
Ha OCHOBy mnaHa 29. 3axoHa o 4114ToitapmailercxHm cpencumma BOCHe H XepueroBHHe („CJIy)K6CHH TIMCHHK BHX" 6poj 49/04), YnpaBa 

B0cHe H XepueroBHHe 3a 3au1rkrry 3npaBa.a 6HJba, o6jaarbyje 

II3MJEHE CHHCKA 
AKTHBHHX IVIATEPHJA ,r103BOJBEHHX 3A YHOTPEBY Y (1)14TOOAPMAIIEYTCKHM CPEACTBHMA Y 

BOCHH H XEPHETOBHHH 

1. Y nHjeny A CIIHCKa aKTIMHHX maTepHja ,£(03B0JbeHlIX 3a ynoTpe6y y (DOC y BHX („Cnync6eHH TIMCHHK BHX" 6p.15/18) (y Aarbem TexcTy: 
Cricax) y mecToj xonoHH, npecTaHax ono6pewa, y pezy 307., cyncl)ypHn cluiyopHn, ,ExaTym ce 3aMjewyje naTymom „31. orro6pa 2023." 

2. Y nHjeny A CIIIICKa y iuecToj KOJIOHH, npecTaHax ono6pema, y poem 308., cDEH 560 (Taxobe II03HaT IIO,B Ha3HBOM nHcxaBinia HJIH cjeMe y 
npaxy nHcxaBHue), narym ce 3aMje}byje narymom „31. oxTo6apa 2021." 

3. KonoHa „Hoce6He onpen6e" pena 55., nemiay(DeH, Anjena B IlpHaora IlonHca 3aMjewyje ce c.rbeneriHm: 

„AHO A 

Mory ce oao6pHTH canto ynoTpe6e 3a Tpentpube cjeMeHa HJIH npyror penponyxuHoHor canHor maTepHjana npHje HMH TOKOM cHjawa HJIH 
canwe, y3 orpamtiewe Ha je,nHy npHmjeHy cBaxe Tpehe ronHHe Ha HCTOM II0Jby. 

AHO B 

3a nposobewe jenHHcTBelmx rim-limn H3 nponHca 0 jenHHcTBeHam npHHHHimma 3a oujewHBawe cIxbC, npH noHounewy onnym 0 

perHcTpanHjH y3Hmajy ce y o63Hp H 3ax.rbrnw nocrynica pa3maTpawa ax-THEtHe maTepHje on cTpaHe penertaffnmx THjena Eyponcxe yHHje a 

110Ce6H0 lbeTOBH nonau,H I H II, y 3aBpumoj Bep3HjH noHeceHoj 15. mapTa 2013. y CTaJIHOM oi6opy 3a npexpam6eHH naHau H 3npaarbe 
XCHBOTHI-ba Te 3ax.rbrnw nonyHe H3Bjeurraja 0 nperneny 3a neH4r.rry4)eH, a noce6Ho IbeTOBH ,ao,itaum I. H II., y 3arspinHoj Bep3HjH noHeceHoj 13. 

,LIeuem6pa 2017. y CTa.TIHOM on6opy 3a 6H.rbe, WHBOTHIbe, xpaHy H xpaHy 3a XFIBOTHIbe. 

Y Toj yxynHoj oujeHH noTpe6Ho je o6paTHTH noce6Hy naxaby Ha menehe: 

(a) 3aIIITHTy KOpHCHHKa cpencma; 

(6) nyroponHH pH3HK 3a rrrmle; 



(u) 3aniTHTy II043eMHHX Bona aim ce aKTHESHa maTepHja npHmjethyje Ha nonprija c ocjeTJbHBHM TJIOM H/HJIH HeII0B0JbHHM KJIHMaTCKHM 

ycnosHma; 

(r) ocTame y n0Bpa4Hcimm Bonama lc* ce npHicyrubajy 3a Bony 3a rmlie Ha nonprijHma Han H3 nonprija Ha KojHma ce ynoTpe6JbaBajy 
cpeAcTsa Koja canpxcaBajy newilaycbeH. 

YCJIOBH ynoTpe6e pea noTpe6H pubygyjy Mjepe 3a cmaffiefbe pH3HKa. 

