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v v - Jd w i - i q 1 v o 6l o. 4 !'-.. - 4.^oo.d {lvrinalrudyrSvi0vurn Lrrv'ltJrgirJt{ouLlJ v:otonluuo Lurtljlia[ufu'114:01J0nna{qj0

r{J u ra rir fr o lrfr rfl uhJ n r l n 1 1 }.r ni u I o r cir rin r r u du n 1 : q.i q n ( fi 1 il' )

oro.d "[un:nifirond1:uuuviluronfirTd:sn?n11n16rfinvr:ofinrifi finrrrlrirnaiouri.rriu

{dudorauoov6'ouJfru?nr:rririfro#utord'rvipr r{rifrodueisnrirrt#fiorflufiqrr riav{6udouauohjfif;uB
4 Y I qY I q -i
t:un:0{n1 !to1u Lo6M\iltn:.1

oo.b 6'.rrainororJ:snlflunrAnnr:i'erdolun:firiohJdid'Ierufi{'Eiudotauoosriuniol

rirrf; ur,tra"Lpr 1 rrnd''rraiorlilt6'

(o) o-rraiprtilteiiunr:q-oa::riufiov'[d"tunr:o-p'dora6ofileiiuo-na::uritrir,fiuqno
tYYv4oU4vdlIl

vt0vil1 n150 Frfl oFl:{uFr 0 tu
d o A v u vA Y A - & a dYY- u 4

(te) lrnr:n:vvirvitrtranUruvryUUl0tAu0yllJuunlsancjo14:oylLfisUnlsanLa0n

firlarJ:vlumjitrri'u y:'ofieirutrirf,un-u{dudomuo:'ruo'u uiodotrrrnr:mjrduod'xttJuo::li fiiaauuoil
u v y1 v 4 4 v v -ic 4 | ' 9 s 4-.q-q-
fl=un'uatEutotauosludu u5ot0ruurfi tunr:tauo:1FI1 v:oa0?1n:villn1:ua:n0u Lo lunl:tauo:1rl'l''-- -'rr- I

( m) n t : vit n 1 : o-fl ;f,t u Yo dui ttrj o r t ri olri'ufi pr nr u uf, a u r u Liri q-tur-n rai o n : v u t ri o
,sd

uTv Lutual0'1T{us

(a) n:fi6u1uliruo{tdu'tfiu (o)(to)r,rio (*) nrilfiritauqlunln:vvt:?l6loonnr:t
orvv&-u

n't'tlJ Lunfl vlJ'ru?14? u n1:a ac,o0no1{ $av n1:ur14'l:?,lafln1n:g
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oo. n1:dnu'An1ilnfl uil1u uas:v rfi uu

6l r & yA v A\ y- v 4 4 y 6t y y ,€ ea
LU:V14?',]{:VUVt?A1n15CJO ruUUlJOtAUov[A:Un',]:nntA0ntiltUUrJlJ',rUAO{UlUnFrl:J

ra#n rnruq{fi nfl fi il'ru ravrvrriuulriririlunliln u rnirnin

o b. fl r rd : v rfi u nr a n r :rJ fr rio.: r u t o.r rftJ : c n o u n r :
v u o ,aua v d v uA v Auvu v 4
0{14? n aM:0u'rr,ra n'r:ufl un{lutta? tfi :Qn1}Jfi 6ury110{r,r uul0rffuoyt Lnlu n1:nn taon

6t y dt v A o I a rA va y I'Lr,t rtJu{tru rfr odurrJ:v r"fr uzua nr:rJ nri6lrurorr.irj:vnou nr:
!4!

4 X v4 v Auv- v 4 u | | rio - A v
vr'ril rarn4'u*udorauofit6'iunr:rYo16ontrir.irurnrus{firiruuo0vnn:uiun1:Uurlotauo

4 o W v v v UYt
14:0vr'ra cufulnlJfl {14?fi L?lJ?Ft:'r?
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tt'l Phenytoin cap ooo mg extended retease
.lo

lJ 0.1 [T{V{ U 1U1 A fl 1 |t]l { [TlU:

9t

o. n?1il60{n1T U1 Phenytoin sodium ooo mg protonged-retease capsute, hard, o capsute

sl'luru doo,ooo r:ior (GPU : enoenbdet)

u I a A os ia a u

ro. inqrJ:va.rr{ tfiolffLun1:n?!qilo1n1:dntfinfifinr:rnir-n:vqnfi'{6'? (grand mat.) unvnr:dntfio

complex partia[ (psychomotor utav temporat lobe) ttnvr{rrairt{florriuuavfnrgrolnr:t-nfiufiqtsu
lAatul

