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Part 1

8°3389mo0s Lagomozgmml 8omozmmodnl 2010 femals 16 bmyddmol Ne349 oagbomgdnls dgLedsBobog
8o6bmMmEnymadmMO nbL3gd&nMgdals LoggydlgmBby.

Issued following an inspection in accordance with Decree of Georgian Government Ne 349 dated November 16,
2010.

Lagofmozgmmb 3m335&36@ Mo mMasbm — LLN3 — LsdgEoENbm s BoMISEI3GIMO Loddnsbmonl
M9aum0omydnl LosglabEm sEsLEBNMyOL dgdmaal:

The competent authority of Georgia — LEPL — Regulation Agency for Medical and Pharmaceutical Activities
confirms the following:

89om3maogeman: 3L %0 98 emBsbnnongdsmbs (/6 211385268)
The manufacturer: GM Pharmaceuticals LTD (I/N 211385268)

Pomdmgonl dnbodsmmn: Logomomzganm, mdamnln, Mbo;mszal gbodiggnma Ne52.
Address of manufacturing site: Georgia, Thilisi, Rustavi Highway Ne52.

39omamaomnl nbL3gd@nMmads gobbmMmzngmes Homdmadnls bydsmozno Ne 000008 gom3smalfnbgdnmo
BogBosbmonls womamaddn. BadoMm3s  8oEgdunmons ,m0E0bBogdols s BydsMmmM3300l  dglobgd”
bogdomm3zgmmb 30bmbals 24-9 dnbemals 45-7 31b6d@ 0l Loxrd3zgmBy.

Has been inspected in connection with manufacturing permission no. 000008 Manufacturing permission was
issued in accordance with Art. 24 (45) of Law of Georgia on “Licences and Permits”. .
smbndbymo  3HomBmgdamals 0bL3gd@nMmgdol dggas, Mmdgmog asbbmmsngmeos 09/03/2022 -
11/03/2022, 8omadnma 8mboggdgdal 8nbgwsznm, 8Fsmdmadgma  o38symaznmadls  LodsMmzgmmb
Bogombomym  LESbEsMBsE osmasmadnm J3mmimdobools 8ogfm  gobLsBmzmym sofmagn  Lofomdmm
3Mogd&o3ol dmmbm3badl. smbadbynmo LESbEsMEN smosfmgdnmas Logommzgmml doezmmodal, 2010
Homal 16 bmgdomols, Ne349 sagbnmgdnom.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
09/03/2022 — 11/03/2022, it is considered that it complies with the requirements of European Commission —
Good Manufacturing Practice, which is recognised and determined as a Georgian national standard in
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accordance with the Decree of Georgian Government Ne349 dated November 16, 2010.

LIMG0BOZOE 0 SLsbozl HomBmadols Boagmsfgmosls nbl3gdEnmadnls gobbmmEngmadals dma3gb@alocznl
©o dogmadns 0bL33d@nMmadnl aobbmMmEnymgdnsb Ledo Henal gobdszemmosdo.

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 three years have elapsed since the date
of that inspection.

LomE0B03e@0 dogmsdns Abmemeo y3gams 333Mals s mMo3g Bafomal fomogabal dg8mb3q353d0.
This certificate is valid only when presented with all pages and both Parts 1 and 2.

LM G0B0IeENL bodeznmmds dglodmadgmas gowsdm{acgl 8ol 38308 mMmasbmado.
The authenticity of this certificate may be verified with the issuing authority.

Bofogmo 2
Part 2

BoMBs3a3G MmN 3MmEydGad*
Human Medicinal products*

1.2 3G3LGIM0EIHo 3Gexomddhgdo
Non-sterile products

121 | sGslihgdome@o 36movidgdo
(FoeBeagdols m3hagogbo ByBegao @Mbokgdremo grdgbobogob)

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

L.2.1.1 | 35539900, 8330030 25MLO
Capsules, hard shell

1.2.1.13 | &odang@ado
Tablets

1.2.1.17 | bbgs s®5L@gMowMo gsmBs393GYIwo 3MHm©vyd@o

(3b360egd0, 4M3BMwgd0)
Other non-sterile medicinal product (Powders, Granules)

1.5 Ogg3mogs
Packaging

15.1 3063930 395335
Primary packing

1.5.1.1 3583900, 833M030 ASMLOM
Capsules, hard shell

1.5.1.2 3983Lve9d0, HBOEIO ASMOLO
Capsules, soft shell

1.5.1.13 | &odang@gdo
Tablets




1.5.1.17 | bbgs sMsbGgMoww®o 3s685:3933wIo 3MmMmEI@0

(13b3b0emad0, 4Mmsbmengdo)
Other non-sterile medicinal product (Powders, Granules)

152 8gmeyawo 8g9grogs
Secondary packing

1.6 baMolbol 3mbEMmMmO, BHglihogds
Quality control testing

1.6.2 303MMBOMEMYOMEO: sMLEIMOGHOLMZ0L
Microbiological: non-sterility

1.6.3 Jo8ovMo/x0bo3mmo
Chemical/Physical

LaMBNBNZeBG0 ao3a8nmos LBLN3 — LodgEoEnbm o BWoMIoEg3dMN  Loddnsbmdol  Myanmamydnls
Boo83bEML oMmad@mMmals dm3smgmonls dgaLmymodmoals 2022 Hamols 5 donbolb Ne 02-1080/m dMdsbgdol
Loyd30m Y.

Certificate is issued on the basis of Order of the depute director of LEPL Regulation Agency for Medical and
Pharmaceutical Activities Ne 02-1080/0, 5 May 2022.

BL03 — LadgEnEnbm s BWeMBoEg3B MO Laddnsbmdol A depute director of LEPL Regulation Agency
Myaumomaodol bosgabEmb ccofmadEmmols dm3smamdal  for Medical and Pharmaceutical Activities

dgdLmyemadgmn
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