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3.1 Finished product specification: USP 41

& Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90.0 - 110.0% of the labeled amount of
Carvedilol
3.1.3 | Uniformity of dosage form unit* Meet the requirement
3.1.4 | Dissolution Not less than 80%(Q) of the labeled amount
of Carvedilol is dissolved in 30 minutes
3.1.5 | Related Compounds
- Individual impurity Not more than 0.2%
(specified or unspecified)
- Total impurities Not more than 1.0%
AITUMS
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3.2 Drug substance specification: USP 41

& Test Items Specifications

3.2.1 | Identification Meet the requirement

3.2.2 | Assay 98.0 - 102.0% of the labeled amount of
Carvedilol (on the dried basis)

3.2.3 | Residual on ignition Not more than 0.1%

3.2.4 | Organic impurities

(Procedure 1)

- Carvedilol related compound E Not more than 0.1%
- Carvedilol related compound A Not more than 0.1%
- Carvedilol bisalky pyrocatechol Not more than 0.15%
derivative (if present)
- Carvedilol related compound C Not more than 0.02%
- Carvedilol related compound D Not more than 0.1%
- Carvedilol related compound B Not more than 0.1%
Any other individual impurity Not more than 0.1%
Total impurities Not more than 0.5%
v38a Procedure 2
- Carvedilol related compound A Not more than 0.1%
- Carvedilol related compound F Not more than 0.1%
- N-Isopropylcarvedilol Not more than 0.1%
- Carvedilol related compound C Not more than 0.02%
- Carvedilol related compound B Not more than 0.1%
- Bicarbazole Not more than 0.1%
Any other individual impurity Not more than 0.10%
Total impurities Not more than 0.5%
29 p lure 3 (f ]
-Carvedilol related compound F Not more than 0.1%
3.2.5 | Loss on drying Not more than 0.5%

WaBWe - *svyiade Dissolution fiu Uniformity of dosage units Tiuuulenansuanssigaziduana
MIng193Aszs mndileudeliluly CoA
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EUNANINUITIENSTARIUNSWERE PIC/S (Pharmaceutical Inspection Co -
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431 wWamMINTRAATITRAUAMHANAMeIvBENEn (Certification of analysis of
finished product) lugnjuiidsiaogns

4.32 wansATsRuAIRgAuTeIRIed Ay (Certification of analysis drug
substance) Mdlunsudnssuiidudusegnaisvenaneuazduan ingiu
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(Drug substance) 48 4.3.2 fugun1sWanRvoIAnSTdS3U (finished
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434 @an13An®N Long term stability @1y ASEAN guideline on stability study of
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