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PEILIEHUE HA CBHBETA
or 15 mait 2025 romuHa
32 Ha3HauaBaHe Ha YeTHPUMA YWICHOBE Ha yNpPaBUTETHMUs ChBeT Ha EBpomeiickara areHIms nmo meKapcrsara

(C/2025/2818)

CBBETBHT HA EBPOIIEMCKMS CBIO3,
Karo B3e mpemsun [JoroBopa 3a yHKIMOHMpPaHeTO Ha EBporeiickus cbio3,

karo B3e npemsur Pernament (EO) Ne 726/2004 na Epomnerickust mapiament u Ha Cbera ot 31 mapr 2004 1. 32 ycraHOBsIBaHE Ha
npouerypy Ha Cbi03a 33 paspelaBaHe ¥ KOHTPOI Ha JIEKAPCTBEHNM MPOIYKTM 3a XyMaHHa yrotpeba u 3a ch3fasaHe Ha EBporericka
areHuys Mo JekapeTata ('), M Mo-CrelyanHo wieH 65, maparpad 1 ot Hero,

KaTo B3¢ IPEMBII CIVMCHKA C KaHmMIaTy, mpencraBeH Ha CpBera ot EBpormeiickara komucyst Ha 5 despyapu 2025 .,
KaTo B3¢ IIPEIBUI CTAHOBMILETO, M3pa3eHo OT Epponerickus naprmament ¢ micMo ot 20 anpun 2025 r.,
KaTo ¥Ma MpemBuL, de:

(1) B crotBercTBue ¢ witer 65, naparpad 4 or Permament (EO) Ne 726/2004 MaHmarhT Ha uiieHOBETe Ha yIPABUTETHISI ChBET Ha
Eporeiickara areHuus 1o jeKapcTsara (HapuyaH MO-IOITY ,yTPaBUTENHISIT ChBET“), KOMTO MOHACTOSIIEM Ca Ha CIyx0a,
u3Tiya Ha 14 1onn 2025 1. UneHoseTe Ha yIIpaBUTEIHMSA CbBET, YMITO MaHIAT 3an0usa Ha 15 1onn 2025 r., ce Ha3HayaBar
B CHOTBETCTBYE C TPOLIEAYpATa 32 HOMMHMPAHE M Ha3HAYaBaHe, ycTaHoBeHa B Permament (EO) Ne 726/2004.

2 Ynen 65, naparpad 1, Bropa anmusest ot Permament (EO) Ne 726/2004 m3ycksa yrpaBUTENHMST ChBET 13 BKITIOUBA [IBaMa
TpeACTaBUTeNN Ha OpraHM3alMM Ha MalyeHTUTe, e1H MpecTaBUTeN Ha JIeKapCKuUTe OpraHM3aliy M eMH IpefcTaBuTeN Ha
OpraHM3alMuTe Ha BETEPUHAPHMUTE CIEUMAnuCTH. Te3yu uneHOBe Ha YHpaBUTENHMS ChBET ce Ha3HauapaT oT CbBeTa, Criell
KOHCynTauys ¢ EBpomeiickysi napiamMeHT M Bb3 OCHOBA Ha CIVCBK, M3TOTBeH OT KoMucysTa, KOMTO BKIIIOYBA 3HAUYMTEITHO
no-rofsiv 6poit KaHMAATH OT NPEIBMACHNTE 33 3aeMaHe THKHOCTM. MaHEATBT MM € TPU TONMHM M MOXe ma Obme
TIOIHOBSIBaH.

(3) Komyicusita m3roTsy Crmchbk ¢ Kannuaati v Ha 5 gespyapu 2025 r. ro npercrasyu Ha Cbera. Ciell OKaHa 3a u3passsaHe Ha
MHTEpeC KaHIMIATHUTE, BKIIOYEHN B TO3M CIMCBK, OsiXa M30paHM Bb3 OCHOBA HA EKCIIEPTHATA MM KBalM(MKALMs, WMPOKUS
CIeKTbp Ha eKCIePTHIS MM OIUT B ChOTBETHATA 007IACT, KAKTO M eKCIIEPTHIUTE MIO3HAHNS B CpepaTa Ha yIpaBIieHUETO U ONNTa
UM B 00J1acTTa Ha JIeKapCTBEHNUTe MPOIYKTY 33 XyMaHHA WM BeTepUHAPHA yrnorpeda.

(4)  Tpencrasenysr or Kommcusra cmcbk Oelile pasriefaH ¢ OIIe[] HA3HAYABAHETO HA YETMPMMA WICHOBE HA YIIPABUTEITHNS
CbBeT, TPEICTABIIABALLY IPAKIAHCKOTO OOLIECTBO, Bb3 OCHOBA HA IIPENOCTABEHATA OT KOMMCMATA DOKYMEHTALVS M NPEeIBU
CTaHOBMILETO, M3pa3eHO oT EBpomeitckyst maprnamenT. C Ha3HAYaBaHETO Ha Te3U 4IIEHOBE C HACTOSIIIOTO PelleHye ChIIO TaKa
Ce TapaHTHpa, Ye YIPABUTEITHUAT CbBET PA3IIONara ¢ Hail-BUCOKOTO HIMBO Ha CIELMANM3NPaHa KBaTM(UKALS, WIMPOK CIIEKTHP
Ha eKCIepTeH OMNUT B ChOTBETHATA OONACT M BB3MOXKHO HAJi-IIMPOKO reorpadcko mpencraButenctso B Chio3a, KaKTo U C
eKCIIepTHY NO3HaHMSI B cdepara Ha YIpPABNEHMETO ¥ ONMT B OOJAacTTa HA JIEKAPCTBEHMTE IPOIYKTM 33 XyMaHHa
1 BeTepuHapHa yrotpela,

[TPME HACTOSIIOTO PELIEHME:

Ynen 1

[locouenure no-1oiy JMIA Ce HA3HAYABAT 3a WICHOBE Ha YNPABUTEIIHMA ChBET Ha EBpomneiickaTa areHLMs 110 JIEKapCTBaTa 3a CPOK OT
TPY TOOMHM, CUUTaHO OT 15 1omm 2025 1.

OPTAHU3ALIMM HA BETEPMHAPHUTE

OPTAHM3ALMN HA TAUMEHTUTE JIEKAPCKI OPTAHU3ALIN CIELMATIUCTY

T-# Marko KORENJAK [-1 Denis LACOMBE T-u Christophe BUHOT
I-xa Virginie HIVERT

()  OBL 136, 30.4.2004 r., ctp. 1, ELL: http://data.europa.eu/eli/reg/2004/726/oj.
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Ynen 2

Hacrosimoro penieHne BiM3a B CUila B ICHSA Ha IIPUEMAHETO MY.

CpcrapeHo B bprokcen Ha 15 mait 2025 ronmHa.

3a Cesema
Ipedcedamen
M. BARANOWSKI
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