JokymeHT ana cepun <JS67T41> Tosapa <[potadan HM cycneH3ua ans nogkoxHoro ssegeHua 100 ME/mn dpnakoHsl 10
mn Nel>

JAEKJIAPAIIUSI O COOTBETCTBHHA

AEKJAPAHT, IPHHHUMAIOI A JEKJIAPAINMIO O COOTBETCTBUH

000 "Hoso Hopouck"

Ceedenus o0 pezucmpayuu opeanusayuu: Meoicpationnas uncnexyus ®edepanvroti Hano2080ii cayxchv Ne 46
e. Mockee (1.01.2008, OF'PH 1037729013926, dama npuceoenus OIFPH 21.05.2003.

Adpec: 121614, 2. Mockea, yn. Kpuinamcxas, 0. 15, oh. 41. Tenegpon: 8(495)956-11-32.

B nuye: I'enepanensii dupexmop Buxmopoe C.A.

Hoeepenroe auyo: [fumox B.A, ooseperrocme N 04/12-18.2 om 04.12.2018 2.

3ASIBJISIET, YTO

nexapcmeennoe cpedcmeo: lpomagan® HM, cycnensus ona nodkosiciozo eaederus, 100 ME/un 10 mn,
@raxoner (1), nauxku kapmonnure, pe2 Ne 11 NO14722/01 om 20.04.2007 (dama enecenus usmenenusi ¢ PY
28.09.2018), cepur JS67T41, napmus 63375 ynaxosok, 200ex 0o 31.03.2021, npouseodcmsa Hoso Hopduck
. A/C, Janus, Novo Nordisk A/S, Novo Alle, DK-2880 Bagsvaerd, Denmark xod OKII2 21.20.10.119, xod T
B3 3004310000, xonmpaxm Ne 57/2012/RUS/NNAS om 11.01.2012, unsotic Ne 2000258533 om 25.01.2019

COOTBETCTBYET TPESOBAHHSIM

T NO14722/01-200407 uan. Ne [-7

JEKJIAPAITUS TIPUHSATA HA OCHOBAHWU

rpomoxon ucnsimanud Ne 135¢) om 01.02.2019 HJT 000 ALl "®APMOEOPOHA", ammecmam akxkpedumay
POCC RU.0001.21@J140, Cepmugpuxam POCC DK.OM11.C80422 om 04. 02.2019
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CBEJEHUSA O PETUCTPAIINHA

OPTAH IO CEPTUOHUKAIMH, 3APETMCTPUPOBABII UL JAEKJIAPALTHAIO

RA.RU.1IDMI! OPTAH T10 CEPTHOHKAIIHH ITPORYKLHH OSLIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA ", adpec opeanuzayuu ; 109428, 2. Mockea, I-wiii Basoscxu
npoeso, 0. 5, cmp. 1, adpec opzana rno cepmugpuxayuu: 129626, 2. Mocxsa, 1-asn Mamuwguncxas, 6. 23, men.
(495) 783-19-08
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LokymeHT ana cepun <JS67T41> ToBapa <MpoTtadaH HM cycneHsma ana nogkoxHoro seegeHus 100 ME/mn dnakoHbl 10

mn Nel>

Certificate of Analysis

CepTudukar AHanusa

PROTAPHANE HM

Tpotagan HM

100 ME/ML 1X10 ML

100 ME/Mn 1X10 MN

Product No. : 7162766
Mpoayxr Ne

novo nordisk

Novo Nordisk A{i
NOVe AL
2880 Baguvaerd

enmavrk
Tel. +4% 4444 888§
Fax. +45 4449 Q0555
Order Number i 0007714461-40

3axas Ne
Date of Manufacture : 10/2018
BLara npovssoactea

Batch Number : JS67T41 Date of Expiry : 03/2021
Cepusn Ne Cpok rogHocTu

Components Results Units Notes

KomnioHeHTs Pesynetatsl EgmHuus Mpumeuanue

A21 desamido insulin

A21 feaaMupouHcynun

Assay of insulin
KonuuectaeHHoe onpegenamue WHCYMUHa
Bacterial Endotoxin
BaktepuansHbie angoToKcHMb
Crystal identity
MoanunxocTs Xpuerannos

Crystal length from

Bnwusa kpucTannes, or

Crystal length to

AnuHa kpuctannos, ao

High molecular weight proteins
Buicokomanexynaphsie Genku

ID of preservatives
MoanunHocTs koncepBanTeR
Identity of human insulin
NoanurocTs wenoseueckoro uHcynvna
Insulin in supernatant
Wrcynue B HagocapouHon HUAKOCTH
Iscphane confirmation

