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o.@ MYULUTIY ussylumaenen (cartridge ) USSR EAUTIMIINTBLUY multiple dose M3y
Tfuunndedugiiu warussyiuridestuuas
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nan1snsiaseiaun mduluny Auandinianeiinvesndndusiendniagy (finished

product specification) uazAuanUAavIunalianveIngivel (drug substance specification) 81984
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a.0 AuaNTAIAnATiavamdaiueie1d1Tagu (Finished product specification) :
Human Insulin isophane suspension and Human insulin injection USP (Online official as of

oe-Jan-boec)

U8 Test items Specification

®. Identification meet the requirements.

©. Assay «d.o-eod.0% of label amount of insulin.

. Other Components o.olb-o.o& mg for every moo USP Insulin
Zinc determination Human Units.

&. Product-related substances and
impurities

limit of high molecular weight proteins | Not more than m.0%

&. Soluble Insulin Human Content o to ed IU/ml (Wesiduruas Soluble

Insulin fiseyluaann +¢ )

PH m.0-0.@

o, Bacterial endotoxin test Not more than o USP Endotoxin

units/@oc USP Insulin Human Units.

. Sterility test meet the requirements.

alo.AuENURNANATavaIRUAWIARAU (Drug substance specification) ¥84#1 Insulin

Human USP (Online official as of oe-May-wolos)

v

Ah) Test items Specification
Identification meet the requirements.
0. Assay NLT loo.& USP Insulin Human Units/mg ,

on the dried basis.

on. Other Components

Zinc determination NMT @.0% on the dried basis.

&. Product-related substances and impurities

&.® | Related substances
A-be desamido insulin Not more than ©.0%
Total impurities (without A-loe Not more than ©.0%

desamino insulin)

&lo. | Limit of high molecular weight Not more than @.0%

proteins
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L
U8

Test items

Specification

Process-related substances and Impurities

&.e

Single-chain precursor content

The single-chain precursor content of
Insulin Human produced by recombinant
DNA technology, or the proinsulin content
of Insulin Human derived from porcine is
NMT @o ng/mg, determined by a validated

method.

dlo

Host cell protein

The residual host cell protein content is
NMT @o ng/mg, determined by a validated
method or demonstrated by a validated

process.

Insulin Assays,Bioidentity

Meet the requirements.

Loss on dying

NMT @0c.0%

Bacterial endotoxins test

Not more than mo USP endotoxin

units/mg.

Microbial enumeration tests and

tests for specified microorganisms

The total aerobic microbial count does
not exceed mx@o® cfu/g and the total
combined yeasts and molds count does
not exceed &xeo® cfu/g the test being
performed on a portion of o.lb g,

accurately weighed.
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.o ARuANUAMUNATIAYEIRMNWINGAY (Drug substance specification) ¥ade1

Isophane Insulin Suspension USP (Online official as of ca-May-eoas)

) Test items Specification
Identification meet the requirements.
Assay ed.o%-eod.0% of the potency stated on
the label,expressed in USP Insulin Units/mL.
an. Other Components
Zine determination @o-do g for every @oo USP Insulin.
Product-related substances and impurities
& | Limit of high molecular weight NMT an.0%
proteins
&. Insulin in the supernatant NMT @.0 USP Insulin Unit/mL
PH m.o-o.c
@ Bacterial endotoxin test NMT <o USP Endotoxin Units / @oo USP
Insulin Units.
&. Sterility test Meet the requirements.
BN
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n.A981981

.o fiaussim dodeiegeluiuduiauesimetiios o mizwussyiust (Packing unit)
Fadusuwuuansswavdualdasudunuiimusluideauauiavaludiu

m.o flauesian Fesdsiiegiainnidndugdu Aldsuiunasne1dugdy m ml (Reusable
injection pen) pENiBY o Anx wieuwily st Fu umdeuiusegraen

.o ARIENTINNSY axfusisdevesiiauenaynseld Tngbidulilidinsdle
< dumilideusemaniinsandinsiaunIn (Certificate of Analysis) vasenillauasia

<o duumideiusemansiinesinandueiedniagy ( Certificate of analysis of Finished
Product) wesfrdn lujuidadusetng

«lo Aummitdedusemanisnsrvinsieiaunwingfusiendrfey (Certificate of analysis -
of drug substance ) M#lurBnenguiidadusogn Mevesuane wasdudningiv

.o dnunenavievdngududuauduiudszning JummdnvesingiuresdiiendAy

(Drug substance) 8 elo fujunmImMsnantewdnsduiendniagy (Finished Product) 48 .

