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«[TE®APM JIT]» Ny £
Byt llapujosesxoro [prropia, 54, M. Cymu, 40020 Sl oo
CEPTHRIKAT AIXOCTI
CERTIFICATE OF QUALITY
Hasea npoayrry: METAMIH®, tabnerxy, srputi ofoitonxaio, no 1000 mr
Name of produet: METAMIN?, coated tablets, 1000 mg
Crna gt Merdopminy rizpoxnopnz — 1000,0 M
Strength: Metfonnin hydrochloride — 1000,0 mg
o M7 R . : Posmip ynaxopxn /
Cepin Mo / Batch No.: MF4006UA Package size: NaB0 (15x6)
Pecerp. Mo / A.RNo.: GPIFPIOD10/25 Inoynarcosic Brictep / Bister
Pack type:
" i : HaTa eupobuuntea /
: : T 2492 ack 202
Pozmip cepif / Batch size 692 yn/packs Mfo. date: 11.2024
Kpatna / Market: UKR | Topmin fpmmariocTi/ ) g5y
LExp. date: ._
PeeeTpauiiine nocsinuenus X F17 S0V 465 Tepatin Al BeoOMexeHuii
Registration Certificate No.: UA/1506/02/03 unlimited validity
Jlinensia aa supoBNITLTRO Aicapesikny 3200018 Ge3 noMepy, Bin 26.09.2023 pory
|_Licenee for medical producty production: withont number, from 26.09.2023
Mo nsn Hasna auaaisy Cnewndriranist Peaynwiami ananisy
Sr. No. Test name Specification Test result
Onne Tabaerkn, srputi oGosoHkow Ginore afic Maflxe | Binnosinag
Sinere kofmeopy, onemubHOT GopMM, ABcomyrii,
I TRajigHaki 3 0Gox dokin,
i Deseription White or oft-white, oval shaped, Biconvex, film | Camplics
coated tablets, plain on both sides. i
IaenTudiravuin Hacd  yrpuMysanmd ocHoBMOr®  mika  ma | Bilositec |
XpoMaTOrpaMax BHNpOOOBYBAHOID Ta

CTANAPTHONO  PO3uUnMiB,  Omepwauux  npy
KinbricHOMY BHZHAYCRHT, MAIOTE CHiBRAAZTH.

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 chiromatogram cobtained with srandard

solution.
OnuopianicTs AosoRanmx Bianosigae sumoraM Biznoginae
3 OfIHHHUL
Uniformity of dosage units Complies with requirements Complies
Posnananun He Ginuwe 30 xpnaum. 9 xn 36 cer
4 Disintegration Not more than 30 minutes, 9 min 56 sec
Posynuennn He memre 73 % (Q) 33 30 xs. 95 %
| Dissolution Not less than 75 % (Q) for 30 sin. 95 %
Cynpoasini aomimk Lhianoryanimin: e Giawure 0,02 %. 0002%
Bynu-sia una ofnnnuua noMitinga:
He Binkiie 0,1 %, 0.011%
6 Cyma zoMimox: ne Ginnme 4,5 %. 0.034 %
Relaled substances Cyanoguanidine: NMT 0.02 % 0.002 %
Any other individual impurity: NMT 0.1 % 001t %
Total impurities: NMT 6.5 % 0.034 %
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TOBAPHCTRO 3 OBMEXEHOIO BIITIOBIIANBHICTIO
«TIERADAPM JITM» % \c “;
syn. Hasunoscexoro puropis, 54, M. Cymu, 40020 s oonE)
Mo n/n Hazna ananizy Crénndixauis Peaysibrary auanizy
Sr. No. Test name Specification Test result
KinsKicHe Briznanelnn Bin 95,0 % 10 105,0 % sin saaspenot xinbkoeri. 100,7 %
1 Assay 95.0 % 1o 103.0 % of label claim 100.7 %
Sannukosi kigpkocti opranivmi | 2-nponason — He Ginkme 5000 ppm 280 ppm
g posHBHIHIR
Residual solvens 2-propanol: NMT 5000 ppm 290 ppm
MikpoSionorizna uncrora Jaranuia xinkkicTe aepoGunx mixpoopranizwis
' (TAMC) - ue Ginslue 10° KY O/, < 10 KyOIr
3aransHa KinbxicTs APEKMKOBHYX TA FNICEHEBHX
ipuBis (TYMC) - sie Ginuwe 102 KVO/r. <10 KYO/r
' Bincyrnicts Escherichia coli s 1 r npendpary, Bineyrnn
? Microbiolngical purity Total acrobic microbial count {TAMC):
NMT 108 CFU. -1 10 CFUn
Total combined yeasts/moulds count (TYMC):
NMT 10 CEUia. <10 CFurg
i Escherichia coli must be absent per 1 g. Absent

