JEPXKABHA CIVKEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU V KMIBCBHKII OBJIACTI

pos. CeiTingyoi Hapii, 3, M.Kuis, 02099, Ten/axc: (044) 363-06-50
E-mail: ds.ko@dls. gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBe3eHoro B Yxpainy nixaperkoro 3aco0y
22.10.2024 Ne 52785/24/1011
T'TIOKODAK®

(HatiMenyBanug JiKapChEKOro 3aco0y 3rigHo 3 PeecTpaniiftanm TIOCBiICHHAM)
TabJjeTkn, BkpuTi TUIIBKOBOI) 060,10HKOK0, 0 1000 Mr, o 15 raéaerox Yy OJaicrepi; no 4
Oaicrepu y kapromniii KopoGui
(§opma Brmycky, AO3YBaHH1, BHI naKkyBaHHs niKapceKoro 3acoby)

Howmep peecrpauiitnoro nocsinuenns UA/3994/01/03 CTPOK Aii peecTpauiitnoro mocsigwenns 01.01 .2099
Cepis nikapcrxoro 3acoby Ne K215091 KingkicTs BBeseroro mikapcrkoro 3acoby 9262

Bupo6ruk Mepxk, CJI, Icnanis
(natiMenynanns BHPOGHHKa nikapchkoro 3acoby, kpaina TIOXOZKEHHS)

Baeseno B Yipainy ToBapuctro 3 00MesKeH o010 BiANOBixannHicTIO "ACIHO YKPATHA",
igenT. xox: 42274733
(naltMenyBanus Ta xoxt 33 €APTIOY roprauynoi ocobm abo mipizsHe, iM's, 10 6aTbKoBi biznunof
0cobH - nianpuemus, i Micle poxuBanus Ta peecTpauiiinnit Homep o6mikoBoy KapTKH IaTHHKA
HonatkiB a6o cepis Ta HOMep nacriopra)

Iporoxoa sisyansuoro kontpomo six 11.10.2024 Ne 3143/12.

3a  pesyneratamu  gepwxasroro KOHTPOTIO  BCTamOBNIEHO, WMo  ikapehkuil  3aciG BBE3CHO B Vkpainy 3
HAOTPUMAHHSM sivor 3aKOHOLABCTBA OO 3a6e3MeYeH s SKOCT] TMKapChKUX 3ac06iB.
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AEPXXABHA CJIYKEA 3 JIKAPCHKHUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBLKIil OBJIACTI

npos. CeiTianoi Hapii, 3, M.Kwuis, 02099, Ten/pakc: (044) 363-06-50
E-mail; dis.ko@dls.gov.ua, Kog €PIIOY 37078774

BUCHOBOK
PO SIKICTH BBe3eHOro B Ykpainy nikapenkoro 3acoly

06.08.2024 Ne 38160/24/10

TIIOKO®AK®
(naliMenyBanHg NKAPCEKOTO 3ac06Y 3rimHo 3 peecTpauiiuum TIOCBIRYEHHSAM)
TabJIeTKH, BKPHUTI IU1IBKOB OO oGosonko10, o 1000 mr no 15 TabjeTok y Guicrepi; mo 4
GaicTepn y xapronmiii Kopooui
(popma Bumycky, AO3yBaHHA, BUI NaKyBaHHS iKapCLKOTo 3acoby)

Homep peectpaniitnoro nocsinuenns UA/3 994/01/03 crpox nii peecTpauiiinoro nocsigyenns 01.01.2099
Cepis nixaperkoro zaco6y Ne E215091 KinbkicTs BBesenoro nikaperkoro 3acoby 4536

BupoGuux Mepk, CJ1, Icnanis
(HaliMeHyBaHHS BHPOGHHKa JIiKapChKOTO 3aco0y, kpaina TIOXOJI)KEHHS)

Baeseno B Vrpainy ToBapucreo 3 o0MexeHOI0 BiamosinamLHicTIo "ACIHO YKPAIHA",
_inenr. xon: 42274733
(naitMeryBanHs Ta Ko 32 E€LIPTIOY ropuanasoi 0coby ago TpisBHiLe, iM'9, o 6aThKoB] biswunoi
0cobu - mignpreMus, i Micue TIPOXHBAHHA Ta peecTpaniifHuii HoMep o6nikopo] KapTKH IIaTHUKa
TopaTkiB abo cepis Ta Homep nacropra)

IpoToxkoa Bisyanwuoro konTpoumo Bix 31.07.2024 N: 2222/5.

