ﬁmﬁnum:mmz‘umm Phenytoin Sodium Injection &o mg/ml ( & ml ) lsaneuaoudn

Faen Phenytoin Sodium injection &o mg/ml ( & ml )
AuauTRY
o. \Wuasaraneusanndela LWilld
b, Ustnaudiefen Phenytoin Sodium oo mg luthdmiunisuenidn Usinmsiedu ¢ ml
on. usﬁiﬂ,m1=uuzu=m3m§mﬂﬂmﬂﬂL%aﬁﬁﬂmmﬁu type | WuU multiple dose
. 281N - swyien duvszneudendidy mmuss Yu-diou-U9 wdn/vuneny
wiindn, Vegredamuuuussytos
- vumMYuruTIRLNIYassessEyTenn Fansn dhuusnaunarauin
AMLUTITRIEN LaTinan Tuvumenglidaiou
AMAVURANIINALA

Finished product specification: Phenytoin Sodium injection &o mg/ml (& ml)
Tests (USPen) (USPee)
. Identification test NTIWU NTIWIY
. USuaushendfey &&.0-00&0% LA | c&o-eo&.o% LA
. pH ®0.0-6.m ®0.0-0.am
«. Sterility test MIITNIU ATIMIU
& Pyrogen test » ATIU ATITNIY
. Bacterial endotoxins MIIU MTIIHIU
o. Particulate matter
- 1A 2 oo Um Wiifiu booo BuMA/container ATV AT
- UM 2 b& Pm L boo ByN1A/container AT AT
. Propylene Glycol content mev.o-&m.0% mal.o-&en.0%
«. Alcohol content (Ethanol) «.0-66.0% ®.0-06.0%
vinemg - Auautimavadede ¢ uar 4o 5 oradendelatonils wievs b dofls

ad = ] v W
- NIUNEIYU propylene glycol wag alcohol L‘fJumutJ'ssnaua]:maam'swqmauummq
wAlAYD & uas 19 «




Drug substance specification : Phenytoin Sodium

Tests (USPeno) (USPee)
. Identification NIV NI
. USunusiendlfey (@anhydrous substance) ®&3.0-000.0% LA | «&.0-000.0% LA
e. Impurities
- Phenytoin related compound A NMT o.«% NMT o.&%
- Phenytoin related compound B NMT o.et% NMT o.«%
- Benzophenone NMT c.@ % NMT oc.@ %
- Unspecified Impurities - NMT o.e0% (for each)
- Total NMT o.et% NMT o.«%
& Heavy metals Maximum lvo ppm -
&. Loss on drying ( at @od® for & hr) Maximum l&.&% Maximum lo.&%

Rouleduq
o. faveradasdudnnmeneionats wieumeiiefesusanenasTnediisueneandondd
o.0 wnaslFsuaygiumsdowhivsniesminglulsendlne uazdunsdeclareluviasidn

o.0.0 lUddgnstunzdousiuen el oo ve.e) wdwainsdl, erindnlulsznalng
(vanefa veo)gridifiadunsuussyoeneie ne.m), smiudnendeuszma e ve.e)

o.0.0 Wewetunaious nt.e vie t.e vesiiauena wioueasBuavadanisauay
qzumwmaawﬁmﬁmvﬁmuﬁﬁwmﬁau (finished product specification) nsﬂaséiw'mm‘smﬁauwamr’ﬂm
Wnduasdeawuuionansviediuinmeaenisventle (8.¢) umden finished product specification
waz/v3e Drug substance specification lngvaunlaneuiulsenmauszmnadidnnselind uazluifiu o T
a Julsemaussmesimdidnmsetind