SAADBA AIPQ CEPTHUMIKALII:

Llam miareepaokyio, wo aci BupoGmi cragii s nier cepil rurunol npeiysoil Gyan apificaeni u nossif signosianoeri 3
BHMOTAMIY, SAIHAIRHEMD B MGG #zeranosi 3 GMP, saveepasenisi Minicrepcrsos OXOpOHH 1A0N0R' 8 YipaiHn, | 3 pusoramp
peceTpadiitnore rocye Kpaine npHIsavey.

[ hereby certify that all the manufacturing s1ages of his batch of fiished product have been carried out in full compliance with
the GMP requirements of the Ministry of health of Ulraine and with the requircments of the Marketing Authorisation file of the
destination country.

K]
“AEADAPM

SikzUiAnER
015831

haxisen, BKS Hauansnng B3 Hauanuuik B35l YnosHoBaxeHa ocoba
QC Officer QC Head QA Head Qualified Person

TIIE / Fult Name: Byarercto £.¢ | Pa s l(;\,mu!a %Gwcﬁ,\)ﬂ d /Dﬂégféggéﬁf?
Tlianyc f Signaure:, Pt E (.]{'/1\1&4 ,7(3};,\_/ C7{_/"

Jara / Date; clifeafas oy \ b \lﬂ: oY{onfrs” O¢/02,25"
GP/EPIO0I10/25 Crop./Page MNe: 2 3701 2
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Hazsa npoiaywry: METAMIMY, tabnetku, skputi o6ononkato, no 1000 mr
Name of product: METAMIN®, coated tablets, 1000 mg
Chnaa jii: MeTdopminy rigpoxsopna -~ 1000,0 mr
Strength: Metformin hydrochloride - 1000.0 mg
R . : Po3wip ynaxonki /
Cepis Ne/ Batch No.: MF4002UA P yi8 Na9O (15x6)
Package size:
. 5 Y i Tun ynaxosku / . o s
Peecrp. No/ AR.No.: GP/FP/0002/25 ) yhax Baictep / Blister
Pack type:
. g ; ara BHPOOHHLUTRA /
Posmip cepii / Batch size: 2 647 ynipacks T RIS 01.2024
Mfg. date:
_—_— Tepnin npuparhocti/
Kpaiua / Market: UKR e pad 12.2026
Exp. date:
Pecerpauiiine nocsianenun Nu S TepMin T HeoBMeKeHnH
Py s UA/11506/02/03 o e
Registeation Certificate No.: unlimited validity
Jlineiniz na supoduKITBo Aikapenkny 3acodin: 6e3 nosmepy, Bint 26.09.2023 poky
Licence for medical products production: without number, from 26.09.2023
No n/n Hazsa ananisy Croeundyircauis PesyabTaTh ananizy
Sr. No. Test name b Specification Test result
Onue TaGnery, BpuTi oSosionxoto Binoro abo maibie | Bianosinae
Giore  KOALOPY. OBAALHOT POPMH, ABOOAYKAI,
| rrazedLki 3 000x Gokis.
Dexeription White or oll=while, oval shaped, biconvex, film § Complies
coated tablets, plain on both sides.
LuenTndixais Yacw  yTpusysalnsi  ochosnoro  mika  Ha | Binnosiaae
XPOMATOrPamMax aunpoBoByYBAHOIO Ta
CTAHAAPTHOTO  PO3YMHIB,  OouepWaHux  npy
KiNLKICHOMY BH3HAUCHHI, MAIOTE CTHBIANATH.
2 Identification In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sample solution
musl match to the retention time of the principal
peak i the chromatogram obtained with standard
solution.
QnuopiadicTsb J030BaHNN Bignosinae pumoram Binnoninae
3 OJNHNLb
Uniformity of dosage units Complies with requirements Complies
Posnananna He Ginbiue 30 xBuamm. 9 xB 22 cex
Disintegration Not more than 30 minutes. 9 min 22 sec
Posuunneis He menute 75 % (Q) 3a 30 xs. 102 %
5 . ; ; :
Dissolution Not less than 75 % (Q) for 30 min. 102 %
Cynposiani 10MitiKH Llianoryaninsn: ne Gisbiue 0,02 %. 0,004 %
Byilb-nKa iiwa OANIH A HOMILIKA:
He Gianme 0.1 %, 0,004 %
6 Cywa gomimox: e Gizabine 0,5 %. 0,019 %
i}
Related substances Cyanoguanidine: NMT 0.02 % (.004 %
Any other individual impurity: NMT 0.1 % 0.004 %
Total impuritics: NMT 0.5 % 0.019 %

