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PENYB/TUKA BBJITAPUA

-* ManbnHUTenHa areHUuA No JieKapcTBaTa
REPUBLIC OF BULGARIA
Bulgarian Drug Agency

EBPOIIENCKH CEPTUDUKAT 3A OCBOBOKIABAHE HA IMMAPTUIA UMYHOJOT MYEH
JEKAPCTBEH ITPOJAYKT
EU OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE
FOR IMMUNOLOGICAL PRODUCTS
EC/EUII CEPTUPUKAT OT O®PUIHUAJEH KOHTPOJIEH OPTAH 3A OCBOBOXK/IABAHE
ITAPTHUJIA - kpaen npoaykT
EU/EEA OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE - Finished Pr

¢ AJIMMHHMCTPATHBHATA NPOLIEIYPa 33 0CBODOKIABAHE HA MAPTHAA OT O(MHLHANCH KOHTPOJICH OpraH,
Examined under Article 114 of Directive 2001/83/EC as amended by Directive 2004/27/EC (Immunological Medicinal Products) a
the Administrative Procedure for Official Control Authority Batch Release.

HMwme ua npoaykra/ Trade name: BCG vaccine, freeze-dried
MexayHapoAHo HenaTeHTHO uMe /Papmaroneiino

ume/O6wonpuero ume/ Infernational non-proprietary Myco bacterium bovis BCG

Name / Ph. Eur. name / common name:

IMapTHAHH HOMEPA BLPXY ONAKOBKATA H APYrH 175-2 BCG vaccine, freez ied
pasnosHaBaTe/\HH HOMepA, CBLP3aHH ¢ Ta3k NapTuaa/ Diluent (saline) for BC@ ) freeze-dried
Batch numbers appearing on package and other 3822

identification numbers associated with this bartch:

Bua Ha nxpBuyHaTa onakoska/ Type of container: Ampoule

O6mw Gpoii Ha onakoskuTe B Tasu napruna/ Total number
of containers in this batch:

Bpoii no3u B onakoskata/ Number of doses per container: ) it doses per ampoule

Hauano Ha cpoka Ha roguoct/ Date of start of period of
validity:

Jata Ha n3THyaHe Ha cpoka Ha rogHoct/ Date of expiry:

Homep na paspewrenmero 3a ynorpefa (anp
unenxa/EC) uspaneno ot/ Marketing authorisation
(member state / EU) issued by:

HMme u anpec na npomsBogutensa/ Name and addres byn Buo-HI3IIB” EOOM, “f.Cakp3os” Ne 26, 1504Codus /
manufacturer: . BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria

HMme u aagpec Ha npuTexaTeJs Ha pa3 eto 3a | “Byn Buo-HL3ITE” EQO/, “s.Caxb30B™ Ne 26, 1504Codus /
ynotpeba, ako e pa3In4eH OT NPOM3BOI and | BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria

Tazn napTiaa e olleHABaHA Ypes IOKYMEHTH
CTAHIAPT W ce ocHoBaeaT HA' This batch

, KOHTO €& YacT OT CUCTEMATa 3a YIpaBIeHie Ha KauecTROTO B ChOTReTCTBME ¢ ISO/IEC 17025
ined using documented procedures which form part of a quality system which is in accordance with

- NIperaen Ha NpoToKo
review of the manufagi

0 H MOIXOJAIIN KOHTPOJIHH N1a00paTopHH HINHTBAHKA, KAKTO ¢a 0N0BPEHH B pazpemieryeTo 3a ynotpeGa)/ the
ocol and the appropriate control laboratory tests as indicated in the marketing authorisation application.

HHTE crielpHKaumnK, 3a1erHamt B CLOTBETHHTE MoHOrpaduy or Esponeiicka dapmakones H ropHOTO pazpellcHie
barch is in compliance with the approved specifications laid down in the relevant European Pharmacopoeia monographs

JIrocuna Credpanosa, riaBeH eKcnepT, IMpeKLNs

“AHA/TH3H HA IeKAPCTBEHNTE MPOIYKTH”

Chief expert, Department "Analyses of medicinal producis”
ITaBannka CTOSIHOBA, H.1. IHPEKTOP AHPEKUMS /.~
“AHAJH3IN Ha JIeKApPCTBEHHTE MPOIYKTH” :
Acting Head of Department “Analyses of medicinal products™

Ha usnaBaHe/ Date of issue: [ 31/03/2016
Howmep Ha cepru¢mkata/ Certificate Number: 0201V/2016

by, name and function.

Codma 1303, yn. Jlaman I'pyen Ne 8, en.; (02) 8903 5535, daxc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,
e-mail: bda@bda.bg
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