.0 LBNANTIUTBWINTFIUNTHANEN

oo.0 NsiTnAReluUsTIMAlNY frEnvsfosidunnmdrenideiusewinsgiunisuane
AUV NINIISNIHBRTIAINNSHAREY PIC/S (pharmaceutical Inspection Co-operation Scheme) lag
29U PIC/S participating authorities ﬁaﬁmﬂms%’uimmmgﬁumwﬁm&nmwé’mnm’maﬁgnﬁﬁﬁ
TunskEne109dNIUAMENTTUNITEMIUAZEN NTENTEAS15AY Tarnuntulneianuaonades
Lagviafisnfundninusivariinisiinluniswdne PIC/S  Tunmanerfiiauswie atudanniusounis
nsrvasulasiinanisiusadisiulsenausemasindidnvseing

o.o.o nElugndIINANYsTINA guandasdintlsdediuinmanevisdoiusewnsgiu
NMSHARINUNENINEISTFINNSNEREN PIC/S (pharmaceutical Inspection Co-operation Scheme) Lo
e PIC/S participating authorities atuatganIusaun1snsivaaulnsiinanissuseddeyiulsznie
Uszmnsimaiannseiind vieongnaondin udausinsel
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®.on DNANTAUNNVBIITAUDIIAN
= a = o 3 & e % r .
®.0.@ NamsmﬂmLﬂ's'n:w-qmmwwa@nmmmﬁwmgﬂ'ﬂmqmam (Certification of analysis of
1 A 1 a ]
finished product) luenjuidatusiedng
e.mlo HANIINITIVIAT VAU N IRQAUVRIRIENEATY (Certification of analysis of drug

|

substance) Mdlunsuanensuiidadusmeaiosndnsuasdniningiu
. FIBE1EN
0.0 flaussiAdisdiiiogsesgatos ¢ vials Suduiununanieazdonldrsudunuiitmun
Tuhdeamautimilvisuluiubuauesa Tnvegussees Lot Megdutaussimazsaddiangifuain
Fuiindn lixnnit e U Tufuusemesan
. FDINIUNIVIAABUAIUNEANNIE IULTINe U8
€ msUsiugua e Tidaey
<o DgrBsTdwoudes f01glinnnnin o U Juaniudindn
<o BWnNIATidmey wfosdshunnmineluiusemanInsTlinseieiuiidaouresrdnuas
TWieneiingivvesnaningiuilindmeuiidsey
<o lunsdifiviaessnmsymsduiieseiidweuiiedmnvinmeinunn mitesanisaeh
O EERELRLLE PR Ima%’maﬂzﬁmeiwnﬁuﬁnmuﬁwmuﬁwmEJ‘a’Wjﬂ"l'iehm‘ﬂﬁLﬂ‘i’lzﬁuastﬁu
FHuiiavauAildsrglunmsnsaieneinunin Tunsdiinuielidulumuandnvasions msssns
ﬂaaaiuﬁwélﬂ%’uﬁm'ﬁm"m'n't,auai’lmmﬁandwwms}uwLLas/ﬁaﬁmﬁm'Luﬁ%wfalﬂ
<. fiauene (une) axsesiuasunilenlndnuney viedlainnisidenanmieysenislag
foufmun tnglifidouls
¢ Huevzresdwaullsmenanely e Ju fusinontuildannuiuludsde
A @'maﬁuaaulﬁ%’%aumﬁﬂé'ryzmﬁauﬁ’tymwxéuqm‘lumzﬁ&ialﬂﬁ
oo Humemsitgnsfansandaesenantadvedsmeiuia
«».o kamsinwnlia Inedudunanistdanummdildouazivingrududunmsunndviod
318974 ADR 9E197UULTY
oo  wulgmdnvurguhuuemiemausussgduainelfiinaunanadeunisend
dsmansznusemsinsngiae Inefiseanutymangifetestunslden
& enasBuf
¢ lunsdtunadousmnuiunii b ¥ avfasdidiunnndionanisineilong term stability nudi
Suiudslunzouenunuans
¢lo lunsdiunaifousnunesnin o ¥ avfesiduunnmeionanisdneanunsiivesenuiiay
dudilunsdeunuans warlddunmsasnuiusonenasnngisusvesisn
o. MsUsEIUAIUTEANSAINGIB31A1 (Price Performance) s18azidunn1uanansuszninsing
didnnseding '
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