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Han15nsI9Tmseinun wmlulunu finished product specification uae drug
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3.1 Finished product specification: Carvedilol tablet USP 2025

D) Test items Specifications
1 | Identffication Meet the requirement
2 | Assay 90.0 - 110.0% of the L.A. of Carvedilol
3 | Dissolution NLT 80%(Q) of the L.A. of Carvedilol
{Test 1 or Test 2 or Test 3) is dissolved in 30 mins.
4 | Uniformity of dosage units Meet the requirement
5 | Impurities
- Individual impurities NMT 0.2% {specified or unspecified)
- Total impurities NMT 1.0%
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3.2 Drug substance specification: Carvedilol USP 2025

D) Test items

Specifications

1 I[dentification

Meet the requirement

Assay

98.0 — 102.0% of Carvedilol (dried basis)

Residue on ignition

NMT 0.1% from 1 ¢

AW DN

Organic impurlties

Procedure 1:

- Carvedilol related compound A NMT 0.1%
- Carvedilol related compound B NMT 0.1%
- Carvedilol related compound C NMT 0.02%
- Carvedilol related compound D NMT 0.1%
- Carvedilol related compound E NMT 0.1%
- Carvedilol Bisalkylpyrocatechol NMT 0.15%
derivative (if present)
- Any other individual impurity NMT 0.10%
- Total impurities NMT 0.5%
Procedure 2:
- Carvedilel related compound A NMT 0.1%
- Carvedilol related compound B NMT 0.1%
- Carvedilol related compound C NMT 0.02%
- Carvedilol related compound F NMT 0.1%
- N-Isopropylcarvedilol NMT 0.1%
- Biscarbazole NMT 0.1%
- Any other individual impurity NMT 0.1%
- Total impurities NMT 0.5%
Procedure 3:
- Carvedilol related compound F NMT 0.1%
(if present)

5 | Loss on drying NMT 0.5%
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3.3 Finished product specification: Carvedilol tablet BP 2025

%9 Test items

Specifications

Identification

Meet the requirement

Content

95.0 - 105.0% of the L.A. of Carvedilol

Meet the requirement

1
2
3 | Uniformity of mass
4

Dissclution

NLT 75%(Q) of the L.A. of Carvedilol

is dissolved in 45 mins.

4 | Uniformity of dosage units

Meet the requirement

5 | Related substances

- the area of any peak corresponding to
iImpurity C

- the area of any other secondary peak

- - the sum of the area of any secondary

peaks excluding the peak due to impurity C

NMT 0.02%

NMT 0.2%
NMT 0.5%

3.4 Drug substance specification: Carvedilol BP 2025

48 Test items Specifications
1 | Identification Meet the requirement
2 | Content 99.0 - 101.0% of Carvedilol (dried substance)
3 | Appearance Meet the requirement
4 | Solubility Meet the requirement
5 | Loss on drying NMT 0.5%, determined on 1.000 ¢
6 | Sulfated ash NMT 0.19%, determined on 1.0 ¢
7 | Related substances
- Impurity A NMT 0.2%
- Impurity D NMT 0.15%
- Impurity C NMT 0.02%
- Unspecified impurities : NMT 0.10%
for each impurity
- Sum of impurities other than C NMT 0.5%
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