JEPXKABHA CJIIYKBA 3 JIKAPCHLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH V KUIBCHKII OBJACTI

npos. Ceitnuunol Hapuii, 3, M. Kuis, 02099, resi/pakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog CAPTIOY 37078774

BUCHOBOK
Npo sIKicTh BBE3EHOTr0 B YKpaiHy JiKapchbKoOro 3acody

13.12.2024 Ne 64456/24/10

I'IIOKOBAHC®

(HaiiMeHYBaHHs JTIKapCLKOTo 3acofy 3riliHo 3 peccTpallifHuM MOCBIAYCHHM)
Ta6JIeTKH, BKPUTI NUIIBKOBOIO 000J10HKO010, 10 500 mMr/2,5 Mr; no 15 Tadaerok y GJicrepi; mo 2
GJyicrepu B KapTOHHII KopoOui

(hopma BUTYCKY, 03YBaHHS, B NaKyBAHHSA Jikapchkoro 3acoby)
Homep peecrpauiitnoro nmoceiguenns UA/5390/01/01 crpox xii peecpauiitnoro nocsiguenna 01.01.2099
Cepis nikapcskoro 3aco6y Ne Y4384V Kinskicth BBe3enoro nikapebkoro 3acoby 6120

Bupobruk Mepk Cante, Opanuis

(HaiiMenyBaHHs BUPOBHHKA JiKApCLKOT0 3ac00y, KPaiHa TOXOIKCHHS)

Beeseno B Ykpainy Tosapucrro 3 06meskeHo10 Binnosigaabnictio "ACIHO VKPATHA",
inenr. xon: 42274733

(HaiimenyBanns Ta xox 3a CAPTIOVY 1opuanunoi ocobu abo npisBuiie, imM's, no Garkkosi (iznanol
0co6H - TiANPHEMLA, Ti Micle POXHBAHHS Ta peecTpauifinnii HoMep 06J1iKoBOT KAPTKH MAaTHHKE
nonarkis abo cepis Ta HoMep racropTa)

potoxosn Bizyansioroe xowrpomo six 06.12.2024 Ne 3875/3.

3a  pe3ynbTaTaMi  JIEpIKABHOTO KOHTPONO  BCTAaHOBNEHO, MO Jikapchkuil 3aci® Beeseno B  Ykpainy 3

JOTPUMAHHSIM BUMOT 32KOHOJABCTBA LIOJO 3a6e3rICUEHHS AKOCTI JiKapChKUX 3ac00iB.

Onsra EPBOMEHKO

KOHTPONIO) {nianuc) (ininiaoy Ta apissHLE)
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MNARRCK |

Merck Sante s.a.5]

Production Center Semcy;
2 rue du pressolr vert
45400 Semoy | France
+33 (0)2 38 61 84 24

Batch Release Certificate / Ceptudikat BunyweHoi Cepii
Certificate of GMP Compliance / Ceptudixar signosigHocti GMP

Name of the Product: / GLUCOVANCE®, film-coated tablets 500 mg / 2.5 mg Ne30 (15x2) in blisters /
Haasa MNpoaykry: [THOKOBAHC®, Tabnetku, BKpUTI MiBKoBOIO 060510HKOK, No 500 Mr/2.5 mr Ne30
(15x2) y Gnictepax
Finished product code: / 3952870019 Manufacturing Date: / 04.10.2023
Homep roToBoro NpoayKTy: Nara supobHuurea:
Batch Number: / Y4384V
Homep Cepit:
Bulk Code: { FR21M87 Expiry Date: / TepMin npugatHocTi: 30.09.2026
Homep NMpoaykry in bulk:
Bulk Bateh Number: / Y4384V Batch size (in boxes): /
Homep Cepii Mpoaykry in bulk: Po3amip Cepii (8 ynakoskax): 35224
Importing Country: / KpaiHa ImnopTep: Ukraine! Yxpaina
Strength / Potency: / One tablet contains metformin hydrochloride 500 mg, glibenclamide 2.5 mg/
Cuna fii / AKTUBRICTS: OpHa TabneTka MicTuTh MeTdopminy rigpoxnopuay 500 Mr, riibeHknamiay 2.5 mr
Dosage Form: / Film-coated tablets 500 mg /2.5 mg /
Nlikapcbka dopma: TabreTku, BKpUTI rtNiskosoto oBonorkoio, 1o 500 mr/ 2.5 mr
Package Size and Type:/ 15 tablets in blister; 2 blisters in carton box/
Tun i Po3mip Ynakosku: 15 tabrietok y 6ricTepi; 2 Gnicrepn B KAPTOHHIA KOPOOBL
Marketing Authorization Number: /
Homep Peccrpauiitioro MNoceigydeHHa: UA/5390/01/01
Name, Address and Authorization Number of Merck Sante, France
Manufacturer, which is Responsible for Batch 2 rue du Pressoir Vert, Semoy, 45400, France
Release: / No. 2022_98_1/
Haasa, Anpeca i Homep JliueHsii BupoBHuka, kotpuit  Mepk CawTe, Ppamuis
Bunyckae cepilo 8 ofir: 2 pio o Mpeccyap Bep, Cemya, 45400, Opantyin
Ne 2022_98_1
Country of Origin: / KpaiHa-Bupo6Huk: France ] dparujist

