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Finished product specification : Sedium Valproate &oo me sustained-release tablet

®. |dentification

. Assay

s, Dissolution (USunauwas Sodium Valproate)
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Meet the requirement
w¢.0 - @o&.o% of the labeled amount of

Sodium valproate
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Meet the reguirement

Drug substance specification

®. ldentification Compilied with finished product specification
. Assay &e.& — @oe.0% of dried basis

m. LOss on dying Not more than b.o %

@ Heavy metals Not more than boo ppm

& Chlorides - Net more than boo ppm

o, Sulfates Not more than oo ppm

o). Acidity or Alkalinity Not more than o.e& mL

=. Related Substance |

- Impurity K Not more than o.e& %
- Unspecified impurities Not more than o.o& %

- Total Not more than oo %
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Finished product specification : Hydralazine &o mg tablet USP &e

Identification

©. Assay

m.  Uniformity of dosage units

@. Dissolution

&. Impurities
- Any unspecified degradation product

- Total impurities

Meet the requirement

0.0 - @®0.0 % of the labeled amount of
Hydralazine HCl

Meet the reguirement

Not less than «/& % of the labeled

amount of Hydralazine HCL is dissolved in

&& minutes

Not more than oo %

Not more than a.& %
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Drug substance specification : Hydralazine USP &
@. ldentification Meet the requirement
b. Assay ®m.0 — aob.o% of Hydralazine HCL
{on the anhydrous basis)
e, Uniformity of dosage units Meet the requirement
@. Dissolution Not less than e % of the labeled

amount of Hydralazine HCl is dissolved in

@& minutes

&. Residue on ignition Not mere than o.@ %

. Organic impurities {total) Not more than a.o %

w. Limit of Hydralazine Not more than o.ooe %

<. pH nE - @lo

. Loss on dying Not more than o.& %

@o. Water-insoluble substances Weight of the residue dose not exceed
@c Mg (o.& %)
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- Reporting threshold o.0& %
- Any individual impurities Nct moere than o %
- Sum of all impurities Not more than e.& %
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Finished product specification : Calcitriol o.lb& mcg soft capsule

@. Identification Meet the reguirement

lo. Assay ®Ro.0 — @ea.0% of the labeled amount of
Calcitriol

o, Uniformity of dosage units* Meet the requirement

«. Disintegration time Not more than so minutes

& Microbial limits
- Total viable aerobic count Not more than ecoo cfu/g
- Total yeast and molds count  Not more than eoco cfu/g

Bile-tolerant gram-negative

Bacteria Not more than eco cfu/g

Drug substance specification ; Calcitriol USP &€&
@. ldentification Meet the requirement
. Assay ®el.o - @om.o % of Calcitricl
(on the anhydrous basis)

en. Related Substance

- eB-calcitriol Not mere than o.@ %
- Methylene calcitriol Not more than c.lod %
- Any unspecified impurities Not more than o.e %
- Total impurities Not more than @.0 %

@. Water Determination

Method |, Method IC m.& - && % (monohydrate form)
|
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Drug substance specification ; Calcitriol BP solbo
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l[dentification

Assay

Related Substance

- impurity A

- Impurity B

- impurity C

- Fach unspecified impurities

- Sum of impurity

(Weagilan deivae)

Meet the requirement
wev.0 — @om.c % of Calditriol

{on the anhydrous basis})

Not more than o.& %
Not more than o.& %
Not more than o.& %
Not more than o.6 %

Not more than e.c %
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