YKPAIHA
UKRAINE

CEPTH®IKAT BIANIOBIJHOCTI YMOB BHPOBHUIITBA JIIKAPCbKHX 3ACOBIB
BUMOI'AM HAJIEZKHOI BUPOBHHUYOI TIPAKTHKHA
CERTIFICATE OF GMP COMPLIANCE

Ceprudirar Ne: // Certificate No: Crpox nii no: // Valid till:
034/2020/GMP 31.08.2022

Yacruua 1 Part 1
JepxaBHa cay:xk0a Ykpainu 3 JiKapcbrix
32c00iB TA KOHTPOJIIO 32 HAPKOTHKAMH
(Mepacnikeayxda) 3acBiquyc:

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

i ’ Manufacturer’s name, registered place of
HaliMeHyBaHHA BUpOOHHKA, MiCLIE3HAXO/KEHHS

business:
Mxun Em @apmacsioTakaic GM Pharmaceuticals Ltd
Kgemo INoniuana 65, 0165 T6inici, ['py3is Qvemo Ponichala 65, 0165 Tbilisi, Georgia
HaiimenyBanHs BUpOOHHYOT(HX) AUTBHALI(11b): Name(s) of manufacturing site(s):
Jaxn Em @apmacsioTukasic GM Pharmaceuticals Ltd
Micue npoBamKkeHH AiSNIBHOCTI: Manufacturing site address:
Ksemo IMonivana 65, 0165 T6inici, ['py3is Qvemo Ponichala 65, 0165 Tbilisi, Georgia
Jliuensisa Ha BUPOOHMIITBO NiKAPCHKHX 3ac0o0iB B Manufacturing authorization for medicinal
['py3ii Bix 08.04.2008 Ne00C049. products in Georgia from 08.04.2008 Ne000049.

3a pe3yabTaTaMH JHCTAHLIHHOT OLIHKH 1{5OTO
BHpoOHHKa, fKa Oyna npoeieHa

20.08.2020 - 31.08.2020, 20.08.2020 - 31.08.2020,
it is considered that it complies with the Good
Manufacturing Practice requirements] referred to

From the knowledge of remote assessment

BCTaHOBJICHO, 1110 BiH BiJMOBIja€ BUMOram
HaJIe;KHOT BUPOOHHUOT MPAKTUKHM, 3a3HAYSHHM B

in the
Hacranosa CT-H MO3V 42-4.0:2013 “Jlikapceki Guide 42-4.0:2013 “Medicinal products. Good
3acobu. HaneskHa BupoOHHUA MpakTHKA™ manufacturing practice”
(Hopmamuenuii axm) (name of regulation document)
lﬁ?:angpTHdnKaT BKOYae wacTHHM 1, 2 Ta This certificate includes the Parts 1, 2 and Annex.

The authenticity of this certificate may be verified

Yunuicte wporo ceprudikata Moxe Oyt : e ;
i ¥ with the issuing authority.

HiTBEpKEHA OPraHOM, 1110 MOro BHaB.

Lo TepRialeavaGn SRR 8 Head of the State Service of Ukraine on

HAPKOTHKAMH Medicines and Drugs Control

Poman ICAEHKO Roman ISAIENKO
»3-;/)/@23/&2’5? Aama/Date 35,
: : ‘\::_;:'_ wokniB’ :_ﬁ""

Hepsasna ciyx6a Ykpaiuu 3 JTikgpcbkux 3acobip Ta e "‘S i e %

KOHTPOIMIO 38 HAPKOTHKAMIH tate Service of Ukraine on Medicines and Drugs Control
MiANKC BiANOBinaILHOT 0cOGH, IlevaTka signature of the Executive officer (see left)

Anpeca: [T ,120-A, M. Kuip-115,

e e M- Kelpe113, Vapalin, . Adidress: 120-A, Peremoliy avenne, Kyiv-115, Ukvaise, 03113
Ten.: 38(044) 422-55-77 Phone: +38(044) 422-55-77

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

siilio: T e This English translation is for reference only and is not part of

the official certificate
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Yacruua 2 Part 2
Jlikapebki 3aco6u s JIIOAHHH Human Medicinal Products
1. BapoGunyi onepauii 1. Manufacturing operations
1.2 Hecrepuibni npoaykra 1.2 Non-sterile products
1.2.1.1. Kancyan, TBepai 1.2.1.1. Capsules, hard shell
1.2.1.8. Inwi TBepi Jikapceeki popmu 1.2.1.8. Other solid dosage forms (granules)
(rpanyan)
1.2.1.13. Tabnerkn 1.2.1.13. Tablets
1.6 Ilposenenns BunpoGysaus B pamkax 1.6 Quality control testing
KOHTPOJII0 SIKOCTI
1.6.2. MixpoGiosorismi: mikpoGiosioriuna 1.6.2. Microbiological: non-sterility
YHCTOTA
1.6.3 @izuuni/ximiani 1.6.3 Chemical/Physical

Tonosa Nepskasnot cay#0H YKpaium 3/,
JiKapcbKAX 3aco0iB Ta KOHTPOJII0 3a
HAPKOTHKaMH

Poman ICACHKOQ

Head of the State Service of Ukraine on
Medicines and Drugs Control

Roman ISAIENKO
202184 18023 Mama/Date
Hepsxasua ciyxGa YKpaliu 3 NiKapchkux 3acodie Ta : : e
KOHTPOIIO 32 HAPKOTHKAMH State Service of Ukraine on Medicines and Drugs Control
MiANKC BifNoBinanLHOT 0co0H, rneyarka signature of the Executive officer (see left)
0Ajzfglple:sca: npocrekT Ilepemoru,120-A, m. Kuig- | 15, Ykpaina, Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
Ten.: 38(044) 422-55-77 Phone: +38(044) 422-55-77
Daxc: 38(044) 422-55-77 Fax: +38(044) 422-55-77
mailto: dis@dls.gov.ua This English translation is for reference only and is not part of

the official certificate
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