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3.1 Finish product specification™”

Test Item

USP 38

BP 2013

1. YSanudrendany

90.0 - 110.0% of the L.A. of

Hydroxyurea

95.0 - 105.0% of the L.A. of

Hydroxyurea (Hydroxycarbamide)

2. ldentification

HTITNIU
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3. Dissolution

usasmsazans liesnin 80%(Q)
of the L.A. lwsan 30 widi

waaInMTazany likasndn 70%(Q)
of the LA. Tutian 45 At

4. Uniformity of dosage units ATITN ATIEH
5. Urea - NMT 0.5%
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3.2 Drug substance specification : Hydroxyurea (Hydroxycarbamide)")'(z’

Test item USP 38 BP 2013
1. Y3 marendery 97.0 - 103.0% of Hydroxyurea 97.5 - 102.0% of Hydroxyurea
(Calculated on the dried basis) (anhydrous substance)
2. Identification ATIINIU ATIY
3. Loss on drying NMT 1.0% -
4. Residue on ignition NMT 0.50% -
5. Heavy metals NMT 0.003% NMT 10 ppm
6. Urea and related compounds | @1329K1% - Urea : By thin-layer chromatography
NMT 0.5%
- Related substances : By liquid chromatography
* Any impurity : NMT 0.1%.
* Total impurities : NMT 0.2%
7. Chlorides - NMT 50 ppm
8. Water - NMT 0.5%
9. Sulfated ash - NMT 0.1%
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1 = The United States Pharmacopoeia 38
2 = British Pharmacopoeia 2013
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLaz@:ﬁa
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