Základné látky v ochrane rastlín
Okrem autorizovaných prípravkov na ochranu rastlín a prípravkov na ochranu rastlín povolených na paralelný obchod sa môžu v ochrane rastlín použiť aj schválené základné látky. Tieto základné látky sa môžu použiť len v súlade s podmienkami uvedenými v nariadení o ich schválení a v revíznej správe (review report). 
Upozorňujeme že tieto látky nie je možné automaticky použiť v ekologickom poľnohospodárstve, musia byť najskôr schválené expertnou skupinou na DG AGRI.
Základné látky sú definované v čl. 23 ods. 1 nariadenia Európskeho parlamentu a Rady (ES) č. 1107/2009 o uvádzaní prípravkov na ochranu rastlín na trh a o zrušení smerníc Rady č. 79/117/EHS a 91/414/EHS nasledovne:
„Základnou látkou je účinná látka, ktorá: 
a) nie je problémová látka a 
b) ktorá nemá prirodzenú schopnosť narušiť endokrinný systém a nemá neurotoxické alebo imunotoxické účinky a 
c) prevažne sa nepoužíva na účely ochrany rastlín, ale napriek tomu je užitočná pri ochrane rastlín, buď priamo, alebo v prípravku, ktorý sa skladá z tejto látky a jednoduchého rozpúšťadla, a 
d) neuvádza sa na trh ako prípravok na ochranu rastlín. 
Účinná látka, ktorá spĺňa kritériá pre „potraviny“ podľa článku 2 nariadenia (ES) č. 178/2002, sa považuje za základnú látku.“  
Zoznam schválených základných látok a príslušné nariadenia a revízne správy sú uvedené v tabuľke nižšie.
Zoznam schválených základných látok
	[bookmark: _GoBack]Por. číslo
	Názov
	Schválená od
	Nariadenie o schválení základnej látky
	Revízna správa základnej látky

	1
	Chitosan hydrochloride
	1. 7.  2014
	

	


	2
	Equisetum arvense L.
	1. 7.  2014 
	

	


	3
	Sacharóza (Sucrose)
	1. 1.  2015
	

	


	4
	Hydroxid vápenatý (Calcium hydroxide)
	1. 7.  2015
	

	


	5
	Salix spp. cortex
	1. 7. 2015
	

	


	6
	Ocot (Vinegar)
	1. 7. 2015
	

	


	7
	Lecitíny (Lecithins)
	1. 7.  2015
	

	


	8
	Fruktóza (Fructose)
	1. 10. 2015 
	

	


	9
	Hydrogenuhličitan sodný (Sodium hydrogen carbonate)
	       8. 12. 2015
	

	


	10
	Fosforečnan diamónny (Diammonium phosphate)
	       29. 4. 2016
	

	


	11
	Srvátka (Whey)
	2. 5. 2016
	

	


	12
	Slnečnicový olej (Sunflower oil)
	2. 12. 2016
	

	


	13.
	Peroxid vodíka 
(Hydrogen peroxide)
	29. 3. 2017
	

	


	14.
	Urtica spp. 
	30. 3. 2017
	

	


	15
	Ílovité drevné uhlie (Clayed charcoal)
	31. 3. 2017
	

	


	16.
	Chlorid sodný 
(Sodium chloride)
	28.9.2017
	

	


	17.
	Prášok z horčičných semien 
(Mustard seeds powder)
	4.12.2017
	

	


	18.
	Pivo 
(Beer)
	5.12.2017
	

	


	19.
	Mastenec E553B (Talc E553B)
	28. 5. 2018
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II

(Nelegislativne akty)

MEDZINARODNE DOHODY

ROZHODNUTIE RADY
zo 14. aprila 2014
o uzavreti Dohody medzi Eurdépskou tiniou a Tureckou republikou o readmisii 0sdb s neoprav-

nenym pobytom

(2014/252/EV)
RADA EUROPSKEJ UNIE,

so zretelom na Zmluvu o fungovani Eur6pskej tnie, a najmé na jej ¢ldnok 79 ods. 3 v spojeni s ¢ldnkom 218 ods. 6
pism. a),

so zretelom na ndvrh Eurpskej komisie,
so zretelom na stihlas Eurpskeho parlamentu,
kedze:

(1) Komisia v stlade s rozhodnutim Rady 2012/499/EU (') podpisala diia 16. decembra 2013 Dohodu medzi Eurép-
skou dniou a Tureckou republikou o readmisii 0sob s neoprdvnenym pobytom (dalej len ,dohoda®), s vyhradou
jej uzavretia.

(2)  Dohodou sa zriaduje spolocny readmisny vybor, ktory prijme vlastny rokovaci poriadok. V tomto pripade je
vhodné zabezpecit, aby sa pozicia Unie prijala v zjednodu$enom konani.

(3)  V stlade s ¢lankami 1 a 2 Protokolu (¢. 21) o postaveni Spojeného kralovstva a frska s ohladom na priestor
slobody, bezpecnosti a spravodlivosti, ktory je pripojeny k Zmluve o Eur6pskej tnii a Zmluve o fungovani Eurdp-
skej tnie, a bez toho, aby bol dotknuty ¢ldnok 4 uvedeného protokolu, sa Spojené kralovstvo nezdcastiiuje na
prijati tohto rozhodnutia a nie je nim viazané ani nepodlieha jeho uplatiiovaniu.

(4)  V stlade s ¢lankami 1 a 2 Protokolu (¢. 21) o postaveni Spojeného kralovstva a Irska s ohladom na priestor
slobody, bezpecnosti a spravodlivosti, ktory je pripojeny k Zmluve o Eurépskej tinii a Zmluve o fungovan{ Eurép-
skej tnie, a bez toho, aby bol dotknuty ¢linok 4 uvedeného protokolu, sa Irsko nezicastiiuje na prijati tohto
rozhodnutia a nie je nim viazané ani nepodlieha jeho uplatiiovaniu.

(5)  Vsilade s ¢lankami 1 a 2 Protokolu (¢. 22) o postaveni Dénska, ktory je pripojeny k Zmluve o Eurépskej tnii
a Zmluve o fungovani Eurépskej tinie, sa Dansko neziicastiiuje na prijati tohto rozhodnutia, nie je nim viazané
ani nepodlieha jeho uplatiiovaniu.

(6)  Dohoda by sa mala schvilit,

() U.v.EUL 244,8.9.2012,s. 4.
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PRIJALA TOTO ROZHODNUTIE:

Cldnok 1

Tymto sa v mene Unie schvaluje Dohoda medzi Eurépskou tniou a Tureckou republikou o readmisii 0sob s neoprav-
nenym pobytom.

Text dohody je pripojeny k tomuto rozhodnutiu.
Cldnok 2

Predseda Rady v mene Unie vykond oznimenie podla ¢lanku 24 ods. 2 dohody s cielom vyjadrit sithlas Eurépskej tnie
s tym, Ze bude touto dohodou zaviazana (!).

Cldnok 3

Komisia, ktorej pomahajti odbornici z ¢lenskych $titov, zastupuje Uniu v spoloénom readmisnom vybore zriadenom
podla ¢lanku 19 dohody.

Clanok 4

Poziciu Unie v rdémci spoloéného readmisného vyboru k prijatiu jeho rokovacieho poriadku, ako sa vyzaduje v ¢lanku 19
ods. 5 dohody, prijme Komisia po porade s osobitnym vyborom vymenovanym Radou.

Cldnok 5

Toto rozhodnutie nadobida t¢innost ditom jeho prijatia.

V Luxemburgu 14. aprila 2014

Za Radu

predseda
A. TSAFTARIS

() Détum nadobudnutia platnosti dohody uverejni Generalny sekretariat Rady v Uradnom vestniku Eurdpskej tine.
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DOHODA

medzi Eurépskou tiniou a Tureckou republikou o readmisii osob s neoprivnenym pobytom

VYSOKE ZMLUVNE STRANY,

EUROPSKA UNIA, dalej len ,Unia®,

TURECKA REPUBLIKA, dalej len ,Turecko®,
ODHODLANE posilnit vzdjomnti spoluprécu v zdujme GéinnejSieho boja proti nelegdlnemu pristahovalectvu,

ZELAJUCE SI vytvorit prostrednictvom tejto dohody a na zdklade reciprocity rychle a G¢inné postupy na identifikdciu
a bezpecny a usporiadany ndvrat osob, ktoré nespliiajii alebo prestali splnat podmlenky na vstup na Gzemie Turecka
alebo jedného z clenskych stitov Unie, zdrziavanie sa alebo pobyt na tomto tizemi, a zjednodusit tranzit takychto osob
v duchu spoluprice,

ZDORAZNUJUC, Ze touto dohodou nie st dotknuté prava, povinnosti ani zavizky Unie, jej clenskych stitov a Turecka
vyplyvajiice z medzindrodného prdva, a najmd z Eurépskeho dohovoru o ochrane ludskych prav a zdkladnych slobod
z0 4. novembra 1950 a Dohovoru o pravnom postaveni ute¢encov z 28. jula 1951,

ZDORAZNUJUC ze touto dohodou nie si dotknuté prdva a procesné zdruky osob v konaniach o ndvrate, alebo ktoré
Ziadajti o azyl v ¢lenskom tate, stanovené v prisluinych pravnych nastrojoch Unie,

ZDORAZNUJUC, Ze touto dohodou nie st dotknuté ustanovenia Dohody o pridruzeni medzi Eurépskym hospodarskym
spolocenstvom a Tureckom z 12. septembra 1963, jej dodatkové protokoly, prislusné rozhodnutia Asocia¢nej rady ani
prislusnd judikattra Stidneho dvora Eurdpskej tinie,

ZDORAZNUJUC, Ze osoby s povolenim na dlhodoby pobyt udelenym v stlade s podmienkami smernice Rady
2003/109/ES o pravnom postaveni $tatnych prislusnikov tretich krajin, ktoré st osobami s dlhodobym pobytom, poZi-
vaju zvy$ent ochranu proti vyhosteniu podla ¢lanku 12 uvedenej smernice,

ZDORAZNUJUC, ze tito dohoda je zalozend na zdsaddch spolocnej zodpovednosti, solidarity a rovnocenného partnerstva
s ciefom riadit migracné toky med21 Tureckom a Uniou a Ze v tejto stvislosti je Unia pripravend poskytndt financné
zdroje na podporu Turecka pri jej vykondvani,

BERUC DO UVAHY, Ze ustanovenia tejto dohody, ktord patri do rozsahu Hlavy V ¢asti tri Zmluvy o fungovani Eurdpskej
Ginie, sa v stlade s Protokolom o postaveni Spojeného kralovstva a Irska so zretelom na oblast slobody, bezpeénosti
a spravodlivosti, ktory je priloZeny k Zmluve o Eurépskej tnii a k Zmluve o fungovani Eurépskej tnie, nevztahujd na
Spojené kralovstvo a Irsko, pokial sa nepripoja,

BERUC DO UVAHY, Ze ustanovenia tejto dohody, ktord patri do rozsahu Hlavy V ¢asti tri Zmluvy o fungovani Eurdpskej
unie, sa v stlade s Protokolom o postaveni Ddnska, ktory je prilozeny k Zmluve o Eurdpskej tnii a k Zmluve o fungovani
Eurdpskej tnie, nevztahuji na Danske kralovstvo,

SA DOHODLI TAKTO:

Cldnok 1
Vymedzenie pojmov
Na tcely tejto dohody sa pod pojmom:
a) ,zmluvné strany* rozumie Turecko a Unia;

b) ,statny prislusnik Turecka“ rozumie kazda osoba, ktord md v stlade s tureckymi pravnymi predpismi tureckd tdtnu
prislusnost;
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¢) ,Statny prislusnik clenského stitu“ rozumie kazdd osoba, ktord md stitnu prislusnost ¢lenského stitu Unie;
d) ,clensky §tat* rozumie akykolvek clensky §tit Unie s vynimkou Danskeho kralovstva;

e) ,Statny prislusnik tretej krajiny” rozumie kazdd osoba, ktord md inti $tatnu prislusnost ako tureckd alebo niektorého
z Clenskych statov;

f) ,osoba bez sttnej prislusnosti“ rozumie kazda osoba, ktord nemd Ziadnu $tdtnu prislusnost;

g) ,povolenie na pobyt“ rozumie povolenie akéhokolvek druhu vydané Tureckom alebo niektorym ¢lenskym Stitom,
ktoré opraviluje osobu na pobyt na jeho tzemi. Nezahffia docasné povolenia zdrZiavat sa na Gzemi v stivislosti
s postudenim Ziadosti o azyl alebo Ziadosti o povolenie na pobyt;

h) ,vizum“ rozumie povolenie, ktoré vydd alebo rozhodnutie, ktoré prijme Turecko alebo niektory ¢lensky stat a ktoré
sa vyZaduje na Gcely vstupu na ich dzemie alebo tranzitu cez ich dzemie. Nezahffia letiskové tranzitné vizum;

i) ,ziadajici $tat“ rozumie $tdt (Turecko alebo jeden z ¢lenskych $titov), ktory predkladd Ziadost o readmisiu podla
¢lanku 8 alebo Ziadost o tranzit podla ¢linku 15 tejto dohody;

j) .poziadany $tat“ rozumie $tat (Turecko alebo jeden z ¢lenskych §titov), ktorému je uréend Ziadost o readmisiu podla
¢lanku 8 alebo Ziadost o tranzit podla ¢linku 15 tejto dohody;

k) ,prislusny organ“ rozumie vnutrostatny orgdn Turecka alebo jedného z ¢lenskych Statov, ktory je povereny vykond-
vanim tejto dohody, ako sa stanovuje vo vykondvacom protokole v stlade s jej ¢lankom 20 ods. 1 pism. a);

1) ,osoba s neoprdvnenym pobytom* rozumie akakolvek osoba, ktord v stlade s prislusnymi postupmi stanovenyml
vo vnitrodtatnych pravnych predplsoch nesplita alebo prestala spliiat platne podmlenky vstupu na tzemie Turecka
alebo jedného z ¢lenskych $tatov, zdrziavania sa alebo pobytu na tomto tzemy;

m) ,tranzit“ rozumie prechod tatneho prislusnika tretej krajiny alebo osoby bez $tdtnej prislusnosti cez tizemie poziada-
ného $tatu pri ceste zo Ziadajiceho stdtu do krajiny urcenia;

n) ,readmisia“ rozumie v pripade Ziadajliceho $titu odovzdanie a v pripade poziadaného $titu prevzatie oséb (Statnych
prislusnikov poziadaného $tatu, Statnych prislusnikov tretej krajiny alebo osob bez stitnej prislusnosti), o ktorych sa
zistilo, Ze neopravnene vstipili na Gzemie Ziadajiceho 3titu, zdrziavajii sa alebo majii na filom pobyt, v silade s usta-
noveniami tejto dohody;

0) ,hrani¢ny priechod” rozumie akékolvek miesto uréené ¢lenskymi $titmi alebo Tureckom na tcely prekrocenia ich
hranic;

p) .pohrani¢nd oblast“ Ziadajiceho §tatu rozumie Gizemie, ktorého rozsah od jeho vonkajsej hranice smerom do jeho
vnitrozemia je najviac 20 km bez ohladu na to, ¢& ide o spolo¢nd hranicu Ziadajiceho a poziadaného $titu, ako aj
ndmorné pristavy vritane colnych z6n a medzindrodné letiskd ziadajiiceho $tdtu.

Cldnok 2
Rozsah posobnosti

1.  Ustanovenia tejto dohody sa vztahuji na osoby, ktoré nesplfiaji alebo prestali splnat podmlenky na vstup na
tizemie Turecka alebo jedného z ¢lenskych $titov Unie, zdrZiavanie sa alebo pobyt na tomto tizemd.

2. Tato dohoda vritane uvedeného odseku 1 tohto ¢lanku sa uplatiiuje bez toho, aby boli dotknuté néstroje vymeno-
vané v ¢lanku 18.

3. Této dohoda sa nevzfahuje na Stitnych prislusnikov tretich krajin ani na osoby bez Stdtnej prislusnosti, ako sa
uvéddza v ¢lankoch 4 a 6, ktoré opustili Gizemie poziadaného $tdtu viac nez pit rokov predtym, ako sa prislusné organy
ziadajticeho §tatu dozvedeli o tychto osobéch, pokial pomocou dokladov uvedenych v prilohe 3 nie je mozné vytvorit
podmienky na ich readmisiu do poziadaného $tdtu, ako je stanovené v ¢ldnkoch 4 a 6.
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ODDIEL I
READMISNE POVINNOSTI TURECKA
Cldnok 3
Readmisia vlastnych $titnych prislusnikov

1. Turecko na Ziadost clenského $tatu a bez toho, aby tento clensky stat musel vykonat dalsie formality, okrem tych,
ktoré sa stanovu)u touto dohodou, readmituje Vsetky osoby, ktoré nespliiajii alebo prestah splnat platné podmienky
stanovené pravnymi predpismi tohto ¢lenského $titu alebo Unie potrebné na vstup na uzemie 21adajuceh0 ¢lenského
§tdtu, zdrZiavanie sa alebo pobyt na flom, ak sa v stlade s ¢lankom 9 preukdzZe, Ze tieto osoby st Stitnymi prislusnikmi
Turecka.

2. Turecko takisto readmituje:

— neplnoleté slobodné deti 0sdb uvedenych v odseku 1 tohto ¢lanku bez ohladu na ich miesto narodenia alebo $titnu
prislusnost, pokial nemajii autonémne pravo na pobyt v Ziadajicom ¢lenskom 3téte, alebo ak drzitelom uvedeného
autonémneho préva na pobyt je druhy rodi¢, ktory md dané deti v zdkonnej starostlivosti,

— manzZelov/manzelky os6b uvedenych v odseku 1 tohto ¢lanku, ktori/ktoré maji inti $tatnu prislusnost, za predpo-
kladu, Ze maji prdvo na vstup na tizemie Turecka a prdvo na pobyt na tomto tzemi alebo ho dostani, pokial
nemaji autonémne pravo na pobyt v Ziadajiicom ¢lenskom 3tdte alebo pokial Turecko nepreukdze, ze podla jeho
vadtrostatnych pravnych predpisov prisluiné manzelstvo nie je zdkonne uznané.

3. Turecko takisto readmituje osoby, ktorym bola v stilade s tureckymi prévnymi predpismi po vstupe na tizemie ¢len-
ského §tdtu odnatd tureckd Stdtna prislusnost, alebo ktoré sa jej vzdali, pokial takymto osobdm nebolo zo strany ¢len-
ského $tatu aspoii prisltibené udelenie $titnej prislusnosti.

4. Potom, ako Turecko poskytne kladnd odpoved na Ziadost o readmisiu, alebo pripadne po uplynuti lehot stanove-
nych v ¢ldnku 11 ods. 2, prislusny konzuldrny trad Turecka vydéd bez ohladu na volu osoby, ktord mé byt readmitovand,
do troch pracovnych dni cestovny doklad s trojmesacnou platnostou potrebny na navrat osoby, ktord md byt readmito-
vand. V pripade, Ze sa v ¢lenskom §tdte nenachddza konzuldrny trad Turecka, alebo ak Turecko do troch pracovnych dni
nevyda cestovny doklad, odpoved na Ziadost o readmisiu sa povazuje za cestovny doklad potrebny na readmisiu dot-
knutej osoby.

5. Ak dotknutd osoba nemoze byt z pravnych alebo vecnych dovodov odovzdand pred ukonéenim platnosti pévodne
vydaného cestovného dokladu, prislusny konzuldrny trad Turecka do troch pracovnych dni vydd novy cestovny doklad
s rovnakou platnostou. V pripade, Ze sa v ¢lenskom $tdte nenachddza konzuldrny tirad Turecka, alebo ak Turecko do
troch pracovnych dni nevyda cestovny doklad, odpoved na Ziadost o readmisiu sa povazuje za cestovny doklad potrebny
na readmisiu dotknutej osoby.

Cldnok 4
Readmisia Stdtnych prislusnikov tretich krajin a 0s6b bez Stitnej prislusnosti

1. Turecko na Zziadost clenského 3titu a bez toho, aby tento ¢lensky $tit musel vykonat dalsie formality, okrem tych,
ktoré sa ustanovujii touto dohodou, readmituje vsetkych Stitnych prislusnikov tretich krajin alebo osoby bez stdtnej
prisludnosti, ktoré nespliiaji alebo prestali spliat podmienky potrebné na vstup na Gzemie Ziadajiiceho ¢lenského $tatu,
zdrziavanie sa alebo pobyt na nom, ak sa v siilade s ¢lankom 10 preukdze, Ze tieto osoby:

a) st v Case podania Ziadosti o readmisiu drZitelmi platného viza vydaného Tureckom a na tizemie ¢lenského §titu vstii-
pili priamo z tzemia Turecka; alebo

b) st drzitelmi povolenia na pobyt vydaného Tureckom; alebo

¢) neoprdvnene a priamo vstdpili na tzemie ¢lenskych 3titov po pobyte na tizemi Turecka alebo tranzite cez jeho
Uzemie.
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2. Readmisnd povinnost v odseku 1 tohto ¢lanku sa neuplatni, ak:

a) statny prislusnik tretej krajiny alebo osoba bez §tdtnej prislusnosti bola len v tranzitnom priestore medzindrodného
letiska Turecka; alebo

b) Zziadajici ¢lensky $tat vydal Statnemu prislusnikovi tretej krajiny alebo osobe bez $tdtnej prislusnosti vizum, ktoré
osoba pouzila na vstup na tzemie Ziadajiiceho ¢lenského stétu, alebo povolenie na pobyt pred alebo po vstupe na
jeho uzemie, pokial tdto osoba nie je drzitelom viza alebo povolenia na pobyt vydaného Tureckom, ktoré ma dlhsiu
platnost; alebo

c) statny prislusnik tretej krajiny alebo osoba bez §tdtnej prislusnosti poziva pravo bezvizového vstupu na tzemie Ziada-
juceho clenského Stdtu.

3. Potom, ako Turecko poskytne kladnii odpoved na Zziadost o readmisiu, alebo pripadne po uplynuti lehot stanove-
nych v ¢ldnku 11 ods. 2, prislusné turecké orgdny vydaju v pripade potreby bez ohladu na volu osoby, ktord ma byt
readmitovand, do troch pracovnych dni ,nédhradny cestovny doklad pre cudzincov®, ktory je potrebny na jej nédvrat,
s najmenej trojmesacnou platnostou. V pripade, Ze sa v ¢lenskom Stdte nenachddza konzuldrny tdrad Turecka, alebo ak
Turecko do troch pracovnych dni nevydd cestovny doklad, predpokladd sa, Ze akceptuje standardny cestovny doklad EU
na tcely vyhostenia ().

4. Ak dotknutd osoba nemdze byt z pravnych alebo vecnych dévodov odovzdand pred ukoncenim platnosti povodne
vydaného ,nahradného cestovného dokladu pre cudzincov, turecké organy do troch pracovnych dni pred121a platnost
,ndhradného cestovného dokladu pre cudzincov, alebo v pr1pade potreby vydajii novy ,ndhradny cestovny dokument
pre cudzincov” s rovnakou platnostou. V pripade, Ze sa v ¢lenskom Stdte nenachddza konzuldrny trad Turecka, alebo ak
Turecko do troch pracovnych dni nevyda cestovny doklad, predpokladi sa, Ze akceptuje standardny cestovny doklad EU
na ucely vyhostenia (3.

ODDIEL II
READMISNE POVINNOSTI UNIE
Cldnok 5
Readmisia vlastnych Stitnych prislus$nikov

1. Clensky §tdt na ziadost Turecka a bez toho, aby Turecko muselo vykonat dalsie formality, okrem tych, ktoré sa
ustanovu]u touto dohodou, readmituje vietky osoby, ktoré nespliajti, alebo prestali spliiat platne podm1enky na vstup
na tzemie Turecka, zdrZiavanie sa alebo pobyt na fiom, ak sa v stlade s ¢linkom 9 preukdze, Ze tieto osoby st Stitnymi
prislusnikmi tohto ¢lenského statu.

2. Clensky stét takisto readmituje:

— neplnoleté slobodné deti 0sob uvedenych v odseku 1 tohto ¢ldnku bez ohladu na ich miesto narodenia alebo $tatnu
prislusnost, pokial nemaji autonémne prdvo na pobyt v Turecku, alebo ak drzitelom uvedeného autonémneho
prava na pobyt je druhy rodi¢, ktory ma dané deti v zdkonnej starostlivosti,

— manzelov/manzelky os6b uvedenych v odseku 1 tohto ¢lanku, ktori/ktoré maji int $titnu prislusnost, za predpo-
kladu, Ze majt pravo na vstup na tzemie poziadaného ¢lenského 3tdtu a pravo na pobyt na tomto tzemi alebo ho
dostand, pokial nemaji autonémne pravo na pobyt v Turecku alebo pokial poziadany clensky stdt nepreukdze, Ze
podla jeho vniitrostatnych pravnych predpisov prislusné manzelstvo nie je zdkonne uznané.

3. Clensky stat takisto readmituje osoby, ktorym v sdlade s jeho prévnymi predpismi bola po vstupe na tizemie
Turecka odnatd $titna prislusnost tohto ¢lenského $tdtu, alebo ktoré sa jej vzdali, pokial takym osobdm nebolo zo strany
Turecka aspon prislibené udelenie $titnej prislusnosti.

() V stlade s formou predpisanou v odportcani Rady EU z 30. novembra 1994.
() Tamtiez.
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4. Potom, ako poziadany clensky stat poskytne kladnt odpoved na Ziadost o readmisiu, alebo pripadne po uplynuti
lehot stanovenych v ¢lanku 11 ods. 2, prisluiné diplomatické zastiipenie alebo konzuldrny tirad tohto ¢lenského 3tatu
vydd bez ohladu na volu osoby, ktord md byt readmitovand, do troch pracovnych dni cestovny doklad s trojmesa¢nou
platnostou potrebny na ndvrat osoby, ktord md byt readmitovand. V pripade, Ze sa v Turecku nenachddza diplomatické
zasttpenie alebo konzuldrny drad ¢lenského 3tdtu, alebo ak poziadany clensky $tit do troch pracovnych dni nevydd
cestovny doklad, odpoved na Ziadost o readmisiu sa povaZuje za cestovny doklad potrebny na readmisiu dotknutej
osoby.

5. Ak dotknutd osoba nemdze byt z pravnych alebo vecnych dévodov odovzdand pred ukoncenim platnosti pévodne
vydaného cestovného dokladu, prislusné diplomatické zastiipenie alebo konzuldrny trad tohto ¢lenského $titu do troch
pracovnych dni vydd novy cestovny doklad s rovnakou platnostou. V pripade, Ze sa v Turecku nenachddza diplomatické
zastipenie alebo konzuldrny tirad ¢lenského $titu, alebo ak poziadany clensky stit do troch pracovnych dni nevyda
cestovny doklad, odpoved na ziadost o readmisiu sa povazuje za cestovny doklad potrebny na readmisiu dotknutej
osoby.

Cldnok 6
Readmisia Stdtnych prislusnikov tretich krajin a 0s6b bez Stitnej prislusnosti

1. Clensky §tdt na Ziadost Turecka a bez toho, aby Turecko muselo vykonat dalsie formality, okrem tych, ktoré sa
stanovujii touto dohodou, readmituje vsetkych $tatnych prislusnikov tretich krajin alebo osoby bez $titnej prislusnosti,
ktoré nespliiaji alebo prestali spliiat platné podmienky na vstup na tzemie Turecka, zdrziavanie sa alebo pobyt na fiom,
ak sa v sulade s ¢lankom 10 preukdze, Ze tieto osoby:

a) st v Case predloZenia Ziadosti o readmisiu drzitelmi platného viza vydaného poziadanym clenskym $titom a na
tzemie Turecka vstipili priamo z izemia poziadaného ¢lenského stdtu; alebo

b) st drzitelmi povolenia na pobyt vydaného poziadanym ¢lenskym $tdtom; alebo

¢) neopravnene a priamo vstdpili na tzemie Turecka po pobyte na Gzemi poziadaného ¢lenského stitu alebo tranzite
cez jeho Gzemie.

2. Readmisnd povinnost v odseku 1 tohto ¢ldnku sa neuplatni, ak:

a) Statny prislusnik tretej krajiny alebo osoba bez §tdtnej prislusnosti bola iba v tranzitnom priestore medzindrodného
letiska poziadaného ¢lenského $tatu; alebo

b) Turecko vydalo $tatnemu prislusnikovi tretej krajiny alebo osobe bez $tdtnej prislusnosti vizum, ktoré osoba pouzila
na vstup na uzemie Turecka, alebo povolenie na pobyt pred alebo po vstupe na jeho tizemie, pokial tdto osoba nie je
drzitelom viza alebo povolenia na pobyt vydaného poziadanym ¢lenskym §tdtom, ktoré mé dlhsiu platnost; alebo

c) Statny prislusnik tretej krajiny alebo osoba bez $titnej prislusnosti poziva pravo bezvizového vstupu na tzemie
Turecka.

3. Readmisni povinnost uvedent v odseku 1 tohto ¢lanku md ¢lensky $tat, ktory vydal vizum alebo povolenie na
pobyt. Ak vizum alebo povolenie na pobyt udelili dva alebo viaceré ¢lenské $taty, readmisnd povinnost uvedend v odse-
ku 1 plati pre ten ¢lensky §tat, ktory vydal doklad s dlhdou platnostou, pripadne ak jednému alebo viacerym dokladom
skoncila platnost, pre ten clensky stat, ktory vydal doklad, ktory je stile platny. Ak sa uz skoncila platnost v3etkych
dokladov, readmisnd povinnost uvedend v odseku 1 sa vztahuje na clensky $tat, ktory vydal doklad s najneskorsim
datumom skonéenia platnosti. Ak nemozno predlozit Ziaden z tychto dokladov, readmisnd povinnost uvedend v odseku 1
plati pre ¢lensky $tat, ktory bol opusteny ako posledny.

4. Potom, ako ¢lensky $tdt poskytne kladnt odpoved na Ziadost o readmisiu, alebo pripadne po uplynuti lehot stano-
venych v ¢ldnku 11 ods. 2, orgdny ¢lenského $tatu vydaja v pripade potreby do troch pracovnych dni osobe, ktorej read-
misia bola schvélend, cestovny doklad potrebny na jej ndvrat s najmenej trojmesacnou platnostou. V pripade, Ze sa
v Turecku nenachddza diplomatické zasttipenie konzuldrny trad clenského Statu, alebo ak ¢lensky $tét do troch pracov-
nych dni nevydd cestovny doklad, predpoklada sa, Ze akceptuje Standardny cestovny doklad EU na téely vyhostenia ().

(") Tamtiez.
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5. Ak dotknutd osoba nemoze byt z pravnych alebo vecnych dovodov odovzdand pred ukoncenim platnosti povodne
vydaného cestovného dokladu, orgény clenského $tatu do troch pracovnych dni predizia platnost cestovného dokladu,
alebo v pripade potreby vydaji novy cestovny doklad s rovnakou platnostou. V pripade, Ze sa v Turecku nenachddza
diplomatické zastiipenie alebo konzularny Grad clenského stdtu, alebo ak ¢lensky stdt do troch pracovnych dnf nevydd
cestovny doklad, predpoklad sa, ze akceptuje $tandardny cestovny doklad EU na tcely vyhostenia (!).

ODDIEL III

READMISNE KONANIE
Cldnok 7
Zasady

1. Clenské $tity a Turecko vynalozia maximilne Gsilie, aby zabezpecili ndvrat osoby uvedenej v ¢lankoch 4 a 6
priamo do krajiny povodu. Na tento acel sa sposoby uplatiiovania tohto odseku urcia v stlade s ¢lankom 19 ods. 1
pism. b). Ustanovenia tohto odseku sa nevztahuji na pripady, v ktorych je uplatnitelné zrychlené konanie v stlade
s odsekom 4 tohto ¢lanku.

2. S vyhradou odseku 3 tohto ¢ldnku pri akomkolvek odovzdavani osoby, ktord ma byt readmitovand na zaklade
niektorej z povinnosti uvedenych v ¢lankoch 3 az 6, sa vyzaduje predloZenie Ziadosti o readmisiu prislusnému orginu
poziadaného statu.

3. Ak osoba, ktord md byt readmitovand, je drzitelom platného cestovného dokladu alebo preukazu totoznosti
a v pripade $tatnych prislusnikov tretich krajin alebo o0sob bez Stitnej prislusnosti platného viza pouzitého osobou na
ucel vstupu na tzemie poziadaného $titu, alebo povolenia na pobyt vydaného poziadanym stitom, odovzdanie takejto
osoby sa uskuto¢ni bez toho, aby Ziadajiici $tdt musel podat Ziadost o readmisiu alebo pisomné ozndmenie podla
¢lanku 12 ods. 1 prislusnému orgdnu poziadaného $tatu.

Predchddzajicim pododsekom nie je dotknuté prévo prislusnych orgdnov overit na hranici identitu readmitovanych
0s0b.

4.  Bez toho, aby bol dotknuty odsek 3 tohto ¢lanku, ak Ziadajici $tdt zaistil osobu v pohranicnej oblasti po jej
neoprdvnenom vstupe priamo z tzemia poziadaného §titu, Ziadajici $tit moze podat ziadost o readmisiu do troch
pracovnych dni po zaisteni tejto osoby (zrychlené konanie).

Clanok 8
Obsah Ziadosti o readmisiu

1. Pokial je to mozné, ziadost o readmisiu obsahuje tieto informdcie:
a) konkrétne udaje o osobe, ktord md byt readmitovand (napr. krstné mend, priezviskd, ddtum narodenia, a ak je to
mozné, aj miesto narodenia a posledné bydlisko), pripadne aj tidaje o jej neplnoletych slobodnych detoch afalebo

partneroch;

b) v pripade vlastnych Statnych prislusnikov tdaje o tom, akym spdsobom sa preukdze alebo akym sposobom sa
poskytne priamy dokaz o $titnej prislusnosti, ako sa stanovuje v prilohdch 1 a 2;

¢) v pripade $tatnych prislusnikov tretich krajin a osob bez $titnej prislusnosti tdaje o tom, akym sposobom sa
preukdze splnenie podmienok na readmisiu Statnych prislusnikov tretich krajin a 0sob bez $titnej prislusnosti alebo
akym spdsobom sa poskytne priamy dokaz o nich, ako sa stanovuje v prilohich 3 a 4;

d) fotografia osoby, ktord mé byt readmitovand.

(") Tamtiez.
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2. Pokial je to mozné, ziadost o readmisiu by mala obsahovat aj tieto tidaje:

a) vyhldsenie, v ktorom sa uvddza, Ze osoba, ktord sa md odovzdat, moze potrebovat pomoc alebo starostlivost za pred-
pokladu, Ze dotknutd osoba s tymto vyhldsenim vyslovne stihlasf;

b) informdcie o akomkolvek ochrannom, bezpe¢nostnom opatreni alebo o zdravotnom stave, ktoré mozu byt pri
odovzdavani urcitej osoby nevyhnutné.

3. Bez toho, aby bol dotknuty ¢lanok 7 ods. 3, kazd4 Ziadost o readmisiu sa poddva pisomne a pouzitim spolo¢ného
formulara, ktory je pripojeny k tejto dohode vo forme prilohy 5.

4. Ziadost o readmisiu mozno podat prostrednictvom akychkolvek komunika¢nych prostriedkov, vratane elektronic-
kych prostriedkov, napriklad faxu, e-mailu atd.

5. Bez toho, aby bol dotknuty ¢ldnok 11 ods. 2, odpoved na ziadost o readmisiu sa poskytuje pisomne.

Cldnok 9
Dokazy o $titnej prislusnosti

1. Stétnu prislusnost podla ¢ldnku 3 ods. 1 a ¢ldnku 5 ods. 1 mozno preukdzaf najmi prostrednictvom dokladov
uvedenych v prilohe 1 k tejto dohode. Po predloZeni tychto dokladov clenské stity a Turecko na tcel tejto dohody
uznaja $tatnu prislusnost. Stitnu prislu§nost nemozno preukdzat falosnymi dokladmi.

2. Priamy dokaz o $tdtnej prislusnosti podla ¢ldnku 3 ods. 1 a ¢ldnku 5 ods. 1 sa poskytuje najmi prostrednictvom
dokladov uvedenych v prilohe 2 k tejto dohode, a to aj ked skon¢ila ich platnost. Po predlozeni tychto dokladov ¢lenské
$taty a Turecko na tcel tejto dohody budii tatnu prislusnost povazovat za preukdzand, pokial poziadany $tat na zdklade
vySetrovania a v lehotdch stanovenych v ¢lanku 11 nepreukdze inak. Priamy dokaz o Stdtnej prislusnosti nemozno
podlozit falodnymi dokladmi.

3. Ak nemozno predlozit Ziaden z dokladov uvedenych v prilohdch 1 alebo 2, prislusné diplomatické a konzuldrne
zastiipenia dotknutého poziadaného $titu na Ziadost Ziadajiceho $tdtu, ktord je zahrnutd do Ziadosti o readmisiu,
zariadia, aby bola osoba, ktord ma byt readmitovand, bezodkladne a najneskor do siedmich pracovnych dni od datumu
ziadosti vypocutd s cieflom urcit jej Stdtnu prislusnost. V pripade, Ze sa v Ziadajicom $tdte nenachddzaja diplomatické
alebo konzuldrne zasttipenia poziadaného §tdtu, poziadany $tit vykond potrebné kroky, aby bola osoba, ktord ma byt
readmitovand, bezodkladne a najneskor do siedmich pracovnych dni od datumu Ziadosti vypocutd. Postup pri tychto
vypoctvaniach moze byt stanoveny vo vykonavacich protokoloch uvedenych v ¢lanku 20 tejto dohody.

Cldnok 10
Dokazy tykajiice sa Stitnych prislu$nikov tretich krajin a 0so6b bez Stitnej prislusnosti

1. Splnenie podmienok readmisie $tdtnych prislusnikov tretej krajiny a osob bez Stitnej prislusnosti stanovenych
v ¢lanku 4 ods. 1 a ¢ldnku 6 ods. 1 sa preukdze najmi dokaznymi prostriedkami uvedenymi v prilohe 3 k tejto dohode.
Podmienky readmisie nemozno preukdzat falosnymi dokladmi.

2. Priamy dokaz o splneni podmienok readmisie statnych prislusnikov tretej krajiny a osob bez $tdtnej prislusnosti
stanovenych v ¢ldnku 4 ods. 1 a ¢ldnku 6 ods. 1 sa preukdZe najma prostrednictvom dokaznych prostriedkov uvedenych
v prilohe 4 k tejto dohode; nemozno ho preukdzat falosnymi dokladmi. Po predlozeni priamych dékazov ¢lenské $tity
a Turecko budd povazovat podmienky za preukdzané, pokial poziadany $tat na zdklade vySetrovania a v lehotdch stano-
venych v ¢lanku 11 nepreukdze inak.

3. Neoprdvnenost vstupu, zdrZiavania sa alebo pobytu sa preukdze tym, Ze v cestovnych dokladoch dotknutej osoby
chyba potrebné vizum alebo iné povolenie na pobyt na tzemi Ziadajiceho $titu. Vyhldsenie Ziadajiceho $titu, Ze sa
o dotknutej osobe zistilo, Ze nemd potrebné cestovné doklady, vizum alebo povolenie na pobyt, takisto predstavuje
priamy dokaz o neoprdvnenom vstupe, zdrZiavani sa alebo pobyte.
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Cldnok 11
Lehoty

1.  Ziadost o readmisiu sa musi predloiit’ prislu§nému organu poziadaného $titu do maximalne Siestich mesiacov po
tom, ¢o prislu$ny orgdn Ziadajiiceho $tatu zistil, Ze Stitny prislusnik tretej krajiny alebo osoba bez Statnej prlslusnosn
nespliia alebo prestala spifiat platné podmienky potrebné na vstup na jeho tizemie, zdrziavanie sa alebo pobyt na fiom.

Ak 3titny prislusnik tretej krajiny alebo osoba bez Stitnej prislusnosti vstdpila na tzemie Ziadajiceho Stdtu pred
ddtumom, ku ktorému sa ¢ldnky 4 a 6 stali uplatnitelnymi podla ¢ldnku 24 ods. 3, lehota uvedend v predchddzajicej
vete zacina plyntt odo dia, v ktory sa clanky 4 a 6 stali uplatnitelnymi.

Ak existujui pravne alebo vecné prekdzky podania Ziadosti v rdmci stanovenej lehoty, lehota sa na Ziadost Ziadajiceho
statu predizi, ale len dovtedy, kym prekazky nebudi odstranené.

2. Na ziadost o readmisiu sa odpovedd pisomne:
— do piatich pracovnych dni, ak bola Ziadost predlozend v zrychlenom konani (¢lanok 7 ods. 4),

— bezodkladne a v kazdom pripade najneskor do 25 kalenddrnych dni vo vietkych inych pripadoch s vynimkou
pripadov, v ktorych je pociato¢né obdobie zadrZania stanovené vo vnitrostatnych predpisoch ziadajticeho ¢lenského
$tétu kratsie, a v takom pripade sa uplatfiuje toto kratsie obdobie. V pripade, Ze v¢asnej odpovedi na Ziadost brdnia
prévne alebo vecné prekazky, lehota sa moze na zéklade Ziadosti a uvedenia dovodov predfit az na 60 kalendarnych
dni s vynimkou pripadu, ked maximdlne obdobie zadrzania v pravnych predpisoch Ziadajiceho $titu je kratsie
nez 60 dni alebo sa rovnd 60 diom.

Tato lehota zacne plynat odo diia prijatia Ziadosti o readmisiu. Ak sa odpoved neposkytla v tejto lehote, odovzdanie sa
povazuje za schvélené.

Odpoved na ziadost o readmisiu mozno podat prostrednictvom akychkolvek komunika¢nych prostriedkov, vritane elek-
tronickych prostriedkov, napriklad faxu, e-mailu atd.

3. Po schvileni readmisie alebo v pripadoch uplynutia lehoty uvedene) v odseku 2 tohto ¢lanku sa odovzdanie dot-
knutej osoby uskutoéni do troch mesiacov. Na Ziadost Ziadajiiceho $titu mozno tiito lehotu predizit o as potrebny na
rieSenie pravnych alebo vecnych prekazok.

4. Odmietnutie Ziadosti o readmisiu je potrebné pisomne zd6vodnit.

Cldnok 12
Postup pri odovzdivani osob a spdsoby prepravy

1. Bez toho, aby bol dotknuty ¢ldnok 7 ods. 3, prislusné organy Ziadajiceho $tdtu pred vratenim osoby s predstihom
minimédlne 48 hodin pisomne oznidmia prislusnym orgdnom poZiadaného $titu ditum odovzdania, miesto vstupu,
mozny sprievod a ostatné informdcie dolezité pre odovzdanie.

2. Dopravu mozno uskuto¢nit letecky, po susi alebo po mori. Letecky ndvrat sa neobmedzuje na pouzivanie $tdtnych
prepravcov Turecka alebo clenskych Stitov a moZe sa uskutocnit vyuzitim pravidelnych alebo charterovych letov.
V pripade, Ze je pri vrateni potrebny sprievod, taky sprievod sa neobmedzuje len na opravnené osoby Zziadajiiceho stétu
pod podmienkou, Ze oprdvnené osoby st z Turecka alebo z ktoréhokolvek ¢lenského statu.

Cldnok 13
Readmisia omylom

Ziadajdci $tat prevezme spit akikolvek osobu readmitovanti poziadanym stdtom, ak sa v lehote troch mesiacov po
odovzdani dotknutej osoby preukdze, Ze nie st splnené poziadavky uvedené v ¢clankoch 3 az 6 tejto dohody.
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V takychto pripadoch a s vynimkou v3etkych cestovnych nékladov prislusnej osoby, ktoré ma uhradit Ziadajci stat, ako
sa uvddza v predchddzajicom odseku, sa uplatnia mutatis mutandis procesné ustanovenia tejto dohody a poskytni sa
vietky dostupné tdaje o skuto¢nej totoznosti a $tdtnej prislusnosti osoby, ktord sa md prevziat spat.

ODDIEL IV

TRANZIT

Cldnok 14
Zésady tranzitu

1. Clenské stity a Turecko by mali obmedzit tranzit Statnych prislusnikov tretich krajin alebo 0sob bez §tdtnej prislus-
nosti na pripady, ked takéto osoby nemozno vritit do $tdtu uréenia priamo.

2. Turecko umozni tranzit Stitnych prislusnikov tretich krajin alebo osob bez stdtnej prislusnosti, ak ho ¢lensky $tdt
o to poziada, a ¢lensky $tit povoli tranzit prislusnikov tretich krajin alebo 0séb bez 3titnej prislusnosti, ak ho o to
Turecko poziada, ak je zarucend ndslednd preprava tychto osob v pripadnych dalsich tranzitnych $tatoch, ako aj ich read-
misia $tdtom urcenia.

3. Turecko alebo ¢lensky $tdt moze tranzit zamietnut:

a) ak existuje riziko, Ze by $tatny prislusnik tretej krajiny alebo osoba bez $tatnej prislusnosti mohli byt v Stite uréenia
alebo v inom tranzitnom $tate vystaveni muceniu, neludskému alebo ponizujicemu zaobchddzaniu, trestaniu alebo
trestu smrti alebo prenasledovaniu z dévodu rasy, niboZenstva, Stdtnej prislusnosti, prislusnosti k urcitej socidlnej
skupine alebo z dovodu politického presvedcenia; alebo

b) ak Stdtny prislusnik tretej krajiny alebo osoba bez $tdtnej prislusnosti ¢eli v poziadanom stite alebo v inom tran-
zitnom $téte trestnému stihaniu; alebo

¢) z dovodov verejného zdravia, vnttornej bezpecnosti, verejného poriadku alebo na zédklade inych $titnych zdujmov
poziadaného stitu.

4. Turecko alebo ¢lensky stdt mozu zrusit akékolvek uz vydané povolenie, ak sa po jeho vydani vyskytni alebo zistia

okolnosti uvedené v odseku 3 tohto ¢lanku, ktoré brénia tranzitu, alebo ak dalsia cesta cez pripadné tranzitné Stity alebo

readmisia Stidtom urcenia uZ nie je zaruCend. V tomto pripade Ziadajici $tdt prijme Stitneho prislusnika tretej krajiny
alebo osobu bez $tdtnej prislusnosti podla potreby a bezodkladne spit.

Cldnok 15
Tranzitné konanie

1. Prislusnému orgdnu poziadaného $titu musi byt predloZend pisomnd Ziadost o tranzit, ktord obsahuje tieto udaje:

a) typ tranzitu (letecky, po mori alebo po sasi), pripadné dalsie tranzitné Stity a planované miesto kone¢ného urcenia;

b) osobné tdaje dotknutej osoby (napr. krstné meno, priezvisko, rodné priezvisko, iné pouzivané, respektive znime
mend alebo prezyvky, ddtum narodenia, pohlavie a podla moZnosti miesto narodenia, $tatnu prislusnost, jazyk, druh
a ¢&islo cestovného dokladu);

¢) predpokladané miesto vstupu na tzemie, ¢as prevozu a pouZitie sprievodu;

d) vyhldsenie, Ze z pohladu Zziadajiceho $tdtu si podmienky podla ¢ldnku 14 ods. 2 splnené a Ze nie s zndme Ziadne
dovody na odmietnutie ziadosti podla ¢ldnku 14 ods. 3.

Na Ziadosti o tranzit sa pouzije spolo¢ny formuldr, ktory je priloZeny k tejto dohode vo forme prilohy 6.

Ziadost o tranzit mozno podat prostrednictvom akychkolvek komunikacnych prostriedkov, vritane elektronickych
prostriedkov, napriklad faxu, e-mailu atd.
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2. Poziadany §tit do piatich pracovnych dni od prijatia Ziadosti ozndmi Ziadajlicemu $tdtu pisomnou formou, Ze
prevezme predmetnii osobu, potvrdiac miesto a predpokladany Cas vstupu na Gzemie, alebo Ze prevzatie odmieta,
a uvedie dovody svojho odmietnutia. Ak sa odpoved neposkytla do piatich pracovnych dni, tranzit sa povaZuje za schvé-
leny.

Odpoved na zZiadost o tranzit mozno podat prostrednictvom akychkolvek komunikaénych prostriedkov, vratane elektro-
nickych prostriedkov, napriklad faxu, e-mailu atd.

3. Ak sa tranzit uskuto¢iiuje letecky, osoba, ktord ma byt readmitovand, a jej pripadny sprievod, st vynaté z povin-
nosti zaobstarat si letiskové tranzitné vizum.

4. Prislusné orgdny poziadaného $titu po vzdjomnej dohode pomdhaji pri uskutocnenti tranzitu, najma zabezpecenim
dohladu nad dotknutymi osobami a poskytnutim potrebného vybavenia na tento tcel.

ODDIEL V
NAKLADY
Cldnok 16
Niklady na prepravu a tranzit

Bez toho, aby bol dotknuty ¢ldnok 23 a pravo prislusnych orgdnov vyméhat ndklady spojené s readmisiou od osoby,
ktord md byt readmitovand vratane osdb uvedenych v ¢lanku 3 ods. 2 a ¢ldnku 5 ods. 2, alebo od tretich strdn, vSetky
naklady v stvislosti s readmisiou a tranzitom podla tejto dohody az po hrani¢ny priechod poziadaného §titu v pripade
ziadosti podla oddielov I a II dohody alebo az po hranicu §titu kone¢ného urcenia v pripade Ziadosti podla oddielu IV
dohody zndsa Zziadajuci tat.

ODDIEL VI
OCHRANA ljDA]OVA DOLOZKA NEDOTKNUTELNOSTI
Cldnok 17
Ochrana ddajov

Oznamovanie osobnych tdajov sa uskuto¢ni iba v pripade, ak je to nevyhnutné na vykondvanie tejto dohody prislus-
nymi orgdnmi Turecka respektive ¢lenského $titu. Spracovanie osobnych tdajov a nakladanie s nimi v konkrétnom
pripade podlicha vnitro§titnym pravnym predpisom Turecka a ak je prevddzkovatelom prislusny orgdn ¢lenského stitu,
ustanoveniam smernice 95/46/ES a vnitrodtitnym pravnym predpisom tohto ¢lenského $tdtu prijatym v sdlade s touto
smernicou. Okrem toho platia tieto zdsady:

a) osobné tdaje sa musia spractivat spravodlivym a zdkonnym spdsobom;

b) osobné tdaje musia byt zhromazdované iba na konkrétny, vyslovne uvedeny a zdkonny tcel plnenia tejto dohody
a nesmu byt odovzdavajicim orgdnom ani prijimajicim orgdnom dalej spractivané sposobom nezlucitelnym s tymto
tcelom;

) osobné tidaje musia byt vo vztahu k tcelu, na ktory sa zhromazd'uji afalebo dalej spracovavajd, primerané a ndlezité
a nesmu tento Ucel presahovat; poskytované osobné tidaje sa mozu konkrétne tykat iba:

— osobnych tdajov osoby, ktord ma byt odovzdanad (napr. mend, priezviskd, akékolvek predchddzajice mend, iné
mend, ktoré pouziva/pod ktorymi je zndma alebo prezyvky, pohlavie, rodinny stav, ditum a miesto narodenia,
stcasnd $tatna prislusnost a vSetky predchddzajtice),

— pasu, preukazov totozZnosti alebo vodi¢ského preukazu (¢islo, platnost, ditum vydania, vydavajici orgdn, miesto
vydania),

— zastdvok a cestovnej trasy,

— dalsich informdcii potrebnych na urenie totoznosti odovzddvanej osoby alebo na preskiimanie splnenia
podmienok na readmisiu v zmysle tejto dohody;
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d) osobné tidaje musia byt presné a v pripade potreby aktualizované;

e) osobné udaje sa musia uchovdvat vo formdte, ktory umoziuje urcenie totoZnosti subjektu tdajov (Cize dotknutej
osoby) len dovtedy, kym je to potrebné na ticel, na ktory sa idaje zhromazdovali alebo na ktory sa dalej spractvali;

f) odovzdévajici orgdn aj prijimajici orgdn prijmi vSetky primerané opatrenia, aby sa zabezpecila prislusnd oprava
osobnych tdajov, ich vymazanie alebo zablokovanie v pripade, ak spracovanie tychto osobnych tdajov nie je v stlade
s ustanoveniami tohto ¢ldnku, a to najmai preto, lebo tidaje st vo vztahu k ticelu spracovania neprimerané, nenélezité
alebo tento Gcel presahujii. Medzi tieto opatrenia patri aj oznamovanie kazdej opravy, vymazania alebo zablokovania
tdajov druhej strane;

g) prijimajici orgdn na poZziadanie informuje odovzdavajici orgdn o pouziti ozndmenych ddajov a o vysledkoch, ktoré
z nich ziskal;

h) osobné tidaje mozZno oznamovat len prislusnym orgdnom. Na ozndmenie dal§im orgdnom je potrebny predchidza-
juci sthlas odovzdévajiiceho orgdnu;

i) odovzddvajiici orgdn aj prijimajici orgdn s povinné viest si pisomny zdznam o oznamovani a preberani osobnych
udajov.

Cldnok 18
Dolozka nedotknutel'nosti

1. Touto dohodou nie st dotknuté préva, zévizky a povinnosti Unie, clenskych stdtov ani Turecka vyplyvajice
z medzindrodného préva, aj z medzindrodnych dohovorov, ktorych sti zmluvnymi stranami, najmi z:

— Dohovoru o postaveni uteencov z 28. jila 1951 zmeneného a doplneného protokolom o postaveni utecencov
z 31. janudra 1967,

— Eurépskeho dohovoru o ochrane ludskych prav a zédkladnych slobod zo 4. novembra 1950,
— medzindrodnych dohovorov urcujicich §tit zodpovedny za skiimanie Ziadosti o azyl,

— Dohovoru z 10. decembra 1984 proti muceniu a inému krutému, neludskému alebo poniZujicemu zaobchadzaniu
alebo trestaniu,

— pripadne Eurdpskeho dohovoru o usadeni z 13. decembra 1955,
— medzindrodnych dohovorov o vyddvani osob a ich tranzite,
— multilaterdlnych medzindrodnych dohovorov a dohdd o readmisii cudzich $tatnych prislusnikov.

2. Tato dohoda v plnej miere re$pektuje pridva a povinnosti — vritane prav a povinnosti tych, ktori sa oprdvnene
zdrziavaji a pracuji alebo sa opravnene zdrziavali a pracovali na tzemi jednej zo stran dohody — vyplyvajtice z ustano-
veni Dohody o pridruzeni medzi Eurépskym hospodarskym spolocenstvom a Tureckom z 12. septembra 1963, jej
dodatkovych protokolov, prislusnych rozhodnuti Asociaénej rady a prislusnej judikatdry Stidneho dvora Eurdpskej tinie.

3. Tato dohoda sa uplatiiuje bez toho, aby boli dotknuté prava a procesnopravne zaruky osob v konani o navrate,
stanovené v smernici Eurépskeho parlamentu a Rady 2008/115/ES zo 16. decembra 2008 o spolo¢nych normach
a postupoch ¢lenskych $tatov na dcely névratu $tatnych prislusnikov tretich krajin, ktori sa neopravnene zdrZiavaji na
ich tzemi ("), najmd v stvislosti s ich pristupom k pravnemu poradenstvu, informacidm, do¢asnému pozastaveniu
vykonu rozhodnuti o névrate a pristupom k prostriedkom pravnej ndpravy.

4. Této dohoda sa uplatiiuje bez toho, aby boli dotknuté prava a procesnopravne zdruky osob, ktoré ziadaju o azyl,
stanovené v smernici Rady 2003/9/ES, ktorou sa ustanovuji minimilne normy pre prijimanie Ziadatelov o azyl ()
a smernici Rady 2005/85/ES o minimalnych 3tandardoch pre konanie v ¢lenskych $titoch o prizndvani a odnimani
postavenia utecenca (}), a najma v suvislosti s pravom zostat v ¢lenskom §tite do ukonéenia preskiimania Ziadosti.

() U.v.EUL 348, 24.12.2008, 5. 98.
() U.v.EUL31,6.2.2003,s.18.
¢) U.v.EUL 326,13.12.2005,s. 13.
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5. Této dohoda sa uplatiiuje bez toho, aby boli dotknuté prava a procesnopravne ziruky osob s povolenim na dlho-
doby pobyt udelenym v stlade s podmienkami smernice Rady 2003/109/ES o postaveni §titnych prislusnikov tretich
krajin, ktorf st osobami s dlhodobym pobytom.

6.  Tato dohoda sa uplatiiuje bez toho, aby boli dotknuté prava a procesnopravne zdruky osob, ktorym bolo udelené
povolenie na pobyt v stlade s podmienkami smernice Rady 2003/86/ES o prave na zlicenie rodiny.

7. Ni¢ v tejto dohode nebrani vrateniu osoby na zéklade inych oficidlnych alebo neoficidlnych dojednani.

ODDIEL VII
VYKONAVANIE A UPLATNOVANIE
Cldnok 19
Spolo¢ny readmisny vybor

1. Zmluvné strany si poskytuji vzdjomnd pomoc pri uplatiiovani a vyklade tejto dohody. Na tento tcel zriadia
spolo¢ny readmisny vybor (dalej len ,vybor®), ktorého tilohou bude najma:

a) monitorovat uplatiiovanie tejto dohody;
b) rozhodovat o vykonavacich opatreniach potrebnych na jednotné uplatiiovanie tejto dohody;

¢) dbat na pravidelni vymenu informdcii o vykondvacich protokoloch vypracovanych jednotlivymi ¢lenskymi Statmi
a Tureckom podla ¢lanku 20;

d) odpordcat zmeny a doplnenia tejto dohody a jej priloh.

2. Rozhodnutia vyboru sii pre zmluvné strany zdviazné v sdlade s akymikolvek potrebnymi vndtornymi postupmi,
ktoré vyzaduje pravo zmluvnych strén.

3. Vybor je zlozeny zo zistupcov Turecka a Unie; Uniu zastupuje Komisia, ktorej pomahajt odbornici z ¢lenskych
$tatov.

4. Vybor zasadd v pripade potreby kedykolvek na Ziadost jednej zo zmluvnych stran.

5. Vybor prijme svoj rokovaci poriadok.

Cldnok 20
Vykonévacie protokoly

1. Turecko a ¢lensky $tat vypracuji na Zziadost clenského $tdtu alebo Turecka vykondvaci protokol, ktory sa okrem
iného vztahuje na pravidld o:

a) ureni prislusnych orgdnov, hrani¢nych priechodov a vymene kontaktnych miest;

b) podmienkach readmisie so sprievodom, vritane tranzitu $tatnych prislusnikov tretich krajin a 0s6b bez $tdtnej prislus-
nosti so sprievodom;

¢) prostriedkoch a dokladoch okrem tych, ktoré st uvedené v prilohdch 1 az 4 k tejto dohode;
d) sposoboch readmisie v ramci zrychleného konania;
€) postupe pri vypocivaniach.

2. Vykondvacie protokoly uvedené v odseku 1 tohto ¢ldnku nadobudaji platnost az potom, ¢o sa ozndmia readmis-
nému vyboru uvedenému v ¢ldnku 19.
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3. Turecko stihlasi s uplatiiovanim akéhokolvek ustanovenia vykondvacieho protokolu dohodnutého s jednym ¢len-
skym §tdtom aj vo vztahoch s akymkolvek inym ¢lenskym $titom na zdklade jeho Ziadosti a s prihliadnutim na prak-
tickil uplatnitelnost takéhoto ustanovenia v Turecku.

Clenské staty stihlasia s uplatiiovanim akéhokolvek ustanovenia vykondvacieho protokolu dohodnutého medzi Tureckom
a akymkolvek inym ¢lenskym $tdtom aj vo vztahoch s Tureckom na zdklade jeho Ziadosti a s prihliadnutim na praktickd
uplatnitelnost takéhoto ustanovenia v prislusnych clenskych stdtoch.

Cldnok 21

Vztah k bilaterdlnym readmisnym dohodidm alebo dojednaniam ¢lenskych Stitov

Bez toho, aby bol dotknuty ¢lanok 24 ods. 3, ustanovenia tejto dohody maji prednost pred ustanoveniami akéhokolvek
préavne zdvizného ndstroja na readmisiu osdb bez povolenia na pobyt, ktoré boli alebo podla ¢lanku 20 mozu byt
uzavreté medzi jednotlivymi ¢lenskymi $tatmi a Tureckom, ak ustanovenia bilaterdlnej dohody alebo dojednania nie st

zlucitelné s ustanoveniami tejto dohody.
ODDIEL VIII
ZAVERECNE USTANOVENIA
Cldnok 22
Uzemnd posobnost

1. Svyhradou odseku 2 tohto ¢lanku sa tito dohoda uplatiiuje na tizemiach, na ktoré sa vztahuje Zmluva o Eurépskej
nii, ako je definované v ¢lanku 52 uvedenej zmluvy a v ¢lanku 355 Zmluvy o fungovani Eurépskej tinie, a na Gzemi

Tureckej republiky.

2. Této dohoda sa neuplatiiuje na izem{ Dénskeho kralovstva.

Cldnok 23
Technickd pomoc

Obe strany stihlasia s vykondvanim tejto dohody na zdklade zdsad spolo¢nej zodpovednosti, solidarity a rovnocenného
partnerstva s cielom riadit migracné toky medzi Tureckom a Uniou.

V tejto stivislosti sa Unia zavizuje, Ze poskytne finanéné zdroje na podporu Turecka pri vykondvan tejto dohody v stlade
s pripojenym spolocnym vyhldsenim o technickej pomoci. V rdmci tejto pomoci sa bude pozornost venovat najma
budovaniu intiticii a kapacit. Tito podpora sa poskytne v kontexte existujicich a budtcich priorit, na ktorych sa Unia
a Turecko spolo¢ne dohodnd.
Cldnok 24
Nadobudnutie platnosti dohody, jej trvanie a skonlenie platnosti

1. Zmluvné strany tito dohodu ratifikuja alebo schvilia v stilade so svojimi prislusnymi postupmi.

2. S vyhradou odseku 3 tohto ¢ldnku tdto dohoda nadobiida platnost prvym diom druhého mesiaca nasledujiiceho
po dni, ked' si zmluvné strany navzdjom ozndmili, Ze postupy uvedené v prvom odseku tohto ¢ldnku boli ukon&ené.
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3. Povinnosti stanovené v ¢ldnkoch 4 a 6 tejto dohody sa za¢ni uplatiovat aZ tri roky po ddtume uvedenom v odse-
ku 2 tohto ¢lanku. Pocas tohto trojro¢ného obdobia sa budil uplatiiovat len na osoby bez stdtnej prislusnosti a $tatnych
prislusnikov z tretich krajin, s ktorymi Turecko uzatvorilo bilaterdlne zmluvy alebo dohody o readmisii. Pocas tohto troj-
ro¢ného obdobia sa uplatiiuji prislusné Casti existujicich bilaterdlnych dohdd o readmisii medzi ¢lenskymi Statmi
a Tureckom.

4.  Téato dohoda sa uzatvdra na neurcity Cas.

5. Kazdd zmluvnd strana moze vypovedat tito dohodu tym, Ze to oficidlne ozndmi druhej zmluvnej strane. Platnost
tejto dohody kondi Sest mesiacov po dni takéhoto ozndmenia

Cldnok 25
Prilohy

Prilohy 1 az 6 st neoddelitenou stcastou tejto dohody.

