JIEPJKABHA CJVIKEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

nipos. CeiTuunoi Haxii, 3, M.Kuis, 02099, ten/(pakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox EIPTIOY 37078774

BUCHOBOK
PO SIKiCTHL BBE3eHOro B YKPAiHy JiKapchKoro 3aco0y

07.04.2025 Ne 16385/25/10

MIKCTAP/J® 30 HM

(HaliMCHYBAHHS JiKapCHKOro 3acoby 3rifiHo 3 peecTpaLliiHIM TIOCBIIYCHHAM)
cycrensist ans in'exuii, 100 MO/mut o 10 mun y prakoni; mo 1 purakoHy B KapTOHHIMH
KopoOui

(popma BHILYCKY, JO3YBAHH:, BH [TAKYBAHHS JIIKapCLKOTO 3acoby)
Howmep peccrpaiitsoro nocsinuenns UA/2682/01/01 crpox aii pecerpauiiinoro nocsigucis 01.01.2099
Cepis nikapeskoro 3aco6y Ne PTOFT22 Kinskicts BBeserioro jikapenkoro 3aco6y 3840

Bupobuuk Hoso Hopaick [posroxcsor CAC, @panitis

(HaliMeHyBaHMHs BHPOOHHKA TIKAPCHKOTO 3aco0y, KpalHa MOXODKEHIT)

Beeserio B Yipaiiy Torapuctpo 3 oomexenoro Bixnosizansuicrio "Hoso Hopaick
Yipaina", igenr. xon: 41467446

(aitmenyBannus Ta kox 3a €JIPTIOV topumiunoi ocobn abo TpisBHILE, iM'SL, 110 GaThKOBI izHHIOT
ocobu - nignpuemus, ii Micne NIPOKHBAHHS Ta pcecrpammum nomMep 001iKOBOT KAPTKH 1JIaTHHKA
wonatkis aGo cepis Ta HOMep. TTacrnopTa)

TMporokon sisyansuoro konrpodio sin 04.04.2025 Ne 1045/3.

34 pesyabTATAMM  [IEPXKABHOrO KOHTPONIO BCTAHOBJICHO, IO nikapeokuif  3aci6  BBE3cHO B YKpainy 3

JOTPUMAHHAM BUMOr 3aKOHOAABCTBA OO 3a6e3MeuenHs TKOCTI JIIKAPCHKUX 3ac00iR:
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Certificate of Analysis

Ceprudixar AHaIiRYy

Hoso Hopaick

Q

Z;brgia

novo nordisk

liponwkcsoHl CAC

45, aseHwo 4'Opnean, 28000, Wapwp,

Ten.
daxke.

dpaHld

02 37 91 41 00
02 .37 30 18 77

MIXTARD 30 HM 100 IU/ML Order Number : 0007793611-10
1X10 ML 3amornesHs No.
Mixcrapn 30 HM 100 MO/mir, 1x10 wmn Date of Manufacture ¢ 0972024
JaTa BUpOOHULTBA
Product No. : 7262140
Mpoayxr No.
Batch Number : PT6FT22 Date of Expiry 2 0272027
Cepia No llara 3akKlHueHHA CTPOKY NMPURATHOCTL
Item No.: 5019161 Batch No.: PT6FJ93 Ext Spec: 50191XX-990
Components Results Units Note
NNokazHUKY PesyneraTy (03,3781 2118 X MpuMiTka
Macroscopy COMPLIES
one Bimnopinae
Crystal length from 2 um
Nowxusa kpueranis, Bin /MKM
Crystal length to 5 um
Nomxuua Kpucranis, no /MKM
Crystal identity COMPLIES
TnesTuykicrs KpucTanis Binnoeinae
Tdentity of human insulin COMPLIES
IneuTupikauia incynidy Bimnorinaec
Assay of insulin 99 1U/ml
KinewicHe BmzHaueHHs 1HCYNiHy MO/mMa
pH 7.3
P
High molecular weight proteins 0.2 %
BitcokomonerynspHi Ginkm
A21 desamido insulin 0.4 %
A21 Nesaminoiucynin
Other related proteins 0.3 T
Inwi criopinnedi 6isxu
Zinc total 29,6 pg/ml
HuHk B3arans il MK/ M1
Bacterial Endotoxin <10 IU/ml
BakteplanbHl eHnoTOKCMHM MO/mMn
Sterility COMPLIES
CTEpunsHLCTE Binnosinae
Total dissolved insulin 30 %
Faransia KinekiGTh pozuMHEHOro i1Hcyminy
1D of preservatives COMPLIES
InenTudikauis koxcepsaHTis Binnosinae
Metacresol 1.57 mg/ml
MeTakpeson M/ M1
Phenol 0.68 mg/ml
beHon M1/ Mn
,/;” i ﬁ/
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Certificate of Analysis