3a  pesynaeraTamu HAEPKABHOTO  KOHTPOJEO BCTAHOBNCHO, 10 Mikapchkuil 3aci6 BBeseHo B Vkpainy 3
AOTPUMAHHAM Bumor SaKOHOZaBCTBA MO0 336e3NeYeHHS TKOCT] TIKapCBKUX 338c00iB.
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MRREK

Certificate of Analysis / Ceptucpikar AHanizay

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne60 (15x4) in blisters /

HasBa Mpogykry: TMIOKODAN®, Tabnerin, BKPUTI NNiBKOBOIO 060MOHKOKD, Mo 1000 Mr Na60 (15x4) y
Gnicrepax
Packaging Batch Number: / E215091 Batch size (in packs): / 13 798
Homep Cepii ha ynakosLii: Poamip Cepii (s ynakoBkax):
Expiry Date: / Tepmi npuparHocTi:  31.10.2027 Manufacturing Date: / Hata 27.11.2023
BUPOGHUUTBA: :
Tests ltems/ Requirements / Result/
MoKa3HWKK sKOCTi Bumoru MK PesynwTar
Appearance / White, oval, biconvex, film-coated tablet, with a Complies /
Onuc score line on both sides and “1000” engraved on Bignosigae
one side / TabneTku osanbHol opmu 3 fBOONYKIOID
nosepxHeto, Ginoro konsopy, BKpUTi rnniskoso
00OOHKOIO, 3 PUCKOIO 3 ZIBOX GOKIB Ta rpasitoBaHHaM
«1000» Ha ogHin CTOPOHI
ldentification: / lnenTuchixkauis IR-spectrophotometry ) Il-l-cnelcrpoqnorome'rpin Positive /
Metformin Hydrochloride /

Metdopminy I inpoxnopug

IR spectrum should be similar to reference ,
spectrum / 14-cnexTp norAvHanHs Bunpo6GosyBaHoro
3paska nosuHex signoeigaTty Y-criexrpy CTaH[apTHoro
3paska

MoanTueHuin

Average mass /

1018 ~ 1124 mg / tablet /

1069 mg / tablet/

CepepgiHa maca 1018 — 1124 wmr/ Ta6n. M/ Tabn.

Mass uniformity / According with Eur. Ph, / Complies /

OnHopigHicTs Macu TMosurHi BignosinaTt sumoram €sp. dapm. Bignosinae

Assay | KinbkicHe BU3HaqeHns '

Metformin Hydrochloride / '

Metdopminy T inpoxnopua 950 -1050 mg / tablet (£5%)1 990 mg / tablet/
950 -1050 mi/ 1a6n. (¢ 5%) Mr/ Tabn.

Dissolution / Posunnenns

Not less than 75% (Q) at 45 min /

Complies at 81/
‘Bignosigae Ha S1

Non-routine tests’/ He PYTUHHI TecT !

He meHwe 75% (Q) Yepes 45 xs

Related substances?/
BuaHauenHs BOMILLOK
Cyanoguanidine /
LliaHoryarigun

Each other impurity /
Byfe-sika iHwa nomika

Total of impurities /
Cyma nomitok

HPLC / BEPX

Not more than 0.02% /
He BirbLwe 0,02%

Not more than 0.10%/ -
He 6inbuie 0,10%

Not more than 0.50% /
He Binbwe 0,50%

Not performed/
He BusHavanocs

Not performed/.
He BusHavanocs

Not performed/
He BusHavanocs,

Dissolution Profile (%) / TMpothins

PO3YUHEHHS (%)2
5 min/ 5 xsunuK
10 min / 10 xeunuy

15 mfnl ;15 XBUMNWH

Not less than § % / He MeHwe 5 %

Not less than 24 % / He metwe 24 %

Mot performed/
He susHayanock
Not performedi/
He BusHavanocs

Not iess than 38 % / He MeHwe 38 % Not performed/
: He BusHavanocs -
25 min/ 25 xsyunux Not less than 60 % / He merwe 60 % Not performed/
He Bustayanoce
Subdivision of tablets3/ According with Eur. Ph. / Not performed

