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® MMUHUCTEPCTBO Ha 3eMeAeNNeTo U XpaHuTe
BbAarapcka areHuuMsa no 6e30nacHOCT Ha XpaHuTe

Ceprudpukar Ne: 174/2024/GMP
CEPTUD®UKAT 3A JOBPA ITPOU3BOJACTBEHA ITPAKTUKA /IIIT1/

HA MPOU3BOAUTEJI 12

Yact 1

HN3nanen cien MHCHEKNMs ChIVIACHO M3MCKBaHUATA HA 4. 94 ot Pernament (EC) 2019/6 na
EBponeiickust Ilapaament u Ha CbBeta ot 11 nexemBpu 2018 roqiuHa 0THOCHO BeTepHHAPHHUTE
JIEKAPCTBEHU NPOAYKTH

KomnerentHusT opran Ha PenyOnvka bbirapus moTBbpIKaaBa CIeIHOTO:

[IponsBoauTensaT Ha BeTEpUHAPHHU JIEKapCTBEHH NMPOAYKTH “BeTrepuHapcku 3apoa — Cydornna” AJl
Anpec Ha obOekta: rp. Cpncka Hpusa 23220, ya. Iapruzancka Ne 4a, Peny6imka Coppous e
WHCIIEKTUPAaH CBIJIACHO HAIMOHAJHATAa HMHCHEKIMOHHA IIporpaMa BBB BpPb3Ka C paspelicHHe 3a
MIPOM3BOJICTBO/BHACSIHE Ha BETEpUHAPHH JeKapcTBeHH NpoaykTu Ne 26 ot 19.05.2023r., nuzganeHo Ha
“bBOBAJI - BOAIXKUEB” OO/, che cenanuiiie u afpec Ha ynpasienue: briarapus, rp. 3natuma 2080, yi.
,Kamrana” Ne 13, B cpotBercTBHe ¢ wi. 88 ot Permament (EC) 2019/6 m ciemHOTO HAaIIMOHAIHO
3aKOHOJATENCTBO: Wi. 316, anm. 1 or 3akoHa 3a BeTEpUHAPHOMEIMIIMHCKATA JACHHOCT, 00H., JIB, 87 ot
1.11.2005 r. B cuna ot 1.05.2006 1.

Ot I/IH(i)OpMaHI/IﬂTa, IMoJry4cHa 1o BpEMC Ha nocJjieaAHaTa MHCIICKIUA Ha IIPOU3BOAUTEIIA, U3BHPIICHA HA

29. 03. 2024 r., ce cunta, Ye MPOU3BOAUTEIAT OTrOBaps Ha MpuHIUUTe 1 Hacokute 3a [I1I1, onpeneneHu B
Jupextusa 91/412/EEC?,

Hacrosmusar ceprudukar oTpasssa ChCTOSHAETO Ha IPOU3BOJICTBEHHS OOCKT B MOMEHTA Ha U3BHPIIBAHE Ha
[I0COYEHATa M0-TOpe MHCIEKIMS U HE OTpa3siBa ChbCTOSHUETO HA CHOTBETCTBHUE, aKO Ca M3MUHAJIM ITOBEYE OT
TpY TOAMHH OT JaTara Ha Ta3u uHcnekuus. [leprona Ha BaIMIHOCT MOXe J1a Obe ChKPAaTeH WIIN YABIKCH
CBIVIACHO NPUHIUIIUTE 3a YHNPaBJICHHUEC Ha PUCKAa M CJICO BIIMCBAHC HAa CHOTBETHUTC OI'PaHUYCHUA WIIN
MOSICHEHHUS B ONPECITICHOTO I0JIE 32 3a0€EKKH.

AKTyaJH{ OTpaHHUYCHHMS WM PA3sCHUTENTHU OEJIe’KKHU, BbB Bpb3Ka ¢ 00XBaTa Ha TO3HM cepTU(HKAT MoraTr Ja
On1at nmpoBepenu B EudraGMDP (http://eudragmdp.ema.europa.eu/).

CepTudukaThT € BUIUICH CaMO, KOTaTO ca TPEeICTABEHN BCHYKU CTPAHUIIM, KAKTO U JiBeTe YacTu 1 u 2.
ABTEHTUYHOCTTA Ha TO3H cepTu(dUKaT MOXxe J1a ce mpoBepu B EBponeiickara 6a3a nanan EudraGMP. Axo
TaM JIMICBa MH(OpMAaIKs, MOJIS CBBPIKETE CE C OpraHa, KOMTOo ro € u3aai.

Codus, 26.06.2024 1.

X

[-P BAJIEHTVH ATAHACOB
3AMECTHUK N3MbJHNTENEH ANPEKTOP

! Ceprudpmkarst, nocouen B naparpad 111, naparpad 5 or Jlupexrusa 2001/83/EO n wien 94, naparpad 1 ot Permament (EC) 2019/6 €

TPHJIO’KUM H 32 BHOCHTEIIUTE.

2 YKa3aHusTA 32 THIKYBAHETO HA TO3M IIA0JIOH MOTAT Ja ObIaT HAMEPEHH B THIKYBaHETO Ha (opMara Ha Chro3a 3a cepTH(HUKAT 3a
JIIIL
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Yacr 2

BETEPUHAPHU JIEKAPCTBEHU ITPOAYKTHU

1. MPOU3BOICTBEHM AEMHOCTH

1.2 HecrepuiHu npoayKTH

1.2.1 Hecmepunnu npodykmu (npousgoocmeenu 0etiHocmu 3a cledHuume gapmayesmuynu ¢opmu)

1218 Jlpyru TBBpAU (hapManeBTHIHN (HOPMHU
- IIPaxOBe 3a MEPOPATHO MPHUIIOKCHHE
1.2.1.16 BereprHapHOMEIUITMHCKH IPEMHUKCH
12117 Hpyru HEcTepUIHU TPOAYKTH
- BOJIOPA3TBOPUM TIpax (TpaHyiia)

OrpaHn4eHus Wi pa3siCHUTETTHH OEJIe:KKH, UMAIU BPb3Ka ¢ 00XBaTa Ha TO3U CePTUDUKAT:

Hacrosimust ceptudukat ce oTHacs 3a BeTepUHAPHHUTE JIEKAPCTBEHU MPOJIYKTH, TOCOUCHHUTE B Pa3pelieHIe
3a pon3BoAcTBO/BHacssHE Ne 26 ot 19.05.2023r., uzganeno Ha “bOBAJI - BOS/DKUEB” OO/.
JlabopaTopHHUTEe aHAIM3HM 3a KOHTPOJ HAa KAyeCTBOTO Ha IPOU3BEIKJAHHTE BETCPHHAPHH JIEKAPCTBEHH
NPOAYKTH U OCBOOOXKJaBaHETO Ha MAPTHINTE Ce M3BBPIIBaA BbB BeTepunapcku 3aBoa — Cybotuna A/l, rp.
Cy6otuna 24106, yn. beorpaacku nyTt, Ne 123, Perry6nuka Copousi.

Codus, 26.06.2024 r.
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