J];EP}KABHA CJIYVKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI i

npos, CeiTimuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37073774

B CHOBOK
Npo SAKICTHL BBE3€eHOro B YKPAaiHy JIKapCchbKOro 3aco0y

J;‘{'

. 03.01.2024 Ne 66202/24/10

PAM3OJIEI'® ®JEKCTAUY®

(HaliMeHYBaHHS JIIKapCHKOTO 3ac00y 3riIHO 3 peecTpalliiHUM NOCBITYEHHAM)
po3uuH s in'exuiit, 100 O1/mu; no 3 Ma y KapTpHIKi, AIKWH MICTHThCH Y 0araroo30Biu
OJHOPA30Bilil MNPHI-PYYli; IO S INPHUI-PYYOK Y KAPTOHHIH KOPOoOui
((bopmMa BHITYCKY, O3YBaHHA, BUJI MAKYBaHHA JIKApCEKOT0 3ac00y)

Homep peectparniinoro noceiguenns UA/14281/01/01 crpox aii peectpauiiinoro nocsiguenns 18.03.2025
Cepisa nixapcekoro 3acoby Ne NPSJ636 KinbkicTh BBE3€HOTO JiKapchkoro 3acoby 7680

Bupo6Huk A/T Hoso Hopnick, Jlanis
(HaiiMeHyBaHHA BUpPOOHMKA JIKapCHKOro 3acody, KpaiHa NMoXOoKEeHHA)

Beeseno B Ykpainy ToapucTBo 3 00MekeHOK BianoigaasHicTIO "HoBO Hopmcx
chpama", inenT. xon: 41467446

(Hanmeﬂynaﬂﬂﬂ Ta Koz 3a €/IPTIOY ropuau4Hoi ocobn abo mpisBHile, iM'4, 110 OaTbkOBI (PI3HIHOI
ocobH - mianpueMus, 1 Micle NPOXXKUBAHHS Ta peecTpalliiiHui HoMep 00IIKOBOI KAPTKU IUIATHUKA
nozatkis abo cepisd Ta HOMep NacnopTa)

Iporokou BizyansHoro koutpoo eix 01.01.2024 Ne 4222/1.

3a pesyneTaTAMH JIEPXKABHOTO KOHTPOJIIO BCTAHOBJICHO, IO JIIKAPChKMI 3aci® BBe3eHO B YKpaiHy 3

JTOTPHUMAHHSIM BHMOT 3aKOHOJIABCTBA NI0J0 3a0e3MeueHHs AKOCTI JiKapChKHX 3aco0iB. s
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Certificate of Analysis

Cepmm@iKaT AHasniszy

;ﬂﬁﬁaﬂmﬁkwi

Novo Nordisk A/S
Noyoe Allé

2830 Bagsvaerd
Denmark

Tel, +435 4444 3089
Fax, +45 444% 4555

Crder Number 0007780810-130

QamoBseHHA No

RYZODEG FLEXTOUCH
100 U/ML ‘5X3 ML

Patizoner ®nexcTau 100 OH/mMn, 5x3 wMn Date of Manufacture : 08/2023
' = dara BUPOOGHUUTERE
Product No. : 7100409
ponysr. No. .
Batch Number ; NP5J636 Date of Expiry : 02/2026
- Jara 3akiHYEHHR CTPOKY MpPUHATHOCTIL

Cepis Mo

Item No,: 5181401 Batch No.: NWSJKS5 Ext Spec: 51814XX-EU

Components Results  Units Note
MloxasHmew Peaynbrads Onmnuni HpvMiTica i
Macroscopy COMPLIES
Magkpocgonia Bignoeinae
Tdentity of insulin aspartc COMELIES
[nenvudiraygia incynivy acnapr Binnominae
Idcnﬁit}lﬁfjﬁﬁsulin-degludec COMPLIES
lopenrTndikauia lucynidy Oeramaex Bignosigae
Content of insulin aspart 181 omal /ml
KinskxicHe BuanadedHs ikcyniwy acnape HMONE [ MIT
Content of insulin degludec 429 ming ) /ml .
KinskiCHe BHSHaYeHHR idHcyiny dernonex HMON b /MmN )
pH 1.34
pH
High moliecular weilght proteins <0.2 %
BUCOROMENEKYNADHTL OinxK
Hydrophilic impurities <0,2 %
Tlopodinuiui pomimiw
Hytrephobic related substances a.7 %
I'inpodobHi cnopinHeni peuosmeM
Hydrophobic impurities 0.2 1
Tinpodobsl moMluky
B2BisoAsp insulin aspart (.2 %
B28iaoAcn idoynin acuapy
Desamido insulin aspark 0.6 %
Aesauinoiscynis acnapr
Insulin asp related impurities 0.5 %
Cynmyrul gomiwxy lHCYNiHY acnapr
Zinc total 28.9 ugsml
Uurkg 2aransumi MK/ M
Bacterial Endotoxin <10 IU/ml
BaxTeplanaeHl eHnoToxcudn MO/ A
Sterllity COMPLIES
CrepuiieHicTL Binnorinae
Identikty of metacrescl COMPLLES
ILaeHTudikanlia Merakpesony Bignopimae
Identity of phenol COMPLIES
iaedrndikaLin fedHony Binmoninaace
; .
072 Ukraine ert. No: 11004
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cemﬁcate of Analysis

