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c;. ei'~~1fi1t1i''U
,.., .., JI .... .1 '" Q ",~.1i "'.... JI
f11'1.l1'U\9l1lJLL'U'U?lqjqj111J~"lJ1CJbL'U'UVl1m~n?l1)U1~mVl11f11~L~nVl)~'Un?l'U'VI1~"lJ~~nG'l.:jIlJ~

"lJlmu'U'VIu.:j~~1l1fiVl1'Ue)\9l11~~V~~o.bo "lJ~.:j11f11r11~.:j"lJ~.:j~v.:jhJ1~-r'UlJ~'U~~1'U

~. n1~i''UtI~~nufl11~~1~~'Un~i~.:j•
~-u'U~m1'1.l1~mVl11f11Eh~nVl)~i1m1 og.:j1~Vl1~f1lru1~~"lJ1EJ\9l1:Uu'U'U~.:j1~'U1'U-U~(9).GTl'VI~~
'U vt: IIJ "

vh-U~\9ln~.:j~€1Lu'U'VIu.:j~~ Lb~lLL~mru "'iJ~~~.:j-r'U'I.l1~n'Uf111:u"1111Vl'Un~~€I.:j"lJ€I.:j~.:j"lJ~~~~€I"lJ1v~ LnVl~'Umv 1'U,

GlO.
., !:j.t"l d., d
'tI~a.:j1Ul;1'V16LUf11~VU'tlmaUmbG'l~~'U8"]

(9)0.(9) L~'Ur11~?lVl611'V1-r'Um1~~f1~.:j;i1~lJ1"'iJlm~'U.:j'U'I.l1~lJ1WL~'Uth~.:j(.:j'Uvl1bi1'Unl1) b.:j, ,

f11)~.:j'U1lJ1'U~ruru1"'iJ~m~vh 1~ ~~ Ld~~.:j'VIlVl1~-r'U€I'UWib~'Ur11'~~'?lVl"'iJ1m~'UU11.:j
'" w "" q

(.:j'Uvllbi1'Un11)b~~EJ1'U1~?l~'U'VI4'I.l1~-:S1tJ'l'U'I.l1~:lJ1W~.I'l.tvct'b(9) bb~lbVh~'U,
(9)O.tv bd€l~.:j'VI1Vl1~~Vlb~€In~~'U-Um?l'U~11v1Vl1'lXbU'U~"lJ1Vuae1~\9ln~.:jsff€l~.:j"lJ~.:j\9l1lJnl1~ ~

'I.l)~mVl11f11Bb~nVl1~i1n~bb~1 ~1~"lJ1CJ"'iJ~~~.:ji.:j'VI~m11~.:j"lJ~.:j~.:jn~11b-U1:U1"'iJ1n~1.:j'l.l1~bVll'lbL~~"lJ~.:j~'U~~.:jt11~

b-U1:U11VlCJVl1.:jL~~1'UbG1'UVl1.:j~ijb~~1VlVL~'U~~ LL~~?l1:U1)t11'IX'U~nl1-r'U"lJ'U1~\9l1:u~-r~:U'U\9l~11f111m~Vl)1.:jf1:U'U1f1:U~ ~

'I.l1~nll'lnl'V1'UVl ~~'U-U~L?l'U~og.:jLU'U~-U1V"'iJ~~~.:j'l.l~U~\9l1lJn!]'VIlJ1CJ';h~lCJf111~.:jL?l~lJf111~1ru-UV'Ul1 ~.:j;i

(9)) bL~.:jnl1i.:j'VI~~t11~.:j"lJ~.:j~~~"lJlv~.:jn~11L-U1:U1"'iJ1n~1.:j'l.l)~LVlI'l~~m:UL~1'vh

mv1'U gJll'U u'U~.:jLL~1'U~~"lJ1vi.:j 'VI~€I~€I"lJ€I.:j"'iJln~1.:j'l.l1~LVll'l Ll'ULb~bu'U"lJ€I.:j~-r~:U'U\9l~11m1m~Vl11.:jf1:U'U1f1:U~ ~
'I.l1~f11l'lvml'U1 'IX'U))VlnlVlm~~~'U1~,

