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CERTIFICATE OF QUALITY
Haapa npoaykry: METAMIH® tabnerks, sBkpuTi 060N0HKOI0, 1O 850 mr
Name of product: METAMIN® coated tablets, 850 mg
Ciuna pii MeT@opMiny TiipoXIOpHA - 850,0 mr
Strength; Metformin hydrochloride — 850.0 mg
Cepis Ne/ Batch No.: SMD3034 Posmip ynaxopxi / Package size:  Ne30 (10x3)
Pecerp. Ne/ ARNo.: FP/0587/23 Tun ynaxosxu / Pack type: Bnicrep / Blister
- Po3mip cepii / Batch size: 300 000 1ab/tab Jata surotonienns [ Mfg. date: 07.2023
Kin-1b ynaxosok / No. of packs: 10 000 Tepmin npuaariocri/ Exp. date:  06.2026
Kpaina / Market: UKR
Peccrpauifine nocsiguenns Ne: TepMin 1 HeoOMesKeHHUit
Registration Certificate No.: UA/11506/02/02 unlimited validity
Ne n/n Hassa ananisy Crenudikauin PesynbTaTh ananisy
Sr. Nao, Test name Specification Test result
Onne Tabretin, BXpUTI 0B0JNOHKOIO Gisoro aGo Maibke | Bignosinae
Ginoro xomsopy, pyrnoi ¢opmy, FBOONYKN, |
1 rnanesbxi 3 060X GokiB.
Description White or off-white, circular, biconvex, film coated | Complies
tablets, plain on both sides.
InenTudixauis Yacy  yTpHMYBaNHA  OCHOBHOTO nika Ba | Bigmosinae
XpOMATOrpaMax BHIPOGOBYBABOTO Ta CTANKAPTHOTO
PO3UHHIB, ONEPKAUNX TIPH KinbKicHOMY BR3HAveHHI,
MaKTh CHIBIANATH.
é Identification In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sample solution
must mateh to the retention time of the: principal peak
in the chromatogram obtained with standard solution.
| OnHOpIiRHICTS I030BAHKX Bijmosifae BAMOraM. Binnosiza€
3 OIMHHIb
Uniformity of dosage units Complies with requirements. Complies
Posnananys He Ginsine 30 XBHAMH. 8 xB 54 cex
4 Disinteégration Not more than 30 minutes. 8 min 54 sec
Posuunenns He menme 75 % (Q) 3a 30 xB. 100 %
) Dissolution Not less than 75 % (Q) for 30 min. 100 %
Cynposinni JoMimIKy ianoryasinny: ne Ginpue 0,02 %. 0,002 %
Byip-sixa inud OAMHAMHA nomiwka: e 6inswe 0,1 %. 0,012 %
Cyma nomitok: e Ginbie 0,5 %. 0,049 %
6 Related substances Cyanoguanidine: NMT 0.02 %. 0.002 %
Any other individual impurity: NMT 0.1 %. 0.012%
Total impurities: NMT 0.5 %. 0.049 %
Kinbkicne BH3HAYEHHS Bin 95,0 % no 105,0 % sin sassneHol KiIbKOCTI, 100,0 %
7| Assay 95.0 % to 105.0 % of label claim. 100.0 %
FP/0587/23 Crop./Page Ne: 1 3/0f 2
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Ne n/n Hasea ananisy Crenydixauis Pe3yabTaTH aHANI3Y
Sr. No. Test name Specification Test result
SaNMMIKOB] KUTHKOCT] OPTaniuHiX | 2-TIpONaHoN — e Ginpuse 5000 ppm. 66 ppm

3 POITHHHMKIB
Residual organic solvents 2-propanol: NMT 5000 ppm. 66 ppm
MikpoGionoriyna YHCTOTa Jaranbha KiIbKiCTh 2epoOHIX MixpoopraHismiB ‘
(TAMCY) — He Ginpine 10° KYO/r. <50 KYO/r
Raranbia KUILKICTb APDKIUKOBHX Ta TINICCHEBAX
rpu6in (TYMC) - ne Ginbwe 102 KYO/r. <10 KYOfr
BincyTHICTH Escherichia coli 3 1 r npenapary-. BincyThA
9 Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 CFU/g. < 50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

[TpomyKT BUTOTORNEHO, yNIAKOBAHO Ta NPOAHANI30BAHO 3riAHO 3 BUMOraMH peecTpauiiin

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Rianosiac CTaunapTaM Ta BUuMoraM GMP.

