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AEPXKABHA CJIVKBA 3 MIKAPCHKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU ¥V KUIBCHKIA OBJIACTI

npos. Ceitmvmol Hazii, 3, m.Kusis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
1po SKICTh BBE3EHOT0 B YKpainy JIKapenkoro 3acoby

27.12.2024 Ne 67683/24/10

SIHYMET

{waitsierryrannn aikapeskoro 3acofy arimie 3 pecctpaniiins nocaimmensan)
rabaerky, BRpuTE 1AiBK0BOI0 0Gea0RK010, 1o 50 Mr/1000 Mr ; o 14 TadneTox y faicrepi; no
4 GxicTepu B KapToHHill Kopohui

((bopma rmycKy, A03YRAHNA, BIA NAKYBAHIHA TKIPCRKOTO 3200y}

Homep peectpanifinoro nocsizuenss UAS11003/01/03 crpok aii peecrpauiiinoro nocsiguenns 01.01.2099

Cepisg sikapeskoro sacoby Ne Y 017592 KinskicTs BBe3cHOTO NikapenKoro 3acoby 1270
BupoGuuk Mepx Hlapn i Joym B.B., Hinepmanan
(nafiserynama sHpofHIKa gikapenkore 3acofy, kpalia MOXOLKENHT)
Breaero. 8 Ykpaity Crinbne yrpaillcbKo-ecTOHCLKE MixnpHeMcTBo y hopMi TORapHCTB2
3 odmesxenoio BignoBizaasnicTio "OntiMa-Papm, JITH", inenr, xoa:
21642228

{naiimenypanua 1a Koa 3a CAPTIOY wpranynoi ocobit abo npizesne, im's, no Gatekosi (izsunoi
ocobn - niaapuemus, i micie npoximanua Ta peerTpanifiuni domep oOiKoBOT KaDPTKH MTEHIIRD
nopatkis abo cepid Ta BoMep nacnopTa)

TIpetoxo: sisynanuoro kentpoemo six 23,12.2024 X 4060/3.

3a pesymeTaTaMH epHABHOTO KOMTPOMIO BCTAHOBACHO, Mo Nikapcskmit 3aci6 Bmesemo B Yipainy 3
JOTPHMAHHAM simvor 3aK0H0ZaBCTEA BIOAG 3a8e3medeH A AROCT nixapesknx 3acoBis.

Ostera EPBOMEHKO

i rorTpomo) (TiamEc) (ininian Te:npizsmne)




MSD

Mepk Wapn i Joym b.B.,
Baapaepser 39, 2031 BH Xaapaem,
Hinepaaunau

Ten, +31 23 5153153

hake 31 23-5148000

Ceprudikar skocti cepii aikapcbkoro 3acoby

Hassa

Jlikapcbka dopma
Jo3yBaHus
[laxoBanus

Cepis

Cepis in-bulk
Howmep npoaykTy
Marepian

Onuc

Kinbkicts B cepil
Jara supodHuursa
Tepmin npugaTHocTi
Kpaisna supobuux in Bulk

Kpaina BupoGHuK

BupoGHuxk BianosixansHuii 3a BHNYCK
cepii

Anpeca

Kpaina npusHavenns

PeecrpauiiiHe nocsinyeHHA

Jlinensia Ne

Ceprudikar Bianosianocti GMP

SAuymer, TaGeTKH, BKPHUTI MJIIBKOBOIO 060/10HK010, o 50/1000 Mr
TabneTky, BKPUTI 11iBKOBOIO 060JOHKOIO

Curarairrrid 50 mr, Metgopminy rinpoxnaopuay 1000 mr
14 Tabnerok B 6nictepi; 4 6icrepy B kapTOHHiH KOpoOUi
Y017592

0001795265

6749

1997394

Sluymer 50/1000mr 4x141ab yxp

13400 ynakoBok

03.06.2024

06.2026

Cinranyp

Hinepnanan

Mepxk [Uapn i Jloym B.B., Hinepnanau
Baapaepser 39, 2031 BH Xaapnewm, Hinepnauau
Ykpaina