GPIEPOO0R 25

Page 1/1 (ép*» YOS /(7

Crop./Page Nut | 3/of 2

au p) 0298

7/)



Gladpharm

KCIEIDAPM JIT

sy Jasugosceioro [puropis, 54, m. Cymu, 40020 O
Ne u/n Haszsa anaaisy C;lnemupiicauin PesyasraTi ananisy
Sr. No, Test name Specification Test result
KinbxicHe siznatucHus Bin 95,0 % a0 105,0 % Biz 3assnenor Kinbkocti. 100,0 %
7 - . .
Assay 95.0 % to 105.0 % of label claim 100.0 %
Zannuikoni KinskoeTi oprawivunx | 2-nponatos —~ He Binkuie 3000 ppm 362 ppm
POBUHIIHKIB
8
Residual solvents 2-propanol: NMT 5000 ppm 362 ppm
|\/1"im1'<p(»6i0norilma HHCTOTA ZaraabHa KiAbKicTh acpofHuX Mikpoopraimin
(TAMC) - ue 6insure 10* KY O/, < 1O KYQir
Saranbba KibKiCTh APUKIKOBUX Ta TUHCEHEBHX
rpubis (TYMC) - ne 6inbwe 102 KYO/r, <10 KYO/r
Bincyriicts Escherichia coli 8 | r npenapaty. Biacyrus
’ Microbiological purity Total aerabic microbial count (TAMC):
NMT 1% CFUsg. <10 CFUlg
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g. Absent

3ASBA NTPO CEPTHOGINALULIO:

i nizreepaayio, wo sei snpoGunal craiii wa aigi cepii rorosol npoaykuil Gyan suificenl B nOBHIT BianERiAHOCTI 3
BUMOYaMI. 3A3HAUCHINT & HIHRIT pactarosi 3 OMP, wreepraeniil MinicTepereon 0xopons 340pos’s YRpaii, 3 BHMora!
PECCTPAIINGTD A0CHE KRPATIOT GplsnAveg,

1 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.

Ynasruosazkena ocobi
QA Head Qualificd Person

Frocosco 40| PaSygobo ]

Hauaawig B! Havanbruk B35

QC Head

daxisern BKS
QC Officer

y

T

1B / Full Name:

- i g O
-~ D bz A M \)(.L(‘-l’?ﬂ \('f'\ h»)Q\‘»\

g (\!,3"\‘\ K

Mianse / Signature:

Hara / Date:
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CEPTHDIKAT SIKQCTI

