JAEPKABHA CJIYKEA 3 JIKAPCHKUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKII OBJIACTI
tipoB. CeiTimuuoi Hapii, 3, M.Knuis, 02099, ten/pakc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHUCHOBOK
PO AKICTH BBe3eHOro B Yxpainy npikapcbkoro 3aco0y

12.11.2024 Ne 57455/24/1011

IIIOKO®DAK®

(naliMenyBanHs nixapcrKoro 3aco0y 3TifHo 3 peecTpauiitHM TIOCBIAYEHHAM)
TabJIeTKH, BKPUTI N1iBKOBOIO 000.10HKO10, 110 850 Mr 1m0 15 Ta6aeToK y Gaicrepi; no 4
OJticTepu y kapToumiit Kopooui
(popma Bunycky, RO3YBaHHA, BUA NAKyBaHHs JiKapchkoro 3acoby)

Howmep peectpaniitioro noceiguenns UA/3994/ 01/02 crpox xif peectpaniiinoro nocsiguenns 01.01.2099

Cepis nixapcrkoro 3aco6y Ne 214032 KinbkicTs BBe3eHoro nMikapcskoro 3aco6y 4200

Bupo6rux

Mepxk, CJ1, Icnianis

(HaliMenyBaHHS BHpO6HUKa NKapcLkoro 3acoby,

KpalHa IOXOKEeHHs)
Baeseno B Ypainy Tosapucreo 3 o6meskenoro BimosinanbHicTIo "ACIHO YKPAIHA",
inen. xox: 42274733

(naitmenyBanns Ta kon 3a E€JPIIOY topumiasoi ocobu a6o TPI3BHILE, iM'A, TTO 6aTHKOB] dizrnanoi
ocobu - mignpremus, i Micre TNIPOXHMBAHHA Ta peecTpalliftumii HoMep o6ikoso KapTKM nIaTHUKa
nonatkis abo cepis Ta Homep nacnopra)

IIpetoxon BisyansHoro konrpouio Bix 01.11.2024 N2 3424/8.

3a  pesymsTaramu  gepxasmoro KOHTPONIO  BCTAHOBNEHO, WO JTKapcekmit  3aci6 BBE3CHO B VYkpainy 3

AOTPHUMAHHAM rumor 3aKOHOZIaBCTBA IOM0 3a30e3I1eYeH S IKOCT] TKapCHKUX 3aC06iB.

yKPAY
QB TA KOHr,ag’ 4
QPSCTIRE A ”’% . .
Hauansyffix */ﬁem \ Bixtop CTE®KIBCHK MM
- 2% A< .

HTPO:1I0) = Tiianie

éﬁ" Ly cvf//‘?ﬁj?'”

/‘9i A1 %Zbé




AEPJKABHA CJIVIKEBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMH Y KHIBCHKII OBJIACT]
npos. Ceituusoi Hanii, 3, m.Kuig, 02099, Ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls. gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOT0 B Yxpainy nikapcrxoro 3aco0y

02.08.2024 Ne 37732/24/10

TTIOKODAXK®

(WakiMeHyBaHHs Tikapcbkoro 3acoBy 3riaHo 3 peecTpauiiinnm TTOCBITYEHHSM)
Ta0JeTKH, BKPUTI IUIIBKOBOIO 000JI0HKO10, 110 850 MT, 10 15 Tabuerok y Onicrepi; no 4
Guticrepu y kapToumiii KopoGui

(popma BHITYCKY, I03YBaHHS, B/ TaKyBaHHS JiKapcLKoro 3acoby)
Howmep peectpaniitroro nocsinuenns UA/3994/ 01/02 crpox aii peectpaniituoro noceiguenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne E214032 KinbxicTs BBe3eHOro MiKkapcrkoro 3acoby 6300

Bupo6ruk Mepk, CJI, Icnianis

(HaiiMenyBanHs BHPOGHUKa TiKapchKOTo 3ac06y, KpaiHa MoXoKeHHs)

Baeseno B Vpainy Tosapucrso 3 o6meskenor BiInoBinanenicTio "ACIHO YKPAIHA",
inent. xox: 42274733

(naitmMenysanns Ta Ko/ 3a CHPTIOY ropunnunof 0cobu abo Mpi3BHILE, iM'S, 10 6aTHKORI obiznunol
ocobu - mignpremus, ii Micie TIPOXHBAHHS Ta peeCTpauliituuii HoMep 06MikoBoT KapTKH IUIATHUKA
nozarkis abo cepis Ta HOMep macrnopra)

Iporoxon Bisyansnoro xontposio ix 29.07.2024 N 2192/10.

