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OTHOCHO: Uspanen cepruduxar 3a Jobpa npoussonctsena npaxraka na World Medicirne Ilag

Sanayi Ve Ticaret A.S., Republic of Tiirkiye

YBAXKAEMA I'OCITO LA,

Ilpunoxeno Bu wmsnpaumtam ceprudukar 3a Jlobpa mpomsBojcTBena npakTaia No

BG/GMP/2026/343, ynocToBepsBalll CbOTBETCTBHETO HA YCIOBUSTA 33 NPOU3BOJICTBO, KOHT

poJ U

ChHXpaHEHHE Ha JeKapcTBeHH npoaykTd Ha World Medicine Ilag Sanayi Ve Ticaret A.S ¢ anpec 15
Temmuz Mahallesi. Cami Yolu Caddesi. No: 50, Giinesli-Bagcilar, 34212, Republic of Tiirkiye, c

usncksanusaTa Ha Jlobpara npousBoACTBEHA IPAKTHKA.

Hpu.nomelme: ChIVIACHO TCKCTa

C ypaxcenue,

MATI. -®APM. BOT' TAH KUPUJIOB
Hsnvinumenen oupexmop

Codma 1303, yn, Qaman [pyes N2 8, Ten.: (02) 8903 555, carc: (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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FPENYBNWKA BBbNTAPWA
MiznbnHuTenHa areHUumMs no Jiekapcreara
R
Bulgarian Drug Agency

CEPTH®HUKAT 3A JOBPA NPOU3BOACTBEHA IMPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2026/343

Yacr 1
Part |

HMipanen B pezynTar Ha M3BLpLHIEHA NPOBEPKa HA NPOH3BOANTEN HA JeKApPCTBEHH MNpPoj]
ewraacne wi. 111, am 5 or Jupexrnea 2001/83/EC.
Issued following an inspection in accordance with Art. 111{3) of Directive 2001/83/EC.

MzonannTenna arennns no Jekaperpara Ha Penybanka bLarapas yaocToBepsaBa caeqHoTo:
Bulgarian Drug Agency confirms the following:

IposssoanTennar:

The manufacturer:

WORLD MEDICINE ILAC SANAYI VE TICARET A.S.

Ajpec na obexra:

Site address.

15 Temmuz Mahaliesi. Cami Yolu Caddesi. No: 50, Glinegli-Bagcilar, Istanbul 34212,
Republic of Tirkiye

TPANCHONUPANH B HAIHOHAJIHOTO 3aKoHoAaTencTBo Ha Penybnnka Brarapus ¢ un. 269, ax,
3JIIXM.

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

O¢ npoBepeH BHB BPBH3KA ¢ pa3pelienne 3a yuorpeda, Ha JJeKapcTBeHH NPOIAYKTH, IPOH3BEIeHH H3BbH
Epponeiickara nkoHoMmvecka 3oma cernacmo uia. 111, an. 4 or Aupexrnsa 2001/83/EC,

YKTH

4 ot

of the
owing

I pu noceanara mposepra Ha JAPYReCTBOTO, Nposeaena na 26/09/2025 6e ycranoseno, e ye/aioBH

fITa HA

HPOH3BOACTEO Ca B CLOTBETCTBHE ¢ IPHHIHNHTE H HIHCKBAHUATA 34 noﬁpa HPOH3BOACTBCHA HPAKTHRA,

nocouenn B Jupexrusa 2017/1572/EC/.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 26/09/2
considered that it complies with the principles and guidelines of Good Manufacturing Practice laid down in Direct
2017/1572.

