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isophane insulin 100 iu/1 mL suspension for injection, 3 mL cartridge
GPU : 992971

1. Yoen isophane insulin 100 iu/1 mL suspension for injection, 3 mL cartridge
2. AnauATialy
2.1 juuuy \Wuansazasusiranide funu
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g1 isophane insulin 100 iu/1 mL suspension for injection, 3 mL cartridge
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1) 1asgingdudiendAy (Active Pharmaceutical Ingredient Specification) (5 Agul) wae

wnsgunansineiediiagy (Finished Product Specification) (5 Avuuw)
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2) wagauRuniidesusewmansiagient [Certificate of Analysis (CoA)] vasingiu 20
fend1fy (10 Azuu) uazsdndasiendudagu (10 azuuw) '

3) naigauAuAmNsAnwALAE (Stability data) 20
4) Soymatiuayununmvsmandas: msfnyanIINAnY AN keI uigurne 25
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#1 isophane insulin 100 iu/1 mL suspension for injection, 3 mL cartridge
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1) 1983 USP, BP, Ph.Eur,, IP afusge

2) 81983 USP, BP, Ph.Eur,, IP atiulvindtdsenia seysnsnen
3) 97983 USP 34, BP 2011, Ph.Eur.7 (2010), IP 4, TP 2 aduau 1
Usznie szussien

1) 92984 fs1evesusewaluaunin ICH aduaign
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3) §1984 In-house process Tigoaadaiu ICH Guidelines yaviie
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4) 1984 In-house process NaAARBINU ICH Guidelinesunsiite

1.2.1 nashilusduuuy 5
1.2.2 nsdilallvenduwuy (Fandaladonids 5
1.2.2.1 nsdllesumsdusedludisien (Official Pharmacopoeia) 5
1) 81989 USP, BP, Ph.Eur,, IP atuaian 5
2) 97984 USP, BP, Ph.Eur,, IP atulminiussnia seysinaen 4
3) §1984 USP 34, BP 2011, Ph.Eur. 2010, IP 4, TP 2 atunu 1
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1.2.2.2 nsdlladlesumssusestushsen (Non-official Pharmacopoeia) 5

1) $1984 frsremesuszimafuanndn ICH atiudign 5

2) 1984 fsre1vessemaiduaundn ICH atuiind 2

3) §1984 In-house process Tidoardasiu ICH Guidelines ynvate 2

4) $1984 In-house process fidenrdpafiu ICH Guidelinesusiada 1
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#1 isophane insulin 100 iu/1 mL suspension for injection, 3 mL cartridge

BN15AN

(=

NINIRAISNRNWHER St AT

1) Wuguniswdadieadiu 2.5

2) Lidugunmsediodietu visuansetdlaetmils 0

3) Liuams lai
W975847

1) #3917 API Specification AsUVNWatD Viaves Supplier uay 7.5
Manufacturer Uagiinsuansmaluzusuusiay eniiu Wde
Physical description, apperance, wa# identification
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#1 isophane insulin 100 iu/1 mL suspension for injection, 3 mL cartridge
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1) m5iu Finished Product Specification yinvitie uag fin1s 75
wanswalugUteyaleUiun (Quantitative data) wie faveniiu
Vaun) Physical description, apperance, Wa¥ identification

2) w391 Finished Product Specification nnwade usi finns 3
wananaluguuuy "Conforms, Complies, N/A" sniiu sfade
Physical description, apperance, wag identification

3) lsimseriu Finished Product Specification ynvade lsf
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1) §n15finwn Long term stability Wulumau ASEAN Guidelines 10
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2) finsfinen Long term stability (Julunna ASEAN Guidelines 8
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4) $in13fnw1 Long term stabitity laifiuluniu ASEANGuidelines 2
6) laifiionasnisfnw Long term stability i

Wa13047

3.2 fimsfinwaunsiindalaly A (in used stability study 10
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1) fwamsdnnanuasivdalald fAgamadl > 30 oC sz 285 | 10
2 fivensfmnerunsmd sl figamnfl 25-300C aw > 283y 6
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4) 13id In used stability study 0
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#1 isophane insulin 100 iu/1 mL suspension for injection, 3 mL cartridge
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1) fisrgumsfnwifieuving fuluy mudemiviuauss EMAUS 7

FDA #30 Asean

2) fisnenumsfinsfisuvihnenduuuy wilihduldang ans 0

Jarivunves EMA,US FDA %59 Asean

3) Wiflnenunmsfinyifisurineduwuy i W
wWa1s47

1) fidwnusennasgrunsufiRnuvaninasiisnisialy
WosuuRnig (GLP) Tunsdlivihnnsfinwiieuwhersuuuu Ty

faUTEINA

2) lifdnfuseunasgunsuoRnmmaninaeiBnisialy 0
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3) mavhmsenviiisuhersunuuludssndlve desinlesanniy 3
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1) danuwindeulumstrdadnwiiueisiuwuy (Therapeutic 7
Equivalence) Tnglei3unsussqhu US.FDA. Orange Book

2) 1615un135u5099n European Medicines Agency (EMA) 7
3) lesunsussglusiemandadusieandiyiviafianuwiniedly 7
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#1 isophane insulin 100 iu/1 mL suspension for injection, 3 mL cartridge
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1) 193un33us09 GMP-PIC/S 970 PIC/S participating authorities 5
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NN sRATANAMAWHER A
#1 isophane insulin 100 iu/1 mL suspension for injection, 3 mL cartridge
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1)) ldsums$uses GMP-PIC/S vise cGMP Tusnmeniliauaune 5
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3) GPM w9 0

