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NMOATBEP)XOEHUE COOTBETCTBUSH
N2 2000334509-MT67M50 OoT «01>» pnexa6psa 2022 r.

JIeKapCTBeHHOro Npenapara, BBesenHoro ua TEPPUTOPUIO POCCUIACKOT Cenepayuu, TpeboBaHuaM,
YCTaHOBNEHHBIM Npu ero FocyAapcTeenHoit peructpayum

Toprosoe nauueﬂosaﬂn;

MexayHapogHoe HenareHToBaHHoe
HaWMeHoBaHue (rpynnuposounoe
MU xuMmuyeckoe)

MHcynuH pacTBopuMbii
[uenoseyeckuis FEHHO-UHXKXeHept biif]

PacTeop ans wubekywmi

JlekapcrBeHHasn ¢opma

Aosunposka

Popma Bbinycka pacTeop Ang vHbek

(nauka KapToHHas)
MT67M50

Homep cepuu

‘O6vem naprum 121920 ynakosox i ] e
o836 ———— —

11.2024

lponssogcreo rorosos 1CKAPCTBE HHOM opMb;

HauMeHoBaune n agpec

nNpoussoguTens Hos0 Hopauck MponakwH CAC, ®panuma / Novo Nordisk
(c ykazanuem cTaauii Production SAS, France;
nNpouasopcrsa) 45 avenue d'Orleans, 28000 Chartres, France.

lMepsunyras ynakopka:
Hoso Hopauck MpogakwH CAC, ®ranums / Novo Nordisk
Production SAS, France;

45 avenue d'Orleans, 28000 Chart es, France,
Bropuunas/no Tpeburensckasn ynakska:

Hoeo Hopauck MNpopakwh CAC, ®piHums / Novo Nordisk
Production SAS, France: )

45 avenue d'Orleans, 28000 Chartr 2s, France.
lIponssogurens (Bsiryckaiowmii ko 1TPO/IL KavecTpa):
Hoso Hopaucx MpoaakwH CAC, ®p: Hums / Novo Nordisk
Production SAS, France;

45 avenue d'Orleans, 28000 Chartr s, France.

PY N? 1 N014272/02 ot 20.04.2007
(nara nepeogopmnenus - 29.01.20 21}

HZ N2 1 N014272/02-200407 ¢ Vam. No i-11

HoBo Hopauck A/C, Danus / Novo N ardisk A/S;
Novo Alle, DK-2880 Bagsvaerd, Den nark.
—_—

Homep u gara PervcrpaunoHHoro
YAocToBepeHus

Homep HOpMaTuBHOMN AOKYMeHTayum

HauMeHosaHue n aapec npepxarens
PerncrpaumonHoro YAOCTOBEpeHus

3aknwoyenune OTBeTCTBEeHHOro nuya:

HacToswmm NOATBEPX A&, yTo NI€KapCTeeHHbIN npenapar «AKTpanug'® HM, pacreop pans
MHBbekumit, 100 ME/mn» Cepuu MT67M50 cooTBeTcTByeT TpebosaHuaM, YCTAHOBNEHHbLIM npu
€ro rocyfapcrseHHo perucrpayum,

OTBercrBeHHOE nuyo
Ha OCHOBaHuu HosepeHHocTy ot 08.02.2022 r.

¥ o/" ""‘
000 «Hoso Hopaucks Poccun, 121614, Mockaa At Te, L.;/,}?*;:’QASJ 9561132
yn. Kpeinatekas, g, 15, oduc 41 70 dmaciof (495) 956 50 13
BUsrec-napk «Kpwinarckue XOAMbI» B i sfia_info@rvovonordisk.com
wviw.novonordisk.ry
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Certificate of Analysis ﬁlﬁ ‘
Ceprubmrar Axanuaza novo riordisk

Novo Nordisk Production 5.R.8,
45, Avenue d'Orlgans

28000 - Chartres - ‘rance

Tel. 02 37 91 41 oo

Fax. 02 37 30 18 79

ACTRAPID HM 100 IU/ML 10MI, Order Number 3 0007760957—2G
3akaz No
AKTPAIIMO HM 100 ME/MN QIAKOH 10 M) Date of Manufacture : 06/2022

Hara npoussoncrea
Product No. - 7264062

Nponyxr No

Batch Number . MTE&TM50 Date of Expiry : 11/2024
Cepua No Toaexn ao

Item No.: 5020156 Batch No.: MTé6p25 Ext Spec: 50201xx-990
Components Results Units Note

NoxazaTenu Pesynuoaru ERMHKLR MpuMeuanue

Macroscopy COMPLIES

OnmMcanue Coorsercrayenr

Identity of human insulin COMPLIES

Honnunvocew Helosedeckaro MHCYIIWHa CpoTchCTnyeT

Assay of insulin 99 IU/ml

Koauuecrneunoe ofpeuenerue uicynuna Ef/un

PH T3

pH

High molecular weight proteing 0.2 ¥

Eumxnucnescy:mpuue Benky

A2l desamido insulin 0.4 t
Azl-ﬁeaaahnonncynuu

Other related proteing 0.4 ¥
HApyrue POACTBEHHNE Denky

Zine total 20.9 ng/ml
Uk otuun Mier/un
Bacterial Endotoxin <10 IU/mL
Bakrepwanisuwe FHACTOKCUHL El/mn
Sterility COMPLIES
CrepunuiocTs Coemnercrpynr

ID of preservatives COMPLIES
Nommsnocrs Koncepeanron ConTReTCTayen
Metacresol 3.1 mg/ml
Merakpeson M/
Particles »= 10 um/container 3o

Mexaumueckue GKNBYeHus s= 10 uxu{xonwefauep
Particles »= 25 um/container ]

Mexamvucckue BEAOYEHKA >= 2§ uxn/nunweiknp

2022.10.14 Chartresg

Marie GIRARD
Quality Department (::zz
This document ig only valid with a handwritten signature.
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