CERTIFICATE OF QUALITY

Hazea nponyiry: METAMIH®, tabnetin, BrpuTi obonorkoio, o 1000 mr
Name of products METAMIN®, coated tablels, 1000 mg
Cuna pit: Merdopuiny rizpoxnopin — 1000,0 Mr .
Strength; Metformin hydrachloride - 1000.0 g
Possip ynakonwa /
. " T - - 1
Cepin Ne / Batch No.: MF4014UA Package size: Ne90 (15x6)
Tnn ynaxoswen / . .
e / A.R.No.: : ‘ e
Peectp. Mo/ A.R.No GP/FPAO023725 Pack type: Bnicrep / Blister
¥ i _— Hara snpofuuurna / 59
Posuip cepit / Bateh size: 2700 yn/packs Mro, date: 12.2024
w Tepmbit mpspaTaocti /
K Mz : .
Cpaiua / Market UXR Exp, date: 112027
Pecerpanifine noeniguemis No: TepmMin Hil HeoGameke it
| Repistration Certificate No.: UA/LIS0G/02/03 unlimited validity
Jlinensist na BEPOGINLTRO MikcaDeBIHY J0C00IR: ez nosepy, vig 26.09.2023 poiy
Lizence for medical products production: without number, from 26.09.2023
e n/nn IIa3sa ananisy Crnenndirargin Pesyavrarn ananizy
Sr.Ne. [ Lest name Specification Test result
Oimisc Tabaerkn, BrprT 0Bononkow Ginare abo maiwe Binnogigae
Ginoro xonsopy, ouvaanuol dopmy, ABOOIIY K,
| TRapeHsKi 3 06ox Gokia,
Desceription White or off-white, oval shaped, biconvex, filn Complies
coated fablets, plain on both sides.
InenTuiraitia Qacu  yTpumysaums  ocHoBHOrO  mika  1a Bianosiaae
XPOMATOrPAMAX BHNPOGORYRAHOrO Ta
CTANABPTAOIC  po3ymiis,  onepmaumux  npu
xinnkicaony BYIHAUSHHI, MAIOTL CMiBNAAATH.
2 Tdentification In the Assay, the retention time of the prineipal peak | Complies
in the chromatogram obtained with sample solution
must match to the retention time of the principal
peak in the chromatogram obtained with siandard
solution.
Oauopiznicrs Ho3osaHmx Bianosinac eunoram Binnosinac
OJUHITILL
3
Uniformity of dosage units Complies with requirements Complies
i Posmanaina He Ginbie 30 xgunnn. 9 xe 59 cex
4 e ; P 3 g
Disintegration Not more than 30 minutes. 9 min 59 sec
Posunnenms He semue 75 % (Q) 3a 30 xe. 99 %
5 . . -
’ Dissolution Not less than 75 % (Q) for 30 min. 99 %
P Cynposian owigmn Himsoryanizum: we Sixsuwe 0,02 %, 0,002 %
Byawp-nika inma onuna nosiwea:
e Qizpte 0,1 %, 0,016 %
5 Cyam qonios: we Sinpine 0.5 %. 0,044 ng
i Related substances Cyanoguanidine: NMT 0.02 % 0.002 %
i Any other individuai impurity: NMT 0.1 % 0.016 %
| Total impurities: NMT 0.5 % 0.044 %
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TOBAPHCTBO 3 OBMEXXEHOIO BIZTIOBLIAJILHICTIO L\ F;fﬁj:

«CJIEODAPM JITII»
pyn. Jlasruoncrioro puropia, 54, . Cymu, 40020

Ne i/ Hason ananisy Caeungieain Peaynrati ananizy
Sr. No. Test name Specification Test result
Kimxicite siiznavenss Big 95,0 % 110 105,0 % pig sassazHol kinbkocr, 99,0 %

