NTEPKABHA CJIYXKEBA 3 JIKAPCEKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIiBCBKIN OBJIACTI

mpoB. Ceitmmaaoi Hagil, 3, M. Kuig, 02099, ten/drakc: {(044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpainy JikapchbKoro 3acody
18.07.2024 Ne 35057/24/10
AKTPAIIJ|® HM

{HallMEHYBAHHA MiKapCLEOTo 3acoby 3riHO 3 peccTpaNiHANM OCRITICHAAM)
po3ann auas in'exnii, 100 MO/mur; mo 10 ma y guiaxoni; mo 1 duiakoHy y KapTOHHIH
Kopoodmi
(topMa BAITYCKY, T03VEAHHA, RH] NAKYBAaHAA JTiKApCLKOTO 33c00Y)

Homep peectpaniiisoro mocsimzenns UA/0325/01/02 crpox aii peccrpaniiinoro mocsiyaerna (¢1.01.2099
Cepia mikapcekoro 3acoby Ne NT6BD38 KinnkicTk BRe3eHOTO Nikapchkoro 3acoby 17760

Bnpobrix Hoso Hopaick Ipomroxcson CAC, Opanmis
(HaliMeHyEaHHA BHPOOHNKA MKAPCEKOTO 3aco0y, Kpaida TOXO KEHHAA)

Brezeno B Yipainy TosapucTBO 3 00MexeH0I0 BitmoBinannaicTio "Hoso Hopaick

VYkpaina", inenr. xox: 41467446
{HalimMeRyBarHA Ta Xof 3a €APIICY opuaEInoi ocobu abo OpizrHme, iM'A, Mo HaTEKOBL
thizrAol ocobH - DimmpHeMId, 1l Micle MPOXHBAHHA Ta peecTpaniiiamii BoMep obnikoroi
KAPTKH ITATHAKA IOJATKIB abo cepid Ta HOMep MacnopTa)

ITporoxon Bizyansnore kearpomo gig 11.07.2024 N 2033/1.

3a pe3VILTATAMH JEPXKABHOTO KOHTPONIO BCTAHOBICHO, INO JIKAPCBKAH 3aci6 BBesemo B VYkpainy 3
AOTPHMAHHAM BAMOT 3aKOHOAABCTBA I0/I0 3a0c3IeUeHEA AKOCT] MKapCchKHX 3ac06iB.

Bixrop CTE®KIBCbKUHA

{iriuianyu Ta npizanuie)

——

Iornat

.

. O¢




Certificate of Analysis

Ceprudikar AnHanisy

ACTRAPID HM 100 IU/ML
1X10ML

AkTpaniog HM 100 MO/m,

Product No. : 7262159
lponykT No

Batch Number : NT&BD38
Cepisa Na

Hoeo Hopaicwk
45, asemn 4'Cpread,

Ten.
barc,
Order Number + 0007772068-20
BaMoenennn No
1x10 mn Date of Manufacture : 06/2023

HaTa BMpoGHMUTBA

Date of Expiry : 11/2025
JaTra sakiH4YeHHA CTPOKY OPMIOATHOCTL

o=
NOVO NOTdisk

ﬂgonmxcsuH CAC
BODD,bMEpr,
pPaHULA

02 7 91 41 00
02 37 30 18 77

I'tem No.: 5020156

Datch No.: NT6ALDS Ext Spac: 50201XX-990
Componentg Results Units Note
MoxasSHUKKY Peayneraru Onuumui Tpueai Trea
Macroscopy COMPLIES
Makpockonia Binnosinae
Identity of human insulin COMPLIES
Ipeurudircania incyniy Binnceigae
Aszay of insulin 99 IU/ml
Kinskicre ewsHauvedHa incyniny MO wan
pE 7.4
pH
High melecular weight proteins 0.2 ¥
BUCCKOMONEKYNAPHL Binku
A21 desamidc insulin 0.3 ¥
A21 Jlesamipoincynid
Other related proteing 0.4 ¥
Tnwi coopigveni Ginww
£ine total 21.5 ug/mL
LUMHK SarannHud MKr/n
Bacterial Endotoxin =10 IU/ml
BarnTepianeHi eugoToKceun MO /un
Sterility COMPLIES
CrapunsHicTe Bignoeinae
ID of preeexvatives COMPLIES
Inearupixanin fpedon Ta wmerawpeaod Blanosinae
Metacresol 3.1 g /ml
MeTakpeson Mrfup
Particles »= 10 um/container 94
Mexanidul BxmoueHda s= 10 MkM/ KOHTeRHEp
Particles »= 25 um/container 18
MexadiuWi sWIOHNEHHA »= 25 uxM/KoHTEHHeD /T’-‘PH{"H(\\H;\

