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Certificate of Analysis 3

_ oV Nordisk”
Ceprudixar AHanisy

Novo Wordisk ass
Novo Alie

2880 Bagsvaerd
Denmark

Tel. +45 4444 gggg
Fax. +45 4449 Q555

XULTQPRY Order Number : 00C7780810-150
100 U/ML 5%3 ML, 3amoBnenns Np
Kcanrogan®@l 00 On/mn Ta 3,6 MD/MA, 5X%3 M Date of Manufacture 1 06/2023

Jara BupoSumuTea

Product No. . 7201691
Nponyxr No

Batch Number : FZF8K43 Date of Expiry : 05/2025
Cepia No Jara zakinuewns CTPOKY NOPMIATHOCTI

Ttem No.: 5181611 Batch No.: NZF6C65 Ext Spec: 51816xx-990
Components Results Units Limits Note
Horazumky Peaynorary OnHrng i Hopwm pumirea
Macroscopy COMPLIES COMPLIES

O Binnomigae Bianoeimae
Id of liraglutide COMPLIES COMPLIES
Inenrudikauig niparnywmny Binnoeipac Binnosimae
ITdentity of insulin degludec COMPLIES COMPLIES
IoenTudixanig iHcyniHy Aernonex Bianosignae Bianosinae
Content of liraglutide 3.66 mg/ml 3.40-3.78
Kinbricue BHM3HaveHrHA ﬂiparnminy M /M

Content of insulin degludec 613 omol/ml 570-630
Kinexicue BU3HAYSHHA incyniny oernoiex HMOJIB /M1

PH 8.13 7.90-8.40
pH

High molecular weight proteins 0.1 % <=0.7

BMCOKOMOﬂeKyﬂHpHi Sinku
Sum of ral impurities 2.9 % <=7.2

CyMapurx BMlce CYNPORILgHpx RomMimck

Other hydrophilic rel imp 1.0 % <=3.2

Buicr 1Hmux PiOpodineHux CYUPGBiAnMX nouiwok

Ralatag impurities a <i.4 % <=2.0

Crnepinnena momimxa A

Related impurities B 1.2 % <=2.6

Cropinuena nomimka B

Related impuritjes ¢ <0.2 % <=1,1

Cnopinkera momimea c

Other hydrophobic rel imp 0.2 % <=1l.1

Buictr 4nmmx Pinpodoigx CYTPOBIAHMY MoMimoew

Hydrophilie impurities 0.3 % <=0.8

Timpodinesi Aok

Hydrophobic related substances 0.7 % <=2.6

Tinpogo&ui Cnopinneni peuosumy

Hydrophobice impurities <0.2 % <=0.¢ s D
Tinpodogui noMiwkp /g\\;:pﬁ;:?%:?\
Zirc total 85,6 Bg/ml 52.7-60.5 ,&‘\‘3’@*“0 o “”5",79%5‘\2
UMHX 3arans s MKD /M {_ > %
Bacterial endotexin <10 IU/ml <80

Bakrepianeyi CHOCTOXCHH MO/ wun
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Certificate of Analysis

, , Novo nordisk”
CepTudixar Anamnisy

Novo Nordisk a/s
Nove Alle

2880 Bagsvaard
Denmark

Tel. +45 2444 gggg
Fax. +45 4448 555

XULTOPHY Order Number : 0007780810—150
100 U/ML 5%3 ML 3aMmossienus Ny,
Kcanrogariel oo OL/mMn ma 3,6 MP/MIT, 5%x3 Mg Date of Manufacture : 06/2023

Hara BMPOBHMUTRa

Product No. . 7201691
Mpoaoykr No

Batch Wumber PZF8K43 Date of Expiry : 05/2025
Cepia No Hara zakxinuenns CTPOKY npunarTrocTi