7| Assay 95.0 % to 105.0 % of Jabel claim 99.0 %
Sanuwikon] xiabkocri opranivax 2-nponarnosn — ne Ginbwe 5000 ppm 431 ppm
8 POsUHHEKKIR 1
Residual solvents 2-propancl: NMT 5000 ppm 431 ppm
MikpoGionoriuia ancrora 3arannua kimbkicrs aepoGuux Mikpoopranismis
{TAMC) — e insme 10° KYO/T, <10 KVO/r
Saranbua KiNbKIiGTe APIKAAKOBNX TA MrCeHeRIn:
rpufiis (TYMC) - He omswe 102 KYO/r. <10 K¥O/ir
Bincyruiers Eseherichia colin 1 ¢ npenapary. Bincyrnn
3 Microbiotogical purity Total aerobic microbial count {TAMC):
NMT 10° CFU/g. <10 CFU/g
Total combined veastsfmowtlds count (TYMC):
NMT 102 CFU/g. <10 CFU/jg
Escherichia coli must be absent per 1 2. Absent

3AHBA JIPO CEPTH®IKALITO:

L ntizrsepsoicy1o, wo nci supoBii eranit ans i€l cepil rotorol nmponyxiil Gynn sniticueni » nonii BignoBiABOCTI 3
BUMOraMn, 3a3naueHnMR b unnkil nactanosi 3 GMP, 3aTBepkenii Miicrepcraom oxopons 310pon’s Vipaiin, | 3 BHMoras
PeecTpauiiinoro gocye kpainu IpR3Hatenny,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in {ull compliauce with
the GMP requirements of the Ministry of hiealth of Ukraine and with the requirements of the Marketing Authorisaiion file of the
destination country.

i Paxisein BKSI Hamanusi BICE Hananwnne B35 | Ynomionauens ocooa
QC Officer QC flead QA Head ! Qualilied Persan

¢ LB/ Full Name: N f@}fﬁﬁ /l:»g./'g, Al P(_‘_ngm \f.qr{\olx \7&&:&6{{6{) AL O é’yff('!?’_f—_&flg"f-{/{‘ﬂﬁ

oo | e G T A, titent

Flianne ¢ Signature:

[ Hara/ Di_lc 4ifor /b o { ?[ lb‘} ‘\9— A IHoA( 25 14 / 07 //3 5ﬂ
“(3"1’=i=r>f6t32_37'3'§%“' T Crop.Page Ne: 2 3701’2
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BYJL. Havsuaoserkoro I"puropis, 54, M. Cynu, 40020 \f{@’l’?ﬁy
CEPTH®IKAT AKGCTI
CERTIFICATE OF QUALITY
Hazea nponyrry: METAMIH®, ra6netsu, sspuri 06ononkoro, no 1000 ar
Name of product: METAMIN®, coaled tabiets, 1000 mg
Cuna gii: Mertdopuiny riapoxiopun — 1000,0 mr
Strength: Metfornin hydrochloride — 1000.0 mg
Cepin Mo / Batch No.: MF4010UA Posuip ynaxosin/ o0 (5069
Package size:
. Tun ynaxkosy / . ;
: 2
Pecerp. Ne / A RNo.: GP/FP/0019/25 Pck type: Bricrep / Blister
: . Hata gnpobumireea /
Podasip cepil/ Bateh size: 2 668 yn/packs Mife. date: 12.2024
Kpaiua / Market: UKR Yepuin npunarnoeri/ - o0,
Exp. date:
Pecctpauiiine noeninnenna Ne: TepMin 1T HeoGMekennii
Repistration Certifiente No.: UA/11506/02/03 unlimited validity
Jlizeusin ua pupofnnuTeo Sikapebrix 3acobin: Gez nonepy, mix 26.09.2023 poxy
Licence for medical products production: without number, from 26.00.2023
Mo n/n Hasna ananizy Cremudixanin Pesynntau ananisy
Sr, No. Test name Specification Test result
Onsic Tabnerkn, BepuTi 0GONOHKOIO BIROre 200 MATwRe Binnosinae
Ginore xomwopy, opansuoi dops, ABOONYII,
0 riangHbid 3 060x Gokin,
Descriplion White or off-white, oval shaped, biconvex, film Complies
coated tablets, plain on both sides.
1nerradisiuis Yacu  yTpHMyDaBa  OCHOBHOIO  mika | Ha Bignopigac
XPOMATOFpaMax BHDpoSoByBANOr0 Ta
CTAWEPTIHOr0  poOsuMMin,  OfemKAWHX  npn
KinbkicHoMY BUSHAYCHRI, MAOTL cnifBnazaT,
2 ldentification In the Assay, the retention time of the principal peak | Complies
in the chromatogram obtained with sample solution
must maich fo the retention time of the principal
peak jn the chromatogram oltained with standard
solution,
Onvopisnicts gozoeanmx Bixnosinae spsoran Bixnosinac
3 ORI
Uniformiity of dosage unils Complies with requirements Complics
Polnananns He Giauwe 30 xnnnma. 9 x8 36 cex
4 Disintegration Not more than 30 minutes. 9 min 36 sec
Posdnuenus He senwe 75 % (Q) 2a 30 xa. - 90 %
%1 Bisslmisg Not less than 75 % (Q) for 30 min. 99 %
! Cynpouizui novimkn 1lianoryaniouu: ve Siawwe 0,02 % 0.002 %
! BY.th-252 iHWA 0AHMAA J0Mitika:
. He Sinsiue 4,1 %. 0,011 %
P Cyma nomiwor: He Ginstue 0.5 %. (.034 %
Related subsiances Cyanoguanidine; NMT 0.02 % 0.002 %
Any other individual impurity: NM 0.1 % 0.011%
Total impuritics: NMT 0.5 % 0.034 %

