JAEPIKABHA CJIYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTHUKAMM ¥ KHIBCHKIN OBJACTI

npos. Ceitimanoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €JIPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOI0 B YKpAiHy JIIKapchKoro 3aco0y

06.09.2024 Ne 43397/24/10

MIKCTAPI® 30 HM ®JEKCIEH®

(HaliMeHyBaHHA TKapcbkoro 3acoby 3rifHO 3 peecTpatitHuM MOCBIUCHHAM)
cycmensist qurst in'exuiit, 100 MO/mut o 3 Mt y KapTpuKi; mo 1 xapTpuaky y
0araTo/1030Biit oqHOpa3oBiil WpUI-py4wi; 10 5 WNPHL-PYYOK Y KAPTOHHIA Kopooui

(dpopma BuMyCKY, 103yBAHNS, BUX MaKyBAHHS NiKapcLKOro 3acoby)
Howmep peectpanitinoro nocsinuenns UA/17173/01/01 crpox nii peecrpauiitroro nocsiguenus 01.01.2099
Cepis nmixapebkoro sacoby Ne PR7VJ96 Kinskicts BBe3enoro sikapeskoro saco6y 2012

Bupo6Huk A/T Horo Hopaick, Hanis

(HaliMenyBaHHs BRPOGHUKA NTIKAPCHKOTO 3acoby, kpaina NoXoKenHs)

Baeseno B Ypainy Toeapuctro 3 06mexenoro BixnorizansnicTio "Horo Hopaick
Ykpaina", inenr. xon: 41467446

(nafivenypanus Ta xox 3a €J[PITOY topumuaaol ocobu abo TIpi3BHLLE, iM'A, 110 6aTHKOBI
tisuurol ocobu - mianpremus, 1i Micue npoxusauns Ta peecTpauiiinuii HoMep obnikoBof
KapTKH MIaTHWKa TOAaTKiB abo cepis Ta HoMep macrnopTa)

MpoToxon eisyansnoroe koutpomo eix 29.08.2024 Ne 2577/2.

34 pesynbTaTaMM  [EPXKABHOTO KOHTPOIIIO BCTAHOBJICHO, 10 JIiKapchkui  3aci6 Beeseno B Yipainy 3

AOTPUMAHHAM BHMOT 3aKOHOAABCTBA LIOAO0 3a6E3NCHEHHS SKOCT] TKapChKUX 3acoBiB.
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novo nordisk’

lkraine Batch Certificate

Ypaina Cepradikar sxocri

Product Name and Strength:  Mixtard® 30 HM FlexPen®, 100 1U/ml, 5x3 m Novo Nordisk A/s

MNove Alfe 1
Hazma POAYKTY Ta J03YBAHHRA Mixctapa® 30 HM PaekcheH®, 100 MO/mn, 5%3 ma 2830 Bagsvaerd

. « Denmark
Importing Country: Ukraine o ,
Kpaina-ivrioprep Yepaiva fel. +45 4444 dan8
Dosage form / Package size: Suspension for injection, 100 IU/ml, 1 cartridge in a

pre-filled disposable pen Ne5

Tiikapceka popma /poamip yrakesin Cycriensia gas in'exigid, 100 MO/Mma, no 1 KapTpilpry B Baratoo3ouil

OAHOPaBOBIA LINPULEpyULl Ne 5

Batch No. / size: PR7V]96/ 2.012 packages/ynakosok
Cepis Ne / Poamip

Order No: 0007784553

3amosnerns No

Date of Manufacture: 12/2023

HAara aupobuurea

Date of Expiry: 05/2026

Tepmin npuparrocer
Registration certificates No- UA/17173/01/01

Peecrpalyitive Nocaiguenns Ne

Drug Product Specification: MIX30/50267xx

Cneuudirayis rotosoro NK3pcEKOro aacoby

Methods used; Stated In the approved Drug Product Specification, Version
9.0 verified in the Novo Nordisk Registration System.
BacrocosaHi MeTogu: 3aanaveni B 3ateepaKe i Creundikauli Ha rovosui Aikapcoxuit 3aci6, sepcin

