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' JIEP)KJHKC.HY)KBA
AEPHKABHA CJIIYIKBA 3 JIII(APCI)I{If.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCBLKIN OBJIACTI

npocnext Banepis JIoGanoschbxoro, 51, M. Kuis, 03110, ten/dpaxc: (044) 363-06-50
-mail: dls.ko@dls.gov.ua,https://www.dls.pov.ua. Kox €IPTIOY 37078774

BUCHOBOK
NPO SIKICTH BBE3EHOI0 B Yxpainy Jgikapesxoro 3acoly

19.02.2021 - Ne 6232/21/10

JEBEMIP® ®JIEKCIIEH®

(naliMenyBaHH nikapchkoro saco0y 3TifHo 3 peccTpanifium MOCBIMEHHSAM)
Po3uMH ps in'exmiii, 100 OJ/aur; o 3 ma Y KapTpuki; no 1 kaprpuky B 6aratonozoniii
OAHOPA30BiH MNpPHU-pY4Ni; Mo 5 WMPAL-PYYOK Y KAPTOHHIi Kopobui

((hopma sanycky, go3yBauHs, by NaKyBaHHA JHiKapehKoro 3acofy)
Howmep peectpauiitnoro noceinuenns UA/4858/01/01 CcTpok Aii peectpauiiinoro nocsiguenns 01.01,2099
Cepia nixapeskoro 3aco6y Ne KR7SE31 Kinskicts Bresenoro nikapesxoro sacosy 6480

BrpoGunk A/T Hoso Hoprick, anis

(natimenyBaHng BHpoGHHKA niKapceKore 3acoby, kpaina MOXOUKEHHSA)

Beesero B Vpainy Tosapucrso 3 o6memxeH0I0 BignosizaasnicTo "Hogo Hopaicx
Yxpaina", inenr. xox: 41467446

(naliMerypanns ta xog 3a €APTIOY fopuaHoil 0coGn abo npissuine, iM's, no 6arskosi (isaumol
0c06H - nignpuemus, i Micne NIPORHBAHHA Ta peecTpaulifHyii Homep o6nikosol kapTku mnaremka
monarkis a6o cepis Ta Homep nacriopra)

Hporokon Bisyansnoro konrpomo six 16.02.2021 N 0370/2.

3a  pesyJsTaTaMH  JepKABHOrO KOHTPOJIIO  BCTAHOBJIEHO, LU,? JiKapcekuii  3aci6  BBeseHo B Vkpainy 3
AOTPHMAHHSIM BUMOT 3aKOHOJABCTEA II0O safesneycHns 1 JocTi niKapceKux 3acobib.
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Certificate of Analysis

Novo noreisk

Novo

Nordisk A/S
Nove RAlié

2880 Bagsvaerd

Denmark

Tel. +45 4444 §BIS
Fax. +45 4449 (555

LEVEMIR FLEXPEN 100 U/ML 5X3 ML Crder Number : 0007732891-10
3akaz No
JIEBEMUP @JIEKCIIEH 100 EN/MII 5X3 MII Date of Manufacture : 06/2020

[ara npousBoOCTEa
Product No. : 7200320

Mponyxr No

Batch Number : KR75E31 Date of Expiry : 11/2022
Cepusa RNo Cpox roOHOCTH

Item No.: 5099031 Batch No.: RKR74M19 Ext Spec: 50990XX-990
Components Results Units Note

Komnonenu Pesyneraru EnuHMLa NMpumeuanue

Macroscopy COMPLIES

Onncaxne CooTeercrayer

Id of ins detemir COMPLIES

NoanuenocTh MHCYNMUHA deTemup CouTReTCTRYET

Assay of ins detemir 2415 nmol /ml

Kanuuecrsennoe cnpenenenue UHCYIMHE LeTeMyp HMONE /M1

pH 7.39

pH

High molecular weight proteins 0.1 ¥

BlcokoMONe kY nARHHE SenxK

B3 desamido ins detemir <0.2 k4
B3 Desamuuo wheynuna neremup

Insulin detemir rel impurities 0.7 %

Pogcrseniine COCOUHEHMA UHCYNWHA AcTemMup

Zinc total 63.5 ng/ml
QBwHi unnk Mt/
Bacterial Endoteoxin <10 IU/ml
HaKTeprantubie 3HAOTORCHHR Efl/Mn
Sterility COMPLIES
CTepuneHoCTL Cooreercrepyer

