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(1) Identification test : m‘i’mmummﬁﬁsﬂﬂu finished product specification

(2) Usunusmendfny : 90.0-110.0 % L.A. of Etravirine

(3) Content Uniformity . psaaRumuiiseylily finished product specification

(4) Dissolution time . uankan1savaevawiienlitsendn
75 % (Q ) was3nasfiudanelunan 30 ui
Taagstiosdasuansdndudiiaungn (Min)
AgeEn (Max) uazAladY (Average )

(5) Water content . liunndn 4.0 %

(6) Degradation products

- Any unspecified degradation product Tin1nn71 0.2 %

- Total Degradation Products - 1N 0.5 %
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8.1 Yayan1sAnw Stability data au shelf life Y38

8.2 lunséitunsifouenunnnnd 2 U ssfesiidnunnmenenanisng Long term stability
auiguRudnlunsdouemuans

8.3 lunsaifilldendunuuazdesiinansfinuinauya (Bioequivalence) iisufusnduuuy

lagTEnsfinw deaulumundninasivazinuiilunisinundauyavesenaniyues
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- N§NEN Biopharmaceutice Classification System class 3 38 4
- giifiuguuuy modified release

_ il narrow therapeutic index

- AN nuANENIUNTEIMISLaYENUSENAINda N SAne Bioequivalence 1 &1
AuNLiinandy, zidovudine (azidothymidine,AZT), 81 sustained release Wioedue
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