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TOBAPHCTBO 3 OBMEXEHOIO BIATTOBIAAJIBHICTIO

Bys. Hasnaoscskoro Upuropis, 54, . Cymu, 40020
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CERTIFICATE OF QUALITY
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Ha3sa npogyiry:
Nante of product:

METAMIH™, TaBACTKN, BRPHTE ofononxato, no 500 Mr

METAMIN®, coated tablets, 500 mp

Cuaa aii;
Strenpth:

Meropminy rinpoxnopin — 500,0 arr
Metformin hydrochloride - 500.0 mg

Poamip yiaonin /

Cepia Ne / Batch No.: MCA00TUA. PRI G He100 (10x10)
Peeerp. Ne/ AR No.: GP/FP/0006/25 If:g—{”;;’::’“““ 4 Bricrep / Blister

Po3wip cepil/ Batch size: 4 866 yn/packs rlvlfr? pupobmurmal 53 2034

Kpatia / Market; UKR Tepuin npuaavnocri/ o, 00 '

Exp. date:

Peeetpaniiine noeninseusns Ne:
Registration Certificate No.:

UA/11506/02/01

TepatiH AT HeabMenerni
unlimited validity

JHuensis 1a supoGaunTe0 JiRapesKnx 3ac06is:
Lieence for medical products production:

Ges homepy, 2in 26.09.2023 poky
without number, from 26.00,2023

MNe'n/n Haana ananisy Creundircanin PeiynntaTi auanisy
Sr. No. ‘Fest name Specification Test result
Onue Tadnerkn, Brputi 0GoaaHK0I0 GiloTo abo Matwe Binnosizae
Ginoro womeopy, oBamLuol dopuu, anconyral
l ranzensri 3 00X Goxie.
Description White or off-white, oval shaped, biconvex, film Complies
coated tablets, plain on both sides.
Laenvudixavin Hacit  yrpumysanns  ocmosnoro | nmika Binnosinac
XpomaTorpamax BUNPOGORYBAHONG T2
CTAHAAPTHOrO  po3uunis,  ONCPIKAHHX  npn
KiNbKICHOMY BHZHANCHHI, MAIOTH CriBRANATH,
2 Identification In the Assay, the retention tine of the principal peak | Complies
in the chromatogram ebtained with sample solution
must match o the retention time of the priscipal
peak in the chramatogram obtained with standard
solution,
Qnuopianicts po30pannx Binnonizae sumoram Binnoeinae
3 OHHHNUE
Uniformity of dosage vnits Complies with requirements Coniplies
Poznaranns He Binnuse 30 xapmmnt, 9 xm 2 cox
4 - . ; 5y
Disinteeration Not more than 3¢ minutes. 9 min 2 see
Poausnennn He nmemue 75 % {(Q) 3a 30 xa. 96 %
5 7 : .
Dissolution Not less than 75 % (Q) for 30 min. 96 %
Cynposiaui pomivmu Ujanoryaniaun: e Ginsuse 0,02 %, 0,003 %
Byiw-ara irwa onaninka goMimka;
ne Ginstue 0,1 %. 0,026 %
6 Cyma nomintor: ne Giapure 0,5 %. 0,088 %
Related substances Cyanoguanidine: NMT 0.02 % 0.003 %
Any ather individual impurity: NMT 0.1 % 0.026 %
Total impuritics: NMT 0.5 % 0.088 %
GP/FP/O00G S Crop./Page Ne: | ol 2
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Gladpharm
TOBAPHUCTBO 3 OBMEXEHOIO BILOTTIOBIOANBLHICTIO
«NEODAPM JITO»
By . Mauposcsioro Mpuropis, 54, M. Cymu, 40020
XNe o/ Haaea aunanisy Crneundirania PesynwraTy anaaizy
Sr. No, Test name Specification Test result
Kinexicue nusnavenin Bin 95,0 % s0 105,0 % vin sansnenof kinbkocri. 99,4 %
T | Assay 95.0 % to 105.0 % of label claim 99.4 %
3annwrosi kinskocti oprasitimy 2-nponaxon ~ ve Ginbwe 5000 ppm 165 ppm
g po3vHiTamKin
Residual solvents 2-propanel: NMT 5000 ppm 165 ppm
MixpoGionoriuna uncrora 3aransha RifskicTs -acpobuux Mixpoopranimis
; (TAMC) - ne Bineme. 10° KO/, <10 KYO/r
3aranpHa winbricTs ApINGAKOBEX Ta naiceneny
rpudis (TYMC) - ne Ginsine 102 EVO/R <10 KYQ/r
' Bincyreicte Exéherickin colin 1 v npenapary.’ Bineyrng.
i 2 Microbialogical pyrity Tolal aerobic microbial count (TAMC):
, NMT 103 CFU/e. <10 CFU/g
i Total combined yeasts/moulds coung (TYMC):
- NMT 102 CFU/g, <10 CFU/g
i_ Escherichia cofi must be absent per | o Absent

