JEP)KABHA CJIYKFBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJIACTI

npos. Ceitimunoi Haxil, 3, M. Kuig, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOr0 B YKpainy JikapchbKoro 3acody

05.03.2025 Ne 9723/25/1011

TPECIBA® ®JIEKCTAY®

(HaliMeHYBaHHS NKaPCHKOro 3aco0y 3riiHo 3 peecTpaliiiHUM NOCBiI4eHHM)
po3unH aas in'exuiii, 100 OJ/mi, no 3 MJa y KapTpHIKi, sikuil MicTHTBCSI Yy 6araTon030Biii
0IHOPA30BIil NPHU-PYYL, N0 5 IINPHI-PYYOK Y KapTOHHI Kopob6ui

(bopma BUMyCKY, 03YBaHHA, B MaKyBaHHs JikapchKoro 3acoby)
Howmep peectpauniituoro rocsizuenns UA/14264/01/01 crpox aii peectpauiitnore nocsizuenus 06.03.2020
Cepis nikapcbkoro 3aco6y Ne PPSN921 KinbkicTs BBE3€HOTO Jikapcskoro 3acoby 9216

Bupobuuk A/T Hoso Hoppick, Hawnis

(naiiMeHyBaHHs BHpOOHHKa NTiKapcLKOTo 3acoby, kpaiHa oXo/DkeH )

Baeseno B Yipainy TosapucTBo 3 06MesxeHo0 BinnosigaasuicTio "Hoso Hopaick
Ykpaina', inenr. xon: 41467446

(naitMenysanHus Ta kog 3a €APTIOY topumitroi ocobu abo mpi3ewruc, iM's, 110 6aThkoBi QizHHHOl
0cobH ~ MiAnpHeMLd, Ti Micte MPOXUBAHHS Ta peECTpalliifiiii HoMep 06MiKOBOT KAPTKH NMIATHHKA
riojiaTkis abo cepis Ta HOMep nacropTa)

IpoToxon Bizyansuoro kourpo.io six 28.02.2025 Ne 0626/2.

3a  pesynpraraMH  JIepKAaBHOTO  KOHWTPONIO BCTaHOBIEHO, W0 Jlikapchkuit 3aci6 Beeseno B Yipaily 3

AOTPHUMAHHSAM BHMOr 3aKOHOJABCTBA NI0/10 3a0€3IIEUCHHA AKOCTI MIKAPCHKUX 3ac00iB.

Osanra CPHOMEHKG

O A TRV

ORO KOO0 (e (i







JEPKABHA CJIVKBA 3 IKAPCHKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBChKIN OBJIACTI

ripos. Ceitivwunoi Hauii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3¢HOr0 B YKpaiHy JiKapchbkoro 3acody

28.02.2025 Na 7515/25/10

TPECIBA® ®JIEKCTAY®

(HafiMenyBaHHs JIKapChKOTO 3ac00y 3TiAHO 3 peecTpauliifiHnM MOCBIAIEHHIM)
po3uuH A in'exuii, 100 OJ/ma; mo 3 Ma y KapTpUIKi, AIKUI MicTUTBLCs1 Yy 6araToa030Bii
0HOPA30Bil WNPHI-PYYLi; M0 5 WNPHI-PYUOK Y KAPTOHHIN Kopoowui

(thopma BHIYCKy, TO3YBaHHS, BHJ NaKyBaHHs JIKAPCHKOTO 3ac00y)
Howmep peectpauiiinoro nocsimuenns UA/14264/01/01 crpok nii peecrpauiitnoro mocsizuenns 01.01.2099
Cepis nikapcwkoro 3acoby Ne PPSN921 KinskicTs BBE3EHOTrO Mikapcukoro sacoby 3072

Bupobuuk A/T Hoso Hopnick, Hanis

(HaliMeHyBaHHS BHPOGHHUKa JTIKapChKOTO 3acofy, KpaiHa ITOXOKEHH;T)

Beesero B Ykpainy Tosapucrso 3 o6mexeHoro BiznopinaasnicTio "Hoso Hopaick
Yxpaina", ineur. xon: 41467446

(naitMenyBanHs Ta kox 3a CAPTIOY ropuanaHoi ocobn abo npissuule, iM'a, o 6aTekoBi (izuunol
0coby - nignpHeMIs, ii Miclle IPOXKUBAHHA Ta peecTpalliiftHui Homep 0671iKoBOT KapTKH MIaTHHKA
TIOJIaTKiB ab0 cepis Ta HOMEp 1acropTa)

Ipotoxos Bizyamsuoroe konrposo sin 27.02.2025 Ne 0507/4.

3a pesynbTaTaMd  JIepKABHOTO KOHTPOJIIO BCTAHOBJEHO, 110 Jikapchkuit 3aci® Beeseno B  VYkpainy 3

JOTPUMAHHAM BUMOT 3aKOHOIABCTBA MO0 3a6e3IeueHH s AKOCT] JIKAPCHKUX 3aco0iB.