5) 15i5un1335us93 GMP-PIC/S %39 WHO-GMP finunengiouiu L

Usgnia wazliifienansuansnistiuvesieany w1500
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“insulin human 30 iu/1 mL + isophane insulin 70 iu/1 mL suspension for injection, 3 ml
cartridge
GPU : 992992

1. 987 insulin human 30 iu/1 mL + isophane insulin 70 iu/1 mL suspension for Injection,
3 ml cartridge
2. quautaialy

&l =) 1
2.1 juwuy \uansazgarsusmannide vy
2.2 @wlsenau  30% Soluble Human Insulin k&g 70% Isophane Suspension Human Insulin

TudSuasanududy 100 iu/ml Tudsues 3 ml
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aAnazdesuuuionarsnisvendly (8.5) uwdeu Finished product specification
Waz/139 drug substance specification
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insulin human 30 iu/1 mL + isophane insutin 70 iu/1 mL suspension for injection, 3 ml

cartridge
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insulin human 30 iu/1 mL + isophane insulin 70 iu/1 mL suspension for injection, 3 ml

cartridge
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insulin human 30 iu/1 mL + isophane insulin 70 iu/1 mL suspension for injection, 3 ml

cartridge

wnasinsRSNAMAWHEN A AT PonsA

o
(S76N]

1) Jugumskdaiieaniu 25

2) Liifugumsndaideatu wisuanseddlaetdimila 0

3) hiwang lai
975047

1) n391lu APl Specification AsuyNYde Mawes Supplier way 7.5
Manufacturer warfinsuananaluzuuuudiiay onviy ide

Physical description, apperance, wag identification
3) n53fiu APl Specification asunnite Mwes Supplier uae 3
Manufacturer Lwiﬁmmamwa“lugmmu "Conforms, Complies,

N/A" enciu e Physical description, apperance, Wag

identification
5) laimsafu API Specification Asunnade ¥ed Supplier 3o lai
Manufacturer Wa158d7

1) usunsndadieaiu 25

2) ilusunmndadeatu vieudnseglasgrmils 0

3) Liwans ]
Wo198d1

ASNTIUNTINUAAMANHASIANIZY

wwangn i wiiady wwouring dsssudnual wEAseses wivsanina

Usea1unssunig ATIUATT NIIUNTT



inaeinssaNAMATWREN e
insulin human 30 iu/1 mL + isophane insulin 70 iu/1 mL suspension for injection, 3 ml

cartridge
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insulin human 30 iu/1 mL + isophane insulin 70 iu/1 mL suspension for injection, 3 ml

cartridge
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insulin human 30 iu/1 mL + isophane insulin 70 iu/1 mL suspension for injection, 3 ml

cartridge
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insulin human 30 iu/1 mL + isophane insulin 70 iu/1 mL suspension for injection, 3 ml

cartridge
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Insulin detemir

Insulin glargine

Insulin glargine

Insulin glulisine

Insulin lispro

Soluble insulin

(Neutral insulin; insulin injection)
Soluble insulin

(Neutral insulin; insulin injection)
Isophane insulin

(NPH; Isophane protamine insulin)
Isophane insulin

(NPH; Isophane protamine insulin)
Insulin aspart 30% +

Insulin aspart protamine 70%
Insulin aspart 30% +

Insulin aspart protamine 70%
Insulin lispro 25% +

Insulin lispro protamine 75%
Insulin lispro 25% +

Insulin lispro protamine 75%
Insulin lispro 50% +

Insulin lispro protamine 50%
Insulin lispro 50% +

Insulin lispro protamine 50%
Biphasic isophane insulin
(Soluble insulin 30% + Isophane insulin 70%)
Biphasic isophane insulin
(Soluble insulin 30% + Isophane insulin 70%)
Biphasic isophane insulin
(Soluble insulin 50% + Isophane insulin 50%)

Insulin degludec 70%+ insulin aspart 30%

Insulin degludec + Liraglutide

wngme 1 = Mensslifininlfinlgmaina 9 2 = MunisenilszniAmanateeRuRY
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sterile sol 100 iu/1 ml (3 ml/pre-filled pen)
sterile sol 100 iu/1 ml (10 ml)

sterile sol 300 iu/1 ml (1.5 ml/pre-filled pen)
sterile sol 100 iu/1 ml ( 3 ml/pre-filled pen)

sterile sol 100 iu/1 ml (3 ml)

sterile sol 100 iu/1 ml (3 ml)

sterile sol 100 iu/1 ml (10 ml)

sterile susp 100 iu/1 ml (3 ml)

sterile susp 100 iu/1 ml (10 ml)

sterile susp 100 iu/1 ml (3 ml)

sterile susp 100 iu/1 ml (3 ml/pre-filled pen)

sterile susp 100 iu/1 ml (3 ml)

sterile susp 100 iu/1 ml (3 ml/pre-filled pen)

sterile susp 100 iu/1 ml (3 ml/pre-filled pen)

sterile susp 100 iu/1 ml (3 ml/1 cartridge)

sterile susp 100 iu/1 ml (3 ml)

sterile susp 100 iu/1 ml (10 ml)

sterile susp 100 iu/1 ml (3 ml)

sterile sol 100 iu/1 ml (3 ml/pre-filled pen)
sterile sol (100 iu+3.6 mg)/1 ml

(8 ml/pre-filled pen)
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(un)
481.50
1,791.18
722.25
181.69

176.55

75:33

125.00

78.11

125.00

176.55

317.79

176.55
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321.00

176.55

78.11

125.00

114.00

770.40

1,605.00
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