[lokymeHT ana cepum <JS69E77> Tosapa <MpotadaH HM cycneHsna ANA NOAKOKHOTO BBEAEHNA 100 ME/mn dnakoHb 10
mn Nel>

| JEKJIAPALIMS O COOTBETCTBHUM

i JEKJIAPAHT, MNPHHUMAIOUMHA JEKIAPATIMIO O COOTBETCTBHH

000 "Hoso [lopduck"”
L Zapeaucmpuposaino : Medcpationian uncneryist SPedepainiot nan0206ot Cayucis Ne 46 rno 2. Mockee OFPH
L 1037729013926 om 21.05.2003 |
Aopec:121614, 2. Mocksa, ya. Kpouamexas, 0. 15, ogh. 41. Teaetpon: 8(495)956-11-32. L
B nuye:lenepansrvc dupexmop Buxnopos C.A. *
Hoaepennoe nuyo: Crupnos KA
! Hoseperinocms: No 16/G7-19 om 16.07.2019..

. SBAABJIAET, UTO

| nexapemeennoe cpedemso. Ipomadhan® HM, cyenensus 0w nookoxciiozo 86e0enus 100 ME/Ma 10 s,
haaxonnt (1), nauku kapmonnvie, pee Ne [1 NO14722/01 om 20.04.2007 (Dama sament 28.09.2018) gmidano
; Hooo Hopduex A/C, cepus JS69ETT, napmus 55810 ynarosox, eoden do 31.10.2021, npouszsodcmga foso
! Hopouck A/C, Jemust, Novo Nordisk A4S, Nave Alle, DK-2880, Bagsvaerd, Denmark, xo0 QFKJITHZ

| | 21.20.10.119, koo TH B2 3004310000, kommpaxm Ne 57/2012/RUS/NNAS om 11.01.2012, ungotic Ne
2000269284 om 16.08.2019

. COOTBETCTBYET TPELOBAHHAM

Vo TNOI4722/01-200407 usm. Ne -7

JEKJIAPALWA TIPHHSITA HA OCHOBAHUH

| npomokox ucnomanuti Ne 1604y om 23.08.2019 HII OO0 HI] "@APMOBOPONA", ammecman
axxpedumayun POCC RU.0001.21 0740, Cepmudpusam POCC DK DMI1.C89968 om 26.08.2019

[+ JIATA TIPUHSTHS AEKJIAPAIIAM 27 08.2019
,-'.l[‘.l(il!\i’.r*g.m'!;_! ﬁl‘.“(.\l BUTEJIBLHA IO 31.70.2021
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[lokymeHT gna cepumn <JS69E77> ToBapa <Mpotadan HM cycneH3na ana

mn Nel>

Certificate of Analysis

CeprudukaTt AHanusa

PROTAPHANE HM
MNpoTadpad HM

Order Number
3akaz Ne

noaKoHoro seegenus 100 ME/mn pnakoHer 10

o

novo nordisk

Novo Nu'dwk A{g
2880 Bacsvaec

Tel. +45 4444 8888
Fax. +45 4449 0555

0007720205-10

100 ME/ML 1X10 ML Date of Manufacture : 05/2019
100 ME/san 1X10 MN [ata npouasoacrTaa

Product No. : 7162766

NpoayxT Ne

Batch Number : JS68E77 Date of Expiry 10/2021
Cepun Ne Cpox rogHocTu

Components Results Units Notes
KoMNOHEHTHI PeaynsTatel  EQukUUb MNpumevarHue
A21 desamido insulin 0.5 %

A21 [eaamMuaoMHCYnUH

Agsay of insulin 99 TU/ml

KonwyecTpeHHOE CRpeaensHue uHCyndaHa El/mn

Bacterial Endotoxin <10 IU/ml

BaxTepuantHsle 3H10TOKCKHbI EQ/Mn

Crystal identity COMPLIES

o ANMHHOCTE KpUCTaNNoR CooTsercrayeTr

Crystal length from 1 Bm B
AnwHa xpwcTannos, OT

Crystal length to 4 e

[nuxa kpuctannoe, 40

High molecular weight proteins 0.2 ¥

BeicoxomonekynapHeie Genku

ID of preservatives COMPLIES

MOANUHHOCTE HOHCEPBAHTOB CaoTtaeTcrayer

Identity of human insulin COMPLIES

ﬂnAnumnm NernoBeveckoro MHCYNWHa CDDTEQ!BYBY&T

Insulin in supernatant <0.5 ¥

VHCYNUH B HEA0CAROUHOR HAAKOCTH

Isophane confirmation COMPLIES

KonTponk naodara CoartaeTcTayer

BMPT Russia

5022705 { 50227XX-990

Created on :