(tv)

b~~1VlV "'iJ1n~1.:j'l.l1~bVlI'l:lJ1V.:j'l.l1~LVlI'l1VlV bi''Ubb~"'iJ~1~W'U~'Uru1\9l"'iJ1nm:Ub~1'vh1'IX'U))Vln~'l'1J~'l~'UlVlm~~~'U~, .., ,
m'!lL~~1VlCJog.:j"'iJ~~€I.:j1~-r'Um~qj1\9lL'!l'U~'Un~'U'U11'VJn"lJ~.:j~.:jL~~~'U 'VI~~Lu'U"lJ€I.:j~-r~:u'U~~11 f111m~Vl11.:jf1:U'U1f1:U

'I.l1~f11I'lCJml'U1'IX'U))Vln1Vlm~~~'U•



II"" II ""..,.., ~ II.., "" II ~ !'1. 10 .., "" II JI.?I OJ :'!!
(9)O.GI'l ~tJ'U"ilmG'l'Ue:J6il,r~~Vn(>l~(>lfl(>lb"e:Jmb"1~lJ~u'VllG'1'\l'\ll'V1';je:J"ile:J\Jlnrl~6ile:Jbu'U'VIWH.,e:J

"
flltJ1'Unm~nl'V1'U(>l ~~';j~tJln'U-Ue:J rrJ :ij~Wr(>l"iJ~~tJ'VI~ntl';j~n'Uf11';j~'U-umG'l'UeJ 'VI~m~vn~eJ~"iJln~eJe:Jn'Vl'U~~e:J~l, "
tl';j~n'Uf11i~'U-umG'l'Ue:Jl.1'UVi bb"~m"iJVi"iJlirulb~tJn~eJ~ 1~"lj(>l1-fffl11lJb~tJ'VI1V~'U(ihii) illJ~~"iJ~Yl"iJ1iru11 ~b tJ'U~~~

'"<QI VIII cv-=:tvll' Q QJ Q.I

~1'U \Jl1lJ';j~LtJVtJni~'Vli1~nlifl"~11mVf11';j"iJ(>l6ile:J"iJ(>l"iJl~bb"~f11';jtJi'VI1';j'V'lG'l~fl1f'l';j~

(9)0.~ :ij~'VI1(>lG'l~1'U~'Vlt~"iJ~LLm"ilL~lJL~h.JL~e:J'Ul"il 'VI~e:J-Ue:Jnl'V1'U(>l1'ULLtJtJ«'\l'\ll'V1~e:J-Ue:J\Jln"~

<ffmu'U'VI,r~~eJ 1~bU'Ultl\Jl1lJfl11lJL~'U"ile:J~G'11,rn~1'Ue)tJmiG'l~G'I(>l (t.llii)" ,
(9)O.cr 1'Umru~Le:JnG'll';jLL'UtJYlltJ Le:JnG'll';jtl';j~mm1fl1~ L~n'V1';jeJ{jn~.a iifld1lJoV(>l'VI~e:JLLf!~ti'U

~~'U-umG'l'Ue:J"iJ~I'i'e:J~tlfhj'~\Jl1lJfhl{j"iJotJ"ile:J~:ij~'VI1(>lr111i1"iJOtJ~~nci111 ~~e:J LtJ'U~6'I(>l LLrl~ ~~'U-um6'l'UeJllJii~'V1~L~cJf1
"d.J " 'U

~m~11-ff~ltJ1(>l'l L~lJL~lJ

(9)0.b :ij~'VI1(>lm"iJtl';j~f11l"1vm~nf11';j:ij(>l<ffeJ1 'Umru~e:J 1tlm~ l(>ltJ~~~'U-umG'l'UeJ"iJ~L~tJn~e:J~
"

