YKPATHA
UKRAINE

CEPTH®IKAT BIANIOBIIHOCTI YMOB BUPOBHUIITBA JIKAPCBKHX 3ACOEBIB
BHMOTI'AM HAJIEXXHOI BAPOBHIAYOI [TIPAKTHKH

CERTIFICATE OF GMP COMPLIANCE

Cepradixat Ne: // Certificate No:
{0l /20t /M b

Crpok aii no: // Valid till:
20.01.2026

Yacruna 1

Part 1

HAepxkaBHa cayx6a Ykpainu 3 JiKapChKUX
3ac00iB  Ta KOHTpOaIO 32 HAPKOTHKAMM
(Aepxnixenyx6a) sacsinuye:

HatiMmenyBaHHs BUpoGHIKa, MiCLIE3HAXOTKEHHS:
YOPJA MEIULVH 1JIAY CAH. BE
TILIK. A1l

15 Temmys Maxannewi Ixami Mony Jxanaeci NeS0
lonewni Barmxnnap/Crambyn, Typeuunna
HatimenyBaHHs BUpoGHIUOi(11X) AinbHULH(LB):
YOPJ{ MEJUIINH IJIAY CAH. BE
TLUK. AL

Micue npoBamkenHs DisSTbHOCTI:
OIl34Y, keapraa I.O.Iama, 6-ta ByJHIst, Ne30),
Yepxeskoii/Texipaar, Typeuunna

Jlinensis Ha BUPOGHMLTBO nikapcekux 3acobis y
Typeuuuni Big 01.06.2023 Ne TR/UY/2020/29-10

Micue BHpOGHHUTBA CHCTEMATHYHO TMPOXOAHTH
iHCTIeKTYBaHHS 31 BCTAHOBEHOIO NePIOAMUHICTIO Ha
BiANOBiAHiCTL  Bumorav GMP  srigmo 3
BCTaHOBIEHUM MOPSAKOM.

3a pe3ynbTaTaMu IHCTIEKTYBaHHS LBOTO BHUPOOHHKA,
OCTaHHE 3 AKHX OyJ0 NpoBeeHe

15.07.2024 — 20.07.2024

BCTaHOBJIEHO, IO BiH BiJIOBiJac BAMOTaM HATEXHOT
BUPOOHHYOT NpaKTHKH, 3a3HAYCHNUM B

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 Bagcilat/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

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

No:30,

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
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Axpeca: npocniext Bepecreiicokuii, 120-A. M. Kuig, Ykpaiua.
03115

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

®axc: +38(044) 422-55-77

mailto: dls@dls.gov.ua

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A. Beresteiska avenue, Kyiv 03115, Ukraine
Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of
the official certificate
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Hacranosi CT-H MO3V 42-4.0:2020
“Jlikapceki 3acobu. Hanexna BUpoGHMIA IPaKTHKa”,
Hacranosi CT-H MO3YV 42-4.0/1:2023 «Jlikapchki
3aco0u. HanexHa BupoOHIya npaktuka. [lomarok 1.
BupoOHUIITBO CTEpUABHUX TiKAPCHKUX 3aC00IBY,
(Hopmamusnuti axnn)

110 BiJMOBIAAI0TE BAMOTaM HaJIE)KHOI IIPAKTHKH IIpU
BUpPOOHMITBI 1 KkoHTponi sxocTi Cucremu
chniBpoGiTHuLTB2a  apMaLeBTUYHUX  iHCHeEKUid
(PIC/S), numpektuBaM €C Ta peKOMeHIaUiIM
BcecBiTHROT  opranizaiii  OXOpOHH  3OpOB'
BiIHOCHO MpOXYKLUil, 110 MpH3HAa4YeHa [UIA TOPTiBIi
Ta auctpudyuii B kpaini moxomxeHHs abo ans

EKCTOPTY.

Lle#t ceprudikar BinoOpaxkac cTaH BUPOOHUYOL
JOiMBHULII HA MOMEHT iHCIEKTYBAaHH:, 3a3Ha4EHOro
BHllE, i He MO)XE€ BHUKOPHCTOBYBAaTHCA 14
MiATBEpIAXKEHHA BiANOBiAHOCTI, SKLIO 3 MOMEHTY
NpOoBeeHHs LBOTO IHCEKTYRAaHHS Npofiuuio Hiasiue
Hix 1,5 poku.

Leii ceprudikar Brirouae yacTuau 1, 2 Ta 104aTOK.

Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”,
Guide 42-4.0/1:2023
“Medicinal products. Good manufacturing practice.
Annex 1. Manufacture of Sterile Medicinal Products”
(name of regulation document)

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 1,5 years have elapsed
since the date of that inspection.

This certificate includes the Parts 1, 2 and Annex.

Yuuuicth uporo  ceptudikata Moxe OVTH The authenticity of this certificate may be verified
HiTBepIKEHA OpraHoM, o Horo BUAAB. with the issuing authority.
YacTtuHa 2 Part 2
Jlikapcbki 3ac00 1151 JIIOAHHH Human Medicinal Products
1. BUPOBHHUUI OINEPALUI - JIKAPCBKI 1. MANUFACTURING OPERATIONS -

3ACOBHA

MEDICINAL PRODUCTS

1.1. CrepuasHi JikapebKi 3aco6n

1.1. Sterile products

1.1.1. Acenmuuno suzomogneni (6upobuuui onepayir
015l HACMYRHUX 1IKAPCoKUX hopm)

1.1.1. Aseptically prepared (processing operations for
the following dosage forms)

1.1.1.1. PiguHu B ynakoBKax BEJIUKOro ob'eMy

1.1.1.1. Large volume liquids

1.1.1.2. JlioginizaTu

1.1.1.2. Lyophilisates

1.1.1.4. PiguHu B ynakoBkax Manoro of'emy

1.1.1.4. Small volume liquids

1.1.2. HJo niddaiomvca kinyesiti cmepurizayii
(6upobruui onepayii OAA HACMYRHUX AIKAPCLKUX

Ppopy)

1.1.2. Terminally sterilised (processing operations for
the following dosage forms)

1.1.2.1. PigyHy B yaKOBKax BETMKOro 06'eMy

1.1.2.1. Large volume liquids

1.1.2.3. Piguuy B ynakoBKax Majioro o0'emy

1.1.2.3. Small volume liquids

1.6. lIpoBesenss  BunpobyBaHL B paMKaXx 1.6. Quality control testing
KOHTPOJIIO SIKOCTIi
1.6.1. Mikpo6ionoriusi: cCTepHIbHICTE 1.6.1. Microbiological: sterility
1.6.3. OizpyH/XiMiuHi 1.6.3. Chemical/Physical
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Aaxpeca: npocnext Bepecreifichknii, 120-A, M. Kui, Ykpaina,
03115
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