
·' 

'lh::mA1 'l'~VW1'\J1a(;l'l'::nTaVi'll~a 

b~fl~ 'lh::n119111fl1.gm1'11Jiru'1'1t11 PHENYTOIN SODIUM Gloo MG PROLONGED RELEASE CAPSULE 

~1EJ15th::m~'l'1fl1~lb~fl'VI'l'e:Jiln~ (e-bidding) 

b~'WtJ1'\J1a(;l'HalT~Vi'llt:.Ja i1r111:W'\.J'l'~~.:~fi~~'\.J'l'~mlil'l'1r11~m1'llJlruonm PHENYTOIN SODIUM 

<9loo MG PROLONGED RELEASE CAPSULE ~1tJi5'\.J'l'~mlil'l'1A1~b~fl'VI'l' 'El'Ufl~ (e-bidding) 'l'1r11flm.:J'1lfl.:J.:J1'U 

~fl 1um':i'\.J'l'~mm1A1A~.:Jtl bth.Jb~'U~.:~iu bct~,<9ll!:Jo.oo 'U1'VI (VIflbb~'UVITVI~'UbflT~~'uVI~.:J~mJ~~'U'U1'VI 
" 

t1'1u) m:w'l'1t~m':i ~.:~u 

phenytoin sodium <9loo mg 

prolonged-release capsule, 

hard, <9l capsule (GPU) 

(ct<9l~~~~~~ - !;!l@l!;!l\!:Jct(.'])) 

rn . hJv~':i~VI11.:~b~nn~m':i 
" 

~1'U1'U l!:Joo,ooo capsule 

ct. 1lJ b tJu~AAa~.:~v ~'l'~VI--.h.:~~m~~'Ufl1':i~u.Uv b~'UeJVI~vvh~qJt1J1 nu'VIt.b tJ.:J1'U'1leJ.:J~~ 11i1m11 

b ~fl.:!~ 1 n b tJu~vfhJ ~ 1'U bfl ru on n1 'l''\.J 'l'~ biJ'U ~am'l''\.J 1itm.:J1'U'1Jv.:J ~'\.J'l' ~ n v'U fl1':i (;11:1J 'l'~ b u tJ u ~~~:wu (;1~11fl1'l' 
'\J 6.1 'U "" 

m~vt ':i1.:J m'l'A~.:~ ri 1VI'Wiil (;11:W ~'\.J ':i~ mf'l bt:.J tJ bb 'W'l'b u':i~uu bA ~v~1 tJ~1':i~'Ub 'VI 1"1'11 v.:~ m:wu cy'li n m.:~ 
ct. 1lJbtluuAAa~.:~()m~u~v 1 it uunl'li':i1tJ~v~vi'.:~.:~1ubba~ 1~bb~.:JbltJ'U~v 1 VIbUu~vi'.:~.:~1u 'llv-.1 

, 'U 'I ~~~ \I '\J 

m.htJ.:J1'U'1leJ.:J~~ 1 'U':i~uu bfl~eJ~1 tJ~1':i~'Ub vtl'l'lleJ.:J m:wun1'1inm.:~ ~.:J':i'J:w~.:~il ~'UA~"~"~~vi'.:~.:~1'Ub iJuVi'u~1u~~lilm':i 
"" ~~~ , '\J , 'U 

fl':i':i:Wfl1':i~~lilfl1':i ~'U~VI1':i ~i1eJ1'U1~ 1 'Ufl1':i~1b U'U-.11'U1 un~fl1':i'1JeJ.:Jil~'UAAmrulil'JCJ 
\J \1 \J 'I 

b. i11"1ru~:wu~ bba ~ 1:Wl1~ n~ru~ t1i'B-.1VI1:WV11:W~~"~ ru~ m':i:Wfl1':i'U btJ'U1CJfl1':i~lil~eJ~Iil~1-.1 bba~ m'l' , 
'U~VI1':i~~lil.fl1A~~n1VI'Uiil1 'U':i1'llfi~~1'Ub 'Ufl~1 , ,. , 

{.'])_ b tJuil~ui"!Aa~l1m'li'W'1J1CJ~~Iil~'\.J':i~mlil':i1A1~ b~fl'VI':iviln~~-.1 n~11 , " , 
~- 1:!1 b iJu~l1 t:.Jm.h~ btJ'llU~1:wnunu~~u.Um~um11"11':i1tJ~u~ b .U1~u.Um~ue:J 1 ,.;' bbflb ':i.:J'WCJ1'\J1a 

" " 
m~m':iVl'llt:.Ja ru 1'u'\.J1~fl11'1'\.J1~mm1m~ b~ nvt':iviln~ Vl~eJ 1:!1 b iJu~m~vhm1B'Ub tlum1-rrlil'1l11.:Jfl1':ibb ~.:~.rru .., 

':i11"11'iJ ~1-.1 b tJuu1':i:w 1 u m1'\.J':i~ mlil11A1~ b~fl'VI1vil n~A~.:~tl 
~- 1:!1 btluffitil~ubvfl~vtBVI~vm1:wA':wnu ~.:~m~'\.Jnb~u 1:WtJv:w~ul'!1a 1 vttJ bi''Wbb~~~u1a'1Jv.:J~~u 

\J 'I 6.J "" tr 

.Uv b~'UeJ 1till1rh i.:~~a~ beJ n~vtB bba~r111:wff:w nub '1iu11Ju 
' 

<9lo. ~~u.Um~uB~~u.Um~uv 1 m'\.Jbb'U'U'llv-.1 "n~n11~1:wff1 " t1i'v.:~i1Aru~:wu~~.:~-d' .., .., , 
mru~oUeJVl fla-.11~VI11.:J~ b oV1~1:WA1 n1VI'Uiil1 ,.,~ b oU1~1:WA111CJ 11il11 CJVI~-.1 b U'U~b oU1~1:WA1VI~n .., , " 

.U v V1 na.:~ 1 ~VI11.:~ ~ b .U 1~1:w A' 1 ~ ~ t1i'v.:~ l1 m1 ri 1VI'Uiil ~ lil ~1'UVIti'1~ ua ~ A11:W~u ~ lil'llB'U 1 u'\.J~mru.:~1u ~-.1'11 'iJ.:JVI~ mmrh " , 



QJ tJ tJ I ll QJ I L' L' I L' 4 
ml.J~qjqj1'1Je:l\l~ b '1J1'i1l.J 1"11VI~fll.J1 fl f\11~ b '1J1T'Jl.Jf11'i1CJ e:l'LIYJfli1 tJ 

mru~ie:J \>I fl~\l'i~VI'J1\I~ L i1~1:w~i'1 n1VI'LI1'11 ~~ L i1~1l.JA1'i1 tJ 11'l'i1 CJVI~\IL tl'LI~ L i1~1l.JA1VI~ n 
" " " 

fi~ m'i~1l.JA1J'Litii'B'I1 off~~\11'LI'1le:J\I ~ L i1~1l.JA1VI~ m1CJ L~ CJ1 Ltl'L1~~\11'LI'I.le:J'Ifi~ n1'i~1l.JA1~~'Liie:J L~'Lie:J 
" 

~1VI-ruie:J\>I fl~\l'i~VI'J1\I~ b i1~1l.JA 1ffil.J1~ n1VI'LII'l1 ~~ b i1~1l.J A1'i1CJ 11'1 b tl'U~b i1~1l.JA1VI~fl 
" " " 

