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6n.o Finished product specification : Carvedilol tabtets USP
I

lJO Test items Specification

o ldentification Meet the requirement

1€) Assay c{o.o-ooo.oo/o of the labeled amount of

carvedilol

6n DissoIution

Testo, or Testlo or Testen

Not less than do%(Q) of the labeled amount of

carvedilol is dissolved in eno minutes

g Uniformity of dosage units Meet the requirement

Related Compounds

- lndividuai impurity

(specified or unspecified)

- Total impurity

Not more than

Not more than

o.lo%o

a.oo/o
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6n.b Drug substance specification : Carveditol. USP
I

?JO Test items Specifications

o. ldentiflcation Meet the requirement

b. Assay c(d.oolo - ooLo.oolo of carvedilol (on the dried

basis)

6n. Residue on ignition Not more than o.o7o

a- Heavy metals Not more than oo ppm

b.

Organic impurity

Note : Procedure o or Procedure b

related compound F is a potential

Procedure o

Carvedilo[ related compound E

Carvedilol related compound A

Carvedi[ol bisaIkylpyrocatechoI

Derivative (if present)

Carvedilol related compound C

Carvedilol related compound D

Carvedi[ol related compound B

Any other individual impurity

Total impurities

Procedure ler

Carvedilol related compound A

Carvedilol related compound F

N-isopropyLcarvedi|.ol

Carvedilol related compound C

Carvedilo[ re[ated compound B

Biscarbazole

Any other individual impurity

Total impurities

Procedure en

Carvedilol related compound F

(if present)

Loss on drying

(Procedure ls is recommended when carvedilol

impurity)

Not more than

Not more than

Not more than

Not more

Not more

Not more

Not more

Not more

than

than

than

than

than

Not more than

Not more than

Not more than

Not more than

Not more than

Not more than
'Not more than

Not more than

o.ao/o

o.ao/o

o.ado/o

o.olo%

o.ao/o

o.ao/o

o.aoo/o

o.&o/o

o.ao/o

o.ao/o

o.ao/o

o.olo%

o.ao/o

o.ao/o

o.ao/o

o.do/o

Not more than o.o%

Not more than o.d%
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-Drug substance specification fior:rurornhirn:rvritor{2frm drug substance u6o "[u?rn:rvri
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99

tolzuamniru.]4nrilfif,uyrvtfiuu (finished product speciflcation) rravrioriruuonrunlilto{;ernAu
t9
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totrrTh (u.d) rt'tv!;ol] flnished product specification ttav/uto drug substance specification
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I
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n'r:Fr:? a aolTn afi zua nr:iu :or
d.lo.le n:fiutirr{rarnFir{il:urvrg rizufin6'orfironar:ir:o{}.r'rer:fi''runr:riAsru'rFr''}lradnrnru'firravidnr:

Ud

fiffLunr:zufrprur PICIS participating authorities arirrirqonril:0lJfl'r:Fr:?oaollqufizuanr:i1J:o.i

d.en 10fl dlIFl6UU'11\10{Ulil tAU0:'lnlj

d.en.o nnnl:el:?aetrr:rsvirrrunrv'rzufrsrrTrus{ureirr*ogrJtor{2fin (certificate of analysis of finished

prod uct) tua r{ufr ri.r r{Jud'r o dx
d.en.lo runnr:n:?aeun:rvviqrunrtinqfiltold'rurr{rdcy (certificate of analysis of drug substance)
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d d , Y t qv a r

d.en.b lrriafinurvnrn6frn (Clinical studies) nr:rdor-ir"Ldto{u1"[ul:utrninrixlfrtnrg fiuaotfil
c

n1:l ;!ru1n u rlrfrfi crul Fr u 1 rfl ruil'r u
di

d.en.e.i n:rfifr drug substance specification aonn#ocfiu USP , BP , Ph. Eur., Ph. lnt., JP ttau ICH

Guidelines drhifidoriruunlunr:vrrrJS:rrru heavy meta|.s lr.l'rraoxronalt Risk Assessment

Report for Elemental lmpurities fidxdrsnilrnturyi ICH Guidel.ines 14io US Pharmacopoeia

pTrodr.rur
v v v t u tA d, v d

d.d.o tJLAUO:'lFl'l a0{A{m?OU'l.lU'l0Ul{U0U.....Ie......14U?UrJ::4fl6Ufl 1J'ltr.JUsl?ttvlilttfiFl.i:lUAYL0UaUI
v A o o u e -^olu,v v

n : ! 6t ? u Fn ti il n 1 u u fi Lu 14 ? lJ 0 fr 6u ff t J 1J fit vt ? L! fl r { fir u

n1:l :u flun run'rv'r ulfi ei{:J o!
I

.], v
d. d. o u r ?1 a { }.r o u m o r fi o r ahiioihi rio u n'i r..... o.......fl rTr o r n iu ai s r o r
d.d.re uryn{?afiri{}.rou 0vfroseirdrrurnrneiruhirro{ruanr:er:?oitn:rvviuriufieiwor-ri1

d r !' J ' A d
d.d.en fl:fU14U?el:'l%n1:vl1fl''lTqlJ9lX0EJ'l{Ulil4{:J01JLV!04.:n:14?tfl:1U14FltUflrV{ vU?U:'l.iJn1:aUill

vrirfioionrod'rodx lora{rauo:rnn (ry'tru) ov6'oreirurrfiil6nnrilq;rurufiuriru:11n1:ei{n:?a

i rrr:rvdunv u{JufrYu frnro! rirldsiiufi rfiur{or"[unr:n:rqi un:rvdnrunrfl n:6fififlr'ir urtriuflutr-JUT

enr.rnrud'nuruvLev!'rv yriru:rrnr:roa.i?ueildtri;urir',t6u1n1:Lauo:rn1u'wiln6i'r?ro'rrilauo:1nr
r!

,v 4 v a
( r.Jl r u ) lLa v/u:o r,l r.l a srlunYq ri ohj'u !

d..d.d. lirauo:rnr (fr''uru) ovfroriull6uuurffiou{n#urnorq uiorfiorfrernr:teoilanlilrirarJ:vnr:"[o 1U 'U I
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* -r)rirurrtJu cold chain system fi16'rrn:grunrxrua'ntn6ud cood Storage Practicetfllj ttavo

(GSP) *nv Good Distribution Pratice (GDP)
Jd.b tonar:ou I

o i q @r v
d.b.o n:alurfitauohildur6'urL!! (originaI drugs) olorfiuonar:tJant:finul bioequivalence?o{u1
! ,d d v v s ad 4 v d, u, t v d ra uaq
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j
n. arvt:vu'jroq"lun{l Biopharmaceutics Classification System (BCS) Class en vt3o a
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(ASEAN Common Technical Dossier : ACTD)
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