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o. Ho81 Carvedilol .o mg Tablet
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m.e Finished product specification : Carvedilol tablets USP

4o Test items Specification
® Identification Meet the requirement
Assay ®o.0-@®0.0% of the labeled amount of
carvedilol
) Dissolution Not less than @o%(Q) of the labeled amount of
Teste or Testls or Testen carvedilol is dissolved in mo minutes
4 Uniformity of dosage units Meet the requirement
& Related Compounds
- Individuai impurity Not more than o.©%
(specified or unspecified)
- Total impurity Not more than @.0%
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m.lo Drug substance specification : Carvedilol USP

49 Test items Specifications
. Identification Meet the requirement
. | Assay ®z.0% - @ob.o% of carvedilol (on the dried
basis)
on. Residue on ignition Not more than oc.e%
Heavy metals - Not more than eo ppm

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

related compound F is a potential impurity)

Procedure ¢

Carvedilol related compound E Not more than o.6%

Carvedilol related compound A Not more than o.e%

Carvedilol bisalkylpyrocatechol Not more than o.0&%

Derivative (if present)

Carvedilol related compound C Not more than o.o0b%
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 oc.#0%
Total impurities Not more than o.&%

Procedure o

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

Carvedilol related compound C Not more than o.oc%

Carvedilol related compound B Not more than o.e%
Biscarbazole Not more than o.e%
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)

D. Loss on drying Not more than o.&%
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-Drug substance specification f9138190lUIASITHVOHER drug substance w3 TulAsev
drug substance vasrAne@NSagU atulratunils Fdlmsnnadessiasunnideiiiimun
Souly
< fausradesdudiuiniwaneienans wienasaneilevesusesenasiaediisnung Meazdunnail
<o nasmsldsueygntunsduiveniios mnelulssmalng uasduns (declare) unaswan
<.0.0 ludynstunsdoumsue Tiud nele ne.m ne.e wSe ol udusnsd
.00 lumuatunzdou nt.e 3o b.e vesefiaussia nioumeazidenihdenisauaunmain
vosndnfaginuiitunzidou (finished product specification) wagloMvuUARMAINYBIINGAY
(drug substance specification) ﬂsiﬁﬁasg'ﬁwfjwmil,ﬂ?{auwamf’flﬁuLﬁmamw’famumaﬂmimi
vounly (8.¢) W seu finished product specification Wag/%38 drug substance specification
& LBNANTIUTBWINTFIUNTHEREN
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<.onlo NAMINTIVIATEAAUNNIRRUVDIRIENAAYY (certificate of analysis of drug  substance)
flilunsndnerguiidadusosaiwesnansuasinaningiv
(**vyneme - nsdliluengu biological products #aen13 COA of drug substanceUaagnan

Enwhﬁgu / ﬂiﬂja’]ﬁ?mﬂu Sterile water for injection lif@eil COA of drug substance***)

&anen LONANSVSENANgMBUTUA LIRS SEN UM SNERYRTIngAUTBIIEEAY (drug
substance) 99 av.anlo AUFUMINANTBINARNSTOU9IEdN5a3U (finished product) To ..o
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naawnuuadingn (stability study : split tablet)
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<o fnafnymisaddn (Clinical studies) mudoudldvesen Tulsevnsnduivay fuansds
nsusurueelvneuueg g
&.6n.e) ﬂﬁiﬁ‘ﬁ drug substance specification @amAaadnu USP , BP , Ph. Eur., Ph. Int,, JP uag ICH
Guidelines Flyifiarmualunisnuiuna heavy metals lsfuanaianans Risk Assessment
Report for Elemental Impurities fi$19Bamannaut ICH Guidelines %38 US Pharmacopoeia
7981987
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n. mﬁizqdﬁagﬂumju Biopharmaceutics Classification System (BCS) Class e %38 &

%, grifidadnnsSnwuau (narow therapeutic index drugs)
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Uanuaoemendfny (modified release dosage forms) tWudu
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