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SIUBLLDUAAMANYIZIANIZ
81 Phenytoin cap eoo mg extended release
Y8 SINYTUIAA N ILNYS

®. ANUABINTT 81 Phenytoin sodium oo mg prolonged-release capsule, hard, & capsule
U €00,000 LA (GPU : memods)

. nguszasd wWeldlunsauquenistnuliafifinnsinie-nssaniied (grand mal) wazn1sdnuile
complex partial (psychomotor tag temporal lobe) wazdmiuldlosiunazinwainistniiniiy
FNINNTINGINSHIRRALD Az UTEaW
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alo dulsenou  Usenauaiedien Phenytoin sodium eoco mg lu e AUy
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Nam'imi’siﬁLﬂiwﬁﬂzummﬂulﬂmu Finished product specification wag Drug substance
specification  figne8sarnindasisuiianu Seldannsidoudedinanuanenssunisenmskasen
NIENTNAISIIIAY TeEndusi fuilisrdsteaiuatuiisunivielminiwnssgunduiiiula
srunils auUTENIANTENTIASITNGY (389 TEURITIEN A, bedo aTTuTl o LIBIEY WA,
be@s (aUsenmAlusiaamuun Juil eo IquNBu WA, beeo)

Finished product specification: Phenytoin prolonged-release capsule eoo mg.

) Test items Specification

@ | ldentification test Meet the requirement

b | USunasendrdny *&.0 - @od.0% of labeled amount of Phenytoin
o | Uniformity of dosage units Meet the requirement

& | Dissolution test Test @ - NMT &&% (Q) in eno mins.

- NMT 20% (Q’) in oo mins.

- NLT edo% (Q”) in @loo mins. %38
Testlo - NMT &&% (Q) in eno mins.

- NMT 2&% (Q’) in oo mins.

-NLT edo% (Q’’) in @wo mins.
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o/&. Impurities...
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o | Impurities
Diphenylglycine (DPG) Not more than o.& %
Diphenylhydantonic acid (DPHA) | Not more than e.o %
Individual Unknown Impuirities Not more than o.lb %
Total degradation products Not more than e.&¢ %

Drug substance specification: Phenytoin sodium (USP)

) Test items Specification
@ | |dentification test Meet the requirement
b | USunsendidny .0 ~ @olb.o% of labeled amount of Phenytoin
o | Related substance
-Phenytoin related compound A | Not more than o.« %
-Phenytoin related compound B Not more than o.« %
-Benzophenone Not more than o.e %
@ | Heavy metals Maximum o ppm
& | Loss on dying:
Dry it at 105 °C for 4 hours Not more than lo.& % of its weight

WEWe : 0. nsaineanzdeundinisiy (Waive) msnsiaaeudinssvinisla Widuenansvdngu
FananiildouliRsney
. %218 Dissolution wag Uniformity of dosage units Tiuuuengsuanisneasiden
nanTiesgh mndildudsoasdoaimiusan3liuuuy Coa
an. Drug subtance specification Ra1504191nludiATZYvBHER Drug substance 39
lUiAs1e9i Drug substance wadngndniagy atulnatuwils Seiinsnsaeaeviiasizinsunn
Wit
¢ Roulvdug
&0 dumnmdsienarslisueygintunafousfusuiiosvinglulssnalng uazduns
(declare) wviaanEn
&.0.0 WidymsTunsadouwsiue mtle 8.0 ne.e udusinsd)
- Tunsdiiduenindnlulsemealneg (vuneda vee)
- Tunsdffuuminduitensusussy (vunefis ne.m)
- TunsdidusnindranisUssma (mneia ne.<)
&.0.0 Tumuotunsifoue n8.0/8.0 10917iaussia wieuseazidoadonismuny
AN MEINARSTeT nufidunsideu (finished product specification) uazderimunama Moy
fmadu (drug substance specification) nadifiagsvinanisdsuuvadlufiniy szfetuuy
LBNEITEUNNINEENNSVBRLALY (8.@) N ndeu finished product  specification uag/v3e Drug
substance specification lngvaufluneuiulsenirdszninsiadidannseiind wasliiiu b T o
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&b ONANTTUTBWNTFIVNNTHEREN
&o.0 n3dlenindnluysemelng fuandasdiduunnmaeniideiusomnnsgrunandne
PunEnINaeiLAE TSN IRUNWARET GMP-PIC/S vi3alfitunin weensenseansisaay lumnne
fiausvie atuaign mussunisasvaeulnedinanisiusesiieiuussmalsznasensidnnselind
&lolo nsdlfidugmidrnniasune grasdediduunamaenldesusennmsgiunsndne
IUTANNTIUAL IS MR NMIRERET GMP-PIC/S (Pharmaceutical Inspection Co-operation Science)
lagnuaeanu PIC/S paarticipating authorities atuaga ausaunisnsivasulasiinanissuseada
Fulsenimlsenmesndidnnselind
& LONANIAANNYDILTLauasIAN (Funmene)
&a.e HAN1INTIVIATIERRUNINERSTednSIgUveENER (Certification of analysis of
finished product) Tuanjuiduiudaes
& lo HANIATIVIAT AN WINOAUYRWIEEAYY (Certificate of analysis of Drug substance)
lilunsrdnenuiidadumedinioesidnsnasinaningiv
(gL ﬂiiﬁL‘fJumﬂ?ju biological products #8911 COA of Drugs substance ‘uaaﬁgwamm
wiiiu/nsdieiudu Sterile water for injection LiAail COA of drug substance***)
& m.an L@NANTVIIVANFINEUTURNEITUSSEINUNIHERvea TR Auvesiieddny (Drug
substance) 98 &.m.lo fusuMIndnvamdndueisrdnsagy (finished product) 48 &.m.e
& NAMIANY long term stability maawdaamqsummﬁ%umﬂ gulInudnUANZNTINNG
BIMNTUAZE NTENTNAGITUEY
&g ﬂifﬁL‘fJumﬂa:u biological products fdu vaccines, blood products fiasilonanssuses
N3WER (Lot release) IMNNTUINGINARTNITUNNEG NTENTIEATITUEY
&.a FnBYNEN
teo fausraidosdsioigegles o msussgiud dadufunusvandualsd
asuiu auiirrualihdenmuantRaludasy
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&.&.m nIfifimbsnurwmMvhmsdiiet e idsouiledwsivlirssinuaniessms
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sruumsifivuagdndsendu Cold chain system il nasgIunmdninast Good Storage Practice
(GSP wag Good Distribution Practice)
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&o.0 nstiefiauelildenduuuy (Original drugs) Faslionansuanisfinw bioequivalence
yoseiauasnnUIsuisuivenduiuy Tngdsnsinuwdeadulunumaninausiuazuui foaly
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. Hﬁﬁizq’i’laqﬁuﬂﬁm Biopharmaceutics Classification System (BCS) Class e 58 &

da o a

9. g daytin1sinw A (narrow therapeutic index drugs)
A, pIMENNAMENTTUNITEINTIAZYN UsEnANResinn13@ne) bioequivalence LU &1
Auilingnidy, zidovudine (azidithymidine, AZT), @1luguuuueifauains
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