NokymaHT ana cepun <JS67Y70> ToBapa <MpotadaH HM cycneHsuna a4nA NOAKOXKHOTO BBEAEHWA 100 ME/mn dnakoHbl 10
%.
mn Nol>

IIEKJIAPALIHH O COOTBETCTBUHA |

HEKJIAPAHT, IPUHUMAIOUWMH JIEKJIAPALIMIO O COOTBETCTBHH

Q00 "Hoso Hopduex"

Ceedenun o pezucmpayun opeanuscape; Meacpationnan wicneryun Gedepatonon naineoeot calyncds Ne 46 no
e Mockee 01.01.2008, OF'PH 1037729013926, dama npucsoenus OFPH 21.05.2003.

Adpec: 121614, 2. Moexaa, ya. Kpoaamesan, 0. 13, ogh. 41. Texedpon: 8(493)956-11-32.

B muje: Fenepanvividi upexmop Busmaopos (. A.

Hosepennoe mgo: Lunox B A, dosepeiiocms Ne (1471 2-18.2 om 04.12.2018 ¢,

3ASIBJISIET, UTO !
Aekapcmaennoe cpedemso. Hpomaghan'® HAL cycnensus das nodkoscnven seedenwst 100 MEA 10 aa, |
haarkonwt (1), nausu kapmonnwe, pee Ne 11 NOI14722/01 om 20.04.2007 (dama saxens 28.09.2018) , cepus
JS67Y70, nepimus 72000 ynaxosor, coden o 30.04.2021, npowssodemea Hoeo Hopduex A/C, auwus, Nove
Nordisk A/S. Novo dlle, DK-2880, Bagsvaerd, Denmark kod OKITI[2 21.20.10.119, koo TH B3J1 3004310000,
kowmparm No 37/201 2/RUS/NNAS om 11.01.2012, uneotic No 2000259913 om 22.02.2019 |

COOTBETCTBYET TPEROBAHHIM !
[T NOI4722/01-200407 nzv. Ne [-7 i
HAEKJIAPALMSI TIPHHSITA HA OCHOBAHMH £
npamaron uensimarait Ne 290¢h om 27.02.2019 HII QOO Hi] "PAPMOLOPOHA", ammecman axxpedumenqiie |
POCC RU.O001.21 D0, Cepmughunam POCC DK.MI].C81336 am 27.02.2019 2
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CBEJEHUSA O PETUCTPALLMUA

OPT'AH T10 CEPTHO®HKALMH, 3APETMCTPHPOBABIIMH AEKJIAPALIHIO
RA.RU LI DMII OPTAH ITO CEPTHOHRALIIH TPONYKLHH OFUIECTBO C OFPAHHYEHHOH ’
OTBETCTBEHNHOCTHIO "POPMAT KAYECTBA", adpec opanusayun : 109428, 2. Mockea, 1-uviit Bawscxuit
npoesd. 0. 5, cmp. 1, adpee apeana no cepmucpuraruu: 129626, o, Mockea, 1-as Muumagqunckan, 9. 23, me.,
(493) 783-19-08

AEKJTAPALHS O COOTBETCTBHU 3APETHCTPHUPOBAHA M POCC RU J{-DK.@MI1.A.16074/19 |
JHATA PFI"HQTPAH,HH 27.02.2019
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Certificate of Analysis

Ceprucukar Ananusa

PROTAPHANE HM
Mpotagax HM

Order Number
3akas Ne

Q

nevo nordisk

Novo Nord&gkai{g

Ng
2880 Baanvler
enmar.

1. +45 4444 8888
Fax: 143 3448 oee

0007715860-30

100 ME/ML 1X10 ML Date of Manufacture : 11/2018
100 ME/mn 1X10 M Hata npowssogcras
Product No. : 7182766

Mpogyxr Ne

Batch Number : JS67v70 Date of Expiry 04/2021
Cepun Ne Cpak rogHocTu
Components Results Units Notes
KoMmnoHeHT: PeayneTatel  Egunuysi Mpumeyanve
A2} desamido insulin 0.4 ¥

