
.i.: 

... 

zj'e:Jf.11 Gefitinib bcto mg tablet 

fHl.@JilllYrib.J • 
@. L U'Ut11Ll'.j\91'11vi-ru-ru'l.h:::vnu 

b. b'U @ Ll'.j\91 tl1:::ne:iui111t1~1t11 Gefitinib bcto mg 

m. m11il 1 'Wm"U'U:::u111iltl\91'1il'VI • • 
- 1:::~zjm.11 ci1'Utl1:::ne:iu~1t11'111'1ty fl111JLL1.:J 1'W-L~e:J'U-U~ [:..J~\;JLLf!:::/Vl~e:J 

1'WVl1l\91e:J1tJ Lfl"U~[:..J~(;l He:i~1.:i-a'\91L"il'U'U'U'U11"ili1ru'1 • • 
-'U'W.fl1"U'U::: u11"il e:i ~1-:i\Je:i ti~ e:i.:i1::: uzje:i ti 1 zje:i m1fi' 1 ci1'Utl1::: ne:iu LLa:::"U'U1 \91 • • 
f1111JLL1.:J'lle:J.:Jtl1 Lfl'll~[:..J~(;JLfl'll'Vl:::LDtJ'U~h-rrn.111'W[:..J~(;l 1'WVl1l\91e:i1tJli'-ff\91L"il'U 

Finished product specification: Gefitinib bcto mg tablet 

@. Identification Test 

b. tl~1l1ru~1t11'111'1ty 

m. Uniformity of content/dosage unit 

ct. Dissolution 

ct. Degradation products 

- Individual unspecified 

- Total 

drug substance specification : Gefitinib 

@. Identification Test 

b. tl~1J1fil~1tl1'111'1ty 

m. Particle size 

ct. Residual solvents 

- Ethyl acetate 

- Dimethylsulphoxide 

ct. Sulfate ash 

b. Organic Impurities 

- Each 

- Total 
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NMT o.ct% 

NMT o.ct%w/w ITTIZ.ater ontent • 

°'rv ............................ tl1:::51'Un111Jn11 ................................ n111Jn11 ········*~··········· n111Jn11 

(mtitl~mru -r"U51) ('U1.:J'111~'llil\;16 'V'l1Vl1Jfo) ('U1.:J'111i1''V111J'U n.:i11w1rn1'V'll'f1fl) 



.A 

@'). ~b6'1'1Ja-s1P11~eN~'IJa1b'IJ1m~rl1t1ban6'11-s ~-rm..1a1t1i'.fozjafo-sa.:iban6'11-s1~t1~ne51'1J1"il-s1t1atb~t1~~.:i-d' v v 

@').@') bBn6'11-sm-s 1~-r'l.Ja11 ty1V1~'1JV1t bu ti'IJ~ 1fot11b ~mi 1V1tl 1t11 'IJ\J'St b vil'11 vi ti bbat'11 bb~.:i( declare)bb Vlci.:J[!..Ja VI 

@').@').@') ttJa1~tym-s~'IJVltb'Llt1'1J~1-r'l.Jt11 (viti.l!> viti.m viti.<i'.) bb~1bb~m&, t11~[!..JaV11'1Ju-stbvi1'11vit1 
( Viil1tlfi.:i VI t1.l!>),t11tl1 b sD1b ~m U'IJm'S bb\J.:J'IJ'S'S~( Viil1tlfi.:i 'Vltl .m), t11tl1b sn1"i11n~1.:i\J-st b VI I'! ( V11l1t1fi.:i VI ti .<t'.) 

1 O ,,N ~ <di!: ..J U Q CV V 

©.©.I!> 'IJPl1"lJB"ll'IJVltb'l.Jtl'IJtl1 Viti.© Vi'SB ti.© "lJB.:Jtl1Vlb6'l'IJB'S1Pl1 ~'SBil'S1tlatbBtl~Vi1"lJBfl1'SPl1'1.JPlil • 
fJNfl1~"llB.:J [!..JaVlfi tu'1 Vl1il~~'IJVI t b 'Li tl'IJ (finished product specification) m&atj-stV111.:i fl1'Sb \J~ ti'IJ bb \Ja.:i bbtlt "ll 

b~m~ii"ilt~B.:Jbb'IJ'l.JbBn6'11'SV1~aa1b'IJ1m~rl1t1m-s"llmbm"ll (ti.Ct'.) ii1~-raii finished product specification bbat/Vi~B 
Drug substance specification 1~t1"llmbm"llnB'IJl'IJU'Stfl1l'IU'Stm~-s1P11~h~nviwi3n'1 bbat1llbii'IJ I!> u tu l'IJ 

\J-stn11'!U'Stn1~'S1P11~b~nvi-sai3n'1 

©.I!> bBf16'11'Sfo'SB.:J1!1Vl'S~1'1Jfl1'S[!..Ja~tl1 
"' 

©.I!>.© n'SW~ [!..Ja VI t111'IJU'StbVI1'11 VI ti ~[!..JaVl"ilt~B.:Ji'ja1 b 'IJ1fl1~ ci1t1V1i!.:ii[fofo'SB.:J1!1 ~'S~1'1Jfl1'S[!..Ja VI t11Vl1il 
v "' 

Vi"'mntu'115r:n-s[!..JaVl~m 'IJfl1'S[!..JaV1t11 PIC/S (pharmaceutical Inspection Co-operation Scheme) 1~t1V1tl1t1.:i1'1J 
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