Onnra CPLOMEHKO

KOHTPOIO) (1inne) (Dfdaas e apizgime}
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Certificate of Analysis

. 4 novo nordisk
CepTu@ikar AHamiszy

Novo Nordisk A/S

Novo Alleé

2880 Bagsvaerd
Denmark

Tel. +45 4444 8888
Fax. 145 4449 0555

TRESIBA FLEXTOUCH Order Number : 0007793611-90
100 U/ML 5X3 ML 3amoesenHa No.
Tpeciba o¢nexcTau 100 ON/mia, 5x3 mn Date of Manufacture : 04/2024

Hara BUPOOHULTBa
Product No. : 7194273

MNpoaoykr No.

Batch Number : PP5N921 Date of Expiry : 09/2026
Cepia No HaTa saxKlHYeHHA CTPOKY NPMIOATHOCTL
Item No.: 5181001 Batch No.: PWSLH21 Ext Spec: 51810XX-EU
Components Results Units Limits Note
NoxasHuku PesynsTaTy OnmHML L HopMu MpuMirTka
Macroscopy COMPLIES COMPLIES

onuc BimnoBinae Binnorinae

Identity of insulin degludec COMPLIES COMPLIES

IneHrudirkauia iHcynidy nersonex Bianosinae Binnosinae

Content of insulin degludec 606 nmol/ml 570-630

KinnkicHe sussadenHa ilucyniny nersionex HMOJIb /MJt

pH 7.60 7.20-8.00

ph

High molecular weight proteins <0.2 % <=0.6

Bucoxomonekynapui 6inku

Hydrophilic impurities <0.2 % <=0.9
Tippodineni pomimxku

Hydrophobic related substances 0.7 % <=2.6
Tinpodo6Hi cnopiaveHi peuosuHu

Hydrophobic impurities <0.2 % <=0.9
Tinpodpobui nomMiwku

Zinc total 32.9 png/ml 27.8-37.6
HUMHK 3aransHuil MKD/MN

Bacterial Endotoxin <10 IU/ml <80
BakTepianeHl €HOOTOKCUMHU MO/mMn

Sterility COMPLIES COMPLIES
CrepuabHicTs Bimnosinae Binnosigae
Identity of metacresol COMPLIES COMPLIES
Inenrupikallis MeTakpesony Bianorinae Binnosinae
Identity of Phenol COMPLIES COMPLIES
InentTupikanin deHony Binnosinae Bianosinae
Metacresol 1.76 mg/ml 1.58-1.89
MeTaxpeson MP/Ma

Phenol 1.54 mg/ml 1.38-1.65
beron Mr/mn

Particles >»= 10 pm/container 40 <=6000
Mexauiuni prmouenus >= 10 mxM/koHTelhiep

Particles >= 25 pm/container 3 <=600
Mexaniuni Brnodenns >= 25 MkM/KoHTelHep

TouHicTes OO3yBaHHA: Bimnoeinae

072 Ukraine A Cert. No: 1120982
Created by: MYWS on: 2024.11.14 08:40:57 UTC Page: 1 of 2
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Certificate of Analysis

Ceprudpikar AHanizy

TRESIBA FLEXTOUCH
100 U/ML S5X3 ML

Tpecifa dnexcTau 100 Of/mia, 5x3 M

Product No. 7194273

Mponyxr No.

Batch Number PP5N921

Cepia No

Dose Accuracy: Complies
2024.11.14 Copenhagen

Mikkel Schneider
Quality Department

This Certificate is generated by a computer quality system and includes an electronlc

signature

Order Number
3amosinenHsa No.

Date of Manufacture
IaTa BUPOBHMLTEBA

Date of Expiry

O

¥

novo nordisk

Novo Nordisk A/S
Novo Allé

2880 Bagsvaerd
Denmark

Tel. +45 4444 8888
Fax. +45 4449 0555

0007793611-90

04/2024

09/2026

laTa BakiHUeHHA CTPOKY MpUNATHOCTI

This Certificate is generated by a computer quality system and includes an elegtronic signature .

072 Ukraine

Created by: MYWS on:

2024.11.14 08:40:57 UTC
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Ukraine Batch Certificate

: . @

novo nordisk
Ypaina CeptugikaT akocTi
Product Name and Strength:  Tresiba® FlexTouch®, 100 U/ml, 5x3 ml R
Hazga npoaykTy Ta A03yBaHHS Tpeciba® daekclau®, 100 Of/mn, 5x3 mn 5”’(, ‘('Ji;svaerd

2ark

Importing Country: Ukraine Fol. 445 4444 5808
Kpaina-imnoprep Yrpaira
Dosage form / Package size: Solution for injection, 100 U/ml, 3 mi cartridge

in a pre-filled disposable pen Ne5
Pozunn pns iHexyii, 100 OL/mA, 10 3 MA Y RAPTPUANKI, SKMA MICTUTLCS B
5aratoA0308Ii 0AHOPA30BI WAPULL pyYLL No 5

