* [lokymeHT ans cepum <HS66X31> ToBapa <MNpotadaH HM MeHdunan cycneHsus An8 NOAKOKHOTO BBEAEHUA 100ME/mn

(kapTpugK) 3 mn Ne5>

OEKNAPALIUA O COOTBETCTBUMU

OEKIAPAHT, MPUHUMAIOLLANA AEKNAPALIMIO O COOTBETCTBUM

000 "Hoso Hopoucic'.

WHcnekuus ®enepanbHol Hanorosod ciykBel Ne 31 no r.Mockse, OTPH 1037728013826 ot 21.05.2003 r., agpec
121614, r.Mockea, ynuua Kpeinatckas, 4.15, od.41

B nuuye:MenepansHsiit gupekrop Burropos C.A.

[Joseperroe nuyo: Liumox B.A,

HoseperHocTs Ne: 02/04-18 or 02.04.2018

SAABIIAET, HTO NPOOYKLWA

MNporadan® HM Mexdunn® cychensns Ana nogkox+oro saepenvs 100 ME/Mn 3 mn, kaprpumxm (5), ynakosku
Aueikosie koHTypHbie (1), naukn kapTorHsie, per. ya. Ne I NG14271/02 or 24,04.2007 (paTa BHECEHUR USMEHEHUA B
PY 08.09.2017), cepua HS68X31, napTus 53634 ynaxorok, rogeH Ao 30.09.2020, kowt: Ne 57/2012/RUSINNAS at
11.01.2012, uns: Ne 2000253542 o1 12.10.2018

BbiNlyCKaemas u3roTosuTesnem Kop OKNO2:
Hoso Hopawck A/C, Hoso Anne, DK -2880 Barcazepa, crpaHa: DaHus. 21.20.10.118

Kog THB3L:
COOTBETCTBYET TPEBOBAHWAM 3004310000
M N014271/02-240407, usm. Ne 1-8

OEKNAPALWA NMPUHATA HA OCHOBAHWA
it Ne 1400 5 ot 26.10. 2018 000 Uy '@AP'\&OEOPOHA“ arTectar akkpeguTauuu POCC
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noanuch

CeefieHus! 0 perucTpaumu geKnapauuy o CDOTBETCTBMM y '-/"7

OCO "Lentp DKCNEPTOAPM" 109052, r.Mocksa, yn.HwKeropoackas A. 29-33 crp—l,.ﬂ@nc ?4OSa Ten.+7 (495)
215-20-77, +7 (495) 879-55-01, www.centerpharm.ru, OTPH: 1137746417884 ArvecraT akkpepurauywud per. Ne POCC
RU.0001.21Mﬂ25 ebigan 02.12.2013r. depepansHoi cnyxGon No aKKPeANTaYWY,

HOarta perucrpaguun: 29.10.2018

PervcTpauuoHHbLii HoMep gexnapauuu: POCC RU O-DK.MIM25.A.05202/18

Pyroeopurens OC \%f v Kopwﬂ Q.A.
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* JoKyMeHT ana cepumn <HS66X31> ToBapa <Mpotadan HM Mendunn cycneHsua 4nA NOAKOKHOTO BBEAEHWA 100ME/mn
(kapTpuax) 3 mn Ne5>

O
Certificate of Analysis n0vd nbrdist
Kovo Nondlgk ArS
Ceprugusar Anannsz ;‘:;:ﬁwnd
Denmark
Tel. +45 4444 BEEE
Fax +45 44439 0555
PROTAPHANE HM PENFILL
Nipotagad HY [lexgunn
100 ME/ML 5X3 ML Date of Manufacture : 04/2018
100 HE/mn SX3 wn fata npouasojcTea
Preduct No. : 7129181
Npaayxr Ne
Batch No. : HSB6X31 Date of Expiry : 09/2020
Cepus N CpoK rogHoCT®
I seesssoussssmmmmswamm R i A SR s et et bt A
Components Results Units Note
Komnonentut Pesynsratu Exmrmgpl Noreeqa
Hue
Macroscopy COMPLIES <none>
Onacanue Coorsercrayer SHE NpUNEHRNCY
Crystal identity COMPLIES <none>
MognwtirocTy KpucTannos Ceorpercrayer <fe Npasennuo>
Crystal length fron 2 um *
Aauna kpucrannos, or s
Crystal length to 5 um
BAanna kpwcTannos, A0 U
Identity of human insulin COMPLIES <none>
floAnMBHOCT L 4eNoBeYeCKoro WHCYynMHa (OGTBCFCID}NV <HE MpHReHUKWD>
Assay of insulin 99.5 IU/ml
KonKuecToenHoE ONpeAentHWE MHCYITMNE E4/mn
A21 desamido insulin 0.5 %z
A2l Jesamanouncynmu
Other related proteins 0.7 54
Apyrue POACTBEHHHE Genku
DH 7.29 <none>
pH <HE NpsueHuNo>
Insulin in supernatant <0.5 4
Wcynun 8 H2Aocaaounol XuaxocTi
High molecular weight proteins 0.2 4
Bucoxowonexynaprue fenxu
Zinc total 33.2 ug/ml
06t Lunk MKr/un
Bacterial Endotoxin <10 IU/ml
Saxnpnamuut FHROTOKCAHY En,l wn
Sterility COMPLIES <none>
CYBPHHEWCTU CMTEETCTS,ET <HE MprERHWNa>
Isophane confirmation COMPLIES <none>
Koxtpons mn3cgana CooTsarcraysr <rie NPUMEHHRO>
ID of preservatives ) COMPLIES <none>
MEANMHHOCTS KOHCCPUANTOB CoovBetciayer <HE NpUeHiH>
Metacresol Ta57 mg/ml 4
leraxpeson T ¢ KA R
Phenol 0.68 mg/ml /(R0 opauow;: Yo
Senon wr/mn (2 S _--—«%-3 %
3 Nosg Nopdisk Cl
EEW
285007 GNIE /HHLU 075 RUSSIA Y
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Page: a L e




[lokyMeHT ana cepuun <HS66X31> TOBapa <MpoTadpan HM MeHdunn cycneHsua ANA NOAKOKHOrO BBEAEHUA 100ME/mn
(kapTpugK) 3 mn Ne5>

Certificate of Analysis v b

Hovo Nerdisk A/S
Nove Alle

2800 Bagsvaerd
Denmarl

Cepraguxar AHanmsa
Tel, +45 4494 8288

Fax +45 4449 0555

PROTAPHANE HM PENFILL
NpoTagan HH fenpunn

100 ME/ML 5X3 ML Date of Manufacture : 04/2018
100 ME/wn 5X3 wn llata npoussoacTea

Product No. : 7129181

Mpeaysr He

Batch No. : HS6BX31 Date of Expiry : 0972020
Cepunr Re

{pox rognocTH

Order Number:7710538

20181005, -Copenhagen
’ O/U.QE; %)
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