KoHTpons uaodaHa
ANSY 075
5022705 HW52M58

Created on : 2019.01.11 oo

98.9 IU/ml

El/mn
<10 1U/ml
EQ/MR
COMPLIES <nones
Cooteercreyer <HE NPUMEHUMOo>
i um
MKM
i 4 um
MKM
0.3 %

COMPLIES <necnes

Cootsercreyer <HE NpuMeHUMo>
COMPLIES <nones
Coaorsercrayer <HE NPUMEHUMO>
<0.5 %

COMPLIES <none>
Cooteetcrayer <HE NPUMEHHMO>

Russia
5022705
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NaKoHbl 10
LokymeHT ana cepun <JS67T41> Tosapa <Mpotadan HM cycneHsuna gna nogkomHoro esegeHua 100 ME/mn ¢

mn Nel>

Certificate of Analysis

Ceprucpukar Akanuaa

PROTAPHANE HM
Mporadax HM

100 ME/ML 1X10 ML
100 ME/mn 1X10 MN
Product No.
Mpogyxr Ne
Batch Number JS67T41

7162766

Order Number
3akasz Ne

Date of Manufacture :

Hata npoussogcTea

Date of Expiry

10/2018

03/2021

novo nordisk

Vo disk A/S
Hovo Nopdiek B8

oV
2880 Bagsvaerd
nmark

Tel. +45 4444 §aB
Pax. +45 4449 (55

: 0007714461-49p

Cepus Ne Cpok rogHocTu

Components Resgults Units Notes

KomroHeHTw Pesynerathl Eavrnym Mpumevanue

Macroscopy COMPLIES <nones

Onucanune Cootsercrayer <HE NPUMEHHMO>

Metacresol 1.57 mg/ml

Mertaxpesan mriMn

Other related proteins 0.3 %

Apyrue poscreennsie Genks

Phenol 0.68 mg/ml

DeHon wMrimn

Sterility COMPLIES <nones

CrepunsHocTs Coortsercrayer <HE MpUMeHUMo>

Zinc total 32.7 ug/ml

OBwmin yusk Mirhan

PH 7.27 <none>

pH <HO MPAMEHUMO>

2019.01.11 Copenhagen

Quality Department =
f

ANSY 075 Russia g

5022705 HW52MS58 5022705

Created on

2019.01.11 09:59:15 UTC
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{FPYNIIHPOBOY4HOE, HAH XHMH4CCKOE - Mecynun-w3ogan [qenoseycckitil reHHO-HHKEHEPHBIRA] |
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MHUHHCTEPCTBO 3/1PABOOXPAHEHHSA
POCCHIICKON OEIEPALHH

Perucrpanuosuoe yi1oCTOBepeHHE
JEKAPCTBEHHOIO NPenapara Al% MeIHUHHCKOIC IPHMeHEHUS

O NO14722/01
(HOMEp PErHCTPALMOKKOrO Y0CTOBEPCHUS JSKAPCTBEHHOTO NIPenapaTa)

. e ——— B

E - :
> ‘HanmenoBanue nepaarens (snajensua)
. PErHCTPaUHOMHOrO YAOCTOBEPEHHS

| leKapeTBEHHOTO NpenapaTa i

Hoso Hopanek A/C, Jlanus
Novo Nordisk A/S

%

i

Apec MECTOHAXOKACHIs AepRaTens
(Bnafenbua) perucTPALHOHHOO YIOCTOBEPEHHS
JCKApPCTBEHHOIO Npenapara

Novo Alle, DK-2880 Bagsvacrd, Denmark

JaTa rocyaapeTBeHnoil perneTpauuy

A 20.04.2007
(JIERAPCTBECHHOrO npenapaTa

ey

Cpork XefCTBUA PerHCTPAIKOHHOTO

Beccpouno
YXOCTOBEPEHHSA NeKAPCTBEHHOTO NpenapaTa

i
'

i laTa BHECCHHS HIMCHEHN B PETHCTPALMOHNOE |

. |YAOCTOBepeHye NeKaPCTBEHHOrD MPeRapaTa i 28.09.2018

. {(mara 3aMeHbl PErHCTPAUHOHHOIO ]
YAOCTOBEPEHWR JIEKAPCTBCHHOIO npenapara)

i

I/!mbopmauus 0 3aperucTpHpOBaHHOM JACKAPCTBCHHOM lpenaparc:

. {ToproBoe HalMEHOBAHHE 5 Mporagan® HM

i
- o 24

MCJIUIyBBpOﬂHOC HENATEHTOBAHHOE, HIIH I

- (lravMeHOBaAHHE
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VAT

JiekaperBennas gopama { CYCNEH3NSA A5 NOAKOKHOTO BBCACHHA

100 ME/ma

: :lo3znposka

KavecTBeHHbIH COCTAB H KONTHYECTBEHHLIH COCTAB ACACTBYIOUIHX BEUIECTE H KauecTBeHHBIIH coc'ra:a; :
BCIOMOTATC/IbHAIX BCULECTB

