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EBPOIIEfiCKII CEPTI{(DUKAT 3A OCBOEOXAABAHE HA ILA.PTIIIA u}T },IIoJI TIIIIIEI{

J,IEKA?CTBI]H IIPOA''KT
EU OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE

FO R IMMUNOLOGICAL PROD ACTS
EC/EUtr CEPTtr@UI{AT OT OOItrI,IAJIf,II (OHTPOJIEII OPIAH 3A OCBOEOXAABAIIE IIA

IIAPTIIA - KpaeE rpoAyr$
EUEEA OFFICUL CONTROL AUTHOMTY BATCH RELEASE CERTIFICATE - Finithed Product

Oq.ueHaB clorBmrBxe c qr.l 14 HaInpemB.200l/838C, mMeHeHacInpe@Ba2004/27lEC (i,lMrHono qHn rekap@esn lpo,ryon) ! B c!@er@xe
c AI UHUcAanBHm npouenypa 3a ocDo6o,qaBee Ha naprnra d oo,qnueH xonlponcs opraH.
Ewinerl uMLt A iclz 111ofDirective 20A1fr3/EC 6 Mende.l b! Dift.t e 20A4D7EC (Itu"oloei.al Medicinal Pru.lrcts) and h ac.otdince vith
the Adni\ittntive P,oce.lutu tot Olfi.ial Cohttol Autl,olit! Batch Releae,

PEnvBfl14t(A EbnrAP149
Il3ntrHlrerHa areHqrr no reKapcrBara
REPUBLIC OF BULGARIA
Bulgarian Drug Agency
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l,r,rc H Ilpoayt.:lla/ Trade ahe: BCG vaccine. freeze-dried
MexAyHapoArro HerareHrHo lIMe /OapManofl efi Ho

Me/O6uonpneTo xMe/lrrtenatlot al non-prop el$!
Nanrc / Ph. Eut. name/conthon afie:

Itcobdcler iu m hotis ItC(j

IlaprrraHn HoMepa Blpxy oraxoBRrra apyr{
pa3no3HaBare{Ix EoMepa! cB}p3aHU c Tarx flaprnaa/
Bttch nuhrbets appeafi g onpac*age a dothet
ide tilicanon n mbers Gsociated wl tthk bttch:

175-2 BCG vaccinc. fieezc dried
Dilucnl (salin€) Ior BCG vaccine, freeze-dried
342-7

BHA Hs rlDBrr.rHara onat{oq.Ka/ Ti'De of contai et
O6rq 6poii Ha orrl(oBRllre B'r,3 napr Aa/Totalrrumber
ofconld ers in thk batch:

l5 060 ampoules

Bpoitr Amn B ofla(oBxarrl Nufibet of doses Der co lainer: 10 doses/2o infant doses per ampou,e
Hs,ra,,ro Ha cpoKa Ha roAtflocll Date ofsta ofperlod of 18t12/2015

.Ilara Ha l,3Tnqane Ha cDot<a Ha rot[ocrl Dateof evin: 30111/201a
HoMep Ba pa3peureHner:o 3a yrorpe6a GlpxraBa
qneHKa/EC) BnaAeHo o'r/ Muketing aulhotisttioh numbet
(membet state / E0 bsaed bv:

200 1 0843 (BurapurBulgaria)

I{Me n aApec ss npoBBoanr€nq/ Name and address of
ma uficturct:

"Eyr Et(o-HLl3IB" EOOA, 'r.Ca(63oB" Nq 26, 1504CoOn, /
BB-NCIPD Ltd.. 26 Y. Sakazov. 1504 Sofia. Bulsaria

ItMe n aApec Ha rpm:exare,rs Ha pa3peues[ero 3a
ynorpe6a, axo e pa3nxqe|{ o\ npo],'3B,oAtnrellsl Name anil
dddrcss ofhta*etins adhorisanon hodet ff dtffercnt:

"Byn EIro-HU3ITE" EOOA, 'r.Ca(b3oB" Ns 26, 1504CoOm /
BB-NCIPD Ltd.,26 Y. Sakazov, 1504 Sofia, Bulgaria

'lsrnaprxnacoucH,saHa{pe3roqNeHrnpaxn.poucxttx,koomca!,q'ordrsrNar.r.r.pmrertrrcr.ftac..rror.B$orBcr!'un..ISO,,TECliol5
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rcvie$ollhe manulactuEis pmlocolanddrc amtu0rialc conrrol hboraro.], lens .s indicat.d ln rhc mark.riig aurhon!,rion dmli.al,on

andthe arotc htttkttlhg uttho^dian attl is rcteds.tt.

IlorrtrEc, xtr e n nnbxHocr:
Srsnll ht un! aad.luucnar: "rllocrna CreoaHoBa, rnaBeH encnepr, AHp€KqHs

'rAEa,rrrH rra,reRapcrBeHHre rpoAyKTx,,

OAo6pnn, xMe fi Ana,IrHocri
Apptueed br, nane and l.nction:

IIaB,rrHKr Cr:osHoBa, H.A. AnpeKrop A!rpexuun
'rAHanrr3H Ha rer€pcrBeHnre rpoAyr$n"
ActkE E@d aJ Departhent ",4kal!er o! he.lrindl prc.tucts

l^aa Hs |,3taB9]de/ Date oJ issae: 31/03t20t6
HoMep Ha ceprrou(aral Certificate Number: o201v t2016

CoCn,ll0l, yr llaNnrltv.!N!8.r!n. t02) 8r0l55t. +a(c (02) 890:Ul4
8.Damlan(nucvSlr.ll0l,Solia.Bulgana 1e: r 15928901555.fa\ +159 2 890111.1,
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