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Determination of Content and Content Uniformity of Lovastatin Dispersible Tablet by HPLC
QIU Yijing', SUN Ting’(1.Hangzhou Institute for Food and Drug Control, Hangzhou 310015, China;2.Hebei In-
stitute for Drug Control, Shijiazhuang 050011, China)

ABSTRACT OBJECTIVE:To establish a method for the determination of content and content uniformity in Lovastatin dispersible
tablet, to provide reference for the quality control of its peneric production and storage period. METHODS: HPLC method was ad-
opted on the column of Waters MS Cjs with mobile phase of acetonitrile-0.01% phosphoric acid (55:45, V/V), detection wave-
length was 238 nm, column temperature was 30 °C, flow rate was 1.0 ml/min, and the volume injection was 20 pl. RESULTS:
The linear range of lovastatin was 20.32-609.60 pg/ml (=0.999 9); RSDs of precision, stability and reproducibility tests were
lower than 1% ; recovery was 99.60%-101.68% (RSD=0.8% ,n=9). CONCLUSIONS: The method is reproducible with high ac-
curacy, and suitable for the quality control of Lovastatin dispersible tablet.
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3.3 MIREYIERE (3] ZAL, XIIE, ) 0 I 2K 2 e A - A o b i 5
A3 SCHRARAE ", 78 23 B A T 0138 g i Fsf >R FH 3 2 1 A 179 VKA I E[T]. B 25 F4R,2012,31(5) : 637.
b DRI, ARS8 X HE 3w i AR A Mg 11 20 BT 55 FH 3R 2 [4] &g, ERRAR, 2540, 5 BN S EE N e e
B A N AR o SR, T S5 0 N ARV TR L 26 FE i R AR 1 R VKA A SR [I].42 T4 T, 2007,36(6) : 428.
D7 (B A Eb X5 RS A A s B4 e 7 {7 TR ARG AN IS R — [5] AL, 8 BT, FBL AL S (i e ) 58 5 R v A i o
2 X ATRESE I TR AL R 2 B LR o AR HE TR SR8 S [J]. P B 25 0%, 2008, 11(10) : 1 202.
T IR AE SR ILs BOMEALVE R R 53R CEE IR i o-H & A [6]1 T4, (EN A AFL SR g ik R 5207 i g
TR . T AR S N RR % R P PR 1 . A RE 5 R i1 S8 KA LB HP AR o AN I A3 (D). P R 2, 2008,
3 TRVRE: it o J (9 00 55 R A o TR T2 AR 5 30 k4 30 (5):685.
S TP B R A R L S P ] 5K A TR AT B ) [7] RSEdE, kAR, T AR, 5 . GC Ik [ B I 2 BB A T XL
B LM E T DA SE 424085 , s AR B RS . BLL, AR ik WL A 3R R A D). 0 2 A &, 2013, 28
FHIE SRR T o (2):178.
2 RER A IR ERR T M SE T T [8] Zdte, I/, X, & H D2 GCIE R % 11 H Hilh
T IR AR SRR | o P2 v 4 e g T FK A R R[04 7 26 5 2 %, 2009, 24(5) -
PR 5 Bk SMFRRAIE T — AN TR AN B o2d. N _ N
STk [9] FK/NE, SRR, REL, 5 A KA@M E - ks

Jiki e 1« 2R B i T 19 5 B [J]. o 25 44,2009, 32(6)
904.

[10]  FHPCAE , e 3 1 15 25 A AH (20 g BT 5 1 v A
ML B[], £ S AL S, 2005,3(6) 1 44.

[11] B&RTE Bt FPoe, 5 A Gk e WL g
HRORR N A KR IR ). A AT R

L] XUSER, P QAR 2 B H B s i Y 7r fii vk
KA R FR i SR [0]. F AR25, 2009, 31(2) - 231.

[2] PMGEHE, (RAHR, H 2 R, 5 GC Ik R B I E Bt B
ORI T R VK R K Az R TR R 1 B (D] P R 2
2007,29(7):1 004.

