AokymeHT ana cepii <0241018> Tosapa <HosoPanua ®nekclleH pacTBop A/18 NOAKOXKHOIO U BHYTPUBEHHOIO BBEAEHMA
100 EA/mn (kapTpuak B wnpul-pydrke ®nexclex) 3mn Ne5>

AEKJIAPAITSI O COOTBETCTBUH

AEKJIAPAHT, IPUHUMA YO LI UL AEKJAPAITHIO O COOTBETCTBUH
000 "Hoso Hopouck"
Ceedenun o pezucmpayuu opeanusayuu: Meaxcpaiionnasn uncnexyus Pedeparshotl Hano2060% cayxchur Ne 46 no
2. Mockse 01.01.2008, OT'PH 1037729013 926, dama npuceoenus OIPH 21.05.2003.
Adpec: 121614, 2. Mocxsa, ya. Kpsuiamenas, 0. 13, op. 41. Tenegpon; 8(495)956-11-32,
B nuye: I'enepansuuris Oupexmop Buxmopos C.A.
Hosepennoe nuyo: Tancuna I’ B., dogepennocms Ne NN-B-25-2018 om 12.] 2.2018 2,

SALABIIAET, YTO

JAexapcmeennoe cpedcmeo. HosoPanud® Oaexcllen®, PAacmeop 01s nOORONCHOZ0 U BHYMPUSERHO20 GEEOEIUA
100 Eff/an 3 mn, xapmpuoseu e unpuy-pyuxax Pnexcllen® (5), nauru xapmonnsie, pez Ne IT NO16171/01 om
01.12.2009 (dama erecenus uzvenenuii ¢ PY 09.08.2018) sei0aro Hoso Hopduck A/C, Hanus, cepus 0241018,
napmus 22294 ynaxoeox, 200eu do 31.03.202], npouseéodcmea OO0 "Hoeo Hopduck", Poccus, HHH
7729427770, 248926, 2. Kanyza, 2-0ii Asmonobunsnstii npoesd, 0.1 xod OKIT? 21.20.10.119

COOTBETCTBYET TPEEOBAHUSIM

IINQI6I71/01-090818

AEKTAPAIHSA [IPHHATA HA OCHOBAHHH

npomoxon ucnvimanui Ne 116¢h om 30.01.2019 HIT 000 HI "©APMOBOPOHA" ammecmam axkxpedumayuu
POCC RU.0001.21 @140, Cepmugpuxam POCC RU.OM11.C80269 om 31. 01.2019

JATA @H}U{THH AEKJIAPAIIAH 07.02.2019

AEKAPATHS NEUCTBHTELHA 110 3/.03.2021 { o O
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i CBEJEHUS O PEr HCTPAIINA

OPI'AH IIO CEPTHOMKAIMHA, SAPETHCTPUPOBABII U AEKJIAPALTUIO
RA.RU.11PMI1] OPTAH ITO CEPTHOHKALHH ITPONTYKITHY OBIJECTBO C OI'PAHHYEHHOM
OTBETCTBEHHOCTEFO "@OPMAT KAYECTBA", adpec opeanusayuy : 109428, 2, Mockea, 1-wiii Baiosckuii
npoe3so, 0. 3, cmp. 1, adpec opzana no cepmugpuxayuu: 129626, 2. Mocxsa, 1-as Moinmuayuncxas, 6. 25, men.
(495) 783-19-08

AEKJAPARUS O COOTBETCTBUH 3APETUCTPUPOBAHA M POCC RU A-RU.OM11.4.13316/19
ATA EPAITAM 07.02.2019
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[orkymeHT ana cepun <0241018> tosapa <HosoPanua ®nekclleH pacTsop ANA NOAKOKHOIO U BHYTPUBEHHOIO BBEAEHUA
100 EQ/mn (KapTpugsk B wnpuy-pyyke ®nexclex) 3mn Ne5>
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OokymeHT gna cepun <0241018> tosapa <HosoPanug ®nekcleH pacTBop ANA NOAKOMKHOIO U BHYTPMBEHHOIO BBEAEHMA
100 E4/mn (KapTpuax B wnpuy-pyydke $nekcfen) 3mn Ne5>

000 "Hoso Hopauck” 3
248926, Kanyxckan obn., r. Kanyra, 2-olt AsToMoOunbHBIA Npoesa, 4.1

WHH/KMMN 4028001562/402901001 e
: novo nordisk
Certificate of Analysis N°3

CepTtudukat aHanusa N3
ot 24.01.2019

Date of Manufacture: 10/2018

Jlata npow3soACTBa

NOVORAPID FLEXPEN
100 U/ML 5X3ML* KALUGA

HOBOPAMWA ®NEKCNEH
100 EO/MIT 5X3 MT* KANTYTA

Product No.: 7268-335

Date of packaging: 01/2019

Mpogykr N2 [ata ynakosku
Batch No.: 0241018 Date of expiry: 03/2021
Cepus N2 CpOK roaHoCTr

