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JTEPKABHA CJIYJKDBA 3 JIIKAPCLKPIX 3ACOBIB TA I(OHTPO.J]IO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npos. Caitnuunoi Hagif, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Npo AKiCTL BBE3eHOr0 B YKpaiHy JikapchbKoro 3acody

02.01.2024 Ne 66500/24/10

T'IIOKO®AK®

(HaliMeHYBaHHs iKapchkoro 3acoby 3rigHO 3 peccTpallifiHUM MOCBIAMEHHAM)
Ta6/JeTKH, BKPUTI NJiBKOBOI 060J10H K010, 10 1000 Mr mo 135 TabaeTok y OJricTepi; mo 2

__GJiicTepH y KapTOHHIii Kopobui B -

(hopma BURYCKY, I03YBAHHS, BU HaKyBaHHA JAikapcekoro 3acody)

Homep pecctpautiiitoro nocsigaenns UA/3994/01/03 crpok aif peectpauiiinoro nocsiguents 01.01 2099

Cepis nikapcbkoro 3acoby Ne K213833 KinbkicTs BBE3€HOTO Jikapebkoro 3acoby 18468

BupoGHHK MepK CJI, Icnanis .

(HaliMeHyBaHHA BHUPOGHHKa Jm{apcucoro sacoﬁy, Kpama TIOXOKEHHS)

BBeseHo B YKpaiHy ToBapucTBo 3 00MexeHo010 BianosigaasuicTio ""ACIHO YKPAIHA",
iment. xon: 42274733

W
(HaliMeHyBanHa Ta xox 3a €APTIOY ropuanyHoi ocobun abo nplmmme iM's, 110 6aTbKOBI izuuHOI
0co0H ~ MiANPHEMLS, i1 MiCLE NPOKHUBAHHSA Ta pGGCT‘paLIIHHHH HoMep 06JIKOROT KapTKH MJIaTHHKA
nonaTkiB abo cepis Ta Homep racrnopTa)

TpoTokoa Bisyanbnoro kontposio sig 02.01.2024 Ne 4241/13.

3a pesylbTaTaMH JEPXKABHOIO KOHTPONIO BCTAHOBJIEHO, 10 JIKAPChKHH 3aci0 BBE3eHO B YkpalHy 3

NOTPUMAHHSM BUMOr 3aKOHOJABCTBA ILO/0 3a6e3MeueHHs AKOCTI JTiKapChKHUX 3ac00IB.

' < b/
PR ‘.. N
g, Men

': Jﬁ J' f}’ P “'"'5-;.:1\_‘
ik CHEV/ TSN

i‘ a
"'I}/' 'hl‘:' L * v ey .
i 'h.‘q. ‘.'.!.‘! ',t : FE L_,— N T
TS NG Y
,f e “ Tt ! ‘{.
]

B.o. JdCTyrlHPKd}I:f?l‘-IaﬂbHﬁdK\a B l}ﬂﬂlﬂy} }
JepxaBHOT ¢ ymﬁmr.a JHKAPChH zm f /;

3acofiB Ta KoﬁTpomB%aa Haple -
q Ipuna LIAJTAMAV

"*w. v ,Jr'

KPI]BLI:KII/I oo.rra(:'rl ‘f@; 1;{"{‘ /4?":"

toapuvasy diwly ghaase it i Ak saaamemibdh vy Ty

__(_m,qum,_) (iniviann Ta npizsuue)

M/‘/V5
/& oA - i%ﬁ/%/

- rt-qu-vq-rrbiuuiv FEsY ---ll!'ll----illllll“ llllllllllllllllllll



~ Batch Release Certificate / Ceprudikar anym,eHoT Cepi
Certificate of GMP Compliance / Ceprudikar signosigHocti GMP

