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CERTIFICATE OF QUALITY

HasBa npoaykTy:
Name of product:
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MEIAMIN® SR sustained release tablets 500 mg
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Cuna gii Merdopminy rinpoxiopua — 500,0 mr
Strength: Metformin hydrochloride — 500.0 mg
Cepin Ne / Batch No.: SMA3011 Posmip ynaxonkn / Package size:  Ne30 (15%2)
Peecrp. No/ AR.No.: FP/0669/23 Tun ynawxosisi / Pack type: Bricrep / Blister
Posmip cepii / Batch size: 250 000 tab/tab - | Jara suroTonnenns / Mfg. date:  08.2023
Kin-16 ynaxosok / No. of packs: 8333 Tepmin npuaaTnocti/ Exp, date:  07.2026
Kpaina / Market: UKR
Peccrpauniiine nmocsiguenns Na: TepMiH Jii HeoGMexenni
Registration Certificate No.: UA/11506/01/01 unlimited validity
Ne n/n Haspa ananizy Crensdikais PesynnTaTH ananisy
Sr. No. Test name Specification Test result
Onne Tabnerky  GiIoro  KONbopy, OBaibHOT (opmu, | Binnoninae
q rnanensxi 3 06ox Gokis.
Description White oval shaped tablets plain on both sides. Complies
Inenndikanis Ugcy  yTpuMyBauus — OCHOBHMX — TikiB  Ha Biznosinae
Xpomarorpamax pHApoGOBYBaHOro | CTAHLAPTHOTO
poa\mum, OTPHMAHHX IpH KIMBKiCHOMY BU3HAUEHH],
[oBURHI cniBIazaTH (MeTOpMIHY TiIPOXJIOpHA).
2 Identification In Assay, the principal peak in the chromatogram Complies
obtained with the test solution has the same retention
{ime as the principal peak in the chromatogram
obtained with the standard solution (metformin
hydrochloride).
Cepenns Maca TabJIeTkH 900,0 mr+2,0 % 900,5 Mr
3 Average weight 900.0mg 2.0 % 900.5 mg
OnHOPIAKICTE O30BAHUX MaKCHMATBLHO AOTYCTHMIT KpHTepiit npummmocm
4 OIMHULb nosunen Gyra L1=15,0,
Uniformity of dosage units ‘Maximum acceptance value is L1=15.0
Pozuunenis 35~55 % 3a 2 roJUHK; 38%-50%
50-75 % 3a 4 rogpHy; _ - 70 %
He menme 70 ZA; 3a 8 roanH; - 'Fﬂu,, \
ne Mexe 80 % 3a 12 roanH. )
5 Dissolution 35 % - 55 % in 2 hours; TTIEDAPM
50 % - 75 % in 4 hours; I
NLT 70 % in 8 hours; I o7as0n
NLT 80 % in 12 hours, And
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Ne n/n Haspa ananisy Crenueixalfis PesyanTaTH ananizy
Sr. No. Test name Specification Test result
Cynposiani noMimxu Iiiaroryanignn: ne 6insure 0,02 %; Hipxwe pisus Busnavenis
Byab-AKa iRna ofduryBa nomimxa: pe Ginswe 0,1 %; | 0,014 %
Cyma nomimox: He 6inbie 0,5 %. 0,032 %
§ Related substances Cyanoguanidine: NMT 0.02 %. BDL
Any other individual impurity: NMT 0.1 %. 0.014 %
Total impurities: NMT 0.5 %. 0.032%
Kinbkicue Bu3HauCHHS Bin475 mr/raén. no 525 mr/rabn. 486,7 mMr/tabn.
(95-105 % Bin 3aspnenol Kinbkocri). 97,3 %)
L Assay 475 mg/tabl. to 525 mg/tabl. 486.7 mg/tabl.
(95 % to 105 % of label claim) 97.3 %)
Mikpo6ionoriuna wncrora 3araseha KinpkicTs aepoGrMX  MiKpOOpraHismis
(TAMC) ~ e Ginsue 10° KVO/r. <40 KYO/r
3aranpHa KinbKiCTE JApDKIXOBHX | nuIiceHenyx
rpubis (TYMC) —- ne Ginswe 102 KYO/r. <40 KYO/r
BincytHicts Escherichia coli B 1 v nperapary. Bincytas
. Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <40 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10% CFU/g. <40 CFU/g
Escherichia coli must be absent per 1 g, Absent