Batch 22 294 cartons
Paamep cepuu: 22 294 ynaxkoBoK

Components Results Units Note
MNokasarens Pe3ynbTathl EaunHuubl MNpumMeyaHue
Macroscopy COMPLIES <none> N/A
Onucatine CooTBETCTBYET <HE NPUMEHUMO >
ID of insulin aspart COMPLIES <none> N/A
MoANMHHOCTbL MHCYNWMHA acnapTt CooreeTcrByeT <HE NPUMEHWMO>
ID of Metacrezol
MognMHHOCTL MEeTaKpe3ona
1D of Phenol
flognvHKOCTL peHona
pH 7,34 <none> N/A
pH <HE NPUMEHUMO>
Particles >=25 um/container 8 N/A
MexaHuueckue BrKAKYEHUA >=25 MKM <none>

<HE NPUMEHUMO >
Particles >=10 um/container
MexaHuyeckKe BKNYeHuA > =10 MKkM 78
Freezing point depression 0,49 Celcius N/A
NoHWKEHWE TOYKW 3aMED3EHURA Lenocua
Zinc total 19,7 ug/mi N/A
QOUWMA UMHK MKI/Mn
B28iscAsp insulin aspart <0,2 % N/A
B28u30ACn MHCYNWH acnapr
Dezamido insulin aspart 0,5 % N/A
De3zamunovHcynus acnapTt
Insulin aspart rel impurities 0,7 % N/A
PoACTBEHHbIE COEAUHEHUR NHCYNUHA acnapT
High molecular weight proteins 0,2 % N/A
BrICOKOMONEKYNSPKbIe 6enku
Bacterial Endotoxin <80,0 1U/mi N/A
BakTepuansHbie 3HA0TOKCHHbI Ef/mMn
Sterility COMPLIES <none> N/A
CrepuneHoCTs Coorsercrayer <HE NPUMESHWUMO>
Assay of insulin aspart I N/A
KONMuecTBeHHOe OnpeaeneHmne uHCyNmMHa acnaprt 597 nmol/mb. =

HMONBL/MN il 2
Metacresol
MeTakpeson 1,74 mg/mi

Mr/mn
Phenol i = 5
®eHon 1,53 mg/mi 4

Me/mn - =
Dose accuracy COMPLIES <none>:.
TOYHOCTh A03KPOBAHUR CooTsercrayer <HE NPUMEHUMO2.

T
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BeAeHUA
LokrkymeHT gns cepum <0241018> tosapa <HosoPanua ®nekclleH pacTBop ANA NOAKOXKHOIO U BHYTPUBEHHOTO BBEA
0 :

100 EA/mn (KapTpugx B Wwinpuu-pydke ®@nekcleH) 3mn Ne5>

e

000 "Hoso Hopauck"
248926, Kanyxckas o6n., r. Kanyra, 2-oii AsToMOGWNbHDI npoesa, a.1
MHH/KNN 4028001562/402901001

novo nordisk”

Components Results Units Note
MokazaTtens Pe3synbraThi EAnHuub MNpumedaHue
Packaging No 3 mn npenapata B KapTpuaXmK u3 <none> N/A

¥Ynakoska crexna I ruaponuTMYeckoro Knacca <HE NPUMEHHUMO >

(Esp.®apm.), yKynopeHHbie
KONNaukamu ¢ npobkamu ma
EpombyTunoson
pe3uHbl/nonuusonpera (Esp.®apm.) c
O[IHOW CTOPOHS! U NOPWHRMU u3
6poMBYTMNOBOMH peauHb: (Eep.@apm.)
C ApYroi CTopoHsl. Katpuax 3anasq s
nnac'rmcosylo MyﬂbTPE.ElOBOBYI'O
OAHOPa30BYI0 WAPUL-PYUKY 48
MHOMOKPaTHLIX MHbEKUMIA OnekclleH ™.
Mo 5 nnactukossix MYNbTUAO308LIX
QAHOPA30BLIX WNPUL-PYYeK ANR )
MHOMOKPaTHLIX MHbeKUMIA Onexcllen™
BMeCTe € UHCTpyKUmen no
OPUMEHEHWIO B KBPTOHHYIO NauKy.

Labelling B cootseTcTaum C HA <none> N/A
Mapkuposka <HE MPpUMEeHUMO>
Storage Mpy TemMnepatype or 2° 40 8°C (s Celcius N/A
XpaHeHue XONOAMNLHUKE), HO He psaoM C Uenocus

MOPO3uUNbLHOU KaMepoi.