~ L i1~1l.JA1YJ m1 CJ~~tif e:J'Iiil')ru~lJU~fl'iUt1'1'LI\>11lJ L~B'LI1 '1J~n1VI'LII'l1 i1 'Libe:l fl~1'ib ;a'IJ'1l1'LI 

mru~oUe:l\>1 fl~\l'i~WJ1\I~ b oU1~1lJA1 rl1VI'LII'l1 ~ii fl1'il.Je:JUVIlJ1CJ~ L oU1~1lJA1'i1ti11'l'i1CJVI~\I L tl'LI~ 
" " " 

~'LioUe:lb~'Lie:l 1 'LI'LI1:W fi~fl1'i~1:WA1 fl1'i ~'LioUe:lb~'Lie:l~\1 n~ 111l.Jtife:J'IiiVItJ\I~e:J:We:JUei1'LI1~ 
~1VI-ru.Ue:J\>I n~\l'i~WJ1\I ~L .u'1~1:wfi' 1ffil.J1~n1VI'LII'l1 ~ ~ L oU1~1:WA1'i1CJ 11'1 L tl'LI~~'LioUB L~'Lie:J 

" " " 
~ L oU1~1lJA1'VI m1 CJ~~tife:J\I~\Ifl1 CJijeJ~eJ 1 'LIVItJ\I~eJ:WeJUel1'LI1~ 1 ~~ L i1~1:WA1'i1CJ 11'l'i1CJVI~\I L tl'LI~~'LI.rrv L~'LieJ 1 'LI'L11:W 
" , " " 
"' ' " fl~fl1'i'i1l.Ji"l1 

C9lC9l. ~~'LioU€l b?i'LieJ tifv\lfl\IVI~b U CJ'U~iJoUeJlJ~ ()fltif €l\lfl'iUt1'1'LI1 'LI'i~UU~I'l~eJ~I'l~1\IJl1f1-r~~1CJ 
" '\1 '\1 ... 

~ib~flVI'i€l'iim1 (Electronic Government Procurement : e-GP) '1JeJ\IflilJU'I)~flfl1\l 
' " 

(9)\v. ~Ei'Liim~'Livtii'v'lii:wfl~1~VJ5'1Jv'lii~m'i ~'~il " " , 
(C9l) mru~~'Liim?l'Limtl'LI'ii~Uflflfl~~l'l~\I~'LI\>11lJfl11VIlJ1CJ1VICJ;\11~~1'1VI~LUCJ'LILii'Lifl11 C9l tJ 

" , 6J 

tifv\l~l.Jfl~1~VIfi'1lv\ln~ fl1'i ~1fl!:-l~ ~1\l'i~VI11\I~'LIVI-r'Vl6G1VIfi~fl~1 CJVI{f~'LI~VIfi ~U'i1fl n1 'LI\IU bb?il'l\1~1'LI~fl1'i L~'LI~~ " , , , dJ .... 

fl1'i\>l'i1~-rmv\l LL~1 ;'~~~til €1\1 LL~I'l\1~1 L tl'Lim n (9) tl?ii'!VJ1CJ riB'Lii''LI~'Lii m~'LI€l 
' 

(l!l) ~1VI-rUfl1'i~l'l~eJ~I'l~1\lfi#\IVI~\1~~1\Ib~'LILfi'LI <too,ooo U1VI~'LI1'\.J mru~~'Liim~'LI€l 
" Ltl'LI'\iflflflu'i'i:WI'l1bl'ltJ~~1'iru1~1n'V!t1'1~€l-rmv'IU'IJ;gL~'LI~hn1l.JLii'LI ~o 1'LI riv'Lii''LI~'Liim~'LieJ bi'!CJtilv\I~L~'LI~1n 

fl\1 LVI~€11 'LIUfl1~5'LI1fl1'iL tl'Lil.J~~1 C9l 1 'LI ct '1JeJ\IlJfl~1\IUU'i~:W1ru'1JeJ\Ibm\lfl1'iVI~m1CJfl1'i~~'Liim?l'LieJ 1 'LILL~~~fl#\1 
"l: " " 

LLfl~VI1flbtl'L1~'1l'LI~fl1'i~l'l~€l~l'l~1\IVI~€lbtJWrl~-rum'ifll'lL~eJfl~~tif€l'ILLG'il'l\I'VItJ\I~eJ-rmv\IUfl1~L~'LI~1fl~~lJfl~1 
\J 'U ~~~ 'U 

~\lfl~11~flfl#\IVI~\11 'Lii''Lifl\I'LI1lJ 1 'LI~'IJ'IJ1 
(m) mru~~~'LiieJLG'i'LI€lhJ~lJ~~1~VI5'1J€l\lfi~fl1'iVI~e:JVI'LI~I'lVI~LUCJ'LI Vl~€liJLL~1l.JL~CJ\IYl€l~~~ 

'U 'U , , 

Li1~'LioUeJL~'LieJ ~~'Liim~'LieJG11lJ1'i(1'1JeJ1\Ib~'LI~'LIL~eJ bl'ltJtifeJ\1~1\IL~'LI~'LIL~eJ C9l 1'LI ct '1J€l\ll.Jfl~1\IUU'i~:W1ru~~'LI 
" " 

im?l'LieJ 1 'Lifi#\IJ'LI (~'LI L ~eJ~5'LI1fl1'i Jl1CJ 1 'LIU'i~ b VI~ Vl~eJU~~VIL~'LIVI'LIVI~eJU~~VI b~'LIVI'LI'\11~ flVI-r'Vl6ffi~-ruv'Lifli1\>J1 ~ , , ,g~ 

'\.J'i~nvufi~ m'iL~'LIVJ'LI L ~vm'ivnru'1!6 LLfl~U'i~nvuu'ifi~ ~1'\.J'i~n'Lim:w'\.J'i~m~'ll €l\lu'LI1fl1'i LL vt'IU'i~L VJ~1 VJCJ \>11:W , , 
'i1CJ~€lu~~VJ L~'LIVJ'LI~u'LI11"11 'iLL vt\1'\.J'i~ L VJ~1 VJCJ LL ~'~ L i CJ'LI1 ~VJ'i1U Ll'l CJ~~1'iru1~1 fltJ€11'1 L~'LI'i1:W'1l€l\11\l L~'LI~'LIL ~€l~ , 
~1tJfl\11'LI1 Vlqj-rm€1\1 Vl~eJ~~1tJfl\11'LI?i1'1l1-ru'ieJ\I (mru1~-ru:we:Juei1'LI1~~1n~1tJn\11'LI1 V!qj) ;\leJ €ln1 ~LLri~~'LI 
.Um~'LieJ t1u(i\11'LI~'LiivL~'LieJ llJLiiu ~o 1'LI) 

(ct) mrum:w (C9l)- (m) CJm1'LI~1VI-rumru~\l~vlu.;f 
o~:~~.J vd v ~I • Q.l 

(ct.C9l) mruVJ!:JCJ'LI'Ilm?I'Lim u'LIVI'LI1CJ\11'LI'1JeJ\I'i~ " ~ 

(ct.l!l) 'ii~Uflflfl~~ 1'1 ~\I~'Liml.J fl11VIl.J1 CJ L VICJ~eJ ~'i~VI'J1\I fl1'i~'U'VJ fi~ fl1'i\>11lJ , dJ '\1 '\1 

