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992992: insulin human 30 iu/1ml + isophane insulin 70 iu/iml,

suspension for injection 3 mL cartridge

1. quaNTREv Y
1 guuwy gnurIungneu Unannidedmiudn dunvju
2 dulsznou  Usenaumae insulin human 30 iu/1 ml + isophane insulin 70 iu/1 ml,
U193 3 ml cartridge
3 awusussy  usseluvaenen (cartridge) qumﬁmﬂ*smmnﬁmmu multiple doses
4 [an - syylenn duussnaumeIdAywazAILTe Tundn i’uz’i?umq WuiiHEn
uaziaunzleushivenliegadanuuuussados nadloniiussylunaens
aaINUUNYUrUSIYeEaetfetstyTesmiediuyseneuididyuar
GRRHIIEE §u§u91q waslauiHAR
- fomnaudaiiou Widauent 2 - 8 ssmiwaida uazudnidsenisutuds

(avoid freezing) UNUTIYIUINUALNTULUTILN
2. puanUAnIumata

Namiﬁ'l‘:"me,lLF!‘i‘Wﬁ?lﬂ.lﬂ"lWLﬁﬂ1Uﬁ]'lh finished product specification way Specification of Active

o ar ar =l

pharmaceutical ingredient (API) fi§vBsa1nindusiuatuiiieaiu deldaameideusodtny
AMENTTINITOMITUAYEN NTENTIESISRIAY Vonduiuilddredeteaduatuiiiisuminie
bnindnasgrundssiulasmiunils audsenansevsatsisuay Geq SEYAITIE WA, 2561
aeluii6 Suamu wel. 2561 (asUszmieluswinangunyiuil 12 nuamiug 2562) uay syshmen

(UUT2) w2562 ariuft 3 nanges 2562 (aaUsenalussieayunwiiud 26 nsngrau 2562)

2.1 Finished product specification

Test Items Specifications USP2024 Specifications EP11.0
Identification Meet the requirement Meet the requirement
Assay 95.0 - 105.0% of the potency 90.0 - 110.0% L.A.

stated on the label, expressed in

USP Insulin Units/mL

pH 7.0-78 6.90-7.80

Sterility test Meet the requirement Meet the requirement
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test

5. | Zinc determination 10-40 Mg for every 100 USP NMT 40 MPg/ml
Insulin Units
(C.02 - 0.04 mg for each 100 USP
Insulin Human Units)
6. | Total dissolved insulin 25 -35 % of total insulin 25 -35 % of total insulin
7. | Bacterial endotoxins NMT 80 endotoxin unit/100 IU of NMT 80 IU/100 U
insulin
8. | Product-raleted NMT 3.0 % NMT 3.0%
substanced and
impurities or Limit of
high molecular weight
proteins
9. Related proteins &\} Bpce U ) j"%
91. A21 desamino NMT 5.0 % NMT 1.5%
human insulin
9.2.Total other NMT 6.0 % NMT 6.0%
impurities
2.2 Specification of Active pharmaceutical ingredient (API):
98 | Test Items Specifications USP 2024 Specifications EP11
1. | Identification Meet the requirement Meet the requirement
2. | Assay Not less than 27.5 USP insulin 95.0 - 105.0% calculate on the
human units/mg, calculate on the dried basis
dried basis Not less than 27.5 USP insulin
human units/mg, calculate on the
dried basis
3. | Bioidentity Potency not less than 15 USP Sh
units/mg
4. | Solubility Meet the requirement
5. | Microbial enumeration Meet the requirement
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Y9 | Test ltems Specifications USP 2024 Specifications EP11
6. | Bacterial endotoxins NMT 10 USP endotoxin units/mg | NMT10 USP endotoxin units/mg
of insulin human of insulin human
7. | Loss on drying NMT 10.0% Not more than 10.0%
8. | Limit of high molecular NMT 1.0% Not more than 10.0%
weight proteins
9 | Zinc content NMT 1.0% NMT 1.0% calculate on dried
basis
10 | Related substance
a. A21 desamino human NMT 2.0 % NMT 2.0 %
insulin
b. Total impurities, NMT 2.0 % NMT 2.0 %
excluding A21
desamino human
insulin
11 | Sulphated ash PR = NMT 2.5 %
VUYLNG NMT = not more than ,

- Drug substance specification W1504131NlUALATITHVBINER drug substance ¥3B

TAAs1ent drug substance vosndnerdniagy atulaatunils Falinmsnsaliasie
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3. NM15UsEUAIUIEaNSNINRas1A1 (Price Performance)