A21 leaamugouHcynuu

Assay of insulin 99 IU/ml

Konuuectaennoe onpepenetiue uHcynuua El/un

Bacterial Endotoxin <10 IU/ml

BaxrepraneHuie aHaoTOKCHHD E/mn

Crystal identity COMPLIES

MoanunwocTs kpueTannon Cooraercrayer

Crystal length from i um

Lsiwna kpucrannos, or

Crystal length to & pm

Bnuna kpuctannes, go

High molecular weight proteins 0.3 ¥

BoicokomonexynapHbie Sem

ID of preservatives COMPLIES

MoANMHHOCTS KoHCEpR3HTOR Cootsercrayer

Identity of human insulin COMPLIES

MoanuKHOETE yenoseyeckoro MHCYNUHa Cooreercrayer

Insulin in supernatant <0.5 %

UncynuH B HagacagouHoii MUAKOCTU

Isophane confirmation COMPLIES

KouTpons niotana CooTeercrayer

MAVC 075 Russia

5022705 HW52T05 5022705-3990
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[lokymeHT ans cepum <JS67Y70> ToBapa <MpoTtadpaH HM cycneHsuna ANA NOAKOHKHOro BBEAEHWUA 100 ME/mn dnakoHbl 10

mn Nel>

JAEKJIAPALIUSI O COOTBETCTBUH
HEKJAPAHT, IPHHUMAIOW M JIEKJIAPALMIO O COOTBETCTBHH
Q00 "Hoso Hopduck" e 5
Ceedenus o peaucmpauu opeanuzayun: Mescpationnan uncnesiius f]’eéep{dfﬁf(ﬁf f?f’“}?‘N‘fﬁ’ﬁif‘?ﬁ{fﬁ’:‘fﬂf?ﬁ o
2. Mockae 01.01.2008, OI'PH 1037729013926, dama npuceoenusn OFPH 21, r‘}é,(%{lé,i 0 BISEOTNE &

HHOC CPCACTRO MACHTHOIKPORAHD

Adpec: 121614, 2. Mocxea, ya. Kpuinamewas, 0. 13, ogh. 41. Teaedhon: 8¢ 493)988« hbeBRuienus 5 Pocrosckyn oflacts
; .

nige: Denep it Qupers nopoe (A, E ) ;
ffrjec:!.iaiiizr)u izf:ﬂ::”bi}i::j:i i;\ J;Uf)fff’; ”‘;’l;’ 1 /\a O04712-18.2 om 04.12.201 ‘;»“fi 378 6 Nara 13, 0324, 7
R/ 2 . X O A, yCCHT I TIPAY” FE2-103.2 i 0 7 -~ H
¥ . ! repetiac a8 dupus 3/7/}’& -‘-f g s -b(f COH
f!%uctgégé? et ;T
Cnetmaise / e 143

I .

SASIBIBIET, UTO T
Aexapemgenioe epedemeo: Hpomadsans M, cycaeusust dan nodkosxcnoeo sgedenus 100 ME A 10 s, |
haakonw (1), nawkn kapmonnwe, pee Ne LI NOII722/01 om 20.04.2007 (damea saxens 28.09.2018) cepust %
JSSE7Y70, napinun 72000 yraxosor, coden oo 30.04.2021, nporreodemea Hoao Hopouex A/C, Hanus, Novoe
Nordisk A/S, Novo 4lle, DK-2580) Bugsvaerd, Denmark ko) OKITH2 21.20.10.119, koo TH B3 3004310000,
ronmparm Ne 57/20] 2/RUSINNAS om i1 .(){ 2012, unsoiie Ne 2000259913 om 22.02.2019

COOTBETCTBYET TPEBOBAHUSIM |
T NOI4722/01-200407 usa. No }-7

HAEKJIAPAIHS MTPHHSITA HA OCHOBALIHI
npomaron wcnstmanuit No 290c¢h om 27.02.2019 HII QO HI[ "DAPMOBOPONHA" ammecmam AREpeounInf
POCC RU.0001.21DJIH0, Cepmugpusam POCC DK.OMIL.C81336 om 27.02.2019 !

