PENYBJZINKA BBJIFTAPUS

N3nbaHUTENNHa areHUUA Mo JieKkapcrBaTa
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

TO //Z//[// ﬂf//\? ﬂ 21 10. 201

MS. TUGBA KOC

GENERAL MANAGER /

ONKO PHARMACEUTICALS BULGARIA LTD.

KRASNO SELO GRAMADA, BLOCK 18, ENTRANCE B, SUITE 28
1680 SOFIA

SUBJECT: Manufacturing site address correction request on GMP Certificate (BG/GMP/2020/172)

DEAR MS. KOC,

In response to your manufacturing site address correction request with ref. number MAJI-
44990/21.09.2021 on GMP Certificate (BG/GMP/2020/172), please find attached the updated GMP
certificate Ne BG/GMP/2021/184 of the manufacturing site Onko Ilag Sanayi ve Ticaret A.S. with
address GOSB 1700, Sokak, Ne:1703 Cayirova/KOCAELI, Republic of Turkey.

Appendix: According to the text.

Sincerely yours,

MScPharm BOGDAN KIRILOV

Executive Director \

Digitally signed by Gu
Date: 2021.12.14 16:3
Reason: MoldSign Si
Location: Moldova
Cocpua 1303, yn. AdamsiH 'pyes N2 8, Ten.: (02) 8903 555, dakc: (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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CEPTUDUKAT 3A TOBPA ITPON3BOJACTBEHA ITPAKTHUKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2021/184

Yacr 1

Part 1
Uspagen B pe3yaraT HA H3BbPIIEHA NPOBEPKA HA MPOU3BOAUTEN HA JIEKAPCTBEHH MPOAYKTH CHIIACHO
wi. 111, an. S ot J{npexrnsa 2001/83/EC.
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

HN3nbaauTena arennus no jJexapersara na Peny6anka bearapust ynocroBepsiBa cJjiefHOTO:
Bulgarian Drug Agency confirms the following: .

IIpon3BoauTEN AT HA JeKAPCTBEHH MPOTYKTH:

The manufacturer:

ONKO ILAC SAN. VE TIC. A.S.

Agnpec Ha o0eKTa:

Site address:

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

0e nmpoBepeH BbB BPB3Ka ¢ pa3pelieHne 3a yIoTpeda Ha JIeKapCTBEHH NPOAYKTH, MPOH3BEIEHH H3BbH
EpponeiickaTa HKkoHOMHYecKa 30HA cbriacHo wi. 111(4) ot Jupexrusa 2001/83/EC, Tpancnonupanu
B HAIIHOHAJIHOTO 3aKoHOAaTeacTBO Ha Peny6auka buarapus ¢ i, 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 .

ITpu mocjieqnaTa mpoBepka Ha JPY»KeCTBOTO, MpoBeaeHa Ha 21/11/2019 Ge ycraHoBeHo, Ye YCJIOBHATA HA
NPOH3BOACTBO €A B ChOTBETCTBHE ¢ MPUHIHIATE H H3NCKBAHHSITA 32 100pa NPOU3BOICTBEHA MPAKTHKA,

nocovyenn B Jlupexruna 2003/94/EC/.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 21/11/2019, it is
considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/EC/.

HacrosiuusT ceprudgukaT oTpassiBa ycJOBHSITA HA MECTATA 32 MPOH3BOJCTBO IO BpeMe HA MPOBEPKAaTa,
I0coYeHa mo-rope n He TpsIOBA Ja ce CUUTA, Ye 0TPa3siBa JeHCTBHTEIHOTO CHCTOSTHHE HA IPOH3BOANTEIS,
aKo ca HM3MHHAJIM II0BeYe OT TPH FOJAMHH OT /JaTaTa HAa HpoBepkaTa. Bonpeku ToBa, TO3HM CPOK HA
BAJIMTHOCT MOKe a Ob/ie HAaMaJIeH WJIH YAbJKEH Ype3 H3I0JI3BAHE OIleHKA HA PHCKA, KOETO Ce NM0COYBa B
1noJjero ,,OrpanHyeHusiTa Win 3adeseskkn”,

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.

CepTHHKATHT € BAJIN/IEH CAMO, KOTaTO € NpeJcTaBeH ¢ BCHYKH cTpannuu u Asere Yacru 1 u 2.
This certificate is valid only when presented with all pages and both Parts 1 and 2.

Hcrnnnocrra Ha To3u ceprudurar moxke ga 6bae nposepena B EudraGMP. Axo ne e BpBeaen, Moas

CBBbPIKeTe ce ¢ H3AABaIIus Opra.
The authenticity of this certificate may be verified in EudraGMP. If it does not appear, please contact the issuing authority

erp. 1.2




Aettapc'meun uponymm 32 xymauta yx_xgx‘pe6a/Human medicinal products

Sterile products
1.1.1 AcenmHiHo erTBeBu/Aseptically prepared

1,0,k TeqHoCTH © roJsAM obem/Large volume liquids

£119,27] Ium\mnmam/ Lyophil isates

114 TeuHoCT# € MabK o6eM/Small volume liquids
12 Crepunmsnpatit B KpaunHa onaKoBKa/ Terminally sterilised
1124 TeunocT! © roNAM oGem/Large volume liquids
1,123 TeuHoCTH © MabK o6em/Small volume liquids

Hecrepuauit “p())lyKT“/N on-sterile products

- 121 HecTepunii nponyKTu/Non-sterile products
i

netkn/ Tablels ///,_,

12.1.13 Td

o

Onal\"oaaﬂe/Packaing
1.5.1 TIbpBUIHO OﬂaKOBaHG/ Primary packing
\( 15113 Ta6neTm/Tablets

