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Abstract: Objective To establish a dissolution method for Rosuvastatin Calcium Tablets. Methods Paddle method was used to
optimize the dissolution test conditions and the absorbance was measured at 241 nm by UV - visible spectrophotometer. Results The
dissolution method of rosuvastatin calcium was based on water 900 mL (Size 10 mg and 20 mg) and 500 mL (size 5 mg) at the speed of
50 r/min. After 30 min the test started, the sample was measured at 241 nm according to UV - visible spectrophotometry. Conclusion
The method is accurate, simple, and effective with good uniformity and capable of dissolution in 30 min for the determination of
dissolution of rosuvastatin calcium in Rosuvastatin Calcium Tablets.
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BT, S 090701, R AL 99.7%, F2i4E
P& 2R CRHRE) ARAR . Ity
550k S 090901, R4 99.1%, A1 ZitEH]
HEFHIAHEA AR ARAR . Infr AR yTH,
o MR 5 mg, #E5 090901, 090902. 090903;
Hik: 10 mg, £S5 090904, 090905. 090906; Hi
¥ 20 mg, #t'5 090907. 090908, 090909, £7z44E
HIrhE 2l CHEE) ARAH .

TR ETdE R OR 25 kg/48, L5 090405, %
Bolml 25 FARRT IR AR FLBE (RS 25 kg/48,
fIt5 090509, JHE R MDA RATRD; AR YE
i A% 25 kg/4%, fib's 03800194663, 3 [H [E fr
Bedh AT MEAREREE CMUA% 10 keg/48, Hfit's
20090204, 1L 7 Bk HIZAH R AED; AR
(CEUA% 20 kg/Af, 65 090412, Rt 5 B2kt
BHTRAFD; BB Hral, AChaithK, HAahik
I Ay o3 A
2 HESHR
2.1 AHEREIN-T S A XEZNE
2.1 ME KRR A5 AR IO B 4
B Ak Bndr Ay TES 0 IS (944 T
G fPARAMYT 25 mg) A AE 3 A 25 mL &=,
N 50% PSS, AW, JEKRZIE, %
Ao A3 I RS 1 mL & 100 mL S50, 23
7K. 0.1 mol/l TRIRHE R pH 4.5 B IR £h 22 i Al
pH 6.8 WML ELZZ MR, IEINRZIE, 5. 16
200~400 nm KA, SR EIR, ARG B
F AR TS I R K E 241 nm oAy, H
RS AL P AT TR, T LA 5 9
Kk g A 241 nm.

2.1.2 ke B 2.0.0 TR 2 ilAE
0. 1. 2. 4. 8h #5241 nm WK FHWOLE ., 4
KR, IdP Ay TR KRB ER A 5 rh 8 h 2k
AFaE . 76 0.1 mol/L HCI Al pH 4.5 B 5 2% i
o2 h NARGE, BEMSIH L I AT R 2L

2,13 ERMERRFE HUGET ALY TS5 % b =
(ARG T fP AR AT 25 mg), K& FR €, & 100 mL
FREEIT, NN 50% FH I v i, ] 75 (0 i
I7K AR B 0.25 mg/mL #R, 73 41X 0.5. 1.0 1.5,
2.0, 2.5, 3.0 mL T 50 mL A &I, FHK
ke, JHEINEZIEE, 75 241 nm PKA T E WG
DAWE 6 BEAE N Bt W Bl ], 13 &7 i Y=
0.034 6 X4+0.002, »=0.999 9, FWIEFEFARAMbITEE

7E 2.62~15.72 pg/mL £ 56 R K AT

214 RGHEELRE BT 090904 HiEr A
VTR FpES, RN, BAZK 900 mL ¥ A
J5i, #3# 50 t/min, 30 min 5, B ROE
W, PR, HNSLUEM, SIEMMRE, (EON S AT
By T2 10 pg/mL %, AE AR . BUm ET
AR Al T8 X FR O R (A Y T AT AR A YT 25
mg), Ki%FRE, B 25mL B, I 50% i
WRfR, JMBRZIE, 74, % ER ImL, &
100 mL &), DIZK R RS 2 %0 B, A g ) el 459
I FIRPRAR, USRS - AT LA G EI2AE 241 nm
T A A 53 I R WG P o AR S VR TR S A 6 K
IHE R, 2R HED RSD HA 0.51%.
2.1.5  JjikEE RN dg M 2.1.4 TT U7k, Bt
5090904 Ji &7 ARARYTE5 7 AE A EAT 6 4y, il AR
VA R A B R . R AL - e ULy
FEEEVEAE 241 nm PEASKD 73 50 I e TEH S P A
AR E, 2558 6 N MR R
) RSD 1E A 0.78%.

