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Certificate of Analysis

L - v o %
: | -novo nordisk
Ceprupirar AHanliszy
Novo Nordisk A/S

Nova Allé

2880 Bagsvaerd
Cenmark

Tel, +45 4444 83488
Fax. +43 4449 0555

-l

SAXENDA Order Number T QDOTT80B10-160
6 MG/ML 3X3 ML 3amoBnienns Mo N .
Caxkcenpma 6 mr/smn 3X3 mm Date of Manufacture i 10/2023

: | Jflara BupoBSHHUTBEA
Product: No. : 7102364

Mpony k. No

Batch Number : NP5K13g8 Date of Expiry ) 1 03/2026
Cepia No Hara 2akiHueHHA CTPOXY npMaarTHOCTI
Item No,: 5183011 Batch No.: NWSJP63 Ext Spec: 51830XX-930
Components Results  Units Note

floxaaumMky Peaysbrayy OaMHmLul NpuMivxa:

Magroscopy COMPLIES

MagpPockonis Bisinoainae

Td. of liragiutide COMPLIES

Inewripirvauis nipavnyouny Bignowinace

‘Content of liraglatide 5.97 ;mgfmi

KiPbKiCHE BH3NaYEHHA J1ipa RIVEALY S

B .16

+H

High moleécular weight protaing 0.3 k]

BHMCOKOMONEKYNSpHi 8isku

Sum-of rel impuriries 3.9 h

CyMapHMil BMICT oYRpOHI MUY  HoMinok

Other hydrophilic rel imp 1.5 31

BuicT inEMK riOpOinbHUK CYNPOBIAHUY HOMIWSK

Related impurities A 1.4 Y

Cropiguena gomiwxa A

Related impurities B 1.5 §

CnopianeHa nosiwka B

Related impurities ¢ 4.2 5

Coopinpnera fomimka €

Other hydrophobic rei }mp 0,7 %

Bumicr immux rirpodotuux cynpoainﬁmx;nouimuw

Racterial £ndotoxin <13 ‘10/mL

Baxkrepiansui eHOOTOKAMIMA MO/ M

Sterilicy ‘COMPLIES

CrepunericTn Bipoosinag

ID of presepvativa COMPLIES

Tnedrudikairia maucepﬁaﬂTiﬁ Bimaovelinae

Phenol 5.6 g L

BOILON M/ M

Fraezing point dopreéssion 0.51 Celsius

SHUKEHIA TEMOeR3ITYPY 3adeDps3aids’ Uenbcin

Particles »>- 19 pym/céncainer 51 __sﬁﬁﬁ%ﬁ;;;ng

‘Mexanivial eBxIiowounia = 10 MxM/KouTeRuep
‘Particles >= 25 pmfcontainer 2

Meratlyvl srnpuEHa >+ 25 mkM/KonTefixep

Ukraine




Certificate of Analysis

~ -- novo nordisk
Capmm@;xam AHanisy rd

Nova Nordisk A/S
Novp Allé

¢BBD Bagsvaerd
Denthark

Tel; +45 4444 98BH
Fax. +415 4449 0555

SAXENDA Order Number ¥ 0007780810<160
6 MG/ML’3X3 ML S BamosnenHsa No.
Caxcenns 6 Mo/Mn 3X3 wA Date of Manufacture s 10/2023
- Jara BUpOBHUUTEA
Product No. : 7102366
Batch Number : NPSK138 Date of Expiry : .03/2026
Cepis No JNara 3axkiHYeHHA CTPORY APUIATROCTI o
TOHHiCTh.HOSYEaHHH; Binnosimnae
Dose Accuracy: Complies

2023.12.19 Copenhagen

Sabina Andersen
Quality Department

i . e
072 Ukraine Géft. No: 11022
Created by: PSAY on: 2023.12.19 09:35:52 UTC 'i;?_é 2 of 2 .




| o
- Ukraine Batch Certificate '

- P Y.
el . novo nordisk
YkpaiHa Ceptugixat sxocti
Product Name and Strength:  Saxenda® 6 mg/mi, 3x3 ml Novo Nordisk A/
. Hassa npoAyKTy Ta 403yBaHHS Cakcerpa® 6 Mr/mn, 3x3 M j_gasn B?kg'svaerd
S enma
-Importing Country: Ukraine Tel, +45 4444 3808

KpaiHa-imnoptep Ykpaia
Dosage form / Package size:  Solution for injection, 6 mg/mi, in a pre-filled

- multidose disposable pen
- flikapceka gopma /posmip ynakowsku Po3urH AnA IHEKLIRA, 6 Mr/MN, NONepesHLE 3anoBHEHa 6araTolo08a

0AHOPA30Ba WNPML-PYHKa

- Batch No. / size: NP5K138/ 11.776 packages/ynakosok
" . Cepist Ne'/ Poamip
Order No: 7780810
3amoBneHHA Neo
Date of Manufacture: 10/2023
Aata BupoGuuytaa
Date of Expiry: 03/2026