9.0 Bepudikosana y Peectpauitinill cucremi Horo Hopaick

Analysis results see Electronic Certificate of analysis

Pesynnrati avanisy gusuce

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

BUpOBHUK BIANOBIAa/bHIY 34 BUNYCK Cepil roTosoro nikapcerora 3acoby:
A/T Horo Hopalck, Hoso Anne, Barcaepn, 2880, Aaris

Manufacturing Authorization No, 103684
fivensia va BUPOBHMUTBO No

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

Yepaiua Cepradicar akocr)

novo nordisk’

Move Nordisk /5%

Product Name and Strength:  Mixtard® 30 H FlexPen®, 100 1U/mi, 5x3 mi

Cepmidicar
ananisy

Page 2 of 4

Novo Alle 1
Haznag MHROAYKTY Ta fO3VBaHHS Mikcrapa® 20 HM Baekcllen®, 100 M Qs 5x3 mn [?_.)HBO Baﬁmvam
2rmark
Batch No: PRIV]96 Tel. +45 4444 6888
Cepist Ne
Test Acceptance Criteria Result Unix Motes
§tem/Cemp0nem Cretndicania PesynetaTi Onutai Opunitn
NokasHpk skocr (Burtrsorin MKS) BUMIPIOBAHHs
Macroscopy A white or almost white See COA <none
30BHILAIR BUrRAg suspension which ori standing Hus, <HE
deposits a white sediment and Ce;:m(j)ilcm' JACTOCOBYCTHOS >
leaves a coloress or almost aHaniay
colorless supernatant; the
sediment is readily resuspended
by gently shaking. When
examined under a microscope,
the particles are seen to be rod-
shaped crystals, the majority
crystals length with 1 - 20 pm.
Cycnensin Ginoro KOAbOPY, B SIKIA y
Pasl BIACTOWOBaAHHS yrBOpIOETLCH
Ginui ocay | Besbapsha 860 Matre
Gesbappua HalocanoBa piamka; ocag
NIETKO DECYCNEMAYETHES My vac
N@TKOrQ CTRYWYBaHHA. Mpu
AQCKEHH] g MIKpOCKonom
HACTUHII MaoTL BUFNGA Kpucranis
op0exenol Gopmu, HOBMMHE
Sinbuwocti kpucranis 1-20 MicM,
Crystal identity Complies See COA <nones
TnenTuuricTs kpucranin Bianosigae JA TS CHE
Ceprudikar 3aCTOCOBYETLCS >
aHanisy
Crystal length, 1-20 pm See COA L
from 1-20 mxm fns, MK M
Hesxna kpucrania, sig Cepruthixar
axanisy
Crystal length 220 um See COA um
to 2-20 MM Hua, MKM
Hosxuma Kpucranis, Ao Ct‘epmdﬂkar
auaniay
Identity of human Complies See COA <none
insulin Bianosinae Hus, <He
Lnenrudikavis cyniny Ceprudikar  sactocosyersca>
avsnlay
Assay of insulin 95 - 105 1U/mi or See COA IU/mi
Kinskiche suanaderms 3.29 - 3.64 g/ mil Luns, MO/Mn
HCYRIHY 95~105 MO/mn abo Ceprndikar
3,29-3,64 wmr/mn aHanisy
pH 6.9-7.5 See COA
Hug,




Ukraine Batch Certificate

Yipaina Ceprudikar skocri

Product Name and Strength:

Hazaa NpoAYKTY Ta A0sysaHma

Satch No:
Cepin Ng

High molecular weight
proteins
BMCOKOMOH@KY”HD}-H
Ginku

AZ1 Desamido
insulin
AZ1 Nesamigo iy nin

Other related
proteins

IHWwi copiareni Sinca
{Cysmapho)