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne30 (16x2) in blisters /
Hassa MNpoaykry: FITOKODAK®, Tabnetku, BKpWTI nriskoaoo obonowrkoto, no 1000 mr Ne30 (15x2) y
| Bricrepax
Material Code: / Batch Number Bulk: /
Homep Martepiany. wERYBALYAZ Homep Cepif in bulk: E200035390
Batch Number Finished
Product: / Batch size (in packs): / |
Homep Cepil rorosoro E213053 Poamip Cepil (B ynakoskax): 26 892
NPOAYKTY:
Manufacturing Date: / [lata BupoGrnyrea:  29.06,2023
Expiry Date: / TepMmid npuaaTHoCcTI: 30.04.2027
Importing Country: / Kpaina ~lmnoprep. Ukraine/ Yipalna
Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride which
cotresponds to 780 myg of metformin /
Cuna fil / AKTUBHICTD! OpHa Tabnetka micTuTs 1000 Mr meThopMiHy fApoxnopuay, AKUA
| signosigae 780 mMr MeTQOPMIHY
Dosage Form:/ Film-goated tablets 10600 mg/
Jikapeobka dopma: TabneTkv, BkpuTi nniskoBolo obonoxkoio, no 1000 mr
Package Size and Type: / 15 tablets in blister; 2 blisters in carton box /
FPoamip Ta TN nakyBaHHs! 15 TabneTok y 6nictepi; 2 SricTepu y kapToHHIA kopodLy|
Marketing Authorization Number: /
Homep Peectpaliitioro MNociguerHs. | MASIANADS
" Name, Address and License Number of Merck, SL., Spain
Manufacturer, which is Responsible for Poligon Merck, 08100 Mollet del Valles, (Barcelonay, Spain
Batch Release: / No. 0308 /
Hasna, Agpeca i Homep Silensii BupoBhuka, Mepk, Cll, lcnania
KoToul BUNycKae cepito 8 obir: Mpomsoxa Mepk, 08100 Monner fens Bannec (BEapcenoHa), lenatin
Nae 0308
Country of Origin: / KpalHa-BupoGHUK: Spain / lcnaHis

Certification Statement. / 3assa npé cepTidikaulio:
| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,

including packaging / labeling and quality control at the above mentioned site {(s) in full compllance with the GMP
requirements of the local Regulatory Authorlty and with the specifications In the Marketing Authorization of the
importing country or product specification tile for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. /

LM nigresepmixylo, Lo BUllg3asHayeHa iHpopMaLin € ROCTOBIPHOK | TOYHOW, [aHa cepis BupobrieHa, BKAKHAOYU
YNakoBKY/MapKyBaHHA Ta KOHTPOSL AKOCTI, Ha BULLE3a3HaYeHI ainkHnuy | B MOBHIN ginnosinHocti 3 Bumoramu GMP
nokarbHix KoHTpostolounx OpraHie, a Taxox 3i cneundikauismi peecTpaljifiHora pocke KpalHu-iMnoprepa abo Hocve
focnigxysaroro nikapeskoro sacofy. lpotoxkonu BUPOBHULITBR, YNAKOBKA Ta axaniay 6ynu nepernsiHyTi | BCTaHOBMNEHS

sianosindictTs GMP.

| # g Hefore
Qualified Person Signature: / Laura Suarez Penarrubia/ — _,,fi“»'é" P ——
Rignuc ynoeHosaxeHoY ocodu: Jiaypa Cyapec NeHappybist IMERCK, S.L.
Released Date: / flaTa BHnyaky: 03.11.2023 ' Dom. Soc.: Marfa de Molina, 40~ Madrid

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. /.Y pasi Byae-sxux posBixHoctel abo cymHiBiB MK Bepcismu aHrmnifickkolo Ta YRPATHCLKOK MOBaMA NepasaxHy cuny mae BEpPCIA

aHITHNCHXO K MOBOIO,

Socivdad Unipuorsenal, Inserita en el
Regisiro Mereantil de Madrid, hoja n®
M-438818, folio n¥ 161, tomo n.° 24386,
archivo libro n® 0, ¢nceidn 8,

ingcripeidn 2,

N.LF. BOSGTO195

Marn de Maolina, 40

28006 Madrid

Merck, 8.1. ~ Espafia
Poligono Merck s/n

08100 Mollet del Vallds (Burcelona)
Tol.s +34.93.565.55.00

Fax. -+34.93.544.00,00

www merck.es
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Gertificate of Analysis / CepTuchikat Axanisy