I LT . novo nordisk”
Ceprupikar Axanisy FRIY
Novo Nordiask A/S

Novae Allé

2880 Bagsvaard
enmark

Tel. +45 44%4 8pas
Fax. +45 44490555

RYZODEG FLEXTOUCH Order Number

-+ 0007780810-130
160 U/ML 5X3 ML JamMornesHs No, ;
Pafisoner dnexcTauw 100 OO/mMn, 5x3 mu Date of Manufacture : 09/2023
W HaTa BUpobHHMUTBA
Product: No. : 7100409
ApomyxT No, - .
Batch Number : NP5J636 Date of Expiry : 02/2026
Cepism N fara 3akiHYeHHA CTPOKY IpPMAATHOCTI
{;_?i f:l';”;*t' 5
Item No.:@ 5181401 Batch No.: NWSJR85 Ext Spec: 51814XX-EU |
Components Results Units Note
Nokaznmem PEIYNLTACH Comnmi i MpumiTka
Metacresol L.77 meg/ml
MeTakneaon M1/ M
Phenel 1.55 myg /ml
PeHOd ax /o
Particles »= 10 pm/container 3z
Mexaniuni nwmmuenns >= 1) wykM/KoHTekHep

.

Particles >= 2% pm/container 4

Mexaniyni BXOOYSHHR >= 25 MK/ KoHTeRHep

TouHiCTE HNO3yBaHHA' Binnomlmac
Dose Accuracy: Complies

2023, 11 24

&ﬁﬁi:’Suﬁd Bering

Quality Department
This document is only valid with a handwritten signature.

072 Ukraine
Created by: WMBR on: 2023.11.23 12:15:28 UTC




.. | novo nordisk
. - YKpaiHa CeprudikaT akoci '
' " Product Name and Strength:  Ryzodeg® FlexTouch® 100 U/ml, 5x3 ml fous ordlslcnys
- Ha3aBa npoayxTy Ta A03yBaHHA Paiisoner® ®nekcTau® 100 OA/mn, 5x3 mn gaao Balg‘;svagrd %
: enmar g
_ Im portmg Cou ntry: Ukraine Tel. +45 4444 5888

. . Kpaina-imnoprep - YKpaiHa

o ;"”’_; LQﬁ'sage form / Package size: Solution for injection, 100 U/ml, 3 ml cartridge in a
| pre-filled disposable pen Ne5

.. - JlikapceKa popma /posmip ynaxkosku Po3unH g in‘ekuia, 100 O4/mn, no 3 mn ¥ kKapTpuaxi, SKMid MICTUTLCA Y

Gararogosaalii oaHOPa30BIK WiNpULL-py4Ll NeS

- 'Batch No. / size: NP5)636 / 14.967 packages/ynakoBok

- Cepiﬂ Ne / Po3amip
' Order No: 7780810
" 3amonneHHs Ne
Date of Manufacture: 09/2023
Alata snpobHyuTea
Date of Expiry: 02/2026

TepMiH NpYAATHOCT]

Registration certificates No: UA/14281/01/01

PeecTpauitive MNocelgueHHA Ne

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

Creyudikauia roToBOro Nixapcbkora 3acoby

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3acrocosaHi MeTow: 3a3HadeHi 8 3arseppxeHin Cneyundlkauii va rotoBuii nikapcskuii 3aci6, sepcis

1.0 sepudikonana y PeccrpaLiikiti cuctemi Hoso Hoppaick

Analysis results see Electronic Certificate of analysis
PesynbTat aHanisy AMBmcs

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

BupoGHuk BignosiganbHni 3a Binyck cepil roToBoro Nikapeukoro 3aco6y:
A/T Hoeo Hopaick, Hoso Anne, barceaepga, 2880, faHis

