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Consistency Evaluation of Dissolution of Nitrendipine Tablets
CHENG Xinjie'? , XU Yanmei' ,HAO Lijuan' ,HE Yuxia’,GAO Yanxia'

(1. Hebei Institute for Drug and Medical Device Control,Shijiazhuang,Hebei,China 050011; 2. Department of Pharmacy,The Second Hospital of Hebei
Medical University,Shijiazhuang . Hebei,China 050000; 3. CSPC Zhong - Qi Pharmaceutical Technology <Shijiazhuang> Co. ,Lid. + Hebei Pharmaceutical
Engineering & Technology Research Center - State Key Lab. of Novel Pharmaceutical Preparation and Excipients.Shijiazhuang.Hebei,China 050035)
Abstract: Objective To establish a method for the determination of the dissolution of Nitrendipine Tablets, and to evaluate the
similarities of the dissolution profiles of the domestic generic drug and reference preparation of Nitrendipine Tablets. Methods The
paddle method was adopted, the rotation speed was 100 r/ min, and 900 mL of water — 0.15% tween — 80, sodium chloride -
hydrochloric acid solution with pH 1.2 — 0. 15% tween — 80, acetate buffer solution (ABS) with pH 4.0 — 0. 15% tween — 80 and
phosphate buffer solution (PBS) with pH 6.8 — 0. 15% tween — 80 were used as the dissolution media. The dissolution of Nitrendipine
Tablets was determined by the high — performance liquid chromatography (HPLC) method to calculate the cumulative dissolution
amounts (%) and draw the dissolution profiles of Nitrendipine Tablets. The similarities of the dissolution profiles were evaluated by
the similarity factor method. Results In the four kinds of dissolution media with different pH,the mass concentration of nitrendipine
had a good linear relationship with the peak area in the range of 1 — 120 pg/ mL(r > 0.999 7,n = 6). The RSDs of precision,
repeatability and stability tests were less than 2.00% (n =6). The cumulative dissolution amount of the generic drug at 45 min or
60 min was less than 85%. The f, of dissolution profiles of the domestic generic drug and reference preparation was less than 50.
Conclusion Nitrendipine Tablets generic drug has inconsistent dissolution behavior with the reference preparation, their quality and
production process need to be improved. The established method is suitable for the determination of the dissolution profile of

Nitrendipine Tablets,which can provide a reference for the consistency evaluation of the dissolution of Nitrendipine Tablets.

Key words: Nitrendipine Tablets;generic drug;reference preparation;similarity factor method;dissolution profile;consistency evaluation
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1. Nitrendipine
A. Water B. Sodium chloride — hydrochloric acid solution with pH 1.2
C. ABS with pH4.0 D.PBS with pH 6.8
Fig.1 HPLC chromatograms of the specificity test
®1 RHMTFEMEXRERER(n=6)

Tab.1 Results of linear relation test of nitrendipine (n =6)

EEAMR AR EpE r ZMEE (pg/mL)
* ¥=993.45 X+1578.1 0.9999 1~120
pH L2 AMABEIRR  V=993.96 X+1369.1 0.9999 1~120
pH4. 0BSER %3k V=983.31 X+1536.8 0.9997 1~120
pH 6. 8BB4 ki 1=999.66 X+1339.1 0.9999 1~120
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E2 REMTRAGHAMSLEFAFNEIMAEDTHARPHBEHALE(n=06)
A. Water B. Sodium chloride — hydrochloric acid solution with pH 1.2 C. ABS with pH 4.0 D.PBS with pH 6.8

Fig. 2 Dissolution profiles of the generic drug and reference preparation of Nitrendipine Tablets in four kinds of different dissolution media (n = 6)
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Tab.2 Average cumulative dissolution amount and f, values of

generic drug and reference preparation of Nitrendipine Tablets in

four kinds of different dissolution media

FHERERE(%)
M T% Smn 0mn Smn 30mn 4Smin 60mn %min 120min

R 1500 46.00 62.00 78.00 88.00 95.00 99.00 103.00 -
A 1328 1950 2346 3142 378 39.64 45.09  49.03 20.21
B 834 1406 1690 2.14 265 3095 3.8 3854 1746
pHL2E R 1000 37.00 5200 72.00 8100 8600 93.00 97.00 -
TAE A 1488 209 2564 3248 376 L4 469 49.88 2435
BER B 791 108 1328 1818 2132 2845 23 3025 16.98
pH4.0& R 1500 43.00 59.00 76.00 8400 90.00 9.00 98.00 -
BAZ 4 103 1909 B2 978 3447 3840 401 4148 20,46
ik B 7.8 1150 1452 1858 2222 458 83T 0.4 1548
pH6.8% R 15.00 4200 58.00 75.00 83.00 89.00 96.00 98.00 -
BA% 4 1L 1860 2.8 30.02 3431 3839 423 4800 2.9
ik B 770 1079 1338 1845 2223 2342 2119 3136 1564

ERARWHIA, - AR H.
Note: R refers to the reference preparation,and — indicates that the

f, value cannot be calculated.
A BT A R R, R FHARRL B 3 4 LA A
0 RE 25 S, R VE M 10 R A TSR o8 A G B ) T
BUol ER, B 520 0 W B A B R 7 2
1 [ A 50— B DA A P e 2 s

I A e RV s 25 5 2 R AE 4 B OAS
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] pH I A 5T (g3 o B, W LU 2 i B il 24 5
Z: Ll 30 B 1 i R IF AN AR ARL , 8 B A AE — o o o 22
S o o B H LA ) B8 A 45 i 24 1 OB R b 2 AN
FiiE R T A 25 4 7 L 7 ELR A RN A
R R R T T Bs e E— A Ak i A Ak
5 T2 T 25 5 2 Ll 3R AR LR

SR FHREARLIR 32 340 W 475 1 245 15 25 L R0 =2 T i 1
MR B ARALPE | 2 2 250 I 260, > SO, Fn ¥ 1
B AR RL o D 1 25 5 2 Eb i 3R Y OF 3 BB A F
85% L) - FYBURE S AR #1402 F I FIAE K o 45 min
IS 25 BRI A 88, 00% , il vk BUAY I ] 458 5,
10, 15,30, 45 min; 7£ 55 75 3 B A5 60 min B -
oy ER A /D Ik 86. 00% , i 8 B I ] K 5,
10,15,30,45,60 min,

AHIGE ST T I JE RS R0 1 25 4 AN [R] pH
Vo LR A BT R Y R ARORORE i i, 2 I TR
IE5Z LR A i 2 AT A A SR R 24
FI 6 HEICHEHL T F 45 i 25 F1 2 Ll A e, 75 H il 2k
BIASHRL, 5 Hh o B 18 HAS 52 4, Ul B il 25 R 2 HE il
R AT A —2, K 547 T EA R & AT
Pl T JE HE b 0 1 24 35 B2 A L mT o Je B
M 47 6 25 10 o — SR PPN SR S %
5% ik
(1] A F R, R, 5 . AT B R H AR

wAwl)]. FPEERS S E,2001,21(12):9 - 11,
[2] SANTIAGO TM, LOPEZ LM. Nitrendipine: a new dihydropyri-



