AEPIKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMHN ¥ KHIBCHKIA OBJIACTI

npos. Ceitmmunoi Hamil, 3, m.Kuis, 02099, ten/dakc; (044) 576-40-41
E-mail; dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BHUCHOBOK
npo SIKICTH BBE3CHOT0 B YKPainy AiKapchKoro 3acody

13.02.2025 Ne 4544/25/10

SIHYBIA

{nuitvenypanma aikapcekoro sacaly srinna 3 peccTpanifitus nocnigdemLam)
TabaeTky, BKPHTi naiskorero obosonkeso, no 100mr, no 14 tabnerox y 6aicrepi; no 2
faicTepu B KapToHHIN KOpooLi

(thopma BUMYCKY, AGIVRAHHA, B/ [SKYBallA AIKApLLROTO 39006y}

Homep peectpauiiinoro nocainuesns UA/9432/01/03 crpok aif peeerpaiiititoro noceiguenss 01,01.2099

Cepin nixapcekoro sacaby Ne B118458 Kinexicts Baesenoro sikapeskoro sacoy 300
BrpoGik Mepxk Iapm 1 Joym B.B., Higepnanau
(naiimenysanis sHpoGHuKa ikapeskoro 3acody, kpaiia MoX0LKeHHA)
Breseno 8 Yrpainy Crinbie yRpaiHCHKO-eCTOHCLKE IHANPHEMCTRO Y dopmi ToBapiucTRa
3 ofiseskenolo BignoBinaabuicTio "ORTiMa-®apyy, JITAY, izcnt. xon:
21642228

(waftsenrysasns ta ko 3a €APTIOY wpuinurot acofiit abo npissinse, is's, no 6aTskosi Gisnunei
ocofiy - nimmpuemuy, i MicLe IpoxHBAEKA Ta peccTpariiinmit HomMep 0BAKOBOT KAPTKI ANATHIKD
nedaTKip abo copia Ta HOMep nacnopTa)

[peroxon eizyannmore xouTpomo siz 10,02.2025 N 0312/1,

3a  pesyiAbraTaM AEPAKABHOTO KOMTPOMIO EBCTAHOBNEHO, IO Jxapcekaii 3acid ssesemo 8 Vipaigy 3
AOTPHMAHHSIM BuMOr 3aK0OHOAaBCTAA 1110710 3a6e3NeyetHA AKoeT] nikapesKX 2ac06is.

. Qera GFLOMEHKO:

(winimic) {iviaianira rpiatisitic).




Hasga

dopma BUNYCKA
Jozyranns

Ynakoska

Cepin

Cepin Bulk

Homep mponykTy
Marepian

Onuc

KinbkicTs B cepil

JaTa BupoOHUUTBA
Tepmin npnaaTHocTi
Kpaina supo6nuk in Bulk
Kpaina Bupoonuk
Bupo6uux BixnoginaabsHuii 3a
BUITYCK cepii

Anlpeca

Kpaina npu3Havenns
Peectpauiiine noceiguenus
Jlinensia Ne

CeprTndikar sianoesinnocri GMP

Mepk lapn i Joym B.B.,
Baapaepser 39, 2031 BH Xaapiaewm,
Higepranau

Ten. +31 23-5153153

pakce 31 23-5148000

Ceprudikar sxocti cepii Jikapeskoro 3acody

Snysis, TabNeTKH MOKPHUTI MIiBKOBOIO 060n0HK0I0, IO 100 Mr
TaGJIETKH HOKPUTI ILTIBKOBOIO 000JI0HKO010;

Curaraintuny 100 mr;

no 14 Taénerox y 6aicrepi; no 2 Osicrepu B KapTOHHIHA KopoOui
B118458

1000061163

6739

1006054

STuysist 100mr 2x14 Tad yxp

5312 ynaxoBok

15.03.2024

03.2027

Beguka Bpuranis

Higepaanau

Mepxk Wapn i Joym B.B., Hinepnanau

Baapaepser 39, 2031 BH Xaapuem, Hizepnanau
Ykpainaa

Ne UA/9432/01/03

108958 F

NL/H 21/2035427A

Pe3ynnTaTu NpoBeleHHs aHAJ3Y SIKoCTi JikapebKoro 3aco6y y simnoeignocti o AHJL, PIT Ne UA/9432/01/03

Ioka3HNKH KOHTPOJIIO Bumoru AH{ PesyabTaru
ananizy
Onnc Kpyrai, nBoonyxii TaGieTku, BKPUTI TIBKOBOI 000IOHKOI GexxeBOro Biznosinae

KOJbOpY 3 HaveceHHsM "277" Ha ogHoMy Gouli Ta riajki 3 iHuIOTO GOKY

KinpkicHe BHZHAYCHHA
(BIY9- ciexTp)

95,0 - 105,0 % oT 3asnenoi kinskocti (3assiedo 100 mr/rabnertka) 98,4%

InenTudikauin (bIY - cniexrp)

TpucyrHicTh citarnintina pochary HmiATBepAKYETHCS, IKIIO CIEKTp 3paska [Binnosinae
BIAIOBifA€ HABEIEHUM KpUTEpiAM BaigauiiHoi 6i6mioTekn

Po3nananus

He 6isbiue 5 XBUIUH Binnosigae

OnHopinHicTh J030BAHUX OJUHHLB
BAr0BA Bapialis

Cepix Biagnosigae A0 KiNbKICTh TabJeTOK BUXOIATH 3a Mexi 85,0 - Bignosinae
115,0% Big 3asBNCHOT KiNkKOCTI MEHLI a00 JOPIBHIOE KOPJIOHIB
nipuitHsTHOCTI (C).

3asaeno = 100 mr / tabnerka

Ilum 5 3acBinuylo, WO HaBeaeHa BULle iHpopMaLis € focToBipHOIO Ta TouHOM0. [l1o cepito npenapaty 6ys10 BUpoOIeHO (BKIIOYAIOYH
TaKyBaHHA/MapKyBaHHs) T2 MPOBEIEHO KOHTPOIL AKOCTI Ha BUIle3a3HadeHil AinpHULI Y NOBHIM Bianosianocti 3 BuMoramMu GMP,
BCTAHOBJIEHHMH MIiCLEBHM PETYIATOPHHM OPIaHOM, a TAKOX BIANOBiAHO Ko crrenndikalif, mo MicTATECA y PEECTpaliHHOMY HOCHE.
[TpoToxony BUPOBHULTEA, IAKYBaHHs Ta aHali3y GyIIo meperisiHyTo Ta BCTAHOBIEHO Bianosiauicts GMP.

VYnosuosaxkena ocoba
Mignuc

JlaTa Bunycky cepii /nignucy

12.11.2024 K.O.P bakkep
VYrnosHOBaxceHa ocoba (inionuc)
Mepk 1llapr i Joym B.B.
Xaapnewm, Higepnanau
[igrorosneno: C. sau nep [Myn /mionuc/ 11.11.2024 /6//‘, Coe X %/

Mposipeno: P. Txeebom /nionuc/ 11.11.2024 7
20 Of 2wt ‘/x

’
£




Merck Sharp & Uohme B.V.
Waarderweg 39

2031 BN Haarlem

The Netherlands

Tel +31 22-5163153

fax +31 23-5148000

CERTIFICATE of QUALITY of Medicinal Product Batch

Product Name
Dosage Form
Strength
Packaging

Batch Number
Bulk Batch Number

Batch Quantity
Manufacturing Date

Expiry Date

Country of Bulk Manufacturer

JANUVIA®, film-coated tablets 100 mg
Film-coated tablet

Sitagliptin 100 my

14 tablets in blister, 2 blisters in carton package

B118458 Product Number 6739

1000061163 Material Number 1006054
JANUVIA 100MG

5312 EA Description 2X14TAB UKR

15-mrt-2024

03-2027

United Kingdom

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/9432/01/03

108958 F

NL/H 21/2035427A

Quality Analysis Results of the Medicinal Product in compliance with MQC of Reg.Cert. UA/9432/01/03

Characteristic

Specification Resuits

Appearance
Assay (Near IR)
Identity (Near IR)
Disintegration

Dose Uniformity (Weight Variation)

Beige, round, biconvex, film coated tablet with "277" on one side and Conforms
plain on the other )
95.0 - 105.0% of Label Claim 98,4%

Label Claim = 100 mg/tablet

The presence of sitagliptin phosphate is confirmed if the sample Conforms
spectrum passes the criterion set forth in the library validation.

Maximum 6 minutes Conforms
The batch complies if the number of tablets outside of 85.0 - 115.0% of Conforms

label claim is less than or equal to the acceptance limit (c).
Label Claim = 100 mg/tablet

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.

Qualified Person

Signature

K.OR. Bakker, Mse,

12 NOV 2024

Chaliitand P,
Merck Sharp & ¢
Haarlem, The
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Date of Batch Release /
Signing
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Propriotary
Reviewed by: A
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