V Ankare Sestndsteho decembra dvetisictrindst v dvoch vyhotoveniach v anglickom, bulharskom, ¢eskom, ddnskom,
estonskom, finskom, franctizskom, gréckom, holandskom, litovskom, lotysskom, madarskom, maltskom, nemeckom,
pol'skom, portugalskom, rumunskom, slovenskom, slovinskom, $panielskom, $védskom, talianskom a tureckom jazyku,
pri¢om vsetky znenia st rovnako autentické.
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3a EBpomneiickust cbto3

Por la Unién Europea

Za Evropskou unii

For Den Europziske Union
Fiir die Europdische Union
Euroopa Liidu nimel

Ta v Evpomnaikn Eveon
For the European Union

Pour 'Union européenne />

Per I'Unione europea / 1 >
Eiropas Savienibas varda — m\ / / /g %\_
Europos Sgjungos vardu (et

Az Eurépai Uni6 részérél
Ghall-Unjoni Ewropea
Voor de Europese Unie

W imieniu Unii Europejskiej
Pela Unido Europeia
Pentru Uniunea Europeand
Za Eurépsku tniu

Za Evropsko unijo
Euroopan unionin puolesta
For Europeiska unionen
Avrupa Birligi Adina

3a Peny6myka Typuust

Por la Reptiblica de Turquia
Za Tureckou republiku

For Republikken Tyrkiet

Fir die Republik Tiirkei

Tiirgi Vabariigi nimel

Ta ™ Anpokpatia ¢ Toupkiag
For the Republic of Turkey

Pour la république de Turquie %
Per la Repubblica di Turchia // -
Turcijas Republikas varda — [ )

Turkijos Respublikos vardu
A Torok Koztarsasdg részerdl
Ghat-Turkija

Voor de Republiek Turkije
W imieniu Republiki Turcji
Pela Republica da Turquia
Pentru Republica Turcia

Za Tureckd republiku

Za Republiko Turcijo
Turkin tasavallan puolesta
For Republiken Turkiet
Turkiye Cumhuriyeti Adina
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PRILOHA 1

Spolo¢ny zoznam dokladov, ktorych predloZenie sa povaZzuje za dokaz o Stitnej prisluSnosti

(€ldnok 3 ods. 1, ¢lénok 5 ods. 1 a ¢lénok 9 ods. 1)

Ak je poziadanym §tdtom jeden z clenskych Stitov alebo Turecko:

— cestovné pasy akéhokolvek druhu,

— priepustky vydané poziadanym Statom,

— preukazy totoZnosti akéhokolvek druhu (vritane docasnych a ndhradnych),
— vojenské knizky a vojenské preukazy totoznosti,

— ndmornicke knizky a sluzobné preukazy velitelov ndmornych lodi,

— osvedCenia o obcianstve a iné tradné doklady, v ktorych sa uvddza obcianstvo alebo ktoré jednoznacne svedcia
o obcianstve.

Ak je poziadanym $tatom Turecko:

— potvrdenie totoZnosti na zaklade vysledkov vyhladdvania vo vizovom informacnom systéme ('),

— v pripade, Ze ¢lenské Stity nevyuZivaju vizovy informacny systém, pozitivne identifikicie vyplyvajice zo zdznamov
tychto ¢lenskych Stitov o Ziadosti o udelenie viza.

(') Nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 767/2008 z 9. jila 2008 o vizovom informacnom systéme (VIS) a vymene tidajov
o krétkodobych vizach medzi ¢lenskymi §titmi (nariadenie o VIS) (U. v. EU L 218, 13.8.2008, s. 60).

PRILOHA 2

Spolo¢ny zoznam dokladov, ktorych predloZenie sa povaZuje za priamy dokaz o Stitnej prislusnosti

(€ldnok 3 ods. 1, ¢lénok 5 ods. 1 a ¢lénok 9 ods. 2)

— fotoképie ktoréhokolvek z dokladov uvedenych v prilohe 1 k tejto dohode,

— vodi¢ské preukazy alebo ich fotokdpie,

— rodné listy alebo ich fotoképie,

— zamestnanecké preukazy alebo ich fotokdpie,

— pisomny zdznam svedeckych vypoveds,

— pisomny zdznam vypovedi dotknutej osoby a jazyk, ktorym hovori, vrtane vysledku tradnej skasky,

— akykolvek iny doklad, pomocou ktorého sa dd ur¢it §titna prislusnost dotknutej osoby, vritane dokladov s fotogra-
fiami, ktoré vydali orgdny ako ndhradny cestovny pas,

— doklady uvedené v prilohe 1, ktorych platnost skondila,

— presné informdcie poskytnuté tradnymi orgdnmi a potvrdené druhou zmluvnou stranou.
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PRILOHA 3

Spolo¢ny zoznam dokladov, ktoré sa povazuji za dokaz o splneni podmienok readmisie $tdtnych prislusnikov
tretich krajin a os6b bez Stitnej prislusnosti

(€ldnok 4 ods. 1, €linok 6 ods. 1 a ¢ldnok 10 ods. 1)

— vizum afalebo povolenie na pobyt vydané poziadanym Stitom,

— vstupné[vystupné peciatky alebo podobné potvrdenia v cestovnom doklade, aj vo falSovanom cestovnom doklade,
dotknutej osoby alebo iny dokaz vstupu na Gzemie, respektive odchodu z tzemia (napr. fotograficky),

— doklady, potvrdenia a ¢ty akéhokolvek druhu (napr. hotelové tcty, karty dosvedcujiice navstevu u lekdra, respektive
zubdra, vstupné preukazy do verejnych alebo sikromnych institdcii, zmluvy na prendjom auta, potvrdenky trans-
akcie uskutocnenej kreditnou kartou atd.), ktorymi mozno jasne preukdzat, Ze dotknutd osoba sa zdrziavala na
tzemi poziadaného stitu,

— letenky alebo listky na vlak, autobus ¢i lod, na ktorych je meno osoby, afalebo zoznamy os6b cestujicich leteckou,
zelezni¢nou, cestnou alebo lodnou dopravou, ktoré dokazuji pritomnost a trasu dotknutej osoby na tzemi poziada-
ného $tdtu,

— informécie sved¢iace o tom, Ze dotknutd osoba pouzila kuriérske sluzby alebo sluzby cestovnej kanceldrie,

— tradné pisomné zdznamy vypovedi, najmi prislusnikov hrani¢ného organu a inych svedkov, ktori mozu dosvedcit,
ze dotknutd osoba prekro¢ila hranicu,

— tradné pisomné zdznamy vypovedi dotknutej osoby v rdmci stidneho alebo spravneho konania.

PRILOHA 4

Spoloény zoznam dokladov, ktoré sa povazuji za priamy ddkaz o splneni podmienok readmisie $titnych
prislusnikov tretich krajin a 0sdb bez $tdtnej prislusnosti

(€ldnok 4 ods. 1, ¢ldnok 6 ods. 1 a ¢ldnok 10 ods. 2)

— opis, ktory vydali prislusné orgdny Ziadajiceho $titu a ktory sa tyka miesta a okolnosti, za akych bola dotknutd
osoba zadrzand po vstupe na uzemie tohto statu,

— informécie stvisiace s totoZnostou afalebo pobytom osoby, ktoré poskytla medzindrodnd organizdcia (napr.
UNHCR),

— sprdvy/potvrdenie informécif zo strany rodinnych prislusnikov, spolucestujtcich atd’,

— pisomny zdznam vypovede dotknutej osoby.
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PRILOHA 5

Statny znak Tureckej republik
. [Statny j republiky]
¥
hAe *
*
W W
..................................................................................................................... ( mlestoadatum)
............................ .(.r;gé&.é.i;a.éjagé.ﬁ;.(.).r.g.]é.r;u)............................
CISI0 SPISU ..ot
Adresat
................................ (nazovp02|adanehoorganu)
O ZRYCHLENE KONANIE (¢lanok 7 ods. 4)

O ZIADOST 0 VYPOCUTIE (Elanok 9 ods. 3)
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L 134/21

ZIADOST O READMISIU
podla ¢lanku 8 dohody z/z0 .............coccvviieiieiii, medzi
Eurépskou tniou a Tureckou republikou

o readmisii oséb s neopravnenym pobytom

A.  OSOBNE UDAJE

1. Celé meno (podgciarknite priezvisko):

Fotografia

7. Rodinny stav [ Zenaty/vydata [slobodny(-4) [rozvedeny(-a) [Jvdovec/vdova
Ak Zenaty/vydata: meno manzelky/manzela

B. OSOBNE UDAJE MANZELA/MANZELKY (AK JE TO VHODNE)
1. Celé meno (podgciarknite priezvisko):
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C. OSOBNE UDAJE DETI (AK JE TO VHODNE)
1. Celé meno (podgciarknite priezvisko):

D. ZVLASTNE OKOLNOSTIV SUVISLOSTI S ODOVZDAVANOU OSOBOU
1. Zdravotny stav
(napr. mozny odkaz na osobitn( zdravotnu starostlivost’; latinsky nazov pripadnej chorobyy):

2. Upozornenie na zvlast nebezpecni osobu
(napr. podozrenie zo spachania zavazného trestného ¢inu; agresivne spravanie):

1.
.................... (écestovnehopasu) (datumam|estovydan|a)
o (Vydavajum org - ) ...................................... (d PP p - ost|) ...............
.................. (épreukazutotoznosto (datumam|estovydan|a)
o (Vydavajum org - ) ...................................... (d PP p - ost|) ...............
................. (évod|éskehopreukazu) (datumam|estovydan|a)
. (Vydavajum org - ) ...................................... (d PP p - ost|) ...............
............... ( émehouradnehodoldadu) (datumam|estovydan|a)
...................... (Vydavajumorgan) (datumskonéen|ap|atnost|)

(Podpis) (Peciatka)
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PRILOHA 6

. [Statny znak Tureckej republiky]
*® *
e e
* e
W W
..................................................................................................................... ( mlestoadatum)
............................ (nazov2|adajuoehoorganu)
CISI0 SPISU ..ot
Adresét

(ndzov poziadaného organu)
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7.5.2014

ZIADOST O TRANZIT
podla ¢lanku 15 dohody z/z0 ............ccccviieiiiiiii, medzi
Eurépskou tniou a Tureckou republikou

o readmisii oséb s neopravnenym pobytom

A, OSOBNE UDAJE
1. Celé meno (podgciarknite priezvisko):

Fotografia

B. TRANZIT
1. Druh tranzitu

O letecky O po susi O po mori

2. Stat koneéného uréenia

5. Zarucené prijatie v dalSich tranzitnych Statoch a v State kone¢ného urcenia (€lanok 14 ods. 2):

O ano O nie

6. Akékolvek zname dovody na zamietnutie tranzitu (¢lanok 14 ods. 3)

O ano O nie





7.5.2014 Uradny vestnik Eurépskej tnie L 134/25

C. POZNAMKY

(Podpis) (Peciatka)
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Spolocné vyhldsenie o spoluprdci v oblasti vizovej politiky

Zmluvyné strany posilfiuja svoju spolupracu v oblasti vizovej politiky a v stivisiacich oblastiach s cielom dalej podporovat
medziludské kontakty, pocnic zabezpecenim wc¢inného uplatiiovania rozsudku Sddneho dvora Eurdpskej tnie
z 19. februdra 2009 vo veci C-228/06, Mehmet Soysal, Ibrahim Savatli/Nemecko, a dalsich relevantnych rozsudkov
o pravach tureckych poskytovatelov sluzieb na zdklade dodatkového protokolu z 23. novembra 1970 pripojeného
k Dohode o pridruzeni medzi Eurépskym hospodarskym spolocenstvom a Tureckom.

Spolocné vyhldsenie k cldnku 7 ods. 1

Zmluvné strany sthlasia, Ze s cielom prejavit ,maximélne silie, aby zabezpecili ndvrat osoby uvedenej v ¢linkoch 4 a 6
priamo do krajiny povodu®, by Ziadajici $tat pri podani Ziadosti o readmisiu poziadanému $tdtu mal zdroven predlozit
ziadost o readmisiu aj krajine povodu. Poziadany §tét odpovie v lehotdch uvedenych v ¢ladnku 11 ods. 2. Ziadajtci $tat
informuje poziadany $tit o tom, ¢i medzi¢asom od krajiny povodu dostal kladnii odpoved na Ziadost o readmisiu.
V pripade, Ze nie je mozné zistit krajinu povodu danej osoby, a preto nie je mozné ani podat Ziadost o readmisiu krajine
povodu, dovody tejto situdcie by sa mali uviest v Ziadosti o readmisiu, ktord sa predlozi poZiadanému §tatu.

Spolocné vyhldsenie o technickej pomoci

Turecko a Unia sa dohodli na zintenzivneni svojej spoluprace s cielom odpovedat na spolo¢nii vyzvu, ktorou je riadenie
migracnych tokov, a osobitne riesit problém nelegdlnej migrécie. Turecko a Unia tym Vy]adrla svoj zdvizok medzmarod-
ného rozdelenia bremena, solidarity, spolo¢nej zodpovednosti a spolo¢ného porozumenia.

Pri tejto spolupréci sa zohladni geografickd situicia a vyuzije sa Gsilie Turecka ako rokujticej kandidédtskej krajiny. Dalej
sa zohladni rozhodnutie Rady 2008/157/ES z 18. februdra 2008 o zdsaddch, prioritich a podmienkach obsiahnut)'fch
v pristupovom partnerstve s Tureckou repubhkou ana narodny program Turecka z roku 2008 tykajtci sa prijatia acquis
EU, v ktorom Turecko prijima celé acquis a je pripravené ho po pristipeni k Unii vykonavat.

V tejto stvislosti sa Unia zavizuje, Ze poskytne posilnent finanéni pomoc na podporu Turecka pri vykondvani tejto
dohody.

V rdmci tejto pomoci sa bude pozornost venovat najmi budovaniu institcii a kapacit s cielom rozsirit schopnost

Turecka zabrdnit nelegdlnym migrantom vstdpit na jeho tzemie, zdrZiavat sa na fiom a opustit ho, ako aj jeho schop-

nost prijat zadrzanych nelegdlnych migrantov. Mohlo by sa to dosiahnut okrem iného nakupom vybavenia pre hranién)’f

dozor, zriadenim prijimacich stredisk a Struktdr hrani¢nej policie a podporou cinnosti odborného vzdeldvania pri
Giplnom dodrziavan{ stcasnych pravidiel tykajiicich sa vonkajsej pomoci EU.

S cielom podporit plynulé, Gplné a Gcinné vykondvanie tejto dohody bude Vytvoren)'r nastroj finan¢nej pomoci EU,
vratane programu sektorovej podpory v oblasti 1ntegrovaneho riadenia hranic a migrdcie, a to sposobmi, ktoré sa majt
definovat spolo¢ne s tureckymi orgdnmi a po roku 2013 v rdmci a v sdlade s dalsimi finanénymi vyhladmi EU.
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Spolocné vyhldsenie tykajtice sa Ddnska

Zmluyné strany berd na vedomie, Ze tito dohoda sa nevztahuje na izemie Dénskeho kralovstva ani na $tatnych prislus-
nikov Danskeho kralovstva. Za tychto okolnosti je vhodné, aby Turecko uzavrelo readmisnd dohodu s Ddnskom za
rovnakych podmienok, aké boli dohodnuté v tejto dohode.

Spolocné vyhldsenie tykajtice sa Islandu a Nérska

Zmluvné strany bert na vedomie tzky vztah medzi Uniou a Islandom a Nérskom, najmi v zmysle dohody z 18. mija
1999 o pridruzeni tychto krajin pri vykondvani, uplatiovani a vyvoji schengenského acquis. Za tychto okolnosti je
vhodné, aby Turecko uzavrelo readmisnii dohodu s Islandom a Nérskom za rovnakych podmienok, aké boli dohodnuté
v tejto dohode.

Spolocné vyhldsenie tykajiice sa Svajciarska

Zmluvné strany bert na vedomie tizky vztah medzi Uniou a Svajciarskom, najmi v zmysle dohody o pridruzeni Svaj-
Ciarska pri vykondvani, uplatiovani a vyvoji schengenského acquis, ktord nadobudla platnost 1. marca 2008. Za tychto
okolnosti je vhodné, aby Turecko uzavrelo readmisnti dohodu so Svajciarskom za rovnakych podmienok, aké boli
dohodnuté v tejto dohode.

Spolocné vyhldsenie tykajiice sa Lichtenstajnského knieZatstva

Zmluvné strany berti na vedomie tizky vzfah medzi Uniou a Lichtenstajnskym kniezatstvom, najmi v zmysle dohody
o pridruzeni Lichtenstajnského knieZatstva pri vykondvani, uplatiiovani a vyvoji schengenského acquis, ktord nadobudla
platnost 19. decembra 2011. Za tychto okolnosti je vhodné, aby Turecko uzavrelo readmisnti dohodu s Lichtenstajnskym
kniezatstvom za rovnakych podmienok, aké boli dohodnuté v tejto dohode.
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NARIADENIA

VYKONAVACIE NARIADENIE KOMISIE (EU) &. 462/2014
z 5. mdja 2014,

ktorym sa v sillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uvaddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka Equisetum arvense L. a ktorym sa
meni vykondvacie nariadenie (EU) &. 5402011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurdpskej dnie,

so zretelom na nariadenie Eurdpskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktébra 2009 o uvaddzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS (*), a najmi na jeho ¢lanok 23 ods. 5
v spojeni s ¢ldnkom 13 ods. 2 a ¢linkom 78 ods. 2,

kedZe:

(1)  V sdlade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 28. decembra 2011 dorucend od insti-
tatu Institut Technique de I'Agriculture Biologique (ITAB) Ziadost o schvilenie ldtky Equisetum arvense L. ako
zdkladnej latky. K uvedenej ziadosti boli pripojené informdcie pozadované v ¢lanku 23 ods. 3 druhom podod-
seku.

(2)  Komisia poziadala Eurépsky tirad pre bezpecnost potravin (dalej len ,irad) o vedeckd pomoc. Urad predlozil
Komisii 24. mdja 2013 technicki spravu o dotknutej latke (%). Komisia predlozila Stalemu vyboru pre potravinovy
retazec a zdravie zvierat 20. marca 2014 hodnotiacu spravu a ndvrh tohto nariadenia o schvileni latky Equisetum
arvense L.

(3)  Dokumenticia poskytnutd ziadatelom a vysledky skiimania vykonané tiradom (’) v siilade s nariadenim Eurdp-
skeho parlamentu a Rady (ES) ¢. 1924/2006 (*) svedcia o tom, Ze latka Equisetum arvense L. spliia kritérid potravin
podla definicie v ¢lanku 2 nariadenia Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 (°). Aj ked sa nepouziva
predovetkym na tcely ochrany rastlin, je uZitoénd pri ochrane rastlin v pripravku, ktory sa skladd z tejto latky
a vody. Preto ju treba povazovat za zdkladni latku.

(4)  Kedze dotknutd zdkladnd litka je potravina, ktord si nevyZaduje osobitné povolenie podla nariadenia (ES)
¢. 178/2002, mozno ju hodnotit ako latku, ktord nemd bezprostredny ani oneskoreny $kodlivy t¢inok na zdravie
Tudi alebo zvierat ani neprijatelny Gi¢inok na Zivotné prostredie.

(5)  Z vykonanych preskiimani vyplyva, Ze v pripade litky Equisetum arvense L. moZno ocakavat, Ze vo vSeobecnosti
spliia poziadavky stanovené v ¢ldnku 23 nariadenia (ES) ¢. 1107/2009, najmi pokial ide o jej pouzitie, ktoré bolo
preskiimané a podrobne opisané v reviznej sprave Komisie. V stilade s ¢lankom 13 ods. 2 v spojeni s ¢lankom 6
nariadenia (ES) ¢. 1107/2009 a vzhladom na sicasné vedecké a technické poznatky je potrebné stanovit urcité
podmienky schvélenia, ktoré st uvedené v prilohe I k tomuto nariadeniu.

() U.v.EUL 309, 24.11.2009,s. 1.

() Vysledok konzultdcii s ¢lenskymi $tatmi a Eurépskym tradom pre bezpe¢nost potravin (EFSA), pokial ide o ziadost tykajiicu sa zékladnej
latky Equisetum arvense L., a zdvery EFSA ku konkrétnym vznesenym otdzkam. 2013:EN-427.23 s.

(}) Pracovnd skupina EFSA pre dietetické vyrobky, vyzivu a alergie (NDA), Vestnik EFSA (EFSA Journal) (2009) 7(9): 1289 doi: 10.2903]].
efsa.2009.1289.

(*) Nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 1924/2006 z 20. decembra 2006 o vyZzivovych a zdravotnych tvrdeniach o potravi-
néch (U. v.EU L 404, 30.12.2006, 5. 9).

() Nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. janudra 2002, ktorym sa ustanovujii vSeobecné zdsady a pozia-
davky potravinového préva, zriaduje Eurépsky tirad pre bezpecnost potravin a stanovujii postupy v zdleZitostiach bezpecnosti potravin
(U.v.ES.L31,1.2.2002,s. 1).
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(6)  V stlade s ¢ldnkom 23 ods. 5 nariadenia (ES) ¢. 1107/2009 treba zdkladné latky uviest osobitne v nariadeni
uvedenom v ¢ldnku 13 ods. 4 nariadenia (ES) ¢. 1107/2009. Preto je vhodné doplnit v prilohe k vykondvaciemu
nariadeniu Komisie (EU) ¢. 540/2011 (') ¢ast C. Uvedené nariadenie by sa malo preto zodpovedajicim spésobom
zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v stlade so stanoviskom Stdleho vyboru pre potravinovy retazec
a zdravie zvierat,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej litky

Zékladna latka Equisetum arvense L. vymedzend v prilohe I sa schvaluje za podmienok stanovenych v uvedenej prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

1.V ¢lanku 1 nariadenia (EU) ¢. 540/2011 sa druhy odsek nahrddza takto:

,Ucinné latky schvilené podla nariadenia (ES) ¢. 1107/2009 st uvedené v ¢asti B prilohy k tomuto nariadeniu.
Zékladné latky schvalené podla nariadenia (ES) ¢. 1107/2009 st uvedené v asti C prilohy k tomuto nariadeniu.”

2. Priloha k nariadeniu (EU) ¢. 540/2011 sa men{ v siilade s prilohou II k tomuto nariadeniu.
Cldnok 3
Nadobudnutie G¢innosti a ddtum uplatfiovania

Toto nariadenie nadobtda t¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvdzné v celom rozsahu a priamo uplatnite[né vo vsetkych clenskych
Statoch.

V Bruseli 5. mdja 2014

Za Komisiu
predseda
José Manuel BARROSO

(') Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykondva nariadenie Eur6pskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvdlenych t¢innych ltok (U. v.EUL 153,11.6.2011, 5. 1).





PRILOHA I

Bezny nézov,
identifikacné ¢&isla

Nazov IUPAC

Cistota (1)

Datum schvélenia

Osobitné ustanovenia

Equisetum arvense L.
¢. CAS: nepridelené
¢. CIPAC: nepridelené

neuplatiiuje sa

Eurépsky liekopis

1. jila 2014

Latka equisetum arvense L. sa modZe pouzit v silade s osobitnymi podmienkami, ktoré st
zahrnuté v zdveroch reviznej spravy o Equisetum arvense L. (SANCO/12386/2013), a najmi
v jej dodatkoch I a II v zmysle znenia finalizovaného Stdlym vyborom pre potravinovy
retazec a zdravie zvierat 20. marca 2014.

(1) Dalsie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zdkladnej latky st uvedené v reviznej sprave.
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Priloha k vykonavaciemu nariadeniu (EU) ¢. 540/2011 sa menf takto:

1. Nazov prilohy sa nahrddza takto:

2. Dopla sa tito cast C:

PRILOHA Il

LPRILOHA - UCINNE LATKY“.

,CAST C
Zdkladné litky

Vseobecné podmienky, ktoré sa uplatiiujii na vetky latky uvedené v tejto Casti: Komisia uchovava vsetky revizne spravy [okrem dévernych informdcii v zmysle ¢ldnku 63 nariadenia
(ES) ¢. 1107/2009] v zdujme toho, aby boli k dispozicii na nahliadnutie pre ktortikolvek zo zainteresovanych stran alebo aby im boli na ich osobitni Ziadost poskytnuté.

Cislo

Bezny ndzov,
identifika¢né ¢isla

Nézov [UPAC

Cistota (¥)

Datum schvilenia

Osobitné ustanovenia

Equisetum arvense L.

(e}

. CAS: nepridelené
. CIPAC: nepridelené

O

neuplatiiuje sa

Eurépsky liekopis

1. jila 2014

Latka Equisetum arvense L. sa moZe pouZif v sulade s osobitnymi podmien-
kami, ktoré si zahrnuté v zdveroch reviznej spravy o Equisetum arvense L.
(SANCO/12386/2013), a najmd v jej dodatkoch I a Il v zmysle znenia finalizo-
vaného Stilym vyborom pre potravinovy refazec a zdravie zvierat 20. marca
2014.

(*) Dalsie podrobnosti o identite, Specifikcii a sposobe pouzitia zdkladnej ltky s uvedené v reviznej sprave.”
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VYKONAVACIE NARIADENIE KOMISIE (EU) &. 463/2014
z 5. mdja 2014,

ktorym sa stanovuji podmienky uplatnite[né na systém elektronickej vymeny tidajov medzi ¢len-
skymi $titmi a Komisiou podla nariadenia Eurépskeho parlamentu a Rady (EU) & 2232014
o Fonde eurdpskej pomoci pre najodkizanejsie osoby

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej dnie,

so zreteflom na nariadenie Eurépskeho parlamentu a Rady (EU) ¢. 2232014 z 11. marca 2014 o Fonde eurdpskej
pomoci pre najodkdzanejsie osoby ('), a najmi na jeho ¢ldnok 30 ods. 4,

kedZe

(1) Podra ¢ldnku 30 ods. 4 nariadenia (EU) & 223/2014 sa vietky dradné vymeny informécii medzi ¢lenskym §tatom
a Komisiou uskuto¢nia pomocou systému elektronickej vymeny udajov. Je preto potrebné stanovit pravidld
a podmienky, ktorym by mal tento systém elektronickej vymeny tdajov vyhovovat.

(2)  V zdujme zabezpeCenia lepSej kvality informdcii o vykondvani operacnych programov, lepsej vyuzitelnosti
systému a v zdujme zjednodusenia je potrebné vymedzit zakladné poziadavky tykajiice sa formy a rozsahu infor-
méci, ktoré sa majii vymienat.

(3)  Je potrebné vymedzit zdsady, ako aj pravidld uplatnitelné na prevddzku systému, pokial ide o urcenie strany
zodpovednej za vkladanie dokumentov a vykondvanie ich aktualizdci.

(4)  Je potrebné stanovit technické vlastnosti systému s cielom zarucit zniZenie administrativnej zataze pre clenské
Staty a Komisiu a zdroven zabezpecit Gc¢innd a efektivnu elektronickd vymenu informécif.

(5)  Clenské stity a Komisia by takisto mali mat moznost kédovat a prenasat ddaje dvoma rdoznymi sposobmi, ktoré
budt vymedzené. Takisto je potrebné stanovit pravidld pre pripad, Ze vysSia moc zabrdni pouzitiu systému elek-
tronickej vymeny tdajov, s cielom zabezpecit, aby si ¢lenské Stity aj Komisia mohli nadalej vymiefiat informdcie
prostrednictvom alternativnych prostriedkov.

(6)  Clenské 3tity a Komisia by mali zarucit, ze prenos tidajov prostrednictvom systému elektronickej vymeny ddajov
bude prebichat zabezpecenym sposobom, ktory umozni dostupnost, integritu, pravost, dovernost a nespochybni-
telnost informdcii. Mali by sa preto stanovit bezpecnostné predpisy.

(7)  V tomto nariadeni by sa mali dodrZiavat zakladné prava a zdsady uznané v Charte zakladnych prav Eurépskej
tnie, a to predovsetkym prdvo na ochranu osobnych tidajov. Toto nariadenie by sa preto malo uplatfiovat v silade
s tymito prdvami a zdsadami. Pokial ide o osobné udaje spractvané ¢lenskymi §tdtmi, uplatﬁuje sa smernica
Eurépskeho parlamentu a Rady 95/46/ES (*). Pokial ide o spracivanie osobnych tdajov institdciami a orgdnmi
Unie a o volny pohyb tychto tdajov, uplatiiuje sa nariadenie Eurépskeho parlamentu a Rady (ES) €. 45/2001 ().

() Nariadenie Eurépskeho parlamentu a Rady (EU) ¢. 2232014 z 11. marca 2014 o Fonde eurépskej pomoci pre najodkdzanejsie osoby
(U.v.EUL72,12.3.2014,s. 1).

() Smernica Eurépskeho parlamentu a Rady 95/46/ES z 24. oktébra 1995 o ochrane fyzickych osob pri spracovani osobnych tdajov
avolnom pohybe tychto tdajov (U. v. ES L 281, 23.11.1995,s. 31).

(®) Nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 45/2001 z 18. decembra 2000 o ochrane jednotlivcov so zretelom na spracovanie
osobnych tidajov institticiami a organmi Spolocenstva a o volnom pohybe takychto tidajov (U. v. ESL 8, 12.1.2001, 5. 1).
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(8) S cielom umoznit okamzité uplatiiovanie opatreni stanovenych v tomto nariadeni by toto nariadenie malo
nadobudnit Gi¢innost diiom nasledujiicim po jeho uverejneni v Uradnom vestniku Eurdpskej iinie.

(9)  Opatrenia stanovené v tomto nariadeni s v stlade so stanoviskom Vyboru pre Fond eurdpskej pomoci pre
najodkdzanejsie osoby,

PRIJALA TOTO NARIADENIE:

KAPITOLA 1

USTANOVENIA, KTORYMI SA VYKONAVA NARIADENIE (EU) C. 223/2014 SO ZRETELOM NA FOND EUROPSKE]J
POMOCI PRE NA]ODKAZANE]SIE OSOBY (FEPNO)

SYSTEM ELEKTRONICKE] VYMENY UDAJOV
[Splnomocnenie podla &linku 30 ods. 4 nariadenia (EU) & 223/2014]
Cldnok 1
Zriadenie systému elektronickej vymeny tdajov

Komisia zriadi systém elektronickej vymeny tdajov pre vSetky dradné vymeny informdcii medzi clenskym Stitom
a Komisiou.

Cldnok 2
Obsah systému elektronickej vymeny tdajov

Systém elektronickej vymeny tidajov (dalej len ,SFC2014“) musi obsahovat aspon informécie vymedzené vo vzoroch,
formatoch a $ablonach stanovenych v stlade s nariadenim (EU) ¢. 223/2014. Informécie poskytnuté v elektronickych
formuldroch zabudovanych do systému SFC2014 (dalej len ,,strukturovane tdaje“) nemozno nahradit nestruktirovanymi
udajmi vratane pouzitia hypertextovych odkazov alebo inych typov ne§trukt1’1rovan)’rch udajov, ako je napriklad priloha
v podobe dokumentov alebo obrizkov. Ak clensky $tit prendsa rovnaké informdcie vo forme StruktGrovanych aj
nestruktirovanych ddajov, v pripade nezrovnalosti sa pouziji Struktirované tdaje.

Cldnok 3
Previdzka systému SFC2014

1. Komisia, orginy poverené ¢lenskym $titom podla ¢ldnku 59 ods. 3 nariadenia Eurdpskeho parlamentu a Rady
(EU, Euratom) ¢. 966/2012 () a clanku 31 nariadenia (EU) ¢. 223/2014, ako aj subjekty, ktorym boli delegované tlohy
tychto organov, do systému SFC2014 vkladaji informdcie, za ktorych prenos st zodpovedné, a aktualizuji ich.

2. Kazdy prenos informdcii Komisii musi overit a odoslat ind osoba ako t4, ktord vlozila udaje v rdmci daného
prenosu. Systém SFC2014 alebo informacné systémy riadenia a kontroly ¢lenskych Stitov automaticky prepojené
so systémom SFC2014 musia podporovat toto rozdelenie dloh.

3. Clenské Stity vymenuji na celostitnej drovni osobu alebo osoby zodpovedné za spravu pristupovych prév
k systému SFC2014, ktoré budu plnit tieto dlohy:

a) identifikovat pouzivatelov pozadujicich pristup a uistif sa, Ze tito pouZivatelia sti zamestnanci organizdcie;
b) informovat pouzivatelov o ich povinnostiach s cielom chranit bezpecnost systému;

(") Nariadenie Eurépskeho parlarnentu a Rady (EU, Euratom) & 966/2012 z 25. oktébra 2012 o rozpoétovych pravidlach, ktoré sa vztahuji
na vieobecny rozpocet Unie, a zrusen{ nariadenia Rady (ES, Euratom) & 1605/2002 (U.v. EUL 298, 26.10.2012, . 1).
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¢) overovat ndrok pouZivatelov na pozadovant tiroveii oprdvnenia vo vztahu k ich dlohdm a ich hierarchickému posta-
veniu;

d) ziadat o ukonCenie pristupovych prav, ak uz tieto pristupové prava nie sii potrebné alebo odovodnené;
e) bezodkladne nahlasovat podozrivé udalosti, ktoré by mohli ohrozit bezpe¢nost systému;
f) zabezpecit trvalt presnost identifikacnych tdajov pouzivatelov prostrednictvom hldsenia akychkolvek zmien;

g) prijimat potrebné opatrenia zamerané na ochranu tddajov a obchodného tajomstva v silade s pravidlami Unie
a vnatro§tatnymi pravidlami;

h) informovat Komisiu o akychkolvek zmendch ovplyviujiicich schopnost orgdnov ¢lenskych stétov alebo pouzivatelov
systému SFC2014 vykondvat povinnosti uvedené v odseku 1 alebo ich osobnil schopnost vykondvat povinnosti
uvedené v pismenéch a) — g).

4. Vymeny ddajov a transakcii sa musia povinne podpisat elektronickym podpisom v zmysle smernice Eurépskeho
parlamentu a Rady 1999/93/ES (). Clenské Stity a Komisia musia uznat pravnu t¢innost a pripustnost elektronického
podpisu pouzitého v systéme SFC2014 ako dokaz v stidnych konaniach.

V pripade informdcii spractivanych prostrednictvom systému SFC2014 sa musi dodrziavat ochrana sikromia a osobnych
udajov fyzickych osoéb a obchodného tajomstva pravnickych osob v silade so smernicou Eurépskeho parlamentu a Rady
2002/58ES (3, so smernicou Eurépskeho parlamentu a Rady 2009/136/ES (%), so smernicou 1995/46/ES a s nariadenim
(ES) ¢. 45/2001.

Cldnok 4
Vlastnosti systému SFC2014

V zdujme zabezpecenia Gcinnej a efektivnej elektronickej vymeny informdcif systém SFC2014 musi mat tieto vlastnosti:

a) interaktivne formuldre alebo formuldre predbezne vyplnené systémom na zdklade tdajov, ktoré uz boli predtym
v systéme zaznamenané;

b) automatické vypocty, ktoré zniZia tsilie pouzivatelov pri kédovani;

¢) automatické zabudované kontroly na overovanie vnitorného stladu prendsanych ddajov a siiladu tychto tdajov s plat-
nymi pravidlami;

d) vystrahy generované systémom, ktoré upozortiuji pouzivatelov systému SFC2014, Ze niektoré Cinnosti sa moZu
alebo nemozu vykonavat;

e) online sledovanie stavu spractivania informacif vlozenych do systému;

f) dostupnost historickych tdajov tykajicich sa vietkych vloZenych informdcif tykajicich sa opera¢ného programu.

Cldnok 5
Prenos tidajov prostrednictvom systému SFC2014

1. Systém SFC2014 musi byt dostupny pre clenské $tity a Komisiu bud priamo prostrednictvom interaktivneho
pouzivatelského rozhrania (t. j. webovej aplikdcie), alebo prostrednictvom technického rozhrania s pomocou vopred
stanovenych protokolov (t. j. webovych sluzieb), ktoré umoznujii automaticki synchroniziciu a prenos tidajov medzi
informa¢nymi systémami ¢lenskych $tdtov a systémom SFC2014.

(') Smernica Eurépskeho parlamentu a Rady 1999/93/ES z 13. decembra 1999 o rimci Spolocenstva pre elektronické podpisy (U. v.ESL 13,
19.1.2000,s. 12).

(°) Smernica Eurépskeho parlamentu a Rady 2002/58/ES z 12. jila 2002 tykajtica sa spracovdvania osobnych dajov a ochrany sikromia
v sektore elektronickych komunikdcif (smernica o sikromi a elektronickych komunikacidch) (U. v. ESL 201, 31.7.2002, 5. 37).

() Smernica Eurépskeho parlamentu a Rady 2009/136/ES z 25. novembra 2009, ktorou sa meni a dopliia smernica 2002/22/ES o univer-
zélnej sluzbe a pravach uzivatelov tykajicich sa elektronickych komunika¢nych sieti a sluzieb, smernica 2002/58|ES tykajtica sa spraco-
vévania osobnych tidajov a ochrany stikromia v sektore elektronickych komunikcif a nariadenie (ES) ¢. 2006/2004 o spolupréci medzi
nérodnymi organmi zodpovednymi za vynucovanie pravnych predpisov na ochranu spotrebitela (U. v. EU L 337, 18.12.2009, s. 11).
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2. Za déatum elektronického prenosu informdcii zo strany ¢lenského $titu Komisii a naopak sa povazuje ddtum pred-
loZenia prislusného dokumentu.

3.V pripade zdsahu vysSej moci, nespravneho fungovania systému SFC2014 alebo prerusenia spojenia so systémom
SFC2014 v trvani viac ako jedného pracovného dna v poslednom tyZdni pred zdkonnou lehotou na predlozenie infor-
mdcif alebo v obdobi od 23. do 31. decembra, alebo dlhsie ako pit pracovnych dni v inom obdobi sa méze vymena
informécii medzi ¢lenskymi $tdtmi a Komisiou vykondvat v papierovej podobe s pouzitim vzorov, formdtov a $ablén
uvedenych v ¢lanku 2 ods. 1 tohto nariadenia.

Ked systém elektronickej vymeny ddajov za¢ne znovu fungovat, spojenie s danym systémom je obnovené alebo pominie
pri¢ina vys$ej moci, dotknutd strana bezodkladne vloZi do systému SFC2014 informdcie, ktoré uz boli odoslané v papie-
rovej podobe.

4.V pripadoch uvedenych v odseku 3 sa za ddtum predloZenia prislusného dokumentu povazuje dtum postovej
peciatky.

Cldnok 6
Bezpecnost tidajov prendSanych prostrednictvom systému SFC2014

1.  Komisia zavedie politiku bezpecnosti informac¢nych technoldgii (dalej len ,politika bezpecnosti SFC IT“) pre
systém SFC2014, ktord sa bude uplatiiovat na zamestnancov pouzivajicich systém SFC2014 v stlade s prislusnymi pra-
vidlami Unie, najmi s rozhodnutim Komisie K(2006) 3602 () a jeho vykondvacimi predpismi. Komisia uréi osobu alebo
osoby zodpovedné za vymedzenie, zachovanie a zabezpecenie spravneho uplatiiovania politiky bezpe¢nosti v rdmci
systému SFC2014.

2. Clenské stity a iné eurdpske institdcie nez Komisia, ktoré ziskali pristupové préva do systému SFC2014, musia
dodrziavat podmienky bezpecnosti IT uverejnené na portali SFC2014 a opatrenia, ktoré Komisia vykondva v rdmci
systému SFC2014 s cielom zabezpecit prenos tidajov, najmi pokial ide o pouZzivanie technického rozhrania uvedeného
v ¢ldnku 5 ods. 1 tohto nariadenia.

3. Clenské $tity a Komisia vykondvaji bezpecnostné opatrenia prijaté s cielom chranit Gdaje, ktoré zaznamenali
a preniesli prostrednictvom systému SFC2014, a zabezpecuju Gi¢innost tychto bezpe¢nostnych opatreni.

4. Clenské stity prijma celoitdtne, regiondlne alebo miestne politiky bezpecnosti IT, ktoré sa budd vztahovat na
pristup k systému SFC2014 a automatické zaddvanie informdcii don a ktoré zabezpecia dodrziavanie minimdlneho
siboru bezpe¢nostnych poziadaviek. Tieto celostitne, regiondlne alebo miestne politiky bezpecnosti IT sa moézu odvo-
lavat na iné bezpecnostné dokumenty. Kazdy clensky $tdt zabezpedi, aby sa tieto politiky bezpecnosti IT uplatiovali
v pripade vSetkych orgdnov pouzivajicich systém SFC2014.

5. Tieto celo$titne, regiondlne alebo miestne politiky bezpecnosti IT musia zahffiat:

a) aspekty bezpecnosti IT tykajiice sa prace vykondvanej osobou alebo osobami zodpovednymi za spravu pristupovych
prév uvedenych v ¢lanku 3 ods. 3 tohto nariadenia v pripade uplatnenia priameho pouZitia;

b) v pripade celostatnych, regiondlnych alebo miestnych pocitacovych systémov prepojenych so systémom SFC2014
prostrednictvom technického rozhrania uvedeného v ¢ldnku 5 ods. 1 tohto nariadenia musia bezpe¢nostné opatrenia
pre tieto systémy umoziiovat zostladenie s bezpecnostnymi poziadavkami systému SFC2014.

Na tcely pismena b) prvého pododseku musia byt podla potreby zahrnuté tieto aspekty:

a) fyzickd bezpe¢nost;

b) kontrola nosicov tdajov a pristupu;

¢) kontrola uloZenia;

d) kontrola pristupu a hesiel;

e) monitorovanie;

f) prepojenie so systémom SFC2014;

(") Rozhodnutie Komisie K(2006) 3602 zo 16. augusta 2006 o bezpec¢nosti informacnych systémov pouzivanych Eurépskou komisiou.
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g) komunika¢nd infrastruktiira;
h) riadenie ludskych zdrojov pred zacatim zamestnania, poCas zamestnania a po ukonceni zamestnania;
i) riadenie incidentov.

6.  Tieto celostitne, regiondlne alebo miestne politiky bezpecnosti IT musia byt zalozené na hodnoteni rizik a opisané
opatrenia musia byt primerané identifikovanym rizikdm.

7. Komisii sa musia na poziadanie poskytnit dokumenty, ktorymi sa stanovuji ndrodné, regiondlne alebo miestne
politiky bezpecnosti IT.

8.  Clenské stity urcia na celostitnej Grovni osobu alebo osoby, ktoré budii zodpovedné za zachovanie a zabezpecenie
uplatfiovania ndrodnych, regiondlnych alebo miestnych politik bezpecnosti IT. Tito osoba alebo tieto osoby konaji ako
kontaktné body s osobou alebo osobami ur¢enymi Komisiou a uvedenymi v ¢lanku 6 ods. 1 tohto nariadenia.

9.  Tak politika bezpe¢nosti SFC IT, ako aj prislusné celostitne, regiondlne a miestne politiky bezpecnosti IT sa
v pripade technologickych zmien, zistenia novych ohrozeni alebo v pripade inych relevantnych zmien musia aktuali-
zovat. V kazdom pripade sa musia kazdoro¢ne revidovat, aby sa zabezpecilo, ze nadalej primeranym sposobom reagujt
na vyvoj.

KAPITOLA 1I
ZAVERECNE USTANOVENIE
Cldnok 7

Toto nariadenie nadobiida G¢innost dilom nasledujicim po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnitelné vo vietkych ¢lenskych
§tatoch.

V Bruseli 5. mdja 2014

Za Komisiu
predseda
José Manuel BARROSO
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VYKONAVACIE NARIADENIE KOMISIE (EU) & 464/2014
zo 6 mdja 2014,

ktorym sa udeluje vynimka z nariadenia Rady (ES) ¢. 1967/2006, pokial ide o minimdlnu vzdiale-

nost od pobrezia a minimilnu hibku mora v pripade lovu piesoénicovitych (Gymnammodytes

cicerelus a G. semtsquamatus) a byckovitych (Aphia minuta a Crystalogobius linearis) lodnymi zdta-
hovymi sietami v uréitych pobreznych vodich Spanielska (Katalinsko)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurdpskej tnie,

so zretefom na nariadenie Rady (ES) ¢. 1967/2006 z 21. decembra 2006 o riadiacich opatreniach pre trvalo udrzatelné
vyuzivanie zdrojov rybného hospodarstva v Stredozemnom mori, ktorym sa meni a dopliia nariadenie (EHS) ¢. 2847/93
a ktorym sa zrusuje nariadenie (ES) ¢. 1626/94 ("), a najma na jeho ¢lanok 13 ods. 5,

kedZe:

(1) V¢lanku 13 ods. 1 nariadenia (ES) ¢. 19672006 sa zakazuje pouzivanie vleceného vystroja do 3 nimornych mil
od pobrezia alebo po hibnicu 50 m, ak sa tito hibka d051ahne v krat3ej vzdialenosti od pobreZia.

(2)  Na ziadost clenského $tatu moze Komisia povolit vynimku zo zdkazu uvedeného v ¢ldnku 13 ods. 1 nariadenia
(ES) ¢. 1967/2006 za predpokladu, Ze st splnené viaceré podmienky stanovené v ¢lanku 13 ods. 5 a 9.

(3)  Komisia dostala 17. oktébra 2013 ziadost Spanielska o vynimku z ¢lénku 13 ods. 1 uvedeného nariadenia, pokial
ide o lov pieso¢nicovitych (Gymnammodytes cicerelus a G. semisquamatus) a byckovitych (Aphia minuta a Crystalogobius
linearis) lodnymi zatahovymi sietami v pobreznych voddch svojho regionu Kataldnsko.

(4)  Spanielsko tdto vynimku podlozilo aktudlnymi vedeckymi a technickymi zddvodneniami.

(5)  Vedecky, technicky a hospodérsky vybor pre rybné hospodarstvo (Sc1ent1f1c Technical and Economic Committee
for Fisheries — STECF) posudil vynimku pozadovanu Spanielskom a stvisiaci ndvrh riadiaceho plinu na svojom
plendrnom zasadnuti, ktoré sa konalo 4. a7 8. novembra 2013.

(6)  Vynimka, o ktort poziadalo Spanielsko, splfia podmienky uvedené v clanku 13 ods. 5 a 9 nariadenia (ES)
¢. 1967/2006.

(7)  Dand rybolovnd oblast je limitovand urcitymi geografickymi obmedzeniami tak z hladiska ohranicenej velkosti
kontinentédlnej plyt¢iny, ako aj priestorového rozsirenia cielovych druhov.

(8)  Rybolov nijakym vyznamnym sposobom neovplyviluje morské prostredie a je velmi selektivny, kedZe zdtahové
siete st tahané vo vodnom stlpci a nedotykaji sa morského dna, aby sa zberom materidlu na dne mora neposko-
dzovali cielové druhy a aby sa selekcia lovenych druhov vzhladom na vel'mi mald velkost jedincov nestala prak-
ticky nemoznou.

(9)  Vynimka, o ktord poziadalo Spanielsko, sa tyka iba obmedzeného poctu 26 plavidiel.

(10) Rybolov nemozno vykondvat s inym vystrojom, pretoZze neexistuje Ziaden iny povoleny vystroj, ktory by svojou
Struktdrou, technickymi vlastnostami a velkostou pouzitych sietovych 0k, umozioval cielové druhy ulovit.

(11) Riadiacim pldnom sa zarucuje, Ze v budicnosti neddjde k Ziadnemu zvySeniu rybolovného usilia, pretoze oprav-
nenia na rybolov budd vydané iba prislusnym 26 plavidlim s celkovym vykonom 1 106,35 kW, ktoré st uz
v Spanielsku povolené.

(12)  Ziadost sa vztahuje na plavidld zapisané do ndmorného registra v spréve autonémnej sprévnej oblasti Katalansko,
ktorych zdznam z rybolovnej Cinnosti je dlhif ako pit rokov, a ktoré dodrziavaja riadiaci plan prijaty Spanielskom
27. marca 2014 (%) v sulade s ¢lankom 19 ods. 2 nariadenia (ES) ¢. 1967/2006.

() U.v.EUL 409, 30.12.2006,s. 11.
(3) Diari Oficiale la Generalitat de Catalunya N° 6591 z 27. marca 2014, s. 1.
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(13) Tieto plavidld st zahrnuté do zoznamu ozndmeného Komisii v stilade s poziadavkami ¢ldnku 13 ods. 9 nariade-
nia (ES) & 1967/2006.

(14)  Predmetné rybolovné Cinnosti spinaji poziadavky clanku 4 nariadenia (ES) & 1967/2006, pretoze v prislusnom
riadiacom pldne je vyslovne zakdzané lovit nad chrdnenymi biotopmi.

(15) Poziadavky clanku 8 ods. 1 pism. h) nariadenia (ES) ¢. 1967/2006 sa neuplatiiujii, pretoZe sa tykaja plavidiel
s vle¢nymi siefami.

(16)  Pokial ide o poziadavku stladu s ¢ldnkom 9 ods. 3, ktorym sa ustanovuje minimdlna velkost oka siete, Komisia
si je vedoma skutocnosti, Ze v stlade s ¢linkom 9 ods. 7 nariadenia (ES) ¢. 1967/2006 Spanielsko vo svojom

riadiacom pldne povolilo vynimku z tychto ustanoveni vzhladom na to, Ze predmetné rybolovné Cinnosti st
vyrazne selektivne, maji zanedbatelny vplyv na morské prostredie a nevykonavaji sa nad chranenymi biotopmi.

(17)  Predmetné rybolovné cinnosti spinajii poZiadavky zaznamendvania tidajov stanovené v ¢lanku 14 nariadenia Rady
(ES) ¢. 1224/2009 ().

(18)  Predmetné rybolovné ¢innosti nezasahuji do €innosti plavidiel, ktoré pouzivaji iny vystroj ako vlecné siete, zdta-
hové siete alebo podobné vlecené siete.

(19)  Pouzivanie lodnych zdtahovych sieti je v $panielskom riadiacom pldne regulované s cielom zabezpecit, aby boli
tlovky druhov uvedenych v prilohe IIl minimadlne.

(20)  Lodnymi zdtahovymi sietami sa nelovia hlavonozce.

(21)  Spanielsky riadiaci plén obsahuje opatrenia tykajice sa monitorovania rybolovnych ¢innosti, ako sa uvddza
v ¢ldnku 13 ods. 9 tretom pododseku nariadenia (ES) €. 1967/2006.

(22)  Pozadovand vynimka by sa preto mala udelit.

(23)  Spanielsko by malo v uréenom termine a v sdlade s pldnom monitorovania stanovenym v $panielskom riadiacom
pléne predlozit Komisii spravu.

(24) Obdobie trvania vynimky by sa malo obmedzit, aby bolo mozné prijat vCasné ndpravné riadiace opatrenia
v pripade, Ze zo sprdvy predlozenej Komisii bude zrejmy zly stav ochrany vyuzivanych zdsob.

(25)  Opatrenia stanovené v tomto nariadeni st v stlade so stanoviskom Vyboru pre rybolov a akvakultdru,
PRIJALA TOTO NARIADENIE:

Cldnok 1
Vynimka

Clanok 13 ods. 1 nariadenia (ES) ¢. 1967/2006 sa neuplatiiuje v pobreznych vodéch Spanielska v blizkosti pobrezia
kataldnskeho regiénu v pripade, Ze ide o lov piesocnicovitych (Gymnammodytes cicerelus a G. semisquamatus) a byckovitych
(Aphia minuta a Crystalogobius linearis) lodnymi zdtahovymi sietami na plavidlach, ktoré:

a) boli zapisané do ndmorného registra v sprave autonémnej spravnej oblasti Katalansko;
b) maji zdznam z rybolovnej ¢innosti dlhsi ako pat rokov a

¢) maji oprdvnenie na rybolov a vykondvaji svoju ¢innost podla riadiaceho plénu, ktory prijalo Spanielsko v stlade
s ¢lankom 19 ods. 2 nariadenia (ES) €. 1967/2006.

Nariadenie Rady (ES) ¢. 1224/2009 z 20. novembra 2009, ktorym sa zriaduje systém kontroly Spolocenstva na zabezpecenie dodrzia-
vania pravidiel spolo¢nej politiky v oblasti rybného hospoddrstva a ktorym sa menia a dopliiaji nariadenia (ES) ¢. 847/96, (ES)
& 2371/2002, (ES) & 8112004, (ES) & 768/2005, (ES) & 2115/2005, (ES) & 2166/2005, (ES) & 388/2006, (ES) & 509/2007, (ES)
¢ 676/2007, (ES) €. 1098/2007, (ES) €. 1300/2008, (ES) ¢. 1342/2008 a ktorym sa zrusuji nariadenia (EHS) &. 284793, (ES) & 162794
a (ES) &.1966/2006 (U.v. EUL 343,22.12.2009, 5. 1).

—
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Cldnok 2
Plin monitorovania a poddvanie sprav

Spanielsko do troch rokov od nadobudnutia Géinnosti tohto nariadenia predlozi Komisii sprdvu vypracovant v stlade
s pldnom monitorovania prijatym v ramci riadiaceho planu uvedeného v ¢lanku 1 pism. c).

Cldnok 3
Nadobudnutie G¢innosti a obdobie uplatiiovania
Toto nariadenie nadobtda Géinnost diiom nasledujicim po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Uplatiiuje sa do 8. mdja 2017.

Toto nariadenie je zdvdzné v celom rozsahu a priamo uplatnitené vo vietkych clenskych
§tatoch.

V Bruseli 6. mdja 2014

Za Komisiu

predseda
José Manuel BARROSO
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VYKONAVACIE NARIADENIE KOMISIE (EU) &. 465/2014
Zo 6. mdja 2014,

ktorym sa ustanovuji pausilne dovozné hodnoty na urcovanie vstupnych cien niektorych druhov
ovocia a zeleniny

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurdpskej tnie,

so zretelom na nariadenie Rady (ES) ¢. 1234/2007 z 22. okt6bra 2007 o vytvoreni spolo¢nej organizdcie polnohospo-
dérskych trhov a o osobitnych ustanoveniach pre urcité polnohospodirske vyrobky (nariadenie o jednotnej spolo¢nej
organizacii trhov) ('),

so zretelom na vykondvacie nariadenie Komisie (EU) ¢. 5432011 zo 7. jina 2011, ktorym sa ustanovujii podrobné
pravidld uplatiiovania nariadenia Rady (ES) ¢. 12342007, pokial ide o sektory ovocia a zeleniny a spracovaného ovocia
a zeleniny (3), a najmd na jeho ¢lanok 136 ods. 1,

kedZe:

(1) Vykondvacim nariadenim (EU) ¢ 543/2011 sa v silade s vysledkami Uruguajského kola mnohostrannych
obchodnych rokovani ustanovuji kritérid, na zaklade ktorych Komisia stanovuje pausdlne hodnoty na dovoz
z tretich krajin, pokial ide o vyrobky a obdobia uvedené v ¢asti A prilohy XVI k uvedenému nariadeniu.

(2)  Pausdlne dovozné hodnoty sa vypocitaju kazdy pracovny deii v sdlade s clinkom 136 ods. 1 vykondvacieho na-
riadenia (EU) ¢. 543/2011, pricom sa zohladnia premenlivé kazdodenné tdaje. Toto nariadenie by preto malo
nadobudnut Gi¢innost diiom jeho uverejnenia v Uradnom vestniku Eurdpskej tinie,

PRIJALA TOTO NARIADENIE:

Cldnok 1

Pausilne dovozné hodnoty uvedené v ¢lanku 136 vykonavacieho nariadenia (EU) ¢. 543/2011 st stanovené v prilohe
k tomuto nariadeniu.

Cldnok 2

Toto nariadenie nadobiida t¢innost ditom jeho uverejnenia v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnitelné vo vietkych ¢lenskych
§tatoch.

V Bruseli 6. mdja 2014

Za Komisiu
v mene predsedu
Jerzy PLEWA

generdlny riaditel pre polnohospoddrstvo a rozvoj vidieka

() U.v.EUL299,16.11.2007,s. 1.
() U.v.EUL157,15.6.2011,s.1.
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PRILOHA

Pauséilne dovozné hodnoty na uréovanie vstupnych cien niektorych druhov ovocia a zeleniny

(EUR/100kg)
Ciselny znak KN Kéd tretej krajiny (') Pausélna dovoznd hodnota
0702 00 00 MA 37,5
MK 101,4
TN 109,1
TR 97,3
77 86,3
0707 00 05 MA 35,6
MK 51,1
TR 125,0
77 70,6
0709 93 10 MA 70,8
TR 113,5
ZA 31,4
77 71,9
0805 10 20 EG 47,3
IL 73,9
MA 45,0
TN 68,6
TR 63,3
77 59,6
0805 50 10 MA 35,6
TR 96,3
77 66,0
0808 10 80 AR 109,1
BR 87,6
CL 115,7
CN 98,6
MK 30,8
NZ 135,5
us 158,7
ZA 111,3
77 105,9

(1) Nomenklatiira krajin stanovend nariadenim Komisie (ES) ¢. 1833/2006 (U. v. EU L 354, 14.12.2006, s. 19). Kéd ,ZZ* znamend
»iného povodu®.
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ROZHODNUTIA

ROZHODNUTIE EUROPSKEHO PARLAMENTU A RADY
zo 16. aprila 2014

o mobilizicii Eurépskeho fondu na prispdsobenie sa globalizécii podla bodu 13 Medziinstitucio-

nalnej dohody z 2. decembra 2013 medzi Eur6pskym parlamentom, Radou a Komisiou o rozpo¢-

tovej discipline, spoluprici v rozpoctovych otizkach a riadnom finanénom hospodireni (Ziadost
EGF/2012/004 ES/Grupo Santana — Spanielsko)

(2014/253EV)
EUROPSKY PARLAMENT A RADA EUROPSKE]J UNIE,
so zretelom na Zmluvu o fungovani Eurdpskej tnie,

so zretelom na nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 1927/2006 z 20. decembra 2006, ktorym sa zriaduje
Eurépsky fond na prisposobenie sa globalizacii ('), a najmd na jeho ¢lanok 12 ods. 3,

so zretelom na nariadenie Eurépskeho parlamentu a Rady (EU) ¢. 1309/2013 zo 17. decembra 2013 o Eurépskom
fonde na prisposobenie sa globalizacii (2014 — 2020) a o zruSeni nariadenia (ES) ¢. 1927/2006 (3, a najmd na jeho ¢la-
nok 23 druhy odsek,

so zretefom na nariadenie Rady (EU, Euratom) ¢. 1311/2013 z 2. decembra 2013, ktorym sa ustanovuje viacrocny
finan¢ny rdmec na roky 2014 — 2020 (), a najma na jeho ¢lanok 12,

so zretelom na Medziinstituciondlnu dohodu medzi Eur6pskym parlamentom, Radou a Komisiou z 2. decembra 2013
o rozpoctovej discipline, spoluprici v rozpoctovych otdzkach a riadnom finanénom hospodareni (), a najmi na jej
bod 13,

so zretelom na ndvrh Eurdpskej komisie,
kedZze:

(1) Eurbpsky fond na prisposobenie sa globalizdcii (EGF) bol zriadeny na poskytovanie dodato¢nej podpory pracov-
nikom prepustenym v dosledku velkych $trukturdlnych zmien v usporiadani svetového obchodu sposobenych
globalizdciou a pomoc pri ich opdtovnom zaclefiovani na trh prace.

(2)  EGF nesmie prekro¢it maximédlnu ro¢nd sumu 150 miliénov EUR (v cendch z roku 2011), ako sa stanovuje
v ¢lanku 12 nariadenia (EU, Euratom) ¢. 1311/2013.

(3)  Spanielsko predlozilo 16. mdja 2012 ziadost o mobilizdciu prostriedkov z EGF v stvislosti s preptistanim
v spolo¢nosti Grupo Santana a u 15 dodavatelov a nadvézujicich vyrobcov a do 28. novembra 2013 ju doplnilo
o dodatoéné informdcie. Této Ziadost splita poziadavky na urcenie financnych prispevkov podla clinku 10 naria-
denia (ES) ¢. 1927/2006. Komisia preto navrhuje mobilizovat prostriedky vo vyske 1 964 407 EUR.

(4)  Napriek tomu, Ze nariadenie (ES) ¢. 1927/2006 bolo zrusené, nadalej sa uplatiuje v stvislosti so Ziadostami
predlozenymi do 31. decembra 2013 na zaklade clanku 23 druhého odseku nariadenia (EU) €. 1309/2013.

(5)  EGF by sa mal preto mobilizovat s cielom poskytnit finan¢ny prispevok v pripade Ziadosti Spanielska,

VEUL406 30.12.2000,s. 1.
VEUL347 20.12.2013,s. 855.
V. EUL 347,20.12.2013,s. 884.
J.v.EUC 373,20.12.2013,s. 1.

[eNeNaNaN
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PRIJALI TOTO ROZHODNUTIE:

Cldnok 1
V rdmci vieobecného rozpoctu Eurdpskej tinie na rozpoctovy rok 2014 sa z Eurépskeho fondu na prisposobenie sa

globalizdcii mobilizuji prostriedky vo vyske 1 964 407 EUR vo forme viazanych a platobnych rozpoctovych
prostriedkov.

Clanok 2

Toto rozhodnutie sa uverejni v Uradnom vestniku Eurdpskej iinie.

V Strasburgu 16. aprila 2014

Za Eurdpsky parlament Za Radu
predseda predseda
M. SCHULZ D. KOURKOULAS
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ROZHODNUTIE EUROPSKEHO PARLAMENTU A RADY
zo 16. aprila 2014

o mobilizicii Eurépskeho fondu na prisposobenie sa globalizdcii podla bodu 13 Medziinstitucio-

ndlnej dohody z 2. decembra 2013 medzi Eurépskym parlamentom, Radou a Komisiou o rozpo¢-

tovej discipline, spoluprici v rozpoctovych otizkach a riadnom finanénom hospodireni (Ziadost
EGF/2012/007 IT/VDC Technologies z Talianska)

(2014/254/EV)

EUROPSKY PARLAMENT A RADA EUROPSKE] UNIE,
so zreteflom na Zmluvu o fungovani Eurépskej tnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1927/2006 z 20. decembra 2006, ktorym sa zriaduje
Eurépsky fond na prisposobenie sa globalizécii ('), a najma na jeho ¢ldnok 12 ods. 3,

so zretelom na nariadenie Eurépskeho parlamentu a Rady (EU) ¢. 1309/2013 zo 17. decembra 2013 o Eurépskom
fonde na prisposobenie sa globalizacii (2014 — 2020) a o zrueni nariadenia (ES) ¢. 1927/2006 (3), a najmd na jeho ¢lé-
nok 23 druhy odsek,

so zretefom na nariadenie Rady (EU, Euratom) ¢. 1311/2013 z 2. decembra 2013, ktorym sa ustanovuje viacrocny
finan¢ny rdmec na roky 2014 - 2020 (*), a najma na jeho ¢lanok 12,

so zretelom na Medziinstituciondlnu dohodu medzi Eurépskym parlamentom, Radou a Komisiou z 2. decembra 2013
o rozpoctovej discipline, spoluprici v rozpoctovych otdzkach a riadnom finanénom hospodareni (), a najmi na jej
bod 13,

so zretelom na névrh Eurdpskej komisie,
kedze:

(1)  Eurdpsky fond na prispdsobenie sa globalizacii (EGF) bol zriadeny na poskytovanie dodato¢nej podpory pracov-
nikom prepustenym v dosledku velkych $trukturdlnych zmien v usporiadani svetového obchodu sposobenych
globalizaciou a pomoc pri ich opdtovnom zaclefiovani na trh prace.

(2)  EGF nesmie prekrocit maximdlnu ro¢nt sumu 150 miliénov EUR (v cendch z roku 2011), ako sa ustanovuje
v ¢lanku 12 nariadenia (EU, Euratom) ¢. 1311/2013.

(3)  Taliansko podalo 31. augusta 2012 Ziadost o mobilizaciu prostriedkov z EGF v stvislosti s prepastanim v spoloc-
nosti VDC Technologies SpA a u jedného dodavatela, a do 6. septembra 2013 ju doplnilo o dodatocné infor-
mdcie. Tito Ziadost splia poziadavky na urenie finanénych prispevkov podla ¢linku 10 nariadenia (ES)
¢. 1927/2006. Komisia preto navrhuje mobilizovat prostriedky vo vyske 3 010 985 EUR.

(4)  Napriek tomu, Ze nariadenie (ES) ¢. 1927/2006 sa zrusuje, nadalej sa uplatituje v stivislosti so ziadostami predlo-
zenymi do 31. decembra 2013 na zéklade ¢lanku 23 druhého odseku nariadenia (EU) ¢. 1309/2013.

(5)  EGF by sa preto mal mobilizovat s cielom poskytnutia finan¢ného prispevku v stvislosti so Ziadostou Talianska,

U.v.EUL 406, 30.12.2006,s. 1.
U.v.EUL 347,20.12.2013, 5. 855.
U.v.EUL 347,20.12.2013, 5. 884.

U.v.EUC 373,20.12.2013,s. 1.
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PRIJALI TOTO ROZHODNUTIE:

Cldnok 1
V rdmci vieobecného rozpoctu Eurdpskej tinie na rozpoctovy rok 2014 sa z Eurépskeho fondu na prisposobenie sa

globalizdcii mobilizuji prostriedky vo vyske 3 010 985 EUR vo forme viazanych a platobnych rozpoctovych
prostriedkov.

Clanok 2

Toto rozhodnutie sa uverejni v Uradnom vestniku Eurdpskej iinie.

