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

lJO Test items Specification

o ldentification Meet the requirement

lo Assay eio.o-ooo.oo/o of the labeled amount of

carvedil.ol

6n Dissolution

Testo or Testlo or Testen

Not less than doolo(Q) of the labeled amount of

carvedilol is dissolved in eno minutes

d Uniformity of dosage units Meet the requirement

g Related Compounds

- lndividuai impurity

(specified or unspecified)

- Total impurity

Not more than o.Lo%o

Not more than o,.oolo
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6n.ls Drug substance specification : Carvedil.ot USP
v

lJO Test items Specifications

o. ldentification Meet the requirement

te. Assay c(d.o%o - oolq.oTo of carvedilol (on the dried

basis)

6n. Residue on iqnition Not more than o.o,o/o

d. Heavy metals Not more than oo ppm
Itq.

b.

Organic impurity

Note : Procedure o or Procedure lo

related compound F is a potential

Procedure o

Carvedilol related compound E

Carvedilol related compound A

CarvediLol bisalkylpyrocatechol

Derivative (if present)

Carvedilol related compound C

Carvedilol related compound D

Carvedilol related compound B

Any other individual impurity

TotaI impurities

Procedure lel

Carvedilol related compound A

Carvedilol related compound F

N-isopropylcarvedi|.ol

Carvedilol related compound C

Carvedi[ol related compound B

BiscarbazoIe

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

than

than

than

than

than

than

than

than

than

o.ao/o

o.ao/o

o.a&o/o

o.olcr%o

o.ao/o

o.ao/o

o.aoo/o

o.&o/o

o.ao/o

o.ao/o

o.ao/o

o.olsr%o

o.ao/o

o.ao/o

o.ao/o

o.&o/o

o.ao/oNot

Not more than o.&o/o
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-Drug substance specification fior:rurorn"Lrirn:rvr,ltotq]2frm drug substance u6o }:irn:rvri
U

drug substance lro{ffr.rfrorurriTr5o;rJ alirlnaulrrafir firfinr:n:rqitrr:'rvr,ier:uvlnri'r{ofirirr,run

v I i o t I a d v s 9do d - Xd. r.rr6uo:'rn1no{uudlru'ln1ilri1uLond1: il:aila':a1uiloq,o:u:o{rond1:Toufrfieiruro :luautouoo{uUg

d.o rondrinr:16'Yuoucurnduvrvrl^uusirYuurrfiosirvilrulurj:vntotviu $avdltta{ (declare) ttuei.rzufrsr

d.o.o 1r:rirrirunr:duusrfiauor'rYuar teiuri vru.t" vru.en yru.d v6o u.lo 116,rrrrin:ai

d.o.lo hri'rrof,uuur!^uu yrrJ.o ilto u.o 1JO'rrJrfirfiuo:'rn'r vrior:runvrdunfi'rdonr:n?!nx.rFrrunlv'{99
t 4& 4 ,^

?o{r.{aFrnilqrnrrfriluvrvrr.r=uu (finished product specification) rravdori'ruuanrunlil?o{{FtnfrtLql

(drug substance specification) n:fifioqj:vu'jrsnr:uJFuuurJatulriltrfrlrfrlqv6'0{uulJLOnar:fl't:

toruilt (u.a) iltv!;oil finished product speciflcation $nvluio drug substance specification

d.Le to na1:ir.t :o.i}]rn:orun'r:r.Ja n ur

d.to.o n:fiurzu6pr{ul:vruntyu rizu6n6'orfironar:;rJ:o{lnn:fi1unr:zuf;narrruradntnru.dravi6nr:!4
iao
fi6"lunr:2frnu'l PICIS (Pharmaceutical lnspection Co-operation Scheme)Tnavrjrulru PICIS

participating authorities y6ofironar:i!:o{xJrer:Flunr:rufisrurnr:Ju#ntnru"duavi6nr:fi61unr:

zufrnurtordr#nrrunruvn::lJfl'r:o1y'r:LLavu'r nrrirr.tu',u'r:6ua? drrirvunf,uTflufin?'rtLfionnr#o't
q

ruavfi'rrrfiurrTrudnrncuduavi6nr:fi6tunr:2frnu1 PIClS luurrnurfitauo?'ru arilriraernu:ou
nr:Fr:? a douTq ufi zu a nr:iu:o.r

d.b.te n:niarrirnirarnril.iil:vrvrrr ffzunnfrorfironar:Yu:o.rlner:5runr:zu6nurnrrtudnrnruqi'rtnvi6nr:
io
fiff[unr:zufrnur PIClS participating authorities arirrir4ernril:o!n]:Fr:?aaouToufizuant:YlJ:o{

d. en l0 fl ff lSFl [Utllvllj 0{ U111 taU0:1 Fl'l
I

d.en.o tianr:Fr:'raetn:rvv{nrunrilzuasrfiru,r{urr{ru*n;rjtor{2fr0r (certificate of analysis of flnished

prod uct) luur!ufi air r{Ju6'r o dx
d.en.b tianr:gr:?aitn:rvv{qrunrv!?-rr6lA!?oroirur;irn'ry (ceirificate of analysis of drug substance)

