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Certificate of Analysis No, 000152552.1 / Ceptcpikar AHanizy Ne 0001525521

Name of the Product: /

ARRGIK
Merck Sante s.a.¢.
Production Cen-er Semoy
2 rue du pressoir ve
45430 Semoy | Franc
L__*+33(0)2 3¢ 6184 24

GLUCOPHAGE® XR, prolanged release tablets 509 mg Ne30 (15x2) in blisters /

Haasa Mpogyxry: TAIOKOPAX XR, TaGneTkM NponoHrosasoi ait 1 500 My Ne30 (15x2) y Gr.crepax
Finished Code: / 3.95103.0030 Manufacturing Date: ¢ 26.10.2023

Howmep Kinueporo Mpogykry: Hara BupoGuuyraa:

Bateh Number:; / Y 164394

Homep Cepii:

Bulk Batch Number: / Y18439 Expiry Date: / Tepmin npuga-necri: 30.09.2027

Homep Cepii Mpoayxry in bulk:

Procedure: / SE4. 20012 vP Batch size (in boxes): 21520

lNpoueaypa:
Specification: / Cnsuudbikauin:

Posmip Cepii (s ynakosrax):
GLUCO XR 500RM-BOSH.-SE Vorsion: / Bepcing

Metdopminy TMapoxnopug

Tests / Requirements 7 I Results 7
MokaaHuku S Bumorn __| Pesynbramy
Appearance ] White to off.-white, round, biconvex tablet, I Complies /
Onve debossed with ‘500’ on one side / | Bignosigae
bini abo maike 6inj, Kpyrnot opwmn, fsocnyxai |

i Tabnetxy, 3 rpasipysamHam %500» 3 0gHOro By |
Identification® / lneHTubikayisn? IR spectrum complies with reference spectram; Complies /
Metformin Mydrochioride / 4 cnexp signosinae CNeKTPY CTaHgapTHOO ar z3ka i Bignosinae

{ Average mass /

689 - 761 mg / | 73Emg i

|

Cepears maca 689 - 761 mr
H
LUnlformity of dosage units? Complies with Eur. Ph. / Complies /
OfropigricTs AO30BAHMX COMHULL Nosunni signosizatu BAMOramM €8p. dapm. Bignosinae
Bissolution /
Posuunenus
Unit 1/ BunpoGysans 1 20 - 40% dissolved at 1 hour/ 31 %
Unit 2/ BunpoBysamns 2 20 - 40% posuuHseThes Yepes 1 roguuHy 31%
Unit 3/ BunpoSysanns 3 2%
Unit 4/ BunpoBysanns 4 2%
Unit 5/ BunpoBysanns 5 31 %
Unit 6/ BunpoBybanis 6 { 31 %
Unit 1/ Bunpobyearus 1 45~ 65% dissolved at 3 hours / 1 81%
Unit 2/ BunpoBysans 2 45— 65% poaumHseTLCS yepes 3 rogunn €0 %
Unit 3/ BunpoBypatiig 3 | B2%
Unit 4/ BurpoGysarus 4 61 %
Unit &/ BunpoBysanHs 5 59 %
Unilt 8/ BunpoBysarss 6 | 50 %
{
Unit 1/ Bunpo6ysanna 1 NLT 80% dissolved at 10 hours / 98 %
Unit 2/ BunpoGysanns 2 He meHwe 80% Po3unHsAeTECA Yepes 10 rogy 98 %
Unit 3/ Bunpobyeankg 3 98 %
i Unit 4/ BunpoGyeanms 4 96 %
| Unit &/ BunpoGysanusn 5 97 %
| Unlt 6/ BunpoBysanus 6 95 %
| e ]
| Related substances {HPLC or
{ UPLC, In-house method) /
Busnavenns yucrory (BEPX abo in-
house, YBEPX
i Cyanoguanidine / £0.02% 0.00%
LiiaHoryasigun (AiviaHpiamin) |
Other single impurity ¢ | £0.10% ! 0.00%
Byab-sika inia ORNHUYHE NOMILLKa
Total of impurities £0.50% 0.00%

Cyma BCiX noMitLOK




Batch Release Certificate / Ceptuchikat Bunyiyeroi Cepii
Certificate of GMP Compliance / Cepruchikar signosigrocti GMP

Name of the Product: /
Haasa MNpoaykry;

Finished Code: /

Homep Kinyesoro Mpoayxry:
Batch Number: /

Homep Cepil:

Bulk Batch Number: {

Homep Cepii MpogyxTy in bulk:
Procedure: /

¢ §
CRCK
Merck Sante §.a.5.|
Production Center Semo
2 rue du pressoir ve
45400 Semoy | Franc
+33 (0)2 38 61 84 24

GLUCOPHAGE® XR, prolonged release tablets 500 mg Ne30 {15x2) in blisters /
FMIOKO®AX XR, TabrieTku nponoxrosanol 4ii no 500 Mr Ne30 (15x2) y BricTepax

