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Phenytoin 50 mg chewable tablet

1. Joen Phenytoin 50 mg chewable tablet

2. gruanianaly
21 guwu BudiadaiReadmiuiuusyny
22 @ulszneu  Ussnaumedmen Phenytoin 50 mg Tu 1 1fa
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3. AuauUANImaila
3.1 Finished product specification:

d0 Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 95.0-105.0% of the labeled amount of Phenytoin
3.1.3 | Uniformity of dosage units* Complied with finished product specification
3.1.4 | Dissolution* Test Not less than 70% (Q) of the label amount of phenytoin
is dissolved in 120 minutes

g - *seyviadie Dissolution U Uniformity of dosage units....... iuuuenansuanisieaudenua
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012 ludmvetunadeou ve.1/8.1 veseiauesim wieuswanduadenismuny
ﬂmmwmamﬁmﬁmﬁmuﬁﬁwmﬁau (finished product specification) wagpivun
ANAMYBYINAAU (Drug Substance specification) nsdiflegsywinmsdeuuas
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specification Wag/%3e Drug Substance specification
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421 nsdifewanlulssmdlng fuandesldunamdenideiusennasgunsudne
AUMENLNNTIBNARIUNSHERYN PIC/S (Pharmaceutical Inspection Co-operation
Scheme)laauuaaau PIC/S participating authorities #5aillana153UTEWIATFIUNTT
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422 nsadugnihdhanniasene drandedienansiussanasgiuntsdng
waNNTISNSARluMIHARE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tnemaea1u PIC/S Participating authorities #38 GMP ¥aeUsvANANKER
atuagamuseunsansaeulneiinanisiusesdieiuiivssmauszninnmdidning
UndvionaanongInuauansdl
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431 wWaMINTIIATIBIRNATWNANSTuasKaR (Certification of analysis of finished
product) lusjuiidsshseing
432 wamslaseiaunwingivrasiiendnfny (Certification of analysis drug
substance) flliluniswanenfuiidadufetivivesiuaneuasinaningiu
433 lanaasevangrududumaudimussswingumindnvasingavvesiiondiny (Drug
substance) 78 4.3.2 fujunsnanvewdndnsidniagy (finished product) 4o 4.3.1
43.4 wWan15ANWI Long term stability My ASEAN guideline on stability study of drug
product maentsenguaseiidtungdoul ifudninnuanznssumsemsuaze
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