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'\.J a:: nJ\il 111'11 B b~ n'Vl 'l e:Jti n~ Lb~1 D1~'U1 t 'i]:; r;; D~ i. ~VI·~ r:J-11~ ~·a-eN~~~ m'l ~'' Li1~-~ 'J 1 nvi 1,1'\.J':i:; b'Vl f'l '"1t'a v~ ~rt~lii' u.:~ 
" 

1hiJ1l.J111iltJ'V1 1 ~ ~~ eJ 1 'U l~tl 'Vl'i ~~iJb~v 1 'Vl EJLiihw v lb(1:;~1:J.nw11X·u~ m1:rtJ'lJ\J l~i>11~~~\i~J'WI>l~--hm-;m::wn-.: " ~ 

(1S\ ) bb ~.., n ·11 ~·.:~VI~ t1'111 ~~~ueJ.:i~~ v'IJ 1 u~'i n ~lll'il ll.J1'il1 n\7l 1.:i'\.J':i:; L w•l(i)fl ml.l b~lVh 
mtJ1t~ b'1i 1'W 'Wu ~.jb bvl'i'tl~~·u 1 tJi..:J ~~8~u'IJV.:J 'il 1n~1"lh:::b'V1M v5tmvivl'h.J'V€J~~~-:J:WtJA~?:m'im:::Y1'il~A~'U~IfUJ 

u Q 

LJ 1 ::: nl f"' EJ m1t~11Xm':i'l}f11vlm~85ttH1 

(l!:l) ~lilm·/l ~~'i 'UB~\1~eJ'V1 fJ~"n~ -nu ·Hvln llilrJb~Bl 'VltJ VI~ m~ u~ilB.'V15b'1i t~ l~rnt1u 
' 

b~ u1 'VlEJ 'J 1n (i) 1 -!! l.h ~; b'Vlf'\mcJ~'\.J 1:: LVll"ll 'Vlu 'lWb~ ll::'l <?1-rl.J B'Wt:'Jl(il'J 'In rm.J b~Tvh 'li4'LJ'J 'l'Vl n~ ~ ·vv..,Lft~ Llilu b~ 8~\J~ 
• v ' 

(b11) 



l) ""'- ..,.; ~~ = c; .~... ~~..... Q,J ,c,o. \..' QJ 

0110 . ct P.J n':itl.!Vl lrJ mrn 11 t!'U1fi1CJVt1 f)~~l'JU':i::: n·; lii'nrnmrlnvmYwrli'lt! ~l''nli>J"V\>!VIJ mbC'J·l nu 

tJd'Woiie:J 6~'\..leJ~ ~ ~u~ 1Jrh'J~ ~ll:lJ A ll oJ~OfJ •a tJ ~~ ~1-,r'l'l'l rl'l% \Jo u\i)-.J n~T/l Vi'1·e:J 6 D1...1'0 ?I Iii ILC'l::: ~-8'\..I'Ue:J 6i'11...1 eJ h.iiJ~V'G '\) ':.J ~ \J 

6'1CJ n~u~rhH~lCJ11ii'l Ly;l.l6~l.J 

' ' ' 1.-' ' 

iJrm m~vhVidi·lti'rr·cit\J~~m'LAi ml11...18~11iu::: nl'i ~Vi"ilB\·1~ uVil;?\-r'LJ rn Alii b~ e:m :D 
~ 

~-Jd Vll n r.J~'J'Ut:mn.J e:J'ii1~1\J rnl'fi'lii 6~ 8 n hJ Nl'\..1 Ln ruo/i'li rhvn.J Iii \1~ Cl n 'J::;~\J m 1 tiu.Vmi'l'l.Jtl 
~ ~ 

VI~1J'Yll~(l,J11JlrllJ~-JVlllii lli1fldll 



Gabapentin ~oo ms capsule 

h .:!VW l'tJ16l\i1d~f11':i~'!Je-JG1 e) 1 bJl Bm::;m ':i~'!J e-J61 ~.:l'V!'J ~Bl161'al'!J:)l\l 
Q 