HacrosimmsT CEPTH({)“KHT OTpassBa yCJIOBHATA HA MACTOTO 34 NPOH3BOACTRO IO BPEME HA 1IPOBY
[ocovena no-rope H He TpﬂﬁBa Ada €€ CHHTa, Y€ 0Tpa3siBa JEHCTBUTEJAHOTO ChCTOSHEE HA HPOH3BO/I

25, it is
ve (EL/)

pKarta,
HTeJId,

AKO Ca HIMHHAJH NoBeYC OT TPH INOAHHH OT JaTaTa HA NpoBeéprarTa. BaneRn TOBA, TO3H CPOKR HA

BAMHANOCT MOJKe jla Ohjie HAMANEH HJH YIBJUKEH 4pe3 H3MOJA3BAHEe MPHHIHNHTE HA YIpaB.Ie
PHCKA, KOETO ¢€ MOCOYBA B M0J1eT0 ,Orpannuenns nin 3adenexkn”.

Axryaauzanun ua ,,Orpanudenns nin 3adeaexkn” morart Ja 0uaar vaenTnduuupann upes ye
CudraGMDP (http://eudragmdp.ema.europa.eu/).

IHHE HA

feaiiTa

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. Howe
period of validity may be reduced or extended using regulatory risk management principles by an entry in the Res
or Clarifving remarks field,

Updates 1o restrictions  or  clarifying  remarks  can  be  identifled through the EudraGMDP
thtty. 7/ cadragmdp. ema. europa. ew/).

CepripuRaTET € BATH/IEH caMO0, KOraTo e NpelAcTAReH ¢ BCHYKH cTpasuun 1 Aeere Yacrn 1 u 2.
This certificate is valid only when presented with all pages and both Parts | and 2.

ver, this
frictions

website

HernunoeTTa Ha To3u ceprHdurar Moxe na Ouiae nporepena B EudraGMP. Axo ue e suBeaen, Mous

CBBIKeTE Ce ¢ U3NABALMA OPran,
The authenticity of this certificate may be verified in EudraGMP. If it does not appear, please contact the issuing a

crp. /]

ihority.



Hacr 2
Part 2

JlexapcTBeHH MPOAYKTH 34 XyMaHHa ynorpeda/Human medicinal products

1. MPOU3BOJACTBEHU AEMHOCTU /MANUFACTURING OPERATIONS

Crepunnn npoxyxru/Sterile products

1.1 | Crepunnn npoxyxru/Sterile products
1.1.1 Acerrruuno usrotsenw/Aseptically prepuared
1.1.1.4 Teunoctu ¢ mansk obem/Small volume liquids
~ KallKy 32 Ouu, pasTeop/eye drops, solution
- KalKM 3a Q4M, CycrieHsus/eye drops, suspension
1.2 | Heerepuimun nponyxrn/Non-sterile produc:ts
1.2.1 Hecrepunuu npoayxru/Non-sterile produicts
1.2.1.1 Tewpaou xancynu /Capsules, hard shell
1.2.1.2 Meku kancynu /Capsules, soft shell
1.2.1.5 TeunocTu 3a BbHIIHA yoTpeOa- KAMKHM 38 HOC, Pa3TBOP; CIIPEH 3a HOC, pa3TBOP; KAlIKH 3a YILH,
pa3TBop; cripeil 3a Koska, pasTBop; raprapa./Liquids for external use- nasal drops, solution) nasal spray.
solution; ear drops, solution; dermal spray, solution; gargle;
1.2.1.6 Teunoctu 3a BbTpeLIHa yrnoTpeba - nepopaiieH pa3TBoOp, NEPOPaHU Karku, pa3THOP,
nepopanHa CycrneHsus, nepopaieH cupeid, cuponu./Liquids for internal use- oral solution; oral drops,
solution; oral suspension; oral spray; Syrups.
1.2.1.8 Jlpyrd TBbpAM JiekapcTBeHW (popMM — rpadyiid; TalleTKH 3a CMYy4YeHe/ITacTHIIM; Npax 3a
HHXaJalKs B TBbPAA KallCyJla; [Ipax 3a NepopanHo NpuiokeHue; MukponenetHa kancyia./Other solid dosage |
forms — granules; lozenges/pastille; inhalation powder in hard capsule; oral powder; micropellef capsule.
1.2Z.1.11 Tloayrebpau popmu(kpem, mas, ren)/ Semi-solids(cream, ointment, gel)
1.2.1.12 Cynosutopuu/ Suppaositories
1.2.1.13 Tabneriun- dunmupanu tadnerks/ Tablets- film- coated tablet
1.2.1.17 Jpyru HecTepuIHH JNEKAPCTBEHU NPOAYKTH — J03Mpalll MHXanaTop: rpanynu B caue /Other
non-sterile medicinal products - metered dose inhaler; granules in sachet.
1.5. | OnaxoBane/Packaging