Nlikapcka Gopma /poamip ynakosku

Batch No. / size: PP5N921/ 15.348 packages/yrnakoBok
Cepin Ne / Poamip

Order No: 7793611

3amoBALHHN Ne

Date of Manufacture; 04/2024

Jata supobHuTea

Date of Expiry: 09/2026

Tepmik npurgaTHocri
Registration certificates No: UA/14264/01/01

Peecrpaliiite locsiguerts Ne

Drug Product Specification: ANA-5-1810-xx/5-9560-xx/2012-Mar-27/EU-1F

Crneundikailin roToBOro AKapcLKoro 3acoby

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3acToCcoRami METOUN: 3azuaqeni 8 3aTsepaxenivi Cneyurdixallii Ha roTOBUIA NikapCLx1i 3aci6, sepcin

1.0 sepudikosaHa y PeecTpauiiinili cuctemi Hoso Hopaick

Analysis results see Electronic Certificate of analysis
PesynbTaTit aHanisy Juence

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

Bupobruik sBignosiaansHunii 3a suryck cepii roToBore nikapesKoro 3acoby:
A/T Howso Hopaick, Hoso Anne, Barcsaepy, 2880, flanis

Manufacturing Authorization No. 103894
Nivensia va BupoBHKUTBC Ne

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

Page | of'5



@

19

Ukraine Batch Certificate

Yipaira CepTndikat akocTi

novo nordisk

Product Name and Strength:  Tresiba® FlexTouch®, 100 U/ml, 5x3 ml Novo Nordisk A/5
Ha3sa NpoAYKTY Ta A03YBaHHS Tpeci6a® dnexcTaq®, 100 O4/mn, 5x3 mn ;zm]zagmma
Batch No: PP5N921 Tel. +45 4444 8882
Cepis Ne
Test item/Component  Acceptance Criteria Result Unit Notes
MoKazHviK AKOCT Crieumbiadis PesynuTaTnt [@F: TN MpuniTki
(Bumori MIKS1) BUMIDIOBAHHS
Macroscopy A colourless liquid free from See COA <none>
Oni¢ turbidity and essentially free from Ans, <He
particulate matter./ Ceprudikar 3aCTOCOBYETE
BeabaprHa pijnHa, 6e3 kanamyri i aranisy ca>
NPaKTUUHO He MICTUTE MexXaHiUHuX
BKSIHOYEHb.
D of insulin degludec The retention time of insulin See COA <none>
IperTndikauis icyniny degludec peak in the chromatogram  [ue. <He
Aermojek of the sample solution does not Ceprudixar 3aCTOCOBYETL
deviate by more than 0.15 minute ananisy ca>

from average retention time of the
insulin degludec peaks in the
chromatograms of the insulin
degludec reference solution. /

Yac yTpumyBaHHaA niKa HCy iy
Jeriodek Ha xpomatorpami
BUNPOBYBaHOrO PO3UNHY He
BiAXUNSETLCA Binbl HIX Ha 0,15
XBUNHN Bif CEPEiHBbOro 3Ha4eHH s
yacy yTpuMyBaHHS Nikig incyniny
AErNOAEK Ha XPoMaTorpamax
CTaMABPTHOTO PO3UVHY IHCYIHY

AernnAeK )

1D of metacrezol The retention time of metacresol See COA <none>

IpeHTndikaia peak in the chromatogram of the Awns. <He

MeTakpesnny sample solution does not deviate by~ Ceprudikar 3aCTOCOBYETb
more than 0.04 minute from aranisy csi>

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 yTpumyBanHa Nika
METaKpe3ony Ha Xpomartorpami
BUNPO6YBAHOTO PO3UMNHY HE
BIAXVNSETLCS Binbly HiX Ha 0,04
XBUNUHM Bif CEPEAHBbONO 3HAUEHHS
yacy yTpumMysaHHs nikis
METOKPE3ONY Ha XPOMaTOorpamax
CTaHABPTHOTO PO3UNHY
berony/mMeTakpesony i
CTAHAAPTHOTO PO3HNHY 2
deHony/meTakpesony

Page 2 of 5



Ukraine Batch Certificate

Yipaiwa Ceprudikar akocri

Product Name and Strength:

Ha3Ba NpoAyKTY Ta A03yBaHHs

Batch No:
Cepist Ne

ID of phenol/
InenTndikavia dpexony

Content of:

KinbkicHe BuaHavueHHs:
Insulin degludec

THeynin gernogex

Metacresal
MeTtakpeson

Phenol
DeHo

pH

High molecular weight
proteins
Bucokomonexkynapwi 6inku

Tresiba® FlexTouch®, 100 U/ml, 5x3 mi

Tpeciba® dnekcTau®d, 100 OL/mn, 5x3 mn

PP5N921

The retention time of phenol peak in
the chromatogram of the sample
solution does not deviate by more
than 0.04 minute from average
retention time of the phenol peaks
in the chromatograms of the
phenol/ metactesol reference
solution 1 and of the
phenol/metacresol reference
solution 2/

Hac yrpumyearHs nika GerHony Ha
XpomaTorpami BurnpobyBaHora
PO3UKHY HE BIAXVARETLCA BiitbLu
HIX Ha 0,04 xBUAWHY Big
CePeAHBLOro 3HAUEHHS Hacy
YTPUMYBaHHA nikis GpeHony Ha
XPOMATOrpamMax CTaHgapTHoro
PO3YMHY peHoNy/MeTakpesony |
CTAHAAPTHOTO POIUMHY 2
beHony/metakpesony