Gabapentin <too mg capsule 

U':i~;neJu~·'Jt.Jv1'·nn ()abaoentin cs:oo m~ 

m1~'l 'Ubbc.J ~fl ~ikuv:~.JYl~JcJ~ Vl~eJ blister pack UeJ-:Jn\JAll~J~·u h1' 
' " ' 

· "l~ -u~e:JtJl 6'1-::utJ".i~ne:J'U~ltn~·~flnm~~rrmJ LL"i J .Y\Je..J~\i11'lJ~'UD1tJ t.fl'VVie.J~\11 , ,, , 

' ' 
- 'U1Jble..J-:Jm mj l..:JtlDtj(~\eJ-5':it:U~tlfJlVI1B~€1Vl1-:lnl':ifiJ ~l'U'tJ':i~;fl'iJ'ULLfl::; 'U'Ullil 

' 
fnlWL':i..J 'Utl-:JtJl Li;l'IJ~t-J~I'l 'l'U~'UB!CJtli~L'JlJ 

' 

e.J~fll ':i~l':il;;!lbV'l':i l::; ~f)fWJllY\•tlultJI'lilJ Fi nished product specification bbl.'\~; Dru~ substance 

speci fication ~ Bl.J B-1 \ll m.n«'IJ(;h~\J tn'h.J LiJlr:nti't.l ~J-:Jl~ 'J<ll'Vl::;L t'Jm.JI'i tJ~·rtJn ,n'UI'l ru~ nJ"ilJfll''J e:JlVIl<j LLfl:-: 

tn m::;'Vl':i l -:Jt1 l5l':inJ~'U ~'lGLn~··u~?\'l~'uvfl•tfJ'l-:~5-:JJiv.J dJw:n'J\JviL VirJ'U L vllVl~ 8l \~:1-j rri'i mru1~L Vil!U L vll L L~ , 
LtluhJM llJtl':i~rn l"'m ::;ml,, l:l'16 l "itU?i'U L~ 'fl.:J 'l~tHY11':i'lt.ll 1"1 .1"1.\v<tct''"=> ~-:Jl\Jvl c.1c.1 LlJ'l:tlcJ'U vu'l.lvct<t~) 

' ' 
(~ -:Jtl':i::;nll"''llJ "il'(J n\1\ll'U L Un'\-JT}u~ &lo lJfi'UlUlJ \v<tct~')) 1 t~~·unU<lli;~E.JV1U'J'Uel.JA ru~ fl<.i':ilJflT5\JJ::; f1'J(i1 

' ' ' 
'lll'l'l(.J'l 

m.(Q) Fin ish product specificat ion 

Test items USP met 

G) U~:l.JlRl~l fJ1~1?i'0~ Gl'o .o GJ0lo.o% of the LA of Gabapentin 

-----------t-·--· ··-------··-

\v. Identification (l(Jl~t--illJ 

····- ------···-
m. Dissolution Lb~I'I.:Jfl1'jr:l~i;llt.ihitimm1l ~o% (()) of the LA of 

Gabapcntin .rncJhJ tva 'UlVi 

c.:. Uniformity of dosage units \W:J'Flr-!1\J 

t--· 

<t. Related compounds - Gabapc::ntn ,-elated cornpound !~ :NMT o.~o/o 

Any individual unspecified impurity : ~~lv1T o.0lo/o 

- To te:l impurit ies : NMT 0l o% 
• ·· 



m.l£l Drug substance specification: CabapentinC· l 

.... ·······- ·---··-
lest items usr) ••l(t 

Gl . U~l.Jl fLI ~ 'H.m\'1 I') '1J r;;!c:i, .o ®oho% of Gabapentin (Calculated on the 

arlhydrous basis) 
-······ 

~- Identification 1'1'5'J~~J1'j 

... 

m. pH b.:tc:i,o 

~.Water ~~ ~v'1T 0 . .:t% 

ct. Residue on isnition N~;1T o.Gl% 
.... 

b. Heavy metals NMl ooo~% 

~---- --- .......•..... 

