JokrymeHT ana cepumn <JR7W693> Torapa <MpotadaH HM MNeHPunn cycneHsuna ansa noaKoskHoro eeegeHus 100ME/mn
(KapTpuax) 3 mn Ne5>

| JUICHJEA PATIAS O COOTBITCTBAY

CACKUEAPARYT, |H’llllli Vi th”“!”i JLERIAPATIHIO O COOTRETOTRE N
OO0 "Hoeo Hopouer! Ly
Japeeucnipuposano : Mesepaitonias inenestis Peoepainied aaososolt cayueins Neof6 o oo Mockee ( awei
b1 JU37729003926 om 21.05.2003

' Aopec: 121614, o Mockaa, ya. Kpoiaaeras, o, 10, ath. A1 teaedoi: $(193)936-11-32.

B e lenepeionnite Qupesmap Bukmaopoa (A4

Hosepemoe mgo: Canupreos KT

Hogepennocmv: Ne 16/07-19 onr 16.07.2019¢.

3ASIBJISIET, UTO

nexapemeennoe cpeocmao. Hpomadan® HM Hendiun®, cychensis 0as nodroicto2o seedenun 100 ME/a 3
o, kapmpuoicn (3), e kapmonnvie, pee No 11 NOI4271/02 onr 24.04. 2007 (dama 3avenin! 06.09.2017)
andano Hoso Hopduck A/C, cepust JR7IVE93, napnus 52880 ynarosor, zoden do 31.08.2021, npoussodcmada
Hoao Hopduex A/C, Henun, Novo Nordisk A/S, Nove Alle, DK-2880 Bagsvaerd, Denmark, ro0 OKTI/12
21.20.10.119, x0d TH B3J 3004310000, xonmparcin Ne 37/2012/RUS/INNAS om 11.01.2012, uncoiic N
2000267900 om 19.07.2019

COOTBETCTBYET TPELOBAHHSIM

TTNOL4271/02-240407 wzn. Mo [-8

JAEICIAPAUMSE TTPITHSITA HA OCHOBAHIH

npomoron wchuvtmenuit Ne 1433¢h om 26.07.2019 HIT QOO HL] "PAPMOBOPOHA", cmmecman
axxpedumayuu POCC RU.0001.21DJT40, Cepmugnusam POCC DK PMII.C89089 om 02.08.2019

JATA IPHHSITHS AEKJTAPALMH 05.08.20/9
)IEKJIAPAL_U'I 51 ,IIEHC'I_‘BI'YI'EJII:I'IA HO 31.08.202¢1

ML

dexsapann T l!b/lllll[,b ]

CBEJEHHSA O PErUCTPALIAU

OPTAH TTO CEPTHOHKALMH, 3APEMHCTPHUPOBABLIHIT JIEKJIIAPAITHIO

RA.RU.1I®M11 OPTAH 110 CEPTHOHKALHH TPOAYKUHH OBUIECTBO C OFPAHHIEHHOF
OTBETCTBEHHOCTBIO "DOPMAT KAUECTBA", adpec opanusapun : 109428, . Mockaa, I-v1fi Bazoserii
npoesd, 3. 5, cmp. 1, adpee opeana no cepmudiuarui: 127282, o Moekaa, yn. Hepasicran, 8. 2, cmp. 7

JEKJAPALIMSI O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-DK.bM11.4.33488/19
JATA PEI l’lC'l l’AlLHl‘l 05.08.2019
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' NokymeHT ana cepuun <JR7W693> Tosapa <Mpotadan HM MeHdunnn cycneHsua aNs NOAKOXKHOrO BBEAEHNA 100ME/mn
(kapTpuax) 3 mn Ne5>

- Certificate of Analysis

CepTujukar Adanu3a

PROTAPHANE HM PENFILL

npotagaM HN Newguan

O

novo nordisk’

