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CEPTH®IKAT BIANTIOBIAHOCTI YMOB BUPOBHHUIITBA JIIKAPCBKHX
3ACOBIB BUMOTAM HAJIE:KHOI BAPOBHIYOI IPAKTHKHA

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No: Crpox aii go: // Valid till:
OZ0/ROAY B/ P 13.10.2026
" Yacruna 1 Part 1

Jep:xapna cayxba VYipalun 3  JiKapebKHX
3acofiB TA KOHTPOJIO . 32 HAPKOTHKAMH
(Mepanixeaymxba) 3acBinuye:

HaiiMeHyBaHHA BUPOOHHKA, MICLIC3HAXOKEHHA:
e Em @apmacsioTuxaic JITA.

ITloce Pycrasi Ne52, T6inici, I'py3is
Haitverysanss BupobHIu0i(ix) AnpHumi(1):

xn Em ®@apmaceroTuraie Jita.

Micle npoBaIKeHH JiATEHOCTI:

Illoce Pycrasi Ne52, T6inici, I'py3ia
Jlinensis Ha BHPOOHHLTBO JIKAPCHKHX
3aco6iB y I'pysii Bix 24.11.2021 Ne 000008
Micie BUpOGHHLITBA CHCTEMATHYHO TPOXOAHMTH
{HCTIeKTYBaHHs 31 BCTAHOBJIEHOIO NMEPIOAHYHICTIO

Ha Bignopigmicts BuMoram GMP srigHo 3i
BCTAHOBJIEHHM IOPAIKOM.

3a  pesy/isTaraMd  iHCHIEKTYBaHHA  LIbOTO
BHPOOHHMKA, OCTAHHE 3 AKUX OYyJ10 NpoBeneHe

10.10.2023 - 13.10.2023
BCTAHOBJIEHO, 10 BiH BiANOBiae BHMOraM
HasteskHOT BUPOGHHYOI TIPAKTHKH, 3a3HAYCHUM B

Hacranosi CT-H MO3Y 42-4.0:2020

“Jlikapceki 3acobu. Hanexna BupoGunya npakTuka’,
(HopmamusHuil aKm)

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

Manufacturer’s name, registered place of business:
GM Pharmaceuticals Ltd.

Rustavi Highway Ne52, Tbilisi, Georgia

Name(s) of manufacturing site(s):
GM Pharmaceuticals Ltd.

Manufacturing site address:

Rustavi Highway Ne52, Thilisi, Georgia

Manufacturing  authorization for medicinal
products in Georgia from 24.11.2021 No 000008

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

10.10.2023 - 13.10.2023

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”
(name af regu!ation document)

Sacrynunk Ionosu Jlepikasnol ciryxon
Yipainu 3 dikapcsKHX 3aco0is Ta
KOHTPO/IIO 33 HAPKOTHKAMH

Tennapiiit BOBK

nignuc BigmopigansHo1 ocoGH, neyarka
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Iep:aBua cayxba Yipaiuu 3 nikapcbkux 3acobis T2
KOHTPOJII0 33 HAPKOTHKAMH

Anpeca: npocnekt Bepecreiicskuii, 120-A, M. Kuis, YrpaiHa,
03115

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

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

mailto: dls@dls.gov.ua

signa rF\oi‘ thajixecume officer (see left)

State Service of Ukrainé 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
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IO BiNOBiAAI0TE BUMOTaM HANEXHO! IPAKTHKH NPH
BUPOOHMLITBI 1  KOHTponi sxkocti  Cucremu
cuiBpoGiTHHLTBA  (papMaUEBTHYHUX  iHCnexuii
(PIC/S), pupextBam €C T1a pekoMeHAALiAM
BeecBiTHROi  oprasisauii  oxopoHH  3I0pOB'A
BIAHOCHO TPOMYKLUIl, 10 MPU3HAYEHA UTA TOPTiBji
ta aucTpuOyuii B kpaiHi moxomkenus a6o mnng
eKCIIOpTY.

Leit ceprudivar BinoGpaskae craH BHPOOHWIOL
NiNGHUI HA MOMEHT iHCTIEKTYBAHHSH, 3a3HAYEHOI'O
BHIIE, | HE MOXE BHKOPHCTOBYBATHCA JUIs
HiITBepDKeHHS BIANOBIAHOCTI, AKILO 3 MOMEHTY
[IPOBEIEHHA LBOI0 iHCIIEKTYBaHHA MPOiimio Oibme
HiX 3 pOKH.

Lleit cepruikar BKITIOYAE YACTHHU 1, 2'Ta JI0/1aTOK.
Yuuuwicte 1Boro ceprudikara Moxke OyTH
TiJTBep/keHa OpraHoM, 1o #oro Bujas.

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 3 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.

Yacrnna 2

Part2

Jlikapebki 3aco0H s JIOANHA

Human Medicinal Products

1. BAPOBHAYI ONEPAIIIl - JIIKAPCBKI
3ACOBH

1. MANUFACTURING
MEDICINAL PRODUCTS

OPERATIONS

1.2, HecrepnabHi Jikapebki 3acofn

1.2, Non-sterile products

1.2,1. Hecmepunwni nixapcwki 3acobu (8upobHuui
onepayii O HaemynHux Jikapcekux dopm)

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

1.2.1.1. Kancynu, TBepai

1.2.1.1. Capsules, hard shell

1.2.1.2. Kancynn, M’ sxi

1.2.1.2. Capsules, soft shell

1.2.1.13. Tabnerxn

1.2.1.13. Tablets

1.6. Ilposenenns
KOHTPOJIIO SIKOCTI

Bunpo0yBanb B  paMKax

1.6. Quality control testing

1.6.2. MixpoGionori4ui: mikpoGionoriysa sucToTa

1.6.2. Microbiological: non-sterility

1.6.3. ©izuyni/xiMigni

1.6.3. Chemical/Physical

Byov-axi obmedcennn abo NOACHEHHA, WO Mawmo
gidnowenna 0o 0if yvoeo cepmucpivama: oag 1.2.1.2
Kancyau, M'aKi — auwe e6mopuHne NAKyeawna ma
0038l Ha sunyck cepiil.

Any restrictions or clarifying remarks related to the
scope of this certificate: for 1.2.1.2 Capsules, soft
shall — secondary packaging and batch release orly.

Bacrynnux Tonoeu Mepxasuoi ciryxou
Yxpainn 3 nikapcbKEX 3ac06iB Ta
KOHTPOJIIO 32 HADKOTHKAMH

Teananiit BOBK

Deputy. Head bfthe State Service of
ilkl:au'l on”MeFIlclnes and Drugs

nignue BignoBinansHol ocobH, neyarka

‘J%'Z pyﬁjﬁam a/Date

Hepmasna eayaba Yipaiuu 3 nikapesrux 3acobis TB(/
KOHTPOJII0 33 HADKOTHKAMH

Anpeca: npocnext Bepecreiicoknii, 120-A, m, Kulp, V.
03115

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

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

mailto: dis@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
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