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Insulin+Isophane inj.(mixtard) penfill (70:30),3 ml
AENLIGET 11
1. Wuihouuazneudnannde fauu
2. 13znaudw Insulin human wfiadIFIANTUNEAGIINIZUIUNT recombinant DNA Jau u3sans viia
mono-component Usznausnoduaiula (soluble insulin) $auaz 30 LA isophane insulin auaz 70 lawsd
USanaanuidingu 100 1U/ml Tugd5unas 3 mi
3. U luMTusuIRNAaU AUy multiple doses U31a3 3 ml uazusTasmaitlosiu s
4. amnszy - Jeen @udsznaudendidn @nuLss Tuinie SuAues 1Iauinan USEVENES
uaztaunzidou s3uih [idauunuussaia
- pumauzusTnnetendessruden fudsenaudinsidny anunss Suiuons ey
LAUTINAR
- ffeanudadeulidaiiueni 2-8 ssmwadus wazuaniasansuaids (avoid
freezing) U1 UIAMIILAL/MIDANBULLIFIN
5. funnaogvesniswmaudad ludeuni 2 T dunniuss

NaL
AUANITANIMATiaYaY Finished product
1. Identification test
2. USunaesany mmmumuﬁizﬂu finished product specification 95.0-
3. Human Insulin in solution (Total 105.0% of potency state of labeled of Insulin 25-35% of total
dissolved insulin) insulin
4. Sterility .
5. Zinc content AU
6. Bacterial endotoxins 0.02-0.04 mg/100 IU of Insulin

Taitius 80 endotoxin unit/100 1U of Insulin

2. pH 7.0-7.5
3. Impurities NMT 3%
Foula

1. suumweoienaims isvesuanadunzdoud Susniedmieludszine no wazduas
(declare) L iaaHan

1.1 lusdymsdunadousi3um (me.2 ne.s no.4 uiuienai)
1.1.1 lunsaidunindaludszme lng (Mo ne.2)
1.1.2 lunsdiddusnsindifen suiawsse (e ne.3)
1.1.3 lunsddadusindhanensd sma(anet no.4)
1.2 ludedunzifous no. 1 vesniilaua o wiennpazidoaiionm IAUANAMMNYD
waaAun amAdunzidouly (finished product specification) n3difiat sevinamadasundaun luis
LANAZHRULIUL LRNENTUIORILUINWENEN VBT luswSan finished product specification

2. Tunsdifewio ludszna lne dndadesddiunmwaisnisdosuseunassumInaamenuvianinms
3% M58 LUMTNRANEN VNN TN TIN5 TUTY (GMP) Tununaniliausne
Tupsdiddusidhannesdsune dudadesddiunnwanemiido Susewnasgiumsuaasau
waNNAII TN 1A lumaninenveslsznainia 3e Certificate of pharmaceutical products
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3. fUIMWINELENAN IAMINMSTBINTILEU AN
3.1 WaMIATIANTHAMMNKEASMTITaENAa (Certification of analysis) Tugnsuiaailudating
3.2 wamIaanzamnwinndu(Raw material) vasdenadwildlumananosuisaiu
9L M RNARILAZNAR Tan@L
4. AvanguEasMIdnIA stability va<en 138 Long term stability mwiduiisndanlunzidousnsnuaas
sotanasfiuduanuasdizasenmatfivaguantivaangiifiviua
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