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am.e Finished product specification : Carvedilol tablets USP

h) Test items Specification
® Identification Meet the requirement
© Assay ®0.0-@®0.0% of the labeled amount of

carvedilol

o Dissolution Not less than @o%(Q) of the labeled amount of
Teste or Testlo or Testen carvedilol is dissolved in eno minutes
& Uniformity of dosage units Meet the requirement

& Related Compounds
- Individuai impurity Not more than o0.©%

(specified or unspecified)

- Total impurity Not more than ®.0%
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am.lo Drug substance specification : Carvedilol USP

h) Test items Specifications

. Identification Meet the requirement

. | Assay ®@.0% - @ob.o% of carvedilol (on the dried
basis)

on. Residue on ignition Not more than o0.e%

cd Heavy metals Not more than eo ppm

&. Organic impurity
Note : Procedure @ or Procedure o (Procedure v is recommended when carvedilol

related compound F is a potential impurity)

Procedure o

Carvedilol related compound E Not more than o.e%
Carvedilol related compound A Not more than o.@%
Carvedilol bisalkylpyrocatechol Not more than o.e&%

Derivative (if present)

Carvedilol related compound C Not more than o.cb%
Carvedilol related compound D Not more than o©.e%
Carvedilol related compound B Not more than o.e%
Any other individual impurity Not more than o.e0%
Total impurities Not more than o.&%

Procedure s

Carvedilol related compound A Not more than o.e%
Carvedilol related compound F Not more than o.#%
N-isopropylcarvedilol ' Not more than o.6%

Carvedilol related compound C Not more than o.cb%

Carvedilol related compound B Not more than o.e%
Biscarbazole Not more than o.6%
Any other individual impurity Not more than o.e%
Total impurities Not more than o.&%

Procedure e
Carvedilol related compound F Not more than o.e%

(if present)

. Loss on drying Not more than o.&%
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-Drug substance specification #9139 nluAATIeivedndn drug substance 3o Tuliases
drug substance vasfrAnerdFazy atulaatunil Fsiimsnsraiinsesinsunnindeiifmus
ouly
<. fiaueradasduduuinmdisionais wisuasasfiodeiusenenaslaediisns meaziBended
<o onasnsldsusunetungfouinueniosmhelulssmelng wagdun (declare) uvasedn
0.0 luddymstunzdowiiue 1En elo no.a Ve.c 150 8o udunsel
<00 Tudmatunailou ve.e wie v.0 vesnfiiaussin wiouswaziBoardonmsauauaanim
vosnanfusinufidunzideu (finished product specification) wagdorimunguanvesingiu
(drug substance specification) ﬂﬁafiﬁaQﬁzmwmiwﬁwuﬂamf’ﬂmﬁmLau%éfamumaﬂaﬁmﬁ
vouAly (8.¢) wIwiau finished product specification taz/v58 drug substance specification
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glolo NItlghdIaINA1sUssma JHandaiionalssuseunATgUMIKERI A VANINASILAZIE NI
firlunsudnen PIC/S participating authorities aduaganusauNInsIIaeulagilnan1sTuTes
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..o mamsm’;aﬁLﬂswﬁ@mmwmﬁmﬁmv‘lmﬁﬂﬁﬂgmm@mam (certificate of analysis of finished
product) lugnjuitdadusiiogns
&.on.o NAMINTIVIATSAAUMWIRAUVDIRIEEARY (certificate of analysis of drug  substance)
fldlunsudnejuiidaduietaisosinane wasnaningiu
(e : nsaldusingu biological products AB4n15 COA of drug substanceVsIKHan
vty £ nsdletiudu Sterile water for injection @4l COA of drug substance***)
& on.n LBNANTVIBVENF LT LS UAUAURUSTEMINTUNIHERVDIIRgRUYBITIENEAY (drug
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DIMNTHATYT NIENTEAIGI1TUEY $1U ASEAN Stability Study Guideline Tudennas ASEAN
Harmonization Product on Pharmaceutical registration Fufl oo §uAL WA, beds
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naainuUadnen (stability study : split tablet)
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<o Tuafnymnandin (Clinical studies) mudouslivesen Tulszananguiivey fuansis
nsUSurumenlviieunagwdmvaneg
.en.ev ﬂ'ﬁaﬁ‘ﬁ' drug substance specification @amAaBInu USP , BP , Ph. Eur., Ph. Int., JP way ICH
Guidelines Flaififarmunlunismusunas heavy metals liflanaenans Risk Assessment
Report for Elemental Impurities ﬁﬁﬂﬁ@ﬁmumm% ICH Guidelines %38 US Pharmacopoeia
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