3ARBA TTPO CEPTHOIKALIIO:

Huw miarsepaxyio, wo sei sipoim eranii ans uie cepil rorosol nponykuii Syan saificneni s noouil sianaaiznocti 3
BIMOSRNY, 3A3HAMSHIMN B YHNKIH nacranon] 3 GMP, sivsepmreniii Minicreperros oxoposin 3n0pos’s Yupainy, 13 snssorany
peecTpaniinioro nocLe Kpalan TIPHIRAUCHEAHL,

[ hereby certify that all the tanufacturing stages of this batch of finished product have been carried out in fiull compliance with
the GMP requirements of the Ministry of health of Ukraine and with the requirements of the Markeling Authorisation file of the
destination country.
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Daxisens B Hanwansuik BICSI Havansuuk B3 Ynosnosaxena ocoba
| QC Officer QC Head QA Head Qualified Person
JErrnName: | &yuravctad 0| P oo Kyl LTI [yl S
Mianue / Sianature: - Ja- 7 l\(QJ ‘ 1 = ‘)r_ /'-—
ﬁm ! Date: wloifag | 0‘ &2 ‘2--'\:‘ ORI RS WO 285
GP/IP006/25 Crop./Page Ne: 2 3/0f 2
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Gladpharm

TOBAPHCTBO 3 OBMEXEHOIO BIITOBIIJAJIBHICTIO
«IEIOAPM JIT
ByJ1. Hasuposeskoro I'puropis, 54, M. Cymu, 40020

CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

METAMIH®, tabnerkn, skpuri o6ononkoiwo, no 500 mr

METAMIN®, coated tablets, 500 mng

Merdopminy rigpoxnopux ~ 500,0 mr

Met{ormin hydrochloride -~ 500.0 mg

MCS007UA Posmip yn'e—ucomcu /
Package size:

Tun ynaiosxn /

Pack type:

Hara supoGunurpa /

Mfg. date:

Tepwmin npuparnocri/

Exp. date:
repMin 4il neobmexenui
2
YA 060208 unlimited validity

Ges nomepy, Bix 26.09.2023 poxy
without number, from 26.09.2023

Haszsa npoayxry:
Name of product:
Cura juii
Strength:

Cepin Ne / Bateh No.:

Ne100 (10x10)

Peectp. Ne/ A.R.No.: GP/FP/0182/25 Brictep / Blister

Poamip cepii/ Batch size: 4 960 yn/packs 03.2025

Kpaina / Market: UKR 02.2028

Peecrpauiiine nocsiguennn Ne:

Registration Certificate No.:

Jliuensin Ha BHPOGHHNTBO JiKapchKHX 3acobis:
Licence for medical products production;

Ne n/n Ha3zga anpanisy Crieundikauis PesyabTaTH anajisy
Sr. No, Test name Specification Test result
Onuc Tabnetku, skpyri o6osnonkoio Gitoro aGo malbke | Bianosinae
6isoro KonbOpy, OBaTLHOT (GOPMH, ABOOTYKNI,
! rnajchbki 3 060x Gokis.
Description White or off-white, oval shaped, biconvex, film | Complies
coated tablets, plain on both sides.
Inenrndixania Uacy  yTpHMYBaHH  ocuoBHOro  rika  Ha | Bianosigae
XpoMaTorpamax gHNPOGOBYBAHOIO Ta
CTAHJIAPTHOIO  PO3UMHIB,  ONEPXMAHUX  TIPH
KITLKICHOMY BH3HAUEHHI, MAIOTS CIIBNAAATH.
2 Identification In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sample solution
must maich to the retention time of the principal
peak in the chromatogram obtained with standard
solution.
OAHOPIAKICTL 1030BAHNX Bianosizae gymoram Bixnosijae
;3 OXHHHLLL
Uniformity ol dosage units Complies with requirenents Complies
Posnazatng He Ginbuie 30 X, 9 xp 22 cex
Disintegration Not more than 30 minutes. 9 min 22 sec
Posisenis He aene 73 % () 3a 30 x8. 93 %
g 93,