Tepmin npnaaTHocTi

Registration certificates No:' UA/18651/01/01

Peectpat|iiiHe NacsiaveHHa Ne |

Drug Product Specification: LiraObesity/51830xx/59556xx/990/2013-Oct-
04/version 1.0/001527254v1.0

‘Cneyudikallis rorosorn nixapc:;mru-aacﬁéy

Methods used: Stated in the approved Drug Product Specification, Version
1.0 verified in the Nove Nordisk Registration System.
38CToCOBH] MeToAM: 3a3HaueHi B 3aTeepaxKeHill Cneuundikayii Ha rotoeui nikapcobkuit 3acis, BepCia

1.0 sepndikonara y PeectpauifiHiii cuctemi Hobo Hopaick

Analysis results see Electronic Certificate of analysis

PesyneTaty ananisy AvBucCh

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

Bripo6HuK BignosiaansHnii 3a sunyck cepii rotosoro NiKapCLKOre 3acohy:
A/T Hoo Hopaick, Hoao Asnine, Barcsaepy, 2880, aHis-

Manufacturing Authorization No. 103380

JliLeH3ia Ha BypobHMLTBO No.

Certificate of GMP compliance of a manufacturer No. DK H 10000517
CepTugikat GMP No.

Page 1 of 4




Ukraine Batch Certificate

YkpaiHa CepTudikar skocTi

- Product Name and Strength:  Saxenda® 6 mg/mil, 3x3 ml

CakceHaa® 6 mr/Mn, 3x3 Mn

- Hazea npoAyxTy Ta A03yHaHHA

novo nordisk”

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

CropiaHeHnx 3
niparnyTuaoM AGMILLIOK

Other hydrophilic
liragiutide related
impurities

IHWWX rigpodineHMX
AOMILLOK CNOpigHeHnX 3

Rejease: < 3.9 0%

Shelf life: < 3.8 %

Mpu Burnycxy: <.3,2% Mpn

30epiradHi: < 3,8%

Page 2 of 4

See COA us.

Ceptndikar
AHaniay

- Batch No: NP5K138 ‘Tel, +45 4444 BB
- Cepist Ne
Test item/Component  Acceptance Criteria Result Unit Notes
[TOKa3HMKIM AKOCT] Crneuudikauin Pesynbraty OAMHIWLI [pUMITKH
{Brumorm MKS) BUMIpIOBAHMST
- ‘Macroscopy A colourless and almost See COA [lMB.  <none> <He
- BOBHILLHIW BAMARY, colourless liquid free from Ceptundikar 3aCTOCOBYBaHO>
turbidity and essentially free  Ananisy
from particulate
‘matter.
[po3opnii ta beabaperuin
abo malixe 6e36apsHUN
- I30TOHIYHMI PO3UMH
Identity of liraglutide Complies means verified as  See COA lva,  <none> <He
IpenTudikauis niparnytugy liraglutide. Ceptudikar 33CTOCOBYBAHO>
| TligTBEpAXKEHMHA ‘AHanisy
iAeHTNUHOCTI AlparnyTgy -
Content of liraglutide Release: 5.66.- 6.30 mg/ml  See COA Aa. mg/m] mr/mn
KirfbkiCHe BU3HaYeHHs [94.3 - 105.0 %] Shelf life; Ceptugikar
hiparaytnay 5.44 - 6,30 mg/mI [90.7 - AHanizy
105.0 %] Np#t sunycky: 5,66
- 6,30 Mr/mMn [94,3 - 105,0 %)
Mpw 36epiranHi: 5,44 - 6,30
mr/mn [90,7 - 105,0 %]
pH Release: 8.00 - 8.40 Shelf See COA lue.  <none> <he
life: 7.90 - 8,40 Mpwu Ceprudikar 3aCTOCOBYBAHO>
BuNyeky: 8,00 - 8,40 Mpwu AHanisy
N ‘36epiranHi: 7,90 - 8,40
‘High molecular weight Release: <0.9 % Shelf lifer<  See COAfAvB. %
proteins 2.3 % TNpw Bunycxy: <.0,9% CepTudikar
BMmicT 6inkie sucokol Mpw 36epiranHi: <2,3% AHaniay
'MOSIEKYRRPHOT Macy
Sum of liraglutide Release: 7.2 % Shelf liferx  See COA fjue. %
related impurities 10.0 % Mpu sunycky: < 7,2%  Ceprudikar
CymMapHWiA BMicT [pwn 3bepiranHi: < 10,0% -AHanisy




~ Ukraine Batch Certificate

< YKpalHa Cemed:iKaT AKOCTE

P'roduct_Na me .and Strength:

‘Haszea npoaykty Ta A03yBaHHA

“Batch No:
Cepin Neo

_ Liraglutide related

- impurities A

- BMiCT cnopigHeHai 3
niparayrngom QoMLK A

- Liraglutide related

- impurities B

BMICT enopigHeHol 3
niparayrngaom aoMilikv B

Liraglutide related
impurities C

BMiCT cnopigrerof 3.
niparnyTNAGM AoMitiku C

Other hydrophuobic
liraglutide

related impurities
THwmnx rigpodobnmx.
AOMILIOK CnopigHeHnx 3
niparnyTuAGMm

Bacterial endotoxins
‘bakrepianbHi eHA0TOKCNHA

Sterility
CTepunbHicTh

Identity of
preservatives
[aeHTHdiKauin
KOHCcepBaHTy

Pheriol
Pemon

‘Freezing point
depression

BHUXEHHS TEMMepaTypin
3aMep3anHs_

Saxenda® 6 mg/mi, 3x3 ml

-CakceHaa® 6 Mr/mn, 3x3 mn

NP5K138

Release: <2.0%
Shelf life; 3.2 %

Npw 8nriycky: < 2,0%

Tpw 36epiranHi:. <
3,2%

Release: < 2.6 %

Shelf life: $3.3%

Mpwn BURycky: < 2,6%
Mpu 36epirasbi; <

3,3%

Release: < 1.1 %
Shelf life: < 1.4 %
Mpw Bunycky: < 1,1
% [Npu 36epirdHni: <

1,4 %

Release: < 1,1 %
Shelf life: < 2.0 %
MpuBKUNycky: <€ 1,1

% Mpwn 3GepiranHi: <
20%

<80 TU/mil.
< 80 MO/mn

Complies.

Bianesigae

Complies means

verified as phenol.
NigrBepaxeHHs
IBEHTUHHOCTI

deHony

Release: 5.2 - 6.0
mg/mi Shelf life: 5.0°
- 6.0 mg/mil Mpwn
BUNyCKy: 5,2 - 6,0
mMr/smn Fpn

M/ A

‘3bepiranHi: 5,0 -6,0

047 -0.57 °C.

Page 3 of 4

See COA [ue.
Ceptudikar
AHanizy

See COA us.
CepTugikaT
AHanisy

See COA /lus.

Ceptugikar
AHanisy

See COA v,

Ceptndikar
AHarnisy

See COA Jvis.
CepTudikar
AHanisy

See COA fins:

Ceprudikar

AHanisy
See COA Ang,

Ceprtugikar

AHanisy

See COA /ivis.

Ceprudikar
AHanisy

See COA Avs..
Ceprupikar 2
AHanisy

;'3
novo nordisk
Novo Nordisk A/S
Novo-Alle 1

2BB0 Bagsvaerd
Denmark

T
Tel. +45 4444 8388

IU/mi MO/mn

<riones <tie
'33aCTOCOBYBAHO>

<NONE> <He
3ACTOCOBYBAHO>

mg/ml
MI/MA
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Ukraine Batch Certificate

- Ykpaina CeptudikaT AakocTi

NOVO nofrdisk’

‘Novo Nordisk A/S

Product Name and Strength:  Saxenda® 6 mg/mil, 3x3 mi 2380 Sagsvaerd
e I-.i.a_ﬂ._aa.npop,ymy Ta A03yBaHHA CakceHna® 6 mrimn, 3x3 mn el +45 4444 GEG8
- ‘Batch No: NP5K138
- Cepis Ne
Particulate matter < 6000/container < See COA llms.  <norie> <he
210 pum 600/container < CepTudixar 33CTOCOBYBAHO>
2 25 pm 6000/ynaxoska < AHanizy
MexaHiuri BKntoYeHH: 600/ynakoeka
. 210 mKm
225 MKM
‘Dose accuracy Complias means that the See COA vB.  <none> <iig
ToyHicTe A03yBaHHA specification limits + 5% at Ceptudikar -3aCTOCOBYBAHO>
50 increments is fulfilled AHanizy

using ISO 3951 part 1 or 2
{the limit is in accordance
with ISO 11608-1). Mexi
cneumdikauii £ 5 % npu 50+
KPOKOBOMY 30inbLIeHHI
NiATBEpAXEHO MeToaoMm ISO
3951, yactuHa 1 abo 2 (mexi
‘BIANOBIAAOTE BUMOTam
Craddapty 15O 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.

Lt 51 3acaiguyio, Lo ButLesxaaaHa iHbopMaLlis € A0CTOBIPHOID | TOUHOIO. JaHa cepis npoaykuii 6yna euroToenexa
(BIUTIOH3IOUN YNAKOBKY / MAPKYBaHHHA) | NPOBRABHO KOHTPOAL i XOCTI Ha AinARUi{-kax}) B nosHid signosigHocTi 3
BUMOraMy GMP, BCTaHOBAERNMM MiCLIEBUM PErYIATOPHAM OpraHom, a TAKOX Y BignosianocTi 3i cneuvdikauiamm, Wwo
MICTATRCR B peecTpauiiiHomy Aocke. NPOTOKOAK BUPOGHUILTBE, YNakoBKN Ta aHanisy 6yau nepesipeHii sctaHoaneHo
BiAMOBIAKICTL GMP, |

This batch is certified by a Qualified Person delegate.
'U# cepin cepTdiKoBaHa YNoBHOBAXEHOIO 0C06010.

2024-01-11

A

QP-delegate /MYWS (Mikkel Schneidery
Quality Department.
Novo Nordisk A/S

Denmark
ynoarosaxeHa ocoba
Biagin arocti.

A/T Hoso Hopgick, flaHis