Yl'i~'i1'1lU'IJ'IJ~~:wfl~~1CJ (ouu~ C9lo) Yl .~ . l!lctbC9l 

~~'Lii€lL?I'Livtif€l\I~'LiieJL?I'LieJLLfl~L?I'LieJ'i1fi1VI1\I'i~UU~I'l~eJ~I'l~1\IJl1fl-r~~1CJBL~flVI'ieJ'iim'ib'LI 
1'LIVi kJ~ ~U.'ill'i)U, b~b 'i~VI11'1L1m 06\,J, 00 'LI. (i\1 ~b . 00 ~-

~?I'Lil ~G11lJ1'i(1'1JeJ-ru L€l fl~1'iU'i~ fl11'l'i1fl1~ L~ flVI'ieJ'iJ nG'1LI'l CJI'l11'Lib Vlfll'l L€lfl?l1'iVI1\I'i~UU~I'l~'iJ 
" ~1'1~1\lmfl-r~~'l CJ~ L~ nVJ'i tJ'W nG'1 'IX1i€l A'LIV11U'i~m~~~'~~eJ~I'l~1\IL~ ~\ILL~1'LI~U'i~fl1~~'LI(i\11'LIL?i'Lim1fl1 

~ 

~~'Lii€l L~'LI €l?I1:W 1'i(1~1'1 L\>I~Cll.J L €l fl~1'ii m~'LI€11~~\1 LL~i''LI~U'i~ fl1~~'LI~\11'LIL~'LI€l'i1fl1 
" 



~?!'Uh?11:W1'i11~'i1EH'l~bBEJ(i11tii'~bl'U1'1fl'l www.trakanhospital.org 'VI1B 

www.gprocurement.go.th 'VI1B www.gprocurement.go.th 'VI1B?IB'Ut:n:WV11\ILvl'if'l'Wvl'VIlJ1m~'1J o~~

~~(9)~~~ (;]B Q1(9)\v~ 1'Ui''Um1~nm'i1'1fnl'i 



a I J cv ~ II ~c:t 
u'l::n1~'l1R1"11elb'J'll.nru<nf.l1 PHENYTOIN SODIUM G>oo MG PROLONGED RELEASE CAPSULE 11mncr 

tl'l::n1~'l1R1~L~nvmrumt (e-bidding) 

(;)1l.ltl'l::mA h:~vw1u1~m::m'.ioW'tl~~ 

~.:J1'W~ b o n'U£J1f.I'W 'h:lct'bb 

h.:~'VW1U1~m::m'.i-ri'1!~~ ~.:J~e:J h.JdL~tJ n11 "~.:J'VI1(il " iiA11l.l1.h::G1-:JA~::1.h::m lil'.i1A1~€J~'JtJ15 
1.h::m(il '.i1 A1~ib~n'Vl'.ie:Jun~ ml.l'.i1 tJn1'.i !9l.:~d 

phenytoin sodium <9loo mg 

prolonged-release capsule, hard, 

(9) capsule (GPU) (cf(9)c;'(c;'(c;'(c;'(c;'(c;'( -

bT1(9)bTl~cfG'Ji) 

~1'W1'W ~00 ,000 capsule 

oWG'1(il~~::~e:Jd~e:J.:J LU'W'll€J.:J LL oX 'lle:J-:!1 m J hJLAtJ 1oV.:J1 'Wl.l1 nmJ LliLU'W'lle:J.:!Lfhnu e:JtJl 'WG'1J11yj~~:: 1oV.:J1'W L~l1'WVi LL~::ii ' ~ 

Aru~n~ru:: Ltli'j1:: tom (;) 1l.l~ n1'VI 'W (i]L1l 'W Le:J n&'11'.i1.h:: m (il'.i1A1~e:J ~1 tJi51.h :: n-J(il'.i1A1B L~n'Vl '.ie:JU n~tl'\Jud 1(iltJii 
' ~e:JLL'W::U1LI.f'l ::~e:Jrl1'VI'W(il \9l.:~ ~e:J l tld 

G). L£Jmt1'lLL'WUl1'1£JL£Jmt1'lU'l:m'J~'l1R1~L~n'Vl'l£liln6l 

~ 1.:! 1 1tlfl::LBtJ(il'lJ€J'l.JL'lJ(;)'lJ€J.:J.:J1'W~.:J 1A'.i .:Jn1'.i (Terms of Reference : TOR) 

<9l.b 

LL'l.JU~qJ(\j1~::~tJ~ ::'lJ1tJ Lb'l.J'l.J',j1A1A.:Jmli~1tl(ilU~l.l1ru 

bb uu'VIir.:~~t1~1l.l'.i ::n'W 

(~) m'.ioV(il'lJ11.:~ m'.ibb~.:~-v''Wtl~1.:~btl'Wu'.i'.il.l 

bb uu'\Jru:fibe:J n&11 '.i~ n1'VI'W(i]L1l 'W'.i:: 'l.J 'l.J~(il~e:J~ (il~1 -:JmA1'~~1 tJB b~ n'Vl'.ie:Jun~ 
~ ~ 



h (9) i1 rrn.J ?11l.J TH11'lll.J n !l VIm t1 

tv.tv hJLiJ'UUAA~~l.JG'l~mtJ 
' 

tv .~ h J L tl'UUA AG'l~ ~tl ~1~VI'"ll~ (1 f1 1~!'\.J f111~'U.rrv L?I'U tJVI~tJ'V'h~ fll tlJl tlU'VIllltJHU'!J v~-r~ 11 
'I \J \J g~ IV d.l 

.ff'JA1l'J L ~m~lf1 L tl'U~~1~~1'ULnru.ri f1l nh~ Lii'Ue-!6'1 f1l1tJfiu~~l'U'1J'El~ ~tJ1 ~f1BU f111 mm~ L U tJU ~-r~l.J'UI'l~11f111 
'U ':J.J \1 ~ 

m~vm~ f111A~~ n1VI'UV11'lll.J~U1~ f111'1 Le-I tJ LL 'W1l 'U1~UULA ~'El~l tl?ll1?1'UL 'Vll'l'llmmuu qJ:Uf16'll~ 

hct 1~Ltl'UUAA6'1~~(1f11~U~B111 'UUfll:ij1lti~B~v1~~1'ULL~~ 1vlLL~~ LitJ'U~B1 ~LtJ'U~v1~~1'U 
.., \J , 0~ 'V \I 

'!J'El~VIU'J tl~l'U'!J'El~-r~ 1 'U1~UU LA~'El~l ti?I11?1'UL 'Vll'l'!Jfl~ f11l.JUn1:ijf1~1~ ~~11l.Jfi~u ~UAA ~~ ~v1~~l'U L tl'U~'U~l'U ~ 0~ , 'U , 

