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2.1, Finished product specification : Carvedilol tablets USP
v

lJO Test items Specification

t ldentification Meet the requirement

2 Assay 90.0-11.0.0o/o of the labeled amount of carvedilol

3 Dissolution

Testl or Test2 or Test3

Not less than BOo/o(Q) of the labeled amount of

carvedil.oI is dissolved in 30 minutes

4 Uniformity of dosage units Meet the requirement

5 Related Compounds

- lndividuai impurity

(specified or unspecified)

- TotaI impurity

Not more lhan 0.2o/o

Not more than 1.0%
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3.2 Drug substance speciflcation : Carvedilol USp
v
tJo Test items Specifications

L ldentification Meet the requirement

2 Assay 98.0o/o - 102,0o/o of carvedil'ol. (on the dried basis)

3 Residue on ignition Not more than 0.1olo

4 Heavy metals Not more than 10 ppm

5

6

Organic impurity

Note : Procedure 1 or Procedure 2 (Procedure 2 is recommended when carvedilol
retated compOund F is a potentiaI impurity)

Procedure 1

Carveditol related compound E

Carvedilot related compound A

CarveditoI bisalkytpyrocatechol

Derivative (if present)

Carveditol related compound C

Carvedilol retated compound D

Carvedilol related compound B

Any other individuaI impurity

TotaI impurities

Procedure 2

Carvedil'ol. related compound A

Carvedilol retated compound F

N-isopropy[carvedi l'oI

Carvedilol related compound C

Carvedilol related compound B

Biscarbazole

Any other individual impurity

Total impurities

Procedure 3

Carvedil.oI related compound F

(if present)

Loss on drying

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 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

0.1.o/o

0.1.o/o

0.150/o

0.02o/o

0.Io/o

0.1o/o

0.I0o/o

0.5o/o

0.1.o/o

0.Io/o

0.1.o/o

0.02o/o

0.to/o

0.Io/o

0.1.o/o

0.5o/o

0.1.o/o

0.5o/oNot more than
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-Drug substance specification tfror:tulalnhirn:rvriro,:frzufrfl drug substance yio luirn:rvr,{

]rus 
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Carvedilol 12.5 mg tabtet
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2.\u 1. tffn l:vnoupirud'rur Carvedj[ol 1.2.5 mg
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soecification fidrl6lqrnlnd'rsiri!rdurfiu drteiaeruvufluurioairrinlruFtruufl::x.Jn1:or1415LLasu1
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2.1 Flnished product speciflcation : Carvedilol tablets USP

I
tJ0 Test items Specification

T ldentiflcation Meet the requirement

2 Assay 90.0-1I0.0o/o of the label'ed amount of carvedilol

3 DissoIution

Testl or Test2 or Test3

Not less than 80%(Q) of the label.ed amount of

carvedi[ol is dissolved in 30 minutes

4 Uniformity of dosage units Meet the requirement

5 Related Compounds

- lndividuai impurity

(specified or unspecified)

- Total lmpurity

Not more than 0.2o/o

Not more than 1.0%

a fuvn::il n1 :fi114uq51 ela v [6 u q q ildnuils

(arfio) .......... ..\n:\-/...............rJ:vorun:::.Jn1: (arflo) A[f^'........n::!n1:
lq(ururn:ut Ln: ts{iafr) (urui:-'u Lrlllqflta3tu)

urut"tily]rjrTy:rnrurofi frruurtn::r alflloru:n::xr urutltr\utjrirurrunr:fitfiu 6'rul:tn::il fituto']u5a::x.l
-rj -'i--i- '' I

, oJ 1;\/'/ i^r h 11,/.!(a{rol ............. . ./..::..................n::!fl1: (a.rfro) :llY-.................n::!flr:

(ururoun n!nFa{) (uruqcytl rrti6l)
r ! v < A 2, .- - .' ---.uruLrl\yutflurtr4 orruur{n::Lr arfllorqin::il 1-Jluttl\?luLlJU?trrU nrutlljfl::xJ all'loluin::!