3.95103.0030 Manufacturing Date: / 26.10.2023
Nata sypobBuuuraa;

Y16439A

Y16439 Expiry Date: / Tepmin npugaTtsocTi: 30.09.2027

SE-L 20012 vP Batch size {in boxes): / 21520

Mpouepypa: Po3amip Cepit (B ynakoakax):
Specification: I Cneymdikauis: GLUCO XR §00RM-BOSCH-SE Version: / Bepcisi: §
Tests { Requirements / Results /
MokasHukn Bumorn Peaynsraty
Assay (HPLC or UPLC, In-house HPLC / BEPX
method) / KinbKicHe BUsHauUeHHS
(BEPX afo In-house, YBEPX) 475 - 525 mg { tablet / 505 mg / tablet /
475 - 525 mr / Tabn. mr/ 1abn,
Metformin Hydrochloride /
MeTtdiopminy Tiapoxnopus
Loss on drying? / NMT 3%/ 2%
BrpaTta B Maci npH ercyLLy BaHH He Ginbwe 3%
i Microbial purity / MikpoGionoriuka | In 1 g of preparation contain: /
uucroTa® B 1 r npenapaty mae micTurucs:
TAMC - not more than 10° CFUlg / Not tested /
TAMC - He Binblue 103 KYQ /1 He BusHauanm
TYMC - not more than 102 CFU/Ig / Not tested /
TYMC - He Ginsle 102 KYOQ / r He BusHavanu
; Absence of E. Coliin1 g/ Not tested /
[ BigeyTHicTh Eschearichia coli He s1aHaqanu

The test is parformed by sampling method {each the 10% batch) or one batch per year, / TecT npoBoguTLSs Ha koXHil 10-1 Cepi abo Ha oaHit cepil
B POLYi 38 MeTopoM BUBIPKOBOTO KOHTPOSIIO,
The test is porformed at Release / Tect BUKOHYETLES TiRLKM MPU BHNYCKY.

Verdict: / COMPLIES /

3aoueHHs: BIANOBIAAE

Decision: / ACCEPTED !/

PilieHus: CXBANEHO

Date: / ; .
Rara: CIUALITIED PERSON
Name: /

Mpissuwe:

Position: / Qualified Person /

Mocaga: YnosHosaxeHa Ocoba

Signature: /

Fignue:

in the event of any discrepancies or doulit between English and Ukrainian language versions, the English language version shall

prevail, /

¥ pasi GyAb-akux poabixxoctedn abo CyMHisis MbK BEPCIAMM aHINIACKKOK T3 YKPATHCHKOI MOBMM NEPEBANHY CANY Mae BEPCIR AHTIIMCEKOK

MOBOIO,



MRREK
Merck Sante s.a.g,
Prodiction Center Semoy
2 rue du pressoir ver
45400 Semoy [ Franc
+23(0)2 38 61 84 24

Batch Release Certificate / Ceprudikat Bunywenof Cepit
Cettificate of GMP Compliance / Ceptvdbikar signosigHoct| GMP

Name of the Product: /
Hassa MNpoaykry:

Finished Code: / 3.95103.0030
Homep Kinyesoro MNpoaykry:

Batch Number: / Y16439A
Homep Cepir;

Bulk Code: / 3951030089
Homep Mopoaykry in bulk:

Bulk Batch Number: ¢ Y16439

Homep Cepit Fpogyrry in buik:
Importing Country: / Kpama—imnoprep:

Strength / Potency: /

Cuna At / AktvsricTs.:

Dosage Form: /

flikapcbka Dopma:

Package Size and Type: /

Tun va Poamip Ynakosku:

Marketing Authorization Number: /
Homep Peecrpauiiinoro NOCBIfYBHHS:

Name, Address and Authorization Number of
Manufacturer, which is Responsible for Batch
Releasea: /

Haiimenyaarus, Anpeca i Homep Nigewaiy
BupoBHnka, KOTPUA BURYCKae cepilo B obir:

Country of Origin; / KpaiHa-BupobHuk:

Certification Statement: ! 3asisa npo ceprugdikauio:;

I hereby certify that the above information is auth
packaging / labeling and quality control at the abov.
Regulatory Authority and with the specifications in
packaging and analysis records were reviewed and f;
Unm NIBTBEPMNKYIO, U0 BUllesasHavena iHdopmavis e
KOHYPOMb SIKOCTI, Ha BuLlesasHaveHid ainshuli i B no
cneyvcbiranismu peccrpauiitioro nocke KpatHu-ivMno

HJOCTORIPHOK | TOYHD,

GLUCOPHAGE® XR, prolonged release tablets 500 mg Ned0 (15x2) in hliste-s
CNIOKO®AX XR, TabrieTkn NponeHroaHol Aif o 500 mr Heso (15x2) y GnicTepax

Manufacturing Date: / 26.10.2023
Hara supoBuuytaa:

Expiry Date: / TepMmin npunatHocT: 30.09.2027
Batch size {in hoxes): / 21 520

Posmip Cepi (g ynakoskax):
Ukraine/ Ypaiqa

One tablet contains 500 mg of metiormin hydrochioride V
OpHa Tabrierka micTuts 500 M METCHOOMiHY rigpoxnopugy
Prolenged retease tablets 500 mg /

Tabrietku NponoHrosaxol At no 500 mr

15 tablets in blister; 2 blisters In carton hox / .