JMATA TPHHSITHSI NEKJAPALIHH 27.02.2019
AEKJAPALMST EHCTBUTEILHA 10 30.04.2021
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CBEJEHUSA O PETUCTPALIMU

OPT'AH 110 CEPTHOHKALLHH, 3APEI'MCTPUPOBABILHIA JEKJIAPALHHIO |
RARU 1 DM OPIFAH 110 CEPTHOHKAIHH TTPOIIYKUHI OBLIECTBO C OFPAHHYEHHOL i
OTBETCTBEHHOCTLIO "BOPMAT KAYECTBA", adpee opranuznpn - 109425, 2, Mockaa, 1-vtit Basoceruit

npoesd. . 3, emp. 1, adpec apeana no cepmughuraigui: 129626, 2. Mockea, i-as Moimiguneran, &, 23, mea,
(493) 783-19-08

JAEKJIAPALLAS O COOTBETCTBHH 3APETHCTPUPOBAIIA M POCC RU J-DK.PMI1.A. 16074719 ]
JATA P‘Egm‘l"‘{\uﬂﬂ 27.02.2019
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[OokymeHT ans Toeapa <MpoTtadan HM cycneHsua gna nogkoxkHoro ssegeHus 100 ME/mn dnakorel 10 ma Nel>

MHHUCTEPCTBO 3/1PABOOXPAHE HiTA
POCCHHUCKOW GENEPALIMH

Pemcrpa HHOHHOEC VAGCTOBEDEHHE
JEKAPCTBCHHOIO nNpenapara A MEIWHHHCKOIC HPUMCHEHUH

1 N0O14722/01
(HOMED PETHCTPALMOHHOIO YAOCTOBEPCHUS ICKAPCTBEHHOIO NIPENapaTa)

e -

fﬂanmuosanue aepmarens (Bnagenbua) ;
%5 DErHCTpPAUHOHHOIO YAOCTOBEPEHUS
|AeKapPCTBEHHOTO Npenapara

Hoeo Hopanck A/C, [lanns
Novo Nordisk A/S

[AJpec MECTOHAXORACHHSA AEPRATER i
(BNafenbua) perucTPALMOHHOID YA0CTOBEPEHHA Novo Alle, DK-2880 Bagsvacrd, Denmark
JIEKApCTBeHHOr0 Npenapara

Jara rocyaapeTBeHHON perneTpauny

20.04.2007
JNeKAPCTBEHHOTO NPENAPATa

- |CpoK RefcTBHS PerHCTPAUHOHHOIO
1YAOCTOBEPERHHA NEKAPCTBEHHOIO Mpenapara

{[laTa BHECEHHT HIMEHEHNH B PETHCTPALMOHNOE |

YA0CTOBEPEHHE JeKaPCTBEHHOID NpenapaTa

.- |(naTa 3aMeHBI PErHCTPAUHOHHOTD ‘
- lynocroBepeHUn AEKAPCTBCHHOIO NPeENapaTa)

Hecepouno

28.09.2018

ToproBoe HaWMEHOBAHUE i MpoTagan® HM

; T
MexayRapoaHoe HENaTeHTOBANNHOE, HAH i

jirpynunpusaqnoe‘ HAH XHMHYECKOEe - MHeymmu-u30gaH [qenoBeyeckitii reHHO-HHKEHEpHbIi ]
iHAMMEHOBaNHE

- |Jlexapernennan popma CYCTICH3MA AN NOIAKOKHOTO BBEACHUA

: iAozuposra . --: 100 ME/wn

KauecTeenHnlit cOCTaB H KOJHYECTBEHHBIA COCTAB JCACTBYIOUHX BENLECTRB H Ka4ecTBeHHbIH comd
|BCTIOMOraTeNbHBIX BCUIECTB

{ e e —
(MHCYNHH-U30(aH (NCAOBEYECKH TeHHO-nHKeHepHbiit) 100 ME = 3.5 mr, BenoMOTaTe/BHbIE BCUIECTEA (LHAK |
(B BHZE LMHKA XJIOPHAL), ITIUCPHH (FNALEPOT), MeTAKPE30a, (eHO, HATPHA rHapodochaTa TUCHIPAT,
NpoTaMHHa cynb(ar, HATPHUA THAPOKCHI, XI0PHCTOROI0POAHAA KHCIOTE, BOIA A8 HHBLEKUHH)

