
f1Wtrm~mJ~b~'W1~"!.1€1\lE.11 Phenytoin Sodium lnject[on cro mg/ml ( er ml ) h\l'WE.11U1~~eimB~ 

~tun Phenytoin Sodium injection <to mg/ml ( ct ml ) 

'°1Wf!3.JU~~11tJ 
' 

(9). bll'Ll?11JG'1~mt.JtlJ1l'1~1m ~e:i 1?1 hJil~ 
lv. UJ~ne:i'U~1t.J[9]'1t.J1 Phenytoin Sodium \veto mg 1tnl1611Vlfob\91~tJd.JtJ1Qlil u~mm~'l~'Ll ct ml 

m. rnd~1tim'1l'Ll~'UJJ~tJ15111uJ11'1~1m~mJiJ111'U1lilbbn1 type I bb'U'U multiple dose 'Vl~eJ single dose 

J~'Uzje:im ~1tiuwne:i'U(9]1m6111°lru m1mb J'I l'Ll-b~e:J'Ll-ll~ ~~\91/Vld.Jlile:J1tJ ' .., ' 
bJ;l'U~~~\91, 11e:i~1'16ll'111b~'Ll'U'Ll'UJJ~nruo/i 

' 
'U'Lli11'1l'Ll~'UJJ~e:i~1'lile:it.Jl'i'e:i'l~~'Uzje:im zje:imdf11 ~1'WUJ~ne:i'UbbG'1~'U'Ll11il 

' ' 
m1:1.Jbb J'l'Ue:i'lm bG'i'U~~~\91 1ti'Vld.J111mt.J H-rr111b~'Ll 

' 

Finished product specification: Phenytoin Sodium injection <to mg/ml (ct ml) • 

Tests (USPC§:'.®) 

Identification test 
I 

®. m1~~1'Ll 

lv. u~ m ru (9) 1 m 611r111! <ict.o-®oct.0% L.A 

m. pH ®o.o-®hm 

@:'.. Sterility test \91J1~~1'Ll 
I 

ct. Pyrogen test m1~~1'Ll 

'Bacterial endotoxins 
I 

b. \91J1~~1'Ll 

ml. Particulate matter 

- 'U'Ll11il > ®o µm 1lJbn'Ll booo m~mri/container m1~~1'Ll 
I 

- 'U'Ll11il > \vet µm 1lJbn'Ll boo m+mri/container m1~m'Ll 

~. Propylene Glycol content mmJ.o-@:'.m.0% 

<i. Alcohol content (Ethanol) NMT <i.o-®®.0% 

'Vlmm'Vl\91 - riru?ld.JU~'\111-'.lb'\/lfltJfloLJe:J er bbG'i~ -LJ'e:i b m~b~e:inoLJ'e:i1111-LJ'e:iVJ~'I Vl~e:J~'I iv -LJ'e:itl1~ 
' 

- mru~mrl propylene glycol bbG'i~ alcohol blJ'Ll~1'WUJ~ne:i'U~~l'i'e:i'l\91J1~fJW?ld.JU~'V11'1 

...... 1.r. .... ~ ...... . UJ~61'Llmdilmd 
~ 0 Q.I ,,! 

('Ll1'1?11111J11?11 131Ji51J'J?l1?11?1) 
···············~"""1' 

('W1'!1?1Jru 1~'\.J~~) 
' ' 

(Jr 
............................... nJJ:i.Jn1d 

('Ll1'1?11161~tJ ~'l~tJ~'U1'16) 
' 



Drug substance specification : Phenytoin Sodiun;i 

"" 

Tests (USP<S'.C9l) 

Identification ' 
@), \Wal "iJ l~·.JTU 

\v. 'lJ~:inru1'11tJ1?11f1112 (anhydrous substance) ~~.o-C9lolv.o% LA 

m. Organic impurities 

- Phenytoin related compound A NMT o.cto/o 

- Phenytoin related compound B NMT o.~% 

- Benzophenone NMT o.@J % 

- Unspecified Impurities NMT o.C9Jo% (for each) 

- Total NMT o.~% 

cs:. Loss on drying ( at C9Joct0 for cs:'. hr) Maximum Iv.ct% 

ct. Heavy metals NMT \vo ppm 

bieJ'W1"tJ~'W6] 
@). e'.J b?1'Um1f11~e:i\I ~'U?f 1 b 't..n m'!Alci1 t! b e:i n?11J 'IAl1e:iiim t! ~ e:izje:i-r'U dm be:i n?11J 11'm e'.JiJeJ'1'U1"iJ J1t!'1~ bB t!\91191\ld 

