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1. ﬂ%mmm“:mﬁﬂﬁ%y 90.0 - 110.0% of the L.A. of Thalidomide
2. Identification ATITHIN
3. Microbial enumeration test Total aerobic microbial count NMT 1000 cfu/g and the total

and Tests for specified microorganisms combined molds and yeasts count NMT 100 cfu/g Laza3339

: & . ,
laiwuia Escherichia coli

4. Dissolution ugasnsazae laitaandn 70%(Q) of the L.A. of Thalidomide
1w 60 wi

5. Uniformity of dosage units ATIHY
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Naﬂnmmmunmunztuuuh (finished product specification) nmmaas vmomaﬂauuuﬂmuﬁ‘lmwumu
a.maeuumanmwsamLu'm'lwnwn'lwauﬁ"lw*stau finished product specification

2, 7%nsmmnnam7u1!s mﬂlrm Nua@mawa'nmmwmwuaaasmmmmmummawmmuvmnmm'n
'Jﬁmmﬁ'lumswnmmmaom*mwmmsmm (GMP) 'luwm@mmauamu

‘Zunsmmﬁummsmmnm&ﬂs sne Nwavmaaummewmuumaasmaammmummammmu

v|immmmﬁmmﬁlummamm'uaaﬂs:mﬂnwam %38 Certificate of pharmaceutical products
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USP 35

1. ﬂsmmmmﬁﬂnm

98.0 - 101.5% of Thalidomide, calculated on the anhydrous basis

2. Identification

ATV

3. Microbial enumeration test

and Tests for specified microorganisms

Total aerobic microbial count NMT 1000 cfu/g and the total combined
molds and yeasts count NMT 100 cfu/g

4. Water

NMT 0.5%

5. Heavy metals

NMT 0.002%

6. Chromatographic purity

- any individual impurity : NMT 0.1%
- total impurities : NMT 0.3%

7. Ordinary impurities

NMT 0.1%

HAUW®R  NMT = Not more than
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7.1 'lumtﬁi‘fun"tﬂﬂummmnni'] 2 1 axdpafidummndnanansdnm Long term stability anafigiu
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