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HOPMATVBHO-MPABOBbBIE AKTbI

JENETVPOBAHHOE PEMY/IMPOBAHVE KOMUCCKUW (EC) 2021/2304

oT 18 okTa6psa 2021 r.

fononHeHue PernamenTa (EC) 2018/848 Esponerickoro napnameHTa n CoseTa Npasuaamu o Bbljaye A0NOAHUTENbHBIX CepTUPUKATOB,
YAOCTOBEPSAIOLLMX HEVCMOb30BaHe aHTUBMOTMKOB NPU OPraHMYeckoM NpPov3BOACTBE NPOAYKTOB XNBOTHOIO MPOUCXOXAEHNUS C LieNbio

sKcnopTa

(TekcT, UMetoLLniA oTHOLLEHWe K E33)

EBPOMEVICKAA KOMNCCWS,

MpviHVMas Bo BHUMaHWe [loroBop o $pyHKLMOHMPOoBaHMM EBponelickoro Cotosa,

MprHUMas Bo BHMMaHWe PernameHT (EC) 2018/848 EBponelickoro napnameHTa n CoseTta ot 30 Mas 2018 roga 06 opraH1M4eckom NPON3BOACTBE Y MapKUPOBKe
OopraHnyeckux npoAykToB n otMeHy PernameHTta Coseta (EC) Ne 834/2007 (1), n, B 4acTHOCTH,
CTaTtbs 44(2) 3TOro 3aKoHa,

Torpaa Kak:

Q)] HekoTopble TpeTby CTpaHbl TPe6YHOT, UTO6bLI OpraHnYeckme NPOAYKTbl XMBOTHOrO MPOVCXOXAEHVS MPOU3BOANNCEL 6€3 NCMO/b30BaHNS
aHTNBMOTMKOB. YTO6LI 06N1erymnTh A40CTYN K PbiHKaM 3TUX CTPaH, onepaTopsl UK rpynnbl onepaTopos B EBpOCoto3e, XenatoLe 3kcnopTuposaTth

Takue NpoAyKTbl, AO/DKHbI MMEeTb BO3MOXHOCTbL A0Ka3aTb HENCNO/Ib30BaHVe AHTU6MOTMKOB nocpeAacTBOM O¢I/ILI,I/IaI'IbH0r0 AOKYMeHTa.

(2) B cooTBeTcTBMM CO cTaTheli 35 PernamenTa (EC) 2018/848, KOMNeTeHTHbIE OpraHbl WA, NPY HEOBXOANMOCTI, KOHTPOVPYIOLLME OPraHbl UNn
KOHTPONMPYIOLLME OpraHbl A0/MKHbI NPeA0CTaBUTL cepTUdMKaT N6OoMy onepaTopy UK rpynne onepaTopos, KOTOPbIe YBeAOMUAN O CBOEeN
[eATeNLHOCTU 1 cobntoaatoT ee. PerynnposaHue. YTobbl y40CTOBEPUTh, YTO OpPraHnYeckmne NpoAyKTbl XKMBOTHOMO MPOVCXOXAEHUA MPON3BOAATCS
6e3 11Cno/Ib30BaHNA aHTUBVOTNKOB, OMEepaTop UAW Fpynna onepaTopoB A0/KHbI UMETb BO3MOXHOCTb 3aMPOCUTL Y 3TUX KOMMETeHTHbIX OpraHoB
VNN, NPV HEOBXOANMOCTH, Y KOHTPONMPYIOLLIMX OPraHOB MIN KOHTPONMPYIOLLMX OPraHOB BbiAayy AONONHUTENLHOrO cepTuduKaTa. JonxeH bbiTb

yCTaHOBNEH 06paseL, 3TOro AOMOHUTENBHOTO cepTUdUKaTa.

(3) B nHTepecax ACHOCTV 1 NPaBOBOWA OMpeAeNeHHOCTM HACTOALLMIA PernameHT Ao/xeH NPUMEHATLCA C AaTbl PMMeHeHns PernamenTa.
(EC) 2018/848,

MPUHAN HACTOALLIEE MOSTOXEHWME:

CraTbsi 1

JlononHnTeNbHbIN CepTI/Id)VIKaT, I'IO,CI,TBep)Kp,a}OUJ,VIVI Hencnonb30BaHVe aHTUBNOTUKOB npv opraHN4YeCckoM NPou3BOACTBE MPOAYKTOB XXNBOTHOIO
NPOUNCXOXAEHUSA C LieNIbko 3KCnopTa.

