AEPIKABHA CJIIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMM Y KUIBCHKIN OBJIACTI

npos. Ceitnuynof Hapii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
Npo IKiCTH BBe3eHOro B YKpaiuy JikapchKoro 3ac00y
19.07.2024 Ne 35335/24/10
FIIOKO®AXK XR

(HaltMeHyBaHHs NikapcbKoro 3ac00y 3riaHo 3 peecTpaniifiHuM noCBiMueHHs M)
Ta0JIeTKH NpostoHroBanoi aif mo 1000 mr; mo 10 Taéierok y Gaicrepi; mo 3 Gaicrepu y
KapToHHiil kopobui
(dopma Bummycky, 103yBauHs, BUA NaKyBaHHs JiKapcLKOro 3acofy)

Howmep peectpauitinoro nocsinuenns UA/3994/02/02 crpox nii peecrpauifinoro nocsiguenns 01.01,2099
Cepia nikapcekoro 3aco6y Ne Y16461 KinbkicTs BBE3enoro sikapeskoro 3aco6y 9055

BupoGuuk Mepx Canre, ®pannis
(natiMenyBanHs BHPOOHHKA TiKAPCKOTO 3aco0y, KpaiHa HOX0LKEHHS)

Baeseno B Yipainy TosapucTso 3 o6meienoro BinnoinansHicTio "ACIHO
YKPAIHA", inenr. xon: 42274733

(Haitmenypauna Ta ko 3a €APTIOY 10puanuHOT 0cobH aGo npi3BHILE, iM's, 110 GaThkoBi
hisnunof ocobu - nianpuemus, ii Micue npoxkuBarus Ta peecTpauiiinnii Homep o6mikoBoi
KapTKH MnaTHiKka NoAaTkis abo cepis Ta Homep macropra)

Hporokoa BisyansHoro xonrposo sig 12.07.2024 Ne 2052/3.

3a  pesynpTatamMd AEpKABHOIO KOHTPOJIO  BCTAHOBJIEHO, IO JiKapChbkWil 3aci6 BBeseHo B Ykpainy 3
AOTPHUMAHHSAM BUMOT 3aKOHOIABCTRA 11010 3a6e3MeqeHHtst IKoCTi JliKapehKUX 3aco6ib.
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NARRC K

Merck Sante s.a.s,
production Center Semoy
2 rue du pressoir ve
45400 Semoy | France
+33(0)2 386184 24

Batch Release Certificate / CepTudhikat BunyuieHol Cepil
Certificate of GMP Compliance | CepTudixar gignosigHocTti GMP

Name of the Product: /
Haasa MpoaykTy:

Finished Code:/ 3.95177.0070
Homep Kintesoro [poayKTy:

Batch Number: / Y16461
Homep Cepii:

Bulk Code: [ 3951770126
Homep MpoaykTy in bulk:

Bulk Batch Number: / Y16461

Homep Cepii MNpoayxTy in bulk:
importing Country: / Kpaina-imnoprep:

Strength / Potency: /

Cvina il / AKTUBHICTb!

Dosage Form: /

ikapcbka popma:

Package Size and Type: I

Tun Ta Poamip YnakoB:

Marketing Authorization Number: /

Homep PeecTpaliitHoro MOCBIAYEHHST.

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

Hassa, Anpeca Ta Homep Niyenaii BupoBHuka,
KOTpWIA BUNYyCKae cepito B obir:

Country of Origin: / Kpaita-BupoBHuK:

Certification Statement: / 3asiBa nNpo Ceprudikatito:
{ hereby certify that the above information is authen

GLUCOPHAGE® XR, prolonged release tablets 1000 mg Ne 30 (10x3) in blisters /
IMIOKOPAXK XR, Tabnetku nponoHroaHol Aif no 1000 mr Ne 30 (10x3) y Gnicrepax

Manufacturing Date: / 27.10.2023
Lata supobrmurea:

Expiry Date: ] Tepmin npuaaTHOCTI: 30.09.2027
Batch size (in boxes): /

Poamip Cepii (8 YraKoBKax). 9 055

Ukraine / YxpaiHa

One tablet contains 1000 mg of metformin hydrochloride /
OpHa Tabnetka MicTiTL 1000 mr MeTdhopMiny rigpoxnopuay
Prolonged release tablets 1000 mg /

