TIEP)KABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPO.IIO 3A

HAPKOTUKAMH Y KHiBCHKIA OBJIACTI

npos. Ceitimunoi Haaii, 3, M.Knis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK
Npo SAKiCTh BBe3eHOro B YKpaiHy JiKkapcbKoro 3acody

03.10.2025 Ne 48088/25/10

KCAJITO®AN®

(HaiiMeHyBaHHS J1iKapchbKoro 3aco6y 3riHO 3 PEECTPALiHIM TTOCBIXYEHHAM)
posumnH s in’exuiit, 100 OJI/mu Ta 3,6 Mr/mut; mo 3 MIT y KapTPHIKI, IKAH MiCTUTLCS B
nonepennbo 3aMoBHeHil 6araTo030Biii oAHOPa30Bill IWMPHL-PYHLi, 10 5 MONEPEAHLO
3aMOBHEHUX MINPHI-PYYOK B KAPTOHHINH Kopooii

(popMa BHITYCKY, HO3YBAHHS, BUA IAKYBaHHA KapChKoro 3acoby)
Howmep peecrpaiitoro nocsinuenns UA/18253/01/01 crpox if peectpauiiinoro nocsizuenns 05.03.2030
Cepis nikapcrkoro 3aco6y Ne RP5S962 KinbKicTh BBe3€HOT0 Jikapcbkoro 3acoby 7680

BupoGHnK A/T Hoso Hopaick, Janis

(HaliMEeHyBaHHs BUPOOHHKA JiKAPCHKOro 3acoBy, Kpaila TOX0JUKeH S )

Beesero B Ykpainy ToBapuCTBO 3 06MeXKeHOI0 BiAMOBiaALHICTIO "Hoso Hopaick
Yxpaina'", inent. kon: 41467446

(naiimeryBanHs Ta kop 33 CAPTIOY topuauusol ocobu abo npissuiue, im's, 1o GaTbkoBi (iznuHol
0co6H - mianpuems, 1i Micile MPOXMBAHHS Ta peecTpatiftHui HoMep 0bTiKOBOT KAPTKY TNATHHKA
nonaTKip abo cepist ra HOMep 11acTIopTa)

TIpoTokoa BizyaabHoro kowrpouio six 02.10.2025 Ne 3076/1.

3a pesynbTaTaMH  AEPKABHOTO KOHTPOMIO BCTAHOBIEHO, 1O nikapchkui  3aci6  BBeseHO B Ykpainy 3

JOTPUMAHHSIM BUMOT 3aKOHOAABCTBA OO 3a0€3MCYCHHS sKoCT] JiKapChKHX 3ac00iB.
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Q
Ukraine Batch Certificate

Yrpaira Ceprudiat Akocti

novo nordisk”

Product Name and Strength:Xultophy 100 U/ml and 3,6 mg/ml, 5x3 ml sgs’fﬂi‘;'fiﬁk A/S
Ha38a NPOAYKTY Ta AO3YBAHHA Keantodait®100 O4/mn ta 3,6 Mr/ma, 5x3 mn 2880 Bagsvaerd
Denmark

Importing Country: . Ukraine b o A% SR

KpaiHa-imnoprep Yrpaina

Dosage form / Package size: Solution for injection, 100 U/ml and 3,6 mg/ml, in a pre- filled
multidose disposable pen

Jiikapchka dopma /po3mip ynakoskm Po3UMH gan i exuil, 100 OfY/mn Ta 3,6 Mr/ma, AKKIA MICTUTLCH 8 NONepeaHto

sanoBReHii GaraTono308ii 0AHOPa30RIN WIITPKL-PYHU

Batch No. / size: RP55962 / 15.165 packages/ynakoBok
Cepina Ne / Poamip

Date of Manufacture: 11/2024

Lata BupoBuunurea

Date of Expiry: 10/2026

Tepmin npuparHocTi

Registration certificates No: UA/18253/01/01

PeccTpauiine Mocsinuenns Ne

Drug Product Specification: XUL/5-1816-xx/5-9553-xx/990/ 2014-Jun-18-v.1.0/1796702-
v.1.0

Cneundikauis roTosoro fikapebioro 3acofy

Analysis results see
PeaynbTaTyt ananiay grence PAge 2
CropiHka 2

Manufacturer of the finished product and responsible for batch release:
Novo Nordisk A/S, Novo Alle, Bagsvaerd, 2880, Denmark

BrpoBuuK eignosiaa/bHiii 33 BMIYCK Cepil roToBOre Nikapcbroro 33coby:
A/T Hoso Hopaick, Hoso Ansig, Barceaepa, 2880, lania

Manufacturing Authorization No. 104549

NiueH3in Ha BUpoGHMLTBO NO,
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Ukraine Batch Certificate

Q

Yrpaina Ceprudinat skoct novo nordiSk
Product Name and Strength:Xultophy°100 J/ml and 3,6 mg/ml, 5x3 mi :3\‘/’:/\":;?‘5" afs
Ha3sa NPOAYKTY T3 A03YB3HHA Keantodait100 Of/mn ta 3,6 mr/ma, 5x3 mn 3880 Balgsvaerd
ernarl

BatCh No: RPSSQGZ Tel. +45 4444 8888
Cepin No
Test item/Component Acceptance Criteria Result Unit Notes
[TOKA3HUKN AROCTI Cneundikauia PesynbTaTh Ol TToumiTka

{Bumorv MK} aumMIpIOBaHHA
Characters: Complies Complies <npone> 1
30BHILHIN BUrARA: Binnosigae Bianosinae <HE
Macroscopy 33CTOCOBYBAHO>
Makpockonia
identity of liraglutide Complies Complies <none> 2
|aeHTUdIKaUia niparayTuay Bigriosigae Bignosinae <He

3aCTOCOBYBAHO>

Identity of insulin Complies Complies <none> 3
degludec Bignoninae Bignosigac <He
LaeHTudikaLis iHCYAIHY 33CTOCOBYBAHO>
nernyaeRy
Content of liraglutide Release: 3.40 - 3.78 mg/ml 3.60 mg/rol
KinwkicHnit amict [94.3 - 105.0%) mr/mn
Aiparaytnay Shelf life: 3.25 - 3.78 mg/ml

[90.3 — 105.0%)}

Mpu BUAYCKY:!

3,40 ~ 3,78 mr/mn (94,3 ~

105,0%)

B nepiog 3bepiranna:

3,25~ 3,78 mr/mn (90,3 —

105,0%)
Content of insulin degludec 570 — 630 nmol/ml [95.0 ~ 606 nmol/ml 4
KinbKicHni BMICT iHCYAiHY 105.0%] HMOTB/MJT
nernynexy 570 — 630 umonb/mn (95,0 ~

105,0%)
pH 7,90 - 8,40 8.18 %
High Molecular Weight Proteins Release: £ 0.7% 0.1 %

BiNkW BUCOKOT MOAEKYARPHOT
MacH

Related impurities:
CynpoBigHi AOMILLKKL
Liraglutide:
Nipaznymud:

Shelf life: < 1.2%

TMpw sunycky: < 0,7%
B nepiog 36epiraHua:
£1,2%
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Ukraine Batch Certificate

Ykpaida CepTudikat axocri

Product Name and Strength:Xultophy® 100 U/ml and 3,6 mg/ml, 5x3 mi
Keantodai® 100 OL/mn 1a 3,6 mr/mn, 5x3 ma

Ha3sa NpOAYKTY T3 L03yRaqHa

Batch No:
Cepin N

Sum of related
impurities

CymapHnit Bmicr
CYNPOBIAKNYX AOMILLOK

Other hydrophilic

related impurities

BmicT iHwmx rigpodinbHux
CYTNPOBIZHMUX JOMILLOK

Related impurities A
BmicT cyrnposiaHoT aomiwikm A

Related impurities B
Bmicr cynposignol gomiwku B

Related impurities C
Bmict cynposigHol gomiwku C

Other hydrophobic related
impurities

Bmict iHwux rigpodobHunx
CYNpOBIgHUX BOMILIOK

insulin degludec:
IHeyniy deznydex:

Hydrophiiic impurities
Bricy riapodineumnx
CYHPOBIARBK SOMILIOK

Hydrophobic related
substances

Bmict riapodobrnx
CYNposigHuX JOMILOK

Hydrophobic
impurities

Bmicr rigpodobnx
CYNpOBIAHMX AOMILOK

RP55962

Release: £7.2%

Shelf life: £ 10.0 %

Mpwy BUNycKy: S 7,2%

B nepiog s6epiranus: S 10,0%

Release: €3.2%

Shelf life: 3.8 %

Mpu sunycry: £ 3,2%

B nepiog, 36epiranHa: £ 3,8%

Release: £2.0%

Shelf life: 3.2 %

Mpu sunycky: £ 2,0%

B nepiog 36epiranHa: < 3,2%
Release: € 2.6 %

Shelf life: £ 3.3 %

Npy Bunycky: € 2,6%

B nepiop 36epiranna: £ 3,3%
Release; £1.1%

Shelf life: < 14 %

fipwn Bunycky: < 1,1%

B nepiog 36epiransa: £ 1,4%
Release: £1.1%

Shelf life: 2.0 %

Mpu Bunyeky: < 1,1%

B nepiog 36epiranHa; < 2,0%

Release: € 0.9%

Shelf life: £ 2.2%

fpw sunycky: £0,9%

B nepiop 3bepiranua: < 2,2%
Release: € 2.6%

Shelf life: £3.3%

Mpw sunycky: € 2,6%

B nepiog 3bepiranya: $3,3%

Release: £ 0.9%

Shelf life: £ 1.2%

Mpw sunycky: £ 0,9%

B niepiog 3bepiranna: £ 1,2%
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novo nordisk

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Tel, +45 4444 8888



Q
Ukraine Batch Certificate

YrpaiHa Ceptubikar aroCt

novo nordisk’

Novo Nordisk A/S

Novo Alle 1
product Name and Strength:Xultophy® 100 U/ml and 3,6 mg/mi, 5x3 mi Zoiigw gsgsvaerﬂ
Mazga NPOAYKTY Ta A03yBaHHS Keantodair® 100 Ofi/mn ta 3,6 mr/mn, 5x3 mn ;

Tel. +45 4144 8338

Batch No: RP55962
Cepin No
Zinc total 52.7 - 605 pug/ml 52,7~ 553 pg/m! 5
3aranbHuit BMICT LWKHKRY 60,5 mrr/mn MKF/MA
Bacterial endotoxins <80 1U/ml <10 iU/mi 6
Bamict barrepiantbHux <80 MOg./ma MOQ./mA
@H/IOTOKRCMHIB
Sterility Complies Complies <none>
CTepuNbHICTD Bigrosigae Bignosinae <HE

FACTOCORYBAHO>
identity of phenol Complies Complies <wnone> 7
laentudirauia perony Bignosinae Bignoeigae <He

33CTOCOBYBAHO>
Phenol 5.30~6.20 mg/ml 5,30~ 5.80 mg/ml
KinbricHnit sMicT dexony 6,20 mr/mn mr/na
Particulate matter £ 6000/container 125 <none>
2 10 um £ 600/container 5 <He
225 pm < 6000/ynaxosKa 33CTOCOBYBAHO>
IpaHyAmeTpuuHmri crnag, < 600/ynakosxa
yacToK poamipom 2 10 MKM
YACTOK PO3MIpom 2 25 mrm
Dose accuracy Complies Complies <none> 8,9
NpaBUAbHICTL A03N Bignosigae Bignosinae <He

3aCTOCOBYRAHO>
1. Comgelies mears i colaudess of atmost conuriess Nquic free from tirbidity snd sally free Tram particul matter! 1 . omeag Geabannua 3B0 mavene B2aBansnn pigwa, fiea nanamyrrosl, 8iania 3ig
CTOPUIIIR RRAIDUEHS
2. Camplins reans veritiad as Hraglatide / Hinnosiaae - 0INZUDE, I A irauin AlparaYTnAY i
3, Complies muags verlfieg as Insutln dephuten. / Blan QA€ ~ CIHDHBE, AN § IR IKCYAINY NBCAYARKY NIATBELELBER
4 Gue unit of insultn deghadus carresponds 20 6 nmal/ml 1 OAsia ORI INCYAINY RIAYLENY MGNOBILIE 6 Mo shitan
5 This method compties with e cequirn in the M For Insullss pr i ble, Ph Eur /B satessit }4eTO4 i, 16, " it Caponeiicansi Papraronel Ha ANerapT
iMCYAisy ZAR IEEREANOTY OBEARHNA
6. The lnit tosrespends Lo 81U of eadatoxin/ 100 U of fesdln degludec, / Brazaia meind algnoslnae 80 MOt weporokastnla/ 100 QL hicyainy gerayaexy
7. Complies ireans vesified as phenot 7H i « OINIE, B, pinauir derony
8 Oniy perfarmed when the 3 ol cartricge is assermbiled ato pen-irjector, item no 4-9553-xx./ Nepeslpsy 3 NS aC 3 mn G WAENUI- DI, ApETUXys N2 S-U553-0

9, Comglies means that the specification lirmit £5% at 50 dose steps is fulfilled using 150 3951 part Lor 2 {the Henie is in accordance with 150 14 FOB-1Y. / BiAOBIADE OINDMAE, WG MEHT, FKIIIED B cneuudiauli, £5%, am

Maus vy 50 403, | i, Cranaaprom 150 3951, Wbcmna 1 360 2 {mesa tranauais alanosipHe /Y CRREINTY SO 116021}
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Q
Ukraine Batch Certificate

Yrpaina Ceprndikar arocti

novo nordisk”

Novo Nordisk A/S

Nove Alle 1
Product Name and Strength:Xultophy® 100 U/ml and 3,6 mg/mi, 5x3 ml 2880 Pagsvaerd
Ha38a NNOAYKTY Ta AC3YRAHHA Keantodaii® 100 O/mA Ta 3,6 mr/ma, 5x3 ma Denmark
Tel. +45 4444 8888
Batch No: RP55962
Cepin N¢

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelfing and guality 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
Marketing Autharisation of the importing country or product specification file for investigational Medicinal
products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

Livi A 33CBIAUYIO, WO BULLeBK33aHa iHdopmaws ¢ [OCTO#IPHOIO | TOYHOW. Jana cepir NpOAYKUTi Byna BAroToBNEHa {BHIOMAOUM YITAKOBKY
/ mapKysarHa) | NpoBEARHO ROHTPOAY 1T arocTi Ha AiNAHUi(-Kax) B NOBHIA BIGNOBIAHOCTI 3 BUMOTaMK GMP, BCTAHOBNAGHUMU MICLEBAM
PRIYASITOPHAM OPIaHOM, 2 TAKOM Y gigrosigHoct 3i cneuudikayiama, Lo MicTHTLEA B peecTpaliitomy aocke, porokoan 3upobHKUTBS,
YNEKORKM Ta aHanizy By nepesipeHi | acTaHOBACHO BIANOBIAHICTD GMP.

This batch is certified by a Qualified Person delegate.

g cepin cepTudikopany YIOBHOBAMEBHOK ocoboio. e
,/
2025-08-04
7 =
’f..-/‘a%( //j 7
/ ot T P

4

QP-delegate / Mads Sund Bering (WMBR)
Quality Depaitment "

Novo Nordisk 7S~

Denmark

YnosHosameHa oceda

Bigain AkocTi

A/T Hoso Hopgick, anis
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