JIEP’KABHA CJIVKBA 3 JTIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH V KHIBCHKIN OBJIACTI

nipoB. Ceitimunoi Hapii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOV 37078774

BUCHOBOK
Npo AKICTH BBE3€HOT0 B YKpaiHy JikapcbKoro 3acody

02.08.2024 ‘ Ne 37736/24/10

ITIIOKOBAHC®

(HaliMEHYBaHHS JTIKAPCHKOTO 3ac0GY 3TiHO 3 PeECTPaLiiHIM MOCBI[YCHHAM)
Ta6JIeTKH, BKPUTI IUIIBKOBOI0 060.10HK010, 10 500 Mr/5 Mr; o 15 Tabaerok y Gicrepi; mo 2
oicTepu B KapTOHHIl KopoOui

(popma BHTIyCKY, AO3YBAHHA, BHJ IaKYBaHHA JTiKapcLKOro 3acoby)
Howmep peccrpaniitsoro nocsiguenns UA/5390/01/02 crpox i peecpaniiinoro nocsindennsa 01.01.2099
Cepis nikapcbkoro 3acoby Ne Y4330 KinbkicTs BBE3€HOTO JTiKapchkoro 3acoby 12096

Bupo6HuK Mepxk Canre, Opanuis

(HaliMeHYBaHHS BUPOBHUKa Jlikapchkoro 3acoBy, Kpaia TOXOMKEHH)

Baesero B Yrpainy TorapucTeo 3 06MexeHoto Bianosinansuicrio "ACIHO VKPAIHA",
imen. xon: 42274733

(waiimenyBarHs Ta kol 3a €JIPTIOY topuamuroi ocobn abo npissuule, im'st, 1o GaThKoBI pizHuHOI
0co6H - mignpueMus, i Miclie MPOXUBAHHSA Ta peccTpaliiiHnit HoMep 06J1iKOBOT KapTKH IUIATHUKA
IIOHATKiB abo cepis Ta HOMep MacropTa)

Hporokon Bisyansnoro konrpoiio six 29.07.2024 Ne 2192/14.

3a pesynbTaTaMM  JEpXKaBHOTO KOHTPONIO BCTAHOBJIEHO, IO nikapcekuii 3aci6 BBe3eHo B YKpainy 3

IIOTpI/IMaHHHM BUMOT 3aKOHOJABCTBA IOZ0 3a6e3MeUeHHs AKOCTI NIKapChKUX 3aco0iB.

Ontra CPLOMIEN

{hpnfa v apiamenc)
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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 Bunywenoi Cepii
Certificate of GMP Compliance / Ceptudikar signosigHocti GMP

Name of the Product: / GLUCOVANCE®), film-coated tablets 500 mg/5 mg Ne30 (15x2) in blisters /
Hasea Mpoaykry: IMIOKOBAHC®, Tabnetiu, BKpUTi nniskosoto 060noHKo, no 500 mr/5 mr Ne30

(15x2) y Bnictepax
Finished product code: / 3852880018 Manufacturing Date: / 07.02.2023
Homep roToBOro NPoAyKTY: [ara supobruLirea.
Batch Number: / Y4330
Howmep Cepil:
Bulk Code: / FR21M88 Expiry Date: / Tepmix npuaaTHocTi: 31.08.2026
Homep Mpopgykry in bulk:
Bulk Batch Number: / Y4330 Batch size (in boxes): /
Homep Cepii Mpopyxry in bulk: Po3mip Cepil (B ynakoskax): 38 491
Importing Country: / Kpaika Imnoprep: Ukraine/ Ykpaina
Strength / Potency: / One tablet contains metformin hydrochloride 500 mg, glibenclamide 5 mg/
Cuna gil / AKTUBHICTb! Opsa Tabnetka MicTuTs MeTdopmiHy rigpoxnopuay 500 mr, rniberknamigy 5 mr
Dosage Form: / Film-coated tablets 500 mg /5 mg/
Jlikapceka dopma: TabneTku, BkpuUTi MAiBKOBOW 060NoHKOW, 1o 500 mr/ 5 mr
Package Size and Type: / 15 tablets in blister; 2 blisters in carton box /
Tvin | PoaMmip Ynakosku: 15 TabrieToK y GricTepi; 2 Gnictepy B kKapToHHIA kopobL
Marketing Authorization Number: /
Homep PeecTpauiiHoro flocsigqenHs: UAISS=0I0810%
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 JideHsii BupoBHuka, KoTpui Mepk CaHTe, ®paHuia
sunyckae cepito B obir: 2 pro o Mpeccyap Bep, Cemya, 45400, dpanLiia

