PENYBJ/INKA BBbJ/ITAPUA

M3nbAHUTENIHA areHuUMs Nno nekapcrearta @ e 0
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

CEPTH®HUKAT 3A JOBPA IIPOU3BOICTBEHA ITIPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2023/225
Yacer 1
Part 1
H3najen B pe3y/TaT HAa H3BbpPHIEHA NPOBEPKA HA MPOU3BOIHTE/ HA JIEKAPCTBEHH NPOAYKTH CbIJIACHO
ua. 111, an. 5 or {upextusa 2001/83/EC.
Issued following an inspection in accordance with Art. 111(3) of Directive 2001/83/EC.

V3nbaHHTEIHA areHIAs 0o JekapersaTta Ha Peny6iauka buiarapus yiocrosepsisa cJIeAHOTO:
Bulgarian Drug Agency confirms the following:

TIpon3BOAHTENAT HA JIEKAPCTBEHH NPOAYKTH:

The manufacturer:

WORLD MEDICINE ILAC SAN. VE TIC. A.S.

Anpec Ha obexTa:

Site address:

15 TEMMUZ MAH. CAMI YOLU CAD. NO: 50, P.K. 34212 GUNESLI BAGCILAR, ISTANBUL, REPUBLIC OF
TURKEY

Ge npoBepeH BLB BPb3Ka ¢ paspellieHHe 32 ynoTpeda Ha JeKaPCTBeHH NPOAYKTH, NPOH3BEJeHH H3BLH
EBponeiickaTa NKOHOMHYeCKa 30Ha chriaacuo wi. 111(4) ot Aupextusa 2001/83/EC.

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.

IIpu nocieanaTa NPoBEPKa HA JAPYKECTBOTO, NpoBeaena Ha 21/10/2022 e ycranoBeHo, e yCJI0BHATA HA
IPOH3BOJICTEO €A B CHOTBETCTBHE C NPHHUHMIHATE H H3HCKBAHHUATA 32 100pa MPOH3BOACTBENA NPAKTHKA,
nocouens B Iupexrusa 2003/94/EC /.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 21/10/2022, it is

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

HacrosmuaT cepTHQHKAT 0Tpa3sBa yCJOBHATA HA MECTATA 32 NPOH3BO/JACTBO N0 BpeMe Ha MpPOBEpKaTa,
H0COYeHa No-rope u He TpsiOBa Ja ce CYUTa, Ye 0TPasHBa AciiCTBHTEIHOTO ChCTOANNC HA NPOHIBOAHTC/I,
4aK0 ca M3MHHAJIM NOBe4Ye OT TPH IOAMHHM OT JaTaTa Ha mpoBepkata. Bbnpexkn ToBa, TO3H CPOK HA
BAJIHAHOCT Moe 12 ObJe HaMaJleH WJIH YAbJIZKeH Ype3 H3N0/13BaHe OLeHKA HA PHCKA, KOeTO ce NMoCco4YBa B
n0J1eTo ,,OrpannyeHusTa HIH 3a0e/1eKKH”,

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.

Cepruduxara e BaaHIeH caM0, KOraTo € NpeACTABeH ¢ BCHUKH cTpanuuu u Asere Yacru 1 u 2.
This certificate is valid only when presented with all pages and both Parts 1 and 2.

HeTnnHocTTa HA TO3H ceprHdUKaT Moxe aa Obae nposepena B EudraGMP. Ako He e BbBegen, Mous
CcBbpKeTe ¢e ¢ H3AaBallHs Opra.
The authenticity of this certificate may be verified in EudraGMP. If it does not appear, please contact the issuing authority
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Yacr 2
Part 2

X JlekapeTsenn mpoayxkTu 3a Xxymanna ynorpeda/Human medicinal products

NNPOU3BOACTBEHU AEMHOCTW/ MANUFACTURING OPERATIONS

1.1

Crepunnu npoaykru/Sterile products

1.1.1 Acentuano usrotsenw/Aseptically prepared

1.1.1.4 Teunoctu ¢ Mmamsk 0Gem/Small volume liquids
- KarKH 3a 04, pa3Teop/eye drops, solution
- KalKkH 3a 04M, CycneHsus/eye drops, suspension

1.2

Hecrepunnu nponyxru/Non-sterile products

1.2.1 Hectepunuu nponykti/Non-sterile products

1.2.1.1 Tevpau xancynu /Capsules, hard shell

1.2.1.2 Mexku kancynu /Capsules, soft shell

1.2.1.5 TeunocTu 3a BbHIUHA ynoTpe6a- KamkH 3a Hoc, PasTBOp, CHpeii 32 HOC, Pa3TBOP, KANKH 33 YUIH, pa3TBop,
copeit 3a koxka, pastBop./Liquids for external use-nasal drops, solution, nasal spray, solution, ear drops, solution,
cutaneous spray, solution.