16 rabnerok g Bricrept; 2 BnicTepu 8 kapToHHIN Kopobuy

UA/3994/02/01

Merck Sante, France

2 rue du Pressoir Vert, 45400 Semoy, France
No. 2022 88 17

Mepx Canre, bpanuis

2 pio fjo Tpeceyap Bep, 45400 Cewmya, Dpauuis
Ne . 2022_ 98 1

France { Dpanyia

entic and accurate. This batch of product has tieen manufzctured, including
e mentioned site (s} in full compliance wth the GMP requirerients of the local
the Marketing Autharization of the imperting country. The batch processing,
ound to be in compliance with GMP. /
10. lana cepls BupoGneta, sxmovaiouu YNAKOEKY/MAPRYBAHHS Ta
BHIA BIANOBIAHOCTI 3 BUMOTaMY GMP riokansrux Kourponoounx Ooranis, a Takox 3i
7epa abo [Hocke focnimkyearoro NiKapecLKore sacoby. [portokany BUPOBHUL TR,

ynakosku Ta ananiay Gynu NePLTNAHYT | BCTaHOBREHA BIANOBIAHICTE GMP.

Person authorizing the batch release: /
Ocotia, sika pae £038in Ha BunYyCcK cepir:

Name: /
[pissuaus;

Position; / Qualified Person f
Mocaga: YriosHosaxeHa Ocoba

Date of Signature; }
lara nignucy:

In the event of any discrepancies or doubt between English and Ukrainian language versions,
Y pasi Byas-nknx poabikHocTel abo CYMHIBIB MiX sepcismu aHrnificekoio Ta YIPaIHCHKOK MoBaMU ne

Site: { Semoy /
BupobHuua

AiNLHRLS; Camya
Signature: /

Mignve:

the English language version shall Brevail, /
PEBAXKHY CUNY Mae BEPcin anrniltchkoi MOBOI).
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PARREG K

Merck Sante s.a.
Production Center Semc
2 rue du pressoir ve
45400 Semoy | Frane
+33(0)2386184:

Batch Release Certificate / Ceptudirar Bunyiyero! Cepii
Certificate of GMP Compliance / Ceptudikar sinnosighocti GMP

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 500 mg Ne30 (15x2) in blisters /

Haasa Mpogykry: TMIOKO®ANXR, TabneTku nponokrosakol gii o 500 mr Ne30 (15x2) y Bnictepax

Finished Code: / 3.96103.0030 Manufacturing Date: / 11.03.2024

Homep Kituesoro Mpogykry: Harta supoSKuiTea:

Batch Number: / Y6964

Homep Cepir:

Bulk Code: / FR23M65 Expiry Date: / TepmiH npugatHocyk: 25.02.2028

Homep lMpogyxTy in bulk;

Bulk Batch Number: / Y16564 Batch size (in hoxes): / 22160

Homep Cepii MpoaykTy in bulk; Poamip Cepii (8 ynakoskax):

Importing Country: / Kpaina-imnoprep: Ukrainef Ykpaina

Strength / Potency: / One tablet contains 500 mg of metformin hydrochloride /

Cuna it / AkTHBHICTE: OpHa TabneTka MicTiTi 500 Mr MevdhopmiHy rigpoxnopuny

Dosage Form: / Prolonged release tablets 500 mg /

Nikapcora Popma: Tabnetiu nponorrosaHol i no 500 mr

Package Size and Type: / 15 tablets in blister; 2 blisters in carton box f

Tvn Ta Poamip Ynaxkosxm: 15 TabneTox B GnicTepi; 2 BricTepy B KAPTOHHINA KopoBLyi

Marketing Authorization Number: /

Homep Peecrpauiiivoro noceipuerss; UAI3994/02/01

Name, Address and Authorization Number of Merck Sante, France

Manufacturer, which is Responsible for Batch 2 rue du Pressoir Vert, 45400 Semoy, France

Release; / No. 2022 98 1/

HalimerysanHs, Agpeca i Homep NiueHaii Mepk CaHTe, ®paHuin

BupoGuuka, koTpuil aunyckae cepilo B ofir: 2 pro gro Mpeccyap Bep, 45400 Cemya, dpaHuis
Ne.2022 o8 1

Country of Origin: / KpaiHa-eupoGumg France [ ®dpaglin

Certification Statement: / 3anBsa npo ceptudikauiio;

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging / Iabeling and cuality 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. The batch processing, packaging and analysis records were reviewed and found to he In
compliance with GMP., f

Llum nigteepmikyio, W0 aulligsazHaveHa Ihdhopmallin & poctosipHolo | TouHol, [aHa cepin BupoGneHa, sKmiovatoun
YNaKOBKY/MapKYSaHHA T3 KOHTPONL SKOCTI, Ha BulLEsaaHaveRil AineHnui | B nosHii signosigHocti 3 Bumoramy GMP
nokanekux KoHTponiowouvx Opradie, a Takox af crneumndikaliamu peectpaviiiHoro focbe Kpaitm-imnoprepa abo flocke
AOCNiAKYBAHOro HikapcsXoro 3acoBy. MpoTokonu BUPOBHULTES, ynaxosky Ta aHanisy Bynu nepernsHyTi | BcTaHoBneHa
elgnosigHicTs GMP.

