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CEPTHDHUKAT 3A JOBPA TIPON3BOACTBEHA ITPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2025/310

Yacr 1

Part ]
H3nagen B pe3yaTar Ha H3BbPLICHA NpOBepPKa NHa HPOH3IBOAATEN HA JIEKAPCTBEHH NPOXYKTH
cbraacuo wi. 111, an. 5 or lupextusa 2001/83/EC.
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

M3npaunTeHA areHuusA no JexapersaTa Ha Penybianka bearapus ynocropepaBa ci1e1HoTO:
Bulgarian Drug Agency confirms the following:

IlpouzBonnTensT:

The manufacturer:

WORLD MEDICINE ILAC SANAYI VE TICARET A.S.

Anpec Ha oGexTa:

Site address:

Gazi Osman Pasa Osb Mahallesi 6 Cadde No 30 Street Organized Industrial Zone Cerkezkoy, Tekirdag 59500,
Republic of Tiirkiye

Oe MpoBepeH BLB BPB3Ka ¢ pa3pemenne 3a ynorpeda, Ha JieKapCTBeHH MPOAYKTH, IPOU3BeIeHH H3BbH
Epponefickara nKOHOMHYECKA 30ma chriaacdo wi. 111, amx. 4 or Jiupexkrmsa 2001/83/EC,
TPAHCOOHHPAHN B HAIIMOHAJHOTO 3aKoHoJaTeacTBO Ha Penybauka Brarapus ¢ wia. 269, ax 4 ot
3JIIXM.

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

ITpu nociensara npoBepKa Ha JPYyKecTBOTO, NpoBeneHa Ha 31/10/2024 Ge yeTranoseno, ye yCJOBHATA Ha
NPOU3BOACTEO CA B CHOTBETCTRHE ¢ NPHHIHITHTE ¥ H3HCKBAHUITA 34 A00pa NPOH3BOACTEEHA IPAKTHKA,
nocouenu B JIupexTusa 2017/1572/EC/.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 31/10/2024, it is
considered that it complies with the principles and guidelines of Good Manufacturing Practice laid down in Directive (EU)
2017/1572

HactoamusT cepraHKAT 0TPa3siBa YCJI0BHATA HA MACTOTO 32 NPOM3BOJCTBO [0 BpeMe HA NPOBEpPKATa,
110COYIEeHA [10-TOPe H HE TPSAORA 1A ce CUHTA, Ye 0TPA3sBa JeHCTBHTEINOTO CHLCTOAHHAE HA NPOU3BOXHTES,
4AK0 ca H3IMHHAJIN HOBeYe OT TPH roJMHA OT AATATA HA NpoRepKkaTta. BLIpPEeKH TOBa, TO3H CPOK Ha
BAJHAHOCT MoO:Ke Ja ObJe HAMAeH WJIH YALJKEH 4pe3 H3[0J3BAHe NPHHIHIHTE HA YIpPaBJleHHE HA
PHCKA, KOETO ce MOCOYBA B M0JIeTO ,,Orpanuyenns HaH 3a0eJemKn’.

Axtyanuzaunun Ha ,,OrpaHnyennst WM 3a0ejexKkn” moraTt ga ObJar naeHTHQUIHpPaHn 4pe3 yebcaiiTa
EudraGMDP (http://eudragmdp.ema.europa.eu/).

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 Clarifving remarks field.

Updates to restriciions or clarifying remarks can be identified through the FEudraGMDP website
(http://eudragmdp.ema.europa. ew).

CeprudukaThT € Bann/ed caMo, KOaTo € HpeiACTABeH ¢ BCHYKH cTpanauu u asere Yacrn 1 n 2,

This certificate is valid only when presented with all pages and both Parts 1 and 2.

Hcernunocrra ua 1o3u cepruduxar moxe na 6bae nposepena B EndraGMP. Ako He e BsBeaeH, Mous
CBHLPIKETE Ce ¢ H3IaBalus Oprag.

The authenticity of this certificate may be verified in EudraGMP. If it does not appear, please contact the issuing authority.
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acr 2
Part 2

L Jlekapersenn npoayxTn 3a Xymauua ynorpeda/l{uman medicinal products

MEDICINAL PRODUCTS

F 1. MPOUM3BOACTBEHH JEHHOCTH HA JEKAPCTBEHM IIPOAYKTU/MANUFACTURING OPERA TIONS —

Crepuaun nponyxru/Sterile products

1.1 Crepuanu nponyxru/Sterile products

(processing operations for the Jollowing dosage forms)
1.1.1.1 Teunoctn ¢ Tomsam obem/Large volume liquids
1.1.1.2 JInodunusaru/Lyophilisates ,
1.1.1.4 Teunoctn ¢ mansk obem/Small volume liquids
- Mikexuuonen/undy3nonen pasTBop/Solution for injection/infusion;
- Mmxekunonen pastsop/ Solution Jor injection;
- PasTBOp 33 nmkekmonen pastBop/ Solution for solution for injection;
- Kanku 3a oun, pastsop/ Eye drops, solution;
- Pasteopuren 3a napenrepaino npunosenue/ Solvent for parenteral use;
- Kankn 3a oun, cycnemsms/ Eye drops, suspension;
- Kanku 3a ymw/oun, cycnensus/ Ear/eye drops, suspension.

