JIEPJKABHA CJIVIKBA 3 JIIKAPCBKIUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKINA OBJIACTI

npos. Ceitanunoi Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
PO AKIiCTH BBE3€HOr0 B YKpainy JliKapchKoro 3acody

07.04.2025 Ne 16387/25/10

MPOTADAH® HM

(HaiiMCHYBAHAA TIKAPCHKOTO 33c0By 3TiJHO 3 PEECTPANIHHIM MOCBIAIEHIIM)
cycrensist aas in'exuiit, 100 MO/mux mo 10 Mt y draxoni; mo 1 piraxony B KApTOHHIN
Kopooui

(Qopma BUTYCKY, KO3yBaHHs, BIA MAKyBaHHs TikapchKoro 3acoby)
Homep peectpauiiinoro nocsiguenns UA/2700/01/01 crpox aii peccrpatifinoro nocsiguens 01.01.2099
Cepis nixapeskoro sacoby Ne PTO6GBS8 Kinbkicts BBe3enoro nikapebkoro 3aco6y 15360

BupoGHIK Horo Hopaick [Tpomrokcson CAC, @panuis

(maiiMenyBanis BHpoOHIKa JiKapchkoro 3acoby, kpaita TTOXOIDKEHHS)

Baescrio B Ypaiiy Tosapucrso 3 odMexeHoro Bixmosinaasnictio "Hoso Hopaick
Yxpaina", igent. xon: 41467446

(naitMenysanis Ta kof 3a €JIPTIOY jopuzmunoi ocobn abo npissrule, iM'si, 110 Barbkosi (iznanoil
0coGi - MiAnpHeMIL, 11 Micue NPOXKHBAHHS Ta peecTpauiiinuii nomep 00JIKOBOT KAPTKH TUIATIHKA
nonaTkis abo cepis Ta HOMEp racriopTa)

TIpoToxkon Bizyansuoro koutpoiio six 07.04.2025 Ne 1045/5.

.

3a  pesynbraraMH  JACPOKABHOTO KOHTPOJIO  BCTAHOBICHO, WIO nixapeekuit  3aci6  BBeseHo B Ykpainy 3

JOTPHMAHHAM BEMOT 3aKOHOIABCTBA W00 3aBe3TICUEHHS SIKOCTI JIKapchKUX 3ac00iB.

, ?fkﬁ@ﬁ 5
é;é& AR 'D‘%

3acTyny {}c,ﬂ%qs}m'u,xmxa

2 / B-ue
(né‘g“g”:ﬁ‘ﬁ?ﬁﬁé%% S
1 < A URY) )’ E i

Ouera €EPBOMEHKO

{ninmue) {ininlamt Ta npispuule)




Certificate of Analysis

CepTudikar AHaizy

NOVO NOrdisk

Hoeo Hopricx Npomowcuon CAC

45, ascuio a'Opneai,

28000, Wapro,
¢panuia

Tesi. 02 37 91 41 00

dakc, 02 37 30 18 77
PROTAPHANE HM 100 IU/ML Order Number : 0007794702-20
1X10 ML BamorsieHHs No.
Mporadban HM 100 MO/my, 1x10 M Date of Manufacture : 11/2024
JaTa BUPOSHULTEA
Product No. : 7262167
MponyxT No.
Batch Number PT6GB58 Date of Expiry : 04/2027
Cepia No aTa 3aKiHueHHA CTPOKY MpMAATHOCTL
Item No.: 5022751 Batch No.: PT6FS82 Ext Spec: 50227XX-3990
Components Results Units Note
TToka3HURHU PeaynbTarTn ommHMLi MpumiTka
Macroscopy COMPLIES
onuc Biunosilas
Crystal identity COMPLIES
IneHrusHicTs kpucranin Bianoeinae
Crystal length from 3 um
Homxura Kpucranie, sin /MK
Crystal length to 7 um
Nowxura kpucTanine, no /MKM
Identity of human insulin COMPLIES
inenTudikaia incyniny Biannoeinas
Assay of insulin 102 IU/ml
Kinukicie puznadycHia iucyniny MO /M
pH 7.3
pH
Insulin in supernatant <0.5 %
BuicT iHcyniny B salocanoeiit plamsi
High molecular weight proteins 0.2 %
BucoxaMojekynspHl Oliku
A21 desamido insulin 0.4 %
A21 Jezmaminoiucynin
Other related proteins 0.3 %
Inwi cropladeni Gisxu
Zinc total 33.8 ng/ml
HHK 3& Pans i MK T/ M
Bacterial Endotoxin <10 1U/ml
BakreplanbHi eHAOTOXKCUHU MO/Mn
Sterility COMPLIES
CrepusuiticTh RBianoeipnacs
Isophane confirmation COMPLIES
NiareepixeHka lzchany Bilanoeinae
ID of preservatives COMPLIES
ThnexTudgikaunis KCHCePBAHTIR Binnoeinas
Metacresol 1.58 mg/ml
Merakpeson M /Mo
Phenol 0.68 mg/ml
GeHan M/
/’/ .‘_/,,»” /'/
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Certificate of Analysis =