,.,ir, {rt J nrrun',, (arflo) 4 n:rilnri
,d9\/taa(ururl:dzuu LaErn.ll'lq) (uraonl tuvtTSuvqa)

ururrv,rilridrulrUnr:1nrfiu pirurtun::r fi'rfl10'rq:n:iil ma-1Jn:lirulnJnr:1\^tau 6'ruun*'tn::lnf;fin



v
?JO Test items Specifications

1i ldentification Meet the requirement

2 Assay 98.0o/o - 1.02.0o/o of carvedil.o[ (on the dried basis)

3 Residue on ignition Not more than 0.1%

4 Heavy metals Not more than 10 ppm

5

6

Organic impurity

Note : Procedure 1 or Procedure 2 (Procedure 2 is recommended when carvedilol

related compound F is a potentiaI impurity)

Procedure 1

Carvedi[ol related compound E

Carvedilo[ retated compound A

Carvedi[oI bisal.kylpyrocatechoI

Derivative (if present)

Carveditol re[ated compound C

Carvedilol re[ated compound D

Carvedilol related compound B

Any other individuaI impurity

TotaI impurities

Procedure 2

Carvedilo[ related compound A

Carvedil.ol' related compound F

N-isopropyl.carved i l'oI

Carveditol re[ated compound C

Carvedil.oI re[ated compound B

Biscarbazol.e

Any other individuaL impurity

TotaI impurities

Procedure 3

Carvedito[ related compound F

(if present)

Loss on drying

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 than

Not more than

Not more than

Not more than

Not more than

Not more than

Not more than

Not more than

0.Io/o

0.Io/o

0.I5o/o

0.02o/o

0.1.o/o

0.Io/o

0.I0o/o

0.5o/o

0.1.o/o

0.!o/o

0.1.o/o

0.02o/o

0.to/o

0.Io/o

0.L0/o

0.5o/o

Not more than 0.170

more than 0.50loNot
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3.2 Drug substance specification : Carvedi[oI USP

n 6uu n::ilf t1 :fi,tl4uot,t ua y ro'u q q mdnugl? /-
(atdo) \....r. ..../. ...... lzsnru.::l.r: (arflo) dfti..............n::ilnr:\\/

(urauniurtn: La.iYfifi) (uruiYr rnuaflra3ru)
19 a y

uruttil]lurjvt:.iq6u'iei rtr1,lrrrn::l arflrolu:n:itJ l.J.turr1\tlririrurrgnr:firfiu 6'lur?flnr:xt fitfllolu:n::xl
(ar6o) ...... .:X:l-/...........n::xrnr: (ardo) - .. .i-^.--" ;;;";.,;

(urauoun nrrnfia{) (ururlepor urnidl)
d; v t

urutLillYUtflu?flrrU a'1ut?11,fl::r] artrorq:n::r.r 1.t1urLltyd[6uxfltr! 6'tuL?un::]t atflroru:n::xt
(ardo) {."L..y*l.......nrrunl, (n{do) ........... - "{ .........n::x.rnr;

(urufi:fi'ru{ rnqdr{nq) (uruqor:r ui'iiuvqn)
uruttflvrjdlur6Unr:firfiu 6'rurrtn::u drflroru:n::xr md'rn:rirurcpnr:firflu 6'ruma-rn::!n6fin
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-Drug substance specification fior:rurarn'LueLn:tvr.itor{2fr0r drug substance u6o"[r.lirn:rvri

drug substance to{tizuAnura'ru5o:r.i arir.l"loraliryfir firfinr:n:rq?rn:rv]iFr:llnri'rdofiriryun
<iu
[{ou[lJ

t. frraua:rnrr{atEudruurnrilrirsrandl: v,rioilararufiofioiuio{rond'r:Tqsrifi€iruro:ruayudeJo6'{dg ---- -U_ - -'-'-

1.1 Lonfir:nr:biiuorlryrnduvrvrfluueirYuurrfrosirr,rriralurj:vurntvru ruave{rurnr (decl.are) uvrdlzu6nqo

t.t.t h;irfirynr:duvrrrfluuoirYlsr leiud uu.z 'nu.3 ytu.4 vio u.2 udrurin:rfi

t.t.2 turirtofluvvlfluu vru.1 vBo 4.1 totsrfrtauo:rFrr nior:ruav16aorrXrrionrir)?llFr!.rnrunril

lorzu6nnlru'dnufiduvrsrfluu (finished product speciflcation) riavdorirr,rt-:rln[uJt1v'tflolinn6r.t

(drug substance specification) n:fifr0d:vu'jrrnr:tl6au*rJnrruitrurfrlrfrlovfrollrulronar:fl1:
1otLrih (u.5) lrvlio:r finished product specification uav/u3o drug substance specification