Ceprudixar AHamnlzy

MIXTARD 30 HM 100 IU/ML
1X10 ML

MikcTapn 30 HM 100 MO/mm, 1x10 mi

Product No. : 7262140
Nponyxr No.

Batch Number : PT6FT22
Cepis No

2024.12.16 llapTp

CAROLINE BILLIAUX
Quality Department

Order Number
3amorsienns No.

Date of Manufacture
llaTa BUPOBHULTEA

Date of Expity
JaTa BaKlHYEHHA CTPOKY

O
[2pw)e

rovo noedisk

Hoso Hopnick [MpofiokckoH CAC
45, apeHo n'Opnean, 28000, WHaprp,
dpaHiLiA

Ten. 02 37 91 41 Q0
daxc. 02 37 30 18 77

0007793611-10

09/2024

0272027

NpUnaTHOCTL

This Certificate is generated by a computer quality system and includes an electronic

signature

This Certificate is generated by a computer quality system and includes an elect%onic signature
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9.
Ukraine Batch Certificate .
novo nordisk

Yepaita CepTugikar sKocr

Product Name and Strength:  Mixtard ® 30 HM, 100 IU/ml, 1x10 mi N CAC
Haapa MpoayKTy Ta gosysarHs Mikcrapa® 30 HM, 100 MO/mt, Tx10 mn 45, apeguio A'Opacan,
28000, WapTp,
Importing Country: Ukraine fpanu
i " Ten. 02,37 91 4100
Kpaina-imnopTtep Ykpaiva Q’l'_il’l((:(. 5555 50 18 99

Dosage form / Package size: Suspension for injection, 100 IU/ml, vial/
Cycnensis anst iH'ekiii, 100 MO/mn, bnaxoH
Jlikapceka opMa /po3mMip ynakosku

Batch No. / size: PT6FT22 / 24.320 packages/ynaKoBoK
Cepist No/ Po3wip

Order No: 0007793611

Zamosnerns Ne

Date of Manufacture; 0972024

Jara supobHuyTea

Date of Expiry: 02/2027

Tepmin NpraaTHoCT

Registration certificates No: UA/2682/01/01

Peectpauivite TNocsiguenns Ne

Drug Product Specification: HMG-501910¢-2007-Jan-17-7F-CoS/|Bla/990

Crieyudikauia roTOBOIO-AIKaPCLKOro 3acoby

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

7.0 verified in the Novo Nordisk Registration System.
3acrocoBaHi MeToAN. ZazradeHi B 3aTBepaxenili Cneuydikauii Ha rotosunil aikapcexnii 3aci6, Bepcis
7.0 sepudikosana y Peecrpauiiiniii cncremi Hoso Hopaick

Analysis results see Electronic Certificate of analysis
PesynbTaTw aHanisy AmBrce
Manufacturer of the finished product and responsible for batch release:
Novo Nordisk Production SAS / 45 avenue d'Orléans, 28000 Chartres,

France
BUPOGHUK BIAMOBIIENLHNY 32 BANYCK CePIT FOTOBOIO AIKAPTLKOTO 3aCoby:
Hoso Hopaick Tpoaorcson CAC / 45, aserio 4 Opneak, 28000, Waprp, panuis

Manufacturing Authorization No. M 20/033
Nivensist Ha supobruuTeo Ne M 20/033

Certificate of GMP compliance of a manufacturer No. 2020/HPF/FR/126
Ceprudiar GMP Ne 2020/HPF/FR/126
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Ukraine Batch Certificate

Ykpaiva Ceprudikat Akoct

Product Name and Strength:

Hazsa NPOAYKTY Ta AO3YBAHHA

Batch No:
Cepist Ne

Mikctapa® 30 HM, 100 MO/ma, 1x10 mi

PT6FT22

# &L
novo nordisk

Mixtard ® 30 HM, 100 IU/ml, 1x10 mi Hoso Hopaick

NpoaioKcHLon CAC
45, asenio. 0 Opneay,
28000, UWaptp,
DPaHUin

Ten, 0237 91 4100
dake. 02 37 30:18 77

Test item/Component  Acceptance Criteria Result Unit Notes
FlokazHuKM AKOCTI Crietndialiia PeayntTat QanHnui [tpumit
et (Bumorn MKH) . BUMIDIOBAHHA L34
Macroscopy A white or almast white suspension  See COA <none>
Onuc which on standing deposits a white  Aue. <He
sediment and leaves a colorless oy~ CepTudikar  3aCTOCOBYETLC
almost colorless supernatant; the anamsy ”
sediment is readily resuspended by
gently shaking. When examined
under a microscope, the particles
are seen to be rod-shaped arystals,
the majority crystals length with
1-20 pmJ/
Cycriesisn 6iN0T0 KoNLOPY, B Kl Y pasi
BIZICTONBAHHS! YTBOPIOETRCA GIMIA OCal
i Beabapara abo Mavxe 6e36apBHa
HANOCAN0EA PIRAHA; OCaZ NErKo
PECYCMeHayEThCS Mg Yal Nerkoro
cTpyiysaHHs. Fipy gocaigxerivi g,
MIKPOCKOTIOM HaCTNHKN Ma0Th BUIAAL
Kpuctania nogosxeHol hopmyy
AOBXKUHAE BiNbLIOCTI KpUCTania
120 MKM
Crystal identity Complies See COA <nonex
JAEHTUYHICTL KpACTANIB Bignosigae Avs. <He
CepmidikaT — 3acTOCOBYETH
aHanizy e
Crystal length from 1-20um See COA Jm
JoBxunHa KpucTanie, gig 1-20 MKM Ave. MKM
Ceprudikat
aranisy
Crystal length to 1-20pm See COA pm
JosivinHa Kxpucranis, 0 1-20 MKM Aus. MKM
Ceptudikar
ananisy
Identity of human insulin Correspondence of the retention See COA “pone>
[peHTUniCTL (IHCYin) tirmes of insulin peaks ou te PATZER <He
chromatograms of the tested.and Ceprudixar
aranlsy

corresponding reference solutions./
BigrioBigHicTs vacis yrpyMyBaHHs
MiKiB IHTYNIHY Ha XpoMaTorpamax
BUNPOBYBaHOro | CTAHAAPTHOTO
PO3UNHIB

Page 2 ot 4




Ukraine Batch Certificate

Ypaina Ceprudikar sxoct

Product Name and Strength:

Hassa NPoAYKTY Ta JO3YBaHHS

Batch No:
Cepist:Ne

ID of preservatives
[AEHTUUHICTD
(korcepBaHTH)

pH

High molecular weight
proteins
BucokomonekynsipHi 6inky

A21 desamido insulin
A21 JesamigoiHcynin

Other related proteins
IHwi cnopigHeni Ginky

Total dissolved insulin
3aranbHWN BMICT
POIUNHHOTO IHCYNiHY

Assay of insulin
KinbKicHe BU3HAUEHHS
(iHCynir)

Zinc total
3aranbHWN BMICT UUHKY

Mixtard ® 30 HM, 100 IU/ml, 110 mi

Mikcrapa® 30 HM, 100 MO/ma, 110 mn

PT6FT22

Correspondence of the retention
times of metacresol and phenal
peaks on the chromatograms of the
tested and corresponding
reference solutions../
BignosigHicTs vacis yTprumMyBariHs
nikie meTakpesony i peHony Ha
XPOMaTOrpamax BiunpobyBanoro i
CTaHAAPTHOrO PO3YMHIB

