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PEHIEHUE HA CBbBETA

oT ...

3a HAa3HAYaBaHe¢ HA YCTHUPUMA YWICHOBEC HA YIIPABUTC/IHUA CbBET

Ha EBponeiickara areHius 1o Jiekapcraara

CBHBETHT HA EBPOITEMCKHS ChIO3,
Karto B3e npeasuj JloroBopa 3a pyHKIHOHMpaHETO HAa EBponeiickus cbio3,

karto B3e npensu Pernmament (EO) Ne 726/2004 na EBpornelickust mapiaMeHT 1 Ha CbBeTa OT
31 mapt 2004 r. 3a ycTaHOBsIBaHE Ha npoueaypu Ha Cbhro3a 3a pa3pelliaBaHe U KOHTPOJI Ha
JIEKapCTBEHM MPOJIYKTH 3a XyMaHHa ynorpe0a u 3a cb3aBaHe Ha EBponeiicka areHuus mno

nexapcrBaral, u no-cnenuanto wien 65, maparpag 1 ot Hero,

KaToO B3€ MMPCABHUA CIIMCBKA C KaHAUJAATH, ITPCACTABCH Ha CsBera oT EBpOHefICKaTa KOMHUCHA Ha

5 ¢eBpyapu 2025 1.,

KaTo B3€ IPEJIBU]] CTAHOBUIIIETO, U3pa3eHo oT EBpornelickus mapiaMeHT ¢ nucMo ot 20 anpui

2025 r.,

1 OB L 136, 30.4.2004 1., ctp. 1, ELI: http://data.europa.eu/eli/reg/2004/726/0;j.
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KaToO nMa MnpeaBui, 4uc:

(1

2)

G)

B cvoTBercTBUE ¢ wiieH 65, naparpad 4 ot Pernament (EO) Ne 726/2004 manaatsT Ha
YJICHOBETE Ha yIIPAaBUTEIHUA CbBeT Ha EBponeiickara areHius 1o jekapcrBara (HapuuaH
H0-701Y ,,YIPaBUTEIHUAT ChBET ), KOUTO NOHACTOSAIIEM Ca Ha CIy»k0a, u3TH4a Ha 14 1oHu
2025 r. UneHoBeTe Ha yIIpaBUTEIHUS ChBET, YUHTO MaH/aT 3anoyBa Ha 15 rouu 2025 1., ce
Ha3HayaBaT B CbOTBETCTBUE C IIPOLIEAypaTa 3a HOMUHUPAHE U HA3HA4YaBaHE, yCTAHOBEHA B

Pernament (EO) Ne 726/2004.

Unen 65, maparpad 1, Bropa anmunes ot Pernmament (EO) Ne 726/2004 usncksa
VIIPaBUTETHUAT ChBET Ja BKJIFOYBA J[BaMa MIPECTABUTEIIN HA OPTaHU3AINH Ha
MAIUEHTHUTE, SANH MTPEICTABUTEN HA JICKAPCKUTE OPraHU3alluu U SIUH MPEACTABUTEI Ha
OpraHU3alMUTe Ha BETEPUHAPHUTE CICIMATUCTH. Te31 YICHOBE HA YIIPABUTEIHHS ChBET
ce Ha3HauaBaT oT CbBeTa, clie]] KOHCyNnTalus ¢ EBponeiickus mapiaMeHT U Bb3 OCHOBA Ha
CIUCHK, M3TOTBEH OT KoMmucHsITa, KOHTO BKIIFOUBA 3HAYUTEITHO MO-TOJISIM Opol KaHIUAaTH
OT MIPEIBHJICHUTE 3a 3a€MaHEe JUTHKHOCTA. MaHIaThT UM € TPU TOJUHH U MOXKE Ja ObJIe

IIOJHOBsIBAH.

Komucusita M3roTBu Cuchk ¢ KauauaaTu u Ha 5 ¢eBpyapu 2025 1. ro IpeacTaBu Ha
CopBera. Crieql mokaHa 3a U3pa3siBaHE Ha HHTEPEC KaHUJaTUTE, BKIIOUYEHH B TO3U CIIUCHK,
0s1xa n30paHy Bb3 OCHOBA Ha €KCIEPTHATa UM KBAIH(UKAIUS, IIUPOKUS CIIEKTHP Ha
€KCIIEPTHUSI UM OINMT B CHOTBETHATA 00JIaCT, KAKTO U €KCIIEPTHUTE MO3HaHUs B cdepara Ha
YIIPaBJIEHUETO U ONUTA UM B 00JIACTTa Ha JIEKAPCTBEHUTE MPOAYKTH 32 XyMaHHA WIIH

BeTepuHapHa ynorpeoa.

8150/25

LIFE.5 BG



4

[IpencraBenust or Komucusira cnuchbk Oeie pasriead ¢ orjie] Ha3HayaBaHeTo Ha
YeTHpHUMa YJICHOBE HA YIIPABUTEIHUS CHBET, MPEACTABISBALIN IPAXKIAHCKOTO OOIIECTBO,
Bb3 OCHOBA Ha IpeJocTaBeHara oT KomucusaTa JoKyMeHTaIMs U IPEJBH] CTAHOBUILETO,
u3paszeHo ot EBponeiickus napiaament. C Ha3HAYaBaHETO HA TE3H WICHOBE C HACTOSIIOTO
pELICHUE CHIO TaKa Ce TAPAHTHPA, Y€ YIPABUTEIHUAT ChBET pa3Ioiara ¢ Hail-BUCOKOTO
HUBO Ha CIICIUAIM3MPaHa KBATH(UKALUS, ITUPOK CIIEKTHhP Ha €KCIIEPTEH OMHT B
ChOTBETHATa 00JIaCT U BB3MOKHO Hali-IIUPOKO reorpadcko npeacraButenacTso B Cpro3a,
KaKTO U C eKCIIEPTHH MTO3HAaHMA B cpepara Ha YIpaBICHUETO U ONHUT B 00acTTa Ha

JIEKapCTBEHUTE MIPOJYKTH 3a XyMaHHA U BETEpUHApHa ynorpeoa,

[TPUE HACTOAIIOTO PEILLIEHMUE:
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Ynen 1

ITocouenute no-a0iy IULa ce Ha3Ha4YaBaT 3a YICHOBE HA yIIPaBUTEIHUA CbBeT Ha EBponeiickara

areHIys 1o JIEKapCTBaTa 3a CPOK OT TPHU TOJIMHU, CUUTAHO OT 15 ronu 2025 r.:

OPI'AHU3ALIMU HA JIEKAPCKU %Pg%};gili%%%,?ﬁ
[MAIIMEHTUTE OPI'AHU3 AU CIIELIMAJTICTH
I'-u Marko KORENJAK I'-u Denis LACOMBE I'-a Christophe BUHOT
I'-xa Virginie HIVERT
Ynen 2
Hacrosmoro pemnienue Biv3a B cuja B JISHSI Ha IPUEMAHETO MY.
CbCTaBEHO B ...
3a Cveema
IIpeoceoamen
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