570-630 nmol/mi

(95,0 - 105,0% of declared quantity)
570-630 Hmonb/mMn

(95,0~105,0 % Big 3assaeHOl
KinbKOCTI)

1,58 - 1,89 mg/ml
1,58 - 1,89 mr/mn

1,38 - 1,65 mg/ml
1,38 ~ 1,65 mr/mn

7.20 - 8.00
7,20 - 8,00

Release; £ 0.6%

Shelf life: £ 0.9%

Mpw sunycky <0,6 %

Mig vac repminy npuaatHocri 0,9 %

Page 3 of §

See COA
Auvs.

Ceprudirar
aHanisy

See COA
dns,

CepTudixar
ananisy

See COA
Ave,

Ceprtudixar
auaniay

See COA

Ane.
Ceprndicar
ananisy

See COA

ananisy

O

novo nordisk’

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmaark

Tel, +45 4444 8888

<none>

<HE
33CTOCOBYETE
s

nmol/ml
HMONb/MA

mg/ml
Mr/mn

mg/mi
mr/mn

<none>




Ukraine Batch Certificate

Ykpaira CepTnikaT AKOCT

Product Name and Strength:

Ha3na NPOAYKTY T AO3YBAHHS

Batch No:
Cepis Ne

Insulin degludec:
Idcyniny gernoge:
-hydrophilic impurities
- rigpodinkri gominiKy

-hydrophobic related
substances

- rigpodobHi cropigHeri
peyoBnH

-hydrophobic impurities
~ FiapodObHi AOMILLIKU

Zinc total
LnHK 3aransHuii

Bacterial Endotoxin
Bakrepianbi
EHAOTOKCUHM

Sterility
CrepurbHiCTs

Particles =10um
Mexamiusi BKRAOUEHHR
210 MKm

Particles 225um
MexaHiuri BKAQUeHHA
225 MKM

Tresiba® FlexTouch®, 100 U/ml, 5x3 mi

Tpecifa® PnexcTau®, 100 Of/ma, 5x3 Ma

PP5N921

Release: < 0.9%

Shelf life: < 1.2%

Mpw BUnycKy 0,9 %

Mig wac Tepminy npugarrocti £1,2 %

Release: £ 2.6%

Shelf life: < 3.3%

Mpw sunycky 52,6 %

Nig vac repminy NprAaTHocTi £3,3 %

Release: 5 0.9%

Shelf life: < 1.2%

Mpw sunycky 0,9 %

Mig yac repminy npugatHocti 1,2 %

27,8 - 37,6 yg/ml
27,8 ~ 37,6 MKr/mi

<80 1U of endotoxin/m!
<80 MO eHAOTOKCNHIB/MA

Complies
Mpenapat noBuHeH GyTn
CTEPUALHIAM

< 6000/container
< 6000/xoHTelHED

< 600/container
< 600/koHTRNHEP

Page 4 of §

See COA
Ans.
Ceprudixar
aHanisy

See COA
Ans.
Ceprudirar
aHanisy

See COA
FAVZE:R

Ceptudikar
aHaniay

See COA
Awns.
Ceptudikar
aHanisy

See COA
Lve.
Ceprudixar
aHanisy

See COA
Ave.

CepTudikar
aranisy

See COA
Lue,
Ceprudikar
ananisy

See COA
Awns.

Ceprudikar
aHanisy

novo nordisk”

Novo Nordisk A/S
Movo Al 1

2880 Bagsvaerd
Denmark

Tel +45 4444 88488

b4

pg/mi
MKE/MN

Iu/ml
MO/

<none>

<He
3aCTOCOBYETD
e

<none>

“<He
3aCTOCOBYETL
ca>

<none>
<HE
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Ukraine Batch Certificate 7

Yxpaina Ceprndikat akocri

novo nordisk.

Novo Nordisk A/S

Nove Alle 1
Product Name and Strength:  Tresiba® FlexTouch®, 100 U/ml, 5x3 ml 2500 Bagevacsd
Ha3pa NPoOAYKTY Ta A03yBa s TpeciGa® dnekcTau®, 100 OA4/ma, 53 Ma
Tel, +45 ¢444 8RR
Batch No: PP5N921
Cepist Ne
Dose accuracy’ + 5% at dose 50 U See COA <none>
ToUHiCTL fO3yBaHHA £5 % npw posi 50 O/ Ans, <He
Ceptundirar 3aCTOCOBYEThL
aHanisy ca>

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

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

1 ~ BUKOHYETLCA TiAbKY TOdl, ko MNerddin®, kaprpuaX no 3 ma, sKiii € nepBrHHOI yrakoskow /13
Tpeciba® drexcTau®, komrinekryerbcs 8 PDS290 wnpuu-pyuky, kaTt. Ne5-9560-xx;

AimiTy B crieyndikayii 03nadaloTe, Wo mexa cneundikauii + 5% ana 50 Of1 3 Bukopuctadtsm SO 3951
dacTukn 1 abo 2 (mexa 3HaxoauTLes y Bianosigrocti 3 ISO 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 requirements of the local Regulatory Authority and with
the specifications in the Marketing Authorisation 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.

