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EBPOIIEflCKII CEPTHØHKAT 3A OCBOEOXC1ABAHE HA HAPWM W’iWHOJ1OflflEH
JEKAPCTBEHHPO2WIC[

EU OFFICIAL CONTROL AUTHORITY BA TCH RELEASE CERTIFICATE
FOR IMMUNOLOGICAL PRODUCTS

ECIEHU CEPTFUVUKAT OT OeIIWIAJIEH KOBTPOJJEH OPFAH 3A OCBOEO2KLIABAHE HA

HAPTM,2A - pae UPOIIYKT
EU/EEA OFFICIAL CONTROL A UTHORITYBA TCH RELEASE CERTIFICATE - Finished Product

Ouencna a cao-rantniie c ‘[nI 14 na JIHPCICrMBa 2001183/PC, HIMCIICIT3 C J1F!PCKrHBa 2004/27/PC (MMyIToJlorHrnul fleKapcThel*l npcaywm) H B CI.aTDeTCTBUC

C AaMHHHCTpaThBHaTh npoucnypa ia oceofloiaaaasie lift napmaa or o4iiuiianeii KOI9JOJ1CIT oprait

Examined under Article 113 ofDirectin 200143/EC as amended by Directive 2004/27/EC (imnwnalogical Medicinal Products) and in accordance with

thE Administrative Procedure for Official Control Ag#hodn’ Batch Release.

ilMe Ha npoayk-Ta/ Trade name: BCG vaccine, freeze-dried

McaiayHapouwo HenaTein-no HMC /QapMaKOneflHo

HMciO6wonpIIcTo l(MCf International non-proprietary Mycobacterium bovis BCG

Name/Ph. Fur. name/common name:
flapTHaHzi HoMepa Bbpxy onaKosIcaTa II ayru 202-1 BCG vaccine, freeze-dried
3flO3HBflT&3HIH HoMepa, cBbp3aHH £ T3H napruaa/ Diluent (saline) for BCG vaccine, freeze-dried
Batch numbers appearing on package and other 390-2
identification numbers associated with this batch:
Baa eta 1ThpBHHaTh onaKoBKaI Type ofcontainer: Ampoule
06w 6poli Ha OflKOBKHT B THIS naprnaa) Total number 15 000 ampoules

of containers in this batch:
Spoil noIIl B onaecorncaTa/ Number ofdoses per container: 10 adult doses/20 infant doses per ampoule
Haano H2 epOKa Ha rojIHocT/ Date ofstan ofperiod of 25/03/2016
validity:

£iaTa Ha 113Th90HC Ha epoica na roasocT/ Dale ofexpby: 28/02/2019
Hoiiep IlH palpemenneTo 38 yno’rpeGa (in.pt€aaa 20010843 (Etnrapi&Bulgaria)
J1eIlNafEC) lnaajleHo o-ri ftkrkeling authorisation number
(meather state / EU) issued by:
HMC II anpec Ha npoHIBojlllrann/ Name and address of “Byn Sno-H13fl5” EOQfl, “fl CaKbIo&’ N2 26, l5O4Cotun I
manufacturer: BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria
HMC ii aapec na fllfTC)!CTflfl Ha B3WCHetTO aa “Syn Bno-H143flE” EOO, “5I.CaK13o&’ M2 26, lSO4Cotwi /
ynoTpcGa, aico C pasnnew or npoIlIBoaHTenn/ Name and BB-NCJPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria
address ofmarketing authothadon holder ifdifferent:

lloniic, ixe H arnKHocT: JTlOcitfla CTe4anoua, riiae eiccnepr, itpeecu;rn
Signed by, name andfunction; (“AHanutan Ha .newapcTBeHHTe HpOayKTH” /bus/Ia Stcfanava, Chiefexpert. Deportment Analyjes ófmethcina(p Cs”
O,ao6petn, HMC H flJ1tKHOCT flaBsIllHka CToanosa, etaann OTfleJI
Approved by. name andfisnctlon:

“5itooritqetet aHa/ilnu H apMaKoneflnu aettap

Paviinka Sicyar.ova,_head vf Division_“Bblogical analyses h’ tin”
JaTa Ha lnhlaBaHe/ Date of Issue: 25/07/2016 7/a/.. N$tA,

CatlituT 1303, yil. Jlaiian rpyca )€ 8, Ten.: (02) 8903 555, 4aKc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 3592 8903555, fax: + 35928903434,

c-mail; bdabdabg

Taa,e r,apllca C OLtCHXBIIft pe AckyMelmIpaHIl flpOUeS3Jfll, KOWTD Ca ‘iftCt CT CHflTMafl fl 3fl11CHHC Ha Kaecmo1t ft CECThnUTBHC c ISO/IEC 17025
cThunaaT H cc ociioeaaar na? This batch has been examined using doasmarredprocedures which farm pan of a quality system which is In accordance with
the ISOnEC 17025 standard This examination is based am

- Cbomcmam pucoaogcmo Ia Th3H ncxapcmeu npOa1cr, WiN flpll OTCLZThHC ‘Ta flCCJicflNoTO/ the relevant Note for Guidance for this product, or, in the
absence of the latter,

- flC2C ‘Ta flpO’TtKOflWTt CT flpoHIaoScno H flOOanWH KOIflI1OflHH .iaôOpaTopHH H3UFtThaHHL gaKm Cft OZO6tttH B paJpctlflhTHCrO a ynorpea)/ the
review of the manufacturer’s protocol and (he appropriate control laboratory tests as Indicated In the marketing authorisation application.

Taan napnta C ft CSOThtTUThHC C oaoGpeHWtC cncuHcj)HxauhlH, 3tLierH&’flf ft CtOThcnLKIt Monorpa4)elel Or EBpOnCIICKa ‘l’apMaKones H ropom paspeweHHe

aa ynorpefla ,ice ocsoflozsaaal This batch is in compliance with the oppravedspeaftcations laid down in the relevant European Pharpm ada monographs
and the above marketing authorisation and is releaseth I

Hotep Ha cepm4nucam/ Certificate Number: C,0298V12016
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