Mepk Wapn i Joym b.B,,
Baapaepser 39, 2031 BH Xaapnem,
MSD Higepnhanpu
Ten. +31 23-5153153
daxc 31 23-5148000

Ceptuodikar akocti cepii nikapcbroro 3acoby

Hassa AnymerT, TabneTkn, BKpUTi Naiskosoto o6onoHKoto, no 50/500 mr
Nikapcbka popma TabneTku, BKPUTI NAiBKOBOI 060/10HKOIO

Lo3yBaHHA Curarnintud 50 mr, MeTtdopminy rigpoxnopugy 500 mr
NakysaHHA 14 tabnetok 8 6aicTepi; 4 6aicTepu 8 KAPTOHHIN KOPOOLI
Cepin Y014550

Cepia in-bulk 0001777398

Homep npoayKry 6747

Marepian 1006798

Onuc Anymet 50/500mr 4x147ab ykp

KinbKicTb B cepii 1260 ynakoBoK

[arta BupobHuuTea 12.04.2024

TepmiH npuagaTHOCTI 04.2026

Kpaina supo6Huk in Bulk Cinranyp

KpaiHa BupobHUK Hiaepnaxamn

BupobHUK BiANOBIAaNAbHMIA 32 Mepxk Wapn i doym B.B., Hinepnanau

BUNYCK cepii

Appeca Baapaepser 39, 2031 EH Xaapnem, Higepranau

KpaiHa npusHayeHHA YKpaiHa

PeecrpauiiiHe nocsigueHHs UA/11003/01/01

Niuensia Ne 108958 F

Ceptudikar signosigHocri GMP NL/H 21/2035427A

Pe3ynbTaTu NpoBeseHHn aHai3y AKOCTI nikapcbKoro 3acoby y signosianocti ao MKA, PN Ne UA/11003/01/01

MoKasHUKU KOHTPOJIIO Bumoru MKA PesynbTati
aHanisy
Onuc TabneTku, BKPUTI NAIBKOBOIO 0BONOHKOIO CBITN0- Bignosifae

POXEBOro KONbopPY 3 rpasitosaHHAM "575" 3 oaHOro
HOKy Ta rnageHbKi 3 iHworo 6oky

laeHTndikauin: Yac yTpumysaHHA niky metrdopmiHy Ha xpomatorpami | Bignosiaae
MeTtdopmiHy rigpoxnopug, (BEPX) sunpobysaHoro posuvHy Mae signosifatu dacy
YTPUMYBaHHA MKy MeTOOpMIHY Ha Xpomatorpami
CTaH4apTHOro posyuHy (8 mexax  2,5%)

laeHTndikauin: Yac yTpMMYBaHHA NiKy CUTarAinTUHY Ha Xpomatorpami | Bianoeinae
Curarnintudy (BEPX) BunpobyBaHOro pO3YMHY Mae Bignosigatm uyacy
YTPUMYBaHHA MiKy CUTarninTUHY Ha XpomaTorpami
CTaH4apTHOro po3suuHy (B mexax + 2,5%)
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laeHTudiKauin : [losxMHa XBUT MaKCUMaibHOro NOrUHAHHA 8 YO Bignosigae
Metdopmit rigpoxnopua (YO)~ CMeKTpi, B3ATa y BEPLIMHI Nika MeTGOPMIHY Ta nika

CUTArNTUHY Ha XpomaTorpami sunpobosysaHoro

3pasKa, 3HaXOAUTHCA B Meax + 2 HM Bifj AOBKUHK

XBWU/I MaKCUMaNbHOro NOFAWHaHHA y BignosigHomy YO

CNeKTpi, B3ATO! AN CTaHAapTy
laeHTudikayin ¢ [OBXKUHA XBUAT MaKCUMaNbHOTO NOTAUHaHHSA B YO Bianosinae
CMTarninTMHy(yCD)* CMEKTpi, B3ATa y BEPLUMHI Nika MeTGOPMiHY Ta nika

CUTArNINTMHY Ha XpomaTtorpami BunpobosyBaHoOro

3pasKa, 3HaxoaUTECA B Mewax + 2 HM Bij, LOBKUHU

XBUAI MaKCUMaILHOFO NOMIMHAHHA Y BignoBigHomy YO

CNEeKTpi, B3ATOI ANA CTaHAapTy
KinbKicHe BU3HAYEHHSA: 95,0 - 105,0% Big, 3aAB8/€HOI Ki/IbKOCTi 100,0 %
MeTtpopminy rigpoxaopupg, (BEPX) 3aAsnieHa KinbKictb = 500 mr
KinbKicHe BU3HAYEHHA: 95,0 - 105,0% Bin, 3aABN€HOT KiNbKOCTI 98,9 %
Cutarnintuny (BEPX) t 3asBneHa Kinbkictb = 50 mr
MpopykTn posnagy: Makcumym 0,1% 0,0%
MetdopmiHy rigpoxnopua;:
Byab-AKNX HecneuupivHUX
MpoAayKTiB
ApoayKTn posnagy: Maxkcumym 0,2% 0,0%
MeTtdopmiHy rigpoxnopug:
Cyma
MNpoaykTH po3naay: Makcumym 0,2% 0,0%
CuTarnintuHy:
Byab-aKkux HecneLubivHUxX
NpPOAYKTIB
MpoayKTH posnaay: Makcumym 0,2% 0,0%
CutarninTuHy:
Cyma
OaHopigHicTb A03YBaHHA: Bignosinae ®apm.CLLUA. / €sp.dapm. Bignosigae
Mertdopminy rigpoxnopus (BEPX)
OAHOopiIAHICTD AO3YBaHHA: Bignosisae ®apm.CLUA. / €sp.dapm. Bignosigae
Cutarnintuny (BEPX)
Po3unHeHHA: MeTdopMmiHy Bianosigae sumoram ®apm.CLLA. 97%
rinpoxnopun, He meHwwe 85 % (Q=80) Bif 3aABNEHOro BMICTY

