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CEPTHOIKAT BIJIITOBITHOCTI YMOB BPIPOBHPIH’ILBA JIKAPCbKHX 3ACOBIB
BHMOI'AM HAJIEKHOI BUPOBHHAYO] IPAKTHKHA

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:
D%/202 5 /60 P

o SR -

Ctpox aii mo: // Valid till:
21.05.2026

Yactuna 1

Part 1

HepxkaBna cayxbéa Vkpaiuu 3 JikapchkAx
3aco0iB  Ta KOHTPOII0 32 HAPKOTHKAMHM
(Jepactikcayx6a) 3aceiguye:

HalimenyBaHHA BHPOOHHKE, MICIE3HAXOIKEHHS

YOPJIJI MEJUIIUH JIAY CAH. BE

TIIOK. AL

OIT3Y, ksapran I'.O.Jlama, 6-ta Bymuos, Ne30,
Yepreskoii/Texipaar, Typeuunna

HalimMenyBaHHs BUPOGHHYOI(MX) JiNbHUII(1E):
YOPJI A MEJUIIUH IJIAY CAH. BE
TLK. A.IIL

Micue npoBamxeHHs AISNLHOCTI:
OII34, keapran I.O.ITawa, 6-ta Byaunu, Ne30,
Yepxeskoii/Texipaar, Typeaunna

Jliuensin na BMPOOHMUTBO JiKAPCLKUX 3aC0BiB y
Typeuunni Big 01.06.2023 Ne TR/UY/2020/29-10
Micue BHPOOHHMITBA CUCTEMATHYHO TIPOXO/IUTh
IHCNEKTYBAHHA 31 BCTAHOBJICHOK NEPIOINYHICTIO Ha
BiomoBimuicrs  BHMoram GMP  3rigmo  3i
BCTAHOBJICHUM I1OPSIIKOM,
3a pesynbTaTaMH iHCIEKTYBAHHS 1bOIO BUPOOHHKA,
OCTaHHeE 3 sKuX 0YyJ0 npoBeneHe

18.08.2025 — 21.08.2025

BCTAHOBJIEHO, IO BiH BIAMMOBiAac BUMOraM HAJIEXHOT
BUPOOHUYOT NPAKTUKH, 3a3HAUCHHM B

Hacranosi CT-H MO3V 42-4.0:2020
“Jlikapcrki 3aco6u. Hanexna BupoGHuua npakTuka”,
(Hopmamuenuii axm)

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.

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

Name(s) of manufacturing site(s):
WORLD MEDICINE ILAC SAN. VE
TIC. AS.

Manufacturing site address:
COSB G.O.Pasa Mah. 6. Cad.
Cerkezkoy/Tekirdag, Turkey

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.

No:30,

No:30,

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
18.08.2025 - 21.08.2025

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in
the
Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”,

T'onora JlepxkaBHoi ciryx6n Ykpainn 3

(name of regulation document)

JIKapchKAX 32c00iB Ta KOHTPOIO 32 5 /‘ / Head of the State Service of Ukraine
Lo / on Meditines and Drugs Control

HAPKOTHKAMH . TN A

Poman ICACHKO i ' Roman ISAIENKO

i KC BiAMOBIAansHOT 0co6H, eyaTka /—"‘ .‘I&ign_atﬁ.re élf the Executive officer (see left)

’{ G/W/JOZ .SZZama/Date =

HlepxaBna cryx6a Yrpainu 3 Aikapcbkex 3aco6is Ta
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[ o BizmoBizaoTs BuMOranm HAJICKHOI MPAKTHKH TpH
BUpOOHMUTBI i KoHTpomi  skocTi  CucTeMu
CHIBPOOITHMLITBA ~ ()apMAUEBTHUHMX  iHCTIEKILH
(PIC/S), nupexktuBam €C Ta PEKOMEHJaIlisM
BcecBiTHROI  opramizamii  oxopomum  3z0poB's
BiJIHOCHO NPOAYKL|i, 10 MpU3HAYEHA [UIs TOPriBJI
Ta AMCTpHOyuwii B Kkpaini moxomkeHHs abo i
EKCIIOPTY.

Le# ceprudirar Binobpaxkae craH BHPOGHHYOT
OiNbHALI Ha MOMEHT IHCIIEKTYBaHHS, 3a3HAYEHOTO
BHIIE, | HE MOXE BHKOPHCTOBYBAaTHMCS I
i ATBEPIUKESHHS. BIATIOBIAHOCTI, AKIIO 3 MOMEHTY
IIPOBEIEHHS HBOT0 IHCIIEKTYBaHHS NPOHIINO Gifblue
HiXk 9 MicAuiB.

Heit ceprudixar Bxirodae yacTurn 1, 2 Ta JOAATOK.
YuHHICTE  uBOro  cepTHQikaTa Moke 6yTH
TiATBEPIKEHA OPTAHOM, IO HOro BKHIaB.

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 9 months 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.

Yacruna 2 Part2
Jlikapebki 3acobu /s moanHl Human Medicinal Producis
1. BHPOBHUYI OIIEPAIIIl - JIIKAPCBKI 1. MANUFACTURING OPERATIONS -
3ACOBH MEDICINAL PRODUCTS

1.2. HecrepuisHi aikapebki 3acobu

1.2. Non-sterile products

1.2.1. Hecmepunoni nikapceki sacobu (supobuuyi
onepayil 018 HACMYNHUX MIKAPCoKUX Popm)

1.2.1. Non-sterile products (processing operations
Jor the following dosage forms)

1.2.1.1. Kancynu, Teepai

1.2.1.1. Capsules, hard shell

1.2.1.8. Immi teepai Jikapcbki dopmu (mopoukw,
TpaHy.iu)

1.2.1.8. Other solid dosage forms (powders,
ranules)

1.2.1.13. Tabnerku

1.2.1.13. Tablets

1.6. Iiposenennsn
KOHTPOJII0 AKOCTI

BHNpPOOYBAaHE B  paMKax

1.6. Quality control testing

1.6.2, Mikpo6ioxoriuni: Mikpo6ioa0riyHa yHcToTA

1.6.2. Microbiological: non-sterility

1.6.3. ®i3uyni/xiMiyui

1.6.3. Chemical/Physical

byov-axi obmedicenns abo noacmenus, wo maromo
sionowteHna 00  Yvo2o  cepmudpivama:  Ois
cepmuixama  po3noscroONCyemvcs  minoku  Ha
supobnuyy oltenuyio Block B 3.

Any restrictions or clarifying remarks related to the
scope of this certificate: the scope of this certificate
apply only for production Block B 3.
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AepixaBua cayx6a Ykpaiuu 3 JikapcbKux 3aco6is Ta
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