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3.1 Finish product specification”

Testitem USP 38
1. dSinmueneday 90.0 - 110.0% of the L.A. of Entacapone
2. Identification ATIVHU
3. Dissolution Test 1

waasN1Tazae livasndl 80% (Q) of the labeled amount of Entacapone
meluina 30 wiv

W30 Test 2

saasnsazans lidaendt 80% (Q) of the labeled amount of Entacapone
meluim 45 wdt

W50 Test 3

waasmsazanslaivaondd 70% (Q) of the labeled amount of Entacapone
melway 30 wif

(W821A3 8138NTTIUUT)

(89%8).r W ...... nIINNNT (39%8) oo OY\/ .............

(WHEIMUGRHR F5uE) (W9EMIUN Siad)

n3IsuNIg

Hﬁwﬁ1/swmsﬁ1agmﬁ815/2561



3.1 Finish product specificationm (Gia)

Test item USP 38
4. Uniformity of dosage units AT
5. Organic impurities - Entacapone related compound A : NMT 0.2%

- Any individual unspecified degradation product : NMT 0.1%
- Total impurities : NMT 0.2%

3.2 Drug substance specification : Entacaponem

Test ltem USP 38
1. ﬂ%mme\”amﬁ%m"’ry 98.0 - 102.0% of the L.A of Entacapone (dried basis)
2. identification ATIDHU
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 10 ppm
5. Impurities - Entacapone related compound A : NMT 0.1%

- Any other unknown individual impurity : NMT 0.10%
- Total impurities : NMT 0.2%

6. Loss on drying NMT 0.5%
7. Sulfated ash -
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1 = The United State Pharmacopoeia 38
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