2.2 to nar ::-r-r:o.tlJr n:5'tunr :zu6 n u't

2.2.1nzfiutzufrnlurj:stvrrrtvru fr26s16'osfironar:ir:o{:.r'rFr:fi1uflr:zu6nurnuyfinrncu.firravi6nr:!d
!oq
vtolunr:zudnsr PIC/S (PharmaceuticaI lnspection Co-operation Scheme) Touyrjrulru PICIS

participating authorities viofitonar::-r:osrrn:orunr:zu6nurnrlya-nrnruq{rravi6nr:frfr'lunt:

zufrnurtotdru-fl{lunruvn::ilfl'r:011i'r:LLavur nrruirroo',u'riru6r firriryunduTnufinrrraonndoc
utnvvt-otfralfliva-ntnru"fiuuavi6nr:fr61unr:zufrnur prcls iur,r:rrnurfirauorra arileirannrtL:o1l

n r :sr :r o a o u1pr u fi zu a n r:Y1.J :or
2.2.2 azfiurriridroTnsirrl:vtvrt frzuan6'orfrronar:YrL:oslrn:orunr:zufrnurnrilya-ntnruq{mvi6nr:
.jac o 

t 4 -

frd"[unr:zu6prur PIC/S participating authorities arilrir4nnr:r:0ufl1:r]T'taaorlTprufizuant:il:ol

3.3 ro fl al:nrufl 1v'lfl o.t u'1fi rauo:rnr

3.3.1 tianrin:rqitrt:rvliFtrunrvlzunnfirudure{rr5r;rJro.lti'zuan (certificate of analysis of finished

product)luurjufirilr{lun-rodrs 
! u

3.3.2 NanlTrrrr?,.r',rriqrunrn't-nnFrrorpl-rurdrrYrg (certificate of analysis of drug substance)
abn o r .i r dt v ' & y 4 v
11 L1J Lu n r : ri a n u r : ulr a I rrj u pr r o u r wr r t o I zu zu a n u I ua v zu zu d or rln q 6 I

(**"1,1x.J'luLl,lrt : n:fit{Juurnrjl biologicaI products frolar: COA of drug substancetolqizufin
u " 

q J - - -) --.- !. d Z a, q tvuruvirfu / n:nluruluutJu Sterile water lor injection lrrn'ol:r' COA ol drug substance***)

3.3.3 tonal:r,rior,rd'n-qruduriunrrtta-rr,i'uri:vr,a'jxirnr:zuAFrro{?-er616rlrlo{6'1ar;{rricg (orug

substance) tt" z.z)ririunr:zu6nrorzufrnfirus4u.,ri.,,Sr;,J io"nn"o-o.o"o, "l'. o, ,
3.3.4 zuanr:6nur l.ong term stabil.iry otaondxorqrorurfrduvrvrfiuutirildrfinlrunrcuyfl:il]n1:

0ly1:ttaeu1 fl :yyt:']{fi 1fi 't:fufi fl

3.3.5 n:fii{Juarn{l biol.ogical products frt{iu vaccines , b[ood products frorfironar:il:oqiu
nr:zufr n (lot release) or n n:livr ur fl r afl in r: Ltv'ry ri n:vy:r{ar f, 1:6uat

nruvn::unr:druuq:rerayrdcloqild'nurus //.
"n /..............rj:vorun::lnr: (arfr(a{to) .. ............\tr+t/.............rj:vo'runiurnr: (arf,o) M...........n::ilnr:, ^t ,(ururnEdsln: rasYflfr) (uru?ir rnua"ulo3ry)

uruL[ilildtiv]:snrru'qofi 6'ruurtn::r fi'rfl'r01u:n::rL u'tuLrnlrririrurrynr:firou 6",u,runrlu atfllotu:n::xJ
,.i,/(arilo) ..........,,...{.=.k21...........n::!nr: (nrflo) 1/-.......... n::lrnr:,/

(urutoun nunfra{l) (urulryor uddl)
r! y , I

uruuullvtuuilurtrrg 6rutrfln:t! art'ro'ru:n::il urarrvlyriufiurtrry riruurtn::il atfl101uin::il
,,. I(arflo) {J.....1........n::ilnr: (arfio) .......... .....:S........ ........n:ixrnli