1.5.1. IlspeuuHo onakosaue/ Primary packing
1.5.1.1 Tewpau kancynu / Capsules, hard shell
1.5.1.2 Mexu xancynu / Capsules, soft shell

1.5.1.5 TeunocTy 3a BbHIUHA YIIOTpeda- KalKH 3a HOC, pa3TBOP; CHPEH 3a HOC, PasTBOP; KalkH 3a
VLM, PA3TBOP: CNpeil 3a Koka, pasTeop; raprapa / Liquids for external use- nasal drops, solution; nascal

spray, solution; ear drops, solution; dermal spray, solution; gargle;

1.5.1.6 TeunocTH 3a BbTpeLHA yNoTpeda - EPOpPAeH Pa3TBOP; NEPOPATHH KAIKH, Pa3TEOP;

nepopaiHa CyCrieH3us; nepopaneH crpei; cuponu./ Liquids for internal use-oral solution; oral
solution; oral suspension; oral spray; syrups.

drops,

1.5.1.8 [pyru TBBpPAU JIeKapCTBeHHW (OPMU- TpaHyid; TaGleTKH 24 CMyYEHe/NacTiiu; npax 3a
MHXAJIAIKS B TEBPA KANCyJ1a; Npax 24 [epopallHo NpuiioxkeHue; MukponeserHa kancyna./ Other solid dosage

forms- granules; lozenges/pastille; inhalation powder in hard capsule; oral powder; micropellet
1.5.1.11 [onyteupau Gopmu(kpem, Maz, ren) Semi-solids(cream, oiniment, gel)
1.5.1.12. Cynosuropus/ Suppositories
1.5.1.13 Tabnerku- punmupanu tadnerkn/ Tableis- film- coated tabiel
1.5.1.17 pyr# HeCTCPHIIHH JICKAPSTBEHH [1POAYKTH — NO3HPALL, HHXAIATOP; TPaHy/iu B
non-sterile medicinal products - metered dose inhaler, granules in sachet.

capsule.

came / Other

| 1.5.2 BropuuHo onakoeaxe/Secondary packing

cTp. 2/
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IJ L.6. | Kausecrsen kourpos/Quality control Iesimiﬂ
|
! l 1.6.1 MukpoGuonoruanu: crepunnn/Microbiological: sterility

A 7= : i 7 2 -7
« 1.6.2 MukpoGuonoruuny: HecTepunuu/Microbiological: non-sterility

163 Xumuunu /Gusnunn/Chemical/Physical

el B8

Orpanuvenns uan 3abe/e:RKH, HMANHN BPb3Ka ¢ odxBarTa Ka To3u ceprudurar: Hama
Any restrictions or ciarifying remarks related to the scope of this certificate: : None

02/03/2026

mar. ¢gapm. borpan Kupujios
Bogdan Kirilov, MScPharm, MPH
HMamnnaurenen upexrop [ v
Executive Direclor W | e
HMzobaHnTEAHA areHUus 10 .lle;\apu Bma \
Bulgarian Drug Agency

Cocus 1303, vn. Oamsad Mpyes N? 8, ten.: (02) 8903 555, dakc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 89034
e-mail: bda@bda.bg
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