[okymeHT ansa cepum <JS67Y68> Tosapa <AkTpanug HM pactsop ans MHBEKLMA 100 ME/mn dpnakoHbl 10 ma Nels>
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JEKJAPALIASI O COOTBETCTBUM

AEKJIAPAHT, IPUHHUMAIOHUHI JJEKJIAPATIIHIO O COOTBETCTBHHU |
000 "Hoso Hopducrx"

Ceedenus o pezucmpayun opeanusayn: Mediepaiionnasn uncneryun Pedepansnoi naiososod cpoictst Mo 46 no
e Mockee 01.01.2008, OF'PH 1037 729013926, dama nprcsoenusn OIPH 21,05.2003,

Adpec: 121614, 2. Mocksa, va, Rporaamesan. 9. 15, ogh. 41. Tezehon: 8(495)956-11-32.

B muye: Ienepazvnonit dupexmop Burmaopoe C.A.

Hosepennoe auyo: HQuaox B.A, Queepennocme Ne 04/12-18.2 onr (04.12.2018 & ‘

3ASIBISIET, UTO

Aerapemaennoe epedemao; Axmpanud HM, pacmeop 0a wveryuit 100 ME/ir 10 s, dhaaxons (1 ) nauru
kapmonnsie, pee Ne 11 NOT4272/02 om 20.04.2007 (Dama zasenn 28.09.2018) , cepus JS67Y68, napnis
108000 ynaxosor. coden oo 30, 04.2021, npouzsodcmen Hoso Hopouer A/C, Hanus., Novo Norelisk A/S, Novo
Alle, DK-2880, Bagsvaerd, Denmark oo OKIIA2 21.20.10.119, xod TH BIJT 3004310000, Rommparnt Ne
I77201 2/RUSINNAS om 11.01.2012. uneoiic Ao 2000259913 om 22.02.2019

COOTBETCTBYET TPEBOBAHMSIM

11 NOI4272/02-200407 wsn, No ]-7
AEKJAAPALIMSI IPHHSITA HA OCHOBAHHH |
npomoxon uenvimanuit Ne 289 om 27.02.2019 11 QOO0 HI { "BPAPMOBOPOHA", ammecmanm asepedumania | |

POCC RU.0001.2 1 ebJI40, Cepmudgnicam POCC DK.PMIL.C81535 om 27.02.2019
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AEKJAPATIAS AEHCTBUTEILHA 0 30.04.2021
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CBEJIEHUSA O PET HCTPAIIUU

OPTAH NO CEPTUDHUKALLMMU, 3APETHCTPHPOBABLUME AEKJAPALIHIO .
RARUTIDMII OPFAH 1TO CEPTHOURALIIH T POV {HH OBHIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTLIO "DOPMAT KAYECTHA", adpec opeanwsayuy 109428, 2. Mocrea, [-otit Bazogeruit

npoesd. o. 3, cmp. 1, adpec opaana ne cepmudburcpu: 129626, o Mocked, 1-as Muotminyincran, 0. 23, men,
(495) 783-19-08

i | AEKJIAPALIHA O COOTBETCTBHH 3APEIHCTPHPOBAHA A POCC RU A-DK.OMIIA16073/19
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JdokymeHT anna cepun <JS67Y68> ToBapa <AkTpanua HM pactsop ans UHBEKUMin 100 ME/mn dnakoHsbl 10 ma Nels

Certificate of Analysis ;
novo nordisk
Ceprudukar AHanuza
Novo Nordisk A{i
Novo Al
2830 Baﬁavaerd
enmark
Fax: 143 1448 fage
ACTRAPID HM Order Number : 0007715860-10
Axtpanug HM 3akas Ne
100 ME/ML 1X10 ML Date of Manufacture : 11/2018
100 ME/mn 1X10 MN fara npounasoacrea
Product No. : 7126123
Mpogyxr Ne
Batch Number : Jse7ves Date of Expiry 04/2021
Cepusn Ne Cpox rogrocTi
Components Results Units Notes
KomnoreHTsl Pesynbratel  Epurms: Mpumeyarne
A21 desamido insulin 0.4 ¥
A21 leaaMuaourcynuH
Assay of insulin 99 IU/ml
Konuuecreenxoe onpegenervwe MHCYMHE Ef/mn
Bacterial Endotoxin <10 IU/ml
BaKkTepuancHbie JHAOTOKCHNS E0/mn
High molecular weight proteins 0.2 %
BuicoxoMonexynspHbie Genku
ID of preservatives COMPLIES
NoanukHocTs koHeepsanTos CooTaercreyer
Identity of human insulin COMPL.TES
TeANMHHOCTS YENOBENECKOrD UHCYNMHE Coorsercrayer
Macroscopy COMPLIES
Onucanue Cooteercreyer
Metacresol 3.3 mg/ml
Merakpeaon Mr/mn
Other related proteins 0.4 ¥
Apyrve poacraenmsie Genmm
Particles >= 10 pm/container 26
Mexasuueckue BRMONEHUR >= 10 Mim
Particles >= 25 um/container 3
Mexanudeckue BxoveHnn >= 25 mxm
ANSY 075 Russia e
5020109 HW52T07 e
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AokymeHT ansa cepun <JS67Y68> ToBapa <AkTpanug HM PacTeop Ana uHvekumin 100 ME/mn $nakoHbl 10 ma Nel>