b'li. Re lated compounds GJ . : irnit of early elu t in~ impuri t ies 

- C]abapentin related compound I : Nlv\T o.G>o% 

- Gabapentin re lated compound /\ : NMT O .GJ% 

- GabapE:'nt in related compound B: Nfv1T o.ob% 

·· Individual unknown impurity: NMT O .C9)Qo/o 

L~J Limit of late elutins irnpurities 

· Any impur·ity · f\iMT o<9lo% 

- Total impurities ( lncludin ~ the impurities quanti fied 

in Limit of early eluting impurities) 

NMT o . .:t% 
---

'Vi:l.nf.Jb'Vi\il • 
- rn~c1vhwrmmJtJi.m ~J·.:~n-l~t-)lJ (wdivc) fll'jvl T'JOJi:lu'UlLrl'j'l~'\.hwrn/lvl lVI~'Libb~vl.:J 

bv n ~ wV!t1 n ~ Tu (j)-J n ~T.Jvih1 ~\J t.J uiJMI1 cJ .... , 

· Dru~. substance specification ~~l'jtt.J1'illnhJ~lf1'j"i:::yj'1J fJ ~e:ieJ ii\(;) druo subs':ance - ~ ~ 

(declare) lb'VIi:i 'l~~\91 



GJ.l!:J LLJ~1'UB~'W'Yl:::bi.jE.J'Wli1 'YlE.i. GJ/CJ.cs, 'UB-Jtnvh~1J€J"jlfll VJ~mJ";i'1U~:::t8tJ~""h-ifvn-1"li'll\.JA:Wi'W.Jfn'l-"1 
' ' . ... 

'tleNe.J~Vlnru.vi \i1l:l..JVl~U'Vl:;b'i:JcJ'W (finished product speci fica t ion) bb rt:;-U'e:Jrh1'.U<>1fJ~U.fllYI'UB .J 'l\11~&1u 

(dru~ substance specifica:ion) m61~B~~~'Vfll.Jnl~b tJ~~JULLtJfl.mm 'lJb ~l..lb~:W 'OJ:t:tilv..:Jbbt.\.Jbvmn~~-1 b u1 
\1 

f11'v'l~1tJf1l'.i'1Jtlbbn1'tJ (tJ.ct) :wl'W~Bl..l finished prod uct specification bbfl:::/vr~e:J Dr·u5 substance 

specification l~tJ'llmLn1'unmt1'1J,J'.i:;mf"l '\J'i:::rnr.l'llAl Eib~nw:le::run~ bbfl:-:h]dii.J tv iJ ru -rm.:':i:;m\1'1 

tJ'.i:::mm1A1B b~ nm e:Jun~ 

lEnl'.i~~b nl'.ij;.J~\lHjl PIC/S (Pharmaceutica l Inspection Co-operation Sch(-'me) hwvr'l..ilf..I..:Jl'L.J 

PI CIS participating authorities 'lrl~tl iJb'i.l ni:1T:i5'mu.:~:w1m~·1'Wnl'J~I ~\f!E.J1(;)ll.JW!{mnru~1 m'l:;1~rn~~~1 'W 

f1l '.ij;.J~ I'lf.J1 'll fl..:J~1Un..:J1Uf1ru:; m'.i:w m~ iJ1'1r1Tmfl:::cn n':i:::'Y1'5.l.:JG1151~ ruq•lJ ofi.J rh'lrli.J~~i.J l~ciJrn1:w 
?!1l~A~B ·:mfl:;'l111lb'Viu:w n'\.Jvr~mnrusn bbfl :::1fJm':i~~1:u n l'mi11'1t.Jl PI CIS 'l i.J'Irl}n~cn~ L~'Ue.J'lJ1tJ ~:ru\J~1~1(i1 

mme:J\.J f1l'.im -:: 'OJ~ r.J\.J h1uiJr~ {;1 nTrhnEJ ii.:J1ut:':i~ ml'l '\.J'.i:: m~Y1fll Bb~ n'Yl'.iflun~ 

oo .lrl mru~ btJU tJ 1 thboU1'i11f1\lh:JLh:::L'Vl~ e:fe-J~\Pl~fl-:JlJbBmW:i'Jm;;Nln(;l':i:01'1Jf1'1':ij;.J~(9)tJl\9\llJ'Irl~imnru'l'l 
~ ~ 