:vt1?'l{1,1:01,1A{ n1:tJ',l01Flfi lJ0{ [|AVu:VA1yl

sn.nruaurifiri'rtrj
q

en.o gtJttuu
c!,t d o v v d;

[u u u't t]J Ft fi 't 14 :u 5u lJ :vvt ]u uua o 0 n 0 vlo tuu

en.b eirurJ:vnou rJ:snoupirud'rur Phenytoin sodium ooo mg lu r unrilga

u : : atu n r { u v tJ er afi u rJ o r nlu n r u du ua, u : :q rYrue{fl o r rYu ita.i
tl

v

- :u!fi o u'r rirurj:v nou fr'r urdrrTru uav n?l:l r!:r {u26 n {ufi uor uqvt
d a d o v \V I v V 6

tn t il ti n fi !tn v tn ?J?1v Iu u u Fr1 :u u 1 [? 0 u'l{ ua t0 uu uu ::1R 6u%
tvwA4Jvl

- uufl'rlJuvu::1u'r0u'r{uouFl0{:vLllJou114:01J0111{n1:Fl'r fi 'ruu5un0u
o - { \Y I v

n?ula1n6utLavrulfl n?lilt|:{fl o{u1 ralllzuan ?ufl uolu L?0u1{?J9ltQuvq

VAA
d.nfudxludul{runun

I

r.inn'r:Fr:?oirn:rvv{nrrunriltflulilsru Finished oroduct soecification ruau Druq substancet.
., iv o y o a 4 u a rv d I

soectrtcarton ?101{d'iarnmd'tsiriut6urnu {{LftQfivru!uuunodlfin{lufi[uvn:5iln'r:o'r141:!!avu1
& X u o - &vy 4 v d, v J a | 4 q t I v o v ol

n:vvr:?{fi'tD]:tuqlj v{urflatF115uvrLlJo'r.i0.lFl0{tuuauuvltvluulvl1v50 tmin?1:J'191561utnff?J9]'l:u tfl
aiov-i

rirYr:r,tfiq nlilrJiun''lfln:vvr:'r.iaro'r:{uqr r€or :vqoir:1u'r v\.11. teddb a{?nfr oo L}J1e'tu1t t\.11.

ioddb (nuj:vnrnlu:ltnaa1urunu1 iufi ro frfluruu il.rl. teddb)

Finished product specification' efrenytoin protonged-retease capsute ooo mg.

m.en f,l1lJUUUtr5Qt

en.d flfi1fl

i

i

v
lJ0 Test items Specification

o ldentification test Meet the requirement

t9
vov

u:lJlturl'l u'16'lFr[u c(d.o - ood.oolo of labeled amount of Phenvtoin

6n Uniformity of dosage units Meet the requirement

d Dissolution test Test o - NMT a@/o (Q) in eno mins.

- NMT uoo/o (Q') in bo mins.

- NLT s'lo%o (Q") in otoo mins. uio

Test Lo - NMT dd% (Q) in eno mins.

- NMT v&o/o (Q') in bo mins.

- NLT e'loo/o (Q" ) in obo mins.

b/d. lmpurities...
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lmpurities

Diphenytglycine (DPG)

Diphenyl.hydantonic acid (DPHA)

Individual Unknown lmpurities

TotaI degradation products

Not more than o.d %

Not more than o.o o/o

Not more than o.lE 7o

Not more than o.d o/o

Drug substance specification: Phenytoin sodium (USP)

v
?0 Test items Specification

@) ldentification test Meet the requirement

lm
v9v

u ;l]'r tufit? [J'rfi 't Ft fu c(d.o - ooler.oolo of labeted amount of Phenytoin

6'n Related substance

-Phenytoin retated compound A

-Phenytoin related compound B

-Ranznnhannnavs,,4vvl

Not more than o.c( %

Not more than o.c( o/o

Not more than o.o o/o

d Heavy metals Maximum too ppm

d I oq< on r{rrino', ",/,, .5,

Dry it at 105 "C for 4 hours Not more than l.cr.d o/o of its weieht

uilluruq : o. n:rfifioqvvrfiauud'rnr:r{u (Waive) n1:er:?caouirn:rvrfnr:ln tri'durofla'l:ila-nfilil
u I d\v v^Y
n{fln1?vrLFl0uilnn?u

