
...
flruflf'l'l:tru::L~'W1::"!leHeJ'l

Imatinib 1#)00 mg film-coated tablet

1~{j'Wa'l'U'lfl~;'U'n~

~ea1 Imatinib (9)00 mg film-coated

..... .:."flW~UJ\!t!l)'l?,nJq

(9). 'J'lIl.b'U'1J
'\J LtJ'Wtn dJ~Lfl~e'UYJ~lJ~ 1V1~'U~'U'lh~'Vl1'U

b'U (9)L~~ '!J'jt:fle'U~';m~1tJ1 Imatinib (9)00

'U''a'l~b'Wbbe.J~tJ~?lil'Vltle~ n'Ufl11lJ~'WbLfI~'U11~nru;;tle~ n'UbL?l~

~a;'4~VtJ1 6'il'U'!J"5~ne'U~1tJl~1f(t1Ibt61~fl11lJbb'.i~ l'Ue.J~1Il l'U~'Ue1~ bfl"!lvlt-J~1'lL61"!l-

~. ri1'W'!J'.i~nB'U

sn, fl1"!l'U:J;;'U'.i,,;)~

~. uG'l1fl

• 'V iI d ... d 'V I

« 'U'Ufl1't!'Ut:'U':i'.i'<ilCJ1VtJl~'UB oIIIV~';it:'U't!VtJ1V1"5B"llB'Vl1~f11'lfll ?l1'W'lh~ nB'U bbG'l~"lJ'U1~, ,
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e.Jflm"5I'l"51'<illbfl"51~~ Y'l rumV'4btJ 'U1'!Jl'lllJ finished specification bLG'I~ drug substancespecification

@. Identification

~. '!J;mru~101~1f(t1I

Finished product specification

1'l"51'<il~1'Wl'lllJfinished product specification

~<t. 0%-(9)0&.0% labeled amount

imatinib

sn. Dissolution Not less than do%(Q) the labeled

amount of imatinib is dissolved after @&

~. Uniformity of Dosage Units

<t. Impurities

minutes

l'l':il'<il~1'Ul'lllJ finished product specificatlon

- Any degradation Not more than

Not more than o.<t%- Total degradation products

- ~-methyl-NQ1-[~-(pyridine-rn-yl)pyrimidin-~-ytJ Not more than sn ppm



19),Identification
h Assay
bn, Impurity F
([. Impurity H
&. Related substances
-lmpunty C
-Irnpurtty D

• Impurity A,B : for each impurity
• Unspecified impurities: for each impurity

[lrug sybstao<;:e spedfl<;:ptiQo : a1~fj~ BP lEIole0

9l".i1\lc,hwIWllJ drug
~~.o% -

Not more than 1!vo ppm.
Not more than o.o1!v%

substance)

• Total impurities
b. Water
(;")I. Sulfated ash

Not more than o.m%

Not more than o.1!v%

Not more than o.m&%

Not more than 0.19)0%

Not more than o.~%

Not more than bn.O%

Not more than o.@%

v v .,j .fJ I '" ... .,j ... '1 "'.. 0 "" ..,.Nf.Jl,!;'itJ€l".iIt'll (9)€l.:jEJtJi>11LtJlfl1YimEJ L'¬ llfl!;'il".iYi'j€llJfl\lfllEJlJ€l"l.l€l".i'U':i€l\lL€lfl!;'il'j b~EJf.JlJ€lI'IJ'llij ':i'lEJ'6'l:t:b€lEJ~~{!'IJv v
~ "'.... .r...."..,.,j". ., tI 'I ..!t • '"

CIi). LanflTat11'LfI'tJ€l'4'Y19l'U'UVI:!:L'UfJ'U(9)11'UV1L'WelIi}1'V1'U1EJ ~'U 1:!:tVlfll ~VlV bU't~i>11tbfl~U'VIa~~a91
'"

m.19)t'U£t'l~t:yfl1':i:U'!J'VI:;LiiCJ'lJI.hr'UEJ1 ('VIcl.1!v, 'VIEJ.([bL~1LL~mru)
v •

m.1!vt 'Ufl1"l.1el'ii'IJ'VI:;Lii EJ'lJCJ'l'VIC).m 'Vl~el EJ.m "lJ'¬ ll\lCJ1ViL!;'i'IJ8'Jlfll Yit €llJ11CJa:;L~CJ~~1ielfl1".im'UflJlJ

flJrufl1Yi"l.l'¬ ll\lf.J~9l.n ru,r(9)11Jii ~ 'IJ'VI:mj EJ'IJ(finished product specification) l,l.a::i'¬ llnl'V1'!J~t1 rufllYi'U €I \I

