LokymeHT ans cepuu <JS68G23> ToBapa <AKkTpanua HM pacteop ans uHbvekuuin 100 ME/mn dnakorsl 10 ma Nel>

AEKJAPALIMA O COOTBETCTBUU
AEKITAPAHT, ITPHHUMAIONI U JIEKJIAPALIIO O COOTBETCTRHI
000 "Hoao Hopouer”
Caeoenun o pecucmpaiu opeanuzayuu: Meycpaiionnan unenexiyisi PedeDuibiOn 10060l cavaedse No 16 1o
2. Mocree 01.01.2008, OFPH 1037729013926, oama npucsoesusn OFPH 21.05.2003.
Adpee: 121614, 2. Mockea, ya. Kpvuiameras, o. 13, op. 41. Terehon: 8(495)956-11-32.

B auye: Nenepansiait dupexmop Buxmopos C.A.
Hosepennoe auyo: Huvox B.:L, dusepenocms Ne 04/12-18.2 om 04.12.2018 2.

3ASIBJESIET, UTO

Aerapemeenioe cpedcmeo.: Axmpanud HM, pactisop O wsexyuir 106 ME/un 10 s, ghaarons (1), nauru
xapmoniwie, pee Ne [T NOI4272/02 am 20.04.2007 Banma savens 28.09.2018) , cepun JS68G23. napmus 39000
ynuarosor, eoden du 30.06.2021, npousesocmea Hoeo Hopouek A/C, Jlanus, Nove Nordisk A/S, Novo Afle,

i DK-2880. Bagsvaerd, Denmark xoo OKILA2 21.20.10.119. koo TH B3 3004310000, konmpearm Ne

377201 2/RUSINNAS omi 11.01.201 2, uneaiic No 2000261681 om 29.03.2019

COOTBETCTBYET TPEBOBANHMSIM

TT NBI4272/02-200407 uan. Ne -7

AEKJIAPALLHSI TIPHHSITA HA OCHOBAHMH

APOIMOROX HCNBUM it A2 549¢h om 100042019 HIT Q0O HI] "QAPMOBOPOHA", ammecman URKpeOintai
POCC RU.G001.21DJIH. Cepmugpuscam POCC DK.MMIT.CS3457 om 11.04.2019
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CBEJEHVWSI O PETMCTPALLAU

OPTrAH IO CEPTHOHKALMH, 3APEMHCTPHPOBABUIMH JAEKJIAPALIMIO

RA.RULTDMII OPTAH IO CEPTHDHKALHI IPOAVKIHA OBLUECTBO C OF PAHHYEHIOH
OTBETCTBEHHOCTEIO "QOPMAT KAYECTBA", adpec opeanusatuu : 109428, 2. Mockea, 1-viit Busoserui
npoeso. d. 3, emp. 1. adpec opeana no cepmupusayun: 129626, 2. Mockaa, [-an Momgunesas, 0. 25, men.
{(#95) 783-19-08

AEKJIAPALIMS O COOTBETCTRUH 3APETHCTPHPOBALIA M POCC RU 4-DK.OMIIA.20859/19
AAPKPEFUCTRALIAN /1.04.2019
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NokymeHT ana cepun <JS68G23> Toeapa <AKkTpanug HM pactsop ans uHbekumnin 100 ME/mn dpnarkonbl 10 ma Nel>
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JEKJAPAIIMSI O COOTBETCTBUHU