2023.08.25

CAROLINE BILLIAUX
Quality Department

This document is only valid with a handwritten sigmature.
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Ukraine Batch Certlflcate

YkpaiHa Ceptudikar akoct

novo nordisk”

Product Name and Strength:  Actrapid ® HM, 100 IU/ml, 1x10 ml HOYVS- Norisk Production
HazBa NpoayxTy Ta AD3yBaHHA AxrTpanig® HM, 100 MO/, 1x10 mA o _—
Importing Country: Ukraine i e
Kpaiua-unoprep Vipatia s
Dosage form / Package size: Solution for injection, 100 IU/m], vial
fikapcbka dopma /Po3Mip yakoBKU Po3unH gna in'ekuii, 100 MO/Mn, pnakoH
Batch No. / size: NT6BD38 / 17.760 packages/ynakoBok
Cepia Ne / PozMmip
Order No: 0007772068
3amMoBneHHS Ne
Date of Manufacture: 06/2023
Jata ampobHuuTea
Date of Expiry: 1172025
TepMiH NpuAaaTHoCTI
Registration certificates No: UA/0325/01/02
PeectpayiHe NoceigyeHHA Ne
Drug Product Specification: HMG-50201xx-2007-Jan-17-8F-COS/)BLA-FPS
Creyudikalia roToBoro nikapcbKoro sacoby _
Methods used: Stated in the approved Drug Product Specification, Version
8.0 verified in the Novo Nordisk Registration System.
3acToCoBaHi MeToAu: 3azHaveni B 3aTBepKeHiA cneynbikayii Ha roToOBUIA tikapCbLKWIA 3aci6, BepCia
8.0 sepudixoBaHa y peecTpaLjiiHiél cucTemi Hoso Hopaick,
Analysis results see Page 2 and 3.
Pe3yneraTu aHanizy AvBucE
Manufacturer of the finished product and responsible for batch release:
Novo Nordisk Production SAS, 45 avenue d; 2 Chartres,
France

8t 2\
KYMEHTIB\ \
2

f
2@ OUL%J.Iapr deMlg' \
=

BupoGHKK BIgNOBIAANLHWIA 23 BUMYCK cepil rOTOBOIC NIKAPCLKOMD 3acoby:
Hoeo Hopgick MpoaokcsoH CAC, 45 aBeHio 4'Opnea

Manufacturing Authorization No. M 20/033
RNiyeHzia Ha BupoBHVLTBO Ne M 20/033

Certificate of GMP compliance of a manufacturer No. 202
CepTudixat GMP Ne 2020/HPF/FR/126

Page 1 of 4




Ukraine Batch Certificate

Ykpaina CepTidikat AKOCTi

Product Name and Strength:

Hazpa npoaykTy Ta A03ysaHHA

Batch No:
Cepin Ne

Actrapid ® HM, 100 IU/ml, 1x10 mi

Axtpania® HM, 100 MO/, 1x10 mn
NT&éBD38

O

novo nordisk”

Novo Nordisk Production
SAS

45 avenue d'Crléans
28000 Chartres

France

Tel.+33 2 3791 41 00
Fax.+33 2 37 3018 77

Test item/Component
Moka3HUKA AKOCTI

Result
PesynuTaTh

Acceptance Criteria
Cneywndikayia
{Bumorn MKA)

Unit
OarHwvUi
BUMIpIOBAHHS

Notes
MpumMitkn

Macroscopy
Onuc

Identity of human
insulin
LaeHTUdiKaLia (iHCyniH)

Assay of insulin
KinbkicHe BaHa%eHHA (iHCyniH)

pH

High molecular weight

proteins
BucokomonexynapHi 6inkn

A21 Desamido insulin
A21 fe3samigo iHCyAiH
Other related proteins
IHWi cropigHeH] Binku

COMPLIES
Bianosigae

Neutral, clear, colorless
liquid, free from turbidity
and foreign matter; during
storage, traces of a very
fine sediment may be
deposited.