Ttem No. : 5181611 Batch No. : NZF6CE65 Ext Spec: 51816XX-990
Coemponents Results Units Limits Note
NokasHuky Pesynprary CamHmn i Hopmir MpumiTra
Sterility COMPLIES COMPLIES

CrepmnshicTe Binnorigae Binnomigae
Identity of phenol COMPLIES COMPLIES
Inenrudiraniy denony Bianoeinag Binnoeimae
Fhencl .82 mg/ml 5.30-6,20
Peron M/ M

Particles »= 1p Wm/container 63 <=6000

Mexaniugj BXINUYeHHE >= 1 MKM/KOHTeﬁHEp

Particles »= 25 pm/containey 2 <=600
Mexaniuni BRIwueHua >= 25 qu/xcﬂreﬁuep

Tounicrs A03yBanHsg -+ Bimmomigae

Dose Accuracy: Complies

2024.05.16 Copenhagen

.

Wy, )
Ibra; Sadek “ﬁ@ﬁ%ﬁ
Quality Department i

This Certificate is generated by a computer Quality system and inclydés an electyonic
signature o /
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Ukraine Batch Certificate

. B
Novo nordisk
Ykpaira Ceprndikar skocri
Product Name and Strength: Xultophy®100 U/m| and 3,6 mg/ml, 5x3 ml Nowo Nordisk A/S
Hazaa npogyxry 1a AO3YBaHHA Kcantodaii®i00 OfA/mnTa 3,6 MI/MN, 5x3 mn éiﬁ&gffsvaerd
Importing Country: Ukraine Tel. +45 4444 8885
Kpatha-imnoprep YKkpaina
Dosage form / Package size: Solution for injection, 100 U/m| and 3,6 mg/ml, in a pre-
filled multidose disposable pen
Nikapcoka gpopma /poamip ynakoeku Po3umH ann H'ERLHR, 100 Od/mnra 3,6 MI/MA, AR MiCTUTBES B

nonepeAHLo 3anoeHenlf Gararepazonin OAHOPAa30RI Wmpeg-pyyyy

Batch No. / size: PZF8K43 / 12.096 packages/ynakosok
Cepia Ne / Poawmip

Order No: 0007780810

32MoBAEMHA No

Date of Manufacture: 06/2023

data BupobHuyTea

Date of Expiry: 05/2025

TepmiH npugathocT

Registration certificates No: UA/18253/01/01

Peectpauifine Nocsinyents No

Drug Product Specification: XUL/5-1816-xx-990

Cneundikayis roroaorg nikapcskorg 3acofy

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Novo Nordisk Registration System.
3actocoBan; Metogu: 3asHaveHig 3aTsepaxeHiii Cneyndikayii Ha FOTOBWEA Aikapcokuii 3aci6, sepcin

1.0 sepudikosaqa y Peectpauiiiniii cucrem) Hoao Hopgick

Analysis results see Electronic Certificate of analysis
Peaynbrary aHanisy aneuncy

Manufacturing Authorization No. 103684

Niyensia va BUDOOHMTEO No,

Page 1 of 5




Ukraine Batch Certificate

Ykpaina CepTudikar akocr]

Product Name and Strength;

Ha3ssa npoayky Ta gosysanna

Xultophy®100 U/ml and 3,6 mg/ml, 5x3 ml
Kcantodaii®100 Ofl/mn 1a 3.6 mr/ma, 5x3 mn