BUCHOBOK: / CONCLUSION:

‘TIpolyXT BHTOTOBNEHO, YIAKOBANO Ta NMPOAHATIZOBAHO STiAHO 3 BHMOTaMH PEECTPALiHHOYO JOCBIRHEHHA.

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

Binnosinae crannapraM ta BumMoram GMP.

1t complies with GMP standards and requirements.

Jlinensist ya BHPOGHULTBO NiKapchkux 3acobis:
Licence for medical products production:

LUiM NiZTBEPAAKYIO, IO BCI BHPOOHHYI craiii s wig).¢

nactaijosi 3 GMP, 3araepivreniit MinicrepeTnom

I hereby certify that all the manufacturing sta
Ministry of health of Ukraine and with the r

Ceprudirar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepis AB Ne 598054
Bateh AB No. 598054
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BeyiTiy ) kWil Gy 3aificHen] B TOBHIN BiANOBIAHOCT] 3 BIMOTANH, 3A3HAMCHHMY B YInIHIH
i E{fope KDY, | 3 BUMOTaMH PeECTPALiHOFO I0CHE Kpaiiy NpH3BAveHHS,
O =<7, k
o1 dhis batch of finishe ¢t have been carried out in full compliance with the GMP requirements of the

Ximix-aHaniTak /3ap. naGoparopieio BKS | Hawansunk BKS YnosHopaxena ocoda
Analytical Chemist 7 QC Lab Iu-charge QC Head Qualified Person
, . . D 7/ 7}
IM’s/Name: 72‘/’“&%0 o4 G;;(Z 025N QAo :7{ 3)> ?szn.( \CL{ ﬂ\O!}\) ;i%@'/l,é( ,gﬂxéf/éza}@% "
Tinnuc/Signature: lé/ id (}MJ\ (_ﬂ%\w (@ CELLEC 0]
- . 7
, ) ) / P
Hata/Date: 0% /93/23 O LoD, o\ LQC) \93 GW/ 0 j/}g / 4
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CEPTHOMHICAT KAUECTBA

CERTIFICATE OF QUALITY
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Observations
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Bpwum \ u,pmlmamm OCOBHOTG (ka1
HPUMATOIPAMM IS HOCOWIIHPEN 0.0 h
COtRdUpNIERe D PRCTHOPOL, DOIVABNILIN (U
KOIUReCTRenIoM  QUPEACIICHItE,  HOIMHD)
corraaatt (MeT(OPMANE THIPOXAOPHA).

In Assay, the  principal  peak  in o the
chromatouram oblained with the jest selulion
hag the sune reteation time as the priocipal
penk in the clromatogram obtained with the
standurd sofntion (metformin hydrochloride),
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l l!'i}&-l;lﬂbnpu-l\*h: METAMEL
MNaue of product: METAMINTG
Per, Xz /4, R.No.: FP/539/(3
Ccpun Me: [ Bateh No.: SMA301 3
Maren ssvoronyenis: £ Mg date: | ()’3&)1*
Registration eertilicate No. UA/L
[ N win Flapomerpo _
Sr.No. 1 x
| Onuene
AR F.. 1.0, N |
2 Hacorepnrkaiys
identlication
Y Cpeaisn sacea Tagaer
o Average weight
8 L),tm)pmumm 1o mpzumnnm X
G L
.| Uniformity ol dosage units
5 Pacreopotine
Dissolution
e T&@ch&%lﬂne NPHMECH
Related substances
FPEA39/13
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Hapamerpi Cnemupwn s
Koineoreennoe onpeaesenne: ¢ O 950 % se
! rafilerica KOSTRM UG il
APOROLEHPORAMBOCD AeficT g
COMEPE MeThopram
IHAPONIOIAA .. .., 500w
Assiay: Bach sustained refeise 95.0 % 1o 1030 % of the tabeled clain, 98.68 %
tablet containg 500 my of
metformin hydrochloride
EI f\‘)fr"nq_m‘\"m:mnru«mctcziﬁ o - - T _
UNETEI
E b roupenapara nonyekasres
IRHEERE
Oatcre i e Gosee 100 moree 40 KOE,
rpadoL; e Gonee 107, menee 40 KO,
Dasvepin Lscherichic coll He soperacies waswue B 4, Lxcherichia coli -
areyTeToyeT 5 |
Microbiological purity: ;
Total bacteria per g NMT 1 CP U =) CFU 7,
Total fungi por ¢ MM 6T OFU A <A CFU fe.
Excherichio coli per g, Muat be absent per 1 g, Escherichia coll 18 absent per
lg

