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L 000 "Hono Hopduer "
! Sapeaucmpuposayo - Mexicpatonnan HHeRekyn Dedeparvnol omorvsoi CHYICTO! N 4G 110 2, Mockee OI'PH
I 1037729013926 om 2 1.05.2003
| Adpec:1216] 4, & Mocrsa, yn, Kpuviaameran, o, 15, oth. 4. Teaedon: 8(193)956-11-32.
B muige:Fenepanyipg Qupekinop Bukniopos C.A.
Hoaepeunoe niyo: Cyupnios KT
Hoeepennocny,: Na 16/07-19 o 1 6.07.20192

3ASIBJISIET, YTQ
rexapemeennoe cpedema: A RIpanud® [ pacmeop dan wveryii 100 ME/sa 10 an, @rarons! (1), naury
Kapmonnuie, pez No IT NO 142 72/02 om 20.04.2007 (Gama saenw 10,07 2019) svioano Hoao Hopouer A/C,

cepus JS69135, napus 149990 YHakeaeor, eoden do 28, 02.2022, npouseodcmen Hoso Hopouex: A/C, Barus,
Novo Nordisk AZS, Novo 4 e, DK-2850, Bagsvaerd, D, ik, koo OKIIA2 21.20.10.11 9, ko TH B3I
3004310000, Kotmparm Ne 57/2012/R USINNAS om 11.07 2012, uncoiic No 2000273140 om 07, ] 1.2019

COOTBETCTBYET TPEBEOBAHMSIM
a A’0!4272/02-200407 wzar No /-9
AEKITAPALLH S ITPHHSITA HA OCHOBAHHUH
Hpomoron ucnotmeaniy No 2275¢h om 12,17 2019 HIT 000 HIL] "t PMOBOPOHA " cmmecman;
| RRpedumanun POCC RU. 0001.21 w140, Cepmudpuram POCC Dk, PMI.CI4447 oy 13, 11.2019

JATA HPHHSITI S AEKJIAPALINM /74.7) .2019
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2  CBEJEHMSI O PEI'MCTPAITIY

OPTAH ITO CEPTH PUKAIMHY, 3APErY CTPHPOBABLIHIT ALKIIAPAITH IO
RARU.1IDMIT OPIH 170 CEPTH@H[GIHMH IPOAVILIHH OBLUECTBO C or PAHHYEHHO
OIBETCTBEHHOC ThIO "DOPMAT 4 YECTBA", adpec opearuzeanun : 109428, . Mocrea, I-uiii Basoeckuit
1poeso, d. 3, emyp. |, adpec opeana no cepmudpunein; 127282, o Mockesa, yn. Hepatsneran, O, 2, cmp, 7

AEKJIAPALIHSI O COOTBETCTRY 3APETHCTPUPOBAHA % POCC RU 1D PMII1.A.46063/19
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Certificate of Analysis

¥ 8
CepTudukar Ananusa o
Novo Noll‘:l‘diak A{g
2880 Bug:;g.g;g
ik 143 1348 s
ACTRAPID HM Order Number : 0007724271-10
.NﬂmmuqHM 3araa Ne
100 ME/ML 1x10 ML Date of Manufacture 08/2019
100 ME/mn 1X10 Mny Aara npousscgeraa
Product No. . 7126123
Mponyxr Ne
Batch Number - JS69Vv3s Date of Expiry : 02/2022
Cepus Ne Cpok rogHocTu
Components Results Units Notes
KomnonenTs Peaynsrany Enunuys MpuMeyanue
A21 desamido insulin 0.4 %
A21 Reaaummcynm
Assay of insulin 99 IU/m1
Konwectaennga onpegenenue MHCYrnmHa El/mn
Bacteria]l Endotoxin <10 IU/ml
Emmmmmmmumwmma Efimn
High molecular weight proteing 0.2 ¥
Bmmmmmamupmummm
ID of Preservativeg COMPLIES
Nognwmocn, KoHCepaarToa Goommtmyer
Identity of human ingulin COMPLIES
Doanunnocrs “Yenopeveckorg HAHCYNuHa Coomaercrayer
Macroacopy COMPLIES
Coorteercrayer
Metacresol 3.1 mg/ml
MeTaxpeson Mr/mn
Other related Proteins 0.3 %
Apyrue POACTREGHHLIE Bamg
Particles »= 10 um/container 105
Mexarnueciua BITIOUeHMA >= 10 Mgy =
Particleg sm 25 um/container 2
Mexanuuacxue BKNIOYeHUR >= 25 MKM
SGAW 075 Russia
5020109 JW56D17 50201xx-9g
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Certificate of Analysis