UA/11003/01/03

108958 F

NL/H 21/2035427A

Pe3y/ibTaTH MpoBeIeHHA AHANIZY AKOCTI JlikapebKoro 3acoby y sinnosianocti no AHJ, PIT Ne UA/11003/01/03

TToka3HHKHM KOHTPOJIIO Bumoru AHJI Peay.m,TaTn
aHajgizy
Onue Tabnerku, BKPUTI Mj1iBKOBOIO 060JI0HKOIO YEPBOHOTO KOJBOPY 3 B
rpaBipysaHHam "577" 3 ogHoro Goky Ta riaaki 3 iHworo 6oky
Inesendiicaning Merdiopwisy Yac YTPHMYBaHHA niky merdopMiny Ha 'xpomaror}‘)ayi . ‘ .
rizpoRTpHIBEPK) BHMIPOGYBAHOTO | CTAHAAPTHOTO PO34MHIB OBHHHI Bianosinaty (B |Bianosinae
Mexax = 2,5%)
Yac yTpUMyBaHHs MiKy CHTArinTHHy Ha XpoMaTorpami
Inentudikauis: Curarninrtuny (BEPX) |Bunpo6yBaHoro i craHaapTHOro po3umHiB nosuHHi Bianosizary (8 Binnosinae
mexax + 2,5%)
JlomxuHa XBHITI MAKCMMAILHOIO NOrMHaHHs B Y@ crekTpi,
B35TA y BEPLIMHI Mika CUTAriNTHHY Ha XpoMaTorpami
Inentudikanis: Curarninruny (YO®)*  |BunpoGoByBaHoro 3paska, 3HaXOIUTLCS B MEKAX + 2 HM Bill Binnosinae
JOBXKHMHH XBWJIi MAKCHMaTbHOTO NOTIMHANHS Y BianosinHomy Y@
crnekTpi, B34TOT A1 CTaHAAPTY
TlomKKHA XBIi MAKCHMAJIBHOTO NOFNMHaHH B Y P cnexTpi,
ieeTubia: Merbopving 35T y BEpLIMHI Mika MeT(OpMiHy Ha XpomaTorpami . ' ’
rizpoxsopw (YY* BMﬂpOGOByBaH?FO 3pasKa, 3HaXOAUTHCS B MEXKAX 'i 2 H.M BilL Biarnosinae
JOBXHHM XBHJ MAKCUMATBLHOTO MOMIMHAHHS Y BianosiaHomy YO
CIEKTPI, B3STOT 4151 CTAHAAPTY
Kinbkicne Busnauenus: Mergopminy 95,0 - 105,0 % Bin sassrneHofl kinbkocti %
riapoxnopuz (BEPX) 3aasnena kinpkicrs = 1000 mr 99,9%
Kinbkicne susnauenns: Curarnintu [25:0 - 105,0 % Bill 3asBAeHOI KinbkoCTi o
(BEPX) t 3assiena kiapkicts = 50 Mr 98,7%
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Mpoayxru posnaay: Merdopminy
rizpoxyopua:

AKTUBHOI'O KOMITIOHEHTA, 1O Ma€ POZUHHATUCA YEPE3 20 xBUUH

Byab-skux HecreungikopaHux Makcumym 0,1% 0,0%
NPOJYKTiB po3kiasy
Mpoayxru po3naay: Merdopminy
0,29 0,0%
rinpoxsopua: Cyma (BEPX) Pelacchinayns 0,226 ’
Mpoayxru posnaay: CUTarainTuHy:
Bynb-skux HecneludikoBaHx Maxcumym 0,2% 0,0%
npoaykTis posknany (BEPX)
[poayxrn posnaay: CurarninTusy:
M 0,2% 0,0%
Cyma (BEPX) AKCUMYM (4 (]
OnHopigHicTh N03yBaHHS! . . : .
: ®apm.CLLA. / Esp.Qapm. Binnosinae
Merdopminy rizpoxnopua (BEPX) Bironigae Gaph€ Bp-PapM ORI
g::;%?:::; (;];ogl};;z(:;uun: Binnosinae ®apm.CILLA. / EBp.®apm. Bianosinae
P M ; Bianosinae sumoram ®apm.CLLIA.
.OS‘IHHCHHH. STqopMIHY He menuze 85 % (Q=80) Bin 3asB51eHOr0 BMICTY KOXHOIO 96%
THpOXIOPHA AKTUBHOTO KOMIIOHEHTA, 1O Ma€ posyuusTrcs Yepes 20 XBUAHMH
Binnosinae sumoram ®apm.CLUA.
Pozunnenns : Curarnintuy He menwe 85 % (Q=80) sia 3as181eHOr0 BMiCTY KOXHOIO 96%

Xpomarorpadiuna uucrora NDMA
(N-HiTpO30AMMETHNAMIH)

He 6inbuie 0,048 ppm

ND (He Bu3nauaeTses):

NDMA pesyasrar < 0.0024 ppm

NQ (He nignaerses kiabkicHiit ouinui):
NDMA pesyasrar < 0.0048 ane > 0.0024 ppm

He BusnauaetTses

Xpomartorpadiuna uncrora NTTP #

He 6isbie 0,37 ppm

ND = Mexa BHsBIEHHS:

NTTP pesynsrar < 0.05 ppm

NQ = Mexa KilbKiCHOro BU3Ha4eHHs:
NTTP pesynsrar < 0.10 ppm > 0.05 ppm

He Busnauaerses

Cyma Hirposaminis (NTTP, NDMA)

He 6inbie 100 %

0%

* . AJILTepHaTHBHI MeToAM. [nenTudikan
+- KisibkicHe BU3HAUEHHA CUTATNIINTHHY B EPEpaxyHKy Ha BillbHy OCHOBY.
# — Tecrysauns NTTP npu Bunycky 6yae nposeaeHo Ha spaskax in bulk nikapebkoro 3acogy.

s Moxe OyTd Bukonaua [Y meronom abo metogom BEPX-Y®.

GMP.

Llum 5 3acBimuylo, O HABEAEHA BULLE iH(OpMaLis € focToBipHOIO Ta TouHolo. Llto cepito npenaparty 6y10 Bupobieno
(BKJIIOUAIOUH NAKYBAHHA/MAPKYBaHHs) TA MPOBELEHO KOHTPOUIB AKOCTI Ha BULIE3a3HaueH i AinbHULI y noBHiH BianosiaxocTi 3
Bumorami GMP, BCTaHOBJIGHHMH MiCUEBHMM pEryIsTOPHMM OPraHoM, a Takox BiAnoBiaHo no cneundikauii, wo micrarses y
peecTpatiitHoMy focke. [IpOTOKONM BUPOGHHLTBA, IaKyBaHHs Ta aHanisy 6yJ0 neperisHyTo Ta BCTAHOBIEHO BiANOBIAHICTS

YnosHoBaxkeHa ocoda

Ilianuc /nionuc/

/lImamn/ Cxeaneno 19.11.2024 /nionuc/
K.O.P bakxep
YnosHoBaxeHa ocoba
Mepxk [apn i [loym B.B., Hinepnanau

[Migrorosaeno: C sau aep Ilyn 04.11.2024 /nionuc/
ITepesipeno: P Jlyiixep b 04.11.2024 /nionuc/
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CERTIFICATE of QUALITY of Medicinal Product Batch

Merck Sharp & Dohme B.V.
Wabrderwog 39

2031 BN Haarlem

The Netherlands

Tel, +31 23-5153163

Fax +31 23-5148000

Product Name
Dosage Form

JANUMET®, film-coated tablets 50/1000' mg
Film-coated tablet

Strength 50.mg Sitagliptin / 1000 mg Metformin Hydrochloride
Packaging 14 tablets in blisters: 4 blisters in carton package
Batch Number Y017592 Product Number 6749
Bulk Batch Number 0001795265 Material Number 1997394
Description JANUMET 50/1000MG
Batch Quantity 13400 EA 4X14TAB UKR
Manufacturing Date 3-Jun-2024
Expiry Date 06-2026
Country of Bulk Manufacturer Singapore

