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JIEJTJETOBAHUWM PEIJTAMEHT KOMICITI (€C) 2021/2304
Bia 18 :xoBTHS 2021 poky

npo nonoBHeHHs1 Pernamenty €Bponeiicbkoro Ilapnamenty i Pagu (€C) 2018/848 npaBunamu Buaayi
aoAaTKoBHUX cepTUudikariB, AKi 3acBiTUyI0Th HeBUKOPUCTAHHA AaHTHOIOTUKIB Y OpraHiyHoOMYy
BHPOOHHMITBI NPOAYKTIB TBAPHHHUITBA 3 METOI0 eKCIOPTY

(Texer cTocyeTbes €EIN)
€BPOIIEVICbKA KOMICL,
Bbepyun no ysaru [orosip mpo ¢yHkIioHyBaHHS €Bponeiicskoro Coro3y,

Bepyun no yBaru Permament €Bponeiicekoro [lapmamenty i Pagn (€C) 2018/848 Bin 30 tpasus 2018 poky
PO OpraHiuHe BUPOOHHULTBO i MapKyBaHHSA OpraHidYHHMX HPOAYKTIB i ckacyBaHHA Pernamenty Pamm (€C)
Ne 834/2007 (1), i 30xpema iforo crartio 44(2),

OCKIUIBKH:

(1) Oxpemi Tperi KpaiHM BHMararmTh, 00 OpraHiyHi TPOAYKTH TBAapUHHUITBA BHUPOOIsIM 0Oe3
BUKOpUCTaHHS aHTUO10TUKIB. 11100 monermuTi 10CTyn 0 PHHKIB y IUX KpaiHax, oneparopu abo rpymnu
oneparopiB y Corosi, siKki 0axaroTh €KCIIOPTYBaTH TaKi MPOAYKTH, IOBUHHI MaTl MOJIMBICTH JOBECTH

HEBUKOPHCTAHHS aHTHOIOTHUKIB OQII[ITHIM JOKYMEHTOM.

(2) Ha mincrasi crarti 35 Permamenty (€C) 2018/848 xoMrieTeHTHI OpraHu a0o, Y BIAIOBIHUX BUITJKaX,
YCTaHOBH KOHTPOJIO YW OPTraHH KOHTPOJIO MOBWHHI HajiaBatu cepTH(IKar OyJb-sKOMy orepaTtopy abo
TPYIIi ONepaTopiB, AKi MOBITOMHIIH PO CBOIO MisIIBHICTD 1 JOTPUMYIOTECS BUMOT 3rajlaHOTO PermamenTy.
[I1o0 3acBigunTH, 110 OpraHiyHI MPOAYKTH TBApUHHMIITBA BUPOOJIEHI 6€3 BUKOPUCTAaHHS aHTHO10THKIB,
oreparop abo Trpyma OMepaTopiB MOBHHHI MaTH MOXJIMBICTh 3BEPHYTHCS JIO TaKHUX KOMITETCHTHHX
opraHiB abo, y BiANOBIJHUX BUMAJKaX, O YCTAaHOB KOHTPONIO YW OPraHiB KOHTPOIIO 3 3allUTOM IIPO
BUJaYy JOMaTKOBOTO cepTr(ikara. HeoOXiqHO BCTAHOBUTH 3pa30K TaKOTO AOAATKOBOTO cepTH]ikara.

(3) 3 metoro 3abe3nedeHHs SICHOCTI Ta IOPUIMYHOT BH3HAYEHOCTI Led PernmameHT 3acTOCOBYEThCS 3 JaTH
3acrocyBaHHs Permamenty (€C) 2018/848.

