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Capecitabine 500 mg tablet

1. Foen Capecitabine 500 mg tablet
2. gauandAnaly
2.1 JUnuy Judlnewedouiian dmsusuusenu
2.2 dulsenau Usgnausmesen Capecitabine 500 mg Tu 1 in
2.3 WHIUTTY Uiiﬁ;ae‘j’l,uumL‘ﬁ'aﬂaaﬁ’umm%uuazﬂaaﬁ’uuaa vieladliAa
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3.1 Finish Product...



3.1 Finish Product Specification :

4o Test Terms Specification

3.1.1 Identification mmmumuﬁisq‘lu Finished Product Specification
3:1:2 Assay 93.0%-105.0% of the labeled amount of Capec".itabine
5,13 Dissolution _ NLT 80%(Q) in 30 minutes

3.14 Uniformity of dosage units n573HU (Acceptance value lalunndn 15.0)

3.1.5 Related compounds/ Impurities Capecitabine related compound A : NMT 1.0%

Capecitabine related compound B : NMT 1.0%
Capecitabine related compound C : NMT 0.5%
Individual unspecified impurity : NMT 0.1%

3.1.6 Total related compounds/Total NMT 2.0%

Impurities

3.2 Drug Substance Specification:

v

U2 Test Terms ‘ Specification
3.2.1 Identification Meet the requirement
322 Assay v 98.09%-102.0% of the labeled amount of capecitabine (on
the anhydrous basis and solvent - free basis)
323 Water content NMT 0.3% w/w
3.2.4 Specific rotation Between +96.0° to+100.0° at 20° C on the anhydrous and

solvent-free basis (10 mg/ml in methanol)

3:2:5 Residual on ignition NMT 0.1% w/w
3.2.6 Heavy metals NMT 20 ppm
3.2.7 Related compounds/Impurities Capecitabine Related Compound A : NMT 0.3%

Capecitabine Related Compound B : NMT 0.3%
Individual unspecified impurity : NMT0.1%

3.2.8 Total related compounds/Impurities | NMT 1.5%

w8 -Drug Substance specification fiansanantudiasieivesdndn drug substance uagly
AA5199 drug substance vasguanendniazy atulaadunililaeiinisnsiniinseiasuyniden
AU
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