Country of Manufacturer
Releasing Site

Releasing Site Address

Target Country

Registration Certificate
Manufacturing License Number
GMP Certificate Number

Quality Analysis Results of the Medicinal Product in compliance with MQC of Re

The Netherlands

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

UA/11003/01/03

108958 F

NL/MH 21/2035427A

g.Cert. Ne UA/11003/01/03

Characteristic Specification _Results
Appearance Red, Film Coated Tablet; ‘Conforms
Débossed ‘577 on one side and blank on the other
identity: Metformin The retention times of the metformin peak in the 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 samiple 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(HPLC) 95.0 - 105.0% of Label Claim 99,9%
Label Claim per tablet = 1000 mg
Assay: Sitagliptin (HPLC)T 95.0'- 105.0% of Label Claim 98,7%
Label Ciaim 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
Hydrochloride(HPLC) i
Dose Uniformity: Sitagliptin (HPLC) Conforms to USP / EP I N Conforms
Page 10f2
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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 tablets 50/1000 mg

Dosage Form Film-coated tablet

Strength 50 mg Sitagliptin / 1000 mg Metformin Hydrochloride

Packaging 14 tablets in biisters, 4 blisters in carton package

Batch Number Y017592 Product Number 6749

Bulk Batch Number 0001795265 Material Number 1997394
Description JANUMET 50/1000MG

Batch Quantity 13400 EA 4X14TAB UKR

Manufacturing Date 3-Jun-2024

Expiry Date 06-2026

Country of Bulk Manufacturer Singapore

Country of Manufacturer
Releasing Site

Releasing Site Address

Target Country

Registration Certificate
Manufacturing License Number
GMP Certificate Number

Quality Analysis Results of the Medicinal Product in com

The Netherlands

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

UA/11003/01/03

108958 F

NL/H 21/2035427A

pliance with MQC of Reg.Cert. Ne UA/11003/01/03

Characteristic

Specification

Results

Dissolution: Metformin Hydrochloride

Dissolution: Sitagliptin

Chromatographic Purity: NDMA (N-

nitrosodimethylamine)

Chromatographic purity: NTTP #

Total nitrosamines (NTTP, NDMA)

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

Maximum 0.048 ppm

ND (Not Detectable):

NDMA result £ 0.0024 ppm
NQ (Not Quantifiable):

NDMA result < 0.0048 but

> 0.0024 ppm

Maximum 0.37 ppm

ND = LOD (Limit of Detection):
NTTP result < 0.05 ppm

NQ = LOQ (Limit of Quantitation);
NTTR result < 0.10 ppm

2 0.05 ppm

Maximum 100%

96%

96%

ND

ND

0%

* Alternate methods. ldentification by either IR or HPLC-UV can be performed
1 Assay Sitagliptin is calculated on the free base
# NTTP testing at release will be performed on bulk drug praduct (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

i K.O.R. Bakker, MSe. i \\ﬁ%

| A

19 NOV 2024
Qualified Person

; Ciuabfiad Person o Page 2 of 2

i ; Marck Sharn & Dohme BV, -~ . pE vt gis
Signafiiee ) I i M:‘:‘ he Metherlands Performed by: ;. ﬁ Wby oULE ,«{v/?/,l‘,,’ £ ot
Date of Batch Release / D o Proprietary
Reviewed by:/R («"L:) QG/\ &cq,vu Lot

Signing



HEPIKABHA CIYKBA 3 JHKAPCBKHX 3ACOBRIB TA KOHTPOJUIIO 3A
HAPKOTHUKAMM Y KHIBCBKIii OBJACTI

upos. Csitmiunoi Hanii, 3, . Knis, 02099, Ten/dakc: (044} 576-40-41
E-mail: dls.kof@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
IPO AKICTH BBE3EHOr0 B YKPaiHy Jikapcbioro 3acofy