C Disselution
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TOBAPUCTBO 3 OBMEXEHOIO BIAITOBITAJIBHICTIO X,

Cladpharm

«CIEJTOAPM JIT

ByJ1. Jlasunoscexoro I'paropis, 54, M. Cymu, 40020

[ Ne n/n Hassa anasmisy Cneundiranis PesyneTaTn ananisy
Sr. No. Test name Specification Test result
Kinvkicne nusnayerHs 13in 95,0 % 1o 105,0 % Bin 3aaBacHOl KiAbKOCTI. 98,3 %

7 ’
Assay 95.0 % to 105.0 % of label claim 983 %
3ammukoBi KinbkocTi opramivinx | 2-iponanon — e dinswe 5000 ppm 412 ppm
8 POZUHHHHKIB
Residual solvents 2-propanol: NMT 5000 ppm 412 ppm
MikpoGiosoriusa yucTora 3aransha KinbKicTs aepoGHMX Mikpooprauismis
(TAMC) - ne Ginsuie 10° KYO/r. <10 KYO/r
3aranbHa KibKICTh NPIKKOBUX Ta MICEHEBUX
rpubis (TYMC) — ne 6inpine 10? KYO/T. <10 KYO/r
Bincyruicrs Escherichia coli B 1 r npenapary. Bincyrus
Microbiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g, <10 CFU/g

Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g.
Escherichia coli must be absent per 1 g.

<10 CFU/g
Absent

3ASBA IPO CEPTHOIKALLXO:

Lnm migrsepwkyto, wo BCi BHpoSHAY! cTamii Juis wiel cepil roTosoi npomykuii Gyan znificheni B nosnift signosinnoct 3
RHUMOTAMH, 3a3HAYEHIIMY B YKNAIl HacTanoni 3 GMP, 3aTsep;vxeniii MinicTepcTnoM OXOPOHH 310poB™s Yxpainy, i 3 sumoramn

PCECTPALIMHOTO IOCKE KPaTHH NPH3IHAMCHHS.

[ hereby cerlify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with
the GMP requirements of the Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the

destination country.

LHE  Fuli Name:

Sarn Duate.
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TOBAPUCTBO 3 OBMEXXEHOIO BUIIOBIIAJIBHICTIO

GCladpharm

«JIEIIPAPM JITI
Byn. J[aBuI0BCHKOTO I"pUropis, 54, M. Cymn, 40020

CEPTHDIKAT SAKOCTI
CERTIFICATE OF QUALITY

Hassa npoaykry:
Name of product:

METAMIH®, rabnetkn, BKpHTi 060NORKO0, 1O 500 mr
METAMIN®, coated tablets, 500 mg

Cuana nii:

Merdopminy riapoxiopua - 500,0 Mr

Strength: Metformin hydrochloride — 500.0 mg
Cepis Ne / Batch No.: MCS008UA Posmip ynaxoskh / Nel0O (10x10)
Package size:
Peccrp. Ne/ ARNa.: GPIEP/0251/25 Tun ynakosku / Brictep / Blister
Pack type:
. it - Hara pupobuiursa /
Posmip cepii / Batch size: 4 930 yn/packs Mig, date: 04.2025 ) -
Kpaina / Market: UKR Tepnin npuiathoeTi/ o3 509¢
Exp. date:
Peccrpanii i o2 TepMin [l nec i
ccerpauiiine nocsinuenns N UA/11506/02/01 repMin 1T nEOOMEKEHHA

unlimited validity

Registration Certificate No.:

Jlincusis na BAPoSHAUTBO JixapehbRuX 3acobin:
Licence for medical products production:

Ges HoMepy, Bin 26.09.2023 poky
without number, from 26.09.2023

Ne n/nv Hazpa ananisy Crenndixauis PeayibTaTi ananizy
Sr. No. Test name Specification Test result
Onuc TabneTkn, BkpHTi oGononkoio 6inoro abo maibxe Binnosijac
Ginoro KomLopy, OBILHOT (HOPMH, ABOOMYKJ,
1 ranennii 3 oBox Goxis.
Description White or off-white, oval shaped, biconvex, film Complies
coated tablets, plain on both sides.
Inenthdixallis Uac  yIpUMyBanua — OCHOBHOIO  nika  Ha Bizxnosigae
XpOMATOTPAMAax BHNPoGOBYBAHOTO T2
CTAHIAPTHOIO  PO3uliB,  OACPKAWHX  TIPH
KIILKICHOMY BH3HAUYCHHI, MAKOTh CRIBIIAAATY,
2 [dentification 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 oblained with standard
solution.
QANOpiHICTD J030BAHUY Bianosinae BHMOTaM Bianosina¢
o 0/MHHUb
2
Uniformity of dosage units Complies with requirements Complies
Posnazanus He Giaswe 30 xpuan. 9 xs 10 cex
4 5 3 : R . :
Disintegration Not more than 30 minutes, 9 min 10 sec
{ Pozuyuennn e serue 75 20 () 50 30 Xs. 07 %
[issolution Nai less (b G7t iny

Retated subsimeas

GPyporsios

i Lanon

Y b= A0 THLE G BT TN

i Biznaine 0.1 T
CAARTOMEHOR: e Bl e 587

Cvanoguanidine, NGO,
Any ather individuat impuriiy: NAED G e
4

S Total impurities: NMT 6.5 %
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Gladpharm

TOBAPUCTRO 3 OBbMEXXEHOKO BIJIIOBIJATBLHICTIO
«TIEDOAPM JITE»
pyJt. Jasunoseskoro puropis, 54, M. Cymu, 40020

No ni/n Hasga ananisy Crewndicanis PesyLTaTh auanisy
Sr. No. Test name Specification Test result
KinpkicHe BH3HAUCHHS Biz 95,0 % no 105,0 % Bin 3aM¢HOT KINBKOCTL. 99,1 %

7 . .
Assay 95.0 % to 105.0 % of label claim 99.1 %
Sanmmkoni kigbkocTi oprasiumx | 2-nponaxon — ne Ginpwe 5000 ppm 490 ppm
g PO3YMHHMKIB
Residual solvents 2-propanol: NMT 5000 ppm 490 ppm
MikpoGionoriysa yncrora 3aranbia KilbKicTh aepoGHMX Mixpoopranizmis
(TAMC) — ue 6inswe 10° KYO/. <10 KYO/r
JarafbHa KiMbKICTh NPUKIUKOBUX Ta NUTICEHEBHX
rpu6is (TYMC) — me 6inswe 10> KYO/r. 5 KYOfr
Bincyruicts Escherichia coli 8 1 r npenapary. BincyTus
9 . . . ; — . "
Microbiological purity Total aerobic microbial count (T AMC):
NMT 10° CFU/g. <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10* CFU/g. 5 CFU/g
Escherichia coli must be absent per 1 g. Absent

3ASBA IMPO CEPTHDIKALIIO;

LM mirBCpaKYIO, MO BCi BRpOGHMUT cTamii A wiel cepil rotopot npoaykuil Gyt spificyieni B TOBHIH BIIOBIAHOCTI 3
BHMOIaMH, 3A3HANCHHMH B UMHHIj RacTanosi 3 GMP, sarsepoxenili MilicTepeTBOM OXOPOHH 310poB’A Ykpainn, i 3 BHMOram
peecTpauifioro ROChe Kpainy MpH3NaueHHA.

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with
the GMP requirements of the Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the
destination country.

N

[ lln Full Nanie: J( ;1: /EU&,CU%O Q‘_Cg

e Signature: E /Gf‘“""

U ¢ Date ; . : [~y : - -
t il Date: 2 f’/(,f;’/,,'_/‘-'_,’ i o e ,-/A(,;J i D_IIOS Y‘Q\X
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