22 WAL 2568 Wi 193

qmé’ﬂwmmawqmaqm
Lercanidipine hydrochloride 20 mg tablet
GPU Code 206069
TPU Code 666984

1. Faen Lercanidipine hydrochloride 20 mg tablet
2. paauUanqly

2.1 gUuuy Dusndapdeuiidudmsusulsznu

2.2 @nlszneu Tu 1 WiaUszneumesien Lercanidipine hydrochloride 20 mg

2.3 MYULUTIY ussgluunsdnain Yosfumindunasussyfasidesiunag

2.4 281N - szyBosndrutssnaufendidyuazaunss Yudueny aafindnuaziay

nzileusiiuelisgednmuuuussyioe
1 4 v = a4 o v 1 o
- UUNYUZUTIIRdREfBITTYTRE IS aTeNeN15AT drulsznausien

v ]
9 @ v a =l

dfguazauuse Judueny uaziavinde Tunnuhegeslitaau

3. pruauiAnlumaiin
nan13nsI9desziaunmduluniu Finished product  specification waz Drug  substance
specification @alsiaamzilousedinaunnznssunITemMITLAZEN NIENTNAEITAY
vailumsisnsan Wufunasfiflavesauznasunsfinnsana

Finished product specification:

Identification mﬂfﬂmumuﬁixﬂu Finish product specification

2 | Assay 95.0 - 105.0% of the labeled amount of Lercanidipine
Impurities |
- Impurities 1, B : NMT 0.20%
- Impurities 3 : NMT 0.30%
- Total impurities : NMT 0.75%

4 | Uniformity of dosage units mwmummﬁizﬂu Finish product specification
Disintegration time NMT 15 minutes

6 | Dissolution test NLT 709%(Q) of the labeled amount of Lercanidipine is

dissolved in 45 minutes
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