He 3amopaxusarts.

ANnR 3awmTel ot ceeTa XPaHUTs
WnNpry-pyJky ¢ HAAeTLIM KOMNMauKoMm.
Hoeopanua® ®aexclen™ cneayer
NPeLoXpaHaTeL OT BO3ZERCTBUA
“30LITONHOrO Tenna m ceeta,
vicnonesyemyio unu NepeHocuMyn e
Kadecrae 3anacuon WApMU-pYYKyY ¢
fIPEN3PATOM He XPaHUTL B
X0noguneHUKe. Xpanuts npu
TeMnepatype He soiwe 30°C,
MCNONb308aTh 8 TeverHue 4 HeAeNb.
Shelf life 30 Month N/A
Cpok roaHocTu Mecsay

AHanus cepuun MPOBEAeH B cooTBeTCTBUM ¢ HA [ N016171/01-090818.
Batch analysis was done according to the specification ND M NO16171/01-090818.

3aKknwoyeHue: HoeoPanug® ®nexkclen® PacTBOp ANMA NOAKOMXHOIO U BHYTPDUBEHHOro
BBefeHun, 100 EA/mn, KapTpuaMX+wnpuu-pyuxka 3 Mn x 5, cepua 0241018 npouzsegeH u
ynakosaH Q00 «Hogo Hopaucks, Poccus, COOTBETCTBYET TpeboBaHMaM

HA N N016171/01-090818 no NpoBepeHHbiM nokasatensm.

Conclusion: NovoRapid® FlexPen® Solution for subcutaneous and intravenous injection
100 U/ml, cartridge in injection Pen 3 ml x 5, batch 0241018 manufactured and packed by
Novo Nordisk, LL__C, Russia, complies to the requirements of ND N N0016171/01-090818.

Galkina Galina et G
MankuHa :r‘gnuﬂa‘ &

Quality Department
Ovaen kavecrsa . ;
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fokymeHT ansa ToBapa <HosoPanug ®nekclleH pacTBop ANA NOAKOMHOIO U BHYTPUBEHHOTO BBeaeHua 100 EL/mn
(kapTpua B wnpuu-pyyke ®nexclen) 3mn No5>
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Hoso Hopanek A/C, Jlanus
Novo Nordisk A/S

|

{AJIpEC MECTOHAXOKIENUS NePkaTeNs :
f(aaa.rzenbua) PETHCTPALHOHHOrO yroCTOBepeHis! | Novo Alle, DK-2880, Bagsvaerd, Denmark
'~ |AexapcTBeHHOrO npenapata |

JaTa rocynapersennoi perncrpaiy j 01.12.2009

decepouno

{[laTa Buecenus uamMenenuil B perucrpausonnoe
|YAOCTOBEPENHE NEKAPCTEEHHOrD npenapara i
{(aaTa 3ameHkl perucTpaunoHnoroe

YAOCTOBepennus nekaperacanore npenapata) J

09.08.2018

——— e e L |

i Hudopmaums o 32PErHCTPHPOBAHHOM IEKAPCTBEHHOM NpenapaTe:

L5 S
{Toprosoe HaumenoBanue | HoBoPanua® ®nexcllen®

iMemayunapoanoe HeNaTCHTOBAHHOE, HAH j
* |rpynnupoBounoe, nau xumuyeckoe Hucynur acnapr
- 'HAHMEHOBANHe

iJlekapeTBennas popma PACTBOP ANs TIOAKORHOIO H BHYTPHBCHHOTO BBELCHHMR

(osuporka 100 Ellfmn

. |KanecTBennsiit cocTar u KoanyecTBenbi COCTAB ACHCTBYMHIHX BEUIECTS H KAYECTEEHHbII COCTAB,
. |BCIUMOTaTeLHBIX BeMiecTs A

{MHCYIHR acnapt 100 EZ] = 600 smons (okono 3.5 MI) (O4H2 CIMHHUA HHCY 1A acnapr coaepxdT 0.033 Mmr -
[6e3B0AHOrO GeCCoNeBOTO HHCY TIHA ACTIAPT), BCNOMOIaTeNLHLIE BCLIECTBA (FAMliepon, enon, merakpeson,
{LMHK (B BHAC LkHKa XA0PHIA), HATPHA XJTOPHIL, HaTpia ruapodocharta aurnipar, HATPHA FHAPOKCKA,

| KHCI0Ta XAOPHCTOBOOPOAHAS, BOAA [T HHBCKUMH) :