. i novo nordisk
CeptudikaT AHaI13y

Horo Hopaick [Mpomoikcuor CAC
45, apcHio n'Opheait, 28000, Maprp,
dpaniuin

Ten. 02 37 91 41 00
Gakc. 02 37 30 18 77

PROTAPHANE HM 100 IU/ML Order Number : 0007794702-20
1X10 ML BamorsenHa No.
[lpoTadan HM 100 MO/Mm, 1x10 mi Date of Manufacture : 11/2024
Hara BUPOOHULTEA
Product No. : 7262167
MponykT No.
Batch Number : PT6GB58 Date of Expiry : 04/2027
Cepis No. IlaTa 3aKilHYeHHA CTPOKY npunarHocTi
2024.12.18 llapTp

ALFRED BERINGER
Quality Department ; y
This Certificate is generated by a computer quality system and includes an elec;ronic

gignature ! p
This Certificate is generated by a computer quality system and includes an electronic signature’
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Ukraine Batch Certificate

L@
) . . novo nordisk
YkpaiHa Ceptudikar aKocti
Product Name and Strength: ~ Protaphane® HM, 100 IU/ml, 1x10 mi e
HazBa npoyyKTy Ta J03YBaHHS Mpotadan® HM, 100 MO/ma, 1x10 mn a5 rons
5 svenue d'Orldans
Importing Country: Ukraine i S
KpaiHa-iMnoprep Yxpaina :lx * ’f}/? ";ff‘ﬁ(f’f’z
Dosage form / Package size: Suspension for injection, 100 IU/ml, vial
Jlikapcsxa Gopma /po3Mip yrnakoBku: CycneHsia g iH'ekuid, 100 MO/MA, dnakoH
Batch No. / size: PT6GB58 / 24.320 packages/ynakoBok
Cepin Ne / Po3mip
Order No: 0007794702
3amosneHHs Ne
Date of Manufacture: 11/2024
Jlata BupobHuTaea
Date of Expiry: 04/2027
Tepmin NpugaTHoCT
Registration certificates No: UA/2700/01/01
Peecrpauinte MocsigyerHHsA Ne
Drug Product Specification: HMG-50227xx-2007-Jan-17-7F-CoS/JBLA/990
Crneuudikawis ratoBoro fiikapcbkoro 3acody
Methods used: Stated in the approved Drug Product Specification, Version
7.0 verified in the Novo Nordisk Registration System.
3acToCcoBYBaHi METOAM: 3asHayeHi B 3aTBepaKeHin Crieundixalii Ha roToswii nikapcekni 3aci6, sepcin

7.0 Bepudikasana y Peectpauyinii cucremi Hoso Hopaick

Analysis results see Electronic Certificate of analysis
Pe3ynbTaTh aHanisy ANBUCL
Manufacturer of the finished product and responsible for batch release:
Novo Nordisk Production SAS, 45 avenue d'Orleans, 28000, Chartres,

France
BupoBHuiK BignosigansHii 3a Bunyck cepil rotoBoro nikapckkoro 3acoby:
Hogo Hopaick MpoatoxcuoH CAC 45, aBetto 4'Opneant, 28000, LapTtp, Pparuis

Manufacturing Authorization No. M 20/033
Nienaist Ha BupoGHMLTBO No. M 20/033

Certificate of GMP compliance of a manufacturer No. 2020/HPF/FR/126
Ceprudikar GMP No. 2020/HPF/FR/126