TaBneTkv NPONOHroBaHoi Aii no 1000 mr

10 tablets in blister; 3 blisters in carton box/

10 TabneTok y Bnictepi; 3 Bricrepuy KapTOHHii kopoBUl

UA/3994/02/02

Merck Sante, France

2 rue du Pressoir Vert, 45400 Semoy, France
No. 2022_98_1

Mepk, Caure, DpaHuis

2 pio o Mpeccyap Bep, 45400 Cemya, dpaHuis
Ne 2022_98_1

France | ®pantys

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

inciuding packaging / labeling and quality control at the above mentioned site (s) in full compliance with the GMP
requirements of the local Reguiatory 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 be in

compliance with GMP. I

Lium migreepaxyto, Wwo BUlie3asHa4eHa iHpopmaLys €
naKyBaHHA/MAPKYBAHHRA T& KOHTROML AKOCTi, Ha BuUile3as
nokansHux KOHTPONoH4uX QOpraHis, & TaKkox 3i cnety
LOCTIKYBEHOTO SiKapCeKoro aacoby. lpoTokony BUPO

pignosiaricts GMP.

Person authorizing the batch release: /
Ocoba, siKa Aae [03B8iN Ha BANYCK cepil:

Name: /

Mpissuule:

Position: / Qualified Person /
Mocapa: YnosHosaxeHa Ocoba
Date: /

Dara:

[OCTOBIPHOW | TOHHOHK). Jana cepisi supoBnera, BKAKOYAIOUN
HadeHi AinbHWY | B poBHil BiANOBIAHOCTI 3 BUMOramMut GMP
nchikauiamm peecTpauiiioro 4ocke Kpainp-imnopTepa abo Hocke
GHULTBA, YIaKoBKA Ta aHanizy Bynu nepernsiHyTi i BCTaHoBrEHa

Site: /

BupoBbHuya QinsHuus:
Signature: /

Mignue:

In the event of any discrepancies or doubt between English and Ukrainian fanguage versions, the English language version shall
prevail. I Y pasi Gyab-siix poabixrocTeth abo cymHigiB MiX BEPCIAMA AHTNIACLKOIO T YKPaiHCHKOIO MoBaMut repesaxHy cuiy mae
BEpCiA aHrfiRcbkoio MOBOIO.



PMRRUK

Merck Sante 5.a.5.
Production Center Semoy
2 rue du pressoir vert
45400 Semoy | France]
+33 (0)2 38 61 84 24

Certificate of Analysis No. 000153486 / Ceprudikar Axarnisy Ne 000153486

Name of the Product: /
Hasga Mpoaykry:

GLUCOPHAGE® XR, prolonged release tablets 1000 mg N30 (10x3} in blisters /
MOKO®AX XR, tabnetku nponoxrosaHof aif no 1000 mr Ne30 (10x3) y Bnictepax

Article Code: / 3.95177.0070 Manufacturing Date: / 27.10.2023
Homep MpoaykTy: [ara supobHuyrea:

Batch Number: / Homep Cepil; Y16461

Bulk Batch Number: / Y16481 Expiry Date: / Tepmin npugatHocTi: 09.2027
Homep Cepil MNpoaykty in bulk:

Procedure: / SE-L. 20012 VP Batch size (in boxes): / 9 055

Mpouenypa:
Specification: | Cneuudbikauis:

Poamip Cepii (8 ynakoskax).

GLUCO XR 1000-BOSCH-SE Version: / Bepcin: 8

Tests / Release-Specification / Results /
TokasHukn Cneuuikauisi npy Bunycky cepii Pesynsraru
Description / White to off-white, capsule-shaped, biconvex tablet, | Conforms/
Onuc debossed with ‘1000’ on one face and ‘MERCK’ on Bignosinae

the other / Bini abo maiixe Ginoro konwopy,

Karicynosuani Asoonykni TabneTky, 3 rpasiroBaHHsm

«1000» 3 opHoro Boky Ta «MERCK» - 3 jHWoro
ldentification: / |geHTudbikauis IR spectrum complies with reference spectrum/ Conforms /
Metformin Hydrochloride / Y-cnexTp Bignosigae cnekTpy CTaHaapTHOro 3paska Bignosigae

MeTdbopminy rinpoxnopuay

Assay (HPLC or UPLC, In-house
method) / Kine«icHe BuaHavueHHs
(BEPX a6o In-house, YBEPX)
Metformin Hydrochloride /
MeTtdopmiHy rigpoxnopuay

950 ~ 1050 myg / tablet /
950 — 1050 mr / Tabn.

999.9 mg / tablet/
Mr/ Tabn.

