<3 PENYBJ/INKA BBJIFAPUSA
N3nbnHuTEeNHa areHuusa no JeKkapcreaTta
:’ REPUBLIC OF BULGARIA
Bulgarian Drug Agency

CEPTUO®UKAT 3A JTOBPA ITPOU3BOJCTBEHA ITPAKTHUKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2022/198

Yacr 1
L

Hspanen B pe3yTaT HA H3BbPIIEHA IPOBEPKA HA NPOH3BOAHTE/I HA JIEKAPCTBEHH MPOXYKTH ChIVIACHO
4. 111, aa. 5 ot Inpexruna 2001/83/EC.
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

HsnbanuTeIHA areHnus o Jekapersara Ha Peny6anka Buarapus yrocroBepsiBa cjieiHOTO:
Bulgarian Drug Agency confirms the following:

IIpou3BoanTE AT HA JIEKAPCTBEHH NMPOAYKTH:

The manufacturer:

ONKO ILAC SAN. VE TIC. A S.

Aznpec Ha obeKTa:

Site address:

GOSB 1700. Sokak, Ne: 1703 Cayirova/KOCAELI, TURKEY

Oe npoBepeH BbB BPb3Ka ¢ pa3penieHHe 3a ynorpeda Ha JieKAPCTBEHH NPOAYKTH, MPOH3BEIEeHH H3BBHH
Esponeiickata nKoHOMH4YecKa 30Ha cbriacHo 4. 111(4) ot Aupextusa 2001/83/EC, Tpancnonupanu
B HAI[HOHAJIHOTO 3aKOHOAAaTe/cTBO Ha Penybsinka bbarapus ¢ . 269, an.4 ot 3JIIIXM.

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 nocsiennaTa npoBepka Ha Jpy:KecTBOTO, MpoBexeHa Ha 21/12/2021 Ge ycranoBeHO, Ye YCJIOBHATA HA
NPOHM3BO/JACTBO €2 B ChOTBETCTBHE ¢ NPUHIMIHTE H H3HCKBAHHUATA 32 100pa MPOH3BOACTBEHA MPAKTHKA,
nocovenn B [Iupexruna 2003/94/EC/.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 21/12/2021, it is

considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/EC/.

Hacrossmuar ceprudukar oTpassiBa ycjIoBHSITA HA MeCTaTa 3a MPOU3BOACTBO MO BpPeMe HA NPOBEpPKaTa,
NOCOYeHa No-rope U He TPsAOBA J1a ce CYHTA, Ye 0TPA3ABA JeHCTBHTEIHOTO CHCTOSIHHE HA NPOH3BOAMTEIIS,
AKO ca M3MHMHAJH NoOBeYe OT TPH IOJAMHH OT AaTaTa Ha npoBepkara. Bonpexku ToBa, TO3M cpok Ha
BAJIHIHOCT MOsKe 12 Ob/ie HaMaJIeH HJIH YAbJIKeH Ype3 H3M0/13BaHe OLeHKAa HA PHCKA, KOETO ce 0C0YBa B
10.J1eT0 ,,OrpaHHYeHUsITa WIH 3a0eIeKKH”.

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.

CeprudukaThT € BAJHICH CAMO, KOTaTO € NPEICTABEH ¢ BCHUKH cTpanuuu u asere Yactn 1 u 2.
This certificate is valid only when presented with all pages and both Parts 1 and 2.
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Part 2

JleKapcTBeHH MPOAYKTH 3a XyMaHHa ynorpeba/Human medicinal products

OWU3BOJICTBEHU AEMHOCTH/ MANUFACTURING OPERATIONS*

i | Crepuanu nponykru/Sterile products

1.1.1 AcentuuHo U3roTBeHW Aseptically prepared
1.1.1.1 Teunoctu ¢ ronsim obem/Large volume liquids
1.1.1.2 Jlnodunuzatu/Lyophilisates
1.1.1.4 TeuHocTH ¢ Marbk 00em/Small volume liquids

1.1.2 Crepunusupanu B KpaiiHa onakoBka/Terminally sterilised
1.1.2.1 Teunoctu ¢ roasm obem/Large volume liquids
1.1.2.3 TeuHoctu ¢ Mabk 00em/Small volume liquids

1.2 | Hecrepuanu npoaykru/Non-sterile products

1.2.1 Hecrepunnu npouyktu/Non-sterile products
1.2.1.13 Ta6aerku/Tablets

1.5. | OnakoBane/Packaging

1.5.1. IlbpBruHO onakosane/ Primary packing
1.5.1.13 Tab6netkwu/Tablets

1.5.2 BropuuHo onakosane/Secondary packing

1.6. | KauectBen xoutpon/Quality control testing

1.6.1 MukpoGuonoruunu: crepuinu/Microbiological: sterility

1.6.2 MukpobuosioruuHu: Hectepunau/Microbiological: non-sterility

1.6.3 Xumuunu /duzuuun/Chemical/Physical

Orpanuvenns uiH 3a0eJIeKKH, HMAIH BPB3Ka ¢ 00XBATA HA Te3H NPOU3BOACTBEHH IEHHOCTH:
Any restrictions or clarifying remarks related to the scope of these manufacturing operations:

HMucnexuuarta skmousa Facility A u Facility B Ha mpousBoacTBeHus 06€KT:

- CTepWIHK TPOIYKTH: aceNTUYHO M3TOTBEHH, TEUHOCTH C rOJIAM M Maiabk 00eM, M CTEpUIM3UPAHU B KpalHa
OTMaKoBKa, TEYHOCTH ¢ ronsam u mainbk o6em (Facility A u Facility B);

- CTepuiHM NPOAYKTH: acenTHUHO U3roTBeHH, modunusaru (Facility B);

- Hectepuiinu npoaykru: Tabnetku v Gunmupanu tabnetku (Facility B)

This inspection covers Facility A and Facility B of the manufacturing site:
- Sterile products: Aseptically prepared, large ana’ small volume liquids and Terminally sterilised, large and small
volume liquids (Facility A and Facility B); ==

- Sterile products: Aseptically prepared, Lyoph;llsai‘es (& Jf{ i @)
- Non-sterile products: tablets and film- coa{e(i?tlbfets (Fac a\rlJ\tﬂB)\\

,-??*‘»—"v \'? \‘\

t {

MHCneKUMsaTa € H3BbPIIEeHa AHCTAHUHOHHO, \;
It has been a distant inspection. ==

01/02/2022

mar.- (l)apM ‘Boraan Kupnios

Bogdan Kirilov, MScPharm, MPH
U3nbannTenen Jupekrop

Executive Director

M3nbaHATEIHA areHIHs 10 JieKapeTBaTa
Bulgarian Drug Agency

Codusa 1303, yn. amsH pyes N2 8, ten.: (02) 8903 555, daxc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,
e-mail: bda@bda.bg
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