6.9-75

6,9-75

Release: < 1.0%

Shelf life: < 3.0%

Mpw Brrycky: He Binslie 1,0 %
Hanpukinui TepMisy NpUaaTHOCT
He Binbie 3,0 %

£ 1.5%
He 6inbite 1,5%

Release: <3.0%

Shelf life: £ 6.0%

Mpwu sunycky: He binsiue 3,0 %
Harpukiti TepmiHy fnpruaaTHoOCTE
He Ginbiue 6,0 %

25 - 35 % of total insulin
25,0-35,0 % Biz 3aranbHOIC BMICTY
iHCyiHy

95~ 105 1U/ml
(3.29 - 3.64 mg/mi)
95-105 MO/mn
(3,29-3,64 mr/mn)

<40.0 pg/mi*
He Ginbiue 40,0 MKr/mn”

1.35 - 1.65 mg/mil
1.35 -1.65 mr/mn

Page 3 of'4

See COA
Aus.

Ceprudikar
aHanizy

See COA
Ave.
CeprndikaT
aHaniay

See COA
Aus,
Ceptvidikar
awanisy

See COA
Aus.
Ceprudikar
aHaniay

See COA
Ans.
Ceprmndikar
ananisy

See COA

e,
Ceptundixar
aHanisy

See COA
Ans.
Ceprirgixat
aHanisy

See COA

Hne.
CepTndi
aHanisy

See COAL
Ovs.
Ceprudikar
aHanisy

novo fordisk’

Hoeo Hoprick
fipogtoxceos CAL
45, agerio 4'Opnead
28000, Waprp,
DpanHyia

Ten. 02 3791 41 00
ake. 02 37 30:18 77

<nane>

<HE
3aCTOCOBYETY
CH>

<none>

<He
3aCTOCOBYETE
e

%

%

%

%

W/ml
MO/Mn



atch Certificate o

novo nordisk

Ukrain

Yipaita Ceprudikat akocri

Product Name and Strength: Mixtard ® 30 HM, 100 IU/ml, 110 mi o e

Hazea nPoAYKTY Ta A03YBAHHS Mikcrapa® 30 HM, 100 MO/mn, 1x10 ma ;a’ a(e@mo WOprean,
23000, WLapre,

Batch No: PTGFT22 DpBHIiR

Cepist Ne Ten. 02379141 00

Wz, 02 37 3018 77

Phenol 0.59 - 0.72 mg/m| See COA mag/mi
Bmict derony 0,59-0,72 mr/wn Aue. N/ it
Ceprudixar
aranisy
Sterility Sterile See COA <fone>
CrepuntHicrs NosuHeH BYTI CTEPUNBHNM due. <pe
Cepmudiar  55¢TGCOBYETS
aHasiay Co
Bacterial Endotoxin < 80 IU of endotoxin/ See COA TU/eni
BaxTepiansHi 100 IU of insulin flvs, MO/win
BHAOTOKCNHA He 6inblue 80 MO EHAOTOKCUHY/ Cep""{"biKaT
100 MO iHcysivy gHahlzy

* Equivalent to 40.0 pg of 2inc/1001U of Tnsulin/ EXgieanenTHo 40,0.Mi yurky 7100 MO incyniny

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.

Liyim 5 3aceigHyIo; WO BulleBKa3aka pOPMALIA € LOCTOBIPHOI0 ITouHow, Jara ceplis npoayxuill Byna suioToBieHa
{BISHOUAIOUM YIAKOBIY / MAPKYBAHHA) | NPOBEAEHO KOHTPO/Ib il aKoCTi Ha Ainsuui(-kax) 8 NOBHIR BigNOBIAHOCTI 3
BaMOramy GMP, BCTEHOBIEHVMI MICUEBYIM PDETYASTOPHIIM Oprakiom, & Takox y gignosiarocTi 31 cneundikauinmn, tio
MICTATBCH B PEECTRALIIMHOMY A0CRE. TIDOTOKOMA RUPNBHNITRA, YHAKORKA T4 ananizy 6y nepesipeHi | BCTaHOBNEHD
gipnoRigHicTs GMP.,

This batch is certified by a Qualified Person delegate.
Lia cepist cepTdikOBaHa YNOBHOBANXEHOD 0coBot.

2024-12-16

Qp-delegate /Caroline BILLIAUX (CBZX)
Quality Department

Novo Nordisk Production SAS,

France

YHoBHOBAXEMA acoba

Bipain sikocri

Hoso Hopaick MpogiokceoH CAC,

Mparuin
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