Certificate of Analysis

CepTutbukar AHanusa

ACTRAPID HM
AxTpanug HM

Order Number
Bakas Ne

10v0 nordisk

Novo Nordisk A/s
X ﬂ%oAﬂé
2880 gvaerd

enmark
- +45 4444 Bgaep
Egylé :ig 4449 0555

0007715860-10

100 ME/ML 1x10 ML Date of Manufacture - 11/2018
100 ME/mn 1X10 M Hara npouasogeraa
Product No. . 7126123
MNpoayxr Ne
Batch Number JS67Y68 Date of Expiry 04/2021
Cepun Ne Cpok rogHocTu
Components Results Units Notes
KoMnoxeHTw Peaynurar Enunuys Mpumeyanue
Sterility COMPLIES
Crepunshocrs Cooteercrayer
Zinc total 20,9 Hg/ml
OB Lurx
PH 7.4
pH
2019.02.12 Copenhagen
Ane_ St k
EAAN

@wa %@06
Qual ity Department
ANSY 075 Russgia
5020109 HW52T07 5020109-990

Created on

2018.02.12 12:40:45 yrc
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AokymeHT ana ToBapa <Aktpanug HM pacTBop Ana uHvekuymin 100 ME/mn pnakoHsl 10 ma Nels

MHHHCTEPCTBC 3iPABCOXPAHEHHS
POCCHHCKOIT ENEPALIMH

PerdcrpallMoHnoe yEOCTOBEpeHHKE
JEeKaPCTBENHOTO HPENAPATA 215 METHUHBCKOTS NPHMEHEeHNS

1 N014272/02
{HOMep perncTPaLHORHOTO YAOCTORCPEHAS IEKaPCTBEHHOTO MPEnapara)

‘Haumenopanue gepxarens (B1ageapua) i
PETrHCTPALMOHHOTG YAOCTOBEPEHHS i
JIeKAPCTBEHHOrO Npenapara

Hoso Hopancx A/C, Hanuﬂ,
Novo Nordisk A/S

s Anpec MECTOHAXORACHHA QepxRaTens

{Bnazenbua) perucTPaUHOHHOTO YIOCTOBEPEHNS Novo Alle, DK-2880 Bagsvaerd, Denmark
JIEKapPCTBEHHOTO NpenapaTa ‘

JaTa rocynapcTBeHHoil perncTpannu

20.04.2007
JIEKAPCTBEHHOTO Npenapara

|Cpox neficTBHA PErHCTPAUKOHHOTO

BeccpouHo
|yRocToBepeHHA JIEKAPCTBEHHOr0 npenapara

‘iﬂara BHECEHIS H3MEREHHH B PErHCTPAUHOHHOE
YIOCTOBEPeH e IeKAPCTBEHHOr0 Npenapara
{a3Ta 3aMeHB! PErHCTPAUNOHHOIO
YOOCTOBEPEHH S IERAPCTBEHHOTO TPenapaTa)

28.09.2018

WUndopmauus o 3apeT”HC'I‘]JFipOEaHHO\1 NeKapCTBEHHOM NpeTiapare:

3 Toproeoe HanMeHoBaune | AxTpanna® HM

MexaynapoaHoe HEMATEHTOBAHHOE, WAN " & _
4 HHeynya pacTBopHMbli [MEN0BEYECKHHE TEHHO-
FPYNOHPOBOUHOE, HIH XHMHYECKOE i -
i ! HWHKEHEPHbIT]
HaNMCHOBaHHE i
o i N
Jlekapcreennas dopma i PacTBOp JUIA UHBEKLKHA

Jlesuposka | . 100 ME/ma

- {KauecTBenHLIi COCTAB I KOAHYECTBENHEI COCTAR JeiTCTBYIOMNY BEUILCTE H KAYECTBEHHBIN cocTas. -
BCAOMOTATENbHbIX BElECTB

