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EBPOIEVICKH CEPTUD®HKAT 3A OCBOBEOKJIABAHE HA IAPTUJIA KMYHOJIOTHYEH
JEKAPCTBEH TPOAYKT
EU OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE
FOR IMMUNOLOGICAL PRODUCTS
EC/EHII CEPTHO®HKAT OT OPHITUAJIEH KOHTPOJIEH OPTAH 3A OCBOBOXJIABAHE HA
IMAPTHIA - KpaeH NpoayKT
EU/EEA OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE - Finished Product
OueHena B csoTeercTde ¢ w1 14 na [upextusa 2001/83/EC, mamenena ¢ [Jupextusa 2004/27/EC (MMyHONOTHYHH IEKAPCTBEHH NPOAYKTH) H B ChOTBETCTBHE

¢ ANMHHHCTPATHBHATA NPOLIEAYpa 3a 0cBoGoKIABAHE HA TTAPTHA OT OMHUNATEH KOHTPOIEH 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 Batch Release,

Hme na npoaykra/ Trade name:

BCG vaccine, freeze-dried

MexayHapoaHo HemlaTeHTHO HMe /@apmakoneiiHo
nme/OQ0wonpuero ume/ International non-proprietary
Name / Ph. Eur. name / common name:

Mycobacterium bovis BCG

INapTuanu HOMepa BLPXY ONAKOBKATA H APYry
pa3no3HABaTeJIHH HOMepa, CBbp3aHN ¢ Ta3H NapTHaa/
Batch numbers appearing on package and other
identification numbers associated with this batch:

254-2 BCG vaccine, freeze-dried
Diluent (saline) for BCG vaccine, freeze-dried
406-1

Bua Ha nnpBuunara onakoska/ Type of container:

Ampoule

O6w Opoit Ha onakoBkuTe B Ta3u napruaa/ Total number
of containers in this batch:

14 980 ampoules

Bpoii no3u B onaxoskata/ Number of doses per container:

10 adult doses/20 infant doses per ampoule

Hauano ua cpoka Ha roauoct/ Date of start of period of
validity:

09/09/2016

Jata na u3tHuane Ha cpoka Ha roguoct/ Date of expiry:

31/08/2019

Homep Ha paspeumieHuero 3a ynorpebfa (anpaxkasa
ynenka/EC) n3nageno o1/ Marketing authorisation number
(member state / EU) issued by:

20010843 (bwarapus/Bulgaria)

HMme u anpec wa npouseoanrens/ Name and address of
manufacturer:

“Byn Buo-HL3ITE” EOO/, “s.Caks3or” No 26, 1504Codwun /
BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria

Hme u agpec Ha npuTexkaTells Ha paspellieHHeTO 3a
ynotpeGa, ako e pazaudeH oT npoussogutens/ Name and
address of marketing authorisation holder if different:

“Byn Bro-HL3IIE” EOO/, “s.Cakszor” No 26, 1504Codwus /
BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria

Tasn napTuga e oleHABala Ype3 NOKYMEHTHPAHH MPOLEAYPH, KOWTO €& YacT OT CHCTEMATA 3a YIpaBleHue Ha KayecTBoTo B choTReTcTBHE ¢ ISO/IEC 17025
CTAHJAPT W ce OcHoBaBaT Ha/ This batch has been examined using documented procedures which form part of a quality system which is in accordance with

the ISO/AEC 17025 standard This examination is based on:

- CHOTBETHOTO PBKOBOACTEC 34 TO3M JIEKAapCTBEH MPOAYKT, MK NPH OTChCTBHE Ha nocneanoto/ the relevant Note for Guidance for this product, or, in the

absence of the latter,

- Tperne] Ha MPOTOKOMNHTE OT MPOU3BOICTRO H NOAXOIAIN KOHTPOMHY 1a00PaTOPHU HIMHTBAHNIA, KAKTO ca ofobpeHn B pa3peweHueTo 3a ynorpeda)/ the
review of the manufacturer’s protocol and the appropriate control laboratory tests as indicated in the marketing authorisation application.

Tazn napTiOa € B CLOTBETCTBHE C 0J00PEHHTE CRELHGHKALMY, 3ANETHANN B CLOTBETHHTE MOHOrpadun oT Esponeficka (apMakones U rOpHOTO paspelieHHe

3a ynotpeba u ce oceobosxnanal 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.
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HOHI'IHC, HME H JNBLAEHOCT:
Signed by, name and function:

JIrenna Credanosa, riiaBeH excnepr, JalEKI.lHﬂ

“AHANH3U HA 1IEKAPCTBEHUTE NPOAYKTH /
Lusila Stefanova, Chief expert, Department "Analyses of medicinal pr

o

OnoGpuia, uMe H ANTBKHOCT:
Approved by, name and function:

IMapnuuka CrosiHoBAa, HAYATHHK O0TIEN P "”‘“rs)»zg

“BHoJIOrHYHH AHAJIH3H U t]JapmaKonemm nemlocrﬂ” J/T/ 2
Pavlinka Stoyanova, Head of Division "Biological analyses and Pharmagopeeial a clivities” (>

Cx

Jara na usnasaune/ Date of issue:

08/02/2017

Homep Ha cepruduxara/ Certificate Number:

0429V/2017

Codmn 1303, yn. Jaman Ipyes Ne 8, Ten.: (02) 8903 555, dake: (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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