ID of preservatives CCMPLIES

Noeanuniocers xoucepsanTos Caorsercrayer

Metdcrescl 2,11 mg/ml
Morakpeson MI/Ma
Phenol .1l.85 mg/ml
deHon M/ un
Freezing point depression 0.52 Celsiua
MonuxeHue Touky SaMep3aHua llenecua
Particles »= 10 pm/container 113

Mexanudeckun BKIKYEHNA >= 10 MrM
Particles »= 25 pm/container L

Mexatuueckue srnouenmg == 25 KM

TouyHocTs OOBHMPOBaHUA : CooTBeTCTRYET
Dose Accuracy: Complies
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Batch certificate

Ceptudukar Kauecrsa

Levemir® FlexPen®
100 U/ml, 5x3 ml
NeBemup® OnexclleH®
100 EQ/mn, 5x3 mn

Product name
Hassanue npoaykTa

Product No: 7200320
Mpoaykr N2

Batch No.: KR75E31
Cepun N2

Dosage form:
JlekapcrBeHHan dopma:

Batch size:
Pa3aMep cepuu:

Importing Country:
WMnopTupyiowan crpana:

APL:

I\ /5
navo nordisk”

Order Number: 0007732891
3aka3 N¢

Date of Manufacture: 06/2020
Hata npow3ssoacTea

Date of Expiry: 1172022

Cpok rogHocTH

Solution for injection, 100 U/ml,

in a pre-filled multidose disposable pen FlexPen®

PacTeop ans vHvekuuii, 100 Ef)/mn,

NPEeABApUTE/IbHO HaNOJ/IHEHHAn MHOroA030Ban 0AHOPas0Ba
wnpuu-pyudka dnekcleH®

16.314

Ukraine
YKpauHa

1 m! of the solution for injection contains 100 U (= 14.2 mg) insulin detemir (rDNA)*

1 pre-filled pen contains 3 ml equivalent to 300 U.
1 unit (U) of insulin detemir corresponds to 1 IU of human insulin.
* produced in Saccharomyces cerevisiae by recombinant DNA technology.

AKTHMBHOE BELIECTBO!

1 M5 pacTBOpa Ans MHbEKLMN coaepxuT 100 EQ (= 14,2 Mr) uHcynuua aAetemunp (pAHK)*
1 NpeaBapUTENnLHO HanonHeHHan Wnpuu-py4ka coae

PXWT 3 Mn, 4TO 3KBUBaneHTHo 300 E;

1 eauHuua (EQ) nHeynuna ACTEMMUD COOTBETCTBYET 1 ME yenoseyeckoro UHCYNUHa.
* Npon3BeaeHHbIH No TeXHoNorum PAHK B Saccharomyces cerevisiae.

Marketing Authorization N2 UA/4858/01/01

PerucrpauuonHoe Cenperenncreo NO UA/4858/01/01

Valid for unlimited period
AeAcTBUTENLHO Ha HEOrpaHUUEHHBIH CPOK

This batch of product is in compliance with the approved specification/Quality Control Methods
AaHHas cepus cooTeeTcTBYeT TpeGoBaHUAM yTBEPXAEHHONW cneuundmkaumun/MKK.