1,52 BropuiHo onaKOBaﬂe/Secondary packing
m KauecTBCH KOHT on/Quali control resting
_ 1.6.1 Muxo6uonomqlﬂ_u_:_ cre unﬂﬂ/Microbiolo
_ 1.6.2 Mm<06u0nomqﬂuz HEeCTe e/ Microbio

163 XumuiHd ‘/_(glr}gwmn/Chem1cal/Physical

Orpammemm IR 320 eneKKM, pMAanH ppb3Ka € o6xpaTa Ha Te3u nponssoncme}m pefinocTH:
Any restrictions oF clarifying remarks related to the scope of these manufacturing operations:

YiacnexuusiTa BKIOUBA Facility A1 Facility B #a npomBoncTBeHym 00EKT:

- Crepunii IPOLYKTH: acenT4HO J{3roTBeHM, TeunocTH © ronsM ¥ MalbK 0
OTIAKOBK2, TeuHOCTH C roJsiv 1 Manpk 00eM (Fac'\lity Au Facility B);

- Crepuiit POy KTH: acenTuiHoO w3roTBeHM, nuodunnzaTi (Facility B);

- Hectepyntt npoLy KTH: TabneTkn 1 (‘pnnmnpaﬂu TabneTKn (Facility B)

Gem, 1 crepum3Mpati p Kpanna

This inspection covers Facility A and Facility B of the mamtjacturing site:

- Sterile products: Aseptically prepared, large and small volume liquids and Terminally sterilised, |
volume liquids (Facility A and Facility B);

- Sterile products: Aseptically prepared, Lyophilisates (Facility B);

- Non-sterile products: tablets andﬁlm-coated tablets (Facility B).

B3 0cHOBA Ha OLeHKA HA PUCKA, B‘Z\ﬂll)lllOCTfa Ha c’é[).i pprikara 32 Ilﬂf(me FopMHH OT jaTaTa Ha anneKumn‘a,
f: b1 ~ N
‘ S 200 \\

arge and small

focoueHa B cepTuduKaTa:
Based on the risk assessment the validity of GME: certificate, is\r‘&g ed to|two years of t
this certificate. < - g ol Y

date of inspection written in

N

-

05/10/2021 \ed\
\A

O pars dpapm: X orpaH ,
w@gdan Kirilov, MScPharnt, MPH
Panpannrenet J{upexTop
Executive Director
PznpannTena arennust 10 jexapcTBaTd
Bulgarian Drug Agency

Cocus 1303, Y- Damar pyes Ne 8, Ten.: (02) 8903 555, dakc: (02) 8903434
3, pamyan Gruev Stre 1303, cofia, Bulgaria, tel: + 359 2 8903555/ fax: + 359 2 8903434,
e-mail: bda@bda.bg
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REPUBLIC OF BULGARIA
1o - 35989 / 22 -07- o

<
»J Bulgarian Drug Agency

TO THE ATTENTION OF

MS. TUGBA KOC

GENERAL MANAGER

ONKO PHARMACEUTICALS BULGARIA LTD.
KRASNO SELO GRAMADA

BLOCK: 18, ENTRANCE: B, SUITE: 28

SOFIA 1680, BULGARIA

SUBJECT: Letter with Ref. No UAJI-26951/01.06.2021
DEAR MS. TUGBA KOC,

In response to your letter with ref. Ne IAL-26951/01.06.2021 about requested inspection of ONKO
ILAC SAN. VE TIC. A.S. with site address Gebze Organized Industrial Zone, 1700 Street No 1703
Cayirova/Kocaeli, Turkey, I inform you the following:

As aresult of the national and international restrictions in connection with the current COVID-19
pandemic, including on-site GMP inspections, European Commission jointly with European Medicines
Agency and Heads of Medicines Agencies, developed and submitted guidelines on regulatory
flexibility in procedures related to manufacturing and marketing to the EU market of medicinal
products for human use. The guidelines are intended for manufacturers, marketing authorization
holders, distributors and etc., as well as for the national regulatory authorities, and are specified in a
document ,,NOTICE TO STAKEHOLDERS QUESTIONS AND ANSWERS ON REGULATORY
EXPECTATIONS FOR MEDICINAL PRODUCTS FOR HUMAN USE DURING THE COVID-19
PANDEMIC*, revised on 26.05.2020 and available at address:

https://ec.europa.eu/health/sites/health/files/human-use/docs/guidance regulatory covidl9 en.pdf

According to the submitted information the validity of GMP certificates, affected at the time of
the WHO-declared pandemic, of sites located in the EEA and sites located outside the EEA is
considered automatically extended until the end of 2021, and the obligation of manufacturers and
importers to comply with GMP is not waived, with aim of manufacturing of quality, safety and efficacy
medicinal products.

Conducting of on-site inspections will resume as soon as COVID-19 restrictions are lifted. The
competent authorities reserve the right to inspect a production site if the need arises.

In connection with the above, the current validity of a certificate of Good Manufacturing Practice
with Ne BG/GMP/2020/172, issued to ONKO ILAC SAN. VE TiC. A.S., Turkey is considered to be
automatically extended until the end of 2021, and depending on the development of the epidemic
situation in the country related to COVID-19, Bulgarian Drug Agency will notify ONKO ILAC SAN.
VE TIC. A.S., Turkey in a timely manner for the possible dates for conducting a routine on-site
inspection or for starting a distant assessment, in order to establish compliance with the requirements
of Good Manufacturing Practice of the production site.

Sincerely yours,

MScPHARM BOGDAN KIRILOV 1 :
Executive Director i\

r.y" ’A‘.,\\ :
LS ty
Cogus 1303, yn. lamaH Mpyes N2 8, Ten.: (02) 8903 555, ol 5
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fa¥: +\358 2 8303434,
e-mail: bda@bda.bg ik
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