10.03.2025 Ne 9763/25/10

AHYMET

{HafiMenynayHa Aikapebkoro 3acoby 3rigHo 3 peecTpaliiikiM DOCBLITCHHAM)
TaGeTKH, BRPUTI AIBROBOIO 0603611K0I0, N0 50 31171000 mr ; no 14 Taéaerok y Gaicrepi; no
4 baicrepn B KapToHHIH Kopobui

(thopsma nMycKy, NO3YEAHHA, BILO NAKYBIEIH NIKAPCEKOTO 3a506Y)

Honep peccrpaniinoro mocsizgenns UA/11003/01/03 crpox aii peectpanifinero nocaixaensn 01.01,2099

Cepin nixapcskoro 3acoby Ne Z002777 Kinpkicts BBesenoro sikapesxoro sacoby 00
Bupobruk Mepx Ilapn 1 Joywm B.B., Hinepnangu
{maitsenyoanns ppoBaNKY AikapeLroro 3ac00y, kpall oxoLKeHIA)
Beeseno B Yxpainy CuinbHe yRpaiiichKo-eCTOHCEKE HIANPHCMCTEO Y opMi TOBapHETBA
3 ofMexxertolo BigmosigaabricTio "Onriva-@apm, JTHY, izenr. wom:
21642228

(naitvenysanng Ta Kon aa €PIICY wopianukei ocobu affo npizeHe, in'a, no GaTbROB] diviztkoi
ocofit - mianpuenus, i Micue nposiirannA T4 peecTpaniiemii HoMep oBaikosol kapTRI MIATHIKA
moaatkis ado cepif Ta HoMep watnoprTa)

IpoTeroes eizyaaniore xontpomo six 014.03.2025 N 0636/1.

3a pesyapTataMH AEPKABHOIG KOHTPOZK BCTAHOBAEGHO, WO Jikapcekiil 3acib. Beezens B Vxpainy 3
AOTPHMAHHAM sHMOT 3AK0HOHABCTEA (KO0 5263 e eHHA AROCTI nixapcx:xnx 3ac00is,

Onera EPBOMEHKO

{ribamuc) {(inirians ra npizoHize)




Mepxk Ulapn i Joym B.B.,
Baapaepser 39, 2031 BH Xaapaem,
Higepnanan

e, +31 23 5153153

dare 31 23-5148000

CepTudikaT siKocTi cepii JIikapcbKOTO 3aco0y

Hassa Suymer, TabaeTKH, BKPUTI NAIBKOBOIO obononkoro, mo 50/1000 mr
Jlikapenka (popma Ta6neTkH, BKPUTI TTIBKOBOKO 06OJNIOHKON

JlosyBanms Cyurarninan 50 mr, Merdopminy rigpoxmopuay 1000 mr
Takopanns 14 tanerok B Gnicrepi; 4 Onicrepn B kapToHuiH kopobui
Cepisn 7002777

Cepin in-bulk 0001817664

Homep upoayxry 6749

Marepian 1997394

Onue Stuymer 50/1000mr 4x 14126 yxp

Kiaekicrs B cepil 5500 ynakoBox

Jata BUpOONUITEA 14.08.2024

Tepmin npuaaTHOCT 14.08.2026

Kpaina BupofHuK in Bulk Cinramyp

Kpaina BupoGHHK Hinepianan

BupoGuuk BinoBigaiLuAii 32 BUITYCK ; .
P 2 " y Mepx Wapn i Joym B.B., Higepnanan

cepii

Anpeca Baapnepser 39, 2031 BH Xaapnewm, Hinepianau
Kpaina npusHavenHs Ykpaina

Pecerpaniiine nocsigdentis UA/11003/01/03

Jlinensin Ne 108958 F

Ceprudixar gignosimnocti GMP NL/H 21/2035427A

Pe3ybTaTH NPOBERCHI anaizy fKocTi iKapeLKroro 3acofy y Bimmosinocti K10 AHJL, PIT Ne UA/ 1003/01/03