Novo Nordisk A/S
Novo Allé

2880 Bagsvaerd
Denmark

Tel. +45 4444 3828
Fax «A45 4449 0555

100 ME/ML 5X3 ML Date of Manufacture 03/201¢9
100 ME/mn 5X3 w0 Jata npon3soacTaa
Product No. : 7252714
fpoaykT Ne
Batch No. : JR7W693 Date of Expiry : 08/2021
Cepun Ne CpoK rOAHOCTH
Components Results Units Note
KounoxenTy PesynsTats EAMHaLs Mpwacsa
HMe
Macroscopry COMPLIES <none>
Cnncanue CooTaeTCTBYyeT <He APUMEHIHO>
Crystal identity COMPLIES <none>
floanunioCTes KPUCTANNOS CooctBeTCIBYRT <HE NpUMEeHUNo>
Ccrystal length from 1 um
Jauna kpucTamos, oT e
Crystal length to S um
JnuHa kpucTanos. 10 MKN
Identity of human insulin COMPLIES <none>
ﬁonnmsuoc‘u YenoeeyecCKkoro HNCyl‘MﬂB CoorBercTByer <He !lp“ﬂeHﬁﬂD’
Assay of insulin 98.4 1U/ml
KonwiecTBerHoe onpedenenue MHCYWHA EA/mn
PH 731 <none>
pH <HE NPUMCHIIRO>
Insulin in supernatant < 0.5 %z
WHCY/MH © H2A0CAR0NHOR XUMAKOCTH
High molecular weight proteins 0.2 %
Bucokomonekynspiue Genxku
A21 desamido insulin 0.4 %
A21 Ae3aMWACHHCYNIAH
Other related proteins 0.4 %
Opyrwe poacTsennme Genku
Zinc total 32.4 ug/ml
Q6umit UANHK uKkrfmn
Bacterial Endotoxin <10 IU/ml
BakTepuanbHue IHAOTOKCUHU EA/wn
Sterility COMPLIES <none>
CTepunbHOCTS CooTBeTCTAYyET <HE NPHMeHUNO?
Isophane confirmation COMPLIES <none>
KoHTpons w3ogana CooTBeTCTRYRT <HE NPUMEHAND>
ID of preservatives COMPLIES <none>
MoaAnuHKOCTE KOHCEPBAHTOD Coorpercrayet <He NpPUMEeHItMo>
Metacresol 1.57 mg/ml
Herakpe3on wr/an
Phenol 0.68 mg/ml
denon Nr/NR
293084 CBAJ /CBAJ 075 RUSSIA
5026461 JR7V054
Page: 1
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Certificate of Analysis novo g

Novo Nordisk A/S
Novo Alle
Ceptuducar AHanu3a 2860 Bagsvaerd
Denmark

Tel, +45 4444 §888
Fax +a5 4449 0555

PROTAPHANE HM PENFILL
NpoTadan HY Nengunn

100 ME/ML 5X3 ML pDate of Manufacture : 03/2019
100 ME/mn 5X3 mn JaTa 1poM3IBOACTES

Product No. 7252714

MpoayrT Mo

Batch No. : JRTWES3 Date of Expiry . 08/2021
Cepun N (pox TOLHOCTH

Order Number: 7719407

20190709, Copenhagen
X5 TR DE—
PERNILLE JOHANSSON

Quality Department
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293084 CBAJ /CBAJ 075 RUSSIA
5026461 JR7VO54
rage: 2




NokymeHT ana Tosapa <[ potadaH HM Mendunn cy

cneHsva ANA NOAKOMXHOTO BBEAEHUA 100ME/mn (kapTpuax) 3 mn Ne5>

MUHHCTEPCTBO 3PABOOXPAHEHIS
POCCHIICKON GEEPALIM

PerucrpannoHgoe yI0CTOBEpeHHe A
Aexapﬂneaaaro npenap.&ra s wez:muﬂmxom pr&ieﬂaﬂ"ﬁﬂ i

11.N014271/02 :
- (HOMEp PeriCTPaLHORHOrD YIOCTOBEPEHYA IEKAPCTBEHHOIO Nipenapata)

Hanmenopauie aepaateas (n.me:lm:en.) ; Hoso Hopiucs A?C. Hanns
PErHCTPRUNOHHOTO YI0CTOBEPEHHS JeKaPCTEEHHOTD Novo Nordisk A%S
AJpec MECTOHAXOAICHHA JepRaTeas (B1ale bua) : : i
| PETHCTPALIMOHHOIC YI0CTOBEPRHUS IEKAPCTBLHHOTO Novo Alle. DK-2880 Bagsvaerd, Denmark

_ mpenapata

Jata TOCYARPCTBEHHOH perucTpaunn | 24.04.2007
EKAPCTBEHHONO Npenapata : s
Cpox JeficTBUA PErHCTPALNOHHOTO V10CTOBEPEHIIS
JIEKADCTBEHHOTO Npenapara

Gecepoio

JlaTa BHeceHNs H3MeHeHUHl B PErHcTpauHonnoe {
VAOCTOBEPEHNE 1EKAPCTBEHHOTO NpenapaTa (1aTa 12.04.2019
3AMEHL! PErHCTPAUHOHHOTO YA0CTOBEPEHHT
nenpnmnoro npenapara) :

Hudopmauna o mpcmc‘s‘pnpoannuw JIEKApCTBEHHOM NIPEHapare;

; Toprosoe Hanvenosane ! ﬂm‘mﬂm@. HM Henpuia®

é&‘lemyﬂaponnoe HENATEHTOBAHHOE, 1IN
- TPYNANHPOBOUHOR, I XHMIYECKOE HANMEHOBIHIe

Hucyaun-uzodan [uesoseueckuii rennm:mﬁcpﬂuﬁ{“ A

lexapcreennan gopua i CYCIICH3UA LI NOIKORHONO BRSCHUS

ﬂosnpmms 100 ME/sa

Iwm:raemmﬁ €OCTAB H KOJIHYeCTBEHHLII cocTas .xciimkuxux BEUIECTE i KAYeCTBeHHBIH COCTaR