. AHCYJIHH PAacTBOPHMBIH [Jenopeveckuii renso-nHxenepsiii] 100 ME = 3.5 mr, scniomoraTensusle aemecrsa' ;
(LHHK (B BMAE LAHKE X0PHAA), IIMUCPHH (FIIHIEPO), MCTAKPE3ON, HATPHS THAPOKCHL,
XJ'JOpHCTOBOlIOpOJl‘.HES{ KHCIOTa, BOAR A5 HHBEKUM H)

) .
Mopma Buinycka (MexapersenHan gopma, | pacTBOp AnA HAbEKUWH, 100 ME/Mn (daakon) 10 mMn x 1 B
. |RO3UPOBKA, NEPBHYHAN YNAKOBKA, KOJHYECTBO ![ auKa KapToHHax);

JexapcTBelHoit opmel B nepBUMHOI !paCTsop an4 nasesuud, 100 ME/va (xaptpiak s
YNAKOBKE, KOAWYECTEO NEPBHUHOI YNAKOBKY B | WAPHLU-pYyKe Dnexcllen®) 3 ma x 5 (nauka
NOTPeGHTENLCROR YNAKOBKE, KOMINIEKTHOCTN) 'xapmanax)

PeKBH3IMTB] HOPMATHBHOIN T0KYMEHTALMI Tl'I N01477_f07-200407
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AokymeHT ans Tosapa <AKTpanug HM PacTBOp AnA uHbekymit 100 ME/mn dnakomsl 10 mn Nel>

Ctpanuﬁé 2 perucTpaunonHoro yaocroseperua Ne [T N014272/02

HIpoussoncrrennnie naomain, YUACTBYIOULHE B NPOLCCCe NPOHIBOCTBA JIEKA PCTBEHHOTO upenapara, ¢
YRA33HUEM CTAANI NPOHIBOACTEA, HA3BAHKIT H GarTHYECKHX 4fipecoB MeCTOHAXOMIL NS

14 .
TIpousscdemso 2omosoti rexapemeennoi hopset ;Hoso Hopauck A/C, Janwa / Novo Nordisk A/S.
{ Denmark

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

Tpowseodemao comosor; ACKAPCMEENHOU PHOPAbI 'Hoso Hopawex Mpoaaxiws CAC, OpanHums / !
|Novo Nordisk Production SAS, France

435 avenue d' Orleans, 28000 Chartres, France

lpouseodcmea comosoi ACKAPEMEENN Ol hopatnl i}"{oao Hopasex INponyxao PapMackioTHKA 10
{Bpasun Jitaa., Bpasuaus / Novo Nordisk
| Producao Farmaceutica do Brasil Ltda, Brazil

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

Hepeuwnan ynaxoska ‘Hoso Hopasck A/C, Nlarisa / Novo Nordisk A/S,
; Denmark

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

Tepsuvnian ynaxoexa iHoao Hopawck Tponakww CAC, Dpanuma /
{Novo Nordisk Production SAS, France

45 avenue d’ Orleans, 28000 Chartres, France

lepsuunas ynaxosxa |Hogo Hopanck Tponykao dapmackioTika 1o
{Bpasun Jvaa., Bpasunia / Novo Nordisk
| Producao Farmaceutica do Brasil Ltda, Brazil

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

- ; I " |
‘Bmopulmaﬂ/nompenume.frbcxasr ynaxoska :Hoso Hopanex A/C, Tauns / Novo Nordisk A/S,
! Denmark

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

Bmopuunasinompetumenseras VRakoaka Hoso Hopauck [Mponakus CAC, ®paniuus /
i Novo Nordisk Production SAS, France

45 avenue d' Orleans, 28000 Chartres, France

Bmopuunas/nompedumenscias ynaxoexa Hoso Hopawex IMpoaykao DapMacblOTHRA 10
{Bpasua Jlvaa., Bpasiius / Novo Nordisk

L |Producao Farmaceutica do Brasil Lida, Brazil

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

fpoussodumens (Boinyckaiouuii KORMPOAL Kavecnsa) Howo Hopasck A/C, Janna / Novo Nordisk A/S,
Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark

4‘,"rrrr.:~'m»-;ih
:!;\\?‘:Pmﬁq FHopaex MNponaxin CAC, Dpanuns /
;-i‘Nf’YQ’N?f,dTé‘KPyoduction SAS, France

P

Tlpowzsodumens (Boinyexaiougusi KOHMPOIL Kearvecnaa)

45 avenue d' Orleans, 28000 Chartres, France

Crarc-cexperaps - samecrirens

. J1.B. Kocrennuxos
Munnerpa