Certification Statement: / 3asisa npo cepTudikadyiio: '

! 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. /

Lium niaTeepaxyto, WO Bulle3asHaveHa iHdopMauia € [OCTOBIPHOW | TOMHOW. [aHa cepin BUPOBNEeHa, BKNKUauM
yRaKkosKky/MapkyBaHHs Ta KOHTPONb SKOCTI, HAa BUILe3asHaueHil ginbhuUi | B NOBKIM BIANOBIAHOCTI 3 BUMOraMu GMP
nokanshux KoHTpomoiounx Opraris, @ Takox 3i creumdikauiamu peecTpaljiiioro Aocke Kpaiku-imnopTepa ado [loche
AocnipKkyBaHoro nikapcekoro 3acoby. MpoToKonM BUPOBHWULITBA, YNakoBKi Ta awanisy Gynu nepernsHyTi i BCTaHOBNeHa
BianOBigHICTE GMP.

Person authorizing the batch release: /

Ocoba, sika fae Zo3Bin Ha Bunyck cepil:

Name: / Site: / Semoy /
Mpizsulte: (0 BupoBhuua ginbhuust:  Cemya

Date; / T T e

Hara: S A ol T T

Position: / /=" Jmk\’ (A N Signature: /
MNocaga, 4" = . e o Mignunc:

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail, | Y pa3i 6yan-sikix poabikrocten abo CymHiaia Mix BEPCIAMK aHIMICEKOO Ta YKPATHCEKOIO MOBaMM NEPEBAXHY CUNY Mae Bepcis
BHFNIFCHKOKD MOBOIO.
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Merck Sante s.a.s.
Production Center Semoy,
2 rue du pressoir vmrr%
45400 Semoy | France;
+33 (0)2 38 61 84 24

Certificate of Analysis No, 000154228 / Cepruchikar AHanisy Ne 000154228

GLUCOVANCE®, film-coated tablets 500 mg/ 2.5 mg Ne30 (15x2) in blisters /
[MIOKOBAHC®, TabneTku, BKpUTI AAIBKOBOK 0BONoHKo, 1o 500 mr/2.5 mr Ne30
(15x2) y Bnicrepax

Name of the Product: /
Haasa MNpogykTy:

Finished product code: / 3952870019 Manufacturing Date: /
Homep rotoBoro NpoayKTy: Hata supobHuursa: 04.10.2023
Batch Number: / Y4384V
Homep Cepii:
Bulk Batch Number: / Y4384V Expiry Date: / TepMin npugaTHocTi: 09.2026
Homep Cepii INpogyxTy in bulk:
Procedure: / SE.L 20016 VP Batch size (in boxes): / 35224
Mpougaypa: Poanmip Cepii (8 ynakoskax):
Specification: / Cneuvdikauis: GLUCOVANCE 500/2.5-SE Version: 2
Tests / Requirements / Results /
NokasHukm Bumorn PeaynstaTtu
Appearance / Pale orange capsule shaped, biconvex, film-coated | Complies /
Orue tablet with 2.5 engraved on one side / Bignosigae
MNpopogryeator dopmu geoonyini Tabnetku csitno-
OPAHXEBOro KOMbOpY, BKPUTI NNiBkoBOIO 060MOHKOI 3
rpasitoBadHam «2,58» 3 oaHoro Boky
Identification / lneHTudikalis By HPLC / BEPX:
Metformin / :
| The retention time of the metformine peak in the Complies /
i sample chromatogram must correspond to that of
MeThopmity . the standard /
i Yac yTpuMyBaHHsa OCHOBHOTO Mika METEIOPMIRY Ha Bignosinae
XpomaTorpami BunpobyBsaHoro posunny, Mae
BIANOBIAATH YaCY YTPUMYBAHHA OCHOBHOIO Niky
MeThOopMiny Ha Xpomartorpami CTaHAapTHOro POIUMHY
Glibenclamide / The retention time of the glibenclamide peak in the | Complies/
sample chromatogram must correspond to that of
the standard /
miGeHknamigy Yac yTpumyBaHHR OCHOBHOrO niky rniexknamiay Ha Bignosinae
XpOMaTorpami BunpobyBaHoro poaduHy, Mae
BIANOBIAATA YaCY YTPUMYBAKHS OCHOBHOTO MKy
rnifeHknamigy Ha XpoMaTorpami cTasgapTHOro
POBHURY
Average mass / Must compiy with Eur. Ph, 621 mg/wmr
CepepgHa Maca (Average mass 612 mg x 5%)/ ]
Uniformity of Mass / MNoeunrHi BignosinaT suMaram €sp. dapm. (cepeaHs Complies /
OpHOpIgHICTL MacH maca 612,0 mr + 5%) Bignosinae
Disintegration / Not more than 20 minutes / <20 minutes /
PosnanaHHs He Binble 20 XBUNuH XBUNUH
Assay / KinbKicHe BUSHAYEHHS By HPLC [ BEPX:
Metformin hydrochioride / 475 ~ 525 mg / tablet (95.0% - 105.0%) / . 498 mg [ tablet/
MeTcopmity rigpoxnopuay 475,0 — 525,0 mr/ Tabn. (95.0% - 105.0%) i mr/ taén.
Glibenclamide / 2.38 - 2.62 mg / tablet (95.0% - 105.0%) / 2.47 mg / tablet/
niberknaminy 2,38 - 2 62 mMr/ 1adn. (95.0% - 105.0%) mr/ Tabn,
Content Uniformity / By HPLC / BEPX
OnHOPIgHICTL BMICTY : i
Glibenclamide / 85 - 115% of average content and must comply with . Complies /
IniGerknamigy Eur. Ph./ i
85 - 115% Bip cepenHbOro BMICTY | NOBUHHE Bignosinae
signcerinaTv sumoram €sp. dapm.,
Dissolution
Glibenclamide (Blume method )/ Not less than 63% {Q) at 45 min/ Complies with S1/
PosunHenHs IiberknaMigy (Blume | He mexwe 63% (Q) yepes 45 xB Bignosigae St
method )
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Production Center Semmy
2 rue du pressoir vm(
45400 Semay | France
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Certificate of Analysis No. 000154228 / Ceprucbikat Ananisy Ne 000154228