~~V)f1l'j nnwm1~~V1m1 ~u~m1 ~i1ei1'UT'il1 'Uf111~1L u'U~l'U 1 'Un~m1'1Je:J~u~uAAmY'Wvi''JtJ 
\J \J 'U '\J , 

tv.~ 1~ L tl'U~i1~~tJ1~ btJ'll'W~'Jl.Jtl'U nu~~'U.rrm?t'UB11tJ~'U~L.rrl ~'U.rrm?t'Ue:J 1 ~\Lri ~~wrVJ ru 
~ ~ 

l'UU1~ f111'1U1~f1'JV111A1~ L~ f1'Vl1BU n~ Vl1e:J 1~ L tl'U~m~vi 1 f111eJ'UL tl'U f111oUV1'1J'J1~ f111 LL~~oU'U'El ~1~ L tl'Uu11l.J 1 'U f111 
" U1~f1'JVl11Al~L~f1'Vl1'EJUf1~A~~.n 

h~ 1~Ltl'Uffivi'-ruLB f1~'Vl~VI~'EJA'Jll.JAl.Jtl'U ~~'El1~tJfi L?lfi hJmJl..l~'U\'116'11 'Vltl Ll'ULL~-r~'\.Jl~ 
\I , 6.J ~ 

'!J'El~~~'U.rr'El L?I'Ufl 1vi'i1fhi~ 1 ~?!~~ L8f1~'Vl~LL~~A'J1l.JAl.J tl'U L'li'U11J'U 
~ ' 

mru~.rr'Ell'lf1~~'j~VI11~ ~L .rr1~'Jl.JA1n1VI'UV11 ~~ L.rrl~ll.J A111tl 1V111tJVI~~ L tl'U~L.rr1~'Jl.JA1 
~ ~ ~ 

Vl~n .rrtll'l n~~1~VI11~~L.rr1~'Jl.JA1~~(;)B~i1f111n1VI'UV1~Vl~'J'UVIU1~ LL~ ~A'J1l.J-ru~V1'lltJU 1 'UU~:!Jlru~1'U ~~'1Jtl~VI~8 
~ 

1 Q..l II II I tl Q,.l I S..0 II I Sl ~ 

l.I~A11'11l.J?truru1'1J8~e.JL'1Jl1'Jl.IA1VI~f1l.J1f1f1'J1e.JL'1Jl1'Jl.IA111ti8'U'Vlf111tl 
\1 .., "' 'U \1 , 

mru~.rrtll'lf1~~ 'j~VI11~~L .rr1~'Jl.JA1n1VI'UV11 ~~ L .rrl~'Jl.J A111tl 1V111tJVI~~ L tl'U~L.rr1~'Jl.IA1 " ~ ~ 

Vl~n n~f111~1l.IA1J'UI1i'B~1off~~~1'U'1JB~~L.rr1~1l.IA1VI~m1tJL~mLtl'U~~~1'U'1JtJ~n~n11~ll.IA1~~'U.rrtJL?I'UtJ 
~ 

ci'1V1-ru.rr'EJI'l n~~'j~VI11~~ L.rrl~'Jl.IA 1ml.l1v1 n1VI'UV11 ~~ L .rr1~1l.J ri'111t1 1V1 L ti'U~ L.rr1~'Jl.IA1 
~ ~ ~ 

VI~ n ~ L.rr1~'Jl.IA1'Vl f111tl~~{;) B~i1Aru?ll.I~A1'\.Jtl'J'U 1'11l.J L~ B'U 1 '1J~n1VI'U V1111 'ULB f1?111 L:aru'll'J'U 
'\J , , 'U 

mru~.rrtl 1'1 n~~ 'j~VI11~~L .rrl~'Jl.l A1n1VI'UV11 ~i1 f11'jl.JtJUVIl.l1tl~ L.rrl~'Jl.J A111tl 1V111tJVI~~ 
~ ~ 

L tl'U~~'U.rrtl L?I'UB 1 'U'U1l.ln~ f111~'Jl.IA1 f111~'U.rr8 L?I'UB~~ f1~1'J 1~vi'B~i1'VI'IJ~~tll.I8U eJ1'U1~ 
" 

ci'1VI-ru.rr 81'1 n~~'j~VI11~~L .rr1~'Jl.IA1m~1vi' n1VI'UV11 ~~ L .rr1~'Jl.JA111tl 1V1 L tl'U~~'U.rrtl L?I'U8 
" ~ " 

~L .rr1~'Jl.IA1'Vl m1 tJ~~vi'B~G'l~ mtJi1B~B1 'UVIU~~Bl.IBU eJl'U1~ 1 ~~ L.rr1~ll.JA111 tJ 1V111 tJVI~~ L tl'U~~'U.rrB L?I'UB1 'U'U1l.J 
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(ce) 'V!U\I~hwht.h~ ti\J'Ue:J\Iu'1,;'Yl L~'WYl'W 'VI1uu1,;'Yl L~'WYl'W'V!~f1Yl1~ Ei~1~1ue:J'tJfll1 (;] 1 ~ , ., ,.;1~ 

'lh~f1€ltJfl'OJ f11~ L~'WYl'WL Yluf11 ~~ltU'll J LLG'l~'lh~ f1€JtJ5~fl'OJ~1'lh~ n'UmlJ'lh~ f111'1'U€l\15'W11"11~ LL vl\1'\..h~ L Yll'11 'VlEJ (;lllJ 
' ' 

~1EJ~e:JtJ'1,;'YlL~'WYl'W~i5'W11"11~LL vl\1'\..Jd~L Yll'11 YltlbL~\1 LiEJ'W 1 ~Yl~ltJ b~EJ€l'W bftlJ 1 'V!boff(;l1lJ~1 e:J~l\IV!'I!\I~e:J ~Tlb~n'W'Ue:J\1 
' ' 

u'Wll"ll~~l"lru~ m~l..lf11~'W LEJtJltJtil'VI'W~ ~\l~~u 1 u-tfu <9l.c:C (®) 
' 

(tt) ~'W5U(;l')1~u1fl1 YlEJ 

'VI~m.l')~nut1'0J~fiu1~ 1~EJ hJij~umdwllEJ 1 u <9ltt l'u 'l!ui1~'0J1nl'u~er'llu~m')'l.J')~mm11"11 
" " ~L~ f1Yl~utin~ (~'Ul EJ) ~'W'OJ1 n-tfu~ f1~'Wt;l1lJ~ty ty1~€l'U1 mL~1 

'V!~m.J~~nut1'0J~fiu1 ~ 1~EJ hJij~e:Jm dEJ (911l..!Bm1~1'W'IJB\I~?I~~~B~\I~\I'V!l~ 1~-rul..!BtJ HLL~1 
' 

I !I I Q 

G'll. ~1~1 \lbbfl::f11~~1Elb\I'W 

~\I'V!l~ 'OJ~~1EJrh~.:J'IJB\I~\11~')1lJ.fl1;;~ftri1L ~lJ(;lf!B~'OJ'Wm-t;mm~u 1 LLG'l~rh 1-tl'~1EJ.X\I'l.l1\l 
~1Elbb~11 ~bbner~'WoUBb?I'WB~1~-rum')fl~ L~Bf11 ~d]uer'IJ1EJ 1~mLU'lBBf1bU'W <9>® 'l1~~'lt1 

" " 
\11~~ <9> bU'W~1'W1'Wb~'tJ1 'WeJml~BEJ\'1:: <9>0 'IJB\Irll~\I'IJB\1 LdBer'IJ1EJ \~~'llJB'lJ~?I~EJ1tlf11li'B\I 

II .... \J , '\J 

VJ'l'V!l.J~bL\'1::-ru HYi'.:JV!lJ~ 1 ~LL~1L?t1'0JmEJ 1 'W rio l'W 

'11~~ ® bU'W~1'W1'Wb~'tJ 1uei'm1~€JEJG'l:: <9>0 'UB\Irll~\I'IJB'l LdBer'UlEJ \~~'llJB'lJ~G't~Elltlf11ii'B'l 
II tl \1 , 'U 

