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ANANYAILIANIZUB YT
Human Insulin (soluble insulin mo iu/e Ml + Isophane insulin ewo iu/e ML)
suspension for injection, em ml cartridge
®. Yo81 Human Insulin (soluble insulin mo iu/e@ ml + Isophane insulin eo iu/e M)

suspension for injection, e ml cartridge

o, AnuanANAlY
.0 JULUY Wuethurusgneu Unasnide dugu dmuin
oo #7uUsznoU U e ml Usznaume soluble insulin mo iu wag Isophane insulin o iu
(®M9787U mo : eo), moo IU/en ml
.o VUIAUTTY  U3Nal o 0GRS
b AYULUSTY  USTTluvaeneusgedausmnidionuy multiple dose dmiuldfy
Uinndndugdu wavussgiueidosiuues
lo.& RAINYI
ndeeen : seyTest dauusznauiasdidyuarauuse Sunan Fununeny Laiiudn
wwnzidoudiven ifemnuudaieuliifuniioumgll o ssrmiwaidea uas
vinuutuda Tiogredmau wariionansiiusussylundesen
waeAEn : syydesmietonsm dulsznoumendidyuazanuuss Fumunony auiinan

Hagrataiau

. AENUANILNATIA

wan3n59dlas iRyl quaniinanadavewinduiendnsagy (finished
product specification) uazAnuautAintuwaiavasingiuen (drug substance specification) fig1edean
Wndusinuatiuifentu daldaamzideudediniuaaenssunisemsuasen NILNTIEE15UEY il
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.0 AuENTANIIMATiavesnaniusia1dn3agU (Finished product specification) :

Human Insulin isophane suspension and Human insulin injection

i Test items Specification
@ | ldentification meet the requirements
b | Assay &&.0-@0&.0% of label amount of insulin
o | Zinc determination o.ow-0.0& me for every oo USP Insulin Human Units
& | Product-related substances and | Not more than m.0%
impurities limit of high molecular
weight proteins
& | Soluble Insulin Human Content | lb&-me 1U/ml (Was@usvas Soluble Insulin ﬁ‘i:ﬂ‘q + @)
5 | pH .0-60.6
@ | Bacterial endotoxin test NMT @o USP Endotoxin units/@oo USP Insulin Human
Units
@ | Sterility test meet the requirements

alo guantinIumalinvasnunmingdu (Drug substance specification) :

Human Insulin isophane suspension and Human insulin injection

U8 Test items Specification

@ | ldentification meet the requirements

o | Assay NLT loer.& USP Insulin Human Units/mg, dried basis
m | Zinc determination NMT @.0% on the dried basis

@ | Product-related substances and impurities

«.@ Related substances A-oa

desamido insulin

Not more than ©.0%

Total impurities (without

A-lba desamino insulin)

Not more than b.0%

&lo Limit of high molecular

weight proteins

Not more than @.0%

L) S
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Test items

Specification

Process-related substances and Impurities

&.@ Single-chain precursor

Content

The single-chain precursor content of Insulin Hurman
produced by recombinant DNA technology, or the
proinsulin content of Insulin Human derived from
porcine is NMT momg/me, determined by a validated

method

&lo Host cell protein

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

demonstrated by a validated process

Insulin Assays, Bioidentity

Meet the requirements

Loss on dying

NMT @0.0%

Bacterial endotoxins test

Not more than eo USP endotoxin units/mg

a |& |3 |

Microbial enumeration tests and
tests for specified

microorganisms

The total aerobic microbial count does not exceed
ax@0” 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.bg, accurately weighed

an.en ﬂmauﬁ'ﬁmqmaﬁmmammwi’mqﬁu (Drug substance specification) Y848

Isophanelnsulin Suspension USP (Online official as of ca-May-lnose)

U9 Test items Specification
@ | ldentification meet the requirements
Assay &&.o-eod.0% of the potency stated on the label,

expressed in USP Insulin Units/ml

Zine determination

o @o-co pg for every @oo USP Insulin
@ | Product-related substances and impurities
& Limit of high molecular NMT an.0%
weight proteins
& | Insulin in the supernatant NMT @.o0 USP Insulin Unit/ml

(WwaIeiag Funind)
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h) Test items Specification

o. | PH .06

. | Bacterial endotoxin test NMT @o USP Endotoxin Units/@co USP Insulin Units.
. | Sterility test Meet the requirements.

