PENYBJIUKA BBJITAPUSA
.* UzanbpnHUMTEenHa areHLuMAa No nekKapcrearta
g REPUBLIC OF BULGARIA

Bulgarian Drug Agency

EBPOINEMCKH CEPTH®HUKAT 3A OCBOBOXKJIABAHE HA MAPTUIA UMYHOJIOT TYEH
JIJEKAPCTBEH ITPOQYKT
EU OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE
FOR IMMUNOLOGICAL PRODUCTS
EC/EMII CEPTHO®HKAT OT OQPHUIINAJEH KOHTPOJIEH OPTAH 3A OCBOBOXJIABAHE HA
IMAPTHUJA - kpaeH npoaykT
EU/EEA OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE - Finished Product

Ouenena B cuoTReTeTBHE € Wi 114 va Qupextisa 2001/83/EC, usmenena ¢ Jupexruea 2004/27/EC (MMyHONOrHYHH NEKapCTBEHH NPOIYKTH) H B CEOTBETCTBHE
¢ AIMUHHCTPAaTHBHATA MPOLIEIYPA 38 OCBOOOMIABAHE HA MAPTHAA OT OQHUMANEH KOHTPONEH OpraH.

Examined under Article 114 of Directive 2001/83/EC as amended by Directive 2004/27/EC (Immunological Medicinal Products) and in accordance with
the Administrative Procedure for Official Control Authority Batel Release.

Wme na npoayxra/ Trade name: BCG vaccine, freeze-dried
Mesxnynapoano nenareHTHo ume /@apmakoneiino

umMe/OGmwonpuero ume/ International non-proprietary Mycobacterium bovis BCG

Name / Ph. Eur. name / common name:

[lapTHIHH HOMePa BHPXY ONAKOBKATA H APYIH 254-1 BCG vaccine, freeze-dried
pa3no3HaBaTeJHH HOMepa, CBhP3aHH ¢ Ta3n mapTuaa/ Diluent (saline) for BCG vaccine, freeze-dried
Batch numbers appearing on package and other 405-2, 406-1

identification numbers associated with this batch:

Bua ua nepenyunara onaxoexa/ Type of container: Ampoule

OGwx Gpoii Ha onakoBkuTe B Tasu naptuaa/ Total number | 14 940 ampoules
of containers in this baich:

Bpoii no3u B onakoskata/ Number of doses per container: | 10 adult doses/20 infant doses per ampoule

Hauano Ha cpoka Ha roanoct/ Date of start of period of 09/09/2016
validity:

Jata Ha n3THUaHe Ha cpoka Ha roguoct/ Date of expiry: 31/08/2019

Homep m©a paspewennero 3a ynorpeba (abpaaBa | 20010843 (buarapus/Bulgaria)
uirenka/EC) wanageno ot/ Marketing authorisation number
(member state / EU) issued by:

HUme u appec wa npoussoautens/ Name and address of | “Byn Buo-HLI3IIE” EOO/, “A.Cakb3os” Ne 26, 1504Codus /
manufacturer: BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria

Ume u agpec Ha npHTexkaTenss Ha paspemennero 3a | “Byn Buo-HL3ITBE” EOO/, “A.Caks3os” Ne 26, 1504Codus /
ynotpeba, ako e pasanyueH oT npoussoantens/ Name and | BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria
address of marketing authorisation holder if different:

Tasu napTjia € OlEHABAHA HPe3 JOKYMEHTHPAHH NPOLEIYPH, KOWTO Ca YacT OT CHCTEMATa 3d YNPABNEeHHE HAa KauecTBOTO B choTrercTrHe ¢ ISO/MEC 17025
CTaHmapT n ce ocHosasat Ha/ This batch has been examined using documented procedures which form part of a quality system which is in accordance with
the ISO/TEC 17023 standard This examination is based on:
- CLOTBETHOTO PLKOBOACTRO 33 TO3M NIEKAPCTBEH MPOAYKT, MK NMPH OTCECTBHE Ha NocheaHoTo/ the relevant Note for Guidance for this product, or, in the
absence of the latter,
- TIPET/IEL Ha MPOTOKO/IMTE OT NPOM3BOACTEO H NOIXOAAINY KOHTPOIHH JTa00pATOPHN W3NHTBAHHA, KAKTO ca onofpeHn B paspelteHueTo 3a ynorpeda)/ the
review of the manufacturer’s protocol and the appropriate control laboratory tests as indicated in the marketing authorisation application.
Tasu naprhia e B CbOTBETCTBHE ¢ 0n00peHnTe crieuHHKAINM, 3aTErHANH B CBOTBETHUTE MoHorpadun ot Esponeiicka QapMaKkones U ropHoTO paspeleHHe
3a ynorpeda u ce ocsoboxnasal This batch is in compliance with the approved specifications laid down in the relevant European Pharmacopoeia monographs

and the above marketing authorisation and is released. =
IMoanuc, HMe H ATBAHOCT: JIwenna Credanosa, riiaBed eKenepT, JHpeKUHs / / 7% ammm
Signed by, name and function: “AHATH3H HA JleKapCTBeHUTE NPoAYKTH"” S ]
Lusila Stefanova, Chief expert, Department “Analyses of medfcma:’ produc!s
Ono6Gpui, HMe H JTBKHOCT: IMapaunka CTosiHOBA, HAYA/THHK 0T/ ,!= <2 ]
Approved by, name and function: “BHoJIOTHYHH aHAIH3H U apMaKoneiinu ﬂ,eleOCTH’C T o, 5%
Paviinka Stoyanova, Head of Division "Biological analyses and Pharmdcopeial activities”
Hata na usnasaue/ Date of issue: 08/02/2017
Howmep na ceprudukata/ Certificate Number: 0428V/2017
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