(ururi:r&'erd rnqdxnq) (uraqorl uliiiavqa)
urautnltirirurrynr:frtrtu piruitun:::r fi1fl'ro'rrl:fli:xl mahn:rirurrynr:frlrtu frrum*'tn::ln6frn

l-
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4.4 6'rodxur

4.q.1. dtnua:rnr 6'oreirr1rodrr€rrodrrilau.,..,z......uriru!::qriruq{ filrtjuFTrurluLraFr{:luavudsntri!t
v -i o o v y -^"i

n : ! n ? u Fn r.r vr* rir r,r u nlu ri'r.rio q ru a r ri6 fr 'r t rJ dx 6'u

4.5 nr:rJ:v n-unrunril utfr ?i{tt o!
9

!,
4. 5. i s r fi ei r I o ! 6'o I fr o r ulffleihi rio u n'i r ..... t .......iJ ril o r n iu ei lrr o u

4.5.2 u1vn.i?nfrdtror ot6'otaire{lurnrnriruluiu:o{rianr:Fr:roiur:rvfiuriufidulor.r
4.5.3 n:riuriru:rtnr:drnr:eirn-rodrrurfirir:rorrfrodrn:roirn:rvdnsunr* rrirur'.lonr:qvdr

vr:'lfioiolto6'rodrt lnu{rauo:rnr ({tra) qv6'oreirErrifiil6nnlilsirurufryriru:rtnr:eiln:rq

? tn:rvdutav r{Jufr:-rfrqtourirtrisjrufirfiutijorlunr:n:rqi un:rvrinrunrnn:fifiv,n.r'jr urtilrtjuhjprrl!9

nrudnrgruvtailrs uritu:'rfln1:roa{?uar,rdtriirfior:ilrnl:ra!o:rnrurd'sneirrroltiuauo:rnrr
..4!u!({tr u ) uuav/yio rizufr nlunYr ri otrJ

4.5.4 #tauo:rnrr (4'tra)qs6'or:-rurJduuurdourln#vrproru r,16om^orfiprnr:rfroranrvrrirurJ:vnr:ln 1

riouriryun loutilfr ltoulr
q.s.sn:cilrtjuarfi6'orrfiu:hrgrfroruvnfrz-aorrtrrrarfrun6'orfrronar:uanruavYu:ovirfi:vur.r

9!

nr:tfiuttnvq-ndsurr{lu col'd chain system fi16'rL'rsr:orunrilydnrnru,f Good Storage practice

(GSP) rray Good Distribution Pratice (GDP) 
4

!
4.6 t0na1:0u 6l

4.6.1 n:fiurfirauotilldurfruulu (original drugs) frorflronar:zuanr:finryr bioequivalenceto.iu']
!.a
frtauo:rerr trJBaurfiuurirurplurt!rjlouiBnr:finrcr 6'or rfluhJnrrr,ra'nrnrudrav ururlfrri6iu

{dnr:dnurfrratlr.Jaflo{utalfrytoreirfn{rrFtruvfl:::.rar:orilt:tt6y u'1fl:vyt:?{aror:cuacldofi:vlluUU
ai- u & d , d. 6 ^, Z

n:dfirTrare{rdrytorurnuuLJ1Jfl1-Jr1vrlluuiioufl il.fl.2535 ttavrtluurlunrirL eYrfi
!,6,

n. urfi:vl'jlodlun{l Biopharmaceutics Classification System (BCS) C[ass 3 uia 4
!a- a

fl . ulvu.J Flfl u nl::nut LLFtlJ ( narrow thera pe utic i ndex dru gs)
;" -n. urfrfi-rfn{lurtruvfl::1.1fl1:o'r?1'r:rtavarrJ:vnrnt'jrfr'ollirnr:finur bioequivalence rrju

urrwrirtfrpranuiu zidovudine (azidothymidine,AZT) ur"lu:rJrrrttr.,',vrtuYrrrrJalnr:q ! / .- t 
t

rJanldo u et-r ur;irdry (m odified re lease dosa ge forms) rtJu6'u

4.6.2 ritturtonar:rirrir.jurnrurtiluttavnrurdrnqurorurfrrauo vr^nirunr:Yr..r:ororndrfinrru
Flruvfl:5:.J nr:0r141:LLavurfr ranl'irurtiufidrluldfi rvir 1fiuilfi!ur 6'u u!!vr^qirr,rrir ulul:u rilalilu
ttavfrnr::vttdonrrl rionr::vit do#rrld:rrfirrir16ounr:ldurlituuonar:rirrirardnr:rfiru

a - qY
ttrloaflaqunr:'L{urodr{ailtuntJa nrilLLu?vn{lunr:d'pniriona'r:rirrilEJrnrildonnalorrfiuu
(ASEAN Co.-on Technical Oossier : ACTD)