NUBLNG
o. nsifiaanzTsuLdininiu (Waive)nmsnsasaeuiinseisionisle Tdunanaenaavangiu
fananiiléFueysiacae
. nsalfusenseilildSumsiusesnaandinianaila (Specification) Tutadasiu (Non-
Official Pharmacopoeia) ansanAnautAnIumailn il
AaduUinumalavesndndnsiordiiagd (Finished product specification) w3anmn1nuas

s = a o

neAUAILE ALY mu%’aﬁwuﬂLLaxmmijwuﬁ"qlﬂmmmﬁ,ﬂiwﬁammwﬁm%’ugﬂzmumﬁu‘] (General
requirement for dosage form) vi3emussevasUsemaidudndn The International Conference on
Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
viemudeimuauaziIasiIuTeIMTIlATIBinnawREASueTed 15 95UvesnAR (In-house process
specification) AanmNanAnsie1d15a3U (Finished Product specification) W38ANAMYRINgAU (Drug

substance specification) faonndaaiu ICH Guidelines

{ { 2 o o ' e va o Ao
«. Woulvduq : flauesmdosdulendans duunnmdieenasiilifinnsanaunimet wisuameiiode
Fusesenanslaediignunn uazlisssdwuenasmudwuiseluil
o. naIMslaueynntunsdeuhiveniedminglulsamelng uasdunuviasman
e.o dAyNMITUMZIlauisuen (1elo e.m Mu.e 38 8o WamnIal)
= a o o
o. Nyinlugfinanlulsemelng (vaneds new)
4:‘ o U H L} =
. nadimlugnhduienmsudsussglulsemelneg (raneta ve.m)
= 0w i =
en. ATAUNUUEIUNIIINAUTENA (MU e.<)
e nsdidsunvaannledlasuoygauazaniunngs iuuudnumveudludsundas
o as =) a9 o qj o w d‘ o
Temstunsidouinduen (wuu ve.w) viednuidventludsuwlasnenislunsitousmsusuietu
U as n‘n} =
HIUaugIRLaran uAnNGs (WU 8.<)
o X ¥
oo luAvatunzideus) (LUU N8.e %38 8.0) V89817LEUD3IAT wiousgandeanismunu
AMAMMYBINERT NN TUnzITeu (Finished product specification) uazdafmuanma e ingiu

(Drug substance specification) nsagseninnisdsuwdatdluiufuazfasuuuionarsnisudly

ANIZNTIUNTAMUAAMAN YAANIZYDIY
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5

WIS BN finished product specification Way/n3e Drug substance specification Tasvauf lunoudy
Ussmamlszmnnanddinvseiind warliiu b ¥ a fuussmausenmnsnididanseiind
. 1BNATIUTBWINTFIUNTTHAREN

o.0 NsdeHARUTEMAlYY udndeliionarsiusonnnsgunisaremud s sns e
Tunnsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagniag ey PIC/Sparticipating
authorities w3 Hlona3TUTBWIMTFIUNSRARBMLNEALNATILEIS N T A LU IHAREvEsd TR
AMZNTIUNTOMISUATEN NSENTNASITARY Teriuuntulneiiniudenadeuasvindiouiundninms
LarAsn1siatumskanen PIC/S Tumnneriiauaue atuaganusauNInsvdeulasiinanisusesia
Fuussmealszmaadidnnsednd