Yl'l'V!lJ~Lbfl::-ruHVi'l'VIlJ~ 1~LL~1LG'I1'0JmEJ1'W rio l'W 

'11~~ g) bU'W~1'W1'Wb~'tJ1'WeJ(;l')1~BEJG'l~ <9>0 'IJB'lrll~\I'IJB\1 LdBer'U1EJ\~~'llJB'lJ~G't~EJ1tlf11li'B\I 
II tl '\J , 'U 

Yl'l'V!lJ~Lbfl::-ruHVI.:JV!lJ~ 1~LL~1LG'I1"'ilmEJ1'W rio l'W 

\11~~ c:e LU'W~1'W1'WL~u1uei'm1~BEJI'1:: <9lo 'IJB'lrh~'l'IJB'l LdBer'U1EJ1~~'llJBU~G"t~EJ1t~ntii'u.:J 
1.1 II '\.1 , '\J 

Yl'l'V!lJ~Lbfl::-ruHVI.:JV!lJ~ 1~LL~1LG'I1'0JmEJ1'W rio l'W 

'11~~ tt bU'W~1'W1'WL~'tJ1'WeJ(;l')1~€JEJG'l~ <9>0 'IJB'lrll~\I'IJB'l LdBer'IJ1EJ\~~'llJB'lJ~G't~EJ1rlf11ii'u'l 
II II 'U llj 'U 

VJ'l'V!l.J~LLG'l~-ru HVI.:JV!lJ~ 1 ~LL~1LG'I1'0JmEJ 1 'W rio l'W 

'11~~ b bU'W~1'W1'Wb~'tJ1'WeJm1~BEJG'l:: <9>0 'IJB\Irll~\I'IJB'l Ldmr'IJ1EJ \~~'llJ€l'lJ~G't~EJ1rlf11li'B\I 
" ' " .X'l'V!lJ~Lbfl::-ruH.X'l'V!lJ~ 1~LL~1LG'I1"'ilmEJ1'W rio l'W 

'11~~ rrJ L uu~1'W1'WL~u 1 uei'm1~uEJ1'1:: (9)0 'IJB'lril~'l'IJB'l LdBer'IJ1EJ 1~G'i'll..luu~G"t~EJ1r~ntilu.:J 
" ' " 

.X\I'V!lJ~bb\'1::-ruH.X.:J'V!lJ~ 1~LL~1LG'I~"'il.fl1EJ1'W rio l'W 

'11~~ ~ bU'W~1'W1'WL~'W1'WeJm1~BEJG'l:: <9>0 'IJ€l\lrl1~\I'IJ€l\l LdBer'IJ1EJ 1~~'llJB'lJ~G't~EJ1tlf11ii'B'l 
" ' " 

.X\I'V!lJ~Lbfl :: -ruH.X\I'V!lJ~ 1~LL~1LG'I~'OJ.fl1EJ1'W rio l'W 

\11~~ (;;<( b uu~l'Wd'Wb~'W 1 'Wel(91')1~BEJG'l:: tt '1Jmri1~\I'IJ€J\I LdBer'IJ1EJ t~G'i'llJB'lJ~G't~EJltlnlii'B\1 
" ' " 

.X'l'V!lJ~ Lbfl::-ruH.X'l'V!lJ~ 1~LL~1LG't~"'il.fl1EJ1'W rio l'W 

\11~~ (9)0 L uu~1'W1'WL~u 1 'WeJ(i1~1~BEJI'1:: tt 'IJu'lril~'l'IJB'l Lduer'U1EJ 1~~\ll..luu~G"t~EJlr~ntilu.:J 
" ' " 

.X'l'V! l.J ~Lb\'1::-ru H.X'l'V!lJ~ 1 ~LL~1 LG'I~'OJ.fllEJ 1 'W rio l'W 

'11~~ <9><9> bU'W~1'W1'WL~'W1'WeJ(;l')1~€JEJG'l:: tt 'IJB'lrll~'l'IJB\1 Lduer'IJ1EJ\~G'i'llJB'lJ~G't~EJ1tlf11ii'B'l 
" ' " 

.X'l'V!l.J~bb\'1::-ruH.X.:J'V!lJ~ 1~LL~1L?I~"'il.fl1EJ1'W rio l'W 

\11~~ <9>® bU'W~1'W1'Wb~'W1'WeJm1~€JEJG'l:: tt 'IJu\lrll~\I'UB\1 LdBer'IJ1EJ\~~'llJB'lJ~?I~EJ1tlf11ii'u'l 
" ' " 

.X'l'V!lJ~bbG'l::1uH.X'l'V!lJ~ 1~Lb~1L?I~'OJ.fl1EJ1'W rio l'W bb\'1:: ~'l'V!l~ 1~m1'0J-r'\.JlJB'lJ~\I'IJ€l\lb~EJ'lJ~BEJbb~1 



~. B(;l'a1Fhtli'u 

fl1tl1\J(;11lJ bb '\.J'\.J~qj ty1sffeJ'111EJLb 'U'\.J'Vll mBm'f1'jtl'J~f)d~'j1 fl1~h~ f1Vl'S€J'U mHr VI1B-ffB l'lf1~.:1 sffeJ 

'111E.JLU'UVI'U.:i~B 1 ~Fi~ 1 'UeJmTrmm~ o .lvo '11B.:i'J1fl1fl1~.:!'1JeJ.:~~EJ.:i1lJ11111'ul.leJ'UI'iBi''U 

~'Uu~m'Jtl'J~m~'J1fl1~ib~nVl'JBUnA ~.:~1111vh~ruru1sffeJ'111tJ I'll l.lbb uu~.:J'j~'IJ 1 u-ffB C9) .Q"l VI1B 
\1 "" v , 

vi1-ffBI'l n~.:~sffeJ b uu'VIu.:~~ B bb~l ul'imru '1~ 111 B-:~1'utl 'J~ nufll1l-l'1h 'J~u n'I'I~B-:~'11 eJ.:~~.:~'lJB.:~~sffB'111 tJ~d'i~~u.rntJ 1 u • 
'J~tJ~nm1lJumJn·:h C9l U uu5~'11f1l'U~ ~.:!VIl~ 11111''1JlJB'IJ~.:i'11B.:!L~tJI11B.:i1u~~f1T'j'1feJl.lbb'll:Wbbtl't'111m~m'J1111 
~vl.:ib~:W.flltJ1'U Q"lo l'U uu5~'11f1l'U~11111'ubb~.:ifll1l-l'll1'J~'\.Jf1'V'deJ.:~ • 

(0)0. oiie:~a.:J1'Ua'V1~1 um-a~uoiimaumb~ ::~u 6J 

b~'Wfl1~i.'l~cl'1VI1'um'Jsffe:Jfl~.:~d 1111m'l1m~u.:~utl'J~mrutl'J~"il1u 'V'U'L lverb'o:> • 

f11'j~.:J'U1l.l 1 u~ruru1'l~m~vi11111 l'iB b~e:J~.:~VIi'~ 11111'uvul!~ib~u fi1~i.'l~'l1m~u 
IV IV , , 

