HokymeHT ana cepun <JS68Y73> Tosapa <AkTpanug HM pacteop ans nHbvekumii 100 ME/mn dnakoHbl 10 mn Nel>
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HokymeHT ana cepum <JS68Y73> toBapa <Aktpanug HM pactsop ans unbekuuit 100 ME/mn dnakoHbl 10 mn Nel>

Certificate of Apalysis

1 Ceprucukar AHanuaa

novo nordisk

Nova Nordisk {S
2880 a."?v..rﬁ
Bemrk

Tel. +45 4444 8888
Fax. +45 4445 0555

ACTRAPID HM Order Number : 0007713157-20
AxTpanug HM 3akas Ne

100 ME/ML 1X10 ML Date of Manufacture : 03/2019
100 ME/mn 1X10 MR Aara nponasoacraa

Product No. : 7126123

Mpogykr Ne

Batch Number : Jsé8Y73 Date of Expiry : 08/2021
Cepun Ne Cpok ragHocTu

Components Results VUnits Notes
Komnonerrs Pesynetathi  EnuHuim Mpumeuarue
AZ1l desamido insulin 0.4 ¥

A21 fessmuaowrcynan

Assay of insulin 39 IU/ml

KonwuectaeHnoe onpeaenskme uncymana EL/mn

Bacterial Endotoxin <10 IU/ml

Baxrepuansime NG OTOKCUK EQ/Mn

High molecular weight proteins 0.2 ¥

BuicokomonerynapHme Se sy

ID of preservatives COMPLIES

MoanunHoecTs KoHcepsanTos Caorsercrayer

Identity of human insulin COMBLIES

NoanumiocTs venceesecxoro WHCYNWHE Coovsercrayer

Macroscopy COMPLIES

Onucanue Cocrsercrayer

Metacresol 354 mg/ml

MeTakpeson Mr/mn

Other related proteins 0.3 %

Opyrwe poncraensmie Gancy

Particles »= 10 um/containexr 93

PARTICLES »= 10 MM/CONTAINER

Particles »= 25 »m/container 18

PARTICLES >= 25 MM/CONTAINER

MAVC 075
5020109 JW54A487

Created on : 2019.06.27 11:46:41 uTc




AokymeHT ana cepun <JS68Y73> Tosapa <AkTpanug HM pactsop ans uHbekuuin 100 ME/mn dpnakorbl 10 ma Nel>

Certificate of Analysis

Ceprucbukat AHanuaa

ACTRAPID HM
AxTtpanug HM

Order Number
3akas Ne

novo nordisk”

Nove Nordisk A i
Nove

2880 Bagsvaerd

X

. +45 4444 ags

Fax: 14T 43348 a3

0007719157-20

100 ME/ML 1X10 ML Date of Manufacture : 03/2019
100 MEfmn 1X10 M1 fata npouasogcraa

Product No. 7126123

MpoaykT Ne

Batch Number : JS68Y73 Date of Expiry 08/2021
Cepun Ne Cpox roqHocTv

Components Results Units Notes

KomnoHenTs Pesynbratel  Egunusl Mpumedyarue

Sterility COMPLIES

Crepunsrocte CooTeetcTayer

2inc total 21.0 ng/ml

Oy ik

PH 7.3

pH
2019.06,27 Copenhagen
Marianne Vejborg Clausen
Marianne Clows 29

Quality Department

MAVC 075
502010¢

Created on

JWS54A87

2019.06.27 11:46:41 UTC
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LoKkymeHT ana Tosapa <AKTpaI1Mﬂ, HM pactsop ana MHbeKu,m 100 ME/mn dnakoHbl 10 mn No1>

SNATANERNARER

* IHaumenopanue qepkatens (Bragenbua)

YAOCTOBEPEHNS IERAPCTBEHHOrO Npenapara)

| YNAKOBKE, KOAWYECTBO NEPBHYHOI YNSKOBKH B

MHHHCTEPCTBC 3:1PABOOXPAHEHHA
POCCHHCKCH ®E{EPALIU

PQTHCTP&HHUHH{}E YROCTOBEPEHUE
JAEKADCTBEHHOIO HIpenapara 1 MEeIHNHHCKOTG NpUMEeHeH s

I N014272/02
(HOMEP PErHCTPALHONHOIO YAOCTOBEPEHIS IEKAPCTBEHHOTO NIpENapaTa)

Hoso Hopauck A/C, Hawna,
|

PErHCTPALMOHKOTO YA0CTOBEpPEHNS Nove Nordisk A/S

JAEeKapPCTBEHHOrO NpenaparTa

“|AZpec MECTOHAXOKICHNS NepKaTes

{Bragenbua) perucTPAUMOHHONO YIOCTOBEPEHNS | Novo Alle, DK-2880 Bagsvaerd, Denmark
[IEKAPCTBENHOrO NpenapaTa

Jlata rocyaapcTBeHHOI perneTpalny

! 20.04.2007
AEKAPCTBEHHOr0 Npenapara

{Cpox neHcTBHS PErHCTPAUHOHHOTO

Beccpouno
YAOCTOBEPCHUA IEKAPCTBEHHOr0 Npenapara

| JaTa BHeceHHs WIMEHEHHIl B PETHCTPALHOHHOE
YAOCTOBepenIe TeKapCTBEHHOr0 npenapaTa

(28Ta 33MeHbl PETHCTPAUHOHHOTO RR42.2008

Fndopmausis 0 3aperucTpupOBaHHOM NeKAPCTBEHHOM npenapare;