4. L@NATTN 1Y IUNISNANTUN

-l A - i - i ¥
JUALREANINBNATT 1593 N1TUSEHUANUIEANTAMADIIAT (Price Performance)
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3) dnuretunsdouiiue (wu ne.l vie v.1) ATUNNIIN WiBuTwauBYARMENYIKIaNTY
'ummzi"u%ﬂEULLazﬁaﬁﬂuuﬂumﬁg'nwm"z"ﬁ'mﬁtmwﬁm (Finished Product Specification and
Analytical Procedures) itunsifouly Tnsdesdrsdasiueniivsymeansensaiansisaauiuses
wialminIszne

winewmn: nsaifieyszuinvaidsundandleifiinssiuasdormunnasguliaeandeinuss
griUsEmAsuTBmI i enagasedtnauAnnTIInITesHaren Iuuudiudveudly
wasuuasenslunzifeusiifuen (wuu ne. 9) wie duurdvsudluvdsuwlassenisly
e leusnIue (WUU 8.5) inwsouniueie

a) duluddynstunadouhiuen Wy ne.2 wie ne.3 vie ve.4 vi3e .2 udusnsd)

a.1.1. nsdfesdnluusandlng (ve.2)
4.1.2. nsdiigniuduienisuiaussgluvssmelng (e 3)
4.13. nsditemindraneaseme (ve.d)

wanewe: nsdiiinsiasuuauiluiueygauaraniuiingn Bikuvdiundveudludsuuas
semslunzfousifuen (wuu ne. 9) ie duundmeudludsuntasmenislunsdousiue
WRenfuifuougnuaranuiingn (Wuu o.9)

5) duummilsdesusemnsHIUNSHARLMUMANINUIBNTIAlUNSHANEN (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) Ingniagau PIC/S
participating authorities 2UUAEANNTBUNIATIIABY HNANTTUTBIRTIUUTENAYTENINTIAN
Sidnvsetind Tumnefifudesiusfiaue vszneude

at - @l

5.1, duumilidesuseunmsgIunsranemundninueiisnsialunsHaningRusendiy
(Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2, dwumlideduseunasgiunisuangimuvaninausiisn1sialumssannaniusiediiagy
(Certificate of GMP Finished Product)

6) lunsdiidugindraindrssena fuandesidnuimisdofusomdnde (Certificate of
pharmaceutical products, CPP) #3enisd@asusean1samune (Certificate of free sales, CFS) Tu
mnagiiauers atuagamussunsasdeulneiinaiusesiieiulsemayszniasian

7 uinsgruvedtefivuanuainingiuiliend1fgy (Active Pharmaceutical Ingredient
Specification) wavndnsiaeiendniagu (Finished Product Specification)

7.1 dunesguingAuniedifny (Active Pharmaceutical Ingredient Specification) uav
NINTgIUNANAu9ie1d11593U (Finished Product Specification) Tat sz ysfins181
(Pharmacopoeia) 48118315 3iaseRlasanasuetatesdonduluautormunuay
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7.2. d71u1 drug monograph U8INIA181d1A 1y (Active Pharmaceutical Ingredient) Wa s

ar “ o a

Nﬁmﬂmmmmﬁ%gﬂ (Finished Product)

al =)

ot of @ 0w " : . = i - a  w
7.3. nsnIngAuAled1Aty (Active Pharmaceutical Ingredient Specification) %3 ananAtua

]
=]

g1d115934 (Finished Product Specification) taiUs1nglusins181 (Non-official
pharmacopoeia) ﬁamaﬂmé’ﬂgwiwmﬁmmgﬂwmm'ﬁmswzmﬁulﬂmu%wﬁaiﬂﬂ
soluil

731, efmunuazanasgiuvesmsiiesisiluievesUsamaniduandnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

732, fermuauarinnsgIuresnsianesitian (in-house process) fidenandaaiiy ICH
Guidelines %58

733, fermusuazinmsguwillvesnsieneiidmualilussie dsenle dsiemis
AIUUTENIANTENTNAI1TUEY 309 THYAIIYN Ei'm'%'ugmwuumgw] (General
requirement for dosage form)

at

vaeme: e muanunmingdudiendifty (Active Pharmaceutical Ingredient Specification)