.:~u tl'J~mrutJ<j~-;J'1u '1'1.1'1. lverb'o:> bb~lbvhJu 

C9lo.lv b~€1~-:I'VIl~ 1111~~b~e:Jn~~u.ffmi.'l'Ue:J'J1tJ 1~ 1 ~b U'U~'111tJ bb~~ 11111'1 n~.:~sffe:J~.:J'lJe:J.:JI'lll.lf11'J 
~ ~ 

tl'J~m~'J1fl1B b~ nVJ'je:JU nA bb~l ~1~'111 tJ'l~lli'e:J.:~i.:~VI1m11~.:~'11e:J.:i~.:~n~1l b.ff1m'l1n 1'11-:~tJ'j~ b Ylfl bb~~'11€l.:!J'Uili' €1.:! 
~ 

,horr1:w11~tJV11-:~b1e:J1 'Ub~'Um.:~~ii b1e:J1 V1 tJ b~'Ue:J ~ bb~~i.'l1:w1'Jt11 ~u~m'j1''1J'11'U 1111mlJ~1'~lJ'U 1'1111m'Jm~Vl'Jl.:~ 
~ ~ 

All'U1A:wtl'J~ ml"! ri1VI'U~ ~~'U.ff€1 b?I'U€1~.:~ b uu~'lJ1tJ'l~lli' e:J.:~tJ5u~ 1'11llf1!J'VIll1 tJ-:i1l111 tJ m'J~.:~ b?l~:w m'J'/'11 ru'1ltJ'U11 
" ... "' 

~.:I'U 

(C9l) bb~.:Jf1l'ji.:~VI~m11~.:~'1Je:J.:J~sffe:J'111tJ~.:~n~11b-ff1m'l1f11'11-:~tl'J~bVlfll'ie:Jmllb~1vh 
mtJ 1 'U gJI i''U uu~.:~ bbl'ii''U~~'111 tJi.:~ Vl~e:Jsffe:J'1Je:J-:~'11n ~1-:~tl'J~b Ylfl bi''Ubb~ b U'U'1Je:J-:~~1'~ll'U 1'1111m'Jm~Yl'J1-:~flll'U1flll 

~ ~ 

tl'J~f111"!tJm1'U1 ~m'JVln 1~m~e:J~'U 1111 • 

(lv) ~~m'J1 ~~.:J'1Je:J.:J~sffe:J'111tJ~.:~n~1lm'JVlf1 1~m~e:J1 VltJ Vl~m~e:J~ii~V16b~'Ub~mnu • 
b~€11 vw '11f1~1.:Jtl'J~b VlflmEi'.:~tl'J~bVlfl1 VltJ bi''Ubb~'l~ 11111'ue:J'Uru11'1'11nmllb~Tvh 1 ~m'JV1f1~.:1'1Je:J.:JJ'U 1~m~e:J~'U~ . "' . 
m ~b~€11 VltJ ~.:l'l~lli'e:J-:~11111'ue:J'Uru1(;1 b~'U,r'Ufle:J'lJ'IJ'j'jV]f1'1J €1.:1 ~.:I b~e:J~'U VI~€} b U'U'1J€l.:i~1'~:W'UI'l111 f11'Jf1'J~Vl'J1-:IfllJ'U1fllJ 

, "" , o;U 

tl'J~ml"!tJmi''U 1 ~'\.J'J'JVln 1~m~e:J~'U • 

~.:~ b?t~:w m'J'I'I1W'1lCJ'U11 

C9lo.Q1 ~~'U.ffm?I'Ue:J~.:~~.:~VIi'~ M~~b~e:Jmb~l 1lJ1 tlvi1~ruru1VI~e:J.ffe:JI'ln~.:~sffe:J bU'UVI'U.:J~€1 
~ "' "' 

.fllCJLubl~1~fi1VI'U~ ~.:I'J~'IJ11t'U.ffe:J gJI ~.:!VIl~'l~~'\.JVI~f1tJ'J~tl'Uf11'J~'U.ff€lb?I'U€l Vl~m1tJn1e:J.:J'l1f1~€l€lf1VIlJ.:i~€l~1 . ~ 

tl'J~n'Um'J~'U.ffm?t'Ue:J'r1'UVi bb~~m'l~'l1'JW1b1tJ n1e:J-:~1 ~'1l~ 1~fl11ll b~ tJVI1tJ~'U (~1ii) 'J1ll~.:J'l~~'l1'Jru11 ~b U'U~~.:~ 
" ~ 

.:!1'U m:w'J~butJum~Yl'j'"J.:Jm'Jfl~-:~11111ltJf11'J~~<tle:J~~~1.:!bb~~ f11'J'U~V11'J~?I~.rnfl1'~ . ~ 

C9lo.CO:: ~.:!VIl~i.'l.:i1'U~V1B~'l~bbm'11b~:Wb~ll b~e:J'U 1 '11 Vl~e:Joffe:Jfi1VI'U~ 1 'Ubb '\.J'U~qjqj1VI~e:J-ife:JI'lf1~.:! 
~m tlu'V!'u.:~~e:J 1 ~btl'U 1 tll'l1llfll1llb ~'U'1Je:J.:~cl'1'ti'n-:~1'UeJtJm'Ji.'l.:~?t~ (~1ii) 

~ . 
C9lo .<r 1'Umru~be:Jf1?11'J bb'UuYi'1tJbe:Jni.'l1'Jtl'J~m~'J1fl1Bb~nVl'Je:JunAd iim1:worr~VI~e:Jbbtf.:~n'U 

~~uoffmi.'l'Ue:J'l~lli'e:J.:~tlf1~~'~1:Wri11u'l5 tJ'lJe:J.:~~.:~VIi' ~ ri1iu'ltrtJ~.:~ n~11 1 ~~ m U'U~i.'l~ bb~~~~'Uoffe:J b?I'U B 1lJii~Y16 
'U 6J q " 

b1tJn1e:J~fi11i~1tJ1~1 b~l.lb~ll 



C9lO. b ~~'VIll'leJ1~th~n1i'ltlflL~ f1n1'J~I'l~€l btJf1'iW~€l1 tJi1\!if11'ltJ~~~t!-ifm~t!€l ~~L~tlf1~€l..:J 
" 

fhL~ti'VI1tJ11'11 ~1f1~..:J'VIll'l hJ1!if 

(C9l) ~~'VIll'l hJ1!if~U n1'J~I'l~'J'JL~t!~~~ 1 ~ t! n1'J~I'l~€l'VI1€lm!if~U~I'l~'J'JLL11i1lJ L .WtJ..:J 

V'l€l~~~vl1f11'J~I'l~€JP'l~~d~€l1 tJ 

(l!J) iim'Jm~v11~L-if1~m'.lru~~~"'-ifm~t~€l~'llt~~m'J~I'l~€l'VI1Bmlil~um'J~~'~L~€ln ij 
" ~G'lU'J~ 1tJ'lltHJ:wnt~ 'VI1€lij~1t! 1!il L~ tJnu ~~t~-ifm~t~m1tJ~t! 'VI1€loU'I'l'1J11~f11'JLL~..:~oU't~€l~1..:J L Ut!i)'J'J:W 'VI1€l~:WtJ€l:wnt~ 

" 
nu~~t~-ifm~t!€l'J1tl~t! '1111€1 L ~1'VI'U1ffi t!f11'J L~t!m1fl1 'VI1mi€l·:h m~vl1 f11'JV1~~(11 ~t! 11'11 t!f11'J L~t!€l'J1fl1 

" ' 

(<t) f1'iW~t!1t!vl1t!€l..:JL~t11tlU (C9l) (l!J) '1111€1 (m) m:w~fi1'VIt!l'l1t!f1!Jf1'i~Vl'J1..:J ~..:J€l€lf1 
(111l.J fl11:W 1 t! fl 1l'VIl.J 1 tJl1 !if1 tJ f11 'J~I'l~€1~ 1'1 ~ 1..:1 LLG'l~ f11'JU~'V11'J~~ l'l.fl1 fl-r\1 

':.J ' ... 