to. ri'rdo Disso[ution rrflv Uniformity of dosage units "lrffuu!tonfit:ttao{:luastduel

ri a n 1 :i rrr :'r v r.{ ra r n fi lfr $6'r : r u a v 16 u q fi t{J u fr"r ra rulfl u iur u coA

en. Drug subtance specification n-or:rurtrntrLitn:rvr,itol{26n Drug substance 14io

luirn:rvr,i Drug substance ?a{frzufrmurrir15ogrJ auillnrariurafir dlfinr:rr:roaouiunr:rvr,in:uTn

ri'rto
d qd

d. ['10UIIJOUdl

a.o r{rrurnrv{riruronfir:tdYuorlrgTnduvrvtfiuuEiriuerufios;rvilru"LurJ:vivrntvru rtasa{]Lter{

(decl.are) iuva'r2fin

d. or. o "[r.l r{r 6'ru nr :duvr v rfi uu riril u r ( yt u.lo yl u. sn vr u. a tt"dr urri n:6i)

- lrn, oiti,tr u u rfi zu a pr"Lurj : v r"vr nlvr u (vur u fi r u u.te)

- lun: rfi fi r{Juutir uir rfi 0 nl:$il{u::n (rarr ufi r v u. en)

- 1u n :rfi vr' i{J u u tir udr o r n qir ni: v tvr q (vrr u fir vr u. d)

d.o.to luri,roduvrvrfiuuu'r 14t).a/u.a ?0.iu'rfirauolrFl''r vrior:ranvro'unf'r{on15n?uQil

qilntv,tr0.12frnfiru,fi nufiduurrfiau (finished product specification) tuavrjoriTrauoqrunlv'{lJo{

inqfrl (drug substance specification) n:rfifioqj:vra'jxnr:trJduuutrJasrufftrutfirrfiu asfro{ttuu

ronat:c{lrurntvreitunrTrotrfil"t (u.a) rrnior finished product specification ttav/uio Drug

substance soecification Tpruro$fltrioui'urj:vn1rlil:sfl'lq:rnrotdnvr:ou'nei uavhirfru tg tl tu

iurj:vnrnd:v nr n:rnr 6 rSnvr:ofr n;i

snld.b t0nfi'l:...
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d.le ronfi 'l:iu:o{}.jrn:orun1:26nu'1

d.b.o n:rfiurfizun^n"[ud:vtvrrttviu frtln'fl010rfir{rrurnrvrrirur,rri.:a*oiu:0.:rrn:orunr:zufimarU4
a 6 6d ioq 4 d | 6t

n1ilun'nrnilvrrrnviBnr:frd'Lunr:zudnur GMP-PlC/S raiorfiu!ryi1 lJO{nivyr:?.iff'rD1:ruqr'tuv}lxnu'r
i-rs4u4ua6Ad
vrrauorltJ il!ua1qfl 9]ll.J:0un1:n:?aa0uLfiuilzuanl::l-J:o{fi{'tuuTunlflu:vn?fl:ln10tanil:0unff

d.te.ls n:nifir{iuutiridrtrnrirsrj:vtvn rizuasr6'orfirirrurnrnrirur.nirfioir:o{}J1a:f,'run1:rierru'rU4
v(adioq

et'luffa'ntnfu"/ittavT6nr:vt61unr:ria=nu'r GMP-P175 (Pharmaceutical Inspection Co-operation Science)

Iour,rrjrurru PIClS paarticipating authorities au-ua'tqfl s)'rtJ:oun1:n:?aaoulrrufizuanr:ir:orfir

iurj:v nrnrJ:v n'r Pr:'rn1 6 rF nvr:0fr nei

d.en !ofl fl ]tqiln1fl ?o.r urfi tauo:rnr (rir turnru rir u)

d.en.o tianl:fl:?a?tn:lvdqrunrilr.rfiprnYrus{areirrSogrJtor{r.rfim (Certification of analysis of
.\ 6l | 4 ! 6t u

ltntsned product) tuu'lIuvlff { tuuFr?0u'l.l

d.en.b tinnl:er:'raetrr:rvviqrunril?-rrqAuflo{Fr-ru16i'rd'ru (Certificate of analysis of Drug substance)
&q i, d, v , 'Y . : v ^vr LlJ lu n 1 : i.r a n u 1 : u vr fi { tu u Ft ? 0 u't { yt { 11 0 { t J zu a n u 1 ttn v zu 9i a n't n fl n u1UUl

