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Ma3nbaHUTeNnHa areHuus No siekapcreara
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Bulgarian Drug Agency

CEPTU®HUKAT 3A JJOBPA ITPOU3BOJACTBEHA ITPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Ne BG/GMP/2021/191

Yacr 1
Part 1

Hsnanen B pesyaTar Ha H3BbPLIEHA NPOBEPKA HA NPOU3BOJUTEN HA JIEKAPCTBEHH MPOIYKTH ChIJIACHO
wi. 111, an. S ot J{upexkrusa 2001/83/EC win ui. 15 ot {upexruna 2001/20/EC*.

Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC or Art. 15 of Directive
2001/20/EC*.

HsnbanuTeIHA areHIHs N0 JiekaperBaTa Ha Peny6iuka Boharapus ynocrosepsiBa c/1eIHOTO:
Bulgarian Drug Agency confirms the following:

ITIpousBoAHTENAT HA JeKAPCTBEHH MPOAYKTH:

The manufacturer:

Polifarma Ila¢ San. Ve Tic A.S.

Anpec Ha o0ekTa:

Site address:

Vakiflar OSB Mahallesi, Sanayi Caddesi, No: 22/1, Ergene, Tekirdag, Republic of Turkey

0e npoBepen BbLB BPb3Ka € paspelieHne 3a ynorpeda, Ha JeKapCTBEHH NPOAYKTH, NPOU3BEIEHH H3BbLH
Epponeiickara wukoHoMHuYecka 30Ha cbriaacHo wi. 111, an. 4 or Jupexrusa 2001/83/EC,
TPAHCNIOHHPAHH B HANHOHAJHOTO 3aKOHoAaTeqcTBO Ha PemyGsmmka Bbarapus ¢ wi. 269, ax 4 or
3JIIXM.

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of the European
Economic Area in accordance with Art. 111(4) of Directive 2001/83/EC transposed in the following national legislation
of Bulgaria Art.269(4) of Medicinal Products for Human Use Act.

IIpu nociiennara npoBepka Ha Jpy:KecTBOTO, NpoBeaeHa Ha 29/10/2021 Ge yeraHOBEHO, 4e YCJIOBHSTA HA
NIPOU3BOJACTBO €A B CbOTBETCTBHE C NPHHUMNUTE H H3MCKBAHUATA 32 100pa NPON3BOACTBEHA MPAKTHKA,
nocoyenu B Jlupexruna 2003/94/EC/.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 29/10/2021, it is
considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/ECy.

HacrosimusT ceprudurat 0Tpa3siBa yCJOBHSATA HA MECTATA 32 IPOH3BOJACTEO 110 BpeMe HA MPOBepKaTa,
nocoyeHa mo-rope W He TpadBa Na ce CYHTA, Ye OTPa3siBa JAEHCTBHTEJHOTO CHCTOSIHHE HA
NPOH3BOAMTEJISl, AKO €A H3MHHAJIH IOBeYe OT TPH IOJMHM OT JaTaTa Ha mpoBepkara. Bunpeku ToBa,
TO3H CPOK HA BAJIMJAHOCT MOXe Aa ObjJe HaMa/leH HJIH yAbJ/UKeH Ype3 H3MOJ3BAHE ONEHKA HA PHCKA,
KOETO Ce I0COYBA B N0JIETO ,,OrpaHuYeHusTa MM 3a0e/1eKKn”.

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and should not be
relied upon to reflect the compliance status if more than three years have elapsed since the date of that inspection.
However, this period of validity may be reduced or extended using regulatory risk management principles by an entry in
the Restrictions or Clarifying remarks field.

CeprudukarsbT € BaJHIEH CaM0, KOTaTo € NPeACTABEH ¢ BCHUKH cTpaHunu u aBere Yacru 1 u 2.

This certificate is valid only when presented with all pages and both Parts I and 2.

HcrunnoctTa Ha TO3H cepTHdHKAT Moke Ja Obae nposepena B EudraGMP. Ako e e BbBeneH, Moust
CBBbpIKETE ce ¢ H3AaBallHs OpraH.

The authenticity of this certificate may be verified in EudraGMP. If it does not appear, please contact the issuing
authority.

etp. 1.2



Yacr 2
Part 2

X JlexapcTBeHH MPOAYKTH 32 XyMaHHa ynotpeda/Human medicinal products

1. MPOU3BOACTBEHU AEMHOCTH/ MANUFACTURING OPERATIONS

1.1

Crepuaau npoaykru/Sterile products

1.1.2 Crepunusupan B kpaiiHa onakoska /Terminally Sterilized
1.1.2.1 Teynoctu c ronsam o6em /Large volume liquids

1.1.3 Ceprtupuumpane Ha naptunu/Batch certification

1.5.