HonHocHnau 3axTjeria mopa ,a0CTaBHTH noTBpnHe HH4lopmauHje o pegeBaHTHocTH meTa6onwra MOI (nem[my(4eH-3-xm4poiccH-6yTHg) 3a 

no43emHe Bone axo nemlonycl)eH y cKnany C peneBaTHHm 3aKOHO,aaBCTBOM 3a nomemHe Boge 6y4e pa3BpcTaH icao „icaprAHHoreHa TBap 2. 

KaTeropHje". Te ce HH(DopmanHje mopajy 40CTaBHTH peneBaHTHHm THjeamma Esponcice yHHje y POKY on inecT MjeceuH on 06aBHjecTH 0 ojjnyuH 

O pa3BpcTaBaiby Te maTepHje. 

4. KonoHa „Iloce6He o4pen6e" pena 23., 64eHTpHH, nHjena E HpHnora CHHcKa 3amjelbyje ce c.a.e,rkehllm: 

„Two A 

CMHje ce 0,a06pFITH camo Kao HHCeKTHIA144 y cTax.rieHmAHma C TpajHom KoHcTpyiamjom. 

API 0 B 

3a nposoberba je4HHCTBeHHx npm-iHna H3 nponHca o jenmicTBeHHm npHHummma 3a oujeibHBathe (DOC, npH noHoweffiy ognyKe o 
perHcipanHjH y3HMajy ce y o63Hp H 3aKJbrilill nocTynxa pa3maTpaffia aKTI4Bite maTepHje 3a 64eHTpHH, a noce6Ho iberoBH AonauH I H II y 
3aBpamoj Bep3HjH noHeceHoj y CTaJIHOM o46opy 3a 6HJbe, )KHBOTHIbe, xpaHy H xpaHy 3a WHBOTHIbe. 

Y TOj iljegoBwroj oujeHH mopa ce o6paTHTH noce6Ha naxaba Ha megehe: 

(a) Hcriyurraise 113 cTaKneHHica maTepHja Kao INTO cy KoH4eH30BaHa BOaa, CJIHBHa 	Te TJIO H yMjeTHH cyncTpaTH KaK0 6H ce cripHjeimo 
p143HK 3a BogeHe opraHH3me H gpyre opraHH3me KOjH He npHna4ajy wubaHoj rpynH; 

(b) 3aluTHTy xonom4ja onpaamBatia HaMjepHo HOCTaBJbeHFIX y CTaKJIeHHK; 

(C) 3aurrwry pyxoBaoua H pa4HI4Ka TaK0 yCJI0B14 ynoTpe6e no noTpe6H pubygyjy ripHmjeHy onroBapajyhe II1411He 3aIIITHTHe onpeme. 

YcnoBH o4o6pema mopajy o6yxBaTaTH Mjepe 3a cmaffiefbe pH3HKa H npenBmgjeTH ogroBapajyhe o3HattaBarbe cpencTaBa 3a 3aurrwry 6H.rha." 



5. Y gajeny A Hpanora Cnacica 6pmue ce peiax 54. o nponme6y1  

6. Y 4Hjeny A Cnacica y mecToj KOJIOHH, npecTanaK ogo6pewa, y petty 73., Tapam, garym ce 3aMjewyje garymom „30. anpana 2019." 

7. Y gajeny A Cnacica y mecroj icononn, npecTanax ogo6pewa, y pegy 74., 3HpaM, Anym ce 3aMjeIbyje AaTymom „30. anpana 2019." 

8. Y ,aajeny A Cnncica y y alecroj Konom4, npecTanaK ogo6perba, y pegy 82., xnanoiccncben;  garym ce 3aMjewyje gaTymom „30. anpnna 2019." 

9. Y gnjeny A Cnncica y inecToj Konom4, npecTanaK ogo6pema, y pegy 89., Pseudomonas chlororaghis coj MA 342, gwrym ce 3aMjewyje 

gaTymom „30. anpona 2019." 
10. Y gajeny A Cramica y Luecroj KOJIOHH, npecranax ogo6pewa, y pegy 90., menainmptim, garym ce 3aMjewyje garymom „30. anpana 2019." 

11. Y gajeny A Crnicica y mecroj KOJIOHH, npecTanax ogo6pewa, y pe„qy 92., nmicnonpag, garym ce 3aMjewyje AaTymom „30. anpnna 2019." 