~1L~tJ'VIltJ 1(>l'1 ,nn:ij~'VI1(>lllJl~

(9)) ~~'VI1(>lllJl~-rtJ f11';j:ij(>l6'l';j';jL~'U~"iJ~1-U1'Uf11';j:ij(>l<ffe:J'VI~e:Jm~-rtJ:ij(>l6'li';jLL~llJL~ tJ~

(~) iif11';jni~vi'1~L.ul~n'l3ru~~~'U.ue:JL6'I'Ue:J~"lj'U~f11';j:ij(>l~eJ'VI~e:Jm~-rtJf11';j~(>lL~'Vnii
"

~rltli~ ltJ"1I'I1~1lJn'U 'VI~e:Jih11'Ul~L~tJ ntJ ~~'U-umG'l'UeJi1tJ~'U 'VI~eJoV(>l"il11~msLL"ll~oV'Umh~LU'ULi';j';jlJ'VI~e:JG'llJtJ'VlJn'U
"

V'lId", .cl 411 v~ 411 0 ..::.d'1nu~tJ'U"1Jm&'1'UeJi1tJe:J'U'VIim"iJ1'V1'U1'Vlb'Uf11iL6'I'Utl11 f'l1 'VIieJ&'1e:Jdlm~'V11 f11iWi]';j\Jle:J'U~(>l'Uf11i L6'I'Ue:Ji1fl1" ,
(bTl) f11ivi'lf11';j:ij(>l<ff'Vfl~~.a~e:J1tl'V1Wle:J1~Ln(>lfldllJL~tJ'VIlmbri:ij~'VI1(>l 'VI~'Vm~'V1tJ~'V

(~) mru~'U1'Uvi'1'UmL~tJdntJ (9)) (~) 'VI~eJ(bTl) mlJ~nl'V1'U(>l1'Un!]m~'V1i1~ ~~e:Je:Jn

I'l1lJfl11lJ 1'Un!]'VIlJ1 tJ11~1tJ f11i:ij(>l~e:J:ij~:ij1~ uae f11itJ~'VI1i~6'I~mfl-r~

G)G). f11";jtl~u~\Jl1lJn!l'VIlJ1mL6i~";j~bUtJtJ

1'Ui~'VI11~';j~ tJ~ L1m f11';j<ffeJ~~'U-UeJLG'I'Ue:Jvh~-rtJf11';jrl(>lL~eJn1t1LtJ'U~"1Jl tJl'i'eJ~tlnU~\JlllJ'VI~ n" " ~
~d ... ~ II 0 1!:'i I..,Lnru'f1'V1n!]'VIlJ1mL"~';j~LtJtJtJ ~(>lf11'V1'U(>l1 ~(>lmfli~fli(>l

G)\r). n1";jtl";j~Lij'U~6in1";jtl~U~~1'U'ije:J{I~tl";j~ne:J'l.Jn1"

~,ml(>l G'lllJliml1~rlf11';jtl~U~\l1'ULL~1L6'I~~\Jl1lJ«'\l'\l1"1Je:J~~~'U-Ue:JL6'I'Ue:JVi1~-rtJn1i~(>l

L~eJn1t1LU'U~"ill tJb~ml1lJltli~ bij'U~" f11itl nU~~l'U"ile:J\l~tl';j~ neJtJ f11';j" ~"
~\ld 'VIln~~'U.ue:J bG'l'Ue:Jm~-rtJf11';j~ (>lb~e:JnllJ ~l'Ubn ru,;~nl'V1'U(>l"iJ~t;1m~:rtJ f11';j~'U.ue:JLG'I'Ue:J

" "
'VI~eJv11G1'\l'\llntJ:ij~VI')(>lHi1fl';jl1



Capecitabine 500 mg tablets

1'a.:lVUJ1'U1~q~'LI'VI~
d~ Capecitabine 500 mg tablets

"'''''''hiflIWtUI'UIP'I'VI1•

sn. rn 'll'LI~'IJ'S'S~

ct. Ufnn

LtJ 'LItnL~~611Vl'S'IJ'S'IJU'S~mu
1ti (9) L~~ u'S~neJ'IJ~';m~';m1 Capecitabine 500 mg
'IJ'S'S';J1tiLLt:.J-!ltJ~61ilVlUeJ-!lflti f111l.J~tiLLfl~'IJ'Si';J.tlrusnUeJ-!lfltiLL61-!l, ,

