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6n.o Finished product specification : Carveditol tablets USP
v

1J0 Test items Specification

o ldentification Meet the requirement

l.e Assay c(o.o-ooo. oo/o of the labeled amount of

carvediIoI

6n Dissolution

Testo or Testlo or Testen

Not less than do%(Q) of the labe[ed amount of

carvedilol is dissolved in eno minutes

g Uniformity of dosage units Meet the requirement

d Related Compounds

- Individuai impurity

(specified or unspecified)

- Total impurity

Not more than o.to7o

Not more than or.o7o

n fu v n T:il n'r : fi1 14 u et :''l u a v [6 u q 
4 fu #n ufu u [a v{''r v r o { u''l

. -l K^^(a{?Jo) . ......\.Y)... ...............rJ:vD'tun::ilfl't:
\

(uruqryrr drirurjiriu)

uru$ily),tiLfiu?t'rrU
,/

,4,!(a.ito)...............:... ...............fl::!n1:

(ururJ:rTrud rj:fl ndu'u)

u'ru L!11vru tlu?lJ]fu

(n.ilo) ..lo* I .-...........nrrun',,

(urrarrr:r{nil'r Aurtli'e}.rurfr o)

matn:1'ru16un1: a/a



,
lJO Test items Specifications

o. ldentiflcation Meet the requirement

b. Assay e(d.oolo - oolcr.oolo of carvedilol (on the dried

basis)

6n. Residue on ignition Not more than o.o%

g. Heavy meta[s Not more than oo ppm

P Organic impurity

Note : Procedure o or Procedure b

related compound F is a potential

Procedure o

Carvedilol related compound E

Carvedilol related compound A

Carvedi|.ol bisalkylpyrocatechol

Derivative (if present)

Carvedilol related compound C

Carvedilo[ related compound D

Carvedilol related compound B

Any other individual impurity

TotaI impurities

Procedure lq

Carvedilol related compound A

Carvedilol related compound F

N-isopropylcarvediloI

Carvedilo[ reLated compound C

Carvedilol related compound B

Biscarbazole

Any other individual impurity

Total impurities

Procedure en

Carvedilol related compound F

(if present)

Loss on drying

(Procedure b is recommended when carvedilol

impurity)

Not more than

Not more than

Not more than

Not more than

Not more than

Not more than

Not more than

Not more than

Not more

Not more

Not more

Not more

Not more

Not more

Not more

Not more

Not more

than

than

than

than

than

than

than

than

o.ao/o

o.ao/o

o.a&o/o

o.olETo

o.ao/o

o.ao/o

o.oo7o

o.do/o

o.ao/o

o.ao/o

o.ao/o

o.olero/o

o.ao/o

o.ao/o

o.ao/o

o.&o/o

than o.oolo

Not more than o.dVo
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