Results of analysis:
PesynbTaThl aHanuaa:

See Certificate of Analysis, enclosed
CwM. CepTudmkar AHanusa, npunaraercs

Components Results Units Specification Methods
HopmaTusHble nokasatenu PeayneTathl EamMHMLBI Cneunduxauun MeToabl
(TpebosaHus MKK) - o e
Macroscopy See COA <none> Complies? Visual inspection
Maxkpockonus Cm. Ceptudnkar  <pe Cooreercayert! BESVaﬂbeM KOHTPO/b
AxHanusza NPUMEHUMO> N? A3196a
Identity of insulin See COA <none> Complies? RP-HPLC
detemir Cm. Ceptucukar  <ne CooTsercrayer? Q;D B?E)KX
NaeHTUDUKAUMA MHCyNUHa AHanusa npUMeHUuMo> N2 A35923
AeTemMup 'f’ imVKpai;,eh
?:gl& o WOPATC,
v & b
“ 57 2%
o5 3
15 2\ 4y &
e
o %%‘
Novo Nordisk A/S Navo Al Telephone: \if’& ; &
DFP Quality Support 5AS.224 +45 4444 88883 0 Higue com
DK-2880 Bagsvaerd L RN 1of 53
Denmark wiww, novangrdisk.com

CVR Number:




Product name
Hasesauue npoaykra

Product No:
MpoaykT N2

Batch No.:
Cepus N

Dosage form:
INexapcreeHHasn topma:

Batch size:
Pa3amep cepuu:

Components
HopmMaTtueHbie nokasatenu

‘Assay of insuiin

detemir?
KonuuyecteeHHoe
onpeAeneHne MHCYNWHa
aeTemmp3

pH

High molecular weight

proteins

MporenHs ¢
MONEKYNAPHLIMU Maccamu,
NPEesbILIAWMNM X
MONEKYNApPHYIO Maccy
WHCYNMHa

B3 desamido insulin
detemir

B3 HeaamuaouHcynuu
AeTeEMUp

Insulin detemir

related impurities
ConyTcTByioLMe npumMeci
MHCYNWHA JeTeMup

Zinc total
O6WMiA UUHK

Novo Novrdisk A/S
DFP Quality Support

o

Levemir® FlexPen® Order Number: 0007732891
100 U/ml, 5x3 ml 3akas N2 f ;i
WOv0 nardisk
NeseMnp® dnekcleH® :
100 EA/Mn, 5x3 Mn
7200320 Date of Manufacture: 06/2020
flata npounaBoacrea
KR75E31 Date of Expiry: 11/2022
Cpok rogHocTu
Solution for injection, 100 U/ml,
in a pre-filled multidose disposable pen FlexPen®
PactBop ans wHvekuwii, 100 EA/mMn,
npeaeapvuTeNbHO HaMonHeHHas MHOroA03083as
OAHOPa30Ban Wnpuu-pyyka dnekcleH®
16.314
“Results 7 Units T Specification T Metheds T
PesynotaTh EavHnybl Cneundukaums MeToabi
See COA nmol/mil Release: RP-HPLC
Cm. CepT“¢MKaT HMO“I:,M.” 2323 - 2483 nmol{m{ Od BIXX
AHaNM3a [96,8 - 103,5 %] N2 A3592a
Shelf life:
2280 - 2520 nmol/mi
[95,0 - 105,0 %]
Boinyck:
2323-2483 HMone/Mn
{96,8-103,5%),
Cpok rogHocTH:
2280-2520 HMONb/MA
(95,0-105,0%)
" SeeCOA T <nones " Release: 7,30 - 7,52 ph.EurjusPp
CMm. Cepr‘cb“KaT <He Shelf life: ?,25 - 7,56 EBp. CD/ ¢J clua/
Bbinyck: 7,30 - 7,52 . AnoHum
3 NpUMeHUMo>
Ananuza i Cpok FOAHBCTH: 7,25-7,56
See COA % Release: < 0,9 % GPC-HPLC
Cwm. Ceprutcpukar Shelf life: £ 1,1 % MX-B3XX
AHanvaa Boimyck: £ 0,9 % N? A3591a
Cpok rogHocTi: < 1,1 %
See COA % Release: < 1,0 % IEC-HPLC
CMm. Ceprudukar Shelf life: < 2,3 % NOX-B3XX
AHanuaa Boinyck: < 1,0 % N2 A3593a
Cpok rogHocTH: < 2,3 %
See COA Y Release: < 1,7 % RP-HPLC
Cm. Ceptudmkar Shelf life: £ 2,2 % O® BIXKX
AHanusa Beinyck: £ 1,7 % N2 A3592a
CpoKk rogHocTH: < 2,2 %
C/gn Vkpaé;,:’%
See COA pg/mil 58,9 - 71,3 pg/mis ™t o WOl ey e e p/3pe
Cm. Ceptudbukar  mxr/mn 58,9-71,3 mkr/Mgh & £ 7 O EBp A CLIA/
AHanusa 2 *B
o5 : j
S © o
o S
Novo Allé Telephone: \‘3%%@ *:“\\0’ 2
5A5.224 +45 4444 8888 ‘Etanoygneiy® com
DK-2880 Bagsvaerd I e 20f5
Denmari www.navanordisk.com
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Preduct name
HassaHue npogykTa

