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Drug substance specification (Reference USP)

om.® Definition White or nearly white, crystalline powder. Slightly
soluble in alcohol, practically insoluble in water
and dilute acids.

oo Identification test mwmumuﬁ‘ssﬂu drug substance specification (IR,
HPLC)
on.en USUNsusendify (Assay) ®z.0 - ®ob.0%L.A. (on the dried basis)

o.& Impurities
m.&.e Residual of ignition AU 0.0% 3181 @ ¢

en.clo Organic impurities

P A ) =
- Organic impurities, Procedure @ ATINTUAIUATTINN ©

AIZNTTUNIAMUAAANBSIANTE

< o Qs as - =y
weiuCanaul] ginuseste Agaedad Junsiyad

U5857UNTIUNNT AFTINNT




= . o, =
#1519 @ Organic impurities nstivadaulng Procedure @

Acceptance criteria

o

e Not more than (%)
®. Carvedilol related compound E 0.®
. Carvedilol related compound A 0.6
m. Carvedilol bisalkylpyrocatechol derivative

(8 0.0&
@ Carvedilol related compound C 0.0
&. Carvedilol related compound D 0.6
o. Carvedilol related compound B 0.®
. Any other individual impurity 0.0
«. Total impurities o.&
- ic impuriti edure ATIVHILANNANTT o

| .
** Procedure lo lflunsgifiwy Carvedilol related compound F **

4 S o
M15199 o Organic impurities nNIdinAaaUlay Procedure o

T Acceptance criteria
Not more than (%)
@. Carvedilol related compound A 0.®
lo. Carvedilol related compound F 0.6
o, N-Isopropyl carvedilol 0.®
@ Carvedilol related compound C 0.0
&. Carvedilol related compound B 0.®
©. Biscarbazole 0.®
. Any other individual impurity 0.6
. Total impurities o.&
& Loss on drying A 0.¢% vosiwiing (maasuilgamgll eoe® Hu

1287 e TILL4)

Finished Product specification

a.@ Descriptions msiﬁ]ﬁiﬂumuﬁwq‘lu finished product specification
m.lo Identification test ma%c&mm’mﬁ‘ssq‘lu finished product specification

(UV, HPLC) '
onlo USuneudiendnagy (Assay) «®0.0 ~ ®®0.0%L.A.
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a.en Dissolution laifp8ni1 go.0% lu mo W7 (Q==o%)
m.& Uniformity of dosage units msaﬁ]mumuﬁwq‘lu finished product specification
on.& Impurities

a.&.@ Organic impurities ATITEUAINATTITen

< - "
M3 en Organic impurities

4 Acceptance criteria
YA
Not more than(%)
®. Individual impurities 0.l (specified #38 unspecified)
. Total impurities ®.0
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<o nsmlalyprdunuy (Original) agdiasiitoyanisAnyidrauya (Bioequivalence)
WisuiisuivefuLuy Gaaenndosmundninasitasiumnaufialugiionsineuidssaviuauas
FIANYAVDINAN FUN LN INNINTFINAMUATDINBIAIUANYT FTiNUAMENTTHNNTBIMTWAZEUTET
UszmAlned woow wiadluiusesimansusisdy wdnlaedudndeitunieluniedendu gasisy
LAENIEUIUNSHAMALIURUEPULUY

.00 LanmENgIETITsTngRU wiouKan1sATIRlRT iR IngRUYeTid Ry
Hlumananluiuiliausnns Kavesfuaneuasinaningiu

.ol Wnsditunsifougnunnnnii o U szfesdidiunnmearanansiinw Long term stability
puftduiAnlune Teuenanuan

<.om Wdeinseidy 4 fuanaiud

c.omn.e INgAuMIEIEAY ﬁm%jumaaﬁmev’imﬂ%mmmsﬂulﬁaumju Nitrosamines

MK TANT ISO/IEC awioloe filullinan TnsnanisnsaadiasgildiAuinasindatnau
AMENTINNTRIMITUALEIAINUA

<o Iaudldluenarsmiveniiguwidiugsiusuuyniade

.o SUszaunisainisltlulsaSouwnng (UHOSNET) wasiluseavsnmnissnunluneeausuly
AN b U uagdenslvogauiielagiu

ANENITUNIINVUAAENHUSIANTE

HAAUW, nggandadl Junsiyad

£ 1Y a
) Q’JWULSUTUU
U9¥51UNITUNS NIIUNT AFIUNITUALAVIYNIT