OnaxoBaHe/Packaging

1.5.2 BropuuHo onakoBaue/Secondary packing

1.6.

KauecrBen kontpoa/Quality control testing

1.6.1 Mukpobuonoruanu: crepunau/Microbiological: sterility

1.6.2 MuxkpobuonoruuHu: Hectepuinu/Microbiological: non-sterility

1.6.3 Xumuunu /pusnann/Chemical/Physical

Orpanuvenus nin 3a6eeXKKH, HMAIIH BPB3KAa ¢ 00XBATA HA Te3H NPOH3BOACTBEHH JeliHOCTH:

Any restrictions or clarifying remarks related to the scope of this manufacturing operation: None

Hncneknusita e N3BbpiieHa HCTAHIHOHHO.
It has been distant inspection.

Bb3 ocHoBa na OIl€EHKAa HAa pPHCKAa, BAJHJIHOCTTAa Ha cemelmKaTa € IB€ IOAHHH. Hpﬂ oTmagaHe Ha

OTPAHHYEHHUSITA 32 MbTYBaHe 1ie Ce H3BbPIIH HHCIEKIHS HA MSCTO.
Based on risk assessment the validity of the certificate is two years. When the travel restrzctzons are dropped out the on
site inspection will be carried out.

22/12/2021

8, Damyan Gruev Str.,

'Ex\ec&v%zctor

M3nbaHuTEIHA areHlud 1o JieKkapcrBara

Bulgarian Drug Agency

Codus 1303, yn. OamsiH I'pyes N2 8, Ten.: (02) 8903 555, dakc: (02) 8903434

e-mail: bda@bda.bg

1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,

cTp. 2/2







oY invo varya

0 €/L10T LI0TTOLY|  HA OV VINIVA MVOOM|  €0VXS0€ Inopy wnkpos ZISLAS T 0§ ‘TSILTAZQD ¥NYOTI WNAAOS €% 1L127698786698 8L
SV NVS VAN
0 €/L10T LIOTTOLY|  HA OV VINIVA MVOOM|  €0VXS08 Iuopy] wnkpos ZISLAS TN 001 ‘TSILTAZQO ¥NYOTI WNAAOS €% S617698786698 LL
SV NVS VAN
0 €/L10T LIOTT0LT|  HA OV VINIVA MVIOM|  €0VXS0E Iniopy wnkpos T1LES T 001 TSILTAZQD INYO T WNAAOS £% 8817698786698 9L
SV NVS VAN
0 €/L10T LIOTT0LT|  HA OV VINIVA MVIOM|  €0VXS08 Iopy wnApos T1LES TN 0§° ISLLTAZQ) INYO T WNAAOS £% 917698786698 SL
SV NVS VAN
0 LIT/LTOT L10TT0°10| A OV VANVAIVOOM| 1004509 [ojuew ZISLAS T 00§ ‘0AVO) ISILTHZQD TOLINNVIN 02% L6T1698786698 yL
SV NVS VAT
0 LIT/L10T L10TT0°10| A OV VANVAIVOOM| 1006509 [oyurew I'1LAS TN 00§ ‘0AVO) ISILTAZQD TOLINNVIN 02% 0871698786698 €L
SV NVS VAN
0 LTT/LTOT L10TT0°T0|  FA OV VNV VOO 1009509 [ojuuew ZISLAS T 0001 ‘0AVO) ISILTAZQD TOLINNVIN 02% LT0T698786698 w
SV NVS VAN
0 LIT/L10T L102°20°10|  HA OV VINIVA MVOOM| 1006508 [0y uuew T'1LAS TN 0001 ‘GAVO) ISLLTAZOO TOLINNVIN 02% 0102698786698 173
‘$V OIL ZISLAS TN 00§ ‘LLTIZQD
0 €202°€0°€0 01/01T 9002°T1v1| HA 'NVS OV VWIVAITOd| 1006508 [ojruuew NIOT NOZQANI ‘AT IVANS TOLINNVIN 02% dd 000£699096698 0L
§'V OIL I'LLES TN 00§ ‘TLTIZQD