[

wazndndneia1d1393u (Finished Product Specification) fae8198a9nss g fuLavaty

= s o e

Wertu snduusnsdiihseriifermustazainasgruvesmsinssianizingiudiedrdy
wie wandusiendniogy
8) dumivdeiuseInansiaTIey (Certificate of Analysis (CoA)) lnsdasuszneudiy
8.1, dwumilsdeiusemansinsetingaumendify (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lnesinsuszneuse
8.1.1. dwwmdlsdeiusewmamsinseiingiusienddty veraningAudienddny
(Supplier)
8.1.2. dumisdesusemansinsieingaudieiddey vesuindanandusiatdniagy
(Manufacturer)
8.2. dwmilvdeiusemamsiinsevinansigiend 153U (Certificate of Analysis of Finished
Product) vestinannansnmiondnsagy (Manufacturer)
8.3. lenanstudumnuduiusseninsunsnanvesingiuseanfty (drug substance) uag Ju
mMswanvenanfusiansagy (finish product) Mldlunisnangjudiduou
8.4. duuenansuanamanisAnyfiuaniiransavinuiadinels 1 qa (nsdlenusin)
8.5. dluenansiansnan1sAnmauawmInaslaly (In use stability data)

9) dNUNBNAITHARINANITANYIANA (Stability data)
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9.1. dUUNBNANTUAPIHANTANYIAIUAITEELET (Long term stability data) $7uau 3 Jun1s
WA
9.2. dUNBNATUAAINANITANIAUAIMITUANIELSY (Accelerated stability data) 142U 3
JUNSHER
9.3. uuenasuanIkaNSANWITILanIIII@TanuUuinenld 1 ga duuiuans
UseAnSuamsdnw (nsdlenda) (&)
9.4. nsdilusriidosarars ATearsrevld Wdnunenaswansinwnuasivdnisazany
waL/v39 118919 / naaulaly Tudvinazatunie) Asuiulardenndasiuionalsninuen
(In use stability data)

10)  dwwmisdesusemdnsiueiendniagy (Certificate of Pharmaceutical Product) law1zen
dntunlulseinealng

11 dnumdngruanuauyavendndueien (Bioequivalence) lngnanisAnyiaiuanyaves
nanAtu9ie (Bioequivalence) Wulumutaninum ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies 3@ gilamsAnwdusedndnauardrauyares
ndnAusien nsznTeasisagu lasantunsemissnufinundauyailasunissusessin
drinnuaznssunmsamisuazen atullagiu (heallilsesunuy)

12)  duumidsdesusewnnsgrunsujiantundninusiisnisialuiesljUiAnis (Good
Laboratory Practices (GLP) ‘l‘unizﬁﬁﬁ'}nﬁﬁnmﬁ1augaﬁﬁiw3:;mﬂ

13)  duumibdesuseunasgumafiuinuuagnszangemunaninasiasnsaaunsiiunw
warns¥a18e1 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) lauemfpdwinetneeiey 3 mieussiui

15  duumdidesussnnnsyruresufifinig ISO/EC 17025 Tustemssriiaue (63)

16)  duwnenarsuanideyan1slisumsusiilu Green book vensainemansnIsuwg (§13)

17 duunenarsuaniteyan1slaiunisussylu Purple book 483 US.FDA. 38 European
Medicines Agency (813

18)  nsdtllderdunuudeaianinisdnuviemain (Clinical trial) vosenluusemalneiiuansdiona
VNAATNTBI T UWIBUAUEINULUULASANUN LU TN TNINISUNY (61)

19)  ATBUTHAIETINNINIUMNUTENIAAMILNTINNSRAILITLULE WG (30 nnuiasesss
IfensduasunIsvsresUsevalye we. 2559 wieasusssudug fisenadaaiulsznan
(63))
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2 vmnavnisudniidasuliuigudnisunngazdfesdnumtsdeiusewmanisinsis
(Certificate of Analysis (CoA))
3) fuwaesdluduseniudsusilevilndvunoigviaidleiinnsidesanmneurmuaniy
RRIPIEEN
4) wingudnisunmdnudgmamnmannansausuasdeinsdmaiedinseiguain §
Swmhendndusiorsndugiuiaseudldilunsiessinunmer wazdwiludnoudign
duAmTEAULAAUENITUNNEY
5) fauemEue)Busesliondndyaieunsuimun il
5.1. maiinsguasdnsiginnsuingrmansnisunvdudinanisiaseiliiluluaiy
UINTFI
5.2. nsdinAnfausionvindgniFeniuiunniemaslnednineuanenisinisemsuasen
5.3. nadinulymaunimainnaniasinetsdrasieUssandnauasanuasn fesegiaei
Iosuen
5.4. natiinaignssumsindunssuuarnistivadnetsenaintiyien quémsuwmgvesnidn