PesyanTaT
Toka3sHUKHK KOHTPOJIIO Buntoru AHJL ¥ :
ananizy
Onuc TabneTKH, BKPUTI TUIIBKOBOIO 0GOJIOHKOIO HEPBOHOro KOJILOpY 3 , .
Bignosinae

rpagipysaniam 577" 3 ojtroro Goxy Ta riaaki 3 inmoro 6o
paBij

Inentudikauis: Merdopminy

rigpoxnopua (BEPX) vexax £ 2,5%)

Yac yTpuMyBaHH3 TKY MeT(opMiHy Ha XPOMaTorpaMi

BIPOBYBAHOTO | CTAHAAPTHOTO PO3UMHIB [oBYHHI BiATIOBINATH (B Binnosinac

mexax + 2,5%)

Uac yTpuMyBaKHs THKY CHTArINTANY Ha XPOMATorpami
Inenrudixanis: CHTarminTiry (BEPX) |BunpoGysaroro i cTaHAApTHOTO PO3UHHIB noBWHHI BiMOBiAaTH (B|Binnosizac

Ipenrudikauisn: CHTATITITHRY (YO)*
JOBKHHN XBIJT MAKCHMAJIbHOTO TOTIHHARAA
criekTpi, B3ATOT AU CTAHTApTy

JlomXiHHa XBHJT MAKCHMAJBHOTO TTOTJINHAHAA B Y& cuektpi,
B3sTa y BEpLIMHI NiKa CHTAMINTHHY HA XpoMarorpami
BUTIPOBOBYBAHOTO 3PaA3Ka, IHAXOAMTHCS B MeKax & 2 HM BIX

y BiAMOBIAHOMY Yo

Biamosinac

[nenTudikanis : Merdopminy
rigpoxnopun (Y®)*

CHCKTDI, B3ATOL JUIs CTAHIAPTY

Josxuna XBIUIL MAKCUMAJILHOIO TIOrinHaiis B V@ cnektpi,
B3sTa Y BEPLIKHI TTiKa MeT(opMily Ha XpoMaTorp
BUNPOGOBYBAHONO 3pa3Ka, 3HAXOAUTLCA B MeKax £ 2 HM Bill

NOBKWHH XBHJII MAKCHMAJILHOTO NOrfIKHANHS Y BIAMOBIXHOMY Yo

ami

Binnosiga€

: - e — -
Kinskicue susnauennsi: Mergopminy 95,0 - 105,0 % izt 3asBACHOT KITLKOCT!

(BEPX) t

< 3 0,
rigpOXIOPHIL (BEPX) Jagmncna KinpkicTs = 1000 Mr 99,8%
: - — — -
Kinpkicne Busnavenns: CATarinTHi 95,0 l()S’Q ORI 3asBJICHOT KHTBKOCT! 99,19
3asBneHa KinbkicTh = 50 MT LA

’

Q\e Cec AL 2
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Tpoayxtu posnany: Mergopminy
FIAPOXIIOPUIL:

Bynb-SKHX HecretnpikoBaHUX Makenmym 0,1% 0,0%
TNIPOLLYKTIB PO3KIALY
MpogykTu posnany: Metpopminy

) Makcumym 0,2% 9
rigpoxnopun: Cyma (BEPX) y ’ 0.0%
Mpoaywru posnaxy: CurarninTusy:
Byzib-sikiiX Hecneun(ikoBaHix Makcumym 0,2% 0,0%
npoaykTis pozkianay (BEPX)
TTpoxyxTH po3naxy: CHTarminTHHY:

Maxcumym 0,2% 0,0°

Cyma (BEPX) y ° 0%
OnnopianicTh A03yBANNS:

s Binnosigae ®apm.CHIA. / .Dapm, i inae
Merdopminy rizpoxiopin (BEPX) jnnosinae ®apm.CLIA. / Ep.dapm Bianosinae
OpuopigHicTs JI03yBAHISI: . . : .
Cn'rarl;inmr{y (BE?’,X) Binnosinae ®apm.CUIA. / Esp.®apm. Binnosinae
Poswmciig: Merdopmin Binnosinae sumoram ®apm. CIIA.

N )HIL' PMIRY He mene 85 % (Q=80) Bia 3asBJCHOr0 BMICTY KOXKHOTO 97%
¢ AKTUBHOFO KOMIIOHEIITA, 1O MA€E PO3UHHsTHCS Ycpe3 20 XBHIHH
Binnosigae Bumoram ®apm.CHIA.
Pozunnenns : CyurarninTimny He mentue 85 % (Q=80) Bix 3asBJICHOr0 BMICTY KOXKHOTIO 98%

AKTHBHOTO KOMTITOHEHTA, 10 Ma€ POUHHATHCH UEPpC3 20 XBWIHH

Xpomarorpadiuua uucrora NDMA
(N-HiITPO30AUMETUNBMIH)

He 6ursuie 0,048 ppm

ND (He Bu3sHauacThCS):

NDMA pesynbrar < 0.0024 ppm

NQ (He niznaethes KinbKicHil ouinti):
NDMA pesynsrar < 0.0048 ane > 0.0024 ppm

He susnavacthes

Xpomarorpadiuna uncrora NTTP #

He 6inbwe 0,37 ppm

ND = Mexa BusiBJICHHS!

NTTP pesynsrat < 0.05 ppm

NQ = Mexa KifLKiCHOr0 BU3HATCHHS:
NTTP pesymprar < 0.10 ppm > 0.05 ppm

He Bu3HauaeThCs

Cyma Hirposaminis (NTTP , NDMA)

He 6inpe 100 %

0%

¥~ ANbTCpHATHRHI METOAM. | AeHTHdIKALL

7 MOKe GyTH BuKoHaHa [4 MeToziom abo MeToziom BEPX-V®.

1- KinbkicHe BU3HAUYEHHS CHTArTIMTHHY B MTEPEPAXyHKY Ha BIJIbHY OCHOBY.
# — Tecrysanns NTTP nipu Bunycky GyJie NPOBCICHO Ha 3paskax in bulk nikapebkoro 3acoby.

LluM 5 3aCBiAvYIO, 10 HABCACHA BHILE ilzopMaLis € AOCTOBIPHOIO Ta TOTHOIO. o

cepito npenapaty Gyio Bupobieno

(BKINOYAIOUH MAKyBaHHs/MAPKyBaHiis) Ta POBEACHO KOHTPOIL 4KOCTI 11a BULIE3A3HAUCHII AIMBHKLI Y TOBHIH BiMOBIAHOCTI 3

sunoramy GMP, BCTAHOBNEHHMY MiCLEBUM PCrYJIATOPIMM OpraHoM,

peecrpattiiiiioMy aocse. [TpoTokoIM BUPOGHHIITBA, TIAKYBAHHA Ta aranisy 6ymno MeperigaHyTo Ta BCTAHOBJIEHO

GMP.

4 TAKOK BIATIOBiAHO KO crieunikallii, o MiCTATLCS Y

BIAMOBIAHICTE

YnosHoBaxeHa ocoba

Mignuc /nionuc/

Jmamn/ Cxeaneno 05.02.2025 /nionuc/
H. ybaw
VrnoBHoBaxeHa ocoba
Mepx Wapn i Joym b.B., Hinepnanaw

Tliarorosneno: A. Jlx. Ceepopd 21.01.2025 /nidnuc/
Tlepesipeno: C saw nep ITyn B 21 .01.2025 /nionuc/
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CERTIFICATE of QUALITY of Medicinal Product Batch

Merck Sharp & Dohme B.V.
Waarderweg 38

2031 BN Haarlem

The Netherlands

Tel. +34 23-51531563

Fax +31.23-5148000

Product Name JANUMET®, film-coated tablets 50/1000 mg

Dosage Form Film-coated tablet

Strength 50 mg Sitagliptin / 1000 mg Metformin Hydrochloride

Packaging 14 tablets in blisters; 4 biisters in carton package

Batch Number 2002777 Product Number 6749

Bulk Batch Numb'e;r 0001817664 Material Number 1997394
Description JANUMET 50/1000MG