Product No:
Mpoaykr N9

Batch No.:
Cepua N

Dosage form:
JlekapcTBeHHas dopma:

Batch size:
Paamep cepuum:

Components
HopmaTtueHble nokasartenn

‘Bacterial Endotoxin

bakrepuanbHbe
3HAOTOKCUHLI

Sterility
CrepunsHocTs

Identity of

preservatives
MaeHTudmkauma
KOHCepBsaHToB

Metacresol
MeTtakpeaon

Phenaol
deHon

Freezing point

depression
MoHux)eHne ToukK
38MEep3aHuA

Novo Nordisk A/g
DOFP Quality Support

“Results

Levemir® FlexPen®
100 U/mil, 5x3 ml

Order Number: 0007732891

3akas N° nova nordisk”

NesemMup® dnekclen®
100 EA/mn, 5x3 Mn

7200320

KR75E31

PeaynbTarsi

Y e

Cm. Ceptucpukar
AHanuza

g

Cm. Ceptudukar
Axannza

See COA
CM. Cepruchukar
AHanusa

See COA
Ch. Ceprudbmkar
AHanu3a

See COA
CMm. Ceptudmkar
AHanuza

See COA
Cm. Ceptucbukar
AHanusa

Novg Alle
5AS5.224

DK-2880 Bagsvard

Denmaric

Date of Manufacture; 06/2020
daTta npowssoacrea
Date of Expiry: 11/2022

Cpok roaHocTu

Solution for injection, 100 U/ml,

in a pre-filled multidose disposable pen FlexPen®
PactBop Ana unwexkuuii, 100 EO/Mn,

MPEABAPUTENLHO HANOMHEHHAs MHOrOA030BasA 0AHOPE30B:
wnpuy-pydka dnexkclleH®

16.314
Units Specification Methods
EavHuubl Crneundukaums MeToab!
(TpeGosanus MKK)
U/ml < 80 IU of endctoxin/ Ph.Eur. Method D
EQ/mn 100 U of insulin detemir  USP/JP Kinetic Chromogenic
<80 E[ 3Hg0TOKCHMHA Ha Method
100 EA uHcynuHa Esp. ¢o., MeTog D/
AETeMup ¢. CWA/ ¢. Anokuuy,
KUHETUHECKUIA XpOMOreHHbIi
s e oo ENOR e,
<none> Complies Ph.Eur./USP/IP
<He CooteetcTayer Membrane filtration method
NpUMEHHUMO> Eap. d./¢. ClUA/
@. AnoHum,
METOA MeMBpaHHOW unsTpau
<nona> Complies® HPLC
<He CooTBetcreyer” BIXX
NPUMEHUMO> N A2461a
mag/ml Beinyck: HPLC
Mr/MA 2,00-2,23 mr/mn B3XX
CpoK roaHocTM: Ne A2461a
1,92-2,27 mr/mn
mg/ml Boinyck: HPLC
Mr/Mn 1,73-1,95 mr/mn B3XX
Cpok rofHocTL: N¢ A2461a
1,67-1,98 mMr/mn
Celcius 0,47 -0,57 °C Cryescopy
Lenbcus Kpuockonus
N2 A24953

Teleghone:
+45 4444 8383

30of5

CVYR Number:




Product name
HaasaHue npoaykTa

Product No:
MpoaykT N2

Batch No.:
Cepusi N2

Dosage form:
llekapcrBeHHan dopma:

Batch size:
Pasmep cepun.

