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JIEJIJETOBAHUM PEIVIAMEHT KOMICII (€C) 2021/2304
Bi 18 sxoBTHA 2021 poky

npo nonopHenHs Persiamenty €Bponeiicbkoro IMapiamenty i Pagu (€C) 2018/848 npaBunamu Bugaui
A0AATKOBMX cepTHdiKaTiB, AKi 32acBiTYYIOTh HeBUKOPHCTAHHS AHTHOIOTHKIB y OPraHivHOMY
BUPOOHMUTBI NMPOAYKTIB TBAPUHHULTBA 3 METOI0 eKCIOPTY

(Texer cTocyerbest €EIN)
€BPOIIEVICbKA KOMICL,
Bbepyuu no yBaru Jlorosip nmpo pyHKmionyBanHs €Bporeticskoro Coro3y,

Bepyun no yBaru PermamenT €spomneticrkoro [Tapmamenty i Pagu (€C) 2018/848 Bin 30 tpasus 2018 poxy
PO OpraHiyHe BHPOOHWIITBO W MapKyBaHHS OpPraHIYHHUX MPOIYKTiB i ckacyBaHHA Permamenty Pamm (€C)

Ne 834/2007 (1), i 30kpema iioro cTarTio 44(2),
OCKiTbKH:

(1) Oxpemi Tperi KpaiHM BHUMAaramTh, MO0 OpraHidyHi TPOAYKTH TBApUHHHIITBA BHUPOOISLIN O3
BUKOPUCTaHHS aHTUO10THKIB. 11100 moNermm T AoCcTymn 10 pUHKIB Y IUX KpaiHax, onepaTopu ado rpynu
omeparopiB y Coro3i, AKi 0aKaloTh €KCIIOPTYBAaTH TaKi MPOMYKTH, MOBUHHI MaTH MOXIIUBICTh JOBECTH

HEBUKOPHCTAHHS aHTUOI0TUKIB OQILIHHUM JOKyMEHTOM.

(2) Ha mincragi crarti 35 Permamenty (€C) 2018/848 koMmneTeHTHI opranu a0o, y BIJAMOBITHUX BHUITaKaX,
YCTAHOBHM KOHTPOJIIO UM OPTaHHW KOHTPOJIO IMOBHWHHI HamaBaTH cepTH]ikar Oyab-sIKOMY oreparopy ado
IpyIIi ONepaTopiB, sIKi MOBIIOMWIIM PO CBOIO JiSUTBHICTB 1 JOTPUMYIOTHCS BUMOT 3rafiaHoro Permamenry.
106 3acBimuuTH, MO OPTaHivHI MPOAYKTH TBAPUHHUIITBA BUPOOIICHI 0€3 BUKOPUCTAHHS aHTHOIOTHKIB,
omeparop ab0 Tpyma ONeparopiB MOBMHHI MaTd MOXIIMBICTh 3BEPHYTHCS JO TaKUX KOMIIETEHTHHX
opraHiB a00, y BIOIOBIIHMX BHUIAQJKaX, JO YCTAaHOB KOHTPOJIO UM OpPraHiB KOHTPOJIO 3 3alUTOM IIPO
BHJIaUy TOJIATKOBOTO cepTUdikaTa. HeoOXiqHO BCTAHOBUTH 3pa30K TAKOTO TOJATKOBOTO cepTHdikaTa.

(3) 3 meroro 3abe3neucHHs SCHOCTI Ta FOPHUIUYHOI BU3HAYCHOCTI el PermaMeHT 3acTOCOBYEThCS 3 JaTH
3actocyBanns Pernmamenty (€C) 2018/848.