Y ummmﬂawm BELIECTE

{HHCYAHH-H30(aH (4enoBeyecknii reHHO-HumerepHbiit) 100 ME=3.5 mr. scnomoﬁa‘:e ILHBIC BelitecTBa (UMHK (é 'mje 3
HHHRa ) XA0pHAa), Ftepiy (LTHUCPOn), MeTakpes.i, Genoa, narpua rpodocdara aEruapar, 1poTaMHHa cvaba
HATPHA CHIPOKCHI, X-TOPHCTOBONOPOAHAS KHCOTA, BOAA 118 MHBERIMT) -

W: BRINYCKA (IER3APCTBEHHAR GOPMA, T03UPOBRA, CYCICH3NA 114 NOIKOKHOTO BReaeHus. 100 MEnsa .
NepBIYHAT YRAKOBKS, KOAWYECTBO AeKapeTBenoll (KapTpwLx) 3 Max 5 (nausa xaproHuas)

opMbI B nepBIuHOIl YNAKOBKE, KOIHYECTEO

nepBHYHOl YNAKOBKH B HOTPeGUTE1LCKOH YIAKOBKE, |
KOMMAAEKTHOCTR)

' PeKBH3IHTLI HOPMATHBHOI TOKYMeHTALLMN Il \}GMZ'ﬂ ()‘?-24049’1




eHT ana ToBapa <Mpotadan HM MeHdunn cycneHsva ANA NOAKOKHOMO BBEAEHWA 100ME/mn (kapTpuak) 3 mn Ne5>

Jorym

Crpanuua 2 perucTpalroOHHOrO YA0CcToBepeH s Ne 11 N014271/02

b

nponsso.ncTenuue MACIALRH, YY2CTBYOLHE B NIPOHECCe NPOH3BOACTBA JeKAPCTBEHHOrO Npenapara, ¢ E
YRa3aHHeM cTaaui NPOH3IBOACTBA, HA3BAHMIT M d)ah"ﬂi‘i@ﬂ\'ﬂ.\ AApPLCcOB MECTOHAXOWIACHNA f

Hpouzsodemso 20mosoll AEKAPCIMEERNOT (hopiib: 'Hoso Hopanek A’C. Tauna / Novo Nordisk A/S.
Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark

Hpouzsedemeo 20moeoit aeKapemeeniol hopris: ‘Honro Hopasek Ipoayveao QapMackioThia 10
Bpasmn Jlvaa.. bpasnans / Novo Nordisk
.Producao Farmaceutica do Brasil Ltda.. Brazil i

Avenida C, 1413 Distrito Industrial, Montes Claros. Minas Gerais, 39404-004, Brazil

{lpouzsoocmeo zomo6oi nexapemeennoll hopi: Hoso Hopanes Mpoaakmn CAC, ®panuis /
Novo Nordisk Production SAS. France

45 avenue d Orleans, 28000 Chartres, France

= N ¢
llepewunas yraroska Hoso Hopanex A'C, Jlanna / Novo Nordisk A/S, !
Denmark :

§

Novo Alle, DK-2880 Bagsvaerd, Denmark

Tlepsuunas ynaroera Hoso Hopauek {lpoaykao DapuvacsioTika 10
Bpaswi Jitaa.. Bpazwans / Novo Nordisk
Producao Farmaceutica do Brasil Lida., Brazil

Avenida C. 1413 Distrito Industrial, Montes Claros, Minas Gerais, 39404-004. Brazil !

Hepsuunan ynaxoexa Hoso Hopauck MNpoaaxiun CAC. @parittus /
Nove Nordisk Production SAS. France

45 avenue d Orleans, 28000 Chartres. France |

Bmopuwnas nompetumeisckun ynaxkoesa ‘Homo Hopauex A/C, Tanns / Novo Nordisk A/S.
Denmark i

Hallas Alle. DK-4400 Kalundborg, Denmark

Bmopuunas nompedumervexas ynaroeky Hono Hopasuck Tpozaykao QapMackiorisa 1o
| Bpatua firna.. Bpazwaus / Novo Nordisk
Producao Farmuceutica do Brasil Lida., Brazil

Avenida C, 1413 Distrito Industrial, Montes Claros, Minas Gerais, 39404-004. Brazil

Bmopuunas/nompedumenrvcras ynaxoska Hoso Hopauck [posakum CAC, ®pannus /
Novo Nordisk Production SAS. France

45 avenue d'Orleans. 28000 Chartres. France

Hpouzeooumens (Bonyexuiouat kormpozs kauecmea) | Hozo Hopauck A/C. {anus / Novo Nordisk A'S. |
Denmark
Novo Alle, DK-2880 Bagsvaerd. Denmark 3 7

Crarc-cexperaps - 3amecrurens A
Musucrpa e / e
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