12. Y AHjeny A Crwcica y mecToj KOJIOHH, npecranatc ogo6pewa, y pegy 123., Knogaimbon, garym ce 3aMjewyje garymom ,,30. anpn.na  2019." 

13. Y gajeny A Cnncica y mecroj Konoim, npecranax ogo6pewa, y pegy 124., napnmaxap6, garym ce 3aMjelbyje gaTymom „30. anpnna 2019." 

14. Y gajeny A Cruicica y inecrroj KOJIOHH, npecTanax ogo6pewa, y pegy 125., pamcyn4wpon, gaTym ce 3aMjewyje gatymom „30. anpnna 2019." 

15. Y gajeny A Crwcica y inecioj Korman, npecTanax ozo6peiia, y pegy 126., Tonicno(boc-meran, 4TM ce 3amjethyje gaTymom „30. anpana 

2019. ,, 

16. Y gajeny A 
17. Y gajeny A 
18. Y gujeny A 
19. Y gajeny A 
20. Y gajeny A 
21. Y gajeily A 
22. Y gnjeny A 
23. Y gnjeny A 
24. Y gnjegy A 
25. Y gajeny A 
26. Y gnjeny A 

713, Anym 
27. Y gnjeny A 

CnHcxa y mecroj KOJIOHH, npecranax ogo6pewa, y pegy 127., 
Cnncica y mecroj Konoan, npecranax ogo6pewa, y pegy 129., 
Cnacica y mecToj KOJIOHH, npecTanax ogo6pewa, y pegy 130., 
CHHCKa y inecroj KOJIOHH, npecTarfax ogo6pewa, y pegy 131., 

CrnicKa y inecroj KOJI01414, npecTaitax ogo6pewa, y pegy 132., 

Cnacica y wecToj KOJIOHH, npecranax ogo6pewa, y pegy 133., 

CIIHCKa y arecroj KOJI0H11, npecranax ogo6pewa, y pegy 134., 

Cnacica y mecroj KOJIOHH, npecTanaK ogo6pewa, y pegy 135., 

Cnacica y mecToj KOJI0H11, npecTanaK o4o6pewa, y petty 136., 

Cnacica y Luecroj KOJIOHH, npecTanaK o4o6perba, y pegy 137., 

Cnacica y nrecroj KOJIOHH, npecTanaK ogo6pewa, y pegy 138 
ce 3aMjewyje gaTymom „30. anpana 2019." 
Crnicica y mecToj Konona, npecTanax o1o6pewa, y pegy 139., 

TplITHKOHa30JI, garym ce 3aMjewyje ,aaTymom „30. anpana 2019." 
Knonapanaa, gaTym ce 3aMjelbyje gaiymom „30. anpana 2019." 
nanpomumn, gaTym ce 3aMjelbyje garymom „30. anpana 2019." 
cboceran, garym ce 3aMjewyje gaTymoik „30. anpnna 2019." 
TpanexcanaK, garym ce 3aMjewyje gaTymom „30. anpuna 2019." 
gmcnopnpon-11, Aarym ce 3aMjelbyje gaTymom „30. anpana 2019." 
mencona3on, gwrym ce 3aMjewyje gaTymom „30. anpana 2019." 
napameTamn, gaTym ce 3aMjelbyje gaTymom „30. anpana 2019." 
Tpmcnonap, garym ce 3aMjewyje garymom „30. anpkina 2019." 
meTpacbenon, garym ce 3aMjewyje AaTymom „30. anpana 2019." 

., Bacillus subtilis (Cohn 1872) coj QCT 713, agearnman cojy AQ 

crmocag, ga-rym ce 3aMjewyje garymom „30. anpuna 2019." 

I  YBO3 4H4Tocl)apmaueyrcioix cpescraHa Koja caspsce oHy aKTHBHy maTepHjy (nponHae6) je 3a6paRtH a nposaja, cimassurreme H ynoTpe6a je so3Ho.rbeHa so 30. JyHa 2019. 
rosme. 



1?i  

HPEir? 

) 
epKOBlih 

.....-- " 	 ,̀... 
ZI:',.. ,  • ..,:: ., ' 

c .;:. s,,3 0811  -4,,C;,• 	•Z' 

C  ..t, .... .0`.\ 	C '''.i°J,  C't- ‘7  '.. 4 	f(0,.  , . • N. 