3a pesynpraTamm AEPXKABHOTO  KOHTPOJIO BCTAHOBJIEHO, WIO JiKapcwkuii  3aci6  BBesemo B VYkpainy 3

HOTPUMAHHSAM sumor 33KOHOJABCTBA 1100 3a063MCYCHHS SKOCT] TKApCHEKUX 3ac06iB.

Ostbra CPLONMEHKD
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Batch Release Certificate / Ceprudikat BunyweHof Cepii
Certificate of GMP Compliance / Ceptudikar BianoeigHocTi GMP

Name of the Product: /

GLUCOPHAGE®, film-coated tablets 850 mg Ne60 (1 5x4) in blisters /

Haasa lMpopgykry: [TIIOKOAX®, TabneTku, BKpUTI NNiBKOBOID oBonoHkoto, no 850 mr Nes0 (15x4) y
Bnicrepax ‘

Material Code: / Batch Number Bulk: /

Homep Marepiany; 3950910048 Homep Cepii in bulk: E200039307

Batch Number Finished . .

Product: / E214032 Batch size (in packs): / 16 050

Homep Cepii va ynakosLyi:

Manufacturing Date: / Jata BUpoBHULTBA:
Expiry Date: / Tepmin npugaTHocTi:
Importing Country: / Kpaixa Imnoprep:
Strength / Potency: /

Cuna aii / AxTuBHiCTS:

Dosage Form: /

Jlikapcebka Popma;

Package Size and Type: /

Poamip Ta poamip ynakosku:

Marketing Authorization Number: /
Homep Peecrpauiitoro MocsigueHHs:
Name, Address and License Number of
Manufacturer, which is Responsible for *
Batch Release: /

Hasea, Agpeca Ta Howmep Iivensir
BipoBHuka, KOTpUit BUNYCKaE cepilo B o6ir:

Country of Origin: / KpaiHa-Bupo6rmk:

Poamip Cepii (8 ynaxoskax):

18.04.2023

31.03.2028

Ukraine / Ykpatiia

One tablet contains 850 mg of metformin hydrochloride which
corresponds to 662.90 mg of metformin /

OpHa TabneTka Mictute 850 Mr MeThopMiHy rigpoxnopuay, sikuii
Bignosinae 662,90 mr meTdhopminy

Film-coated tablets 850 mg/

Tabnetku, BKpuTi NMiskosolo oBorioHkoto, 1o 850 mr

15 tablets in blister; 4 blisters in carton box/

15 Tabnerok y Grictepi; 4 Grictepu y kapToHHIii kopoGui

UA/3994/01/02

Merck, SL, Spain

Poligon Merck, 08100 Mollet del Valles, Barcelona, Spain

No. 0308/ o

Mepk, CJl, lcnanis

TMpomaona Mepk, 08100 MonneT gent Bannec, bapcenoHa, lcniania
Ne 0308

Spain / [cnanls

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. / :
Uum nigreepguyto, o BullesasHadeHa [Hchopmalia e BOCTOBIpHOW | TouHoto, [aHa cepisi BUpoGneHa, BKIMOYaKHU
ynakosky/MapkyBaHHs Ta KOHTPOMb AKOCTI, Ha BULLe3asHaveHil AinbHuui | B nosHi% signosigHocTi 3 Bumoramu GMP
nokanekHx KoHtponiotounx Oprakie, a Takox ai cneundikalliamm peectpayiiitoro aocke KpaiHu-imnoprepa abo Hocke
AOCIPKYBAHOrO NiKapCbKOro 3acofy. Mporokony BUpOBHULTBA, Ynakoskn Ta ananisy Bynu nepernsnyTi i BCTaHoBMEHA
BignosigHicte GMP. ’

Qualified Person Signature: /
MNignue ynosHoBaxeHo! ocobu:

Maria Angeles Andreu Lleal/
Mapis Anmxenec Angpey Nriean

Released Date: / [lata BUMYyCKY: 12.12.2023

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. |'Y paal 6yab-akux posbbkHocreii ago CyMHIBlB Mix BEpCiAMM aHrniickkoio Ta YKPaTHCLKOI0 MOBaMM NEpeBaXHy cuny mMac Bepcia
aHIniIfcbKolo MOBOKD. -

Sociedad Unipersanal, Inscrita en el
Registro Mercantil de Madrid, hoja n.°
M-438818, folio n.° 161, tomo n.° 24396,
archivo libro n.° 0, seccién 8,

inscripeién 2. |

N.LF. B08070195

Magia do Molina, 40

28006 Madrid

Merck, S.L. - Espaiia
Poligone Merck s/n

08100 Mollet del Vallés (Barcelona)
Tel,: +34,93.565.55.00

Fax. +34.93,544.00.00
wwwmerckees




- PARRE K
Certificate of Analysis / Ceprudikar AHanisy '

Name of the Product: / GLUCOPHAGER®, film-coated tablets 850 mg Ne60 (15x4) in blisters /

Hasea Npopgykry: g ﬂl}OKOd)A)K@. TabneTkv, Bkputi Nniskosoko 060n0HKOI0, 110 850 Mr Ne60 (15x4) y
nicrepax . S
Packaging Batch Number: / ‘E214032 Batch size (in packs): / 16 050
Howmep Cepii Ha ynakosui: Poawmip Cepif ( ynakoexax): -
Expiry Date: / Tepmin npugatHoct:  31.03.2028 Manufacturing Date: / [arta 18.04.2023
BupobHyLITRa:;
Tests Items/ Requirements / .Result/
[oxasHuky skocri Bumoru MK Pesynbrar
Appearance / White, circular, convex, film-coated tablets / Complies /
Onuc “Tabnetku kpyrnoy thopmu 3 ABoonYKNOK NOBEPXHEHO, Bignoeigae
6inoro konbopy, BKpUTI NNIBKOBOI0 oBornoHKoo
Identification: / laeHTUdDiKaLis IR-spectrophotometry / [Y-crekrpochoTomertpis Positive /
Metformin Hydrochloride / IR spectrum should be similar to reference MoanTueHui
Metcopminy Tippoxnopugy spectrum / [M-cnekTp nornuxanHs BUNpoByeaHoro
3paska nosukeH signosiaat [Y-cnektpy CTaH[apTHoro
3paska
Average mass/ 854.3 -944.3 mg / tablet / 902.0. mg / tablet/
Cepeansi Maca 854,3 — 944,3 mr/ Tabn. mr/ tabn.
Mass uniformity / According with Eur, Ph. / Complies / -
OpgHopigHicts macu MosuHHa Bignosinati suMoram €8p. dapm. Bignosinae
Assay / KinbkicHe BusHaveHHs
Metformin Hydrochloride / ' 807.5 - 892.5 mg / tablet ( 5%) 1 8627 my / tablet/
Metdopminy ligpoxnopuay 807,5 - 892,5 mr/ Tabn. (£ 5%) Mr/ Tabn.
Dissolution / Poauntienns Not less than 75% (Q) at 45 min / Complies at S1/
He meHwe 75% (Q) yepes 45 xs .)_Bignosigae Ha S1
5 : ‘

Non-routine tests’/ He PYTUHHI TecTu

Related substances’/
BusHaveHHs gomiwok!
Cyanoguanidine /
LliaHoryaHiauu

Each other impurity /
Byab-sika iHwa aomilLka

Totai of impurities /
Cyma fomittiok

HPLC / BEPX

Not more than 0.02% /
He 6inbue 0,02%

Not more than 0.10% /
He GinbLwe 0,10%

Not more than 0.50% /
He 6inbwe 0,50%

Not performed
He susHavanock

Not performed
He susnavanock

Not performed
He sus+Havanocs

Dissolution Profile (%)% ] Mpodine |
PO3uMHEHHS! (%)2

5 min/ 5 xeunun
10 min / 10 xeunun
15 min/ 15 xsunux

25 min / 25 xsunux

Not less than 7 % / He meHwe 7 %
Not less than 20 % / He Menwue 20 %
Not less than 30 % / He MeHwWwe 30%

