Certificate of Analysis

Ceprudixar Axanisy

Q

Novo fordisk

Novo Nordisk A/S3

Novo Allé

2880 Bagsvaerd
Benmark

Tel. +45 4444 gBas
Fax. 145 4449 0555

RYZODEG FLEXTGUCH Order Number : 00077B0810-140

100 U/ML 5X3 ML JamosneHna No,

Pastaomer ¢aexcTau 100 OlU/mr, 5x3 mn Date of Manufacture : 11/2023
Hara nupoBHisymea

Product No. : 7100409

Oponyrr No

Batch Number : PPSK600 Date of Expiry : 04/2026

Cepia No lama saringends crpoxy NpHAATHOCTL

Item No.: 5181401 Batch No.: NW5JY41 Ext Spec: 5]814XX-EU

Components Results Units Notea

MokasHuxm Pesyneranm Cuamryg i Npurmixas

Macroscopy COMPLTRS

Haxpocxenin Aianoainae

Identity of insulin aspart COMPLILS

Tagirugixanis fdcyniny acnagr Binnosinac

ideolity of insalin degludec COMPLIES

fnenrudirauin LrCYyMily peomonex Binnceinae

Conkent of insulin aspart 18l amed/ml

KirnkicHe sWzsavenus iscyniny acnapn HMOM /M1

Content of insulin degludec 427 omold/ml

Kinbkicne susnayanns incynivy nemmner HMOLs /i

i 7.35

pH

Ifigh molecular weight proteins <n.2 %

BACGKOMOARKYNAPHL Gy

RBydrophilic impurities <0,2 %

Pinpetine:i Remiwuxm

Hydraphobic rtelated substances 0.7 %

Pinpodobui coopisneni PEUOBUHM

Hydrophobic impurities <0.2 %

Pinpodobni  gouimn

B28isoAsp insulin aspart O.t %

B28is0Aen iHcyniw acnapr

Desamida insulin aspart 8.5 %

Neszauinoivcynin acnapt

Insulin asp related impuritics 0.5 I3

CynyTii momimmy incynriny acnape

Zinc total 2.0 pg/ml

b2 saranuunit M/ Mo

Bacterial Endotoxin <10 1G/m?

Barrepianedi eHEOTOKCHMuW MO faarr

sterilicy COMPLIRS

CrepunkHicTh

Tdentity of metacresol
InenTudiraula MeTakposony
Identity of phennl

Ineurupinanin Penony
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Certificate of Analysis

Ceprupikar Ananiay

RYZODEG FLEXTOUCH
100 U/ML 5X3 ML

Paftaoner ¢nexcTau 100 ON/mn, 5%3 wmn

Order Number
3aMoRSeHHa Mo

Date of Manufacture
Hara BURODHKL TR

QO

nove nordisi

Nove Nordiak A/S
Novo Allé

Z8B0 Bagsvaerd
Denmark

Tel. +45 4444 pgges
Fax. +4% 4449 0555

0007780810-140

11/2023

: 04/2026

51B14XX-FU

Product No. 7100409

Mponyrr No.

Batch Number PPLK6O0 Date of Expiry

Cepia Noe fara 3axinyenns crpoxy MPKOATHOCT 1
ITtem No.: 5181401 Batch No.: NW5JY4l Ext Spec:
Components Results Units Note
Noxazumry Pesynsranry Tpmes i wica
Metacresol 1.77 ma/ml

Meraxpeaon M/ Mn

Phenol 1.55 mg/ml

PeHoN M/ un

Particles >= 19 umfecontainer
MeXaniuni sknmueHmn »= 10 MKM.’KDM'r’eﬁHep
Particles >= 285 pm/container

Hexamiuni srmwgenna »— 25 MKM/ KOHTE e D

37

TouhicTs pmoayeauHg:
Dose Accuracy: Complies

2024.01.18

Mads Sund Bering
Quality Department

Binnosipae

Copenhagen

This document is only valid with a handwritten signaturs.