Novo nordisk’
Ceprucbuxar AHanuaa
Novg Noﬁg‘i;gkﬁrgs
2880 Ba avae
ark
Fax: 143 444 ess
ACTRAPID HM Order Number : 0007724271~10
Axtpanug HM 3akaz Ne
100 ME/ML 1X10 ML Date of Manufacture : 09/2019
100 ME/mn 1X10 Mn HAara NpoussogcTag
Product No. 1 7126123
lMpoaykr Ne
Batch Number : J869V3s Date of Expiry : 02/2022
Cepus Na Cpox roaHocTy
Component g Resultg Unitsg Notes
KoMnoxemT Pesynuramy EauHuL Mpumevarye
Sterility COMPLIES
Crepunshocry, Coorsercrayer
Zinc total 20.6 Bg/ml

OBupais yunk MKM/Mn
PH 7.3
pH

2019.10.18

Sahang Ganeswa

Quality Deparément

SGAW 075
5020109
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AoKymeHT ana Tosapa <AkTpanua HM pacTtsop ans uHbekumit 100 ME/mn ¢bnakoHbl 10 ma Nel>

!

MHHUCTEPCTBO 3APABOOXPAHEHIIS
- POCCHIHCKO ®E/IEPALII.

~ Pernctpaunounoe yrocro

 JIERAPCTBEHHOT) g}jeﬂ:a’para (z:{.,m_s;egzuu

Coms SN o TN M Dl L
- (nowiep perncrpaitmonsoro YAOCTOBEPCHI [leKADCTRERHOMO Nipentapara)

ﬁgﬁmﬂuaﬂneénﬂwareﬂn (Brazensua) Lo e T
pgmc'rp”gguﬂnao T0 YIOCTOBepeHNs Hmna}ggnggi;ﬁ%mm

[Cpox aeiierans PETHCTPauNOHHOrD

€KaPCTBEHHOro NpenapaTa
ARpec MecTORax O TeHHS AepmaTes ' Coasta e
(Bragentia) pernerpannonuoro YRocToBepenun Novo Alle, DK-2880 Bagsvaerd, Denmark
EKAPCTBEHHOr0 npenapaTa il : e

i

Hara rocypapersennoii perucrpau o 20.04.2007

AE€KAPCTBENHOr0 NPenapara

YAOCTOBEPEHNS TeRAPCTBCHITOrD npenapara Geceposro

Hata BRecenus u3menenuil o PerucTpanHoHIOe
10.07.2019

Hupopmauns o sapery

Toprosoe naumenosanye _ Axtpama® HM

Mexgynaponuoe HENATeHTOBARHOE, HaH
TPYRIUPOBONNOE, HAH XHMHYecKoe

HincynuH pacteopinsii [venoseveckit rensio. 3
AHMEROBAKHE : o

HHKCHEPHBIH]

i

' pa'ctnbp_zgm HHBEKLNIT

(nx (8 BUJle UuHKa XOpHAa), rAKuepHn (rnnnepon), MCTaKpE3onl, HaTPUA THAPOKCHS,
xnppucr'pnaxoponnax:mmora, BOna s HHBEKIKIT) ; SR P

acxmm pachb;in_as;tR [wenoseseckuii TeHHO-HIXeHepaLIH] 100 ME = 3.3 mr, BenomMorarensuze BewI

5 ibbp.ua nl;m,yx:xg- (ﬁeiap;rlseuiian_jaopua, pacTsop msmgmm, lOQ__WMH‘.(WQﬁ}}G M 3

A03HPOBKA, NEPBHTIAR YIAKOBKA, KoMHIECTEO (nauka kaprommas); _ :
Jexapersensoil Gopmer nepBHYnAQH ~ |pactoop ans MHBeKIAH, 100 MEAdy K2pTDHIUE B
fﬁmque; muqecrnn‘nepaumpﬁ YNAKORKH B | WNpKU-pyuke DnekclTen®) 3 pn Smauka

