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. ‘ Certificate of Analysis / Ceprudikat Axaniay

Name of the Product: /

GLUCOPHAGER®, filmco

ated tablets 500 mg Ne30 {15x2) in blisters

Haasa Mpoayxry: TMIOKOSAN®, TabneTiw, BKpUTI nniekoBot 0BonoHko, no 500 mr Ne30 (15x2) y
Bnlcrepax
Packaging Batch Number: E214222 Batch size (in packs): / 16000
Homep Cepii Ha YHakoBLj: Posmip Cepii (s YnaKosKax):
Expiry Date: / Tepmin npugatHocTi:  31.05.2028 Manufacturing Date; Hara 12:06.2023
BupoGHuYveS;

[ Tests Ttems/ Requiremenfs / Result/
MMoxastuky skocti Bumoru MKA Peaynstar
Appearance | White, circular, convex, film-coated tablefs Complies /.
Onug Tabnemsy kpyrnot (hopMmU 3 BOONYIKITONW nosepxHeio, Bignoelgae,

Ginora konbopy, BKPUTI MNiBKOBOID 0B0IOHKGE
Identification; f tnenmdikavin lR-spectrophotometry ! I‘-I~cnempocbommemiﬂ Positive /
Metformin Hydrochloride IR spectrum should be simliar to reference IMoanThenuii
Merdopminy Tigpoxnopupy spectrum f {M-criexrp normubanks BUnpoBoBysaHoro

3pa3Ka oBUHeN Rignosinamy Y-criekrpy CTaHAapTHoOro

Jpaaka . ]
Average mass | 502.6 - 556.5 mg / tablet/ 32,0 my [ tablet/
Cepepina maca 502,6 ~555,5 mr / Tasn, 532.0 mr / Tagn,

‘| Mass uniformity According with Eur. Ph, / Complies /
OnhopiaticTs Mack TosyHHi BinnosinaTy BMMoram Esp. hapm. Binrorinae
Assay / KinbKicHe BranavieHHn §03.5 myg / tablet!
Metformin Hydrochloride / 475.0-525,0 mg / tablet {£5%) /! 503.5 mr /rabn.
Mevdiopminy Mgpoxnopuay 476,0~-525,0 mr / Tabm. { 5%)

Dissolution / Postnrenns Not less than 75% (Q) at 45 min/ Complies in 81/
He mekuie 75% (Q) Yyepes 45 xr Binnosigae & 81

Non-routine tests"/ He pytunni Tecty !

Relafed substances?;/ .

BuaHayenns gomior! HPLG I BEPX

Cyanoguanidine / Not more than 0.02% / Not performed

Ufaxoryauiguny He Binblue 0,02% He BuaHavanocy

Each other impurity / Not more than 0.10% / Not performed

‘ByAk-sika iHwa goMiluka He Binewe 0,10% He BuaHavanocs

Total of impurities / Not more than 0.50% ¢ Not performed

Cyma nomiuiork He Binbie 0,50% He BusHavanoos

Dissolution Profiie (%)2] Mpocbins
PosuiteHHn ()2

Smin /5 xaurmy
10 min/ 10 xeunuy
15 min/ 15 xaunuu

25 min {25 xsunuy

Not less than 9 % / He menwe g %

Not less than 24 % / He menwe 24 %
Not less than 37 % / He mexwe 37 %
Notless than-s_? % [ He meHwe 57 %

Not performed
He eusnauanogs
Nof performed
He Buanavanoce
Not performed
He Buanavanocs
Not performed
He ByiaHauanock

Microbiological quality /
MispoGionoriyta uicrora !

Total aerobic microbial count
{TAMC) f BaransHa Kinbkicra
aepoBHux Mikpooprakiamie {TAMC)

Not more than 16%.CFU/g /
He Binbwe 107 KYO /1

Not performed
He suaHayanocs

Total combined veasf/ mould Not more than 102 CFU/lg f Not performed
(TYMC) f 3arankha kinbkiers He Ginulwe 102 KyQ /1 He Buanavaroch
nniceHeBux Ta ApHEmKDBIX rpubis

{YMC) :
E.Colif Absenceinig/ -| Not performed
Escherichia coli Bigcymliie i r He suatavanoce
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PARRE K
Certlfi cate of Analy3|s ! Cepmcbnca'r AHanlay

Name of the Product: / GLUCQP AGE@ fi Im coated tablets 500 mg N°30 (15x2) in blisters /

Hagsa Mpogyxry: S rﬂEOKO¢A>K® Taﬁnen(u supvm ik EIOH’.) oﬁonouxoro rio 500 Mr Ne30 (15x2) ¥
BnicTépay ™~ . ) -
Packaging Batch Number: E214222 .Batch size (In packs).f : 16000
Homep Cepil Ha ynaxosw ' ae T Poam:p Cepl'f (a ynaxoBKax) .
Expiry Date; ITepMJH npwna'mocn 31.05.2028 | Manufgctgnpg Date I}Jara ‘ 1 2.06.2023
o "aupoﬁl-r i ’

Complete dissolut}on prot'le _s perform In case of modif‘

ot i catlon of the manufacturing process / BunpoGosysatsi npoao,th
¥ pagi l'IpOﬂOaHLlT Gynb-hknx |crromnx amm ¥ upofinuqomy np . )

oljec

.,-‘._J;

Released Date.luaTa BHI‘IYCKy 194290230 e Signature: / Mignue © Stamp: / Mevatka
Quality AssurancelsaﬁeanquHHﬂ AkocTi o
Qualffied P sén 1 Ynoa:-tosax{e:-la ocba: . . ! g

§. Conesa/C, R‘m-:eca o F' Duquelﬂ ﬂyxi _Y. ga_rqiaH. rapbfn. A AndreuIA AHApey " “L.Rippdas /1. Pingpag