' Mopma BRIMYcKa (ekapcrsennas gopma, {cycneums A nogKkoxkHOro sseacHus, 100 ME/vn
| 103MpOBKaA, NepBUYHAN YNAKOBKA, KoaAH4ecTBO  (haaron) 10 Ma x | (nauka xapTovuan);
JNIERAPCTBEHHON (POpPMBI B MEPBHUHOH |CYCneHsus 5 NOJKOKHOTO BBeAckud, 100 ME/Aa
YNaKOBKE, KOJHYCCTBO MEPBHYHON YIAKOBKH B |(kap‘rpu.'.‘lﬁ< 8 wnpHu-pyure @aexcllen®) 3 Ma x 3
{MOTPeSUTE/LCKOM YNAROBKE, KOMINIERTHOCTE)  (Tauka KaPTOHHAS)

PeKBHIHTBI HOPMATHBHON JOKYMEHTAUHH 1 N014722/01-200407
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,D,oxymen-f'r nana Tosapa <Mpotapan HM cycneHsva AnA NOAKOKHOTO seeaeHua 100 ME/mn dnakorbl 10 ma Nel>

CTpanHLa 2 PerrcTPalAoHHOro yaocroseperna Ne I1 N014722/01 ey

T1poH3BOACTBEHHbIE NIOLIANKH, y4aCTRYIOIINE B fipouecce NPON3BOACTBA NEKAPCTBEHHOTO
npenapaTa, ¢ yKazanneM cTaaNil NpoK3BOACTEA, pa3Baunii 1 GaKTHYECKUX aApecoB
MeCTOHaX0KAEHHS

lﬂpou%odc::nuo somoeoll aerapcmeeHiol Gopatel Hoso Hopauek A/C, launs /
1 |Novo Nordisk A/S, Denmark

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

Mpoussodemen comosou aeKapemeenHol (opet Horo Hopsek poaakimk CAC, ®panuus /
iNovo Nordisk Production SAS, France

|

45 avenue d'Orleans, 28000 Chartres, France

TMpou3zsodcmea 20MosuLl AeKAPCMEEHROT ropAtel | Hoso Hopwicx Tlpoaykao dapMackOTHRA 10
i Bpasw Jltna., Bpasunns / Novo Nordisk
;Producao Farmaceutica do Brasil Ltda., Brazil

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

Flepeusnas ynakoskd gHosu Hopauck A/C, Jlanua /
‘Novo Nordisk A/S, Denmark 5

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

Hepauunas yraxoekd 'Hoso Hopasck [poxakuis CAC, ®panuus /
| Novo Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Chartres, France

T
Tepausnan ynuKo6ra {Hoso Hopauck [Ipoaykao DapMachrTHRA 10
 Bpaswn Jitna., bpainua / Novo Nordisk
| Producao Farmaceutica do Brasil Ltda., Brazil

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

Bmopuunas/nonpeoumeasckas ynarosra | Hoso Hopawexk A/C, Hdavma /
Novo Nordisk A/S, Denmark

erenmam Park. DK-3400 Hillerod, Denmark
Hallas Alle, DK-4400 Kalundborg. Denmark

Binopuunaz/nompedumenseKas YaKoseKd EHuuo Hopanck [ponakmn CAC, ®paruus /
i Novo Nordisk Production SAS, France

FS avenue d'Orleans, 28000 Chartres, France

Bmopuunaa/nompebumenbkas ynakosra i Horo Hopaucx Tlpomykao PapMackioTHKE 10
Bpasua Jitna., Bpasiana / Novo Nordisk
i Producao Farmaceutica do Brasil Ltda., Brazil

lAvenidn C. 1413 Distrito Industrial, Minas Gerais, Montes Claros, 30.404-004, Brazil

E‘Tpoumodumeﬂb (Bbtnyeckaiowutl KoHnpais Kauecmed) !Hoso Hopauck A/C, Jlanna /
I Novo Nordisk A/S, Denmark

Novo Alle, DK-2880 Bagsvaerd. Denmark

T
Mpouseodumens (Barnyckawuual KOHMPOTL Kavecmaa) \Hoso Hopauck Tpoaaxwn CAC, dpanuna !
iNove Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Chartres, France

Crarc-ceKpeTapsb - 3aMecTHTEb T J1.B. KocreHHHKOB

Musnncrpa




