2 nIngAY 2567

#in 130 3

ANANYAZLANIZVBIY1

Phenytoin 50 mg chewable tablet

1. Fagn Phenytoin 50 mg chewable tablet

2. guanlifnaly

2.1 §Uuuu Lﬁuml,ﬁmgﬂl,mmﬁm (chewable tablet} dmiuivussnu

2.2 druusEneu T 1 i Useneumeien Phenytoin 50 mg

2.3 AMUULUTTY Usfa%’l,umﬂﬁuvmaw Joafunasuazennduls

2.4 9a7n - uwam A1 TEnaufmEndALLazAILLT TUNER auauma @il

Nﬂﬁ]LLauLa‘U‘VIuLU BRI UL IL'JE]EJWCI“{J@L’%]UUUU‘E'WI]N‘VI

- JUAYUE Uiiﬁ]E}EI']\“JUBEJWE]\‘i'iuU‘U’E)B'] Wi@%@ﬂ?%ﬂ"l'ﬁﬁ’] drulsznauway

YUIRAITULIIVDIET Lﬁ“ﬂ‘lﬂ&lﬁﬁ] LLE‘]“’J‘HHUE]’]EE‘\,’J‘IJWL’{IU

3. AUEUUANIUNALA

Nam*im’mf‘m'ﬁﬂuﬁﬂmmwLﬂulﬂmm Finished product specification Wag Drug  substance
SpeCIFCaTIOﬂ ‘VEB’N@Q"}HﬂLﬂﬁ“ﬁﬁ’l‘i‘Uﬂ‘UUL@H’Jﬂu Gﬁﬁlﬁlﬂ](ﬂ‘ﬂumEJ‘I,JG\ﬂﬂﬂﬁﬂdﬁﬂﬂmuﬂiiﬂﬂ’ﬁa’mﬂiLLﬁ"’Eﬂ
ﬂi“ﬂi?ﬁﬂﬂﬁ"liﬁuﬂ‘ﬂ ﬂdumﬂ“ﬁi@ﬂ‘iUVﬂ‘UﬂN%}\‘maﬂL‘U‘LIQ‘UU‘V]L‘VIB‘UL‘Vl'}‘lr‘iiasl‘ﬁﬁiﬂ'J']ﬂJWGl'ﬁ’]ULﬂﬁ‘UW]‘EUIﬂWI‘JU
‘Wu\‘l WWNU‘?‘“ﬂﬂﬁﬂ‘i”"ﬂ3’3%?1’]'0"’]‘5&?1‘11!;'5@\3 3‘”‘1}(5!’]3’18? WA, 2561 aQ’J‘LW] 6 5111An 2561 (ﬁﬂﬂi”ﬂ’\@ﬁﬁ'ﬁ“ﬁ

namumﬂmauw 12 ﬂﬂJﬂTW‘Nﬁ 2562}

HatlunsRansan “Lmunmaawuwmﬂmvﬂiiumiwama.nma

3.1 Finished product spec;ﬁcat;on Phenytom Chewable Tablets

48 I Test tems " USP40 - NF35.
1 | Identification Wmaﬁhummﬁisﬂu Finish product specification
2 | Uinadnendndny 95.0-105.0% L.A. of Phenytoin
3 | Uniformity of dosage units m’aﬁlﬂhumuﬁimﬂu Finish product specification
4 | Dissolution NLT 709(Q) of L.A. of Phenytcin is dissolved in 120 min

3.2 Drug substance spemﬂcation Phenytom Sodlum

¥ Test ltems | USP40 - NF35 1.
1 | Identification m’h&humuﬁisﬂu Finish product speuﬂcation
2 | USunpasnendraiy 98.0-102.0% L.A. of Phenytoin sodium (on dried basis)
3 | Loss on drying NMT 2.5%
4 | Organic impurities - Phenytoin related compound A (Diphenylgtycine) : NMT 0.5%
- Phenytoin related compound B (Diphenylhydantoic acid} :
NMT 0.9%
- benzophenone : NMT 0.1%
- Any individual unspecified impurity : NMT 0.1%
- Total impurities (Excluding benzophenone) : NMT 0.9%
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