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32P44. 712473 <7 (Justification of Specifications)
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3.2.P5. 2kA| o k= o] 2] (Control of Drug Product)

3.2.P5.1. 7] (Specifications)
kA o) ekFol] g VE=S 7] Al g

3.2.P5.2. A& " (Analytical Procedures)

Ao oFEo Aldst=H AHeE A 71
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3.2.P53. Alduy e Wy do]Ad(Validation of Analytical Procedures)
hA o kFS AlFeted AFEE AFHHA g A @A EE 2Fete] W
.]

gdold ARE 7] A%

3.2.P54. vjx] #21(Batch Analyses)
X o el AR e} wjx] B Aylol s 7] A gt

32.P55 ETEY

£-A (Charterisation of Impurities)
BE0 EAo Yk AHE oA 32532 =XolA 7|3 H$ Ak
s)

3.2.P5.6. 712 -7 (Justification of Specifications)
hA| o ekF o] 7= A A il 7] A g

218k AJ (Suitability)& 3.2.P.2. /WA 98k 7] A sk},

3.2.P.8. FH A (Stability)
3.2P81. ¢tAA Q°oFy} AZ(Stability Summary and Conclusion)
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3.2.A. 7= (APPENDICES)

3.2.A.1 A3} Z¥](Facilities and Equipment)

A& ol oFF

AzxzolM du5Ed, A, #AVE, SHAY dE5 £ Ax
(manufacturing flow)= AWst= =248 7] A8t Al F(product)e] €H7
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classifications)ell sl 7] A gt}

32A2 94 EZ digt <bdAd  HIZF(Adventitious Agents Safety
Evaluation)

ol = A e Wt AHs Bl JEE o &Eol 7]
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Hlolgl =~ <FbAA Hzlo] tish ARZE 2AF] 7] A3} wlolg] A Hyp=
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71 g A Al G Aol A, o] nfoljo] L HHA AU

o
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3.2.A.3 #H7}A (Excipients)
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