Msdsdeenluasedaly
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Audn1sunnglygtiuning vaussniu

LUUUsTIEUAIUSEaANSNINAa31a1 (Price Performance) Useinneiail

s umiin Gowaz)
1Lannmuazauasafiiustlemisomesonis 70
2.37A7 30
1. aunmnazguautAmdusslevidenssnvnis (Gavas 70) Fonsdn
inausinsUsziiuguAwHAR usiEYaansly SUULY
n. —:E&ag.i&ag (General quality criteria) 20
1) IASFIUMIHAREIMUMENINANIIB NI AR HEREN 3

2) wns§uIngRAuiiend1Aey (Active Pharmaceutical Ingredient Specification) uarsnnsgiu

rnanAueierd 593U (Finished Product Specification) 5

3) WAIgIUNIreIUjuEnng 1

Fmal i

4) WPIFPIUMINUTIYILAZNTEBEIMIMANINUITRIEMIARIUNISINUINYILazNIzaI8E1 (Good

Storage Practice / Good Distribution Practice ; GSP/GDP) 4

5) WATFIUHEANN 4

6) AuauTRTiBaUsEloidensUiTRnY 3

. iInIIRUN WA (Specific quality criteria) 80
1) wagpunmnilsdeiusaman1siinsey (Certificate of Analysis ; CoA) 25

2) HafigIuAMNNMIANYIANALT (Stability data) 25

3) nafigeilnuANYeIMTUEUTIYTIdUAAET UsTYYiLazaan (Package & Labeling) 10

4) anuwinisnlumsiiadnwiueifulu (Therapeutic Equivalence) 10
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5) msAinw/Adenaadin 5
6) TYUUBUTUINUIAILTTTU WANINIY 5
AZUULIM 100
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fovazazuuulaglivannisdasimin (dasdmidnlagszuumsdadedndnemeigaediannseind) | 70
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n. 52&3232&&1 (General quality criteria)

20

ATFIUNINEALIMANINMSIITNIARTUNSHARET (AzUuYsIN = 99 1.1 + 1.2+1.3)

1.1 Certificate of GMP Active Pharmaceutical Ingredient (AP)) Tumsanenliauevis avuagamusauNs

asvdevlneiinaiusesdaiulseneusemasian/dnden (Fandaladonils)

1.1.1.185um3¥usee GMP-PIC/S 970 PIC/S participating authorities %38 cGMP

1.1.2. 193Un155U599 WHO-GMP %58 %38 cGMP wisaifisuwin lumnsaiiineadasiu APl

0.75

1.1.3.1¢5un135U589 WHO-GMP %38 cGMP m3awfisuwin ualiszymuandanu / lifiienarsuaninis
fuses GMP (luWar5as1)

025

1.1.4. 193Un155U509 GMP-PIC/S %58 WHO-GMP %38 cGMP .msrsm,_ﬂlm_:m:ﬁ.mu:ia.m«:usﬂ% wagly

1=

L 1 = ¥ ar o
Hdionasuaminisduverieaty wie lwivdnguuansiuvuneny (uwersan)

§ =

1.1.5. lall@sumssuses GMP-PIC/S %58 WHO-GMP (LaiWa5a47)

1.2 Certificate of GMP Finished Product Tumnagniauswie aduaiganmussunsnsivdeulaeiinaiuses

s

= =
friulsemaUseninsen (i@endaladonils)

1.2.1. lsi5un135usee GMP-PIC/S 21 PIC/S participating authorities #58 cGMP waz/v3e wilidesuses

nanfiua (Certificate of pharmaceutical products) a0 PIC/S participating authorities Tunuan

afar ar

ALY (NSEUNGN) KB LASUNISTUTEY GMP-PIC/S 27nd1inauAnssUNSeIMIsiLasen

1.2.2. 19fun133uses WHO-GMP w3a cGMP va3 Uszwenan Tuminailienteiiyu Finished Product
Way/13e NiNdeiUIBMaNAMN (Certificate of pharmaceutical products) luvnaeniilausvie

(NSRE1UT)

1.2.3. 1¢5un133uses WHO-GMP wsilsiszymnatiaau (ldiearsas)
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1.2.4. 165Un155Us89 GMP-PIC/S 138 WHO-GMP w38 cGMP fivusengriouiuuszmauszninsan uaglai | 0

1=

fienansuamnisouvesiesy (luwersas)