V Strasburgu, 16. aprila 2014

Za Eurdpsky parlament Za Radu
predseda predseda
M. SCHULZ D. KOURKOULAS





L 134/46 Uradny vestnik Eurépskej tnie 7.5.2014

VYKONAVACIE ROZHODNUTIE KOMISIE
z 29. aprila 2014,

ktorym sa stanovuje pracovny program pre Colny kédex Unie

(2014/255/EV)

EUROPSKA KOMISIA,

so zretefom na Zmluvu o fungovani Eurépskej tnie,

so zretelom na nariadenie Eurépskeho parlamentu a Rady (EU) ¢. 9522013 z 9. oktébra 2013, ktorym sa ustanovuje
Colny kédex Unie (*), a najmé na jeho ¢lanok 281,

kedZe:

(1) v ¢lanku 280 nariadenia (EU) ¢. 952/2013, ktorym sa ustanovuje Colny kédex Unie (dalej len ,kédex®), sa stano-
vuje, Ze Komisia vypracuje pracovny program tykajici sa vyvoja a zavedenia elektronickych systémov. Pracovny
program je dolezity najmi pre stanovenie prechodnych opatreni tykajicich sa elektronickych systémov a nacaso-
vanie v pripadoch, ked systémy este nebudi v prevadzke k ddtumu uplatiiovania kédexu, t. j. k 1. mdju 2016.

(2)  V kédexe sa stanovuje, Ze kazdd vymena informécil medzi colnymi orgdnmi a medzi hospodarskymi subjektmi
a colnymi organmi a uchovédvanie takychto informadcii sa ma uskuto¢nit technikami elektronického spracovévania
udajov a Ze takéto informacné a komunikacné systémy maji vo vsetkych clenskych Statoch pontikat rovnaké
moznosti. V pracovnom programe by sa teda mal stanovit rozsiahly plan pre realizdciu elektronickych systémov
s ciefom zaistit riadne uplatiiovanie kodexu.

(3)  Vsulade s tym by mal pracovny program obsahovat zoznam elektronickych systémov, ktoré by mali ¢clenské Staty
a Komisia v tizkej spolupraci vyvindt, aby bolo mozné kédex uplatiiovat v praxi. Dany zoznam vychddza z existu-
juceho dokumentu o pldnovani, ktory sa tyka vSetkych IT projektov v colnej oblasti, nazvaného viacrocny strate-
gicky plan (multi-annual strategic plan, dalej len ,MASP“), a vypracovaného v siilade s rozhodnutim Eurépskeho
parlamentu a Rady ¢. 70/2008/ES (¥, a najmi jeho ¢ldnkom 4 a ¢linkom 8 ods. 2. Elektronické systémy uvedené
v pracovnom programe by mali podliehat rovnakému pristupu k riadeniu projektov a mali by byt pripravené
a vyvinuté tak, ako sa stanovuje v MASP.

(4)  V pracovnom programe by sa mali vymedzit a opisat elektronické systémy, ako aj stvisiaci pravny zdklad, hlavné
milniky a predpokladané ddtumy uvedenia do prevadzky. Tieto ddtumy by sa mali dalej oznacovat ako ,cielové
ddtumy zavedenia“. Ddtum zavedenia elektronickych systémov by mal predstavovat cielovy ddtum ukoncenia
prechodného obdobia.

(5)  Elektronické systémy, na ktoré sa odkazuje v pracovnom programe, by sa mali vyberat s ohladom na ich ocakd-
vany vplyv z hladiska priorit vymedzenych v kédexe. Jednou z hlavnych priorit v tomto smere je schopnost
ponuknut hospoddrskym subjektom Sirokd $kdlu elektronickych colnych sluzieb na celom colnom tzemi Unie.
Okrem toho, cielom elektronickych systémov by malo byt zlepSenie efektivnosti, d¢innosti a zostiladenie colnych
postupov v celej Unii. Poradie a harmonogram zavidzania systémov zahrnutych v pracovnom programe by mali
vychddzat z praktickych aspektov a z aspektov riadenia projektov, ako je napriklad zvicSovanie Gsilia a zdrojov,
vzdjomnd previazanost projektov, osobitné poziadavky jednotlivych systémov a pokrocilost projektu. Cielom
pracovného programu ako takého je riadne a postupne planovat a riadit vyvoj elektronickych systémov.

() U.v.EUL269,10.10.2013,s. 1.
() Rozhodnutie Eurépskeho parlamentu a Rady ¢. 70/2008/ES z 15. janudra 2008 o colnom a obchodnom prostredi bez dokladov v papie-
rovej forme (U. v. EUL 23, 26.1.2008, s. 21).
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(6)  Vzhladom na to, Ze elektronické systémy uvedené v ¢linku 16 ods. 1 kddexu maji vyvijat, zavadzat a udrZiavat
¢lenské Stity v spoluprdci s Komisiou, Komisia a ¢lenské $tity by mali spolupracovat s cielom zaistit, aby sa
priprava a realizdcia elektronickych systémov riadili v silade s pracovnym programom a aby sa prijali vhodné
opatrenia pre v€asné a koordinované planovanie, navrhovanie, vyvoj a zavddzanie danych systémov.

(7) S cielom zaistit zostladenie pracovného programu a MASP by sa mal pracovny program aktualizovat v rovnakom
¢ase ako MASP.

(8)  Opatrenia stanovené v tomto rozhodnuti st v stilade so stanoviskom Vyboru pre colny kddex,

PRIJALA TOTO ROZHODNUTIE:

Cldnok 1
Predmet tipravy

Tymto rozhodnutim sa stanovuje pracovny program podla ¢ldnku 280 ods. 1 nariadenia (EU) ¢. 952/2013, ktorym sa
ustanovuje Colny kédex Unie (,kédex®).

Pracovny program je pripojeny k tomuto rozhodnutiu.

Cldnok 2
Vykonévanie
1. Komisia a ¢lenské $taty prijma opatrenia potrebné pre spolupricu a vykondvanie pracovného programu.

2. Projekty uvedené v pracovnom programe a priprava a realizdcia stvisiacich elektronickych systémov sa budi riadit
podla pracovného programu.

3. Komisia sa zavizuje, Ze sa bude snazit dosiahnut s ¢lenskymi $tdtmi spolo¢né pochopenie a dohodu o rozsahu
poOsobnosti projektu, koncepcii, poziadavkdch a Struktire elektronickych systémov s cielom iniciovat projekty v rdmci
pracovného programu. V pripade potreby sa Komisia takisto radi s hospoddrskymi subjektmi a zohladriuje ich ndzory.
Cldnok 3
Aktualizicie

1. Pracovny program sa pravidelne aktualizuje s cielom zaistit, Ze bude zodpovedat najnovsiemu vyvoju vo vykoni-
vani kédexu a zohladnit skuto¢ny pokrok dosiahnuty pri priprave a vyvoji elektronickych systémov, najma pokial ide
o dostupnost spolo¢ne dohodnutych $pecifikicii a uvddzanie elektronickych systémov do prevadzky.

2. S cielom zaistit silad medzi pracovnym programom a viacrotnym strategickym plinom (MASP) sa pracovny
program aktualizuje aspon jedenkrat rocne.

Toto rozhodnutie nadobtda G¢innost diiom nasledujiicim po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

V Bruseli 29. aprila 2014

Za Komisiu
predseda
José Manuel BARROSO
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PRILOHA

PRACOVNY PROGRAM PRE COLNY KODEX UNIE

I. Uvod k pracovnému programu

Ucelom pracovného programu je vytvorit ndstroj na podporu uplatiiovania kédexu, pokial ide o vyvoj a zavedenie elek-
tronickych systémov.

Pracovny program podpori vyvoj elektronickych systémov pozadovanych v ¢lanku 6 ods. 1 a bude riadit stanovenie
prechodnych obdobi uvedenych v ¢lanku 278 kédexu. Pracovny program sa tyka potrebnej spoluprice medzi Komisiou
a ¢lenskymi tdtmi pri vyvoji a zavddzani elektronickych systémov v stlade s ustanoveniami ¢lanku 16 ods. 1 kddexu.

Pracovny program sa chdpe takto:
1. Tyka sa vyvoja a zavedenia elektronickych systémov uvedenych v ¢lanku 16 ods. 1 kédexu.
2. V ndvrhu sa zohladuja priority vymedzené v ¢ldnku 280 ods. 2 kddexu.

3. Uvddza sa v fiom zoznam elektronickych systémov uvedenych v ¢lanku 16 ods. 1, ktoré st potrebné na uplatiiovanie
ustanoveni kddexu a pre ktoré sa ma navrhnat prechodné obdobie, ktoré sa za¢ne diom, ked sa kddex zacne uplat-
fiovat, a skon¢i sa najneskor 31. decembra 2020.

4. Pri jednotlivych projektoch stanovuje:
a) podrobny opis projektu a stvisiaceho elektronického systému;
b) pravny zéaklad pre elektronicky systém (stvisiace pravne ustanovenia kodexuy);

¢) kldcovy milnik, pokial ide o cielovy termin technickych Specifikicii, ktory sa méd chdpat ako ddtum dokoncenia
ustalenych technickych $pecifikdcii, ktoré budd aktualizované a k dispozicii ¢lenskym $titom po preskimani;

d) predpokladany ddtum uvedenia elektronického systému do prevddzky, ktory sa oznacuje ako cielovy ddtum
zaciatku zavadzania elektronického systému, ktory sa zhoduje s daitumom ukonéenia prechodného obdobia.

Opis elektronickych systémov v pracovnom programe sa zakladd na poziadavkich na tieto systémy, ktoré mozno
odvodit z opisov v kddexe, stanovenych v ¢ase vypracovania pracovného programu.

S cielom vykonat pracovny program bude Komisia iniciovat v tzkej spoluprici s ¢lenskymi $tdtmi konkrétne projekty,
ktoré sa tykaja elektronickych systémov, a to prostrednictvom analyzy obchodnych ¢innosti. Vzhladom na dalsie zapra-
covanie do informacno-technickej Casti projektov, Komisia vymedzi v tzkej spolupraci s ¢lenskymi $titmi spolo¢né
Specifikdcie pre pldnované elektronické systémy. Clenské stity a Komisia zabezpecia vyvoj a zavedenie systémov vritane
ich testovania a prechodu ¢innosti v stilade so stanovenou Struktirou systému a $pecifikiciami. Komisia a ¢lenské staty
budi spolupracovat aj s inymi zainteresovanymi subjektmi, ako sti napr. hospodarske subjekty.

Projekty sa budi zavddzaf v roznych etapich od rozpracovania po vytvorenie, testovanie a prechod ku konecnej
prevadzke. Uloha Komisie a ¢lenskych $titov bude v tychto roznych fizach zdvisiet od povahy a Struktdry systémov
a ich zloziek alebo sluzieb podrobne uvedenych v projektovych listoch viacroéného strategického planu (,MASP).
Spolo¢né technické Specifikdcie pripadne ur¢i Komisia v tizkej spolupréci s ¢lenskymi $tdtmi a budd podliehat preskd-
maniu Komisie spolu s ¢lenskymi §tatmi, aby boli k dispozicii 24 mesiacov pred cielovym ddtumom zaciatku zavddzania
daného elektronického systému.

Clenské stity a Komisia sa budt zdcastiiovat na vyvoji a zavddzani systémov, vratane ¢innosti na podporu realizécie ako
st napriklad odbornd priprava a komunika¢né Cinnosti. Tieto ¢innosti sa budd vykondvat s ohladom na milniky
a ddtumy uvedené v pracovnom programe. Hospodarske subjekty prijmt potrebné kroky, aby mohli tieto systémy, ked
budi zavedené, vyuZivat.





1. Pracovny program (pre Colny kédex Unie)

,Projekty CKU a stvisiace elektronické systémy*

Cielovy datum
zaliatku zavédzania

Zoznam projektov tykajicich sa vyvoja a Zavédzaniﬁ’ie)l:tronick)'fch systémov pozadovanych na uplatiiovanie Préavny zdklad Hlavny milnik elektronického

odexu systému (1)

1. Systém registrovanych vyvozcov (REX) Clanok 6 ods. 1, clanky 16 a 64 na- | Cielovy ddtum technic- 1.1.2017

Projekt sa zameriava na spristupnenie aktudlnych informdcii o reglstrovanych vyvozcoch so sidlom riadenia (EU) ¢. 952/2013, ktorym k}” ch?pecifikécif

v krajinich vSeobecného systému preferencii (VSP), ktori vyvdzajd tovar do EU. Systém bude | sa ustanovuje Colny kédex Unie = 1. Stvrtrok roku 2015

zahfat aj idaje o obchodnikoch EU za ticelom podpory vyvozu do krajin VSP.

2. CKU ZINZ[Surveillance 2+ ¢ldnok 6 ods. 1, ¢linky 16, 22, 23, | Cielovy ddtum technic- 1.3.2017

Projekt sa zameriava na modernizaciu systémov ZINZ a Surveillance 2 s cielom zaistit 26, 27, 28, 33 a 34 nariadenia (EU) kych Specifikdcii (fiza 1)

— zosdladenie systému ZINZ 3 s poziadavkami CKU ¢. 952/2013, ktorym sa ustanovuje | = 2. stvrtrf)k roku 2015 1.10.2018

irenie Gdai e S 1l Colny kédex Unie (faza 1) (fiza 2)

— rozsirenie tidajov systému Surveillance = 3 stvrtrok roku 2016

— monitorovanie povinného pouZivania ZINZ, (faza 2)

— monitorovanie a riadenie roz$ireného pouzivania ZINZ.Projekt sa bude realizovat v dvoch

fazach.

Prvd fiza sa bude vztahovat na hlavné Casti s ciefom splnif poziadavku kontroly pouzivania

systému ZINZ prostrednictvom zmenseného stiboru tidajov a poziadavku zostladenia s postupom

tykajticim sa rozhodnuti colnych orgdnov.

V druhej fize sa v plnom rozsahu zavedie monitorovanie prostrednlctvom tplného siboru tdajov

a obchodnikom sa poskytne rozhranie harmonizované na tirovni EU, aby mohli predkladat Ziadosti

0 ZINZ a dostat rozhodnutie o ZINZ elektronicky.

3. Rozhodnutia colnych orginov podla CKU ¢lanok 6 ods. 1, ¢lanky 16, 22, 23, | Cielovy ddtum technic- 2.10.2017

Projekt sa zameriava na harmonizdciu postupov tykajicich sa Ziadosti o colné rozhodnutia, priji- 26, 27 a 28 nariadenia (EU) kv)’rchy§pecifikéci1’

mania rozhodnuti a riadenia rozhodovania prostrednictvom normalizicie a elektronickej spravy | ¢ 952/2013, ktorym sa ustanovuje | = 3. Stvrtrok roku 2015

udajov o Zziadostiach a rozhodnutiach/povoleniach v celej Eurdpskej tnii. Tento systém ulahéi Colny kodex Unie

konzultécie v priebehu rozhodovania a riadenia procesu povolovania.

4. Priamy pristup obchodnikov k eurépskym informacnym systémom (jednotné riadenie | ¢linok 6 ods. 1 a ¢ldnok 16 naria- | Cielovy ddtum technic- 2.10.2017

pouZivatelov a digitilny podpis)
Cielom tohto pro]ektu je poskytnut fungu]uce rieSenia pre priamy pristup obchodnikov harmoni-
zovany na trovni EU ako sluzby, ktord sa m4 zaclenit do elektronickych colnych systémov vyme-
dzenych v konkretnych projektoch CKU, ako st napr. ZINZ CKU/Survelllance 2+ a rozhodovanie
colnych orgdnov podla CKU. Projekt zahffia podporu pre spravu identity, pristupu a pouzivatelov
v stlade s potrebnou bezpecnostnou politikou, pripadne doplnenti o podporu digitdlnych
podpisov.

denia (EU) ¢. 952/2013, ktorym sa
ustanovuje Colny kédex Unie

kych $pecifikacif
= 4. Stvrtrok roku 2015
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,Projekty CKU a stvisiace elektronické systémy*
Zoznam projektov tykajiicich sa vyvoja a zavddzania elektronickych systémov pozadovanych na uplatiovanie
kédexu

Prévny zdklad

Hlavny milnik

Cielovy datum
zadiatku zavédzania
elektronického
systému (1)

5. Dokaz o statuse Unie (PoUS) podla CKU

Projekt sa zameriava na vytvorenie nového celoeurépskeho informaéného systému na uchovévanie,
riadenie a vyhladévanie dokumentov tykajicich sa dokazu o statuse Unie. V projekte sa predpo-
klada nahradenie dokladu T2L v papierovej podobe elektronickymi prostriedkami.

¢ldnok 6 ods. 1 a ¢ldnok 153 naria-
denia (EU) ¢. 952/2013, ktorym sa
ustanovuje Colny kédex Unie

Cielovy datum technic-
kych $pecifikacii
= 3. §tvrtrok roku 2015

2.10.2017

6. Aktualizicia systému Schvilené hospodairske subjekty podfa CKU

Projekt sa zameriava na zlepenie obchodnych procesov tykajicich sa ziadost{ a povoleni schvéle-
nych hospodarskych subjektov so zohladnenim zmien pravnych ustanoveni CKU a harmoniziciu
postupu pri rozhodovani colnych organov.

¢ldnok 6 ods. 1, ¢ldnky 16, 22, 23,

26 27, 28, 38 a 39 nariadenia (EU)

¢. 952[2013, ktorym sa ustanovuje
Colny kédex Unie

Cielovy ddtum technic-
kych $pecifikacii
= 1. $tvrtrok roku 2016

1.3.2018

7. Surveillance 3 podla CKU

Tento projekt sa zameriava na modernizdciu systému Surveillance 2+ s cielom zabezpecit jeho
zosuladenie s poz1adavkam1 CKU, napriklad so standardnou vymenou informécii pomocou technik
elektronického spracovavania tidajov a stanovenie primeranych funkcii potrebnych na spracovanie
a analyzu celého stiboru tidajov o dohlade ziskanych od ¢lenskych statov.

Preto bude zahfnat dalsie moznosti ziskavania tdajov a funkcie pre poddvanie sprav, ktoré maja
byt dostupné Komisii a ¢lenskym $tatom.

¢lanok 6 ods. 1, ¢linky 16 a 56
ods. 5 nariadenia (EU) ¢. 952/2013
ktorym sa ustanovuje Colny kdodex

Unie

Cielovy datum technic-
kych $pecifikacii
= 3. §tvrtrok roku 2016

1.10.2018

8. Aktualizicia nového automatizovaného tranzitného systému (NCTS) podla CKU

Ciefom tohto pro]ektu je zostladit existujici systém NCTS s novymi p021adavkam1 CKU ako st
zostladenie vymien informdcii s poziadavkami podla CKU a aktualizdcia a vyvoj rozhrani s ostat-
nymi systémami.

¢lanok 6 ods. 1, ¢lanky 16 a 226
a7 236 nariadenia (EU)
¢. 952[2013, ktorym sa ustanovuje
Colny kédex Unie

Cielovy ddtum technic-
kych $pecifikacif
= 3. $tvrtrok roku 2016

1.10.2018

9. Automatizovany systém vyvozu (AES) podla CKU

Ciefom projektu je dalej rozvijat existujtici systém kontroly vyvozu, s cielom zaviest plne automati-
zovany systém vyvozu ktory by spifial obchodné poziadavky na procesy a tidaje, ktoré vyplyvaju
z CKU, kam patri okrem iného pokrytle z]ednodusenych postupov, rozdelené vyvozné zdsielky
a centralizované colné konanie pre vyvoz. Zdroven sa pocita s vyvojom harmonizovanych rozhrani
s kontrolnym systémom pohybu tovaru podliehajiceho spotrebnej dani (EMCS) a NCTS. AES ako
taky umozni Gplnd automatizéciu vyvoznych postupov a vystupnych formalit.

¢lénok 6 ods. 1, ¢clanky 16, 179
a 263 aZ 276 nariadenia (EU)
¢. 952[2013, ktorym sa ustanovuje
Colny kédex Unie

Cielovy ddtum technic-
kych $pecifikacif
= 3. $tvrtrok roku 2016

1.3.2019
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Zoznam projektov tykajiicich sa vyvoja a zavddzania elektronickych systémov pozadovanych na uplatiovanie
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Prévny zdklad

Hlavny milnik

Cielovy datum
zadiatku zavédzania
elektronického
systému (1)

10. Informaéné listy (INF) pre osobitné colné rezimy podla CKU ¢lanok 6 ods. 1, ¢lanky 16, 215, | Cielovy ddtum technic- 1.10.2019

Cielom tohto projektu je vyvinit novy centralizovany systém na podporu a zefektivnenie postupov | 237 — 242 a 250 — 262 nariade- k}'fchﬁpecifikécii

spravy tdajov tykajdcich sa INF a elektronického spracovdvania tidajov tykajticich sa INF v oblasti | Nia (EU) ¢. 952/2013, ktorymsa | = 3. §tvrtrok roku 2017

osobitnych colnych rezimov. ustanovuje Colny kédex Unie

11. Osobitné colné rezimy podla CKU ¢lanok 6 ods. 1, ¢lanky 16, 215, | Cielovy ddtum technic- 1.10.2019

Tento projekt sa zameriava na urychlenie, zjednoduSenie a harmoniziciu osobitnych colnych | 237 — 242 a 250 — 262 nariade- kv)’rch,§pecifikécii

rezimov v celej Unii prostredmctvom poskytovania spolocnych modelov obchodnych postupov. |  nia (EU) ¢. 952/2013, ktorym sa | = 1. Stvrtrok roku 2017

Tento projekt bude zamerany na realizdciu vSetkych zmien podla CKU vyzadovanych pre colné ustanovuje Colny kédex Unie

uskladnovanie, kone¢né pouzitie, docasné pouzitie, aktivny a pasivny zuslachtovaci styk. Pokial ide

o elektronické rieSenia pre spracovdvanie tidajov o osobitnych colnych rezimoch, tieto sa buda

tvorit predovietkym na vnitrotitnej trovni.

12. Ozndmenie o prichode, ozndmenie o predloZeni tovaru a docasné uskladnenie podla | ¢linok 6 ods. 1, clinky 16 a 133 | Cielovy ddtum technic- 2.3.2020
CKU az 152 nariadenia (EU) kych $pecifikacii

Ciefom tohto projektu je vymedzit postupy tykajiice sa ozndmenia o prichode dopravného | ¢ 952/2013, ktorym sa ustanovuje | = 3. Stvrtrok roku 2017

prostriedku, ozndmenia o predlozeni tovaru a prehldsenia na ucely docasného uskladnenia Colny kédex Unie

a podporit harmonizdciu v ¢lenskych $titoch, pokial ide o vymenu tdajov medzi obchodnikmi

a colnymi orgdnmi a pripadne tieZ medzi colnymi spravami. Ak sa procesy tykaja len jedného clen-

ského $tdtu, proces vykondvania je len vnutrostitnou zédleZitostou.

13. Centralizované colné konanie pre dovoz (CCI) podla CKU ¢ldnok 6 ods. 1, clanky 16 a 179 | Cielovy ddtum technic- 1.10.2020

Cielom tohto projektu je umoznit prepustenie tovaru do colného rezimu s pouzitim centralizova- nariadenia (EU) & 952/2013, kv)’rch,§pecifikécii

ného colného konania a umoznit tak hospoddrskym subjektom ststredit svoju obchodnii Ginnost | ktorym sa ustanovuje Colny kodex | = 1. Stvrtrok roku 2017

z hladiska colného konania. Spracovanie colnych vyhldseni a fyzické prepustenie tovaru by sa mali Unie

koordinovat medzi prislusnymi colnymi Gradmi.

14. Riadenie ziruk (GUM) podla CKU clanok 6 ods. 1, ¢linky 16 a 89 | Cielovy ditum technic- 2.3.2020

Cielom tohto projektu je zabezpetit efektivne a i¢inné riadenie platnych celkovych zdruk, ktoré
mozno pouZit vo viac ako v jednom ¢lenskom $tite a monitorovanie referencnej sumy pri kazdom
colnom vyhldseni, doplnkovom colnom vyhldseni alebo prislusnych informacii o tdajoch potreb-
nych na zdctovanie existujticich colnych dlhov pre vietky colné postupy, ako sa stanovuje v Colnom
kodexe Unie, okrem tranzitu, ktory sa riesi v ramci projektu NCTS,

az 100 nariadenia (EU)
¢. 952[2013, ktorym sa ustanovuje
Colny kédex Unie

kych $pecifikacii
= 1. Stvrtrok roku 2018
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zadiatku zavédzania
elektronického
systému (1)

15. Bezpecnost a ochrana a riadenie rizik podfa CKU

Ciefom tohto projektu je posilnif bezpe¢nost a zabezpecenie dodavatelského refazca v uréenych
oblastiach a vo vSetkych druhoch dopravy, najmi v leteckej ndkladnej doprave, prostrednictvom
zlepSenia kvality Gdajov, zaddvania ddajov a dostupnosti a zdielania adajov. Vylepsi sa aj rdmec pre
celkovi analyzu rizik a to optimalizdciou ddajov o ndklade, ktoré st k dispozicii colnym orgdnom,
a vymenou informdcii stvisiacich s rizikom. To povedie k zmendm systémov ako napriklad
systému kontroly pri dovoze a systému Spolocenstva na riadenie rizika s moznym rozsirenim na
nové moduly.

¢ldnok 6 ods. 1, ¢lanky 16, 46
a 127 az 132 nariadenia (EU)
¢. 952/2013, ktorym sa ustanovuje
Colny kédex Unie

Vymedzi sa v daliej
verzii pracovného
programu.

Vymedzi sa v dal3ej
verzii pracovného
programu, ktory
bude vychadzat

z harmonogramu

()

16. Zatriedenie tovaru (CLASS) podla CKU

Tento projekt sa zameriava na vyvoj informa¢ného systému pre nomenklatirne zatriedenie tovaru
s modulom pre konzulticie, ktory by predstavoval jednotnt platformu, kde budt dostupné a lahko
pristupné vietky informdcie o zatriedeni tovaru (bez ohladu na ich povahu). To umozni hospodar-
skym subjektom, predovsetkym MSP, a colnym organom CS Tahsie vyhladdvat prislusné informacie
o zatriedeni tovaru.

¢lanok 6 ods. 1, ¢lanky 16 ods. 1

a 57 nariadenia (EU) ¢. 952/2013,

ktorym sa ustanovuje Colny kddex
Unie

Vymedzi sa v dalsej
verzii pracovného
programu.

Vymedzi sa v dalsej
verzii pracovného
programu.

(") Tento cielovy ddtum zaciatku zavddzania elektronickych systémov sa zhoduje s ditumom ukoncenia prechodného obdobia.
() Harmonogramom projektov tykajtcich sa vyvoja v oblasti riadenia rizik sa bude zaoberat aktualizovand verzia pracovného programu v siilade s prebiehajicou prdcou Komisie na stratégii a akénom pléne
v nadviznosti na zévery Rady o posiliiovani bezpecnosti dodévatel'ského retazca a riadenia rizik v oblasti ciel (8761/3/13, REV 3, 18. jin 2013).
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. Aktualizdcia systému zdviznych informdci{ o nomenklatiiro
zatriedent tovaru (ZINZ) podla (KU

. Rozhodovanie colnych orgdnov podla CKU

. Priamy pristup obchodnikov k eurépskym informa¢nym
riadenie pouzivatelov a digitdlny podpis)

. Dokaz o statuse Unie (PoUS) podla CKU

systémom (jednotné

. Aktualizdcie schvilenych hospoddrskych subjektov podla CKU

. Surveillance 3 podla KU

. Aktualizdcia nového automatizovaného tranzitného systé
(NCTS) podl'a CKU

. Automatizovany v¥vozny systém (AES) podla CKU

10. Informacné listy (INF) pre osobitné colné rezimy podla CKU

ezimy podla KU

o pric h d menie o pre

éus kl dnenie po dl CKU
né colné konanie pre dovoz (CCI) podla CKU

dloZen{ tovaru

14. Riadenie zdruk (GUM) podla CKU

15. Bezpecnost a ochrana a riadenie rizik podla CKU

16. Zatriedenie tovaru (CLASS) podla CKU

1.3.2017

1.10.2018

2.10.2017

1.3.2018

1.10.2018

1.10.2019

2.3.2020

2.10.2020

zatial neurcené

Tabulka

2.10.2017
2.10.2017

1.3.2019
1.10.2019

2.10.2020
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COMMISSION STAFF WORKING DOCUMENT"

Basic Substance
Equisetum arvense L.

SANCO/12386/2013—rev. 5
20 March 2014

Final

Review report for the basic substance Equisetum arvense L.
Finalised in the Standing Committee on the Food Chain and Animal Health at its meeting
on 20 March 2014
in view of the approval of Equisetum arvense L. as basic substance in accordance with
Regulation (EC) No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of Equisetum arvense L.,
made in the context of the assessment of the substance provided for in Article 23 of
Regulation (EC) No 1107/2009° concerning the placing of plant protection products on the
market, with a view to the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 28 December 2011 an application from the Task Force ITAB
(Institut Technique de I'Agriculture Biologique), hereafter referred to as the applicant, for the
approval of the substance Equisetum arvense L. as basic substance.

The application and attached information were distributed to the Member States and
European Food Safety Authority (EFSA) for comments. The applicant was also allowed to
address collated comments and provide further information to complete the application which
was finalised in the new version of July 2012.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to the EFSA,
who delivered its views on the specific points raised in the commenting phase.

Does not necessarily represent the views of the Commission.

0OJ L 309, 24.11.20009, p. 1-50.





EFSA submitted to the Commission the results of its work in the form of a technical report for
Equisetum arvense L. on 24 May 2013°.

The Commission examined the application, the comments by Member States and EFSA and
the EFSA technical report on the substance together with the additional information and
comments provided on it by the applicant, before finalising the current draft review report,
which was referred to the Standing Committee on the Food Chain and Animal Health, for
examination. The draft review report was finalised in the meeting of the Standing Committee
on 20 March 2014.

Given the importance of the EFSA technical report, the comments, additional information and
clarifications submitted (background document C), all these documents are also considered to
be part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of Commission Implementing Regulation (EU) No 462/2014°
concerning the approval of Equisetum arvense L. as basic substance under Regulation (EC)
No 1107/2009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with
respect to the responsibility of operators, following the approval of Equisetum arvense L. as
basic substance, operators are responsible for using it for plant protection purposes in
conformity with the legal provisions of Regulation (EC) No 1107/2009 and the conditions
established in the sections 4, 5 and Appendices | and 1 of this review report.

EFSA will make available to public all background documents and the final Technical Report
of EFSA as well as the application without the Appendices and excluding any information for
which confidential treatment is justified in accordance with the provisions of Article 63 of
Regulation (EC) No 1107/2009.

Products containing exclusively one or more basic substances do not require authorisation in
line with the derogation set under Article 28 of Regulation (EC) No 1107/2009. As a
consequence, no further assessment will be carried out on such products. However, the
Commission may review the approval of a basic substance at any time in conformity with the
provisions of Article 23(6) of Regulation (EC) No 1107/20009.

Outcome of the consultation with member States and EFSA on the basic substance application for
Equisetum arvense L. and the conclusions drawn by EFSA on the specific points raised. 2013:EN-427.23.

4 QJL 134,75.2014, p. 28-31.
> 0JL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of

28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, and the comments and further additional information
provided by the applicant to address the open points identified in the Technical report from
EFSA, is that there are clear indications that it may be expected that Equisetum arvense L. fulfils
the criteria of Article 23.

Equisetum arvense L. (Field horsetail) is a widespread pteridophyte distributed in the northern
hemisphere.

The use of aerial sterile stems of Equisetum arvense L. is known in food supplements as
ingredient in tea before 15 May 1997. Hence, a "qualified presumption of safety" approach can
be applied in compliance with EFSA Guidance on Safety assessment of botanicals and botanicals
preparations intended for use as ingredients in food supplements®.

Moreover, the use of the substance is recognised in traditional medicine in several EU countries
and a period of at least 30 years in medical use as requested by Directive 2004/24/EC on
qualification as a traditional herbal medicinal product was recognised. However, EMEA could
not conclude on the assessment as herbal medicine due to lack of data.

As mentioned in the Scientific report of EFSA "Compendium of botanicals reported to
contain naturally occurring substances of possible concern for human health when used in
food and food supplements"’, Equisetum arvense L. is included in the Annex B which concerns
"cases where some data were available, but the Scientific Committee could not identify
substances of concern, or other reasons for the inclusion in the compendium™.

The same report underlines that Annex B cannot be considered as a list of “safe botanicals”
for use in food supplements, since the Compendium has identified possible hazards in a non-
exhaustive way and no risk assessment had been performed. However, it is also stressed that
both the compendium and Annex B are of particular use for Tier 1 of the safety assessment
framework for specific botanical preparations, as described in the above-mentioned guidance.

In addition, Equisetum arvense L. was also examined within the context of Regulation (EC)
No 1924/2006 on nutrition and health claims made on foods®.

When used for plant protection, Equisetum arvense L. is produced from a decoction in water of
dried edible aerial sterile stems of the native European widespread species of pteridophytes.

Guidance on Safety assessment of botanicals and botanical preparations intended for use as
ingredients in food supplements EFSA Scientific Committee EFSA Journal 2009; 7(9) :1249.

European Food Safety Authority; Compendium of botanicals reported to contain naturally
occurring substances of possible concern for human health when used in food and food
supplements. EFSA Journal 2012;10(5):2663. [60 pp.] doi:10.2903/j.efsa.2012.2663. Available
online: www.efsa.europa.eu/efsajournal.

8  EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA) EFSA Journal 2009; 7(9) : 1289 doi:
10.2903/j.efsa.2009.1289.



http://www.efsa.europa.eu/efsajournal



The rate of application and the conditions of use which are described in detail in Appendices |
and II, would not lead to concerns for human health. Furthermore, no residues are expected and
the conditions of use would not significantly increase the background level due to natural
occurrence of the plant.

Hence, on the basis of the risk assessment approach described in the EFSA guidance on safety
assessment of botanicals, and considering the use in plant protection and the level of exposure
deriving from such use, it can be concluded that the information provided is sufficient to
consider Equisetum arvense L. as basic substance.

Equisetum arvense L. is not a substance of concern, does not have an inherent capacity to cause
endocrine disrupting, neurotoxic or immunotoxic effects and is not predominantly used for plant
protection purposes but nevertheless is useful in plant protection in a product consisting of the
substance and water. Finally, it is not placed on the market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix 1l to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

4. Identity and biological properties
The main properties of Equisetum arvense L. are given in Appendix .

It has been established that for the Equisetum arvense L. as notified by the applicant none of the
manufacturing impurities considered are, on the basis of information currently available, of
toxicological or environmental concern.

Specifications laid down in the European Pharmacopeia must be complied with.

Distinction must be made between Equisetum arvense L. and Equisetum palustris L. and other
species, following visual identification see also EU Pharmacopeia and application
documentation.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of Equisetum arvense L.

Equisetum arvense L. must be identified by given specifications in Appendix | and must be used
in compliance with method of preparation and condition of use as reported in Appendices I and
I





The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being fungicide having an eliciting action on the crop's self-
defence mechanisms are approved;

- Use of aerial sterile stems and extraction carried out with water via decoction in compliance
with conditions specified and dilution explained in Appendices I and I1.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

The identification of Equisetum arvense L. as edible means that Regulation (EC) No 178/2002
on food safety applies and consequently this includes the respect to maximum permissible levels
of chemical and biological contaminants legally set for this type of food supplement.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments, as well as of the results of the examination of any
information referred to the Commission in the framework of Article 23 of Regulation (EC)
No 1107/2009. Any such adaptation will be finalised in the Standing Committee on the Food
Chain and Animal Health, in connection, as appropriate, with any amendment of the
approval conditions for Equisetum arvense L. in Part C of Annex of the Regulation (EC)
No 540/2011 °,

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants
but also potential users of the substance on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make
available such report to general public and operators by means of their national relevant
websites and by any other appropriate form of communication to ensure that the information
reaches potential users.

® QJL153,11.6.2011, p. 1-186.





APPENDIX |

Identity and biological properties

EQUISETUM ARVENSE L.

Common name (1SO)

Not relevant

Chemical name (IUPAC)

Not relevant

Chemical Name. (CA)

Not relevant

Botanical classification

Equisetum arvense L.

fam. Equisetaceae, it is a widespread pteridophyte
distributed in the northern hemisphere.

Common names

Synonyms: Equiseti herba (European Pharmacopoeia);
Field horsetail, Common horsetail; Préle des champs
(French); Schachtelhalm (German); Coda cavallina
(Italian); Heermoes (Dutch).

Part used

Edible part: sterile aerial stems.

Distinction must be made between Equisetum arvense L.
and Equisetum palustris L. and other species following
visual identification see also EU Pharmacopeia and
application documentation.

CAS No

Not relevant

CIPAC No and EEC No

Not relevant

FAO SPECIFICATION

Not relevant

Purity

European Pharmacopeia

Molecular formula

Not relevant

Molecular mass and structural
formula

Not relevant






Mode of Use

sterile aerial caules and leaves of Equisetum arvense L. are
used as cut dried plant to prepare a water decoction.

Preparation to be used

The decoction is made of boiling water as follows: 200 g of
the aerial part of Equisetum arvense L. dry plant are
macerated in 10 litres of water for 30 minutes (soaking)
and then boiled for 45 minutes.

After cooling down, the decoction is filtrated with a fine
sieve and then further diluted by 10 with water.

Therefore, the theoretical concentration of aerial part dry
plant present in the decoction is 20 g/L, which is then
diluted by 10, hence 2 g/L in the final preparation applied
on plants.

The preparation so made has to be applied within
maximum 24 hours, to avoid oxygenation and potential
microbiological contamination which may occur during the
storage.

The solvent for extraction and preparation is water (spring
water or rainwater) and the pH is 6.5.

Function of plant protection

Fungicide.






APPENDIX 11

List of uses supported by available data

EQUISETUM ARVENSE L.

Crop and/ Memb Pests or Formulation Application Application rate Total
er =
or situation Ef:éz‘glte group of pests rate
State | ¢ G PHI Remarks*
@ Equisetu controlled | TYpe | Conc of |Method | Growth No. of Interval Total rate each | gai/ha
or |m arvense| or . kind stage & | application between application min (days)
L as © a.l. season min/max | applications |g a.i/hl
g\r{nallab'lcﬁe I minmax | Water I/ha gai/ha max )
Count market g/kg 0] (3] (min) min max _
id (b) (d-f) (f-h) (g/hl) min max (g/ha)
(i) (@ha)() 0)
Fruit trees F | Foliar fungi like plant
Apple fruit scab Erom homogenate
(Malus disease:Venturi Disper green extracted with
pumila, Malus a inaequalis, sibrl’e leaf tip hot water and
domestica) Homogen Powdery foliar (BBCH 500 1000 2000 filtered to be
ate of mildews: applicat | 53) to 7 200 used
Peach-tree | France | EdUiSetu Podosphaera C?nfe 2 jon flowers 2-6 to to to None
(Prunus) arv?nse leucotricha ntrate sprayin (fchiiE\:gH days 24 h aﬂ?r
persica g preparation
L. Peach leaf curl | (DC)* 67) 1000 2000 12000
) ( see Appendix
Taphrina Spring 1)
deformans






Crop and/ Memb Pests or Formulation Application Application rate Total
er =
or situation Example group of pests rate
product
State | ¢ G PHI Remarks*
(@ Equisetu controlled | TYPe | Conc of |Method | Growth No. of Interval Total rate each | ga.i.ha
or m arvense | or . kind stage & | application between application min (days)
L as © a.l. season min/max | applications [g a.i/hl
g\r/]a”abl‘;e I minmax | Water I/ha gai/ha max m
Count market g/kg ()] (k) (min) min max .
ry (b) (d-f) (f-h) (g/hl) min max (g/ha)
(i) (@ha)(l) 0)
Grapevine F Downy Disper foliar From 1% plant
mildews: sible applicat | shoots homogenate
Vitis Plasmopara ion (BCH10) extracted with
Homogen viticola, Conce sprayin | to cluster 100 200 400 hot water and
vinifera ate of ntrate g tightenin - filtered to be
; g used
France Equrlnsetu lr’noilvc\jlgsvré’ o0y 2 (BBCH57 2-6 200 to to to None
arvense * ) days 24 h after
L. Erysiphe _ 300 600 3600 preparation
necator Spring to
summer (see Appendix
N
Cucumber G Powdery Disper From plant
mildews: sible (9th leaf homogenate
roots Podosphaera Root | unfolded extracted with
xhantii Conce feeding | on main hot water and
Cucumis Homogen ntrate gppllcat stem — filtered to be
Egheis%ftu Root fungi on e 1%?tCoH9 34 sed
sativus France m ‘ (DC)** 2 foli or more 2 200 300 600 1200 | 15 days
* oliar ) 24 h after
Like common ) days )
arVﬁnse root rot applicat prlr_gary preparation
' seedling blight Sp'roa”in choots
Pythium spp. gy visible ( see Appendix
(BBCH49 )
)






Crop and/ Memb Pests or Formulation Application Application rate Total
er =
or situation E;((?&Félte group of pests rate
State | b G PHI | Remarks*
@ Equisetu controlled | Type | Conc of |Method | Growth No. of Interval Total rate each | ga.i/ha
or | m arvense| or ) kind | stage & | application | between application M (days)
L as © a.l. season min/max | applications [g a.i/hl
g\r/]a”abl‘;e I minmax | Water I/ha gai/ha max m
Count market g/kg ()] (k) (min) min max _
ry (b) (d-f) (f-h) (g/hl) min max (g/ha)
() (a/ha)(l) ()
Tomato F early blight: Disper plant
sible First homogenate
Lycopersicum Alternaria infloresc extracted with
Homogen solani Conce ol ence hot water and
ate of ntrate oliar - filtered to be
esculentum Equiset o applicat | Visible 14 used
France qurlnse u Segtorla blight - 2 ion (BB)CH 2 200 300 600 1200 | 15 days
eptorla sprayin 51) to d
arvense lycopsersici * P gy BBCH 59 e 24 h after
L. preparation
Summer .
( see Appendix
N

** The product cannot be applied in case of hot temperature. It is used in case of rainy period
*** The product is a plant homogenate extracted with hot water and filtered (decoction)

@

(b)
©
(d)
®
®
@
(h)

For uses where the column ,,Remarks. As above or other conditions to take into account

For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the use
situation should be described (e.g. fumigation of a structure)

Outdoor or field use (F), greenhouse application (G) or indoor application (I)

e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor
e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc..

GCPF Codes — GIFAP Technical Monograph N° 2, 1989

All abbreviations used must be explained

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of equipment
used must be indicated

(i) g/kg or g/L. Normally the rate should be given for the substance (according to 1ISO)

(j) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4),
including where relevant, information on season at time of application

(k) Indicate the minimum and maximum number of application possible under practical conditions of use

(I) The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of
200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha

(m) PHI - minimum pre-harvest interval

10
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NARIADENIA

VYKONAVACIE NARIADENIE KOMISIE (EU) & 916/2014
z 22. augusta 2014,

ktorym sa v silade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uvidzani
pripravkov na ochranu rastlin na trh schvaluje i¢innd litka sacharéza a ktorym sa meni priloha
k vykondvaciemu nariadeniu Komisie (EU) & 540/2011

(Text s vyznamom pre EHP)
EUROPSKA KOMISIA,
so zretefom na Zmluvu o fungovani Eurépskej dnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktébra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedze

(1)  V stilade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 24. aprila 2013 dorucend od spolo¢-
nosti ITAB Ziadost o schvélenie litky sachardza ako zdkladnej latky. K uvedenej Ziadosti boli pripojené informacie
pozadované v ¢lanku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,irad“) o vedeckii pomoc. Urad predlozil
Komisii 12. jiina 2014 technickd spravu o dotknutej litke (2). Komisia predlozila Stdlemu vyboru pre rastliny,
zvieratd, potraviny a krmivd 11. jala 2014 reviznu spravu (°) a ndvrh tohto nariadenia o schvéleni sacharézy.

(3)  Dokumentacia poskytnuta Ziadatelom svedéi o tom, sacharéza splha kritérid potravin podla definicie v clanku 2
nariadenia Eurdpskeho parlamentu a Rady (ES) ¢. 178/2002 (). Aj ked sa nepouziva predovietkym na tcely
ochrany rastlin, je uZito¢nd pri ochrane rastlin v pr1pravku, ktory sa skladd z tejto litky a vody. Preto ju treba
povazovat za zdkladnt latku.

4 z Vykonan)’fch preskimani vyplyva, Ze v prl’pade sacharézy mozno ocakévat, Ze vo vieobecnosti spifia poziadavky
stanovené v ¢lanku 23 nariadenia (ES) ¢. 1107/2009, najmd pokial ide o jej poutzitie, ktoré bolo preskimané
a podrobne opisané v reviznej sprave Komisie. Preto j je vhodné schvilit sacharézu ako zékladni latku.

(5)  V stilade s ¢linkom 13 ods. 2 v spojeni s ¢linkom 6 nariadenia (ES) ¢. 1107/2009 a vzhladom na stcasné
vedecké a technické poznatky je potrebné stanovit urcité podmienky schvélenia, ktoré st uvedené v prilohe I
k tomuto nariadeniu.

(6)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu
Komisie (EU) ¢. 540/2011 (*) mala zodpovedajicim sposobom zmenit.

(7)  Opatrenia stanovené v tomto nariaden{ st v stlade so stanoviskom Stdleho vyboru pre rastliny, zvieratd, potra-
viny a krmiva,

() U.v.EUL 309, 24.11.2009,s. 1.

() Vysledok konzultdcii s ¢lenskymi $tatmi a Eurdpskym tradom pre bezpe¢nost potravin (EFSA), pokial ide o Ziadost tykajiicu sa zékladnej
latky sachardza, a zdvery EFSA ku konkrétnym vznesenym otdzkam. 2014:EN-616.27 s.

() http://ec.europa.eu/sanco_pesticides/public/?event=homepage.

(*) Nariadenie Europskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. ]anuara 2002, ktorym sa ustanovuju vSeobecné zdsady a p021adavky
potravinového prava, zriaduje Eurépsky trad pre bezpecnost potravin a stanovuji postupy v zdlezitostiach bezpecnosti potravin
(U.v.ESL31,1.2.2002,s. 1).

() Vykondvacie nariadenie Komisie (EU) & 540/2011 z 25. m4ja 2011, ktorym sa vykondva nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvalenych t¢innych litok (U. v. EUL 153, 11.6.2011,s. 1).



http://ec.europa.eu/sanco_pesticides/public/?event=homepage
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PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej latky

Zékladna latka sachardza $pecifikovand v prilohe I sa schvaluje za podmienok stanovenych v uvedenej prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Cast C prilohy k vykondvaciemu nariadeniu (EU) ¢. 540/2011 sa men v stlade s prilohou IT k tomuto nariadeniu.

Cldnok 3
Nadobudnutie dcinnosti a ditum uplatiiovania

Toto nariadenie nadobtida a¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnite[né vo vsetkych ¢lenskych
Statoch.

V Bruseli 22. augusta 2014

Za Komisiu
predseda
José Manuel BARROSO





PRILOHA I

Bezny nézov, identifikacné

Cisla

Nézov IUPAC

Cistota (1)

Détum schviélenia

Osobitné ustanovenia

Sachar6za
CAS ¢.: 57-50-1

a-D-glukopyranosyl-(1—2)--D-fruk-
tofuranosid alebo p-D-fruktofura-
nosyl-(2—1)-a-D-glukopyranosid

potravinova
akostna trieda

1. janudra 2015

St schvélené len pouzitia ako zdkladnej latky, ktord je sptstacom prirodnych
obrannych mechanizmov plodin.

Sacharéza sa moze pouzivat v stlade s osobitnymi podmienkami, ktoré sd
zahrnuté v zdveroch reviznej spravy o sachardze (SANCO/11406/2014),
a najmi v jej dodatkoch I a II, v zmysle znenia finalizovaného Stdlym
vyborom pre rastliny, zvieratd, potraviny a krmivd 11. jula 2014.

(1) Dalgie podrobnosti o identite, $pecifikdcii a spdsobe pouzitia zédkladnej latky st uvedené v reviznej sprave.

V &asti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 5402011 sa dopliia tento zdznam:

PRILOHA Il

Pocet

Bezny nédzov,
identifikacné ¢&isla

Nézov IUPAC

Cistota (1)

Détum schvélenia

Osobitné ustanovenia

.3 Sachardza

CAS ¢.: 57-50-1

a-D-glukopyranosyl-(1—2)-f-D-fruk-
tofuranosid alebo f-D-fruktofura-
nosyl-(2—1)-a-D-glukopyranosid

potravinova
akostnd trieda

1. janudra 2015

St schvilené len pouzitia ako zdkladnej latky, ktord je sptstacom prirod-
nych obrannych mechanizmov plodin.

Sachardza sa moze pouzivat v silade s osobitnymi podmienkami, ktoré st
zahrnuté v zdveroch reviznej spravy o sacharéze (SANCO[11406/2014),
a najmid v jej dodatkoch I a II, v zmysle znenia finalizovaného Stdlym
vyborom pre rastliny, zvieratd, potraviny a krmiva 11. jala 2014.

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.
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		VYKONÁVACIE NARIADENIE KOMISIE (EÚ) č. 916/2014 z 22. augusta 2014, ktorým sa v súlade s nariadením Európskeho parlamentu a Rady (ES) č. 1107/2009 o uvádzaní prípravkov na ochranu rastlín na trh schvaľuje účinná látka sacharóza a ktorým sa mení príloha k vykonávaciemu nariadeniu Komisie (EÚ) č. 540/2011 (Text s významom pre EHP) 
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EUROPEAN COMMISSION
HEALTH AND CONSUMERS DIRECTORATE-GENERAL

Safety of the Food Chain
Chemicals, contaminants, pesticides

COMMISSION STAFF WORKING DOCUMENT!

Basic Substance

sucrose
SANCO/11406/2014— rev. 2
11 July 2014

Final

Review report for the basic substance sucrose
Finalised in the Standing Committee on Plants, Animals, Food and Feed at its meeting on
11 July 2014
in view of the approval of sucrose as basic substance in accordance with Regulation (EC)
No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of sucrose made in the
context of the assessment of the substance provided for in Article 23 of Regulation (EC)
No 1107/2009% concerning the placing of plant protection products on the market, with a view
to the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 24 April 2013 an application from ITAB, hereafter referred to as the
applicant, for the approval of the substance sucrose as basic substance.

The application and attached information were distributed to the Member States and
European Food Safety Authority (EFSA) for comments. The applicant was also allowed to
address collated comments and provide further information to complete the application, which
was finalised in the new version of February 2014.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
sucrose on 12 June 2014°.

Does not necessarily represent the views of the Commission.

0J L 309, 24.11.2009, p. 1-50.

European Food Safety Authority, 2013; Outcome of the consultation with Member States and EFSA on the
basic substance application for sucrose and the conclusions drawn by EFSA on the specific points raised.
EFSA supporting publication 2014:EN-616. 27 pp.





The Commission examined the application, the comments by Member States and EFSA and
the EFSA Technical report on the substance together with the additional information and
comments provided on it by the applicant, before finalising the current draft review report,
which was referred to the Standing Committee on Plants, Animals, Food and Feed for
examination. The draft review report was finalised in the meeting of the Standing Committee
of 11 July 2014.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to
be part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU) No 916/2014°
concerning the approval of sucrose as basic substance under Regulation (EC) No 1107/20009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with
respect to the responsibility of operators, following the approval of sucrose as basic substance,
operators are responsible for using it for plant protection purposes in conformity with the legal
provisions of Regulation (EC) No 1107/2009 and with the conditions established in the
sections 4, 5 and Appendixes | and Il of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in
line with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a
consequence, no further assessment will be carried out on such products. However, the
Commission may review the approval of a basic substance at any time in conformity with the
provisions of Article 23(6) of Regulation (EC) No 1107/20009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be

expected that sucrose fulfils the criteria of Article 23.

Sucrose is the common name for a-D-glucopyranosyl-(1—2)-B-D-fructofuranoside or -D-

fructofuranosyl-(2— 1)-a-D-glucopyranoside.

4 0QJL251,23.8.2014, p. 16-18.

> QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European

Food Safety Authority and laying down procedures in matters of food safety.





Sucrose fulfils the criteria of a ‘foodstuff’ as defined in Article 2 of Regulation (EC)
No 178/2002. Codex Alimentarius Commission standard exists for sugars, including sucrose
(CODEX STAN 212-1999 Codex standard for sugars, adopted in 1999, amendment in 2001).

Considering the EFSA conclusions on the basic substance application for sucrose, the rate of
application and the conditions of use which are described in detail in Appendix | and Il, it is
concluded that the use of sucrose would not lead to concerns for human health. Furthermore, no
residues are expected as the conditions of use would not significantly increase the background
level due to the natural occurrence of the substance.

Sucrose is not a substance of concern and does not have an inherent capacity to cause endocrine
disrupting (according to the interim criteria in Regulation 1107/2009), neurotoxic or immune-
toxic effects and is not predominantly used for plant protection purposes but nevertheless is
useful in plant protection in a product consisting of the substance and water. Finally, it is not
placed on the market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix 1l to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

The following point was considered as open by EFSA (2014) for sucrose, however the risk is
considered small or negligible for the following reason:

— Natural back ground levels of sucrose in different environmental compartments. It is
considered that the conditions of use would not significantly increase the background
level due to the natural occurrence of the substance and the low application dose per
hectare.

4. Identity and biological properties
The main properties of sucrose are given in Appendix I.
The active substance shall have a purity as food grade.

It has been established that for sucrose as notified by the applicant, no relevant impurities are
considered, on the basis of information currently available, of toxicological, ecotoxicological or
environmental concern.





5. Particular conditions to be taken into account in relation to the uses as basic
substance of sucrose

Sucrose must be identified by the specifications given in Appendix | and must be used in
compliance with conditions of supported uses as reported in Appendixes I and 1.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being an elicitor of the crop's self-defence mechanisms
are approved.

Use of sucrose must be in compliance with conditions specified in the Appendixes | and 11 of this
review report and the maximum application rate of sucrose for a single treatment is: 10 g/ha.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

The identification of sucrose as food ingredient implies that the Regulation (EC) No 178/2002 on
food safety applies.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on
Plants, Animals, Food and Feed, as appropriate, in connection with any amendment of the
approval conditions for sucrose in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants
but also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make
available such report to the general public and operators by means of their national relevant
websites and by any other appropriate form of communication to ensure that the information
reaches potential users.





APPENDIX |

Identity and biological properties

SUCROSE
Common name (1SO) sucrose
Chemical name (IUPAC) a-D-glucopyranosyl-(1—2)-p-D-fructofuranoside or p-D-
fructofuranosyl-(2—1)-a-D-glucopyranoside
Chemical Name. (CA) a-D-glucopyranosyl-(1+2)-p-D-fructofuranoside
Common names Sucrose; Saccharose (UK, French); Zucker (German);

Zucchero (Italian); Suiker (Dutch), azlcar/sacarosa (Spanish)

CAS No

57-50-1

CIPAC No and EEC No

200-334-9

FAO SPECIFICATION

CODEX STAN 212-1999

Minimum purity

Food grade

Molecular formula

C12H22011

Relevant impurities

Not applicable

Molecular mass and structural
formula

342.296 g/mol






Mode of Use Sucrose as specified above to be used in cold water solution
for application on various crops as listed in Appendix II.

Preparation to be used Sucrose to be diluted in compliance with rate of application
reported in Appendix I1.

Function of plant protection Elicitor, having an insecticidal effect via the stimulation of
natural defence mechanisms.






APPENDIX 11

SUCROSE
- Application rate per Total
Example Product Application treatment rate
Crop product F g
and/for Member | nameas | G Target Cg?c Method Growth | Number | Interval | ga.i/hl | Water | gai/ha | ai/ha (gal;ls) Remarks
situation State available | 1 © Type ai kind stage and min between min I/ha min min m) *
() onthe | (b) (d-f) I (-h) season** max | applications | max min max max
market g(i)g I0) (k) (min) @hl) | max | (g/ha) (1) (g(/lf;a)
From
: Foliar spring
vopple fiult fruits borer like application | BBCH | 7 5 600 | 6 | 42 Cold
MaFus F Codling moth: spraying | stage 6 to days* to to to Water
: Cydia pomonella | Water early in to 10 Y 1000 | 10 | 100 .
domestica Soluble 998 the Summer Solution
France | Sucrose to . 1 None | prepared
Powder 1000 morning | stage 65 .
(SP) before From Just
Sweet before
Maize Corn borer: 9 AM the 3 15 6 aoplication
(Sweet corn) F Ostrinia nubilalis (solar BBCH to days* 200 2 to PP
762 Mavs Hbn., time)* stage 4 y 8
Y 12 to 51

@)

(b)
©
()
Q)
@
(h)

For uses where the column ,,Remarks. As above or other conditions
to take into account

For crops, the EU and Codex classification (both) should be taken
into account ; where relevant, the use situation should be described
(e.g. fumigation of a structure)

Outdoor or field use (F), greenhouse application (G) or indoor
application (1)

e.g. pests as biting and suckling insects, soil born insects, foliar
fungi, weeds or plant elicitor

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule
(GR) etc..

GCPF Codes — GIFAP Technical Monograph N° 2, 1989

All abbreviations used must be explained
Method, e.g. high volume spraying,
spreading, dusting, drench

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant,
between the plant — type of equipment used must be indicated

low volume spraying,

0]
0]
(k)
M

g/kg or g/L. Normally the rate should be given for the active
substance (according to ISO)

Growth stage at last treatment (BBCH Monograph, Growth Stages of
Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where
relevant, information on season at time of application

Indicate the minimum and maximum number of application possible
under practical conditions of use

The values should be given in g or kg whatever gives the more
manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or
12.5 g/ha instead of 0.0125 kg/ha

(m) PHI - minimum pre-harvest interval
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VYKONAVACIE NARIADENIE KOMISIE (EU) 2015/762
z 12. mdja 2015,

ktorym sa v siilade s nariadenim Eur6pskeho parlamentu a Rady (ES) ¢ 1107/2009 o uvdadzani
pripravkov na ochranu rastlin na trh schvaluje d¢innd litka hydrox1d vapenaty a ktorym sa meni
priloha k vykondvaciemu nariadeniu Komisie (EU) & 5402011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurdpskej tnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktdbra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedze:

(1)  V sulade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 19. septembra 2012 od spolo¢nosti
European Group of the International Federation of Organic Agriculture Movements (IFOAM) dorudend ziadost
o schvilenie latky hydroxid vdpenaty ako zdkladnej litky. K uvedenej Ziadosti boli pripojené informaécie
pozadované v ¢ldnku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky tirad pre bezpecnost potravin (dalej len ,irad) o vedeckd pomoc. Urad predlozil
Komisii technickd spravu o dotknutej litke 16. septembra 2014 (). Komisia predlozila Stdlemu vyboru pre
rastliny, zvieratd, potraviny a krmivd 20. marca 2015 reviznu spravu () a ndvrh tohto nariadenia o schvileni
hydroxidu vapenatého.

(3)  Dokumentdcia poskytnutd ziadatefom a vysledky skiimania vykonaného tiradom sved¢ia o tom, Ze hydroxid
vapenaty splia kritérid potravin podla definicie v ¢lanku 2 nariadenia Eurépskeho parlamentu a Rady (ES)
¢. 178/2002 (*). Aj ked sa nepouziva predovsetkym na ucely ochrany rastlin, je uZito¢ny pri ochrane rastlin
v pripravku, ktory sa skladd z tejto litky a vody. Preto ho treba povazovat za zdkladnd latku.

(4 Z vykonanych preskiimani vyplyva, Ze v pripade ldtky hydroxid vdpenaty mozZno ocakdvat, Ze vo veobecnosti
splha poziadavky stanovené v ¢ldnku 23 nariadenia (ES) ¢. 1107/2009, najma pokial ide o sposoby pouZivania,
ktoré boli preskiimané a podrobne opisané v reviznej sprive Komisie. Preto je vhodné hydroxid vdpenaty schvalit
ako zdkladnd latku.

(5)  Vsilade s ¢lankom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na stcasné
vedecké a technické poznatky je vSak potrebné stanovit urcité podmienky schvdlenia, ktoré st uvedené
v prilohe I k tomuto nariadeniu.

(6)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) ¢. 540/2011 () mala zodpovedajiicim sposobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v silade so stanoviskom Stdleho vyboru pre rastliny, zvierata,
potraviny a krmiva,

() U.v.EUL 309, 24.11.2009,s. 1.

(*) Outcome of the consultation with Member States and EFSA on the basic substance application and its update on calcium hydroxide for
use in plant protection against fungal diseases on pome fruit. EFSA supporting pubhcatlon 2014:EN-655.63s

() http:/Jec.europa.eu/sanco_pesticides/public/?event=activesubstance. selp ction&language=EN

(*) Nariadenie Europskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. ]anuara 2002, ktorym sa ustanovuju vSeobecné zdsady a p021adavky
potravinového prava, zriaduje Eurépsky trad pre bezpecnost potravin a stanovuji postupy v zdlezitostiach bezpecnosti potravin
(U.v.ESL31,1.2.2002,s. 1).

() Vykondvacie nariadenie Komisie (EU) & 540/2011 z 25. m4ja 2011, ktorym sa vykondva nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvalenych t¢innych litok (U. v. EUL 153, 11.6.2011,s. 1).



http://ec.europa.eu/sanco_pesticides/public/?event=activesubstance.selection&language=EN
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PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej latky

Zékladna latka hydroxid vdpenaty $pecifikovand v prilohe I sa schvaluje za podmienok stanovenych v uvedenej prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Cast C prilohy k vykondvaciemu nariadeniu (EU) ¢. 540/2011 sa men v siilade s prilohou Il k tomuto nariadeniu.

Cldnok 3
Nadobudnutie d¢innosti a ditum uplatiiovania
Toto nariadenie nadobtida G¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Uplatiiuje sa od 1. jula 2015.

Toto nariadenie je zdvdzné v celom rozsahu a priamo uplatnite[né vo vsetkych clenskych
Stdtoch.

V Bruseli 12. mdja 2015

Za Komisiu
predseda
Jean-Claude JUNCKER





PRILOHA I

Bezny nézov, identifikacné

o Nézov IUPAC
Cisla

Cistota (1)

Détum schvélenia

Osobitné ustanovenia

Hydroxid vdpenaty Hydroxid vdpenaty
CAS ¢. 1305-62-0

920 g/kg

potravinové akostnd trieda

Necistoty, ktoré st z toxikologického hladiska pova-
zované za rizikové a ktorych obsah nesmie prekrocit
stanovené hodnoty (vyjadrené v mg/kg v susine):

Barium 300 mg/kg
Fluorid 50 mg/kg
Arzén 3 mg/kg
Olovo 2 mg/kg.

1.jila 2015

Hydroxid vépenaty sa musi pouzivat v stlade s osobit-
nymi podmienkami, ktoré si zahrnuté v zdveroch
reviznej  sprdvy o  hydroxide  vdpenatom
(SANCO/10148/2015), a najmd v jej dodatkoch T a II,
v zmysle znenia finalizovaného Stdlym vyborom pre
rastliny, zvieratd, potraviny a krmivd 20. marca 2015.

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

8/0T1 1
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PRILOHA Il

V Casti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 5402011 sa dopliia tento zdznam:

Bezny nédzov, identifi-

Cislo N
kacné ¢isla

Nazov [UPAC

Cistota (¥)

Datum schvélenia

Osobitné ustanovenia

4. Hydroxid vdpenaty
CAS ¢. 1305-62-0

Hydroxid vépenaty

920 glkg

potravinové akostnd trieda

Tieto necistoty st z toxikologického hladiska po-
vazované za rizikové a ich obsah nesmie prekrocit
stanovené hodnoty (vyjadrené v mg/kg v susine):

Barium 300 mg/kg
Fluorid 50 mg/kg
Arzén 3 mglkg
Olovo 2 mg/kg.

1.jila 2015

Hydroxid vdpenaty sa musi pouzivat v stilade s oso-
bitnymi podmienkami, ktoré sii zahrnuté v zdveroch
reviznej  sprdvy o  hydroxide  vidpenatom
(SANCO/10148/2015), a najmi v jej dodatkoch I a1l
v zmysle znenia finalizovaného Stilym vyborom
pre rastliny, zvieratd, potraviny a krmivd 20. marca
2015.°

(*) Dalsie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zakladnej létky st uvedené v reviznej sprave.

c1oTeel

[3s ]

own foxysdoang yruisaa Kupeip

6/021 1





		VYKONÁVACIE NARIADENIE KOMISIE (EÚ) 2015/762 z 12. mája 2015, ktorým sa v súlade s nariadením Európskeho parlamentu a Rady (ES) č. 1107/2009 o uvádzaní prípravkov na ochranu rastlín na trh schvaľuje účinná látka hydroxid vápenatý a ktorým sa mení príloha k vykonávaciemu nariadeniu Komisie (EÚ) č. 540/2011 (Text s významom pre EHP) 
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EUROPEAN COMMISSION

DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Safety of the Food Chain
Pesticides and Biocides

COMMISSION STAFF WORKING DOCUMENT!

