PENYBNBKA BHJITAPUA
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#

Mamb/IHKUTEIHA areHUMA No NeKapcreara

boo

EBPOINENCKH CEPTHO®HKAT 3A OCBOBOXKIABAHE HA IAPTHIA HMYHOJIOrHYEH
JEKAPCTBEH ITPOOYKT
EU OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE
FOR IMMUNOLOGICAL PRODUCTS
EC/EHII CEPTAOHKAT OT OCHITHAJIEH KOHTPOJIEH OPTAH 3A OCBOBOK/IABAHE HA
IIAPTHJIA - xpaen npoaykT
EU/EEA OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE - Finished Product

Ouctena 8 crorecTeTane ¢ w114 va [upentusa 2001/83/EC, wsmenena ¢ Jlupertina 2004/27/EC {MuyHonorntun nexapcTBeHH NPOTYKTH) H B Ch 1
C AAMHHHCTPETHBHATA NPOLSAYPE 33 0CROGOKAABAHE 118 TAPTHAA OT OHUUKANCH KOHTPONCH Oprai

Examined under Article 114 of Directive 2001/8/EC as amended by Directive 200427/EC (Tmmunological Medicinal Products) and ordan th
the Administrative Procedure for Official Control Authority Batch Release.

Hme ua npoayxra/ Trade name: BCG vaccine, freeze-dried

Mexnynaponno HetlaTeHTHO Hme /QapMakoneiino

nme/QGwonpsero ume/ International non-proprietary Mycobacmrium bovis BCG

Name / Ph, Eur. name / comnton name:

MapTuaun HoMepa BLPXY ONAKOBKATA H APYIH 202-1 BCG vaccine, freeze-dsied

Paino3HABATENHH HOMEpA, CBLPIAHH © TA3H nApTHAR/ Diluent (saline) for BCG vac®ine, freeze-dried

Batch numbers appearing on package and other
Identification numbers associlated with this batch:

390-2

Buzx na nnpenvnaTa onakoska/ Type of container:

O6m Gpoit Ha onaxkoBkuTe B Talu naprnas/ Total number
of contalners in this batch;

Bpoit 1038 B onakoskata/ Number of doses per container:

Havano na cpoka ua roauoct/ Date of start of period of
validity:

JlaTa HA HITHYAHE HA cpoka Ha ronoct/ Date of expiry:

Homep ma paspewréumero 3a  ynorpeba (nnpwaBs
unenka/EC) winaneno o1/ Marketing authorisation nupfbe

‘member state / EU) issued by:
Hme u axpec ua npowssonurens/ Name and addre byn Buo-HL3ITE” EOOJ, “A.Caxszor™ Ne 26, 1504Codms /
manufacturer: -NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria

Hve n agpec ua npuTexatens Ha paipe
ynorpe6a, aKo € painuueH oT nPoH3BOA
address of marketing authorisation holder

“Byn Bro-HLI3ITE” EOQ/L, “A.Cakraor™ Ne 26, 1504Codas /
BB-NCIPD 1td., 26 Y. Sakazov, 1504 Sofia, Bulgaria

Tasu napTHZA ¢ OUCHIBANHA H{ie3 ADKYMEHTHPAHK
CTRHUAPT W Ce ocHosanar ka! This batch has been
the ISO/TEC 17025 standard This examinatio
- CBOTBETHUTU PEKOBOICTBO 34 TO3H Aekap
absence of the latter,
- {IPCTRCA HA NPOTOKOHTE OT PO
review of the manufacturer's gife
Tasu napTiaa e B cLOTRETE
38 ynotpefia 1 cc ocpoBamnas:
and the above marketing aitho

€8 4ACT OT SHCTEMOTA 32 YIPARIEHHS HA KAYECTEOTO B CLOTBCTCTBHE ¢ ISO/EC 17025
using documented procedures which form part of a guality systeni which Is In accordance with

OJDCOARUH XOHTPORHH NASOPATOPHH MIIMTBAHHA, KAKTO c& anoSpei B paspemeHHeTo 38 ynoTpeGa)/ the
approptiate contro! [aboralory tests as indicated in the marketing authorisation application.

: COrPHIALMM, JENErHANY B CROTBETHITE MOHGrPadiH oT Esponeflcka dapMakonex K FOPHOTD PRIPELICHHE
ich is In compliance with the approved specifications lald down fn the relevant European Phwda monographs
0 of is released.
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