19lq ~'U (drug substance speCification)mruii '¬ ll~';i:;Wl1\1fI1".iI. tI~ CJ'lJU,tlfl\I I.I.m"lJbw'lJLailJliJ:t:~ €l\ltl, 'IJ'U

b'¬ llfI!;'i1 ';in 1 'J'U'¬ llun1"lJ( tJ .&) 1J1Yif '¬ lllJ product bL'6'l::IVI~ €l drug substance

nor'mr::'Tlr,n 1~CJ"lJmLm'Uri'¬ ll'W1kl\l".i:t:fI1\"1'IJ".i:;mmlf'l1i)bafl'Vl':i8iim' bL'6'l::hhii'IJ ~ tJ ru 1'IJ'IJ".i~fll\"1

'IJ':i~fI1~ilf'l18t~fl'VI".i'¬ lltifl~

q.t . Q.

le. Lelnfl1"'U1el~1J'191'!1'Ufl11~fl(9)EJ1

1!v,19)t 'lJmru~ CJlf.J~9lt'IJtI':i~ LVI\"11'VICJ~f.J~ \l1~'¬ ll\lil£t'lL'lJ1fl'lYit'htl'Vi'U \I~ '¬ lli''U':iel\l1J'l(9)':ijl'l'IJm':if.J~9lEJ1(9)l1J

VI~mnru~bLfl~15f11':i~m'IJm':if.J~\l1v'l PIC/S(Pharmaceutical Inspection Co-operation Scheme)l~CJ

'VlthCJ\ll'U PICIS participating authorities ilL'¬ lln!;'il1f'U':i'¬ ll\l1J1\l1':i~'l'!JfI11f.J~\l1EJ1CVl1lJ'Vl~mflru,rLtfl~

15 m ':i~m 'IJf11~f.J~ 9lEJ1'U'¬ ll-ll~1,rf1\11'IJf'l ru~ m ':ilJm1 el1V111LLfl~EJ1m:-:'VI~1\1!;'i1fj1':iruq"ll ~-Il ri1'Vl'IJ~~'IJ1~EJil
fl11116i'¬ ll~!"I'"B\lLb~~vr~L ViCJ1Jn'U'Vl~mnru,r Lb~:-:15m~~~ 'lJrn)f.J~9lEJ1 PIC/St 'IJ'VllJ1~CJ1ii 1,!;'i'IJ'¬ ll'U1EJ~u'U

~1q~MllJl'¬ ll'Un119l11~!;'i'¬ ll'Ul~EJ~f.J~fl1':ii''Ui'¬ ll\l5\11'!JU':itfl1\''1U~~fl1~11~1Db~nVli€ltifl~



1v.1v t'Ufl'S'ru~dJt!~ltht.u1'V1fWh-3tl'S':;~'Vlf1! NN~~~eNijLt)flf,'fl';jftJ'S'eJ'I:Ul~';j~1'Ufl1';jN~~m~1:U'VIamnW~
'II ".

", .. .,j~ ""U~:;15fl1';i'Vlfl~'Ufl1jN~~cn PICIS Uh,."rrn·~'-r"\'

partidpatingauthoritiesQ'UtJfi~ fI~1:IJjt)iJm';j~'J11iJf,'ft)tJ1f1~UN~m'S'f'UjeJ'lfi'l1Wj:;fl1f1!tJj~mfl'S1ffia~n'Yl'Sf)ij flfl

m. t£lnfl1j.,rufl1'W'Ua~EJ1~tf,'f1Ja'1r11

m.@) N"fl1j~.111\)11.¥')jl:;~l"lrufllV'lN~fI.nru~~1611b~"iJ'S'tl'IJt)-3NN~fI (certificate of analysisof finished
~ 'II 'II

product) t 'U~I~'U~Gi-3LU'U1'l1B~I-3

Gll.1vN~fl1'S'fI'S'1'V1brl'n:;~~rufl1V'l1'~'l~iJ'ijB{!1'l1c.n611~ty (certificate of analysis drug
mmufl1'S'N~fI~11'U~G'I-3LU'U1'l1t)~ 1~'lJt)'1Nt-I~fI~1611L~1\)'S'tl'VI~t)NN~fl1f1(l~iJ ~ '1U fl1';jflj1 :U1Ll'l1'1:;~I"l'S'iJ'Vlfl'\ . ·'·v . \I V , . ,