Basic Substance

Calcium hydroxide
SANCO/10148/2015-rev. 1
20 March 2015

Final Review report for the basic substance Calcium hydroxide
Finalised in the Standing Committee on Plants, Animals, Food and Feed at its meeting on 20
March 2015
in view of the approval of Calcium Hydroxide as basic substance in accordance with Regulation
(EC) No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of Calcium hydroxyde made
in the context of the assessment of the substance provided for in Article 23 of Regulation (EC)
No 1107/2009% concerning the placing of plant protection products on the market, with a view to
the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 19 September 2012 an application from the European group of the
International Federation Organic Agriculture Movements (IFOAM), hereafter referred to as the
applicant, for the approval of the substance Calcium hydroxide as basic substance.

The application and attached information were distributed to the Member States and European
Food Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application, which was finalised in
the new version of November 2014.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

1 . . ..
Does not necessarily represent the views of the Commission.

2 0JL 309, 24.11.2009, p. 1-50.





EFSA submitted to the Commission the results of its work in the form of a technical report for
Calcium hydroxide on 16 September 2014°.

The Commission examined the application, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee of 20 March 2015.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU)2015/762°
concerning the approval of Calcium hydroxide as basic substance under Regulation
(EC) No 1107/20009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of Calcium hydroxide as basic
substance, operators are responsible for using it for plant protection purposes in conformity with
the legal provisions of Regulation (EC) No 1107/2009 and with the conditions established in the
sections 4, 5 and Appendixes | and Il of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/20009.

European Food Safety Authority, 2014; Outcome of the consultation with Member States and EFSA on the
basic substance application and its update on calcium hydroxide for use in plant protection against fungal
diseases on pome fruit. EFSA supporting publication 2014:EN-655. 63 pp.

4 0JL 120, 13.5.2015, p. 6-9.
> QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of

28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, and the comments and further additional information
provided by the applicant to address the open points identified in the Technical report from
EFSA, is that there are clear indications that it may be expected that Calcium hydroxide fulfils
the criteria of Article 23.

Calcium hydroxide is used for several purposes e.g. building material, paper and drinking
water treatments, in agriculture as soil conditioner, in food it is ruled as E526 under
Regulation (EU) No 2008/1333°, as amended, concerning a Union List of food additives
approved for use in food additives, enzymes, flavourings and nutrients.

Calcium hydroxide is considered of essential use in organic farming for its efficacy against
fungus such as Neonectria galligena.

Calcium hydroxide could be regarded as a substance of concern as it is classified being irritant
for the skin, the eye and the respiratory tract. However, the substance is fulfilling the criteria of a
foodstuff as defined in Article 2 of Regulation (EC) No 178/2002; hence, it can be considered as
a basic substance under Article 23(1) of Regulation (EC) No 1107/20009.

Moreover, the supported basic substance use is referring to products currently on the market as
"suspension in water" and packaged and labelled in accordance with Regulation (EC)
No 1272/2008" including among others necessary information with respect to specific
precautionary measures to apply proper risk mitigation measures.

Considering the EFSA conclusions, the rate of application and the conditions of use which are
described in detail in Appendix I and I, it is concluded that the use of calcium hydroxide as
basic substance when carried out respecting precautionary statements for risk mitigation
measures to be taken by the operator, would not lead to harmful effects on human health.
Furthermore, no residues or unacceptable effects on the environment are expected as the
conditions of use would not significantly increase the environmental exposure due to the nature
of the substance and its degradation pathway.

It does not have an inherent capacity to cause endocrine disrupting, neurotoxic or immune-toxic
effects and is not predominantly used for plant protection purposes but nevertheless is useful in
plant protection in a product consisting of the substance and water. Finally, it is not placed on the
market as a plant protection product.

It can be concluded that the intended use of the substance has neither an immediate or delayed
harmful effect on human or animal health nor an unacceptable effect on the environment when
used in accordance with the supported uses as described in section 5 and Appendix Il.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix Il to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

60.J. L.354, 31.12.2008.

70.J. L. 353, 31.12.2008.





Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

4. Identity and biological properties
The main properties of Calcium hydroxide are given in Appendix .

It has been established that for Calcium hydroxide as notified by the applicant, the following
manufacturing impurities are considered, on the basis of information currently available, of
toxicological or environmental concern:

Barium: Not more than 300 mg/kg,
Fluoride: Not more than 50 mg/kg,
Arsenic: Not more than 3 mg/kg,

Lead: Not more than 2 mg/kg.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of Calcium hydroxide

Calcium hydroxide to be used for plant protection must be identified by the specifications given
in Appendix | and must be used in compliance with conditions of supported uses as reported in
Appendixes | and Il and respecting the precautionary statements and safety data sheet of the
products labelled for the market.

The following conditions of use deriving from assessment of the application have to be respected
by users:

- Only uses as basic substance having a fungicide action in accordance with conditions
specified in Appendix | and II;

Users shall respect the conditions of use and precautionary statements reported on the
products safety data sheet, which has to be available at purchase phase, and in
particular, use the prescribed adequate personal protective equipment and take all
precautions to avoid any unacceptable effects on the environment.

The identification of calcium hydroxide as food ingredient implies that the Regulation (EC)
No 178/2002 on food safety applies.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.





7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation (EC)
No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for Calcium hydroxide in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to general public and operators by means of their national relevant websites and by
any other appropriate form of communication to ensure that the information reaches potential
users.





APPENDIX I
Identity and biological properties

CALCIUM HYDROXIDE

Common name (1SO) Calcium Hydroxide

Chemical name (IUPAC) Calcium Hydroxide

Chemical Name. (CA) Calcium dihydroxide

Common names Lime water

CAS No 1305-62-0

CIPAC No and EEC No Not available

FAO SPECIFICATION Not relevant

Minimum purity 920 g/kg

Molecular formula Calcium hydroxide

Relevant impurities Limits set under Directive for food additive ( dry matter):

Barium no more than 300 mg/kg
Fluoride 50 mg/kg
Arsenic 3 mg/kg

Lead 2 mg/kg

Molecular formula and mass | Ca(OH)2 - 74.09 g/mol

Mode of Use Calcium hydroxide as aqueous suspension having
concentration from 24 to 33.12%.

Preparation to be used Calcium hydroxide as fine suspension in water to be used in
compliance with rate of application reported in Appendix II.

Function of plant protection | Fungicide.






APPENDIX II

CALCIUM HYDROXIDE

Crop and/ Eﬁ‘fgﬂﬂe of Pests or Formulation Application of Calcium hydroxide Application rate of Calcium
Calcium F hydroxide
or situation | hydroxide. group of pests
as available G Type Method Growth No. of Interval | L product/ Total rate PHI Remar
@ on = the kind stage & application | between |ha each ks*
market controlled Conc season min/max | applicatio ) application (1)
or - ns a) max. rate
© of a.. 0 @ per Water | kg asha (days)
I a/kg . appl. I/ha min | a) max. rate
= i b) max. total e per appl m
(b) (d-f) (|) rate per b) max. total
crop/season rate per
crop/season
Pome fruit 24% Neonectria Liquid 24% Sprinkler | Leaf b) 2-7 (5-14 a) 104-208 | 5000- | a)25-50 Not relevant
galligena suspension applicatio | drop days) I/ha 10.000 | kg/ha since
(acqueous) n end of L/ha application out
C_)ctober b) 1460 b) 350 | of vegetation
tl;l end I/ha kg/ha period
0
Decemb
er
Pome fruitand | 24% Neonectria Liquid 24% Spray Leaf b) 2-7 5-14 With 500- a) 15-25 Not relevant
stone fruit or galligena an suspension | or applicatio rop ays products at g/ha since
frui i d i licati d days) d 1000 kg/h i
0 other diseases acqueous 0 n enao 0 a application out
33,12% ther di (acqueous) | 33,1296 dof 24% Lh licatior
October b) 175 | of vegetation
tllll end i\/)h63-104 kg/ha period
0 a
Decemb b) 728 I/ha
er
with
products at
33.12%
a)45-76
I/ha
b) 532 I/ha






Example

Crop and/ d Pests or Formulation Application of Calcium hydroxide Application rate of Calcium
product of .
Calcium F hydroxide
or situation | hydroxide. group of pests
as available Type Method | Growth No. of Interval | L product/ Total  rate Remar
@ on *t*he G kind stage & application | between |ha each PHI ks*
market controlled Conc season min/max | applicatio ) t application (1)
or - a) max. rate
(©) OIk al. 0) (k) e perl }%ater | kg as/ha (days)
| g g (f—h) (min) et maa;( m ;)egi))&_rate (m)
®) () b) max. total
i t b) max. total
(d- Croplseason epor
crop/season
Pome fruit | 24% F Neonectria | Liquid 24% | Brush | Winte | b) 1-2 (21 With No |a) Not
and Or galligena suspensi applica |[r to days) | products | extra | 149,04 | relevant
stone fruit | 33 1004 and on or ti_on Marc at24% | wate | kg sincg .
other (acqueous) directly | h r b) application
diseases on a) 450 **x1299,08 | out
33,12 i l/h k f
% prunin a g 0 _
g b) 900 vegetation
wound L/ha period
s and
old with
cancers products
on at 33.12
stems %
* k%
a) 450
I/ha
b) 900
L/ha






* For uses where the column ,,Remarks. As above or other conditions to take into account (i) gf/kg or g/L. Normally the rate should be given for the substance (according to 1SO)

(@) For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the

use situation should be described (e.g. fumigation of a structure) (j) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN

(b) Outdoor or field use (F), greenhouse application (G) or indoor application (1) 3-8263-3152-4), including where relevant, information on season at time of application

(©) e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor

(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc.. (k) Indicate the minimum and maximum number of application possible under practical conditions of use

(e) GCPF Codes — GIFAP Technical Monograph N° 2, 1989 ) The val hould be diven K what ves th b ber (e.g. 200 kgh
All abbreviations used must be explained The values should be given in g or kg whatever gives the more manageable number (e.g. g/ha

g;)) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha

(h) Eggnfugt ggtie;a(ljliléag;céadcast, aerial spraying, row, individual plant, between the plant — type of equipment (m) PHI - minimum pre-harvest interval

** Two products have been used to support the applications. The product lime water for the supported use (Akdolit ) has a content of
a.i. of 24 %

The product Ulmer Kalkmilch has a content of a.i. of 33,12 % of a.i. (36 % Munsterkalk with a.i. 92 %) and is used at the same rate as
the lime water Akdolit.

*** The acqueous solutions in this application are applied with few or without dilution. Here the case without dilution is calculated.
Usually, not all trees are treated with brush application but only injured trees. In the calculation of maximum rate it was assumed that
3.000 trees per ha are treated with 0,15 L product per tree. This means that all trees of an orchard would be treated with several big
wounds, which would be really the maximum rate and in reality is very improbable.







image9.emf
2015-1107-Salix spp.  cortex-SJ.pdf


2015-1107-Salix spp. cortex-SJ.pdf
L 18172 Uradny vestnik Eurépskej tnie 9.7.2015

VYKONAVACIE NARIADENIE KOMISIE (EU) 2015/1107
z 8. jila 2015,

ktorym sa v siillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uviddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka Salix spp cortex a ktorym sa meni
priloha k vykondvaciemu nariadeniu Komisie (EU) &. 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej dnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktébra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedze:

(1)  V stlade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 26. aprila 2013 dorucend od Institut
Technique de I'Agriculture Biologique (ITAB) Ziadost o schvélenie kory z viby bielej (Salix alba) ako zékladnej
latky. K uvedenej Ziadosti boli pripojené informécie pozadované v ¢lanku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,trad“) o odbornd pomoc. Urad predlozil
Komisii 3. jina 2014 (%) technicki sprdvu o predmetnej latke. Komisia predlozila 14. novembra 2014 reviznu
spravu (°) a ndvrh tohto nariadenia Stdlemu vyboru pre rastliny, zvieratd, potraviny a krmivé a sfinalizovala ich
na zasadnuti vyboru 29. mdja 2015.

(3)  Z dokumenticie, ktori poskytol Ziadatel a z vysledkov preskimania vykonaného Eurépskou agentirou pre
lieky () v stlade so smernicou Eurépskeho parlamentu a Rady ¢ 2001/83(ES (°) vyplyva, Ze Salix cortex spliia
kritérid pre tradi¢né rastlinné lieky. Preto sa povazovalo za vhodné rozsirit rozsah Ziadosti z kory z viby bielej
(Salix alba) na Salix spp cortex. Aj ked sa nepouziva predovietkym na tdcely ochrany rastlin, je uZito¢ny pri
ochrane rastlin v pripravku, ktory sa skladd z tejto litky a vody.

(4)  Komisia sa domnieva, ze Salix spp cortex je zdkladnou litkou v silade s ¢lankom 23 nariadenie (ES)
¢. 1107/2009. Salix spp. cortex je Cast rastliny, ktord je v Zivotnom prostredi. V porovnani s expoziciou, s ktorou
sa potita v redlnych prirodzenych situdcidch, sa ocakdva zanedbatelnd Groveri dodato¢nej expozicie Tudi, zvierat
a zivotného prostredia v dosledku pouZziti podrobne opisanych v reviznej sprave.

(5)  Preto mozno ocakdvat, Ze Salix spp cortex bude vo vseobecnosti spliat poziadavky stanovené v clanku 23
nariadenia (ES) ¢. 1107/2009, najma pokial ide o pouzitia, ktoré boli preskiimané a podrobne opisané v reviznej
sprave Komisie. Preto je vhodné schvilit Salix spp cortex ako zakladni latku.

(6)  V stlade s ¢lankom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na stcasné
vedecké a technické poznatky je vSak potrebné stanovit urcité podmienky schvalenia, ktoré st uvedené
v prilohe I k tomuto nariadeniu.

() U.v.EUL 309, 24.11.2009,s. 1.

(}) Vysledok konzultdcif s ¢lenskymi $tdtmi a EFSA o pouZivani kory z viby bielej (Salix alba) ako zdkladnej litky a zdvery EFSA ku
konkrétnym vznesenym otdzkam. 2014: EN-609.34 s.

() http:/[ec.europa.eufsanco_pesticides/public/?event=homepage.

(*) Assessment report on Salicis cortex (willow bark) and herbal preparations) thereof with well-established use and traditional use (Sprava o hodnotent
Salicis cortex (kory z viby) a rastlinného pripravku, resp. pripravkov z nej s osvedéenym a tradicnym pouzitim); EMEA[
HMP(/[295337/2007.

(*) Smernica Eurépskeho parlamentu a Rady 2001/83/ES zo 6. novembra 2001, ktorou sa ustanovuje zdkonnik Spolocenstva
o humannych liekoch (U v.ESL311,28.11.2001,s. 67).



http://ec.europa.eu/sanco_pesticides/public/?event=homepage
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(7)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) €. 540/2011 (%) mala zodpovedajiicim spdsobom zmenit.

(8)  Opatrenia stanovené v tomto nariadeni si v stlade so stanoviskom Stdleho vyboru pre rastliny, zvierata,
potraviny a krmivd,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej ltky

Létka Salix spp cortex $pecifikovand v prilohe I sa schvaluje za podmienok stanovenych v uvedenej prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Cast C prilohy k vykondvaciemu nariadeniu (EU) ¢. 540/2011 sa meni v stlade s prilohou Il k tomuto nariadeniu.

Cldnok 3
Nadobudnutie acinnosti

Toto nariadenie nadobtida t¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnitelné vo vietkych ¢lenskych
§tatoch.

V Bruseli 8. jila 2015

Za Komisiu
predseda
Jean-Claude JUNCKER

(') Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykondva nariadenie Eur6pskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvélenych t¢innych latok (U. v. EUL 153, 11.6.2011, s. 1).





PRILOHA I
. Be?‘?Y' N4zov, Nazov IUPAC Cistota () Détum schvélenia Osobitné ustanovenia
identifika¢né ¢&isla
Salix spp cortex neuplatiiuje sa Eurdpsky liekopis 1.jal 2015 Salix cortex sa musi pouzivat v stlade s osobitnymi podmien-
CAS ¢.: nepridelené kami, ktoré st uvedené v zdveroch reviznej spravy o Salix spp
¢. CIPAC: nepridelené cortex (SANCO[12173/2014), a najmi v jej dodatkoch I a II.

(1) Dalsie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

PRILOHA Il

V casti C prilohy k vykondvaciemu nariadeniu (EU) &. 540/2011 sa doplia tento zdznam:

Cislo _ Bezny nazov, Nézov ITUPAC Cistota (*) Ditum schvélenia
identifika¢né ¢isla

Osobitné ustanovenia

W/ Salix spp cortex neuplatiluje sa Eurépsky liekopis 1.jal 2015
CAS ¢.: nepridelené
¢. CIPAC: nepridelené

Salix cortex sa musi pouzivat v stlade s osobitnymi podmien-
kami, ktoré st uvedené v zdveroch reviznej spravy o Salix spp
cortex (SANCO(12173/2014), a najmd v jej dodatkoch I a IL.“

(*) Dalsie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zdkladnej litky st uvedené v reviznej sprave.

v/[181 1

[3s ]

own foxysdoang yruisaa Aupein
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EUROPEAN COMMISSION

DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY
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Final

Review report for the basic substance Salix spp cortex finalised in the Standing Committee on
Plants, Animals Food and Feed at its meeting on 29 May 2015
in view of the approval of Salix spp cortex as basic substance in accordance with Regulation (EC)
No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of Salix sppcortex, made in the
context of the assessment of the substance provided for in Article 23 of Regulation (EC) No
1107/2009° concerning the placing of plant protection products on the market, with a view to the
possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 26 April 2013 an application from ITAB (Institut Technique de
I'Agriculture Biologique), hereafter referred to as the applicant, for the approval of the substance
Salix alba bark as basic substance.

The application and attached information were distributed to the Member States and European Food
Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application which was finalised in the
new version of February 2014.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to the EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for Salix
alba bark on 3 June 2014°,

Does not necessarily represent the views of the Commission.

0J L 309, 24.11.2009, p. 1-50.

Outcome of the consultation with member States and EFSA on the basic substance application for Salix alba
bark and the conclusions drawn by EFSA on the specific points raised. 2014:EN-609. 34pp.





The Commission examined the application, the comments by Member States and EFSA and the
EFSA technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was referred
to the Standing Committee on Plants, Animals, Food and Feed, for examination. The draft review
report was finalised in the meeting of the Standing Committee on 29 May 2015.

Given the importance of the EFSA technical report, the comments, additional information and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of Commission Implementing Regulation (EU) 2015/1107 * concerning the
approval of Salix spp cortex as basic substance under Regulation (EC) No 1107/2009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect to
the responsibility of operators, following the approval of Salix spp cortex as basic substance,
operators are responsible for using it for plant protection purposes in conformity with the legal
provisions of Regulation (EC) No 1107/2009 and the conditions established in the sections 4, 5 and
Appendices | and Il of this review report.

EFSA will make available to the public all background documents and the final Technical Report of
EFSA as well as the application without the Appendices and excluding any information for which
confidential treatment is justified in accordance with the provisions of Article 63 of Regulation (EC)
No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with the derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review the
approval of a basic substance at any time in conformity with the provisions of Article 23(6) of
Regulation (EC) No 1107/2009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried out
with the scientific assistance of EFSA, and the comments and further additional information
provided by the applicant to address the open points identified in the Technical Report from EFSA,
is that there are clear indications that it may be expected that Salix alba bark fulfils the criteria of
Article 23.

Salix alba is a species of willow native to Europe and western and central Asia.

* 0JL181,9.7.2015, p. 72-74.

> QJL 31, 1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





The use of Salix cortex is recognised both as well-established and as traditional use in several EU
countries and has been in medicinal use for a period of at least 30 years as requested by
Directive 2001/83/EC® regarding traditional herbal medicinal products. A conclusion’ from EMA
on the assessment of Salix cortex (willow bark) as herbal medicine is available. It was therefore
considered appropriate to extend the scope of the application from Salix alba bark to Salix spp
cortex.

When used for plant protection, Salix spp cortex is produced from an infusion in water of dried
aerial part of Salix.

The rate of application and the conditions of use which are described in detail in Appendices | and
I1, would not lead to concerns for human health. Furthermore, no residues are expected and the
conditions of use would not significantly increase the background level due to natural occurrence
of the plant.

Hence, considering the use in plant protection and the level of exposure deriving from such use,
it can be concluded that the information provided is sufficient to consider Salix spp cortex as
basic substance.

Salix spp cortex is not considered to be a substance of concern according to Regulation (EC)
No 1107/2009 as its constituents which might raise concern will not present more than 0.1 % w/w
in the dilution applied on the field. Salix spp cortex does not have an inherent capacity to cause
endocrine disrupting (according to the interim criteria in Regulation 1107/2009), neurotoxic or
immunotoxic effects and is not predominantly used for plant protection purposes but nevertheless is
useful in plant protection in a product consisting of the substance and water. Finally, it is not placed
on the market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on human
or animal health nor an unacceptable effect on the environment when used in accordance with the
supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported by
the applicant and mentioned in the list of uses supported by available data (attached as Appendix Il
to this review report) and therefore, they are also subject to compliance with the particular
conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy the
requirements of Article 23 of Regulation (EC) No 1107/2009.

4. Identity and biological properties
The main properties of Salix spp cortex are given in Appendix I.

Specifications laid down in the European Pharmacopeia must be complied with.

Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community
code relating to medicinal products for human use (OJ L 311, 28.11.2001, p. 67).

Assessment report on Salicilis cortex (willow bark) and herbal preparation(s) thereof with well-established use
and traditional use; EMEA/HMPC/295337/2007.





5. Particular conditions to be taken into account in relation to the uses as basic
substance of Salix spp cortex.

Salix spp cortex must be identified by given specifications in Appendix | and must be used in
compliance with method of preparation and condition of use as reported in Appendices | and I1.

The following conditions for use deriving from assessment of the application have to be respected
by users:

- Only uses as basic substance being fungicide having an eliciting action on the crop's self-
defence mechanisms are approved,

- Use of bark and extraction carried out with water via infusion in compliance with conditions
specified and dilution explained in Appendices I and .

On the basis of the proposed and supported uses (as listed in Appendix 1), no particular issues have
been identified.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments, as well as of the results of the examination of any
information referred to the Commission in the framework of Article 23 of Regulation (EC)
No 1107/2009. Any such adaptation will be finalised in the Standing Committee on the Plants,
Animals, Food and Feed, in connection, as appropriate, with any amendment of the approval
conditions for Salix spp cortex in Part C of Annex of the Regulation (EC) No 540/2011 .

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a basic
substance will not be placed on the market as a plant protection product and hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users of the substance on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and by
any other appropriate form of communication to ensure that the information reaches potential users.

8 0QJL153,11.6.2011, p. 1-186.





APPENDIX |

Identity and biological properties

SALIX SPP CORTEX

Common name (1SO)

Not relevant

Chemical name (IUPAC)

Not relevant

Chemical Name. (CA)

Not relevant

Botanical classification Salix L.
Part used bark
CAS No Not relevant

CIPAC No and EEC No

Not relevant

FAO SPECIFICATION

Not relevant

Purity

European Pharmacopeia

Molecular formula

Not relevant

Molecular mass and structural
formula

Not relevant

Mode of Use

bark of Salix is used to prepare a water infusion.

Preparation to be used

30 L of natural or rain water is brought to simmering in a
stainless steel tank with cover, at 80°C infuse 200 g of
Salix spp cortex for 2 hours.

After cooling down, and filtration with a stainless steel
sieve, adjust pH to 6.2 and proceed the dilution by 3 with
water.

Therefore, the theoretical concentration of Salix spp
cortexpresent in the infusion is 6.67 g/L, which is then
diluted by 3, hence 2.22 g/L in the final preparation applied
on plants.

The preparation so made has to be applied within
maximum 24 hours, to avoid potential microbiological
contamination which may occur during the storage.

The solvent for extraction and preparation is water (spring
water or rainwater) and the pH is 6.2.

Function of plant protection

Fungicide.






APPENDIX 1l
List of uses supported by available data

SALIX SPP CORTEX
Product Application Application rate per Total
Crop F treatment . raFe ol
and/or G Target Cone Growth Number |  Interval ga.i./hl | Water g a.|_./ ha | kg a._|./ha Remarks
itOati of Method - - min min (days) -
situation - | (c) Type - - stage and min between min I/ha *)
available on ai. kind R ; max max (m)
(@ (b) (d-f) season** max | applications | max min
gkg | (Fh) ) ) (min) @hy | max | @ha) | (kg/ha)
0] 0) ()
From 1%
Shoots
Fruit trees Foliar (BCtI(;IlO) Plant
Peach-tree F fungi like Homogenate
- ) cluster
Prunus persica Taphrina deformans tightening extracted
(BBCH57) with hot
Sprin 500 111111 2.22 water (infusion),
Feomg to to to filtered and
Foliar fungi like green 1000 | 2222.22 13.33 dtl)l;jtsed
Apple fruit scab disease . . . leaf tip ’
- Homogenate o . Dispersible Foliar 2 to be used
Malus pumila, Venturia inaequalis s (BBCH 53) 7
Malus F Powdery mildews: concentrate | 2.22 apphcapon to flowers to days 222.22 None up_to a
. (DC) spraying . 6 maximum
domestica Podosphaera fading
; of 24 h
leucotricha (BBCH 67) after
Spring .
From 1% preparation
shoots The product cannot
. . be applied in case
. . PIDowny mlld_et\_/vs.I (BCIHltO) to 100 222.2 0.44 of hot temperature.
Vits vinfera F | Powdery midews: tghtering o | fo | o tis used in case of
Erysiphe necator (BBCH57) 300 666.67 4 rainy period;
Spring to
summer
* For uses where the column ,,Remarks. As above or other conditions to take into account (i) g/kg or g/L. Normally the rate should be given for the active substance (according to 1SO)

(@) For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the use
situation should be described (e.g. fumigation of a structure)

(b)  Outdoor or field use (F), greenhouse application (G) or indoor application (1)

(c) e.g. pests as biting and sucking insects, soil born insects, foliar fungi, weeds or plant elicitor

(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc..

() GCPF Codes — GIFAP Technical Monograph N° 2, 1989

(f)  All abbreviations used must be explained

(g9) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
(h)  Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of equipment used

must be indicated

(i) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4),
including where relevant, information on season at time of application

(k) Indicate the minimum and maximum number of application possible under practical conditions of use

(I) The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000
g/ha or 12.5 g/ha instead of 0.0125 kg/ha
(m) PHI - minimum pre-harvest interval
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VYKONAVACIE NARIADENIE KOMISIE (EU) 2015/1108
z 8. jila 2015,

ktorym sa v siillade s nariadenim Eurdpskeho parlamentu a Rady (ES) ¢ 1107/2009 o uviddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka ocot a ktorym sa meni priloha
k vykondvaciemu nariadeniu Komisie (EU) €. 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurdpskej tnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) €. 1107/2009 z 21. oktdbra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedZe:

(1)  V stlade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 24. aprila 2013 dorucend od Institut
Technique de I'Agriculture Biologique (ITAB) Ziadost o schvélenie octu ako zakladnej ltky. Diia 17. marca 2014
bola doru¢end Ziadost mesta PariZ (Franctzsko) o rozsirenie pldnovanych pouZiti, na ktoré sa vztahuje Ziadost
o schvélenie octu ako zakladnej latky. K uvedenym Ziadostiam boli pripojené informacie pozadované v ¢lanku 23
ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,trad“) o odbornd pomoc. Urad predlozil
Komisii 12. augusta 2014 technickd spravu o predmetnej latke (3). Komisia 27. janudra 2015 predstavila reviznu
spravu () a navrh tohto nariadenia Stdlemu vyboru pre rastliny, zvieratd, potraviny a krmivé a sfinalizovala ich
pred zasadnutim vyboru 29. mdja 2015.

(3)  Z dokumenticie poskytnutej Ziadatelom vyplyva, Ze ocot splha kritérid potravin podla definicie v &lanku 2
nariadenia Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 (*). Hoci sa primarne nepouZiva na tcely ochrany
rastlin, je uzito¢ny pri ochrane rastlin v pripravku, ktory sa sklada z tejto latky a vody. Ocot by sa predovsetkym
nemal zamiefiat s kyselinou octovou, G¢innou litkou zahrnutou do prilohy I k smernici Rady 91/414/EHS ()
prostrednictvom smernice Komisie 2008/127[ES (?), ako sa objastiuje vo vykladovom ozndmeni Komisie (')
o ndzvoch, pod ktorymi sa preddvaji potraviny. Preto treba ocot povazovat za zdkladna latku.

(4)  Z vykonanych preskiimani vyplyva, Ze v pripade octu moino ocakdvat, Ze vo vieobecnosti spiia poziadavky
stanovené v ¢ldnku 23 nariadenia (ES) ¢. 1107/2009, najmi pokial ide o pouzitia, ktoré boli preskiimané
a podrobne opisané v reviznej sprave Komisie. Preto je vhodné schvilit ocot ako zdkladni latku.

(5)  Vstilade s ¢lankom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢linkom 6 a vzhladom na sticasné
vedecké a technické poznatky je vSak potrebné stanovit urcité podmienky schvélenia, ktoré si uvedené
v prilohe I k tomuto nariadeniu.

() U.v.EUL 309, 24.11.2009,s. 1.

(*) Vysledok konzulticif s ¢lenskymi $tdtmi a Eurdpskym tradom pre bezpecnost potravin (EFSA), pokial ide o Ziadost tykajicu sa
zdkladnej latky v stvislosti s octom a zdvery EFSA ku konkrétnym vznesenym otdzkam. Podpornd publikdcia tradu EFSA
2014:EN-641.37s

() http:/[ec.europa.eufsanco_pesticides/public/?event=homepage.

(*) Nariadenie Eurdpskeho parlamentu a Rady (ES) €. 178/2002 z 28. janudra 2002, ktorym sa ustanovuji v§eobecné zdsady a poziadavky
potravinového préva, zriaduje Eurépsky trad pre bezpecnost potravin a stanovuji postupy v zdlezitostiach bezpecnosti potravin
(U.v.ESL 31,1.2.2002, 5. 1). )

(*) Smernica Rady 91/414[EHS z 15.jila 1991 o uvddzani pripravkov na ochranu rastlin na trh (U. v.ES L 230, 19.8.1991, 5. 1.)

() Smernica Komisie 2008/127/ES z 18. decembra 2008, ktorou sa menf a doplfia smernica Rady 91/414/EHS s cielom zaradit niektoré
ucinné latky (U. v. EU L 344, 20.12.2008, s. 89).

() U.v.ESC 270,15.10.1991,s. 2.



http://ec.europa.eu/sanco_pesticides/public/?event=homepage
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(6)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) €. 540/2011 (%) mala zodpovedajiicim spdsobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v sidlade so stanoviskom Stdleho vyboru pre rastliny, zvierata,
potraviny a krmivd,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej ltky

Létka ocot $pecifikovand v prilohe I sa schvaluje ako zdkladnd ldtka za podmienok stanovenych v uvedenej prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Cast C prilohy k vykondvaciemu nariadeniu (EU) ¢. 540/2011 sa meni v stlade s prilohou Il k tomuto nariadeniu.

Cldnok 3
Nadobudnutie acinnosti

Toto nariadenie nadobtida t¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnitelné vo vietkych ¢lenskych
§tatoch.

V Bruseli 8. jila 2015

Za Komisiu
predseda
Jean-Claude JUNCKER

(') Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykondva nariadenie Eur6pskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvélenych t¢innych latok (U. v. EUL 153, 11.6.2011, s. 1).





PRILOHA I

Bezny ndzov,
identifikacné ¢&isla

Nézov IUPAC

Cistota ()

Détum schvélenia

Osobitné ustanovenia

Ocot

CAS ¢.: 90132-02-8

Nie je k dispozicii

Potravindrska akost s maxi-
mélnym obsahom kyseliny
octovej 10 %.

1.jala 2015

Schvilené je len pouzitie ako zdkladnd latka, pretoze ide o fungicid
a baktericid.

Ocot sa musi pouzivat v stlade s osobitnymi podmienkami, ktoré
st zahrnuté v  zdveroch reviznej sprdvy o  octe
(SANCO/[12896/2014), a najmd v jej dodatkoch I a II.

(1) Dalsie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zékladnej latky st uvedené v reviznej sprave.

PRILOHA Il

V casti C prilohy k vykonvaciemu nariadeniu (EU) ¢. 540/2011 sa doplia tento zdznam:

Cislo

Bezny ndzov,
identifikacné ¢&isla

Nézov [UPAC

Cistota (1)

Déatum schvilenia

Osobitné ustanovenia

»d

Ocot
CAS ¢.: 90132-02-8

Nie je k dispozicii

seliny octovej 10 %.

Potravindrska akost s ma-
ximalnym obsahom ky-

1. jala 2015

Schvilené je len pouzitie ako zdkladnd latka, pretoze ide o fungicid
a baktericid.

Ocot sa musi pouzivat v stlade s osobitnymi podmienkami, ktoré
st zahrnuté v  zdveroch reviznej sprdvy o  octe
(SANCO/[12896/2014), a najmd v jej dodatkoch I a IL“

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zékladnej latky st uvedené v reviznej sprave.
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Final

Review report for the basic substance vinegar
Finalised in the Standing Committee on Plants, Animals, Food and Feed at its meeting on 29
May 2015
in view of the approval of vinegar as basic substance in accordance with Regulation (EC)
No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of vinegar made in the
context of the assessment of the substance provided for in Article 23 of Regulation (EC)
No 1107/2009% concerning the placing of plant protection products on the market, with a view to
the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 24 April 2013 an application from ITAB, hereafter referred to as the
applicant, for the approval of the substance vinegar as basic substance. On 17 March 2014 an
application from the city of Paris (France) was received to extend the intended uses of the
application for the approval of vinegar as basic substance.

The application and attached information were distributed to the Member States and European
Food Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application, which was finalised in
the new version of February 2014.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
vinegar on 12 August 2014°.

Does not necessarily represent the views of the Commission.

0J L 309, 24.11.2009, p. 1-50.

European Food Safety Authority, 2014; Outcome of the consultation with Member States and EFSA on the
basic substance application for vinegar and the conclusions drawn by EFSA on the specific points raised.
EFSA supporting publication 2014:EN-641. 37 pp.





The Commission examined the application, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee on 29 May 2015.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU) 2015/1108 *
concerning the approval of vinegar as basic substance under Regulation (EC) No 1107/20009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of vinegar as basic substance, operators
are responsible for using it for plant protection purposes in conformity with the legal provisions
of Regulation (EC) No 1107/2009 and with the conditions established in the sections 4, 5 and
Appendixes | and 11 of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/2009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be
expected that vinegar fulfils the criteria of Article 23.

Vinegar fulfils the criteria of a ‘foodstuff’ as defined in Article 2 of Regulation (EC)
No 178/2002.

4 0JL181,9.7.2015, p. 75-77.

> QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





Considering the EFSA conclusions on the basic substance application for vinegar, the rate of
application and the conditions of use which are described in detail in Appendix I and Il, it is
concluded that the use of vinegar would not lead to concerns for human health. Furthermore, no
residues are expected as the conditions of use are not expected to lead to the presence of residues
in food or feed commodities at harvest.

Vinegar could be regarded as a substance of concern considering the inhalation toxicity in
humans of the acetic acid contained in vinegar. However, under the proposed conditions of use,
it is considered unlikely that relevant effects via inhalation could realistically occur. Vinegar
does not have an inherent capacity to cause endocrine disrupting (according to the interim criteria
in Regulation (EC) No 1107/2009), neurotoxic or immune-toxic effects and is not predominantly
used for plant protection purposes but nevertheless is useful in plant protection in a product
consisting of the substance and water. Finally, it is not placed on the market as a plant protection
product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix 1l to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

The risk for leaching to groundwater and the risk to birds, mammals and carbon mineralisation
processes in soils was considered as open by EFSA (2014) for vinegar, however, the risk is
considered small or negligible as vinegar is a natural fermentation product which is commonly
used as a food. Furthermore the intended use rate, as described in Appendix Il, is very low.

4. Identity and biological properties
The main properties of vinegar are given in Appendix .
The active substance shall have a purity as food grade containing a maximum of 10% acetic acid.

It has been established that for vinegar as notified by the applicant, no relevant impurities are
considered, on the basis of information currently available, of toxicological, ecotoxicological or
environmental concern.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of vinegar

Vinegar must be identified by the specifications given in Appendix | and must be used in
compliance with conditions of supported uses as reported in Appendixes I and .





The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being a fungicide or bactericide are approved.

Use of vinegar must be in compliance with conditions specified in the Appendixes | and Il of this
review report.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

The identification of vinegar as food ingredient implies that the Regulation (EC) No 178/2002 on
food safety applies.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation (EC) No
1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for vinegar in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.





APPENDIX |

Identity and biological properties

VINEGAR

Common name

Vinegar

Chemical name (IUPAC)

Not applicable.

Chemical Name. (CA) Vinegar, ext.
CAS No 90132-02-8
CIPAC No and EEC No 290-419-7
FAO SPECIFICATION Not available.

Purity

Food grade containing a maximum of 10% acetic acid

Molecular formula

Not applicable.

Relevant impurities

Not applicable.

Molecular mass and structural
formula

Not applicable.

Mode of Use

Vinegar as specified above to be used in cold water solution
for application as seed treatment in various crops or as
disinfectant of mechanical cutting tools as listed in Appendix
1.

Preparation to be used

Vinegar to be diluted in compliance with rate of application
reported in Appendix II.

Function of plant protection

Fungicide and bactericide






APPENDIX 11

VINEGAR
Product Application Application rate per treatment
F
Crop and/or Conc . . PHI
P G Target Growth | Number | Interval g a.i/nl ga.i/ha Remarks
sﬂu(e;;lon | (c) Type :]; leitl:]gd stageand | min between min Wartsirnllha min (c};y)s) *)
(b) (d-f) g /kg () season** | max | applications max max max
0 0) K (min) (g/hl) (9/ha) (1)
Wheat seeds
Triticum vulgare
Common wheat fungi like
Triticum aestivum Common bunt: 2550
Durum wheat Tilletia caries per
Triticum durum Tilletia foetida Autumn 100 kg Not 24-100+F
Spelt of Seed applicable
Triticum spelta - .
— Liquid None:
fungi like Seed
. for Not
Barley seeds Barley leaf stripe 25- | treatment -
F Seed ol 1 None applicable
Hordeum vulgare Pyrenophora Treatment 50* | just before Seed
graminea seeding
(LS) Seeds Seads ] treatment
Market vegetables are are
Gardening like carrot temporar temporar
Daucus carota fungi like Autumn E d 1y N E d y
tomato Alternaria: to soahe n I.Ot | soahe n
Solanum lycopersicum Alternaria spp spring the applicable the
bell pepper dilution preparation
Capsicum spp then then
removed removed
Market Clavibacter Liquid None:
vegetables Michiganensis Seeds Seeds
gardening Clavibacter for Seed are are Not
like tomato F Michiganensis temporary temporary
25- | treatment . . .
Solanum subsp. Seed 50 | just before Auil:)mn 1 None | soaked in Not soaked in | applicable
lycopersicum G | michiganensis seeding sprin the applicable the
bell pepper Pseudomonas Treatment pring dilution dilution Seed
Capsicum spp syringae then then
Cabbage pv. Tomato (LS) removed removed | treatment
Brassica oleracea Xanthomonas






Product Application Application rate per treatment
Cgazstr:gr/]or Target Cg?c Method Growth | Number |  Interval gai/nl Water Vha gai/ha (gglls) Renlarks
(@ (©) Type al. kind stageand | min between min min min (m) *)
(b) (d-f) glkg (f-h) season™* | max appllc_atlons max max max
0 0) K (min) (g/hl) (9/ha) (1)
campestris pv.
Vesicatoria
Botrytis aclada
Liquid for Waiting
White and red chestnut Bacteria disinfection of None: None: period
Aesculus L. Pseudomonas mechanical N 400 one- one: 30
Sycamore spp (option) Acer syringae pv cutting tools one II\!Otbl II\!Oth seconds
spp aesculi applicable | applicable after
washing
Hawthorns (Rosaceae) 1
Crataegus spp. Amelanchir, (LS)
Aronia, Chaenomeles, . . per
Cotoneaster, Cydonia, Fire b“.ght
- i Erwinia Tools
Malus,Photinia, Potentilla, day
amylovora
Prunus, Pyracantha, Prunus, application
Pyrus, Rosa, Sorbus and
Spiraea before None:
Many ornamental plants to 1
Acer,lrg:clnl:g:]r:a%ster, Bacterial blight 4** sawing Not
Euonymus, Forsythia, [canker tree )
. . Pseudomonas or applicable
Magnolia, Philadelphus, syringae pv
Populus, Prunus, Pyrus, : : . each
Rosa, Rubus, Syringa and syringae cutting
Vaccinium ” time
rot fungi,
especially before
Plane sp, Platanus, Prunus phellins
sp, Chestnut sp, Aesculus L. Phellinus, use
Sophora spp, Tinder polypore
Linden sp Tilia and ruffled
Fomes
fomentarius
Elm (elm other than Lutéce) vascular fungi
Ulmus spp Ophiostoma spp
Maple sp, Acer sp. wilt disease






Product Application Application rate per treatment
F
Crop and/or Conc ; ;

situation G Target of Method Growth | Number |  Interval gaisl Water I/ha gai/ha

@) I (c) Type ; Kind stageand | min between min : min

(b) (d-f) al. in season** | max | applications max min max

kg (f-h) - . max

g(i) 0) () (min) (g/hi) (g/ha) (1)

Ailanthe sp Ailanthus
altissima

Verticillium spp

Maple sp, Acer sp.; Sooty-Bark
Sycamore, Acer spp; disease
Chestnut sp, Aesculus L.; Cryptostroma
Beech sp, Fagus spp. corticale

PHI
(days)
(m)

Remarks

™)

* expressed as acetic acid. 1/1 dilution of vinegar/water L/L
** expressed as acetic acid. 50 mL/1 L dilution of vinegar/water for vinegar at 8% acetic acid
1 Considering 0.9 to 2 gt of seeds per ha.

™)
@)

(b)

()

)
©)

For uses where the column ,,Remarks. As above or other conditions
to take into account

For crops, the EU and Codex classification (both) should be taken
into account ; where relevant, the use situation should be described
(e.g. fumigation of a structure)

Outdoor or field use (F), greenhouse application (G) or indoor
application (1)

e.g. pests as hiting and sucking insects, soil born insects, foliar
fungi, weeds or plant elicitor

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule
(GR) etc..

GCPF Codes — GIFAP Technical Monograph N° 2, 1989

All abbreviations used must be explained
Method, e.g. high volume spraying,
spreading, dusting, drench

low volume spraying,

(h)
()
0)
®)
0)

(m)

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant,

g/kg or g/L. Normally the rate should be given for the active substance
(according to 1SO)

Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants,
1997, Blackwell, ISBN 3-8263-3152-4), including where relevant,
information on season at time of application

Indicate the minimum and maximum number of application possible under
practical conditions of use

The values should be given in g or kg whatever gives the more manageable
number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125
kg/ha

PHI - minimum pre-harvest interval between the plant — type of equipment
used must be indicated
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VYKONAVACIE NARIADENIE KOMISIE (EU) 2015/1116
z 9. jila 2015,

ktorym sa v siilade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uviddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka lec1t1ny a ktorym sa meni priloha
k vykondvaciemu nariadeniu Komisie (EU) &. 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej dnie,

so zretelom na nariadenie Eurdpskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktébra 2009 o uvaddzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedZe

(1)  V stlade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 18. novembra 2013 dorucend od
institatu Institut Technique de I'Agriculture B1olog1que (ITAB) ziadost o schvélenie lecitinov ako zakladnej latky.
K uvedenej Ziadosti boli pripojené informdcie pozadované v ¢lanku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky tirad pre bezpecnost potravin (dalej len ,irad“) o vedeckd pomoc. Urad 28. augusta
2014 predlozil Komisii technickd spravu o predmetnej latke (3. Komisia predlozila hodnotiacu spravu (*) a navrh
tohto nariadenia Stalemu vyboru pre rastliny, zvieratd, potraviny a krmiva 27. janudra 2015 a sfinalizovala ho na
zasadnuti tohto vyboru 29. maja 2015.

(3)  Z dokumenticie poskytnutej Ziadatelom vyplyva, Ze lecitiny splhajii kritérid na potraviny podla vymedzenia
v ¢lanku 2 nariadenia Eurdpskeho parlamentu a Rady (ES) ¢. 178/2002 (*). Navyse je uZitocny pri ochrane rastlin
v pripravku, ktory sa skladd z tejto latky a vody, hoci ochrana rastlin nie je jeho hlavnym tcelom. Preto ho treba
povazovat za zdkladna latku.

(4)  Z vykonanych preskﬁmanf vyplyva, Ze v prfpade lecitinov mozno ocakévat, 7e vo vseobecnosti splnaji
poziadavky stanovené v ¢ldnku 23 nariadenia (ES) ¢. 11072009, najmd pokial ide o ich pouzitia, ktoré boli
preskiimané a podrobne opisané v reviznej sprave Komisie. Preto | je Vhodne schvalit lecitiny ako zdkladna latku.

(5)  Vstilade s ¢lankom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢linkom 6 a vzhladom na sticasné
vedecké a technické poznatky je vSak potrebné stanovit urcité podmienky schvalenia, ktoré st uvedené
v prilohe I k tomuto nariadeniu.

(6)  V sulade s ¢lankom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykonavaciemu nariadeniu Komisie
(EU) ¢. 540/2011 () mala zodpovedajiicim sposobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v silade so stanoviskom Stdleho vyboru pre rastliny, zvierata,
potraviny a krmiva,

() U.v.EUL 309, 24.11.2009,s. 1.

(}) Vysledok konzultdcii s ¢lenskymi tdtmi a EFSA, pokial ide o Ziadost tykajiicu sa zdkladnej ldtky lecitiny na pouzitie v pripravkoch na
ochranu rastlin ako fungicid na vinice, ovocné stromy, zeleninu a okrasné rastliny. Podpornd publikdcia tiradu EFSA 2014:EN-643, 34 s

() http://ec.europa.eu/sanco_pesticides/public/?event=homepage.

(*) Nariadenie Europskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. ]anuara 2002, ktorym sa ustanovuju vSeobecné zdsady a p021adavky
potravinového prava, zriaduje Eurépsky trad pre bezpecnost potravin a stanovuji postupy v zdlezitostiach bezpecnosti potravin
(U.v.ESL31,1.2.2002,s. 1).

() Vykondvacie nariadenie Komisie (EU) & 540/2011 z 25. m4ja 2011, ktorym sa vykondva nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvalenych t¢innych litok (U. v. EUL 153, 11.6.2011,s. 1).



http://ec.europa.eu/sanco_pesticides/public/?event=homepage
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PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej litky

Létka lecitiny Specifikovand v prilohe I sa schvaluje ako zdkladnd litka za podmienok stanovenych v uvedenej prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Cast C prilohy k vykondvaciemu nariadeniu (EU) ¢ 540/2011 sa meni v stlade s prilohou Il k tomuto nariadeniu.

Cldnok 3
Nadobudnutie d¢innosti

Toto nariadenie nadobiida Gi¢innost dvadsiatym dnom po jeho uverejneni v Uradnom vestniku Eurdpskej iinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnitelné vo vietkych ¢lenskych
Statoch.

V Bruseli 9. jila 2015

Za Komisiu
predseda
Jean-Claude JUNCKER





PRILOHA I

Bezny ndzov
Identifika¢né &isla

Nézov IUPAC

Cistota (1)

Détum schviélenia

Osobitné ustanovenia

lecitiny

CAS ¢.: 8002-43-5
CIPAC ¢.: nepridelené
Eineics

232-307-2

neprideleny Ako je opisand v prilohe k na-
riadeniu (EU) ¢. 231/2012.

1.jtla 2015 Mbze sa pouzivat len ako fungicid.

Lecitiny sa musia pouzivat v stilade s osobitnymi podmienkami, ktoré st zahrnuté
v zdveroch reviznej spravy o lecitinoch (SANCO/12798/2014), a najmi v jej do-
datkoch Ta II.

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

PRILOHA 1I

V casti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 540/2011 sa doplfia tito polozka:

Bezny ndzov

Cislo Identifikacné cisla

Nézov IUPAC

Cistota (*)

Détum schvilenia

Osobitné ustanovenia

.0 lecitiny

CAS ¢.: 8002-43-5
CIPAC ¢&.: neprideleny
Eineics

232-307-2

nepridelené

Ako je opisand v prilohe k na- 1. jala 2015

riadeniu (EU) ¢. 231/2012.

Moze sa pouzivat len ako fungicid.

Lecitiny sa musia pouzivat v stlade s osobitnymi podmienkami, ktoré
st zahrnuté v zdveroch reviznej sprdvy o lecitinoch
(SANCO/12798/2014), a najmd v jej dodatkoch I a IL

(*) Dalsie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zdkladnej litky st uvedené v reviznej sprave.
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EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Safety of the Food Chain
Pesticides and Biocides

COMMISSION STAFF WORKING DOCUMENT"

Basic Substance
Lecithins

SANCO/12798/2014—rev. 2
30 March 2015

Final

Review report for the basic substance lecithins finalised in the Standing Committee on the
Plants, Animals, Food and Feed at its meeting on 29 May 2015

in view of the approval of lecithins as basic substance in accordance with Regulation (EC) No
1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of lecithins, made in the
context of the assessment of the substance provided for in Article 23 of Regulation (EC) No
1107/2009° concerning the placing of plant protection products on the market, with a view to the
possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 18 November 2013 an application from ITAB (Institut Technique de
I'Agriculture Biologique), hereafter referred to as the applicant, for the approval of the substance
lecithins as basic substance.

The application and attached information were distributed to the Member States and European
Food Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application which was finalised in the
new version of June 2014.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to the EFSA, who
delivered its views on the specific points raised in the commenting phase.

Does not necessarily represent the views of the Commission.
0J L 309, 24.11.2009, p. 1-50.





EFSA submitted to the Commission the results of its work in the form of a technical report for
lecithins on 25 August 2014°,

The Commission examined the application, the comments by Member States and EFSA and the
EFSA technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed, for examination. The
draft review report was finalised in the meeting of the Standing Committee on 29 May 2015.

Given the importance of the EFSA technical report, the comments, additional information and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of Commission Implementing Regulation (EU) 2015/1116* concerning
the approval of lecithins as basic substance under Regulation (EC) No 1107/2009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of lecithins as basic substance,
operators are responsible for using it for plant protection purposes in conformity with the legal
provisions of Regulation (EC) No 1107/2009 and the conditions established in the sections 4, 5
and Appendices | and |1 of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA as well as the application without the Appendices and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with the derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence,
no further assessment will be carried out on such products. However, the Commission may
review the approval of a basic substance at any time in conformity with the provisions of
Article 23(6) of Regulation (EC) No 1107/2009.

Outcome of the consultation with Member States and EFSA on the basic substance application for lecithins for
use in plant protection as a fungicide on vineyards, fruit trees, vegetables and ornamentals. 2014:EN-643.34 pp.
* 0JL182,10.7.2015, p. 26-28.

> QJL 31, 1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried out
with the scientific assistance of EFSA, is that there are clear indications that it may be expected that
lecithins fulfil the criteria of Article 23.

Lecithins fulfil the criteria of a ‘foodstuff’ as defined in Article 2 of Regulation (EC)
No 178/2002. Lecithins are approved as a food additive, under the number E322, by Regulation
(EU) No 231/2012°.

Considering the EFSA technical report on the basic substance application for lecithins, the rate of
application and the conditions of use, which are described in detail in Appendix | and II, it is
concluded that the use of lecithins would not lead to concerns for human health. Furthermore, no
residues are expected as the conditions of use would not significantly increase the background level
due to the natural occurrence of the substance.

Lecithins is not a substance of concern and does not have an inherent capacity to cause endocrine
disrupting (according to the interim criteria in Regulation 1107/2009), neurotoxic or immune-toxic
effects and is not predominantly used for plant protection purposes but nevertheless is useful in
plant protection in a product consisting of the substance and water. Finally, it is not placed on the
market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on human
or animal health nor an unacceptable effect on the environment when used in accordance with the
supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported by
the applicant and mentioned in the list of uses supported by available data (attached as Appendix Il
to this review report) and therefore, they are also subject to compliance with the particular
conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy the
requirements of Article 23 of Regulation (EC) No 1107/2009.

The following point was considered as open by EFSA (2014) for lecithins, however the risk is
considered small or negligible for the following reason:

- Insufficient information to address fate and behaviour in the environment and to characterise
environmental exposure. It is considered that the conditions of use would not significantly
increase the background level due to the natural occurrence of the substance and the low
application dose per hectare.

4. Identity and chemical properties
The main properties of lecithins are given in Appendix |.

It has been established that for lecithins as notified by the applicant, no relevant impurities are
considered, on the basis of information currently available, of toxicological, ecotoxicological or
environmental concern.

®  0JL83,223.2012,p1.





Specifications laid down in Regulation (EU) No 231/2012 must be complied with.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of lecithins.

Lecithins must be identified by given specifications in Appendix | and must be used in compliance
with method of preparation and condition of use as reported in Appendices | and Il.

The following conditions for use deriving from assessment of the application have to be respected
by users:

- Only uses as basic substance being a fungicide are approved.

Use of lecithins must be in compliance with conditions specified in the Appendixes I and Il of this
review report.

On the basis of the proposed and supported uses (as listed in Appendix Il), no particular issues have
been identified.

The identification of lecithins as food ingredient implies that the Regulation (EC) No 178/2002 on
food safety applies.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments, as well as of the results of the examination of any
information referred to the Commission in the framework of Article 23 of Regulation (EC)
No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, in connection, as appropriate, with any amendment of the approval
conditions for lecithins in Part C of Annex of the Regulation (EC) No 540/2011 °.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will not be placed on the market as a plant protection product and hence, no
further assessment will have to be carried out on it, it is very important to inform not only
applicants but also potential users of the substance on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.

” 0OJL153,11.6.2011, p. 1-186.





APPENDIX |

Identity and biological properties

LECITHINS
Common name (1SO) Not available.
Chemical name (IUPAC) Not available.
Chemical name (CA) Not available.

Botanical classification

Not applicable.

Part used Not applicable.
CAS No 8002-43-5
CIPAC No and EEC No E322

Einecs: 232-307-2
FAO SPECIFICATION Not available.

Purity

As defined in Regulation (EC) No 231/2012

Molecular formula

Not applicable.

Molecular mass and structural
formula

Not applicable.

Mode of Use

Lecithins as specified above to be used in cold water
solution for application on various crops as listed in
Appendix 1.

Preparation to be used

Lecithins to be diluted in compliance with rate of
application reported in Appendix II.

Function of plant protection

Fungicide.






APPENDIX 11
List of uses supported by available dataLECITHINS

Product Application Aggr“tcrzta;?rgerr?:e 1;2:2'
Crop F g kg
and/or G Target COPC Method Grtovvth Number Interval 'g/hl Water | a.i./ha | a.i./ha (dF;les) Remarks
situation | (©) Type of E. g S a%e min between |2 I/ha min min (n)]/) *)
@) (b) (d-) a;l(' (f'_nh) seggon** max | applications rr:;r:( min max max
9<d ; ) (min) max | (g/ha) | (kg/ha)
0] () (g/hl)
0] 0]
Fruit trees .
; Powdery mildews: From
MAppIe fru[t Podosphaera leucotricha BBCH 03 3 375 1.125
alus pumila Peach leaf curl to to 75 to to
P Peach-tree Taphrina deformans BBCH 79 12 500 750 9
runus persica F to
From 1000
Gooseberry Powdery mildews: BBCH 10 t% da5 < 200 1?80 t%
Ribes uva-crispa Microsphaera grossulariae to 4 Y 2000 8
BBCH 85
Market vegetables 5 3
gardening like Powdery mildews: to to
Cucumber Podosphaera xhantii 6 135
Cucumis sativus ) 5
3
Lettuce : : Emulsifiable | 990 7
Lactuca sativa Erysiphe cichoracearum Concentrate | to a Sl?ggzon 2 days 1000 | 1500 JOS
(EC) | 1030 | %P From 150 | to to 1o
Mash F . BBCH 10 1500 | 2250 )
Valerianella locusta G Erysiphe polyphaga to ! i 2tos
Tomato Tomato late blight BBCH 89 2 3
Lycopersicum esculentum Phytophthora infestans to 7 to
Endive Fungus 6 days 135
Cichorium endivia L. Alternaria cichorii )
Ornamentals, powdery mildew
especially roses and qther fungal
diseases 3 5 100 75 0.225
. Powdery mildews: From o days 5 to to 10
Grapevine o BBCH 11 12 300 225 2.7
2 aP=Y F Plasmopara viticola, 30
Vitis vinifera Erysiphe necator to
BBCH 85






@

(b)
(©
(d)
Q)

)]

For uses where the column ,,Remarks. As above or other conditions to take into account

For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the
use situation should be described (e.g. fumigation of a structure)

Outdoor or field use (F), greenhouse application (G) or indoor application (1)

e.g. pests as biting and sucking insects, soil born insects, foliar fungi, weeds or plant elicitor

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc..

GCPF Codes — GIFAP Technical Monograph N° 2, 1989

All abbreviations used must be explained

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

(h)
(i)
0)
®
0)

(m)

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant,

o/kg or g/L. Normally the rate should be given for the active substance (according to ISO)

Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN
3-8263-3152-4), including where relevant, information on season at time of application

Indicate the minimum and maximum number of application possible under practical conditions of
use

The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha
instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha

PHI - minimum pre-harvest interval between the plant — type of equipment used must be indicated
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VYKONAVACIE NARIADENIE KOMISIE (EU) 2015/1392
z 13. augusta 2015,

ktorym sa v siilade s nariadenim Eurdpskeho parlamentu a Rady (ES) ¢ 1107/2009 o uviddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka frukt6za a ktorym sa meni priloha
k vykondvaciemu nariadeniu Komisie (EU) €. 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej dnie,

so zretelom na nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktobra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedze:

(1)  V stlade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 12. marca 2014 od institdatu Institut
Technique de I'Agriculture Biologique (ITAB) dorucend ziadost o schvélenie fruktézy ako zdkladnej latky.
K uvedenej Ziadosti boli pripojené informdcie pozadované v ¢lanku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,irad“) o vedeckii pomoc. Urad predlozil
Komisii technickii spravu o dotknutej litke 24. oktébra 2014 (?). Komisia predlozila 20. marca 2015 Stilemu
vyboru pre rastliny, zvieratd, potraviny a krmivd reviznu spravu () a ndvrh tohto nariadenia a 14. jila 2015 ich
na zasadnuti tohto vyboru sfinalizovala.

(3)  Z dokumenticie poskytnutej Ziadatefom vyplyva, Ze fruktéza splia kritérid potravin podla vymedzenia
v ¢lanku 2 nariadenia Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 (*). Hoci sa primarne nepouZiva na tcely
ochrany rastlin, je uzito¢nd aj pri ochrane rastlin v pripravku, ktory pozostdva z tejto litky a vody. Preto ju treba
povazovat za zékladnt ldtku.

(4)  Na zdklade vykonanych preskiimani mozno v pripade fruktézy ocakavat, Ze vo vSeobecnosti splha poziadavky

stanovené v Cldnku 23 nariadenia (ES) ¢ 1107/2009, najmid pokial ide o pouzitia, ktoré boli preskiimané
a podrobne opisané v reviznej sprave Komisie. Preto je vhodné schvilit fruktézu ako zdkladndi latku.

(5)  V stlade s ¢linkom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na stcasné
vedecké a technické poznatky je vsak potrebné stanovit urcité podmienky schvdlenia, ktoré st uvedené
v prilohe I k tomuto nariadeniu.

(6)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykonavaciemu nariadeniu Komisie
(EU) €. 540/2011 (°) mala zodpovedajiicim spdsobom zmenit.

() U.v.EUL 309, 24.11.2009,s. 1.

(*) Eurdpsky trad pre bezpecnost potravin, 2014; Outcome of the consultation with Member States and EFSA on the basic substance
application for fructose for use in plant protection on apple trees with indirect action in the control of insects. Podpornd publikdcia EFSA
2014:EN-684.27s.

() http:/[ec.europa.euffood/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=SK.

(*) Nariadenie Eurdpskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. janudra 2002, ktorym sa ustanovuji v§eobecné zdsady a poziadavky
potravinového préva, zriaduje Eurdpsky tdrad pre bezpecnost potravin a stanovuji postupy v zédleZitostiach bezpecnosti potravin
(U.v.ESL31,1.2.2002,s. 1). )

() Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykonava nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvalenych t¢innych litok (U. v. EUL 153, 11.6.2011,s. 1).



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=SK
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(7)  Opatrenia stanovené v tomto nariadeni st v silade so stanoviskom Stdleho vyboru pre rastliny, zvierat,
potraviny a krmivd,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej litky

Latka fruktdza Specifikovand v prilohe I sa schvaluje ako zdkladnd ldtka za podmienok stanovenych v uvedenej prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykondvacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou II k tomuto nariadeniu.

Cldnok 3
Nadobudnutie d¢innosti

Toto nariadenie nadobtida G¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvdzné v celom rozsahu a priamo uplatnitené vo vietkych clenskych
§tatoch.

V Bruseli 13. augusta 2015

Za Komisiu

predseda
Jean-Claude JUNCKER





PRILOHA I

Vseobecny ndzov,
identifikacné ¢isla

IUPAC nazov

Cistota (1)

Datum schvilenia

Osobitné ustanovenia

Fruktdza
CAS ¢.: 57-48-7

B-d-fruktofurandza

potravinovéd akostnd
trieda

1. oktdber 2015

Mobze sa pouzivat len ako zdkladnd latka, ktord je sptistatom prirodzenych
obrannych mechanizmov plodiny.
Fruktéza sa musi pouzivat v sulade s osobitnymi podmienkami, ktoré su za-

hrnuté v zaveroch reviznej spravy o fruktéze (SANCO/12680/2014), a najmi
v jej dodatkoch I a IL.

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

9¢/S1T 1

[3s ]

0

ssdoang yruisaa uper

amumn (o

S10T'8Y1





PRILOHA Il

V casti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 540/2011 sa doplia tento zdznam:

Bezny ndzov,

Cislo identifikacné ¢&isla

Nézov IUPAC

Cistota (*)

Détum schvélenia

Osobitné ustanovenia

.8 fruktéza
CAS ¢.: 57-48-7

B-d-fruktofuranéza

potravinova
akostnd trieda

1. oktéber 2015

Moze sa pouzivat len ako zdkladnd litka, ktord je spustac¢om prirodze-
nych obrannych mechanizmov plodiny.
Fruktdza sa musi pouZivat v stlade s osobitnymi podmienkami, ktoré st

zahrnuté v zdveroch reviznej spravy o fruktéze (SANCO/12680/2014),
a najmd v jej dodatkoch I a IL“

(*) Dalsie podrobnosti o identite, $pecifikicii a sposobe pouzitia zdkladnej latky st uvedené v reviznej spréve.

S10T8Y1

[3s ]

own foxysdoang yruisaa Kupeip

LE]S1T 1
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image16.emf
Fructose RR Sep  2015.pdf


Fructose RR Sep 2015.pdf
EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Safety of the food chain
Pesticides and Biocides

COMMISSION STAFF WORKING DOCUMENT!

Basic Substance

fructose
SANCO/12680/2014—rev. 1
14 July 2015

Final

Review report for the basic substance fructose
Finalised in the Standing Committee on Plants, Animals, Food and Feed at its meeting on
14 July 2015
in view of the approval of fructose as basic substance in accordance with Regulation (EC)
No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of fructose made in the
context of the assessment of the substance provided for in Article 23 of Regulation (EC)
No 1107/2009% concerning the placing of plant protection products on the market, with a view
to the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 12 March 2014 an application from ITAB, hereafter referred to as
the applicant, for the approval of the substance fructose as basic substance.

The application and attached information were distributed to the Member States and
European Food Safety Authority (EFSA) for comments. The applicant was also allowed to
address collated comments and provide further information to complete the application, which
was finalised in the new version of July 2014.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
fructose on 24 October 2014°.

Does not necessarily represent the views of the Commission.

0J L 309, 24.11.2009, p. 1-50.

