PENYBNNKA BBNITAPUA

Manw/iHMTeNnHa areHUUa No neKapcreara 0 e 0
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

EBPOIEMCKHA CEPTHOUKAT 3A OCBOBOXKIABAHE HA HAPTHIA HMYHOJIOI'HYEH
JIEKAPCTBEH IIPOAYKT
EU OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE
FOR IMMUNOLOGICAL PRODUCTS
EC/EHAII CEPTHPHKAT OT OOHIUAIEH KOHTPOJIEH OPI'AH 3A OCBOBOXIABAHE
IIAPTH]ITA - kpaen npogyxT
EU/EEA OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE - Finished Produ

Ouetena 8 croteeTeTRHE C 41114 Ha Jupextrsa 2001/83/EC, muexens ¢ HAupextina 2004/27/EC (MMYHOIOrHYHH NEKEPCTBENRH NPOXYKTH) K B cTeTS
€ ANMHHHCTPETHBHATR NPOLLAYDE 32 0CBOBOKAABAHE Ha MAPTHAS OT DYMIHANCH KOHTRONEH Opran.

Examined under Article 114 of Directive 2001/83/EC as amended by Directive 2004/37/EC {Immunological Medicinal Products) an rdanc@with
the Administrative Procedure for Official Control Authority Batch Release.

Hme na nponykra/ Trade name; - BCG vaccine, freeze-dried

Mewxaynapoaro nenatentHo ume /Dapmakonelino

nme/Ofmonpnero ume/ Insernational non-proprietary Mycobacterium bovis BCG

Name / Ph. Eur. name / common name:

MapTrans Homepa BbPXY ONAKOBKATA U APYIY 203 BCG vaccine, freeze-dri

PA3INO3HABATENHH HOMEpA, CELP3AHK ¢ Ta3H NapTHAa/ Diluent (saline) for BCG vatgine, freeze-dried

Batcit numbers appearing on package and other
identification numbers associated with this batch:

Bua na mpeaunara onaxoska/ Type of container:

O6u Gpoft Ha onaxoBknTe B Tasu napruna/ Tofal number
of containers in this batch:

Bpofi no3u & onaxosxata/ Number of doses per container:

Hauano ra cpoxa na ronuoct/ Date of start of period of
validity:

JlaTa Ha H3THYANHeE HA cpoxa HA ronnoct/ Date of. expiry:
Homep wa paspemensero 3a ynoTpeba (m 10843 (Bnnrapus/Bulgaria)

‘member state / EU) issued by:

HAme u agpec na npomasogurens/ Name and add
manufacturer;
Hme u agpec Ha npurfemaTens Ha paspe
ynotpea, aK0 € palTHYeH OT NPOUIBOAHT
address of marketing authorisation holder
Tain NBPTHA € CUSHABEHA YPe3 ROXYMEHTHDRHH npo
CTAHZAPT W ¢c ocHoBaraT H! This batch has be
the ISOAEC 17025 standard This examination s

yn Buo-HLBITBE"” EOOL, “5.Caxs3o0s” Ne 26, 1504Codmn /
3B-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria
“Byn buo-HI3IIE” EOON, “A.Caxezos” Ne 26, 1504Codmn /
BB-NCIPD Ltd., 26 Y. Szkazov, 1504 Sofia, Bulgaria

HTD €A YOCT OT CHCTCMATA 33 YNPRENEHHE HR KAYECTBOTO B CLOTBETCTANE © ISQ/IEC 17025
using documented procedures whick form part of a quality system which Is in accordance with

» N NIPH OTCLCTRKC HE NecneanoTo/ the relevant Note for Guidance for this product, or, in the
absence of the latier,

- MPEeraen HE NpOTOXOAHTE OT TOIXOANTUH KOHTPOIRH Nal0paTOPHH HINHTBAHMA, KEKTO A 050GPEHH B PR3PETICHHETO 38 ynotpeta) the
review of the manufacturer’s appropriate control [aboratory tests as indicated in the marketing authorisation application,

Tasu napTHAs ¢ & CHOTR 00 CUMBURALMH, JATErHATH B CLOTBETHHTE MOKOrPatITH OT Esponclicka DapMRKONCE # FMOPHOTO pasPELLCHHS

3aynotpeba v ¢2 oceoloan! ISbafch is In compliance with the approved specifications laid down in the relevant European Pharmacopoeia graphs

and the above marketing o oand Is released.

Ji:ocuna Credanosa, riaBen excriepT, THpeKIHA
Signed by, name f

; “ANanH3N HA NeKapCTBEHHTE NPORYKTH”
Lusila Stefanova, Chief expert, Department “Analyses & medicinal products / L
AThKHOCT! IMasnitnka CTORHOBA, HAYANHHK OTHEN @

Hon: “Bronoruuny ananusy » hapmaxonedinn gefivocTu” =
Pavlinka Stevanova, Head of Division “Biological analyses and Pharmacopvelal activities”

ne/ Date of issue: 25/07/2016 s

cepTudurata/ Certificate Number: 0299Vv/2016 - \{ i % S
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