LLfl::: i15m'.i~mum':i~J~t11f.JI PIC/S (Pharmaceu tical Inspection Co-operation Science) l~f..IV!'I.hE.J..:JlU 
PIC/S participating authorities u'\.J\.J ~1~(1) m:w"ltJ'Unl'.i\'\Yl'.J~·iJ'\.J L(ii(JlJe..Jfln11 5'l.J'ie:J.;Jn ,1 1uu'5~n-11"1 

tJ '5:; nJ(i)'5lA1~L~n 'Vl 'lBUn~ ~~eJe:JlcJ(?I(;l1J(i);Uv~ LLkmt:irm~ 
' 

Finished product) 11J tn1'tJ~~ .:H{Jwi1l m.i1 -1 
~n.lv ~mm'.imT~Jll.fl ';i'l :;~Arumvrr\'\fi~\.J''tiU-'iifl-::cnrl-w1 iJ (Certification of analysis ~f Drug 

, 1 ·~ 

substa nee) ~~H'l u f1'l'l~~fi1 !'J1~U~?i.:J b ~U~'J £Jc!'1.:J~,~~ufl\l~ ~~V1tn Lbf!:;~~~\11lW,t1ii1'lJ 
, "' \J .. 

substance) ~D br1 tv n\J ~Uf1l';jj;.J~t'1'UBm~i<>1Jl,l"U<v1rmh~'il'llJ (F in ished product) 'lJ.1J •ru9> 
' \1 

~n.ei: 1u mru~u'Yl::;bUE.iUtJllJ1:l.nnn-;h tv tJ OJ::r;)u~:;'hhtJ1f11'1\~l~mG1m~i'im':ll Long terrn stability 

v-mJ~~u b yj lJ b~:W 1 u 'Yl ::: b UCJ'i.JtJ1:i.J1bbG11il ~ lbCl ::: 1·}1-r\.J nT·m.:JU1:l.J'J'U'iv·:lbtlf1~l"l\l1n~'iJ B1U'I'\J'!Ju.:J'U~~'Yl 
" 

bl'1.ct 1"W mru~u'Vl::b'UfJUCJ1l..I1UBE.Jn11 ® iJ '\]::;\9lv·li1~-lLU1m'v'lc)1E.im'1rn '5~m·nf1·n:w A .:Jvl'l·vvwllin :w~ 
~'\..! L ~ l..l l.&'\}..1 1 u'V1:; b uuucJ'lU1 L6'i~ ~'>'l.:l bLm-;lrJ\~'unTJfi~UllJ~\J".i B\lbeJ n~·1T-illnr:liJrllm'OJ'lJ B.:l'\.J~~J'Vl 

'IJ 



V V I IV I 1 t/ t 'l.l ~ r.:f. t;;, V d 1 " 
(.(.(9) cm rwe:rn rn ~ne:J 'l~ -:J(i)leJ U1'ltJ1mn-:J 't.rmJ m vnnvu"iT\lfH\l'YI 'lJ.:m.itH>rn.vru~b1;'1~-:J11cJ!;1~•8L(11 Vl 

" ' 
A 'J 'U~d'U Vl llJ~ fiTVl'UV11 'U~livrHl.!mJ Uii\~~JlL.JoV~I\lJ\'U 

' 

ct.rn mru~'l.n.i-JU"Jl'll nl'l VllnTH:ilJI>i'lmhWl~~ ~lH:l'U''I~ e:J ~'l\ll'l T~l bfl'.ll~~fllW11V~ '>1UIL '.ll'tlnl'J"iJ::;vil 
' ' 

'V!U'l ~EJ ~ €J'l 'tlBI>i'leJ Vl .:J 1mJ~'ll l EJ\J:;:v1EJ'l ~.:Jtm ~1J5mm.J~ l'UTU~'V!UIEJ'.ll'tl nl'l ~ ,1\Jl'.lT\Jl •m~~~m1 ::; • U'U 
" 