FAKAMOUERME: npoayr SIporiBeaett, Y0 ¥ ppOTecTHPOBL B COOTREICTEMI ¢ TPEOOBUAFIBIMK PEIHETPALHONIOID
epraereaneria, Orneuaet tpefosanuam o crangapras GMP. CeprraQnerr N (332G 138 AUMP/GMP

COMCLUSION: the product is manutactured, packed and analyzed as per Registration Certificale requirensents. It complies
wilh GMP standards and requivements. Cerfifieate No. 0332003/ SAUMP/GMP

ITHUCHHA 1 DPOIBROSCTRO AeRapTToeiey cpepern: Cepnst AR No SUBG54
Licence fue medical products produciion: Batch  AB No. 598054

1 Bup, saGoparopiedl OKE | T OKK l“ifilil}a.emum L)eigK.
T J T S T A NI | ol s Lead: |
Analysi: } 7 I charge of Q A_jlab.. QO Head: A‘Q " } : QA “&{ld. e
Vopre & o Y 3
Jara: . N : I.Lnlhl. i g zj‘i’ Ea ! ]."rlill. IQ :l T !t}, Jt[(”d. RO n,\ .

Crpaniia No, 2 33 2
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CEPTUOUKAT KAYECTBA
CERTIFICATE OF QUALITY

N.mu. of product ME T AM!N”SR msmmcd rolmsc tablets 500 mfz,, Na 30 (b><2) in bltstexs

Per. No: JA.R.No.: FP/051/15 : Pasmep cepnn: -/ Batch size: 300 000 1abur/ tabl.
Cepus Ne; / Bateh No.: SMAS001 Kosmucerno ynakonow: / Nuaiber of packs: 10 000 _|
Hara wavorosaenus: £ Miy, date: 01.2015 ¢ Cpox roguocTii: / Exp. date: 12,2017

Perucrpaunsunoe cosacreinerso Ne UA/11506/01/0 1 ysmeneunn ot 23,01.207 m"ﬁ-’/,‘ﬁéﬁc_'"myé’r’ﬁﬁ 18.052016
Registration cerlificate No. UA/11506/01/01, changes of 23.01.2014 No. 67, is valid to 18.05.2016