LM 8 3acsifuyio, Wo Bnllesrasama iIHQopMayis € 40CTOBIPHOK | TONHOO, ana cepin npoaykuii Byna surotosneHa
(BKTIQUAKOUM YNIBKOBKY / MApPKYBAHHS) | NPOBEAEHO KOHTPOML Tl AKOCTI Ha AinanLli{-kax) 8 NOBHIR BignosigHoCTi 3
BUMOramMu GMP, BCTAHOBAGHIMIN MICUEBUM PETYNSITOPHUM OPFaHOM, 3 TEKOX Y BIANOBIAHOCT] 3i cneundikauinmy, wo
MICTATBLCS B PEECTPALINHOMY A0ChE. TTPOTOKOAN BUPOSHWLTEA, YNakoBKY Ta aHanizy 6yav nepesiperi i scraHoBneHo
BignosigHicTL GMP.

This batch is certified by a Qualified Person delegate.
L cepin ceprvidikosana YNoBHOBIXEHOMK 0Cob0t0,

2024-11-14

QP-delegate / Susanne Carlsen (SCAR)
Quality Department

Novo Nordisk A/S

Denmark

YriopHosaxeHa ocoba

Bipgin srocri

AT Hoso Hopaick, Janis

Page S of 5 e






JIEPKABHA CJIVKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KMiBCHKIN OBJACTI

npos. Ceitmuunoi Hanii, 3, m.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Ko €IPIIOY 37078774

BUCHOBOK
npo AKicTL BBe3eHOro B YKpaiHy JikapchbKoro 3acody

25.04.2025 Ne 18784/25/10

TPECIBA® ®JIEKCTAY®

(HaI/IMCHyB’lHHX JJIKapCbKOI‘O 3’\006)’ 3I° lllHO 3 peec l‘p’lHIHHHM HOLBIJL‘{CHHﬂM)
po3uun pas in'exuii, 100 OJl/mi; o 3 muxy KapTPUAKi, AKMHA MICTUTLCH Y 6araTo030Biii
0IHOPA30Biil INPUI-PYYi; MO S MNPUL-PYYOK Y KAPTOHHIH KopoOui

(opma BUIYCKY, A03YBAHHS, B IAKYBAHHS JiKAPCHKOLO 3aco0y)

Homep peectpauiiinoro nocsimuenns UA/14264/01/01 crpox aii peectpauiiinoro nocsipuers 01.01.2099
Cepis nikapcpkoro 3acoby Ne RPSP391 KinbkicTs BBE3€HOTO Tikapchkoro 3acoby 9216

BupoGHuK A/T Hoso Hopaick, danis

(naitMenyBatns BiupoGHIKa JIKAPCLKOro 3ac00y, KpaiHa I0XOMKEHIS)

Baeseno B Yipaiiy Topapucrso 3 obMexeHoo Bianosizanbuictio "Hoso Hopnick
Ykpaina', inent. xon: 41467446

(naitmenyBanHs Ta kox 3a €APIIOY ropumdnol 0co6u abo npizsuiie, iM'st, 110 6aThKOBI (i3HUHOT
ocobu - nignpuemu, i Micle NPOKHUBAHIS T2 peccrpammmu HoMep 00IIKOBOT KAPTKH IIaTHHKa
nojatkis abo cepis Ta HOMEp nacropta)

Iportokos sisyansnore kourposio sin 21.04.2025 Ne 1202/1.

3a pesynbTaraMM [EPIKABHOrO KOHTPOMO —BCTAHORJIEHO, IO nikapcbkui  3aci6  BBeseHo B YkpaiHy 3

AOTPHUMAHHSAM BIMOT 3aKOHOJABCTBA OO 3a0€3NEUEHHA AKOCTI JIKApPChKUX 3ac00iB.

Ounsra €CPBOMEHKO

KOHTPOIO) (rvizuc) {lsiiany Ta qapizsHINe)
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Certificate of Analysis

CepTudixaT AHaIizy

novo nordisk

Nove Nordisk A/S

Novo Allé

2880 Bagsvaerd
Denmark

Tel. +45 4444 8388
Fax. +45 4449 0555

TRESIBA FLEXTOUCH Order Number : 0007794702-50

100 U/ML 5X3 ML 3amoByieHHsa No.

Tpeciba dnexcTau 100 on/msm, 5x3 Mn Date of Manufacture : 05/2024
IaTa BUPOOHMLTBA

Product No. : 7194273

fponyxr No.