®  European Food Safety Authority, 2014; Outcome of the consultation with Member States and EFSA on the
basic substance application for fructose for use in plant protection on apple trees with indirect action in the
control of insects. EFSA supporting publication 2014:EN-684. 27 pp.





The Commission examined the application, the comments by Member States and EFSA and
the EFSA Technical report on the substance together with the additional information and
comments provided on it by the applicant, before finalising the current draft review report,
which was referred to the Standing Committee on Plants, Animals, Food and Feed for
examination. The draft review report was finalised in the meeting of the Standing Committee
of 14 July 2015.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to
be part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU) No 2015/1392*
concerning the approval of fructose as basic substance under Regulation (EC) No 1107/2009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with
respect to the responsibility of operators, following the approval of fructose as basic
substance, operators are responsible for using it for plant protection purposes in conformity
with the legal provisions of Regulation (EC) No 1107/2009 and with the conditions
established in the sections 4, 5 and Appendixes I and Il of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in
line with the derogation set under Article 28 of Regulation (EC) No 1107/2009. As a
consequence, no further assessment will be carried out on such products. However, the
Commission may review the approval of a basic substance at any time in conformity with the
provisions of Article 23(6) of Regulation (EC) No 1107/20009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be

expected that fructose fulfils the criteria of Article 23.

4 QJL 215, 15.8.2015, p. 34.

> QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European

Food Safety Authority and laying down procedures in matters of food safety.





Fructose is the common name for 3-D-fructofuranose.

Fructose fulfils the criterion of a ‘foodstuff’ as defined in Article 2 of Regulation (EC)
No 178/2002. A Codex Alimentarius Commission standard exists for sugars, including
fructose (CODEX STAN 212-1999 Codex standard for sugars, adopted in 1999, amendment
in 2001).

Considering the EFSA technical report on the basic substance application for fructose, the rate of
application and the conditions of use which are described in detail in Appendix | and Il, it is
concluded that the use of fructose would not lead to concerns for human health. Furthermore, no
residues are expected as the conditions of use would not significantly increase the background
level due to the natural occurrence of the substance.

Fructose is not a substance of concern and does not have an inherent capacity to cause endocrine
disrupting (according to the interim criteria in Regulation 1107/2009), neurotoxic or immuno-
toxic effects and is not predominantly used for plant protection purposes but nevertheless is
useful in plant protection in a product consisting of the substance and water. Finally, it is not
placed on the market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix 1l to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

The following point was considered as open by EFSA (2014) for fructose, however the risk is
considered small or negligible for the following reason:

— Natural back ground levels of fructose in different environmental compartments. It is
considered that the conditions of use would not significantly increase the background
level due to the natural occurrence of the substance and the low application dose per
hectare.

4. Identity and biological properties
The main properties of fructose are given in Appendix .
The active substance shall have a purity as food grade.

It has been established that for fructose as notified by the applicant, no relevant impurities are
considered, on the basis of information currently available, of toxicological, ecotoxicological or
environmental concern.





5. Particular conditions to be taken into account in relation to the uses as basic
substance of fructose

Fructose must be identified by the specifications given in Appendix | and must be used in
compliance with conditions of supported uses as reported in Appendixes I and 1.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being an elicitor of the crop's self-defence mechanisms
are approved.

Use of fructose must be in compliance with conditions specified in the Appendixes | and Il of
this review report and the maximum application rate of fructose for a single treatment is:
100 g/ha.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

The identification of fructose as food ingredient implies that the Regulation (EC) No 178/2002
on food safety applies.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on
Plants, Animals, Food and Feed, as appropriate, in connection with any amendment of the
approval conditions for fructose in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants
but also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make
available such report to the general public and operators by means of their national relevant
websites and by any other appropriate form of communication to ensure that the information
reaches potential users.





APPENDIX |

Identity and biological properties

FRUCTOSE

Common name (1SO)

fructose

Chemical name (IUPAC)

B-D-fructofuranose

Chemical Name. (CA) NA
CAS No 57-48-7
EC No 200-333-3

Codex alimentarius

CODEX STAN 212-1999

Minimum purity

Food grade

Molecular formula

CeH1206

Relevant impurities

Not applicable

Molecular mass and structural
formula

180.156 g/mol

HOCH, O OH

HO
CH,OH

OH

p-o-fructofuranose

Mode of Use

Fructose as specified above to be used in cold water solution
for application on crops as listed in Appendix Il.

Preparation to be used

Fructose to be diluted in compliance with rate of application
reported in Appendix II.

Function of plant protection

Elicitor, having an effect via the stimulation of natural
defence mechanisms.






APPENDIX 11

FRUCTOSE
Example Formulation Application App”tcrzgmgr?:e per 'I;(;'izl
product E Pests or 9 g
Crop and/or . . PHI
i t[L)Jation name G group of pests Conf: Method Gsrtc;\évéh Number Interval a.ig.J/hI Water a.l.{ha a.l.{ha (days) Remarks
@) as available | 1 trolled Type | ofa.i. Kind and min between min I’ha min min (m)
on the (b) con (::()) e (d-f) g/kg (-h) season max | applications max min max max
market (i) ) (k) (min) (g/hl) max (g/ha) | (g/ha)
M 0]
Foliar
application | From Cold
. . spraying spring Water
. fruits borer like : :
Mals punila Coding moth: | o | 998 | U | S| S | 2 60 | 60 | 300 repared
MaFus Fructose | F Cydia Powder to morning t% to days 10 to to to None P jﬂst
domestica pomonelia (SP) 1000 before Summer ! 1000 100 700 before
9 AM BBCH application
(solar stage 65
time)

@)

(b)
©
(d)
()
@
(h)

For crops, the EU and Codex classification (both) should be taken
into account ; where relevant, the use situation should be described
(e.g. fumigation of a structure)

Outdoor or field use (F), greenhouse application (G) or indoor
application (1)

e.g. pests as biting and sucking insects, soil born insects, foliar
fungi, weeds or plant elicitor

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule
(GR) etc..

GCPF Codes — GIFAP Technical Monograph N° 2, 1989

All abbreviations used must be explained
Method, e.g. high volume spraying,
spreading, dusting, drench

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant,
between the plant — type of equipment used must be indicated

low volume spraying,

®
0]
(k)
0]

g/kg or g/L. Normally the rate should be given for the active
substance (according to 1SO)

Growth stage at last treatment (BBCH Monograph, Growth Stages of
Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where
relevant, information on season at time of application

Indicate the minimum and maximum number of application possible
under practical conditions of use

The values should be given in g or kg whatever gives the more
manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or
12.5 g/ha instead of 0.0125 kg/ha

(m) PHI - minimum pre-harvest interval
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VYKONAVACIE NARIADENIE KOMISIE (EU) 2015/2069
z0 17. novembra 2015,

ktorym sa v siilade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uviddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka hydrogenuh11c1tan sodny a ktorym
sa meni priloha k vykondvaciemu nariadeniu Komisie (EU) & 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej tnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktébra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedze:

(1)  V silade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 26. marca 2014 od dadnskej Agentdry
pre ochranu Zivotného prostredia dorucend Ziadost o schvalenie hydrogénuhli¢itanu sodného ako zdkladnej latky.
K uvedenej Ziadosti boli pripojené informdcie pozadované v ¢lanku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky tirad pre bezpecnost potravin (dalej len ,irad) o vedeckd pomoc. Urad predlozil
Komisii technickii spravu o dotknutej ldtke 11. decembra 2014 (3. Komisia predlozila 28. mdja 2015 Stdlemu
vyboru pre rastliny, zvieratd, potraviny a krmivd reviznu spravu () a ndvrh tohto nariadenia a 9. oktébra 2015
ich na zasadnuti tohto vyboru sfinalizovala.

(3)  Z dokumenticie poskytnutej Ziadatefom vyplyva, Ze hydrogénuhlicitan sodny splfia kritérid potravin podla
definicie v ¢ldnku 2 nariadenia Eur6pskeho parlamentu a Rady (ES) ¢. 178/2002 (%). Hoci sa primdrne nepouziva
na ucely ochrany rastlin, je uzito¢ny pri ochrane rastlin v pripravku, ktory sa skladd z tejto ltky a vody. Preto ho
treba povazovat za zdkladnd latku.

(4 Z vykonanych preskimani vyplyva, Ze v pripade litky hydrogénuhli¢itan sodny mozno ocakivat, Ze vo
vSeobecnosti spliia poZziadavky stanovené v ¢lanku 23 nariadenia (ES) ¢. 1107/2009, najmi pokial ide o pouZitia,
ktoré boli preskiimané a podrobne opisané v reviznej sprave Komisie. Preto je vhodné schvilit hydrogénuhlicitan
sodny ako zdkladnd latku.

(5)  Vsilade s ¢lankom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na stcasné
vedecké a technické poznatky je vSak potrebné zahrnif urcité podmienky schvdlenia, ktoré st uvedené
v prilohe I k tomuto nariadeniu.

(6)  V stlade s ¢lankom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykonavaciemu nariadeniu Komisie
(EU) ¢. 540/2011 () mala zodpovedajiicim sposobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v silade so stanoviskom Stdleho vyboru pre rastliny, zvieratd,
potraviny a krmivd,

() U.v.EUL 309, 24.11.2009,s. 1.

(*) Eurdpsky tirad pre bezpe¢nost potravin, 2015; Vysledok konzultdcii s ¢lenskymi $tdtmi a EFSA, pokial ide o Ziadost tykajiicu sa pouZitia
zdkladnej latky hydrogénuhlicitan sodny v pripravkoch na ochranu rastlin ako fungicidu na kontrolu plesni na réznych zédhradnych
plodinéch, kontrolu chrastavitosti jabloniovej a na kontrolu chorob napadajicich rozne ovocie pri skladovani, ktord sa vykondva po
zbere. Podpornd publikdcia EFSA 2015: EN-719. 30 s.

() http:/Jec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN.

(*) Nariadenie Europskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. ]anuara 2002, ktorym sa ustanovuju vSeobecné zdsady a p021adavky
potravinového prava, zriaduje Eurépsky trad pre bezpecnost potravin a stanovuji postupy v zdlezitostiach bezpecnosti potravin
(U.v.ESL31,1.2.2002,s. 1).

() Vykondvacie nariadenie Komisie (EU) & 540/2011 z 25. m4ja 2011, ktorym sa vykondva nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvalenych t¢innych litok (U. v. EUL 153, 11.6.2011,s. 1).



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN
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PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej litky

Litka hydrogénuhlicitan sodny $pecifikovand v prilohe 1 sa schvaluje ako zdkladnd ldtka za podmienok stanovenych
v uvedenej prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykondvacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou II k tomuto nariadeniu.

Clénok 3
Nadobudnutie acinnosti

Toto nariadenie nadobtida tc¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnitelné vo vietkych clenskych
§tatoch.

V Bruseli 17. novembra 2015

Za Komisiu
predseda
Jean-Claude JUNCKER





PRILOHA I

Vseobecny ndzov
Identifikacné ¢isla

IUPAC nazov

Cistota (1)

Datum schvilenia

Osobitné ustanovenia

hydrogénuhlic¢itan sodny hydrogénuhlicitan

CAS €. 144-55-8 sodny

trieda

potravinovd akostnd

8. decembra 2015

Hydrogénuhli¢itan sodny sa musi pouzivat v stlade s osobitnymi pod-
mienkami, ktoré s zahrnuté v zdveroch reviznej spravy o hydrogénuhli-
¢itane sodnom (SANTE[10667/2015), a najmai v jej dodatkoch I a IL

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

PRILOHA 1l

V &asti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 5402011 sa dopliia tento zdznam:

Bezny ndzov

Cislo Identifikacné cisla

Nézov [UPAC

Cistota (*)

Datum schvélenia

Osobitné ustanovenia

»9 hydrogénuhli¢itan sodny
CAS ¢. 144-55-8

hydrogénuhlic¢itan sodny

potravinové akostnd trieda

8. decembra 2015

Hydrogénuhli¢itan sodny sa musi pouZivat v sulade
s osobitnymi podmienkami, ktoré st zahrnuté v zave-
roch reviznej spravy o hydrogénuhli¢itane sodnom
(SANTE[10667/2015), a najm v jej dodatkoch I a IL“

(*) Dalsie podrobnosti o identite, $pecifikcii a sposobe pouZitia zakladnej ldtky st uvedené v reviznej sprave.

vr[10€ 1
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		VYKONÁVACIE NARIADENIE KOMISIE (EÚ) 2015/2069 zo 17. novembra 2015, ktorým sa v súlade s nariadením Európskeho parlamentu a Rady (ES) č. 1107/2009 o uvádzaní prípravkov na ochranu rastlín na trh schvaľuje základná látka hydrogénuhličitan sodný a ktorým sa mení príloha k vykonávaciemu nariadeniu Komisie (EÚ) č. 540/2011 (Text s významom pre EHP) 
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ok Sl Safety of the Food Chain
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COMMISSION STAFF WORKING DOCUMENT!

Basic Substance
sodium hydrogen carbonate
SANTE/10667/2015-rev. 2

9 October 2015

Final

Review report for the basic substance sodium hydrogen carbonate
Finalised in the Standing Committee on Plants, Animals, Food and Feed at its meeting on
9 October 2015
in view of the approval of sodium hydrogen carbonate as basic substance in accordance with
Regulation (EC) No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of sodium hydrogen
carbonate made in the context of the assessment of the substance provided for in Article 23 of
Regulation (EC) No 1107/2009° concerning the placing of plant protection products on the
market, with a view to the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 26 March 2014 an application from the Danish Environmental
Protection Agency, hereafter referred to as the applicant, for the approval of the substance
sodium hydrogen carbonate as basic substance.

The application and attached information were distributed to the Member States and European
Food Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application, which was finalised in
the new version of August 2014.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
sodium hydrogen carbonate on 12 December 2014°.

Does not necessarily represent the views of the Commission.

0OJ L 309, 24.11.2009, p. 1-50.

European Food Safety Authority, 2015; Outcome of the consultation with Member States and EFSA on the basic
substance application for sodium hydrogen carbonate for use in plant protection as a fungicide for the control of mildews
on a range of horticultural crops, apple scab and for post-harvest control of storage diseases of various fruits.
EFSAsupporting publication 2015:EN-719. 30 pp.





The Commission examined the application, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee of 9 October 2015.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU)2015/2069"
concerning the approval of sodium hydrogen carbonate as basic substance under Regulation
(EC) No 1107/2009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of sodium hydrogen carbonate as basic
substance, operators are responsible for using it for plant protection purposes in conformity with
the legal provisions of Regulation (EC) No 1107/2009 and with the conditions established in the
sections 4, 5 and Appendixes | and Il of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/2009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be
expected that sodium hydrogen carbonate fulfils the criteria of Article 23.

4 0JL301,18.11.2015, p. 42-44.

> QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





Sodium hydrogen carbonate fulfils the criteria of a ‘foodstuff” as defined in Article 2 of
Regulation (EC) No 178/2002.

Considering the EFSA conclusions on the basic substance application for sodium hydrogen
carbonate, the rate of application and the conditions of use which are described in detail in
Appendix | and Il, it is concluded that the use of sodium hydrogen carbonate would not lead to
concerns for human health. Furthermore, the conditions of use are not expected to lead to the
presence of residues of concern in food or feed commaodities.

Sodium hydrogen carbonate does not have an inherent capacity to cause endocrine disrupting
(according to the interim criteria in Regulation (EC) No 1107/2009), neurotoxic or immunotoxic
effects and is not predominantly used for plant protection purposes but nevertheless is useful in
plant protection in a product consisting of the substance and water. Finally, it is not placed on the
market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix Il to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

4. Identity and biological properties
The main properties of sodium hydrogen carbonate are given in Appendix .
The active substance shall have a purity as food grade.

It has been established that for sodium hydrogen carbonate as notified by the applicant, no
relevant impurities are considered, on the basis of information currently available, of
toxicological, ecotoxicological or environmental concern.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of sodium hydrogen carbonate

Sodium hydrogen carbonate must be identified by the specifications given in Appendix | and
must be used in compliance with conditions of supported uses as reported in Appendixes | and II.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being a fungicide are approved.





Use of sodium hydrogen carbonate must be in compliance with conditions specified in the
Appendixes | and Il of this review report.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

The identification of sodium hydrogen carbonate as food ingredient implies that the Regulation
(EC) No 178/2002 on food safety applies.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for sodium hydrogen carbonate in Part C of Annex of the Regulation (EC)
No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.





APPENDIX |

Identity and biological properties

SODIUM HYDROGEN CARBONATE

Common name

Sodium hydrogen carbonate

Chemical name (IUPAC)

Sodium hydrogen carbonate

Chemical Name. (CA)

Sodium hydrogen carbonate

CAS No 144-55-8
CIPAC No and EEC No Not available.
FAO SPECIFICATION Not available.

Purity

Food grade as described in Directive 2000/63 amending
Directive 96/77/EC.

Molecular formula

NaH CO3

Relevant impurities

Not applicable.

Molecular mass and structural
formula

+
HOOC~_ - A

O

Molecular mass: 84.01 g mol™

Mode of Use

Sodium hydrogen carbonate as specified above to be used in
water solution for application as listed in Appendix I1.

Preparation to be used

Sodium hydrogen carbonate to be diluted in compliance with
rate of application reported in Appendix II.

Function of plant protection

Fungicide.






APPENDIX 11

SODIUM HYDROGEN CARBONATE

Crop and/ Pests or Formulation Application Application rate
or situation F group of pests Ty Mgthod Growth Ng. of Interval Total rate each
@) G pe kind stage & appllcatlon beywegn . application PHI Remarks
or controlled Conc. of season min/max | applications |gai/l |0 o | g aiha min max (days)
| © ai.ghkg | (Fh) ) ®) (min) | ™0 M| i ey | (g/ha) (1) or 4
(b) (d- () (@/hh) concentration
f) recommended
Vegetables F | Mildews SP | 990 g/kg | Broad cast | BBCH 12 333-1000 | 300-600 2000-5000 1 Different crops
Soft fruit G | (Sphaerotheca using field to 89 1-8 10 days 0.33-1.0% have different
Ornamentals spp, Oidium spray sensitivity.
spp) or green Max 1% Check
house Dose adjusted concentrations
spray depending on for phytotoxic
water volume effects before
widely used.
Vitis vinifera F [ Uncinula SP | 990 g/kg | Broadcast | BBCH 12 420-2000 | 200-600 2500t0 5000 |1 Volumes and
{Vine} necator using air to 89 1-8 10 days 0.42-2.0% doses will vary
{Vine powdery blast according to
mildew} orchard crop canopy
sprayer size.
Conc. higher
than 1-2% can
be phytotoxic
Malus F | Venturia SP | 990 g/kg | Broadcast | BBCH 10 500-1000 | 500-1000 | 2500to 5000 |1 Volumes and
sylvestris inaequalis using air to 85 1-8 10 days 0.5-1.0% doses will vary
{Apple} {Apple scab} blast according to
orchard crop canopy
sprayer size.
Conc. higher
than 1-2% can
be phytotoxic






Crop and/ Pests or Formulation Application Application rate
or situation F group of pests Ty Me_thod Growth Ng. of Interval Total rate each
@) G pe kind stage & | application  between application PHI Remarks
controlled Conc. of i icati ai/nl e ;
or c - season min/max appllcz_itlons gé Water I/ha | g a.i./na min max (days)
| © ai.ghkg | (h) ) ®) (min) | W minmax | (@iha) () or
(0) (d- (1) concentration
f) recommended
Fruit of F | Storage SP | 990 g/kg | Dipping or | Harvested 1-2 10 days 1000 g- 1-4% 1 Dose rates
different | diseases like surface fruit 4000 g between 1-4%
types Blue mould treatment in has been tested
(oranges, (Penicillium 1001
cherries, italicum) and water
apples, Green mould
papaya) (Penicillium
digitatum)
(@) For crops, the EU and Codex classification (both) should be taken into (i) g/kg or g/L. Normally the rate should be given for the substance (according to 1ISO)

(b)
(©
(d)
(€)
®
@

(h)

account ; where relevant, the use situation should be described (e.g.
fumigation of a structure)

Outdoor or field use (F), greenhouse application (G) or indoor
application (1)

e.g. pests as biting and sucking insects, soil born insects, foliar fungi,
weeds or plant elicitor

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule
(GR) etc..

GCPF Codes — GIFAP Technical Monograph N° 2, 1989

All abbreviations used must be explained

Method, e.g. high volume spraying, low volume spraying, spreading,
dusting, drench

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant,
between the plant — type of equipment used must be indicated

(i) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4),

including where relevant, information on season at time of application

(k) Indicate the minimum and maximum number of application possible under practical conditions of use

(I) The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000

g/ha or 12.5 g/ha instead of 0.0125 kg/ha
(m) PHI - minimum pre-harvest interval
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II

(Nelegislativne akty)

NARIADENIA

VYKONAVACIE NARIADENIE KOMISIE (EU) 2016/548
z 8. aprila 2016,

ktorym sa v sillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uvaddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka fosforecnan diaménny a ktorym sa
meni priloha k vykonavaciemu nariadeniu Komisie (EU) & 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej dnie,

so zretefom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktdbra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedze

(1)  V sulade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 29. septembra 2014 od spolo¢nosti
Institut Technique de I'Agriculture Biologique (ITAB) dorucend Ziadost o schvélenie fosfore¢nanu diaménneho
ako zdkladnej latky. K uvedenej Ziadosti boli pripojené informécie pozadované v ¢lanku 23 ods. 3 druhom
pododseku.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,irad*) o vedeckii pomoc. Urad predlozil
Komisii 6. oktébra 2015 (%) technickd spravu o predmetnej litke. Komisia predlozila 11. decembra 2015 Stdlemu
vyboru pre rastliny, zvieratd, potraviny a krmivd reviznu spravu (°) a névrh tohto nariadenia a 8. marca 2016 ich
na zasadnuti tohto vyboru sfinalizovala.

(3)  Pouzivanie fosfore¢nanu diaménneho v enoldgii bolo povolené nariadenim Komisie (ES) ¢. 606/2009 (¥).

(4)  Z dokumentdcie, ktorti ziadatel predlozil, vyplyva, Ze hoci sa fosfore¢nan diaménny nepouziva primdrne na
ochranu rastlin, napriek tomu je uZito¢ny v takom pripravku na ochranu rastlin, ktory sa skladd z tejto latky
a vody.

() U.v.EUL 309, 24.11.2009, s. 1.

(*) Eurdpsky trad pre bezpecnost potravin, 2015. Technickd sprava o vysledkoch konzulticii s ¢lenskymi $tdtmi a EFSA tykajicich sa
zdkladnej latky fosforecnanu diaménneho uréenej na pouzitie v pripravkoch na ochranu rastlin ako nesmrtiacej ndvnady pre ovocné
musky (Technical report on the outcome of the consultation with Member States and EFSA on the basic substance application for diammonium
phosphate for use in plant protection as a non-lethal food attractant for fruit flies). Podpornd publikdcia EFSA 2015: EN-873. 34 s
http://ec.curopa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN.

Nariadenie Komisie (ES) ¢. 6067) 2009 z 10. jala 2009, ktorym sa ustanovuji urcité podrobné pravidld uplatiiovania nariadenia Rady (ES)
¢. 479/2008, poklal ide o kategrie vindrskych vyrobkov, enologické postupy a uplatnitelné obmedzenia (U. v. EU L 193, 24.7.2009,
s. 1).

—_—
N



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN
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(5)  Z vykonanych preskiimani vyplyva, Ze v pripade fosforecnanu diaménneho mozno ocakavat, ze vo vieobecnosti
splia poziadavky stanovené v ¢lanku 23 nariadenia (ES) ¢. 1107/2009, najmad pokial ide o sposoby pouZivania,
ktoré boli preskiimané a podrobne opisané v reviznej sprave Komisie. Preto je vhodné fosfore¢nan diaménny ako
zakladnt latku schvilit.

(6)  V stlade s ¢linkom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na sticasné
vedecké a technické poznatky je vsak potrebné stanovit urcité podmienky schvdlenia, ktoré st uvedené
v prilohe I k tomuto nariadeniu.

(7)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) €. 540/2011 (") mala zodpovedajiicim spdsobom zmenit.

(8)  Opatrenia stanovené v tomto nariadeni si v siilade so stanoviskom Stdleho vyboru pre rastliny, zvierata,

potraviny a krmivd,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej latky

Latka fosfore¢nan diaménny Specifikovand v prilohe I sa schvaluje ako zdkladnd litka za podmienok stanovenych
v uvedenej prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykondvacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou II k tomuto nariadeniu.

Cldnok 3
Nadobudnutie a¢innosti

Toto nariadenie nadobida tGcinnost dvadsiatym diom po jeho uverejneni v Uradnom vestniku Eurdpskej iinie.

Toto nariadenie je zdvdzné v celom rozsahu a priamo uplatnite[né vo vsetkych clenskych
Statoch.

V Bruseli 8. aprila 2016

Za Komisiu
predseda
Jean-Claude JUNCKER

(') Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykondva nariadenie Eur6pskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvdlenych t¢innych ltok (U. v.EUL 153,11.6.2011, 5. 1).





PRILOHA I

Vseobecny ndzov,
identifikacné ¢&isla

Nézov IUPAC

Cistota (1)

Détum schvélenia

Osobitné ustanovenia

fosfore¢nan diaménny fosfore¢nan dia-
CAS ¢. 7783-28-0 monny

enologické triedy

29. aprila 2016

Fosfore¢nan diaménny sa musi pouzivat v silade s osobitnymi podmienkami,
ktoré st zahrnuté v zdveroch reviznej spravy o fosfore¢nane diaménnom
(SANTE[12351/2015), a najmi v jej dodatkoch I a IL

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

V &asti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 5402011 sa dopliia tento zdpis:

PRILOHA 1l

Bezny ndzov,

Cislo identifikacné cisla

Nézov IUPAC

Cistota (*)

Datum schvilenia

Osobitné ustanovenia

,11 fosfore¢nan diaménny
CAS ¢. 7783-28-0

fosfore¢nan dia-
moénny

enologické triedy

29. aprila 2016

Fosfore¢nan diaménny sa musi pouzivat v stlade s osobitnymi pod-
mienkami, ktoré st zahrnuté v zdveroch reviznej spravy o fosfore¢nane
diaménnom (SANTE/[12351/2015), a najmi v jej dodatkoch I a II*.

(*) Dalsie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zakladnej létky st uvedené v reviznej sprave.
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EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Food and feed safety, innovation
Pesticides and biocides

COMMISSION STAFF WORKING DOCUMENT!

Basic Substance
diammonium phosphate
SANTE/12351/2015—-rev. 1
8 March 2016

Review report for the basic substance diammonium phosphate finalised
in the Standing Committee on Plants, Animals, Food and Feed at its meeting on 8 March 2016
in view of the approval of diammonium phosphate as basic substance in accordance with
Regulation (EC) No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of diammonium phosphate
made in the context of the assessment of the substance provided for in Article 23 of Regulation
(EC) No 1107/2009° concerning the placing of plant protection products on the market, with a
view to the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 29 September 2014 an application from ITAB, hereafter referred to as
the applicant, for the approval of the substance diammonium phosphate as basic substance.

The application and attached information were distributed to the Member States and European
Food Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application, which was finalised in
the new version of August 2015.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
diammonium phosphate on 6 October 2015°.

The Commission examined the application, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee of 8 March 2016.

Does not necessarily represent the views of the Commission.
2 0JL 309, 24.11.2009, p. 1-50.
EFSA (European Food Safety Authority), 2015. Technical report on the outcome of the consultation with Member States

and EFSA on the basic substance application for diammonium phosphate for use in plant protection as a non-lethal food
attractant for fruit flies. EFSA supporting publication 2015:EN-873. 34 pp.





The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU) 2016/548"
concerning the approval of diammonium phosphate as basic substance under Regulation
(EC) No 1107/2009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of diammonium phosphate as basic
substance, operators are responsible for using it for plant protection purposes in conformity with
the legal provisions of Regulation (EC) No 1107/2009 and with the conditions established in the
sections 4, 5 and Appendixes | and Il of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/2009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be
expected that diammonium phosphate fulfils the criteria of Article 23.

Diammonium phosphate is authorised to be used in oenology to encourage yeast development
by Regulation (EC) No 606/2009° up to a concentration of 1g/L.

The conditions of use are not expected to lead to the presence of residues of concern in food or
feed commodities.

4 0JL95,69.4.2016, p. 1-3.

> 0JL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.

® QJL 193, 24.7.2009, p1-59 - Regulation (EC) No 606/2009 of the European Parliament and of the Council
of 10 July 2009 laying down detailed rules for implementing Council Regulation (EC) 479/2008 as regards
the categories of grapevine products, oenological practices and the applicable restrictions.





Diammonium phosphate does not have an inherent capacity to cause endocrine disrupting
(according to the interim criteria in Regulation 1107/2009), neurotoxic or immunotoxic effects
and is not predominantly used for plant protection purposes but nevertheless is useful in plant
protection in a product consisting of the substance and water. Finally, it is not placed on the
market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix 1l to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

The following point is considered as open by the EFSA (2015) for diammonium phosphate,
however the risk is considered acceptable for the following reasons:

- The operator and worker risk assessment has not been addressed.

Diammonium phosphate will only be used in traps as an attractant for fruit flies which limits
exposure. Diammonium phosphate is authorised to be used in oenology to encourage yeast
development by Regulation (EC) No 606/2009. Diammonium phosphate is used as an
agricultural fertiliser. The exposure for operators and workers from the use of
diammonium phosphate is regarded to be equal to or lower than the use of this product in
oenology or as a fertiliser. Moreover, the supported basic substance use is referring to
products currently on the market to be used in oenology and packaged and labelled in
accordance with Regulation (EC) No 1272/2008" including among others necessary
information with respect to specific precautionary measures to apply proper risk mitigation
measures.

4. Identity and biological properties
The main properties of diammonium phosphate are given in Appendix I.
The active substance shall have a purity as oenological grade.

It has been established that for diammonium phosphate as notified by the applicant, no relevant
impurities are considered, on the basis of information currently available, of toxicological,
ecotoxicological or environmental concern.

7 0.J.L.353,31.12.2008





5. Particular conditions to be taken into account in relation to the uses as basic
substance of diammonium phosphate

Diammonium phosphate must be identified by the specifications given in Appendix | and must
be used in compliance with conditions of supported uses as reported in Appendixes | and I1.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being an attractant in traps are approved.

- Users shall respect the conditions of use and precautionary statements reported on the
products safety data sheet, which has to be available at purchase phase, and in particular,
use the prescribed adequate personal protective equipment.

Use of diammonium phosphate must be in compliance with conditions specified in the
Appendixes | and |1 of this review report.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

The identification of diammonium phosphate as food ingredient implies that the Regulation (EC)
No 178/2002 on food safety applies.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for diammonium phosphate in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.





APPENDIX |

Identity and biological properties

DIAMMONIUM PHOSPHATE

Common name

Diammonium phosphate (diammonium hydrogen phosphate)

Chemical name (IUPAC)

Diammonium hydrogen phosphate

Chemical Name. (CA)

Diammonium phosphate

CAS No 7783-28-0
CIPAC No and EEC No 231-987-8
FAO SPECIFICATION Not available.

Purity Oenological grade.
Molecular formula (NH4)2HPO4
Relevant impurities None.

Molecular mass and structural
formula

0
'O"F\)“‘O'
OH

Molecular mass: 132.07 [g/mol]

2

Mode of Use

Diammonium phosphate as specified above to be used in
water solution for application as listed in Appendix II.

Preparation to be used

Diammonium phosphate to be diluted in compliance with rate
of application reported in Appendix II.

Function of plant protection

Attractant.






APPENDIX 11
DIAMMONIUM PHOSPHATE

Pests or Formulation Application Application rate per treatment -I;ZE:I
F
P—— group Growth kg kg kg PHI
e and/((;; situation (IB of pests Type (i(:; Method stage Nunrqr;rt])er ggisvrg::] a.s./hl V\I//?]t:r as/ha | as/ha | (days) | Remarks
(b) (d-f) /L kind and max applications | ™" min min min (m)
controlled 9 (f-h) season K ppics max max max
© ® 0 (k) min) | gy | M3 | (kgha) () | (kgtha) (1)
Mediterranean
Orchards Fruit fi Mass Mass Mass Mass
Including Ceratitis cay itata trapping: trapping: | trapping: | trapping:
cherry tree Cherry fFI)y 1 tra%ger tre/eh max 100 max 4 max 4
up to 100 traps/ha
Prunus spp Rhagoletis cerasi P P
Mass Mass Mass Mass
Olive trees Olive fly trapping: trapping: | trapping: | trapping:
Olea europaea Bactrocera oleae VP Placed 1 trap per tree Approx. max | max 100 max 4 max 4 Not
F 40 in up to 100 traps/ha 6to8 4 relevant
physical traps Mass Weeks*
Mediterranean trapping: . Mass : Mass t Mass
Citrus spp Fruit fly 1 trap per tree rtweg(pll%gd r?np;:rllg. r;gg(lrf.
Ceratitis capitata up to 100 traps/ha
Other crops Mediterranean Mass Mass Mass Mass
where Eruit fi trapping: trapping: | trapping: | trapping:
C. capitata c . Y. 1 trap per tree max 100 max 4 max 4
cause damage eratitis capitata up to 100 traps/ha

* depending upon environmental factors such as climate and topography

(@) For crops, the EU and Codex classification (both) should be taken (i) g/kg or g/L. Normally the rate should be given for the active

into account ; where relevant, the use situation should be described
(e.g. fumigation of a structure)

(b) Outdoor or field use (F), greenhouse application (G) or indoor
application (1)

(c) e.g. pests as biting and sucking insects, soil born insects, foliar
fungi, weeds or plant elicitor

(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule
(GR) etc..

(e) GCPF Codes — GIFAP Technical Monograph N° 2, 1989

(f)  All abbreviations used must be explained

(@ Method, e.g. high volume spraying, low volume spraying,
spreading, dusting, drench

(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant,
between the plant — type of equipment used must be indicated

0)

(k)
U]

substance (according to 1SO)

Growth stage at last treatment (BBCH Monograph, Growth Stages of
Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where
relevant, information on season at time of application

Indicate the minimum and maximum number of application possible
under practical conditions of use

The values should be given in g or kg whatever gives the more
manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or
12.5 g/ha instead of 0.0125 kg/ha

(m) PHI - minimum pre-harvest interval
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VYKONAVACIE NARIADENIE KOMISIE (EU) 2016/560
z 11. aprila 2016,

ktorym sa v siillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uviddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka srvitka a ktorym sa meni priloha
k vykondvaciemu nariadeniu Komisie (EU) ¢. 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurdpskej tnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktébra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedZe:

(1)  V stlade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 20. aprila 2015 dorucend Ziadost od
ustavu Institut Technique de I'Agriculture Biologique (ITAB) o schvélenie sladkej srvtky ako zakladnej latky.
K uvedenej #adosti boli prilozené informacie pozadované v ¢lanku 23 ods. 3 druhom pododseku. Ziadatelovi
bola poskytnutd moznost doplnit Ziadost, ktord bola dokon¢end v novom zneni zo septembra 2015. Pri tejto
prilezitosti ziadatel zmenil rozsah Ziadosti na srvétku.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,irad“) o odborni pomoc. Urad predlozil
Komisii technickdl spravu 28. oktébra 2015 (}). Komisia 11. decembra 2015 predlozila Stilemu vyboru pre
rastliny, zvieratd, potraviny a krmivd reviznu spravu (*) a ndvrh tohto nariadenia a sfinalizovala ich v priprave na
zasadnutie uvedeného vyboru 8. marca 2016.

(3)  Z dokumenticie poskytnutej Ziadatefom vyplyva, ze srvitka splha kritérid na potraviny podla vymedzenia
v ¢lanku 2 nariadenia Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 (*). Hoci sa primdrne nepouZiva na tcely
ochrany rastlin, je uZito¢nd aj pri ochrane rastlin v pripravku, ktory sa skladd z tejto litky a vody. Preto ju treba
povazovat za zékladnt ldtku.

(4)  Na zdklade vykonanych preskiimani mozno v pripade srvitky ocakdvat, Ze vo vieobecnosti splia poziadavky
stanovené v c¢ldnku 23 nariadenia (ES) ¢. 1107/2009, najmid pokial ide o pouzitia, ktoré boli preskiimané
a podrobne opisané v reviznej sprave Komisie. Preto je vhodné schvalit srvatku ako zakladnd latku.

(5)  Vsilade s ¢lankom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na stcasné
vedecké a technické poznatky je vSak potrebné stanovit ur¢ité podmienky schvélenia, ktoré si uvedené
v prilohe I k tomuto nariadeniu.

(6)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) €. 540/2011 (°) mala zodpovedajiicim spdsobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v sdlade so stanoviskom Stdleho vyboru pre rastliny, zvieratd,
potraviny a krmiv4,

() U.v.EUL 309, 24.11.2009,s. 1.

(*) Eurdpsky tirad pre bezpecnost potravin, 2015; Vysledok konzultdcii s clenskymi $tdtmi a EFSA zameranymi na Ziadost o zdkladnt latku
sladka srvdtka na pouzitie v pripravkoch na ochranu rastlin ako fungicid na vini¢, rajciaky, uhorky a cukety. Podpornd publikdcia EFSA
2015:EN-879. 34s.

() http:/[ec.europa.euffood|/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN.

(*) Nariadenie Eurdpskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. janudra 2002, ktorym sa ustanovuji v§eobecné zdsady a poziadavky
potravinového préva, zriaduje Eurdpsky tdrad pre bezpecnost potravin a stanovuji postupy v zédleZitostiach bezpecnosti potravin
(U.v.ESL31,1.2.2002,s. 1). )

() Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykonava nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvalenych t¢innych litok (U. v. EUL 153, 11.6.2011,s. 1).



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN
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PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej litky

Létka srvitka Specifikovand v prilohe I sa schvaluje ako zdkladnd litka za podmienok stanovenych v uvedenej prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykondvacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou II k tomuto nariadeniu.

Cldnok 3
Nadobudnutie d¢innosti

Toto nariadenie nadobiida Gi¢innost dvadsiatym dnom po jeho uverejneni v Uradnom vestniku Eurdpskej iinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnite[né vo vietkych ¢lenskych
$tatoch.

V Bruseli 11. aprila 2016

Za Komisiu
predseda
Jean-Claude JUNCKER





PRILOHA I
. Be?r.l)'f I}éZ,OY,’ Nézov IUPAC Cistota (1) Détum schvélenia Osobitné ustanovenia
identifikacné ¢isla
srvétka nie je k dispozicii CODEX STAN 289-1995 () 2. médja 2016 Srvétka sa musi pouzivat v silade s osobitnymi podmienkami, ktoré si
CAS &: 92129-90-3 zahrnuté v zdveroch reviznej spravy o srvitke (SANCO/12354/2015),
N a najmd v jej dodatkoch 1 a IL.

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.
(3 K dispozicii online: http://www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en|/.

PRILOHA II

V éasti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 5402011 sa dopliia tento zdpis:

,10 | srvatka nie je k dispozicii CODEX STAN 289-1995 (¥ 2. médja 2016
CAS €.: 92129-90-3

Srvétka sa musi pouzivat v stlade s osobitnymi podmienkami,
ktoré st zahrnuté v zdveroch reviznej spravy o srvatke
(SANCO/12354/2015), a najmi v jej dodatkoch I a II.

(*) K dispozicii online: http:/[www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en/.“
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EUROPEAN COMMISSION

HEALTH AND FOOD SAFETY DIRECTORATE-GENERAL

Safety of the Food Chain
Pesticides and Biocides

COMMISSION STAFF WORKING DOCUMENT!

Basic Substance

whey
SANTE/12354/2015-rev. 1
8 March 2016

Review report for the basic substance whey finalised in
the Standing Committee on Plants, Animals, Food and Feed at its meeting
on 8 March 2016 in view of the approval of whey as basic substance in accordance with
Regulation (EC) No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of whey made in the context
of the assessment of the substance provided for in Article 23 of Regulation (EC) No 1107/2009°
concerning the placing of plant protection products on the market, with a view to the possible
approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 20 April 2015 an application from ITAB, hereafter referred to as the
applicant, for the approval of the substance sweet whey as basic substance.

The application and attached information were distributed to the Member States and European
Food Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application, which was finalised in
the new version of September 2015. On that occasion the applicant changed the name of the
application to the broader term whey.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
whey on 28 October 2015°,

The Commission examined the application, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was

Does not necessarily represent the views of the Commission.
2 QJL 309, 24.11.2009, p. 1-50.
EFSA (European Food Safety Authority), 2015. Technical report on the outcome of the consultation with Member

States and EFSA on the basic substance application for sweet whey for use in plant protection as a fungicide on grape
vines, tomatoes, cucumbers and zucchini squash. EFSA supporting publication 2015:EN-879. 34 pp.





referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee of 8 March 2016.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU) 2016/560"
concerning the approval of whey as basic substance under Regulation (EC) No 1107/2009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of whey as basic substance, operators
are responsible for using it for plant protection purposes in conformity with the legal provisions
of Regulation (EC) No 1107/2009 and with the conditions established in the sections 4, 5 and
Appendixes | and 11 of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/2009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be
expected that whey fulfils the criteria of Article 23.

Whey fulfils the criteria of a ‘foodstuff’ as defined in Article 2 of Regulation (EC)
No 178/2002.

Considering the EFSA conclusions on the basic substance application for whey, the rate of
application and the conditions of use which are described in detail in Appendix | and Il, it is

‘' QJL96, 12.4.2016, p. 23-25.

> QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





concluded that the use of whey would in principle not lead to concerns for human health. The
potential health concern of the use of whey regarding food allergy to lactose is considered
addressed by limiting the approved use, as described in Appendix Il, to indoor applications until
a growth stage at which no fruits are present in the glasshouse. As such the conditions of use are
not expected to lead to the presence of residues of concern in food or feed commodities.

Whey does not have an inherent capacity to cause endocrine disrupting (according to the interim
criteria in Regulation 1107/2009), neurotoxic or immunotoxic effects and is not predominantly
used for plant protection purposes but nevertheless is useful in plant protection in a product
consisting of the substance and water. Finally, it is not placed on the market as a plant protection
product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix Il to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

4. Identity and biological properties
The main properties of whey are given in Appendix 1.
The active substance shall have a purity as food grade.

It has been established that for whey as notified by the applicant, no relevant impurities are
considered, on the basis of information currently available, of toxicological, ecotoxicological or
environmental concern.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of whey

Whey must be identified by the specifications given in Appendix | and must be used in
compliance with conditions of supported uses as reported in Appendixes I and I1.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being a fungicide are approved.

Use of whey must be in compliance with conditions specified in the Appendixes | and I of this
review report.





On the basis of the proposed and supported uses (as listed in Appendix Il), no particular issues
have been identified.

The identification of whey as food ingredient implies that the Regulation (EC) No 178/2002 on
food safety applies.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for whey in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.





APPENDIX |

Identity and biological properties

WHEY
Common name Whey
Chemical name (IUPAC) Not available.
Chemical Name. (CA) Not available.
CAS No 92129-90-3
CIPAC No and EEC No Not available.
FAO SPECIFICATION Not available.

Purity

CODEX STAN 289-1995

Molecular formula

Not applicable.

Relevant impurities

None

Molecular mass and structural
formula

Not applicable.

Mode of Use

Whey as specified above to be used in water solution for
application as listed in Appendix Il.

Preparation to be used

Whey to be diluted in compliance with rate of application
reported in Appendix II.

Function of plant protection

Fungicide.






APPENDIX II

WHEY
Crop and/ Pests or Formulation Application Application rate
or situation| F group of pests Ty Mgthod Growth Ng. of Interval Total rate each
@) G controlled pe c kind stage & appllcatlon beregn _ application PHI Remarks
or onc. of season min/max | applications |ga.i/hl i /ha mi
. - ’ - Water I/ha | 9 @.1./na min max (days)
| () ai g/l (f-h) 0) K (min) m'/?ﬂmax min max | (g/ha) (I) or
(b) (d- (i) (g/hi) concentration
f) recommended
Cucumber G | Powdery TC | 60-80 Foliar From three 3-5 7 days 06L 1000 6 Whey should
Cucumis mildews: g/L spray* weeks after to to to be used rapidly
Sativus Podosphaera sowing 3L 1500 30L after collection,
Zucchini fusca (9th leaf (0.036 (0.36 not stored in
squash Podosphaera unfolded to to metal vessel.
Cucurbita xanthii on 0.24 2.4
pepo Golovinomyces/ main stem) kg kg
Erysiphe to 9 or a.s.) a.s.)
cichoracearum more
and orontii primary
Sphaerotheca side shoots
fuliginea visible
Leveillula (BBCH 19-
cucurbitacearum 49)**

* spray when there is sun (preferably morning)
** do not apply when any plant in the greenhouse is at a later growth stage than BBCH 49.

@)

(b)

(d)
(®
@)
(h

For crops, the EU and Codex classification (both) should be
taken into account ; where relevant, the use situation should be
described (e.g. fumigation of a structure)

Outdoor or field use (F), greenhouse application (G) or indoor
application (1)

e.g. pests as biting and sucking insects, soil born insects, foliar
fungi, weeds or plant elicitor

e.g. wettable powder (WP), emulsifiable concentrate (EC),
granule (GR) etc..

GCPF Codes — GIFAP Technical Monograph N° 2, 1989

All abbreviations used must be explained

Method, e.g. high volume spraying, low volume spraying,
spreading, dusting, drench

Kind, e.g. overall, broadcast, aerial spraying, row, individual
plant, between the plant — type of equipment used must be
indicated

®
0]

(k)
0]

(m) PHI - minimum pre-harvest interval

g/kg or g/L. Normally the rate should be given for the
substance (according to ISO)

Growth stage at last treatment (BBCH Monograph, Growth
Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4),
including where relevant, information on season at time of
application

Indicate the minimum and maximum number of application
possible under practical conditions of use

The values should be given in g or kg whatever gives the more
manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or
12.5 g/ha instead of 0.0125 kg/ha
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VYKONAVACIE NARIADENIE KOMISIE (EU) 2016/1978
z 11. novembra 2016,

ktorym sa v siillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uviddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka slnecnicovy olej a ktorym sa meni
priloha k vykondvaciemu nariadeniu Komisie (EU) ¢. 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej tnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktébra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSen{ smernic Rady 79/117/EHS a 91/414/EHS (), a najmi na jeho ¢ldnok 23 ods. 5 v
spojeni s ¢linkom 13 ods. 2,

kedze:

(1)  Vsulade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 4. septembra 2015 doruéend Ziadost od
tstavu Institut Technique de I'Agriculture Biologique (ITAB) o schvilenie slne¢nicového oleja ako zdkladnej latky.
K uvedenej Ziadosti boli pripojené informdcie pozadované v ¢lanku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky tirad pre bezpecnost potravin (dalej len ,irad) o vedeckd pomoc. Urad predlozil
Komisii 11. aprila 2016 technickd sprévu o slne¢nicovom oleji (?). Komisia predlozila 12. jala 2016 Stilemu
vyboru pre rastliny, zvieratd, potraviny a krmivé reviznu spravu (*) a navrh tohto nariadenia a sfinalizovala ich na
zasadnutie tohto vyboru 7. oktébra 2016.

(3)  Z dokumentécie poskytnutej ziadatelom vyplyva, Ze slne¢nicovy olej spiiia kritérid potraviny podla vymedzenia v
¢lanku 2 nariadenia Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 (*). Hoci sa primdrne nepouZiva na tcely
ochrany rastlin, je uZito¢ny pri ochrane rastlin v pripravku, ktory sa skladd z tejto latky a vody. Preto ho treba
povazovat za zékladnt ldtku.

(4)  Z vykonanych preskimani vyplyva, Ze v pripade slnecnicového oleja mozno ocakavat, Ze vo vieobecnosti spliia
poziadavky stanovené v ¢lanku 23 nariadenia (ES) ¢. 1107/2009, najmi pokial ide o spésoby pouzivania, ktoré
boli preskiimané a podrobne opisané v reviznej sprave Komisie. Preto je vhodné slne¢nicovy olej ako zdkladna
latku schvilit.

(5)  Vsilade s ¢linkom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na stcasné
vedecké a technické poznatky je vSak potrebné stanovit urcité podmienky schvélenia, ktoré si uvedené
v prilohe I k tomuto nariadeniu.

(6)  V stlade s ¢clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) €. 540/2011 (°) mala zodpovedajiicim spdsobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v silade so stanoviskom Stdleho vyboru pre rastliny, zvieratd,
potraviny a krmivd,

() U.v.EUL 309, 24.11.2009,s. 1.

(*) Eurdpsky trad pre bezpecnost potravin, 2016. Technickd sprava o vysledkoch konzultacii s ¢lenskymi $tdtmi a EFSA tykajicich sa
ziadosti o schvélenie slne¢nicového oleja ako zdkladnej ldtky na pouzitie v pripravkoch na ochranu rastlin ako insekticidu na ovocné
stromy, vini¢, zemiaky, zeleninu a skladované zrnd v pozberovom osetreni a ako fungicidu na zeleninu a vini¢. Podpornd publikdcia
EFSA 2016:EN-1023. 51 s.

() http:/[ec.europa.euffood/plant/pesticides/eu-pesticides-database /public/?event=activesubstance.selection&language=EN

(*) Nariadenie Eurdpskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. janudra 2002, ktorym sa ustanovuji v§eobecné zdsady a poziadavky
potravinového préva, zriaduje Eurdpsky tdrad pre bezpecnost potravin a stanovuji postupy v zédleZitostiach bezpecnosti potravin
(U.v.ESL31,1.2.2002,s. 1). )

() Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykonava nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvalenych t¢innych litok (U. v. EUL 153, 11.6.2011,s. 1).



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN
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PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej litky

Slnecnicovy olej $pecifikovany v prilohe I sa schvaluje ako zdkladnd litka za podmienok stanovenych v uvedenej
prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykondvacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou II k tomuto nariadeniu.

Clénok 3
Nadobudnutie acinnosti

Toto nariadenie nadobtida tc¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnitelné vo vietkych clenskych
§tatoch.

V Bruseli 11. novembra 2016

Za Komisiu
predseda
Jean-Claude JUNCKER





PRILOHA I

Bezny ndzov, identifikacné
cisla

Nézov IUPAC

Cistota (1)

Datum schvilenia

Osobitné ustanovenia

slne¢nicovy olej
CAS ¢.: 8001-21-6

slne¢nicovy olej

potravinovéd akostnd
trieda

2. decembra 2016

Slne¢nicovy olej sa musi pouzivat v stlade s osobitnymi podmienkami, ktoré
st zahrnuté v  zdveroch reviznej sprdvy o slne¢nicovom  oleji
(SANTE[10875/2016), a najmd v jej dodatkoch I a IL.

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

PRILOHA 1l

V &asti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 5402011 sa dopliia tento zdpis:

Cislo

Bezny nazov, identifikacné
cisla

Nézov IUPAC

Cistota (1)

Datum schvélenia

Osobitné ustanovenia

w12

slne¢nicovy olej
CAS ¢.: 8001-21-6

slne¢nicovy olej

trieda

potravinové akostnd

2. decembra 2016

Slnec¢nicovy olej sa musi pouzivat v stlade s osobitnymi pod-
mienkami, ktoré sti zahrnuté v zdveroch reviznej spravy o slne¢ni-
covom oleji (SANTE[10875/2016), a najmd v jej dodat-
koch I'a IL*

(1) Dalgie podrobnosti o identite, $pecifikécii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.
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Sunflower oil RR.pdf
EUROPEAN COMMISSION
HEALTH AND FOOD SAFETY DIRECTORATE-GENERAL

Food and Feed Safety Innovation
Pesticides and Biocides

COMMISSION STAFF WORKING DOCUMENT"

Basic Substance
Sunflower QOil

SANTE/10875/2016
7 October 2016

Final
Review report for the basic substance sunflower oil

Finalised in the Standing Committee on Plants, Animals, Food and Feed
at its meeting on 7 October 2016
in view of the approval of sunflower oil as basic substance in accordance with
Regulation (EC) No 1107/2009
Sunflowerseed oil (sunflower oil) is derived from sunflower seeds (seeds of Helianthus annuus L.).

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of sunflower oil, made in the
context of the assessment of the substance provided for in Article 23 of Regulation (EC)
No 1107/2009° concerning the placing of plant protection products on the market, with a view to
the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 4 September 2015 an application from ITAB (Institut Technique de
I'Agriculture Biologique), hereafter referred to as the applicant, for the approval of the substance
sunflower oil as basic substance.

The application and attached information were distributed to the Member States and European
Food Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application which was finalised in the
new version of January 2016.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to the EFSA, who
delivered its views on the specific points raised in the commenting phase.

Does not necessarily represent the views of the Commission.
0J L 309, 24.11.2009, p. 1-50.





EFSA submitted to the Commission the results of its work in the form of a technical report for
sunflower oil on April 2016°.

The Commission examined the application, the comments by Member States and EFSA and the
EFSA technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed, for examination. The
draft review report was finalised in the meeting of the Standing Committee on 7 October 2016.

Given the importance of the EFSA technical report, the comments, additional information and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of Commission Implementing Regulation (EU) 2016/1978* concerning
the approval of sunflower oil as basic substance under Regulation (EC) No 1107/20009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of sunflower oil as basic substance,
operators are responsible for using it for plant protection purposes in conformity with the legal
provisions of Regulation (EC) No 1107/2009 and the conditions established in the sections 4, 5
and Appendices | and |1 of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA as well as the application without the Appendices and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with the derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence,
no further assessment will be carried out on such products. However, the Commission may
review the approval of a basic substance at any time in conformity with the provisions of
Article 23(6) of Regulation (EC) No 1107/2009.

Technical report on the outcome of the consultation with Member States and EFSA on the basic substance
application for sunflower oil for use in plant protection as insecticide on fruit trees, grapevine, potato,
vegetables and post-harvest treatment on stored grains and as fungicide on vegetables and grapevine.
2016:EN-1023.51 pp.

* 0JL305,12.11.2016, p. 23-25.

> QJL 31, 1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried out
with the scientific assistance of EFSA, is that there are clear indications that it may be expected that
sunflower oil fulfil the criteria of Article 23.

Sunflower oil fulfils the criteria of a ‘foodstuff” as defined in Article 2 of Regulation (EC)
No 178/2002.

Considering the EFSA technical report on the basic substance application for sunflower oil, the rate
of application and the conditions of use, which are described in detail in Appendix | and 11, it is
concluded that the use of sunflower oil would not lead to concerns for human health and
environment. Furthermore, no residues are expected as the conditions of use would not significantly
increase the background level due to the natural occurrence of the fatty acids of which it is
composed.

Sunflower oil is not a substance of concern and does not have an inherent capacity to cause
endocrine disrupting (according to the interim criteria in Regulation 1107/2009), neurotoxic or
immune-toxic effects and is not predominantly used for plant protection purposes but nevertheless
is useful in plant protection in a product consisting of the substance and water. Finally, it is not
placed on the market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on human
or animal health nor an unacceptable effect on the environment when used in accordance with the
supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported by
the applicant and mentioned in the list of uses supported by available data (attached as Appendix Il
to this review report) and therefore, they are also subject to compliance with the particular
conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy the
requirements of Article 23 of Regulation (EC) No 1107/2009.

The following points were considered as open by EFSA (2016) for sunflower oil, reasons follow to
explain why the risk is considered negligible:

Chapter 3 — Field of use
» The potential phyto-toxicity of sunflower oil could not be excluded.

On the basis of condition of use and bibliography provided on efficacy, one supported
use could be retained: on tomatoes.

Chapter 5 — Impact on human and animal health

» As food stuff, sunflower oil does not present concerns regarding human and animal
health. However once applied on crops, it forms degradation, (photo)oxidation,
transformation products (e.g. by lipid peroxidation) that may be of concern to human
health (including genotoxic and/or carcinogenic compounds) that are relevant to
consumers, workers and possibly residents exposed to these degradation products. No





quantification is available on the amount of potentially toxic compounds formed after
sunflower oil applications.

Considering previous EFSA conclusions on similar active substances such as rape seed
oil and fatty acids, it is expected the substance to be ready biodegradable, confirmed also
by the evaluation under REACH. Moreover, given the properties of the substance, the
rate of application and the conditions of use in tomato it is expected that the application
will not result in a significant increase of the natural level occurrence of the substance
components and their possible degradation compounds.

Chapter 7 — Fate and behaviour in the environment

» Environmental exposure and effects of sunflower oil and its degradation products as
result of the proposed application rates over a number of seasons need to be assessed.
Particular attention should be given to contamination of groundwater by
degradation/transformation products of sunflower oil.

Ready biodegradability of the substance is reported in the REACH evaluation of existing
entries in Annex IV°. As above-mentioned, given the rate of application and the
conditions of use it is expected that the application will not result in a significant increase
of the natural level occurrence of the substance components and their possible
degradation compounds.

Chapter 8 — Effects on non-target species

» In the ecotoxicology area the submitted information was considered not sufficient to
perform a solid risk assessment.

Considering the composition of sunflower oil and its biodegradability, the rate of
application and the conditions of use it is expected a low risk for non-target organisms.

4. Identity and chemical properties
The main properties of sunflower oil are given in Appendix I.

It has been established that for sunflower oil as notified by the applicant, no relevant impurities are
considered, on the basis of information currently available, of toxicological, ecotoxicological or
environmental concern.

Food grade specifications must be complied with.

6 Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the

Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency,
amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC)
No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and
2000/21/EC ( O.J. L 396, 30.12.2006, p.1).





5. Particular conditions to be taken into account in relation to the uses as basic
substance of sunflower oil.

Sunflower oil must be identified by given specifications in Appendix | and must be used in
compliance with method of preparation and condition of use as reported in Appendices | and I1.

The following conditions for use deriving from assessment of the application have to be respected
by users:

- Only use as basic substance being a fungicide for tomato crops are is approved,
» Period of treatment should be avoided during flowering time.

Use of sunflower oil must be in compliance with conditions specified in the Appendixes | and Il of
this review report.

On the basis of the proposed and supported uses (as listed in Appendix I1), no particular issues have
been identified.

The identification of sunflower oil as food ingredient implies that the Regulation (EC) No 178/2002
on food safety applies.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments, as well as of the results of the examination of any
information referred to the Commission in the framework of Article 23 of Regulation (EC)
No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, in connection, as appropriate, with any amendment of the approval
conditions for sunflower oil in Part C of Annex of the Regulation (EC) No 540/2011".

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will not be placed on the market as a plant protection product and hence, no
further assessment will have to be carried out on it, it is very important to inform not only
applicants but also potential users of the substance on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.

7 0JL153,11.6.2011, p. 1-186.





APPENDIX |

Identity and biological properties

SUNFLOWER OIL

Common name (1SO)

Not available.

Chemical name (IUPAC)

Not relevant, the substance is a complex mixture.

Chemical name (CA)

Not relevant, the substance is a complex mixture.

Common names Sunflower oil
CAS No 8001-21-6

CIPAC No and EEC No Not available.
FAO SPECIFICATION Not available.

Purity

Purity is depending on the origin.
Oleic acid: 14-40%
linoleic acid: 48-74%

mid-oleic acid sunflower oil: min. 70% oleic acid ( as % of
total fatty acids)

high oleic acid sunflower oil: min. 75% oleic acid ( as % of
total fatty acids)

Molecular formula

Not relevant, the substance is a complex mixture.

Molecular mass and structural
formula

Not relevant, the substance is a complex mixture.

Mode of Use

Spray applications

Preparation to be used

Oil dispersion (OD) 0,1- 0,5 % (v/v)

Sunflower oil as specified above to be used in cold water
solution for application on crops as listed in Appendix II.

Function of plant protection

Fungicide.






List of uses supported by available data SUNFLOWER OIL

APPENDIX 11

Application rate | Total
Formulation Application

Example per treatment rate

Member E Pests or
Crop and/or product Conc Growth kg kg kg PHI
State G group of pests Number | Interval Water Remarks
situation name of Method stage a.i./hl a.i/ha | a.i./ha | (days)
or I controlled Type min between I/ha )
@) as available ai. kind and min min | min | (M)
Country (b) © (d-f) max | applications min
on the market glkg (f-h) season max max | max
(k) (min) max
0} 1) M

0.092 0.46 | 0.92

Tomato
Tomato All oil 915 foliar |BBCH32-37| 2 (0.1L) | 500 | (0.5L) | (1L) *
Sunflower powdery mildew
Lycopersicum | Member F Dispersion | to | application then to 8 to to to to 2
oil Oidium
Esculentum States (OD) 923 | spraying | BBBCH 61-71 4 0.46 | 1000 | 4.6 | 184 Kk
neolycopersici
(0.5L) (5L) | (20L)

* Precautions must be taken to avoid overwatering and spilling of the dispersion
**** Period of treatment should be avoided during flowering time

*

@)

(b)

()

Q)
@

For uses where the column ,,Remarks. As above or other conditions
to take into account

For crops, the EU and Codex classification (both) should be taken
into account ; where relevant, the use situation should be described
(e.g. fumigation of a structure)

Outdoor or field use (F), greenhouse application (G) or indoor
application (1)

e.g. pests as biting and sucking insects, soil born insects, foliar
fungi, weeds or plant elicitor

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule
(GR) etc..

GCPF Codes — GIFAP Technical Monograph N° 2, 1989

All abbreviations used must be explained
Method, e.g. high volume spraying,
spreading, dusting, drench

low volume spraying,

(h
0]

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant,
g/kg or g/L. Normally the rate should be given for the active substance
(according to 1SO)

(j) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants,
1997, Blackwell, ISBN 3-8263-3152-4), including where relevant,
information on season at time of application

(k) Indicate the minimum and maximum number of application possible under
practical conditions of use

(I) The values should be given in g or kg whatever gives the more manageable
number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125
kg/ha

(m) PHI - minimum pre-harvest interval between the plant — type of equipment

used must be indicated
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VYKONAVACIE NARIADENIE KOMISIE (EI'J) 2017/409
z 8. marca 2017,

ktorym sa v siilade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uviddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka perox1d vodika a ktorym sa meni
priloha k vykondvaciemu nariadeniu Komisie (EU) & 5402011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurdpskej tnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktébra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s jeho ¢lankom 13 ods. 2,

kedZe

(1)  V sdlade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 9. decembra 2015 dorucend Ziadost od
ustavu Institut Technique de I'Agriculture Biologique (ITAB) o schvélenie peroxidu vodika ako zdkladnej latky.
K uvedenej Ziadosti boli pripojené informdcie pozadované v ¢lanku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,irad“) o odbornd pomoc. Urad predlozil
Komisii 13. septembra 2016 technickd spravu o predmetnej latke (). Komisia predloZila 6. decembra 2016
Stalemu vyboru pre rastliny, zvieratd, potraviny a krmivd reviznu spravu (°) a navrh tohto nariadenia a sfinali-
zovala ich na zasadnutie tohto vyboru 24. januara 2017.

(3)  Z dokumenticie poskytnutej Ziadatelom vyplyva, Ze peroxid vodika je vykondvacim nariadenim Komisie (EU)
2015/1730 (%) schvéleny ako u¢innd ldtka na pouzitie v biocidnych vyrobkoch osobnej hygieny ¢loveka. Hoci sa
primdrne nepouziva na tcely ochrany rastlin, je uzito¢ny pri ochrane rastlin v pripravku, ktory sa skladd z tejto
latky a vody. Preto sa ma povazovat za zdkladni latku.

(4)  Z vykonanych preskﬁmani vyplyva, Ze v pripade peroxidu vodika mozno ocakdvat, Ze vo vieobecnosti splfa
poziadavky stanovené v ¢lanku 23 narjadenia (ES) €. 1107/ 2009, najmd pokial ide o sposoby pouzivania, ktoré
boli preskimané a podrobne opisané v reviznej sprave Komisie. Preto je vhodné schvdlit peroxid vodika ako
zakladna latku.

(5)  V stlade s ¢linkom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na stcasné
vedecké a technické poznatky je vSak potrebné doplnit urcité podmienky schvélenia, ktoré sa uvddzaji v prilohe
I k tomuto nariadeniu.

(6)  V sulade s ¢ldinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykonavaciemu nariadeniu Komisie
(EU) ¢. 540/2011 () mala zodpovedajiicim sposobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v silade so stanoviskom Stdleho vyboru pre rastliny, zvierata,
potraviny a krmiva,

() U.v.EUL 309, 24.11.2009,s. 1.

(*) Eurdpsky tirad pre bezpecnost potravin, 2016; Outcome of the consultation with Member States and EFSA on the basic substance application for
hydrogen peroxide for use in plant protection as fungicide and bactericide in seed treatment and for disinfecting cutting tools. Podpornd publikdcia
EFSA 2016: EN-1091. 39 s

() http:/[ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN.