, " ,
- 'S~'IJ~mJ1 ~1tiUi~neJ'IJ~1m611~f1ILbfl~fId1l.JLb 'S-!l1tit:.J~1P'I1ti~tieJ1CJ Lfl'llVit:.J~1'lLfl'll-, .~ ,
'VI~LtiCJti~h'S'lJm HeJ~1-!li~L';Jti'IJti'IJii~.tlrusn

I II 1I d .c::!iI dill QI
- 'lJWl1'llti~'IJ'S'S';JmeJm-!ltieJ CJl'leJ-!li~'IJ'lleJmVlieJ'lleJVl1-!lf11ifl1 611ti usensu LLfl~'llti1~, ,
f111lJbb1-!l'lleJ-!lmbfl'll~t:.J~1'l1ti~timCJ Hi~bliJti,

(9). 'SULL'IJ'IJ
'U

\!:).~1tiU'S~neJ'IJ

""'" '"flWiUJ'UIP'I'VI1.:1b'VIfllJflI•
t:.Jflf11im1';J1Lfli1~~~ru.f)1'V'iLtJ'U1umlJ finished product specification uae drug

substancespecification ~el1-!lB-!l1iJ1m.f)~'ll~h'S'lJu'\J'lJb~CJ1tl'U~-!l1~';J~Vl~btiCJti~eJ611,:rm1'Uflru~m1lJf111

mVl1iLbfl~CJ1 m~Vli1-!l611D1'Sru61'll ~-!ldL.f)~'lllJh'S'lJm -Uel1-!lB-!l~eJ-!lbtJtiu'\J'IJ~b ViCJ'IJbvi1Vl~eJ1Vll-ln11lJ1l'liil1ti, ~
b.f)~'ll~1'S'lJ1~~1'S'lJVl~-!l mlJUi~f11P1f11~Vl11-!l611D1'Sru61'll b~eJ-!li~'IJ~1i1CJ1 'V'i.P1.\!:)<f<fb fl-!l1ti~ (9)(9), ,
blJ~1CJti 'V'i.P1.\!:)<f<fb (fl-!lUi~f11P11tii1'llfi';J';J1tib'IJn~11ti~ (9)0 i)()ti1CJ'U \!:)<f<fb), ,

4. Uniformity of DosageUnits

Finished product specification: el1.:1B.:Ilil1nUSP35

1'l'S1';J~1tiI'l1lJ finished product specification
93.0% - 105.0% of the labeled amount of Capecitabine
Not less than 80%(0) in 30 min
m1';J~1'UmlJ finished product specification

1. Identification
2. U~lJ1ru~1CJ1611~qj

3. Dissolution

5. Impurities
- Capecitabine related
Compound A

- Capecitabine related
Compound B

- Capecitabine related Not more than 0.5%

Compound C

Not more than 1%

Not more than 1%

- Individual unspecified Not more than 0.1%
degradation product

- Total degradation products Not more than 2.0%



- ~-

.d '
L~ilyl 'ijey 8)

erL&'I'Uil'j1f011~il\l~'Ur;11L'U1.fl1~ci1rJLafl&'ll'j~~a1J{;l\lmrJija~a~'IJ'ja\lLafl&'ll'jl~Werije)1'U11iJ 'j1rJ{;l~L~rJV1~\I.n~ ~~ .,," .x... 0 '" 4 0 ''I tJ 'I ..!1 , ...~, Leln~n"an1'- ~V1'-'Uil'4'Y1{J1'ij'U'VI::L'UlI'U{JI1'-'UlI1 L'Wv~1\1'U1l1 ~'U '-::L'VIA~'VIlI LLi'!::~1LL{JI.:JLL\1i'!.:JNi'!{JI