~~ . nT-atJ~u~911:Ufl!JVI:U1mb~::'J::btit:Ju 

1 t!'J~'VIi1~'J~tJ~ L1G'11 f11'J~€l ~~t~-ifm~t!€l~1!il~u m'J~I'l L~ Bn1 t~\ tlt!~'1J1tJ~€l~tJDu~ (111:W 
" " :..I 

'VI~ n Lnru"fi~ n!JVI:W1tl LL G'l~'J ~ L u tJu 1!il ri1'VIt!l'l11bl'ltJ LA1~A-r 1'1 

~l£1 . m"atJ"a::bil'U~~nTatJ~u~..:J1t!"l..B ..:J~tJ"a ::ne:~um"a 

~~'VIll'l ~1:W1'JflU1~G'ln1'JU~tm..:J1t!LL~1L~~~(111l..l~qjqj1'1J€l..:J~~t!-ifm~t!€lm!if~u f11'J 

~1'1 L~€lf11 '~XL Ut!~'1J1tl b ~€JU1l../1U'J~ LiJt!~G'l f11'JUDtm..:J1t!'1J€l..:J~U'J~ f1€JU n1'J 
" :..I " 

~~d '1111 n ~~ t~-if €l L~t! v~1!il ~u f11'J ~ 1'1 L~ eJ n1ll ~ 1t! Ln ru svl~ ri 1'VIt! ~'~~ ~ fl m ~~u f11'J ~ t~-if€1 L~U€1 
" " 

'VI1€l'V11~t1Jt1J1tlU~..:J'VIll'l H~1m11 



Phenytoin SR <Ol oo mg capsule 

h.:j'V'II:J1U161\Jl'a~nT~Vl'U~61 ei1 bll e.J\il'a ~ n1"aVl'lJ~61 <5'-:j'Vf11ile.JU61'a1'Ul51lJ , 
<>l. iiilln Phenytoin SR <Oloo mg capsule 

"'"'"' 1tl lfl. ~rum.JU®'Vl1 

tv.lv ~1'Utl1~m.Ju 

lv.m i1l'U'U~'IJ'j'j\J 

b U'U 1:.11 b~lil bbfl tl ~~ vv n ~'VI B b D'U 'llii lil ~utl 'j ~'Vl1'U 
tl1~nvulii'1t:.~l'i11:.11 Phenytoin <9loo mg 1'U <9l b~lil 

'IJ'j'j\) 1 'Um'll'U~Uiil~ii'Vl thJ.:j n'Ubb~.:j bb~ ~fl11l.l~'U 
' -'j~'IJ~vt:J1 ~1'\.Jtl'j~nvul'i1t:J1~1A'ruu~~fl11l.Jbb'j~ l'U~~\il l'U~'Uv1t:J b~'U~ tv .ct u~1n 

' u ' 

m G> Finished ~roduct s~ecification 

tv . Identification 

m. Dissolut ion 

ct. Uniformity of dosage units 

ct. Organic impurities 

USP ~<>l 

~ct.o-C9loct.o% L.A. of Phenytoin sodium 

-1lJ di'U ctct%(0) of t he L.A. of Phenytoin sodium 

mt:J1'U mo 'U1Vi 

-1lJdi'U bet% (Q) of the L.A. of Phenytoin sodium 

mt:J1'U 'i::>o 'U1Vi 

-1lJ uv~:.~n11 (11/oo/o (Q) of the L.A. of Phenytoin sodium 

mt:.~1'U C9llvo 'U1Vi 

- Phenytoin related compound A : NMT o.ct% 

- Phenytoin related compound A : NMT C9l.o% 

- Any individual, unspecified : NMT o.lvo/o 

m.lfl Dru~ substance s~ecification : Phen;itoin sodium 

~~.o-C9lolv.lv% L.A. of Phenytoin sodium 

tv. Identification 

m. Organic impurities - Phenytoin re lated compound A : NMT o .ct% 

- Phenytoin re lated compound A : NMT o . ~o/o 

- Benzophenone : NMT o .<9l% 

- Any individual, unspecified : NMT o .<9lo% 

-Total impurities : NMT o.~% 

ct.Loss on drying NMT C9l.o% 

ct.Heavy metals NMT lvo ppm 

/CA 
th::: i51'1.Jn'i 'll.Jn Ti 

n'l'll..lnl'l ~cr- ~it) 
n'l'll..Jnl'l r 



-... , 

(declare) bb'VI~'I~~I'l 

(j),(j) 1u~1ri'tym~~'UVI~LUEJ'U\i\'T~\JEJ1 (VIEJ.tv VIEJ.rn VIEJ.cs:: LL~1LL~mru) 
(j).(j) . (j) 1 'Umru~dJ'Um~~~~'~1 '\.J'\.h~LV\1'11 VIEJ 'VImEJfi.:~ VIEJ.tv 

1 q.J ~~ 0 t.l ~ ' ~ 
(j),(j).lv 'Ufl'H1J'Ylbu'UEJ1'\.J1b'U1b'\"l€Jfl1"ibb'\.N'\.J"i"i'il 'VI~1EJtl'l 'YlEJ.rn 

' 
(j).(j) . bfl 1 '\.Jmru~dJ'UEJTtllb·V'T~ 1 n~1.:~'1.J~~bV\1'1 'VIl.J1EJfi'l VlEJ.cs:: 

1 ul"i1'U8~'\.JVI~b UEJ'\.JEJ1 VlEJ . G) 'U8'1 EJ1~ bi.'I'\.J8~1f'l1 'W~8m1EJ~~LB EJI'l-x1oU'8m~muAl.Jf'lruilTW 
'll8'~~~~'~.tlrusvil'!1l.J~~'\.JYl~buEJ'\.J (finished product specification) mru~8~~~~-h,.:~m~ 
b 'I.J~ EJ'\.Jbb 'I.J~'l bbm 'U b ~l.J b~l.J"il~ ~8'1 bb '\.JU b 'Elfl1.'11 ~'VI~'El~1 b '\.J1il1'W~ 1EJ fl1~'U 8 bbm 'Ul.n'W ~8l.J 
finished product specification 