No. 2022_98_1/

Country of Origin: / Kpaina-sripobHnx: France | ®panuis

Certification Statement: / 3asBa npo cepTuchikauio:

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 GNP
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. /

Lum niaTeepmxyo, WO BUWE3asHaueHa iHhopMauis € AocTosipHow § TouHol. [lana cepis BUpoBreHa, BKIKOHAHUM
YNAKOBKY/MapKyBaHHS! Ta KOHTPOMNL SIKOCTI, Ha BiLjesasHadeHit AinbHuli i 8 NOBHIA sipnosigHocTi 3 Bumoramu GMP
nokansHuUx KosTponioounx Opradis, a TakoxX 3i creuudikalismin peecTpauiiHoro Aocke KpaiHu-ivnoprepa abo [ocbe
JocripKysaroro nikapcskoro 3acoBy. Tpotokonu BUpoBHULTEE, YNAKoBKM Ta aHanisy Synu nepernsHyT i BCTAHOBMNEHA
signosigHicTe GMP.

Person authorizing the batch release: /
Ocoba, sika Jae [103BiNn Ha BUNYCK cepil:

Site: / Semoy /
3 PEREGN BupobHuya pinbruus:  Cemya

Name: / :
MpissuLie: QUALIF

k

Date: / !
Past é; 19 JAN 2024

‘
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§

i
2

i

Position: / ¥ b
ﬂ : e o g &) ‘
ocapa T.A STEFANQVICE

S8E

Signature: / *
Mignuc:

[

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. | Y pasi 6yab-skux posikHocTedt abo CyMHIBIB MK BEpCisSMUM HITIACLKOI0 Ta YKPATHCLKOK MOBaMU nepeBaxHy Cury mae Bepcia

AHrMIRCHKOK MOBOIO.



Merck Sante s.a.5.
Production Center Semoy
2 rue du pressoir ver

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

" Certificate of Analysis No. 000150258 / Ceprucikat Axanisy Ne 000150258

Name of the Product: / GLUCOVANCE®, film-coated tablets 500 mg/5 mg Ne30 (16x2) in blisters /
Hazsa lMpoayxry: FTOKOBAHC®, tabnieTku, BrpuTi nniskosoto ofonoHkoto, no 500 mr/5 mr Ne30
(15x2) y BricTepax
Finished product code: / 3952880018 Manufacturing Date: /
Homep roToBOro NPOAYKTY: [ara supobHuLTBa: 07.09.2023
Batch Number: / Y4330
Howep Cepil:
Bulk Batch Number: / Y4330 Expiry Date: / Tepwmin npuaaTHoCTi: 08.2026
Homep Cepii NpoayxkTy in bulk:
Procedure: / SE-L 20016°'VF Batch size (in boxes): /
Mpoueaypa. Poamip Cepii (B ynakoskax): 38 491
Specification: | CreLmdikatyis: GLUCOVANCE 500/5-SE Version : 2
Tests ! Requirements / Results /
[oKa3HuKM Bumoru PesyneTatn
Appearance / Yellow, oblong biconvex, film-coated tablet with 5 Complies /
Ornuc engraved on one side / Bianosinae
MpoaoerysaToi hopmu ABOONY K TABNETKM HKOBTOTO
KOMNLOPY, BKPUTI NMIBKOBOK OBOOHKO 3
rpasitoBaHHaM «5» 3 0aHOro Boky
ldentification / lgeHTudikaLlis By HPLC / BEPX:
Metformin /
The retention time of the metformine peak in the Complies /
sample chromatogram must correspond to that of
MeTdhopmiH the standard /
Yac yTpumMyBaHHs OCHOBHOTO Niky MET(OpMIHY Ha Bignosigae
xpomaTorpami BunpobysaHoro posyuky, mae
BiANOBIAATN YaCy YTPUMYBaHHS OCHOBHOTO fika
MeThOPMIHY Ha XpOMaTOrpami CTaHAapPTHOMO PO3UMHY
Glibenclamide / The retention time of the glibenclamide peak in the | Complies /
sample chromatogram must correspond to that of
the standard /
nibexknamin Yac yTpyMyBaHHs OCHOBHOFO fiika rniferknamigy Ha Bignosinae
xpomaTorpami BunpobysaHoro posunHy, Mae
BIANOBIAATI Yacy YTPUMYBaHHS OCHOBHOIO Miky
rriGenknamigy Ha xpomaTorpami CTan4apTHOro
PO3YKHY
Average mass / Must comply with Eur, Ph. 623 mg/ mr
CepepgHst maca (Average mass 612 mg & 5%)/
Uniformity of Mass / MosunHi BignosinaTy BuMoram €sp. Gapm. (cepesHs Complies /
OAHOPIAHICTL MacK maca 612,0 mr £ 5%) Bignoeinae
Disintegration / Not more than 20 minutes / < 20 minutes /
PosnagaHHa He Ginbule 20 xBuivH XBUNUH
Assay [ KinskicHe BU3Ha4YeHHA By HPLC / BEPX:
Metformin hydrochloride / 475 — 525 mg / tablet (95.0% - 105.0%) / 501 mg / tablet/
MeTchopminy rigpoxropuay 475,0 - 525,0 mr/ 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
OpHopiaHICTL BMICTY
Glibenclamide / 85 - 115% of average content and must comply with | Complies !
niGerknamigy Eur. Ph./
85 - 115% Big cepeqHbOro BMICTY i NOBMHHE Bignoeinae
signosigam sumoram €8p. Papm.
Dissolution
Glibenclamide (Blume method )/ Not less than 63% (Q) at 456 min / Complies with $1/
PosunHenHs MniGeHknaminy (Blume | He meniwe 63% (Q) yepes 45 xB Bignosinae S1
method )