“(‘ ‘;'i)p. -'Pugé‘a{;;_': l 1.;;)-[-'3_
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Ne n/n Hazpa ananizy Craeundirkanis PeayaybraTh auanisy
Sr. No. Test name Specification Test resuft
Kinnxicre nuznavenns Bin 95,0 % no 103,0 % nin 3a501eHOT XUTLKOCTL 101,5%

7| aseay 95.0 % to 105.0 % of lzbel clain 101.5 %
Jamuukosi kinnxoeri oprasimmx | 2-nponaion — re Ginsime 5000 ppm 367 ppm
8 PO3UNHHKKIB
Residual solvents 2-propanol: NMT 5000 ppm 367 ppm
Mirpo0ioyioriuna yuerora Jaransha ximexicrh aepo0Hux MikpoopramisMis
' {TAMC) — ne Ginnure 10° KYO/r. <10 KYOrr
3aransya KiNGKICTH BPIMGKOBAX TR NNiceHeBHX
1pubin {TYMC) - ve Sinsue 102 KYO/r. < 10 KYO/r
Bincyranicts Escherichia coli b 1 r npenapary. Bincyrun
g Micrebiological purity Total aerobic microbial count (TAMC):
NMT 10’ CFU/g. < 10 CFU/g
Tolal combined yeasts/moulds count (TYMCEC):
NMT 10° CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g, Absent

3ASIBA TPQ CEPTUDIKALLIIO:

Unys nigmepaicyto, mo nei eipoSumi craaii ana uict cepii rorosol nponykuii Synu aaificnesi ¢ noenif sipnopianocyi 3
BHMOFMR, 3IHA4CIOIMK B MiERIT nacTanos] 3 GMP, sarsepmrenifi MinicTepeTaoM oxopont sopos’n Yipainu, i 3 sHMorasn

PeECTpaLiiioro nocke kpafiu NPHIHAYEHLIR.

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.

Daxircus BKS Haummsiing BICH Hataannuk B34 Vnosuosa:kena ocoba
e 1 QC Ofticer QC Head QA Head Qualified Person
PG 7 Full Name: 07 ; O P \C OJ,'] % (4 ) %&r}#, Ly 0‘}" (1
f G itoll A0 Q0 Wamon keceeeico AU MELIHKON (.
Mianne ¢ Sigzr-zililrc: %ﬂ %\\LU (%7\/ %S/ﬂf’ C’if/’

Hara s Date: £, /C‘.l /‘r{ \‘_J’{“ > l ?;-SH 10U 25~

4O /25”
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