{®opma EBbITYCK2 (lekapcTBennas Gpopma, Epucnsop AZA NOAKOACHOTO W BHYTPHBCHHOID BBEJIEHHA, -
1n03uposka, [IePBHYHAN YNAKOBKA, KOAHYECTRO (100 EL/mn (kaprpunx B umpnu-pyuaxe Gnexcllen®)
Ineka‘pt’rnenuoﬁ dopmul B nepruuHOi {3 Ma X 5 (nauxa KapToHHas);
{YRAKOBKE, KOIHYECTBO NEPBHYHON YNAKOBKH B | Yakoska Hu-Gank: :
[OTPeBHTeNLCKOR ynakoske, KOMIUIEKTHOCTH) | DACTBOP ANA OAKOKHOrO H BHYTDHBEHHOIO BBEACHHA, |
! 100 E/l/mn (kapTpumx 8 wopru-pyuke) 3 Max 10 -

; {(nauxa kapToHKas); J :

i {PACTROP 417 NOAKOKHOTO 1 BHYTPHBECHHOrO BREACHHA, |
: 100 E[/mn (kaptpumx & wnpuu-pyaxe) 3 i x 1-1296
: J?i_x_olu'rc:13':}1013 ﬂﬂaCTHKOBblﬁ) .

[ Pexsusni HOPMATHBHON 10KYMeHTAUHH TINOI61 71/01-090818 021147
& : ‘}‘W ey it ST e e wm o = . i




AokymeHT ans Tosapa <HosoPanug ®nekclew pactsop ann NOAKOMKHOMO M BHYTpUBEHHOrO BBegeHUa 100 EA/mn
(kapTprax B Wnpuu-pyuke Gnekcler) 3mn Ne5>

Crpanuua 2 peructpaunontoro yaoctosepenns No [11N016171/01

TTpoHIBOACTBEIBIE MLTOUAAKIE, YHACTBYIIIHE B RPOLECCE 1POBIBOACTBA JEKAPCTECHHOTO IPENAPATA, € YKAIRNBEM cTauil

NPoON3BOACTBA, HAIBAHKE H QAKTUMCCKUX AIPECOD MECTOHAXOAILITIN

Hpowssodomen SOMOSOT ACKGPCINEEHROT IOPAK

Hono Hopaderk AC, Hamus /
: Novo Nordisk A/S, Denmark

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

Tpoussodemen 20mosol aexapemeersg Hopsbl

' Hoso Hopmiex 11ponykao ®apaacsiotika 10 bpamn
{Jlraa., Bpasuians / Nove Nordisk Producao
LFannucr.-ulien do Brasil Ltda.. Brazil

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

Ilpouzsodemeo 20mosol 1exaperIGennod gapis

{Hoso Hopancs [poiaxwn CAC, ®panuss / Nova
iNurdisk Production SAS, France

45 avenue d'Orleans. 28000 Chartres. Frunce

Hpoussodemsn 20mosoll Aekapemeennol hopys

Q0O "Hoso Hopisiex”, Poccia

1. Kaityra, 2-0ii AstomobuisHulit npoesn, . |

Tlepsunnug ynukasra

'Hoeo Hopaser A/C, Hakis /
| Novo Nordisk A’S, Denmark

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

Tepsuvnan ynukoaxa

'Hose Hopauek Mpoayrso Qapmacuiorkka 1o Bpatsi
|JTraa., Bpaiunusa / Novo Nordisk Producuo
| Farmaceutica do Brasil Lida., Brazil

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

Mepstnay ynaxvexa

| Hoso Hopaucex poaaks CAC. ©pasuua / Novo
| Nordisk Production SAS, France

45 avenuc d'Orleans, 28000 Charires. France

[lepsuvnan vilakoska

. 000 "Houo Hopmites”. Poccis
|

. Kasyra, 2-oit AsromoBuabusiil npoesa, 4. 1

Bmapusunas/nompedumensckas ynuxosxa

| Hoso Hopawck A/C, Tanua /
i Nove Nordisk A/S, Denmark

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

BMOpuaHOsROMPETAIMebekas YIaKoeKi

Ellnuo Hopjuses Hpoaykuo QupmaceioTuks (o Bpasna
i/lraa., bpasimsa / Novo Nordisk Producae
| Farmaceutica do Brosil Lida., Brazil

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

Bmopusnarinompefiiomeascras ynaroska

i Hoso Hop:iex INMposakinn CAC, ©panuus / Novo
Nordisk Production SAS, France

45 avenue d'Orleans, 28000 Chartres, France

BRIopuuRaRMOmpeluINeIbeRaA YIROsKY

j{')OO "Hoeo Hopanek”, Pocens

. Kanyry, 2-0if, ABToMOGHALHBI poesn, 1. §

fipousevdumean (Beinyexanoupiii KoMmpoTs Kawecmeu)

! Hoero Hopauex A/C, Hannsn /
‘Novo Nordisk A/S. Denmark

Novo Alle, DK-2880 Bagsvaerd. Denmark
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