Person authorizing the batch release: /
Ccoba, aka gae goasin Ha sunycK cepil:

Name: / Site: / Semnoy / M. ESCILAPEZ
Mpizavwe:; BupoSHuya

AinbHWLRA: Cenmya
Position: / Qualified Person{ Signature: [ 8 JU[L' 2024
MNocapa; YnosHosaxeHa Ocoba Mignue: i
Date of Signature: / QUALIFIED PERSON

Hara nignuey:

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. / ) .

¥ pazi Byas-arux posbiktocTel abo cymuiais Mk Bepcitan aHMITickoo Ta YKPETHCLKOI0 MOBAMY NEPEBANKHY CUITY MEE BEpEiR aHriifickKolo
MOBOK,

/,rm{./%

03 AT




Certificate of Analysis No. 0001545871 / CepTudiikaT AHaniay Ne 000154587~1
GLUCCPHAGE® XR, prolonged release tablets 500 mg No30 (15x2) in blisters /
FIHOKO®AN XR, TabBneTky nponoHrosaHol it no 500 Mr Ne30 (15x2) v éricrepax

Name of the Product: /
Hazea Mpopyxty:

Finished Code: {
Homep KiHuesoro MpogysxTy:

Batch Number: / Y16964
Homep Cepit:
Bulk Batch Number: / Y16864 Expiry Date: / TepmiH npuaatHocti:

Homep Cepii MpogyxTy in bulk:
Procedure: /

MNpouenypa:

Specification: / Cneyukthikalis:

3.95103.0030

SE-L 20012 VP

Manufacturing Date: /
Hara supoBHuuTEa:

Batch size {in boxes): /
Poaniip Cepit (B ynakaskax):

PARREG K

Merck Sante s.a,
Production Center Semc
2 rue du pressoir ve
45400 Semoy | Franc
+33(0)2386184 2

11.03.2024

02.2028

22160

on: / Bepcia: 7

GLUCQ XR 500RM-SIROCCO-SE Versi

Tests / Requitements / Resulis /
ToxasHukn Bumorn PeaynsTarn
Appearance / White to off-white, round, biconvex tablet, Complies /
Onuc dehbossed with ‘500’ on one side { Bignosigae
Biri abo matixe 6ini, kpyrnoi chopmu, geoonyini
TabneTky, a rpasipysaHHam «500» 3 oaHoro Boky
ldentification® [ lnenTuchixania? IR spectrum complies with reference spectrum / Complies /
Metformin Hydrochloride / IM crekTp BignoBigae cnexTpy cTangapTHOro 3paska Bignosigae
Metcopmiry Mapoxnopug
Average mass / 689 -761mg/ 729 mg ! mr
CepepgHa maca 689 - 761 mr
Uniformity of dosage units? f Complies with Eur. Ph. !/ Complies /
OpHopIARICTE 4O3a0BAHUX OAMHULIL TosyHHI BianosigaTk euMoran €ap. Papm. Binnosigae
Dissolution /
PoauyiHeHHs
Unit 1/ BunpoByeauua 1 20 — 40% dissolved at 1 hour / 30%
Unit 2/ BunpoByeaHHs 2 20 — 40% po3uKHAETLCS Yepea 1 roguHy 29 %
Unit 3/ BunpoByeanHs 3 29 %
Unit 4f BunpoOysatiHs 4 0%
Unit 5/ BunpoBysanuna 5 30%
Unit 6/ ByinpoGyeanuna 6 30%
Unit 1/ BunpoBysaHHxa 1 45 — 65% dissolved at 3 hours / 59 %
Unit 2/ BunpoByaaHug 2 45 - 65% pOIUMHRETLCH Yepes 3 roauHu 58 %
Unit 3/ BunpoByaaHHa 3 58%
Unit 4/ BunpoByeaHHa 4 60 %
Unit 5/ BunpoByeanua 5 60 %
Unit 6/ BunpoOyeaHHs & 59 %
Unit 1/ BunpoByeaxHs 1 NLT 80% dissolved at 10 hours / 97 %
Unit 2/ BurnpoGyearHs 2 He menwe 80% poauunkaeTsea vyepesa 10 roguy 93 %
Unit 3/ BunpoByeanna 3 97 %
Unit 4/ BunpoByeanna 4 98 %
Unit &/ BunpoByeaHus 5 98 %
Unit 6/ BunpoByeaHua 6 97 %
Related substances (HPLC or
UPLC, In-house method) /
BuanaveHHs yucrot (BEPX abo In-
house, YBEPX
Cyanoguanidine / =0.02% 0.00%
Llianoryanigux {aiuiaHpiamin)
Other single impurity / =£0.10% 0.00%

Byab-axka iHua oaAMHUHHA QomMillka




Total of impurities /
Cyma Bcix AoMiLiox

rARREGK

Merck Sante s.a.
Production Center Semc
2 rue du pressoir ve
45400 Semoy | Franc
+33{0)2386184:

=0.50% 0.00%

Certificate of Analysis No, 0001545871 / CepfmcbiKaT AHaniay Ne 0001545871

Name of the Product: / GLUCOPHAGE® XR, prolonged release tablets 500 mg Ne30 (15x2) in blisters /

Haasa MpogyxkTy: TMIOKOPAX XR, TaBneTku niponorrosaot Aji no 500 mr Ne30 (15x2) y Brictepax

Finished Gode: / 3.95103.0030 Manufacturing Date; / 11.03.2024

Homep KiHugsaro MpogyxTy: HAara snpobHuuTea:

Batch Number: / Y16964

Homep Cepii:

Bulk Batch Number: / Y16964 Expiry Date: ! Tepmi npuaatHocTi: 02.2028

Homep Cepii OpogykTy in bulk;

Procedure: / SE-L 20012 VP Batch size (in boxes): / 22160

Mpouegypa: Poamip Cepil (s ynakoekax):

Specification: / Creuwdixauis: GLUCO XR $00RM-SIROCCO-SE Version: f Bepcin: 7

Tests / Requirements / Results /

[lokasHuku BumMoru Peaynetami

Assay (HPLC or UPLC, In-house HPLC I BEPX

method} { KinekicHe BuaHaverHa

(BEPX afio In-house, YBEPX) 475 - 525 myg [ tablet / 500 mg / tablet f
475 — 525 mr/ 1abn. Mr f Tabin.

Metformin Hydrochloride f

Mevdpopminy Ciapoxnopua :

Loss on drying?/ NMT 3%/ 2%

Brpata B maci by BUCYILYBaHHI?

He &inbise 3%

Microbial purity? / MikpoBionoriuda
yucTora’

In 1 g of preparation contain: /
B 1 r npenapaty mae mictutucs:

TAMC - not more than 10% CFUig / Nof tested /
TAMC - He Binblue 103 KVYO /1 He sBusHauanu
TYMC - not more than 102 CFU/g / Not tested /
TYMC - He Ginetue 102 KYO /r He Buanavanu
Abseince of E,. Coltin1g/ Not tested /
BigcyTtricte Escherichia coli He suaHavanu

The test is performed by sampling method (each the 10" batch) or one batch per year, { Tect NpoBOAWTLEA Ha KORHIN 10-4 cepil
aBo Ha oaniA cepil B pouj 3a MeTon0M BUGIPKOBOFO XOHTPOMD,

2

The test is performed at Release / Tect BukoHyeTsCA TiALKY NpY BUNYCRY.

Verdict: / COMPLIES /
3aKnoMEeHHs: BiANoOBIOAE

Decision: / ACCEPTED {

PiwenHs: CXBANEHO

Date: / % . ESCLAPEZ
Name: f y 8 JU”. 2[]2’*
Mpizsuwe: )

Position: / Qi PERJAFRSON
[Mocaga: YnoBHoBaxeHa Ocoba
Signature: /

Mignuc:




JEPHABHA CJIYKFBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH YV KNIBCBKINA OBJIACTI

nipos. Ceitnuanoi Hapuii, 3, m.Kuis, 02099, Ten/paxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
NPO SIKICTH BBE3EHOT0 B YKpaiHy JiKkapchkoro 3acofy

27.01.2025 Ne 1313/25/10

TIHOKODAK XR

(maitMerynaua nikapchxoro 3acoBy sriano 3 peecTpariitnm TIOCBI AICHHAM)
TalNeTKH npojonrosamnoi aii mo 500 mr; no 15 TaGnerox y Gaicrepi; mo 2 Oaicrepu B
KapTOHHIN KopoOui

((opma BANYCKY, NO3YBANHA, BRUX NAKYBARHA TIKAPCHKOTO 3acoby)
Howmep peectpauititoro nocsiguenns UA/3994/02/01 erpox nif peecrpaniitnoro noceiguenns 01.01.2099
Cepia aixapenxoro 3acoby Ne Y16964 Kinexicrs BBesenoro nixapeskoro 2acoby 10635

Bupobunk Mepx Canre, ®pannis

(naiimenypamia spoBHika nikapcnkoro sacoby, ipaiiia TOXOMKCHHS)

Bseseno 8 Yipainy Topapuctso 3 06MexxeHor0 Bignosigannuicrio "ACIHO YKPATHA",
iment. xom: 42274733

{(naitmenyeamug Ta ko 3a €IIPTIOY roprmuanof ocotu abo npiasHine, in'd, O GaTLKOBI gizminol
0cobx - nianpuemus, i Micie IpoxuBanHA TA peecTpaniiuuii HoMep o6/ikosol KAPTKH [VIaTEHKA
nogatkie abo cepis Ta HoMep macnopTa)

TIpoTorcodn Bisyansuore xonrpomo eig 17.01.2025 Me 0082/3.