. | ToproBoe HanMeHoBaNMe 5 AxTpanua® HM

Mewaynaponnoe HENATEHTOBAHKO., AN
IPYNUHPOBOYHOE, HIH XHMHYECKOR
HaNMCHOBAHHE

Wneynuna pactsopumslit [4enoseueckuit rerto-
MHKEHEPHBIH]

Jlekapcrsennas gopya PacTBOp A8 HHBEKLHHA

Je3uposka 100 ME/mn

| Kauecrsennwiii coctas i koauuecTsenubIi cocran A€liCTBYIOUIHX BEINECTB H KA4ECTBEHHBII cocras. -

BCTIOMOTATEbHbLIX BeIIeCTB

|AHCYTIMH PACTBOPHMET [yenoReueck i renso-umsenepHsiii] 100 ME = 3.5 Mr, BCIIOMOraTenbHbE Bemecrsa

(UMHK (B BAZe WAHKE XNOPUAA), TIHUEPHH (rniepon), MCTaKpe301, HATPHS THAPOKCH,

xnopumoaoaoponaax KKC0Ta, BOAA 4718 HH'bEi\uHH)

<Dop:ua BLINYCKA (leRapCcTBEHHAN qmpmn, {PACTBOP AT HibeKIMH, 100 ME/Mn (praron) 10 mm x 1 -

DO3HPOBKA, NePBHYHAN YNAKOBKA, KOJHYECTED [(navka xapTonnas);

JAexapcTeeHHoil GopMbl B nepsuyunoil ipacn'aop 14 nabekLi, 100 ME/va (xaprprax s
swnpnu-pysike Prexcllen®) 3 ma x 5 (nauka
noTPeGiTeNLCKOH YNAKOBKE, KOMAIEKTHOCTS) ':\apmﬁﬁax)

PEKBH3HTLI HOPMATHBHON JOKYMEHTALMN i'l N0142T7i02 20{}407




AokymeHT ana Tosapa <Aktpanua HM pacteop ans nHbekuun 100 ME/mn pnakorsl 10 ma Nol>

C‘rpamsﬁa 2 perucTpauHoNHoro yaocrosepenua Ne T N0O14272/02

I]pamnoaﬂseuﬁme GJ0ANKH, YHACTBYOULIHE B NPOLICCCe NPOH3IBOACTBA JCKAPCTBEHHOTO Npenapara, ¢
YKa3aHNeM craanii NIPOH3IBOACTEA, HA3BAHHUI H QJBI\'TH‘{EEKHX ajipecoB MeCTOHAXOXKIeHHS

T1poussodcmen 2o0moesot Aexapcmeenioll hopsr ‘Hoso Hepauck A/C, Janua / Novo Nordisk A/S,
{ Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark
Hallas Alle, DK-4400 Kalundborg, Denmark

TIpouzsodcmeo comosoii aekapemaennodl hopoi 1 Hoso Hopauek Mponaxwn CAC, Opanuis /
|Novo Nordisk Production SAS, France

435 avenue d' Orleans, 28000 Chartres, France

Hpoussodcmeo comosol Aekapemeennoit giopast |Hoso Hopauck Ilponykao ®apmacsiotika 10
1 Bpasun Jitaa., Bpasuaus / Novo Nordisk
'Producao Farmaceutica do Brasil Ltda, Brazil
Avenida C, 1413 Distrito Industrial, Minas Gerais, Montes Claros, 39.404-004, Brazil

Hepeuynas ynarkoexa Hozo Hopasck A/C, lansa / Novo Nordisk A/S,
i Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark
Hallas Alle, DK-4400 Kalundborg, Denmark

epsuunasn ynaxoexa i Hoso Hopauck Tlpoaakws CAC, panuns /
;LNovo Nordisk Production SAS, France

45 avenue d' Orleans, 28000 Chartres, France

[Tepsuunas ynarosxa {Hoso Hopanck Mponyxao dapmackioTHka 10
1 Bpasun Jivaa., Bpasunya / Novo Nordisk
{ Producao Farmaceutica do Brasil Lida, Brazil

Avenida C, 1413 Distrito Industrial, Minas Gerais, Montes Claros, 39.404-004, Brazil

= : T : G
| Bmopuunar/nompedumenscxas ynaxoska :Hoso Hopmick A/C, Janus / Novo Nordisk A/S,
‘Denmark

Brennum Park, DK-3400 Hillerod, Denmark
Hallas Alle, DK-4400 Kalundborg, Denmark

Bmopuynas/nompedumensckas ynaxosra Hoeo Hopauex Mponakws CAC, ®Opanuns /
i Novo Nordisk Production SAS, France

45 avenue d' Orleans, 28000 Chartres, France

Bmopuwnas/nompedumensckan ynaxosxa Howso Hopmuexk [Mpoaykao ®apmacsioThKa 10
iBpasna Jlna., Bpasnnus / Novo Nordisk
| Producao Farmaceutica do Brasil Ltda, Brazil

Avenida C, 1413 Distrito Industrial, Minas Gerais, Montes Claros, 39.404-004, Brazi]

lpoussodumens (Boinyekaiouuti koumpoans xavecntea) Hoso Hopauex A/C, dawna / Novo Nordisk A/S,
Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark

X PTES A
s | . T
Ipoussodumens (Bainycxaouputi xonmpoas kavecmec) x/('-"o**“’ Ho8Y Hopamek Mpozaxwi CAC, Dpaduns /

A & ..,-a:\\ﬁéyé-’ﬂe isk Production SAS, France

45 avenue d' Orleans, 28000 Chartres, France
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