Related substances (HPLC or
UPLC, In-house method) /
BusHadenns yuctotn (BEPX abo In-
house, YBEPX)

Cyanoguanidine / £0.02% 0.00%
Hiaxoryaniamn

Other single impurity / £0.1% 0.00 %
Byab-siKa iHLWAa opuHUYHa [oMilLKa

Total of impurities / <0.5% 0.0 %
Cyma BCIX JOMILLIOK

Uniformity of dosage unit/ Conforms to Ph. Eur. 2.8.40/ Conforms /
OpHOpIgHICTL JO30BAHWUX OANHULIL MosyHHa BignosigaTh Bumoram €sp. Papm. 2.9.40 Bianosizae
Average mass/ 1377 - 1522 mg / 1463 mg [ mr
CepeaHs maca 1377-1622 mr

Loss on drying/ $3% 2%
Brpara 8 Maci npu BUCYLYBaHHI

Dissolution /

Po34uHeHHs

Unit 1/ Bunpobysanhs 1 20 - 40% dissolved at 1 hour / 26 %

Unit 2/ BunpoBysants 2 20 — 40% po3dnHSETLCS Yepea 1 ropnHy 26 %

Unit 3/ BunpobysarHs 3 27 %

Unit 4/ Bunpobysanns 4 27 %

Unit 5/ BunpoByeanHs 5 26 %

Unit 6/ BunpobysanHs 6 26 %

Unit 1/ Bunpobysanhs 1 45 — 65% dissolved at 3 hours / 51 %

Unit 2/ BunpoGyBaHhsa 2 45 — 65% pO3UMHAETLCR Hepes 3 rofuHn 51 %

Unit 3/ BunpobysaHHs 3 52 %

Unit 4/ BunpoBysanus 4 53 %

Unit 5/ BunpoBysanns 5 50 %

Unit 6/ BunpobysanHs 6 51 %




Certificate of Analysis No. No. 00015

Name of the Product: / GLUCOPHAGE® XR, prolonged release

Merck Sante s.a.s,
Production Center Semoy
2 rue du pressoir vert]
43400 Semoy | France
+33 (0)2 38 61 84 24

3487 | Ceptudpikat Ananisy Ne 0001 53487

tablets 1000 mg Ne30 (10x3) in blisters /

Haaga TpoaykTy: FIIOKO®AXK XR, TabrieTiu nponoHrosatol gii no 1000 mr Ne30 (10x3) y Briictepax

Article Code: / 3.85177.0070 Manufacturing Date: / 27.10.2023

Homep MNpoayKTy. [aTa BupobHuLTBA!

Batch Number: / Homep Cepil: Y16461

Bulk Batch Number: / Y16461 Expiry Date: / TepmiH npugaTHocTi: 09.2027

Homep Cepii MpoaykTy in butk:

Procedure: / SE-L 20012 VP Batch size (in boxes): / 9 055

Mpouenypa: Poamip Cepii (B ynakoskax):

Specification: | Cneumdikaulia: GLUCO XR 1000-BOSCH-SE Version; { Bepcis: 8

Tests / Release-Specification / Resuits /

okazHUKN Cneuvdikadis npy BUOycKy cepit PeaynbTtatu

Unit 1/ BunpoBysaHHs 1 NLT 80% dissolved at 10 hours/ 89 %

Unit 2/ BunpoBysaHis 2 He meHLue 80% poauntsieTscs yepes 10 roaus 89 %

Unit 3/ BunpoBysanHa 3 90 %

Unit 4/ BunpoBysants 4 92 %

Unit 5/ BunpoBysaHHs 5 88 %

Unit 6/ BunpobysaHhs 8 89 %

Microbial purity® / MikpoBiororiuna | In1g of preparation contain: /

uucroTa’ B 1 r npenapaty MiCTUTLCS:.
TAMC - not more than 10° CFU/g / Not tested /
TAMC - He Binblie 103 KYOQ /1 He BusHavanu
TYMC - not more than 10% CFUig/ Not tested /
TYMC - He Ginble 102 KYO /1 He sugHaqanm
Absence of E. Coliin1g/ Not tested /
BigcyTHicTs Escherichia coli He BuaHa4anu

The test is performed by sampling method (each the 10" batch) or one batc
abo Ha o4Hil cepil B pik 3a MeTonoM BUBIPKOBOTO KOHTPOITH.

h pe

Verdict: /
BucHosox:

COMPLIES /
BILMOBIIAE

ACCEPTED/
CXBANEHO

Decision: /
PileHHs:
Date: /
[ara:
Name: /
Mpissuwie:
Position: /
Mocapa:

in the event of any discrepancies or doubt between English and Ukrainian language
prevail. / Y pasi Gyas-sknx poabinHocTeR abo CyMHIBIB MiX BepciaMy aHrMiRCLKO Ta ykp
BHMMIRCHKOIO MOBOIO.

r year. | TeCT NpoBOANTHCA Ha KOXHin 10-7 cepif

versions, the English language version shall
aTHCLKOIO MOBaMU NEPeBaHy CuIly Mag BepCist




