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Isophane insulin human ........ iu/mtl ... ml injection

(Ao ./, 2553)

3981 Isophane insulin human ........ iu/mtl ... ml injection

AaNUAN3lY
1. Juhewwiuszneu Usennide 89199u

2. Usgnaunae zinc insulin human tag protamine sulfate Tu buffered water for injection gl

USUNUAIITNTY ... iu/ml luusums ... ml
3. UTsghuNYUEUTIENanUTIFaInYe Jaatuwas
4.aansey - 3081 dusznauiiendidgasanunse  Tundn  Judueny  leuningn ey

Wz JeuisuelTeg e tnauuNUIIing wazaaInUuMYuLUTIYeLneoy
AodsryTeen diulsenaumendfniaradunsy, SUANY taziaviingn

- wiln wazdnauve insulin NlYegedniau

- gaumgfiiuzaudmiudaiue
Ny v oA a A [ . .

- IoANUUINRBUNANLALINITUIUY (avoid freeZing)

- w108 19sEinsyIneuld (shake carefullysbefore use)

AuENUANIATLA
1. Identification maﬁlﬁhummﬁlﬁzﬂu finished product specification
2. Y3unausnendegy 90.0 - 110.0 % of labeled amount of insulin
human
3. pH 6.9-7.8
4. Sterility sterile
5. Zinc content 0.021- 0.04 mg/100 insulin human units
6. Bacterial endotoxins 13i3nnn1 80 endotoxin units/ 100 insulin human
units
7. Limit of high molecular weight proteins ldunnnin 3.0%
8. Preservative mjﬁ]ﬁhummﬁlﬁzﬂu finished product specification
9. Related substances
A21 desamido insulin maﬁ]r}hummﬁlﬁzﬂu finished product specification
Others ma%ﬁhummﬁizﬂu finished product specification
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10. Insulin in the supernatant laiunnnin 2.5% of total insulin content

Foulvdu 9
1. nansmisldsueygntung fouifvenfied minegluvsemalne wavduns (declare) unds
Gl
1.1 Tuddymstunsdowsnfue ne.2 ne.3 ne.4 udusnsd)
1.1.1 Tunsdiduisdelulsemalng (anefls ve.2)
1.1.2 lunsdidugninduiiennsutsussy (uneds ve.3)
1.1.3 Tunsdduenindranssssna (unedis ne.q)

1.2 Tudwedunzideusn vy, 1 vee1aussn niousgasdeniivon1sAIuANAMAIN
vowandunmunTunzidould (finished product specification) nsgifiogseninans
Waguwdasualudiudiy agdesuuuienaisnisveuiludinsey  finished  product

specification

2. Tunsalngmanlussmalng guandesdnanarentdidesusasmsgmmsnanemumaninae
aqa PP a =
TBNINALUNINEAY1VBINTENTIEFITUAY (GMP) Tuvsnng ity

Tunsdifidugnidnanaaseme rdndeodidnuinmeaentidosuseansgiunisudn
GIRUVENININIENTARLUNSHEREvRUTEIMNAKKAR W58 Certificate of pharmaceutical
products

3. leNANsANAN YOI TIaUDIIAN
3.1 HANNIATIVIATITANUAINNERTANINDIHAR  (Certification of analysis) Tugnguilds
Juseg
3.2 nam e TEianATnIghu (Raw material) vesferddyiltluniandneisui
dufuedeiiasinansiuaz]ndnngiu
3.3 demnrndiigiosnandiluliesziingiu o
- 092970 recombinant-human insulin ABILAAINANITATID residual host
cell DNA wag residual host cell protein

4. feg1een
4.1 Hlauesinn  Aeedieg19eegNtey ... wigussine  Jududunuuans
eavBunlansuiumunimualumvenuautRnaludw
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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
MINAMENYLLANTE YUIBTIVN15VAIUENTLUSURIITUINITEUDTIANEIFINATIVDS
fnowas/miefuanluadiiely

5.4 fanpadesiunasusileilndvuneny Wieleifnnsidenannieusznslag rou
AU

5.5 5% UUNTUUAMUU cold chain system filFumsgIu

6. LONAITOU

£%
= =

6.1 WanINan15ANYT Long Term Stability naenvtengvaseiivumeideuld
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