(*) Vykonavaae nariadenie Komisie (EU) 2015/1730 z 28. septembra 2015, ktorym sa schvaluje peroxid vodika ako existujtica ti¢inné litka

Eouzme v biocidnych vyrobkochtypu1,2,3,4,5a 6 (U v.EUL 252,29.9.2015,s. 27).
ondvacie nariadenie Komisie (EU) €. 540/2011 z 25. mdja 2011, ktorym sa vykondva nariadenie Eurépskeho parlamentu a Rady (ES)
¢ 1 107/2009, pokial ide o zoznam schvilenych t¢innych latok (U. v.EUL 153,11.6.2011, . 1).



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN



L 63/96 Uradny vestnik Eurépskej tnie 9.3.2017

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej litky

Létka peroxid vodika $pecifikovand v prilohe I sa schvaluje ako zdkladnd ldtka za podmienok stanovenych v uvedenej
prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykondvacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou II k tomuto nariadeniu.

Clénok 3
Nadobudnutie acinnosti

Toto nariadenie nadobtida tc¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnitelné vo vietkych clenskych
§tatoch.

V Bruseli 8. marca 2017

Za Komisiu
predseda
Jean-Claude JUNCKER





PRILOHA I

Bezny ndzov,
identifikacné ¢&isla

Nazov IUPAC

Cistota (1)

Datum schvilenia

Osobitné ustanovenia

peroxid vodika peroxid vodika

CAS ¢. 7722-84-1

vodny roztok (< 5 %)

Peroxid vodika pouzZity na vyrobu roztoku
musi{ mat Cistotu podla 3pecifikdcii JECFA
FAO.

29. marca 2017

Peroxid vodika sa musi pouzivat v stlade s osobitnymi pod-
mienkami, ktoré st zahrnuté v zdveroch reviznej spravy o pe-
roxide vodika (SANTE/11900/2016), a najmd v jej dodat-
kochTall

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

PRILOHA II

V casti C prilohy k vykonavaciemu nariadeniu (EU) & 540/2011 sa doplna tento zdpis:

Bezny nézov,

Cislo identifikacné ¢&isla

Nazov IUPAC Cistota (*)

Détum schvélenia Osobitné ustanovenia

,15 peroxid vodika
CAS ¢. 7722-84-1

peroxid vodika

vodny roztok (< 5 %)

JECFA FAO.

Peroxid vodika pouzity na vyrobu roz-
toku musi mat ¢istotu podla Specifikdcii

29. marca 2017 | Peroxid vodika sa musi pouzivat v stlade s osobitnymi

podmienkami, ktoré st zahrnuté v zdveroch reviznej
spravy o peroxide vodika (SANTE[11900/2016),
a najmi v jej dodatkoch I a IL“

(* Dalsie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zakladnej latky st uvedené v reviznej sprave.
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EUROPEAN COMMISSION

*k DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

* %
*

okl Safety of the Food Chain
Pesticides and Biocides

COMMISSION STAFF WORKING DOCUMENT!

Basic Substance

Hydrogen peroxide
SANTE/11900/2016-rev. 1
24 January 2017

Final Review report for the basic substance hydrogen peroxide
Finalised in the Standing Committee on Plants, Animals, Food and Feed at its meeting on
24 January 2017
in view of the approval of hydrogen peroxide as basic substance in accordance with Regulation
(EC) No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of hydrogen peroxide made
in the context of the assessment of the substance provided for in Article 23 of Regulation (EC)
No 1107/2009% concerning the placing of plant protection products on the market, with a view to
the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 9 December 2015 an application from Institut Technique de
I’ Agriculture Biologique (ITAB), hereafter referred to as the applicant, for the approval of the
substance hydrogen peroxide as basic substance.

The application and attached information were distributed to the Member States and European
Food Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application, which was finalised in
the new version of July 2016.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
hydrogen peroxide on 13 September 2016°.

The Commission examined the application, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments

Does not necessarily represent the views of the Commission.
2 0JL 309, 24.11.2009, p. 1-50.
European Food Safety Authority, 2016; Outcome of the consultation with Member States and EFSA on the
basic substance application for hydrogen peroxide for use in plant protection as fungicide and bactericide in
seed treatment and for disinfecting cutting tools. EFSA supporting publication 2016:EN-1091. 39 pp.





provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee of 24 January 2017.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU) 2017/409°
concerning the approval of hydrogen peroxide as basic substance under Regulation
(EC) No 1107/2009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of hydrogen peroxide as basic
substance, operators are responsible for using it for plant protection purposes in conformity with
the legal provisions of Regulation (EC) No 1107/2009 and with the conditions established in the
sections 4, 5 and Appendixes | and Il of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/2009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be
expected that hydrogen peroxide fulfils the criteria of Article 23.

“  0JL63,9.3.2017, p. 95-97.

®  0JL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





Hydrogen peroxide does not fulfil the criteria of a ‘foodstuff’ as defined in Article 2 of
Regulation (EC) No 178/2002.

Considering the EFSA conclusions on the basic substance application for hydrogen peroxide, the
rate of application and the conditions of use which are described in detail in Appendix I and 11, it
is concluded that the use of hydrogen peroxide would not lead to concerns for human health.
Furthermore, the conditions of use are not expected to lead to the presence of residues of concern
in food or feed commaodities.

Hydrogen peroxide does not have an inherent capacity to cause endocrine disrupting (according
to the interim criteria in Regulation (EC) No 1107/2009), neurotoxic or immunotoxic effects and
is not predominantly used for plant protection purposes but nevertheless is useful in plant
protection in a product consisting of the substance and water. Finally, it is not placed on the
market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix Il to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

The following points were considered as open by EFSA (2016) for hydrogen peroxide,
reasons follow to explain why the risk is considered negligible:

Chapter 5 — Impact on human and animal health

» With regards to the impact on human and animal health, a number of potential
adverse effects are reported mainly after oral ingestion that would require a dose-
response characterisation to perform a proper risk assessment relevant to operators,
workers, bystanders and to residential exposure. Therefore the information provided
is insufficient to conclude on the non-dietary exposure risk assessment.

Since the ready-made hydrogen peroxide solutions are used for disinfection of
agricultural cutting tools and for seed treatment and not sprayed, exposure by
operators, workers, bystanders and residents via the oral route can be assumed to be
negligible. Moreover, the risk of the biocidal use of hydrogen peroxide solutions
(<5%) as a hand disinfectant in hospital and food industry use was considered to be
acceptable by the Biocidal Products Committee of the European Chemicals Agency®.

®  European Chemical Agency, Biocidal Products Committee (BPC): Opinion on the application for approval

of the active substance: Hydrogen peroxide, Product type: 1, ECHA/BPC/39/2015





» Regarding skin, eye, respiratory tract irritation and/or corrosivity and repeated
inhalation toxicity, low concern would be assumed at concentrations below 5% due to
a low irritation potential; however 5%, the highest concentration proposed to be used
for disinfection of mechanical cutting tools, require classification as Eye Irrit. 2,
H319: Causes serious eye irritation.

As noted in the EFSA technical report, solutions of hydrogen peroxide below 5% are
not classified as Eye Irrit. 2. The intended use of the basic substance considers only
solutions with a concentration lower than 5%, as described in the table of intended
uses in Appendix II.

4. Identity and biological properties
The main properties of hydrogen peroxide are given in Appendix .

The active substance is to be used in a ready-made solution with a concentration below 5%. The
hydrogen peroxide used for the manufacture of the solution shall have a purity according to the
FAO JECFA specifications.

It has been established that for hydrogen peroxide as notified by the applicant, no relevant
impurities are considered, on the basis of information currently available, of toxicological,
ecotoxicological or environmental concern.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of hydrogen peroxide

Hydrogen peroxide must be identified by the specifications given in Appendix | and must be
used in compliance with conditions of supported uses as reported in Appendixes I and II.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being a fungicide and bactericide in seed treatment and
for disinfecting agricultural cutting tools are approved.

Use of hydrogen peroxide must be in compliance with conditions specified in the Appendixes |
and 11 of this review report.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.





7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for hydrogen peroxide in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.





APPENDIX |

Identity and biological properties

HYDROGEN PEROXIDE

Common name

Hydrogen peroxide

Chemical name (IUPAC)

Hydrogen peroxide

Chemical Name. (CA)

Hydrogen peroxide

CAS No

7722-84-1

CIPAC No and EEC No

Not applicable

FAO SPECIFICATION

Not applicable

Purity

Solution in water ( <5 %)

The hydrogen peroxide used to manufacture the solution shall
have a purity according to the FAO JECFA specifications.

Molecular formula

H20;

Relevant impurities

Not applicable.

Molecular mass and structural
formula

H202

Molecular mass: 34.01 g mol™

Mode of Use

Hydrogen peroxide as specified above to be used as water
solution for application as listed in Appendix II.

Preparation to be used

Hydrogen peroxide ready-made solution of <5%
concentration.

Function of plant protection

Fungicide, bactericide.






APPENDIX 11

List of uses supported by available data HYDROGEN PEROXIDE

Example E lati Applicati Application rate per Total
ormulation ication
c o Member | Product | £ Pests or PP treatment - rzte o1
rop and/or
-p : State NAame 1 G | group of pests Conc Growth |\ mber Interval kg Water | a.i ?ha ai /gha Remarks
situation Of | Method | stage . a.i.hl - " (days)
or as | controlled Type - . min between . I/ha min min
@) available (d-f) al. Kind and max applications | ™" min max max (m)
Country (b) (©) g/l (f-h) season . max
on the Q) 0 (K) (min) (g/hl) max (g/ha) (g/ha)
market ()] M
Liquid for
disinfection
of agricultural
Vegetables mechanical
S oI%n aceae cutting tools
s Generic Soil Waitin
"T(% ready- bacteria Concerned Aol To be eriod 9
Tomato made Ralstonia Tools 15 be%gr)é applied 20
Lvconersicon EU <5% G | Solanacerum to cuttin n.a. before n.a. n.a. n.a. n.a. n.a. n.a. seconds
esyculre):ntum hydrogen Botrytis Small 30 9 every use of after
peroxide Botrytis Miscellaneous the tool .
bell pepper uti . . . washing
Capsicum solution cinerea equipment:
s Cuttings
PP scissor with
injection
(LS~






Formulation Application Application rate per | Total
Example treatment rate
Crop Member | product F Pfgts o(;f Conc Growth k kg kg PHI
and/or State name G |9droup Number | Interval 9 Water | a.i./ha | a.i./ha Remarks
. . . pests of Method stage - a.i./hl - - (days) | /« xx
situation or as available |1 Type - - min between - I/ha | min | min (***)
controlled a.i. |kind and L min . (m)
(€)) Country | on the (b) (d-f) max applications min | max | max
(c) g/L | (f-h) season . max
market . - (k) (min) max | (g/ha) | (g/ha)
(i) 0) (g/ht) oo
Bacterial
Lettuce Ie;;zpc;tn 10
Lactuca paihog to
: Xanthomonas Seeds are
sativa - 15 . .
Generic campestris o Seeds immersed in
pv. vitians Liquid are the prepared
ready-made - .
) <5% E Fungi, for Seed treatment temporary solution for 5
Horticulture | EU especially Seed before n.a. 1 None na. | na | na |deepinthe| na to
hydrogen G - inEE i
flowers eroxide pathogenic Treatment sowing preparation 15
Like perox Alternaria (LS) * 25 then min
solution L
common zinnia to removed (Seed
zinnia Alternaria 49 Treatment)
Zinnia alternata
elegans Fusarium
Spp.

* Preparation by using or diluting a ready-made solution of hydrogen peroxide (<5%).

** Treatment, just before sowing.

(@) For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the use situation should be described (e.g. fumigation of a structure)
(b) Outdoor or field use (F), greenhouse application (G) or indoor application (1)
(c) e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor
(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc..
(e) GCPF Codes — GIFAP Technical Monograph N° 2, 1989
(f) All abbreviations used must be explained

(g) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of equipment used must be indicated
(i) g/kg or g/L. Normally the rate should be given for the active substance (according to 1ISO)
(J) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application
(k) Indicate the minimum and maximum number of application possible under practical conditions of use

(I) The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha

(m) PHI - minimum pre-harvest interval
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NARIADENIA

VYKONAVACIE NARIADENIE KOMISIE (Elj) 2017/419
z 9. marca 2017,

ktorym sa v sillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uvaddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka Urtica spp. a ktorym sa meni priloha
k vykondvaciemu nariadeniu Komisie (EU) & 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej tnie,

so zretelom na nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktébra 2009 o uvaddzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢lidnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedze

(1)  V stlade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 18. augusta 2015 dorucena ziadost od
ustavu Institut Technique de I'Agriculture Biologique (ITAB) o schvélenie Urtica spp. ako zdkladnej latky.
K uvedenej ziadosti boli pripojené informdcie pozadované v ¢lanku 23 ods. 3 druhom pododseku. Komisii bola
okrem toho 5. janudra 2016 dorucend Ziadost od Myosotis o schvélenie Zihlavy ako zdkladnej latky. Vzhladom
na to, ze tito Zziadost sa takisto tyka Urtica spp., ale s odlisnym navrhovanym pouzitim, Komisia zlacila
hodnotenie oboch Zziadosti.

(2)  Komisia poziadala Eurépsky tirad pre bezpecnost potravin (dalej len ,irad) o vedecki pomoc. Urad predlozil
Komisii 28. jula 2016 odborni spravu o predmetnej latke () Komisia predlozila 7. decembra 2016 Stilemu
vyboru pre rastliny, zvieratd, potraviny a krmivé reviznu spravu (*) a navrh tohto nariadenia a sfinalizovala ich na
Ucely zasadnutia uvedeného vyboru 24. januara 2017.

(3)  Z dokumentécie poskytnutej ziadatefom vyplyva, Ze Urtica spp. splha kritérid potraviny podla vymedzenia
v ¢lanku 2 nariadenia Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 (%). Hoci sa litka primdrne nepouziva na
Gcely ochrany rastlin, je uzito¢nd pri ochrane rastlin v pripravku, ktory sa skladd z tejto litky a vody. Preto ju
treba povazovat za zakladna latku.

(4)  Z vykonanych preskimani vyplyva, ze v pripade Urtica spp. mozno ocakdvat, Ze vo vieobecnosti spliia
poziadavky stanovené v ¢lanku 23 nariadenia (ES) ¢. 1107/2009, najmi pokial ide o spésoby pouzivania, ktoré
boli preskiimané a podrobne opisané v reviznej sprave Komisie. Preto je vhodné Urtica spp. ako zdkladnd latku
schvilit.

(5)  Vsilade s ¢lankom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na stcasné
vedecké a technické poznatky je vSak potrebné stanovit urcité podmienky schvdlenia, ktoré st uvedené
v prilohe I k tomuto nariadeniu.

() U.v.EUL 309, 24.11.2009, s. 1.

(¥) Eurdpsky trad pre bezpecnost potravin, 2016. Vysledok konzulticie s clenskymi $tdtmi a dradom EFSA tykajiicej sa Zziadosti
o schvilenie zdkladnej litky Urtica spp. na pouzitie v pripravkoch na ochranu rastlin ako insekticidu, akaricidu alebo fungicidu.
Podpornd publikdcia EFSA 2016: EN-1075. 72 s.

() http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN.

(*) Nariadenie Europskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. janudra 2002, ktorym sa ustanovuji vieobecné zdsady a poziadavky
potravinového préva, zriaduje Eurdpsky trad pre bezpecnost potravin a stanovuji postupy v zalez1tost1ach bezpecnosti potravin
(U v.ESL 31,1.2.2002,s. 1).



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN
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(6)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) €. 540/2011 (%) mala zodpovedajiicim spdsobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v sidlade so stanoviskom Stdleho vyboru pre rastliny, zvierata,
potraviny a krmivd,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej ltky

Litka Urtica spp. Specifikovand v prilohe I sa schvaluje ako zdkladnd litka za podmienok stanovenych v uvedenej
prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykonévacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou Il k tomuto nariadeniu.

Cldnok 3
Nadobudnutie acinnosti

Toto nariadenie nadobtida t¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnite[né vo vietkych clenskych
Statoch.

V Bruseli 9. marca 2017

Za Komisiu
predseda
Jean-Claude JUNCKER

(') Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykondva nariadenie Eur6pskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvélenych t¢innych latok (U. v. EUL 153, 11.6.2011, s. 1).
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PRILOHA I
. Be;r}y nazov, Nazov IUPAC Cistota (1) Dat,um. Osobitné ustanovenia
identifika¢né ¢&isla schvélenia
Urtica spp. Urtica spp. Eurépsky liekopis 30. marca | Urtica spp. sa musi pouZivat v stlade
2017 s osobitnymi podmienkami, ktoré si

CAS ¢. 84012-40-8

o hrnuté iveroch reviznej sprd
(Urtica dioica, extrakt) zahrnuté v zaveroch reviznej spravy

. o Urtica spp. (SANTE/11809/2016),
(CUArft CZ- 38;83 ijéft ) a najmd v jej dodatkoch I'a IL.

(1) Dalgie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zékladnej latky st uvedené v reviznej sprave.

PRILOHA I

V Casti C prilohy k vykondvaciemu nariadeniu (EU) &. 540/2011 sa dopliia tento zdpis:

Cislo . Be?‘.‘f’ rvléz/ovv), Nézov IUPAC Cistota (*) Dét/um‘ Osobitné ustanovenia
identifikacné ¢&isla schvélenia
»14 Urtica spp. Urtica spp. Eurdpsky 30. marca Urtica spp. sa musi pouzivat
CAS ¢ 84012-40-8 liekopis 2017 E sﬁila(%(e s,os?bitr;lymi Podm%en-
(Urtica dioica, extrakt) ami, Xfore su zahrnute v zave-
§ roch reviznej sprdvy o Urtica spp.
CAS ¢. 90131-83-2 (SANTE/11809/2016), a najmi
(Urtica urens, extrakt) v jej dodatkoch I a IL.“

(*) Dalsie podrobnosti o identite, $pecifikacii a sposobe pouitia zdkladnej latky st uvedené v reviznej sprave.






		VYKONÁVACIE NARIADENIE KOMISIE (EÚ) 2017/419 z 9. marca 2017, ktorým sa v súlade s nariadením Európskeho parlamentu a Rady (ES) č. 1107/2009 o uvádzaní prípravkov na ochranu rastlín na trh schvaľuje základná látka Urtica spp. a ktorým sa mení príloha k vykonávaciemu nariadeniu Komisie (EÚ) č. 540/2011 (Text s významom pre EHP) 
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COMMISSION STAFF WORKING DOCUMENT!

Basic Substance

Urtica spp.
SANTE/11809/2016—rev. 0.1
24 January 2017

Final Review report for the basic substance Urtica spp.
Finalised in the Standing Committee on Plants, Animals, Food and Feed at its meeting on
24 January 2017
in view of the approval of Urtica spp. as basic substance in accordance with Regulation (EC)
No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of Urtica spp. made in the
context of the assessment of the substance provided for in Article 23 of Regulation (EC)
No 1107/2009% concerning the placing of plant protection products on the market, with a view to
the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 18 August 2015 an application from Institut Technique de I’ Agriculture
Biologique (ITAB), hereafter referred to as the applicant, for the approval of the substance
Urtica spp. as basic substance.

The application and attached information were distributed to the Member States and European
Food Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application.

In addition, the Commission received on 5 January 2016 an application from Myosotis for the
approval of Nettle as a basic substance. Considering that this application also regards Urtica
spp., but with a different proposed use, the Commission merged the assessment of both
applications.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the applications to EFSA, who
delivered its views on the specific points raised in the commenting phase.

Does not necessarily represent the views of the Commission.
2 0JL 309, 24.11.2009, p. 1-50.





EFSA submitted to the Commission the results of its work in the form of a technical report for
Urtica spp. on 28 July 2016°.

The Commission examined the applications, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee of 24 January 2017.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU)2017/419*
concerning the approval of Urtica spp. as basic substance under Regulation (EC) No 1107/20009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of Urtica spp. as basic substance,
operators are responsible for using it for plant protection purposes in conformity with the legal
provisions of Regulation (EC) No 1107/2009 and with the conditions established in the
sections 4, 5 and Appendixes | and Il of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/20009.

European Food Safety Authority, 2016; Outcome of the consultation with Member States and EFSA on the basic
substance applications for Urtica spp. for use in plant protection as insecticide, fungicide and acaricide. EFSA
supporting publication 2016:EN-1075. 72 pp.

* 0JL64,10.3.2017, p. 4-6.

> QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be
expected that Urtica spp. fulfils the criteria of Article 23.

Urtica spp. fulfils the criteria of a ‘foodstuff” as defined in Article 2 of Regulation (EC)
No 178/2002.

Considering the EFSA conclusions on the basic substance application for Urtica spp., the rate of
application and the conditions of use which are described in detail in Appendix | and Il, it is
concluded that the use of Urtica spp. would not lead to concerns for human health. Furthermore,
the conditions of use are not expected to lead to the presence of residues of concern in food or
feed commodities.

Urtica spp. does not have an inherent capacity to cause endocrine disrupting (according to the
interim criteria in Regulation (EC) No 1107/2009), neurotoxic or immunotoxic effects and is not
predominantly used for plant protection purposes but nevertheless is useful in plant protection in
a product consisting of the substance and water (depending on the intended use). Finally, it is not
placed on the market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix .

In fact, these indications were reached within the framework of the uses which were supported
by the applicants and mentioned in the list of uses supported by available data (attached as
Appendix Il to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

The following points were considered as open by EFSA (2016) for Urtica spp, reasons follow
to explain why the risk is considered negligible:

Chapter 5: Impact on human and animal health

» Regarding the impact on human and animal health, there is evidence that Urtica spp.
may have to be classified as a skin sensitizer and eye irritant;

The EFSA technical report refers to one notification for classification by third parties
for Urtica dioica as skin sensitizer and eye irritant. However, the majority of
notifications do not classify Urtica dioica as such. Moreover, there is no harmonized
classification according to Regulation 1272/2008.

» Additionally developmental toxicity may be an issue considering a notification for
classification as Repr 1B, although no toxicological information was found to
substantiate these notifications and no harmonized classification according to
Regulation 1272/2008 is available.





The notification for classification as Repr 1B for Urtica urens referred to was done by
a third party and has not yet been assessed by the European Chemicals Agency.
According to the EFSA technical report, it does not seem to be supported with
toxicological information. Moreover, the review of the European Medicines Agency
on Urtica urens states that no information on reproductive toxicity was available®.
Since no harmonized classification according to Regulation 1272/2008 is available
and no classification is proposed by EFSA, there is insufficient indication that the
notification indicates an actual concern that would preclude an approval.

It is also unknown whether harmful components may be formed during the
fermentation process.

Urtica spp. and their extracts are used as a foodstuff and as a traditional medicine.
Diluted fermented steepings of Urtica spp. have an extended history of use as a liquid
foliar fertiliser. No reports are available to indicate that diluted steepings of Urtica
extracts contain harmful components at such levels that have an adverse effect on
human or animal health. However, there are reports indicating that unhygienic
conditions may lead to contamination with and growth of pathogenic organisms, such
as E. coli, during the steeping process. This constitutes a food safety risk when the
liquid is sprayed on edible parts of the crop. Good hygienic practices and quality
control in accordance with Regulation (EC) No 852/2004" must be applied to prevent
such contamination of the extract and subsequently potentially of the harvested
produce (see also chapter 5).

Chapter 8: Effects on non-target organisms

4.

> Due to potential insecticidal activity of Urtica spp. and considering the available

information, it was not possible to exclude a high risk to soil dwelling arthropods.

Urtica spp. are ubiquitous weeds that die off at the end of the growing season, leaving
the plant's remains on the soil. There are no reports of detrimental effects on the
environment of such remains and substances leeching from such remains. Therefore, it
is unlikely that a mulch or a diluted steeping of Urtica spp. would have an
unacceptable risk to soil dwelling arthropods and it is concluded that this risk is
negligible.

Identity and biological properties

The main properties of Urtica spp. are given in Appendix I.

It has been established that for Urtica spp. as notified by the applicant, no relevant impurities are
considered, on the basis of information currently available, of toxicological, ecotoxicological or
environmental concern.

European Medicines Agency, Assessment report on Urtica dioica L., Urtica urens L., their hybrids or their
mixtures, radix, 24 September 2012, EMA/HMPC/461156/2008.

Regulation (EC) No 852/2004 of the European Parliament and of the Council of 29 April 2004 on the
hygiene of foodstuffs - OJ L 139, 30.4.2004, p. 1.





5. Particular conditions to be taken into account in relation to the uses as basic
substance of Urtica spp.

Urtica spp. must be identified by the specifications given in Appendix | and must be used in
compliance with conditions of supported uses as reported in Appendixes I and 1.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being an insecticide, fungicide and acaricide are
approved.

Use of Urtica spp. must be in compliance with conditions specified in the Appendixes | and Il of
this review report.

The producer of the Urtica spp. fermented extract shall maintain good hygienic and
environmental conditions and maintain quality control (e.g. use of sterilized container and tools,
use of clean and washed Urtica leaves, use of potable water, container should be closed with a
tight lid and stored inside, pH testing, testing for the presence of harmful microorganisms such as
E. coli and Salmonella etc.) to prevent microbial contamination of the fermented Urtica spp.
extract. The producer shall take all necessary measures in accordance with Regulation (EC)
No 852/2004 to prevent contamination of the harvested produce with pathogenic micro-
organisms.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for Urtica spp. in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.





APPENDIX |

Identity and biological properties

URTICA SPP.

Common name

Urtica spp., nettle, nettle aqueous extract, nettle leaf/herb

Chemical name (IUPAC)

Not applicable

Chemical Name. (CA)

Not applicable

CAS No

84012-40-8 (Urtica dioica extract)

90131-83-2 (Urtica urens extract)

CIPAC No and EEC No

Not applicable

FAO SPECIFICATION

Not available

Purity

European Pharmacopeia

Molecular formula

Not relevant, the substance is a complex mixture

Relevant impurities

Not applicable

Molecular mass and structural
formula

Not relevant, the substance is a complex mixture






Mode of Use

Spray applications

Soil covering (mulch)

Preparation to be used

For spray applications:

1. Steep fresh (75 gr/L) or dry (15 gr/L) nettle leaves (choose young
shoots not gone to seeds; clean and washed) in potable water. The
fermentation can be facilitated if nettle is previously chopped.

2. Stir the mix daily.

3. Let macerate 3 to 4 days at 20°C (unless otherwise indicated in
Appendix II).

4. Filter maceration and dilute the filtrate in 5 times its volume of
potable water in a closed and identified container.

Make sure that the pH is around 6 to 6.5 to assure of a good fabrication.

The producer of the Urtica spp. fermented extract shall maintain
good hygienic and environmental conditions and maintain quality
control (e.g. use of sterilized container and tools, use of clean and
washed Urtica leaves, use of potable water, container should be closed
with a tight lid and stored inside, pH testing, testing for the presence
of harmful organisms such as E. coli and Salmonella etc.) to prevent
contamination of the fermented Urtica spp. extract with pathogenic
microorganisms.

The grower shall take all necessary measures in accordance with
Regulation (EC) No 852/2004 to prevent contamination of the
harvested produce with pathogenic microorganisms.

For mulch applications:

Mix dry plant material (aerial part) with mulch at 83g per kg of mulch.

Function of plant protection

Insecticide, fungicide, acaricide.






APPENDIX 11

List of uses supported by available data URTICA SPP.

Applicant: Institut Technique de I’Agriculture Biologique (ITAB)
Uses against insects

Example Formulation Application Applltc;t;::]:;lée per T_g;:'
product Pest
Member F ests or g g
erp an_d /or State name G group of pests Conc Growth Number | Interval _g Water | a.i./ha | a.i./ha PHI Remarks
situation as ) Method stage . a.i./hl f - | (days) % ok
or : I Type ofa.i. : min between ! I/ha | min | min (***)
C)) available controlled kind and PV min k (m)
Country (b) (d-f) a/kg max | applications min | max | max
on the (© () (f-h) season () (min) max max | (g/ha) | (g/ha)
market ) (g/hl) 0 0
Fruit trees peach-potato
Apple tree aphid Myzuspersicae,
Malusdomestica, Macrroo;;;;hum
Plum tree ’ . Spring
Prunusdomestica, A o s oying | Summer 300 | 4500 | 4500 Preventive
Peach tree E/’/gsoma (fregsh P o}‘/ o until to to to treatment
Prunuspersica, Proposed ; BBCH87 ;
redcurrant by France Lanigerum, _ _ nettle) Shoc_Jt (fruit ripe Min. 7 1500 900 | 13500 | 67500 s
. Currant Dispersible Or spraying 1 I/ha | g/ha | g/ha inefficient
Ribesrubrum, Nettle . . for days g/hl
F aphid Cryptomyzusribis, Concentrate | 15g/L L to 7 days
Walnut treeJuglans All extract . picking) Commonly (dry
s member Walnut (DC) (dry Directly 5 15 days | matter) 24h of
Chen[;/‘ /tree states aphid Callaphisjuglandis, matter) on 4 maceration
Prunus sp Black cherry aphids at 20°Cis
’ aphid Myzuscerasi Filtration enough
Bean, for example Sirr)\:Ir:]'lger 300 | 4500 | 4500
! Black bean aphid Aphis - to to to
french bean fabae until 500 | 7500 | 37500
Phaseolus vulgaris BBCH89 /ha /ha /ha
(fully ripe) 9 9
Spring
Summer 300 | 4500 | 4500
Potato F Peach-potato aphid BBCH49 to to to
Solanumtuberosum Myzuspersicae (end of 500 | 10000 | 50000
tuber I/ha | g/ha | g/ha
formation)






Spring

Leaf
Vegetables: Aphids, for example: _ Summer 300 | 4500 | 4500
LettuceLactuca cabbage aphid FO"‘—’.W until to to to
sativa, Brevicorynebrassicae, Spraying (98?)?;21;8 500 | 7500 | 37500 Preventive
Cabbage Nazonoviaribisnigri Sr?c:ot trie leaves I/ha | g/ha | g/ha treatment is
Brassica olaeraceae spravin unfolded) 1 Min. 7 inefficient
Praying to Co;mnly 400 | 6000 | 6000 >ah of
Elder tree . . . Directly 5 to to to -
Sambucusracemosa Elder aphid Aphis sambuci on 15 days 800 | 12000 | 60000 maceran
_ aphids Spring I/ha g/ha | g/ha is enough
Rose Rose aphid Summer 300 | 4500 | 4500
Rosa sp. Macrosyphumrosae Up to to to to
. . 75 g/L 600 | 9000 | 45000
Spiraea sp. Proposed Aphis spiraephaga (fresh Jha | g/ha | g/ha
by France . ) nettle) Spring 1500
Dispersible
Nettle Or Summer . g/hl
Al extract Concentrate 15 g/L until 1 Min. 7 (dry 300 | 4500 | 4500
fleabeetle (DC) days to to to
. member (dry BBCH19 to matter) -
Brassicaceae Phyllotretanemorum, Commonly 500 | 10000 | 60000
(cabbage states matter) (9 or more 6 15 davs //ha /ha /ha
Brassica olagraceae true leaves ’ ’ ’
Rapeseed Filtration ur;fsrlicrllzd)
BrasgaCZigﬁpus' Foliar S”L:‘:]rt‘i"ler ) Min. 7 300 | 4500 | 4500
Raphanussativus) diamondbackmoth spraying BBCH49 to days to to to }
Plutellaxylostella 8 Commonly 500 | 10000 | 60000
(typical leaf 6 15 days I/ha g/ha | g/ha
mass
reached)
2
M;L?sg(e)/gee';/ca Codlingmoth Treatments 3t%0 4%(? ° 13;)00
Peer tree Cyd/apo?none//a trigaﬁnﬁre”r;tlin 3 15 days 900 | 13500 | 40500 -
Pyruscommunis May I/ha g/ha | g/ha

NB: the quantities of fresh nettle (or dry matter) (a.i.) written represents the quantities of nettle used in the recipe, but not the quantities that are effectively put in field — there is a filtration before.






Uses against acarids

I:a)l('?):‘upc!te Pest. Formulation Application Aﬁ::':;ta':;:‘ie 'I;g::l
Member F ests or
Crop and/or name Growth PHI
si:)uatio{1 State as G group of pests Conc Method srtc;ge Number Interval 9 Water | i%ha a i%ha (days) Remarks
@) or available | I Type ofa.i. : min between | a.i/hl | I/ha | L (*,*%)
controlled § kind and . : ) min min (m)
Country on the (b) © (d-f) a/kg (f-h) season max applications min min | o | max
(i) : (k) (min) max max
market G) 0 |
Spring 1
Bean, for example two-spotted spider Su::]rt?ler to 33)0 4%30 4%30
french bean mite Up to 6
] . BBCH89 7 500 | 7500 | 45000
Phaseolus vulgaris Proposed Tetranychusurticae 75 /L (fully (commonly to /ha | o/ha | g/ha
by (fresh ripe) 3) 21
France Dispersible nettle) days 1500 24h of
Nettle F Concentrate or Foliar g/hl 7 maceration at
Al extract (DC) 1(5 d%L spraying (Commonly mgitrgr) 20°C is enough
jri mate — e
—_— to weeks)
two-spotted spider Filtration Spring 6
mite Summer (three 300 | 4500 | 4500
Grapevine . - to to to
Vitisvinfera Tetranychusurticae until before 600 | 9000 | 54000
Red spider mite BBCH89 | flowering, /ha /ha /ha
Tetranychustelarius stage three 9 9
after
flowering)

NB: the quantities of fresh nettle (or dry matter) (a.i.) written represents the quantities of nettle used in the recipe, but not the quantities that are effectively put in field — there is a filtration before.
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Uses against fungi

Exampl . I Application rate Total
Membe e Formulation Application per treatment rate
product Pests or
Crop and/or St;te name 2 G Growth | \ Interval Wt g g (z;lls Remark
situation as group of pests ONC | Method | stage UMBEr | petween 9 ater | ai/ha | ai/ha ¥ s
(a) or availabl | controlled Type of a.l. kind and miN | application ai/hl | \/ha min min ) ***)
Countr (b) (d-f) a/kg max min min (m) !
y e () ) (f-h) season () S max max max max
on the 6)] (min) 0] 0]
market
Spring
Brassicaceae Summer
(mustard family Foliar until 300 4500 4500
. . - to to to
Brassica sp, Alternariasp sprayin | BBCH49
S A - 500 7500 | 45000
Sinapissp, radish g (typical /ha /ha /ha
Raphanussativus) leaf mass 9 9
reached)
Up to
Propose (7fr5eé h
d Powderymildew Erysiphepolyg nettle) until 1500 300 4500 4500
Cucurbitacea by oni Dispersible or Foliar | BBCH89 1 g/hl to to to
(cucgmbgr France Nettle Alternaria alternata f Concentrat 15 g/L sprayin (typlc;al to 7 days (based 500 7500 | 45000 7 )
Cucumissativus) extract . e g fully ripe - on dry
Al sp.cucurbitae (DC) (dry colour) 6 15 days | matter I/ha g/ha g/ha
member matter) )
states . .
Fruit trees Filtratio
(Apple trees n
Malusdomestica, Spring
Plum trees Leaf spot Alternariaalternata, Foliar | Summer
Prunusdomestica, Brown Rot Blossom Blight and until 33)0 4%20 4?30
Peach trees Monifinialaxa, Botrytis Fruit BBCH87 900 13500 | 81000
Prunuspersica, cinerea,black bread sprayin | (fruit ripe /ha /ha /ha
Sweet cherry tree mold Rhizopusstolonifer g for 9 9
Prunusavium picking)
Propose . . Up to Spring 1500
. d . Dispersible | 25" | Fofiar | summer | 1 7 g/hl | 300 | 4300 | 4500
Grapevine Nettle Mildew Concentrat - - to to
o by o (fresh | sprayin until to to (dry | to 600 7
Vitisvinfera extract Plasmoparaviticola e 9000 | 54000
France nettle) g BBCH89 6 15days | matter | I/ha
(DC) or stage ) g/ha g/ha
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All 15¢/L Spring

member (dry Summer
Potato states matter) unti 300 | 4500 | 4500
Solanumtuberosu Potato blight BBCH49 to to to
Phytophthorainfestans Filtratio (end of 500 7500 | 45000

m

n tuber I/ha g/ha g/ha

formation

)

NB: the quantities of fresh nettle (or dry matter) (a.i.) written represents the quantities of nettle used in the recipe, but not the quantities that are effectively put in field — there is a filtration before.

*  For uses where the column ,Remarks. As above or other conditions to take into account (i) g/kg or g/L. Normally the rate should be given for the active substance
(a) For crops, the EU and Codex classification (both) should be taken into account ; where relevant, (according to ISO)

the use situation should be described (e.g. fumigation of a structure) (G) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
(b) Outdoor or field use (F), greenhouse application (G) or indoor application (I) Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season
(c) eg. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor at time of application
(d) e.g.wettablepowder (WP), emulsifiableconcentrate (EC), granule (GR) etc.. (k) Indicate the minimum and maximum number of application possible under
(e) GCPF Codes — GIFAP Technical Monograph N° 2, 1989 practical conditions of use
(f) All abbreviations used must be explained () The values should be given in g or kg whatever gives the more manageable
(g) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125
(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of kg/ha

equipment used must be indicated (m) PHI - minimum pre-harvest interval
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Applicant: Myosotis

Uses against fungi

I Application rate per Total
Example Product Application treatment rate
product
an name . Conc Growth kg kg PHI
and/or Member as G Target of | Method Stage Number | Interval kg a.i./hl | Water | a.i./ha | a.i./ha (days) Remarks
situation State . I (o) Type . . 9 min between min I/ha min min
(@ available (b) a.. kind and S ) (m)
(d-f) «x | max | applications max min max max
on g/kg | (f-h) | season (k) (min) | (kg/hl) | max | (ka/ha) | (kg/ha)
the market 0] 6)) g g(l) g(l)
Powdery mildews
Cucumber Podosphaera xhantii
roots GJF Root fungi like
Cucumis common root rot
sativus seedling blight
Pythium spp.
Early blight
Tomato Nettle ] .
Lycopersicum F(rl?/InS(;e (i.e. aerial F Aslgertrgiir;atj?/ﬁg' Dry Included Not Not PIIDath
esculentum parts of proria BI9N © | 83| in 1 - - - 15 15 ;
Not L Septoria lycopsersici relevant relevant | aerial
stinging okok mulch
relevant Ornamental parts
Ornamental nettle o
Cryptogramic diseases
trees uses
; Rose Black spot
of which Marsonia spp.
Prunus spp. F/G Rose rust
Roses Phragmidium mucronatum
Rosa s Leaf curl diseases, Monilioses,
Pp- Oidium and Mildew

** The product is mixed/included in mulch

@

(b)
@)
(d)
(e)
U]
(9
(h)

For crops, the EU and Codex classification (both) should be taken into account ; where relevant,
the use situation should be described (e.g. fumigation of a structure)

Outdoor or field use (F), greenhouse application (G) or indoor application (I)

e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor
e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc..

GCPF Codes — GIFAP Technical Monograph N° 2, 1989

All abbreviations used must be explained

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of
equipment used must be indicated

(i) g/kg or g/L. Normally the rate should be given for the active substance
(according to ISO)

(§) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season
at time of application

(k) Indicate the minimum and maximum number of application possible under
practical conditions of use

() The values should be given in g or kg whatever gives the more manageable
number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125
kg/ha

(m) PHI - minimum pre-harvest interval
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II

(Nelegislativne akty)

NARIADENIA

VYKONAVACIE NARIADENIE KOMISIE (Elj) 2017/428
z 10. marca 2017,

ktorym sa v siillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uvadzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka ilovité drevné uhlie a ktorym sa
meni priloha k vykonavaciemu nariadeniu Komisie (EU) & 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej dnie,

so zretelom na nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktobra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2,

kedze:

(1)  V stilade s ¢lankom 23 ods. 3 nariadenia (ES) ¢ 1107/2009 bola Komisii 18. mdja 2015 dorucend od
spolocnosti Ets Christian Callegari Ziadost o schvalenie flovitého drevného uhlia ako zdkladnej latky. K uvedenej
ziadosti boli pripojené informdcie pozadované v ¢ldnku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky tirad pre bezpecnost potravin (dalej len ,irad) o vedeckd pomoc. Urad predlozil
Komisii technickd sprévu 6. jula 2016 (3. Komisia predlozila 7. oktobra 2016 Stilemu vyboru pre rastliny,
zvieratd, potraviny a krmivd reviznu spravu (}) a ndvrh tohto nariadenia a sfinalizovala ich v priprave na
zasadnutie tohto vyboru 24. janudra 2017.

(3)  Z dokumenticie poskytnutej Ziadatelom vyplyva, zZe flovité drevné uhlie nemd prirodzenti schopnost narusit
endokrinny systém, nemd neurotoxické alebo imunotoxické ucinky, ani nie je litkou vzbudzujicou obavy.
Neuvadza sa na trh ako pripravok na ochranu rastlin, ani sa primdrne nepouziva na ucely ochrany rastlin, je vak
uzito¢né pri ochrane rastlin v prlpravku ktory sa skladd z tejto litky a vody. Preto ho treba povazovat za
zakladnu ltku. Tlovité drevné uhlie je zmesou drevného uhlia $pecifikovaného v nariadeni Komisie (EU)

¢. 231/2012 (%) a bentonitu $pecifikovaného vo vykondvacom nariadeni Komisie (EU) ¢. 1060/2013 () vo forme
granﬁl.

() U.v.EUL 309, 24.11.2009,s. 1.

(%) EFSA (Eurépsky tdrad pre bezpecnost potravin), 2016. Technical report on the outcome of the consultation with Member States and
EFSA on the basic substance application for clayed charcoal for use in plant protection as a protectant in grapevines (Technickd sprava
o vysledku konzultdcie s clenskymi 3tditmi a EFSA k pouzivaniu flovitého drevného uhlia v pripravkoch na ochranu rastlin a ako
ochranného prostriedku vini¢a). Podpornd publikdcia EFSA 2016:13(7):EN-1061. 28 s.

() http://ec.curopa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN.

() Nariadenie Komisie (EU) ¢. 231/2012 z 9. marca 2012, ktorym sa ustanovujti pecifikdcie pridavnych litok uvedenych v prilohach I a III
k nariadeniu Eurdpskeho parlamentu a Rady (ES) ¢.1333/2008 (U.v.EUL 83,22.3.2012,s. 1).

(°) Vykonévacie nariadenie Komisie (EU) ¢. 1060/2013 z 29. oktébra 2013 o povolenl bentonitu ako kimnej doplnkovej latky pre vetky
druhy zvierat (U.v. EUL 289, 31.10.2013, 5. 33).



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN
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(4)  Z vykonanych preskiimani vyplyva, ze v pripade flovitého drevného uhlia mozno ocakavat, ze vo vieobecnosti
splna poziadavky stanovené v ¢ldnku 23 nariadenia (ES) ¢. 1107/2009, najmi pokial ide o sposoby pouzivania,
ktoré boli preskimané a podrobne opisané v reviznej sprave Komisie. Preto je vhodné schvilit ilovité drevné
uhlie ako zdkladnt latku.

(5)  Vstlade s ¢linkom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na sticasné
vedecké a technické poznatky je vsak potrebné stanovit urcité podmienky schvdlenia, ktoré st uvedené
v prilohe I k tomuto nariadeniu.

(6)  V sdlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) €. 540/2011 (") mala zodpovedajiicim spdsobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v silade so stanoviskom Stdleho vyboru pre rastliny, zvierata,

potraviny a krmivd,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej latky

flovité drevné uhlie $pecifikované v prilohe I sa schvaluje ako zakladna litka za podmienok stanovenych v uvedenej
prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykondvacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou II k tomuto nariadeniu.

Cldnok 3
Nadobudnutie d¢innosti

Toto nariadenie nadobuda tcinnost dvadsiatym dnom po jeho uverejneni v Uradnom vestniku Eurdpskej iinie.

Toto nariadenie je zdvdzné v celom rozsahu a priamo uplatnitelné vo vsetkych clenskych
Stdtoch.

V Bruseli 10. marca 2017

Za Komisiu
predseda
Jean-Claude JUNCKER

(') Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. mdja 2011, ktorym sa vykondva nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvdlenych a¢innych ldtok (U. v.EUL 153,11.6.2011, 5. 1).





PRILOHA I

Bezny nazov, identifikacné cisla Nazov JUPAC

Cistota ()

Détum schviélenia

Osobitné ustanovenia

flovité drevné uhlie neuvadza sa

CAS ¢. 7440-44-0 231-153-3 (Einecs)
(aktivne drevné uhlie)

CAS & 1333-86-4 215-609-9 (Einecs)
(sadze)

CAS ¢. 1302-78-4 215-108-5 (Einecs)
(bentonit)

drevné uhlie: Cistota pozadovand naria-
denim (EU) &. 231/2012

bentonit: Cistota pozadovand vykondva-
cim nariadenim (EU) ¢. 1060/2013

31. marca 2017

flovité drevné uhlie sa musi pouzivat v siilade s osobitnymi
podmienkami, ktoré sG zahrnuté v zdveroch reviznej
spravy o ilovitom drevnom uhli (SANTE[/11267/2016),
a najmd v dodatkoch I a Il k uvedenej spréve.

(1) Dalsie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zékladnej latky st uvedené v reviznej sprave.

PRILOHA 1I

V éasti C prilohy k vykonédvaciemu nariadeniu (EU) ¢. 540/2011 sa doplfia tito polozka:

,13 | flovité drevné uhlie neuvdadza sa

CAS ¢. 7440-44-0 231-153-3 (Einecs)
(aktivne drevné uhlie)

CAS ¢. 1333-86-4 215-609-9 (Einecs)
(sadze)

CAS ¢. 1302-78-4 215-108-5 (Einecs)
(bentonit)

denim (EU) &. 231/2012 (¥

drevné uhlie: Cistota pozadovand naria-

bentonit: Cistota pozadovand vykondva-
cim nariadenim (EU) ¢. 1060/2013 (**)

31. marca 2017 | flovité drevné uhlie sa musi pouzivat v sdlade s osobit-

nymi podmienkami, ktoré st zahrnuté v zdveroch re-
viznej spravy o ilovitom uhli (SANTE[11267/2016),
a najmd v dodatkoch I a Il k uvedenej spréve.

(*) Nariadenie Komisie (EU) ¢. 231/2012 z 9. marca 2012, ktorym sa ustanovujd $pecifikdcie pridavnych ldtok uvedenych v prilohdch II a IIl k nariadeniu Eurépskeho parlamentu a Rady (ES) ¢ 1333/2008

(U.v.EUL 83,22.3.2012, 5. 1).

(**) Vykondvacie nariadenie Komisie (EU) ¢. 1060/2013 z 29. oktébra 2013 o povoleni bentonitu ako kimnej doplnkovej latky pre vietky druhy zvierat (U. v. EU L 289, 31.10.2013, 5. 33).“

L10TETT

[3s ]
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EUROPEAN COMMISSION
HEALTH AND FOOD SAFETY DIRECTORATE-GENERAL

Safety of the Food Chain
Pesticides and Biocides

COMMISSION STAFF WORKING DOCUMENT!

Basic Substance

clayed charcoal
SANTE/11267/2016—rev. 1
24 January 2017

Final Review report for the basic substance clayed charcoal finalised in
the Standing Committee on Plants, Animals, Food and Feed at its meeting
on 24 January 2017 in view of the approval of clayed charcoal as basic substance in accordance
with Regulation (EC) No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of clayed charcoal made in
the context of the assessment of the substance provided for in Article 23 of Regulation (EC)
No 1107/2009% concerning the placing of plant protection products on the market, with a view to
the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 18 May 2015 an application from Ets Christian Callegari, hereafter
referred to as the applicant, for the approval of the substance clayed charcoal as basic substance.

The application and attached information were distributed to the Member States and European
Food Safety Authority (EFSA) for comments. The applicant was also allowed to address collated
comments and provide further information to complete the application, which was finalised in
the new version of April 2016.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
clayed charcoal on 6 July 2016°.

The Commission examined the application, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was

Does not necessarily represent the views of the Commission.
2 QJL 309, 24.11.2009, p. 1-50.
EFSA (European Food Safety Authority), 2016. Technical report on the outcome of the consultation with Member

States and EFSA on the basic substance application for clayed charcoal for use in plant protection as a protectant in
grapevines. EFSA supporting publication 2016:13(7):EN-1061. 28 pp.





referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee of 24 January 2017.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU) 2017/428°
concerning the approval of clayed charcoal as basic substance under Regulation
(EC) No 1107/20009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of clayed charcoal as basic substance,
operators are responsible for using it for plant protection purposes in conformity with the legal
provisions of Regulation (EC) No 1107/2009 and with the conditions established in the sections
4, 5 and Appendixes | and |1 of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/20009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be
expected that clayed charcoal fulfils the criteria of Article 23.

Clayed charcoal is a mixture of charcoal, meeting the criteria of the food additive E 153
(vegetable carbon), and bentonite, meeting the criteria of feed additive E 558, in the form of
granules.

*  0JL66,11.3.2017, p. 1-3.

> 0JL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





Considering the EFSA conclusions on the basic substance application for clayed charcoal, the
rate of application and the conditions of use which are described in detail in Appendix I and Il, it
is concluded that the use of clayed charcoal would in principle not lead to concerns for human
health.

Clayed charcoal does not have an inherent capacity to cause endocrine disrupting (according to
the interim criteria in Regulation 1107/2009), neurotoxic or immunotoxic effects and is not
predominantly used for plant protection purposes but nevertheless is useful in plant protection.
Finally, it is not placed on the market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix .

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix Il to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

4. Identity and biological properties
The main properties of clayed charcoal are given in Appendix 1.

The active substance must comply with Commission Regulation (EU) No 231/2012° for
charcoal and Commission Regulation (EU) No 1060/2013 for bentonite.

It has been established that for clayed charcoal as notified by the applicant, no relevant impurities
are considered, on the basis of information currently available, of toxicological, ecotoxicological
or environmental concern.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of clayed charcoal

Clayed charcoal must be identified by the specifications given in Appendix | and must be used in
compliance with conditions of supported uses as reported in Appendixes I and 1.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being a protectant are approved;

Commission Regulation (EU) No 231/2012 of 9 March 2012 laying down specifications for food additives
listed in Annexes Il and 111 to Regulation (EC) No 1333/2008 of the European Parliament and of the Council
(OJ L 83,22.3.2012, p. 1).

Commission Implementing Regulation (EU) No 1060/2013 of 29 October 2013 concerning the authorisation
of bentonite as a feed additive for all animal species (OJ L 289, 31.10.2013, p. 33-37).





- Granules should be essentially non-dusty according to method CIPAC MT 171.1.

Use of clayed charcoal must be in compliance with conditions specified in the Appendixes I and
Il of this review report.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for clayed charcoal in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.





APPENDIX |

Identity and biological properties

CLAYED CHARCOAL

Common name

Clayed charcoal

Chemical name (IUPAC)

Not available.

Chemical Name. (CA)

Not available.

CAS No

7440-44-0 activated charcoal
1333-86-4 carbon black
1302-78-9 bentonite

CIPAC No and EEC No

231-153-3 (EINECS) activated charcoal
215-609-9 (EINECS) carbon black
215-108-5 (EINECS) bentonite

FAO SPECIFICATION

Not available.

Purity

Charcoal: as in Commission Regulation (EU) No 231/20128
Bentonite: as in Commission Regulation (EU) No 1060/2013°

Molecular formula

Not applicable.

Relevant impurities None
Molecular mass and structural C_
formula (Na, Ca)o3(Al, M@),SisO19(OH),.nH,0 or
(Na,Ca)(AI,Mg)e(Si4010)3(OH)6.nH20 or
Si4 (A|(2_X) RX)(Olo, HZO)(CeX nHzO) or
S|4(AI(2.X)RX)(H20)n
where:

R = Mg, Fe, Mn, Zn, Ni
Ce (cations exchangable) = Ca, Na, Mg

Mode of Use

Soil burying

Preparation to be used

Granule (GR)

Function of plant protection

Protectant

Commission Regulation (EU) No 231/2012 of 9 March 2012 laying down specifications for food additives

listed in Annexes Il and Il to Regulation (EC) No 1333/2008 of the European Parliament and of the Council

(OJ L 83, 22.3.2012, p. 1).

Commission Implementing Regulation (EU) No 1060/2013 of 29 October 2013 concerning the authorisation of

bentonite as a feed additive for all animal species (OJ L 289, 31.10.2013, p. 33-37).






APPENDIX II

CLAYED CHARCOAL
Crop and/ F Pests or Formulation Application Application rate
oAt Method | Growth No. of Interval
or situation| group of pests Type Con. Kind stage & | application between _ Total rate each PHI Remarks
@) or controlled of a.i. ' icati gai/nl 1\ ter iha | @PPlication
| season min/max applications | in max | WV kg a.i./ha min (days)
) © @f |9t (+h) 0 @ (min) | (gnp | MM ma
() (kg/ha)
Grapevine F | ESCA GR* Soil 1** ** - - 500
Vitis (Black Measles) burying
vinifera Caused by a complex

of fungi that includes
several species

of Phaeoacremonium
primarily by
Phaeoacremonium
aleophilium, (Pal)
(currently known by
the name of its sexual
stage, Togninia
minima), and by
Phaeomoniella
chlamydospora (Pch)

* Granules should be essentially non-dusty according to method CIPAC MT 171.1
** Every 3 years

@)

(b)
©
(d)
(€)
®
@

(h

For crops, the EU and Codex classification (both) should be
taken into account ; where relevant, the use situation should be
described (e.g. fumigation of a structure)

Outdoor or field use (F), greenhouse application (G) or indoor
application (1)

e.g. pests as biting and sucking insects, soil born insects, foliar
fungi, weeds or plant elicitor

e.g. wettable powder (WP), emulsifiable concentrate (EC),
granule (GR) etc..

GCPF Codes — GIFAP Technical Monograph N° 2, 1989

All abbreviations used must be explained

Method, e.g. high volume spraying, low volume spraying,
spreading, dusting, drench

Kind, e.g. overall, broadcast, aerial spraying, row, individual
plant, between the plant — type of equipment used must be
indicated

(i) g/kg or g/L. Normally the rate should be given for the
substance (according to ISO)

(j) Growth stage at last treatment (BBCH Monograph, Growth
Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4),
including where relevant, information on season at time of
application

(k) Indicate the minimum and maximum number of application
possible under practical conditions of use

(I) The values should be given in g or kg whatever gives the more
manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or
12.5 g/ha instead of 0.0125 kg/ha

(m) PHI - minimum pre-harvest interval
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II

(Nelegislativne akty)

NARIADENIA

VYKONAVACIE NARIADENIE KOMISIE (EU) 2017/1529
zo 7. septembra 2017,

ktorym sa v siillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uvaddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka chlorid sodny a ktorym sa meni
priloha k vykondvaciemu nariadeniu Komisie (EU) & 5402011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretefom na Zmluvu o fungovani Eurdpskej tnie,

so zrete[om na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktébra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojent s jeho ¢ldnkom 13 ods. 2,

kedze

(1) V salade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 7. jina 2016 dorucend ziadost od rady
Agriculture and Horticulture Development Board (Spojené kralovstvo) a od institttu Institut Technique de I'Agri-
culture Biologique (ITAB) o schvilenie soli ako zdkladnej ldtky na pouzivanie ako fungicidu v pripade hub.
Okrem toho bola Komisii 21. jila 2016 od institGtu ITAB dorucend Ziadost o schvédlenie morskej soli ako
zdkladnej latky na pouZivanie ako fungicidu a insekticidu v pripade hrozna. Tieto Ziadosti sa zlacili, kedZe obe sa
tykaja latky chloridu sodného potravinovej akostnej triedy. K ziadostiam boli pripojené informdacie pozadované
v ¢lanku 23 ods. 3 druhom pododseku nariadenia (ES) ¢. 1107/2009.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,irad“) o odbornd pomoc. Urad predlozil
20. janudra 2017 (3 Komisii technickd spravu o chloride sodnom. Komisia predlozila 23. marca 2017 Stilemu
vyboru pre rastliny, zvieratd, potraviny a krmivé reviznu spravu (*) a ndvrh tohto nariadenia a sfinalizovala ich na
Ucely zasadnutia tohto vyboru 20. jila 2017.

(3)  Z dokumentdcie poskytnutej Ziadatelom vyplyva, Ze chlorid sodny splfia kritérid potraviny podla vymedzenia
v ¢lanku 2 nariadenia Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 (*). Hoci sa primarne nepouZiva na tcely
ochrany rastlin, je uZzito¢ny pri ochrane rastlin v pripravku, ktory sa skladd z tejto litky a vody. Preto sa ma
povazovat za zdkladnt latku.

() U.v.EUL 309, 24.11.2009, s. 1.

(¥) Eurdpsky tirad pre bezpe¢nost potravin, 2016; Vysledok konzulticii s ¢lenskymi §tdtmi a dradom EFSA zameranymi na Ziadost tykajiicu
sa zdkladnej latky chloridu sodného na pouzivanie v pripravkoch na ochranu rastlin ako fungicidu a baktericidu pri o3etrovani semien
a na dezinfekciu reznych ndstrojov. Podpornd publikdcia EFSA 2016: EN-1091. 39 s

() http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN.

(*) Nariadenie Europskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. janudra 2002, ktorym sa ustanovuji vieobecné zdsady a poziadavky
potravinového préva, zriaduje Eurdpsky trad pre bezpecnost potravin a stanovuji postupy v zalez1tost1ach bezpecnosti potravin
(U v.ESL 31,1.2.2002,s. 1).



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN
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(4)  Z vykonanych preskimani vyplyva, Ze v pripade chloridu sodného mozno ocakdvat, Ze vo vieobecnosti spifia
poziadavky stanovené v ¢lanku 23 nariadenia (ES) ¢. 1107/2009, najmi pokial ide o spésoby pouzivania, ktoré
boli preskiimané a podrobne opisané v reviznej sprave Komisie. Preto je vhodné schvdlit chlorid sodny ako
zakladna latku.

(5)  V stlade s ¢linkom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na sticasné
vedecké a technické poznatky je viak potrebné stanovit urcité podmienky a obmedzenia.

(6)  V sdlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) €. 540/2011 (") mala zodpovedajiicim spdsobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v silade so stanoviskom Stdleho vyboru pre rastliny, zvierat,

potraviny a krmiva,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej latky

Latka chlorid sodny sa schvaluje ako zdkladnd latka podla prilohy L

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykondvacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou II k tomuto nariadeniu.

Cldnok 3
Nadobudnutie d¢innosti

Toto nariadenie nadobtida G¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurépskej tinie.

Toto nariadenie je zdvdzné v celom rozsahu a priamo uplatnitené vo vietkych clenskych
§tatoch.

V Bruseli 7. septembra 2017

Za Komisiu
predseda
Jean-Claude JUNCKER

(') Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykondva nariadenie Eur6pskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvdlenych t¢innych ltok (U. v.EUL 153,11.6.2011, 5. 1).





PRILOHA I

Bezny ndzov, identifika¢né

ctola Nézov IUPAC Cistota (1) Déatum schvialenia Osobitné ustanovenia
Chlorid sodny Chlorid sodny 970 g/kg 28. septembra | Schvdlené je len pouzitie ako zdkladnd ldtka, ktord je fungicidom a insekticidom.
CAS ¢.: 7647-14-5 potravinovd 2017 Chlorid sodny sa musi pouZivat v stilade s osobitnymi podmienkami, ktoré st zahrnuté v zdve-

akostna trieda

roch reviznej spravy o chloride sodnom (SANTE[10383/2017), a najmd v dodatkoch I a II
k uvedenej sprave.

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

PRILOHA II

V éasti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 540/2011 sa dopliia tito polozka:

Bezny nédzov, identifika¢né

Cislo ctsla Nézov IUPAC Cistota (1) Détum schvilenia Osobitné ustanovenia
,16 | Chlorid sodny Chlorid sodny 970 glkg 28. septembra | Schvélené je len pouzitie ako zdkladna ldtka, ktord je fungicidom a insekticidom.
CAS ¢.: 7647-14-5 potravinové 2017 Chlorid sodny sa musi pouZivat v stlade s osobitnymi podmienkami, ktoré si za-

akostna trieda

hrnuté v zdveroch reviznej spravy o chloride sodnom (SANTE/10383/2017), a najmi
v dodatkoch I a I k uvedenej sprave.”

(1) Dalsie podrobnosti o identite, $pecifikdcii a sposobe pouzitia zdkladnej latky st uvedené v reviznej sprave.
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		VYKONÁVACIE NARIADENIE KOMISIE (EÚ) 2017/1529 zo 7. septembra 2017, ktorým sa v súlade s nariadením Európskeho parlamentu a Rady (ES) č. 1107/2009 o uvádzaní prípravkov na ochranu rastlín na trh schvaľuje základná látka chlorid sodný a ktorým sa mení príloha k vykonávaciemu nariadeniu Komisie (EÚ) č. 540/2011 (Text s významom pre EHP) 
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Sodium Chloride RR.pdf
EUROPEAN COMMISSION

DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Food and feed safety, innovation
Pesticides and biocides

Basic Substance

Sodium chloride
SANTE/10383/2017—rev.1
20 July 2017

Review report for the basic substance sodium chloride
Finalised in the Standing Committee on Plants, Animals, Food and Feed
at its meeting on 20 July 2017
in view of the approval of sodium chloride as basic substance
in accordance with Regulation (EC) No 1107/2009*

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of sodium chloride made in
the context of the assessment of the substance provided for in Article 23 of Regulation (EC)
No 1107/2009% concerning the placing of plant protection products on the market, with a view to
the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 7 June 2016 an application from Agriculture and Horticulture
Development board and from Institut Technique de 1’Agriculture Biologique (ITAB), hereafter
referred to as the applicant, for the approval of the substance salt as basic substance. In addition,
the Commission received on 21 July 2016 an application from Institut Technique de
I’ Agriculture Biologique (ITAB) for the approval of the substance sea salt as basic substance.
Since both applications concern food-grade sodium chloride, the applications were merged.

The application and attached information were distributed to the Member States and the
European Food Safety Authority (EFSA) for comments. The applicant was also allowed to
address collated comments and provide further information to complete the application, which
was finalised in the new version of November 2016.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

! Report established in accordance with Art. 13 of Regulation (EC) No 1107/2009; does not necessarily

represent the views of the European Commission.

2 0JL309,24.11.2009, p. 1-50.





EFSA submitted to the Commission the results of its work in the form of a technical report for
sodium chloride on 20 January 2017°.

The Commission examined the application, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments
provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee of 20 July 2017.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to be
part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU)2017/1529*
concerning the approval of sodium chloride as basic substance under Regulation
(EC) No 1107/20009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of sodium chloride as basic substance,
operators are responsible for using it for plant protection purposes in conformity with the legal
provisions of Regulation (EC) No 1107/2009 and with the conditions established in the
sections 4, 5 and Appendixes | and Il of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/2009.

EFSA (European Food Safety Authority), 2017. Technical report on the outcome of the consultation with Member States
and EFSA on the basic substance application for (sea) salt (sodium chloride) for use in plant protection as fungicide and
insecticide. EFSA supporting publication 2017:EN-1172. 56 pp.

4 0JL23289.2017,p. 1.

> 0JL 31, 1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European Food
Safety Authority and laying down procedures in matters of food safety.





3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be
expected that sodium chloride fulfils the criteria of Article 23.

Sodium chloride fulfils the criteria of a ‘foodstuff” as defined in Article 2 of Regulation (EC)
No 178/2002.

Considering the EFSA conclusions on the basic substance application for sodium chloride, the
rate of application and the conditions of use which are described in detail in Appendix I and I1, it
is concluded that the use of sodium chloride would not lead to concerns for human health.
Furthermore, the conditions of use are not expected to lead to the presence of residues of concern
in food or feed commodities.

Sodium chloride does not have an inherent capacity to cause endocrine disrupting (according to
the interim criteria in Regulation (EC) No 1107/2009), neurotoxic or immunotoxic effects and is
not predominantly used for plant protection purposes but nevertheless is useful in plant
protection as a granule or in a product consisting of the substance and water. Finally, it is not
placed on the market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix .

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix Il to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

The following points were considered as open by EFSA (2017) for sodium chloride, followed
by the reason why the risk is considered negligible:

e The information in the application has not addressed the potential for negative impacts on
soil fertility / soil structure / crop safety from all the uses requested or on plant
germination in compost derived from mushroom production that is subsequently used as
growing media or spread on agricultural / horticultural land.