3a  pe3YNBTATAMM HEpXABHOTO KOHTDOMIO BCTAHOBAEHO, WO Jikapchkuit 3aci6  Beeseno B Vkpainy 3

AOTPHUMAMHSIM BrMOT 3aKOHONABCTRA OO 3a6E3ICYEHHS AKOCT] NIKAPCHKHX 3acobin.

Onsra EPBOMEHKO

BIKONTPOMG) (ninnuc) {ininiams Ta npizeruie)




HEPKABHA CJIYKDBA

3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMHU Y KHIBCHKIN OBJIACTI

npoB. CBITIHYH
E-mail:

PO AKICTH B

27.05.2025

i Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
Be3eHOro B YKpainy JiikapchbKoro 3zacofy

Ne 24302/25/10

I'IIOKO®AXK XR

(naiiMeHyBaHHs
TA0JeTKH IPOJIOHTOBANO}

TiKapchKoro 3aco0y 3rifiHo 3 peecTPalifiiM ITOCRIAUCHHIM)
mii mo 500 mr; mo 15 Taéaerox y 6Jictepi; mo 2 dJricrepu B
KAPTOHHIH KopoO1Li

(popma Bu
Howmep peectpauiitioro nocsiguenns U
Cepis nixapcnkoro 3acoby Ne Y16965

Bupobuux

Mepk ¢

IYCKY, LO3YyBalHsl, BUA IaKyBaHHs JliKapChKOI‘O '.ile()ﬁy)
A/3994/02/01 crpox uii peecrpaniitioro rocsiguenns 01.01.2099
KimskicTh BBE3¢HOTO Nikapchbkoro 3acoby 5760

ante, Opanuis

Beeseno B Yipainy

iIeHT. K

(nalimMenyBants BipobHnKa JlikapehKkoro 3acoby, kpaina noxoKens)

TosaphcrBo 3 00mMexeHoto Binnosigannuicrio "ACIHO YKPATHA",

n: 42274733

(HadiMeny
ocobu - 1

BanHa Ta kog 3a €LPTIOY topuanuaroi ocobu abo npizsulie, imM's, 110 OaThbkoBi (izuuHoT
iTpremu, i Micue npoXkUBaHHS Ta peectpauiiinuii nomep oOikoBOT KapTKK I1ATHHKA
nojarkis abo cepist ra HOMep nacnopTa)

IIporoxou gizyansioro kourpouio i 22.05.2025 N 1562/8.

3a KO
JOTPUMAHHAM BUMOr 3aKOHOIAH

pesyibTataMyu - JICPXKaBHOTO

N

e&*km'rﬁ i Qﬁly%xfi

ITPOJIIO  BCTAHOBIICHO, WO JiKapchkuit  3aci6  Bseseno B Yrpainy 3

CTBa 100 3a0e3neueHHs SKoCTi niKapchkux 3acobib.

/}
e

//’Z/’

7
o Onsra EPLOMEHKO

(rizutne) (Tritiamy T npisnHie)




Merck Sante s.a.¢
Production Center Semo
2 rue du pressoir vei
45400 Semoy | Franc
+33(0)23861842

Batch Release C
Certificate of GMP C

Name of the Product: / GLUCOPH

Haaga MNpogyxry: FMKOKO®AS
Finished Code: / 3.95103.00
Homep Kinuesoro MpoaykTy:

Batch Number: / Y16965
Homep Cepil:

Bulk Code: / FR23M65
Homep Mpoaykty in bulk:

Bulk Batch Number: / Y16365

Homep Cepil MpoayxTy in bulk:
Importing Country: / Kpaina-imnopTrep:

Strength / Potency: /

Cuna aif / AKTVBHICTb:

Dosage Form: /

Jlikapceka dopma:

Package Size and Type: /

Tun Ta Po3mip Ynakosku:

Marketing Authorization Number: /
Homep PeecTpalliiHoro nocsigueHHs:

Name, Address and Authorization Number o
Manufacturer, which is Responsible for Batg
Release: /

HanimeHyBaHHs, Agpeca i Homep NiueHsii
BupoBruka, koTpuia BUNyckae cepito 8 0bir:

Country of Origin: / KpaiHa-BuUpoBHuk:

Certification Statement: / 3aara npo ceprudikal
| hereby certify that the above information is ay
including packaging / labeling and quality con
requirements of the local Regulatory Authorify
importing country. The batch processing, pa
compliance with GMP. /
LiMm mipTBepaxyro, WO BullesasHayeHa iHdpop
yrakoeKky/MapKyBaHHA Ta KOHTPONb RKOCT, Ha H
rokanbHux Kontpontolounx Opradis, a Takox 3i
[0CNIAXKYBAHOMO fiKapcbkoro 3acoby. poTokonm
signopigHicte GMP.

