JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

28.11.2025 Ne 59113/25/10

SAHYMET

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Tab/1eTKH, BKPHTI IIIBKOBOIO 000,10HK010, 10 50 M1r/500 Mr; no 14 Tabaerok y Gaicrepi; no 4
OJticTepn B KapTOHHIH KopoOLi

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsizuenns UA/11003/01/01 crpox xii peecrpauiiinoro nocsiguenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne Z005355 Kinskicts BBesenoro nikapeekoro 3acoby 100
BupoGuuk Mepk Ilapn i Jloym b.B., Hinepnaumu
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (opMi TOBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - migmpuemns, i Micle NpoKHUBAHHA Ta peecTpaliiHuil HoMep 00IiKOBOT KAPTKY IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutpomo six 26.11.2025 Ne 3699/10.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

/R e
’;' A& o " ~5 : —
B.o. nauamsynKa cmyxou - Onera EPLOMEHKO
(li:.iqu:éni uupi.’mb (nignuc) (iniuianm Ta npizsuiie)

KYMir
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Mepk Wapn i Joym B.B.,
Baappaepser 39, 2031 BH Xaapnem,

Hipepnangn

Ten. +31 23-5153153
dakc 31 23-5148000

Ceprudikar akocri cepii nikapcbkoro 3acoby
Hassa flHymet, TabneTkun, BKPUTI NNiBKOBOKW 060/10HKO10, No 50/500 mr
Nikapcbka popma Tabnetku, BKpUTI NniBkoBolo 06010HKO
[Jo3yBaHHA CutarnintH 50 mr, MeTtdopminy riapoxnopuay 500 mr
MakyBaHHA 14 tabneTokK 8 Hricrepi; 4 6nicTepn B KapTOHHIN Kopobui
Cepisn 2005355
Cepin in-bulk 0001842841
Homep npogykry 6747
Martepian 1006798
Onuc finymet 50/500mr 4x141ab ykp
KinbkicTb 8 cepii 2400 ynaKkosok
[ata Bupob6HULTBa 25.10.2024
TepmiH npugaTHocTi 25.10.2026
Kpaina Bnpo6Huk in Bulk Cinranyp
KpaiHa Bupo6Huk Higepnanau

Bupo6HuK BignosiganbHuii 3a

Mepk tWapni Joym B.B., Higepnanau

BUNYCK cepii
Appeca Baapgaepser 39, 2031 bH Xaapnem, Hiaepnanam
Kpaila npusHaueHHs YKpaiHa
PeecrpauiiiHe nocsigueHHA UA/11003/01/01
Niuensia Ne 108958 F
Ceptudikar BignosigHocti GMP NL/H 21/2035427A
Pe3ynbrati npoBefeHHA aHanisy AKOCTi nikapcbKoro 3acoby y BignosigHocri 5o MKA, PN Ne UA/11003/01/01
MokasHMKKU KOHTpONIO Bumoru MKA PesynbTaTti
aHanisy
Onuc TabneTku, BKpUTI NNiBKOBOIKO 060N0HKOIO CBITNO- Bianosinae
pOXKEeBOIo KObOpY 3 rpasitoBaHHAm "575" 3 ogHoOro
60Ky Ta rnageHbki 3 iHWworo 6oky
laenTudikayin: Yac ytpumysaHHA niky meTdopmiHy Ha xpomaTtorpami | Bignosigae
Metdopminy rigpoxaopug, (BEPX) BUNpOoOYBaHOr0 pPO34YMHY MaE BiANOBIAaTM yacy
yTpUMyBaHHA niky meTdopmiHy Ha XpomaTtorpami
CTaHAAPTHOTO PO34UHY (B merKax £ 2,5%)
laeHnTudikayin: Yac yTpumyBaHHA niKy cuTarninTuHy Ha xpomartorpami | Bianosisae

CurarninTury (BEPX)

BUNPOBYBAHOrO PO3YMHY Mae BIANOBIAATM  Yacy
YTPUMYBAHHA MKy CUTarAinTMHy Ha Xpomarorpami

CTaHAAPTHOTO PO3YMHY (B mexax * 2,5%)

Sho e ~ g o ée/ 2025 /%




laenTndikauis : [loB3KMHa XBUNI MAKCUMAJIbHOTO NOTIMHAHHA B YP Bianosinae
Metdopmit rigpoxnopua (YO)* CneKTpi, B3ATa y BepwmHi nika meTdopmiHy Ta nika

cUTarAinTUHy Ha xpomaTorpami BunpobosysaHoro

3pasKka, 3HAXOAMTLCA B MEXaX + 2 HM Bif, AOBXUHU

XBUAI MaKCMMaNbHOTO MOFIMHAHHA y BignosigHomy YO

CMEeKTpi, B3ATOI 4N CTaHAAPTY
laenTudikauin : [LOBKMHA XBUNI MAKCUMANbHOTO NOTMHAHHA B YP Bianosinae
Cutarnintuy(YO)" CNeKTpi, B3aTa Y BEPLWUHI Nika meTPopMmiHy Ta nika

CUTarNiNTUHY Ha XPOMaTorpami BunNpoboByBaHOTO

3pa3Ka, 3HaXOAUTbCA B MeXaX t 2 HM Bifl, JOBXKUHN

XBUI MaKCMMasIbHOrO MOTAVHAaHHA y BignoeigHomy YO

CNeKTpi, B3ATOI ANA CTaHAApPTy
KinbKicHe BU3HaueHHA: 95,0 - 105,0% Big, 3aAaBNEHOI KiNbKOCTI 99,5 %
Metdopminy rigpoxnopug, (BEPX) 3anaBneHa Kinbkictb = 500 mr
KinbkicHe BU3Ha4veHHA: 95,0 - 105,0% Big, 3asBNEHOI KINbKOCTI 1012 %
Cutarnintuuy (BEPX) T 3anABneHa KinbKicts = 50 mr
MpopykTy posnagy: Makecumym 0,1% 0,0%
MeTdopmiHy rispoxnopua;:
Byab-akunx HecrneundivuHmx
NPOAYKTIB
MpopyKTh po3nagy: Makcumym 0,2% 0,0%
MeTdopmiHy rinpoxnopua:
Cyma
Mpoayktn posnaay: Maxcnumym 0,2% 0,0%
CutarninTuny:
Byab-aKuxX HecrnelmndivHmnx
NPOAYKTIB
MpoaykTu posnapy: Makcumym 0,2% 0,0%
CutarnintuHy:
Cyma
OaHOpigHICTL [03YBaHHA: Bigriosinae ®apm.CLUA. / Esp.Papm. Bignosinae
Metdopminy riapoxnopusa (BEPX)
OpHopigHicTb 403YBaHHA: Bignosinae ®apm.CUIA. / €Bp.Papm. Bianosingae
CutarnintuHy (BEPX)
Po3unHeHHA: MeTdopmiHy Bianosizgae sumoram ®apm.CLUA. 99%
riapoxaopua, He meriue 85 % (Q=80) Bia 33aABAEHOTO BMICTY

KOMKHOFO aKTUBHOTO KOMMOHEHTa, WO Mae

po3unHATUCA Yepes 20 XBUAUH
Po3unMHeHHsA: CUTarninTuHy Bianosigae sumoram Papm.CLLUA, 99%

He meHwe 85 % (Q=80) Big 3aaBneHOro BMICTy
KOXHOTO aKTUBHOIO KOMMOHEHTA, WO Mae
po3unHATMCA Yepes 20 XBUAKUH

Xpomartorpadiuda unctora NDMA
(N-HiTpO30AUMETUNAMIH)

He 6inblue 0,048 ppm

ND (He BM3Ha4aeTbCA):

NDMA pesyabtat < 0.0024 ppm

NQ (He nignaetbes KinbKicHin ouiHL):
NDMA pesyabrar < 0.0048 ane > 0.0024 ppm

He BM3Ha4a€eTbCA




Xpomarorpadiuna umctora NTTP # | He 6inbwe 0,37 ppm Mexxa
ND = Mea BUABNEHHSA: BUABJIEHHA
NTTP pesynbtat < 0.05 ppm
NQ = Mea KinbKiCHOro BU3HaueHHA:
NTTP pesynbrar < 0.10 ppm 2 0.05 ppm
Cyma Hitposaminis (NTTP , NDMA) | He 6inbwe 100 % 0%

- AnbTepHaTUBHI MeToau. laeHTHudikalia moske 6yTu BUKoHaHa 14 meTogom abo metoaom BEPX-YO,
. KinbKicHe BU3HAYEHHA CUTAriNTUHY B NePepaxyHKy Ha BiIbHY OCHOBY.

# - TectysanHa NTTP npu BunycKy 6yae nposegeHo Ha 3paskax in bulk nikapcbkoro 3acoby.

Lium A 3acBiauylo, WO HaBeseHa BuLLe iHbOpMaLLia € AOCTOBIpHOIO Ta TouHO. Lito cepito npenapaty 6yno
BUPoBIEHO (BKNIOYAOUM NaKyBaHHA/MapKyBaHHA) Ta NPOBEAEHO KOHTPO/Ib AKOCTI Ha BULLLE3a3HaUueHIN AiNbHUL
y MoBHiK BiANOBIAHOCTI 3 BUMOramu GMP, BCTaHOBAEHUMU MiCLEBUM PETYAATOPHUM OPraHOM, a TaKOXK
BiANOBIAHO A0 cneumdikaLii, Wo MICTATLCA Y peecTpaliiHomy foCbe. MTPOTOKOAM BUPOBHNLITBA, NaKyBaHHA Ta
aHanisy byno nepernsHyTo Ta BCTAHOBNEHO BignosigHicts GMP.

YnoBHOBa)eHa ocoba
Nignuc
[Oata Bunycky cepii / nianucaHHa

/Wmamn/

Opob6pero 21.03.2025 /nidnuc/
K.O.P. bakkep

YnosHoBaxeHa ocoba

Mepk Wapn i oym B.B., Hiaepnhanan

NiaroToBneHO:

A. [Iyc. Ceedopep AC  /nidnuc/ 14.03.2025
MNepesipeHo:

P. [ Jlylikep 6 /nidnuc/ 14.03.2025
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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 23-5163153

Fax +31 23-5148000

Product Name
Dosage Form

JANUMET®, film-coated tablets 50/500 mg
Film-coated tablet

Strength 50 mg Sitagliptin / 500 mg Metformin Hydrochloride
Packaging 14 tablets in blisters; 4 blisters in carton package
Batch Number 2005355 - Product Number 6747
Bulk Batch Number 0001842841 Material Number 1006798
Description JANUMET 50/500MG
Batch Quantity 2400 packs 4X14TAB UKR
Manufacturing Date 25 Oct 2024
Expiry Date 25 Oct 2026
Country of Bulk Manufacturer Singapore

Country of Manufacturer
Releasing Site

Releasing Site Address

Target Country

Registration Certificate
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

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):
NTTP result < 0.10 ppm

2 0.05 ppm

Maximum 100%

99%

99%

ND

ND

0%

* Alternate methods. Identification 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 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
K.O.R. Bakker, MSq.

Qualified Person Z 1 MAR 2025

Signature Qualified Person
Merck Sharp & Dohme B.vV.
Date of Batch Release / Haarlem, The Netherlands

. 4 ne
Performed by:ﬁ'\ (\”J :\;Cdu\“\\* ,ﬁ\\’ Vi than G

Signing

. DA o 2
Reviewed by:Q»(J- L“’“}&V‘” AZ“JVS pind
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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
Dosage Form

JANUMET®, film-coated tablets 50/500 mg
Film-coated tablet

Strength 50 mg Sitagliptin / 500 mg Metformin Hydrochloride
Packaging 14 tablets.in blisters; 4 blisters in carton package
Batch Number 2005355 Product Number 6747
Bulk Batch Number 0001842841 Material Number 1006798
) Description JANUMET 50/500MG
Batch Quantity 2400 packs 4X14TAB UKR
Manufacturing Date 25 Oct 2024
Expiry Date 25 Oct 2026
Country of Bulk Manufacturer Singapore

Country of Manufacturer
Releasing Site

Releasing Site Address

Target Country

Registration Certificate
Manufacturing License Number
GMP Certificate Number

The Netherlands
Merck Sharp & Dohme B.V., The Netheriands

‘Waarderweg 38, 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
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%)
ldentity: 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.
ldentity: 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 99.5%
(HPLC) Label Claim per tablet = 500 mg
Assay: Sitagliptin (HPLC)t 95.0 - 105.0% of Label Claim 101.2%
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
Hydrochloride(HPLC)
Dose Uniformity: Sitagliptin (HPLC) Conforms to USP / EP Conforms
Page 10f2
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

28.11.2025 Ne 59113/25/10

SAHYMET

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Tab/1eTKH, BKPHTI IIIBKOBOIO 000,10HK010, 10 50 M1r/500 Mr; no 14 Tabaerok y Gaicrepi; no 4
OJticTepn B KapTOHHIH KopoOLi

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsizuenns UA/11003/01/01 crpox xii peecrpauiiinoro nocsiguenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne Z005355 Kinskicts BBesenoro nikapeekoro 3acoby 100
BupoGuuk Mepk Ilapn i Jloym b.B., Hinepnaumu
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (opMi TOBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - migmpuemns, i Micle NpoKHUBAHHA Ta peecTpaliiHuil HoMep 00IiKOBOT KAPTKY IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutpomo six 26.11.2025 Ne 3699/10.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

/R e
’;' A& o " ~5 : —
B.o. nauamsynKa cmyxou - Onera EPLOMEHKO
(li:.iqu:éni uupi.’mb (nignuc) (iniuianm Ta npizsuiie)
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Mepk Wapn i Joym B.B.,
Baappaepser 39, 2031 BH Xaapnem,

Hipepnangn

Ten. +31 23-5153153
dakc 31 23-5148000

Ceprudikar akocri cepii nikapcbkoro 3acoby
Hassa flHymet, TabneTkun, BKPUTI NNiBKOBOKW 060/10HKO10, No 50/500 mr
Nikapcbka popma Tabnetku, BKpUTI NniBkoBolo 06010HKO
[Jo3yBaHHA CutarnintH 50 mr, MeTtdopminy riapoxnopuay 500 mr
MakyBaHHA 14 tabneTokK 8 Hricrepi; 4 6nicTepn B KapTOHHIN Kopobui
Cepisn 2005355
Cepin in-bulk 0001842841
Homep npogykry 6747
Martepian 1006798
Onuc finymet 50/500mr 4x141ab ykp
KinbkicTb 8 cepii 2400 ynaKkosok
[ata Bupob6HULTBa 25.10.2024
TepmiH npugaTHocTi 25.10.2026
Kpaina Bnpo6Huk in Bulk Cinranyp
KpaiHa Bupo6Huk Higepnanau

Bupo6HuK BignosiganbHuii 3a

Mepk tWapni Joym B.B., Higepnanau

BUNYCK cepii
Appeca Baapgaepser 39, 2031 bH Xaapnem, Hiaepnanam
Kpaila npusHaueHHs YKpaiHa
PeecrpauiiiHe nocsigueHHA UA/11003/01/01
Niuensia Ne 108958 F
Ceptudikar BignosigHocti GMP NL/H 21/2035427A
Pe3ynbrati npoBefeHHA aHanisy AKOCTi nikapcbKoro 3acoby y BignosigHocri 5o MKA, PN Ne UA/11003/01/01
MokasHMKKU KOHTpONIO Bumoru MKA PesynbTaTti
aHanisy
Onuc TabneTku, BKpUTI NNiBKOBOIKO 060N0HKOIO CBITNO- Bianosinae
pOXKEeBOIo KObOpY 3 rpasitoBaHHAm "575" 3 ogHoOro
60Ky Ta rnageHbki 3 iHWworo 6oky
laenTudikayin: Yac ytpumysaHHA niky meTdopmiHy Ha xpomaTtorpami | Bignosigae
Metdopminy rigpoxaopug, (BEPX) BUNpOoOYBaHOr0 pPO34YMHY MaE BiANOBIAaTM yacy
yTpUMyBaHHA niky meTdopmiHy Ha XpomaTtorpami
CTaHAAPTHOTO PO34UHY (B merKax £ 2,5%)
laeHnTudikayin: Yac yTpumyBaHHA niKy cuTarninTuHy Ha xpomartorpami | Bianosisae

CurarninTury (BEPX)

BUNPOBYBAHOrO PO3YMHY Mae BIANOBIAATM  Yacy
YTPUMYBAHHA MKy CUTarAinTMHy Ha Xpomarorpami

CTaHAAPTHOTO PO3YMHY (B mexax * 2,5%)

Sho e ~ g o ée/ 2025 /%




laenTndikauis : [loB3KMHa XBUNI MAKCUMAJIbHOTO NOTIMHAHHA B YP Bianosinae
Metdopmit rigpoxnopua (YO)* CneKTpi, B3ATa y BepwmHi nika meTdopmiHy Ta nika

cUTarAinTUHy Ha xpomaTorpami BunpobosysaHoro

3pasKka, 3HAXOAMTLCA B MEXaX + 2 HM Bif, AOBXUHU

XBUAI MaKCMMaNbHOTO MOFIMHAHHA y BignosigHomy YO

CMEeKTpi, B3ATOI 4N CTaHAAPTY
laenTudikauin : [LOBKMHA XBUNI MAKCUMANbHOTO NOTMHAHHA B YP Bianosinae
Cutarnintuy(YO)" CNeKTpi, B3aTa Y BEPLWUHI Nika meTPopMmiHy Ta nika

CUTarNiNTUHY Ha XPOMaTorpami BunNpoboByBaHOTO

3pa3Ka, 3HaXOAUTbCA B MeXaX t 2 HM Bifl, JOBXKUHN

XBUI MaKCMMasIbHOrO MOTAVHAaHHA y BignoeigHomy YO

CNeKTpi, B3ATOI ANA CTaHAApPTy
KinbKicHe BU3HaueHHA: 95,0 - 105,0% Big, 3aAaBNEHOI KiNbKOCTI 99,5 %
Metdopminy rigpoxnopug, (BEPX) 3anaBneHa Kinbkictb = 500 mr
KinbkicHe BU3Ha4veHHA: 95,0 - 105,0% Big, 3asBNEHOI KINbKOCTI 1012 %
Cutarnintuuy (BEPX) T 3anABneHa KinbKicts = 50 mr
MpopykTy posnagy: Makecumym 0,1% 0,0%
MeTdopmiHy rispoxnopua;:
Byab-akunx HecrneundivuHmx
NPOAYKTIB
MpopyKTh po3nagy: Makcumym 0,2% 0,0%
MeTdopmiHy rinpoxnopua:
Cyma
Mpoayktn posnaay: Maxcnumym 0,2% 0,0%
CutarninTuny:
Byab-aKuxX HecrnelmndivHmnx
NPOAYKTIB
MpoaykTu posnapy: Makcumym 0,2% 0,0%
CutarnintuHy:
Cyma
OaHOpigHICTL [03YBaHHA: Bigriosinae ®apm.CLUA. / Esp.Papm. Bignosinae
Metdopminy riapoxnopusa (BEPX)
OpHopigHicTb 403YBaHHA: Bignosinae ®apm.CUIA. / €Bp.Papm. Bianosingae
CutarnintuHy (BEPX)
Po3unHeHHA: MeTdopmiHy Bianosizgae sumoram ®apm.CLUA. 99%
riapoxaopua, He meriue 85 % (Q=80) Bia 33aABAEHOTO BMICTY

KOMKHOFO aKTUBHOTO KOMMOHEHTa, WO Mae

po3unHATUCA Yepes 20 XBUAUH
Po3unMHeHHsA: CUTarninTuHy Bianosigae sumoram Papm.CLLUA, 99%

He meHwe 85 % (Q=80) Big 3aaBneHOro BMICTy
KOXHOTO aKTUBHOIO KOMMOHEHTA, WO Mae
po3unHATMCA Yepes 20 XBUAKUH

Xpomartorpadiuda unctora NDMA
(N-HiTpO30AUMETUNAMIH)

He 6inblue 0,048 ppm

ND (He BM3Ha4aeTbCA):

NDMA pesyabtat < 0.0024 ppm

NQ (He nignaetbes KinbKicHin ouiHL):
NDMA pesyabrar < 0.0048 ane > 0.0024 ppm

He BM3Ha4a€eTbCA




Xpomarorpadiuna umctora NTTP # | He 6inbwe 0,37 ppm Mexxa
ND = Mea BUABNEHHSA: BUABJIEHHA
NTTP pesynbtat < 0.05 ppm
NQ = Mea KinbKiCHOro BU3HaueHHA:
NTTP pesynbrar < 0.10 ppm 2 0.05 ppm
Cyma Hitposaminis (NTTP , NDMA) | He 6inbwe 100 % 0%

- AnbTepHaTUBHI MeToau. laeHTHudikalia moske 6yTu BUKoHaHa 14 meTogom abo metoaom BEPX-YO,
. KinbKicHe BU3HAYEHHA CUTAriNTUHY B NePepaxyHKy Ha BiIbHY OCHOBY.

# - TectysanHa NTTP npu BunycKy 6yae nposegeHo Ha 3paskax in bulk nikapcbkoro 3acoby.

Lium A 3acBiauylo, WO HaBeseHa BuLLe iHbOpMaLLia € AOCTOBIpHOIO Ta TouHO. Lito cepito npenapaty 6yno
BUPoBIEHO (BKNIOYAOUM NaKyBaHHA/MapKyBaHHA) Ta NPOBEAEHO KOHTPO/Ib AKOCTI Ha BULLLE3a3HaUueHIN AiNbHUL
y MoBHiK BiANOBIAHOCTI 3 BUMOramu GMP, BCTaHOBAEHUMU MiCLEBUM PETYAATOPHUM OPraHOM, a TaKOXK
BiANOBIAHO A0 cneumdikaLii, Wo MICTATLCA Y peecTpaliiHomy foCbe. MTPOTOKOAM BUPOBHNLITBA, NaKyBaHHA Ta
aHanisy byno nepernsHyTo Ta BCTAHOBNEHO BignosigHicts GMP.

YnoBHOBa)eHa ocoba
Nignuc
[Oata Bunycky cepii / nianucaHHa

/Wmamn/

Opob6pero 21.03.2025 /nidnuc/
K.O.P. bakkep

YnosHoBaxeHa ocoba

Mepk Wapn i oym B.B., Hiaepnhanan

NiaroToBneHO:

A. [Iyc. Ceedopep AC  /nidnuc/ 14.03.2025
MNepesipeHo:

P. [ Jlylikep 6 /nidnuc/ 14.03.2025
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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 23-5163153

Fax +31 23-5148000

Product Name
Dosage Form

JANUMET®, film-coated tablets 50/500 mg
Film-coated tablet

Strength 50 mg Sitagliptin / 500 mg Metformin Hydrochloride
Packaging 14 tablets in blisters; 4 blisters in carton package
Batch Number 2005355 - Product Number 6747
Bulk Batch Number 0001842841 Material Number 1006798
Description JANUMET 50/500MG
Batch Quantity 2400 packs 4X14TAB UKR
Manufacturing Date 25 Oct 2024
Expiry Date 25 Oct 2026
Country of Bulk Manufacturer Singapore

Country of Manufacturer
Releasing Site

Releasing Site Address

Target Country

Registration Certificate
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

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):
NTTP result < 0.10 ppm

2 0.05 ppm

Maximum 100%

99%

99%

ND

ND

0%

* Alternate methods. Identification 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 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
K.O.R. Bakker, MSq.

Qualified Person Z 1 MAR 2025

Signature Qualified Person
Merck Sharp & Dohme B.vV.
Date of Batch Release / Haarlem, The Netherlands

. 4 ne
Performed by:ﬁ'\ (\”J :\;Cdu\“\\* ,ﬁ\\’ Vi than G

Signing

. DA o 2
Reviewed by:Q»(J- L“’“}&V‘” AZ“JVS pind
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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
Dosage Form

JANUMET®, film-coated tablets 50/500 mg
Film-coated tablet

Strength 50 mg Sitagliptin / 500 mg Metformin Hydrochloride
Packaging 14 tablets.in blisters; 4 blisters in carton package
Batch Number 2005355 Product Number 6747
Bulk Batch Number 0001842841 Material Number 1006798
) Description JANUMET 50/500MG
Batch Quantity 2400 packs 4X14TAB UKR
Manufacturing Date 25 Oct 2024
Expiry Date 25 Oct 2026
Country of Bulk Manufacturer Singapore

Country of Manufacturer
Releasing Site

Releasing Site Address

Target Country

Registration Certificate
Manufacturing License Number
GMP Certificate Number

The Netherlands
Merck Sharp & Dohme B.V., The Netheriands

‘Waarderweg 38, 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
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%)
ldentity: 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.
ldentity: 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 99.5%
(HPLC) Label Claim per tablet = 500 mg
Assay: Sitagliptin (HPLC)t 95.0 - 105.0% of Label Claim 101.2%
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
Hydrochloride(HPLC)
Dose Uniformity: Sitagliptin (HPLC) Conforms to USP / EP Conforms
Page 10f2
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

28.11.2025 Ne 59113/25/10

SAHYMET

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Tab/1eTKH, BKPHTI IIIBKOBOIO 000,10HK010, 10 50 M1r/500 Mr; no 14 Tabaerok y Gaicrepi; no 4
OJticTepn B KapTOHHIH KopoOLi

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsizuenns UA/11003/01/01 crpox xii peecrpauiiinoro nocsiguenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne Z005355 Kinskicts BBesenoro nikapeekoro 3acoby 100
BupoGuuk Mepk Ilapn i Jloym b.B., Hinepnaumu
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (opMi TOBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - migmpuemns, i Micle NpoKHUBAHHA Ta peecTpaliiHuil HoMep 00IiKOBOT KAPTKY IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutpomo six 26.11.2025 Ne 3699/10.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

/R e
’;' A& o " ~5 : —
B.o. nauamsynKa cmyxou - Onera EPLOMEHKO
(li:.iqu:éni uupi.’mb (nignuc) (iniuianm Ta npizsuiie)

KYMir

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



MSD

Mepk Wapn i Joym B.B.,
Baappaepser 39, 2031 BH Xaapnem,

Hipepnangn

Ten. +31 23-5153153
dakc 31 23-5148000

Ceprudikar akocri cepii nikapcbkoro 3acoby
Hassa flHymet, TabneTkun, BKPUTI NNiBKOBOKW 060/10HKO10, No 50/500 mr
Nikapcbka popma Tabnetku, BKpUTI NniBkoBolo 06010HKO
[Jo3yBaHHA CutarnintH 50 mr, MeTtdopminy riapoxnopuay 500 mr
MakyBaHHA 14 tabneTokK 8 Hricrepi; 4 6nicTepn B KapTOHHIN Kopobui
Cepisn 2005355
Cepin in-bulk 0001842841
Homep npogykry 6747
Martepian 1006798
Onuc finymet 50/500mr 4x141ab ykp
KinbkicTb 8 cepii 2400 ynaKkosok
[ata Bupob6HULTBa 25.10.2024
TepmiH npugaTHocTi 25.10.2026
Kpaina Bnpo6Huk in Bulk Cinranyp
KpaiHa Bupo6Huk Higepnanau

Bupo6HuK BignosiganbHuii 3a

Mepk tWapni Joym B.B., Higepnanau

BUNYCK cepii
Appeca Baapgaepser 39, 2031 bH Xaapnem, Hiaepnanam
Kpaila npusHaueHHs YKpaiHa
PeecrpauiiiHe nocsigueHHA UA/11003/01/01
Niuensia Ne 108958 F
Ceptudikar BignosigHocti GMP NL/H 21/2035427A
Pe3ynbrati npoBefeHHA aHanisy AKOCTi nikapcbKoro 3acoby y BignosigHocri 5o MKA, PN Ne UA/11003/01/01
MokasHMKKU KOHTpONIO Bumoru MKA PesynbTaTti
aHanisy
Onuc TabneTku, BKpUTI NNiBKOBOIKO 060N0HKOIO CBITNO- Bianosinae
pOXKEeBOIo KObOpY 3 rpasitoBaHHAm "575" 3 ogHoOro
60Ky Ta rnageHbki 3 iHWworo 6oky
laenTudikayin: Yac ytpumysaHHA niky meTdopmiHy Ha xpomaTtorpami | Bignosigae
Metdopminy rigpoxaopug, (BEPX) BUNpOoOYBaHOr0 pPO34YMHY MaE BiANOBIAaTM yacy
yTpUMyBaHHA niky meTdopmiHy Ha XpomaTtorpami
CTaHAAPTHOTO PO34UHY (B merKax £ 2,5%)
laeHnTudikayin: Yac yTpumyBaHHA niKy cuTarninTuHy Ha xpomartorpami | Bianosisae

CurarninTury (BEPX)

BUNPOBYBAHOrO PO3YMHY Mae BIANOBIAATM  Yacy
YTPUMYBAHHA MKy CUTarAinTMHy Ha Xpomarorpami

CTaHAAPTHOTO PO3YMHY (B mexax * 2,5%)

Sho e ~ g o ée/ 2025 /%




laenTndikauis : [loB3KMHa XBUNI MAKCUMAJIbHOTO NOTIMHAHHA B YP Bianosinae
Metdopmit rigpoxnopua (YO)* CneKTpi, B3ATa y BepwmHi nika meTdopmiHy Ta nika

cUTarAinTUHy Ha xpomaTorpami BunpobosysaHoro

3pasKka, 3HAXOAMTLCA B MEXaX + 2 HM Bif, AOBXUHU

XBUAI MaKCMMaNbHOTO MOFIMHAHHA y BignosigHomy YO

CMEeKTpi, B3ATOI 4N CTaHAAPTY
laenTudikauin : [LOBKMHA XBUNI MAKCUMANbHOTO NOTMHAHHA B YP Bianosinae
Cutarnintuy(YO)" CNeKTpi, B3aTa Y BEPLWUHI Nika meTPopMmiHy Ta nika

CUTarNiNTUHY Ha XPOMaTorpami BunNpoboByBaHOTO

3pa3Ka, 3HaXOAUTbCA B MeXaX t 2 HM Bifl, JOBXKUHN

XBUI MaKCMMasIbHOrO MOTAVHAaHHA y BignoeigHomy YO

CNeKTpi, B3ATOI ANA CTaHAApPTy
KinbKicHe BU3HaueHHA: 95,0 - 105,0% Big, 3aAaBNEHOI KiNbKOCTI 99,5 %
Metdopminy rigpoxnopug, (BEPX) 3anaBneHa Kinbkictb = 500 mr
KinbkicHe BU3Ha4veHHA: 95,0 - 105,0% Big, 3asBNEHOI KINbKOCTI 1012 %
Cutarnintuuy (BEPX) T 3anABneHa KinbKicts = 50 mr
MpopykTy posnagy: Makecumym 0,1% 0,0%
MeTdopmiHy rispoxnopua;:
Byab-akunx HecrneundivuHmx
NPOAYKTIB
MpopyKTh po3nagy: Makcumym 0,2% 0,0%
MeTdopmiHy rinpoxnopua:
Cyma
Mpoayktn posnaay: Maxcnumym 0,2% 0,0%
CutarninTuny:
Byab-aKuxX HecrnelmndivHmnx
NPOAYKTIB
MpoaykTu posnapy: Makcumym 0,2% 0,0%
CutarnintuHy:
Cyma
OaHOpigHICTL [03YBaHHA: Bigriosinae ®apm.CLUA. / Esp.Papm. Bignosinae
Metdopminy riapoxnopusa (BEPX)
OpHopigHicTb 403YBaHHA: Bignosinae ®apm.CUIA. / €Bp.Papm. Bianosingae
CutarnintuHy (BEPX)
Po3unHeHHA: MeTdopmiHy Bianosizgae sumoram ®apm.CLUA. 99%
riapoxaopua, He meriue 85 % (Q=80) Bia 33aABAEHOTO BMICTY

KOMKHOFO aKTUBHOTO KOMMOHEHTa, WO Mae

po3unHATUCA Yepes 20 XBUAUH
Po3unMHeHHsA: CUTarninTuHy Bianosigae sumoram Papm.CLLUA, 99%

He meHwe 85 % (Q=80) Big 3aaBneHOro BMICTy
KOXHOTO aKTUBHOIO KOMMOHEHTA, WO Mae
po3unHATMCA Yepes 20 XBUAKUH

Xpomartorpadiuda unctora NDMA
(N-HiTpO30AUMETUNAMIH)

He 6inblue 0,048 ppm

ND (He BM3Ha4aeTbCA):

NDMA pesyabtat < 0.0024 ppm

NQ (He nignaetbes KinbKicHin ouiHL):
NDMA pesyabrar < 0.0048 ane > 0.0024 ppm

He BM3Ha4a€eTbCA




Xpomarorpadiuna umctora NTTP # | He 6inbwe 0,37 ppm Mexxa
ND = Mea BUABNEHHSA: BUABJIEHHA
NTTP pesynbtat < 0.05 ppm
NQ = Mea KinbKiCHOro BU3HaueHHA:
NTTP pesynbrar < 0.10 ppm 2 0.05 ppm
Cyma Hitposaminis (NTTP , NDMA) | He 6inbwe 100 % 0%

- AnbTepHaTUBHI MeToau. laeHTHudikalia moske 6yTu BUKoHaHa 14 meTogom abo metoaom BEPX-YO,
. KinbKicHe BU3HAYEHHA CUTAriNTUHY B NePepaxyHKy Ha BiIbHY OCHOBY.

# - TectysanHa NTTP npu BunycKy 6yae nposegeHo Ha 3paskax in bulk nikapcbkoro 3acoby.

Lium A 3acBiauylo, WO HaBeseHa BuLLe iHbOpMaLLia € AOCTOBIpHOIO Ta TouHO. Lito cepito npenapaty 6yno
BUPoBIEHO (BKNIOYAOUM NaKyBaHHA/MapKyBaHHA) Ta NPOBEAEHO KOHTPO/Ib AKOCTI Ha BULLLE3a3HaUueHIN AiNbHUL
y MoBHiK BiANOBIAHOCTI 3 BUMOramu GMP, BCTaHOBAEHUMU MiCLEBUM PETYAATOPHUM OPraHOM, a TaKOXK
BiANOBIAHO A0 cneumdikaLii, Wo MICTATLCA Y peecTpaliiHomy foCbe. MTPOTOKOAM BUPOBHNLITBA, NaKyBaHHA Ta
aHanisy byno nepernsHyTo Ta BCTAHOBNEHO BignosigHicts GMP.

YnoBHOBa)eHa ocoba
Nignuc
[Oata Bunycky cepii / nianucaHHa

/Wmamn/

Opob6pero 21.03.2025 /nidnuc/
K.O.P. bakkep

YnosHoBaxeHa ocoba

Mepk Wapn i oym B.B., Hiaepnhanan

NiaroToBneHO:

A. [Iyc. Ceedopep AC  /nidnuc/ 14.03.2025
MNepesipeHo:

P. [ Jlylikep 6 /nidnuc/ 14.03.2025
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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 23-5163153

Fax +31 23-5148000

Product Name
Dosage Form

JANUMET®, film-coated tablets 50/500 mg
Film-coated tablet

Strength 50 mg Sitagliptin / 500 mg Metformin Hydrochloride
Packaging 14 tablets in blisters; 4 blisters in carton package
Batch Number 2005355 - Product Number 6747
Bulk Batch Number 0001842841 Material Number 1006798
Description JANUMET 50/500MG
Batch Quantity 2400 packs 4X14TAB UKR
Manufacturing Date 25 Oct 2024
Expiry Date 25 Oct 2026
Country of Bulk Manufacturer Singapore

Country of Manufacturer
Releasing Site

Releasing Site Address

Target Country

Registration Certificate
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

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):
NTTP result < 0.10 ppm

2 0.05 ppm

Maximum 100%

99%

99%

ND

ND

0%

* Alternate methods. Identification 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 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
K.O.R. Bakker, MSq.

Qualified Person Z 1 MAR 2025

Signature Qualified Person
Merck Sharp & Dohme B.vV.
Date of Batch Release / Haarlem, The Netherlands

. 4 ne
Performed by:ﬁ'\ (\”J :\;Cdu\“\\* ,ﬁ\\’ Vi than G

Signing

. DA o 2
Reviewed by:Q»(J- L“’“}&V‘” AZ“JVS pind
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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
Dosage Form

JANUMET®, film-coated tablets 50/500 mg
Film-coated tablet

Strength 50 mg Sitagliptin / 500 mg Metformin Hydrochloride
Packaging 14 tablets.in blisters; 4 blisters in carton package
Batch Number 2005355 Product Number 6747
Bulk Batch Number 0001842841 Material Number 1006798
) Description JANUMET 50/500MG
Batch Quantity 2400 packs 4X14TAB UKR
Manufacturing Date 25 Oct 2024
Expiry Date 25 Oct 2026
Country of Bulk Manufacturer Singapore

Country of Manufacturer
Releasing Site

Releasing Site Address

Target Country

Registration Certificate
Manufacturing License Number
GMP Certificate Number

The Netherlands
Merck Sharp & Dohme B.V., The Netheriands

‘Waarderweg 38, 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
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%)
ldentity: 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.
ldentity: 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 99.5%
(HPLC) Label Claim per tablet = 500 mg
Assay: Sitagliptin (HPLC)t 95.0 - 105.0% of Label Claim 101.2%
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
Hydrochloride(HPLC)
Dose Uniformity: Sitagliptin (HPLC) Conforms to USP / EP Conforms
Page 10f2
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CERTIFICATE of QUALITY of Medicinal Product Batch

Merck Sharp & Dohme BV,
Wearderweg 39

2031 BN Haarlem

The Nelherlands

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

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

Dosage Form Flitn-coated tablet

Strengif i S0 mg Sitaghptin mg Vietformi TaC! (=3

Packagmg 14 tablets in blistars; 4 blisters in carion package

Batch Number YO'I 9?98 Product Number 6747

Bulk Batch Number 0001808171 Material Number 1006798
Description JANUMET 50/500MG

Batch Quanlity 700 EA 4X14TAB UKR

Manufacturing Date 10-Jul-2024

Expiry Date 07-2026

Country of Bulk Manufacturer Singapore

Country of Manufacturer The Netherfands

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

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

Target Country Ukraine

Registration Cerilficate UAM1003/01/01

Manufacturing License Number 108958 F

GMP Certificate Number NL/H 21/2035427A

Qualify Analysis Results of the Medicinal Product in comp[lance with MQGC of Reg.Cert. N2 UAM1003/01/01

Characteristic Specification Results
Appearance Light Pink, Film Coated Tablet; Conforms
Dehossed '575' 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 paak in the sample and standard Conforms
chromatograms are essentially the same (within +/- 2.5%)
Identity: Mstformin 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 corrasponding
UV spectrum taken for the standard.
Identity: Sitagliptin (Uv)* The wavelength of maximum absorhance in the UV spectrum taken at Confarms
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 Clalm 100,0%
(HPLC) Label Claim per {ablet = 500 mg
Assay: Sitagliplin (HPLC) 95.0 -105.0% of Label Claim 99,8%
Label Glaim per tablet = 50 mg
Degradates Matformin Hydrochleride : Maximum 0.1% 0,0%
Any Unspecified Dagradate (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) s i B .
Dose Uniforrmity: Metformin Conforms to USP / EP . Conforms
Hydrochloride(HPLC) TRl 02
Dose Unifarmity: Sitagliptin (HPLC) Confarms to USP / EP Conforms

Page 1of2
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Merck Sharp & Dohme B.Y.
Waarderweg 39

2031 BN Haarlem

The Nathedands

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 carion package

Batch Number Y019798 Product Number® 6747

Bulk Batch Number 0001808171 Material Number 1006798
BPesecription JANUMET 50/500MG

Batch Quantity 700 EA 4X14TAB UKR

Manufacturing Date 10-Jul-2024

Expiry Date 07-2026

Country of Bulk Manufacturer Singapore

Country of Manufacturer Tha Netherlands

Releasing Shte

Releasing Site Address

Target Country

Registration Certificate
Manufacturing License Number
GMP Cartificate Numbar

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

UA/11003/01/01

108858 F

NL/H 21/2035427A

Quality Analysis Results of the MedicInal Product in compliance with MQC of Reg.Cert. Ne UAM1003/01/01

Characteristic

Speclfication Resllts

Dissolution: Metformin Hydrochloride

Dissalution: Sitagliptin

Chromatographic Purity: NDMA (N-

nitrosodimethylamine)

Chromatographic purity: NTTP #

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

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

Maximum 0.048 ppm ND
ND {Not Detectable);

NDMA result < 0.0024 ppm

NG {Not Quantlfiabla):

NDMA result < 0,0048 but

> 0.0024 ppm

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%

* Allernale methods. ldentification by either IR or HPLG-UV can be performed
 Assay Sitagliptin is calculated on the free base
# NTTP testing at release will be parformed on bulk drug product {DP) samples

| hereby certify that the above Information Is authentic and accurate. This baich of product has been manufactured, including packaging /
labeling and quallty contro! at the abave mentioned site(s) in full compllance with the GMP requirements of the Local Regulatory Autharity and
with the specifications In the Registration Dossisr. The batch processing, packaging and analysls records were reviewed and found to be in

compliance with GMP.

Approved
N. D‘:bashr MSc

06 JAN 2025

Parson
Mem&lgt}amed& Dohme B.Y.
Haarlem, The Netherlands

Qualified Person

Signature

od-

Date of Batch Release /
Signing

Performed by: S, Vet eltn 2{.

e e
06 JAN202S Reviewed by: h (M.‘_)Bﬂh @23&;&'&)1

g

e,

bt

5
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JEEPKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJACTI

rtpoB. Ceitmirunol Haail, 3, m.Kuis, 02099, ren/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €PIIOY 37078774

BICHOBOK
Npo sKiCTL BBe3¢HOTO B YKpainy JikapcbKoro 3acody

24.03.2025 a 13554/25/10

SAHYMET
{HafsenypaHES MiKapebROID 3acoBy 3rijHo 3 peecTpauiisiM DOCHITMEHHAM}
Tad:eTKH, BRPHTI ANiBROBOIO 00010HK0M0, 1o 50 M1/500 Mr; no 14 Tadaerok y Gnicrepi; no 4
faicTepH B KapTonHii Kopobui
{diopmMa BHNYCKY, A03YBAHKA, BIA MAKYBAHIA JTIKAPCEEOTO 3a000Y)

Homep peectpauiiinoro nocsingensan UA/11003/01/01 crpox aif peeerpaniiisoro mocsiavenna 01.01.2099

Cepis nikapcokoro sacoty Ne Y019798 Kinskicts Besenoro aikapenkoro sacofy 154
Brpobunx Mepx lapn 1 Joym B.B, Hizepnaumu
{nalivenysanna supofnika Aikapeexoro 3acofy, kpaiiza MOXOLKEHNHR)
Baescuo B Yipainy Cninsle yKpailcbK0-ecTOHChKe RignpemMcerso y dopsti ToBapicrsa
3 oOMexeno10 BignoRigassuicTio "OnriMa-Gapa, ATHAY, izenr. ron:
21642228

(natimenysanng Ta kog 3a €APTIOV 1opippynoi deobu afio upisaxie, im'a, no-GaTskoei piznanet
ocofir - innpienud, 17 Miclie NPOKIBAHEA Ta peecTpaniiivuil Homep obaiKeROT KAPTIY IWIATHIES
neaarkis a0 Cepis T HOMEp HaCHopTa)

Mporoxoa sizyassioro xomrpoan sia 20.03.2025 Ne 0855/21.

32 pesynbTaTaMM  IEPAABHOTO KOHTPOMO BCTAHOBIEHO, w0 fAikapoexuil 3aciG  seesewo B Yrpoiny 3
AOTPUMAHHSIM sinvor 3aK010AARCTEE OO 380E30DCICHHS AKOCTI AIKAPCHRNX 3ac0GiB,

Y KPAFo
TAROi L

UL I T :  —
3a i o 6
crymfixgi Gy _ Omsra EPLOMEHKO

KOHTPDNIO} {ninnuc) (ininiann Ta npizazme)




JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOIr0 B YKpaiHy JiKapchKoro 3acody

02.07.2026 Ne 32371/26/10

SAHYMET

(nailiMeHyBaHHS JIIKapCBKOro 3aco0y 3rilHO 3 peecTpaliifHUM MTOCBI TYEHHAM )
Tal/1eTKH, BKPHTI ILTIBKOBOIO 000/10HK010, 10 S50 Mr/500 mr; no 14 Tabiaerok y Oaicrepi; no 4
0.1icTepH B KapTOHHIMH Kopo6ui

(dhopma BHNyCKy, 103yBaHHd, BAJ AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsigaerns UA/11003/01/01 ctpoxk nii peectpauiitnoro noceiguenns 01.01.2099

Cepis nikapcskoro 3acoby Ne AQ07756 Kinekicts BBe3eHoro mikapeskoro 3acody 200
Bupo6uuk Mepx Hlapn i loym b.B., Hinepinanau
(naliMeHyBaHHA BUpOOHHKA JIiKapchKkoro 3aco0y, kKpaiHa MOXOKEHHS)
Baeseno B Yipainy CrifibHe yKpaiHCbKO-€CTOHChKe MiNPHEMCTBO Y (popMi TOBapHCTBa
3 o0Mexeno10 BignosinaasnicTio "OnriMa-®apm, JIT/A", inenr. xon:
21642228

(nalimenyBanns Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npiseuie, im'a, o 6aTekoBi (izHyHOT
ocobw - minpremnd, i Miclie NpoKHUBAaHHS Ta peecTpaliiiHuii Homep 001ikoBOT KapTKH IJIaTHHKA
nojaTkis abo cepis Ta HOMep IacrnoprTa)

Iporoxou Bisyansnoro xonrpoiaio six 26.06.2026 Ne 1860/1.

3a pesyneTaTaMM JIep:KABHOTO KOHTPOMIO BCTAaHOBJIEHO, 1IN0 JKapchkuit 3aci6 BeeseHo B VYkpainy 3
JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA OO 3a0e3MeueHHA AKOCTI JIIKapChKHX 3aC00iB.

_ Omera EPBOMEHKO

(minrmac) {iHuiamH T8 npisnMie)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.






Iasimuchinmyin - O oEMIHE XEMAT ME HE WNE NEHE T NEMAWHAHHA 8 ¥ Hipraaioa B
Ma e paie rinpeano pa (YD) = ENEHTEL B9ATE ¥ BEALAHT N1 METREMIHY T8 Nk
CWMTE MINTHHY HE XEDME TOERM | aun pefoayas Hom
SEE9HE, SHENDOWTEER B MEHERt 1 H 810 0o ERAHA
HEWA MEHEMMENBHE M MErAWHAHHA Y 810 mainHo Ay Y
£ NERT @, B9ATHI 0 A T HOE ETy
lasimachinmyin - [ oaHAHE XAAF] MEHE WME NaHE M NEMAHAHHA 8 ¥R Hpgmeaipa e
Cwmarninmuayd]® ENEKTEL B9ATE ¥ B8 ALUAHI N METR EMIHY T8 N1RE
CUTE MIMTHHY HE XEOaE TOrEEMi 8vn polo eyaa Hom
SEEIHE, SHENDOWTEER B MeEHax: 1 H 810 oo EEAHA
XA WA MEHCVMENLHE M MArAMHAHHA Y B0 e aigHoNy Y
ENERT @i, B9ATHI 0 NA T3 HOE ETy
H st & PR H BN EHHET 950 - 106, (¥4 8ip 3aAENE 31 KiNL BEETI 07,0 %
Mvie i pan vy o pEmane pan, [HE FX) Jdananea Kine KEeTe = S0 wr
H st = & PR H BN EHHET 950 - 106, (¥4 8ip 3aAENE 31 KiNL KOETI 98,7 %
Cvmrminmany [HERX) ) JaraneHa HiNbKETE = S ar
Npogym poan eay- Mol v aeryron 0,196 0.O%
Mofler Tefa pan iHY 10 e e,
By oAk WX HEE NeyMEIH HAX
NEEOYHTIA
Npoagyim poan ey Mola i maryan O, 29 0015
e Tz p iHY 10 panD i,
Cywma
Npogymue poaneay: Mol e waeryron [, 2% 0.O%
CHTRrAIiNTAHY:
By nb-AK AX HEE ey MEIH HAX
NEEOYHTIA
NMpoagyim poen ey Mola i maryon O, 29 0015
CHTRrAinTAHY:
Cyima
Oanopi guicrs grmprsHE: Hignoaigaefapm CU A f Eapta pa. Hipraaioa B
Mofler Tep pan iHy rin e e, [HEFX)
danopi gsicms grmyprmHE: Hignoaigaehapsm DU A f Eaptha pa. Hpmmaiga e
Cwmarminmany [BERX]
P 1 HE: MWlemiz pmiHy Hignoaipae 8 weo s e pa CU A 5%
10, 30 A He seqwe BS % [0 -A0) ain = AaneHom ameTy
HESH HE M BHTWEHD M M MEHEHTE, WD MEE
Iy MHATMEAY epes 10 kannuH
Pomm Hmnm . C v minTaHy Hignoaipae 8 weo man e pa CU A A%
He seHwe BS % [0 -A0) ain = AneHom aMeTy
HEZH HEI M @ HTWE H M M M HE HTE, LU AR E
Iy MHATMEAY epes 10 kannuH
Xpcwanrorp mpiunmmcraorm NOMA | He Bine e 0,048 ppm He nipoa eTeoA

[N-HITE = g nMETANAMIH ]

N QO [He BnaHEYABTREA |-

N OMWA praynsTaTs DM gam

NG [He nipoa erecA KinekEHIA QUi
NOMA perayneTaTs DM ane > O MM ppm

HiNa REHIA @uiHL




"-AneTERHATHAEH]T MeETa M. |neHTMER K UTA mone ByTe ankmHaHe [Y seTonos oo seonosm BEPX-Y
¥~ HinwKicHE AWIHEY EHHA CATE MIMTAHY B NE REERNYH Y HE BINaHY DCHD By

Llwa AaacaigHyio, W Hl BeneHd B9 LLe THED paE LR B 0Re TR pHE K T Teq Hee. Lo cepin npem ety Bpno

avpo ENeHn [Bn EHEEH N M Y EE HHAS AR YR HHA | TR NP0 B8 0eHD KO H TSN AKSCT] HE B9 LLe Sl IHEY 2H T 0 aH U]
¥ noaHil sigmEaigHEeTi 9 auamarasn SM P, BcTE Ho BnEH AARM MICLE BAM RN ATD EH MM CRrd HDM, @ T HEH

gin e EigHE oo cneuuci muil, W METATLEER ¥ e ETE Uil Hosy nocsh Moo anp BHAUTE, NaKYEaHHA T]
gHENEy Byno nepe MAHYTD TH BCTHE HE NBHD Bi0N0 ai HIC T GWIR.

¥nosuoress n ocolin FUrnrau

Mignue O ppBpenn 19.05 K16 i)
Jure munyoey copil f ni gnuemnn O _AE_ XoyBan

¥noaHomxeds oo ke

Mepk lapn | Qoys BB, Hine pma Ho,w
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P Taree firrin Fodma) 1805 HEHE

MNe peaipeqHa:

P fha fyiteep B fridany 18 05 2R
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CERTIFICATE of QUALITY of Medicinal Froduct Bakch

KeErck Shomp & Lonre dow
(RS PR

#1531 BH Haser

Tha Metwer enda

Tel. =21 z3. C163132

| R I B I T

Mradust Mame JAMLUIMETE Flm-pated stilels SS00 rmyg

Cosags Form Film-zosted laoks

Slergtn B g Siegliplind 550 mg Mzdfarmin Hydrachioride

Pach:ag M T4 G ek in bilislars, 4 Blisles in catan package

Saich MLmker BAO0TTalE Froduct Numbsr LT

Buk Balch Kurnber EGGERA Mabariz! Mumb=- 130GT=] T
Crascristion JAMIMET ROVRCOMG

Balch Quardy 30z packs 2344 [AE UMK

Mamdachuring Dets D2 20EE

Expiry Tats P 20T

Ceunlry 5 Eulk War Jfsciurs: G aganare

Cerdry < Mani-sciursr
Felazsirg Siks

Releaming Sile Sddrasa

Targat Courdry

Beglstration Cerbticats
sanutechanng Losnss Muembe
GMP Cort fizate Mumbe:

The Mestheslanss

Merck Sharo & Dobms B, The Hzthsancs
waarzorerg 22 2001 BN Haawlem, The Nethedanzs
Ukraine

LA asindane

103353 F

ML 247255925505

Quality Analysis Results of the Medicingl Product in compliance with MOC of Rag.Cerl. e UAM1003/01/01

L haracteristic Specificatlon Results

LippansEnae Ligt Fink, Fikn Qoales Tablat oo
Cebogzes ‘573 on ons sids 20d blank an tas ather
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Identity: Siluciptn 4PLCI T1e reterdion fimeas of the siplplin ceak o hs 2anpls snd sardard R

Iderily. Mabicrnn Hyamachlnridae LW

lder-iile SHaglipt = L

Az Mstoemin Hidioailarize (HRELG
AEasy: Sitagliptin (MFLZ)T

D=qre=atss Metfonmin Hediushilzoids

Any rsoecfied Cegratate HPLE)

Degrazates Metiomin Hedrmoehle: de
cial Degraded= (HPLS:

Degracales Skag pin: Aty Urspeoiied

Diezrassks (HPLE

Decratates Staglphn: Tokal Dom adiale

(HFLC

Doze Unifarmine: hiatHnenis

Hydrce=h clike) 4 21D

Dicse Unifarnniby. Silkaglztin (HELG)

chormagrars ars esserdially e szmz paiihir - 2.5%)

Toe wawzlangtn of rraarum ahsarbance in the LN spectoan laker al b
apex of tha mefformin paak in e savsle crromatogran iz withic £2 0m
o the wavelength it rnasimuen absorbance i t1e corresponding LA
spentruen Leken farthe standard,
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wr 0 - 128 2% of Labgl Clalm

Labiel Clain per tablst = G0 ma

% Sre 108 7 of Label Claim

Lkl Clair per tabled = G mg
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Mecirum 0.2%
Maamur 0.2%
Mamum & %
Conforms o ASP G ER

Confarms o QS0 E
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95 T4
0.0%,
2%
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CERTIFICATE of QUALITY of Medizinal Product Bateh

Prozuact Mame
Dmage Farm
Shrairzih
Parkagirg

Hatc Murnger
Suls Tagten Mummzer

Gideh sty
ldanLtacluirg Maz-=
Exp v Dl

Courtry of Rulk Marufaciur

k= Shap & Sobmic B
winTrooracg 33

A BN sl

T weibarlaade

I=L +31 2353123163

Faz #1] Zr 5140000

JAMUBETE:, filn-rnaed takats 05500 g
Film-coated tabls

a3 il ipen ¢ S00 mg Metzanin Hydrachloride
14 tablecs o Elisizes: 4 2isars incs ton paskays

Coaialry nf Menufac sar
Felzazng Sie
Meleasing Sike Adzees
Tinget Coungry
Hegistralior Cedificsa

Manufacivrng Lickrs: Mumbs-

GWP Comificats ML e

Liuality Analyeis Results of the Medicinal Product in com

AOOTTER Pradust Huerker G747
U 1EERDES Blalarial bourrber 100575
Deseriphinr JAMUNMET ECEQORS
324 packs i = Aa1ETRB LIER
e R DT
& 2eE0ET
Zingzzors
The Meihe lards

blzrck Sham & Dooine 8.4, The Metharlsnda
Waerderas 39, 2051 BN Haarem  The Nethnrlands
L'kraing

L& 100334401

TMRERRF

I R S L

pllance with MOG of Reg.Cert, No UAMT00301/01

Chharactoristic

_ ; Specificatiun Resufts
Dissehdior: Metdormia Hydioehloride The Leblets cardorm B ISP requ remerss wih med laes Far BEY i o
(0 = B af the Imzeled srraunt of =ach sdive disssivad in 20 minwes
Dussaldion. Silaglplin Thiz tzhleds cortorn b LE2 ranuirarierts Wil ned less than S5%, Za,
(3 = 80y af ths lzzeled siraur: of mach acive dizsalved in 20 minu=s
Lhromalugapk s Punity: MORMS (N fasirum 0.045 pom 4

nitraeadiTsthivlan e

P (Rlon Deteclablen
FICIS rezmale = Lo B
M Mot Caartiliab al
MRS rasull = D002 bud
= L0024 prpun

* Aterrate medhode. Bertiloerizg ov eihe IR ar | FLG-UY can be pes Rt
T Aesaw Siag e = eslovlated on e Son hesa

| Peresy cartify that e above iv%amaton is saltenlic 210 accurate, | i betcn 21 produst Bas hean mancectured, ircloding nacksging ¢

Izbalirg and guality rartrol &t e stose rentiored sies

Fin full somgllancs wil lhe GVIF requiremerls o e Loea Heg.klnrg Audhizeity ard

with the specmicatons o the Registration Dossiar, e balsh procoesing. peckaging ans @ralyes records weng revawes end Fard ta be in

IO ange witk GE,

Cshfed Perbere

APPROVED

D.AE, Houben

19 MAY 206 ”-f#/_/

Qualifed Person
Wienck Snarp & Sobarwe AW
Haarlem, 1t Katherlorels

Signalaes

Crale o Baich Ralesze ¢

Sigaing

Petormed I:.'-,-"_.F ﬁﬁw f‘f_fﬁﬂjaiﬂﬂé
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