1.2.1.6 Teunoctu 3a BhTpemna ynorpeda - TNEpopaleH pa3Teop, NEPOPATHH KallKH, pa3TBOp, Nepopaita
CYCCH3HA, iepopalieH cnpei, cuponu./Liquids for internal use-oral solution, oral drops, solution, oral suspension, oral
Spray, syrups.

1.2.1.8 Jlpyru TBbpaM neKapcTBeHH GOpMH - rpaHynd, ¢puimupana TabneTka, TabneTka che 3aXapHo MOKpPHTHE,
TalJIeTKH 32 CMyueHe/MaCTHIH, Npax 3a HHXAIALK, Mpax 3a NepopaiHO NMPHJIOKEHHE, MHKpONeENeTHa Kancyna./Other
solid dosage forms -granules, film-coated tablet, sugar coated tablet, lozenges/pastille, inhalation powder, oral powder,
micropellet capsule.

1.2.1.11 Ionyrsbpau Gopmu(kpem, mas, ren)/Semi-solids(cream, ointment, gel)

1.2.1.12 Cynosutopun/Suppositories

1.2.1.13 Tab6netku/Tablets

1.2.1.17 lpyru HecTepuiuu nekapcTBeHH NPOAYKTH — N03Upall MHXanaTop, rpady/u B came /Other non-sterile
medicinal products - metered dose inhaler, granules in sachet.

1=

Onaxosane/Packaging

1.5.1. ITbpBuuHO onakoBane/ Primary packing

1.5.1.1 Tebpau kancynu /Capsules, hard shell

1.5.1.2 Meku xancynu /Capsules, soft shell

1.5.1.5 TeuHocTH 3a BBHIIHA YToTpeda- Kalku 3a Hoc, pasTBop, crpeii 3a Hoc, PasTBOp, KalkH 3a YIIH, pa3TBop,
cnpel 3a koxka, pasteop./Liquids for external use-nasal drops, solution, nasal spray, solution, ear drops, solution,
cutaneous spray, solution.

1.5.1.6 TeuHocTH 3a BBTpelHa ynotpea - nepopaieH pasTeop, TNIEPOPANTHH KallKH, pa3TBOp, NepopaiHa
CyCneH3us, nepopaneH cnpei, cuponu./Liquids for internal use-oral solution, oral drops, solution, oral suspension, oral
spray, syrups.

1.5.1.8 Ipyru TBbpau nekapcTeHu Gopmu - rpanynn, ¢punvupana TabneTka, TabaeTka Che 3aXapHO MOKpPHTHE,
TablIeTKH 3a CMyueHe/IIaCTIIH, NPaxX 33 HHXANALHS, TIpax 3a MepopalHO NPUIOKEHHE, MHKpOMeeTHa kancyna./Other
solid dosage forms -granules, film-coated tablet, sugar coated tablet, lozenges/pastille, inhalation powder, oral powder,
micropellet capsule.

1.5.1.11 Ionytespan topmu(kpem, mMa3s, ren)/Semi-solids(cream, ointment, gel)

1.5.1.12 Cynosutopuw/Suppositories

1.5.1.13 TaGnerku/Tablets

1.5.1.17 Jlpyru Hectepunnu JIEKAPCTBEHH TNPONYKTH — J03HPALl MHXaNaTop, rpaHy i B cawe /Other non-sterile
medicinal products - metered dose inhaler, granules in sachet,

1.5.2 Bropuuno onakosaue/Secondary packing

1.6.

Kauecrsen kourpon/Quality control testing

1.6.1 Mukpo6Honoruynu: crepunuu/Microbiological: sterility

1.6.2 Mukpobuonsoruysm: Hecrepunuu/Microbiological: non-sterility

1.6.3 Xumuunu /busnann/Chemical/Physical
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Orpannyenusi wiu 3a0e1e:KKH, HMALIH BpPb3Ka ¢ 00XBaTa HA Te3H NPOM3BOACTBEHH e HOCTH:
Any restrictions or clarifying remarks related to the scope of this manufacturingoperation:

HHCNEeKIHATA € H3BbPUIEHa AHCTAHIHOHHO, _
It has been distant inspection

06/02/2023

Executive Director
H3mbaHHTEHA areHIHs 10 JIeKapeTBaTa
Bulgarian Drug Agency

Codusa 1303, yn. NamsH Mpyes NO 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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