Batch Number : RP5P391 Date of Expiry : 10/2026

Cepisa No IDaTa 3aKlHUYEeHHHs CTPOKY NpUaaTHOCT1

Item No.: 5181001 Batch No.: PW5LN83 Ext Spec: 51810XX-EU

Components Results Units Note

lloxa3suKuU PesyubrarTu 0341755121158 MpumMiTka

Macroscopy COMPLIES

onue Rigncrimas

Identity cf insulin degludec COMPLIES

InenTndikauin iHCyuiny uerswiex Bimuceinae

Content of insulin degludec 605 nmol/ml

KijlbKicHe Bu3HaueHHs LHCYJiHy uersmwuex HMOJTE /Mil

pH 7.64

pH

High molecular weight proteiuns <C.2 %

BUCOKOMOJIEKYJIApHL Binkm

Hydrophilic impurities <C.2 %

Tinpodinbri noMimwku

Hydrophobic related substances c.8 %

Pimpodobri cnopimHeHi pedoBmnM

Hydrophobic impurities <0.2 %

Tiupodobri uomiwkm

Zinc total 32,8 ng/ml

LiIMHK 3aralbHui MKIV/ MIT

Racterial Fndotoxin <10 IU/ml

EaxrepialisHl e€HIOTOKCUHM MO/mn

Sterility COMPLLES

CrepunbHicib Bipnceinae

Identity cf metacresol COMPLIES

TneHTudikallis MeTaxkpesony Binoncrinae

Identity cf Phenol COMPLIES

InedrTudikauis derony BigneBipae

Metacresol 1.76 mg/ml

MeTakpe3on Mp/Mn

Fhencl 155 mg/ml

deHon M1/ MN

Particles >= 10 pm/container 48

Mexauiuni epxiouedHs >= 10 Mxm/xonTeiinep

Farticles >= 25 um/container 2

MexaHiuni RrmOUEHHS >= 45 MKM/KOHTeHep

TouHicTh IHOByBaHHA: Bimnorizmae

072 Ukraine /. Cert. No: 11123873

Created by: WMBR on: 2025.01.15 08:56:17 UTC Page: 1 of 2

by e N OSFD  @up OO ¢




Certificate of Analysis %’ﬂ

. . novo nofdisk
Ceprupixar AHanizy

Nove Nordisk A/S

Novo Allé
2880 Bagsvaerd
Denmark
Tel. +45 4444 8888
Fax. +45 4449 0555
TRESIBA FLEXTOUCH Order Number : 0007794702-50
100 U/ML 5X3 ML SamoBneHHs No.
Tpeciba osnexcTau 100 OI/mi1, 5x3 mm Date of Manufacture : 05/2024

daTa BUPOOHULTBA
Product No. : 7194273

Oponywrr No.
Batch Number : RP5P391 Date of Expiry : 10/2026
Cepia No. laTa 3axkiHYeHHs CTPOKY MNPUUATHOCTI

Dose Accuracy: Complies

2025.01.15 Copenhagen

Mads Sund Bering
Quality Department :
This Certificate is generated by a computer quality system and includes an electronic
signature e v

This Certificate is generated by a computer quality system and includes an electronic signature -
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Ukraine Batch Certificate

Yxpaita Ceprudixar sxocT]

novo nordisk”

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

Movo Alle 1

Hazga npoAyKTy Ta 403YBaHHA Tpeci6a® dnexcTau®, 100 Ol/ma, 5x3 MA %880 Ba‘?svaerd
enmar

Importing Country; Ukraine Tel. +45 4444 8886

KpaiHa-imnoprep YKpaiHa

Dosage form / Package size: Solution for injection, 100 U/ml, 3 mi cartridge

in a pre-filled disposable pen Ne5
PosunH gnn in'ekuin, 100 O4/ma, No 3 My KIPTRUAKI, AKWIA MICTUTLECA 8
6araTono306i% OAHOPA30BIK WNpKUu-pyYul Ne S

Jlixapceia hopma /posMip yrakosku

Batch No. / size: RP5P391 / 15.345 packages/ynakoBok
Cepist Ne / Po3mip

Order No: 7794702

3amosneHHs Ne

Date of Manufacture: 05/2024

dara supobHnursa

Date of Expiry: 10/2026

Tepmin npngatHocTi

Registration certificates No: UA/14264/01/01

PeecTpayiiive MocsiguenHa No

Drug Product Specification: ANA-5-1810-xx/5-9560-xx/2012-Mar-27/EU-1F

Creundikaliin roToBOro NikapcsLKoro 3acoby

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3aCTOCOBAKHI METOAM: 3asHaueHi B 3aTeepaxenii Cneuudikauii Ha roTosuit nikapcbkunit 3aci6, sepcia

1.0 BepudikosaHa y Peectpauiiitiii cucremi Hoso Hopaick

Analysis results see Electronic Certificate of analysis

Pesynbrary aHanisy gusuce

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

Bupo6Huk BiANOBIAGLHIIA 33 8UNYCK Cepil roTOBOTO NIKapcHKOro 3acoby:
A/T Hoso Hopaick, HoBo Anne, barcsacepg, 2880, Aawis

Manufacturing Authorization No. 104188
NiveHsin Ha BUpoBHMUTBO Ne

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

. Page 1 of 5



Ukraine Batch Certificate

Yxpaina CepTtudikat SKocTi

Product Name and Strength:

Haasa npoayKTy Ta AO3yBakHs

Batch No:
Cepig No

Tresiba® FiexTouch®, 100 U/ml, 53 ml

Tpeciba® GnexcTau®, 100 Of4/mn, 5x3 mn

RP5P391

>

§ )
novo nordisk

Novo Nordisk A/S
Nova Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 8888

Test item/Component  Acceptance Criteria Result Unit Notes
MoxaszHuKy aKoCTi Crieumdikanis Pesynbraru Opnnni Mpumitku
(Bumoru MKSH) BUMIPIOBAHHS
Macroscopy A colourless liquid free from See COA <none>
Onwvc turbidity and essentially free from lvs, <He
particulate matter./ Ceprudikar 3aCTOCOBYETh
BesbapBHa pignHa, 6e3 kanamyTi i auanisy ca>
NPaKTUYHO He MICTUTb MeXaHiuHUX
BK/OUEHD,
ID of insulin degludec The retention time of insulin See COA <none>
IpenTudikayis iHCyniy degludec peak in the chromatogram  [ius. <He
Aermojex of the sample solution does not Ceptudikar 3aCTOCOBYETh
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. /
YHac yTpumMyBaHHs Nika iHcyainy
ACroAeK Ha XpoMaTorpami
BUNPOBYBAHOrO POIHMHY He
BIAXVARETBCS Ginbu Hix Ha 0,15
XBUAUHI Biff CRPeAHbOra 3HaUEHHS
Hacy yTpyrmyBaHHs NiKiB IHCyAIHY
AETNHOAEK HA XPOMBTOrpamax
CTaHAAPTHOrO PO3UNHY IHCYNIHY
Aernoaex
ID of metacrezof The retention time of metacresol See COA <none>
IaeHTndikauis peak in the chromatogram of the Aus. <He
MeTaxKpesony sample solution does not deviate by  CepTudikar 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 phenal/metacresol reference
solution 2/

Hac yTpuMyBaHH# 1ika
METakpesony Ha xpomartorpami
BUNPOBYBaHOrO PO3UNHY He
BIAXWNAETHLCA BinbLi Hix Ha 0,04
XBAIMHY Bif CEPEAHBOMO 3HAYEHHS
yacy yTpumMyBaHHs nikise
METOKpPe30/y Ha Xpomarorpamax
CTaHAAPTHOrO PO3UUNHY 1
deHony/metakpesony i
CTAHAAPTHOrO Po34nHYy 2
deHony/metakpesony

Page 2 of 5




Ukraine Batch Certificate

Yxpaina Ceprudikar skocTi

Product Name and Strength:

HasBa NpoAyKTY Ta AO3yBaHHA

Batch No:
Cepin Ne

ID of phenol/
[aeHTUGikauis deHony

Content of:

KinbKicHe BU3HAaYeHHA:
Insulin degludec

IHcyniH germogex

Metacresol
MeTakpeson

Phenol
PeHon

pH

High molecular weight
proteins
BricokomonekynsipHi 6iaxu

Tresiba® FlexTouch®, 100 U/ml, 5x3 ml

TpeciGa® ®nexcTau®, 100 O4/mn, 5x3 MA

RP5P391

The retention time of phenol peak in
the chromatogram of the sample
solution does not deviate by more
than 0.04 minute from average
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 yrpumyBaHHs nika peHony Ha
xpomarorpami BUNpobyBaHoro
PO3UMHY He Bigxnnaerbes binblu
Hix Ha 0,04 xBunnHn Bij,
CepesHbOro 3HaYeHHRA vacy
yTpUMyBaHH:A nikis peHony Ha
Xpomartorpamax cTaHAapTHOro
pO3UMHY GEHONY/METaKPe3ony i
CTaHAAPTHOrO PO3YMHY 2
beHony/meTakpeaony

570-630 nmol/ml

(95,0 - 105,0% of declared quantity)
570-630 HMonb/MA

(95,0-105,0 % 8ij 3asBneHOT
KiNbKOCTi}

1,58 - 1,89 mg/ml
1,58 - 1,89 mr/mn

1,38 - 1,65 mg/ml
1,38 - 1,65 mr/mn

7.20 - 8.00
7,20-8,00

Release: < 0.6%

Shelf life: £ 0.9%

Mpu Bunycky 0,6 %

IMig vac Tepminy npugarHocTi <0,9 %

Page 3 of 5

See COA
Aws.
Ceprudikar
aHaniay

See COA

Avis.
Ceprudikar
aHanisy

See COA

Avs.
Ceprudikar
aHanisy

See COA

Jvis,
Ceprudikar
aHanisy

See COA

aHanizy

Q

novo nordisk”

Novo Nordisk A/S
Nove Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 8888

<none>

<He
3aCTOCOBYETE
>

nmol/mi
HMOJIb/ M

mg/ml
Mr/MA

mg/m|
mr/mn




Ukraine Batch Certificate

Ykpaina CeprudikaTt akocTi

Product Name and Strength:
Hassa NPoOAYKTY Ta KO3YyBaHHS

Batch No:

Cepis Ne

Insulin degludec:
IHcyniny perawgex:
-hydrophilic impurities
- riapodinbHi goMiliku

