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W OE BN RN EREER/MA L RAT R GESE, Fk En KA %%k, v pH 3.8 Mcllvaine 4% ¥ 75 &
900 ml #2& E AR, 43k 4 50 r/min, 3% A (37 £0.5) °C; KA RAR 20 A8 ik & 0 S BG4 F, G h G, A3
484 0.05 mol/L BB 3 2% i (pH 3.0)- T A (60:40) , A J& K 4 230 nm, ik 4 1.2 ml/min, 28 % 40 C., sF53AH A 5 14k
JRAER W BB AT A R R AR F ik Ao A REBATIEN . AR HR G /RGN R F K ELETEE A 10~100 pg/ml(r=
0.9999), T34 el & % 99.88% (RSD=0.55% ,n=3) . 53t 8% B 5 JRHF B 448 H T3 K T 85, BA Rix P & th Ak £
F gt FESL(P>0.05), % L7 B BN T kAR Heik VA T BRI R 5RBTR RIME A —5
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Study on the Dissolution of Lurasidone Hydrochloride Tablets
FAN Jun-hong, GUO Wen-min, LIU Feng, ZHANG Qi, CHEN Su-rui[CSPC Zhongqi Pharmaceutical Technology
(Shijiazhuang) Co., Ltd., Shijiazhuang 050035, China]

ABSTRACT OBJECTIVE: To investigate the dissolution of Lurasidone hydrochloride self-made tablet and originator tablet.
METHODS: The dissolution of the tablets was determined by paddle method, using pH 3.8 Mcllvaine buffer solution 900 ml as
medium with rotating speed of 50 r/min and temperature of (37 +0.5) °C. The content of Lurasidone hydrochloride tablets was de-
termined by RP-HPLC with Cs column consisting of 0.05 mol/L phosphate buffer solution (pH 3.0)-acetonitrile (60:40) as mobile
phase, at detection wavelength of 230 nm and flow rate of 1.2 ml/min. The column temperature was 40 °C. The dissolution of 5
batches of self-made tablet and a batch of originator tablet were evaluated using similarity factor method and Weibull method. RE-
SULTS: The linear range of lurasidone hydrochloride were 10-100 pg/ml (#=0.999 9) with an average recovery of 99.88%
(RSD=0.55% , n=3). Similarity factor of 5 batches of self-made tablet and a batch of originator tablet was more than 85. There
was no statistical significance in dissolution parameters of Weibull method (P>0.05). CONCLUSIONS: The method is simple, rap-
id, accurate and reliable. The dissolution in vitro of self-made tablet is same to that of originator tablet.
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2.1.1 V. SRAH 2010 4R R 2530 (=) B X C
BT BB ERAE . DL pH 3.8 Mcllvaine £2 M%7 900 ml Ay
A5, 5 88 50 r/min, IR R (37 +0.5) °C, BURERT )4
20 min,
2.1.2  SEINE L, SR HPLC Wl 5 $h 98 &7 05 i i
12, O 3%FE S Waters Cs(250 mmx4.6 mm, 3.5 pm) , i s 40 K
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230 nm, i3 4 1.2 ml/min, #7840 °C, FEEEAFR 20 ul,
(1) 2t 06 R0 o 4 285 Pk BRCER T2 65 1 74 1 XoF JIEL 5 50
mg, & T 100 ml I, I AGE 2 70% LG, %5 T
WA R R 20 B 5) o RSB BGE 5, AR s v
(e) 435125 10,20.50.,75,100 pg/ml BV, EREINE , 7505 1A
FUA) o A cAELRERNE A58 HRE N 4=16 099¢+8 516
(r=0.999 9) o Z5HEFHH , ER -5 VG T A 00 Jo £ v J3 4 1k
Fil > 10~100 pug/ml,
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Fig1 HPLC chromatograms
A. blank excipients; B. control; C. test sample; 1. lurasidone hydrochlo-
ride
(3) ¥t E M . I (15 £ 20120501) 1K
3T 0.2.4.6 .8 h BURE 3 A, T s R 65 7 e T L, 45
LU T B 4 {E R 669 365, RSD=0.36% (n=5) ., &5RE
B, BER A TR 2 8 hi B R e M R
(4) [ a4 BR T 204 5 43 Sl e 1 % 6 R 5z 7
T (120% ) . H1(1009% ) AR (80 % )3 Rl 12 1k O fy A 40 F- 45 i
KL, W5 i, TEE IR g5 R 2 {H O 99.88% (RSD=
0.55% ,n=3) , HWF% 1,
F1 ERRIGER

