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CEPTU®IKAT BIANNOBIAHOCTI YMOB BI/IPOBHI/III'I:BA JIKAPCBKHUX 3ACOBIB
BUMOI'AM HAJIEZKHOI BUPOBHHYOI IPAKTAKH

CERTIFICATE OF GMP COMPLIANCE

Cepradikar Ne; // Certificate No:
AP

TNl

Crpok xaii go: // Valid till:
20.01.2027

Yacruna 1

Part 1

HMepxaBHa cayxGa Ykpainu 3 JIKapCHKUX
32c00iB Ta KOHTpoNO 3a HAPKOTHKAMH
(Zepxnikemynx6a) sacBizuye:

HaiimMeHnyBanHa Bupo6HIKa, MiCLIE3HAXOKEHHS:
YOPJII MEJQUIIVH LJTAY CAH. BE
TLIK. A.IIL

15 Temmys Maxanneini Jixami Moy oxamneci Ne50
Touewni Barmknnap/Cramby, Typeuunna

HalimeHyBanHs BHpoGHHUOT(1X) AinbHULI(LE):
YOPJII MEJUIIVIH IJIAY CAH. BE
TILAXK. A.III.

Micue npoBamkenns gisabHOCTI:
OII3Y, xBapraxa I.O.Mawa, 6-Ta Bymmnst, Ne3(0,
Yepkeskoii/Texipaar, Typeaunsa

Jliuensis Ha BMPOGHMUTBO NiKapchKHX 3acoBiB y
Typeuunni Bix 01.06.2023 Ne TR/UY/2020/29-10
Micue BHpOOHMITBA CcHCTEMAaTHYHO NPOXOHTE
IHCIEKTYBAHHS 3i BCTAHOBICHOIO NEPIOAMUHICTIO Ha
BianoBiaHicts  Bumorav GMP  arigmo 3
BCTaHOBJIEHUM MOPAAKOM.

3a pesyIbTaTtamu iHCTIEKTYBaHHS LBOrO BUpOOHUKa,
OCTaHHE 3 AKMX OyJI0 NpoBeacHe

15.07.2024 - 20.07.2024

BCTaHOBJICHO, 1110 BiH BiANOBiAac BUMOraM HAJIEXKHO]
BHUPOOHHYOT NPAKTHKH, 3a3HAYEHUM B

Yxpainn 3 nikapenkn 3G
KOHTPOJIIO 32 HAPKOTHEA
Boaogavup KOPOJI

State Service of Ukraine on Medicines and Drugs
Control (SMDC) confirms the following:

Manufacturer’s name, registered place of business:
WORLD MEDICINE ILAC SAN. VE
TIC. A.S.

15 Temmuz Mahallesi Cami Yolu Caddesi No:50
Gunesli Bagcilar/Istanbul, Turkey

Name(s) of manufacturing site(s):

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

Manufacturing site address:

COSB G.O.Pasa Mah. 6. Cad.
Cerkezkoy/Tekirdag, Turkey

No:30,

Manufacturing authorization for medicinal products
in Turkey from 01.06.2023 Ne TR/UY/2020/29-10

Facilities of above mentioned manufacturer are
subject to GMP inspections at suitable intervals in
accordance with the National certification procedure.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on

15.07.2024 - 20.07.2024

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in
the

/D'eputy Head of the State Service of
Ukraine

on Medicines and Drugs Control
Volodymyr KOROLENKO
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KOHTPOJIIO 32 HAPKOTHKAMH
Aipeca: npocnekt Bepecreiicrkuit, 120-A, m. KuiB, Yrpaina,
03115

Texn.: +38(044) 422-55-77

Dakc: +38(044) 422-55-77
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This English translation is for reference only and is not part of
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Cropinka/Cropinok/1/2
Page/Pages



Hactanoei CT-H MO3YV 42-4.0:2020
“Jlikapcbki 3aco0u. Hasteskna BupoOH4a npakTHKa”,
(Hopmamusnuit axm)

Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”,
(name of regulation document)

1110 BiATIOBiJAIOTh BUMOTaM HaJIeKHOT PaKTUKU [TPU
BHpOOHMUTBI 1 KOHTponi sxocti  Cucremu
cniBpobitHuTBa  apMaleBTUYHHX  IHCIEKUiH
(PIC/S), mupexktuBaMm €C Ta peKOMEHIAUisM
BcecBiTHROI  oprasizamii  OXOpoOHH  310pOB'A
BiIHOCHO MpOAYKUii, 1110 NMpU3HaYeHa JUIA TOPriBM
Ta aMcTpuOyuil B KkpaiHi noxo/pkeHHs abo s
EKCIIOPTY.

Lle#t ceptudikar BigoOpakae cTaH BHPOOHHHOL
JAiNBHULI HA MOMEHT iHCHEKTYBAaHHS, 3a3HAYEHOTO
BUIlE, 1 HE MOXKE BHKOPHCTOBYBATHCH A
NiATBEpIKEHHA BiANOBIJHOCTI, SKIIO 3 MOMEHTY
NpoBeIeHHs UbOro IHCNEeKTY BaHHA Npoiinino Giibme
HiX 2,5 poku.

Lleit cepTudikaT BKIIOYAE YaCTUHU 1, 2 Ta JOAATOK.
UnuuaicTs Lporo  ceprudikara Moxke Oytw
NiATBepIyKeHa OPraHoM, 110 HOro BHAAB.

which is harmonized with the requirements of Good
practices in the manufacture and quality control of
the Pharmaceutical Inspection Convention/Co-
operation Scheme (PIC/S), EU Directives, and World
Health Organization recommendations in respect of
products to be sold or distributed within the county
of origin or to be exported.

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 2,5 years have elapsed
since the date of that inspection.

This certificate includes the Parts 1, 2 and Annex.
The authenticity of this certificate may be verified
with the issuing authority.

Hacruna 2 Part 2
Jlikapceski 3aco0u AJsl TIOAHHA Human Medicinal Products
1. BAPOBHHYI ONEPAIIIl - JIKAPCBKI 1. MANUFACTURING OPERATIONS -
3ACOBH MEDICINAL PRODUCTS

1.2. HecTepuiasbHi JikapcbKi 3aco0n

1.2. Non-sterile products

1.2.1. Hecmepuawni aixapcvki 3acobu (6upobuuni
onepayii 018 HACMYRHUX KAPCOKUX Gopm)

for the following dosage forms)

1.2.1. Non-sterile products (processing operations

1.2.1.6. PigyHu a4 BHYTPILIHBOrO 3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.2.1.11. M'ski

1.2.1.11. Semi-solids

1.2.1.12. Cyno3uTopii

1.2.1.12. Suppositories

1.6. liposegennss  BUNpOGYBaHb
KOHTPOJ10 AIKOCTI

B paMkax

1.6. Quality control testing

1.6.2. MixpoGionoriuHi: MikpobiosoriqHa y1ucToTa

1.6.2. Microbiological: non-sterility

1.6.3. ®iznuni/ximiuHi

1.6.3. Chemical/Physical
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Deputy Head of the State Service of
Ukraine

on Medicines and Drugs Control
Volodymyr KOROLENKO
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JepxaBHa cayxbGa Ykpainu Ta
KOHTPO.TI0 32 HAPKOTHKAMH

Azpeca: npocnekt bepecreiicekuit, 120-A, M. Kuis, Yxpaina,
03115

Ten.: +38(044) 422-55-77

dakc: +38(044) 422-55-77
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