According to the intended use as fungicide on vines, the maximum amount of sodium
chloride applied per year is 6 kg/ha. The predicted initial environmental concentrations in
soil due to this application are estimated to be 4 mg/kg®. This represents only a fraction of
the naturally occurring levels in agricultural soil, which are reported to be in the range of
0,15-25 g/kg with a median of 5 g/kg’. For chloride a median of 108 mg/kg is reported for

Initial PECsoil calculated using SFO degradation kinetics, one application of 6 kg/ha, 50% crop
interception.
Bowen (1979), Environmental chemistry of the elements. Academic press, London.





UK soils®. However, potential adverse effects of applying sodium chloride on the soil
depend highly on local conditions, such as soil and ground water salinity, mineral content
of irrigation water and potential for mineral leaching. It is therefore appropriate to include
a recommendation that farmers take stock of these conditions before applying sodium
chloride for plant protection purposes to ascertain that use of sodium chloride would not
have an unacceptable impact on soil fertility and structure.

With regard to the spreading of sodium chloride treated growth substrate on horticultural
land, the amount applied (0,03 g/kg substrate) is negligible compared to the total amount
of mineral salts naturally present in the soil.

The potential effects on the soil organisms following the exposure to (sea) salt still need to
be addressed for all uses. For the use on grapevine the information available in the
application is considered as not sufficient to address the risk for non-target organisms
with the exception of biological methods of sewage treatment.

- For the intended use in vines:

Sodium chloride is an essential nutrient for birds and mammals. LD50 values for birds
and mammals range in the order of grams per kg body weight®. The amount and
frequency of application would not lead to exposure of such levels. Therefore, the risk
to birds and mammals is considered to be low.

Considering the low predicted environmental concentrations in soil estimated for the
use of sodium chloride for plant protection purposes (4 mg/kg), compared to the
naturally present background levels of total mineral salts and compared to the NOEC
for the rainworm Eisenia foetida (3507 mg/kg soil)® and the predatory soil mite
Hypoaspis aculeifer (LC50 9766 mg/kg)® the risk to soil organisms, earthworms and
soil micro-organisms can be considered acceptable.

The worst case estimated environmental concentration in surface water resulting from
the intended use is 2,1 mg/L*, which is lower than the mean level of sodium and
chloride reported by OECD (2002') in a considerable number of rivers (28 resp.
41 mg/L). As noted in OECD (2002) aquatic organisms have adapted to a certain level
of salts in their habitat. The EC50 and NOEC values for Daphnia magna for sodium
chloride are reported as 874 and 314 mg/L respectively®. The LC50 for fish is reported
as 5840 mg/L and the NOEC as 252 mg/L (long-term)®. Therefore, the risk to aquatic
organisms is considered as low.

For arthropods it is generally reported that sodium is an essential nutrient'?. Plant-
feeding insects often need to harvest it specifically because the plants they feed on are
very low in sodium®3. Honeybees are reported to collect brackish or even seawater and
prefer sodium chloride solutions over deionised water, indicating their need of sodium

10
11
12
13

Rawlins et al. (2012). The advanced soil geochemical atlas of England and Wales. British Geological Survey, Keyworth.
ECHA sodium chloride registration dossier.

PEC surface water calculation using Steps in FOCUS, step 1 (1 application of 6kg/ha).

OECD SIDS (2002): Sodium carbonate; OECD SIDS (2002) Calcium chloride.

Cohen (2015) Insect Diets: Science and Technology, Second Edition.

Xiao et al (2010) Effects of dietary sodium on performance, flight and compensation strategies in the cotton bollworm,
Helicoverpa armigera (Hubner); Frontiers in Zoology 2010 7:11 DOI: 10.1186/1742-9994-7-11.





chloride as a nutrient'®. They respond preferentially to a sodium chloride solution of
1,5% and accept water with sodium chloride concentrations higher than 2%.
Therefore risk to honeybees is assumed to be low. For other non-target arthropods data
on standard test species is not available, but since LD50 values for arthropods generally
range in the grams per kg range (e.g. silkworm larvae, LD50 8900 mg/L®) an
unacceptable residual effect of the intended use is not expected, allowing rapid natural
regeneration from surrounding fields. Therefore, the risk to non-target arthropods is
assumed to be low.

- For the intended use in mushrooms:

Soil organisms are not exposed to sodium chloride during the growth stage of the crop.
The exposure of soil organisms from the spread of the discarded growth medium on
horticultural land can be expected to be negligible compared to the total amount of
minerals naturally present in the soil (see above). Therefore, the risk to soil organisms
is concluded to be low.

4. Identity and biological properties
The main properties of sodium chloride are given in Appendix I.
The sodium chloride used shall be of food grade quality.

It has been established that for sodium chloride of food grade quality as notified by the applicant,
no relevant impurities are considered, on the basis of information currently available, of
toxicological, ecotoxicological or environmental concern.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of sodium chloride

Sodium chloride must be identified by the specifications given in Appendix | and must be used
in compliance with conditions of supported uses as reported in Appendixes | and I1.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being a fungicide and insecticide are approved.

- The use of sodium chloride shall not exceed 6 kg/ha per year.
The user is advised to take into account the salinity of the soil in his decision to apply sodium

chloride, to ensure the application will not have a negative impact on soil fertility or soil
structure.

" Bonoan et al. (2017): Seasonality of salt foraging in honey bees (Apis mellifera); Ecological Entomology (2017), 42,

195-201 DOI: 10.1111/een.12375.
Lau & Nieh (2016): Salt preferences of honey bee water foragers; Journal of Experimental Biology (2016) 219, 790-796
doi:10.1242/jeb.1320109.
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Use of sodium chloride must be in compliance with conditions specified in the Appendixes I and
I1 of this review report.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for sodium chloride in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.
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Identity and biological properties

SODIUM CHLORIDE

Common name (I1SO)

There is no ISO common name for this substance

Chemical name (IUPAC)

Sodium chloride

Chemical name (CA)

Sodium chloride

Common names

Salt, sea salt

CAS No

7647-14-5

CIPAC No and EEC No

231-598-3(EINECS/ELINCS)

FAO specification

Not available

Minimum purity

970 g/kg, food grade

Relevant impurities

none

Molecular mass and structural
formula

Na'Cl (58.44 g/mol)

Mode of Use

Foliar spraying / Hand application

Preparation to be used

Water soluble powder (SP)

The user is advised to take into account the salinity of the soil
in his decision to apply sodium chloride, to ensure the
application will not have a negative impact on soil fertility or
soil structure.

Granule (GR)

Function of plant protection

Fungicide, insecticide






Fungicide use

APPENDIX 11

List of uses supported by available data SODIUM CHLORIDE

Crop Member Example F Pests or Formulation Application Application rate per Total PHI Remarks
and/or State product G group of treatment rate (days)
situation or name I pests Type  Conc Method Growth Number Interval g Water g g (m)
(a) Country as (b) controlled (d-f) of kind stage and min between a.i./hl  I/ha  a.i/ha a.i./ha
available (o) a.i. (f-h) season** max applications  min min min min
on the a/kg ) (k) (min) max max max max
market 0) (g/hi) (g/ha) (g/ha)
0] 0]
From 1st
Fungi SP (égﬁsé)
Grapevine Not gssvzseis Water Foliar to 1 600 1200 1?80 (n)
Vitis All MS : y soluble >970 application cluster to - to 200 to 30 (0)
S relevant mildews: . . . 6000
vinifera Ervsi powder spraying tightening 2 2000 4000 (p)
rysiphe M ()
(BBCH57)
necator :
Spring to
summer
(a): For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the use situation should be described (e.g. fumigation of a structure)
(b): Outdoor or field use (F), greenhouse application (G) or indoor application (I)
(c): e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor
(d): e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc..
(e): GCPF Codes — GIFAP Technical Monograph N° 2, 1989
(f): All abbreviations used must be explained
(g): Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
(h): Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of equipment used must be indicated
(i): g/kg or g/L. Normally the rate should be given for the active substance (according to I1SO)
(§): Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application
(k): Indicate the minimum and maximum number of application possible under practical conditions of use
():  The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha
(m): PHI - minimum pre-harvest interval
(n): In case of 2 applications: one at 20 g/L + one at only10 g/L. Maximum total rate of salt shall not exceed 6 kg / ha per year.
(0): Careful application should be controlled in terms of spray and target should be only the foliage. Low volumes are recommended in order to avoid spill. It is recommended not to spray every
year, only in emergency cases.
(p): Maximum total rate of sodium chloride shall not exceed 6 kg / ha per year





Crop Memb Exampl F Pests or Formulation Application Application rate per To PHI Remarks
and/or er e G group of treatment tal (day (*)
situation State product I pests rat s)
(a) or name (b) controlled e (m)
Countr as (©) Type Conc Meth Growth Numbe Interval g Water g g
Y availabl (d-f) of od stage r between a.i./hl I/ha a.i./ha a.i./
e a.i. kind and min applicati min min min ha
on the g/kg  (f-h) season* max ons max max max min
market O] * (k) (min) (g/hl) (g/ha)  max
@ ) (g/h
a)
0]
Salt is used as a
spot treatment to
Fungal cover incidents of
diseases disease. On a well-
like cobweb managed farm,
disease disease will be
Cladobotryu on spotted early with
trains finding . spe_qgllst teams
m ?i e the identifying and spot
e treating. Thi
Mushroom Mycophilum Hand - pathogen 0.03g avoids ha?rvestsers
3 ) GR Trow . /kg 80 80 .
like Al Not G % Granul  >970 el No 1 - of - to  to - accidently
- MS relevant Dry Bubble C i Dry spreading disease
Agar/cus Disease e chgp e;falﬁr substr 100 100 thorough
bisporus Lecanicillium 16 days ate contamination gf
(Verticillium into grow Personal protective
. equipment (ppe)
) fungicola cycle. and transfer to
Wet bubble other areas. This in
disease turn will keep on
Mycogone site disease levels
perniciosa low and avoid the

use of large
volumes of salt.






Insecticide use

Crop Member Example F Pests or Formulation Application Application rate per Total PHI Remarks
and/or State product G group of treatment rate (days)
situation or name I pests Type Conc Method Growth Numbe Interval g Wate g g (m)
(a) Country as (b) controlle (d-f) of kind stage and r between a.i./h r a.i./h  a../h
available d a.i. (f-h) season** min application I I/ha a a
on the (o) a/kg 3 max s min min min min
market (i) (k) (min) max  max max max
(g/hl (g/ha  (g/ha
) ) )
(0] (0]
1st late
April to
May
(BCH 55-
Grapevin European SP Foliar nc157) .
e Not grapevine = Water applicati 27 July 1 Depending 1200 )
Vitis All MS relevant F moth_: soluble  >970 on (BBCH to on egg 600 200 1200 to 30
vinifera Lobesia powder spravin 75-77) 3 stage 3600
botrana * praying 3"
Septembe
r
(BBCH
83-91)
(a): For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the use situation should be described (e.g. fumigation of a structure)
(b): Outdoor or field use (F), greenhouse application (G) or indoor application (I)
(c): e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor
(d): e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc..
(e): GCPF Codes — GIFAP Technical Monograph N° 2, 1989
(f): All abbreviations used must be explained
(g): Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
(h): Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of equipment used must be indicated
(i): g/kg or g/L. Normally the rate should be given for the active substance (according to ISO)
(3): Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application
(k): Indicate the minimum and maximum number of application possible under practical conditions of use
(): The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha
(m): PHI - minimum pre-harvest interval
(n): Careful application should be controlled in terms of spray and target should be only the foliage. Low volumes are recommended in order to avoid spill. It is recommended not to spray every

year, only in emergency cases.

10






563-2014-Chitosan hydrochlorid-SJ.pdf
Uradny vestnik L 156

Eurdpskej tnie

* X x
* *

* *

* *
* 5k

Zvizok 57

Slovenské vydanie PI’éVIlC pl‘edplsy 24. mdja 2014

Obsah

I Legislativne akty

ROZHODNUTIA

* Rozhodnutie Eurépskeho parlamentu a Rady & 562/2014/EU z 15. mija 2014 o wlasti
Eurépskej dnie na zvyseni zikladného imania Eurépskeho investi¢ného fondu ....................... 1

I Nelegislativne akty

NARIADENIA

*  Vykondvacie nariadenie Komisie (EU) &. 563/2014 z 23. médja 2014, ktorym sa v sdlade s naria-
denim Eurépskeho parlamentu a Rady (ES) €. 1107/2009 o uvadzani prlpravkov na ochranu
rastlin na trh schvaluje zdkladnd litka chitozdn hydrochlorid a ktorym sa meni vykondvacie

nariadenie Komisie (EU) & 540/20T1 (1) ........c.ccooimiiirieiieeee oo 5

Vykondvacie nariadenie Komisie (EU) & 564/2014 z 23. mdja 2014, ktorym sa ustanovujd pausdlne

dovozné hodnoty na urcovanie vstupnych cien niektorych druhov ovocia a zeleniny ........................ 8
ROZHODNUTIA

2014/299/EU:

* Vykondvacie rozhodnutie Komisie z 22. mdja 2014, ktorym sa urité sluzby v postovom
sektore v Madarsku vynimaji z uplatfiovania smernice Eurépskeho parlamentu a Rady
2014/25/EU o obstarivani vykondvanom subjektmi posob1ac1m1 v odvetviach vodného hospo-
ddrstva, energetiky, dopravy a postovych sluZieb a o zruSeni smernice 2004/17[ES [ozndmené
POA SIOM C(2014) 337 2] (1) ueeeeeee ettt et e ettt e ettt e e e aas 10

(") Text s vyznamom pre EHP

Akty, ktoré su vytlacené obycajnym pismom, sa tykaji kazdodennej organizicie polnohospodarskych zdlezitosti a st spravidla platné len
obmedzeny cas.

Nézvy vietkych ostatnych aktov st vytlacené tuénym pismom a je pred nimi hviezdicka.











24.5.2014 Uradny vestnik Eurépskej tinie L 156/1

(Legislativne akty)

ROZHODNUTIA

ROZHODNUTIE EUROPSKEHO PARLAMENTU A RADY &. 562/2014/EU
z 15. médja 2014

o dcasti Eurdpskej tinie na zvySeni zdkladného imania Eurépskeho investi¢ného fondu

EUROPSKY PARLAMENT A RADA EUROPSKE] UNIE,

so zretefom na Zmluvu o fungovani Eurépskej tnie, a najmi na jej ¢ldnok 173 ods. 3,
so zretelom na ndvrh Eurdpskej komisie,

po postiipeni navrhu legislativneho aktu narodnym parlamentom,

so zretelom na stanovisko Eurépskeho hospodarskeho a socidlneho vyboru (1),
konajtic v stlade s riadnym legislativnym postupom (%),

kedze:

(1) Podla rozhodnutia Rady 94/375/ES (°) bol v roku 1994 zaloZeny Eurépsky investiény fond (dalej len ,fond“) na
»podporu udrzatelného a vyrovnaného hospodarskeho rastu v Spolocenstve*.

(2)  Po zvySeni upisaného zdkladného imania fondu v roku 2007 predstavuje schvilené zdkladné imanie fondu
3 miliardy EUR, ktoré je rozdelené na 3 000 akcii v hodnote 1 milién EUR za akciu, s podielom splateného
zdkladného imania 20 %. Unia zastipend Komisiou sa podielala na predchddzajicom zvyseni upisaného zaklad-
ného imania fondu v sdlade s rozhodnutim Rady 2007/247/ES (4.

(3)  Z toho vyplyva, ze Unia zastGipend Komisiou md v stcasnosti upisanych 900 akcif fondu, spolu v nominélnej
hodnote 900 miliénov EUR, z ktorych je splatenych 180 miliénov EUR.

(4)  Eurdpska rada na svojom zasadnuti v diioch 28. a 29. jina 2012 prijala Pakt pre rast a zamestnanost s cielom
na ozivenie inteligentného, udrzatelného a inkluzivneho rastu s efektivnym vyuzivanim zdrojov a vytvdranim
pracovnych miest. V tejto stvislosti vo svojich zdveroch Eurdpska rada zdoraznila, ze okrem dalsich naliehavych
opatreni na tirovni Unie potrebnych na podporu rastu a pracovnych miest s cielom zvysit financovanie hospodar-
fondu rozvijat, najmd ¢o sa tyka aktivity v oblasti rizikového kapitdlu, v spolupréci s existujicimi vniitrostdtnymi
Struktdrami, napriklad ndrodnymi podpornymi bankami a institticiami.

(5)  Eurbpska rada v zdujme dalSej podpory investicii a pristupu k tverom predlozila na zasadnuti v dioch
27. a 28. juna 2013 Novy investi¢ny pldn pre Eurdpu s cielom podporit malé a stredné podniky (dalej len
,MSP*) a posilnit financovanie hospodérstva. V tejto stvislosti Eurdpska rada vyzvala vo svojich zdveroch Komisiu
a Eurépsku investicnii banku (EIB), aby predovsetkym rozsirili kapacitu fondu na zvySenie kreditnej kvality.

') Stanovisko z 25. marca 2014 (zatial neuverejnené v tiradnom vestniku).
%) Pozicia Eurépskeho parlamentu zo 16. aprila 2014 (zatial neuverejnend v dradnom vestniku) a rozhodnutie Rady zo 6. mdja 2014.
) Rozhodnutie Rady 94/375/ES zo 6. jiina 1994 o clenstve Spolocenstva v Eurépskom investicnom fonde (U.v.ESL 173, 7.7.1994, 5. 12).
) Rozhodnutie Rady 2007/247[ES z 19. aprila 2007 o tcasti Spolocenstva na navyseni kapitdlu Eurdpskeho investicného fondu
(U.v.EUL 107, 25.4.2007, . 5).
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Eurépska rada pripomenula, Ze prioritou stdle zostdva obnovenie normélneho poskytovania tiverov pre hospodar-
stvo, najmd pre MSP, a na zasadnuti 19. a 20. decembra 2013 vyzvala Komisiu a EIB, aby dalej rozsirovali kapa-
citu fondu prostrednictvom zvysenia jeho zdkladného imania s ciefom dosiahnut kone¢nt dohodu do mdja
2014.

Stcasny objem vlastnych zdrojov fondu neumoziuje podstatné zintenzivnenie jeho ¢&innosti, ako to pozadovala
Eurépska rada, kedZe zdruky a opericie rizikového kapitdlu fondu nesmd prekrocit strop celkovych zdvizkov
fondu stanoveny v stanovich alebo valnym zhromazdenim fondu. Okrem toho je velkostou dostupnych vlast-
nych zdrojov obmedzend kapacita na zvySenie kreditnej kvality fondu.

Predstavenstvo fondu preto 26. novembra 2013 schvililo dovodnost zvysenia upisaného zdkladného imania
fondu o 1 500 milibnov EUR, ktoré umozni potrebné zvySenie vlastnych zdrojov. Technické dojednania
a podrobny postup budid predstavenstvu predloZené v riadnom termine s cielom poziadat o povolenie predlozit
ndvrh na schvilenie na valnom zhromazdeni fondu v roku 2014.

Akciondri fondu na zdklade vlastného rozhodnutia upiSu nové akcie v priebehu obdobia $tyroch rokov, ktoré
zacne plynat v roku 2014 a skonéi v roku 2017. Cena novych akcii sa stanovi kazdoro¢ne a bude vychddzat
zo vzorca na vypocet Cistej hodnoty aktiv, na ktorom sa dohodnd akciondri fondu.

Dohodou o financovani prispevku Unie na zvysenie zakladného imania fondu by nemalo byt dotknuté pripadné
zaobchddzanie s dividendami.

Je vhodné, aby sa Unia podielala na zvyseni zakladného imania fondu v zdujme dosiahnutia cielov tykajticich sa
podpory prostredia, ktoré je priaznivé pre vytviranie a rozvoj podnikov v celej Unii, najmi malych a strednych
podnikov, ako aj presadzovanie lepsieho vyuzitia priemyselného potencidlu politik inovacie, vyskumu a technolo-
gického rozvoja Unie, a to v stlade so zdvermi Eurépskej rady z 28. — 29. juna 2012, 27. - 28. jina 2013
a 19. - 20. decembra 2013 a spresnenim uvedenym v Pakte pre rast a zamestnanost a Novom investicnom pldne
pre Eurépu.

So zretefom na osobitné ciele ticasti Unie na zvysen{ zékladného imania fondu, najmi pokial ide o podporu
¢innosti zo strany fondu, ktoré doplnajii ¢innosti ¢lenskych $titov v prospech podnikov, najmd MSP, ¢ldnok 173
ods. 3 Zmluvy o fungovani Eurdpskej tinie poskytuje potrebné pravomoci na prijatie tohto rozhodnutia.

Aby zéstupca Unie mohol na valnom zhromazdeni fondu ¢o najskor hlasovat o zvyseni zdkladného imania, toto
rozhodnutie by malo nadobudndt Géinnost ditom nasledujiicim po jeho uverejneni,

PRIJALI TOTO ROZHODNUTIE:

Cldnok 1

Cielom rozhodnutia je zvysit podporu cinnosti zo strany Eurdpskeho investicného fondu (dalej len ,fond), ktoré dopl-
fiaja ¢innosti Clenskych §titov v prospech podnikov, najma malych a strednych podnikov.

Cldnok 2

Unia upiSe k stcasnému akciovému podielu vo fonde dalsich 450 akcif, kazdi v nominalnej hodnote 1 milién EUR.
Upisanie akcif a ro¢né platby sa uskuto¢nia v stilade s podmienkami, ktoré schvili valné zhromazdenie fondu.
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Clénok 3

Unia nakiipi nové akcie vo fonde pocas obdobia styroch rokov, a to od roku 2014. V obdobi rokov 2014 - 2017, je
celkovd suma az 178 miliénov EUR k dispozicii v rdmci vieobecného rozpoétu Unie na pokrytie nakladov na uplsame
akcif, priom sa vyuZzijii napldnované rozpoctové prostriedky v rdmci okruhu la viacro¢ného finanéného rdmca na
obdobie rokov 2014 — 2020 tak, aby celkové vyclenené vydavky zostali nezmenené. Rozpoctovy prispevok sa moze
rozdelit na roéné splatky pocas styroch rokov v siilade s ¢linkom 85 ods. 4 nariadenia Eurdpskeho parlamentu a Rady
(EU, Euratom) ¢. 966/2012 ().

Clanok 4

Komisia monitoruje, ako sa splnili ciele stanovené v ¢ldnku 1 a predlozi Eurdpskemu parlamentu a Rade dve spravy:
predbeznd spravu do 31. decembra 2016 a koneénd spravu do 31. decembra 2018.

Cldnok 5

Toto rozhodnutie nadobtda G¢innost diiom nasledujiicim po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

V Bruseli 15. médja 2014

Za Eurdpsky parlament Za Radu
predseda predseda
M. SCHULZ D. KOURKOULAS

(") Nariadenie Eurépskeho parlarnentu a Rady (EU, Euratom) & 966/2012 z 25. oktébra 2012 o rozpoétovych pravidlach, ktoré sa vztahuji
na vieobecny rozpocet Unie, a zrusen{ nariadenia Rady (ES, Euratom) & 1605/2002 (U.v. EUL 298, 26.10.2012, . 1).
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Vyhlisenie Eurépskeho parlamentu a Rady

Eurépsky parlament a Rada sa dohodli na rieSeni otdzky zaobchddzania s dividendami fondu v rdmci dalSej revizie
rozpoctovych pravidiel, ktoré sa vzfahuji na vSeobecny rozpocet Unie, alebo najneskor v rdmci predbeznej spravy
o dosahovani cielov uvedenej v ¢lanku 4.
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II

(Nelegislativne akty)

NARIADENIA

VYKONAVACIE NARIADENIE KOMISIE (EU) & 563/2014
z 23. médja 2014,

ktorym sa v sillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uvaddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka chitozdn hydrochlorid a ktorym sa
meni vykondvacie nariadenie Komisie (EU) & 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretefom na Zmluvu o fungovani Eurépskej tnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktdbra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s ¢lankom 13 ods. 2 a ¢ldnkom 78 ods. 2,

kedze

(1) V stlade s ¢ldnkom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 19. decembra 2011 dorucend od
spolo¢nosti CHIPRO Ziadost o schvdlenie latky chitozdn hydrochlorid ako zdkladnej latky. K uvedenej Ziadosti
boli pripojené informécie pozadované v ¢ldnku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,irad*) o vedeckii pomoc. Urad predlozil
Komisii 24. médja 2013 technickd spravu o dotknutej ldtke (). Komisia predlozila Stdlemu vyboru pre potravinovy
retazec a zdravie zvierat 20. marca 2014 reviznu spravu a ndvrh tohto nariadenia o schvdleni ldtky chitozdn

hydrochlorid.

(3)  Dokumentdcia poskytnutd Ziadatelom a vysledky skdmania Vykonane tiradom (°) v stilade s nariadenim Eurép-
skeho parlamentu a Rady (ES) ¢ 1924/2006 (%) svedcia o tom, Ze litka chitozdn hydrochlorid spliia kritérid
potravin podla definicie v ¢lanku 2 nariadenia Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 (). Aj ked sa ne-
pouziva predovsetkym na tiely ochrany rastlin, je uZito¢na pri ochrane rastlin v pripravku, ktory sa skladd z tejto
latky a vody. Preto ju treba povazovat za zdkladn latku.

(4)  Z vykonanych preskiimani vyplyva, Ze v pripade latky chitozan hydrochlorid mozno ocakavat, Ze vo vSeobecnosti
spliia poziadavky stanovené v ¢ldnku 23 nariadenia (ES) ¢. 1107/2009, najmi pokial ide o jej pouZzitie, ktoré bolo
preskiimané a podrobne opisané v reviznej sprave Komisie. V stilade s ¢lankom 13 ods. 2 v spojeni s ¢lankom 6
nariadenia (ES) ¢. 1107/2009 a vzhladom na sicasné vedecké a technické poznatky je potrebné stanovit urcité
podmienky schvélenia, ktoré st uvedené v prilohe I k tomuto nariadeniu.

() U.v.EUL 309, 24.11.2009,s. 1.

() Vysledok konzultdcii s ¢lenskymi $tatmi a Eurépskym tradom pre bezpe¢nost potravin (EFSA), pokial ide o ziadost tykajiicu sa zékladnej
latky chitozan hydrochlorid, a zévery EFSA ku konkrétnym vznesenym otdzkam. 2013: EN-426.23 s.

(}) Pracovnd skupina EFSA pre dietetické vyrobky, vyzivu a alergie (NDA); Vestnik EFSA (EFSA Journal) (2009) 7(9): 1289 doi:
10.2903/j.efsa.2009.1289.

() Nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 1924/2006 z 20. decembra 2006 o vyzivovych a zdravotnych tvrdeniach o potravi-
néch (U. v.EU L 404, 30.12.2006, 5. 9).

() Nariadenie Europskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. janudra 2002, ktorym sa ustanovujii vSeobecné zdsady a poziadavky
potravinového prdva, zriaduje Eurdpsky trad pre bezpecnost potravin a stanovuji postupy v zéleZitostiach bezpecnosti potravin
(UVES L31,1.2.2002,s. 1).
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(5)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) €. 540/2011 (%) mala zodpovedajiicim spdsobom zmenit.

(6)  Opatrenia stanovené v tomto nariadeni st v stlade so stanoviskom Stileho vyboru pre potravinovy retazec

a zdravie zvierat,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej latky

Zékladna latka chitozdn hydrochlorid $pecifikovand v prilohe I sa schvaluje za podmienok stanovenych v uvedenej
prilohe.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Cast C prilohy k vykonavaciemu nariadeniu (EU) &. 540/2011 sa meni v siilade s prilohou Il k tomuto nariadeniu.

Cldnok 3
Nadobudnutie G¢innosti a ditum uplatfiovania

Toto nariadenie nadobtda t¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnitelné vo vietkych clenskych
§tatoch.

V Bruseli 23. mdja 2014

Za Komisiu
predseda
José Manuel BARROSO

(') Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykondva nariadenie Eur6pskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvdlenych t¢innych ltok (U. v.EUL 153,11.6.2011, 5. 1).





PRILOHA I

Bezny ndzov, identifikacné
cisla

Nazov IUPAC

Cistota (1)

Détum schvélenia

Osobitné ustanovenia

chitozan hydrochlorid Neuplatiiuje sa.

CAS ¢.: 9012-76-4

Eur6psky liekopis

max. obsah fazkych kovov:
40 ppm

1. jila 2014

Chitozdn hydrochlorid musi byt v sdlade s nariadenim Eurépskeho parlamentu
a Rady (ES) ¢. 1069/2009 (?) a nariadenim Komisie (EU) ¢. 142/2011 ().

Latka chitozdn hydrochlorid méze byt pouzitd v stlade s osobitnymi podmien-
kami, ktoré st zahrnuté v zdveroch reviznej spravy o latke chitozdn hydro-
chlorid (SANCO(12388/2013), a najmi v jej dodatkoch I a II, v zmysle znenia
finalizovaného Stdlym vyborom pre potravinovy refazec a zdravie zvierat
20. marca 2014.

() Dalsie podrobnosti o identite, $pecifikicii a sposobe pouzitia zékladnej ldtky st uvedené v reviznej spréve.
() U.v.EUL 300, 14.11.2009, s. 1.

() U.v.EUL 54,26.2.2011,s. 1.

V ¢asti C prilohy k vykonavaciemu nariadeniu (EU) &.

PRILOHA 1l

5402011 sa dopliia tento zdznam:

,2 | chitozdn hydrochlorid
CAS ¢.: 9012-76-4

Neuplatiiuje sa.

Eurdpsky liekopis

max. obsah fazkych kovov:
40 ppm

1. jila 2014

Chitozdn hydrochlorid musi byt v stlade s nariadenim (ES) ¢. 1069/2009
a nariadenim (EU) ¢. 142/2011,

Latka chitozdn hydrochlorid moéze byt pouzitd v stlade s osobitnymi
podmienkami, ktoré st zahrnuté v zdveroch reviznej spravy o latke chitozan
hydrochlorid (SANCO/12388/2013), a najmi v jej dodatkoch I a II, v zmysle
znenia finalizovaného Stilym vyborom pre potravinovy retfazec a zdravie
zvierat 20. marca 2014.°

Y10TS¥C

[3s ]

own foxysdoang yruisaa Kupeip

L1981 1
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VYKONAVACIE NARIADENIE KOMISIE (EU) &. 564/2014
z 23. mdja 2014,

ktorym sa ustanovuji pausilne dovozné hodnoty na urcovanie vstupnych cien niektorych druhov
ovocia a zeleniny

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurdpskej tnie,

so zretelom na nariadenie Rady (ES) ¢. 1234/2007 z 22. okt6ébra 2007 o vytvoreni spolo¢nej organizdcie polnohospo-
dérskych trhov a o osobitnych ustanoveniach pre urcité polnohospodarske vyrobky (nariadenie o jednotnej spolo¢nej
organizacii trhov) ('),

so zretelom na vykondvacie nariadenie Komisie (EU) ¢. 5432011 zo 7. jina 2011, ktorym sa ustanovujii podrobné
pravidld uplatiovania nariadenia Rady (ES) ¢. 12342007, pokial ide o sektory ovocia a zeleniny a spracovaného ovocia
a zeleniny (%), a najmd na jeho ¢lanok 136 ods. 1,

kedZe:

(1) Vykondvacim nariadenim (EU) ¢ 543/2011 sa v silade s vysledkami Uruguajského kola mnohostrannych
obchodnych rokovani ustanovuji kritérid, na zaklade ktorych Komisia stanovuje pausdlne hodnoty na dovoz
z tretich krajin, pokial ide o vyrobky a obdobia uvedené v ¢asti A prilohy XVI k uvedenému nariadeniu.

(2)  Pausdlne dovozné hodnoty sa vypocitaju kazdy pracovny deii v sdlade s clinkom 136 ods. 1 vykondvacieho na-
riadenia (EU) ¢. 543/2011, pricom sa zohladnia premenlivé kazdodenné tdaje. Toto nariadenie by preto malo
nadobudnut G¢innost ditom jeho uverejnenia v Uradnom vestniku Eurdpskej tinie,

PRIJALA TOTO NARIADENIE:

Cldnok 1

Pausilne dovozné hodnoty uvedené v ¢lanku 136 vykonavacieho nariadenia (EU) ¢. 543/2011 st stanovené v prilohe
k tomuto nariadeniu.

Cldnok 2

Toto nariadenie nadobtida t¢innost ditom jeho uverejnenia v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvdzné v celom rozsahu a priamo uplatnitelné vo vietkych ¢lenskych
§tatoch.

V Bruseli 23. médja 2014

Za Komisiu
v mene predsedu
Jerzy PLEWA

generdlny riaditel pre polnohospoddrstvo a rozvoj vidieka

() U.v.EUL299,16.11.2007,s. 1.
() U.v.EUL157,15.6.2011,s. 1.
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PRILOHA

Pauséilne dovozné hodnoty na uréovanie vstupnych cien niektorych druhov ovocia a zeleniny

(EUR/100kg)
Ciselny znak KN Kéd tretej krajiny (') Pausélna dovoznd hodnota
0702 00 00 AL 59,1
MA 33,4
MK 58,8
TR 50,7
77 50,5
0707 00 05 AL 36,9
MK 25,2
TR 123,5
77 61,9
0709 93 10 MA 29,9
TR 114,9
77 72,4
0805 10 20 EG 40,2
IL 74,1
MA 39,4
TR 49,7
ZA 53,8
77 51,4
0805 50 10 TR 121,3
ZA 139,4
77 130,4
0808 10 80 AR 97,0
BR 88,9
CL 96,6
CN 98,8
MK 26,7
Nz 158,0
us 185,3
9)'¢ 70,3
ZA 102,8
77 102,7

(1) Nomenklatiira krajin stanovend nariadenim Komisie (ES) ¢. 1833/2006 (U. v. EU L 354, 14.12.2006, s. 19). Kéd ,ZZ* znamend
»iného povodu®.
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ROZHODNUTIA

VYKONAVACIE ROZHODNUTIE KOMISIE
z 22. mdja 2014,

ktorym sa ur€ité sluzby v postovom sektore v Madarsku vynimajd z uplatiiovania smernice

Eurdpskeho parlamentu a Rady 2014/25/EU o obstardvani vykondvanom sub]ektml posob1ac1m1

v odvetviach vodného hospodirstva, energetiky, dopravy a postovych sluzieb a o zruSeni smernice
2004/17[ES

[ozndmené pod cislom C(2014) 3372]
(Iba mad'arské znenie je autentické)

(Text s vyznamom pre EHP)

(2014/299(EV)
EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej tnie,

so zretelom na smernicu Eurépskeho parlamentu a Rady 2014/25/ES z 26. februdra 2014 o obstardvani vykondvanom
subjektmi posobiacimi v odvetviach vodného hospodarstva, energetiky, dopravy a postovych sluzieb a o zruseni smerni-
ce 2004/17[ES ('), a najmdi na jej ¢lanok 34,

kedze:

. SKUTOCNOSTI

(1) Spoloc¢nost Magyar Posta Zrt. (dalej len ,spolo¢nost Magyar Posta“) zaslala 21. novembra 2013 Komisii e-mailom
ziadost podla ¢ldnku 30 ods. 5 smernice Eurépskeho parlamentu a Rady 2004/17/ES (3). V sulade s ¢lankom 30
ods. 5 prvym pododsekom uvedenej smernice Komisia o tom informovala madarské organy e-mailom z 13. de-
cembra 2013. Komisia poziadala Madarsko o dopliujtice informdacie e-mailom zo 6. februdra 2014 a Ziadatela
e-mailami z 28. janudra 2014, 20. februdra 2014, 11. marca 2014, 13. marca 2014 a 25. marca 2014. Dopliu-
jice informécie dorucilo Madarsko e-mailom z 26. februdra 2014 a Ziadatel e-mailami z 19. februdra 2014,
zo 4. marca 2014, z 18. marca 2014, 24. marca 2014 a 27. marca 2014 v uvedenom poradi.

(2)  Ziadost sa tyka urcitych sluzieb poskytovanych spolo¢nostou Magyar Posta na tizem{ Madarska. Dotknuté sluzby
st v Ziadosti opisané takto:

a) sluzby suvisiace s neadresovanymi reklamnymi publikdciami;

b) sluzby savisiace s distribiciou predplatenych novin a periodik.

II. PRAVNY RAMEC

(3)  V clinku 34 smernice 2014/25/EU, ktord nahradila smernicu 2004/17/ES, sa stanovuje, Ze zdkazky, ktorych
ciefom je umoznit Vykonavame jednej z &innosti, na ktoré sa vztahuje smernica 2014/25/EU, nepodlichaji
uvedenej smernici, ak je v ¢lenskom $tdte, v ktorom sa vykondvaj, tito ¢innost priamo vystavend hospodarskej
sutazi na trhoch, na ktoré je neobmedzeny pristup. Priame vystavenie hospoddrskej sufazi sa posudzuje na

() U.v.EUL94,28.3.2014,s.243.
() Smernica Eurépskeho parlamentu a Rady 2004/17/ES z 31. marca 2004 o koordindcii postupov obstardvania subjektov posobiacich
v odvetviach vodného hospodérstva, energetiky, dopravy a postovych sluzieb (U. v. EU L 134, 30.4.2004, 5. 1).
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zdklade objektivnych kritérii, pricom sa zohladnu;u osobitné charakteristiky prlslusneho sektora. Pristup sa pova-
Zuje za neobmedzeny, ak dany clensky Stdt 1mplementova1 a uplatnil prislusné pravne predpisy Unie, ktorymi sa
otvéra dany sektor alebo jeho Cast. Tieto pravne predpisy st uvedené v prilohe Il k smernici 2014/25/EU, v ktorej
sa v pripade odvetvia postovych sluzieb odkazuje na smernicu Eurépskeho parlamentu a Rady 97/67/ES ().

(4)  Madarsko implementovalo a uplatnilo smernicu 97/67ES. Ziadna zo sluzieb, na ktoré sa vzfahuje tito Zadost,
nebola v ¢ase predlozenia Ziadosti vyhradend. KedZze Madarsko dosiahlo troveti otvorenia trhu, ktord je stanovend
v pravnych predpisoch uvedenych v prilohe Il k smernici 2014/25/EU, pristup na trh by sa mal povazovat za
neobmedzeny v stilade s ¢ldnkom 34 ods. 3 uvedenej smernice.

(5)  Priame vystavenie hospodarskej sttazi na konkrétnom trhu sa hodnoti na zdklade roznych kritérii, z ktorych
Ziadne nie st samé o sebe rozhodujiice. Pokial ide o trhy, na ktoré sa vztahuje Ziadost spolo¢nosti Magyar Posta,
predstavuje podiel hlavnych aktérov na danom trhu jedno z kritérif, ktoré sa majd zohl'adnit. Dalsim kritériom by
mohla byt miera koncentrdcie na tychto trhoch. KedZe sa podmienky pre jednotlivé ¢innosti, na ktoré sa vztahuje
tato ziadost, lisia, pri skimani situdcie v oblasti hospoddrskej stitaze by sa mali zohladfiovat rozdielne pomery na
roznych trhoch.

(6)  Toto rozhodnutie nemd vplyv na uplatiiovanie praV1dlel o hospodarskej satazi. Najmd kritérid a metédy pouzi-
vané na postidenie priameho vystavenia hospodarske stfazi podla ¢lanku 35 smernice 2014/25[EU sa nemusia
zhodovat s kritériami a metédami pouZivanymi na vykonanie postidenia podla ¢lanku 101 alebo 102 ZFEU alebo
nariadenia Rady (ES) ¢. 139/2004 (9.

1. POSUDENIE

(7)  Je potrebné mat na pamati, Ze ciefom tohto postdenia je stanovit, ¢i st sluzby, na ktoré sa vztahuje Ziadost,
vystavené takej miere hospodarske) sttaze (na trhoch, na ktoré nie je obmedzeny pristup v zmysle ¢lanku 34
smernice 2014/2 5/EU), Ze sa tym zaisti, Ze aj pri absencii discipliny nastolenej podrobnym1 pravidlami obstaré-
vania stanovenymi v smernici 2014/25/EU sa obstardvanie na tcely tu uvedenych ¢innosti bude vykonavat trans-
parentnym a nediskrimina¢nym spdésobom zaloZenym na kritéridch, ktoré umoznia ndkupcom ndjst rieSenie,
ktoré bude celkovo ekonomicky najvyhodnejsie.

(8)  V tejto stvislosti je potrebné pripomentit, Ze prislusné trhy vo vieobecnosti charakterizuje pritomnost viacerych
prevadzkovatelov sluzieb. Avsak zo vetkych tychto poskytovatelov st podla dostupnych informdcii len spolo¢-
nost Magyar Posta a jej dcérska spolocnost Posta Kézbesit6 Kft () (dalej len ,spolocnost POKEZ®) obstardvatelmi
v zmysle smernice 2014/ 25/EU Obstaravanie konkurentov spolo¢nosti Magyar Posta a jej dcérskej spolo¢nosti na
Gcely vykondvania cinnosti, na ktoré sa vztahuje toto rozhodnutie, nepodheha ustanoveniam smernice
2014/25/EU. Na téely tohto rozhodnutia a bez toho, aby bolo dotknuté pravo v oblasti hospodarskej stifaze,
nebude preto analyza trhu zamerand na vSeobecnii mieru hospodarskej siifaze na danom trhu, ale v jej ramci sa
postdi, ¢i s ¢&innosti obstardvatelov vystavené konkuren¢nému tlaku na trhoch, na ktoré je neobmedzeny
pristup.

(9)  Komisia v rdmci svojej praxe (°) zastdva ndzor, Ze trhy so sluzbami tykajiicimi sa dorucovania postovych zdsielok
a vsetky ich segmenty st svojim rozsahom vniitrostitne. Tito segmentdcia vychddza najmid zo skuto¢nosti, Ze
takéto sluzby sa poskytuji na vnitrostitnej Grovni. Stanovisko Zziadatela () je v stilade s uvedenou praxou
Komisie. Madarsko takisto zastdvalo ndzor (¥), Ze geograficky trh pre ¢innosti, ktoré st predmetom Ziadosti, je
vnutro$tatny.

(10) Vzhladom na to, Ze neexistuji Ziadne ndznaky Sirsicho alebo uZzsieho geografického rozsahu trhu, na tcely posa-
denia, ¢i st splnené podmienky stanovené v ¢lanku 34 ods. 1 smernice 2014/ 25/EU a bez toho, aby bolo dot-
knuté pravo v oblasti hospodarskej stitaze, sa za relevantny geograficky trh povazuje tizemie Madarska.

() Smernica Eurépskeho parlamentu a Rady 97/67[ES z 15. decembra 1997 o spolocnych pravidlch rozvoja vnitorného trhu postovych
sluzieb Spolocenstva a zlepSovani kvality sluzieb (U.v.ESL15,21.1.1998,s. 14).

(% Nariadenie Rady (ES) ¢. 139/2004 z 20. janudra 2004 o kontrole koncentricii medzi podnikmi (nariadenie o fazidch) (U. v. EU L 24,

(5

29.1.2004, s. 1).

Spolocnost POKEZ dorucuje pre spolocnost Magyar Posta iba neadresované reklamné zdsielky a predplatené noviny a perlodlka Trzby
z predaja z tychto dvoch ¢innosti sa pohybuji v rozmedzi [...] a [...] obratu spolo¢nosti Magyar Posta v rokoch 2009 az 2013. Podiely
spolo¢nosti Magyar Posta na trhu uvedené v tomto rozhodnuti zahffiaj aj obrat dosiahnuty spolo¢nostou POKEZ.

(°) Vec COMP/M.6503 —La Poste/Swiss Post/JV.

() Ziadost,s. 9.

() E-mail madarského dradu pre hospoddrsku siitaz ref. AE[204-2/2014 z 26. februdra 2014.
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Sluzby sivisiace s distribiiciou neadresovanych reklamnych publikicii poskytované poskytovatelmi
postovych sluzieb

(11) Komisia v predchddzajiicich rozhodnutiach zistila, Ze trh pre sluzby dorucovania postovych zdsielok sa moze
rozdelif na trh s adresovanymi zdsielkami a trh s neadresovanymi zésielkami (°).

(12) Neadresované reklamné zdsielky sa vyznacuji tym, Ze im chyba konkrétna adresa miesta urcenia, ktord md identi-
fikovat kone¢ného adreséta. Ide o nevyziadané reklamné zdsielky, ktoré splriaja urcité kritéria, ako napr. jednotnd
véha, formdt, obsah a forma distribicie jednotlivym skupindm adresatov.

(13)  Sluzby spolo¢nosti Magyar Posta stvisiace s neadresovanymi reklamnymi publikdciami zahffiaju tieto kategorie:
sluzby distribtcie domdcich neadresovanych reklamnych publikdcii (t. j. letdky, prospekty, atd.), sluzby domaécej
distribicie neadresovanej volebnej dokumenticie a distribiicie bezplatnej tlace. Spolocnost Magyar Posta sa
domnieva, Ze distribticia bezplatnej tlace patri na tento tovarovy trh vzhladom na skuto¢nost, Ze distribtcia
bezplatnej tlace sa vykondva zmluvne a rovnakym sposobom ako pri inych druhoch neadresovanych reklamnych
zésielok.

(14)  Ziadatel vymedzuje relevantny tovarovy trh ako trh so sluzbami distribicie neadresovanych reklamnych publi-
kécif (t. j. tlacenych neadresovanych reklamnych publikicii doruc¢ovanych do postovych schranok).

(15) Madarsko bolo vyzvané (%), aby vyjadrilo svoje ndzory v stvislosti s navrhovanym vymedzenim trhu pre trh
s neadresovanymi reklamnymi zdsielkami, s nalezitym prihliadnutim na sicasnd pravnu a skutkovi situdciu
v Madarsku. Madarsko potvrdilo (') definiciu relevantného tovarového trhu, ako ju uviedol Ziadatel.

(16) Na zdklade informdcii uvedenych v odévodneniach 11 az 15, na ucely postdenia Ziadosti a bez toho, aby bolo
dotknuté pravo v oblasti hospodarskej siitaze, sa relevantny tovarovy trh vymedzuje ako sluzby tykajiice sa distri-
bicie neadresovanych reklamnych publikdcif poskytovanych poskytovatelmi postovych sluzieb.

(17) Podla dostupnych informdcif ('?) bol podiel spolo¢nosti Magyar Posta na trhu s neadresovanymi reklamnymi
publikiciami priblizne [... %] (**) v roku 2011, [... %] v roku 2012 a [... %] v roku 2013. Kumulovany podiel
prvych dvoch konkurentov na trhu bol priblizne [... %] v roku 2011, [... %] v roku 2012 a [... %] v roku 2013.
Na trhu st pritomné Styria velké subjekty a niekolko mensich tGcastnikov trhu, pricom spolo¢nost Magyar Posta
nemd na trhu veddce postavenie.

(18) Madarsko okrem toho zistilo (%), Ze v dosledku verejnych sitazi, na ktorych je trh zaloZeny, existuje silnd cenova
konkurencia a prekdzky vstupu na trh st nizke.

(19) Na tcely tohto rozhodnutia a bez toho, aby bolo dotknuté pravo v oblasti hospoddrskej siitaze, by sa faktory
uvedené v odovodneniach 12 az 18 mali povazovat za ndznak toho, Ze tito ¢innost je v Madarsku vystavend
hospodarskej sitazi. To je v stlade so stanoviskom (**) Madarska. V désledku toho, kedze podmienky uvedené
v ¢lanku 34 ods. 1 smernice 2014/25/EU sii splnené, by sa malo stanovit, Ze smernica 2014/25/EU sa nebude
vztahovat na zdkazky, ktorych cielom je umoznif vykondvanie uvedenej ¢innosti v Madarsku.

Postové sluzby tykajice sa distribiicie adresovanych novin

(20)  Distribicia novin a periodik je sluzba, ktorej cielom je zabezpecit, aby sa publikdcia dostala ku kone¢nému
spotrebitelovi v¢as. Distribiicia adresovanych novin a periodik si vyzaduje rozsiahlu siet s vhodnymi zamestnan-
cami, logistickym vybavenim a vozovym parkom.

(21)  Distribucia adresovanych novin a periodik, ktort vykondva spolo¢nost Magyar Posta, zahftia niekolko ¢innosti,
ato: [...].

(22)  Vramci distribtcie adresovanych novin a periodik md dennd tla¢ v porovnani s inymi adresovanymi publikdciami
(Casopismi) osobitné charakteristické ¢rty, vzhladom na to, Ze denniky je potrebné dorucit kazdy den v skorych
rannych hodindch. To znamend, Ze dennd tla¢ je potrebné vyzdvihnat v noci u vydavatelov a v skorych rannych
hodinach ju rychlo prepravit na miesta dodania.

(’) Vec COMP/M.5152 — Posten AB/Post DanmarkA|S.

(") List Komisie Ares(2014) 287916 zo 6. februdra 2014 zaslany Stdlemu zastipeniu Mad'arska.
(") Pozri pozndmku pod &iarou ¢. 8.

(") E-mail spolo¢nosti Magyar Posta z 19. februdra 2014.
(}) [...] doverné informdcie.

(**) Pozri pozndmku pod ¢iarou ¢. 8.

()

15

Pozri pozndmku pod ¢iarou ¢. 8.
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(23)  Celondrodnt distribtciu v stcasnosti vykonava spolo¢nost MédiaLOG Logisztikai Zrt. (dalej len ,MédiaLOG®)
a spolo¢nost Magyar Posta. Na regiondlnej tGrovni a trovni Zlp existuje niekolko distribiitorov, ktori pdsobia
v roznych regiénoch a ktorych kombinované kapacity pokryvaju celd krajinu s vynimkou Budapestianskej
a Pestianskej Zupy.

(24) Mad’arsko poukazuje na skuto¢nost, Ze distribtcia na vnutrostatnej a regionélnej trovni sa navzdjom nezamie-
fiaja (*%). Hlavnymi dovodmi st tieto skuto¢nosti: a) regiondlne siete pracuji s rdznymi terminmi, takZe na vyuZzi-
vanie ich sluzieb by celo$titne denniky museli zaviest skorsie terminy pre tla¢, b) v Budapestianskej a Pestianskej
zZupe, v ktorych Zije viac neZ Stvrtina obyvatel'stva Madarska, neexistuje Ziadna regiondlna distribu¢nd siet, a c) pri
uzatvdrani jednotlivych dohod s viacerymi regiondlnymi distribtormi v zdujme pokrytia celého tizemia $titu sa
vyskytuji urcité problémy. Ziadatel nesthlasi s uvedenym ndzorom Madarska, no neposkytol dostatocné dokazy
na podporu svojho tvrdenia. Nasledujiice hodnotenie preto zohladni iba hospodérsku stitaz medzi distribttormi
na celo$tatnej Grovni.

(25)  V predchéddzajticich rozhodnutiach Komisie (V7) sa rozliovalo medzi distribtciou novin s doruc¢ovanim v skorych
rannych hodindch a distribiciou novin s doru¢ovanim v $tandardnom case.

(26) Madarsko potvrdilo (*¥), Ze takéto rozliSenie je v pripade madarského trhu relevantné. Okrem toho sa zdd, Ze
situdcia v oblasti hospoddrskej sttaze je v kazdom relevantnom tovarovom trhu (%) odlisnd, pokial ide o distri-
biiciu podielov na trhu, ¢o je takisto ndznakom toho, Ze existujii dovody pre vymedzenie oddelenych relevant-
nych tovarovych trhov.

(27) Na zdklade informacii uvedenych v odévodneniach 20 az 26, na tcely tohto rozhodnutia a bez toho, aby bolo
dotknuté pravo v oblasti hospodarskej sttaze, sa relevantné tovarové trhy vymedzuji takto: trh pre distribiiciu
adresovanych novin s doru¢ovanim v skorych rannych hodinéch a trh pre distribiciu adresovanych novin a publi-
kécii s doruc¢ovanim v Standardnom case.

Distribticia adresovanych novin s dorucovanim v skorych rannych hodindch

(28)  Spoloc¢nost Magyar Posta vstipila na trh pre dorucovanie novin v skorych rannych hodinach v roku 2012 a v roku
2013 ziskala vyrazny podiel na trhu. PresnejSie povedané, spoloc¢nost Magyar Posta mala podla vlastnych
odhadov (%% podiel na trhu [... %] v roku 2012 a [... %] v roku 2013. [...].

(29)  Hlavnym konkurentom spolo¢nosti Magyar Posta je spolocnost MédiaLOG, ktord mala za poslednych 5 rokov (*)
vedtce postavenie na trhu s podielom [... %] v rokoch 2009 az 2011, [... %] v roku 2012 a [... %] v roku 2013.
Spolo¢nost MédiaLOG vlastni skupina, ktord takisto pdsobi v oblasti vydavania novin a periodik a distribuuje
najma svoje publikdcie.

(30)  Spoloc¢nost MédiaLOG bola do roku 2012 jedinym vnatrostitnym distribitorom a distribuovala nielen noviny
vydavatelov patriacich do jej skupiny, ale aj celodtitne noviny vydavatelov bez distribu¢nej siete. Odkedy spolo¢-
nost Magyar Posta vstapila na tento trh, vydavatel bez distribucnej siete mal moznost volby medzi dvoma
vnttrodtitnymi distribitormi. [...].

(31) Podla dostupnych informdcii (*}) spolo¢nost MédiaLOG distribuuje noviny ¢iasto¢ne vlastnymi prostriedkami
a Ciastocne prostrednictvom subdodédvatelov. [...].

(32) Na tcely tohto rozhodnutia a bez toho, aby bolo dotknuté pravo v oblasti hospoddrskej siitaze, by sa faktory
uvedené v odovodneniach 28 aZz 31 mali povaZzovat za ndznak toho, Ze tito ¢innost je v Madarsku Vystavena
hospodarskej stifazi. V dosledku toho, kedze podmienky stanovené v ¢linku 34 ods. 1 smernice 2014/2 5/EU st
splnené, by sa malo stanovif, Ze smernica 2014/25/EU sa nebude vztahovat na zikazky, ktorych cielom je
umoznit vykondvanie uvedenej ¢innosti v Madarsku.

(*) Pozri pozndmku pod ¢iarou ¢. 8.

(") Rozhodnutie Komisie 2007/564/EC zo 6. augusta 2007, ktorym sa ur¢ité sluzby v postovom sektore vo Finsku okrem Alandskych
ostrovov vynimajd z uplatiiovania smernice Eurépskeho parlamentu a Rady 2004/17/ES o koordindcii postupov obstardvania subjektov
posobiacich v odvetviach vodného hospodarstva, energetiky, dopravy a postovych sluzieb (U.v. EU L 215, 18.8.2007, 5. 21).

("®) Pozri pozndmku pod &iarou ¢. 8.

(*) E-mail spolo¢nosti Magyar Posta z 18. marca 2014.

(*) Pozri pozndmku pod ¢iarou ¢. 19.

(*) Pozri pozndmku pod ¢iarou €. 19.

(*)

3) Pozri pozndmku pod ¢iarou ¢. 8.
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Distribiicia adresovanych novin a publikdcii s dorucovanim v standardnom ase

(33)  Spolo¢nost Magyar Posta mala podla svojich odhadov () podiely na trhu priblizne [... %] od roku 2009 do roku
2011, [... %] v roku 2012 a [... %] v roku 2013.

34) V tejto stvislosti je takisto potrebne pripoment, Ze podla ustilenej judikatdry ,st mimoriadne vyznamné trhové
) J P pripor pocia u ) judikatury ) vy .
podiely samy o sebe, s vynimkou mimoriadnych okolnosti, dokazom existencie dominantného postavenia. Ide
o situdciu, ked je podiel na trhu 50 %“ (*¥).

(35) Jedinym konkurentom spolo¢nosti Magyar Posta je spolo¢nost MédiaLOG, ktord podla odhadov Ziadatela (¥)
mala podiel na trhu pribliZne [... %] v rokoch 2009 az 2011, [... %] v roku 2012 a [... %] v roku 2013.

(36) Podla dostupnych informaécii (*) spolo¢nost MédiaLOG distribuuje noviny a periodikd ¢iastoéne vlastnymi
prostriedkami a Ciasto¢ne prostrednictvom subdodévatelov, [...].

(37) Pokial ide o vstup na trh, Komisia konstatuje, Ze za poslednych 5 rokov nezaznamenala Ziadne vstupy na prislus-
ny trh a nie je si vedoma ani Ziadneho potencidlneho vstupu v blizkej budicnosti.

(38)  Ziadatel neposkytol presvedcivé dokazy o tom, Ze by jeho ¢innosti boli vystavené konkuren¢nému tlaku, ktory by
mohol ohrozit jeho rastiice dominantné postavenie na tomto trhu.

(39) Na tcely tohto rozhodnutia a bez toho, aby bolo dotknuté privo v oblasti hospoddrskej sataze, vzhladom na
faktory uvedené v odévodneniach 33 aZz 38 sa nemoéze konstatovat, ze prislusnd kategéria sluzieb je v Madarsku
priamo vystavend hospodarske] satazi. V dosledku toho, kedze podmlenky stanovené v ¢lanku 34 ods. 1 smerni-
ce 2014/25/EU nie st splnené, by sa malo stanovit, Ze ustanovenia smernice 2014/25 /EU sa budii nadalej uplat-
fovat na zdkazky, ktorych cielom je umoznit vykondvanie distribiicie adresovanych novin a publikdcif v Madarsku
s doruCovanim v $tandardnom Case.

IV. ZAVERY

(40)  Vzhladom na faktory posudzované v odovodneniach 3 az 39 by sa podmienka priameho vystavenia hospodarskej
stitazi stanovend v clinku 34 ods. 1 smernice 2014/25/EU mala povazovat v Madarsku za splnend, pokial ide
o tieto sluzby:

a) sluzby savisiace s distribticiou neadresovanych reklamnych publikdcii poskytovanych poskytovatelmi posto-
vych sluzieb;

b) postové sluzby tykajice sa distribicie adresovanych novin s dorucovanim v skorych rannych hodinach.

(41) KedZe sa podmienka neobmedzeného pristupu na trh povazuje za splnend, smernica 2014/25/EU by sa nemala
uplatriovat v pripadoch, ked obstardvatelia zadavaja zakazky, ktorych cielom je umoznif vykonavanie sluzieb
uvedenych v odovodneni 40 pism. a) a b) v Madarsku, a to ani v pripade, ked sa na téely vykondvania takejto
¢innosti v tejto krajine organizuja stitaze navrhov.

(42)  Toto rozhodnutie je zaloZené na pravnej a skutkovej situdcii v obdobi od novembra 2013 do marca 2014, ako to
vyplyva z informdcii, ktoré poskytla spoloénost’ Magyar Posta a madarské orgdny. Toto rozhodnutie sa moze
zrevidovat, ak by znalné zmeny v prdvnej alebo skutkovej situdcii viedli k tomu, Ze by uZ neboli splnené
podmienky uplatnitelnosti ¢linku 34 ods. 1 smernice 2014/25/EU.

(43) Podmienka priameho vystavenia hospodarskej siifazi stanovend v ¢lanku 34 ods. 1 smernice 2014/25/EU by sa
viak na tizemi Madarska nemala povazovat za splnend, pokial ide o postové sluzby tykajtce sa distribicie adre-
sovanych novin a publikdcif s doru¢ovanim v §tandardnom case.

(44) KedZe niektoré sluzby, ktoré st predmetom uvedenej Ziadosti, aj nadalej podliehaji smernici 2014/25/EU, je
potrebné pripomentif, Ze s verejnymi zdkazkami zahffiajicimi viacero ¢innosti by sa malo nakladat v stlade

(*) Pozri pozndmku pod ¢iarou €. 19.

(**) Pozri bod 328 rozsudku Stidu prvého stupna (tretej komory) z 28. februdra 2002, Atlantic Container Line AB a spol./Komisia Eur6p-
skych spolocenstiev, T-395/94, Zb. 2002, 5. 11-0087 5.

(*) Pozri pozndmku pod ¢iarou €. 19.

(*) Pozri poznamku pod Ciarou ¢. 8.
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s Clankom 5 smernice 2014/25/EU. To znamend, Ze ked obstardvatel posobi v ,zmiesanom* obstardvani, teda
obstardvani pouZzivanom na podporu vykondvania ¢innosti vynatych z uplatiiovania smernice 2014/25/EU ako
aj ¢innosti takto nevynatych, musia sa zohladnit ¢innosti, na ktoré je zdkazka predovsetkym urcend. V prlpade
takéhoto zmieSaného obstardvania, ked je icelom v zdsade podporovat ¢innosti, ktoré neboli vynaté, sa maja
uplatiiovat ustanovenia smernice 2014/25/EU. Ak nemozno objektivne urcit, na ktorti ¢innost je zdkazka predo-
vSetkym urcend, ma sa zadat v stlade s clinkom 5 ods. 5 smernice 2014/25/EU.

(45) Opatrenia stanovené v tomto rozhodnuti st v stlade so stanoviskom Poradného vyboru pre verejné obstaravanie,

PRIJALA TOTO ROZHODNUTIE:

Cldnok 1

Smernica 2014/25/EU sa neuplatiiuje na zdkazky, ktoré zadali obstaravatelia a ktorych ciefom je umoznit vykonavanie
tychto sluzieb v Madarsku:

a) sluzby stvisiace s distribticiou neadresovanych reklamnych publikdcii poskytovanych poskytovatelmi postovych
sluzieb;

b) postové sluzby tykajice sa distribicie adresovanych novin s doru¢ovanim v skorych rannych hodindch.
Cldnok 2

Toto rozhodnutie je urené Madarsku.

V Bruseli 22. méja 2014

Za Komisiu
Michel BARNIER

clen Komisie
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VYKONAVACIE NARIADENIE KOMISIE (EU) 2017/2066
z 13. novembra 2017,

ktorym sa v sillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uvdadzani
pripravkov na ochranu rastlin na trh schvaluje prisok z horci¢nych semien ako zdkladnd litka
a ktorym sa meni priloha k vykondvaciemu nariadeniu Komisie (EU) &. 540/2011

(Text s vyznamom pre EHP)
EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej tnie,

so zretelom na nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktdbra 2009 o uvddzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS (*), a najmi na jeho ¢lanok 23 ods. 5
v spojeni s jeho ¢lankom 13 ods. 2,

kedZe:

(1)  V stlade s ¢ldnkom 23 ods. 3 nariadenia (ES) & 1107/2009 bola Komisii 6. jina 2016 dorucend od distavu
Institut Technique de I'Agriculture Biologique (ITAB) (Franctzsko) Ziadost o schvalenie prasku z horci¢nych
semien ako zdkladnej latky. K uvedenej ziadosti boli pripojené informécie pozadované v clanku 23 ods. 3
druhom pododseku narjadenia (ES) ¢. 1107/2009.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,irad“) o odborni pomoc. Urad predlozil
20. janudra 2017 Komisii technickdl spravu o prasku z horci¢nych semien (%). Komisia predlozila 20. jila 2017
Stdlemu vyboru pre rastliny, zvieratd, potraviny a krmivd ndvrh reviznej spravy (}) a ndvrh tohto nariadenia
a sfinalizovala ich na tcely zasadnutia tohto vyboru 6. oktébra 2017.

(3)  Z dokumenticie poskytnutej Ziadatelom vyplyva, Ze prasok z horciénych semien splita kritérid potraviny podfa
vymedzenia v ¢lanku 2 nariadenia Eurépskeho parlamentu a Rady (ES) ¢ 178/2002 (). Hoci sa primdrne
nepouziva na tclely ochrany rastlin, je uZito¢ny pri ochrane rastlin v pripravku, ktory sa skladd z tejto latky
a vody. Preto sa md povaZovat za zdkladna latku.

(4 Z vykonanych preskiimani vyplyva, Ze v pripade prasku z horcicnych semien moZno ocakivat, Ze vo
vSeobecnosti spliia poziadavky stanovené v ¢lanku 23 nariadenia (ES) ¢. 1107/2009, najmi pokial ide o sposoby
pouzivania, ktoré boli preskiimané a podrobne opisané v reviznej sprave Komisie. Preto je vhodné schvalit prasok
z hor¢i¢nych semien ako zdkladna latku.

(5)  Vstlade s ¢lankom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢linkom 6 a vzhladom na sticasné
vedecké a technické poznatky je viak potrebné stanovit urcité podmienky a obmedzenia.

(6)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) ¢. 5402011 (°) mala zodpovedajticim sposobom zmenit.

(7)  Opatrenia stanovené v tomto nariadeni st v silade so stanoviskom Stdleho vyboru pre rastliny, zvierat,
potraviny a krmivd,

() U.v.EUL 309, 24.11.2009,s. 1.