Ne u/u Mapamerpn Cueigudraiist Pesysnprarnt
Sr.No. |  Tests i Specifications Obscryations
] QOnucanne “Tabnerkn Genoro inera, obanLuoi Gopsn, CoornercTayes
‘ Taankne ¢ obenx cropos. '
= Description :White oval shaped iablets plain on both sides. ] Compties
2 Hnenrudukaits ‘Bpemena yASpiKHBARM OCHOBHOFO nNHki wa | CooTperersyer
: Xl)()l\vlﬂ’l"()f")(llvl Max UCHDUNYEM OO H
CCmaHOAPIMIGED PACTROPOB, NORYHCHULIX PR
, KONHMCCTBEHAOM  ONPEeACHUM,  JONIKHG]
‘ COBNAAATE {METHOPMITHA FIAPOXIIOPHL).
fdentification In Assay, the principal peak in  the | Complies
s chromatogram oblained with the fest solution
*has the same reténtion (ime as the principal
‘peak in the chromatogram obtained with the
standard solution (metformin hydrochleride).
3 Cpenusia Macca TabaeTgh :900,0 Mr £2,0 %. §99,1 mr
Averape weight 900.0 my 42.0 %. $99.1 mg
4 ONHOPOAHOCTS ACIUPOBANHLIX | MAKCHMAIbHO, HONYCTHMOIH KprTepHif LI=379
euuHY | IpHEMACMOCTH Agsken Buitb Li1=15,0.
Uniformity of dosage units * Maximum acceptance value is ), (=15.0. L1=3.79
5 Pacrsopenne 35 % - 55 % 3a 2 wiica. 46,9 % - 50,9 %
L 50 % - 75 % 3a 4 uaca. 66,3 % -73,0%
IHe menee 70 % 3a § vacos. 90,3 %
He menee 80 % 3a 12 wacos. 99,5 %
Dissolution 35 % -55% in 2 hours, 46.9 % - 509 %
50 % - 75 % in 4 hours. 66.3 % -13.0%
NLT 70 % in & hours. 90.3 %
. _ | NLT 80 % in 12 hours. 99.5 %
6 COonyrcTBYIOUHHE NPRMECH 1 Luanocyanudwr: ne Gonee 0,02 %; 0,001 %
| mobas Opyzas edwiun peemig; Oosice | 0,002 %
10,1%:
1 cymata npuweceds: e PEEA 0,034 %
Related substances 1 Cyanoguanidine is 0.001 %
| any other individud 0.012%
2\ total of imparities 0.034 %
9@‘\?
X
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000 «Kveym Bapa»
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Ne n/n

Mapamerpur
Tests

Crrcunneaais
Specilications

Sr. No.
7

Koannuecrpeinioe OIPCACNCIHHC:

I Tabreria
fIPOAOKHTHPOBAIHOTO JCHCTIIA
COePRMT: MerdhopMuya
raapoxaopiya... .....500 mr

Assay: Each sustained release
tablet contains 500.mg of
metformin hydrochloride

Or 95,0 % no 1050 % or sassictiloro

Komrectsa.,

95.0 % to 105.0 % of the labeled claim,

Observations |
97,63 %

97.63 %

Mipodiionoriaecicas
HHCTOTA:

3 | r npenapara jonyckaeTcs
ENTT

Darrepuii:

rpudon:

Saicvepuu Escherichia coli

Microbiological purity:
Total bacteria per g
Total tungi per g
Escherichia cofi per g

ne Gosiee 107
ve Sonee 107,
He nonyexacres wamaune v {1

NMT 10* CRU/g.

1 NMT 1P CRUA,
{ Must be absent per | g.

meuees 40.KOE,
menee 40 KOE,
Escherichia cofi
OTCYTCTBYET B I I,

<40 CFU /g.
< 40 CFU /g,
Excherichia coli is absent per

lg.

3AIUHIOUEHHUE: npoayxt nponsseAeH, YakoBar u NpOTECTHPORAH B COOTBETCTBHN ¢ TPEOOBAHHAMH PETHCTPALHOHHOTO
couperensersa, Ornevaer TpeGasanuam u cTaugapran GMP, Cepnduicar Ne 067/2014/S AUMP/GMP
CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies

with GMP siandards and requirements. Certificate No. 06720 14/SAUMP/GMP

JInien3ny wa npon3BOACTBO fexapeTieHRbX epeacie: Cepust AB Ne 598054
' AB No. 598054

Licence for medical products production:
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Batch

XUMHK-QHASHTHK; 3ap. naboparopreti OKK: 7 | Hosannnind SR Hanansimgk OPK:
- Analyst: /%% In charge of QC lab.: QC Head: \’"\9 - QA Head: \“ .
ey AL 1 \ .
A 7 P .
Ila: Yy /¢ Hara: vf LA -1 Hara: J 6‘@\. S Tara:
Date: AEDLTS Dale: 26 00 5| Date: ¢ Date:
FP/O5 1715 Crpantua Ne: 2 113 2
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