Batch Quantity 5500 packs 4X14TAB UKR

Manufacturing Date 14-Aug-2024

Expiry Date 14-08-2026

Country of Bulk Manufacturer Singapore

Country of Manufacturer
Releasing Site

Releasing Site Address

Target Country

Registration Certificate
Manufacturing License Number
GMP Ceriificate Number

Quality Analysis Results of the Medicinal Product in compliance with MQC of Reg.Cert.

The Netherlands

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

UA/11003/01/03

108958 F

NL/H 21/2035427A

Ne UA/11003/01/03

Characteristic Specification Resuits
Appearance Red, Film Coated Tablet; Conforms
Debossed '577' on one side and blank on the other
|dentity: Metformin The retention times of the metformin peak in the 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 +/- 2.6%)
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 Hydrachloride(HPLC) 05.0 - 105.0% of Label Claim 99.8%
Label Claim per tablet = 1000 mg
Assay: Sitagliptin (HPLC)T 95.0 - 105.0% of Label Claim 99.1%
Label Claim per tablet = 50 mg
Degradates Metformin Hydrochloride: Maximum 0.1% 0.0%
Any Unspecified Degradate (HPLC)
Degradates Metformin Hydrochioride: 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
Hydrochloride(HPLC)
Dose Uniformity; Sitagiiptin (HPLC) Conforms to USP / EP Conforms
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CERTIFICATE of QUALITY of Medicinal Product Batch

Metck Sharp & Dohme B.V.
Waarderwey 39

2031 BN Haarlem

The Netherlands

Tel. +31 23-5163153

Fax +31 23-5148000

JANUMET®, film-coated tablets 50/1000 mg
Film-coated tablet

50 mg Sitagliptin / 1000 mg Metformin Hydrochloride
14 tablets in blisters: 4 blisters in carton package

Product Name
Dosage Form
Strength
Packaging

Batch Number 2002777 "Product Number 6749
Bulk Batch Number 0001817664 Material Number 1987394

Description JANUMET 50/1000MG |
Batch Quantity 5500 packs AX14TAB UKR E
Manufacturing Date 14-Aug-2024
Expiry Date 14-08-2026
Country of Bulk Manufacturer Singapore

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

Country of Manufacturer
Releasing Site
Releasing Site Address

Target Country Ukraine
Registration Certificate UA/11003/01/03
Manufacturing License Number 108958 F

GMP Certificate Number NL/H 21/2035427A

Quality Analysis Results of the Medicinal Product in compliance with MIQC of Reg.Cert. No UA/M1003/01/03

Characteristic Specification

Results

Dissolution: Metformin Hydrochloride The tablets conform to USP requirements with not less than 85%

80) of the labeled amount of each active dissolved in 20 minutes
The tablets conform to USP requirements with not less than 85%
80) of the labeled amount of each active dissolved in 20 minutes

Q=
Dissolution: Sitagliptin Q=

Chromatographic Purity: NDMA (N-
nitrosodimethylamine)

Maximum 0.048 ppm

ND (Not Detectable):

NDMA result < 0.0024 ppm
NQ (Not Quantifiable):

NDMA result € 0.0048 but

> 0.0024 ppm

Maximum 0.27 ppm

ND = LOD (Limit of Detection).
NTTP resuft < 0.05 ppm

NQ = LOQ (Limit of Quantitation):
NTTP resuit < 0.10 ppm

= 0.05 ppm

Maximum 100%

GChromatographic purity: NTTP #

Total nitrosamines (NTTP, NDMA)

97%

98%

ND

ND

0%

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

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging /
jabeling 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, MSc

05 FEB 2025

CQuailified Parapn
Merck Sharp & Dohme BV

Qualified Person Haatlern, The Netherlands

Signature

Date of Batch Release /
Signing
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