Q

N @
Novo nordisk

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Deamark

Batch No: PZF8KA43 Tel. +45 4444 8gas
Cepin Ne
Test item/Component Acceptance Criteria Resuit Unit Notes
Nokaskukn akoci Crneuwdixaiyin PesyabTaTy Oavrnui fipumitkn
(Buorn MKS) BM%
Characters; Cormplies See COA <none> 1
30BHILIHIA BUrNAY,: Bianosizae Jws, <He
Macrescopy Ceprudiikar 3acrocoByBaHo>
Makpaockonis auanisy
Identity of liraglutide Complies See COA <none> 2
TnenTudikayin niparnyTugy  Bianosipae Aune. <He
Ceprudikar 3aCTeCoBYBaHD>
aHamisy
Identity of insulin Complies See COA <none> 3
degludec Bignoaigae Ane. <He
lnenTugikayin iHCYAiHY Ceprudikar 3ACTOCOBYBaHO>
Aeraysexy aHanizy
Content of liraglutide Release: 3.40 - 3,78 mg/ml  See COA mg/m|
Kinbkictuit amicy [94.3 - 105.0%] Avs, MR
Aparnytuay Shelf life: 3,25 - 2.78 mg/mi  Ceprudikar
{90.3 105.0%] ananisy
Mpw BUNYCKy:
3,40 - 3,78 mir/mn (94,3 -
105,0%)
B replog 36epirawng:
3.25-3,78 mr/mn (90,3 -
105,0%)
Content of insulin degludec 570 -g3g nmol/mi[95.0 -  See COA nmol/m| 4
Kinbkichwit smicr Hcymivy 105.0%] Awe, HMOAB/MA
Aernygexy 570 - 630 iMone/ma (95,0 Ceprtudikar
- 105,0%) aHanisy
pH 7,90 - 8,40 See COA %
Aue.
CeprugikaT
dHanisy
High Molecular Weight Release: < 0.7% See COA %
Proteins Shelf life: < 1.20 Aue. ﬁf\@ma-n\
binky Bucokoi Mpw Bunycky: < 0,7% Ceprudikar / *\\og-;kli::;;g}o\‘
MOneKynapHol macy B nepiog 36epiraums: aHanisy é”‘\'@\ ~S‘Q % f%‘“
£1,2% SE 8]
Related impurities; *E e
CynposigHi gomiwku: ‘?-,?3; 3 g
Liraglutide: ' %%g’ﬁ,‘-, VAN 7
Mipgenymud: N, “%fgﬁ'ﬁm ﬁgﬁe*'b_
% Nfd’b’gl‘:l 0‘-5‘(%?",
P :l . //
Page 2 of 5 7 {/
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Ukraine Batch Certificate

Vipaika Cepmudikar akocri

Product Name and Strength:

Ha3sa NPOAYKTY T2 403yBaHHs

Batch No:
Cepist No

Sum of related
impurities

CymapHuii Bivict
CYNPOBIAHAX AoMmilok

Other hydrophilic

related impurities

BuicT iHux rigpodinsnx
CYNPoBigHX aomilox

Related impurities A
BMmicT cynposignoi
ACMiLIKK A

Related impurities g
Buticr cynposigror
AomMitlikmn B

Related impurities ¢
Bmicr CyrpogigHor
AOmiLlki C

Other hydrophobic related
fmpurities

BMmicT tHLwmx riapogobHux
CYNpoBigHNX AoMilok

Insulin degiudec:
Incynin deenydex:

Hydrophilic impurities
BMicT rigpodinsux
CyriposigrHx aomiuc

Hydrophobic related
substances

BmicT rigpodo6rimx
CYNPOoBIAHMX gomilok

Hydrophobic
fimpurities

BmicT rigpodobupx
CYNPORIAHUX gomiuiok

O

Novo nordisk”