Page : 1 of 2



JlokymeHT ans cepun <JS69E77> ToBapa <M
0 1
" p potacdaH HM cycrnieHsua ans noaKoxHoro BeefeHua 100 ME/mn dpnakoHbl 10

Certificate of Analysis

novo nordisk”

CeprugukaT AHanusa
Nova Norchsk )\{é
2880 Bagsvaer
mar<
Tel. 445 4444 B3B8
Fax. +45 4445 0555
PROTAPHANE HM Order Number . 0007720205-10
Mpovadan HM 3axkas Ne
100 ME/ML 1X10 ML Date of Manufacture : 05/2019
100 ME/mn 1X10 MI [DaTa npoussogcTea
Product No. : 7162766
Npoayxr Ne
Batch Number : JS6SE77 Date of Expiry .+ 10/2021
Cepus Ne CpoK rogHoCTH
Components Resx.1 ts Units Notes
KoMnoHeHT.I PeaynbTatel  EAuH4Ub! MpumeyaHue
Macroscopy COMPLIES
Onucaune CoaTseTcrayeT
Metacrescl 1.58 rg/ml
Metaxpeson M
Other related proteins 0.3 %
[lpyrue poacTsenHLIe Senxu
Phenol 0.65% mg/ml
deHon mriMn
Sterility COMDPLIES
CTepunbHoCTs CooTaercrayeT
Zinc total 32.0 ng/ml
Ofwmi yuHK
pH da
pH
2019.08.01 Copenhagen

Bo Meller Petersen

S feor (o)

ity Department

BMPT 975 Russia
5022705 JWS5B69 50227XX-990

Created on : 2019.08.01 08:02:37 UTC Page : 2 of 2
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MUHHCTEPCTBQ 3/1PABOCOXPAHEHNA
POCCHIICKON OEEPALIAN
PericTpauHOEHOe YIOCTOBEperne
1exaPCTBERHOrO HPENAPATA A5 MEXHIIHCROTO PEMEHEHHA

5

‘:A

1 N014722/01
HOMED DErHCTPALHOHHOIO YA0CTOBENCHUA NCKAPCTBEHHOTO rpenapara)
P perucTp Y D

T
{Haum ann aatens (slagenbua
jHANMERGDARBE ACP (snaessiz) Hogso Hopauck A/C, lauus

| PErHCTPAUHOHHOTO YAOCTOBEPEHUS _ Nove Nordisk A/S
!l qekapcTBEHHOTO MpenapaTa i

Aﬂpe(‘; MECTOHAXOWRIAEHWA aAepwaTeasn
(ENafenblia) perHCTPpauHoHHOTO yAOCTOBEPEHHT Novo Alle, DK-2880 Bagsvacrd, Denmark
' {nexapcTBeHHOr0 Npenapara

JAata rocyaapeTsennoi perMcTpauHM i 20.04.2007
1eKaPCTBEHHOTO penapara

;'-l,C;')oR [efiCTBHSI PErHCTPAUHOHHOIO
{YIOCTOBEPEHHA NEKapCTBEHHOrC NpeRapaTa

GeccpouHo

{ - 1 o

! Jara BHeceHHS U3IMEHEHHT B PETHCTPALHOUNOE |
0CTOBEpEeHHE JeKapCTBEHROrD Tpenapara ]

ik Tt RAL e 28.09.2018
.{{na¥a 3aMeHbI PErHCTPALHOHHOTO

{yzmocToBepeHHs NEKADCTBCHHEOIO npenapara)

HH(opMaLyis 0 3apErHCTPHPOBAHHOM CKAPCTBEHAOM npenapare:

|ToproBoe HauMeHOBAHNE 5 [TpoTadan® HM

i MemnyRapoaHoe HeNaTeHTOBAHKOE, HIH
" rPYNOHPOBOYHOE, HITH XHMHYECK0E ! Mrcynun-nsodas [genoseyccruit [ CHAO-HHKEHEPHBIH]
/{maumeHoBaHME e

" JlexaperBennag dopma CYCMEH2Ma A% NOIKOKHOrO BBSACHIA

|
illoz-npomca 100 ME/ma

" |KauecToennbIi cOTTAB  KONUYECTBEHHBIH COCTABE AeHCTBYIOMMX BEILECTB ¥ KA4eCTBEHHBIA cOeTaB-
BCIOMOTATENLHBIX BCLIECTB "