He#TpansHWiA, Nposopuii,
6e36apBHIIA po34UH
NOACLKOTO iHCYATHY, BINBHWA
BiA CTOPOHHIX 4acToK,

Mpu 3bepiraHHi MOXYTb
BAABAATMCA CIAN AyKe
TOHKOrO 0Cagy
Correspondence of the
retention times of insulin
peaks on the
chromatograms of the
tested and corresponding
reference solutions.
BignoBigHicTe vacis
YTPUMYBEHHA NiKiB iHCyniHY
Ha XpomaTorpamax
BuUnpofyBaHoro i
CTaHAAPTHOTO PO3YMHIE

95 - 105 IUW/ml or 99
3.29 - 3.64 mg/ml

95-105 MO/mn

(3,29-3,64 mr/mn)

70-78 74
70-7.8

COMPLIES
Bianoeigae

G2

Release: <1.0%

Shelf life: < 2.0 %
Mpw Bunycky: 1,0
HanpurkiHUi TepMiH
npwaatHocTi: 2.0
£1.5%

<1,5%

Release: £3.0%
Shelf life: < 6.0 %
Mpw sunycky: s3,0 %
HanpwkiHui TepmiHy
3bepiraHHn: <6,0 %

Page 2 of 4
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<none>
<He
3aCTOCOBYEThCR>

<none>
<He
JACTOCOBYETHCA>

IU/ml
MO/mn

<nonex>
<Hg
ACTOCOBYETBCA>



Ukraine Batch Certificate

¥xpaida CeprudikaTt AKOCTI

Product Name and Strength:
Ha3ssa npoayxTy Ta 403yBaHHS

Batch No:
Cepisi Ne

Zinc total
3aranbHWi BMICT LHKY

Bacterial Endotoxin
BakTepianbHi eHAOTOKCUHA

Sterility
CTepuibHICTL

ID of preservatives
[aeH™wdikayia (MeTakpeson)

Metacresol

BMicT meTakpesony

Particles

>=25um/container

MexaHi4Hi BKAIOYEHHA >=25 MKM
Particles

>=10pum/container

MexaHiyHi BKNIOUEHHSA >=10 MKM

Actrapid ® HM, 100 IU/ml, 1x10 mi

Axkrpania® HM, 100 MO/Ma, 1x10 mn
NT6BD38

< 40,0 ug/ml (Equivalentte  21.5
40.0 ug/100 ILN

He 6inble Hix 40,0 Mkr/mn
(40,0 mxr/100 MO)

< 80 IU of endotoxin/ 100
IU of insulin

<80 MO eHAOTOKCHHY /

100 MO iHcyniny

<10

COMPLIES
Bignoeigae

Complies
Bianoeigae

COMPLIES
Bignosigae

Correspondence of the
retention times of
metacresol peaks on the
chromatograms of the
tested and corresponding
reference solutions.
BianosigHicTk Yacie
YTPVUMYBAHHA Nikie
METIKpe3oay Ha
XpomMmarorpamax
B81NpoGyBaHoro i
CTAHAAPTHOID pOB'-IMHIB

2,7 - 3.3 mg/ml 3.1
2,7 -3,3 mr/mn

Complies 94

_Bignoeigae

Complies 18
Bignoeigae

Page 3 of 4
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novo nordisk”

Novo Nordisk Production
SAS

45 avenue d'Oriéans
28000 Chartres

France

Tel.+332 3791 41 00
Fax.+33 2 37 30 18 77

pg/mil
MKF/Mn

IU/ml
MO/mn

<none>

<He
3aCTOCOBYETLCA>
<nane>

<He
3SCTOCOBYETRLA>

mg/mil

Mrfmn

<none:

<He
3aCTOCOBYETLCA>
<none>

<He
JACTOCOBYETLCHA>
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Ukraine Batch Certificate

. . @
; : novo nordisk
YkpaiHa CepTudikaT axocri
Product Name and Strength:  Actrapid ® HM, 100 1U/ml, 1x10 ml Sy MordiskRroduction
HazBa npoaykTy Ta A03YBAHHA Aktpania® HM, 100 MO/mn, 1x10 Mn
45 avenue d'Orléans
28000 Chartres
F
Batch No: NT6BD38 Tel.+33 237 91 4100
Cepis Ne Fax.+33 2 37 30 18 77

1 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 |ocal 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.

LmM A 33cBia4yI0, L0 BULLEsKa3aHa iHPOPMALIA € AOCTOBIPHOW i TauHol. flaHa cepin NpoAyKLIT 6yna BuroTosneHa
{(BKAKOUAIOYUW YNAKOBKY / MapKYBaHHS!) | NPOBEAEHD KOHTPOAL i1 AKOCTI Ha AlnaHui(-kax) B NOBHiA RIANOBIAHOCTI 3
BAMOraMu GMP, BCTaHOBAEHMI MICLLEBUM PETYARTOPHM OPraHoM, a TAKOX Y BIANOBIAHOCTI 3i cneydikaLiamm, Wo
MICTATLCR B PRECTPALAHOMY AockE. NPOTOKOAM BUPOBHULTBEA, YNAKOBKK Ta aHanisy 6ynu nepepipeHi | BCTaHoBACHO
BignoBigHicTL GMP,

This batch is certified by a Qualified Person delegate.
Lis cepis cepTudikoBaHa YNOBHOBAXEHOK 0CoGOH0,

2024-05-03

QP-delegate 7 CBZX (Caroline BILLIAUX)
Quality Department
Novo Nordisk Production SAS

France

¥noeHpBa)eHa oroba

Biaain akocTi

Hoso Hopgick I'Ipop.noxr:bou CAC, ®paHuis

Page 4 of 4



JAEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJHIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoB. Ceitmmaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: {(044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKiCTHL BBE3€HOI0 B Y KpaiHy JikapchbKoro 3acody

04.04.2025 Ne 16383/25/10

AKTPAIL/|[® HM

{HallMEHYRAHHA MiKapCLKOTo 3aco0y 3riqHO 3 peccTpaniiinm MOCBiIcHAAM )
Po3IHH A4 iH" eknii, 100 MO/ma oo 10 ma y guiaxoni; mo 1 paakony y KapronHiid kopodmi

(topMa BHITYCKY, 103YBAHHSA, RAJ] HAKYBAHAA JTiKApCLKOTO 33c00Y)
Howmep peectpaniiinoro nocsimacras UA/0325/01/02 crpok gii peectpaniiinore nocsimaenns 01.01.2099
Cepin mikapcrkoro 3acoby Ne PT6GBS7 KimukicTs EBe3cHOTO JiKapchkoro sacoby 13000

BrpoSruk Hoso Hopick Ipomokcson CAC, OpaHuis

(HaliMeHyBaHAA BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiHa ToXoKeHHA)

Beezeno B Yxpainy ToBaprcTBO 3 00Mexkenoio BinmoBinaasnicTio "Hoso Hopaick
Yxpainma", inenr. xox: 41467446

(HailiMeRyBanmHA Ta ko[ 2a €/IPTIOY loprmriHol ocobn abo mpizeume, iM'A, 0o GaThkoRi izl
ocobu - miampuemna, 1i Miclie MpoXKHBAHMHA Ta peccTpaniifmiii HoMep oOMiKORO] KAPTKY IIIATHHKA
IOJATKIB a0 cepifl Ta HOMep TACHOPTa)

I potokoen Bizsyannaoroe xoaTpomo Bix 04.04.2025 Na 1045/1.