... 4 0 

X) ,, -9:c,., V :'?' ti: 

.2 	r ., 	 1..-  s ;,. C 
C a.-;-: 	itu m  at  5.,,  

..-=',...11, 	-., 	c .......-., 
tu :L.

Lj 	"•'-rilrji• 	cp.ivi 
'..- '..''.=.. 

Bpoj:  02-02-2- 	/3 	/18 
os;  2018. roiame 

Capaj eBo 

28. Y Alljeny A Owen. y mecToj KOKOHH, npecTaHaK o,1o6pema, y peAy 140., THameToKcam, ,aarrym ce 3amjeibyje ,naTymom „30. anpHna 2019." 

H3Mielle H ,nonyHe Cnacica aKTHBHI4X maTepHja AO3BOJI,CHHX 3a ynoTpe6y y clafro(Papmaneyrcimm cpeAcTBHma o6jaaibyjy ce y „Cnyw6eHom 
r.nacHmcy BHX" y cima,ny ca H3mjeHama nornica y Esponcicoj yHHji4. 

OBHM H3mjeHama Craicica aKTHBHHX maTepHja gO3B0JbeHI4X 3a ynoTpe6y y clarrocimpmaneyrcicHm cpeacTBHma npey3Hmajy ce Qnpe,n6e: 

- flpoBe,n6eHe ypeA6e KommcHje (EY) 2018/184 oA 7. 4:oe6pyapa 2018. o H3MjeHH HpoBeg6eHe ypeA6e (EY) 6p. 540/2011 y nor.neAy 
npogyxcerba poKa Baxcerba o,no6perba aKTHBHHX maTepHja (DEH 560 (TaKobe II03HaT HO,LI Ha3HBOM IIHCKBBHIAB HJIH cjeMe y npaxy 
ralcicamate) H cyrafiypan 41.nyopan; 
Hpose,n6eHe ypea6a KomHcHje (EY) 2018/185 og 7. tbe6pyapa 2018. o H3MjeHH HpoBeA6eHe ypeA6e (EY) 6p. 540/2011 y norne,ny 
yc.noBa 3a oAo6pefbe aKTHHHe maTepHje neHltnycl4eH 
Hpose,n6eHe ypeg6a KommcHje (EY) 2018/291 Qn 26. (4e6pyapa 2018. o H3MjeHH HpoBeA6eHe ypeA6e (EY) 6p. 540/2011 y nor.11ekty 
yc.noBa 3a o4o6peibe aKTHBHe maTepHje 614(1)empaH 

- FlpoBeg6eHe ypeA6a KomlicHje (EY) 2018/309 Qn 1. mapTa 2018. o Henpogyxceffiy oAo6petba axTHBHe maTepHje nporwtHe6, y cic.naay c 
Ype,a6om (E3) 6p. 1107/2009 EBponcKor nap.nameHra H BHjeha 0 craarbamy Ha TpxcHarre cpeacTaBa 3a 3au1rary 614Tha, H 0 H3MjeHH 
Hpanora Hposea6eHoj ype,n6H KomHcHje (EY) 6p. 540/2011 

- HpoBe,n6eHe ype,n6a KomacHje (EY) 2018/524 oA 28. mapTa 2018. o H3MjeHH Hporte,n6eHe ypeA6e (EY) 6p. 540/2011 y nomegy 
npoAymcaba poKa Baxceiba oiko6pen.a aKTHBHHX maTepHja Bacillus subtilis (Cohn 1872) coj QCT 713, anearanaH cojy AQ 713, 

KJI011HpaJIHEI, HH11130,LIHHHJI, gmcuoimpon-11, (1)oceTan, menalmnapHm, MeTKOHa30JI, meTpa(eHoH, nmpHmicap6, 
Pseudomonas chlororaphis coj MA 342, mipHmeTaHan, KBHHOKCH4)CH, pamcyruPypon, crmoca,a, THamonpan, THaMeToxcaM, THpaM, 
TOJIKJI0(1)0C-MeTaTI, TpHKJI01114p, TpHHeiccanaK, TpHTHKOHa3OR H 3HpaM. 

143Mielle H gonyHe CnacKa aKTIIBHHX MaTepHja ,LIO3BOJI)eHilX 3a ynoTpe6y y clarroctiapmaaeyTcicHm cpeAcTBHma cTynajy Ha cHary Hapeatior 

AaHa Qa AaHa goHourea.a. 
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