Mo 3anpocy onepaTtopa Vax rpynmnbl ONepaTopos., yXe NMetoLMX cepTudUKaT, ykasaHHbIN B cTaTbe 35 PernamenTa (EC) 2018/848, cOOTBETCTBYHOLLMIA
KOMIMETEHTHbI OpraH 1au, Npy HEO6XOANMMOCTY, COOTBETCTBYHOLLMIA KOHTPONMPYIOLLWMIA OpraH 1N KOHTPOAVIPYIOLLIA OpraH, BblAAeT AOMONHUTEbHbI
cepTdVKaT, yA0CTOBEPSIOLLMIA, YTO OMepaTop VAU rpyrna orepaTopoB NPOV3BEN OPraHNYecKyto MPOAYKLMIO XNBOTHOTO MPOUCXOXAEHs 6e3
MCMO/b30BaHNUS aHTUBMOTMKOB, €C/IN TaKol CepTUGMKAT HEOBXOAUM /ISt Lieeld SKcnopTa 3Toli NpoAyKumn 13 Cotosa. O6paseL, 3TOro AOMoSHUTEbHOTO

cepTdmrKaTa NpuBeeH B MPUOXKEHUN K HACTosILLLeMY PerfiameHTy.

(1)0JL150, 14.6.2018, cTp. 1.
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CraTba 2

BcTynneHwe B cuny v nprMeHeHne

Hacroswwii PernameHT BCTynaeT B CUy Ha TPeTUIA AeHb nocse ero nybnmkaumm B OduumansHom xypHane Esponerickoro Cotosa.

OH npuMeHseTca ¢ 1 aHBapsa 2022 roga.

Hacroawwit PernameHT aBnsieTca o6s3aTeNlbHbIM BO BCEIl CBOE MONHOTE 1 MOANEXWT NPAMOMY NPUMEHEHII0 BO BCeX rocyaapcTeax-yneHax EC.

CosepLueHo B bptoccene 18 oktsibpsa 2021 .

Ana Komucecmn
Mpe3ngeHT

Ypcyna ®OH JEP JIEVEH
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NPUNOXEHWE

LOMONHUTENBHbIV CEPTU®UKAT, MOATBEPXKAAIOLLMI HENCMONb30BAHVE AHTUBUNOTUKOB B OPFAHUYECKIX
NMPON3BOACTBO NMPOAYKLUNN XMBOTHOBOACTBA B LIE/IAX SKCMOPTA

1. Homep gokymeHTa: 2. (BbIGEPUTE NO HEOBXOANMOCTM)
— Onepatop
— I'pynna onepaTtopos

3. Vimsi 1 agpec onepaTtopa U rpynnsl onepaTopos: 4. HazBaHve nfagpec KOMNETEHTHOro opraHa vau, Npu Heo6XoANMOCTH,
KOHTPOJIMPYIOLLLEr0 OpraHa Wamn opraHa KOHTPOo/s oreparopa
VAV TPYMMbl ONepaTopoB 1 KOAOBLIV HOMep B Cy4ae
KOHTPOJ/IMPYIOLLLEro OpraHa Wimn opraHa KOHTPos. Teo:

5. Homep fokymeHTa cepTudumKaTa, NpeAocTaBIeHHOro onepaTopy Wiu rpynne onepaTopos B COOTBETCTBMM CO cTaTkbeli 35 PernameHTa
(EC) 2018/848 B cooTBeTCTBUM C [pUnoxeHnem VI K sTomy PernameHty:

3TOT cepTUMKAT BbIAAH A1t NOATBEPXKAEHNSA TOrO, YTO OMepaTop UK rpyrna onepaTopos (BbiGepuTe No HEO6XOAVMOCTY) MPOU3BOAVAN CNejytoLne

opraHunyeckue npoAyKTbl XXMBOTHOI0 NPONCXOXAeHUA 6€3 NCMoNb30BaHNS aHTUBNOTHKOB:

6. JaTta, mecTo:

VM5 1 NOAMNCE OT MMEH KOMMETEHTHOTO OpraHa, BbIAABLIero 7. fononHuTenbHbIl cepTUdMKAT AeACTBUTENEH C......... [ykasaTb
JMLEH3NI0, YAV, NIPY HEOBXOAMMOCTY, KOHTPOMPYIOLLErO OpraHa £3TY] 10w lykasaTb aaty]
WA OpraHa KOHTpOs:




