TEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM Y KHiBCBHKIN OBJIACTI

npos. Ceitnmunoi Haxii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog EAPTIOY 37078774

BHUCHOBOK
Npo AKicTh BBe3eHOro B YKpainy JikapceKoro 3acody

05.11.2024 Ne 56553/24/10

TPECIBA® ®JIEKCTAU®

(naliMenyBaHA Tikapcbkoro 3aco0y 3TIAHO 3 peecTpauifiiM MOCBIAUCHHAM)
posumu aus in'exuiii, 100 O/l/ma; no 3 My KApTPUIKI, AKHI MICTHTBCS y DaraTon030Bili
0HOPA30Biil INITPUI-PYYli; N0 S WNPUI-PYIOK Y KapTOHHiH Kopooui

((bopma BUITYCKY, I0O3yBaHHA, BHJ AKYBAHHs JiKapchKoOTo 3ac06Y)
Homep peecrpaniittioro nocsinuents UA/14264/01/01 ctpox aif peecrpauiiinoro nocsinsenis 01.01.2099
Cepis nikapcskoro 3acoby Ne PPSM255 Kinbkicth BBE3EHOTO Tikapckkoro 3acoby 10896

Bupobuuk A/T Hoso Hopaick, Hanis

(HafimenyBanns BEPOBHUKA JTiKapchKoro 3acofy, kpaiHa 110X0/DKeHHS)

Beeserio B Ykpainy Tosapucrso 3 o6Meskenolo sixnosinanenictio "Hopo Hopuick
Yipaina", inenr. cox: 41467446

(HaiiMeRyBaHHA Ta koA 3a CIAPTIOY 1oprawtiHoi ocobn a60 npisBRIE, iM'S, 110 6aThKOBI (izHuHOT
0co6H - nignmpremus, i Miclle TPOXKHBAHHA Ta peccTpallifHAHit HoMep 06MiKOBOT KapTKH MIATHHKA
noaaTkis 260 cepis Ta HOMEp MacropTa)

poToxon Bisyansuoro xontpomo six 04.11.2024 Ne 3381/5.

3a  pesynnTaTamMi  JEPXKABHOTO KOWTPOJNIO  BCTAHOBIIEHO, 110 nixapcekuii  3aci6 BBesewo B YKpaiHy 3

JOTPUMAHHIAM BuMOT 3aKOHOHABCTBA MO0 3a6esleeH s SKOCTI JTIKapCbKHX 3ac0o0iB.
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Ukraine Batch Certificate

novo nordisk:
YkpaiHa CeprudixaT skocTi
Product Name and Strength:  Tresiba® FlexTouch®, 100 U/ml, 5x3 ml Novo Nordisk A/S
Ha3zsa npoayKTy T8 J03YBaHHR Tpeci6a® dOnekcTau®, 100 OL/mn, 5x3 mn g)sao BaEsvaerd

enmar

Importing Country: Ukraine Tel. +45 4444 5888
Kpaira-imnoprep Ykpaina
Dosage form / Package size: Solution for injection, 100 U/mi, 3 ml cartridge

in a pre-filled disposable pen Ne5/
Po3umK as i9'exuii, 100 OL/mi, 110 3 mn y KapTPUAR, AKWA MICTUTBCA 8
HaraToa0308iK oAHOPa30BIK WNPULL-pyNLE NE 5

Nikapcoka Gopma /po3Mip ynakosku

Batch No. / size: PP5M255 / 18.462 packages/ynakoBOK
Cepist Ne / Po3mip

Order No: 7788603

3amoBnieHHsA Ne

Date of Manufacture: 04/2024

JaTa aupobruurea

Date of Expiry: 09/2026

Tepmik npuaaTHocTi

Registration certificates No: UA/14264/01/01

PeecTpauiitne NocsipveHHs Ne

Drug Product Specification: VV-QUAL-038903

Cneundikalin roToBore nikapcekoro sacoby

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3acToCoBaHI METOAW! 3azxaueni g 3arsepgxeHii Cneundikauii Ha roTaeuit nikapcbknia 3aci6, sepcia

1.0 sepudikopana y PeectpauliitHiin cucremi Hoso Hopaiek

Analysis results see Electronic Certificate of analysis
PesynbTaTii aHanisy Anancs

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

Bupobhuk BignosiganoHwil 3a BUNycK cepil roToBOro slikapceKoro 3acoby:
A/T Hoso Hopgaick, Hoao Anng, Barceaepa, 2880, AaHin

Manufacturing Authorization No. 103894
NiyeH3is Ha BrpobHKLITEO Ne

Certificate of GMP compliance of a manufacturer No. DK H 10000517
Ceprndikat GMP Ne

Page 1 of 5



Ukraine Batch Certificate

YipaiHa Ceptudikar akocri

Product Name and Strength:

Hazsa npoayKTy Ta A03yBaHHA

Tresiba® FlexTouch®, 100 UW/ml, 5x3 ml

Tpeciba® ®nexcTau®, 100 Ofi/mn, 5x3 Mn

novo nordisk”

Novo Nordisk A/S
Wovo Alle 1

2881 Bagsvaerd
Dennark

Batch No: PP5M255 Tel. +45 4444 8888
Cepist Ne
Test item/Component  Acceptance Criteria Result Unit Notes
MokasHuky axocT! Crieumodikauis PesynbTaTi O pnHumLi MpyMiTKY

(Bumoru MKA) BUMIDHOBAHHS
Macroscapy A colouriess liquid free from See COA <none>
Onuc turbidity and essentially free from Aus. <He

particulate matter./ Ceprudikar 3aCTOCOBYETh

Bea6apeHa pignHa, 6e3 kanamyTi i aHanisy ca>

MPaKTUHHO He MICTUTE MeXaHiuHuX

BK/HOHEHD
1D of insulin degludec The retention time of insulin See COA <none>
LaeHTNdIKaLR HEyAiIHY degludec peak in the chromatogram  Aus. <He
Aernmogex of the sample solution does not Ceprudikar 3aCTOCOBYETL

deviate by more than 0.15 minute aHanisy ca>

from average retention time of the

insulin degludec peaks in the

chromatograms of the insulin

degludec reference solution. /

Yac yTpuMyBaHHS NiKa IHCYRiHy

AErMOAEK Ha XPOMaTOrpami

BUNPOBYBAHOrO PO3UKMHY He

BiAXMNNETLCH Binb Hix Ha 0,15

XBUAVHY Bij CEPEAHBOIO 3HaYEHHR

yacy yTpuMyBaHHa Mikis iHCyNiHy

AErntogeK Ha Xxpomartorpamax

CTAHAAPTHOTO PO3HNHY tHCYNIHY

Aernjek
1D of metacrezol The retention time of metacresol See COA <none>
laeHTndikaLis peak in the chromatogram of the Aus, <He
Merakpesony sample solution does not deviate by ~ Ceprudikat 33CTOCOBYETL

more than 0.04 minute from aHanisy cs>

average retention time of the
metacresol peaks in the
chromatograms of the phenol/
metactesol reference solution 1 and
of the phenol/metacresol reference
solution 2/

Yac yTpumyBariHs nika
METaKpe3ony Ha XpoMatorpami
BMMNPOBYBAHOro PO34mHy He
BIgXMAAETHCA BinbU Hixk Ha 0,04
XBUAVHW Bifl CEPeAHLOrO 3HaYeHHs!
yacy yrpymMyBaHHs nikis
METOKQRE30Ny Ha XpomaTorpamax
CTaHAAPTHOrO PO3YMHY 1
deHony/metakpesony |
CTaHAAaPTHOro Po3ynHy 2
berony/meTakpesony

Page 2 of §
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Ukraine Batch,Cert‘ifivtate

Ypaina Ceprudikar akocTl

fOvo nordisk”

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaere
Denmark

Product Name and Strength: Tresiba® FlexTouch®, 100 U/ml, 5x3 ml - 1 1454544 8080

Ha3sea NpoayKTy Ta A03yBaHHA . Tpeci6a® dnexcTau®, 100 O4/mn, 5x3 M7
Batch No: PP5M255
Cepin Ne
1D of phenol/ The retention time of phenol peak in  See COA <none>
laeHTndikauis eHony the chromatogram of the sample Avis. <He
solution does not deviate by more Ceptndikat 3aCTOCOBYETh
than 0.04 minute from average aHaniay ca>

retention time of the phenol peaks
in the chromatograms of the
phenol/ metactesol reference
solution 1 and of the
phenol/metacresol reference
solution 2/

Yac yTpumMyBaHHs nika GeHony Ha
xpomarorpami surpotysaHoro
PO3HUHY HE BIAXUAAETHCA BinbLU
HiX Ha 0,04 XxBNAnHY 8ig
cepefHBOro 3HaUEHHS vacy
YTpUMYBaHHst Nikis peHony Ha
XPOMATOrpamax CTaHAAPTHOTO
po3UKHY GeHOMY/MeTAKPe3OY i
CTaHAaPTHOro po3unHy 2

berony/meTakpesony
Content of:
KinbkicHe BUSHaYeHH!
Insulin degludec 570-630 nmol/mi See COA nmoi/mi
THCYATH permoiex (95,0 - 105,0% of declared quantity)  [Aus. HMOAB/ M/
570-630 HMOAR/MN Ceprudixar
(95,0-105,0 % Bif, 33588/1€HOI aHanisy
KinwKocTi)
Metacresol 1,58 - 1,89 mg/mi See COA mg/ml
MeTtakpeson 1,58 - 1,89 mr/mn Ave. Mr/nva
Ceprudixar
auanisy
Phenol 1,38 - 1,65 mg/ml See COA mg/mi
DeHoN 1,38 - 1,65 mr/mn Avs. MI/MA
Cepruidikar
aHaniay
pH 7,20-8,00 See COA
Aus.
Cepti
aHanisy
High molecular weight Release: < 0.6% See COA "
proteins Shelf life: < 0.9% Aus.
BucokomonekyasipHi 6inkn  [pu sunycky <0,6 % Ceptudixar

Nig 4ac TepMiHy npuaaTHocTi <0,9 % avanisy
Page 3 of 5
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Ukraine Batch Certificate

YkpaiHa Ceprndikat sKocTi

novo nordisk’

Novo Mordisk A/S
Nova Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 8838

Tresiba® FlexTouch®, 100 U/ml, 5x3 ml
TpeciGa® OnekcTau®, 100 Of/mn, 5x3 ma

Product Name and Strength:
Hazsa NpogyKTY T2 4O3YBaHHA

Batch No:
Cepis Ne

Insulin degludec:
Incyniny pernope:

PP5M255

-hydrophilic impurities Release: £ 0.9% See COA o
- FAPOPINLHI AOMILLKY Shelf life: < 1.2% Aus,
Mpy Bunycky <0,9 % Ceptudikar
Mig vac repminy npuaarrocTi <1,2 % ananiay
-hydrophohic related Release: £ 2.6% See COA %
substances Shelf life: < 3.3% [,
- FigpodobHi cnopigHen| Mpw annycky 52,6 % Ceprudikar
PeYoBUH Mip wac Tepmiy npuaarHocti <3,3 %  amaniay
-hydrophobic impurities Release: < 0.9% ‘See COA %
- riapodobi gomiwkm Sheif life: £ 1.2% Ans.
Mpw sunycky <0,9 % Ceprudikart
Mia 4ac TepmiHy npyaaTHocTi £1,2 9% aManisy
Zinc total 27,8 - 37,6 pg/mi See COA pg/mi
UnHk 2aransHuii 27,8 - 37,6 mkr/mn [Awe, MKT/M
Ceptndikar
adanisy
Bacterial Endotoxin <80 IU of endotoxin/m| See COA IU/ml
baxrepianeHi <80 MO ergoTokcuHiB/Mn Aves, MO/mn
EHAOTOKCMHN Ceptundikar
aHanisy
Sterility Must be sterile/ See COA <pone>
CrepunbHicTL Npenapart noenHeH 6yTu Ane. <He
CTePUNLHIAM Ceprudikar 33CTOCOBYETL
aHanisy >
Particles 210um £ 6000/container See COA <pone>
MexaHiudi BkmoyerHn < 6000/koHTeiHep Aus. <He
210 MKM CepTudikar
adanisy

Particles 225um
MexaHiuHi BKAYeHHS
225 MKM

< 600/container
< 600/koHTeliHep

Page 4 of 5




Ukraine Batch Certificate %ﬁ

novo nordisk’
Ykpaida CepTudikat akocri

Novo Norcdisk A/S
Neovo Alle 1

2880 Baysvaerd
Denmark

Tel, +45 4444 9888

Product Name and Strength: Tresiba® FlexTouch®, 100 U/mli, 5x3 ml

Ha3sa npoaykTy Ta fo3ysaHHa Tpeci6a® ©aekcTau®, 100 O4/mn, 5x3 ma

Batch No: PP5M255

Cepist Ne

Dose accuracy! + 5% at dose 50 U See COA <none>

TouHiCTb 403yBaHHS' 5 % ripw A03i 50 OA Avs, <He
Ceprudixar 3aCTOCOBYETE

aHanisy >

1 - Only performed when the Penfill® 3 ml cartridge, which is a primary packaging of product Tresiba®
FlexTouch®, is assembled into PDS290 pen-injector, iterm no. 5-9560-xx;

the specification limit + 5% at 50 units is fulfilled using I1SO 3951 part 1 or 2 (the limit is in accordance with
[SO 11608-1).

1 - BUKOHYETBCA TiNbKW TOA, KONU MeHdin®, KapTprnax no 3 ma, AKni € NepBrHHOLo yrakoskoio /13
Tpeci6a® dnekcTau®, KOMNAEKTYETLCA B PDS290 winpyuu-pyury, kat. Ne5-9560-xx;

AIMITA B cneuudikauii 03Ha4aloTh, WO Mexa creyndixauii + 5% ans 50 O/, 3 sukopucTaHHam 150 3951
yacTuHn 1 abo 2 (Mexa 3HaxoanTeCa y Bigrnopigrocti 3 IS0 11608-1).

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requiremerits of the local Regulatory Authority and with
the specifications in the Marketing Authorisation of the importing country or product
specuflcation file for Investigational Medicinal Products. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.

UM 7 3aCEIA4YI0, LG BALIEBKA3AHE IHPOPMALYS € JOCTOBIPHOW | TOUHOK, JlaHa cepin npoaykuil 6yna BuroTosneHa
(BKAIOHAIOUM YNBKOBKY / MAPKYEAHHA) | NPOBEEHO KOHTPOAL 1i AKOCTI Ha ainsrui(-kax) 8 noBsHil BiANOBIAHOCTI 3
BUMOTaM GMP, BCTAHOBACHNMY MICLIEBLAM PETYNSTOPHUM OPraHoM, 8 Takox y BignosiaHocTi 3i cneuudixauinmvu, Wo
MICTATLCA B peecTpauiiHoMy gocke. fipoToxonn BUPOGBHNUTEA, YNakoBKy Ta aHanizy 6ynv nepesiperi i BCTaHoBNEHO
gignosigHicTe GMP,

This batch is certified by a Qualified Person delegate.
Us cepis cepTudixoBara ¥YnoBHoBaxeHow 0coboto.

2024-09-13

QP-delegate / Susanne Carlsen -
Quality Department

Novo Nordisk A/S

Denmark

YnosHosaxeHa ocoba

Biaain sikocri

A/T Hoso Hopaick, Aarin
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