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a.@ Finish product specification : Carvedilol tablet (USP NF ko)

Test items Specifications
@. ldentification Ultraviolet-Visible Spectroscopy
b. Ysanudiendrdgy «o.0%-0®0.0% of the labeled amount of Carvedilol
. Dissolution NLT €o% in emo minutes
&. Uniformity of dosage units Meet the requirements

&. Organic Impuirities
- Individual impurities NMT o.0%
- Total impurities NMT @.0%

a.la Drug substance specification : Carvedilol (USP NF o)

Test items Specifications
@. ldentification Infrared Spectroscopy
. YSuusaendidey &®@.0%-e0lb.0% on the dried basis
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Test items

Specifications

en. Impurities
- Residue on ignition
- Organic impurities

Procedure @

NMT o.a% from e g

- Carvedilol related compound E NMT o.e%
- Carvedilol related compound A NMT o.a%
- Carvedilol bisalkylpyrocatechol derivative NMT o.ed&%
(if present)
- Carvedilol related compound C NMT o.0o%
- Carvedilol related compound D NMT o.a%
- Carvedilol related compound B NMT o.a%
- Any other individual impurity NMT o.e0%
- Total impurities NMT o.¢%
Procedure lo
- Carvedilol related compound A NMT o.e%
- Carvedilol related compound F NMT o.e%
- N-Isopropylcarvedilol NMT o.a%
- Carvedilol related compound C NMT o.0lb%
- Carvedilol related compound B NMT o.e%
- Biscarbazole NMT o.a%
- Any other individual impurity NMT o.e%
- Total impurities NMT o.&%
Procedure e
- Carvedilol related compound F NMT o.a%
&. Loss on drying NMT o.&%
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< feylvdy
«.0 tenasnslisuoygaietunsdoumiuenitoswisluusswealneuasduas (declare)
WHaIHEn
«.0.0 Tudiymstunsdoushueldun vl e.n e vie vl wauenel
<.0.0.0 Wnsdifugwdnluussnalng (mnsi new)
€.0.0.0 ‘lunsrumﬂummmmammmamsq (VU889 V18.0n)
@.0.6.a ‘lunmmﬂummmmnmwsumﬁ (wmam 8.<)

.00 'lumwawwmau 8.0 Y38 8.0 UBILITAUDIIAT wiousigazideaideniunu
mu.nﬂwwaawamnmmmumummau (finished product specification) Ltauﬁamwumﬂmmw‘um
QAU (drug substance specification)
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< 1NANTTUAMANYBILTLAUETIAN

.n.e NANIATINIATIIIRUN MYBINARSsTE1d1Sa3UvRIHAR (certificate of analysis of
finished product) Iumsuwmmumamq

&.am.lo HANITATIVUATISVIAUNANYBIIngAUTDITIENERY (certificate of analysis of active
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pharmaceutical ingredient) fiugunisuanuesndniusisrdnsagl (finished product)
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