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 8gag

Xultophy® 100 U/mi and 3,6 mg/ml, 5x3 m|

Keantopain® 100 Of/mn ta 3,6 Mmrimn, 5x3 ma

PZF8K43

Release: < 7.2 %

Shelf life: < 10.0 %

Mpir sumnycky: < 7,2%

B nepiog 36epiraHns: < 10,0%

Release: <32 9

Shelf life: < 3.8 9

Npu Bunycky: < 3,2%

B nepicyg 36epiradua: < 3,8%

Release: < 2.0 4

Shelf life: < 3.2 9

Mov Bunycky: < 2,0%

B nepiog 36epiraHHg: < 3,2%
Release: < 2.6 %

Shelf life; < 3.3 94

Mpw BUNYCKY: < 2,6%

B nepiog s6epirarms: < 3,3%
Release: 1.1 9

Shelf life: < 1.4 9,

Mpu annycky: < 1,1%

B nepiog 36epiranmn: < 1,45
Refeaser< 1,1 9

Shelf life: < 2.0 95

Mpy Bunycky: < 1,19%

B nepiog 30epiranma; < 2,0%

Release: < 0.9%

Shelf life: < 2,29

Mpu BUMYCKY! < 0,9%

B nepiog 36epiranns: < 2,2%
Release: < 2. 69

Shelf fife: < 3.3%

Mpwn BURYCKY: < 2,6%

B nepiog 3bepiraHns: < 3.3%

Release: < 0,9%

Shelf life: < 1,29

Npu sunycxy: < 0,99

B nepiog 36epiranms: < 1,2%

Page 3 of 5

See COA %
AvB. CepTudikat
aHanisy

See COA %
Ave. Ceprudikar
araniay

See COA %
Avs. CepTudikar
aHanizy

See COA %
AvB. CepTugikar
aHaniay

See COA %
Avie. Ceptudikar
aHanizy

See COA %
Avs, CepTingikar
asanisy

See COA %
Aus. Ceprugikar
ananisy

See COA %
Avs. Ceprudixar
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Ukraine Batch Certificate

Ykpaira Ceprudixar skocti

Product Narne and Strength:
Haszea npoaykTy Ta AosysaHus

Xultophy® 100 U/mi and 3.6 mg/ml, 5x3 ml
Kcantopaii® 100 OA/mn 7a 3,6 mMr/mn, 5x3 wmn

Q

novo nordisk”

Novo Nordisk A/S
Nova Alle 1

2880 Bagsvaerd
Denmark

Tel. +45 4444 8888

Batch No: PZF8K43
Cepia Ne
Zinc total 52.7 - 60.5 pg/ml See COA pg/mil 5
3aranbHuii smict LWHKy 52,7 - 60,5 mkr/mn Aus. MKF/MA
Ceprudikar
aHamay
Bacterial endotoxins <80 IU/m| See COA IU/mi 6
BMicT BakTepianbrix <80 MOg./mn Awe. MOg./mn
EHAOTOKCIHIB Ceptndikar
dHasizy
Sterility Complies See COA <none>
CrepuiibHicTs Bignoeigae Aus, <He
Ceptudikar 3acrocosyBaHo>
aHanisy
Identity of phenol Complies See COA <none> 7
laenTudikauin deHony Bianosinae Aus, <He
Ceprudikar 3aCTOCOBYBAHA>
adanisy
Phenol 5.30 - 6.20 mg/mi See COA mg/mi
KirbKiCHWE BMicT deHony 5,30 - 6,20 mr/mn Aue, Mr/mn
Ceptudikar
adanisy
Particulate matter < 6000/container See COA <none>
290 pm £ 600/container Aue, <He
225 pim < 6000/ynakoeka Ceprudikar 38CTocoByBaHO>
FpanyameTpuanmii cKaag < 600/ynakopeka aHanizy
HaCTOK pO3MIpoM 2 10 mxm
HACTOK PO3MIDOM 2 25 pm
Dose accuracy Complies See COA <none> 8,9
MpaBnneHicTs gosw Bignosigae Avia. <He
Ceprudikar 3aCTOCoByBaHO>
aHastsy