Page 1 of 4



Ukraine Batch Certificate

Ykpaina Ceprudikar axocri

Product Name and Strength:

HasBa npoayKTy Ta A03yBaHHs

Batch No:
Cepis Ne

Mpovagas® HM, 100 MO/MA, 1x10 mMA

PT6GB58

Protaphane® HM, 100 IU/ml, 1x10 ml

o

novo nordisk

Novo Nordisk
Production SAS

45 avenue d'Ordang
28000 Chartres

France

Tel 423 2 57 91 410G
fFax.+33 237 301877

Test item/Component Acceptance Criteria Result
MokasHWKK AKOCTI Cneundikalis PesynpbTatn
(Bumory MKA). e
Macroscopy A white or aimost white See COA
Onnc suspension which on standing Avs,
deposits a white sediment and ~ Ceprudikar
leaves a colorless or almost aHanisy
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
1-20pm./
Cycnensia 6in0ro KonLopy, B
KM y pasi BigCTOOBAHHSA
YTBOPIOETLCA 6inwnii ocag i
6e3bapeHa abo malixe
6e36apBHa HaZOCaA0Ba pignHa;
0Caj /1erko PecycneHayeTbes
Mg, 4ac erkoro CTpywyBaHHs.
Mpw gocnigxenni nig
MIKPOCKOMOM YacTUHKU MaI0Th
BUMISAZ KPUCTENIB NOAOBXKEHOT
dopmu, A0BXMHA BinbLOCT]
kpuctania 1-20 MKM
Crystal identity Complies See COA
[AeHTUUHICTL KPUCTaNis Bignosigae Avie.
Ceptudikar
aHanisy
Crystal length, 1-20pum See COA
from 1-20 MK AuB.
JOBXWHa KPUCTANIB, Bij, Ceprudixar
arnanisy
Crystal length 1-20pum See COA
to 1-20 MKM e,
JloBXKIHa KprCTanie, A0 CepTudikart
aHanisy
Identity of human insulin  Correspondence of the See COA
1aeHTNUHICTD (IHCYNiH) retention times of insulin peaks  fvB.
on the chromatograms of the Ceprudika
tested and corresponding ananisy

reference solutions.
BigrosigHicTb Hacie
YTPUMYBaHHS MiKiB iHCYAIHY Ha
XxpoMatrorpamax
BUNPO6YBAHOrC | CTAHAAPTHOrO
pPO3HMHIB

Page 2 of 4

Unit
Opnnnui
BYMIRIOBAHHA

Notes
MpUMITKY

<none>
<He
3aCTOCOBYETECA>

<none>
<He
3aCTOCOBYETHCA>

Hm
MKM

MM
MKM
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novo nordisk

Ukraine Batch Certificate

Ykpaida Ceptudikar akocri

Novo Nordisk
Production SAS

Product Name and Strength:
Hassa npoayKkTy Ta 403yBaHHS

Protaphane® HM, 100 IU/ml, 1x10 ml
Mporagan® HM, 100 MO/ma, 1x10 mn

Batch No: PT6GB58
Cepist Ne
Assay of insulin 95 - 105 IU/mi See COA U/mi
KinbKkicHe BU3HaUEHHS (3.29 - 3,64 mg/m) Lve. MO/mn
(iHCyniH) 95-105 MO/mn Ceptudikar
(3,29-3,64 mr/mn) aranisy
pH 69-75 See COA <none>
6,9-75 Awvs. <He
CepTudikaT  3aCTOCOBYETHCS>
aHaniay
Insulin in supernatant <1.0% See COA %
BMICT iHCyniHy B He GinbLue Hix 1,0 % v,
HaJ0CcafoBin pignHi Ceptudikar
adanisy
High molecular weight Release: < 1,0 % See COA %
proteins Shelf life: 3,0 % A,
BucokomonexkynapHi Mpwv BUNycky: He GinbLue Ceptundikat
Ginky 1.0 % ananisy
Hanpvikinui Tepminy
NpYAaTHOCTI:
He Ginbwe 3,0 %
A21 Desamido £1.5% See COA %
insulin He 6inbiue 1,5 % Ans.
A21 AesamigoiHcynid Ceptudikar
aHanisy
Other related Release: 3,0 % See COA %
proteins Shelf life: < 6,0 % fvs.
[HwWi cnopigHeHi 6inkn Mpw BUNYCKY: He BinbLue Ceptudikar
3,0% aHanisy
Hanpukinyi Tepmidy
NpUAaTHOCTE:
He Binbiie 6,0 %
Zinc total < 40,0 pg/ml* See COA pg/mi mxr/mn
3aranbHui BMICT LIMHKY He 6inswe 40,0 mkr/mn* Avs.
CeprudixaT
aHanisy
Bacterial endotoxins < 801U of endotoxin/ 100 IU of  See COA w/ml
BakTepianbHi insulin Jvs. MO/Mn
EHA0TOKCUHN He 6inblite 80 MO eHgoTokenHy — Ceptudikar
/100 MO iHcyniny ananiay
Sterility Sterile See COA
CTepunbHiCTs [ToBuyHeH 6yTn CTepuibHUM Awns.
Ceptuirar
auanisy
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Ukraine Batch Certificate