Manufacturing Authorization No. 103079

AiueHzia Ha BMpoBHULTRO Ne

Certificate of GMP compliance of a manufacturer No. DK H 0000355
Ceprudikar GMP Ng

Page 1 of 6




 “Ukraine Batch Certificate

- ¥kpaina Ceprugikat skocT]

» Product Name and Strength:

# %  fHa3sa poAyKTy Ta A03yBaHHs

Batch No:

Ryzodeg® FlexTouch® 100 U/mli, 5x3 m|

Palizoger® GnekcTau® 100 OA/mn, Sx3 ma

novo nordisk®

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

- NP5]636 Tel. +45 4444 8888
.- Cepis Ne
T Test item/Component Acceptance Result Unit Notes -
" NMokaskuk skacTi Criteria PesynsTaTy OanHUy Npumitkn
CreLmikalys BUMIPHBaHHA B
e (Bumorim MKA} 1
- Macroscopy Colourless liquid free See COA <none>
w7 Makpockonis from turbidity and AvB. <He
S g o ¢ssentially free from .
el A Ceprtudikar 3aCTOCOBYETLCA>
beabapana piauna, bex aHanizy
KanamyTi, IpaXTHYHO 1ie
MICTHTL MCXAHINKHKX
BKAKMEHE
Identity of insulin Retention time {tR) of See COA <none>
aspart a main peak in the AuB.. <He
IneHTudikavis iHcyniny acnapr chromatogram of the CepTudikar 3aCTOCOBYETLCA>
i sample corresponds  ananisy

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)./

Yac yrpUMyBaHHA (tR)
MiKa iHCyAiHY acnapT Ha
Xpomarorpami
sUNpobyBaHOro
PO3YUHY BiANGBIAAE
cepeasboMy IHAYEHHIO
Yacy YTPUMaHHR
OCHOBHOTO MiKa
(iHeynlHy acnapT) Ha
XpoMaTorpamMax
BYOPUHHOIO
CTEHAAPTHOIO 3P33Ka
IHCyAIHY acnapr i
3HaX0AWTLCA B
AlarazoHi;

0,95 tR{cTana.) <
tR{sunp.) < 1,05
tR{cTana.)

Page 2 of 6
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~ Ukraine Batch Certificate

¢ = YKP'a'l'Ha CepTugikar sxocri

“Product Name and Strength:

. Ha3sa npoaykry Ta go3yRaHHs
- .Batch No:
. Cepia Ng

Identity of insulin
degludec

e ;ggmnq:ikauin iHCYRiHY Aermoaex

Identity of metacresol

IpeHTudikalia metakpasony

Ryzodeg® FlexTouch® 100 U/ml, 5x3 ml
Paiizoaer® ®nekcTaq® 100 OA/mn, 5x3 mn

NP5J636

The retention time of See COA
insulin degludec peak in v,

the chromatogram of the :
sampie solution does not CepTl:1¢>IKaT
deviate by more than aHanlsy
0.15 minute from

average retention time of

the insulin degludec

peaks in the

chromatograms of the

insulin degludec

reference solution/

Uac yrpuMynauHa nixa

IHCY iRy ACrIIOAEK Ha

XpamMarorpami

BUNPOOYBAHOTO PO3UHLY He
BiAXUARETHCA DIkl HiX wa

0,15 xaumunn sia

CEPEAHBOI0 JHAYCHHA HACY

YIpHMYBAHHS TTKIB

(HCYTiWY gernomex Ha

XpOMaTorpaMax

CTAH8PTHOrO PO3MMAY

[HCYMHY Hernonek

The retention time of See COA
metacresol peak in the Aus.
chromatogram of the
sample solution does not
deviate by more than
0.04 minute from
averagc 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 yTpMMyBaHHA nika
METaKpe3aony Ha
xpoMaTtorpami
BUMNPOOYB3HOTO
PO3IUNHY He
BiAXUNAETLCA Dinbl
HiX Ha 0,04 xBunuHK
BlA cepenHboro
3HaYEHHA Yacy
YTPUMYBAHHSA
METOKPE30/Y Ha
XpoMaTorpaMax
CTaHAapTHOro
PO34YUHY
theHony/Merakpesony
| CTaHABPTHOrO
PO3YUHY 2
theHony/mMetakpesony