(*) EFSA, 2017. Technical report on the outcome of the consultation with Member States and EFSA on the basic substance application for
mustard seeds powder from Sinapis alba (Brassica alba), Brassica juncea and Brassica nigra for use in plant protection as fungicide
[Technickd sprava o vysledku konzultcii s ¢lenskymi $tdtmi a dradom EFSA, pokial ide o Ziadost tykajicu sa zdkladnej latky prasok
z hor¢i¢nych semien z rastlin Sinapis alba (Brassica alba), Brassica juncea a Brassica nigra na pouZitie v pripravkoch na ochranu rastlin
ako fungicidu]. Podpornd publikdcia EFSA 2017: EN-1169. 35 s doi:10.2903sp.efsa.2017.

() http:/Jec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN.

(*) Nariadenie Europskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. Januara 2002, ktorym sa ustanovujii veobecné zdsady a p021adavky
potravinového prdva, zriaduje Eurépsky tirad pre bezpecnost potravin a stanovuji postupy v zdlezitostiach bezpecnosti potravin
(U.v.ESL31,1.2.2002,s. 1).

() Vykondvacie nariadenie Komisie (EU) & 540/2011 z 25. m4ja 2011, ktorym sa vykondva nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvalenych t¢innych litok (U. v. EUL 153,11.6.2011,s. 1).
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PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej latky

Létka pra3ok z hor¢iénych semien sa schvaluje ako zdkladnd litka podla prilohy I.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykonévacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou Il k tomuto nariadeniu.

Cldnok 3
Nadobudnutie d¢innosti

Toto nariadenie nadobiida Gi¢innost dvadsiatym dnom po jeho uverejneni v Uradnom vestniku Eurdpskej iinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnite[né vo vietkych ¢lenskych
Statoch.

V Bruseli 13. novembra 2017

Za Komisiu
predseda
Jean-Claude JUNCKER





PRILOHA I

Bezny nazov, identifika¢né

o Nézov IUPAC
Cisla

Cistota (1)

Datum schviélenia

Osobitné ustanovenia

prasok z hor¢i¢nych se- | neuvadza sa
mien

potravinova akostnd

trieda

4. decembra 2017

Prasok z hor¢i¢nych semien sa musi pouZivat v stilade s osobitnymi podmien-
kami, ktoré sti zahrnuté v zaveroch reviznej spravy o prasku z horc¢i¢nych se-
mien (SANTE[11309/2017), a najmd v dodatkoch I a II k uvedenej sprave.

(1) Dalgie podrobnosti o identite, $pecifikécii a spdsobe pouzitia zdkladnej litky st uvedené v reviznej sprave.
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V casti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 540/2011 sa doplia tito polozka:

PRILOHA Il

Bezny nédzov, identifika¢né

Cislo )
Cisla

Nézov IUPAC

Cistota (1)

Datum schvélenia

Osobitné ustanovenia

,18 prasok z hor¢i¢nych se-
mien

neuvadza sa

potravinovd akostnd

trieda

4. decembra 2017

Présok z hor¢iénych semien sa musi pouzivat v stilade s osobit-
nymi podmienkami, ktoré sti zahrnuté v zdveroch reviznej spravy
o prasku z horc¢i¢nych semien (SANTE[/11309/2017), a najmi
v dodatkoch I a II k uvedenej sprave.

(1) Dalgie podrobnosti o identite, $pecifikécii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

9%/S6T T

(s ]

0

ssdoang yruisaa uper

amumn (9

LI0TTT YL





		VYKONÁVACIE NARIADENIE KOMISIE (EÚ) 2017/2066 z 13. novembra 2017, ktorým sa v súlade s nariadením Európskeho parlamentu a Rady (ES) č. 1107/2009 o uvádzaní prípravkov na ochranu rastlín na trh schvaľuje prášok z horčičných semien ako základná látka a ktorým sa mení príloha k vykonávaciemu nariadeniu Komisie (EÚ) č. 540/2011 (Text s významom pre EHP) 




image34.emf
Mustard seeds  powder RR.pdf


Mustard seeds powder RR.pdf
EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Food and feed safety, innovation
Pesticides and biocides

Basic Substance

Mustard seeds powder
SANTE/11309/2017—rev. 2
6 October 2017

Final Review report for the basic substance mustard seeds powder
Finalised in the Standing Committee on Plants, Animals, Food and Feed
at its meeting on 6 October 2017
in view of the approval of mustard seeds powder as basic substance in accordance with
Regulation (EC) No 1107/2009"

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of mustard seeds powder
made in the context of the assessment of the substance provided for in Article 23 of Regulation
(EC) No 1107/2009° concerning the placing of plant protection products on the market, with a
view to the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 4 June 2016 an application from Institut Technique de 1’Agriculture
Biologique (ITAB), hereafter referred to as the applicant, for the approval of the substance
mustard seeds powder as basic substance.

The application and attached information were distributed to the Member States and the
European Food Safety Authority (EFSA) for comments. The applicant was also allowed to
address collated comments and provide further information to complete the application.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
mustard seeds powder on 20 January 2017,

The Commission examined the application, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments

! Report established in accordance with Art. 13 of Regulation (EC) No 1107/2009; does not necessarily
represent the views of the European Commission.

2 0J L 309, 24.11.2009, p. 1-50.

® EFSA (European Food Safety Authority), 2017. Technical report on the outcome of the consultation with
Member States and EFSA on the basic substance application for mustard seeds powder from Sinapis alba
(Brassica alba), Brassica juncea and Brassica nigra for use in plant protection as fungicide. EFSA supporting
publication 2017:EN-1169. 35 pp. d0i:10.2903/sp.efsa.2017. EN-1169.





provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee of 6 October 2017.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted, all these documents are also considered to be part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU)2017/2066°
concerning the approval of mustard seeds powder as basic substance under Regulation
(EC) No 1107/20009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of mustard seeds powder as basic
substance, operators are responsible for using it for plant protection purposes in conformity with
the legal provisions of Regulation (EC) No 1107/2009 and with the conditions established in the
sections 4, 5 and Appendixes | and Il of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/20009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be
expected that mustard seeds powder fulfils the criteria of Article 23.

Mustard seeds powder fulfils the criteria of a ‘foodstuff” as defined in Article 2 of Regulation
(EC) No 178/2002. According to Regulation (EU) No 1169/2011 on the provision of food

“  0JL295,14.11.2017, p. 43.

® QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





information to consumers, mustard seeds powder is listed in Annex Il of substances or products
causing allergies or intolerances. As noted by EFSA, given the specific use as a seed treatment,
the probability for translocation or contamination of aerial plant parts by residual mustard seeds
powder for human consumption is considered very low.

Considering the EFSA conclusions on the basic substance application for mustard seeds powder,
the rate of application and the conditions of use which are described in detail in Appendix I and
I, it is concluded that the use of mustard seeds powder would not lead to concerns for human
health. Furthermore, the conditions of use are not expected to lead to the presence of residues of
concern in food or feed commaodities.

Mustard seeds powder does not have an inherent capacity to cause endocrine disrupting,
neurotoxic or immunotoxic effects. Mustard seeds powder is not predominantly used for plant
protection purposes but nevertheless is useful in plant protection. Finally, it is not placed on the
market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix .

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix 1l to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

The following points were considered as open by EFSA (2017) for mustard seeds powder,
followed by the reason why the risk is considered negligible:

» Information on the fate and behaviour in the environment is not available in the
application. Insufficient information was available to assess the risk to soil
microorganisms from the intended uses.

As was noted by the applicant, mustard is widely used as a cover crop or green
manure. No adverse effects of such use have been reported. It can therefore be
assumed that the use of mustard seeds powder as seed treatment would not lead to
unacceptable risks to the environment.

4. Identity and biological properties
The main properties of mustard seeds powder are given in Appendix I.
The mustard seeds powder used shall be of food grade quality.

It has been established that for mustard seeds powder of food grade quality as notified by the
applicant, no relevant impurities are considered, on the basis of information currently available,
of toxicological, ecotoxicological or environmental concern.





5. Particular conditions to be taken into account in relation to the uses as basic
substance of mustard seeds powder

Mustard seeds powder must be identified by the specifications given in Appendix | and must be
used in compliance with conditions of supported uses as reported in Appendixes I and II.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance for as a fungicide for seed treatment are approved.

Use of mustard seeds powder must be in compliance with conditions specified in the Appendixes
I and I1 of this review report.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for mustard seeds powder in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will not be placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.





APPENDIX |

Identity and biological properties

MUSTARD SEEDS POWDER

Common name (I1SO)

There is no ISO common name for this substance

Chemical name (IUPAC)

Not relevant, the substance is a complex mixture

Chemical name (CA)

Not relevant, the substance is a complex mixture

Botanical classification

Sinapis alba (Brassica alba), Brassica juncea and Brassica
nigra.

Common names

White mustard, Indian mustard, Chinese mustard, black
mustard seed powder

CAS No

84929-33-9 (Brassica alba seed extract)
93062-78-3 (Brassica juncea seed extract)
90064-15-6 (Brassica nigra seed extract)

CIPAC No and EEC No

284-517-9 (Brassica alba seed extract)
296-833-4 (Brassica juncea seed extract)
290-076-3 (Brassica nigra seed extract)

FAO specification

Not available

Minimum purity

Not relevant

Relevant impurities

Purity is depending on the origin

Molecular mass and structural
formula

none

Mode of Use

Mix 1,5 kg of mustard seeds powder with 4,5 L water.

Treat 100 kg seeds with the slurry created.

Preparation to be used

Water dispersible powder for slurry seed treatment (WS)

Function of plant protection

Fungicide for seed treatment






APPENDIX II
List of uses supported by available data
MUSTARD SEEDS POWDER

Crop Memb Example F Pests or Formulation Application Application rate per PHI Remarks
and/or er product G group of treatment (days)
situati  State name I pests Type Con Method Growth Num Interval kg Wat kga.i. (m)
on or as (b) controll (d-f) c kind stage ber between a.i./hl er /100
(a) Countr available ed of (f-h) and min applicati  min I/ha kg
y on the (c) a.l. season max ons max min seeds
market g/k 6)) (k) (min) (kg/h max
g D)
®

Wheat Mix 1,5 kg

seeds of mustard
Triticum Water seeds
vulgare . dispersib powder
Triticum fungi like le with 4,5 L

. Common Seed
aestivu bunt: powder S water.
m unt: for applicati ~ Summer Treat 100
All MS F Tilletia n/a on to 1 None - - 15 -
Durum - slurry kg seeds
caries before Autumn :

wheat N seed X with the
Triti Tilletia sowing

riticum . treatmen slurry

foetida

durum t created.

Spelt (WS)
Triticum

spelta

(a): For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the use situation should be described (e.g. fumigation of a structure)
(b): Outdoor or field use (F), greenhouse application (G) or indoor application (I)

(c): e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor

(d): e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc..

(e): GCPF Codes — GIFAP Technical Monograph N° 2, 1989

(f): All abbreviations used must be explained

(g): Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

(h): Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of equipment used must be indicated

(i): g/kg or g/L. Normally the rate should be given for the active substance (according to ISO)

(§): Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application
(k): Indicate the minimum and maximum number of application possible under practical conditions of use

():  The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha
(m): PHI - minimum pre-harvest interval
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VYKONAVACIE NARIADENIE KOMISIE (EU) 2017/2090
zo 14. novembra 2017,

ktorym sa v siilade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uviddzani
pripravkov na ochranu rastlin na trh schvaluje pivo ako zdkladna litka a ktorym sa meni priloha
k vykondvaciemu nariadeniu Komisie (EU) & 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretelom na Zmluvu o fungovani Eurépskej tnie,

so zretelom na nariadenie Eur6pskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktdbra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS ('), a najmi na jeho ¢ldnok 23 ods. 5
v spojeni s jeho ¢ldnkom 13 ods. 2,

kedze:

(1)  V stlade s ¢lankom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 11. novembra 2016 dorucend od
ustavu Institut Technique de I'Agriculture Biologique Ziadost o schvilenie piva ako zakladnej latky. K uvedenej
Ziadosti boli pripojené informdcie pozadované v ¢lanku 23 ods. 3 druhom pododseku nariadenia (ES)
¢. 1107/2009.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,irad“) o odbornt pomoc. Urad predlozil
9. juna 2017 Komisii technickd spravu o pive (%). Komisia predlozila 20. jila 2017 Stdlemu vyboru pre rastliny,
zvieratd, potraviny a krmiva reviznu spravu (*) a ndvrh tohto nariadenia a sfinalizovala ich na tcely zasadnutia
tohto vyboru 6. oktébra 2017.

(3)  Z dokumentacie poskytnutej Ziadatefom vyplyva, Ze pivo splia kritérid potravin podla vymedzenia v clinku 2
nariadenia Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 (¥). Hoci sa primdrne nepouZiva na tcely ochrany
rastlin, je uzitoné pri ochrane rastlin v pripravku, ktory sa skladd z tejto latky a vody. Preto sa md povaZovat za
zdkladna latku.

(4)  Z vykonanych preskiimani vyplyva, Ze v pripade piva mozno ocakdvat, Ze vo vieobecnosti splia poziadavky
stanovené v cldnku 23 nariadenia (ES) ¢. 1107/2009, najmid pokial ide o sposoby pouzivania, ktoré boli
preskiimané a podrobne opisané v reviznej sprave Komisie. Preto je vhodné schvilit pivo ako zékladna latku.

(5)  Vstlade s ¢lankom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢linkom 6 a vzhladom na sticasné
vedecké a technické poznatky je viak potrebné stanovit ur¢ité podmienky.

(6)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykonavaciemu nariadeniu Komisie
(EU) ¢. 540/2011 () mala zodpovedajiicim sposobom zmenit.

() U.v.EUL 309, 24.11.2009,s. 1.

(*) EFSA (Eurépsky drad pre bezpecnost potravin), 2017. Technical report on the outcome of the consultation with Member States and
EFSA on the basic substance application for beer for use in plant protection against slugs and snails (Technickd sprava o vysledku
konzultacif s ¢lenskymi $tatmi a dradom EFSA, pokial ide o Ziadost tykajicu sa zdkladnej latky pivo na pouzitie v pripravkoch na
ochranu rastlin proti ulitnikom). Podpornd publikdcia EFSA 2017: EN-1253. 30 5. doi:10.2903sp.efsa.2017.EN-1253.

() http:/[ec.europa.euffood|/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN.

(*) Nariadenie Eurdpskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. janudra 2002, ktorym sa ustanovujii v§eobecné zdsady a poziadavky
potravinového préva, zriaduje Eurdpsky tdrad pre bezpecnost potravin a stanovuji postupy v zéleZitostiach bezpecnosti potravin
(U.v.ESL31,1.2.2002,s. 1). )

() Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. mdja 2011, ktorym sa vykonava nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvalenych t¢innych litok (U. v. EUL 153,11.6.2011,s. 1).



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN
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(7)  Opatrenia stanovené v tomto nariadeni st v stlade so stanoviskom Stdleho vyboru pre rastliny, zvierat,
potraviny a krmivd,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej litky

Litka pivo sa schvaluje ako zdkladna latka podla prilohy L.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykondvacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou II k tomuto nariadeniu.

Cldnok 3
Nadobudnutie d¢innosti

Toto nariadenie nadobtida G¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvdzné v celom rozsahu a priamo uplatnitelné vo vietkych clenskych
§tatoch.

V Bruseli 14. novembra 2017

Za Komisiu
predseda
Jean-Claude JUNCKER





PRILOHA I

Bezny ndzov, identifika¢né
Cisla

Nazov IUPAC

Cistota (1)

Datum schvilenia

Osobitné ustanovenia

Pivo
CAS ¢. 8029-31-0

neuvéadza sa

potravinové akostnd
trieda

5. decembra 2017

Pivo sa musi pouzivat v stilade s osobitnymi podmienkami, ktoré st zahrnuté
v zdveroch reviznej spravy o pive (SANTE[/11038/2017), a najmd v jej dodat-
koch TalL

(1) Dalgie podrobnosti o identite, $pecifikécii a spdsobe pouzitia zdkladnej litky st uvedené v reviznej sprave.

PRILOHA Il

V casti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 540/2011 sa doplfia tito polozka:

Cislo o
Cisla

Bezny ndzov, identifika¢né

Nézov IUPAC

Cistota (1)

Dé4tum schvilenia

Osobitné ustanovenia

w17 Pivo

CAS ¢. 8029-3

neuvadza sa
1-0

trieda

potravinovd akostnd

5. decembra 2017

Pivo sa musi pouzivat v stilade s osobitnymi podmienkami, ktoré si
zahrnuté v zdveroch reviznej spravy o pive (SANTE[/11038/2017),
a najmd v jej dodatkoch I'a IL“

(1) Dalgie podrobnosti o identite, $pecifikicii a spdsobe pouzitia zdkladnej latky st uvedené v reviznej sprave.

vT/L6T 1

(s ]

o [oxsdoang yruisaa Lupein)

L10TITSL
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Beer RR.pdf
EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Food and feed safety, innovation
Pesticides and biocides

Basic Substance

Beer
SANTE/11038/2017—rev.1
6 October 2017

Final Review report for the basic substance beer
Finalised in the Standing Committee on Plants, Animals, Food and Feed
at its meeting on 6 October 2017
in view of the approval of beer as basic substance in accordance with
Regulation (EC) No 1107/2009"

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of beer made in the context
of the assessment of the substance provided for in Article 23 of Regulation (EC) No 1107/2009°
concerning the placing of plant protection products on the market, with a view to the possible
approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 11 November 2016 an application from Institut Technique de
I’ Agriculture Biologique (ITAB), hereafter referred to as the applicant, for the approval of the
substance beer as basic substance.

The application and attached information were distributed to the Member States and the
European Food Safety Authority (EFSA) for comments. The applicant was also allowed to
address collated comments and provide further information to complete the application, which
was finalised in the new version of March 2017.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
beer on 9 June 2017°.

The Commission examined the application, the comments by Member States and EFSA and the
EFSA Technical report on the substance together with the additional information and comments

! Report established in accordance with Art. 13 of Regulation (EC) No 1107/2009; does not necessarily
represent the views of the European Commission.

2 0J L 309, 24.11.2009, p. 1-50.

EFSA (European Food Safety Authority), 2017. Technical report on the outcome of the consultation with

Member States and EFSA on the basic substance application for beer for use in plant protection against slugs

and snails. EFSA supporting publication 2017:EN-1253. 30 pp. d0i:10.2903/sp.efsa.2017.EN-1253.





provided on it by the applicant, before finalising the current draft review report, which was
referred to the Standing Committee on Plants, Animals, Food and Feed for examination. The
draft review report was finalised in the meeting of the Standing Committee of 6 October 2017.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted, all these documents are also considered to be part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU)2017/2090"
concerning the approval of beer as basic substance under Regulation (EC) No 1107/2009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with respect
to the responsibility of operators, following the approval of beer as basic substance, operators are
responsible for using it for plant protection purposes in conformity with the legal provisions of
Regulation (EC) No 1107/2009 and with the conditions established in the sections 4, 5 and
Appendixes | and 11 of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in line
with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a consequence, no
further assessment will be carried out on such products. However, the Commission may review
the approval of a basic substance at any time in conformity with the provisions of Article 23(6)
of Regulation (EC) No 1107/2009.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, is that there are clear indications that it may be
expected that beer fulfils the criteria of Article 23.

Beer fulfils the criteria of a ‘foodstuff’ as defined in Article 2 of Regulation (EC)
No 178/2002.

4 0JL297,15.11.2017, p. 22.

® QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European
Food Safety Authority and laying down procedures in matters of food safety.





Considering the EFSA conclusions on the basic substance application for beer, the rate of
application and the conditions of use which are described in detail in Appendix I and Il, it is
concluded that the use of beer would not lead to concerns for human health. Furthermore, the
conditions of use are not expected to lead to the presence of residues of concern in food or feed
commodities.

Beer does not have an inherent capacity to cause endocrine disrupting (according to the interim
criteria in Regulation (EC) No 1107/2009) or immunotoxic effects. The component ethanol is
reported to have neurotoxic effects. However, this does not preclude approval because beer is a
widely consumed foodstuff in the EU and any additional exposure and associated risk from the
intended use in traps is considered trivial, as confirmed by EFSA. Beer is not predominantly
used for plant protection purposes but nevertheless is useful in plant protection. Finally, it is not
placed on the market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as
Appendix Il to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

The following points were considered as open by EFSA (2017) for beer, followed by the
reason why the risk is considered negligible:

» The available information on the agricultural use suggests that, in general, the
exposure to non-target organisms is limited. However, some considerable exposure to
some non-target organisms, like bees, non-target arthropods or endangered snails,
cannot be excluded, as they are not prevented to visit the traps and may be attracted
by beer.

As noted by EFSA the exposure to non-target organisms is limited. Considering the
use in covered traps any effect on non-target organisms will be local. No unacceptable
residual effect is expected to prevent rapid regeneration from surrounding fields.
Therefore, it is concluded that the risk to non-target organisms is acceptable.

4. Identity and biological properties
The main properties of beer are given in Appendix I.
The beer used shall be of food grade quality.

It has been established that for beer of food grade quality as notified by the applicant, no relevant
impurities are considered, on the basis of information currently available, of toxicological,
ecotoxicological or environmental concern.





5. Particular conditions to be taken into account in relation to the uses as basic
substance of beer

Beer must be identified by the specifications given in Appendix | and must be used in
compliance with conditions of supported uses as reported in Appendixes I and 1.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being a molluscicide are approved,
- Beer shall be applied in covered traps.

Use of beer must be in compliance with conditions specified in the Appendixes I and Il of this
review report.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation
(EC) No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, as appropriate, in connection with any amendment of the approval
conditions for beer in Part C of Annex of the Regulation (EC) No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will not be placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants but
also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make available
such report to the general public and operators by means of their national relevant websites and
by any other appropriate form of communication to ensure that the information reaches potential
users.





APPENDIX |

Identity and biological properties

BEER
Common name (1SO) Not applicable
Chemical name (IUPAC) Not relevant
Chemical name (CA) Not relevant
Common names beer
CAS No 8029-31-0
CIPAC No and EEC No None
FAOQO specification None
Minimum purity Food grade quality
Relevant impurities Not applicable
Molecular mass and structural
formula Not applicable
Mode of U Undiluted beer used in covered slug traps. Number of traps
0de of Use used per surface area based on slug pressure/damage, up to a
max. of 1 trap per m?
Preparation to be used AL (Any other liquid)
Function of plant protection Molluscicide






APPENDIX 11

List of uses supported by available data

BEER

Crop Membe Example F Pests or Formulation Application Application rate per Total PHI Remark
and/or r product G group of treatment rate (days s
situatio  State name I pests Type Conc  Meth  Growt Number Interval kg Water kg kg )
n or as (b) controlle (d-f) of a.i. od h min between a.i./hl I/ha a.i./ha a.i./ha  (m)
(a) Country available d a/kg kind stage max application min min min min
on the ((9) 0) (f-h) and (k) 3 max max max max
market season (min) (g/hl) (g/ha) (g/ha)
) 0] 0]
AL Not
Other .. Atthe applica
All edible liquids Spiic'f begin ble
and non- All MS na. o Pest slugs to pure | traps | "Ng to _ (becaus ) ) none
edible and snails be f of e
- or . 5
crops applied slugs infest ready-
undilute ation to- use
d liquid)

(a): For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the use situation should be described (e.g. fumigation of a structure)

(b): Outdoor or field use (F), greenhouse application (G) or indoor application (I)

(c): e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor

(d): e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc..
(e): GCPF Codes — GIFAP Technical Monograph N° 2, 1989

(f): All abbreviations used must be explained

(g): Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

(h): Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of equipment used must be indicated
(i): g/kg or g/L. Normally the rate should be given for the active substance (according to ISO)
(§): Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application
(k): Indicate the minimum and maximum number of application possible under practical conditions of use
(I): The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha
(m): PHI - minimum pre-harvest interval
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L117/6 Uradny vestnik Eurépskej tnie 8.5.2018

VYKONAVACIE NARIADENIE KOMISIE (EU) 2018/691
zo 7. mdja 2018,

ktorym sa v siillade s nariadenim Eurépskeho parlamentu a Rady (ES) ¢ 1107/2009 o uviddzani
pripravkov na ochranu rastlin na trh schvaluje zdkladnd litka mastenec E553B a ktorym sa meni
priloha k vykondvaciemu nariadeniu Komisie (EU) ¢. 540/2011

(Text s vyznamom pre EHP)

EUROPSKA KOMISIA,
so zretefom na Zmluvu o fungovani Eurépskej tnie,

so zretelom na nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 1107/2009 z 21. oktdbra 2009 o uvadzani pripravkov
na ochranu rastlin na trh a o zruSeni smernic Rady 79/117/EHS a 91/414/EHS (*), a najmi na jeho ¢lanok 23 ods. 5
v spojen{ s ¢lankom 13 ods. 2,

kedze:

(1)  V sdlade s ¢ldnkom 23 ods. 3 nariadenia (ES) ¢. 1107/2009 bola Komisii 23. jila 2015 dorucend od spolo¢nosti
Compo Expert France SAS Ziadost o schvilenie mastenca E553B ako zdkladnej litky. K uvedenej Ziadosti boli
pripojené informécie pozadované v ¢ldnku 23 ods. 3 druhom pododseku.

(2)  Komisia poziadala Eurépsky trad pre bezpecnost potravin (dalej len ,trad“) o odbornt pomoc. Urad predlozil
6. juna 2016 Komisii technickd spravu o mastenci E553B (3. Vzhladom na dodato¢né dokumenty, ktoré
predlozil Ziadatel s cielom riesit pripomienky zozbierané v rdmci konzultdcii s ¢lenskymi $tdtmi a dradom, ktoré
sa tykali expozicie operdtorov, Komisia poziadala trad o dalsiu odborni pomoc pri posideni novych
predlozenych informécif. Urad predlozil 27. jila 2017 Komisii druht technickd spravu o mastenci E553B ().

(3)  Komisia predlozila 5. oktébra 2017 Stilemu vyboru pre rastliny, zvieratd, potraviny a krmivd ndvrh reviznej
spravy () a 13. decembra 2017 ndvrh tohto nariadenia a sfinalizovala ich v priprave na zasadnutie uvedeného
vyboru 22. marca 2018.

(4)  Z dokumenticie poskytnutej Ziadatelom vyplyva, Ze mastenec E553B spina kritérid potraviny podla vymedzenia
v ¢lanku 2 nariadenia Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 (°). Hoci sa primdrne nepouZiva na tcely
ochrany rastlin, je uZitoény pri ochrane rastlin v pripravku, ktory sa skladd z tejto litky a vody. Preto sa md
povazovat za zdkladni latku.

(5)  Z vykonanych preskiimani vyplynulo, Ze od mastenca E553B mozno ocakdvaf, Ze vo vieobecnosti spina
poziadavky stanovené v ¢ldnku 23 nariadenia (ES) ¢. 1107/2009, najmi pokial ide o sposoby pouzivania, ktoré
boli preskimané a podrobne opisané v reviznej sprave Komisie. Preto je vhodné schvélit mastenec E553B ako
zdkladna latku.

(6)  V stlade s ¢lankom 13 ods. 2 nariadenia (ES) ¢. 1107/2009 v spojeni s jeho ¢lankom 6 a vzhladom na stcasné
vedecké a technické poznatky je viak potrebné doplnit ur¢ité podmienky a obmedzenia schvdlenia, ktoré sa
uvadzajii v prilohe I k tomuto nariadeniu.

() U.v.EUL 309, 24.11.2009,s. 1.

(*) Eurdpsky trad pre bezpecnost potravin, 2016. Technical report on the outcome of the consultation with Member States and EFSA on the basic

substance application for Talc E553B for use in plant protection as repellent on fruit trees and grapevine (Technickd spréva o vysledku konzultdcie

s lenskymi Stdtmi a EFSA, pokial ide o Ziadost tykajicu sa zdkladnej litky mastenec E553B na pouzitie v pripravkoch na ochranu rastlin

ako repelentu na ovocnych stromoch a vinici). Podpornd publikdcia EFSA 2016: EN-1044.29 s

Eurdpsky tirad pre bezpe¢nost potravin, 2017. Technical report on the outcome of the consultation with Member States and EFSA on the basic

substance application for Talc E553B for use in plant protection as repellent on fruit trees and grapevine (Technickd spréva o vysledku konzultdcie

s ¢lenskymi Stdtmi a EFSA, pokial ide o Ziadost tykajticu sa zdkladnej ldtky mastenec E553B na pouzitie v pripravkoch na ochranu rastlin

ako repelentu na ovocnych stromoch a vinici). Podpornd publikdcia EFSA 2017: EN-1277.21's

(*) http:/[ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN

() Nariadenie Eurépskeho parlamentu a Rady (ES) ¢. 178/2002 z 28. janudra 2002, ktorym sa ustanovujii vSeobecné zdsady a poziadavky
potravinového préva, zriaduje Eurdpsky tdrad pre bezpecnost potravin a stanovuji postupy v zélezitostiach bezpecnosti potravin
(U.v.ESL31,1.2.2002,s. 1).

—
-



http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=activesubstance.selection&language=EN
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(7)  V stlade s clinkom 13 ods. 4 nariadenia (ES) ¢. 1107/2009 by sa priloha k vykondvaciemu nariadeniu Komisie
(EU) €. 540/2011 (%) mala zodpovedajicim sposobom zmenit.

(8)  Opatrenia stanovené v tomto nariadeni si v stlade so stanoviskom Stdleho vyboru pre rastliny, zvierata,
potraviny a krmivd,

PRIJALA TOTO NARIADENIE:

Cldnok 1
Schvilenie zdkladnej ltky

Mastenec E553B sa schvaluje ako zdkladnd litka podla prilohy L.

Cldnok 2
Zmeny vykondvacieho nariadenia (EU) & 540/2011

Vykonévacie nariadenie (EU) ¢. 540/2011 sa meni v stlade s prilohou Il k tomuto nariadeniu.

Cldnok 3
Nadobudnutie acinnosti

Toto nariadenie nadobtida t¢innost dvadsiatym diiom po jeho uverejneni v Uradnom vestniku Eurdpskej tinie.

Toto nariadenie je zdvizné v celom rozsahu a priamo uplatnite[né vo vsetkych ¢lenskych
Statoch.

V Bruseli 7. maja 2018

Za Komisiu
predseda
Jean-Claude JUNCKER

(') Vykondvacie nariadenie Komisie (EU) ¢. 540/2011 z 25. médja 2011, ktorym sa vykondva nariadenie Eurépskeho parlamentu a Rady (ES)
¢.1107/2009, pokial ide o zoznam schvélenych t¢innych latok (U. v. EUL 153, 11.6.2011, s. 1).





PRILOHA I

Bezny ndzov,
identifika¢né ¢isla

Nazov IUPAC

Cistota (1)

Déatum
schvilenia

Osobitné ustanovenia

mastenec E553B
CAS ¢. 14807-96-6

hydrogenmetakremicitan
hore¢naty

kremicitanovy mineral

Potravinovd akostnd grieda v stilade s na-
riadenim Komisie (EU) ¢. 231/2012 (3).

< 0,1 % dychatelného krystalického kre-
mika

28. m4j 2018

Mastenec E553B sa musi pouzivat v stlade s osobitnymi podmien-
kami, ktoré si zahrnuté v zdveroch reviznej spravy o ma-
stenci E553B (SANTE[/11639/2017), a najmi v jej dodatkoch I a IL

() Dalsie podrobnosti o identite, $pecifikicii a sposobe pouzitia zékladnej ldtky sti uvedené v reviznej spréve.
(% Nariadenie Komisie (EU) ¢. 231/2012 z 9. marca 2012, ktorym sa ustanovuji 3pecifikdcie pridavnych ldtok uvedenych v prilohdch II a Il k nariadeniu Eurépskeho parlamentu a Rady (ES) ¢. 1333/2008
(U.v.EUL 83, 22.3.2012, s. 1).

PRILOHA 1l

V éasti C prilohy k vykondvaciemu nariadeniu (EU) ¢. 540/2011 sa doplfia tito polozka:

»19 mastenec E553B

CAS ¢.: 14807-96-6

horec¢naty

hydrogenmetakremicitan

kremicitanovy mineral

< 0,1
kremika

Potravinovd akostnd trieda v stlade s na-
riadenim Komisie (EU) ¢. 231/2012 (¥).

% dychatelného krystalického

28. m4j 2018

Mastenec E553B sa musi pouzivat v stlade s osobit-
nymi podmienkami, ktoré st zahrnuté v zdveroch re-
viznej spravy o mastenci E553B (SANCO/[11639/2017),
a najmi v jej dodatkoch I a IL

(*) Nariadenie Komisie (EU) & 231/2012 z 9. marca 2012, ktorym sa ustanovujii 3pecifikicie pridavnych latok uvedenych v prilohdch II a III k nariadeniu Eurépskeho parlamentu a Rady (ES) & 1333/2008
(U.v.EU L 83, 22.3.2012, 5. 1).4
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Talc.pdf
EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Food and feed safety, innovation
Pesticides and biocides

Basic Substance

Talc E553b
SANTE/11639/2017 rev.4
22 March 2018

Final Review report for the basic substance Talc E553b
Finalised in the Standing Committee on Plants, Animals, food and Feed
at its meeting on 22 March 2018
in view of the approval of Talc E553b as basic substance
in accordance with Regulation (EC) No 1107/2009*

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of Talc E553b, made in
the context of the assessment of the substance provided for in Article 23 of Regulation (EC)
No 1107/2009% concerning the placing of plant protection products on the market, with a view
to the possible approval of this substance as basic substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 23 July 2015 an application from COMPO Expert France SAS,
hereafter referred to as the applicant, for the approval of the substance Talc E553b as basic
substance.

The application and attached information were distributed to the Member States and
European Food Safety Authority (EFSA) for comments. The applicant was also allowed to
address collated comments and provide further information to complete the application which
was finalised in the new version of January 2016.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to the EFSA,
who delivered its views on the specific points raised in the commenting phase.

EFSA submitted to the Commission the results of its work in the form of a technical report for
Talc E553b on 1 June 2016°.

The Commission examined the application, the comments by Member States and EFSA and
the EFSA technical report on the substance together with the additional information provided
on it by the applicant on 15 September 2016 to address the remaining open points raised in the
commenting phase and required further scientific assistance to the EFSA for the evaluation of
such additional information.

! Review Report established in accordance with Art. 13 of Regulation (EU) No 1107/2009; it does not

necessarily represent the views of the European Commission.
2 0JL 309, 24.11.2009, p. 1-50.

E553B for use in plant protection as repellent on fruit trees and grapevines. 2016:EN-1044.

Outcome of the consultation with member States and EFSA on the basic substance application for Talc





The applicant further amended the initial application on 19 May 2017 to address the collated
comments.

EFSA submitted to the Commission the results of its work in the form of a technical report for
Talc E553b on 27 July 20174,

The Commission examined the final amended application, the comments by Member States
and EFSA and the new EFSA Technical report on the substance together with the additional
information and comments provided on it by the applicant, before finalising the current draft
review report, which was referred to the Standing Committee on Plants, Animals, Food and
Feed for examination. The draft review report was finalised in the meeting of the Standing
Committee of 22 March 2018.

Given the importance of the EFSA technical report, the comments, additional information and
clarifications submitted (background document C), all these documents are also considered to
be part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of Commission Implementing Regulation (EU) 2018/691° concerning
the approval of Talc E553b as basic substance under Regulation (EC) No 1107/20009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002° in particular with
respect to the responsibility of operators, following the approval of Talc E553b as basic
substance, operators are responsible for using it for plant protection purposes in conformity
with the legal provisions of Regulation (EC) No 1107/2009 and the conditions established in
the sections 4, 5 and Appendices | and Il of this review report.

EFSA will make available to public all background documents and the final Technical Report
of EFSA as well as the application without the Appendices and excluding any information for
which confidential treatment is justified in accordance with the provisions of Article 63 of
Regulation (EC) No 1107/2009.

Products containing exclusively one or more basic substances do not require authorisation in
line with the derogation set under Article 28 of Regulation (EC) No 1107/2009. As a
consequence, no further assessment will be carried out on such products. However, the
Commission may review the approval of a basic substance at any time in conformity with the
provisions of Article 23(6) of Regulation (EC) No 1107/20009.

QOutcome of the consultation with member States and EFSA on the additional information submitted in

relation to the basic substance application for Talc E553B for use in plant protection as repellent on fruit

trees and grapevines. 2017:EN-1277.
> QJL117,85.2018, p. 6-8.

® QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European

Food Safety Authority and laying down procedures in matters of food safety.





3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, and the comments and further additional
information provided by the applicant to address the open points identified in the Technical
report from EFSA, is that there are clear indications that it may be expected that Talc E553b
fulfils the criteria of Article 23.

Talc is used for several purposes e.g. in Eharmaceuticals, in animal feed, for cosmetics. It is
also a food additive ruled as Talc E553b°, therefore it fulfils the criteria of a ‘foodstuff” as
defined in Article 2 of Regulation (EC) No 178/2002.

Talc E553Db is supported as basic substance to be used in suspension in water in outdoors
applications on grapevines and fruit orchards and acts as physical hydrophobic barrier.

Considering the EFSA conclusions on the basic substance application for Talc E553b, the rate
of application and the conditions of use which are described in detail in Appendix I and I1, it
is concluded that the use of Talc E553b would not lead to concerns for human health.
Furthermore, no residues or unacceptable effects on the environment are expected given the
conditions of use and its degradation pathway.

Talc E553b is not a substance of concern, does not have an inherent capacity to cause
endocrine disrupting, neurotoxic or immunotoxic effects and is not predominantly used for
plant protection purposes but nevertheless is useful in plant protection in a product consisting
of the substance and water. Finally, it is not placed on the market as a plant protection
product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in
accordance with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were
supported by the applicant and mentioned in the list of uses supported by available data
(attached as Appendix Il to this review report) and therefore, they are also subject to
compliance with the particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still
satisfy the requirements of Article 23 of Regulation (EC) No 1107/2009.

4. Identity and biological properties

The main properties of Talc E553Db are given in Appendix |.

7

Commission Regulation (EU) No 231/2012 of 9 March 2012 laying down specifications for food additives
listed in Annexes Il and 111 to Regulation (EC) No 1333/2008 of the European Parliament and of the Council
—0J L 83,22.3.3012, p. 1-295.





Specifications must be complied with those laid down for Talc E553b in the Commission
Regulation (EU) No 231/2012 laying down specifications for food additives listed in
Annexes Il and 11l to Regulation (EC) No 1333/2008 of the European Parliament and of
the Council.

In addition, taking into account the presence of respirable crystalline silica in talc it is
important the maximum level of this toxicologically relevant impurity to be below 0,1%.

Purity as set in those specifications is reported in Appendix I.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of Talc E553b

Talc E553b must be identified by given specifications in Appendix | and must be used in
compliance with method of preparation and condition of use as reported in Appendices | and I1.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance having a fungifuge and insectifuge action in accordance with
conditions specified in Appendix | and I1;

- Use of wettable powder in compliance with conditions specified and dilution explained in
Appendix Il.

- Period of treatment should be avoided during flowering time.

Users shall respect the conditions of use and where applicable, any precautionary statements
included on the product's safety data sheet or any other relevant information made available at
purchase phase in accordance with Regulation 1907/2006%. In particular, users should
preventively use adequate personal respiratory protective equipment in case of dust formation
and take precautions to avoid any unacceptable effects on the environment.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

The identification of Talc E553b as food ingredient means that Regulation (EC) No 178/2002 on
food safety applies and consequently this includes the respect to maximum permissible levels of
chemical and biological contaminants legally set for this type of food additive.

Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning
the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European
Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and
Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission
Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC (OJ L 396 30.12.2006, p. 1).





6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.

7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments, as well as of the results of the examination of any
information referred to the Commission in the framework of Article 23 of Regulation (EC)
No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants,
Animals, Food and Feed, in connection, as appropriate, with any amendment of the approval
conditions for Talc E553b in Part C of Annex of the Regulation (EC) No 540/2011°

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants
but also potential users of the substance on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make
available such report to general public and operators by means of their national relevant
websites and by any other appropriate form of communication to ensure that the information
reaches potential users.

®  0JL153,11.6.2011, p. 1-186.





APPENDIX |
Identity and biological properties
Talc E553b

Common name (1SO)

Not available.

Chemical
(IUPAC)

name

Magnesium hydrogen metasilicate
silicate mineral

Chemical Name (CA)

Magnesium hydrogen metasilicate
silicate mineral

Talc ES53b

Common names

Talc, Talcum

Definition

Naturally occurring form of hydrous magnesium silicate containing
varying proportions of such associated minerals as alpha-quartz, calcite,
chlorite, dolomite, magnesite, and phlogopite. The product should be free
of asbestos.

CAS No

14807-96-6

CIPAC, EINECS

Not available, 238-877-9

FAO
SPECIFICATION

Not available

Purity

Specifications as food grade must comply with those laid down for Talc
E553b in the Commission Regulation (EU) No 231/2012.

Loss on drying : Not more than 0,5 % (105 °C, 1 hour)
Acid soluble matter: Not more than 6 %
Water soluble matter : Not more than 0,2 %

Acid-soluble iron : Not detectable

10

Commission Regulation (EU) No 231/2012 of 9 March 2012 laying down specifications for food additives

listed in Annexes Il and 111 to Regulation (EC) No 1333/2008 of the European Parliament and of the Council —
(OJ L 83,22.3.3012, p. 1).






Relevant impurities

As above-mentioned, Food grade in conformity with Commission
Regulation (EU) No 231/2012.

Arsenic : Not more than 10 mg/kg

Lead: Not more than 2 mg/kg

Asbestos free.

< 0.1% of Respirable Crystalline Silica

Molecular mass and

structural formula

Molecular formula: Mg3Si4010(OH)2
Molar mass: 379.26 g/mol

Mode of Use

Spray applications. Used outdoors on grapevines and fruit trees. Details
in appendix II.

Preparation to be used

Wettable powder. Mixture of dried powder (minimum 85% with natural
water). To prepare the water dispersion just before the application and
maintained stirred.

Solution for application using the following protocol:

Fill half of the sprayer tank with water;

Switch on the brewing system;

Gradually add talc dispersed (mixture of dried powder : minimum
85% with natural water ) through the tank filter;

Gradually fill the additional volume of water.

The quantity and volume of water applied are described in Appendix |1
according to the uses.

Function of

protection

plant

Insectifuge, fungifuge.






APPENDIX 11

List of uses supported by available data

TALC E553B
Crop Exam | F Target Product** Application Application rate per Total | PHI | Rema
and/or ple G treatment rate | (da rks
situatio | produ (©) Type | Con | Method | Growth | Nu | Interv kg Water kg kg ys)
n ct I (d-f) | cof kind stage | mbe al a.i./hl I/ha
(a) name | ( a.i. and r betwe min min a.i./ha a.i./h | (m)
as b g/k (f-h) season | min en max max max | amin
availa | ) g * max | applic (kg/hl) max
Physical
barrier
Insectifuge:
Water
FrU||tE )E.rees Insects and 1t 1t SO|rL11tI0
P mites application: applicati
Apple fi -
ol . like . From 3 | 213t0354 | 600 on: | 3825 prepare
domestica, nvs oP Wegabl a FCIJi"caartio BBCH 21.25 to Not just
Pear tree F | Cacopsylla powder | 850 PP n 41 25 to4 to 89.25 | relev | before
Pyrus sp, pyr, . ant | applicat
Ol}i/ve tré’e ® Cacopsylla | (WP)* spraying , Succeed piF())n
Olea fulguralis, weeks Succ.eet:.llng 1000 Ir|1.g . and
europes, Drosophila applications applicati maintai
etc. SUZUKI, :1.7t02.83 ons: 17 ned
Panonychus stirred
ulmi,
Bactrocera
oleae,






Fruit trees Physical Foliar
barrier applicatio
Ex: Fungifuge : n 2 600
spraying From 38.25
Apple fruit Foliar fungi 35 | to3 | 1.28t02.13 | to 12.75 to
like BBCH 63.75
mildews: 41 ’
dogzg‘fca, Venturia weeks 1000
Pear tree /I7E<964L.177//$,
rysiphe
Pyrus sp, necator
Foliar 3 150 25.5
applicatio From 12.75 to
Grapevine n ) BBCH 2-5 to 4 4.25t08.5 to 63.75
Vitis spraying 20
vinifera weeks 300
* Active ingredient, talc E 553b represents 85% of the final product Invelop®
The product should be applied early in the morning or late in the evening for a maximum of efficiency. It should not be used on wet plants or in case of rainy weather. It should be applied
again after a heavy rain. Although no effects have been observed on bees, we recommend the application of Invelop® apart from the periods of bees’ activity specially during the flowering of
the crop. This is for a maximum efficacy related to the critical stages observed during the experimental trials and in order not to disturb pollinator insects.
The product is a mineral dispersed in water (dispersion). Water dispersion prepared just before application and maintained stirred.
(a): For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the use situation should be described (e.g. fumigation of a structure)
(b): Outdoor or field use (F), greenhouse application (G) or indoor application (I)
(c): e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor
(d): e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc..
(e): GCPF Codes — GIFAP Technical Monograph N° 2, 1989
(f): All abbreviations used must be explained
(g): Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
(h): Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of equipment used must be indicated
(i): g/kg or g/L. Normally the rate should be given for the active substance (according to ISO)
(§): Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application
(k): Indicate the minimum and maximum number of application possible under practical conditions of use
():  The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha

(m): PHI - minimum pre-harvest interval
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in view of the approval of Chitosan Hydrochloride as basic substance in accordance with
Regulation (EC) No 1107/2009

1. Procedure followed for the evaluation process

This review report has been established as a result of the evaluation of Chitosan
Hydrochloride made in the context of the assessment of the substance provided for in
Article 23 of Regulation (EC) No 1107/2009% concerning the placing of plant protection
products on the market, with a view to the possible approval of this substance as basic
substance.

In accordance with the provisions of Article 23(3) of Regulation (EC) No 1107/2009, the
Commission received on 19 December 2011 an application from Chipro, hereafter referred to
as the applicant, for the approval of the substance Chitosan Hydrochloride as basic substance.

The application and attached information were distributed to the Member States and
European Food Safety Authority (EFSA) for comments. The applicant was also allowed to
address collated comments and provide further information to complete the application, which
was finalised in the new version of August 2012.

In accordance with the provisions of Article 23(4) of Regulation (EC) No 1107/2009 the
Commission required scientific assistance on the evaluation of the application to EFSA, who
delivered its views on the specific points raised in the commenting phase.

1 . . ..
Does not necessarily represent the views of the Commission.

2 0JL 309, 24.11.2009, p. 1-50.





EFSA submitted to the Commission the results of its work in the form of a technical report for
Chitosan Hydrochloride on 24 May 2013°.

The Commission examined the application, the comments by Member States and EFSA and
the EFSA Technical report on the substance together with the additional information and
comments provided on it by the applicant, before finalising the current draft review report,
which was referred to the Standing Committee on the Food Chain and Animal Health for
examination. The draft review report was finalised in the meeting of the Standing Committee
of 20 March 2014.

The present review report contains the conclusions of the final examination by the Standing
Committee. Given the importance of the EFSA technical report, and the comments and
clarifications submitted (background document C), all these documents are also considered to
be part of this review report.

2. Purposes of this review report

This review report, including the background documents and appendices thereto, has been
developed in support of the Commission Implementing Regulation (EU) No 563/2014*
concerning the approval of Chitosan Hydrochloride as basic substance under Regulation
(EC) No 1107/20009.

The review report will be made available for public consultation by any interested parties.

Without prejudice to the provisions of Regulation (EC) No 178/2002°, in particular with
respect to the responsibility of operators, following the approval of Chitosan Hydrochloride
as basic substance, operators are responsible for using it for plant protection purposes in
conformity with the legal provisions of Regulation (EC) No 1107/2009 and with the
conditions established in the sections 4, 5 and Appendixes | and 11 of this review report.

EFSA will make available to the public all background documents and the final Technical
Report of EFSA, as well as the application without the Appendixes and excluding any
information for which confidential treatment is justified in accordance with the provisions of
Article 63 of Regulation (EC) No 1107/20009.

Products containing exclusively one or more basic substances do not require authorisation in
line with derogation set under Article 28 of Regulation (EC) No 1107/2009. As a
consequence, no further assessment will be carried out on such products. However, the
Commission may review the approval of a basic substance at any time in conformity with the
provisions of Article 23(6) of Regulation (EC) No 1107/20009.

3

European Food Safety Authority, 2013; Outcome of the consultation with Member States and

EFSA on the basic substance application for chitosan hydrochloride and the conclusions drawn by

EFSA on the specific points raised. EFSA supporting publication 2013:EN-426. 39 pp.

“ 0JL 156, 24.05.2014, p. 5-7.

> QJL31,1.2.2002 p. 1-24 - Regulation (EC) No 178/2002 of the European Parliament and of the Council of
28 January 2002 laying down the general principles and requirements of food law, establishing the European

Food Safety Authority and laying down procedures in matters of food safety.





3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion based on the application, including the results of the evaluation carried
out with the scientific assistance of EFSA, and the comments and further additional information
provided by the applicant to address the open points identified in the Technical report from
EFSA, is that there are clear indications that it may be expected that Chitosan Hydrochloride
fulfils the criteria of Article 23.

The term Chitosan refers to several derivatives which differ with regard to their chemical and
physical properties but are made up of glucosamine monomers. Chitosan derivatives are used
in medicine, food and cosmetics.

Glucosamine is one of the most abundant mono-saccharides in nature. It is part of the
structure of chitin, which composes the exoskeleton of crustaceans and other arthropods, as
well as the cell walls of several fungi.

Chitin is a long chain polymer of N-acetyl- glucosamine and is abundantly occurring in
nature. Fungal chitin has several forms and is also related to the species of edible fungi.

The form chitin-glucan from Aspergillus niger was authorised as novel food ingredient by the
Commission Decision 2011/76/EU authorising the placing on the market of a chitin-glucan
ingredient under Regulation (EC) No 258/97 of the EU Parliament and Council®. The decision
was based on the EFSA scientific opinion of the Panel on Dietetic Products, Nutrition and
allergies” which reports safe use under the proposed conditions of use and levels of intake
(maximum dose of 5 g per day).

Specifications reported in the Commission Decision 2011/76/EU refers to chitin-glucan
composed of two polysaccharides: chitin composed of repeating units of N-acetyl —D-
glucosamine (CAS No 1398-61-4) and beta (1,3) glucan composed of repeating units of D-
glucose (CAS No 9041-22-9). Moreover, in chapter 8.5 of the EFSA scientific opinion "the
polysaccharides related to chitin-glucan and on which toxicological data are available are
chitin (of crustacean origin), chitosan (derived from chitin of crustacean origin), beta-glucan
(of vegetable and fungal origin) and oligomers of chitosan. No safety concern arises from
these data."

In addition, the form glucosamine-hydrochloride has been subject to a scientific opinion of
the EFSA Panel on Dietetic Products, Nutrition and allergies of the safety of glucosamine
hydrochloride from Aspergillus niger as food ingredient in the context of Regulation (EC)
No 258/97 on novel food. The Panel therein concluded on the safety of the product as food
ingredient for adult consumers at the proposed intake of 750 mg of glucosamine per day®. As
reported in that EFSA scientific opinion: "The toxicity of glucosamine has been studied in a
number of animal species. Glucosamine has a very low acute oral toxicity. ...The Panel
considers that glucosamine has also a low chronic toxicity"®.

®  QJL 29, 3.2.2011, p.34-35.
" EFSA Journal (2010) 8(7):1687.
®  EFSA Journal (2009) 1099:1-19.

®  EFSA Journal (2009) 1099:1-19.





The form Chitosan has been subject to an EFSA opinion on the substantiation of health
claims'® related to chitosan effecting maintenance of normal blood LDL-cholesterol
concentrations with positive results, leading to the inclusion of chitosan into the Commission
Regulation (EC) 432/2012 establishing a list of permitted health claims made on foodstuffs'?,
where the recommended use is 3 g of chitosan as daily intake for adult.

The food grade specifications refer to Chitosan as a polymer composed of 3-(1-4) linked D-
glucosamine and N-acetyl-D-glucosamine.

The characterisation of chitosan in that opinion was "Chitosan is a linear cationic
polysaccharide composed of randomly distributed R-(1-4)-linked D-glucosamine and N-
acetyl-D-glucosamine produced commercially by the de-acetylation of chitin, which is a
component of the exoskeleton of crustaceans and the cell walls of fungi. The degree of de-
acetylation can be measured by established methods, and ranges from 60-100 % in
commercial preparations. The molecular weight of chitosan in commercial preparations
ranges from 3,800 to 20,000 Da. Chitosan is insoluble in water.

The Panel considers that the food constituent, chitosan, which is the subject of the health
claims, is sufficiently characterised."

Chitosan Hydrochloride which is subject to the current application as basic substance, is
produced by the de-acetylation of chitin (crustaceans cells) and salinization using
hydrochloric acid to result in the form of hydrochloride in order to enhance its solubility in
water . The molecular weight in this form ranges from 47.000 to 65.000 Da *2.

Considering the EFSA conclusions on the basic substance application for Chitosan
Hydrochloride, the opinions of the EFSA Panel on Dietetic Products, Nutrition and allergies on
chitosan and derivatives, the rate of application and the conditions of use which are described in
detail in Appendix I and I1, it is concluded that the use of chitosan hydrochloride would not lead
to concerns for human health. Furthermore, no residues are expected as the conditions of use
would not significantly increase the background level due to the natural occurrence of the
substance.

Chitosan Hydrochloride is not a substance of concern and does not have an inherent capacity to
cause endocrine disrupting, neurotoxic or immune-toxic effects and is not predominantly used
for plant protection purposes but nevertheless is useful in plant protection in a product consisting
of the substance and water. Finally, it is not placed on the market as a plant protection product.

It can be concluded that the substance has neither an immediate or delayed harmful effect on
human or animal health nor an unacceptable effect on the environment when used in accordance
with the supported uses as described in Appendix II.

In fact, these indications were reached within the framework of the uses which were supported
by the applicant and mentioned in the list of uses supported by available data (attached as

1 EFSA Journal (2011); 9(6):2214

0y, L 136,25.5.2012, p.1

2 QOutcome of the consultation with member States and EFSA on the basic substance application for Chitosan

Hydrochloride and the conclusions drawn by EFSA on the specific points raised. 2013:EN-NNNN.39 pp.





Appendix Il to this review report) and therefore, they are also subject to compliance with the
particular conditions and restrictions in sections 4 and 5 of this report.

Extension of the use pattern beyond those described above will require an evaluation at
Community level in order to establish whether the proposed extensions of use can still satisfy
the requirements of Article 23 of Regulation (EC) No 1107/20009.

4. Identity and biological properties

The main properties of Chitosan Hydrochloride are given in Appendix I.

Chitosan Hydrochloride of animal origin must be in compliance with Regulation (EC)
No 1069/2009 and Regulation (EU) No 142/2011.

Specifications laid down in the European Pharmacopeia must be complied with.

It has been established that for Chitosan Hydrochloride as notified by the applicant, the
following manufacturing impurities are considered, on the basis of information currently
available, of toxicological or environmental concern:

Heavy metals: Maximum level of 40 ppm.

5. Particular conditions to be taken into account in relation to the uses as basic
substance of Chitosan Hydrochloride

Chitosan Hydrochloride must be identified by the specifications given in Appendix | and must
be used in compliance with conditions of supported uses as reported in Appendixes | and I1.

The following conditions for use deriving from assessment of the application have to be
respected by users:

- Only uses as basic substance being elicitor of the crop's self-defence mechanisms are
approved.

Use of chitosan hydrochloride must be in compliance with conditions specified in the
Appendixes | and Il of this review report and the Maximum application rate of chitosan
hydrochloride for a single treatment is: 800 gr/ha.

On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified.

The identification of Chitosan as food ingredient implies that the Regulation (EC) No 178/2002
on food safety applies and consequently this includes the respect to any maximum permissible
levels of chemical and biological contaminants legally set for this type of product.

6. List of studies to be generated

No further studies were identified which were at this stage considered necessary.





7. Updating of this review report

The information in this report may require to be updated from time to time to take account of
technical and scientific developments as well as of the results of the examination of any
information referred to the Commission in the framework of Articles 23 of Regulation (EC)
No 1107/2009. Any such adaptation will be finalised in the Standing Committee on the Food
Chain and Animal Health, as appropriate, in connection with any amendment of the approval
conditions for Chitosan hydrochloride in Part C of Annex of the Regulation (EC)
No 540/2011.

8. Recommended disclosure of this review report

Considering the importance of the respect of the approved conditions of use and the fact that a
basic substance will be not placed on the market as plant protection product, hence, no further
assessment will have to be carried out on it, it is very important to inform not only applicants
but also potential users on the existence of this review report.

It is therefore recommended that the competent authorities of Member States will make
available such report to general public and operators by means of their national relevant
websites and by any other appropriate form of communication to ensure that the information
reaches potential users.





APPENDIX I
Identity and biological properties

CHITOSAN HYDROCHLORIDE

Common name (1SO)

Not relevant

Chemical name (IUPAC)

Not relevant

Chemical Name. (CA)

Not relevant

Common names

Chitosan

Linear polysaccharide composed of randomly distributed 1-4
linked D glucosamine and N-acetyl-D-glucosamine produced
by de-acetylation of chitin.

The use of hydrochloric acid to create the form hydrochloride
is to increase solubility in water.

CAS No

9012-76-4

CIPAC No and EEC No

Not relevant

FAO SPECIFICATION

Not relevant

Minimum purity

European Pharmacopeia

Chitosan being a product of animal origin must be in
compliance with the requirements of Regulation (EC)
No 1069/2009 and  Commission  Regulation  (EU)
No 142/2011.

Molecular formula

Not relevant

Relevant impurities

Max content of heavy metals: 40 ppm

Molecular mass and structural
formula

Not relevant

Mode of Use

Chitosan hydrochloride as specified above to be used in water
solution for application on various crops or for seed
treatment.

Preparation to be used

Chitosan hydrochloride to be diluted in compliance with rate
of application reported in Appendix II.

Function of plant protection

Elicitor, having a fungicide and bactericide effect via the
stimulation of natural defence mechanisms.






List of uses supported by available data

APPENDIX II
CHITOSAN HYDROCHLORIDE

Crop and/ Memb F Pests or Formulation Application of chitosan hydrochloride Application rate of chitosan
er G hydrochloride
or situation Example group of pests
State | product of Type le_th(;)d Grﬁwt NI(_). (;f tI)n:\el\:val PHI Remarks*
@ chitosar | ¢ controlled C f " stage aEnF:r:;:r?’lz:S(n a elicai?gns Jotal  rate each
or f(}:gdrochloralS onc/k 0 8? pp ai/hl min application (days)
'. a.l. g/Kg . max Water I/ha
available on | | © seaso ] (min) min max | g a.i/ha min max
the market n (m)
Count ( (l) (f'h) (g/h1)
ry b 0 (g/ha) (1)
) (d-f)
Fruits berries F SP Soluble From
and small fruit G powder Low- 1 Leaf
) develo
Plant elicitor, 100% Medium pment
plant resistance chitosan ( main
All Chitoplant against hydrochloride | volume shoot) 4-8 Two weeks | 50-200 200-400 | 100-800 0
pathogenic fungi spraying [to 7
and bacteria Devel
opme
nt of
fruit
Vegetables SP Soluble From
powder Low- 1 Leaf
) develo
Plant elicitor, 100% Medium pment
F plant resistance chitosan ( main
All ChitoPlant G against hydrochloride | volume shoot) 4-8 Two weeks [ 50-100 200-400 | 100-400 0
pathogenic fungi spraying to 7
and bacteria Devel
opme
nt of
fruit






List of uses supported by available data

Crop and/ Memb Pests or Formulation Application of chitosan hydrochloride Application rate of chitosan
er G hydrochloride
or situation roup of pests
State Eﬁg&ﬂe of grotpotp Type Method | Growt No. of Interval PHI Remarks*
. 0 i icati
(@) Chitosan r controlled f kind st: o ami:ﬁ;:in a bel?(l:\zlii?gns Total rate each
or QZdI’OCth;IS COnC/k 0 8? pp a.i/hl min app||cat|0n (days)
o a.l. g/Kg . max Water I/ha
available on | | ©) seaso (k) (min) minmax | g a.i/ha min max
the market n (m)
Count ( (i) (f-h) (g/hl)
ry b 0 (g/ha) (1)
) (d-f)
Cereals All SP Soluble | 100% From
powder chitosan . Low- 1 Leaf
o hydrochloride . develo
Plant elicitor, Medium pment
; plant resistance ( main
ChitoPlant G against volume shoot) | 4-8 2 week 50-100 200-400 | 100-400 0
pathogenic fungi spraying [to 7
and bacteria Devel
opme
nt of
fruit
Spices All SP Soluble | 100% From
powder chitosan . Low- 1 Leaf
. hydrochloride ) develo
Plant elicitor, Medium pment
plant resistance ( main
ChitoPlant against volume shoot) | 4-8 2 week 50-100 200-400 | 100-400 0
pathogenic fungi spraying to 7
and bacteria Devel
opme
nt of
fruit






List of uses supported by available data

Crop and/ Memb Pests or Formulation Application of chitosan hydrochloride Application rate of chitosan
er G hydrochloride
or situation State Eﬁg&ﬂe of | group of pests Type Method | Growt No. of Interval PHI Remarks*
(@) Chitosan r controlled c f kind st:ge aEnF;Ir:ﬁ:]t;?(n apté)el?(l:\zli?gns Tota_l _rate each
o rdwé/‘drochloralS OnC/k 0 2 a.i/hl min application (days)
available on | | (c) a.l. g/kg seaso (k) (min) e \,:q\lifi:]a!/(ha g a.i./ha min max
the market n (m)
Count ( (l) (f'h) (g/hl)
ry b 0 (g/ha) (1)
) (d-)
Crops for All SP Soluble From
animal feed powder Low- 1 Leaf
develo
Plant elicitor, 100% Medium pment
; plant resistance chitosan ( main
ChitoPlant G against hydrochloride | volume shoot) | 4-8 2 week 50-100 200-400 | 100-400 0
pathogenic fungi spraying [to 7
and bacteria Devel
opme
nt of
fruit
Cereals All SP Soluble | 100% low
Plant elicitor, | powder chitosan volume
Seed plant resistance hydrochloride | spraying. | Before
treatment ChitoPlant against sowin |1 Not applicable | 50 - 100 Not X Not applicable 0
pathogenic fungi g applicable
and bacteria
Potatoes All SP Soluble | 100% low
Plant elicitor, | powder chitosan volume
Seed plant resistance hydrochloride | spraying/ | Before
treatment ChitoPlant against dipping sowin |1 Not applicable | 50 - 100 Not . Not applicable 0
pathogenic fungi 9 applicable

and bacteria
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List of uses supported by available data

Crop and/ Memb F Pests or Formulation Application of chitosan hydrochloride Application rate of chitosan
er G hydrochloride
or situation e El)r(:cm?te ; group of pests Type Method | Growt|  No. of Interval PHI Remarks*
@) Chitosan | - led kind h appllcatlon beywegn Total rate each
o hydrochlori controlle Conc of st;ag?e min/max | applications ai/hl min application (days)
de. as P
available on | | (c) al. g/kg seaso k) (min) e \,:qvifi:]a!/(ha g a.i./ha min max
the market n (m)
Count ( (i) (f-h) (g/hl)
ry b 0 (g/ha) (1)
) (d-f)
Sugar beet SP Soluble | 100% low
Plant elicitor, | powder chitosan volume
Seed plant resistance hydrochloride | spraying/ | Before
treatment All ChitoPlant F against dipping sowin |1 Not applicable | 50 -200 Not . Not applicable 0
G i . applicable
pathogenic fungi 9
and bacteria
* For uses where the column ,,Remarks. As above or other conditions to take into account (i) g/kg or g/L. Normally the rate should be given for the substance (according to ISO)
@) For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the
use situation should be described (e.g. fumigation of a structure) (i) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN
(b) Outdoor or field use (F), greenhouse application (G) or indoor application (1) 3-8263-3152-4), including where relevant, information on season at time of application
(©) e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor
d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc.. (k) Indicate the minimum and maximum number of application possible under practical conditions of use
(e) GCPF Codes — GIFAP Technical Monograph N° 2, 1989 N The val hould be diven Ka what ves th b b 200 kath
O Al whisio st eglans O e e e more st b (2, 20 e
()] Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant — type of equipment
used must be indicated

(m) PHI - minimum pre-harvest interval
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