@).@)1'IJr;11~qjm'j~'U'Vl~LijrJ'U~1~'lJrJ1 ('VlrJ.2, 'VlrJ.3, 'VlrJ.4 LL~1LL~mru)
If 0 3.0:;1 .r:::!II d 1.1 q Q.J II

@).~ b'IJfl1"lJa"lJ'U'Vl~L'lW'UrJ1 'VlEJ.@)'VI'jv rJ.@)"lJa\lEJ1'VlL&'I'Ua'j1fl1 ~'ja1J'j1rJ{;l~LarJV1'V11"lJam'jm'IJ~1J

~ru.fl1~"lJa':Il:.J~{JI.tlru"~n1J~~'U'Vl~LijEJ'U (finished product specification) LL{;l::-Uml1'V1'UV1~ru.fl1~"lJa\l

1\91~~'IJ (drug substance specification) mru~a~'j~'VI';h\l m'jL U~ EJ'ULLU{;l\l LLm"lJL~1JL~1JIiJ~~a\lLL'U'IJ

Lafl&'ll'jm'j"lJmLm"lJ(rJ.(~:J 1J1~~a1J finished product specification LL{;l::/'VI~a drug substance
specification lV1rJ"lJmLm"lJna'Ul'Uu'j~f11Plu'j~mm1m~L~fl'Vl'jaUm' LL{;l~hlLii'U ~ tJ ru 1'UU'j~f11Pl

th~mV1'j1f011~L~fl'Vl'jaUm'
.., ...

~. Lvnfl1,-,-'U,-v.:J1J1{J1'-!1'Un1'-Ni'!{JIlI1

~.@) 1'Umru~ rJ1~~\911'UU'j~ L'VlP11'VlrJ er~~ \91~a\liM1 L'U1.fl1~ci1rJ'VItJ\laa~'IJ'ja\l1J1\9li:01'Um'j~~\91 m\9l11J~ ~
'VI~mflru"LL{;l~lfim'j~m 'Um'j~~\91rJ1 PIUS (Pharmaceutical Inspection Co-operation Scheme)lV1rJ
'VI'\.bCJ\l1'UPIUS participating authorities 'VI~a ijLafl&'ll'j~'IJ'ja\l1J1\9li~1'Um'j~~\91CJ1\9l11J'VI~mflru"LL{;l~

lfifl1'j~m 'Um 'j~~ \91CJ1'lJa\lr;11tJfl\ll'U 1"1ru~ n 'j'j1J m'ja l'V11'j LL{;l~ rJ1 n 'j~'Vl'j1 \1&'11'01'jru~'lJ ~\I n1'V1'UV1~'ULV1EJij

fl111J&'IaV1fl~a\l LL{;l~l1V1LVirJ1Ji1'IJ'VI~mflru"LL{;l~lfif111~m 'Ufl11~~\91rJ1 PIUS 1'U'VI1J1V1rJ1~L&'I'Ua"lJ1CJQ'lJ'IJ

~l&'1V1\9111J1a'IJfl11\91111iJ&'Ia'IJ1V1CJij~{;lfl11~'lJ1a\l5\11'Uu1~fl1P1U1~fl1V1'j1fl1~L~fl'Vl1aUfl~•
~. ~ 1'Umru~ LtJ'UCJ1'l.11L-U11iJ1fl~l\1U1~ L'VlPler~~\91~a\lij Lafl&'l11~'lJ1a\11J1m:01'Ufl11~~ \91rJ1m1J'VI~nLflru"~ ...