Ceprndikar
aHanisy

Page 3 of 6

<none>

3aCTOCOBYETLCA>

<none>

33CTOCOBYEThCH>

novo nordisk”

Novo Nordisk A/S
Novo Alle 1

28680 Bagsvoerd
Denmark

Tel. +45 4444 Baas

o




' Ukraine Batch Certificate

Ykpaiua CepTudikar Akocti

4 e "F??o"duct Name and Strength:

 Haaea NpoAyKTy Ta 403yBaHKs

‘Batch No:
- Cepia Ne
+5 - Tdéntity of phenol
T IgeHTudlikauin derHony

Content of:

KinkKicHe BU3HaYeHHS:
Insulin aspart

IHcyniH acnapT

Insulin degludec
Ivcynin gerniogexk

Metacresol
Metakpeson

Phenol
PeHon

Ryzodeg® FlexTouch® 100 U/ml, 5x3 mi

Patizoger® ®nekcTau® 100 O4/MA, 5x3 ma

NP5J636

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 yTpUMYBaHHS 111Kka
deHony Ha
Xpomarorpami
BMNpobyBaMoro
PO3YMHY He
BIAXKUNAETLCA GiNbLL
Hix Ha 0,04 xBuAMHY
Big cepeaHbao
SHAYEHHS Yacy
YTpUMYBAaHHs peHony
Ha XpomaTtorpgamax
CTAHAAPTHOrO PO3UNHY
1 penony/MeTakpesony
| CTAHRAPTHOrO
PO34NKY 2
Perony/MeTakpesony

171 - 189 nmol/mi
(95.0 - 105.0%)
171-189 Hmons/mn
(95,0-105,0% Big
3anBReHol KinbkocTi )
399 - 441 nmol/ml
(35.0 - 105.0%)}
399-441 numons/mn
(95,0 - 105,0% Big
33ABNEHOI KiNbKOCTi )
1.58 - 1.89 mg/m
1,58 - 1,89 mrimn

1.38 - 1.65 mg/mi
1,38 - 1,65 mMr/mn

7,00-7,80

Page 4 of 6

See COA
Awne,
Ceprudikar
aHanisy

See COA
Ave,
CepTydixar
aHanisy

See COA
Awus.
CepTudikaT
asanisy

See COA
Avs.
CepTudixkar
aHansy
See COA
Auns,
Ceprundikar
aHanisy
See COA
VB,
CepTUdikar
aHanisy

<none>
<He
3aCTOCOBYETLCA>

nmol/mi
HMONB/MN
3%

nmol/ml
HMOAL/MN

novo nordisk’

Novo Nordisk A/S
Novo Alle 1 :
2880 Bagsvaerd
Denmark "l

Tel. +45 4444 BBEB8

LR
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- _..Ukraine Batch Certificate N2
yxpama CepTudgixat skocTi ﬂUVOﬂQI‘d!Sk
Novo ﬁﬁrﬁi.s.i;;f‘s

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

N R Ha353 LROAYKTY T8 A03yBatHg Painzoger® ®PnekcTa4® 100 O4/mn, 5x3 ma g%%%ﬂg?;;aem
i Batch No NP5]J636 Tel, +45 4444 8888
~ Cepia Ne
~ High Molecular Weight Release: < 0.6% See COA %
. Proteins Shelf life: < 1.0% Avs.
“ . BUCOKOMONEKYNRPHI Binki Mpv Bunycky <06 %  Ceptudikar
’ Mig Yac repminy aHanisy
. npuaatTHocTti 1,0 %
~ Hydrophilic impurities Release: £ 0.9% See COA %
. TigpodinsHi gomiwkn Shelf life: £ 1.2% Avs,
e Npui BUnycky <0,9%  Ceptudikar
Mig wac Tepminy aHanisy
npugarHocTi <1,2 %
Hydrophobic related substances Release: £ 2.1% See COA %
FiapodobHi cnopigHeri peuosuHn  Shelf life: < 2.8% s,
Npu eunycky <2,1 % CeprudikaT
Mg vac Tepminy aHaniay
NPUAATHOCTI £2,8 %
Hydrophobic impurities Release; < 0.9% See COA %
Fapogo6Hi fOMILIKK Shelf life: € 1.2% Aune.
Mpu Bunycky <0,9 % Ceptudikar
fig vac Tepminy aHanisy
| NPaaTHoOCTI 1,2 %
B28isoAsp insulin aspart Release: < 1.0% See COA %
B28i30Acn incyniny acnapr Shelf life: € 2.2% JvB.
Mpw Bunyeky <1,0 % Ceprudikar
[tia vyac TepmiHy aHaniay
NPUAATHOCTI 2,2 %
Desamido insulin aspart Release: £ 2,1% See COA %
AesamigoiHcyniny acnapr Shelf life; £ 4.5% Ane.
Mpy ennycky <2,1 % Ceprundikar
g Yac TepmiHy aHanisy
npungatHocti <4,5 %
Insulin aspart related impurities Release: < 1.4% See COA %
Aomiiky iHCcyniHy acnapr Shelf life: £ 3.2% Ane.
[P sunycky <1,4 % Ceprugikar
[ig Hac repminy aHanisy
npugarHocti £3,2 %
Zinc total 23.3-31.5 ug/ml See COA Hg/mi
LIMHK 3aranbHUiA 23,3 - 31,5 mkr/mn Aue, MKI/MA
Ceprudikar
aHanisy
Bacterial endotoxins <80 IU endotoxin/ml  See COA
bakvepiansti eHa0TOKCUHI <80 MO dus,
€HAOTOKCWHIB/MA Ceprudikar
aHanisy
Sterility Must be sterile See COA
CrepuabHICTD fipenapar noBuHeHd 6yt fine,
R Ceptudikar
' aHanisy
Particulate matter See COA
210 pm Awns.
MexaHiuHi BKAOYEeHHS CepTudikar
=210 Mk aranisy