072
Created by: WMBR on:

Ukraine

2024.01.18 14:46:23 UTC

‘ ‘I -~
%" ”m““**%w oh @
2 il “Q?

,ﬁ

/f

Cert. No: 1104067
Paqe' 2 of 2 '

4

éi?@ﬁ%/i)

,/

#

S



Q

Ukraine Batch Certificate

novo nordisk”

¥Ykpaina CepTudikaT akocti

Product Name and Strength: Ryzodeg® FlexTouch® 100 U/ml, 5x3 m! Moo Nordisk A/S

Hazea npogykry Ta A03yBaHHA Paizoger® dnexcTau® 100 Of/mna, 5x3 mn éi:%grfsvaerd

Importing Country: Ukraine Tel. +45 4444 8888

Kpaiva-imnoprep Y«paina

Dosage form / Package size: Solution for injection, 100 U/ml, 3 m cartridge in a
pre-filled dispasable pen Ne5

Nikapcoka popma /poamip yrakopky PO341H 4ng iW'ekii, 100 O4/mn, no 3 mn Y KapTpuaxi, k4l MicTuThCa y
baraTtono3osiit OAHOPAa30BIA WpuL-pyuLi NeS

Batch No. / size: PP5K600 / 4.677 packages/ynakoeok

Cepia Na / Poawmip

Order No: 7780810

3amoBneHHa Ne

Date of Manufacture: 1172023

Hata BupobruyTea

Date of Expiry: 0472026

Tepmin npuaatHocTi

Registration certificates No: UA/14281/01/01

PeecTpauiie MlocsiguenHn Ne

Drug Product Specification: ANA-5-1814-xx/5-9564-xx/2012-Mar-29/EU-1F

Cneyndikauis rotosoro nikapcekoro sacoby

Methods used: Stated in the approved Drug Product Specification, Version

1.0 verified in the Novo Nordisk Registration System,
3acToCosaHi MeToau: 3a3HaueHi p 3aTBepaXeHiiA Cneundikauii Ha roTosui NiKapEEKNG 3aci6, sepcis

1.0 pepudixoaara y PeecTpauifHii cuctemi Hoao Happaick

Analysis results see Electronic Certificate of analysis
Peayn:Tatu ananisy avBucs

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

BupobHuk gignosiganbHuit 33 sy Myck cepii roTosoro Aikapcuroro 3acofy:
A/T Hoso Hopgick, Hoao Anne, barceasps, 2880, flaHia

Manufacturing Authorization No. 103380
NiueHsia Ha BupoBHUYTEO Ne

Certificate of GMP compliance of a manufacturer No. DK H 10000517
Ceprudikar GMP Ne
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Ukraine Batch Certificate

YxpaiHa Ceprugixat akocti

novo nordisk”

Product Name and Strength:  Ryzodeg® FlexTouch® 100 U/ml, 5x3 ml Noro ordisk A/S
Ha3sea npogykty va go3ysaHHs Paiisoner® @nexcTau® 100 OA/MmA, 5x3 mn éaao BaEsvaerd
enmar|
Batch No: PP5K600 Tel, +45 4444 G868
Cepis Ne
Test item/Component Acceptance Result Unit Notes
MoxasHuxu AkocTi Criteria PesyneTatn Oarrnyi MpumiTkm
Creuudikalyia BUMIDIOBAHHA
(Bumory MKR)
Macroscopy Colourless liquid frec See COA <nane>
Makpockonis trom turbidity and Oue, <He
essentially free from Ceprudikar 38CTOCOBYETLCA>
particulate matter/ .
Gesbapana pinstha, Ges aHaniay
K&AAMYTL, IPAKTHUHO He
MICTHTb MEXaHiTHIX
BKAKYCHL
Identity of insulin Retention time (tR) of  See COA <none>
aspart a main peak in the lus, <He
laenTndikauis iHcyniny acnapr chromatogram of the Ceptudixar 33CTOCOBYETHCH>

sample corresponds  amaniay
to the average
retention time of the
main peak {insulin
aspart) in the
chromatograms of
the two flanking
insulin aspart
secondary reference
material:

0.95 tR {reference) <
tR (sample) £ 1.05 tR
(reference)./

Hac yTpuMyBaHHs (tR)
nika HCYiHY aCnapT Ha
XpomMarorpami
BANPGEYBaHOFO
Po3unHyY Bignosigae
CEPEAHLOMY 3HAYEHH:O
“acy yTBMaHHA
OCHOBHOIO Nika
(iHcyniny acnapr) Ha
XpoOMaTorpamax
BTOPWUHHOrQ
{TaHZAPRTHOMC 3pa3ka
tHeyniny acnapt i
3H3X0ANTRCS B
Alanasoui;

0,95 tR(ctang.) <
tR{BUNp.) < 1,05
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Ukraine Batch Certificate

¥Yxpaina Ceprudikar axocri

Product Name and Strength:

Hasga npojyKry Ta 403yBaHHs

Batch No:

Cepia Ne

Identity of insulin

degludec

InexTndikayis incyniny Aerniogek

Identity of metacresol
Iaentndikauin metakpazony

Ryzodeg® FlexTouch® 100 U/ml, 5x3 m
Paizoner® ©nekcTau® 100 Of/mn, 5x3 v

PP5K600

The retention time of
insuiin degludec peak in
the chromatogram of the
samnple solution docs not
deviate by more than
0.15 minute from
average retention time of
the insulin degludec
peaks in the
chromatograms of the
insulin degludec
reference solution/

Hac yrpumynarns nika
THCYJTIHY fErIoUeK sta
Xpomarorpami
BHIIPOBYBAHQTO pO3UMIY He
BIXHARETOCR Finbl 1k sea
0,15 xaunuun gig
CEPCAHBOTO IHAYCHHA Hacy
YIPHUMYBAHHS niKia
iHCYRINY Aernmionek ua
XpoMatorpamax
CTAIZAPTHOTO POIHHHY
iHCY MY neroaek

The retention time of
metacresol peak in the
chromatogram of the
sample solution does not
deviate by more than
(.04 minute from
average retention time of
the metacresol peaks in
the chromatograms of
the phenol/ metactesol
reference solution | and
of the phenol/metacresol
reference solution 2/
Hac yTpumMyBpanHs nika
MeTAKPe30/y Ha
XpOoMaTorpami
aunpobysarore
POIUMHY He
BIAXUMASTHCA Binbw
HiK Ha 0,04 XBUNKHW
BlA CepeaHborn
3HAYEHHS yacy
YTRMYBAHHR
METOKPE30ny Ha
XpoMatorpamax
CTAaHAAPTHOMD
PO3YHY 1
theHony/Merakpesony
i cTanaapTHoro
PO3YnHyY 2
beHony/merakpeaony

See COA

Ave.
CepTudikar
aHaniay

See COA

Aun,
Ceprudikar
aHanisy

Page 3 of 6
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Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaard
Denmark

Tel, +45 4444 3888

<none>
<He
3aLTOLOBYEThLA>

<none>
<He
3aCTOCOBYETHCH>
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Ukraine Batch Certificate

YkpaiHa CepTudgixat skocri

novo nordisk”

Novo Nordisk A/S

Product Name and Strength: Ryzodeg® FlexTouch® 100 U/ml, 5x3 m!