3a pe3yNbTATAMH JCPHKABHOTO KOHTPONIO BCTAHOBICHO, IO IIKApchKOd 3acil BBeseHo B Ykpaimy 3

JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a0e3MeIcHAA SKOCTI MKapChKAX 3acobiB.




Certificate of Analysis

Ceprudpixar AHamisy

ACTRAFID HM 100 IU/ML
1%10ML

Awrpanion HM 100 MO/mn,

Order Number
BamoBneHHs Na

Date of Manufacture + 11/2C24

JaTa BUpoOHUIITEA

1%x10 mam

novo nordisk”

Here Hopoice lMpooprcecs CAC
4%, aBempo 0'Cpneas, 238000, HDaprp,
dpaHuig

Ten. 02 37 51 41 00
®amxc, 02 37 30 18 77

: CO0CT7794702-10

Product No. 71262159

Oponyxr No

Batch Number : PT6GB57 Date of Expiry : 04/2C27
Cepis No JaTa =2aKiHYEHHA CTPOKY IPMIATHOCTIL
Itam No.: 5820156 Batch No.: PTEFPG6 Ext Spec: 50201XX-990
Components Results Units Note
[IoK a3HMKHN FPesyneTari Onmumu i TorpaiTea
Macrosccey COMEFLIES

onmc Binnceimae

Identity of human insulin COMELIES

IoeuTuhikauia idcyniny Binnceimae

Assay of insulin 98 I0/ml

KinwkicHe BM3HAUeHHA iHCYyniny MO/ wr

PH 13

PH

High molecular weight proteins 0.2 %

BUCOKOMCNeRYIARHL Sinem

221 desamidec insulin 0.4 E

221 Jemamipcivcynix

Nther related proteins 0.4 %

Inmi cncpipseni Oimem

Zinc total 21.2 pgsml

LuHE SATANEHIH wEeT S 1am

Bacterial kndotoxin <10 Iu/ml

BarrepianeHi @HOOTORCMHK MO/ nar

Sterility COMPLIES

CTepUMNEHIiCTE Bignceimae

ID of preservatives COMPLIES

IoeHTHGiIKANIA KOHCEPBAHTiR Bignceinmas

Metacresal Sl mg/ml

Merakpezon M/ MIT

Particles »>= 10 pm/container 47

MexaHiyHl BINKYEHHA >= 10 MEM/KOHTEHHED

Particles »= 25 pm/container

MexaHiyHl PXIKYEHHA >= 25 MEM/KOHTEHHEpD

2024.12.18

ALFRED BERINGER
Quality Department

This Certificate is generated by a computer gquality system and inc

signature

This Certificate is generated by a computer guality system and includes an el%/t
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Ukraine Batch Certificate

: L
Ykpaida Ceptudikar akocTi novo nOITIJSk
Product Name and Strength;  Actrapid ® HM, 100 IU/ml, 1x10 ml TR Mo
Ha3ea npoaykry Ta A02yBaHHA AxTpanig® HM, 100 MO/Mn, 1x10 mn

45 avenue d'Oridans

Importing Country: Ukraine e
Kpalia roprep Yepaia L
Dosage form / Package size: Solution for injection, 100 IU/m], vial
Jlikapceka gopma /po3mip ynakosku Po3qvH Ans iH'exuii, 100 MO/mn, pnakoH
Batch No. / size: PT6GB57 / 24.480 packages/ynakoBoK
Cepin Nz / Poamip
Order No: 0007794702
3amoBnaHHA No
Date of Manufacture: 1172024
Aata BupobHnLTEa
Date of Expiry: 04/2027

TepMiH NpUAATHOCTI

Registration certificates No: UA/0325/01/02

PeectpaujitHe NocalgueHHA Ne

Drug Product Specification: HMG-50201x¢-2007-Jan-17-8F-COS/]BLA-FPS

Cneuudikallis roTosoro nikapcexoro 3acofiy

Methods used: Stated in the approved Drug Product Specification, Version
8.0 verified in the Novo Nordisk Registration System,
Sacrocosani MeTogu; 3azHaueHi B 3aTeepAxeHili cneywdikalll Ha roToBKiA nikapceKWid 3acib, pepcin