LL{;l~lfifl1'j~m'Um1~~\91rJ1 PIUS (Pharmaceutical Inspection Co-operation Scheme)LV1CJ'VI'Il1rJ\l1'U
PIUS participating authorities Q'lJ'IJ~1~V1\9l11J1a'IJf111\91111iJ&'Ia'IJLV1CJij~{;lf111~'lJ1a\l5\11'Uu 1~ f11Pl

U1~mV1'j1fl1~L~fl'Vl'jaijm'

d
sn. Lilnfl1'-flru.fl1'W'ijil~V1'V1Lfl'Uil'-1fl1

Q1.@)~{;lfl11\91111iJ1Lfl11~~flru.fl1~~~\91.tlru"mr;11L~IiJ'jU"lJa\ler~~\91 (certificate of analysisof finished. ~ ~
product) 1'UrJ1i'U~6'i\lLtJ'U~1a~1\1

Q1.~ ~{;lfl11\91111iJ1Lfl11~~~ru.fl1~1\91~~'IJ'lJa\l~1CJ1r;11~qj (certificate of analysisof drug substance)
mm'Uf111~ ~ \91m~'U~6'i\l LtJ'U~1a ~l\1"lJa\ler~~ \91CJ1r;11L~1iJ1U'VI~aer~~ \911\91t1~'IJ~\lijf11'j\91'j1IiJl Lfl'j1~~fl'j'IJ'Vl n

" \I \I \I , "

~1-uam1J drug substance specification
4 Q.I 4v Q,lQ.lf' II .Q, QJ.Q. QJ OClJ'Q.l1

Q1.Q1Lan &'I1'j'VI'j a 'VI{;lfl~l'UrJ 'UrJ'Ufl111J &'I1J~'U'0 'j~'VI11\11'Ufl1'j~{;l \91'lJa\l1\91~V1'IJ'lJv\l\911CJ1&'111"1qj fl'IJ1'U f11'j

~~\91"lJa\l~~\91.tlru"rJ1r;11L~IiJ'jU~
Q1.c:(~{;lf11'jPif1'l!n long term stability \91{;laV1-d1\1a1~m~~'U'Vl~LijCJ'UHi1'IJr;11tJfl\l1'Uflru~m11Jf111

a1'V111LL{;l~rJ1m~'Vl'j1\1&'11'B11ru&'l"lJ•
'" ,cr. {JI1vll1.:JlI1

c:(.@) erL&'I'Ua'j1fl1~a\l6'i\l~1a~l\1rJ1 a~l\1,j'aCJ @)'VI'Il1rJ'lJ111iJ~\lLtJ'U~1LL'Vl'ULL&'IV1\1'j1rJ{;l~L~CJV11~fl'j'IJn1'U~ .
\9111J~n1'V1'UV11'U~1-uaflru&'l:wlliivi'11 U-U1\1~'U•

c:(.~ flru~m'j1Jf111"1 IiJ~LR'IJ~1a~l\1rJ1"lJa\ler~L&'I'Ua'j1f011'Vlm1rJl11V1CJhl~'U1m~}llmMV1~ .



- Q1 -

11:. 01 'atJca::n'U flruIl1'VUJ1~ a.:l 11eu•
ct.@) fJ1~~.:jlltJ'U<XtJ.:jihnfJhhJtJfJnl1 @)tJ '\J'U''il1n1tJ~.:j:WtJ'U•
ct.\!> m'Vln.:j'J~~~.:j:WtJ'U"il~<XtJ.:j~.:j611LtJ1.f11V'1~1fJ1'U1''U'jtJ.:j(:oJ''O1'j~'j'J"il1 Lfl'j1~~m~tJ~~.:j:WtJ'U• •
ct.Q1 mru~eJ~tlm'J"il~tl'U1l1fJVI~.:j01'j~'j'J"il1''U fJ1 LL~'JV'I'U11Lot. ~1~~.:j:Wtl'U~1:w-rrtl~n".:j1tJ01'j..ij~~tl

'II

fl~.:jd hJ~'j.:jm:W:W1~'j:01tJ~1:Wflru~n'l!tru~~ti1V1tJ~eJ"1J1fJ"il~~tl.:j'l11fJ1Lot. ~tJ~L-rr1:W1~'j:01tJ~.:j:Wtl'U1m VllleQ, \I ~