Novo Alle 1
Haaea npoaykty Ta foaymaring Pafsoger® dnexcTau® 100 QA/Mn, 5x3 mn ééﬁigiﬂfsvaard
Batch No: PPEK600 Tel. +45 4434 g888
Cepin Ne
Identity of phenal The retention time of See COA <none>
lperTudikauis perony phenol peak in the Ave, <HE
chromatogram of the CepTvoikar 3aCTOCOBYETLCA>
sample solution does not :
deviate by more than aHaizy
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 yrpuMyBaHHA nika
derony Ha
XpoMatorpami
BUNpo6yBaHoro
PO34UHY He
BIAXWNAETLCA BinbLL
Hix Ha 0,04 xsunvmHm
8if cepeaHLOro
3HaYenHA yacy
YTPUMYBaHHA deHony
Ha XpoMaTorpamax
CTaHAAPTHOrG pO3YMHY
1 peHony/metakpesoay
i crangapTHoro
po3ynHy 2
beHony/metarpezony
Content of:
KinbxicHe Bu3HaueHHn:
Insulin aspart 171 - 189 nmol/m| See COA nmol/ml
THeynin acnapr {95.0 - 105.0%) Avis. HMOAL/MA
171-189 HMOL /Mt Ceprudikar %
(95,0-105,0% Big aHanisy
3anBneHol KiabKoCTi )
Insulin degludec 393 - 441 nmol/ml See COA nmol/ml
Ikcynin germopex {95.0 - 105.0%) Aws. HMOb/MA
399-441 Hmon/mn Ceptudixar %
(95,0 - 105,0% sig aHaniay
3aRBMeHOT KinbXoCTi )
Metacresal 1.58 - 1.89 mg/mi See COA
MeTakpezon 1,58 - 1,89 mr/mn Awne.
Ceptudikar
aHaniay
Phenol 1.38 ~ 1,65 mg/ml See COA AT
DeHon 1,38 - 1,65 mr/mn Aus, i L
CepTudikar g e
aHanisy %3 UC e i,
pH 7.00 - 7,80 See COA g 5
Awns,
Ceprudikar
ananisy .
J/.
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Ukraine Batch Certificate

Yxpaiva CeprudikaT axocri

Product Name and Strength:

Ha3Bsa npoaykTy Ta AozysaHHa

Batch No:

Cepist Ne

High Molecular Weight
Proteins
Bucokomonekynapmi 6inky

Hydrophiiic impurities
Tigpodineri gomiwikn

Hydrophobic relatad substances
rapedobhi cnopigHeHi peuoBHn

Hydrophobic impurities
FiapodpobHi gomiluku

B28isoAsp insulin aspart
B28izoAcn iHcyniny acnapt

Besamido insulin aspart
fe3amigoincynivy acnapt

Insulin aspart related impurities
Aomilwkn iHcynivy acnapr

Zinc total
Unhi 3aransHuii

Bacterial endotoxins
bakTepianbHi eH4OTOKCMHK

Sterility
CrepuabHicth

Particulate matter
=10 pm

Mexariyni BkaoyeHHs
=10 MKM

Ryzodeg® FlexTouch® 100 U/ml, 5x3 ml
Paiizoger® dnekcTau® 100 O4/MA, 5x3 mA

PP5K600

Release: < .6%
Shelf fife: £ 1.0%
Mpu annycky <0,6 %
Mia wac TepmiHy
npuaatHocTi <1,0 %
Release: < 0.9%
Shelf life: < 1,2%
Mpy srnycxy 0,9 %
Nia vac Tepminy
npuaatHacTi <1,2 %
Release: £ 2.1%
Shelf life: < 2,8%
Mpit Brnycky <2,1 %
Nig vac Tepminy
APWAATHOCT <2,8 %
Refease: < 0,9%
Shelf life: < 1,2%
Mpy sunycky <0,9 %
Mig vac Tepminy
NpUAAaTHOCTI £1,2 %
Release: < 1.0%
Shelf life; < 2.2%
Apn sunycky <1,0 %
(Tig dac Tepminy
NpUAATHOCT| 2,2 %
Release: < 2.1%
Shelf iife: < 4.5%
Mpu Bunycxy 2,1 %
Mg Yac Tepminy
nprAaTHOCTI <4,5 %
Release: < 1.4%
Shelf life: < 3.2%
fpuw sunycky <1,4 %
Nig vac Tepminy
npihaartHocTi 3,2 %
23.3 - 31.5 pyg/mi
23,3 - 31,5 mkr/mn