SIS TAREIALL

_MHcynHH-'HsoqjaH (ucnoBEHECKHA reHHo-MHKeHepHbtit) 100 ME = 3.5 Mr, BENOMOTATENSHbIE BCIIECTBA (uHHK |75
(B BIIE LHHKA XJOPHAR), FANHLEPHH (rnmuepon), MeTakpesod, PeHON, HATPHA ruapotocdara AHrMAPAT,
 |mpoTamusa Cy;ts(aT, HATPUA THIAPOKCHI, XJA0PHCTOBOL0POHAA KHEIOTE, BOA2 A% HHBEKUKA) :

‘Mopma BrINycKa (FerapeTBenHasn popya, {cycneﬁsm IS NOAKOKHOTO BReaeHHs, 100 ME/Aur
f-i.nomponxa, nepBHYHANA YNAKOBKE, KOTHYECTBO ;i(rpnams) 10 MA % 1 (Tavka KapTOHHAL);
< . | nexapcTBentoit Gopmel B nepBHYHOH |CYCHEH3HSL JL1A TIOAKOKHOIO BBCACHUA, 100 ME/vn
' }ynakoaxc, KOAWYCCTBO MEPBHYHOH YNAKOBKY B |(kapTpumx B mAPHU-PYUKE Daexcllen®) 3 ma x5
n0TpPEONTENLCKOH YRAKOBKE. KOM nAeRTHOCTL) (MI3dKa KapToHHas)
07 AOKyMeHTaUH 1 N014722/01-200407
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AokymeHT ans Tosapa <MpotadaH HM cycneHauns ans NoAKOMKHOMO BBegeHua 100 ME/mn dnakoHsl 10 ma Nel>

CTpaﬂnua- ZupéI'HCTpaImOHHOI‘D yaoctoseperns Ne TTN014722/01

npDHSBODCTBCHHHE nIoLIaaKH, YJacTBYOWINE B [IDOUECCE NPOH3BOACTBA JTeKapCTBEHHOTIO
|npenapaTa, ¢ YKa3saHHeM cranani f1po#3BOACT BA, HA3BAHHIT H anK'ﬂi'-lECKHX anpecos
MECTOHAXORACHHA

[Ipouzgodcmeo 20mogoll ACKUPCMECHHOT (OPAL! IHoso Hopanck A/C, Hasns /
i Novo Nordisk A/S, Denmark

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

TMpoussodcmeo zomoeot Aerapcmeennol gopaol iHoro Hopanex Tponavim CAC, Gpanuus /
|Novo Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Charrres, France

TIpoussodcmen 20mosolt 1ekupCmeennoid Gopsat {Howo Hopasck Ipoayxao GapMacsioTaka 10
i Bpasux JItna., Bpasnnns / Novo Nordisk iy
; Producao Farmaceutica do Brasil Ltda.. Brgz.i!

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

Hepeuuran ynarxoexa iHOBO Hopanck A/C, Tawus /
{Novo Nordisk A/S, Denmark

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

Tlepsuvnas yRUKo6Ka !,Hoao Hopancx [ponakuir CAC, ®panims /
INovo Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Chartres, France

Tepeuvnan ynaxoska Horo Hopakck [Npoaykao PapmacsioTka 10
Bpasun Jitaa., Bpasnmis / Novo Nordisk
Producao Farmaceutica do Brasil Ltda., Brazil

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

Bmo PUYHAR/MOMPEOUMEALCKAR YNAKGEKA Hoso Ho OHCK A-"C» lﬂa}i]‘m /
/) b .
E,NO\'O Nordisk AJS, Denmark

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

Binopunnasinonpebumensexan ynakoaxd i!—loso Hopmurek ponaxmn CAC, Gpampia/
i Novo Nordisk Production SAS, France

45 avenue d'Crleans, 28000 Chartres, France

Bmopuvitaa/mompebumensCkan YnaKoera Hoso Hopawuex l'lpo,ai-'xac dapmMachOTHKa 10 e
Bpasua JItaa., Bpasuana / Novo Nordisk %
Producao Farmaceutica do Brasil Ltda,, Brazil

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

TMpouzsodumens (Botnyekaiowuil K0mNpote kaweemea) Hoso Hopanck A/C, Hanwua /
Novo Nordisk A/S. Denmark

Nove Alle, DK-2880 Bagsvaerd, Denmark

THpoussodumens (Bunycrarnowal koumpo.rw xauecmaa) iHoeo Hopascx Tlpogaxurd CAC, Opanuna /
iNovo Nordisk Production SAS;, France
3 ' s, 2 4 g T 9
45 avenue d'Orleans, 28000 Chartres, France % atinsy o

Crarc-ceKperaps - 3aMecTHTENb 7 J.B. Kocrennnkos

Memucrpa