~ ~ 

@J.(9) beJf1?11Jf11d 1~W'Ue:i'U ru1\91~'U'Vl~bli tJ'Ul?I' 1fotJ1b ~ ff'il1Vl't.l1tJ 1 'W'lJJ~b 'Vlf'l 1 'VltJ bb'1~6'11bb\91\I( declare)bb'Vl~\I~~ l'1 '., 
@).@).@) 1'U?l1f1112md~'U'Vl~btitJ'Ul?11-r'UtJ1 ('VltJ.tv 'VltJ.m 'VltJ.<S'.) bb61'1bb~mru, tJ1~~~1'11'U'lJJ~b'Vlf'l1'VltJ 

(Vli!ltJt'i\I 'VltJ.\v),tJ1tJ1boif1 b ~m lJ'Ufl1Jbbtl\l'UJJ"il(Vl:w1tJt'i\I VltJ .m), tJ1tJ1b oif 1"iJ1f1~1\l'lJJ~ b 'Vlf'! (Vl:intJt'i\I 'Vl tJ .cs:'.) 
' 

@J.@J.tv 1'Ur11'1.le:i<ff'UV1ntitJ'Um 'VltJ.(9) Vl~e:i t!.@J 'lleJ\lt!l~b?l'Um1f11 'IAl1e:im1tJ'1~b~tJ\91vh'1Je:imdm'UAii 
' 

~rum'\Al'lleJ\1~~(91Jl rusv1mii~<ff 'U'Vl~ b ti tJ'U (finished product specification) mrue:i ~d~Vl11\I fl1J b 'lJ~ tJ'Ubb '\.Jl;'l\I bbm '1J 

b ~ii b~iJ"il~~eJ\I bb 'U'U beJfl?l1JVl~e:i?l1b 'U1fl1'!Alci1tJfl1J'1.lmbm'1.l (CJ.ct) m'\Al1e:iii finished product specification 

bb'1~/Vl~eJ Drug substance specification b\91tJ'llmbm'llrie:i'W1'W'lJJ~fl1f'!'lJJ~m\91J1f11fo~n'VldeJ'Lln~ bb'1~ 1:Wbn'U tv tJ 
ru· 1'U'lJJ~fl1f'l'lJwmm1A1Bb~fl'VlJeJ'Lln~ 

@J.\v beJfl?l1J-r'\JJ'iJ\li!1\91J:\i1'Ufl1J~~(91 tJ1 
"" 

@). \v.@) mru ~ ~~ 1'1tJ11 'U'lJJ~b'Vlf'l1 VltJ e'.J ~~ (91"i)~~eJ\liJ 6'11b'U1.fl1'\Alci1tJVlir \I~ e:i-rrne:i\lm\91dli1'Ufl1J~~ (91tJ11'11il 
~ "" 

Vl~mnru611'15md~~\91~~'Ufl1J~~\91tJ1 PICIS (pharmaceutical Inspection Co-operation Scheme) b\91tJVlU1tJ\11'U PICIS 

participating authorities Vl~ e:iiJ beJfl?llJ-r rnrnm\91J~1'Ufl1J~~ \91 t!11'11i!Vl~ f1 bf1ru611i' bb'1~15 fl1J~ ~1 'Ufl1J~~ \91t!l'lleJ\l?l1-W fl\11'U 

Aru~rndiimdm'Vl1Jbb'1~m rn~'VlJl\1?11u1Jru?l'll ~\In 1Vl'U\91<ff 'W1\91tJiJ fl11ii?1e:i\91A~ rnbb'1~VI \91bVJ tJiJtl'UVl~ rnnrusv1 bb'1~15 md~ ~ 
' 

1'Wfl1J~~ 1'1t!1 PICIS 1 'WVlill\91tJ1~ b?l'UeJ'llltJ uu 'U~ 1?1 \911'11iJJeJ'Ufl1J\91J1"il?leJ'U b\91tJiJ ~'1md-rrne:i\lt'l'\11'U'lJJ~fl1f'l'lJJ~m\91J1fl1 
' 

@) .\v. \v mrub lJ'UtJ1tJ1boif1"iJ1 fl~1\l'lJJ~ b 'Vlf'l e'.J ~~ (91~eJ\liJVltT\l~eJ?l1 b 'U1fl1'\Alci1 tJVltT\l~eJ-r'UJ'iJ\li!1\91J:\i1'U 
~· "" 

fl1J~~\91tJ1\911i!Vl~flbf1rusv115~~'Ufl1J~~l'1tJi PIC/S (pharmaceutical Inspection Co-operation Scheme) b\91tJ 

VlU1tJ\11'U PIC/S participating authorities uU'U~1~\911'11ildeJUfl1J\91~1"il?leJ'U b\91tJiJ~'1fl1J-r'\JJeJ\lt'l'\11'U'lJJ~fl11"1 