<80 IU endotoxin/mi
<80 MO
EHAOTOKCUHIB/ M

Must be sterile
Mpenapar noawen 6yt
CTEQUABHIM

<6000/container
£6000/koHTeitHep

Page 5 of 6

See COA
Aue.
CepTudikart
aHanisy

See COA
Awna,
Ceprudikar
aHanisy

See COA
Awve.
Ceprudikar
aHanisy

See COA
Avs.
CepTudikar
aHanisy

See COA
Awvp,
Ceprudikar
aHanizy

See COA
Awve.
Ceprudixar
araniay

See COA
Ane.
Ceprmndixar
aHanizy

See COA
Ave.
Ceprudikar
ananisy
See COA
Ane.
Ceprudikar
aHanisy
See COA
Ave.
Ceprudixar
aHanlisy
See COA
AwvB.
Ceptudikar
aHanizy
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novo nordisk”

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
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O
Ukraine Batch Certificate

novo nordisk’
YkpaiHa Ceprugixar akocti
Product Name and Strength: ~ Ryzodeg® FlexTouch® 100 U/mi, 5x3 ml Nowa Nordisk /S
Hasea npogy«ry Ta 4o3yBaHHs Paiizoner® ®nexcTau® 100 O4/mn, 5x3 ma gi:?ngffsvaerd
Batch No: PP5K600 Tel. +45 4444 8588
Cepis Ne
Particulate matter 225um <600/container See COA <none>
MexaHiuHi BkntovieHHR £600/konTeliHep Auna, <Hg
225 MxkMm Ceprugikar 3aCTOCOBYETRHCA>
aranisy
Dose accuracy! Complies See COA <none>
TOUHICTL A03YBaHHS ;;:C 5%;‘;60 units Ave. <He
o .
iSA% np’i 03150 O] Cepnl/:q)lkar 3ACTCCOBYETHLCH>
asaniay

! — Only performed when the Penfill® 3 ml cartridge is assembled into PDS290 pen-injector,

Hem no. 5-9564-xx/ Bukotyerwes e T, koM Tendrin®, xeprpunx no 3 MJ1, XK € NEPBUHHOI YITAKOBKO JI3
Padzoner® Onexclau®, koMitertyeraes 3 PIXS290 winpui-pyucy, kar. No5-9564-xx;

Complies means that the specification limit = 5% at 50 units is fuifilled using 1SO 3951 part § or 2

(the limit is in accordance with ISO | 1608-1) Jisite 8 creundiani? 03HaANA0TL, 1o MeKa cneundrikanii £5 % mng 50 013
Bukepucrannam 18O 3951 wactuny | abo 2 (Mexa mepefynae pigimosiano no 1S 1 1608-1)

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 |ocal 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.

Lvm a 3acsiguyro, ulo BULLEBKa3aHa iHbopMaLin € gocToBiBHOI | TOUHO, flaria cepia npoayxuif 6yna surotoanena
(Bxntouarotmn YNaKoBKY / MapxyaaHHs) | nposeseHo KOHTPOAB T AKOCTI Ha AinAHLI-Kax) B noB#iii BIANOBIAHOCTI 3
BUMOraMu GMP, BcTaHoaneHM M MICLEBUM BEFYARTOPHWM OPraHomMm, a TaKeK ¥ BignosiAHoCT! 3i cneundixauiamm, wo
MICTATLCR B peecTpaviitnomy gocse. Mpotokosnu BUPOBHULTBA, YNaKoBKkM Ta aHanisy Bysu nepesipeni | BCTaHoBAGHG
BiANOBIAHICTL GMP,

This batch is certified by a Qualified Person delegate.
Lin cepia ceprndixosana YNoBHOBaXEHO 0co6oo,

2024-01-19

/%ziw ﬁc/\h

Gp-déiegate ?"MBXD {Maria Beck)
Quality Department

Nova Nordisk A/S

Denmark

¥noeHOBaxeya ocoba

Bigain akocTi
A/T Heao Hopaick, Janis
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