It complies with GMP standards and requirements.

Tliterais Ha BWPOGHULTEO NIKAPCHKHX 3acobiB:

Licence for medical products productiomn:

Cepoudirat N 009/2020/GMP
Certificate No, 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Oro noCBiAMEHH.

LlpM NiATBEPIUKYIO, WO sei pupoGil crazii uici cepii rotosol npoyKuii Gy)n aniticueni B nonnii BIANOBIAHOCTE 3 BIIMOTAMS, JEBHEHCHHMH B yRHHIA
wacTanosi 3 GMP, 3arBepiukenii MiHICICPCTBON OXOPOHH 370pon’s YXpainn, i 3 8UMOranH peecIpaLiRoro Rocke Epaifii NPUIBACHHA.

1 hereby certify that all the manufacturing stages of this batch of finished product ha

Ministry of health of Ukraine and with the requirgix X
RRERDI0 &

lnenTrOlkanifnd /
KopL 33525927

ei\i[\urketing Authorisation file of the destination country.
N

vé been carried out in full compliance with the, GMP requirements-of the

Ximik-aHaniTiK ;388 naGopatopicio BKA | Haqanspuk BKA Vrnosronaxena ocoba
Analytical Chemist T QC Lab In-charge QC Head Qualified Person
Im'/Name: v £ g (Laaes n e ) P(m,m \Cuy ma!r\, %@,,%m/@ Sl ‘;z,//
TNiamne/Signature: W e /w,a _____ (g \\L\\;J /?(/i Coeliodicd] i/
s | ortor® gy | oUsales | orfosfed
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Gladpharm
TOBAPUCTBO 3 OBMEXEHOIO BIMTOBIJAJIBHICTIO
«JEJOAPM JIT»
By Jlasuposeskoro I'puropis, 54, M. Cymu, 40020
CEPTH®IKAT JAKOCT]
CERTIFICATE OF QUALITY
Haspa npogyxry: METAMIH®, tabnetky, Bkpati 0Goionkoio, 1o 850 mr T
Name of product: METAMIN®, coated tablets, 850 mg
Cuna il MerdopMily riapoxnopus — 850,0 mr
Strength: Metformin hydrochloride — 850.0 mg
Cepis N / Batch No.: MD5013UA Posuip ynaskoski / Ne30 (10x3)
Package size:
Pecctp. Mo/ AR No.: GP/TP/0336/25 Tau ynaxosxs / Bricrep / Blister
Pack type:
. . s X Hara upobunurea /
Poamip cepii / Batch size: 9711 yi/packs Mfe, date: 05.2025
Kpaina / Market: UKR Tepmint npunathocti/ o4 5098
Lxp. date:
PeceTpaniiiie nocsinuenys Ne: TepMit Ail ReoBMexeHH
Registration Certificate No.: UA/11506/02/02 unlimited validity
Jlinensis va BUPOGHHUTEO JiKaPCHKUX 3acobin: 6e3 HOMepY, Bix 26.09.2023 poky
Licence for medical products production: without number, from 26.09.2023
Ne n/nn Hassa ananisy Crieundikanin PesyanTaTH anasizy
Sr. No. Test name Specification Test result
Onue Tabnetxy, skputi 06ononkoo Ginoro abo Maibke Bixnosigac
Ginoro KoNBOpY, OBWIbLHOT (OpMH, HBOOIY K,
1 rafeHski 3 060X GoKiB.
Description White or off-white, oval shaped, biconvex, film Complies
coated tablets, plain on both sides.
InenTudikantis UYacH  yTpHUMyBaHHs  OCHOBHOO nixa ma | Bianosixae
Xpomarorpamax BHNPOGOBYBAHOTO Ta
CTAHAAPTHOTO  PO3UMHIB,  OJCPXAHMX  OPH
KinpKiCHOMY BH3HaUYCHH, MAKTh CIIiBRANATH.
2 Identification In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sample solution
must match to the retention time of the principal
peak in the chromatogram obtained with standard
solution.
OnwxopinyicTs 4030BaRKX Binnosinae BHMOram Binnosinae
3 ONHHHIL
Uniformity of dosage units Complies with requirements Complies
PoznananHs He duibie 30 XBuanH. 9 xB 55 cex
= Disintegration Not more than 30 minutes. 9 min 55 sec
PozuntenHs He meHwe 75 % (Q) 3a 30 xs. 93 %
# Dissolution Not less than 75 % () for 30 min. 93 Y%
(?ynp(mi;‘u;i “aovini ! l,,limior}:‘em fa0: He Blabie 0,02 W - “()nl)(_)-l"n— T
! L Byah-AKa THILQ 00N HIHE SOMITI !
i ne Gianwe 0.1 Y. 0.017 % ’,
6 Cyma aontiwok: #e Sistpe 0.5 o. 0,042 % }.
Related substances Cyanoguanidine: NMT 0.02 % 0.004 % '
Any other individual impurity: NMT 0.1 % 0.017 % ,
Total impurities: NMT 0.5 % 0.042 % 1
GPIEPI0336/25 Crop./Page Noi 1 3012
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TOBAPUCTBO 3 OBMEXEHOIO BIANOBIIAJILHICTIO