KOMHOTO aKTMBHOrO KOMNOHEHTa, L0 MaE

po34uHATUCA Yepes 20 XBUAKH
PosuunHeHHA: CUTarNINTUHY Bignosinae sumoram ®apm.CLIA. 95%

He meHwe 85 % (Q=80) Bin 3aaBNEHOrO BMICTY

KOMHOMO akTUBHOIrO KOMNOHEHTa, WO Ma€

po3unHaTUCA HYepes 20 XBUAnH
XpomarorpagiuHa uucrora NDMA | He 6inbwe 0,048 ppm ND

(N-HiTpO30AUMETUNEMIH)

ND (He Bu3Ha4a€eTbeA):

NDMA pesynbtar < 0.0024 ppm

NQ (He nigaaerbes KisibKicHil ouinui):
NDMA pesyabtat < 0.0048 ane > 0.0024 ppm




XpomartorpadiuHa uuctora NTTP #

He 6inbwe 0,37 ppm

ND = Mea BUABNEHHA:

NTTP pesynbtaT < 0.05 ppm

NQ = Mexa Ki/ibKicHoro BusHa4yeHHs:
NTTP pesyabtar < 0.10 ppm 2 0.05 ppm

ND

Cyma Hirposamiuis (NTTP , NDMA)

He 6inbuie 100 %

0%

** AnbTepHaTneHi MeToau. laeHTudikaiis mosxe 6yTU BUKOHaHa 1Y meTogom abo meTonom BEPX-YO.
. KinbKicHe BU3Ha4YEHHA CUTArAINTUHY B NepepaxyHKy Ha BibHY OCHOBY.

# - Tecrysanna NTTP ripu sunycky 6yae nposegeHo Ha 3paskax in bulk nikapcbkoro 3acofy.

Lium f 3acBiguyto, Wo HaseaeHa Bullle iHGOPMAaLLiA € AOCTOBIPHOIO Ta TouHoto. Lito cepito npenapaty 6yso
BUPOBAEHO (BKAIOYAIOUM NaKyBaHHA/MapKyBaHHA) Ta NPOBEAEHO KOHTPONL AKOCTI Ha BULLL@3a3HaYeHIN inbHUL
y NoBHil signosigHocti 3 BUMoramu GMP, BCTaHOBAEHUMU MICLLEBUM PEryIATOPHUM OPraHoMm, a TakoX
BiANOBIAHO A0 cneundiKaui, Wo MicTATLCA Y peecTpauiiHomy Aocbke. MPoToKoM BUPOOHULTEA, NaKyBaHHA Ta
aHanisy 6yno nepernaHyTo Ta BCTaHOBAEHO BianosigHicTL GMP.

YnosHosayeHa ocoba
Mianuc
[ata sunycky cepii / nignnucanus

/lWmamn/ v

0po6peHo 02.10.2024 /nidnuc/
H.dy6aw

YnosHoBaXeHa ocoba

Mepk Wapn i oym b.B., HinepnaHau

Nigrorosnexo:

P Jlyiikep b /nidnuc/ 01.10.2024
MNepesipeHo: _

C sar dep Myn /nidnuc/ 01.10.2024
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CERTIFICATE of QUALITY of Medicinal Product Batch

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem

The Netherlands

Tel. +31 23-5153153
Fax-+31 23-5148000

Product Name JANUMET®, film-coated tabiets 50/500 mg

Dosage Form Film-coated tablet

Strength 50 mg Sitagliptin./ 500 mg Metformin Hydrachioride

Packaging 14 tablets in blisters; 4 blisters in carton package

Batch Number Y014550 Product Number 6747

Bulk Batch Number 0001777398 Material Number 1006798
Description JANUMET 50/500MG

Batch Quantity 1260 packs 4X14TAB UKR

Manufacturing Date 12-Apr-2024

Expiry Date 04-2026

Country of Bulk Manufacturer Singapore.