Tab 1 Results of recovery test

AR, mg M, mg I, % T, % RSD, %
8.88 8.75 98.54
8.90 891 100.11
8.84 8.85 100.11
1111 1115 100.36
11.23 11.20 99.73 99.88 0.55
1115 11.17 100.18
1335 13.34 99.93
1333 13.29 99.70
13.42 13.45 100.22
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2.1.3 AR, I RIK pH 1.2 (i ER RV .pH 4.5
HIBERRER % M VORI pH 6.8 B BERRER 22 i i & pH 3.8 Mcll-
vaine 28 i CHE 0.05 mol/L W iR %S4 7 11 0.025 mol/L
FPAEBRE LA 2+ 3 LIRS, RIFS) 25 900 ml A th A ot , B A
il (4#E5-: 20120501) 5 J5F J S AHaaiad , e 3 50 r/min, 73
H1F5.10,15.20 .30 min, BURE 5 ml, [ Bt i [l 55 5 A o
5 ml, HEATV B , A A I T s i 24 AR LH T L 25
2,

F2 BHREERREHBFHNRFHNRABHE (%)
Tab 2 Accumulative dissolutions of self-made tablet and
originator tablet in 5 different mediums (%)

E,  pH12 pH38 pH45 pH 6.8 K
min BilF RO AT BB BGUT EREE ARr B AR Rt
55602 5585 3837 3821 2054 2101 0 0 825 890
10 66.13 6527 7456 7490 43.03 4486 052 0 25.89 2740
15 7589 7629 8425 83.60 4496 4379 089 0.3 4041 4226
20 80.60 78.00 97.52 9200 44.69 4342 1.03 044 4569 4477
30 86.58 8453 101.01 9990 4373 4231 137 127 4715 4626
ARG L K, UL pH 3.8 Mcllvaine 2% A 1M A
BT, B W5 AR AT O AR — 2, Ho R, e ik
) PR AR i RNV L ORGP PG B R (%5 L A B Sl pH
3.8 Mcllvaine 2% A i o
2.1.4 RIS, BCA G A (k45 . 20120501) , L pH 3.8
Mcllvaine Z% Wi & 900 ml A% H A i, 43 512K A 50 .75 t/min
4% O 2 tH AT AT % %%, T 20 min BURE 5 mil, HEAEI
T . S5 RAE 50,75 t/min PR HE SR AR T
20 min AT HH EESHE 90% LA 1, BOK-§E 30 2 50 r/min.
22 BAHEZERNELS
HCS L B R AR A R, 4330 T 510,15,
20,30 min 5E s 5 mi([R]RR 7237 CH#F A 5T 5 ml) , 7 B
ZAALIERE(0.45 pm) U8R, BEIRRAIE I E | AR bR
AT EE I IR 3 F 2,
#3 otFERERBHENESLR
Tab 3 Accumulative dissolutions of 6 batches of samples
FHBNE, %

s 5 min 10 min 15 min 20 min 30 min
20120501 383 74.1 82.7 92.8 99.6
20120502 372 737 83.1 939 99.7
20120503 36.7 76.7 81.5 91.9 98.4
20120504 40.6 739 82.1 92.6 99.6
20120505 39.6 745 81.9 93.7 98.6
(0833030 382 749 83.6 92.0 99.9

—— 20120501

- 20120502

== 20120503

==20120504

—+=20120505

== (0833030
W w0

F ], min

B2 6itFEmAnA H &k
Fig 2 Release profiles of 6 batches of samples

HEZE 5 2014 4F45 25 4555 9 1



2.3 BHEFGR
2.3.1 AHRLA 7L ARRLA 55 TR A A e A2 1]
FR5 ] BRI 5)  SRABA H BE 22 PO Ml o Q S i il 571
50 BRI 7R B - 283 1 RE Y 5 2 R0, S BRI TR) 5, A
BIEF £=50x1g[(1+0/n) ~**x100], {1 50<£<100, W FER
PR v AR Bt A T S5 IR B O 23k 2.10
6.30. 9.91. 9.37.7.90,£437 4 95 .90 .85 .87 .86, ¥ KF 85, %
I R S DU R R AR D
2.3.2 B /R (Weibul) 3L Al 7R 32 J TR BUAR. |,
LGV HH I P B AR 7 [ A0 T o K o v P S T
12 o R R i AN [ IR ) X8 07 8035 14 32 A 7 i A 0K B 23 [l
UL, ¢ SR IRFIE] , y ok o F ] B SRR HHBE , m TR AR S, po R
S8 A3 0 Inn[1/(1—y) 1= mint—Info A HHE R 1F Ex-
cel HSR M AT 2R 70417 BR B, SR G 2808 T (RRAESL, 25
75t 63.29% T B IA)) cm AL (RHOGHR O , I8 Tuili A7 e K
Koo SRR, 5 A TR S R R B R R T
il L (P>0.05), PRI %K 4.

x4 oHEREINEHSEILE
Tab 4 Comparison of dissolution parameters of 6 batches of

samples in vitro

Filne) B T m r
20120501 1330 8.78 1.19 0.990 2
20120502 15.46 8.84 1.26 0.991 8
20120503 1341 8.89 1.19 09757
20120504 11.23 8.59 112 0.9912
20120505 12.64 8.61 1.18 0.988 6
60833030 12.84 8.74 1.18 0.9879
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