Person authorizing the batch release: /
Ocoba, sika fae [03Bif Ha Bunyck cepil.

priificate / CepTudikat BunyweHoi Cepii
pmpliance / CeptudikaTt BignosigHocti GMP

AGE® XR, prolonged release tablets 500 mg Ne30 (15x2) in blisters /

H XR, TabrieTku nposoxrosaroi 4ii no 500 mr Ne30 (15x2) y Bnicrepax
0 Manufacturing Date: / 11.03.2024

fara supobHuurea:

Expiry Date: / TepMiH npuaatHocTi: 29.02.2028

Batch size (in boxes): / 22 300

Poamip Cepil (8 ynakoskax).
Ukraine/ Yxpaina

One tablet contains 500 mg of metformin hydrochloride /
Opra tabneTka micTiTe 500 Mr meTd opmidy rigpoxnopuay
Prolonged release tablets 500 mg /

TabneTtky nponoxrosarol Aii no 500 mr

15 tablets in blister; 2 blisters in carton box /

15 Tabnertok 8 BricTepi; 2 nicTepy B KApTOHHIA Kopobui

UA/3994/02/01

Merck Sante, France

2 rue du Pressoir Vert, 45400 Semoy, France
No. 2022_98 1/

Mepk CarTe, ®paHuis

2 pro mio IMpeccyap Bep, 45400 Cemya, OpaHuin
Ne. 2022 98_1

France / ®panuis

i

i0:

thentic and accurate. This batch of product has been manufactured,

rol at the above mentioned site (s) in full compliance with the GMP
and with the specifications in the Marketing Authorization of the

ckaging and analysis records were reviewed and found to be in

Mallis € JOCTOBIpHOW | ToyHow, [aHa cepis BupobneHa, BroUaruu
MLie3asHaueHiin aineHuyi | 8 MoBHIA BignogigHocTi 3 suMoramu GMP
cneundikayiamu peecTpauinHoro Jocke kpaiHu-imnoprepa ado focbe
BUPOBHULITBA, YNakoBKK Ta aHanisy bynu nepernsHyTi i BCTaHOBNEHa

Name: / Site: / Semoy / 1 EGe s

Mpissuule: BupoBhnua FQ( LAPEY
AirbHALA: Cemya

Position: / Qualified Person / Signature: / 8 JUIL, 2024

MNocaga: YriosHosaxeHa Ocofa Mignuc: i

Date of Signature: /
Hara ninnwey:

in the event of any discrepancies or doubt between H

prevail. /

Y pasi byab-axux po3dikHocTeR ado CymHIBIB MiX BEPCIAN

MOBOH,

OHBLIFIED PERS(N

W

nglish and Ukrainian language versions, the English language version shall

W AHMNICHKCIO Ta YKPaiHChKO MOBAMWN NEPEBANKHY CUY MAE BEPCIA aHrNIACHKO0




Certificate of Analysis No. {

Name of the Product: /
Hassa lpoaykry:

Finished Code: /

Homep Kinuesoro [poaykry:
Batch Number: /

Homep Cepii:

Bulk Batch Number: /

Homep Cepii MpoaykTy in bulk:
Procedure: /

[Mpouepnypa:

Specification: / Cneundikatyis:

g

Merck Sante s.a.t
Production Center Semo
2 rue du pressoir ve:
45400 Semoy | Franc
+33(0)2 3861842

11.03.2024

02.2028

00154587-1 / Ceptudikat Ananisy Ne 000154587-1
AGE® XR, prolonged release tablets 500 mg Ne30 (15x2) in blisters /

GLUCOPH/
ITIIOKOOAIK XR, TabreTtky nponoxrosaHor Aif no 500 mr Ne30 (15x2) y Brictepax
3.95103.0030 Manufacturing Date: /
[ara supobHuuTea:
Y16965
Y16965 Expiry Date: | TepmiH npnaaTHOCTI:

SE-L. 20013 VP Batch size (in boxes): /

Poamip Cepil (B ynakoskax):

22 300

GLUCO XR 500RM-SIRQCCO-SE Version: [ Bepcist: 7

Tesis/ Requirgments / Resulis /
[oKasHWKK Bumoru PesynsTatu
Appearance / White t¢ off-white, round, biconvex tablet, Complies /
Onuc debossgd with ‘500’ on one side / Bianosinae
Bini a6 maimke Bini, kpyrnoi oopmu, ABOONYKI
TabneTy, 3 rpasipysadHsm «500» 3 ogHoro Boky
Identification?: / lneHTUdikaLis® IR specfrum complies with reference spectrum / Complies /
Metformin Hydrochloride / Y cnektp BiANOBIAAE CNEKTPY CTAHAAPTHOID 3paska Bignosinae
MeTtdopminy Fgpoxnopuna,
Average mass / 689 - 741 mg/ 732 mg ! mr
CepepHs mMaca 689 - 761 mr
Uniformity of dosage units?/ Compliés with Eur. Ph./ Complies /
OpHopiaHicTb A030BAHUX OAMHWLD MosuHH| BigNoBIgaTH BUMOram €8p. dapm. - Bignosigae
Dissolution/
PosyuHeHHA
Unit 1/ BunpoBysarHa 1 20 ~ 40¢, dissolved at 1 hour/ 30 %
Unit 2/ BunpobysaHHs 2. 20 — 40% pO3HUHAETLCH Yepes 1 roauHy 30 %
Unit 3/ BunpoBysanHs 3 31 %
Unit 4/ BunpoBysaHts 4 28 %
Unit 5/ BunpoBysatts 5 28 %
Unit 8/ BunpoBysarhg 6 31 %
Unit 1/ BuripoBysarHsi 1 45 — 65% dissolved at 3 hours / 58 %
Unit 2/ BunpobysaHHs 2 45 ~ 65 po3umMHAETLCS Yepes 3 roAuHY 58 %
Unit 3/ BunpobysatiHs 3 60 %
Unit 4/ BunpoBysaHHs 4 58 %
Unit 8/ BunpobysanHs 5 57 %
Unit 6/ BunpoBysarHs 6 59 %
Unit 1/ Bunpobysatits 1 NLT 80% dissolved at 10 hours / 94 %
Unit 2/ BunpoBysaHHs 2 He meujue 80% poaunHaeTeest Yepes 10 roguH 94 %
Unit 3/ BunpoBysanhs 3 97 %
Unit 4/ BunpobyBaHHs 4 94 %
Unit 5/ BunpobBysaHHst 5 94 %
Unit 8/ BuripoBysaHHs 6 86 %
Related substances (HPL.C or
UPLC, In-house method) /
BusHaueHHs unctotit (BEPX abo In-
house, YBEPX
Cyanoguanidine / < 0.02% 0.00%
LiiaHoryaHiavk (givianpiamis)
Other single impurity / < 0.10% 0.00%
Byab-sika iHlwa OfAMHUYHE JOMILLKE
Total of impurities / < 0.50% 0.00%