8.0 sepudicoBaHa y peecTpaujiinil cucteml Hoso Hopgick,

Analysis results see Electronic Certificate of analysis
PeaynsTaTtn aHanizy AMBUCL
Manufacturer of the finished product and responsible for batch release:
Novo Nordisk Production SAS, 45 avenue d’Orleans, 28000, Chartres,

France

BupoGHWK BignoalansHwiA 3a BUNYCK cepii roToBOro AikapckKoro 3acoby:
Hoeo Hopgick NMpogtokckoH CAC 45, aBeHio 4'0OpaeaH, 28000, Laptp, ®paHula

Manufacturing Authorization No. M 20/033
fiueHsia Ha BUPOBHULTED Ne M 20/033

Certificate of GMP compliance of a manu‘f
CeprudikaT GMP N2 2020/HPF/FR/126

Page 1 of 4




Ukraine Batch Certificate

¥kpaina CeprudikaT akocti

Product Name and Strength:

Hasea NnpoAyKTy Ta po3yBaHHA

Actrapid ® HM, 100 IU/ml, 1X10 m
AxTpania® HM, 100 MO/ma, 1x10 mn

<

novo nordisk”

MNovo Nardisk
Praduction SAS

45 avenue d'Onéans
2B000 Chartres

Batch No: PT6GB57 okt i
Cepinihe Fax 33237301877
Test item/Component Acceptance Criteria Result Unit Notes
Mokasksmuku akecT Cneundikauia PesynbTaTin OauHvui MpyUMiTKA
{Brmory MKA) BAMIPIOBAHHA
Macroscopy Neutral, clear, colorless See COA <none>
Onne liquid, free from turbidity =~ Aue. <He
and foreign matter; during  CepTudlkat  3acTocosyeThea>
storage, traces of a very <helloy
fine sediment may be
deposited,
HelATpancHuid, npo3opwuis,
BeabapBHUiA posunH
NOACLKOrO IHCYNiHY, BIABHWIA
Bif CTOPOHHIX YacToK.
Mpia 36epiranHH] MoxyTh
BUABAATMCA crign Ayxe
TOHKOIO Ocagy
Identity of human Correspondence of the See COA <none>
insulin retention times of insulin ~ Aua. <He
IaenTnglkalln (IHcynin) peaks on the Ceprudikar  3acToCoBYETLCA>
chromatograms of the awanizy
tested and corresponding
reference solutions,
BlanosigHicTb yacie
YTPUMYBAHHA NiKiB iHCyAiHy
Ha XpoMaTorpamax
BUNpobysaHoro i
CTAHAAPTHOrO Po3YuHIiB
Assay of insulin 95 - 105 IU/ml See COA IU/mi
KinbkicHe BraHavueHns (iHcynlH) (3.29 - 3.64 mg/ml) Aus, MO/mn
85-105 MO/MA Ceprudikar
(3,29-3,64 mMr/mn) ananizy
pH 70-78 See COA <none>
Thomo Ave. <He
— CepTudikaT  3aCTOCOBYETLCH>
. dHanisy
High molecular weight Qjeﬁsa‘\s nows See COA %
proteins 5}1 fﬂ Ave.
BucokomonexkynapHi Ginku rip L Ceprudikar
Hanpmleui TEPMiHY3 /- aHanisy

A21 Desamido insulin
A21 fesamigo iHcynin

Other related proteins
IHWi cnoplgHeHi Giakn

MAATHOCTI: 52, 0,9'6‘

3
"Hd -1._.