* AN, WS 29 AT AR G G . L& £ 0571 2007,27(11):1 824.
85463892 (ficfies H49:2015-04-27 &I H#1:2016-01-14)
#ABAEAES - RN, A W55 25050 Hr A5 i 24 5 (St )

— B S . HLG :0311-85212008

EZEG 2016 4E58 27 4555 9 4 China Pharmacy 2016 Vol. 27 No.9 -« 1285 -



&AM (Lovastatin) >h 32 [ BR 520 7 7= 4, 1987 51 1K
N I R AT 5 | A 3 3 G VR o AR O R R B S A
(HMG-CoA ) i Jit [t 390 1] 350 (1% Ay 0% 25 9 , 22 1 AR oy D 91 P
JZ BT TR ML AR 25 . AR S AT R R AR
JIFIEAS o S I e R, T AN It 37 A 1 e IR % S g 2
1 AR AR B NG 2 1 RN =B, T RE T v v S AR R 1 .58
[ 25 M) 34 R (T [ 24 M) 201 1 it BRUH 25 84 ) 7.0 B RIS H AR
255 )7 Y BRAT WA A WA 43 B0 SR B o A2 e R 6 SCRk™ 1)
FLAly b, A X F AT T A3 0RO e 2 R A
FETIEIEAT T RIS, B TE Rl 700 i A 7 R A 0 o e 4
5%,

1 ##}
L1 {38

LC-20AT &Y 2380 AH (4 154 (HPLC ) , {45 LC-20AT &I —
B 4 [ %) A6 ) 5 F1 Lab Solution T AE 35 ( H A B HE N W) ) 5
BP211D A+ J5 43 2 —HL T K- (1[5 Sartorius 247 )
1.2 #E5iF

AT R R Crb 2 R e TSR B, S
100600-200502, 4% :99.4% ) s AR MTT FRL 25 (GFEhl 25
FRA ], #E%5:00323026) 5 AT T 23R (GFE- 25 A RA
], #t5:090101.090102,090103) ; S 2, (14l , 35 H
Fisher Scientific 23 7)) ; B2 (/3 B4k, A KAk F 3l 5 R)
FAT B A s Bl A (e pral, Ko s oAk 225
J7) s KR AEK
2 HEELER
2.1 gLt

(A 3ER: . Waters MS Cis(250 mmx4.6 mm, 5 pm) ; Ji A :
ZN5-0.01 % WEIR (55 :45, V/V) s Kl 4 : 238 nm; A3 : 30 °C5
W 2 1.0 ml/min; AR 20 ul,
2.2 BiEEEE
2.2.1 XFRESEA AR ATAS RS R U A T X IR
0.1 g, BT 50 ml i, N SIS I B 2 200 250  1E
Shy Xt HE SR VA8V
222 XFHRSVEMAOTI S BC2.2.17 0 F R IS TR MO
N2 SRR R A 1 ml % 0.2 mg YV, VE Jg %) IR
BT o
2.2.3  MHA I H R BURES 20 B R SR E , WF4, B
A IE Ht (A S T8 AR TT 20 mg) , & T 100 ml 434,
CEY 80 ml, PRFE MV ARAMT T A IR e R 2 20, 3%
A7, 08T BERIE A E T T
224  ZOHTRRAROSIS RS G4 i
B RS $02.2.37 100 N kil sas RN .
23 REEAMMERMERR
231 RGEFHERE  BC2.27 TR 6 R A A i v
W25 VR A i, F 2.1 30T (3% SRR 2 L 3T
Sl UL Lo I L ar O i AR TT 0 G B ) ) 24 Sy 20
min, BB ARER IS AT T 0T AR T 3 0005 FEM R o316 57
7 B HAth i o0 4335 R AT, Sl R e TR
2.3.2 EHIEMERE  FEREGERALTTERZY 10 mg M4 4k
5 Ee L ] BT A L 0.10 g, BT 50 mIE P, 3L 6 43, 14y
RARMEIRRE S, 53 540543 HE ™ 5 A A T A —— (1) e o
MG 2 ml, 71 0.1 mol/L R AW 1 ml, 25 1R # 10 min,
FH 0.1 mol/L & A AL IR WM Erp b, I 2 W B 2 20, 1%
51 NE BRI IREE i o (2) BREIR < Jin 216 2 ml, it 0.1 mol/L &

- 1286 - China Phatmacy 2016 Vol 27 No. 9

1% 1 1% |
S _lin
= 75 754
= 50 E50
25 74
0 : 0

I R 0 5 10 b N %
f,min f,min
A B
125
100
=75
ER)
959

(I IS (S T N
f,min
C
Bl mouERAtlEsSREEaiEE
AP s BT,  C.28 R Lag Rl T
Fig1 HPLC chromatograms for system suitability test

A. test sample; B. reference substance; C. blank control; 1.lovastatin
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Fig2 HPLC chromatograms of specificity test

A.sample treated with acid; B.sample treated with alkali; C.sample treat-
ed with high temperature; D.sample treated with oxidation; E.sample
treated with light; F.untreated sample; 1.lovastatin
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Tab 1 Results of recovery test(n=9)
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Tab 2 Determination results of content uniformity of sam-

ples(n=3)
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