NEPJKABHA CJYXKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHiBCHKINA OBJIACTI

nipos. Ceitnuanoi Hanii, 3, m.Kuis, 02099, Tex/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €[IPTIOY 37078774

BUCHOBOK
Npo AKICTh BBE3EHOro B YKpaiHy JikapcbKoro 3acody

02.08.2024 , Ne 37736/24/10

I TIOKOBAHC®

(HaliMCHYBAHHS JlIKapChKOro 3aco0y 3TiTHO 3 peeCcTpaliiHiM MOCBI[YCHHM)
Ta6eTKN, BKPUTI IUIIBKOBOIO 060,10HK010, 110 500 Mr/5 Mr; o 15 Tabaerok y GaicTepi; 1mo 2
Omicrepu B KapTOHHIl KopoO6ui

((popma BHITYCKY, I03YBAHHA, BUK aKyBaHHs JiKapchKoro 3acoby)
Howmep peectpaniitnoro nocsinuenns UA/5390/01/02 crpox nii peectpaniitsoro nocsindenns 01.01.2099
Cepis nikapcekoro 3acoby Ne Y4330 KinbkicTs BBE3€HOTO Jikapchkoro 3acoby 12096

BupoGHHK Mepk Canre, Opaniis
(HalMeHyBaHHA BUpoGHHUKa JiikapchKoro 3acoby, kpaiHa TTOXOJKEHHS)

Baesero B Ykpainy Torapucrso 3 o6Mexeno Bixnosinanspuictio "ACIHO VKPAIHA",
imen. xon: 42274733

(safiMenyBarHs Ta koj 3a EJAPTIOY ropuanuroi ocobu abo npisBuLLE, iM'A, 110 6aThkoBi (izHTHOT
0co6H - HignpueMs, ii Miclie IPOXKUBaHHS Ta peecTpalifinui HoMep 06J1iKOBOT KapTKH IJIaTHAKA
IozaTkis abo cepis Ta HOMEp NacIopPTa)

Hporokon Bisyansnoro kourpoao sin 29.07.2024 Ne 2192/14.

3a pesynpTaTaMH JIEPXKABHOIO KOHTPONIO  BCTAHOBJIEHO, IO mikapcekuii  3aci6  BBeseHo B YKpaiHy 3

JOTPHMMAHHSAM BuMOr 3aKOHOAABCTBA MO0 sabesnedeH s SKOCTI NikapehKuX 3acobiB.
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Merck Sante s.a.s.
Production Center Semoy
2 rue du pressoir vert
45400 Semoy | France
+33 (0)2 38 61 84 24

Batch Release Certificate / Ceptudikat Bunyweroi Cepii
Certificate of GMP Compliance / Ceptudikart signosigHocti GMP

Name of the Product: / GLUCOVANCEB®), film-coated tablets 500 mg/5 mg Ne30 (15x2) in blisters /
Hasea Mpoaykry: ITHOKOBAHC®, TabneTku, BKpuTi nniskosoto 060noHKow, no 500 mr/5 mr Ne30

(15x2) y BnicTepax
Finished product code: / 3852880018 Manufacturing Date: / 07.02.2023
Homep roToBoro NpoaykTy: [ata upobrulTea:
Batch Number: / Y4330
Homep Cepii:
Bulk Code: / FR21M88 Expiry Date: / Tepmi npuaaTHocTi: 31.08.2026
Homep Mpogykry in bulk:
Bulk Batch Number: / Y4330 Batch size (in boxes): /
Homep Cepii MpopaykTy in bulk: Po3swmip Cepii (B ynakoskax): 38 491
Importing Country: / Kpaina Imnoprep: Ukraine/ Ykpaina
Strength / Potency: / One tablet contains metformin hydrochloride 500 mg, glibenclamide 5 mg/
Cuna pil / AKTUBHICTb: Opsa TabneTka MicTUTs MeThopmiHy rigpoxriopuay 500 wmr, rmiberknamigy 5 mr
Dosage Form: / Film-coated tablets 500 mg /5 mg/
Nikapceka Popma: TabneTku, BKpUTI NNiBKOBOK 0605I0OHKO10, Mo 500 Mi/ 5 Mr
Package Size and Type: / 15 tablets in blister; 2 blisters in carton box /
Tun | PoaMip Ynakosku: 15 TabreTok y Gnicrepi; 2 Grictepy 8 kapToHHIM KOPOOLI
Marketing Authorization Number: /
Homep PeecTpaulinitoro MocsigueHHs: UA/539001/02
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/
Hassa, Aapeca i Homep MMilensii BupoBHuka, kotpuin  Mepk CanTe, ®paHuis
Burnyckae cepiro 8 obir: 2 pio gio Npeccyap Bep, Cemya, 45400, dpatyis