Release: <3.0%
Shelf life: < 6.0 %
Mpwn Bvnycky: <3,0 %
HanpukIHui TepMiHy
36epiraHHs; £6,0 %

Page 2 of 4




Ukraine Batch Certificate

YxpaiHa CeptugikaT axocTi

Product Name and Strength:

Ha3pa npoay«Ty Ta A403yBaHHA

Batch No:
Cepla Ne

Zinc total
3aranbHWA BMICT UAHKY

Bacterial Endotoxin
bakTepianbHi EHEOTOKCUHM

Sterllity
CTepuABHICTL

ID of preservatives
IaeHTUdiKaLA (MeTakpeson)

Metacresol
BMicT meTakpesany

Particles
>=25um/contalner
MexaHiuH| BKNIQUEHHA >=25 MKM

Particles
>=10pym/container
MexaHiMHi BKAIOYeHHA >=10 MKM

Actrapid ® HM, 100 IU/mi, 1x10 m

AkTpania® HM, 100 MO/mA, 1x10 MA

PT6GB57

£40.0 yg/ml (Equivalent to  See COA Hg/ml

40.0 ug/100 1)

He Glabiue Hbx 40,0 Mxr/mn
(40,0 Mkr/100 MO)

< 80 IU of endotaxin/ 100
IU ef insulin

<80 MO eHzoToKCHHY /

100 MO iHcyniny

Sterile
MNoBuHeH GyTh crepUAEHUM

Correspondence of the
retention times of
metacresol peaks on the
chromatograms of the
tested and corresponding
reference solutions.
BlanoslgHicTL yacle
YTPUMYPAHHA NiKiB
METaKPE30Y Ha
XpoMaTorpamax
BUNpPobYRaHOTO |
CTaHARPTHOMa po3YKnHIe
2.7 - 3.3 mg/ml

2,7 =33 MmriMn

Complies
Bignoeiaae

Complies
Bianosigae

Page 3 of 4

.E!'laniﬁ?' MEHTIB

Aub, MKr/mn
Ceprudikar

aHanisy

See COA IU/mi

Awna. MO/mn
CepTuglkar

aHanisy

See COA <none>

Awue. <He

CeptidikaT  3aCTOCORYETHLR>
avaniay

See COA <none>

Ave, <He

CepmwdikaTr  3acTocoByeTbCA>
aHanisy

See COA mg/mil
Ana. Mr/an

Ceprwidikat
aHaniz

FEAnNTE

CepTndikar ncw/q@ :

novo fiordisk”

Novo Nordisk
Production SAS

45 avenue d'Orléans
28000 Chartres

France

Tel.+332 37 91 4100
Fax.+33 2 37 3018 77



Ukraine Batch Certificate

YkpaiHa CepTigikaT akocTi
. j Novo Nordisk
Product Name and Strength:  Actrapid ® HM, 100 IU/ml, 1x10 m detidea A
Ha3sa npoAykTy Ta Ao3yBaHHS AxTpania® HM, 100 MO/mn, 1x10 ma
45 avenue d’Oridans
) 28000 Chartres
France
Batch No: PT6GB57 Ted,#33 2 37 91 41 €0
; Fax.+33 2 37 30 18 77
CepiA No

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 |ocal 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 revlewed and found to be in compliance with GMP.

LIMM R 3aCBIAYYIO, WO BULLEBKa3aHA iHpOPMALIA € AOCTOBIPHOIO | TOUHOID, lana cepif NpoAyKLUl 6yna BUroToBAEHa
(BKUIOYaIUM YNAKOBKY / MAPKYBaHHRA) | NpoeegeHo KOHTPOA if SKOCTi Ha AINAHLI{-K3xX) B nosHili gignoeigHocTi 3
BUMOramMn GMP, BCTAHOBAEHMMI MICLIEBAM PEryARTOPHUM OPraHOM, 3 TaKOX Y BIANOBIGHOCTI 3i crneyuglkaviamg, Wo
MICTATRCA B peecTpauiiHoMy A0ckE, [TPOTOKOAM BUPOBHWALTEA, YNAKOBKYM Ta aHaNisy 6y MepepipeHi | BCTAHOBASHO
BignoeigHicTe GMP,

This batch is certified by a Qualified Person delegate.
Us cepin cepTndlxopaHa ¥nosHoBaxeHo oco6oio.

2024-12-18

QP-delegate / Alfred BERINGER (AFDB)
Quality Department
Novo Nordisk Production SAS

France

YnosHopaxeHa ocoba

Bigain akocTi

Hoeo Hopgick MNpoglokceoH CAC, GpaHuia
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