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Biphasic isophane insulin human injection
(309U W.A. 2548)

o1 Biphasic isophane insulin human injection

anautAnalY
1. Puiheurusneudsaanide dvtu
2.Usznoume Insulin human etz dUATISINANMENTZUIUATT recombinant DNA i
AIUTAVSYTia monocomponent Usgnausng Bus@ila (soluble insulin) $osay 30 way
isophane insulin a8z 70 (nsd@iu 3:7) TuuSuia 100 IU /ml, 10 ml
3. Uiiﬁiuﬂ’muzUﬁf\!‘Z—Jﬂaﬂﬂi’]ﬁf\]’]ﬂL%EJLL‘UU multiple doses U3uns 10, ml uwazdosiu
6N
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- fdoruudadiou Wanfuend 2 - 8 edmivaifva uasvanidssnisududsavoid
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1. Identification test m’sﬁ]ﬂhumu‘ﬁizﬂu finished product
specification

2. YFunausnendnfgy 90.0 - 110.0% labeled amount of Insulin
human

3. Insulin in solution’(Total dissolved 25 - 35 % of total insulin

insulin)

4. Sterility test ATIU

5. Zinc content 14i1A 0.04 mg /100 U of Insulin

6. Bacterial endotoxins laitAiu 80 endotoxin unit/100 IU of Insulin

7. Limit of high molecular weight laiiAiu 1.0 %

proteins

8. Preservative m’sﬁ]ﬂhummﬁizﬂu finished product
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specification

9. Shape of crystal or crystal identity mwmummﬁizﬂu finished product
specification

10. Size of crystal maﬁwhummﬁizqiu finished product
specification
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Ldnamdeenasnmsldiuenyetungifousiueniedmielulsamdlne uasdung
(declare) hadnas
1.1 Tuddynstunsdeusmduen (ne.2 ne.3 ne.4 wdusnsd)
1.1.1 Tunsaiffueniindnlulsemalneg ianeds ve.2)
1.1.2 lunsdidugninduilensutaussy (aneds ve.3)
1.1.3 TunsaififueniidnanesUssmamaneds ve.4)

1.2 Tudwetunsifouen ve. 1 vesenfliauesan nieuseaudonitenisnuny
ﬂium‘wsuaqNamﬁm%mmﬁsﬁuwmﬁ&luﬁ (finished product specification) ﬂiﬂjﬁag'ﬁw’jwmﬁ
Waguwawdluiudiasdesuuuenarsioduunnmeesaniveufluuinien finished
product specification

2. lunsdllendnluuszmelneg guandesiidiundmeaefldosusomnmsgiunsnangnu
VANNSTIENTNRUNSNERE1YBINTENTASENS1TUEY (GMP) Tuvsnmeniiiaueune
Tunsaifdugninthanndnaszina gRaadesidnanaemlsdefusesnsgiunsnan
gPUVENINAISSTIRIUMINBRE RIS INALHER Vide Certificate of
pharmaceutical products

3. NN NENELENANIAMIALILYBIETLAUDTIAT
3.1 NAN1INFITAATIEVAUN NG TTIVRINER (Certification of analysis) Tuengud
dududiogng

a

3.2 NANIATIVAATILVANNININGAU(Raw material) vosiienddgilalunisudne
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vosranuas Tulnsesiingauvesiuaningauilinanesuiidauey

5.3 lunsdlfimieswnsvinnsduiegnseidseuiilodnvlingzinaunin wie
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6.1 Tunsalunziisugunuinni 2 U agdeslldiunn nangnamsane) Long term
stability mungunuenlungifouguuans
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