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1. BBnmaendangy 90.0 - 110 % L.A. of Flutamide
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2. Identification test mnmumumzq‘l‘u Finished product specification
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3. Content Uniformity m‘mmumumzlﬂu Finished product specification
4. Dissolution Glﬂﬂd“lumuﬁsquu Finished product specification
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FEMsNAlUNINEALNTBINTINTNITIIIUGY (GMP) lunanamiilauany

Tunsdifiiinensingronaredsand gudadasiidumnmiiemisiaiisesnaspuntindagianu
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1. PSunmaandagy

98.0 - 101.0% of Thalidomide, calculated on
the dried basis

97.0 — 103.0% (dried substance)

2. Identification

ATIHIU

ATIU

3. Melting range

110° - 114°

4, Loss on drying NMT 0.5% NMT 0.5%
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 10 ppm NMT 20 ppm

7. Related compounds

- 4-Nitro-3-trifluoromethyl-acetanilide : NMT
0.2%

- 4-Nitro-3-trifluoromethyl-aniline : NMT
0.15%

- 3-trifluoromethylaniline : NMT 0.2%

- 4-Nitro-3-triftuoromethyl-propionanilide :
NMT 0.3%

- 3-trifluoromethyl-isobutyranilide : NMT 0.2%
- o-Flutamide : NMT 0.2%

- Unknown : NMT 0.05%

- Total unknown : NMT 0.1%

- Total impurities : NMT 0.4%

- Impurity C : NMT 0.3%

- Impurity A,B,D,E,F : for each impurity,
NMT 0.2%

- Total : NMT 0.5%

- Disregard limit : NMT 0.05%

8. Suifated ash

NMT 0.1%
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1= General requirement 18LARTAISUFINIL Finished product Juvy Tablets
2 = The United States Pharmacopoeia 35
3 = British Pharmacopoeia 2010
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