~1-i1t)fl1:Udrug substance specfkation

m.m !'Bflf,'f1';j'VI~BVlamil'U ~'UcJ'U1"l1111ft:UYl'U6j:;'V!11~1'Ufl11N~ fI'IJB'I1 fIO~U'lJe~1'l1~1al~fllfl'U~'U fl'l';j
~ ~,. v~ 't

N~fI'lJB'IN~fI.nN~ma1L ~:U';itl
~ . u

m.OC N~n1<H3jfl'l31 tong term stability ~~t)fI"!h'lB18,~1v1ti'U'Vl:mjCJ'UHnu,hufl'l1'Uf4ru::;flj'S'lJfI1';j
B'l'VI'l';ibb":;tn m::; 'Illj1'1 f,'f151 j N~'U

1I II f V t<t.@) ~bf,'f'Ut)j1ft'1IWD'If,'f\lmB~1\l~'l

fI'1:U~fhVl'UfIt 'U~1-i1t)fJNf,'f:U~~11 tl'li'I\1~'U

<t.1v RN:;m,l1fl1j"1 ~:mlUI'l1e~1\1CJ1'ijB'IN~Lf,'f'Uej1R1'Vlnj1CJ11tflCJhi~t!t~hJ11fljMfI'II ,

e. fll"h::n1J.,rufl1'Wa1~fi-IJ:uau

<t.@) CJ1~G'I~lJt)U~B~ijB1~llJ,je~fl11 @)U ,r'U~1f11'U~~l.JB'U

<t.1v CJl'Vlfl~1f1~~~l1B'UI\):;~B~~~a '1b'UIfl'1V'lrilCJt uftJje-3N~ fI1jfl':i1"il1 bR"I:;~CJli'U~~~:Ut)tJ

<t.m fI';iru~N~€lm11\)f,'ft)Ufll~Vlfl'lfl1jfl"1"ilf'UCJl bb~'m'U1'l ~1I?lGi\l:ut)ufl111-i1t)flmNt'Ufl1jlijfl~t)'II

:; 31' .., .,j6 '" V e .,j .,j v ''1~ ,
1"l':l'l'Ubl1f1j'lfll:UlJ'lfl1~1'Uflll1Rru"fI'l3N:;'Vlfl1V1'Ufi N'Ul~'V:;flt)~'Ul~1 lot €l'U'VlL'ijllJlm~'1'Uf,'f'l:IJ€JU ~'V!~'VI:IJ~ ,.. v .. . . 4

t'UIi:i'1'U1'U~'VhnU"ih'U1'U~1v1i~t€J lot ~'1f1fil1fllCJtt! @)d:: l't!vilf1111!U'illfll''Uv1~'Ul~lvlfUbL~'I
1bRjl:;~J1v1Vl'tl':W\lI'Ujl'ijfll1 lf1CJhiRflfl1 t -8'-11m vim~:IJ'illf1~~ €I ~L~:;~'ij1CJ~€J~€J€JfI~11-8'-11CJl'Ufll'i

~hvn'U fl1':l~~1~\hut)f'UN fItt!fI1'iri'l"llt)~ llJo fl~ €J,:jflllJirfllrullJl t-8'u~~u 1?l1eJ u~~er'U'1eJ~€J\lfUNfl"ll€JtJN~b~eJ
'" o~ " 'U

VII(Je)t!L~€J'IlJ1"il1fIfI11t4i'CJ1~~flfil1'Vlnm ru ~'I;1N~t)'Ut)f,'f~1'U~'Vl~t'UfI1'jCJfIL~flft rufl1l, V . . .. v·~

<to<t N'Ul~"il:;~€l,:jfu Ltl~~t!mL~'eJCJ11f1~'VIlJfI€l1CJ'VI~€JVI:lJflt)1CJVI~'eJLdmnflrn'iL~€J:lJf,'ffllV'lri€J'U01V1t!fl'II 1 1

1f1eJllJijL~€J'Ul"11..
"b. ~t)nfl1'aeu~

b.@) mrueJl~Lf,'ft!€JllJ"l'!ieJl~'UbI,UU (ori~inatdrugs)~t)~iiL€Jnf,'fl1N"fl1'iMfl'l31 bioequivalence 'U€J~CJ'1

~tf,'f'U€JjlftILtl~EJULilieJUflUcn~'UlL'UU 1f1CJ15fl1jPin'l31~€J~Lu'U1'tJfll:IJ'VIflflLfIru~ L~~:;LL'U1tl~um 'Uf11jf1n'l31

