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EUPOIIEL1CKH CEPTUØHKAT 3A OCBOEOfl&BAHE BA HAPTH2XA 1IMYH0JIOW1EH
JIEKAPCTBEH IIPOIJYRT

EU OFFICIAL CONTROL AUTHORITY BA TCH RELEASE CERTIFICATE
FOR IMMUNOLOGICAL PRODUCTS

ECJE1IH CEPTWDHXAT OT OThWIAJWH KOHTPOJIEH OPAH 3A OCBOEO)KIIABAHE ILk
HAPTH$A - Kpaelr nponywr

EU/EEA OFFICIAL CONTROL AUTHORITY BA TCH RELEASE CERTIFICATE - Finislied Product
Oticiicua a CtOmCTCTBHC C ‘in.l 14 aiipexntaa 2001/83/CC, inMdllena c gnperniaa 2004271CC (tlityNononlMm! flCKCThCHH nponynt) HR CtoThCTtThHe

c AaMIIHncrpamaIIan npoueaypa a ocao6oxcaaaaiie 113 fl3TlLU3 OT o4HIwandn xoinpoiien OpraH.
Examined under ArtIcle 1)4 of Directive 2001,W3/EC as amended by Directive 200472 7/EC (Immunological Medicinal Products) and in accordance with
the Administrative Procedure for Official Control Authority Batch Release.

Elite a npoiiylaa/ Trade name: BCG vaccine, freeze-dried
Meiaayaapoiino HCRBTeHTHO liMe /eapMaIconeflwo

HMC/O5wonpHeTo 11MW International non-proprietary Mycobacternim bovis BCG
Name/Ph. Ear. name/common name:

flaptnann HoMepa BEpXy OUKOBK2Th it pyni 203 BCG vaccine, freeze-dried
pa3no3HasaTeJlHhc HoMepa, Cflp3aHH C flu napTlma/ Diluent (saline) for BCG vaccine, freeze-dried
Batch numbers appearing on package and other 390-2
Identification numbers associated with this batch:

Bun na fltpBu’fHaTD onaxoBwa/ Type ofcontainer: Ampoule
06w Gpofl Ha onaIcoBKIlTe B Tam napTnRa/ Total number 15 020 ampoules
of containers ha this batch:

Spoil £1031! B onaIoBKaTa/ Number ofdoses per container: 10 doses/20 infant doses per ampoule - - -

Ha’iano na cpowa Ha ronaocT/ Date ofstan ofperiod of 28/03/2016

validity:
,flam 112 u3rugqauIe Ha C0R2 Ha roaaocT/ Date of erpiry: 28102)2019

-. -.

HoMep H2 pa3pemeHHeTo Ia ynoTpe6a (abpIcana 20010843 (SinrapliWBulgaria)
qJIeHKBIEC) ;naaueao oil Marketing authorisadon number

(member state /EU) issued by:
Mite H aapec HB npoHlaonutTeaa/ Name and address of “Syn Suo-HI4SHE” EOO, “WCaKmo&’ No 26, ISO4CflHR /
manufacturer: BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria
ilMe H anpec na U1flCK2TflR Ha palpemeHuero a “Byn Sno-H143fl5” EOOU, “WCaIcbIoa” N! 26, l5O4Co4nm /
ynoTpe6a, ako e palsIH9eH CT Hpou!3B0,WTaIW Name and BB-NCIPD Lti, 26 Y. Sakazov, 1504 Sofia, Bulgaria
address ofmarketing authorisadon holder if different:

flonnnc, nite ii nrn.wHoa: Jlwcima CTQtaHOBa, rnaaea eRcnepT, lxupeRuHn
Signed by, name andfiinctlon; l”AuIanhIlIt Ha i1KCTHCHlflC npo,gywru”

Lusila Stefanova. Chief expert, Department “Annlyses of medicinal products 7
Ono6pHn, HNIC H fliTh)K!IOCTt HaRiluHRa CTOHHOBB, HB’IBJIHHK oaen
Approved by, name andfunction. “BuonoruqaH aulajIHIll II tapMaKOfleuHIt fleflHOCTH”

Pavlinka Scoyanova, Head ofDivision ‘Biological analyses and Pharmacopoeia! activates”
JaTa Ha lulnaBane? Date of issue: 25)07/2016
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Tam napmaa e DueaaaHa MPC3 noKyMewrupaHn npouegypu. Kolno Ca ‘taCT or dnc’msrnra Ia ynpaaaenne Ha Ka’lefloTo 3 CboTDtlt’ThliC a JSO/IEC 17025
H cc ocnoaaaar nat This batch has been examined using documented procedures whichform pad ofa qualiØ’ system which is in accordance with

the ISO/IEC 17025 standard This examination is based on:
- ctOfldTHOtO pNccBotcmo Ia ‘tOTh neKapcraeH npo)ywr, IwI! npis owLcThiic Ha nocncanaTo/ the relevant Note for Guidance for this product. or, in the

absence of the latter,
- nperiien Ha npoTononFre ot npouoaoaao II EIOflXOWIIIIII xoInpo.1HH aa6opaTopnH fllIIIrmaElIR, Kawro ca OnC6peHH a palpeuJeinleTo Ia ynurpe6a)/ the

review of the manufacturer’s protocol and the appropriate control tabosatory tests as indicated in the marketing authorisation application,
Tam napuwa el ctommnule a OnO6pCHHTC cneuH4iHKaauIIs, ,ancnajnt a ciuraennrsr MoI;orpaIlrnH or Eapoaclicka tapMaKorcs H QHOW panpeweHHe
3a ynotpe6a Hoc ocso6ozaasa/ This batch Is In compliance wish the approvedspedflcatlons laid down In the retevantEuropean Pharmacopoeia m t%graphs
and the above marketing anthodsatlon and is released I

Hoitep Ha CepTIttHKaTa/ Certificate Number:
7/n.c.
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—Co$a 1303, yn. Ramn fpves Ns 8, ion.: (02) 8903 555, taKe: (02) 8903434
8, Damyan 0mev SIr., 1303, Sofia, Bulgaria, Id: + 3592 8903555, fax: +3592 8903434,

e-mail: bdabdabg
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