~. b'EJfl~111'\.J1'EJ'Il.J11'11~1'\.Jfl11~~ 1'1 EJ1 ., 
~.G) mru~tJ1 ~~1'lb'\.J '\.h~bVIA1VltJ 

~~~1'1~8'l~~1b '\.J1il1'W~ 1 EJ'VI'U'I ~81'm8.:~m ~'~~~1'\.Jm~ ~ ~ ~'~ EJ11'11l.J'VI~ n Lnru'i'ii5m~~~ '\.J 
~ ~ 

m~~~I'IEJ1'U8'lm~Vl~1'11.'1151~ru!.'I'U (GMP) 1'U'VIl.J11'1EJ1~b1.'1'\.J8'U1EJ 
' 

hl!:! mru~biJ'Uti1'1lwu1\l1fl~1'lth~bYlA 
~~~~'~~8.:J~i.'11b'\.J1il1'W~1EJ'VI'l!.:~~81'm8.:~l.J1m~1'\.Jm ~~ ~~'~EJ11'11l.J'VI~n b nrusvi15m~~~1'U 
~ ~ 

m~~~l'lti1'U8'1'1.J ~ ~bVll'l~~~l'l 'V1~8 Certificate of pharmaceutical products 

Q'l . t11~ b~'U'EJvJ'EJ'IbU'\.Jt11~u~,;YlbU'U~~~~'~'VI'i'EJ~bbYlWih'VI'll1ti (bb~l'l'lb'EJn~111u1~'l) 
'U 'U 

cs::. b'EJfl~1~Aru~mHlJ~'U'EJ 'I tJ1~b~'\.J'EJ~1Fl1 ( 6'i1b'\.J1il1'W~1tJ) • 
cs::'.(j) ~~m~mT'illbm1~~Arum'W~~I'!.tlrusvi'U8'1~~~~'~ (Certification of analysis) 1'U1'UEJ1~~'1 

' " ' 
b U'Uiil1 8 ~1.:~1 'Um~ bi.'I'U 8'U1EJ"il1 n~~~l'l'VI~8"il1 fl'VIU1 EJ'I1'\.J ~'\.J~ n ~~ Vl~ 1'11.'1151~ru!.'I'U 1'm8.:~ 

" ' 
cs::'.lv ~~fl1~1'1~1"illbf'i~1~~~rum'W11'l~~u (Raw material) 'U 8 'llil'1 EJ1 1.'11ri'ty~t-tl1'Um~~~I'IEJ1 ~'I 

'U8'1~~~1'1EJ1 bL~~~~~I'lll'l('I~U~bU'U1'UL~EJ1tl'\.J u~~bU'U1'Ub~EJ1tlUEJ11il'18~1'l~~'~ 
'\J '\J 'I , , 

<t:. ~18~1 '1 tl1 

ct.@l ~Li.'I'\.J8~1m ~8'~~.:~1'118 ~1'1EJ1l.J18~1.:~u8EJ (j) 'VItJ1EJm~"J.tlrusvi~.:~ L tJ'\.J(;]'1bL Vl'\.Jbbi.'llil'~~1EJ~~L€iEJI'l 
" ' 
1~f'I~U~1'\.J l'lll.J~rl1'VI'UI'11 '\.J-x1.U8f'l(l.li.'ll.JLJ~~1 1'1.JoU1'l~'\.J 

' 
b. m~'I.J1~ n'\.J!'lruil1'Wtl1~~'ll.J8U (bb6'll'l'lb8flm1m11U'\.h~n'U) • 

'o:J .(j) eJ1EJ'U8'lEJ1~~'ll.J8UtX8'1hJ1J'8EJfl';h (j)I!J b~8'\.J 'lJU "iJ 1f1l'\.J~ ~'ll.J8U 
' 

b.lv EJ1Vl fl'l11'1~~'~l.l8U "ii~tX 8'1~.:11.'11 L 'U1il1'W~1 EJ 1 u1'm8.:~ ~~m~m1\ll Ll'l~1~~EJ11'U~~'ll.J8U'U8'1 
' ' 

~~~1'1 
" 

tJ.rn 1'Umru~'VIti1EJ ~1'llm~vhm~~l.J(;]'18~1'~EJ1~~'~l.J8uL~8~'~~'~~1"iilbf'I~1~~Arum'W 'VItJ1EJ 
' ' 

~ 1'll m ~"ii ~ tX 8'l'Yi 1V1'l! .:~ ~8 ~ 8'1'll 8 (;]' 1 8 ~1'1 11'1 EJ ~'ll1 EJ "ii ~ tX 8'1 ~ '~ EJ 1 L ~ l.l €i n V~1l.J Iii' 1'\.J 1'U~'VItJ1 EJ'I1'\.J 
~ 

~1'llm~~'ll'l~1"iil Lm1~~u~~ L U'U~1'u ~l'l'll8U~11 oti~1EJ~ L~ EJJoU8'l1 '\.Jm~ V~~1"ili Lf'l~1~~ 
" 

Arum'W 1 'Umru~"Wu11EJ11l.!Ltl'U 1 'I.JI'l1l.JI'lru~ n~ru~Lu'W1~'U8'l'VIU1 EJ~1'llm~ u~,;Vl "ii ~~8'~ 
' ' 
ti1EJ1i'\.J~~~Vl1 'V!l.J~b oU1l.J1m]1'\.J~'Il.J8U 1 'VIb ~'I'WEJ1U1~ ll'lEJ 1l.JAvlfl11 otl~1EJ 11'11 il1EJ 1 '\.J rno 

l'U'lJU"iJ1 fll'UmtiJ1'ULL ~'l"ii1 fl l ~'l'WEJ1U1~ bb~~'U81.'1'!1'\.J~Vl ~1l.J1'U~"il 1~(1.11 n1~Li.'I'Utl11f'l1 EJ1 

!il.:~n~11'll8'l~'U1EJLL~~/'VI~8~~~~'~1 '\.J\'1~'1~8 1 'lJ 
" " 

tJ .cs:: ~'U 1 EJ"il~tX8.:J1'uL 'I.J~EJ'UEJ1 L~8m1n~'VI l.J I'lm~ 'VI~m~mnW~ m ~ L~8l.J?Im"Wiii'1 EJ'I.J~~m~ 11'11 n 8'\.J 

FlTv1'\.J\il [GJy 
t! 'l ~1511.Jn'l'll..J n l'i 

n'i'l l..J n1'l ~C" llll{ 

n'i'll..Jn1'l } 



d 
g)), b B m11'HJ'U "1 

gj),(j) 1umru~'UVl~bUtJ'UtJ1lJ1l.nf1f1':i1tv tJ ~~lil'B.:JlJ~1b'U1il1Y-l~1tJt:.J~m"iPim~1 Long term 

stability \>lllJ~~'Ub ~lJb~lJ 1 'UVl~b UtJ'UtJ1l.nbb?l~'l bb~~ 1~1''Uf11"i~'I'U1l.l1''U"i'El'lb'El f1?11"i~1f1~lJ 
i1'1u1~·~.m.:~u~~V1 

g)).\v 1 'Umru~uVJ~butJ'UmmuBtJn'h tv tJ ~~lil'B.:~i1~1b'U1mY-l~1tJt:.J~m"iPim~1m1l-lfl'~l'i'1'llB.:J tJ1 

'U~~Vl 

g)), m m ru~1lJ 1 'li tJ11il'U bb 'U'Uiil 'El'llJVI~ f1 1i1'UV11'1i'll1 f11"i~ b ~ 'El~ B1~ bb?l\11'1 t:.JG'l f11"iPi fl'\~11 fi.:~ ... 
Bioequivalence study 1 'UlJ~~~btl~tJ'U bVitJ'Utl'UtJ1!il'Ubb'U'U ~.:J b'IJ'U hJmlJVI~mnru't'lm"iPif1~1 
~1~l.llJ~'llmf1B.:Jfll'Ufll.ltJ1 m~Vl"i1'1~1 5 1"iill~'ll "' 

\J ' ' 