-hydrophabic related
substances

- rigpodobHi cnopigHewi
pevoBuMH

-hydrophobic impurities
- riapodo6HI fomiLLKy

Zinc total
LIMHK 3aranbHmin

Bacterial Endotoxin
bakrepiancHi
eHA0TOKCUHN

Sterility
CrepubRICTL

Particles 210um
MexariuHi BKAoUeHHs
210 MKM

Particles 225um
Mexariuni sBknioueHHs
225 MKM

Tresibka® FlexTouch®, 100 U/ml, 5x3 ml

TpeciGa® ®nexcTau®, 100 O4/mn, 5x3 mn

RP5P391

Release: < 0.9%

Shelf life: < 1.2%

MNpwu Bunycky <0,9 %

Mig vac Tepminy npuaaraocti £1,2 %

Release: < 2.6%

Shelf life: < 3.3%

Mpw sunycky 2,6 %

Mig yac TepmiHy npuaaTHoCTi 3,3 %

Release: £ 0.9%

Shelf life: < 1.2%

MNMpu sunycky 0,9 %

Nig Yac Tepminy npngatTHocTti 1,2 %

27,8 - 37,6 yg/mi
27,8 - 37,6 mMKr/mn

<80 IU of endotoxin/ml
<80 MO erHpoTOKCUHIB/ MA

Complies
Mpenapat rnosurenr 6ytu
CTEPULHUM

< 6000/container
< 6000/koHTENHED

< 600/container
< 600/koHTelHep

Page 4 of 5

See COA
Auvs.

Ceptudikat
aranisy

See COA

Jus.
Ceptudikatr
aHanisy

See COA

Aus.
Ceprudikar
ananisy

See COA

[us.
CepTundikar
aHanisy

See COA
Jalvi-»

CepTundixar
aHaniay

See COA

Jus,
Ceptundikar
aHanisy

See COA
Lue..

Ceprtuidikar
aHanisy

See COA
LviB.

CepTundixar .-

aHanisy

s

0

novo nordisk’

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 8888

%

%

%

pg/mi
MKT/MA

1U/mli
MO/mn

<none>

<He
38CTOCOBYETH
ca>

<none>

<He
3aCTOCOBYETL
>

<pone>
<He
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Ukraine Batch Certificate

Ykpaina Ceptudikat akocti

novo nordisk”

Novo Nordisk A/S

Novo Alle 1
Product Name and Strength:  Tresiba® FlexTouch®, 100 U/ml, 5x3 mi 2880 Bagsvaerd
Ha3sa NpoAyKkTy Ta f03y8aHHS Tpeciba® dnexcTau®, 100 O4/mn, 5x3 mn
Tel, +45 4444 8888
Batch No: RP5P391
Cepin Ng
Dose accuracy’ + 5% at dose 50 U See COA <none>
TOYHICTL f03yBaHHS' £5 % npwu posi 50 04, Avs. <He
Ceprudikar 3aCTOCOBYETL
aHanisy >

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

the specification limit + 5% at 50 units is fulfilled using 15O 3951 part 1 or 2 (the limit is in accardance with
ISO 11608-1).

1 ~ BUKOHYETLCH TiNbKN TOA, konn NeHin®, kapTprdX Na 3 M, Skl € NepBrHHOK YNakoskow /13
Tpeciba® PnexcTau®, komrnekTyeTbcs 8 PDS290 wripnu-pyuky, kat. Ne5-9560-xx;

niMiTK B crieydikauil 03Ha4aoTe, WO Mexa cneundikauil + 5% ans 50 O4 3 BukopucTarHsam ISO 3951
dacTunm 1 abo 2 (Mexa 3HaxoanThes y Bignosigrocri 3 1SO 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 requirements of the local Regulatory Authority and with
the specifications in the Marketing Authorisation 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,

1M st 3acsiguyto, WO BULLEBKa3aHa IHGOPMAaLIf € 4OCTOBIPHOIO [ TOUHOIW. AarHa cepis npoaykLii 6yna BurorosneHa
(BKNIOUBIOUM YNAKOBKY / MapKyBaHHR) | NPOBEAEHO KOHTPOSIL (i AKOCTI Ha AlLNSHU(-Kax) B MOBHIN BIANOBIAHOCTI 3
BuMOramit GMP, BCTAHOBNERMMMN MICLIEBAM PETYNIRTOPHUM OpIaHOM, 8 TaKOX Y BIANOBIAHOCTI 31 crieuurdikaLlismu, wo
MICTATLCR 8 peecTpauiiHoMy Aocke. MTPOTOKOMM BUPOBHULTBE, YIakosKn Ta aHanizy 6ynn nepesiperi i BcTaHosneHo
sigrosiaricTe GMP,

This batch is certified by a Qualified Person delegate.
Lis cepisi cepTudixoBaHa YnoBHOBaXeEHOI0 0006010,

2025-01-16

e
~~~~~~~ = G bie

QP-delegate / Susanne Carisen (SCAR)
Quality Department

Novo Nordisk A/S

Denmark

YnoBHOBaXeHa 0coba

Bigain sikocTi
A/T Hoso Hopaick, anis
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