JEKJIAPAHT, MPHHUMAIONUHI JIEKJIAPA LHIO O COOTBETCTBHH
000 "Hoao Hopouer" o
Ceedenust o pearempayun opaanusay: Moo paiionian wncnexyus Gedepultbon ReDRgon R\ $bure” |
2. Mocwkee 01.01.2008, OFPH 1037729013926, oama npucevenun O'PH 21.05. 200970 KORTPONS Kasecrsa f
Adpec: 121614, 2. Mockaa, ya. Kpuisamesan, 0. 13, oth. 41. Teaedhon: 8(493 ?5‘533?;—,”‘??;“ C?;T;?éﬁ;tﬁﬁ“:@ﬁ% \
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Aerapemeenioe cpedcmeo: Axmpanud HM, pacmeop oan wwesyuin 100 ME/ s 10 s 4 rfmcu«?y’sg 1), nuuku
Kapmonnuie, pez No [T NOI4272/02 om 20.04.2007 Dama savens 28, 09.2018), cepun JS68G33, napnust 390000
ynarosor, eoden do 30.06.2021, npouzsedcemea Hoso Hopduck A/C, flanus, Novo Nordisk A/S. Novo Alle, N
| DK-2880. Bagsvaerd, Demmark o0 OKII2 21.20.10.119, ko0 TH BOJ 3004310000, koumparm Ne i
377201 2/RUS/NNAS om 11.0].201] 2, ungone Ne 2000261681 om 29.03.2019 C
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CBEJEHMSI O PETUCTPALIA
OPTAH MO CEPTUD®MKALMH, 3APEMMCTPHPOBABLI M AEKJIAPALTHIO
RARU. 1 DBMII OPTAH [10 CEPTHDHKALIH ITPOJVK. HHH OBLECTBO C O PAHHYEHHOH ‘
OTBETCTBEHHOCTLIO "D OPMAT KAYECTBA", adpec opeanuzayu : 109428, & Mocksa, -oiit Basoscruir
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[orkymeHT ana cepum <JS68G23> Tosapa <AkTpanug HM pacteop Ana uhbekunii 100 ME/mn dpnakoHbl 10 mn Nel>

&

novo nordisk”

Certificate of Analysis

WNovo Nordisk A/S

Novo Allé
CepTvduKkaT AManuza 2880 Bagsvaerd

Denmack

Tel. +45 4444 8888
Fax +45 4445 0553

ACTRAPID HM

AxTpanng HM

100 ME/ML 1X10 ML

100 ME/mn 1X10 mn

Product No. : 7126123

Date of Manufacture : 01/2Q19

Aata npow3sopctaa

fipoaykt W
Batch No. : JS68G23 Date of Expiry : 06/2021
Cepwa He Cpox reaHocT®
Components Results Units Note
KoMNOHeHTH PesynsTarw Eaummin Mpvmeva
g
Macroscopy COMPLIES
Onncanve CogTeercrayet
Identity of human insulin COMPLIES
TIOANMHHOCTS HENOBEXECKOTD MHCYMMHA CooteeTcTayeTt
Assay of insulin 59.3 IU/ml
KQNMYECTBERHOE QNPEACNEHHE WHCYNWUHA El/mn
PH 7.33
pH
High molecular weight proteins 0.2 %
BucoxomonexynsgHie Senku
A21 desamide insulin 0.4 %
A21 fe3aMuaorHcynEd
Other related proteins 0.4 %
Lpyrue poacTsenHile Senxu
Zinc total 20.9 ug/ml
GEuwiR uaHK #Kr/un
Bacterial Endotoxin <10 IU/ml
BaKTepuansHse IHAOTOKCHNS ER7un
Sterility COMPLIES
CrepunsHocTs CoovseTcTayer
ID of preservative COMPLIES
MOANMHHOCTS XOHCEDBaNTOS CooTBeTCYBYET
Metacresol 3:13 mg/ml
HeTakpeson Mr/wn
Particles >=10um/container 72
Hexanwyeckue BRABYEHUA >=10 MKe
Particles >=25um/container 9
HeXanuueckne BRNBUEHKR =25 mke
Order Number:7716245
289864 GHIE /BSR 075 RUSSIA

5020109 JW53E02
Page: 1



AokymeHT ana cepumn <JS68G23> Tosapa <AkTpanug HM pactsop ans uHvekumit 100 ME/mn dnakoHbl 10 ma Nel>

i
Certificate of Analysis nova norlsk
ot
c M % b QLT
epTipsrar Axamaa ?’,’;? m?nw 4
Tl +45 4444 8883
Fax +45 2449 0555
ACTIRAPID HM
AxTpanuy HE
100 ME/ML 1X10 ML Date of Manufacture : 01/201%
100 ME/mn 1X10 an fara npowssoactaa
Product No. : 7126123
MpoayxT s
Batch No. : JS68G23 Date of Expiry 1 06/2021
Cepun Ke Cpox roawocTs

