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MINISTRY OF INTERNALLY DISPLACED PERSONS FROM THE OCCUPIED TERRITORIES, LABOUR, HEALTH AND SOCIAL AFFAIRS OF GEORGIA

LOSOG LOFOOHMIROL NIGNLOIN 0G0 - LOFILNGNEM P BOGBOBIZOITDN LOTBNOEMANL HIBITPNGIBNL LOOBIEOM
LEPL - REGULATION AGENCY FOR MEDICAL AND PHARMACEUTICAL ACTIVITIES

860Mm3MIdINL 60BNMBITIGH GMP (30M30 LOBIMIMM 3EHOION3NL) LOVELIGOMVE 3ILOBOFNLMBNL LAGONBNOON
CERTIFICATE OF NATIONAL GOOD MANUFACTURING PRACTICE (GMP) COMPLIANCE OF A MANUFACTURER

boMmGoBngsGnl Ne GMP/2021/001 Certificate No: GMP/2021/001
8mg8gcons: 22.10.2023 - 8eg Valid till: 22.10.2023

Bohoamon 1
Part 1

85338000 Lsgommzgmml 8mszmmdals 2010 femob 16 bmyddMals Ne349 oaabnmydnls 8gLsdsBalise
3o6bmMEznamadamo 0bb3gd@&nMadals Loxnd3gmby.

Issued following an inspection in accordance with Decree of Georgian Government Ne349 dated November16,
2010.

bagoMozamml 3mB3gBab@nMn mMmasbm — Lbln3 — Lodgognbm s RoMBS393E V™0 LsJdnsbmdNL
fM339m0M300L LesgIbEM sEsLGYMIOL dgdEIaL:

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

9§omBmadgmo: 33L s39MLo-Mogombsmo
The manufacturer: Aversi-Rational Ltd

FomBmyd0l 8nbadsmoo: bagdsfmzgmm 0198, d. ;mdaenabin, JoMmbobymols Ne14
Address of manufacturing site: Georgia 0198, Thilisi, 14 Chirnakhuli Str.

8FomBmgdmol 06L3gdGnMyds gobbmMingmes FoMImgdal Bydsmmznm Ne 000639 aom35enbfnbgdymn
LbogBnobmdNl  BaMamyddn. BadeMm3s BsEaBymos ,a0Ea6Bgd0Ls s  Bgdemozgonls dgLobgd”
LbodeMo3mmbs 306mbal 24-g 8nbanals 45-7 3963@nb Lo gd3amBY.

Has been inspected in connection with manufacturing permission no. 000639 Manufacturing permission was
issued in accordance with Art. 24 (45) of Law of Georgia on “Licences and Permits”.

sm6036yamn  8foMmBmgdannl 0BL3gdG0Madal Bgeaase, MmBgmng aobbmMgngemes 20/10/2020 -
22/10/2020, Bomgdnmn 8mbsogdgdnl Babgezem, 8fsM3mydamo 3385ymaxzomgdl  LagoMmo3zgaembs
Bogombomyt  LBSbEsMBsE smnsmydam 93Mmimdobanl 80y 35bLsbmamym  3oMgn  Lofamdmm
3Mod@n3nb Bmobm3bgdl. smbndbymn LEsbEsMEN s@sMIoYMNS bodommzgammb dmezmmdal, 2010
Hamab 16 bmydomol, Ne349 ws@agbnmgono.

From the knowiedge gained during inspection of this manufacturer, the latest of which was conducted on
20/10/2020 — 22/10/2020, it is considered that it complies with the requirements of European Commission —
Good Manufacturing Practice, which is recognised and determined as a Georgian rational standard in
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accordance with the Decree of Georgian Government Ne349 dated Noveriberl6, 2010. |
LMENB0G0 sLsbs3L FomBmadnl BogmBsmymdsl NBL3YIGNMIONL aobbmfMogmodol 8madgb@nbsm3nl
s domadns 0bL3g3B0MadAL gobbmMENgEMadnEsb Ludn Hennb 3o68s3mmosdn.

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.

LMENB039G0 dogadns Bbmenme y3gme 333MEnt s mMn3g BBl ofmcoggbols 338ob3g3530.
This certificate is valid only when presented with all pages and both Parts 1 and 2.

boMENBN30GAL Bs830mMds 8gLodangdaans gosdmbdgl 8ab 309308 mMmaobmdn.
The authenticity of this certificate may be verified with the issuing authority.

Bafioemo 2
Part 2

BsMBs333& Dm0 3MhmEyddIdn*
Human Medicinal products*

1. LofoMmBmM M3gMaE0Jd0 — BoMBoEI3GVMN 3MmEYIGId*
MANUFACTURING OPERATIONS — MEDICINAL PRODUCTS*

1.5 domBIN30
Packaging
L 1.5 30M39macen 3B
Primary packing
1.514 3o®LImId0, 833M030 oMo, ’.
Capsules, hard shell o |
1.5:1:13 GsdmaEI0n
Tablets
1.5.2 8gmMgnemo 39BIYN3S
Secondary packing
1.6 bofmolibol 3mBBMmo, BabGnMods
Quality control testing
1.6.1 Bnmmdommmanyme: bEIMomyMobo3nls
Microbiological: sterility o - |
1.6.2 8n3mhmdammmanymo: sfabGamomumoboznb
Microbiological: non-sterility ]
1.6.3 qjo8onmo/goboinmo
Chemical/Physical
164 domamanaMo
Biological N
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LoMEN@IeB0 35338amns LLN3 — LodgEngnbm s BoMBsga3éumo Lodd0sbmdnl  MggyEnMydnl
Losg96BML EaMmgd@mMal 2021 fenab 22 nsb3Mal Ne 02-75/m dMdsebadal boggnd3zgmby.

Certificate is issued on the basis of Order of the Director of LEPL — Regulation Agency for Medical and
Pharmaceutical Activities Ne 02-75/0, 22 January 2021.

LLN3 — boBgEnEnbm s BsMBoEI3BIMN Lgdnsbmdal Director of LEPL Regulation Agency
fganmomgdol Loogdb®mL ofmyd&mmo for Medical and Pharmaceutical Activities

(bobgemn, g3sMn) S—— Name, Surname)

nsfnmn/Date 22/01/2021 d.5. (Seal)
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