O6pazerr KBMITUIBMC- 72/Y1BbpaeH cbe 3amoBen Ne P/111-1935/23.08.2021 r. Ha uznbeiautenHus aupektop Ha BABX

PENYBJ/IUKA BBJ/ITAPUA
" MuHUCTEPCTBO Ha 3emeAenmneTo, XpaHuTe u ropute

Bbarapcka areHUuMA no 6e3onacHOCT Ha XpaHuTe

JOH'BJHEHHUE Ne ......... [eeoriianinnn r. KbM JIMIIEH3 Ne oT I.
3A IPOU3BOJACTBO HA BETEPUHAPHOMEJIUIIUHCKHA ITPOAYKTHU
Addendum No........ [ to Manufacturing Authorization for Veterinary
Products.......... Of o,

N3naneno Ha ocHoBanue wi. 351, an. 4 oT 3akoHa 3a BETEpUHAPHOMEIUITMHCKATA AeiHOCT/ Issued
pursuant to Art. 351, Par. 4 of the Law on Veterinary Activities (LVA):

Ha / B0 ettt ettt e e —teee e e e et e e —eeeteeeteee——tteeeeeeaane———teeeeeaeaan———aaaeeaeaaaa———

(mocrosiHeH anpec/cepanuie/aapec Ha ynpasiexue / Location/Address of the Legal or Natural Person
MecroHaxoxaeHne Ha COOCTBEHH OOEKTH 3a MPOM3BOJCTBO, KOHTPOJ W chbxpaHeHune Ha BMII /
Location /Address of the Production Premises, Control Laboratories and Storage Rooms of the Veterinary Products:

JIunen3bT 00xBala MPOU3BOJICTBO Ha BETEPUHAPHOMEIUIIMHCKU NPOAYKTH cbriiacHo [Ipunoxenue
Ne 8, BbB (hapmaneBTunu ¢Gopmu cwriaacHo [Ipunoxenne Ne 1, KouTo ca HepasjelHa 4yacT OT

nunensa. / The scope of this Manufacturing Authorization is the manufacturing of veterinary medicinal products
performed in accordance with the provisions of Annex No. 8 and in dosage forms as specified in Annex No. 1, which
must be considered as being an integral part of this Manufacturing Authorization.

Hepa3nenna yact oT HacTosIIMA JIMIEH3 Ca U: / The documents and/or data listed herein under shall also be
considered as being an integral part of this Manufacturing Authporization:

[Mpunoxenune Ne 5- ime Ha kBanuduimpanoro jiuie / Annex No. 5- Name of the qualified person

Ipunoxenne Ne 6- MiMe Ha JUIIETO OTTOBOPHO, 3a KOHTPOJIA Ha Ka4eCTBOTO/ MPon3BOACTBOTO / Annex No. 6
The name of the person responsible for quality assurance / control

[Ipunoxenue Ne 7 - JlaTa Ha MpoBeJeHaTa NHCIIEKIUS 3a U3JaBaHe Ha JIUIIEH3a / Annex No. 7— The date of the
audit inspection performed

[IpousBomutenar uma / HAMa * OOEKT 3a MPOM3BOJACTBO IO JIOTOBOpP 3a IMOJI3BaHE/HAEM —
[Mpunoxenne Ne 3. / The manufacturer has / has not a production site under an usage / leasing contract — Annex No.3

[TpousBoauTenaT uMa / HaMa * maboparopus mo gorosop — [punosxerne Ne 4. / The manufacturer has /
has not * a laboratory under a contract — Annex No. 4.
* Henyacnomo ce 3adpackea / Delete as appropriate

IMpousBoactBoro Ha BMII orroBaps Ha wu3uckBaHusita Ha Hapenba 3a wmsuckBanusara 3a JloOpara
NPOM3BOJICTBEHA TPaKTHKa, W3/ajeHa Ha ocHoBanue wi. 346 ot 3B/ / The production of the Veterinary
Medicinal Products does meet the requirements of the Good Manufacturing Practice in accordance with Art.
346 of the LVA.

HN3nbJHUTEIeH TUPEKTOP:

Director Executive:
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