Name of the Product: / GLUCOVANCER®, film-coated tablets 500 mg/2.5 mg Ne30 (15x2) in blisters /

Hassa fpoaykTy: TMIOKOBAHC®, TabneTku, BrkpUTi nniskosoio 000noHKow, no 500 mri2.5 mr Ne30
(15x2) y 6nicrepax

Finished product code: / 3352870018 Manufacturing Date: /

Homep rotosoro npoaykTy: [Jata supobHutrea; 04.10.2023

Batch Number: / Y4384V

Howmep Cepil:

Buik Batch Number: / Y4384V Expiry Date: / Tepmin npraaTHocTi: 09.2026

Homep Cepii Mpoaykry in bulk:

Procedure: / SE-L 20016 VP Batch size (in boxes): /

Mpoueaypa: Po3wmip Cepii (8 ynakoskax): 35 224

Specification: / Cneundbikauis: GLUCOVANCE 500/2.5-SE Version : 2

The tests, such as “Determination of impurities: Related substances of metformin hydrochloride (Cyanoguanidine
(dicyandiamide), other single impurity, total of impurities); Related substances of glibenclamide (Sulphonamide,
other singie impurity, total of impurities); Microbial purity; Dissolution (profile) Metformin hydrochloride;
Dissolution (profile) Glibenclamide (Blume method)” are conducted on a once a year basis by sampling method
to ensure the quality of the finished product. They are also performed in case of proposition of any significant
changes in the manufacturing process. The test is not routine and may not be included in the certificate of
analysis. / Bunpofysanhs, Taki Ak «BusHadyeHHs [OMIIOK: cynpoeigHi  goMiluku MeTdhopMiHy rigpoxnopuay
(LiaHoryaHianH (guuianpuamin), Byob-aka iHwa oguHuYHa AOMILLKE, cyMa fomillok); CynposiaHi SOMILWKK rniBeHknamiay
(cynbdoHamin, Byob-gKka iHWa OaUMHUYHA AoMiluka, cyma aomiwok); MikpoGionoriuHa unctota; PosunkeHrs (npodine)
MeTtchopmivy rigpoxnopuay; PoauuHerHs (npodins) Mnibenknamigy (Blume method)», npoBonsTeca 3a METOHOM
BUBIpKOBOrO KORTPONK Ha OAHIN cepil pas Ha pik ANA NIATBEPIYKEHHS AKOCTI rOTOBOTO NpoaykTy. BunpobysanHa Takox
NPOBOAATLCR B PA3i NPONO3ULLT, BYAb-SKMX ICTOTHUX 3MIH Y BUPOBHWYOMY npoueci. BunpoByBaHKs He pyTUHHE | MOXe
ByTH BigCyTHIM B CepTUiKaTi SKOCTI NPOAYKTY.

Decision: / ACCEPTED/
PiwenHs: CXBANEHO

Person authorizing the batch release: /
Ocoba, ska Aae [4osBin Ha BURYCK cepil:

Name: / ; .
Mpissuwe: ( 0 b
Date: / /\ R
[ara: S J (47‘ Tﬁz 1;3\3
AN

Position: /
[Mocana: = 5 /; VQ e,, P
Signature: / / / 08 JUiL 26
Mignue:

,,,,, , Z»f
SHOALIFIED PERSON

{n the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. / Y paai Syab-sxux posfkHocTed abo CymHIgiB MK BEPCIAMI aHIMINCHKOKD Ta YKPaTHCLKOI0 MOBAMY NEPEeBaXHy Gy Mac Bencia
AHITINCHKOK MOBOIO.
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