No. 2022 98_1/

Country of Origin: / Kpaita-supobtnx: France ! ®paruis

Certification Statement: / 3asa npo cepTudikauio:

i 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 Producis. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. /

Lnm niaTeepmxylo, WO Buie3asHadeHa iHopMatis € aecTosipHol | TouHow. [ana cepis BUpOBIEHa, BKIIKYAUM
YRaKoBKY/MapKyBaHHS Ta KOHTPONb AKOCTI, Ha BUUIE3ASHAYEHIR AinbHULi | B NOBHIK sianosigHocTi 3 BuMoramu GMP
nokansHUX KoHTporiolumx Oprais, a Takox 3i creumdikalismu peecTpauifiHoro [oCke KpalHu-iMropTepa abo [ocbe
HOCHipKyBaHoro Nikapchkoro zacoBy. Tpotokon BUPoSHWLTEE, YRakoski Ta aHanisy Synu nepernaHyTi | BCTAHOBMNEHA
signosigHicTe GMP.

Person authorizing the batch release: /

Ocoba, sika fae fo3Bin Ha BUNYCK cepil:

Site: / Semoy /
BupobGruua aineruus:  Cemya

Name: /

Mpissuile: QUALH
Date: { .

Jara: é; 10 JAN 904 g? L : o
o B o S

Position: /

Mocapa: o o s sp g T ‘
Signfture: ! LA STEFANOVICE i A

Mignuc: L

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. I Y pasi yae-skux pos6ikHocTeld abo CyMHiBia MbX BEpCiaMI BHIMIACHKOI0 Ta YKPATHCHKOI0 MOBAMY nepeBaxHy cuny mae Bepcia
AHIMIACHKOI0 MOBOIO.



Merck Sante s.a.s.
Production Center Semoy
2 rue du pressoir ver

45400 Semoy | France
+33 (0)2 38 61 84 24

" Certificate of Analysis No. 000150258 / Ceprudikar AHanisy No 000150258
GLUCOVANCE®, film-coated tablets 500 mg/5 mg Ne30 (15x2) in blisters /
[THOKOBAHC®, Tabrietkun, BrpuTi nniskosoio 060N0OHKO, NO 500 mr/5 mr Ne30

Name of the Product: /
Hassa lNpoaykry:

(15x2) y Bricrepax
Finished product code: / 3952880018 Manufacturing Date: /
Homep roTosoro NpoayKTy: [ata supobruursa: 07.09.2023
Batch Number: / Y4330
Howmep Cepil.
Bulk Batch Number: / Y4330 Expiry Date: / Tepwin npuaatHocTi: 08.2026
Homep Cepii NpoaykTy in bulk:
Procedure: / SE-L 20016 VP Batch size (in boxes): /
Mpouepypa: Poamip Cepii (8 ynakoskax): 38 491
Specification: ! Crieundikatyis: GLUCOVANCE 500/5-SE Version : 2
Tests / Requirements / Results /
[MoxasHuku Bumoru Pesynerati
Appearance / Yellow, ablong biconvex, film-coated tablet with 5 Complies /
Onuc engraved on one side / Bianosinae
[poaocerysaTol (hopmu ABOONYKAI TAOINETKN KOBTOTO
KOMbOPY, BKPUTI NITIBKOBOI OBOSTOHKO 3
rpasitoBaHHsM «5» 3 oaHoro Boky
ldentification / laeHTudikallis By HPLC / BEPX:
Metformin /
The retention time of the metformine peak in the Complies/
sample chromatogram must correspond to that of
MeThopmiH the standard /
Yac yTpUMyBaHHS OCHOBHOTO Miky METHOPMIHY Ha Bianosiaae
xpoMaTorpami BunpoBysarHoro posduRy, Mae
BIANOBIASTW YaCy YTPHUMYBaHHS OCHOBHOTO fiika
MeThOopMiHY Ha XpomaTorpami CTaHAAPTHOTO PO3UKHY
Glibenclamide / The retention time of the glibenclamide peak in the | Complies/
sample chromatogram must correspond to that of
the standard /
niGexknamin Yac yTpuMyBaHHS OCHOBHOFO nika rriberknamigy Ha Bignosinae
xpomaTorpami BunpoBysaHoro posunHy, Mae
BIANOBIAATY Yacy YTPUMYBAHHA OCHOBHOTO Miky
rriGenknamMigy Ha xpomarorpami CTaH4apTHoro
pO3YKHY
Average mass / Must comply with Eur. Ph. 623 mg/ mr
CepegHst maca (Average mass 612 mg  5%)/
Uniformity of Mass / MosunHi BignosinaTh Bumoram €8p. dapu. (cepesHs Complies /
OpHopiaHICTE Macu maca 612,0 mr £ 5%) Bignoeigae
Disintegration / Not more than 20 minutes / < 20 minutes /
PosnagaHHs He Ginbwe 20 xpunnH XBUIUH
Assay [ KinskicHe BUaHa4eHHs By HPLC / BEPX:
Metformin hydrochioride / 475 — 525 mg / tablet (95.0% - 105.0%) / 501 mg / tablet/
MeTchopminy rigpoxnopuay 475,0 —525,0 Mmr / tabn. (95.0% - 105.0%) mr/ Tabn,
Glibenclamide / 4.75 - 5.25 mg / tablet (95.0% - 105.0%) / 4.91 mg / tablet/
[niGexknamigy 4,75 — 5,25 mr/ tabn, (95.0% - 105.0%) Mr / Tabn.
Content Uniformity / By HPLC / BEPX
OaHOPIAHICTE BMICTY
Glibenclamide / 85 - 115% of average content and must comply with | Complies 1
niGerknamipy Eur. Ph./
85 - 115% Big cepenHboro BMICTY i NosuHHE Bignosinae
signoeigaty Bumoram €sp. Papm.
Dissolution
Glibenclamide (Blume method )/ Not less than 63% (Q) at 45 min / Complies with $1/
Posuurerns Mmiberknamigy (Blume | He menwe 63% (Q) yepes 45 x8 Bignosinae S1
method )