Tect Ha pospineHHs Tabnetok®

NosuHHi BignoBigaTH BUMOram €8p. dPapm

He BuaHavanock

Merck, S5.L. ~ Espaiia
Poligono Merck s/n

08100 Mollet del Vallés {Bareelona)
Tel.: +34.93,565.55.00

Fax. +34.93.544,00.00

Sociedad Unipersonal. Inscrita ea ¢l
Registro Mercantil de Madrid, hojan.®
M-438818, folio n.° 161, tomo n.° 24396,
archivo libro n.° 0, seccion 8,
inscripeitn 2. :

N.LF, B08070195

Maria de Molina, 40

28006 Madrid




Certificate of Analysis / Ceprugikar AHanizay
Name of tha Product: / GLUCOPHAGE@, film-coated tablets 1000

: mg Ne6o ( 16x4) in blisters /
Hasga ﬂpoayxry. g ﬂ‘}OKOQJA)K@), Tabnerxy, BRPUTI nniskosorg oBonoHke, no 1000 mr Nego (15x4) y
) nicTepax
Packagmg Patch N\umbAer: / E215091 Batch size (in packs): / 13 798
Howmep Cepii Ha ynakosLyi: Poamip Cepii (8 yrakosxax):
Explry Date: / Tepmin npupartHocri: 31 40.2027 Manufacturing Date: / fara 27.11.2023
BUpobHuLTeS:

Tests ltems/
TokasHukm skocTi
Microbiological quality?/
MikpoSionoriuna wucrora !
Total aerobic microbial count
(TAMC) / 3aransna KinbKicTs
aepobHyx MikpoopraHiamia (TAMC)
Total combined yeast/ mould
(ryme) s SaranbHa kinekicTs
Apbroxesmx ta niceHeBuUx rpubis
(TYMC)

E. Coli/
Escherichia colj

Result/ N

Peaynetar

Requirements |
Bumorn MKs

e o

Not more than 102 CFulg/

Not performed
He Binbwe 101 KyQ /1

He Bushauanocs

Not more than 102 CFUIg 1
He Ginbwe 102 KyQ / r

Not performed
He Buanauanacs

Not performed
He susnavanocs

Absence in 1 g/
Bincyruing 1r

Released Date: / Hara sunycyy: 26.04.2024 Signalure: / Mignuc Starng;.lfﬂeﬁé'¥;<a
. M—f‘

Quality Assurance/ 3abesnevenns skocri

Qualified Person / YrosHoBaxeHa ocoba
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L. Ripodas / fi. Pinogac P, Duque/N. oy v, Garcia/ i, Fapein A, Andreu/ A, Angpey P‘}}. rado Ucar / A, Kyaspano Ykap

T. Belmonte Carrascosa/T. Bernbmonre Kappackoca Laura Suarez Penarrubla / Tlaypa Cyapec Menappybis

In the event of any discrepancies or doubt beiween English and Uk.rainian’ languaggvversions, the gnglish langsuitlgme
version shall prevail. / ¥ pazi Syab-sinx poabixHocTen ao cyunisis mix BEPCIAMU BHMICHKOI Ta YKpaTHCBLKO MoBa
NepeBaxKHy CUiy Mae Bepcia aHrniicekoo MOBOIO

. - . - Sociedad Unipersonal. Ingerita cu»cl
Merck, S.1. ~Espaiia Reyistro Mercansil de Madrid, hoja n.“%
Poligono Merck sfn M-438818, folio n.® 161, 10m0 0.0 24356,
08100 Mollet del Vallés {Barcelonay archivo libro n.° 0, seccion §,

Tel.: +34.93.565,55.00 inseripeidn 2.