&Anuman1sAneIAuRRa (Stability data) lasdesusznaunae

&0 FNUARKANIANWIANATISEEEEM (ong term stability data) fiasusuengiifmue
Huuaainen/ussyiue 91U e JunsHEn

&0 dNUILANNANIIANYIAINAINIlLANTIZISS (Accelerated stability data) Miilszuziaa
MIANYT BEaRY © WBY  F1UIU o JUNTHER

& Auuanamanisinuewasivuslald (n-use stability data) nsdidugniidesmauvie
Fovneuld wiausfiussylu multiple - dose container 91U o JUNSHER

& o -

- o = o el 1 " -
&.&@ ANUMARNINANIANYIAINAIRTEBEETINN IR NUUBYUATEA (On-going stability data)
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fuenBrimgeiuuuu (Comparability exercise :CE) tlusiu léiud

5.0 dnwuaninslaiunsusiglu US.FDA Purple Book %30

.o ANUNBNAITRANINTTLATUNTIS3UTDIN European Medicines Agency (EMA) %58

. dnumdng AU suTiBuAUlS (Comparability exercise : CE) fugn@aingsunuud
wanwiadUNIUAMENTINNIBIMSUATET Y30
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b.& Yayan™AIU non-clinical study
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o, duuEnedausd (Indications) uaznsvenedausd (Extrapolated indications) (§13) 1éur
.0 duunenasmiuenwiing waz/misnsndinquitlddutudninanuamznssumsems
wagen
ol ANUNBNATLARITIBIUM AN MARBIMNIAATEN (Clinical trial) udeusdlasunsiuses
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= ot - o J o y ] i
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(Pharmacovigilance) (f131) ldun
&.® aWNenans Periodic Safety Update Report (PSUR)
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oo.0 {1AUBTIAN (F78) msdszuuiadiinundninasiis v alunisnseene [(Good
Distribution Practice (GDP)lasun155U5911%5§7U Good Distribution Practices (Certificate of GDP)
wardosdndseliadanysneien nquaundunssunsu lsanguiateuiiyad suduauiinmun
melu mo Sutuaniuilldfuddate nsdumetansndiauenadoudindanoiugier nuamundy
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wazdaa ey cold chain system i Lo uIMIgIURUNE NN Good Storage Practice / Good

Distribution Practices

olo. NMIBNENT YY"
Hiauesan (ue) Bussnlisnd@ndygneunsuivun il

olo.o N3IKANIANATIDIATIEYETE Tnnsuingmaninisunmd viees R le
15§ ISO/IEC emolod nanmsaavinseiliidulumusnesgudeimun lulssmeauseninsen

olo. ﬂifﬁnﬁmﬁmﬁawﬁﬂﬂgnﬁumﬁuﬁumnﬁaammﬂ TagdninsupuenssuNsoIMIsUaLEN
luthanavesdygaviessany

olo.on N3gInuTgmMAUAMIINKERTLITie A marBUsEAVENA uarAaaBnuRo U
lasuen

[ 5 - o J - ar
am. mnuswmwaﬂnuan‘r?luwwm-uu'maaﬁmﬁmnﬁdsz'ﬁgnL?umﬁunu'[nuﬂwnnunmz
" Y- | - -
g nsuazen luszesinan e Unaulutuenaisusenansiaididnnseiing

oc. iONA1TOU 9

.o onasiuTBsmsatuayy Uinndndugiu wariaudy Aldduiu vasserdadugiu m ml lng
'lumsé"e%a Insulin human emo iu/e@ mL + Isophane insulin so iu/e@ mL
suspension for injection, m mL cartridge YA & * & cartridge F¥ABINAN UnABnBughu
athetion o 1 uazuoufusgnioy o naes (eoo 1)
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test result dm3U cartridge Taue
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