- [MOTPeBHTeNb CK ol Ynaxkoexe, KOMILIeKTHOCTS) !xap'rdﬂna,s) Z
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o T
AoKymeHT gna Tosapa <AkTpanug HM pacTtsop gns uHbekuumii 100 ME/mn ¢nakoHsbl 10 ma No1

IIpomasoacreeniie IOILARKY, Y9acTBY IO M Ne 5 fpoiecce IPOLIBOACTRA AeKapeTncHoro MPEMAGPATA, € yRalaHuem Cruun
Bpou3IBOACTRY, HAIBAHMIT 1 PaxTuueckux anpecos MECTOHAXORACH I : :

Mpoussodemso 2omogod .qefca‘écmaenyoﬁ ope:

{Hoso Hopauck A/C, Tasres / Novo Nordisk A/S,
|Denmark -

Novo Alle, DK-2880 Bagsvs._erd, Dghmari; (baaronr o WInpHY-pykif)
Hallas Alle, DK-4400 Kalundborg, Denmatk (¢naxons)

JIpousecocingo 2omoscei; TERAPCMEEHN Ot hoprst

{Horo Hopacx Tponakun CAC, ®panuun / Nove

[ Nordisk Production SAS, France

’45 avenue d' Orfeans, 28000 C har!rﬁ.f‘mncc (nakons n wopHi-pyki)

flpouzsodemao somosons REKAPCIGEHNOT Ghoparer

Hozo Flopnucx 1 POAYL0 DapMackIOTHA 20 Bpasin
Tlr2a., Bpasunus / Novo Nordisk Produean '
Farmaceutica do Brasif 'Ltda, Brazjl

Avenida C; 1413 Distrity Industrial, Mf.}ptes Claros, Minas Gerais, 39404-004, Brazil (wmphn-pyaiy)

Teperatan ynaxosxa

iﬁnm Hopauer A/C, Mlasin / Novo Nordisk ASS,
! Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark {pnaxonu 5 BUEPHL-pYuKH)

Hepounnan ynarossa

,‘ : - |Hallas Alle, DK-$400 Kalundborg, Denmark (durasonss)

Hoso Hopanck Mpozaxms CAC, Gpamums / Novo,

45 avenue d' Orleans, 28000 Chartres, France (Ppnarons i WNPHL-pYysKIf)

Nordisk Production SAS. France

Hlepeunnas ynaxosra

Hoza Hopayick Mponyxao Papmacionra 1o Bpa
Jitaa., Bpasians / Novo Nordisk Prodiicao
Farmaceutica do Brasi Lida, Brazi

| Bmopussas/nompeBumerseran yrxoska

Brennum Park, DK-3400 Hillerod, Denmark ( LWApHU-pYyKIL) /
Hallas Alle, DK-4400 Kalundborg, Denmark (Dnaxont u WAPHLE-pYIRH)

Binopunan/nompesimenery Ynaxosxa

Heozo Hopauck Nponamny CAC, ®panusiz / Navo
Nordisk Production SAS, France

ktiav_emm d" Orleans, 23000 Chartres, France (prakous i WApIU-py Ky}

| BniopsnasinompeBimenseren ynaxogia -

Hoso Hopaiex Tponyxaa DapnacsoTiRg A Bpazun
Jtan., Bpasinmus f Novey: Nordisk Producag -
Parmaceutica do Brasi) Ltda, Brazi]

{Avenida C, 1413 Distrito Industrial, Montes Claros, Minas Gerais, 39404-004, Brazil {mnpuu—pymr)

i ? llpousgodiumens (Buuycxaioupi Roumpons kavecmaa,

It

Hoso Hopmures A/C, Tag s Novo Nordisk A/S,
nmark :

Novo Alle, DK-2880 Bagsvaerd, Denmari: (aakons i WnPHL-pyY i)

Tipouzeodumeny, {BH?D‘CKGIOWI!I?'KOWM?& Xaveemsa)

Hoso Hopasek Mpoaasun CAC_‘, Dpanig 7 Novo-
Nordisk Production SAS, France - :

|45 avenue d” Orleans, 28000 Chartres, France (chnaxonsr)
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