) Ukr 3 | ne B alc h Ce I tlfl cate

s N novo nordisk”
. Y¢paina Ceprudikar axocTi
‘. .Product Name and Strength:  Ryzodeg® FlexTouch® 100 U/ml, 5x3 ml e A A
. Haaaa MPOAYKTY Ta AO3YBAHHR Paiizoger® dnexcTay® 100 Ofi/mi, 5x3 ma EEE?]% gfélsvaerd
o Batch No: NP5]636 Tel, +45 4444 8888
T Cepis Ne )
S * Particulate matter 225um s600/container See COA <none> =
- MexaHiuHi BKAKYeHHSR <600/KOHTeHep dwvas. <He
225 MKM CepTtudikar 3aCTOCOBYETLCA>
. : aHanisy
o+ :Dose accuracy! Complies See COA <none>
- ToUHICTE f03YBaHHS ;:ii,:a, i'?;; 50 units Avb. <He
ae ;
| £5 % npi 2031 50 OZ] CEpTI:f1¢iI(aT 3aCTOCOBYETLCA>
aHaniay

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

item no. 5-9564-xx/ Bukoryerses nue tomi, konu Mendin®, xkaprpuk o 3 M, Skuit ¢ MEPBUIHOIO YIAaKOBKOW SI3
Paiizoger® ®acxcTau®, komnackryerees B PDS290 mnpun-pyuky, kat, Ne5-9564-xx:

Complies means that the specification limit + 5% at 50 units is fulfilled using ISO 3951 part | or 2

(the limit is in accordance with ISO 11608-1)/ Jlimitu B crieundixail oznauaots, mo Mexa cneuudikauii 5 % aig SO O/ 3
Bukopuctanaam [SO 3951 wactunu | abo 2 (Mexa nepebysac BignosiLuo 5o ISO 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 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.

Livm A 3acBiguyo, L0 BULeRKadaHa IHGOPMaLis € AOCTOBIPHOIO | TOUHOI. [lana cepin npoaykuii 6yna BuroroeneHa
(8KAOUAICH W YNAKOBKY / M3PKYBaHHR) | NpOBEAEHD KOHTPOIL il AKOCTI Ha ANAHUI(-kax) B NOBHIRA BignosigHoCTI 3
BuMoraMu GMP, actaHoBAGHUMU MICLEBUM PErYAATOPHUM OPIraHOM, @ TAKOX Y BIANOBIAHOCT 31 cnenmdikaulamMia, wo
MICTATECA B peecTpaUinHoMy Jocke, NPOTOKOMM BUPOGHULTBA, YakosKy Ta aHanily Synm nepesipeHi | BCTAHOBNEHO
BignoBiaHicTE GMP.

This batch is certified by a Qualified Person delegate.
Lis cepia ceprydikopaHa YNOBHOBAXEHO 0CO6010.

2023-11-24

(oL e

QP-delegate / NKL] (Nikoline Lund Skaaning)
Quality Department
Novo Nordisk A/S

Denmark
YroBHOBaXeHa ocoba
Biaain akocri

A/T Hoso Hopaick, danrin
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