'\.Jd~mm1f11fo~n'Vlde:i'Lln~ Vl~oo1tJ\91'1eJ\91~'\AI bb!K1 bb~mru 
' . d 

@J.m beJ fl?l1J A t1Jfl1'\Al'lleJ\I t!l'Vl b?l'Uff'a1 Al 
' 

C9J.m.C9J ~'1fl1J\91J1"illbfld1~~Arum'\Al~~l'1Jlru611m?l1b~"ild'lJ'1.JeJ\le'.i~~\91 (Certification of analysis of ' ~ ~ 

finished produc,"1 iu~~ "iluiibmh1 

...... Y._,_ .................... 'lJJ~51'UfldJi!fl1J ............... .. ......... fldJi!fl1J ~ ............................... flJJilfl1J 

('U1\1?111ru1\911 f'l~61J\l?ll?I~) ('U1\lmru 19!1'\.J~~) 
., ' ' 

('U1\1?11151~tJ ~\j~tJ~'Uf'!6) 
' 



®.m. lv ~61f11':i\Wn"il1 bfl':i1~~~rum'Vi1 \9l~~U!,1€l-:J1'11 CJ1~1At!J (Certification 

substance) ffi m 'Wm':i~~\91 tJ1~'W~~-:ib u'Wl'11eJ81-:i~-:i'VeJ-:ir'.f ~~\9)m bb61~~~~\911(9)i;i~u 
q I\) " q 

lv. 1'11€l81-:im 

of analysis of drug 
_,. 

lv.® ~bG'l'Wtl':i1fl1~€J-:J~-:il'11€l81-:itJ1€J81-:il! €J tJ ct:: via ls zj-:i b'IJ'W\911 bb 'Vl'WbbG'IVl-:J':i1 tJ61~ bB tJVI 1vlfl':iUil1'W\911il~fl1Vl'WVI 
'U 

1 'W~1.1JeJflruG'liiu~vi'11LJ.U1-:i~'W1 'W1'W~'WbG'l'W €J':i1 fl1 1vi tJ m tJ'VeJ-:i tJ1'VeJ-:i Lot. ~"il~ ~'WbG'l'WeJ':i1 m"il~~ eJ-:iiimtJ'Llu"il1 n 
' ' ' 

l'W~~~\911:i.Jmnn11 (9) lJ 1'W1'W'\.J':i~m~'\.J':i~mvi':i1m"'I 
m. ~€J-:J~1'Wf11':i'\llVIG'l€JUvl1'W f11tJ.fl1'Vi.fl1tJ 1 'W b ':i-:J'VitJ1U161 

cs.'.. m':i'\.J':i~tl'Wfl rum'Vi'VB-:J m~~-:iiiBu 
' 

cs.'..C9l tl1tJ'V€J-:JtJ1~~-:ii1Bu~B-:i iimtJ 1:i.Jmnn11 (9) lJ 'Llu"il1n1'W~~~\91 
' ' 

cs.'..lv m'Vlm1vi~~-:iiieJu "il~~€J-:i~-:i~1bmm'Vici1tJ1 u~tJ':i€J-:J~61 fl1':i\9l':i1"il1 bfl':i1~~tJ1~'W~~-:iiiBu'Vm~ ~~\91 bb61 ~ 
' ' 'U 

1 ui bfl':i1~~l\9lt;J~U'V€J-:J~~~\9ll\9lt;l~Uffi od~~\91 tJ1~'W~~-:JiJ€JU 
q 'lJ , q 

cs.'..m 1 'Wmru~mb tJ':i1'lJm':iv11m':i~ii1'11eJ 81-:im~~-:iueiu b ~€J~-:J\9l':i1"il1 bfl':i1~~flru.fl1'Vi Vltb tJ':i1'llf11':i"il ~v11 
' ' 

VJ'Ll-:i~ B~B-:i'VBl'11€l81-:i tJ1 1vi tJ ~'V1 tJ"il ~ ~B-:i~-:i tJ 1 b ~iiB n\911ii~1'W1'W~Vlth tJ':i1'lJm ':i~-:i\91 'J1"ili bm1~~bb61 ~ b ll'W 
'U 

~1U~Vl'll€JUfh 1od~1tJ1 'Wf11':i\9l':i'J"ill bfl':i1~~flill.fl1'Vi 1'Wmru~'l/iUl1m1:iJ b U'W 1 '\.Jmiiflru~ rn~-ru~ bu'Vi1~ mh tJ':i1'llf11':i 
'U ' ' 