q
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(***14il'ru!14q : n:[itfluurndil biol.ogical products frolnr: COA of druq substanceto{hit{aerJU

urrvirrju U n:rfir,',u'ur{Ju Sterile water for injection hJd'osfi CoA of drug substance***)

d.en.en ronar:uioya'ngruduriunrrl#lr,i'ui5:vu'jrqiunr:zuantotistrl6uto.tot-'rurrirfrry (drug

substance) rio *.*.r"?ulunr:zufintolzufinfiruvlu',ri.r5c;rt (finished product) {o <.*..
I

d.en.d r.Jnn1:finu1 long term stability naoa'd?{orqtorarfiduvrvrr*uu"L{rir:eirfinlrunruvfl::ilnti

or14'r:rrnvu'r fl:v11i?lar61:ruar n1lJ ASEAN Stability Study Guideline "lucionna.i ASEAN

Harmonization Product on PharmaceuticaI registration iufi tou frurrer:r v'{.F1. bddo

Tqurirnr:fin19.)n?lllrr{an1r\urfiqiluflfi eno + lcloc nrT:rdu#lrnTvrd e'rla + aToRH
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uutcl,
varunuultttour (stability study : split tablet)
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di v u
d.en.b n:tuvt drug substance specification Aonnaolnu USP , BP , Ph. Eur., Ph. lnt., JP ttav ICH

I

Guidelines firl:^ifidorirrauo"tunl:uril3ilrru heavy metals "lrXrraorqronffr: Risk Assessment

Report for Elemental lmpurities fidrrdrnrilrnilci ICH Guidelines vlio US Pharmacopoeia
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ri ourirr,ru n To ah"i fi rt oulr
a d, Av d u i ^- 4 v d u , 4 d

d.d.dn:nlutJuurfi6'orrfiuinrErfioruu4frto-do{fl1rqJarfiuasr'orfrtonar:rLan{tnviu:orrril:vl.J!nr:tflu

utava-F]ei{u'rr{Ju cold chain system fi16':rrsr:grunuua-ntnruqi Good Storage Practice (csp) rrav

Good Distribution Pratice (GDP)

!d.b tona't:Ou "l

d.b.o n:fiurfirauotilhiur6'uuruu (originaI drugs) 6'orfironar:zuanr:finur bioequivalence?o{u't

firauo:rerruJiuuifiuunfuur6'uururTnui6nr:finrgrfrorr{iutrinuva-nrnruqiuavuurrJfrrifr"lunr:finur
4 v u X c ai-
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a l n rU? o.r u'r Fl u Lr! ! f, uvr v irl u u ri o ufl il. Fl. lo den d tta u t{J u u'r"[u n {il or'1 fi
i,ord

n. urfr:vr1'jroqlun{l Biopharmaceutics Classification System (BCS) Class en u5o d
-ia -t. urvrrLotfinl:Ynutttr]U (narrow therapeutic index drugs)

nr. urfiairrin.irunfuvn::lJn'r:01141:uavuril:vflra'jr6'0.rvirnr:finrgt bioequivalence iriu

urqurirrfrerqntilu zidovudine (azidothymidine ,AZT) u'rlu;rJuluaTfrd'prurJaInr:

rJa orJd o u n-r urrir firy (modifi ed relea se dosa ge forms) rfl uolu
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d.b.te drrurronar:rirrilurnrrgrlyuunvnrrsrdrnqrvtorurfitauo fiairunr:iu:olornrir#nlru
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urfi uaovir urrYufidor-irkifi rvirufi u:rri'r ur6'u uurfrdrrarirulurj:v iltntv u
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(ASEAN Common Technical Dossier : ACTD)
e , e r a q v A v - X

d.6't tl tAUO:lnl ( tJlJ'lu ) UUU01.J LvU n tA nAiltu'lnOUA:! fl l14Ufi Fl'iU
U .U

drad
d.e.i.o n:nlzuanr:ailFt:?x?rn:lrrr.dInun:rivrurnraninr:rrnudv6o#otrJfrrifrnr:fi16'lrn:gru

ISO/lEC o6Qjobd zuanr:n:roirn:rvrftrir{Jutlnuilrsr:orurioriruuorlurJ:vnrnl:vnrrr:rrrr4

d.6,r.rgl n:efizufrstJirudurtfrorfiqnriunrfil6uornfr'osnnrorTou6ir#nrturrilvn;T:Jnl:o'114't:ttavur"lu

dr r tr nrt otd'rururo rdoe vll't u

d.err.en n:finutryr',q*n.nornzu6srfirueiurfif,iomrirzuariol:vfivBzuauavnrur-Jaonfiuriorfir-hufi16'Y!ur

d.d uriru:rrnr:roanufrudhiirrinr:rurzufrnfiruq{urfifirJ:vi6nnGunrfirduTpruiirrinnunruvnr:}lflr:
U

o'r1,1'r:ttavur"[u:vav trar o tJ

d.c( ilrona1:Lraq{:1u{ruzuanr:l:vrfrunr:finur Risk assessment of elemental impurities firtiuhjsrril

ICH guideline QenD, USP tuav EP
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