<il1f,'f:UlJ""II€J'IeJl1:I1Uf1I'U€J~al,rfl~luRN~flj1lJfll';l€l'1'V11'ibL~:;CJlf11~'Vlii1'If,'f1GliiNf,'f"ll'II .~ 1



- oc>

b.l!> ~~"'lJf)'S1f11~'Ut:Jm.lL'lXtlf)Liif1ftty'MltitlUfil~'Uri1'V!'IJ(;) ~~;l
.q tAft..J'~ A . (( ft ,II1!f ·tI (II A%I, .Q.o:/\Q, ¢./1 '"b.l!>.® f1'H1J~e1f11'S6'!l..l~~1"J1bfil~I:;VI !:Jl'U~(;)t:J fl~3J1 'Vl!:Jlf111"'~~fl1'S~LYfVWVl~tlVl'€)~U!l 'U~f11~'Vl (;)

l..l111l'HnU ISO/lEe ®e'lIol!><f~af11~1Il'S1"J1LfI'SI~Vl11.lbtl'U1'\.J1Il13JlJll1l~~I'U-UtlrilV1'U~tti'\.J~:;f11f1l'\.J'5:;fl1~'Jlfill~ ....~

b.hl!> mru~511lJi'ru,;t:Jl"11-n~d~flL~!:JflLfi'UFi'U"Jlf1Y1tl~lIla1~1~m;'1'afl~I'UfIlru:;n'S'S3Jfl1'JtllV11"JLbe1:;
!:J1t'U''lh~nt'l1"11tl~ftty'Ml'V:;~f)'iJ~"I11!:J

Ci..~ Q Q.I' ft.¥<:l J. t «1;( .. ~
b.l!>.m fl'\iruYl'U'SI!:J~I'Uu'MVlll'1 ruJllY1"illf1~a IIlfl ruEt'!snu 'Vlf)1"ilG'i~~f'I~ f) u'S:;G'i'Vlfj~abbf'ltfl11lJ

'\.Jatl~Ji'!:J~f)~V1avn~~'U!:Jl
'\I

b.hl'.( Ltl'U'Slafl1'Ja1~i1rn'Srl"Jl'Jrul~~tlf)f1\11mrqJm 'J~Yla1'Ule1
."1 IV .1" ~l t"'''' .,jb.l!>.<f YI'UuqJVlla f1,;ru~"IJf)~~ uLL'U'UalV1'Jf)fll"11'U:;'U'J'J'l Lu'UG'ilLVI~ Vltf1~ml3Jl"lf'll(;)Lfillfltl'IJ'VlI~al

.J , • IV "'. 'I 'i'''' 21 111 .J 111 IV ~ 111'VlG'l~~am:t:'Vl'UlIltlf11'J'Jfl';I"IJ€l-3~u1a b~alJ'SI!:J~I'Uu'MVll"illfl~Lfla1"IJf)~f1'Uf11'S ~"IJal
21.J .. .J • .J ... ",''' ... ,

b.hb utyVllf)'U'1 'Uf)f)LVI'Utl"illf1'Vlflf'lI1lJl 6(j~YI'iJl'SrulLLlfl111Lf1(;)mllJL",aVllalll€l'SI"11fl1'S

o.sn VI't.bCJ'SI"IJfll'S"IJ€l""n'U~'Vltlu~tJrl"JI'Srul~5~Ji'ru';CJTv1i1'\.J'St-wi~f1b~CJflbfitJFi'Ul(;)V!."iltifl~I'Uflrut

m'S3Jrnjf)IV11'SbLlfltVI t'U'Statt'lf'll @) tl tif)'Ul'U'\.J'S:t:f11f1l'\.Jjtfl1t1l'J1flI8L~fl'Vljtlilfl~
b.1'.( Ltl'UjlVfl1':i~f)~i.'l,I'U'M<ij':ilCJfl1':iCJ1"IJf)~1':i~YlCJ1'U1lflLLati1Lf)fl"'I"JbLG'ifl~f11'Si-3~at'Ul'S~YlCJ1'Ula~'U6V1~f)

h:}YlV1'Ullfl-i11'\.JVI~tlh:}YlCJ1'UIf1lJVlI1'VlCJ1crcJtlcil~,jf)CJ~ bbvl~~Ltl'Ullu'Ul.'h6'!~,fl1vt'U"JtCJtL1lfll l!> tl titl'Ul'U
'\.J'Stfl1f11'\.J'Stm(;)jlflI8L~f1'Vl'StlUf1~LLf'lt~~fl~t~tl~