Gladpharm

«CJIEA®APM JITD»

By.1. JlaBHAOBCHKOIO I'puropis, 54, M. Cymu, 40020

Ne pi/ni Hassa anasisy Cnenudikanuis Pe3yanTaTh anagisy
Sr. No. Test name Specification Test result
KinpkicHe BH3RAYCHHS Biz 95,0 % o 105,0 % sin sassieso] KinbKOCTL. 99,5 %

7 ;
Assay 95.0 % to 105.0 % of label claim 99.5 %
JalHIKOBI KLIBKOCTI Oprasiyaux | 2-nponaxos — He 6itpiue 5000 ppm 236 ppm
8 PO34MHANKIB
Residual solvents 2-propanol: NMT 5000 ppm 236 ppm
MixpobionoriyHa YHCTOTA 3arannHa KiTBKICTh acpobHHX Mikpooprauismis
(TAMC) - se 6inbuse 10° KYO/r. <10 KYOIr
3aranbHa KUILKICTh APDKIKOBHX Ta ILTICCHEBAX
rpubin (TYMC) — He Ginpure 102 KYOrr. <10 KYO/r
Bixcyrnicts Escherichia coli B 1 v npenapary. Bigcyrus
d Microbiological purity Total acrobic microbial count (TAMC):
NMT 103 CFU/g. <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

3ASIBA NIPO CEPTUOIKALIO:

Llum miATREPAKYIO, IO BCi BupoGHuui cTail Wi uiel cepii rotoBoi npoaykuii Gysiu amificieni B nosnilt pianosianocti 3
BHMOTANH, 3A3HAYCHIMH B YHHHIH HACTAHORI 3 GMP, sarsepuxenii MidicepcTsOM OXOpORH 370poB’A YKpaiEy, i 3 BUMOTaMM

peecTpaLiiHoro A0CkE KpaiHH MPU3HAYEHHA.

1 hereby certify that all the manufacturing stages of this batch of finished product have been carricd out in full compliance with
the GMP requirements of the Migistry of health of Ukraine and with the requirements of the Marketing Authorisation file of the

destination country.
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