~-5''\J ~V~ 'IJEJ'U rh 1-tl~lt!~ L~ E.Jl-ilv.:J 1 'Ufll'.lml~l Lrl '.ll~~ArufiTW mru~Yl '\.J'J l tn'llJ L U'W 1 '\.Jt>mmru~ n'\'JrtJ~ 
" ' . 
LO'I'll::; 'V! u lml'llnWlJB i:1.:Jl'Ld~ Vl EhHuv~\ll'lru1fn'JLrl~jf.J'nfllmf,:m;;ill'LJeJ--1 ~'lntJ bb'il::;/'V!~fJC~t:-i~\J\1urrf'l 

" " 
~t~h.J 

ct.(( ~'tllc.J\J:;~'lv.,-r'UL '\.J~v'Wrm~eJ E.Jl1 n~'V!1WlEl ltJ 'VI1 m~mnVlnT'.i L~vlJ~ fl1'\~al .. w'\.J'.l::; m'.l1V~'J neJ'U 
" ' 

tll 'V!'W I'lLVI I'J 11J ijL~m.J 1 'lJ 

'v.<9l 'V!lfl tl 1~bi:1 'U 8'llJ1'lir;·1~'W LL'U'U (original drugs) ~f.l ,1lJ'V!'I.l--1~e:JLLi:1Vl.:Jnl'.l'Vl~rle:J'lJ Bioequivalence 

~bi:1'Ue:lb tl~ ti'U L VitJ 'U n'Uu l ti'i\J bb 'U'\.J Ll'lt! lfl nl '.l~m·nl'i' em U'U 1 Ul'l'llJ\~~-~~ Lnru-Yiml~ bb w'\.J5u&i1 'Utll'.lil1mn 

~~~lJlJ G'\'UeJ.:JCJl i:1l:!Jru'UB 'l ~1Un'll'Uflru:::m':ilJnl TiJ1'V!Tm~:; c.n nJ:;Vl'.l'W115l'.lrui:1'lJ ( \!.,) 'l umru~'U 
" v ' 

Yl:; •u tlw•h-ruc.mm.JLL'\.J'\.Jc.mm.ii:l)'l'V!J.i (l~\fl'lJVl ::;L,JU'WJ 1 NGl i:1l:tmm ; nL1wnmtJ'UlBmn"ini"J~m~'l~hi:1 

l.llm"Uemn 
\J 

..u.c., m cUtJfl nl':i~lJ\Jl'Jl~lbA'n:;~uld\lln n'.ll.J~Ylr.J'11"1.1M1~ rmLL v~ Vlc.il. J.i d]u 1 '\.J I'll :W1.l 'l\1\ "i'li'U-ile:Hi1'V!'UI'l 
' ~ 

~·~. ~ m ru tJ ~ (i) Jl (t.J•ii v l'IJ1J~i:r (1 n b .. ~ u n Ln'\.JA'U \11 nVi 1NV1 ~1 '1(71 '( 1'1 tJ i'1l Ufl.:l'1'UA (\J~ n 'J "j jJ fn"J 'i) 'lV.T;i bL~ ~ cJ l 
" 

1 u 'li ' J.:J L l rl l 'U v.:J ~ f1! qr,;u::: ~le-1 "il ;;•l.m.J 

..v .rn n '.l ru'l'l'UU f.l.J'V!lA rumv1 'ill n t:-i ~Vl if ru<ii¢1 eJ1\l~~r-1 ~vi 8'\.J 1::; ~Yll'l f.J~ bbfl ~A')l:l.J\JrJ v1?1ilcJvi vii\h o~li>Hu !'n 
~ ' " 

f C.A._~~i)I,Jn 'i'i l.Jn'i~ 
~Y,r--- n 'i J l.l n1 'j 

'"" J>l}k 11'i'iUI : 'i 



<9l = ·rhe United States Pharmacopoeia m~ 

l!J - ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalenu: Studies a 