Zinc total
Lt 3aranbhmi

Bacterial endotoxing
bBakrepian,ui
EHAOTOKCHHY

Sterility
CrepunsHocTy

Total dissolved insulin
3aranbha KiNLKicTs
PO3YMHEHOIO THCYMTiHY

Identification of
preservatives
Lnentudikayis
KOHCepBaHTiB

Metacresol

Metakpeson

Phenaol
Geron

Dose accuracy
TOuHICTs QO3YBaHMS

. Equivalent to 40.0 LG/ 100 [/ #%

PR7V|96

Release: £ 1.0 %
Shelf life; g 3.0 Yo
Mpu Bunyceky: < 1,0 %

Harnpukinyj TERMINY npraaTHOCT

1A

3,0 %
£ 1.5 %

Release: 5 3.0 9

Shelf life: 5 6.0 %

fpu sunycicy: 23,0 %
Mporarom TEPMIKY NpuaaTHOCT
56,0 %

= 40.0 pg/mi »x

% 40,0 Mrr/mn=e

< 80 IU of endotoxin/ 100 IUY of

insulin
<80 MO engotokenmis / 100 MO
HCynity

Complies
Bianosinae

25 ~ 35% of total insulin
25-35 % 8in saranuHoro BMiCTY

Complies
Bianosinae

1.35 - 1.65 mg/ml
1,35 -1,65 mr/mn

0.59 -~ 0,72 mg/ml
0,59-0,72 mr/mn

+ 5% for dose level 50 U
+ 5 % ane 0osu 50 MO

Mixtard® 30 Hm FlexPen®, 100 /i, %3 mi
MikeTapa® 30 Hm BrekclTen®, 100 MO/, 5x3 mn

See COA
Hus.
Ceprudikar
aHanisy

See COA
s,
Cepragdikar
aHanisy
See COA
Hwe.
Ceprudicar
aH#nizy

See COA

PV ]
Ceprudikar
aHaniay
See COA
A,
Ceprudicar
auanisy

See COA
Hus,
Ceprudikar
aHanisy
See COA
FATEEN
Ceprutbikar
ananizy
See COA
Hag,
CepTwpikaT
aHanisy

See COA
Aus,
Ceprugpikar
aHanisy
See COA
Aua.
Cepruikar
aHaniay
See COA
e,
Cepruthiar
ananizy

- EKBIBaNeHTHO 40 MmKr/1 00 ogutiaig,

;

navo nordisk”

Novo Nordisk azs
Novo Alle 1

2880 Bagsvaerd
Deamark

Tei. +45 4444 8888

%

%

Y

Hg/mi
MK/ Mn

IU/mi
MO/mn

<Nones
<HE
3ACTOCOBYETHCH >

Yo

<nones
<HE
3ATTOCOBYETLCA>

mg/mi
MI/MIT

mg/mi
Mr/msn

%
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Kraine Batch Certificate S
novo nordisk

Yepaiva Ceprudivar axocri

Product Name and Strength: Mixtard® 30 Hw FlexPen®, 100 1U/ml, 5x3 mj fiove Nordisk a/5

Nave Alle 1

Hazsa NPOAYKTY T2 A03yBartis Mikcrapa® 30 HM BaerclNen®, 100 MO, 53 s 2880 Bagsvasrd
Denmark

Batch No: PR7vj96 el +45 444 sggs

Cepin No

I'hereby certify that the above information is authentic and accyrate, This batch of product has
been manufactured, including packagirrg/!abemng and quality control at the above mentioned
site(s) in full compliance with the Gpp requirements of the Jocal Regulatory Authority and with
the specifications in the Marketing Authorisation of the importing country or product
Specification file for Investigational Medicinal Products. The hatch processing, packaging and

analysis records were reviewed and found to be in compliance with GMP.

v g 3acBiavy0, 1o BUEBKA3aHa iHpopMaLin EAOCTOBIDHOK | TOUHOIG, Aana cepin OPOAYRUIT Byna BuroTornema
(BRMOUGOUn ytakosky / MEpKyBauis) i npoBeseHo KonTpons 1 AKOLCT Ha Alnsui(-xax) g nOaHii BIANOBIAHOCT 3
BUMOTamu GMP, BCTAHOBREHUMY micLeamm PENYASTOPHUM apratiom, a TAKOK Y BIANIOBIAHOCTT 3 theurdikauinmm, Lo
MICTSTLCS B PeECTpauifiHomy gocwe. Mporokonn BUPOBHMLTBS, YnaxkoBkw ra ananiay Gyan nepesipeni i seransaseto
BlANOSiAMHicTs GMP,

This batch is certified by a Qualified Person delegate,
Un cepin ceprngikosany YnosHoraxenio 0Co601g,

2024-05-14

(e N
QP-delegate / WLNN (Lina Nielsen)
Quality Department
Novo Nordisk A/S

Denmark
YNusHOBEREHS 0coba
Bigain sicocri

AT Hoso Hopgick, Haria
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