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Insulin+Isophane mixtard inj.(mixtard) (70:30),10 ml
AENLIGET 11
1. Wuihouuazneudnaannide §uau
2. 1sznaudi Insulin human BiadINIATNEHNENGIINIZUIUNT recombinant DNA fiau
u3an3 o1l monocomponent 1sznauseduaaula (soluble insulin) 3auaz 30 uaz isophane insulin
$ovaz 70 lasduSmnasanmidindu 100 1U/ml ludsunas 10 m
3. UIRNluMBULUITRNAEaUNanndiauuy multiple doses U3ias 10 ml azussasinaiileosiuigs
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4.1 Feun frulsznoudinnfdy AN TuAREa Tufueiy I uinia USEMENE wazia neidou
s suth Hdaiauuuussaimd
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43 fteanuuiadeulidaifivend 2-8 ssmaaidus tazuiniioansuaids (avoid freezing) Uu U539
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1. Identification test m’silmumuﬁi:ﬂu finished product specifica

2. Uiy 95.0-105.0% of potency state of labeled of
Insulin

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

dissolved insulin)

4. Sterility AN

5. Zinc content 0.02-0.04 mg/100 IU of Insulin

6. Bacterial endotoxins Tai1fin 80 endotoxin unit/100 1U of Insulin
7.0-7.5

7. pH

8. Impurities NMT 3%
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1.1.2 lunsdiddusnvindifemsiuausse (o ne.3)
1.1.3  Tunsdddusnindhanneadssine(visanoii no.4)
1.2 ludasdunzidous vo. 1 vesniiaua o wisnuazdoaindomsnuaNa MU
WA enuiidiunzidouly (finished product specification) nsfifiatszraMsiUaBuLdRA lutis
LANAZHRUIUL RN TUIORILUINWENENSVBLLA luswSan finished product specification
2. Tunsdifiowdaludszne ne dudadesdfiunnnaisnisdosusewnassIum IKEaeauuanIn Uy
3% M58 UM INAALIVRINTENTHATUFV (GMP) Tunsnaeillausang
lunsdiddusnindnannddszinea dudadosdsuuinmwononiisdosuTesnnaIg UM s
winnMeiIsN 576 lumananunaesdszineiinia 3o Certificate of pharmaceutical products
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3. fIUNMWINULENANIAMANH UL VDIENTILRUD TIAN
3.1 WAMIATINATNTHAMMNNANS MYIVDHNAR (Certification of analysis) Tusnsufiauiudeting
3.2 wamIaanzamumwinndu(Raw material) vasdenadwildlumananosuisaiu
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