Name of the Product: /

GLUCOPHAGE®, film-coated tablets 1000 mg N230 (15x2) in blisters /

Metformin Hydrochloride /
MeTdopMiHy riapoxnopiay

IR spectrum should be similar to reference
spectrum / |Y-cnekTp nornuHaxHs BUNpobyBanoro

apaska nosuHeH signosigary |Y-criekTpy cTaHfapTHoro |
‘3paska

PP S R A Ay |

Ty

Hasea Mpoaykry:. FTIIOKOPAXK®, TabneTku, BKpUTI NABKOBOI0 060IOHKOHW, no 1000 mr Ne30 (15x2) y
onicrepax -
Packaging Batch Number: / E213853 Batch size (In packs): / 26 892
Homep Cepii Ha ynakoBLy: Posmip Cepll (B ynakoBkaXx):.
Explry Date: / Tepmin npugatHoct:  30.04.2027 NManufacturing Date: / Llara 29.06.2023
BUpabHuUTBA:!

Tests items/ Requirements / Reosult /
[okasHukiL AKOCTH Bumorn MKH | PegynbTaT |
Appearance / White, oval, biconvex, tilm-coated tablet, with a Complies /
Onuc score line on both sides and “1000” engraved on Bianosigae

one side / Ta6neTku oBanbHOT (hOPMY 3 [BOONYKIOIO

rosepxHelo, 6inoro Konbopy, BKPUTI MNMIBKOBOIO

OB OMOHKOW, 3 prckoio 3 o6ox 6okie Ta rpasipyBaHHAM
D e «1000» 3 onHoro Goky e |
Identification: / |geHTudikauis IR-spectrophotometry / [Y-cnekrpodoTomeTpis Poslitive /

| No3UTUBHNA

Average mass /

1018 — 1124 mgitablet/

1081 myitablet /
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CepepHsa maca 1018 — 1124 mr/tabn. mr/Tabn.

Mass uniformity / I According with Eur, Ph. / | Complies/
QRHOPIAHICT MAcKH o | Moaunya sinnoeinatm sumoram &sp. Papm. Bignosinae
Assay |/ KinobKicHe BU3HaAUEHHS . - -

Metformin Hydrochloride / 950 - 1080 mg/tablet (£ 6%) / 998 mg/tablet/
MeTdhopminy rigpoxnopuay 950 - 1050 mriraén. (+ 5%) mr/Tadrn.

Dissolution / PosqyHeHHs

“T"Not iess than 76% (Q) at 45 min /

He meHwe 75% (Q) yepes 40x8

Complies atS11
Bignosipac Ha S1

“Non-routine tests’ J He pyTuHHi TecTn! R

Related substances’/

HPLC I BEPX

BusHaueHHs AoMilIoK
Cyancguanidine / Not more than 0.02% / | Not performed
LiianoryariguH ‘He 6inbiue 0,02% e BusHadanoch
Each other impurity { Not more than 0.10% / Not performed
ByLOb-siKa (HLWa AOMILLKS ‘He Ginbwe 0,10% He BU3Havanoch
Total of impurities / “Not more than 0.60% / Not performed

| Cyma BoMILIOK Hebinbweo,50% oo ] He BusHavanoch

Dissolution Profile (%)2 ] hﬁgd:irib |

| posunHeHHs (%)

6min/d xamﬂun
10 min / 10 xsunuH
18 min/ 15 xsunuu

26 min / 25 xsunuy

Not less than 5 % / He meHie 5 %
'Not less than 24 % / He meHwe 24 %
Not less than 38 % / He meHue 38 %

Not lass than 60 % / He meHwe 60 %

Not performed
| [He BuaHavarocs
Not performed
He Bi3Hayanoch
Not performed
He BMaHadanoch

Not performed
He BnaHauanoch

Subdivision of tablets? /

PoagifierHs TabneTok®

Not performed |

He BYaHavanoch

Merck, S.L. — Espaiia
Poligone Merck v/n

08100 Mollet del Vallés (Barcclona)
Tel.: +34.93.565.55.00

Fax, +34.93.544.00.00

wwwperck.es

5 ociedad Unipersonal. Inscrita en el
Registro Mereantil de Mudrid, hoja n.”
M-438818, folio n.® 161, lomo n.% 24396,
archivo libro n.® 0, scecidn &,

inscripeién 2.