0 £202°€0°€0 01/01T 9002°TI'v1| HA 'NVS OV VWIVAITOd| 1006508 [ojruuew NIOT NOZANI ‘AT IVANS TOLINNVIN 02% dd L667699096698 69
$'V OIL ZISLAS TN 0001 ‘TLTAZQD
0 £202°€0°€0 01/01T 900Z°CTI'P1| HA NVS OV VWYVAITOd| 1006509 [ojuuEw NIOT NOZQANI ‘AT IIVANS TOLINNVIN 02% dd $T0E699096698 89
$'V OIL TILAS TN 0001 ‘TLTIZQD
0 £202°€0°€0 01/01T 900Z°TI'P1| HA NVS OV VAYVAITOd| 1006509 [oyuuew NIOT NOZQANI ‘AT IVANS TOLINNVIN 02% dd L10£699096698 L9
0 02025067 $88/S10T SI0T11°ST ‘$'V ONIQ'TOH VAEA| 1006508 [oyuwew | ZISIASASIS 17T 00§ ‘S4€ ISLLTAZOD TOLINNVIN 0% TL8869STS6698 99
0 02025067 $88/510T S10T11°ST 'S’V ONIQTOH VAEd| 1006509 [oyuwew | TILASASIS 17T 00S°SA€ ISILTAZQD TOLINNVIN 02% £€€0695TS6698 9
0 02025067 $88/S10T S10T11°ST '$'V ONIQ'TOH VAEA| 1006508 [oyuwew | ZISLASASIS 1T 0S1°SA€ ISILTAZQD TOLINNVIN 02% $988695TS6698 9
0 02025067 $88/S10T S10T11°ST ‘$'V ONIQ'TOH VAEd| 1006509 [oyuwew | [ILASASIS 1T 0S1°SAd ISILTAZQD TOLINNVIN 02% 97£0695756698 €9
SV NVS VAN ZISTAS TN
0 ¥€6/910C 910TTI'8T|  dA OV VINIVA JIVOOM|  €ovesod Jerprgouow zonsyop| 00§ (SYATIIAAN) ISILTAZQD IVANS ZOYLSNAA 02% 6770698786698 9
SV NVS VAN TITIS TN
0 $€6/910T 9107T1'8T|  HA OV VINIVA MVIOM|  €0VESod Jerpryouow zonsyp|  00S (S TAIATW) ISILTAZOD PIVANS ZOULSNA 0% T1¥0698786698 19
SV NVS VAN
0 ££6/910T 910ZCTI'87| A OV VANVAIVOOM|  €0vesod zonsp| T 00§ ‘ZISLAS ISILTAZOD IVANS ZOYLSIAA 07% €LT1698786698 09
SV NVS VAT
0 £€6/910T 910T°Z71'87| A OV VANVAIVOOM|  €0vesod zonsyop TIN 00§ ‘TTLAS ISLLTAZOD DIVANS ZOWLSNAd 02% 9971698786698 65
SV OIT ZISITIS TN USC 1T TdZ00
0 £20T°€0°€0 SILLT 9661°10°L1| HA 'NVS OV VWIVAITOd|  €0VES0E Ipryue Zonspa NIOI NOZOANT "A'TMVANS ZOYLSNAA 07% dd 90£0699096698 8¢
SV OIT TITIS TN USC ITTdZQ0
0 £20T°€0°€0 SILL 9661°10°L1| HA 'NVS OV VWIVAITOd|  €0VESOd Iprque ZonspPQ NIOT NOZQANI ‘AT IVANS ZOYLSNAA 02% dd 0620699096698 LS
SV ASIS TITAS TN
0 1202°T1°€0 16/261 6661°90°0¢ "OIL dA 'NVS OV THSO|  €ovesod zonsp|  00S ISILTAZQD JINOLYAIIH HMVANS ZOYLSIAA 07% SP0S6988L6698 95
1.:>ov.<§_§ (A | A F
‘ T 1 "ZDN—Q T T Ziunjeq eunuojoy [ [
NV'IO VADISY MITAISIDAA
1A AIAD ust RPIPIIZA
THRIVL €T-AAAVIN uepdex apStupapq
VIANI'TV | 0 :NQUQ NVAVIA'TO THRVL| o1 Bunn uepded ISVAVINON THRV.L
VADISY| VADISV ILVSHOA| MIDIISIDAd| pisigep eyey ng SIDISIDAA LVSHMY LVSHMY T9[HVS LVSHNY| NAOM DLV AAAVIN NDLLY 1AV NQEQ ao>uvd| ON viIS

€T0T11
LUTOA/610TTITE/
ST-LST-aN]

ISALSIT YAINQNN 9911 RASAd I'TLVSHNA

IDITNYHVE NIT1DYS DL




		2024-12-27T11:11:41+0200