VXBAJIWJIA LIEU PETJIAMEHT:

Cmamms 1

JoparkoBuii ceprudikar, sikuii 3acBiiuye€ HeBUKOPUCTAHHS AHTUOIOTUKIB y OpraHiuHomy

BHPOOHMUTBI NPOAYKTIB TBAPHHHUILTBA 3 METOI0 eKCIOPTY

Ha 3ammut oneparopa abo rpymu orreparopis, sIKi BXe MarOTh cepTh(iKart, 3a3HaueHui y ctarTi 35 Permamenty
(€C) 2018/848, BimnmoBigHWH KOMIETEHTHHH opraH a0o, y BIINOBIIHHMX BWIIAJKAaX, BIIMOBiJHA yCTaHOBA
KOHTPOJIIO UM OPraH KOHTPOJIO BHAAE TOJATKOBHH cepTH(IKaT, KU 3acBiquye, IO omeparop abo rpyma
oreparopiB BUPOOHIIM OpraHiuHi MPOAYKTH TBAPUHHUITBA O€3 BUKOPUCTAHHS AHTHOIOTHKIB, SIKIO TaKUW
ceprudikaT HEOOXIAHMH s eKCHOPTyBaHHA IMX MNpoAykTiB i3 Coro3y. 3pa3oKk Takoro J0IaTKOBOTO

cepruikaTa BCTaHOBJICHHH y JOAATKY 10 I[bOro PernmameHTy.

Cmamms 2
Ha6yTTs1 ynHHOCTI Ta 3acTOCYyBaHHSI

Lleit Permament nHaOyBae YHHHOCTI Ha TpeTi OeHp michs Horo myOmikauwii B Ogiyitinomy 6icHUKY

Esponeticorkozo Coro3y.



Bin 3actocoByetnes 3 1 cians 2022 poky.

Lleit PermameHT 00O0B’s3KOBUI y MOBHOMY 00Cs3i Ta mimarae mpsSMOMY 3acTOCYBaHHIO B

yCiX AeprkaBax-wieHax.

Bunneno y bproccerni, 18 sxoBras 2021.

3a Komicio

Ipezuoenm

Ursula VON DER LEYEN
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JOJATOK

JIOJIATKOBU CEPTU®IKAT, AKAN 3ACBIJTYY€E€ HEBUKOPUCTAHHSA AHTUBIOTHUKIB ¥
OPTAHIYHOMY BUPOBHUITBI ITPOAYKTIB TBAPUHHUIITBA 3 METOIO EKCIIOPTY

1. JJoxymeHT HOMED:

2.(6ubepimb nompione)
—Omneparop

—I'pyna oneparopis

3. HalimenyBaHHs Ta azgpeca orneparopa abo TpyIu ONepaTopis.

4.HalimenyBaHHA Ta aapeca
KOMIIETCHTHOTO  Ooprany  abo,
BIAMOBITHUX  BWIIANKAX, YCTAaHOBH
KOHTPOJIO YU OpraHy KOHTPOIIO
oreparopa abo TpynH Omneparopis, i

KOJIOBHH HOMEpa y BUNAIKY YCTAaHOBHU

KOHTPOJIIO YU OPraHy KOHTPOJIO:

2018/848 3rizno 3 mogarkoM VI go 3raganoro Permamenty:

5.  Homep ceprudikara, BugaHoro oneparopy abo rpymi oneparopiB Ha mijactasi crarti 35 Pernamenty (€C)

[eit cepTudikar BunaHU Ha 3aCBITYEHHS TOTO, 1[0 ONEpaTop abo Tpyma oneparopis (udepims nompibre) BUPOOHUB

(BupOOMIIA) TaKi OPraHiyHi MPOAYKTH TBAPHHHHULTBA O¢3 BUKOPHCTAHHS aHTHOIOTHKIB:

6. lara, micue:

[pisBuIie, iM’s Ta MiAIKC Bi IMCHI KOMIICTEHTHOTO Oprany, abo, y
BiAMOBITHUX BUIAIKAX, yCTAHOBH KOHTPOJIO 200 OpraHy KOHTPOJIIO, IO

BHIATH CEPTU(IKAT:

7. JlonarkoBuii ceprudikar HidCHUN 3

[6cmasme damy]




