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2. Useneume@ien Insulin glargine ........ iu/ml Tud3ums ... ml
3. UTbUMaDAUIIREINTOURN UT1AINLYE
4. answy - dew1 dwdszneudendiduaremause Yunde  fubuey wefinde was
Wz dowi el e tnuUNUIIRNNg  LadRaMUENaRAUTIREINToNaN
oehatioedesszyfosn dussneuiend Wudzaauns Tuiueny uanauiinan
- gampifimnzandniuiniven
- ffemnuudafieoundnideinisududa (avoid freeZing)
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1. ldentification mnr}hummﬁlizﬂu finished product specification
2. Ysuusiendagy 95.0 -105.0 % of labeled amount of insulin
glargine

3. pH 35-4.5

4. Limit of high molecularweight proteins TailAu 0.3%

5. Related proteins

Largest laitAy 0.5%

Sum Laviu 2.0%
6. Particulate matter m’gﬁ]mummﬁ'ﬁzﬂu finished product specification
7. Preservative m’sﬁ]mumm‘ﬁ'izﬂu finished product specification
8. Zinc content m’mmummﬁﬁxﬂu finished product specification
9. Sterility sterile
10.Bacterial endotoxins 13331 80 endotoxin units/100 insulin glargine
units
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1.1.1 lunsdidusiisdnlusemalng vunefls ve.2)
1.1.2 lunsalifugminduitenisuisussy mneds ne.3)
1.1.3 lunsdidugnindhannsisussma (nnedls ve.4)
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voawanSunnunIungidoul (finished product specification) NIUNDEYILNINNIT

wWaguuUasunluiiniy szdesuuuenalsnisvenntuuinies  finished  product

specification
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FBnsnAluN1THARE1VRINTENTIESITUEY (GMP) Tunaineiiaweue

TupsaiiduendndrandsUseme  grdndedidiunmeientisdosusomnnsgiunisnas
PIUVENININITNTARLIUNTHEREvRUsEINALKAR ¥sa Certificate of pharmaceutical
products

3. LONANIAAN YA YR TIAUDTIAN
3.1 HANINTINATIENUANHAN s Ve sHER  (Certification of analysis) lugnguiida
Dudeea
3.2 HaMIATAATIEiAuIRERgAU (Raw material) vesiedfyiildluntsndneisud
dnfuiegsisvesiuaneaucsguaningiu
3.3 hiemansadfryidetgnslululinsesiingiv leun
- 911113710 \recombinant-human insulin ABILAAINANITNTID residual host
cell DNA wag residual host cell protein
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5.1 91guesedweusiosliitosndt ... (fow / U wauwsnsal ) duaniudeey

5.2 gwnnefidey zdesdsdunnnagluiusemanisnsalinzsionjuiidmounes
Ananuarluinneiingiuvesinaningiuilinanenjuidsmey

5.3 lunsdlfivihesvmsvhmsdusiogweidmeuiiedsmnaiiaszinauamm mhesvns
awhwilsieiesvesedieen Tnofuneazdesdieniindnmuduiivinesenisdmsa
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5.4 fanpadesiunasusileilndvuneny Wieleifnnsidenannieusznslag rou
AU

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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