'V€JG'l-:J1'W~'Vli1:iJ1u~"il1':iru1m':ibG'l'Wtl':i1fl1m~-:in~11'VeJ-:J~'V1tJ bb61~/Vl~€J~~~\911'Wfl~-:ivieJ1 LJ 
'U 'U 

cs.'..cs.'. ~bG'l'Wm1m (~'V1 tJ) "il~~B-:i1rn LJ~ tJ'Wm bdBm 1n~'Vliivim ~ VJ~mdmnvi m':i b~€Ji1G'l.fl1'Vivi'1tJU':i~m':i1vi1 
n€J'Wfl1Vl'WVI bVitJ 1:i.JiJb~€J'W b 'V 

~'V1tJ"il~~€J-:J~-:Jil€JU 1m':i-:J'VitJ1U161.fl1tJ1 'W ®cf: l'W 'Llui1Vl"il1nl'W~bvl61-:J'W1iJ1u1 ui-:i~fJ 
'U 

~'V1tJ~'WCJ€JiJ 11X~eff €JtJm~n~ruru1ri€J'W~ruru1"il~~'WG'IVI 1'WmruvleJ1 LJd 
'lJ 'lJ v Q.I Q.I v q 

cs.'.. b.C9l bU'W':i1tJ m':i~iim':i~"il1'Jru1\9i'vimBtJn"il1nu11J'll'VB-:J b ':i-:J'VitJ1U161 

cs.'.. 10.iv ~'1m':i1rnj11:i.J~ 1vitJ ~'WcJ'W~'1m':i 1 od'"il1n bb 'Vi'Vl 6rn -dtJ1 bb'1~ii'Vl~ rni1'W~'WcJ'W'Vl1-:i m':i bb 'Vi'Vl6Vl~Bii 
'U "' 

':i1tJ-:J1'W ADR €l81-:J':i'Wbb ':i-:J 
' 

cs.'.. b.m 'ViUU tuVl1~ ffljill~':i'\.J bb UUCJ1Vl~€l.fl1'll'W~U':i':i"il b U'WG'll b Vl\9111XbflVlfl11ilfl611VI bfl~ €J'W'\111-:JtJ1~~-:J~61 
v 'lJ , , 

n':i~'Vluvi Bm':i1rnj1 ~'IJ1 tJ 1vi tJii'J1 tJ-:i1'Wu ruVJ1"il1 n ~ b~ tJ1oLJ'B-:i nu m':i 1 -d m 
'U "' 'U 

d 
ct::. b€JnG'l1':i€l'W 1 

ct.® ~61fl1':i?imn long term stability \9161tJV16li1-:im~'VeJ-:Jm~~'W'Vl~btJtJ'Wb1n'U~1'Llm1'Wriru~m':iiif11':i 
tl1Vl1':ibb'1~m m~'Vl':i1-:iG'l1n1':iruG'l'V 

' 
<t.lv mru1ii 1-tlm~'WbbUU 

<t.\v.(9) tJ1~ bG'l'WtJ~tJ-:iii.UmJ-:i 1 -d ~1v11utJ'Wru1\9l"il1 n~1'Llm1'Wriru~m':ii1m':im'Vl1':i bb61~ tJ1 b VltJU b vhnu 
'"' 

tJ1~'Wbb UU bbG'IVl-'.l b 11 'WbfJnG'l1':ifl1 tlU tJ1Vl~€J btl nG'l1':i~bvl1U':i€J-:J"il1n~1'Lln-:i1'WflUJ~ n':i':iil fl1':i€J1Vl1':ibb61 ~ tJ1 n':i~'\ll':i'J-:J 
G'l151':iillG'l'V 

' 
ct.1£3.1£3 V1~b~'UB~ei..:iij-a1t:1..:i1'Lifl1]fln'l"1'V11..:lfl~cUn1i.m1-a~n1''H'l~oUnbb'U'U status epilepticus 

bb~~ generalized tonic clonic seiz~re Vl~B fl1':ifln1'1~1~~~~ CBioequivalent) mru IM btl~t!UbVitJu 
tl-a~~'Vlcr.fl1V>I tl'U tJ1 ~'Ubb 'U'U~..:l ~~ fl11fii fl1'1~B..:!1~iifl 11~ bb\91 n vl1 ..:! 

b. f11 ':iU ':i ~ biJ'W A1 LJ ':i ~ ~ilfi .fl1'Vivim1fl1 (.Price Perform a nee) ':i1tJ61 ~ bB tJ vimmeJ n G'l1':iU ':i ~ m Vl':i1 fl1 

........................... n':i':iilfl1':i 

(m-:ivi'Jru 1 u~~) 
' ' 

~ 
............................... n':i':iilfl1':i 

(m-:iG'l1151~iJ ~-:ivfo~u~6) 
' 


