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Isophane insulin human injection
(309U W.A. 2548)

o Isophane insulin human injection
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1. \Butheurungnou Unannide
2. Usenoume Isophane insulin human #iafzduaseinenseuIunIs recombinant DNA
wazdianuuIavsifisuiit insulin 48in mono-component Tut3ias 100 1U/ml , 10 ml
3. UiiﬂUﬂ’]?juz‘USiﬁ;EJ’]?JG]UiWﬂﬁ]’]ﬂL%@LLUU multiple doses U3uns 10ml wazdaafiuwas
4. aa7n
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neidouinSueliognesdnauunussasioe ﬂimmwussﬂwaa@m RAMUUNYUTUTIYN
terfossyydenviodmusznouieddyuazanunss Tuiuony LLa“Lawmam

- fdomnuudasiou idaAuend 2 - 8 ssrnwaitiss uaznEnidssnsududs (avoid
freezing) UNUTTANUIMUATAITULUTIYEN

AuaNUANImAlLlA

1. Identification test mw&hummﬁizﬂu finished product
specification

2. YFunausnendnfgy 95.0 - 105.0% labeled amount of Insulin
human

3. pH 70-75

4. Sterility test AN

5. Zinc content m?ﬁ]ﬁhumm‘ﬁszﬂu finished product
specification

6. Bacterial endotoxins 14ilAiu 80 endotoxin unit/ 100 IU of insulin

7. Insulin in the supernatant TlAu 1.0 U/ ml

8. Limit of high molecular weight TailAu 3.0 %

proteins

9. Shape of crystal or crystal identity maa}ﬁhummﬁizﬂu finished product
specification
10. Size of crystal ATIHUANATEYLY finished product
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specification
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1 dunamdeenarsnslduonyetungifousiiueiedmiglulsamdlneg uasdung
(declare) UVaINGn
1.1 Tuddymstunsideusm3uen (8.2 vie.3 ve.4 udausnsdl)
1.1.1 lunsaiidueindaluussmelne (anefs ve.2)
1.1.2 lunsalidugmindiitenisutsussy (aneds ve.3)
1.1.3 lunsdidugnindnainsmsUssmatmneds ve.q)
1.2 Tudwetunsdouen ve. 1 veseniliauesean nieuseasdoahdensnuey
ﬂmmwmaqwﬁmﬁmeﬁmmﬁ?gmuﬁﬂuﬁ (finished product specification) ﬂszﬁﬁaﬁjszmwmi
Wasuuasdlufinduazdesuuuienasiediunninaionisveudluiwey finished

product specification

2. lunsdlfewanluussmelng grdndosdiunnmanendedoiuseunnsgiunsnansnm
vanNUsTIS SR UNSNERE1YRINTENTIEITNEY (GMP) Tuvsnmeniiiaueune
Tunsaifdusninthanndnaszina guandesiidiunnnaemdsdefusesnnsgiunisnas
AMANINASTISNITIRlUNSHAR VB SUTHMARKAR 38 Certificate of pharmaceutical

products

3. A maNeLeNA TN YEIPUBE LA TIAN

3.1 HANMIITITIATIEVREIAHERSTIv0INER (Certification of analysis) Tugngufl
dududiogng

3.2 HANSHTITUATEHATINWIMQAU(Raw material) vasnenddyildlunisnaneiu

nadaduegraisvpsinaretuazinaningau
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4.1 fLaueIIANAIEIRIBg19e1ENURY ... MIIBUTINI FuTudunuuans
Twazdenlaasuiiumuiimualuiite AuaudEmly 4w
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5.1 angvasgidweusalitesnii ... (few/ U wmudnsdl) Tuanniudey
5.2 gmnaneddaey desdunnmagluiusemanisnsalinsigvienuiidaey
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6 LONA1TIU)
6.1 Tunsaldunzifvusnunuinnii 2 ¥ azdesdidiunnmaisnanisdnel Long term
stability mungunsinlungifougiuuans
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