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Oxymetholone 50 mg tablet

1. Fown Oxymetholone 50 mg tablet

2. gruantAaly
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3. guanUANIamAaia
Nam'561'i'JﬁLﬂi'!zﬁ?]mﬂ‘mLflulﬂmm Finished product specification wag Drug Substance
specification fi8198av1nndasuatiudisanu Saldaansidoudedinauanenssunso s
UATYT NTENTNABITUGY ﬁefunﬁ"nﬁw%’uﬂﬁ'ﬁwﬁaﬁaaL‘?Juaﬂ'uﬁtﬁammw‘%’a'lmin'hmmgm
wndwsiulashiunils auusemansevsnanssugy Fee seysiiue wa. 2561 auil 6
§unan 2561 (asUsemeluswinamunuriui 12 nuanius 2562)

3.1 Finished product specifications: USP 41

& Test Items Specifications
3.1.1 | Identification Meet the requirements
3.1.2 | Assay 90.0 - 110.0% of the labeled amount of
oxymetholone
3.1.3 | Uniformity of dosage form unit* Meet the requirements
3.1.4 | Dissolution Not less than 75%(Q) of the labeled amount
of oxymetholone is dissolved in 45 minutes

3.2 Drug substance specifications: USP 41

i Test Items Specifications
3.2.1 | Identification Meet the requirements
3.2.2 | Assay 97.0 - 103.0% of the labeled amount of
oxymetholone (on the dried basis)
3.2.3 | Melting range or Temperature 172°-180°
NTIUNIS
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3.2.4 | Optical rotation +34° to +38°

3.2.6 | Loss on drying Not more than 1.0%

vaeme - *syyiate Dissolution fiu Uniformity of dosage units Wuulenansuansswazidenna
N13n529AT 189 wndlleudalilulu CoA
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5.nunUseiliudseansnneasian (Price Performance)

Oxymetholone 50 mg tablet
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