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1. don Hydroxyurea 500 mg capsule
2. AusAnaly

2.1 JUuuy Wusudlaueuga dmiuiuvsenu

2.2 daulseneu Tu 1 Wauseneusmesien Hydroxyurea (Hydroxycarbamide)

500 mg
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3. Aaeandanianaiia

3.1 Finished product specification: Hydroxyurea 500 mg capsule, USP 41

U8 Test items Specifications

1. | YSueudqenddgy 90.0 - 110.0% of the L.A. of Hydroxyurea

2. | Identification ATIWNY

3. | Dissolution NLT 809%(Q) of the L.A. of Hydroxyurea (n1elu 30 w1#)
4. | Uniformity of dosage units ATIWY

3.2 Drug substance specification: Hydroxyurea (Hydroxycarbamide), USP 41

1) Test items Specifications

1| YSuneudendregy 97.0 - 103.0% of L.A. of Hydroxyurea (dried basis)
2. | |dentification ATIWMUY

3. | Loss on drying NMT 1.0%
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L) Test items Specifications
4. | Residue on ignition NMT 0.50%

5. | Heavy metals NMT 0.003%

6. | Urea and related compounds H3IWY

3.3 Finished product specification: Hydroxyurea 500 mg capsule, BP 2016

L[] Test items Specifications
1| USuneusendrdty 95.0 - 105.0% of the L.A. of Hydroxyurea
(Hydroxycarbamide)
2. | ldentification ATIMIU
3. | Dissolution PTIIU
4. | Uniformity of dosage units HTIMIUY
5 | Urea NMT 0.5%
6. | Hydroxylamine NMT 1%
3.4 Drug substance specification: Hydroxyurea (Hydroxycarbamide),
BP 2016 & EP 11.0
4o Test items Specifications
1| WSuneusendrdgy 97.5 - 102.0% of L.A. of Hydroxyurea (anhydrous
substance)
2. | Identification AU
3. | Urea: by thin-layer chromatography NMT 0.5%
4. | Related substances: by liquid - Any impurity : NMT 0.1%
chromatography - Total impurities : NMT 0.2%
5. | Chlorides NMT 50 ppm
6. | Water NMT 0.5% (determined on 2.00 g)
7. | Sulfated ash NMT 0.1% (determined on 1.0 g)
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