Not less than 46 % / He meHwe 46 %

Not performed
He BusHavanocs
Not performed
He BuaHavanock
Not performed
He BuaHayanocy
Not performed
He BuaHayanock

Microbiological quality7/ Mikpo6ion

oriyHa uucrora 1

Total aerobic microbial count
(TAMC) / 3aransha Kirskicts
aepoBHux mikpoopraniamis (T, AMC)

Not more than 103 CFUIg7
He Ginbute 103 KYO / ¢

Not performed
He susHauanock

Total combined yeast / mould Not more than 102 CFUIg/ Not performed
(TYMC) / 3aransHa kinbkicTs He Ginbwe 102KYO /1 He Buanavanock
nniceresux i ApHrAKOBUX rpubis . .

MC) :
E. Coli/ Absenceinig/ Not performed

Escherichia Coli

BigcyTHicte B 1 1

He BusHavanock

Merck, S.L. - Espaiia
Paligono Merck s/n
08100 Mollet dof Vallés
Tel.: +34.93.565.55.00
Fax. +34.93.544.00.00
A

(Barcelona)

Sociedad Unipersonal, Inscrita en el
Registro Mercantil de Madrid, hojan®
M-438818, folio n? 161, tomo n® 24396,
archivo libro n.° 0, seccién 8,

inscripcin 2. :

N.LF. B08070195

Maria do Molina, 40

28006 Madrid




. MeRCic

: sis / Cepruchikar Anarisy -
Name of the Product: / GLUCO ) y Hanisy
g PHAGE®, #
Hassa Mpoaykry: IMIOKO®AX®, 7361":2;({;?3%(1 tablets 850 mg Nego (15x4) in blisters /

I - i ) BKPMTI NniBKoBOKW 060r1oHKO, 1o 850 Mmr Ne60 (15x4) y
Homenge% . S;cyng':)?zgr: / E214032 Batch size (in packs): / 16 osb
o / K : ’ Poawmip Cepif (s ;

piry Date: / Tepmin npupaTHocr;: 31.03.2028 Manu?acttﬁ'm(g éﬁﬁ?gﬁé 18.04.2023

BUPoBHNyTBA:

1 The test is performed on th
p e request and
2 Complete dissolution profile is perforlrnedait o o iication

npoBysanHs NPOBOAATL Ha 3an
BUnagky nponoauyv bysb

n case of modification of § ; ¥ He menule 1 pasy s pik,
FKAX CYTTeBAX amit y BUPOBHMOMY Ot he manufacturing process / BnnpoﬁyanHsa nposogATL y

Refeased : :
Date: / ﬂaraﬁ BUNYCKy: 12.12.2023 Signature: / Mignuc
Quality Assurance ! abesneuents AKOCT

Qualified Person / YrioBHOBaXeHa ocoba

Stamip: / Meyarka
R
K, St

L. Ripodas / 1. Pinogac  p, Duque /1. fiyxi oling; 40 - Maddid -

Y. Garcla /|, Fapcis A, Andreu/ » <o Mariage N ‘
I. Belmonte Carrascosa /T, Bensmonte Kappackoc L " inisyy ot ﬁbg\ggﬁrﬂg&mﬂﬂ%(&%ﬁ%ﬂ -
a aura Suarez Penarrubia / %“&j IE)

In the'event of any discrepancies or doubt between English and Ukrainian language versions, the English language version
shall prevail. / ¥ pasi 6yab-siknx posbixHoctei ao CymHiBIB MiX BEpCiaMM aHrnifcEKO0 Ta YKPaTHCHKOI0 MOBaMY NepeBaxHy cuny
M&e BEpCist aHrniicsKoI0 MOBOIO

Merck, S.L. — Espaiia Sociedad Unipersonal. Inscrita en e}
Poligono Merck s/t Registro Mercantil de Mzdrid, hoja n.®
08100 Mollet del Vallés (Barcelond) M-438818, folio n.® 161, tomo n.° 24396,
Tel.: +34,93.565.55.00 archivo {ibro n.° D, seccidn 8,

Fax. +34.93,544.00,00 inscripcidn 2.

Maria de Molina, 40

www.merck es . N.LF. B08070195
' 28006 Madrid
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