Fax, +34,93.544.00,00 N.LF. BOS070105

WHMEIEk 08 Maria de Molina, 40

28006 Madrid



Batch Release Certificate / Ceprudikar Bunywerol Cepi
Certificate of GMP Compliance / Ceprucikar signosigHocti GMP

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg Ne60 (15x4) in blisters /

Hasea [Mpopyxry: FIKOKOGAXK®, tabnetkw, Brputi rinisosoo ofonoHkow, no 1000 mr NeBO (15x4) y
Bnicrepax

Material Code: !/ 3050840043 Batch Number Bulk: / £200041273

Homep Marepiany.
Batch Number Finished

Howmep Cepil in bulk:

Product: / Batch size (in packs): /

Homep Cepii rotosoro E215091 Poawmip Cepir (B ynakoskax). 13798

NPoAYyKTY:

Manufacturing Date: ! [Jata supoBuuursa: 27.11.2023

Expiry Date: / Tepmin npugartocti 31.10.2027

Importing Country: / Kpaina imnoprep: Ukraine/ Yxpaina

Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride which
corresponds to 780 my of metformin /

Cuna pii / AKTUBHICTD! Opana TabneTka mictute 1000 mr meTchopmiy rigpoxnopuay, AKni
signosigae 780 Mr MeThopMiHY - -

Dosage Form: [ Film-coated tablets 1000 mg/

Jlikapcera dopma: Tabnetku, sxputi nriskoBow 06onoHKow, 110 1000 Mr

Package Size and Type: / 15 tablets In blister; 4 blisters in carton box/

Posnip Ta TUN naxysaHHst: 15 tabneTok y Bricrepi; 4 Bricrepy y KapToHHIA KopoBLy

Marketing Authorization Number: /

Homep Peectpauiitoro Tocsiguenus: UA/3984/01/03

Name, Address and License Number of Merck, SL., Spain i

Manufacturér, which is Responsible for Poligon Merck, 08100 Mollet de! Valles, (Barcelona), Spain

Batch Releage: / No. 0308/

Hassa, Anipeca i Homep Slivensii BupoBhvka, Mepk, CI, lenanls :

KOTPWA Buryckae cepito B 0Bir INpomaona Mepx; 08100 Mosrer pers Bannec (Bapcenona), lenasis
Ne 0308

Country of Origin: / KpalHa-BupoGHuK: Spain/ lcnaxla -

Certification Statement: / 3ansa npo cepudikayio;

| 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 compliance with the GMP
requirements of the local Regulatory Authority and with the specifications In the Marketing Authorization of the
importing country or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. [ -

v nigTeepmKyo, WO BullesasHaveHa iHhopMatis & A0CTOBIPHO | TOUHOKW. Hana cepis supobnena, BRNIOUAIOYN
YNAKOBKY/MaPKYBAHHA T& KOMTPOMb AKOCTI, HA BULIE3A3HAUEHIR AlbHALL | B NOBHIA BignosigHocTi 3 sumoram GMP
nokansHx KoHTporoounx Opradis, a Takox 3i cneumdikalismm peecTpalifiHore [ocke KpaiHu-ivnoprepa afo focke
LOCNIANYBAHOTO MIKAPCHKOra 3acoBy, TpoToKonu BUPOGHAUTBA, YNakoBki Ta adariay Gynu nepernsHyTi | BeTaHoBneHa
sifnosigricte GMP, -

/’A }
Qualified Person Signature: / Lucia Ripodas Valencia/ {M”/% e
Minnuc ynosrosaxero! ocobu: Thocis Pinopac BaneHcis %/
Released Date: / [lara sunycky. 26.04.2024

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. / Y paai Byan-aimx poabikHocteit abo cymuisia Mbit BEPCIAMUY aHITIACHKOI0 T YRPATHCHKOIO MOBAMY NELEBANKHY CUNY Mae Bepcis
AHIMIACKKOI0 MOBOIO.
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