I.L1 Acentiuno w3rotsenu (NpoH3BOACTBEHH AEHHOCTH Ha CnenHuTe nekapeTseHH (Gopmu)/Adseptically prepared

sterilised (processing operations for the Jollowing dosage forms)
[.1.2.1 Teunoctu ¢ ronsim o6em/Large volume liguids
1.1.2.3 TeuHoctu ¢ Mmansk obem/Small volume liguids

- Mimwexuwonen pasteop/ Solution for injection

1.1.2 Crepunusnpanu B kpaifna onakoska (pomrsBoncTBeHN AeitHocTH Ha crenHETe Jiexapcreenu hopmn)/Terminally

1.1.3 Cepru¢muupane na naprumu/Batch certification

1.2 Hecrepniaun nponykru/Non-sterile products

1.2.1 Hecrepunuu npomyktu/Non-sterile products

capsules, hard
[.2.1.5 Teunoctn 3a BeHIIHA ynorpeba/Liguids for external use
1.2.1.6 Teunocty 3a BETpemua ynorpebal/Liguids for internal use

rpanyi B cawe/ Powder for Oral solution in Sachet; granules in Sachet

1.2.1.11 Honytespau dopmu/Semi-solids
1.2.1.12 Cynosutopun/Suppositories

lozenge/pastille

1.2.1.1 Tebpau kancyau /Capsules, hard shell - Kancyma ¢ yanukeHo ocBoGoKAaBaHe, TBbpaa/ prolonged-release

1.2.1.8 Mpyru TBbpan Jekapcrsen opmn/Other solid dosage forms -

1.2.1.13 Tabnerku/Tablers - TabneTka 3a IBBUeHE; TabJleTKa ¢ U3MEHEHQ 0¢BOOOIKIABAHE; CTOMAIIHO-YCTOHY UBa
Tadietka; GpunMupana rabnerka/ chewable tablet: modified-release tablet; gastro-resistant tablet; film-coated tabler,

[Npax 3a nepopanen pasteop B cawe:

1.2.2. Ceprudmumpane ua naptunu/Baich certification

1.5. | Onakoaue/Packaging

1.5.1. [Tspeuano onaxosauce/Primary packing

capsules, hard
1.5.1.5 TeunocTd 3a BBHIITHA ynotpebal/Liquids for external use
1.5.1.6 Teunocru 3a BpTpemna ynotpebda/Liguids for internal use
1.5.1.8 [lpyrun TBBbpmM nexkapersenu thopmu/Other solid dosage forms -
rpanynu B cawe/Powder for Oral solution in Sachet: granules in Sachet
1.5.1.11 Tonytebpau dopmu/Semi-solids
1.5.1.12 Cynosutopun/Suppositories

lozenge/pastille

1.5.1.1 Tevpnu kancyinu /Capsules, hard shell - Kancyfa ¢ yibIkeHO ocBoGokaaBate, TBLpAA/ prolonged-release

1.5.1.13 TaGnerkw/Tablets - TabneTka 33 AbBUYEHE; TAONETKA ¢ U3MEHEHO ocBoOOKIaBaHe:; CTOMAaUIHO-YCTOMY HBA
Tabnetka; Gunvmupana tabnerka/ chewable tablet: modified-release tablet; gastro-resistant tablet- Jilm-coated tabler,

[pax 3a nepopanen pasteop B camwe;

1.5.2 Bropuuno onakosawe/Secondary packing

1.6. | Kauectren kourpoa/Quality control testing

1.6.1 MukpoGHOnOruyH: crepunsw/ Microbiological: sterility

1.6.2 Mukpo6uoioruuuu: HecrepunHn/Microbiological: non-sterility

| 1.6.3 Xumuanu /buswann/Chemical/Physical
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Orpannuenus win 3abenexku, n

MallH BPB3KA ¢ 06XBATA HA TO3H cepradurar: Hama
Any restrictions or clarifying remarks

related o the scope of this certificate: : None
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\“\Mi;i__l."j_.i__qu]( Boraan Kupniios
Bogdan Kirilov, MScPharm, MPF
Msneanwrenen TupexTop

Executive Director

HsnbinaTenna arenuns no JiekapceTBara
Bulgarian Drug Agency

Cocona 1303, yn. Oamsin Mpyes N© 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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