Merck Sante s.a.s.
Production Center Semoy|

+33 (0)2 38 61 84 24

Certificate of Analysis No. 000150258 / CepTtudikat Ananiay Ne 000150258

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

Haasa Mpogykry: ITIHOKOBAHC®, Tabrievku, BKpUTI MNIBKOBO0 oGonoHkoto, o 500 mr/5 mr Ne30
(15x2) y Bnictepax

Finished product code: / 3952880018 Manufacturing Date: /

Howmep roTosoro npogykry: [lata BupoBHuLTBAa: 07.09.2023

Batch Number: / Y4330

Homep Cepi

Buik Batch Number: / Y4330 Expiry Date: / Tepmin npugaTtHocTi; 08.2026

Howmep Cepii MNpogykry in bulk:

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

Mpouenypa: Poamip Cepii (B ynakoskax): 38 4N

Specification: / Creuudikauis: GLUCOVANCE 500/5-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 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. [/ BunpoBysaHHg, Taki aK «BusHaueHHs Aowmiwok: CynposigHi  BOMILLKY  MeThOPMiHY rigpoxrnopugy
(UiaHoryaHianH (auumangiamia), yab-ska iHwa OfMHIYHa JoMiluKa, cyma AoMILLOK); CyrposifHi AomiLLKu rnibeHknamigy
(cynbcpoHamia, Byab-sika HLLE OAMHIHE NOMILLKa, cyma pomiwiok); Mikpobionoriuna uncroTa; PosunHeHHs (npodink)
Metcpbopminy rinpoxnopugy; PosduHeHHs (npopinb) Tnibenknamin (Blume method)», NPoBOAATLCA 32 METOAOM
BUGIPKOBOrO KOHTPOIIO Ha OfMHIl cepii pas Ha PiK N5 NiATBEPKEHHS SKOCTI FOTOBOMO fPOAYKTY. BunpobyBaHHs Takox
NPOBOLATLCSA B paai nponosuuii, Byab-siknx ICTOTHUX 3MiH y BrpoGHI4OMy npoueci. BUnpoBysaxHa He pyTuHHE | MOXe
GyTu BigcyTHiM B8 cepTudikaTi sikocTi npoaykry.

Decision: / ACCEPTED /

Pituerns: CXBAJIEHO

Person authorizing the batch release: /

Ocoba, sika aae Jo3BiN Ha BuRYyCK cepil:

Name: /

Mpissuiye:

Catesy QUALIFIED PERSON
Hata: . o A
Position: / Cn ; .
Mocapa: ; 18 JAN 2024
Signature: /

Hianuc: TA STEFANOVICI

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shail
prevail. /'Y pasi byab-skux posbixHocTes abo cymHiie Mix BEPCIAMM aHrNIRCLKOI0 Ta YKPaiHCLKOIO MOBaMU nepesaxHy cuny mae Bepcisi
AHTNINCHKO MOBOIO.
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