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

Certificate of Analysis No. 000150258 / Ceprudpikar Ananiay Ne 000150258

Name of the Product: / GLUCQOVANCE®, film-coated tablets 500 mg/5 mg Ne30 (15x2) in blisters /

Haaga Mpopykry: FTIKOKOBAHC®, Tabnerk, BkpuTi nniBkosow 060oncHKoH, 1o 500 mr/5 mr Ne30
(15x2) y Bnictepax

Finished product code: / 3952880018 Manufacturing Date: /

Howmep rotosoro npogykry: [lara BrpoBHuLTea; 07.09.2023

Batch Number: / Y4330

Homep Cepii;

Bulk Batch Number: / Y4330 Expiry Date: / Tepmin npugaTtHocTi: 08.2026

Homep Cepii IMpoagyxry in bulk:

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

Mpouenypa: Poamip Cepii (B ynakoskax): 38 491

Specification: / Crneundikauis: GLUCOVANCE 500/5-SE Version: 2

The tests, such as “Determination of impurities: Related substances of metformin hydrochioride (Cyanoguanidine
{dicyandiamide), other single impurity, total of impurities); Related substances of glibenclamide (Sulphonamide,
other single 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. [/ Bunpobysauus, Taki K «BusHauyeHHs Aowmiwok: CynposiaHi  OOMILLKM  MeThopMiHy rigpoxropuay
(UianoryaninnH (numangiamia), 6yab-ska iHwa OfHIYHa [OMILLKE, Cyma [lomiLlok); CyrposiaHi BoMILLKK rribexknamigy
(cynbgpoHamia, Byae-aKa iHlla OauUHIUIHA [OMILLKE, cyma powmiok), MikpoBionoriuna uncrota; PosuuHeHHs (npodine)
Metcopminy rigpoxnopuy; Po3YMHEHHS (npotpinb) Tnibenknamin (Blume method)», NPOBOAATLCA 32 METOAOM
BUGIPKOBOrO KOHTPOMIO Ha OfHIN cepii pas Ha PiK N5 NIATBEPIKEHHSA SKOCTI rOTOBOTO npoAyKTy. BunpobyBaHHs Takox
NPOBOAATLCS B pasi nponosulli, Byab-sikux ICTOTHUX 3MiH y BrpoGHIOMY npotieci. BUnpoByBaHHs He pYTuHHE | MoXe
Byru BincyTHIM B cepTudikaTi akoCT npoaykTy.

Decision: / ACCEPTED /
PituermHs: CXBANEHO

Person authorizing the batch release: /
Ocoba, sika nae gos.in Ha BUITYCK cepil:

Name: /

Mpissuile:

Date: / QUALIFIED PERSON ,(
Hara: . ( P -
Position: / ‘o : ,
Mocapna: : 18 JAN 2024
Signature: /

Mianne: TA STEFANOVICI

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. /'Y pasi Syss-sixux posGiskHocTett abo cymHiBia Mixk BEPCiAMM aHIIACLKOIO Ta YKPaiHCLKOI MOBAMM nepesaxHy cuny Mae Bepcisi
aHTNINCHKOI0 MOBOIO.




