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Lﬁ‘!lﬁ oo / lndoel
ﬂ&lmiﬁ @ Sodium valproate oo mg sustained-release tablet
AU TEN AN INQUATIVSIT

doen Sodium valproate &oo mg sustained-release tablet (GPU : bea®bo)
AnaAuTAY
©.e. JULUY \uedinguuuuesngyisuiu (sustained release) ¥linsuseyu
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m.e. Finished product specification: Sodium valproate &oo mg sustained release

Test Specifications (BP boab)

Identification Complied with finished product specification

Assay «&.0 — @od.0% of labeled amount of Sodium valproate

Uniformity of dosage unit Complied with finished product specification

A8 |& |9

Dissolution test
- After @ hour @o — mo% of the labeled amount of Sodium valproate
- After en hours mo — &o% of the labeled amount of Sodium valproate
- After o hours &o — wo% of the labeled amount of Sodium valproate

Related substance/Chromatographic purity
- Impurity K Not more than o.b%
- The area of any other secondary peak | Not more than c.e%
- Total Not more than o.e%
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.. Drug substance specification: Sodium valproate

1o Test Specifications (BP woab)
® | Identification Complied with finished product specification
o | Assay ®a@.d - @06.0% of labeled amount of Sodium valproate

(dried substance)

Not more than o.col% (lbo ppm)

o | Heavy metals
Acidity or alkalinity Complied with finished product specification
& | Related substance
- Impurity K Not more than o.e¢%
- Unspecified impurities (for each Not more than o.0d%
impurity)
- Total impurity Not more than o.lb%
o | Chlorides Not more than o.olw% (woo ppm)
Sulfates Not more than o.cl% (woo ppm)
@ | Loss on drying Not more than v.0%
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59657 o Phenytoin sodium @oco mg extended-release capsule
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blo. @udszney Usznausiedae Phenytoin sodium eoo mg lu @ uAUYa
.o AMUTUTTY UTIPIUMTuzTnaiiv Hoafumatu warussyiusitostuuas
. 28N

Phenytoin sodium eoo mg extended-release capsule (GPU : memlode)
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m.e. Finished product specification: Phenytoin extended release @eoo mg capsule

Test

Specifications

|dentification

Complied with finished product specification

Assay

«&.0 - @od.0% of labeled amount of phenytoin

Uniformity of dosage unit

Complied with finished product specification

Dissolution test

Complied with finished product specification

fe |PL |8 |G |9

Impurities:
- Diphenylglycine (DPG)

- Total impurities

- Diphenylhydantonic acid (DPHA)
- Individual unknown impurities

Not more than o.¢%
Not more than e.0%
Not more than o.le%
Not more than &.&%
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am.lo. Drug substance specification: Phenytoin sodium

10 Test Specifications

® | ldentification Complied with finished product specification

b | Assay &w.0 - ®@ol.0% 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.#%
- Total impurities (excluding Not more than o.«!%
benzophenone)
& | Heavy metals Not more than o.ocole%

& | Loss on drying (Dry it at @oé& °C for | Not more than ©.&%
& hours)
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