1. Complies means a colourless or almost colaurless flavid free frarm turbidi

KanaMyTHoCT), BinLHa BIA CTopanHIx BKLONBHE,

2. Complles means verifiad as liraglutide./ Bigmonigae - aaayac, B igeiruficaLin AfparayTapy nigranpaxena, {ﬂ*mé;%k‘
3. Complies means verified a5 Insuiies degluclec, 7 Bianoeigac - Q3IHIVAE, W IneHTHiKaLR iurynzuy,qemygexynmrae;wxewa. / * \0‘\;\!{_‘{;-‘, 4{'}6\
4, One unlt of insulin detiudec correspoends 10 & nmalimi, 7 Cara oanhriya Iheyniny qormypery BIANORIAAE & HMOAn/MA, *:“:SQ,“G\ ://&@ "i\i
5. This methad carmplivs with the requirements in the meAagraph for insulin preparations injectable, Ph Eur. / Braaanmil MeTon Bignoaks; -'gmgs‘: R o el Ecy
Dapmakanef Ha NPEMApATH Icynliy ang Iw'eRilinora aaegenns, * ;: Iy §
6. The limit correspands to g 1U of endstoxins160 of Insulin dagludec. BrazaHa Mexa sianoslgae 80 MO, EHAQTOKCUHIB/ 100 O 1y ' ;_'_(r'n i i k. - § .
7. Compllas means verified as pheaol. / Bianoslpae - A¥Haqae, woigeHrudikauln PEHOAY NlgTeepvena, ";%1,4’ ‘ BT qH;-_»z L4 @{g 5_’ )} .
8. Cnly performed when the 3 mi cariridge is assembied jate pen-infector, ltem ne. 5-9553.000r Nepeafpxy 3giFcuioera nican HCTAHORREHHA “’63’% 3 ‘o wngt aﬂy’}lwﬁw NP{//I /
95531, @@eéﬁ“”“ﬂcﬁ%\»\@ A / . /‘%)//W 7
% Complles means that the spedifleation limlt £55% at 56 dose steps is fulfilled using 150 3951 Part 1 or 2 (the imit is In accardance with 150 1:%8—1),§%£Wﬁ/%’éluexa. 8KZIaHI B ///
<nermtealli, +5%, gn MAKCUMYM 50 A6, BUTPUMENA, nepeslpka MeTogom, nepeggavanivmg Cravhapron 150 3951, vactuia 1 a6o 2 {Mexa ansmavena slgnosigHo ,c'g‘g r./'f;aumpry 150 1180813 .
Page 4 of 5 e
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Ukraine Batch Certificate

¥Yrpaina Ceprudixar akocti

N ]
novo nordisk

Novo Nordisk A/S

Nove Aile 1
2880 Bagsvaerd
Denmark
Product Name and Strength: Xultophy® 100 U/mi and 3,6 mg/ml, 5x3 m| Tel. +45 4444 8888
Hazea npoaykry Ta AcayBasHz Kcantodait® 100 OA/Mn Ta 3,6 mr/mi, 5x3 mn
Batch No: PZF8K43
Cepia Ne

I'hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeliing 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.

Unm 5t 3acBiguyo, wo BulyerkazaHa IHOORMALTA € ZOCTORIPHEH | TOYHOI, Aana cepis npogykuif byna anrorosneHa
{(BKmioYaloun YNaKOBKY / MapkyBaHHnA) i NpoBEACHO KAHTPONL Tf AKOCT Ha AlNFHUI(-kax) B NnoBsHiA BignosigHocTi 3
BUMOramn GMP, BCTaHOBAEHUMI Micuesum PETYNATOPHIUM OpraHoM, a Takox y BiANOBIgHOCT] 3 cneyudikauiam, uio
MiCTSITRCA B peccTpauiiinomy aocke. Mporokomu BUPOGHKLTEE, ynakosky Ta aHanisy 6ynn nepesiperi i BerarosieHo
BiANOBI4HICTE GMP,

This batch is certified by a Qualified Person delegate.
Un cepin ceprudikosama ¥norHoBaxeHo ocobolo,

2024-05-16

<

QP-delegate / IBSD (Ibrar Sadek)
Quality Department
Novo Nordisk A/S

Penmark
¥NoBHOBaEXEHa ocoba
Biggin akocti

A/T Hoso Hopgick, flaris
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