.'.. fe

. T Bealmonte Carrascosa IT EenbMoHTe Kappacxoca L Suarez Penarrubla! J'I Cyapec ﬂenappyﬁm

' | _' : - a3Nz2/ 20273

P

B . THERCK, S.L.
. o ) ' ' | Dom. Soc: Marfa de Molina, 40 Madrld
" Adaminist.: Poligono Merck, Mollet del Vallés {Barcelona)

..._.. . . - e

In the event of any discrapancles or doubt batween Eng]ls 'and U - r;tm‘an languaga verslons tha English Ianguage vers:on
shall prevall' 1Y pasi. ﬁygb-sxwx poaﬁimoc‘r'

2 aﬁo cymmaia ME}K BBPCIHMH aHl’J’]lHGbKO!O Ta ykpafm:bxolo Moaamw nepeaamﬂy cany
Mae Bepcm aHmiﬁc:hKu:o MOBOIO 2T . E . ; .
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PARREK

Batch Release Certificate / Cepridbikat Bunyiuenol Cepii
Certificate of GMP Compliance / Ceptudikar signosigHocTi GMP

Name of the Product: /

GLUCOPHAGE®, film-coated tablets 500 mg Ne30 (15x2) in blisters /

Hassa MpopykTy: IMIOKODAN®, rabneTkn, BrouT Nhiskosolo cBorioHKolo, o 500 Mr Ne30 (15x2) y
. Bnicrepax . ;

Material Code; / Batch Number Bulk;

Homep Mareplany: 3950300043 Homep Cepif in bulk: E200039477

Batch Number Finished ) tore 1 .

Praduct: / E214222 Eﬁ;;’i‘pséﬁi(;'&?;:;ﬁé - 16000

Homep Gepii Ha ynakosyy: : )

I’u‘lanufacturing Date: / lara supoGHuyraa: 12.06.2023

Expiry Date: / Tepmin ApWAaTHOCTI: 31.05.2028

Importing Country: / Kpafta iMnoprep: Ukralne / Ykpaiua ) .

Strength f Potency: / One tablet contalns 500 g of metformin hydrochloride which

corresponds te 380 mg of metformin /
Cuna ait / AktusHicTs: OpHa Tabnetka micTiTs 500 mr meTdopminy TiAPOXIIOpUAY, SKU

Dosage Form: /

Jlikapeka dopma; -

Package Size and Type: /

Poaip Ta poamip ynakosxu: ,

Marketing Authorization Number; /

Homep Peectpauitisoro ocaigtenss;

Name, Address and License Number of

Manufacturer, which is Responsible for
" Batch Release;./

Haasa, Appeca Ta Homep Niuyenaiy

BupoBhuka, koTpHiA BUTIYCKaAE cepiio B oG

Country of Origin: / Kpaiha-aupobhug:

Bignoeigae 390 mr MeThopmiHy

Film-coated tablets 500 mg/

Tabnetkw, srpuy] nniskosoio oBoroHko, no 500 mr

15 tablets in blister; 2 blisters in carion box /

15 TaBnetok y Gricrepi; 2 Bnicrepu Y XAPTOHHIN kopoBui

"UA/3934/01/01

Merck, SL, Spain

Poligon Merck, 08100 Mollet del Valies, {Bareelona), Spain
No.0308/

Mepx, CI, lenauls

Mpomsona Mepx, 08100 MonneT gers Bannec {Bapcenoua), Jenasis
Ne 0308 - : ’

Spain ! leranls

Certification Statement; / 3anpa npo cepmthikayfo;

I hereby certify that the
including packaging /
requirements of the local

above informatlon is authentic and accurate. This batch of product has been manufactured,
labeling and quality control at the above-mentioned site {s) in fuli compliance with the GMP
Reguiatory Authority and with the specifications
Importing country or product specitication file

in the Marketing Authorization of the
for Investigationa) Medicinal Products. The bateh processing,

packaging and analysis records were reviewed and found to be In compliance with GIVP. /

Ll nigreepyo, Lo BYliesasHaleHa

inthopmaria

€ AOCTOBIPHOW | TouHolG,

naxyearHA/MaprysaHus Ta KOHTpOnE AKoCT, Ha BuIlesasHayenis AnbHALT |y noadi BIANORINHOGY] & BUMOramy GMP

Qualified Person Signature: /
Mianve ynoeHoraxeHo| ocoby:

Released Date: / fiara aunycyy:

Lucia Ripodas Valencia/
Jiocia Pinopac Banencis

19.12,2023

UQM p-o~ . 28{12/2023

Wl ]

MERCK, S.L.
Dam, Soc: Marfa de Moling, 40 - Madeid
Ademinist.: Poligano Merck, Mallet del Vallés (Barcelona)

in the event of any discrepancies or doupt betwean English and Ukrainian language versions, the English language version shall
prevall. /¥ pasl Gynb-skux PpoabixHacreli aGo aymplnia Mk BepciaMu aHrmilicekolo Ta YKPATHCLKOW MoBamMu Mepesaty cuny mMae sepeln

aHmniiickkolo Mosoo,

Merck, 8.L. — Espaiia
Pellgono Merck ofa

03100 Mollet del Valids {(Barcelona)
Tel: $34,93.565.55,00

Fax. +34,93,544.00.00
dwswmergkes

Socivdad Unipersonal, fscrita en el
Registro Mercontit deMadrld, hojz 2
M-438818, folfo n.o 161, toma n’24395,
orchive libro 0.2 0, seceién 8,

Inscripcién 2,

N.LF, Bogoyo1o5

Nlara de Molina, 40

28006 Nfadeid .t