YXBAJIUJIA LIEV PETJIAMEHT:

Cmamms 1

HonarkoBuii cepTudikar, sxmii 3acBiguy€e HeBUKOPUCTAHHS AaHTHOIOTUKIB y OpraHiyHoMy

BHUPOOHMUTBI NPOAYKTIB TBADUHHUITBA 3 METOI0 €KCIIOPTY

Ha 3amuT oneparopa abo rpynu oneparopis, siKi BKe MatoTh cepTudikaTt, 3a3HaueHuil y ctarti 35 Permamenty
(€C) 2018/848, BimnmoBimHWI KOMIETCHTHHI OpraH abo, y BIONOBIIHMX BHITAJIKaxX, BIIMOBiIHA yCTaHOBA
KOHTPOJIIO YM OpPraH KOHTPOJIO BHJIA€ NONATKOBMH cepTU(iKaT, SIKMH 3acBiauye, mo omepatop abo rpymna
oreparopiB BUPOOWIIM OpraHiuHi MPOXYKTH TBAPUHHHUIITBA 0e3 BUKOPHCTAHHS aHTHUOIOTHKIB, SKIIO TaKWi
ceprudikar HEOOXIMHWH I EKCIOPTYBAaHHA IUX MPOAyKTiB i3 Corody. 3pa3oK TakKoro JIOIAaTKOBOTO

cepTu(ikaTa BCTAHOBJICHUH y JOAATKY 10 IIbOTO PernmameHTy.

Cmamms 2
Ha6yTTst YynHHOCTI Ta 3aCTOCYyBaHHSA

Ilett Permament HaOyBae UYMHHOCTI Ha TpeTid AeHb michs Horo myOmikamii B Ogiyitinomy GicHuxy

Esponeiticbkozo Cor3y.


https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32021R2304&from=EN#ntr1-L_2021461EN.01000201-E0001

Bin 3actocoByethest 3 1 cians 2022 poxky.

Leit PermameHnT 000B’s3k0BUI y MOBHOMY 0OCS3i Ta MiuIArae mpsiMOMY 3aCTOCYBaHHIO B

yCiX JepikaBax-ujicHax.

Buuneno y bprocceni, 18 xoBtHs 2021.
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3a Kowmiciro

Ipezuoenm

Ursula VON DER LEYEN

JIOJIATOK

JTONATKOBU CEPTU®IKAT, AKHU 3ACBIITUYE€ HEBUKOPUCTAHHS AHTUBIOTHUKIB ¥
OPTAHIYHOMY BUPOBHUITBI ITPOAYKTIB TBAPUHHUMITBA 3 METOIO EKCIIOPTY

1. lokyMeHT HOMED:

2.(6ubepimv nompidne)
—Omepatop

—I'pyna omeparopis

3. HaiimeHnyBaHHS Ta agpeca oreparopa abo TpyITH ONepaTopiB.

4.HaiimenyBaHHS Ta agpeca
KOMIICTEGHTHOTO  Oprany  abo, |
BIAMOBITHUX  BUMAJKaX, YCTAaHOBH
KOHTPOJIIIO YH OpraHy KOHTPOIIIO
oreparopa abo TpyIu OIeparopis, |
KOZIOBUI HOMEpa Y BHIIAJKy YCTaHOBH

KOHTPOJIIO YU OpraHy KOHTPOJIIO:

2018/848 3rigHo 3 mogarkoM VI mo sramanoro PeritameHTy:

5. Homep ceprudikara, BugaHoro omneparopy abo rpyIi onepaTopis Ha mijacrasi crarti 35 Permamenty (€C)

et cepTrdikar BumaHUil Ha 3aCBiUEHHS TOTO, IO Oreparop abo rpyma oneparopis (6ubepims nompibne) BUPOOHB

(BupoOMIa) Taki OpraHiuHi MPOIYKTH TBAPHHHUNTBA O€3 BUKOPUCTAHHS aHTHOIOTHKIB:

6. Jlara, micre:

BUIATH cepTH(]IKAT:

[pi3BuIIe, iM’s Ta MiANKC BiJl iIMEHI KOMIETEHTHOTO OpraHy, abo, y
Bi/IMOBIIHUX BUMA/AKAX, YCTAHOBH KOHTPOJIIO a00 OpraHy KOHTPOIIO, IO

7.JonatkoBuii ceprudikar mIHCHUN 3
.......... [6cmasme oamy] 1o..........
[6cmasme damy)
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