PENYB/IUKA BBJITAPUA

-* UzanbpnHUMTEenHa areHLuMAa No nekKapcrearta
REPUBLIC OF BULGARIA
Bulgarian Drug Agency

EBPOIIEMCKH CEPTU®HUKAT 3A OCBOBOXJIABAHE HA TAPTUIA UMYHOJOI'HYEH
JIJEKAPCTBEH ITPOQYKT
EU OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE
FOR IMMUNOLOGICAL PRODUCTS
EC/EHAII CEPTH®HKAT OT OPHUITHAJNEH KOHTPOJEH OPI'AH 3A OCBOLOX/IAB
IMAPTHUJA - kpaeH npoaykT
EU/EEA OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE - Finis

QOunenena B cwoTeeTcTBHE ¢ 4114 wa Aupextusa 2001/83/EC, usmenena ¢ Qupexrusa 2004/27/EC (MMyHONOTHYHK TEKAPCTBEHH
¢ 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 (Immunoiogical Medicinal Pr
the Administrative Procedure for Official Control Authority Batel Release.

Wme na nponyxra/ Trade name: BCG vaccine, freeze-dried

MexayHapogHo HenaTeHTHo iMe /@apmakoneiiHo
uMe/O6wonpuero ume/ International non-proprietary
Name / Ph. Eur. name / common name:

[MapTHIHKH HOMepa BbPXY ONAaKOBKATA H APYTH
Pa3Mo3HABATE/IHA HOMEpa, CBbP3aHH ¢ Ta3H mapTHaa/
Batclh numbers appearing on package and other
identification numbers associated with this batch:

Bua ua nepenyunara onaxoexa/ Type of container:

061 6poii Ha onakoBkHTe B Tasu napruna/ Total number
of containers in this baich:

Bpoii no3u B onaxoskata/ Number of doses per container:

Hauaso Ha cpoka Ha roanoct/ Date of start of period o
validity:

Jata Ha n3THuaHe Ha cpoka Ha roguoct/ Date of exp 08/2019

Homep Ha paspemieHHeTo 3a ynorpefa (Ibp 010843 (buarapus/Bulgaria)
uirenka/EC) wanageno ot/ Marketing authorisation number
(member state / EU) issued by:

s of | “Bya bro-HLI3IIE” EQOO/, “s.Cakw3os” No 26, 1504Codus /
BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria

Hme n aapec Ha npow3sBoauTens/ Nam
manufacturer:

mennero 3a | “Byn Buo-HL3ITB” EQO/, “51.Cakn3os” No 26, 1504Codus /
Name and | BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria
different:

Wme u agpec Ha npuTekaTens H
ynotpeba, ako e paznutieH oT Np
address of marketing authorisatipnWiol

Tasu napThjia € OlEHABAHA YPE3 JOKY
CTAHIAPT U ce ocHoBasaT Ha' This

OPOUELYPH, KOHTO Ca YacT OT CHCTEMATA 34 YIIPABNSHHE HA KAYECTBOTO B choTReTcTRHe ¢ ISQ/EC 17025
xamined using documented procedures which form part of a quality system which is in accordance with
» based on:

- TIPErJIC Ha IIPOTOK

review of the
He'e onobpennTe crenHdHKALMY, 38TETHANY B CLOTBETHHTE MoHorpadun ot Esponeiicka dapMakoned U ropHOTO paspelIeHHe
a/ This batch is in compliance with the approved specifications laid down in the relevant European Phﬂmmcopoeia monographs

KHOCT: Jhocnna CredanoBa, riaBeH eKenepT, THPEKIHs /’/ ’/*-"“:""
nction: “AHa/IH3H HA TEKAPCTBEHHTE NPOAYKTH” /\
Lusila Stefanova, Chief expert, Department “Analyses of medicma! produc!s
» HMe H JIbXKHOCT: IMasauuka CTORHOBA, HAYATHHK 0T ji_,\&;-.
, name and function: “BUOJIOrHYHH aHAJIH3H U dapMaKoneiHH neuﬂocn{’c ’7
Paviinka Stoyanova, Head of Division "Biological analyses and Pharmacopoe.-a.f dctivities”!
Jata’na uzgaeane/ Date of issue: 08/02/2017
Howmep na ceprudukata/ Certificate Number: 0428V/2017

Codma 1303, yn. Taman Tpyes Ne 8, Ten.: (02) 8903 555, daxc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434, ¥
e-mail; bdaibda.bg —

crp. 1/1






