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1. Humsazansumaainide Ta Lidia

2. Usgnaume insulin human ¥ia%dnas1eiaiensyuInn1g recombinant DNA wag
firuu3ans Wisuwin insulin wia mono-component Tut3ana ... iu/ml Tud3ung .......
ml
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4. amnsvy - Feen dulszneudddguareiusy  Tuwde TUANSE  aufinde uas

wunzdowisuelieg e tnauuNUsIane LasaaInyuaYuLUTIYeLneloY
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- gampifimnzandniuiniue

- fdemuudafieundnideinisududa (avoid freézing)
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1. Identification mﬂﬁlﬁhummﬁlﬁzﬂu finished product specification
2. Y3unausnendegy 90.0 - 110.0 % of labeled amount of insulin
human
3. pH AR RLTszylu finished product
specification 4. Sterility sterile
5. Zinc content m‘i?ﬁ]ﬁhummﬁizﬂu finished product
specification
6. Bacterial endotoxins T3i3nnnin 80 endotoxin units/ 100 insulin
human units

7. Limit of high molecular weight proteins miaﬁlﬂhummﬁlszﬂu finished product specification
8. Particulate matter ma’«amummﬁixﬂu finished product specification
9. Extractable volume m339EUsNuTsEYLU finished product specification

AudnwazRzYesnatl vty melddesimesdeya ssdanu malulad uasionanssnads
iy fhanen nfengaeideulutiananiidarii

afla ﬁﬁ’ayja‘ﬁ'LmsJLLW'ﬂunﬂi%m‘ﬂiﬂuLﬁsm.t.u’m*m Al ﬁi’ﬂLﬂuﬁadﬁwﬁagaLﬁmau Lﬁaﬂ%'vﬂqqiﬁ
A0AARBINUUSUNLALAIIUADINNT




Foulvdu 9
1. wonansmslésuonytunsifousiveitedmielulssmdle uwazduns (declare) umas
HER
11 luddnstunadewsinfuen Me.2 ve.3 ne.d udusinsd)
1.1.1 lunsdidusiisdnlusemalng vunefls ve.2)
1.1.2 lunsalifugminduitenisutsussy neds ne.3)
1.1.3 lunsdidugnindhannsisussma (nneds ve.4)

1.2 luAwaTungidous ve. 1 ve31ldussinl niouseasBuniivan13AIUANANATN
a (Y (3 d‘d’{ = Y . . .o . A 1 1

voswanSunnunIungidoull (finished product specification) NIUNDEYILNINNIT

wWaguuUasunluiiniy szdesuuuenalsnisvenntuuinies  finished  product

specification

2. Tunsalnewdnlulssmdlng guandeddnamaenisdedusewnasyunisnangmamaninas
aa Qit:l a ‘:l'
FBnsnaluNMInGng1veINTENT1Es15848Y (GMP) Tuninnenldugvie

Tupsaifluendndrandslseme grdsdediduunmarduidosusomnnsgiunisnas
PIUVENININITNTARLUNTHEREVOUSEINANHAR USQ Ceftificate of pharmaceutical

products

3. LONANIAAN YA YR TIAUDTIAN
3.1 HANINTINATIENUANHAN TS REHAR  (Certification of analysis) Tugnguiida
Dudeea
3.2 HAMIATIANAT LRI INGAU (Raw material) vesied Ry ildluntsndne1gud
dufuiogsisesuanslagnaningiu
3.3 hiemsnsdinaiirewanduluiinsesiingauldun
- 91W1898, recombinant-human insulin ABILAAINANITNTID residual host
cell DNALae residual host cell protein
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5. MyUsziununwefidaou

5.1 91guesedweusiosliitosndt ... (fow / U wauwsnsal ) duaniudeey

5.2 gwnnefidey zdesdsdunnnagluiusemanisnsalinzsionjuiidmounes
Ananuarluinneiingiuvesinaningiuilinanenjuidsmey

5.3 lunsdlfivihesvmsvhmsdusiogweidmeuiiedsmnaiiaszinauamm mhesvns
awhwilsieiesvesedieen Tnofuneazdesdieniindnmuduiivinesenisdmsa
Ainnesinasduifuiavoualddglunsnsaiinsziaunm Tunsdfinuin orlaiduld
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5.4 fanpadesiunasusileilndvuneny Wieleifnnsidenannieusznslag rou
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5.5 5% UUNTUUAMUU cold chain system filFumsgIu

6. LONAITOU
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6.1 WanINan15ANYT Long Term Stability naenvtengvaseiivumeideuld
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