.o nsdeniidindnlszma fudndediionarsiusennasgprunssdnemamadninasiuay
350137 Alunsudmnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngwu8971u PIC/
Sparticipating authorities aUUa1dARINTOUNTIINTIEU Laeilnan1ssusesisiulszniauseninsian

didnnseiind vioongmaondnudusingdl

. AIDLNY

m.e Klauesaresdsited weluiuduiauesaedinios o mireussaiust (Packing unit)
) = v v o o w wa o v w
Faumunulansieazdealansuiumuimmualuidesuauiinaldedu

alo flduasimdesdeiiedriinndaduydu Nldsauiumaeaendugdu o ml (Reusable
injection pen) 8819198 @ A1 WiaUWILTL BE1TRY @ TU UINFOUAUFIBE9EN

[ 1 vl W o [
.o AMENTINNNTT AU wewemaveTamnelilaglifuliliiansdla

@ A at = . . ‘ﬁl
<. mmaaimmwaﬂﬁmummiwﬁ@mmw (Certificate of Analysis) ¥89819l@UEI1A
<o wilidoiusemwanTAinseindndusiendniagl (Certificate of analysis of Finished Product)

vawnanluunduluet

s

<o mivdoiusemanisnnalinseinunwingausaendifny (Certificate of analysis of drug

v

i a o g ar " o Vo a  a =
substance ) Wldlundnenjundadudiegne vwesjrdnauazduaningiu

U 9

.o lanasvisnangubudunnuduiiussevinsunisndnvesingavvesiiendify (Drug

substance) 18 &b ﬁu‘ijumim‘swﬁmmadwﬁmﬁm%mﬁﬁﬁ%‘gﬂ (Finished Product) 98 &.a

AEYENTTU miﬁ'mum@mé'ﬂwm::mwwm 2381

ORL....... ... S— e O
|
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& HAaMIANYIAMUAIAT (Stability data) lnenseUsenaudie

&.e NANIANYIAUAIAITZEZET (long term stability data) ﬁﬂiumumqﬁﬁmumﬁwamn
g1/UTTYNA T @ JUNITHER

&lo Han15ANBIANAIR2TUAN1IZ1T9 (Accelerated stability data) T sz812890158 N
o e 1uegntloy $1u @ qunsHER

€. wan1sanwAnuaIivulald (In-use stability data) nsahdueniideswauniaidesna
Aeuliverdusnitussylu multiple-dose container $11U & Jun1SHAR

&« Namﬁnmﬂ’mmaﬁ’wwwnﬁ'ﬁwé’amLﬁuaq'{‘] d140 (On-going stability data) # o
waz o wew Wusgniley 91w e Jumskin
o. n3dlenflauaidusdiingadieads (Biosimilars) aefasdsdnuiendns NTRTHIULAAINA NI
mislasusesmaluendaingadreads (51 ldun duumdngrunanis@nuarnuIeuisuiulasu
g137InnAULUY (Comparability exercise:CE) {Uusu laun

0.0 lONATUAMNNILATUNITUTTIU US.FDA Purple Book %59

.o LINAITLAMINISIATUNIT5US8997N European Medicines Agency (EMA) %38

.o ManguAaIsuiisuiule (Comparability exercise : CE) Augndaingiunuuiinansse

AINUAMENIINNITOIMNSHAZEN 150

b.a %aﬂgawméf’m non-clinical study
W, lnansuanedousd (Indications) uagnisvenedovst (Extrapolated indications) (6n3) oA

oo tonansmAveamlneg waz/msenwsanguildduiudninnuanzassunsemsuaze

oo @NUNBNENTUARITIBNUMIANYIMAGRINIAATN (Clinical trial) TudeUsilasunissuses
NFUNIUANZNTTUNTO M TUAZY
&. WNANTHARNINTAANIUAIIUUADANBVDINEAA A wé’ﬁmwﬁmﬂwaanﬁmmm (Pharmacovigilance)
(end) loiun

=.@ ONa13 Periodic Safety Update Report (PSUR)

