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a.e@ Finished product specification : Carvedilol tablets USP

h) Test items Specification

® Identification Meet the requirement

() Assay ®o.0-e@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 mo minutes

& Uniformity of dosage units Meet the requirement

& Related Compounds

- Individuai impurity Not more than o.lb%

(specified or unspecified)

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

48 Test items Specifications

. Identification Meet the requirement

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

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

Heavy metals

Not more than @o ppm

&. Organic impurity

Procedure ¢

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

Total impuirities

Procedure ln

Carvedilol related compound A

Carvedilol related compound F

N-isopropylcarvedilol

Carvedilol related compound C

Carvedilol related compound B

Biscarbazole

Any other individual impurity

Total impurities

Procedure

Carvedilol related compound F
(if present)

D. Loss on drying

Note : Procedure @ or Procedure & (Procedure » is recommended when carvedilol

related compound F is a potential impurity)

Not more than o.e%
Not more than o.e%
Not more than o.e&%
Not more than o.0b%
Not more than o.e%

Not more than o.e%

Not more than o.eo0%

Not more than o.¢%

Not more than o.e%
Not more than o.e%
Not more than o.e%
Not more than o.ocb%
Not more than o.e%
Not more than o.e%
Not more than o.e%

Not more than o.&%

Not more than o.e%

Not more than o.¢%
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<o.o nydemdnlulszmalng guindesdionaissusownggIunsHanemunaninaeiuay
Arlun1sudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) laenui891u PIC/S
participating authorities #30iloNa1TUTONATHIUNIHARL MUV NN AT UAZITNTAAIUNS
KANENYBIATNIUANIYNTTUNNTOMNTUAZEN NTENTNESTIAY Termuntulnefinuaenndes
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&.m.e HANINTIVIAT AN INKENSaieNd 15 a3UvenER (certificate of analysis of finished
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(e nsaliluengy biological products §89n115 COA of drug substanceuodfH&n

Enwhﬁ?u / ﬂiﬂjm‘julﬂu Sterile water for injection luif®edl COA of drug substance***)

<. Lenansvisendngubuduauduiusseningunsnanveingauvasiiendfgy (drug
substance) 98 a.alo fiuguN1IHANTEINANSMTEENSa3U (finished product) T «.a.o
<.o.< WaN13ANI long term stability maammmqmmmﬁsﬁumLﬁ'aul’?ﬁ’uﬁ’]ﬁfﬂmuﬂmﬂsmmﬁ
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Harmonization Product on Pharmaceutical registration Jufl b SuimAY 1.0, bede
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& on.& VENFILLAAIHANITAIUANAMAIMNMIANLUIIAET (scoring test) LazNanAdauANAIENTN
wasinuUaingn (stability study : split tablet)
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2. gAY EnITWLAU (narrow therapeutic index drugs)

A. 817ETNIIUANZNTINNITIMTRATETUSENIATF YN ANYY bioequivalence 14y
g1ANALEaRNAY zidovudine (azidothymidine ,AZT) sJﬂugﬂLmeﬁﬁmmaamﬁ
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