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7.2 goaanivialy

7.2.1 gluuy Whisufinndouiiduiinduusenny
7.2.2 dsenou Usznaumedien Lercanidipine 20 mg T 1 din
£ ] ar A’
7.2.3 MYUBUIN vsighumvuenain desfuainniu
A 3 /) v & =y s 4
7.2.4 98 - szyliee) damdsvneuiieddy uasauuse Jundn Fuduey

taviindn uasaavsloudiduen e redmauuuussyios
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7.3 AusnlAviavatn

Nam'im‘:’:iﬁtﬂ‘s’wﬁﬁgﬂm’tmﬂu‘lﬂmu finished product specification &8y drug
substance specification igredennmiadudiuiieiu Jelfvanaloudedninnuanenssuns
pWNIUALEN NIENTRASINGY einduhiuildSdeniuatuiifteuwhvisminiunasgu
undssniuladuniia audseniansenTsanstIig 38e ssyimen wa. 2561 asiull 6 Sunen
a1, 2561 (aaUsgmalusivRannyunuiuil 12 quaniug wa. 2562) uazmusenianssnang
51500 1309 TEYRIEN (Ul 2) astuil 3 nangiem W 2562 (eusEmAlumRsanaun
Fuil 26 nsngnan w.a. 2562) uadliFunstusesnndincunnensTseINILAYEUE B8
vewinaliznaudng

7.3.1 Finished product specification :

99 We AMANYLY
1 | Identification Wi’mi'mm’mﬁwq'lu finished product specification
2 | Assay 95.0-105.0% of the labeled amount of lercanidipine
3 | Uniformity of dosage units mﬁ%ﬂiwumuﬁssq'lu finished product specification
4 | Average weight 206 mg + 3%
5 | Disintegration time < 15 min.
6 | Dissolution test Not less than 70% (Q) of the labeled amount of
lercanidipine isﬂdissolved in 45 minutes
avie....0 “”’9"'"'“ ............... Urzsaungannng
P Y | NSO V'
aﬁa.........,.iﬁ??%ﬁi.‘?ﬂ.....................n'zi‘umsm:mwma‘
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7 | Impurities :

- Impurity 1 Not more thah 0.20%

- Impurity B Not more than 0.20%

- Impurity 3 Not more than 0.30%

- Total unidentified impurities

-Total impurities

Not more than 0.20%
Not more than 0.75%

8 { Microbiotogical count Complies
9 | Ferric oxide identification Complies
10 | Titanium dioxide identification | Complies
7.3.2 Drug substance specification : Lercanidipine Hydrochloride
{0 de AN
1 | Identification Meet the requirement
2 | Volumetric Assay (dried basis} | 99.0% - 101.0%
3 | Loss on drying <1.0%
4 | Optical rotation (at 25 °C) -0.05° - + 0.05°
{20% w/v methanolic solution)

5 | Sulphated ash <0.1%
6 | Heavy metals < 20 ppm
7 | Related substances (TLO) :

- Impurity 1 Not more than 0.20%

- Impurity 2 Not more than 0.20%

- Impurity 3 Not more than 0.20%

- Impurity 5 Not more than 0.20%

- Single unidentified impurity ot more than 0.10%

-Total impurities Not more than 0.50%
8 | Related substances (HPLC) :

- Impurity 1

Not more than 0.20%

mﬁa.......% 8""‘ ................. srsnunssums
ﬂﬁag\@q

m%.............@(‘.‘.’.’.ﬁ.ﬁf@ﬁ..................mmn’ri‘uﬂ::mmmm?
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- Impurity 3 Not more than 0.20%
- Impurity 4 Not more than 0.20%
- Impurity 5 Not more than 0.20%

- Sinele unidentified impurity | Not more than 0.10%

-Total impurities Not more than 0.50%

9 | Particle size - D (10%) = informative value
D (50%) = 2-8 um
D (90%) = < 15 um

10 | Residual solvents Isopropanot < 2000 ppm
Ethyl acetate < 250 ppm
Toluene < 100 ppm

N,N-Dimethylformamide < 250 ppm
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