IIL L] £ 1 2 s ar - at . N
1.3 ns@indusnindrainmeussna fesildnumiideSusewndnsiug (Certificate of pharmaceutical 1

products: CPP) vienisdesusasnssiviie (Certificate of free sales: CFS) lumnnenfiiausne

1.3.1. CPP w3@ CFS atuaan (mwseun1sasavaey) nsdiderelvillergmsiusesdeiudsemasznimsing | 1

= L b
o duenindnlulsunelne

1.3.2. af§l CPP w38 CFS w38 31 CPP / CFS fivuneny 0

2. | mmsguIngaunledrAny (Active Pharmaceutical Ingredient Specification) uas 5

WAsFIUNAAdusiB1d13a3U (Finished Product Specification)
&

WorsanIsena s sYunsdou (AzUUUTIY = 99 2.1 + 2.2)

2.1 mmsgruingAusdendrdy (Active Pharmaceutical Ingredient Specification) (s8andalndanite) 5

&/ ar at L] - ¥ . = k
2.1.1. nsailasun1ssuseslusingien (Official Pharmacopoeia) (tdandaladanils)

&

1) ©181 USP, BP, Ph.Eur. , IP JP atiugiga (muenarsituneilould) wazn1sensdeiu el 25

wnlulunziteusiveua (o5 9 a.oull@)

2) #1981 USP, BP, PhEur. , IP JP atiuagn (manenansivunzideul’) vietuudlalunsideusiu | 2.25

guad (@ 8.5 Moy ae. Melu 2 Yuddelilasuniseydd wazbuuiluneuiudszninsian)

3) W83 USP, BP, PhEur, IP JP atulminidsznia svymsien wazuilulunsifousmsuen 2.0
=) v L ol L aten
BEUTBEUAD (8.5 1 08.9Y3R)
v - Y T ° = = o w

4) ©84 USP, BP, Ph.Eur, IP, JP atulmindidsznia seyisen wavbuunlulunsibeumiven 1.5

W (@ 8.5 18u 9. melu 2 Yuadaldlasumsenydi® waztuudlvieuiuusemasian)

AMENTIUNTAMURTIDAR I ERLALALAN VLAWY

- A -
140 UsE51UNITUNTS 2.84%0........ M .... , ,, W ,,,, LA R NI umémi\ _________________ NTIUNTS

o i
(SR ueUn ) (ngy.adan Tusna) (ney.g857 Slnwadn)




Wy 5970 21

Yan15A

ineusinsUsTiiunnn AR TN Toainy

AZMUY

5) 881 USP, BP, Ph.Eur., IP,JP atudiga wialwindiusznia seysiisen wazunlulunsideu 1.25
sueuds waids Lldduudlelunsdeushiuen

6) 81989 USP. , BP. , Ph.Eur, IP, TP, JP (adumushanend sum.Usznid) wazudlulunsiSeusiu 1
pud @165 1 ov.01TR)

7) #1483 USP. , BP., Ph.Eur, IP, TP, JP (@tumussnenit sum.Usznie) uasduudlulunsousiu | 0.5
g @ .5 M oo, mely 2 Yuaddlailizunseyl@ uarduudludeuiulseninsian)

8) #1984 USP. , BP., Ph.Eur,, IP, TP, JP (atumussnendl sum.Usenid) wazvudleluvzideusidy 0
v1udn wids Lldduudlelune Sousiuen

9) #reduhseatuinivssmeasise QiRansan)

2.1.2. 1@5gUsDInOfficial Pharmacopoeia vesUsznefiiiuann@nues The International

Conference on Harmonisation (ICH) (lawzau73n ICH 74 Official Pharmacopoeia

harmonization A USP, BP, Ph.Eur., JP, Ph Int) v38tamnuauazuInsgIu In-house process 7

v w ; i = ¢ ; =
dnAaRINY ICH Guidelines wag/138 Pharmacopoeia General Requirements (tdanva ladails)

1)

97484 Official Pharmacopoeia ¥81UsuinAai®n ICH waz/v30 In-house process fidanndosiu
ICH Guidelines 3@ Pharmacopoeia General Requirements atugiga yawate wazuiluly

=t o e =l L 2 L by,
nuilguisveniieuiosual ({le.5 1 og.0uln)

2)

¥ ooa o i a ey a v ow
81984 Official Pharmacopoeia w0Usenadun®n ICH waz/13@ In-house process fidannasinu

ICH Guidelines 38 Pharmacopoeia General Requirements atulusindiuszniesngiend sug.

Useme ottt wasudlalunzfeushiuewds @le.5 7 eo.oullf)

225

3)
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