N.LF. BOB0O70195

Marfa do Moling, 40

28006 Madnd
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Certificate of Analysis / Ceprucpikar AHanisy
Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne30 (16x2) in blisters /

N -

Hassa MNpoaykKTy: FIIIOKOGAK®, TabneTku, BRpWTI nriskosoio obonokkok, no 1000 mr Ne30 (15x2) y
enicrepax
Packaging Batch Number: / E213883 Batch size (in packs): { 26 892
Homep Cepil Ha ynakesLyi: | Posmip Cepit (B ynakoskax):
Expiry Date: / Tepmin npuaatHocti  30.04,.2027  Manufacturing Date: [ [aTa 29.05,2023
BUPOGHWUTBRA:
Tests items Requirements / Result/
[okagHUKY SKOCT o Bumoru MKH ? _ Pegynbrar
Microbiological quality’ / -
MigpoSionoriuka vncrora
Total aerobic microbial count Not more than 10° CFUfg / Not performed
(TAMC) / 3aransHa Kinbkicts He Ginbe 10° KYO /r He BUaHaManoch
aepobHUX MiKpoopraniamis {TAMC) |
Total combined yeast / mould Not more than 10 CFU/y / Not performed
(TYMC) I SaranbHa KnbKicTh He Ginbiue 102 KYO /1 He BuaHavanock
nnicereBux i ApbhramoBuX rpubie
(TYMC)
E.Coli/ Absencein1g/ Not performed
Escherichia Coli | BigeyTHicTeE B 11 | i He BusHavanocs
The test is performed on the request and at least once a year. / BurpobysarHa NpoBOAATL Ha 3arT, He MeHLUe 1 pasy 8 pik,
Complete dissolution profile is performed in case of modification of the manufacturing process I BurpobysadHs NpoBoaATL Y
BUMaZKY NPorio3nLiiil By Ab-AKMX CYTTEBUX 3MiH Y BUPOBHUMOMY NpoLec,
The test is performed once a month / BunpoBysanHs nposogsTs 1 pas B pik,
Released Date 7 [lata sunycky: 03.11.2023 Signature: /Tlignnce Stamp: / lNevaTka
Quality Assurance / 3abeanedesHa AKoCT
Qualified Person / YnosHosaeHa ocoba
L. Ripodas / fl. Pinogac = P. Duque /T1. Oy Y. Garcia / 1. Mapcis A. Andreu/ A. AHapey

T. Belmonte Carrascosa / T. BenmonTe Kappackoca Laura Suarez Penarrubia / [lavpa Cyapec IleHappydia

#
Administ.: Poligono M‘e:ck, Mnl\e}— del Va\ies (Ba'riml

ih the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version
shall prevail. / Y pasl 6yab-sknx poabixnocten abo cymHIBIB MiX BepciaMi AHTTINCHLXOI0 Ta YXPaTHCLKOI MOBaMIA NepeBaxHy cuny

MAaE Bepcif aHIMINChKOK MOBOIO

Sociedad Unipersonal. Inseritl on ol
Regisiro Mercantil de Madrid, hoja n*
M-438818, folio .2 161, tome n.® 24306,
urchive libyo n.° 0, neccitén 8,

Mexck, S.L. - Espafia
Poligono Merck e/fn
08100 Mollat del Vallér (Barcolona)

Tel,: +34.93,568.55.00 - i

Fax. +34.93,544.00.00 ‘“‘;‘?P“{f’“ ?b 0

VWY k. N.LEF. BOBOT7OL

AR ETER L Maria de Molinga, 40
8006 Madrid