1tJ..J1tJ'JtJL'Vhn'U..J1tJ'J'Um~i.:j~tl Lot. ~.:jn~1'J1l1fJl 'U @)ct 1'U'Vh01'j'\J'U"il1n1'U~~"1J1fJ1~1''ULL..ij.:jLL"~~.:j
1 Lfl11~~eff1~VI'l.h fJ.:j1'U11"llO1'j L~ fJl11~~~11-ti~1fJL~:WL~:W"il1n eJ~tl LL"~eJ"lJ1fJ~tl.:jtltl n ~11-ti~1fJlu011

'II 'II

~1LijtJ011~.:j 1~'l11-rrtl1''U~~1'UO1'j~.:j"1Jm111~n~tl.:jm:wG1qjqj1ln 1-tiD.:j1"l'U~hfJ LL"~~"1J1fJ~tl.:j1''U~~"lltl'U(:oJ"L~fJ

Vl1m)'UL~tl.:j:W1"il1n01'jl-tifJ1~.:jn~1Tvlnmru ~.:jd~~tJ"1Jtl~.:j'JtJ~'Vl~ltJ01'jfJnL~m'qjqj1

ct.~ eJ"1J1fJ"il~<Xtl.:j1''UL'll~ fJ'UfJ1V1:W~tl1fJ VI~m~mfi\?l 011 L~tl:W~1l1V'1ntltJ ti1V1'U~L\?lfJ111i1L~tltJ1"1J
'II •

d
D. Lvmt1'av'US]

D.@) ~ L~'Utl11fl1~'UfJtl:W1~fJnL~nG1qjqj1ntl'Ufl1'U ti1V1tJ~~.:jd

b.@).@) mru (:oJ" O11~:W~1'J"il1Lfl)1~~fJ1dL\?l fJm:W1'VlfJ11'l11~~{O11 LLV'I'Vl ~VI~tl~tl.:j'll~D~ O1'j~l~

:W1m:01tJISOllEe 17025 (:oJ"011~1'J"il1Lfl11~Vl111LiJtJ1'llm:W:Wl~'j:01'U-rrtlti1V1'U\?l1tJ'll'j~01I'l1'll'j~m\?l11m~ ~
b.@).\!> mru(:oJ~~.nruenm"llij \?l.QnnL~fJn Ln'UfltJ"il1nVltl.:j~"l\?lL~ fJ611'\Jn.:j1'Uflru~ m1:Wnl1tl1V111 LL"~

" 'II

m l'U"li'J.:jn"1"1Jtl.:jG1qjqj1"il~'litl"il~"1J1fJ

b.@).Q1 m ruV'l'U'j1 fJ.:j1tJUqjVl1\"l rull 1V'1"il1n (:oJ~~.n ruenfJ1d~ tl1 "il~.:j(:oJ"~ '¬ II'll1~~'Vl~(:oJ"LL"~fl'J 1:W

'll"tJ\?l.nfJ~tJeJD'JfJ~~1''UfJ1
'II

b.@).~ btJ'U11fJnl1m~i101'j~"il11ru111i'\?ltltln"il1nDqjii 'j.:jV'lfJ1'U1"

b.@).ct V'I'UUqjVl1~ n'l!tru~"1Jtl.:j'j'll bL'U'UfJ1V1~tlIl1"ll'U~'U11"ilbtJtJ~1LVI~1~di\?lfl'J1:Wflm\?lLfl~tl'U'Vl1.:jfJ1
'II "

~~.:j(:oJ"m~'Vl'U~tJ01 'j1'n'l!t1"llmeJD1fJb\?lfJih1fJ.:j1'UuruVlT'il1neJLMm~tJ.:jn'U0111-tim
'II V 'II

b.\!> VI'l.hfJ11"ll01 1"lltl ~ .:j'J'U~'Vl~1111''U~''il11ru1 (:oJ~~.nruenfJ1~i1'll1~1~n nb~vn bn'Ufl'UL\?lfJ611'\Jn.:j1tJfl ru~
'II

m'j:W011tl1V11'jLb"~fJ11'U'j~fJ~nm @)tJ ntl'U1'U'll1~01I'l1'll'j~m\?l'j1fl1~iL~n'Vl1tlijn~

b.Q1 i1LtJn~11bL~\?l.:j01'jlm'UL1.:jV'lfJ1'U1"1'l1'U~VI~tJL'j.:jV'lm'U1"~'J 1'lltl~1.:j,JtJfJ ct Lbvl.:j.fI1fJltJ1~fJ~L'Jm
'II