(B BHIE LHHKA XAOPHAR), IIHUSPHH (FAHLEpOa), MCTakpe20d, (ieHon, HaTpHs ruapodocdaTa TUrHApaT,
NPOTaMHHA CYNb(AT, HATPHA MILAPOKCH, XJIOPHCTOROIOPOAHAA KHCIIOTE, BOAA 1A HHBLEKUMA)

MHCYNHH-130DAN (NCAOBEHECKHHA TeHHO-NHKeHSpHbI) 100 ME = 3.5 Mr, BCHOMOTATC/IBHBIE BELICCTRA (LIHAK |

{@opma BRIMYycKa (Aexapersennas Gopma, icycneHs3us g noAxoxHoro BeeacHus, 100 ME/Ma
‘A03IHPOBKA, MEPBHYHAN YNAKOBKa, KoAHYecTeo (daawon) 10 Ma x 1 (nauxa kapToHHas),

JieKapcTBeHHOH GopMBI B MEPBHYHOM [CYCIeH3Hs 114 NOAKOKHOTO BecAcHus, 100 ME/va
YNaKOBKE, KOJHUYCCTBO NEPBNYHON YNAKOBKY B |( KapTpiLK B apHu-pyure Gnexclles®) 3 max 3

NOTPESUTENLCKON YIAKOBKE, KOMITEKTHOCTE) {auKa KapTOHHAA)

|PeKBHIHTBI HOPMATHBHOR TOKYMEHTAUHH

11 N014722/01-200407

021749
e

Viigs




AokymeHT ans Tosapa <MpoTadaH HM cycneHsua Ana NogKoOMHOro BeegeHuna 100 ME/mn dnakoHbl 10 ma Nels>

CTpaHKLa 2 PerHCTPaLHORHOrO yocToseperns Ne I1 N014722/01

[1poM3BOACTBEHHbIE MIIOLIALKH, YHACTBYIOULIE B [IPOUECce NPOM3IBOACTBA EKAPCTBEHHOTO
npenapaTa, ¢ yKa3aHneM CTaiMil NPOK3BOACTBA, HA3BAHI H GAKTHUECKUX A1PECOB
MEeCTOHAXO0RIECHHSA

TIpouseodcmeo 20mosot ACKAPCMEEHHOL Gopatsl ' Howo Hopauek A/C, Jauus /
| Novo Nordisk A/S, Denmark

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

Tpoussadcmen comasol AeKapCmEenHol poprisl i Hoso Hopauek Mponakum CAC, ®panuus /
| Nove Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Charres, France

Tpouzsodcmen 20mosoll AEKAPCMEEHAOI Gopats! {Hoso Hopmnck Tlpoaykao $apMachbiOTHKE 710
i Bpasw Jitaa., Bpasumia / Novo Nordisk
\Producao Farmaceutica do Brasil Ltda., Brazil

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

Tepeuunas ynaxosxa {Hoeo Hopanck A/C, darus /
‘Novo Nordisk A/S, Denmark

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

Hepauunas ynukoska | Hoso Hopasck INpoaaxwx CAC, ®panuus /
| Novo Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Chartres, France

Hepeuynan ynaxosxa %Houo Hopauek [Tpoaykao PapmacsloTHEKa 10
| Bpasun JItaa., Bpasunus / Novo Nordisk
]?roducao Farmaceutica do Brasil Ltda., Brazil

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

Bmopuunas/nompedumeasckas ynakoska iHoBo Hopawck A/C, danua /
i Novo Nordisk A/S, Denmark

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

Binopuvnas/nompetumensckan ynaKessu }Hoao Hopnuck Mponakwn CAC, ®panimsa /
{Novo Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Chartres, France

Bmopuunas/nompefumensekds Viakoekd Hoso Hopauck Ipogykao PapMacsioTHEE 10
Bpasna Jltna., Bpasiuma / Novo Nordisk
i Producao Farmaceutica do Brasil Ltda., Brazil

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

Hpoussodumens (Benyckamowud xomnpois kaueemsa) Hoso Hopanck A/C, Hauna /
Novo Nordisk A/S, Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark

TMpoussodumesis (Beinyckawouni KoHmpo.ib Xuuecnsd) Howo Hopaucx Tpoaaxwn CAC, $panuna /
Novo Nordisk Production SAS, France

435 avenue d'Orleans, 28000 Chartres, France Jﬁﬁ#‘ ’:“‘"5'?‘ "
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