(**"il1l'rur1.{4: n:fiu{Juulnd:J biol.ogicaL products plo.:nr: COA of Drugs substance tol{runoruT
v

rvitiu/n:datiut{Ju Sterite water for injection trid'orfi CoA of drug substance***)

d.en.en ronal:vltoua-ngrududurrrud'rvi'ud:vu'jr{iun1:zu6ntorr-nqGuruo.:6'ruriirrirg (Drug

substance) do a.*.t" rYriuni:2a-nto{runntirudure{rt5n;rl (finished product) do a.*.t
d.m.d.r'rnnl;finu1 long term stability,orr.irur'.tq"oroo'rfidurrrfluul{rfurirfnnuerruvn::}Jnr:

0'114't:!!av u1 n:uvt:?{ff '101:fufi 1J

ad, l.
d.en.d n:[ilriJuuln{r bio[ogical products fit{]u vaccines, blood products 6'olfiuonar:iu:ol

nr:zufi n (|'ot retease) rrnn:livr urfl ']aninrrttvril Ej' fl Tvll:'r{alo1:{u4fl

a.a fr'rodrrur
v v Y | - < A dt v 4 lv

d.d.or titAUO:'lFl'ln0{6{91'lOU'l.lU10U'l.iU0U o VU?UU::Atlfuvl 1J{tUUFl'lttvlU:lUAULOUFltfiU1
V d o 6l V u V u^ u ,l tY Y

n : ! n ? u n 1 lJ vr n 1 u u 9t t14 14 ? ? 0 q ilff lJ u Fr vr ? LU lj'r { a u

d. d n 1 Til T u ri'u q ru n l,r u r fi ei.r l o u ( tta fl .i uo n a r : n't Til T v n-u )

d. d. o u rfi eillr or fr'or fi o r uJrildhirio s n'j'r o fl riu o'r niuciqr ou
.irYtor6)vadrd!

d.d.b ulvln{?qyla{ilou asn0{ana-1tu'rfl'rfln1u Lu:u10{rinn1:n:?a'ltFl:1v14u'lluvlA{:.10u
a-j I u , !r :i d I

d.d.en n:fuvi14uxu{'1u:']1n1:vi'tn1:4!nx0u't{ulvla{}.J01Jtl\oa{n:1a?LFn'lvuqiln1v\14u?u:11n1:

cvriT rri.rfioforrarirodrsTnru{rauo:1nr (r1,rr,lu) ov6'orel.rurufudnnudrurufivilru:1fln't:ei{n:?o

irn:rvduavu{Juf iufrerro!rirlddrufilfiurdorlun'rin:?oirFr:'rv1,iFrrun1v\ n:fifinu'irurhirflultjgru
!la ' -iq'-- u ' zitauo:terrurav/qilnnuilvtaillv yu?u:1lJfl't:?Joa{1uail0L}.r:uv,re1:il1n1:[auo:'rFl1u1fl{fl41?'u0.il"

< voq U,{,
1450 t.I zua Fl LuFl:{91 0 LU

u ,u r v v 'i d q v 4 J{ 3, 4 y
d.d.d r.Jrfiuor'tFt'') (ri?'ru) ouF)O{:lJrtjauuu'ruJ0rJlLnau}]Fto1tl 14:0t}lotnnn15taoilan1v{91?u

U

, 6t I o <i 14 rd4 14

!:un1T LFI 
61 noufl 114U91 LFIU L!:JtnOU t1

4 dt zjv cl v -i - 4 Y d q I d

d.d.d n:oitljuu'lylFl0{rnu:nutilqilyq}J te-d 0.rFlltcjntflua rlo{illonal:Ltfi9l{ttav:!:o{'l'l}J

:u!!nlirfiurunsd'flriruru{Ju colo chain system fileiurn:ilusrllva-ntnruvi Good Storage Practice

(GSP iuav Good Distribution Practice)

t"',..,
I

I

! :'-i
t d / e..b [o nd I TO*I"J "1...
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d.b ronfil5au'l

d.b.o n:niurfitauohr"lrjur6'urtu! (original drugs) 6'o.rfitonar:2nn1:finu1 bioequivalence

