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Certificate of Analysis

Cepruduxar Ananuza

PROTAPHANE
MpoTagan 1y Nengunn
100 ME/ML 5x3 ML
100 ME/wn 5x3 L))
Product No. .
Npogyxr Mo

Batch No.

Cepun o

HM PENFILL

7252714
JR7W6E36

u..--..—s.—u--—--.-.--——_....-.-----_-..--.-.

Components
Komnonenry

Bucoxononexynnpnne Senxu
A2l desamido insulin
A2 Ae3aunacumcynuy

Other related Proteing
Apyrue POACTBeHHUE Senxy

Zinc total

06wt gyumy

Bacteria] Endotoxin
Bakrepuansue IHROTOK Cupy
Sterility

Crepunsmocrs

Isophane confirmatiop
Kontpons u3odana

ID of Preservatives
Noanusnocys KoHcepsanrop
Metacresol

Herakpeaon

Phenol

L

Macroscopy

Onucanme

Crystal identity
nnnnunnocn KPUCTannos

Crystal length from
Bruna KPHCTWIOB. o7

Crystal length to

Anuna KpUCTannos, o

Identity of human insulin
Noanunrocry “enoBeveckoro WHCYNUHa
Assay of insulin
Konudecreemge onpegenenye HHCYNMHa
PH

pH

Insulin in Supernatant
Hrcynuy g HaROCAZOUHON XuaKocTH

——-u—-.--_-.-...—--.—-—--.--..—-—.....----

293211
50264631

DHS /pgs
JR7TE82

Results

32.9
<10
COMPLIES

Coovpercrayer
COMPLIES
Coornercmyet
COMPLIES
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1.57
0.e8

COMPLIES
Coomercmyer
COMPLIES

CaaraeTcrayeT
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COMPLIES
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7:81
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Date of Manufacture
Aara npou 3BOACTDA

Date of Expiry
Cpok TOAHOCTI

%

ug/ml
MKT/mp
IU/ml
EA/mn
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SHE NpAuemg>
<none>
<HE NpuseHiumo>
<none>
SHe Nprueuug>
mg,/ml
Mr/mn
mg/ml
Nr/un
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Certificate of Analysis

Ceprupurar Anannsa

HM PENFILL

Nporagan Hy Nexgunn
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Product No. 7252714
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Batch No. JR7WE36
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Quality Department
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HAokymeHT ans Tosapa <Mpotadax HM Mendunn cycnensua ANA NoakoxHoro eeegerunn 100ME/mn (KapTpuaxk) 3 mn Ne5>
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flokymeHT ans Tosapa <Mpotadan HM Mendunn CyCneHsna Ana noakoxHoro seeseHus 100ME/mn (kapTpugpk) 3 ma Ne5>

Crpanuna 2 perucrpamontioro yaocroeepenns No [1N014271/02

TpoussoacTeennsie nuowamin, YHACTBYIOLIKE B fIpOLECCce NPOHIBOACTRA JIKAPCTBEHHOrO Npenapara, ¢
YRAIAWHEM CTANNI HPOH3BOACTRA, KAIBAHKI 1 PaRTHYECKHX AAPECOR MECTOHAXCAICHUN

Hpousecdemse zomosori AEKAPCMESHRON hopyb:

‘Hoso Hopancx A/C. aums / Novo Nordisk ASS,.
 Denmark

Novo Alle, DK-ZSS(J_Bags\'aerd. Denmark

Hpouzsooemso comoaaii ACKAPLMEERIOL hope:

‘Hoso Hopauck Iponyxao Dapmackioruxa 1o
{Bpasna Jiraa.. Bpasnaus ! Novo Nordisk
 Producao Farmaceutica do Brasil L1da.. Brazil

Avenida C, 1413 Distrito Industrial. Montes Claros. Minas Gerais,

39404-004, Brazil

llpoussodemso zomosoi: AERAPCMBEHNOT hoprte:

‘Hoso Hopanex Ipoaakum CAC, Opanups /
‘Novo Nordisk Production SAS. France

45 avenue d'Orleans, 28000 Chartres, France

SN SR R

fepewunas ynaxosrg

Hoso Hopasics A‘C, Mlanns / Novo Nordick A/S,
Denmark

Novo Alle, DK-2880 Bagsvaerd, Denmark

flepsuunan ynavosxa

+Horo Hopaer [posvikao DapmacsoTHKE 10
Bpasuit Jltaa.. Bpasnans / Novo Nordisk
| Producao Farmaceutica do Brasil Lida,. Brazi]

fAvenida C, 1413 Distrito Industrial, Montes Claros, Minas Gerais,

39404-004, Brazil

Hepsuunan ynaxeerxa

§H_am Hopascs Mpoaaxum CAC, Dpariing /
:Novo Nordisk Production SAS. France

45 avenue d*Orleans. 28000 Chartres, France

Bmopuvwnasnompedumersexan ynaroeka

{Horo Hopanck A/C, Tana / Nova Nordisk A/S, |

Hallas Alle, DK-4400 Kalundborg, Denmark

Bmopu, HaRnompebumessexas ynaxoss

| Bpasun Jitaa. Bpaswang ¢ Novo Nordisk
| Producao Farmaceutica do Brasil Lida., Brazil

Hogo Hopauck [Tpoayxao Gupmackiorusa 1o —_E “

Avenida C, 1413 Distrito Industrial, Montes Claros, Minas Gerais,

39404-004, Brazil

Bmopuwaw’nampeéwne.frwxan Ynaroexka

Hoso Hopauck Hponaxum CAC, Ppanus / i
{Novo Nordisk Production SAS, France i

45 avenue d'Orleans, 28000 Chartres. France

Tpouzsooume.s (Bém_vacmou;uﬁ KOHMPOIK Kavecmea)

‘Hoso Hopmuck A/C, Hanus i Novo Nordisk A’S, ;

iNavo Alle, DK-2880 Bagsvaerd, Denmark

‘Denmark
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