2.1.6  [MDSCERIRES RS PRI EF AT TR R IE
& (LS T EEARARTT 25 mg), BT 100 mL £%
i, AT EEBIRREURRL, IR B R,
T 50% FEEA 10 mL, 8P 2508, K
BRZE, 5, vkl RS s atE 1. 2. 3 mL
% 3T S0 mL By, KRR LI, 7
5), 7E 241 nm PAKLIEBOGEE . 5 RE S PR
FP AR TR O R, R B AT AR YT 10
ng/mL [PPSR, FVEIE o A4 IR
%4 100.5%, RSD EH K 0.7%.

2.2 BAGENESHE R

2201 WHATERRIERE  ERHR 10, 20 mg
IRERN, KA 900 mL %A, WO FEEIA U 7
B . JERERURE 5 mg IIAES, SR 900 mL
WA, A HBROLE R 0.3 At Mk
SEAVE U, WG/ T 0.3, A e AUER . 24
K 500 mL 5 H A 5T, 58 H IO BE AT 0.42
i, WA, Hi LR A&, SN 5 mg
(RIFE AR AR 500 mL ¥ A R

222 FORMERE  EPKCHE AR, SR 75,
50 r/min BEATIAE:, F%E 3 ANHEELS 091201,
091204 091207 FF &t IR H i Zeti il . 45 R0 3
A FESLAE 75 50 r/min [EGE R, £F 15 min
AL IS E 85% LA s i, H th ¥ —PEAR
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UF, FETHARIE 50 r/min Fl i 4, woE e
50 r/min {4 e 1 3 4 A
2.2.3 AN S B R AT R R A
M A TERE O T LB SRR R, 5
WILEZK S 0.1 mol/L #5182 . pH 4.5 B £h 22 i Fl pH
6.8 B IR £h O2 1 55 B 0t v R A AT N
AT T LB, B A R R HI 2 1 E 24 ) 2010
AERRTTVESY, SEEAY LA 10 mg BURS (AL T 5307
VRV AT N IR L

ORI (LS 091204, FUA% 10 mg) A
] 8 (it GB458), KHIFARIE, 47l LAK.
0.1 mol/l #h#% . pH 4.5 BSIR Eh 22 v A1 pH 6.8 B IR
LT 900 mL A A BT, #3H 50 r/min, 43
T5 . 100 15, 20. 30. 45 min BOAW 5 mL (4
IR i S B Ab 78 AH R EE ¥ A 5 S mL), 38
i, FEEVIER, LABREBE A AR . S
By S ARAB Y T8 6} S B (20 2 T o i AR YT 25
mg), FESFGE, B 25mL BT, b 50%
WHARITMBERZIRE, 85, FWMEEN 1 mL, &
100 mL S, I s A BoiRe 2 20 B, A A%
AR . B EIR PRI, A5 241 nm PS5
MEROCEAE, WHEER SRR, 453K
1o 25 SR, BEI 0 55 1 07 i R AR s AT R AR AL,
4 PN AT, AR S 800 15 min B
BRI R 85% LA L, KRR LA o, Rt
T 1R K AE g AR W P A

1101
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Fig. 1 Comparison on dissolution behaviors of sample and

imitated product in different media

224 AW HE PR FEEE 3 RIS 9
HEFE S L A v 2 — PR R i O, b
B—TEM sz 9 HERE S LA A ¥ A 5 R H il
2, WK 1~3. #REILET, 3 #2 @M 5. 10,

15, 20, 30. 45 min f°F3 2% B RSD 14 5
mg ML T30 1.4%. 0.9%. 1.2%- 0.8%-
0.4%- 1.0%; 10 mg MASHFE S 25024 1.8%- 0.3%-
0.6%- 0.7%- 0.8%- 0.6%; 20 mg BHUFSFE 5 15 51
) 0.8%-+ 0.3%. 0.2%-. 0.5%-. 0.4%. 0.3%. 5%
2 HH 25 KRS LK T Ak R LR 38— P AL R R 38—
P R

F1 5mg AR RIMAIRHE—HER
Table 1 Dissolution uniformity of within-batches of 5 mg

samples

#it5 091201 L5 091202 it 091203

t/min YI{H/% RSD/% I{EH/% RSD/% ¥{t/% RSD/%
5 93.8 1.9 91.8 1.7 911 1.3
10 98.1 1.5 9.5 1.5 967 09
15 1000 0.6 977 12 983 1.1
20 1003 03 988 0.7 995 0.6
30 99.7 0.7 989 0.8 992 08
45 1000 0.9 981 05 990 1.0