Country of Manufacturer
Reléasing Site

Releasinhg Site Address

Target Country

Registration Cettificate
Manufacturing License Number
GMP Certificate Number

The Netherlands

Merck Sharp & Dohme B.V., The Netherlands
Waarderweg 39, 2031 BN Haarlem, The Netherlands
Ukraine

UA/11003/01/01

108958 F

NL/H 21/2035427A

Quality Analysis Results. of the Medicinal Product in compliance with MQC of Reg.Cert. Ne UA/11003/01/01

Characteristic ‘Specification Results
Appearance Light Pink, Film Coated Tablet, Conforms
Debossed ‘575' on-one side and blank on the other
ldentity: Metformin The retention times of the metformin peak in thé sample and standard Conforms
Hydrochloride(HPLC) chromatograms, are essentially the same (within +/- 2.5%)
Identity: Sitagliptin (HPLC) The retention times of the sitagliptin peak in the sample and standard Conforms
chromatograms are essentially the same (within +/-.2.5%)
Identity; Metformin Hydrochloride(UV)* The wavelength of maximum absorbance in the UV spectrum taken at Conforms
the ‘apex of the metformin peak in the sample chromatogram is-within &
2 nm of the wavelength of maximum absorbance in the corresponding
UV spectrum taken for the standard.
Identity: Sitagliptin (UV)* The wavelength of maximum absorbance in the: UV spectrum taken at Conforms
the apex of the sitagliptin peak In the sample chromatogram is within + 2
nm of the wavelength of maximum absorbance in the corresponding UV
spectrum taken for the standard.
Assay: Metformin Hydrochloride 95.0 - 105.0% of Label Claim 100.0%
(HPLC) Label Claim per tablet = 500 mg
Assay: Sitagliptin (HPLC)t 95.0 - 105.0% of Label Claim 98.9%
Label Claim per tablet = 50 mg
Degradates Metformin Hydrochloride : Maximum 0.1% 0.0%
Any Unspecified Degradate (HPLC)
Degradates Metformin Hydrochloride : Maximum 0.2% 0.0%
Total Degradate (HPLC)
Degradates Sitagliptin: Any Maximum 0.2% 0.0%
Unspecified Degradate (HPLC)
Degradates Sitagliptin: Total Degradate ~ Maximum 0.2% 0.0%
{HPLC)
Dose Uniformity: Metformin Conforms to USP {EP Conforms
Hydrochioride(HPLC)
Dose Uniformity: Sitagliptin (HPLC) Conforms to USP'/ EP Coriforms
Page 1of2

Proprietary




Proprietary

Merck Sharp & Dohme B.V.

MSE} Waarderwag 39
© 2031 BN Haarlem

The Netherlands

Tel. +31 23-5153153

Fax +31 23-5148000

CERTIFICATE of QUALITY of Medicinal Product Batch

Product Name JANUMET®, film-coated tablets 50/500 mg

Dosage Form Film-coated tablet

Strength 50 mg Sitagliptin / 500 mg Metformin Hydrochloride

Packaging 14 tablets in blisters; 4 blisters in carton package

Batch Number Y014550 Product Number 65747

Bulk Batch Number 0001777398 Material Number 1006798
Description JANUMET 50/500MG

Batch Quantity 1260 packs 4X14TAB UKR

Manufacturing Date 12-Apr-2024

Expiry Date 04-2026

Country of Bulk Manufacturer Singapore

Country of Manufacturer The Netherlands

Releasing Site Merck Sharp & Dohme B.V., The Netherlands

Releasing Site Address Waarderweg 39, 2031 BN Haarlem, The Netherlands

Target Country Ukraine

Registration Certificate UA/11003/01/01

Manufacturing License Number 108968 F

GMP Certificate Number NL/H 21/2035427A

Quality Analysis Results of the Medicinal Product in compliance with MQC of Reg.Cert. Ne UA/11003/01/01

Characteristic Specification Results

Dissolution: Metformin Hydrochloride The tablets conform to USP requirements with not less than 85% (Q= 97% *
80) of the labeled amount of each active dissolved in 20 minutes

Dissolution: Sitagliptin The tablets conform to USP requirements with not less than 85% (Q = 95%

80) of the labeled amount of each active dissolved in 20 minutes

Chromatographic Purity: NDMA (N- Maximum 0.048 ppm ND
nitrosodimethylamine) ND {Not Detectable):
NDMA result < 0.0024 ppm
NQ (Not Quantifiable):
NDMA result < 0.0048 but
> (.0024 ppm
Chromatographic purity: NTTP # Maximum 0.37 ppm ND
ND = LOD (Limit of Detection).
NTTP result < 0.05 ppm
NQ = LOQ (Limit of Quantitation):
NTTP result < 0.10 ppm
2 0.05 ppm
Total nitrosamines (NTTP, NDMA) Maximum 100% 0%

* Alternate methods. Identification by either IR or HPLC-UV can be performed
T Assay Sitagliptin is calculated on the free base
# NTTP testing at release will be performed on bulk drug product (DP) samples

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 Registration Dossier. The batch processing; packaging and analysis records were reviewed and found to be in
compliance with GMP.

Approved
N. Dubash, MSe

02 0CT 2024

Qualified Person
Merck Sharp & Dohme B.V,
Haarlem, The Netherlands

o /LL&
h Performed by /2 kwj&,,\ NG W.Pl\jc w
Date of Batch Release /

Signing ‘ Raviewed by: o Sy bt ,r/ /5//

Qualified Person
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