2 903§'Zenhagen
ANE ST jﬁ)\w

Quality Department

289864 GNIE /BSR 075 Russia
5020109 JWS3ED2
Page: 2



[lokymeHT ans ToBapa <A|<Tpam4p, HM pacmop ANA nHbeKkumn 100 ME/:vm q)nauoubn 10 mn Nel>

MHHHCTEPCTBO 3APABCOXPAHEHHS
POCCHHCKOCH ®EEPALIMH

PerHcTpauMoHROEC YIOCTOBEPEeHNHE
JERADCTBEHHOTE IPENAPATA 115 METHIMHCKOT0 IPHMEHEHNST

T1 N014272/02 & rh !
(HoMep perncTpaUHOHHOTO YAOCTOBEPEHIA NEKAPCTBEHHOrO Mpenapara) e

‘Haumenosanue JepKaTend (BIale/buAa)
PETHCTPAUMOHHOTO YAOCTOBRPEHHS
JAEKRPCTBEHHOrO ApenapaTa

Hoso Hopanck A/C, Hauus,
Nove Nordisk A/S

JAApeC MECTOHAXOMKACHIRA AePARATe S
{Bnagenbua) PerHCTPAUHOHHOTO YOCTOBEPEHHS | Novo Alle, DK-2880 Bagsvaerd, Denmark
NEeKAPCTBEHHOTO Npenapara ‘

Jata rocynapcreenHoil pericTpannn

20.04.2007
JEKAPCTREHHOrO0 Npenapara

Cpox nelcTBHA PErHCTPALHOHHOTO J

GeccpouHo
YROCTOBEPEHUA NEKAPCTBEHHOTO Ipenapara

|

1
aTa BHeceHIs U3SMEHEHNT B PErHCTPALUHOHHOE i
YI0CTOBEPEHNE IEKADCTBEHHOTO NpenapaTa i 28.09.2018
(28Ta 3aMeHBI PErHCTPAUNHONHOrO i e

| YAOCTOBEPEHUS JTEKAPCTBEHHOIO npenapaTa}

Mndopmaus 0 3apericTpupoBaHHOM NeKAPCTEEHHOM Npenapare:

Toprosoe HanMeHOBaHHE i Artpanna® HM

Mexaynapoanoe HEMATEHTOBANHOE, WH
TPYNOHPOBOYHOE, HAN XHMHYECKOE
HAUMCHOBAHHE

Wucynyn pacTsopuMmelil [uenoseteckHit rento-
WHKEHEPHbIf]

Jlekapcrsennan Gopya i pacTBOp JUIA HHBEKUNKH
Ho3uposka 100 ME/wn

o KQQEC‘TBEHHHH COCTAB 1 KOAHYECTBEHHbLIN COCTAB HQHCTB}IOIIIHY BELIECTB H RAYMECTBEHHBII CDC’TRBA
: LBCHGMOI‘BTEJ":HI:IX BeIeCTB

| MHCYJIMH PACTBOPUMBIH [denopeveckuii renno-urskenepupiii] 100 ME = 3.5 Mr, BcnioMoraTensusie Bemccm E
(LWiAK (B Bje LWHHKa XAOPHIA), TIHUEPHH (FIHILEPOT), MCTAKDE30Jl, HATPHA MMAPOKCH], z
XNIOPHCTOBOIOPO;IHAA KHCTIOTE, BOAA 114 m:wkums)