&2 10 mg HAREX R AIAE I — 1L

Table 2 Dissolution uniformity of within-batches of 10 mg

samples

i L5 091201 fit55 091202 #it*5 091203

¥I{H/% RSD/% HI{EH/% RSD/% ¥{ti/% RSD/%
5 95.6 1.5 926 1.5 925 1.8
10 97.4 1.4 979 1.1 977 1.4
15 98.2 1.2 994 1.1 985 05
20 99.1 1.0 1004 05 993 1.1
30 99.1 09 1004 0.7 1006 0.5
45 99.3 07 1003 0.6 1003 0.8

3 20 mg MBIt AA TS — SR
Table 3 Dissolution uniformity of within-batches of 20 mg

samples

#5 091201 #5 091202 #it5 091203
YIME/% RSD/% 34{H/% RSD/% ¥I{H/% RSD/%

t /min

5 91.9 1.9 93.0 1.3 934 1.6
10 96.2 1.2 96.6 0.9 96.8 1.2
15 98.9 1.3 99.3 0.8 99.2 0.7
20 100.0 0.4 99.4 0.9 99.1 0.9
30 99.3 0.6 99.9 1.0 99.1 1.1
45 99.3 1.0 99.3 0.8 98.8 0.8
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23 BHEMNELR

HUA iy, SR 2%, LAZK 500 mL CHURS 5 mg)
a2 900 mL CHE#% 10, 20 mg) NI 5T, #3450
t/min, 30 min 5, HUABOER, L, HUERIEW,
S35 R, AT IR T AT S 10 pg/mL %
W A BEARSE S B EF AT T TR IS
B (AT ERAYT 25 mg), MERE, &
25 mL T, 0 50% H R RO iR AR R 21
A, REE 1 mL, & 100 mL B, KR
BERZIEE, VENR RO IR,
AN - LI EEVELE 241 nm KA 43 B
WO, THER I . AR S
W EEXTLLgE IR LI 2. AT LR S SARERS CE 30 min
WA, RN AT AL

- — 091201

105 —* 091202
01204
—>* 091205

—* 091206
— 091207

— 091208
— 091209
97| — GB458
95
1 2 3 4 5 6
RIS

2 HikmEWARBLENNELSSR

Fig.2 Measurement results of sample and imitated product
3 g

IO A SCHR, A SRR S A 007 PR L
JERE, ARSIt dlE T e i ik, U
ORAERM . PRI, A R I 5E By O AT 45 PRV H
J . (B2 L) 2010 4ERUSRFISARTE, LA pH 6.8
PR R 900 mL ¥t A i, #4350 r/min, 30 min
JEEURE, 7F 248 nm #EKAL HPLC JE005E: fME™
KR, LK 1000 mL N A, 3% 100
r/min, 30 min J5HUFE, 7E 241 nm WAKAEAN - W]
WA E s B KR EARE, LK 1000
mL A% H A, 3 75 r/min, 45 min J5HFE, 7E
248 nm KAk HPLC vAMIE s Patel 25 R KM i
RO VAT 5 B BT ARARYT 85y Mok b 5 5
TRV AT A . T ARRDEA KT E, Ll

FEr i B sE o SR HPLC JEANE A B A AR Ay T
B Fr s R M E ST . 5 HPLC iEAHLE, 28
b = AT W43 B ik B i v A U S S AT AR A YT
R R, MRERIEAE . Dol b, b o A,
WA S0 1 R4 - T LA i AMEPT R
R vE v BT, AR T R

FHOESCHRII AR KRS 5 mg AF 5 A% HH FET
T, FEREPAAMLTTES b s th R b, ARVEXT 5
mg BUAEAE A AE TIRABEIT . B A BUAEA 900
mL B, HWOGREEE RN, ATE AN E G HE N
IR /NI WG BRI, R A Al e v
Bl 5 SRS 8 22, WA /MR . MR 500
mL AT, e ROCELE 0.4 o4, THE
HriE, Hl R IR A, e 500 mL 1E A B S mg
FE S A AR o

3 FRFEFRE (5. 104 20 mg) FEM A
) Ak 77 LA o 10 mg RRRS AR £E 3 H A K
0.1 mol/L #51%  pH 4.5 BSHR Eh 2% pf i Fl pH 6.8 IR
R Y S RN AT O AL, A 5
mg F1 20 mg BUAK AR 5 B 07 S AR S AT
AL o i A ) A ) SR I IR S T AR HE BB,
PCAR S 56 R P 1 By 7 A5 Ay T 465 1 AR ot 5 4t i L
BB R . RS S8R sh
HAT A 10— BRI S AL P 3t S AL T i R
U3 —PEUE B T AR R AT M S 9 HEpti i S
B A5 T 0 L ARG &5 SRR ARV R B ey, TR
BUPELT
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