\!> tJ ntl'U1'U'll1~01I'l1'll1~m~11mBL~n'Vl'jtlijn~

b.~ mrum~L~'Utl1:wl"lifJ1<XtJLL'U'U(original drugs) ~tJ.:jiiLtJn~1'j(:oJ"011~m~n bioequivalence "llmm

~b~'Utl'j1mL'll~v'U LViv'Un'UV1~tJLL'U'UL\?lV15011~n'l!t1~tJ.:jbtJtJ1'll~1:WVl~mnruenbL"~LL'U'J'll~D~l 'U011~mn

~'J~:W:W""lltJ.:jV1~1i)'>11 "1Jtl.:j611'\Jn.:j1'Ufl ru~m1:W01'j tl1V111LL"~V1m ~'Vl1'J.:j~1'01'j ru~"ll'II 0lj ,

,j~~D"'"li/ ~_ \Jl::;iil\.!f\J"l).lJn...

~H~tl ·············n'l'ilJf\1'i

<1~~tl.__._.4.1)J\.~_·.._·_··_·n"i'ilJn....~;
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e. ~t11f'l"a-lJn1"a fl1'r~/~~ml'll.flru"tn Capecitabine 500 mg tablets

'VI'Ihll-lJ1\JL~1't1t1{11f'l"a{ln1"a 11.:JVW1'U1~61~'UYl1,
.... tI eI'1 110.1 0.1lD. 1-lJL-lJ\J-lJ\J "a:aJ1W'VI ~~"a\J~~fl"a"a

'" tI d ~ QJ II II dQ II)1ri~gJ/,~o.oo 'U1'V1 (L"il~Lb61'Ubb~'VIlJ'Ub"il~Vl'U'VI11t1mJ61'U'U1Y1m'U

sn, 1\Jvin1'V1\J~'1f'l1n~1{1 ("a1f'l1ij1{1~-lJ) 1'Uvi ci nff\~I)~ N bt1!)
11f'l1 ~,gJ/Q1gJ/.oo 'U1Y1~fl (9)®O b~~ (bn1vr'Ub~~~mJ611lJ~'Ub~~'U1Y1~1'U ~'eJ 'VI~.:J~mJ~~'Ub~~)

btJ'Ub~'UgJ/gJ/~,~bo.oo 'U1Y1(b~~bb61'Ub~~'VI~'Ubbtl~vr'Ubn1~mJ'VIfl~'U'U1Y1~1'U)

,eIe: LL'VI~-lJ'VIlJ1't1t1-lJ"a1f'l1n~1-lJ

ct.C9>11f11fl~1.:JtJ1 (Jl1lJtl1~fl1!31f1ru~m1lJfl11vr\9lJ'U11~'U'UtJ1bbvl.:J'll1~ Vl.!31.®ct'bC9>

.4 II II ..:::1110 II .Q

cr. "a111"1ftIL~1'V1\J1'V1~n1'V1\J~"a1f'l1n~1-lJ("a1f'l1t11-lJtI-lJ)
"'.. ~ ~d(9).'U1tJ'llllJtJ 61'U'4fl1'j'ru 'U1tJbbVlYltJb'lltJl'll1qJ tl'j'~D1'Um'j'lJfl1'j'

fl'j'j'lJfl11

m'j'lJfl1'j'

®. 'U1.:JVl'j'!31~~'U~61-r(Jl-W,.........
Q1.'U1.:J6111bfl!31'Ub'lltJl'V111'U

b.fl~'llm"1i1'U1qJfl1'j'

b.fl~'llm"1i1'U1qJfl1'j'