Ykpaira CeptudikaT aKocTi

novo nordisk

Product Name and Strength:  Protaphane® HM, 100 IU/ml, 1x10 ml B s
Hassa npoAyKTy Ta A403yBaHHA (porapar® HM, 100 MO/MAa, 1x10 Ma
45 avenue d'Oriéans
Batch No: PT6GB58 Fronce T
Cepiﬂ Ne ;FEL*E?}? 22 %1%1()41.18079/
Isophane confirmation  Ejs <Eins. ref 1 u/mi See COA <none>
fligTsepaxeHHs Eprat SBprot.ret.2 % Aus. <He
i3ohaHy Eins <Eins. ref 1 oprmn CeptudikaT  3aCTOCOBYETLCA>
Eprot SEprot. ref. 2 % aHanlay
Identification of Correspondence of the retention See COA <none>
preservatives times of preservatives peaks on Lvs. <He
[aeHTNUHICTb the chromatograms of the tested Ceptudikar  3aCTOCOBYETLCR>
(koHcepBaHTN) and corresponding reference adanisy
solutions.
BignosigHICTEL 4aciB YTPUMYBAHHS
nikis merakpesony i beHony Ha
xpomarorpamax smunpobysaHoro i
CTaHAaPTHOrO PO3UNHIB
Metacresol 1,35~ 1,65 mg/mi See COA mg/mi
BmicT meTakpesony 1,35 -1,65 mr/mn Jitliz} Mr/mn
Ceprudikar
aHanisy
Phenol! 0,59 - 0,72 mg/mi See COA mg/mi
Bmict perHony 0,59-0,72 mr/mn Avs. Mr/mn
CepTudikar
aHanisy

* - Equivalent to 40/0 pg ! 100 [U | * ExiBaneHTHO 40,0 MKr LpmHKy / 100 MO [HcysiHy

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,

LM 51 3acBigUyIo, Lo BULLEBKa3aHa IHGopMaLn € JOCTOBIPHOIO | TouHo. [laHa cepis NPoAyKLii byna suroTosneHa
(BKNIOYAIOUY YNIAKOBKY / MApPKyBaHHA) | NPOBEAEHO KOHTPO Ti IKOCTI Ha AiAsHUI(-kax) B NOBHIIA BIANOBIAHOCTI 3
BUMOramMi GMP, BCTaHOBAEHUMN MICLLEBUM PEFYNIATOPHM OPraHoMm, a Takox Y BIANOBIAHOCTI 31 cneungixauinmm, wo
MICTATLCA B PEECTPALLIAHOMY A0CKE. [TPOTOKONN BUPOBHUUTBE, YNaKoBKY Ta aHanisy bynun nepesipeHi i BCTAHOBAEHO
BignosigricTe GMP,

This batch is certified by a Qualified Person delegate.

Lis cepis cepTydikosara YnosHosaxeHow ocoboto.

2024-12-18

i

i

QP-delegate / AFDB (Alfred BERINGER)
Quality Department

Novo Nordisk Production SAS

France

yrioHoBaxeHa ocoba

Bigain sikocri
Hoso Hopgick NMpogokcaor CAC, $panuin
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