(Dupwa BBINYCKa (TekapereenHas gopma, lpacrsop And WaveklnA, 100 ME/yn (dnaxon) 10 v x 1 T
. |RO3HPOBK2, NEPBHWIHAN YNAKOBKA, KOAHYECTBO |(NavKa KapToHHas);
|exapcTEenHoi GopMbl B nepsuuHOi ip']CTBOp s Hakeswmit, 100 ME/vn (kapTpumk B
YNAaK0BKE, KOAHYECTBO NEPBHYHOIT YNZKOBKH B WITPHL-DYYKE ®nexcllen®) 3 M x 5 (nauka
noTPefNTeNLCKOH YNAK0BKe, KOMILIEKTHOCTE) 'Mpmﬂnax)

PEeRBH3HTB] HOPMATHBHON J0KYMEHTALHI F! N{}|47?7/02 200407




HokymeHT ans Tosapa <AkTpanug HM pactsop ans uHbEKUMIA 100 ME/MmA dnakoHbl 10 ma Nel>

Cmaﬂuﬁé 2 perncTpauroRHoro yaocroseperus Ne IT N014272/02

llpuumoncrseuumc OJCIALKH, YMACTBYI0OULHE B npolecce Npou3soacTsa JIEKapCTBEHHOTO Hpenapara, ¢
YRAJGHHEM craauii NIPOH3IBOACTBA, HAIBAHUI H ¢3hTit‘lEEKH1 aapecoB MeCTOHANOWICHHS

[Tpoussodcmen 20mMoEOT AeKAPCMBEHHOT (hopv bl Hoso Hopawmek A/C, Jdawus / Novo Nordisk A/S,
| Denmark

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

TTpouzeodcemeo 2010801 aekapemeennoll gopsel , Hoso Hopauck IMpoaaxwun CAC, Opanums /
|Novo Nordisk Production SAS, France

45 avenue d' Orleans, 28000 Chartres, France

lTpouzsedcmeo 20moeol aexapemeennol ghopaint iHouo Hopaick [ponykao @apMackioTHKa 10
i Bpasun Jltaa., Bpasuaus / Novo Nordisk
'Producao Farmaceutica do Brasil Ltda, Brazil

Avenida C, 1413 Distrito Industrial, Minas Gerais, Montes Claros, 59.404-004, Brazil

Mepewwnan ynaxoska iHoso Hopaxek A/C, dauua / Novo Nordisk A/S,
iDenmark

Novo Alle, DK-2380 Bagsvaerd, Denmark :
Hallas Alle, DK-4400 Kalundborg. Denmark

[epsuunas ynakoska [Hono Hopanck [Mponakwy CAC, ®panuna /
‘Novo Nordisk Production SAS, France

45 avenue d' Orleans, 28000 Chartres, France

[Tepsuunan ynakoexa { Hoso Hopauck Mposykao PapmacsioTika 10
i Bpasun Jltaa., Bpasunns / Novo Nordisk
[E’roducao Farmaceutica do Brasil Ltda, Brazil

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

s | %
Bmopuusag/rompefumenscran ynarossa iH()P.n Hopanck A/C, Janns / Novo Nordisk A/S,
:Denmark

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

Bmopuunas/nompeGumensckas ynakoara Hoeo Hopauck Tponakinn CAC, ®panuus /
iNovo Nordisk Production SAS, France

45 avenue d' Orleans, 28000 Chartres, France

Bmopuynas/nompebumenscKaa ynaKoexa {Hoso Hopauex Mpoaykao PapMachioTHKE 10
P P : P. i
{Bpasua Jlraa., Bpasnaus / Novo Nordisk
{ Producao Farmaceutica do Brasil Lida, Brazil

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

T
Mpouseodumens (Bolnyexaowuii xonmpoas xavecnsa) |Howo Hopasck A/C, Jlanna / Novo Nordisk A/S,
{Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark

s I T

[Ipowssodumens (BoinycKaoujuil KOHMPOIb KaNeCmea) /('/:\\?P{Yﬁﬁd ‘F‘l‘o\:?fazg Mponaxuk CAC, ®panunsa /

[Novo'Noydisk Production SAS, France

45 avenue d' Orleans, 28000 Chartres, France S B e
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