(arflo) {^4/t n::}rn1:
(ur ui:-t rerr,latroSry)

ur u uv,r vr ridr u r rg n r : fi r o u pir u r': t n : :l fi r I l a 
-r 

u : n : :il
. dj . \^,'r-'(a{r0) ....................1......................n::ilfl .t:

(urulcyor *ti6t)
ri

u'r u Ltl\vl u ttJU?ur fu ar! t?tn::il arfl lor u:n::il
(arflo) d

(ursfr :rnTzuri lnnrixvrq)

ur u uvrydrirur rynr:fr rrtr* riru rrrn::l

-r I(atflo) .....\c^.1.7.............rJ:vo'r1rfl::t.rnr:
, o\ ,(uruun5eil'Ln: lalYofr)

ur EJ ttv"rv] rifr'il:r q ru1 ofi rir u urr n::r ff 1 fl 
.r 

o.r u : n ::].r

(a rfr o ) ............... ft-:.'.. u( .'.........n::xr n r :
(ururoun n!nFa{)

r-j y
u't u ttvtvt u tlj u?ljl fu Fllu t?ufl :::.1 41fl10'tu:fl::il

(arfla) t<..............fl:rlrflli

(uruqo:r iui'iSuvqa)

r n a-r n : cj r u r ry n r : fr- r n rs 6'r u r n fr't n : : :r nr 6 fr nall'to'tu:fl::lJ
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4. 7 l.irauo:r n r (4't r u ) 0u u oaLlri'u n rfr n d'ry cgr ri ou n :r rirvuo ri'r d
,t

4.7.1 n:fizuanr:eirn:roiur:rvviurfi lnrun:riyurnraotinr:uvrvrdy6o#o.rrJfrrjonr:frtril1fl:o'ru

lso/lEC t7o25zuanr:n:roiur:rv#tilr{Julilmrurn:orudorirrauprluil:vnrrtl:vn?n:rFr1

4.7.2 n:rflzufisrrirudurtflnflnnGunrff!6uorni'ornaro'fnu;irrinrrrFrruvfl::r.rnr:orvr:uavurlu
!x

"u?{ L?alfl 0{afu fu1autoavfl1u

4.7.3 n:finrflcgurqrunrnornzufrprriru'fiurdfiororirzuariorJ:vfrvrBzuauavnrrrrJaoer:iuoio4'rJrufrteiiuur

4.8 uriru:rtnr:toamuRrdltit-ufrr.rtrurzu6nfiru",4urfrfrl:vifranriunrffr6uTprudr#nsrunilsn::ilfl'r:
U

o 1 1i1 i tta v ullu: s u v rr a r t fl ri ouiurj: v n r rtil : v nr o 6 u5 nvr : o fr n ei

(ardo) 
I.c$\-/-............rJ:vorun::!nr:

(ururniurln: rarinfr)

ur u rrvrvr d4'vr :rq ru1 ofi 6'r urr tn ::u a'r rr or el tn::il/'
(ar{io) AA.(..........n::lnl:

(ururoun nunfrarl)
di v

u1 u ttv{vr u t1J uxt'r fu 9r 1u t?tJ fl 5:1.r a1t1 0 1 u :fl 55r]
/'-- / 

t

(arijo) {rJ...J.........nr:ilnr:
(urufi:ilierd rnqdrrnq)
do 

^ 
Y

u1u ttl\vrulJ1ur fun1:v,{ tFl19 Fl'rut?fl fl ::t.] fi 1fl 'r01 u:n::il

(ar{io) d'{... n:riln1:
(urur^it rnrvratlo3ry)

uru r[1rvrEidrurrgnr:rfi rnu 6'rutrtn::t arfl 1or u:n::]J

' 'i 
li\-/\j?/

(a{t0) ...................1........................fl ::rJa1:
(uruqcgor uddr)

c j v
u'r u ttv{vr u tljU?lJ1fu o11r t?lJfl :t3J fi 'rfl 1 01u:n::il

(a$o) .................,4. fl::lJfl'15

(uruonl.r ufiSavqa)

m#tn:drur rgnr:fi irtu 6'rum#rn::lnfr fr n