“Components

HopmaTusHble nokasaTtenu

Particles

210pym/container
MexaHuuyeckue skOYEHUA
210 MKM

Particles

225um/container
MexaHuyeckue siuloyeHus
=25 MKM

Dose accuracy
TouHocTb Ac3MpoBanHus

1. Complies means that the sample is a colourless li
of a very fine sediment may be deposited./ Coors
GecLBeTHYI0 XWAKOCTh 63 MOCTOPOHHWX BKIIOYE

Levemir® FlexPen®
100 U/ml, 5x3 mi
JNleBemMup® OnekclleH®
100 EA/MA, 5x3 mn

AHanusa

KONMUYECTB QUEHb TOHKOro ocagka.

2_ Complies means verified as insulin detemir./ CooTeercTBME O3HauaeT

AeTemup.

3 — In the insulin detemir assay quantification Is performed by
as the four degradation products: desPhe(B1)-N-oxalyl-Val(B
(A21) insulin detemir and the possible racemisation produ
ONpEeACNEHUA NpU pacyeTe CyMMUPYIOTCH NAOLEAM MUKOB
AecPhe(B1)-N-okcatna-Val(B2)-uHcynuHa AeTeMup,
¥ BOSMOXHOrO npoaykra pauemusauuu ~B-Phe(B1)
4 - This method complies with the requirements in
monographs for Insulin injection products in JP,
TpeboBaHusmM MoHorpatdhuu «fpena

npUMeHUMo >

PaTkt KHCY/IMHA MHBEKLIMOHHBLIE® EB

Order Number:
3akas N?

o
0007732891 i
novo nordisle’

quid free from turbidity and foreign matter. During storage traces
€TCBWE O3HAYAET, YTO NPOAYKT NPEACTaBAsiET coboi Npo3pavuHyio,
HWA. B npouecce XpaHeHUsi BO3MOXHO obpa3oBaHue cneposbix

MOMAOKUTENBHYIO WAESHTUDUKALMIO WHCYIMHA

summation of the areas of intact Insulin detemir as well

2}-insulin detemir, B3 desamido Insulin detemir, desamido

ct D-Phe(B1) insulin detemir./ B xoge konwuecTeeHHoro

MHCYNWHA OeTeMup U YeTbipex NPOAYKTOB PA3NOXKEHUA:

WHCYnvHa . SAinoHuK, Hanpumep, «MsodaH WHCyuH ans UHBEKLIMA»,

5

vaeHTUMKaUWio heHona u MeTakpesona.

Nceovo Nordisk A/s
DFP Quality Suppart

Nava Allé

5AS.224

DK-2880 Bagsvsard
Denmark

- Complies means verified as metacresol and phenol, respectively./ Cooteercreme o

Telephone:
+45 4444 gssg

(74
80 o WORAIET

B3 aeaamugonHcynuHa aetemup, Ae3aMnio(A21)uHcynmMHa geTeMup
WHCYNWHa aeTemup.
the monograph for Insulin preparations Injectable, Ph.Eur. and the
e.g. Isophane Insulin Injection./ danHbili meTon COOTBETCTBYET
P &. n MOHOrpadUii Ha MHBEKLMOHHLIE NPOAYKTHI

12 T ['IOJ'!O)KMTGI‘II:HY'O
¥ Yepaj

Y
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6 e W
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) 40f 5
wwin.novonordisk.cam

CVR Number:

7200320 Date of Manufacture: 06/2020
[ata npoussoacTea
KR75E31 Date of Expiry: 1172022
Cpok rogHocTtu
Solution for injection, 100 U/ml,
in a pre-filled multidose disposable pen FlexPen®
Pacteop ans uHbekumid, 100 Efl/mn,
NPpeaBapuTesIbHO HaNOAHEHHAA MHOTOA030Ban OAHOPa30B:
wnpuu-pyyxka GnekcleH®
16.314
Results UnitsSpedification " Matheds T
PeaynbraThi EAWHWUbI Cneunduxkayms MeTogbl
(TpeGosaHusn MKK)
""S"éé"éé}u\'”"""'"'“""""";'ﬁ'{j},‘é;"“””““‘é"'is'ﬁb’d}&&ﬁiéiﬁé}?"“""”’“‘""'bﬁi’éﬁi;ii&é’ﬁh’iﬁ"'”""
CM. CepTudpukar <He < 6000/koHTEHHED Esp. ¢./d. CLUA/
AHanusa NPUMEHUMO > &. AncHumn
See COA <none> < 600/ container Ph.Eur./USP/IP
CM. Ceptudmkar  <ue = 600/koHTeiRHep Esp. ¢./¢. CLUA/
AHanusza npumMeHnMo> . AnoHuu
See COA <none> + 5% for dose level 216.QA.005
CM. Ceptudpukar  <ue 50U
£5% pana gossl 50 Ef




Product name
Hassanue npoaykra

Product No:
Mpoaykt N°

Batch No.:
Cepusa N2

Dosage form;
JekapcrBeHHan dopma:

Batch size:
Pa3mep cepuu;

Levemir® FlexPen®
100 U/mi, 5x3 mi
TNleBeMUp® OnexclleH®
100 EA/mMn, 5x3 mn

7200320

KR75E31

Order Number: 0007732891

3akaz N° novo nordisk”

Date of Manufacture: 06/2020
Larta npoussoacrea
Date of Expiry: 11/2022

Cpok roaHocTu

Solution for injection, 100 U/ml,

in a pre-filled multidose disposable pen FlexPen®
Pacrteop anst uHbekymii, 100 EO/Mn,

MPEABAPUTENLHO HANONHEHHAsA MHOrOA030Bas O4HOPA30B:
wnpuu-pyyxka onekcleH®

16.314

Certification statement / 3assnenue o cepTubrkalum

I hereby certify that the above infor
been manufactured, including pack
site(s) in full compliance with
the specifications in the Mark

mation is authentic and accurate. This batch of product has
aging/labeling and quality control at the above mentioned
the GMP requirements of the local Regulatory Authority and with
eting Authorization 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.

HacToswmnM s noateepwaato, uto BbILEYKA3aHHasA UH

Formulation, filling and ins

manufacturer: Novo Nordi
lNpowasogurens Hepo3dacoBaHo
OTBETCTBEHHBIN 33 BbINYCK cepu

Manufacturing Authorization No. 39528
Certificate of GMP compliance of a manufacturer No. DK H 00132620
JlueHsna Ha npouassoacTso No. 39528
Ceptudimkat GMP No. DK H 00132620

Date/Name:
Hata/®amunus

2020-10-05, Kay Sussie Geismar ,

7 ) Sk G~

Authorized Person

YNONHOMOUYEHHbIA COTPYAHUK

Quality Department
Otnen KavecTtsa

Novo Nordisk A/sS
DFP Quality Suppert

Navo Allé

5A5.224

DIK-2880 Bagsvarg
Denmark

pection of Penfill®, quality control and batch release responsible

sk A/S, Novo Alle, Bagsvaerd, 2880, Denmark
o NpoAyKTa, HanonHenus B NeHbUNN®, neperurasn YNaKOBKa, KOHTPOMb KayecTsa W
¥ KOHeyHoro npogykra: A/C Hoso Hopauck, Hoso Anne, barcsaepa, 2880, faHus

Telephone:
+45 4444 8888

50f 5

www. rnovanordisk.com
CVR Number:
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