2o wAUMITANSAIEY (Risk Management Plan ; RMP)
&, LaﬂmiLLamﬂmmwmaqmmusmmﬁﬁmﬁam wazdwenansaaIngl lena1sMAveIdmMIuYAaINS

NINsuwne/Uszunuu (Package, Package Insert, Labeling & Patient information leaflet) (&)

AMENTTUNTINNUAANGN YATLANIZVBIEN
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ar d 1

®o. MiUszAuAuA W IdmoY

®0.0 BIRBIWIUMIHITUIAUAMAUNEng WA e wazliiiuseiAgniSeniAuAuain
d1lnuANENITUNMTBIILAZEN

a L4 =i L4 v 1 = W o al g
a0 1gvesdweaudaienglily livesnin o U duaniundaey
d 1 2 1 o s al = e s o 1 C‘I 1
@o.mn MNNIATHwBUIrRasEdIuTsdaiuTeIMTlnTwindndsiend S agUuidawou
aal ' o \ W ' a Ay a '

®@0.& NTUNNUIBTIYNMTINTEUAIDE e damauLiadInTITATIRAMAIW M85 IANIS
i wildeissadiagieen laediauesian (§u1e) sxfesdwniindnauduiuiiniteswnisdinse
= ¢ o Vs = ' | = & = 1 1 s
Anrzilaziiugsuiaveualddislunsasaiessinunm nsdiinuielddulununusnvusianis
mbesmsvesnudnshifuiinsanmsiaussdindnvediausa Guw) uas/viognanlunisioly

@o.& {lduasinn (fu1e) desfulldsuendeslnduuneny vuneny wieileiianisidenanin
eurualaglifiteuly
@6, NFENNBUEL

o o -l PV @ fact o " . "

®0.0 {LAUDIIAN ({U18) AITHTZUUIREIRIMUNENINAIENALLN1INSZa8 [Good Distribution
Practice (GDP) 1a3un133us83u1m 5§14 Good Distribution Practices (Certificate of GOP) wazfasdndaen
Wadadaeion nguaundynssunssuuazuduasesfuilan Tsmeuaaufanszgnsivaing musiuau
nAmun Al eo Tu dvaniuildsuddde nsderviadansnflauenmdeudindanydusien

NAUNULFYNTINNTTHLAENANATEINUILAA Tsaneunaduianszensw aely e Tu duanfuilasu

oo nstiiduniiteuiuinuiigamal b-< C Fosionasuaniuaziusesi fissuunisfuuay
dmdsendy cold chain system ﬁlﬁmmg’lum’mwﬁﬂmmﬁ Good Storage Practice / Good Distribution
Practices
@b, MIBNENTLYYT

Alauesia Eune) Busenlviondndyaneuasuimun el

ob.o N3HNANSHNNTIVIATIZIEIINNTIANIEERSNSUNMETE ateaUfURm s lFumsg
ISO/IEC emolog namsnsiviinseilidulumunasgiudermunlulszniasennsian

ol.b nssuAndusisgniseniuAvanismainlaedinnuanznssunIsemswazen Tugaa
naesdyerlaszane

olo.m Nsainulgmaunmiioadwmasiouszansue wazauasnionagUaenldiuen
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om. MhsnuveanuAnsliiuRiTsasEnsuTiiussignEeniiuiu Tasdinnuanznssumsems
uazen luszpvian o U Asufuiuenansuszmanaididnnseiing
o, loNanTau 4
oo wnasiusasnsaluayunmidadugiu wasiady Aldswtuvaenednugau o ml
Tnglunsdsde Human Insulin (soluble insulin mo iu/@ ml + Isophane insulin so iu/@ ml)
suspension for injection, en ml cartridge %ﬁamnumﬂn'\ﬁﬂﬁuqﬁu wazuaududmsuldusmsen
oc.lb UNN1ARSUYAY anTaLansnugndedlunisiidseiniuninsgiu wasd specific

accuracy test result @115 cartridge M@y
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