H

Cyma BCiX 4OMILLOK

Merck Sante s.a.:
Production Center Semc
2 rue du pressoir ve
45400 Semoy | Franc
+33 (0)2 3861842

‘ |
i

Certificate of Analysis No. {

Name of the Product: /

GLUCOPH/

Hasga MpoaykTy: THOKO®AX
Finished Code: / 3.95103.003
Homep KiHuesoro Mpoaykry:

Batch Number: / Y 16865
Homep Cepii:

Bulk Batch Number: / Y16965
Homep Cepii MpoaykTy in bulk:

Procedure: / SE-L 20012

Mpouenypa:
Specification: / Cneyudpikauis:

001546971 / Ceprudpikat Ananisy Ne 000154597-1
GE® XR, prolonged release tablets 500 mg Ne30 (15x2) in blisters /

K XR, Tabretku nponoxroeaxoi Ail no 500 mr Ne30 (156x2) y Gnictepax
0 Manufacturing Date: / 11.03.2024

[ara supobHuurea:

Expiry Date: / Tepmin npufatHoCTi: 02.2028
VP Batch size (in boxes): / 22 300

Poamip Cepii (B ynakoskax).
GLUCO XR 500RM-SIROCCO-SE Version: / Bepcia: 7

Tests / Requirepments / Results /

MNoKasHuKkK Bumoru Pesynbraty

Assay (HPLC or UPLC, In-house HPLC | BEPX

method) / KinbkicHe BU3Ha4eHHA

(BEPX abo In-house, YBEPX) 475 - 526 mg / tablet / 503 mg / tablet /
475 ~ 545 mr/ Tabn, mr/ Tabn.

Metformin Hydrochioride /

MeTdopminy Nigpoxriopva

Loss on drying?/ NMT 3%/ 3%

Brpata B Maci Npy BUCYLLYBaHHI? He Binsijie 3%

Microbial purity' / MikpoGionoriuka | In 1 g of preparation contain: /

yucToTat B 1 r npgnapaty Mag mMiCTUTUCS:
TAMC -not more than 10° CFU/g/ Not tested /
TAMC - he 6inblee 108 KYO /r He BuaHavanu
TYMC - hot more than 102 CFU/g / Not tested /
TYMC - He Binbtue 102 KYO /1 He Buanavanm
Absencg of E.Coliin1 g/ Not tested /
BigcyTHiET Escherichia coli He BuaHavanu

The test is performed by sampling method (eac
abo Ha of|Hilt cepii 8 polli 3a MeToAOM BMBIPKOBOIg
The test is performed at Release / TecT BukoHye

Verdict: / COMPLIES /
3aKn4eHHS: BIONOBIOAE
Decision: / ACCEPTED/
PiwieHHs: CXBAJIEHO
Date: / - M. ESCLAPE
Hata: 7 o
Name: / b 8 JUIL. 20
MpizByie: ‘

./ s = 2}
Position: / Qualif@éjMém‘) PE
Mocapa: YnosroeaxmeHa Ocoba
Signature: /

Minnuc:

KOHTPONIO.
bCA TINBKK APU BUMYCKY.

RSON

the 10™ batch) or one batch per year. / TeCT npOBOAUTLER HA KONHIK 10-it cepil



CRGIK
Merck Sante s.a.¢
Production Center Semo
2 rue du pressoir ve:
45400 Semoy | Franc
+33(0)23861842

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall

prevail. /

Y paai Byab-akmx posbixHocTen abo cyMHiBIB MiX BEPLiSiMU aHITIIIRCHKOI0 Ta YKPATHCHKOI MOBaMY FIEPEBaNKHY CUNY Mae 8epCifl aHrmiicbKow

MOBOIO.
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