?o.ru'lfirfiuo:rnru.Ji€rurfiuuri'uurd'uuuu Torai6nr:finrgr6'arrtlu'[rJmrlrua-nrnrusiuavuurr.Jfi'rifitl
ddu

n1:flnult1alJua10.iu1fi't3.rfulJo{Fltuun::}.rfl'l:0'ty1:ttavu1 nSuyt:?{415']:ilatueI
u & q du o v y
flou:vu run:[ue]?u'ra1nrulo{rJ'rFturru!fiuvtvul'uurioufl il.Fl.todend ruavrtluurlunrirrirfi

l"edr61 t4n. U'tvt:uu,a'toqLunqt Biopharmaceutics Classification System (BCS) Class en v5O d
ia- < u ,tJ" Ulvlilflflunl5'flulttnU (narrow therapeutic index druqs)

n. urfirirrinnruvn::lJn'r:o'r14'r:LLavul rJ:vnrrt'jT d'owirnr:finur bioequivalence trju ar
oaqr

nilrirLfiflanufru, zidovudine (azidithymidine, AZT), ur"[u;rJrturarfin-nrurJarnr:

rJa or.Jrio u fr'r uT r{rricy (modifled release dosa ge forms) u{Ju6'u

. ai a, v i v , 4 4 | q v u 4
d.b.Le nTfUUtUUqllU'lyln0{AvA''lUttAU/U:0tA0A1{n0ULlJ 910{tlzunn1:FIfl191n'l'ltlf'l{An1Y\vn{

-d4qvotVvvou
n1:avnluttau/il:0ta0Q't{ Lufit?vrlnun'lun1{d} n:uct?ullnva0qnn0{nut0na1:nlnutJ1

v ^ 
qv a u - X

d.e/ il tAU0:lFllUuUol] lfi U n tA nAryfUlnOunTU nlfi ufl f]{u
U

d.ed.o n:njruanr:rr:?aA'llernirvr.{urdo'rnn:lrivrrJ'lFl'raninr:uivrvrd raiorXoqrjflrifinr:dki'

:J1fiI:f,'ru ISO/lEC oe'rjobd lri,flrtlr'.tr1.r'rgr:fi1u{ori'rvrun"Lurj:vn1flil:vnxo:'tFr''}Atfinil:ofin;i
44

4avd^3d64vlou
d.6't.le n:fUzuA9ltltU%U'llJUFlUflnl:UnLnUnUQlnil0{FlA1nLnUfi1Un{'lUFlilvn:::Jn'l:0"1141Ttt0YU1

U

ql-&
tufl ? { t? n1ru 0 { ff [u ru1 a vcJ 0 Q vlJ'r u

d.e/.en n:finurJruvrlFrrunlv,te1nzu6gtri'ru",4'fio1aauri{zunFiorj:vfiu3zuauaunxt}Jilnoorn-uriod'r-hu
U

v[9]:uu1

d.d 141-r?u:1rlnl:roa{?uavrdhiiufrol:rulh6nrYrus4fifi!:vifrnnriunrfiudu lquci'rfinnun{usn::iln1:
U

0'1141: rra u u't "Lu:v 
u v rr ar r fl riouiurj :v nrnil:v n? n:lFt'la tf; nil:ofi nd

v o a qY o tr ^ 4 4 ,i r Y

a.cr dori'rvruanilail1i6ur{r?rFrilFl14'rnilrlorirvuflrfrrtdruonur,rilor,r5or"rja-uuttilai'Llarnfirirr,ruorfi
v d,\ J o - .r

rvdolr"tjuhjnlilma'refti!fioa"turj:vn1fin:vyr:rla1or:ildt tSor:vupir:1u't v!.pI. bddb ali-ufr oo
utl

ulle'tuu v,l.FI. tDddb (alrJ:vnrrt"Lusrrnualqrunul iufi ro firluruu loddb) n:rfifizuasui'6uqi'srlntd

' -i o t4Y vq v 4Y^ f 5l Y

l.nsl:o'tutfldflrilfla{n?1vifln:uufl1fiua h il1.lfrfuvnT:iln1TF1:?cd0unfuauuFlav:u [?vlQ1:{lJ1 [F]u tl4
4lut

v o o 4 v c*rvy ^ v
zu [au0u'1fi '] tu'']:1 unv t0 u an1:utJlauu u'lvl ttJ0'l{0{tJ'lvi:0}.1

a.oo 1un:sfifi:rsnr:rrrnleuviuroilnrim 16'finr:rJ:vnrnlfluricgduinn::ulvruriounl:il:un'1fl

siruilruLonar:i6rj:vnrn:lnrArSnvriofinri toarrufivrfilunr:untAnnl:d'adrr',on',rornpilncirr rtri


