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Consistency Evaluation on the Dissolution Behavior and Related Indicators between Generic and Original
Preparations of Oxcarbazepine Scored Tablets

LYU Beibei"*, YANG Haiyuan'*, CHENG Hua"*, WEI Wenzhi"*, ZHANG Minjuan"*(1. Chemistry Laboratory,
Qinghai Institute for Drug Control, Xining 810016, China; 2. Qinghai Provincial Key Laboratory of
Modernization of Traditional Chinese and Tibetan Medicine, Xining 810016, China)

ABSTRACT OBIJECTIVE: To evaluate the dissolution behavior consistency between the generic drugs and original drugs of
Oxcarbazepine scored tablets, and to compare the appearance, the friability of the split portions, loss of mass of the split portions
as well as crystal form and morphology of raw material from different enterprises. METHODS: HPLC method was adopted. The
paddle method (rotation speed of 60 r/min, the temperature of 37.0°C ) was adopted to determine accumulative dissolution rate of
generic and original drugs in 4 mediums [0.6% SDS hydrochloric acid solution (pH=1.2), 0.6% SDS acetate buffer solution
(pH=4.5), 0.6% SDS phosphate buffer solution (pH=6.8) and 0.6% SDS water solution]. The similarity factor method was used
to evaluate the similarity of dissolution curves as well as intra-batch uniformity of the split portions and whole tablets. The friability
tester and electronic balance were used to determine the friability and the loss of mass of the split portions. X-ray diffractometer and

scanning electron microscope were used to observe the crystal form and crystal morphology of the raw materials of different

enterprises. RESULTS: The linear range of oxcarbazepine was

A KA < [ K2 AR R (No. [6125 12545 (2019)2
33.42-401.09 pg/mL(7=0.999 9);LOQ was 0.10 pg/mL, and

5 IR RHTHRIIH (No.2017-2)-Y40) N 0
* TR WL BFFC )7 25 5 R A0 26 S ke 1 LOD was 0.04 pg/mL; RSDs of precision, stability, reprodu-

i%:0971-8247794, E-mail:598491606@qq.com cibility and durability tests were lower than 2.0% ; the reco-
#HAEVES . BARZ0. WFIE T 1] 25 W AT L 24 T bR veries were 99.80% -101.63% (RSD=0.37% -0.91% , n=3).
We. HLE:0971-8247794. E-mail : 1415328549@qq.com The average cumulative dissolution rate of generic drug A,
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generic drug B and original drug in 4 different dissolution media at 90 min were 92% , 87% , 90% [0.6% SDS hydrochloric acid
solution (pH=1.2)1;94%, 94% , 90% [0.6% SDS acetate buffer solution (pH=4.5)];95% , 95% , 91% [0.6% SDS phosphate
buffer solution (pH 6.8)]; 97%, 98% , 95% (0.6% SDS water solution). The similarity factors of generic drug A, generic drug B
and original drug in 4 kinds of different dissolution media were 66 and 81,71 and 69,71 and 61,59 and 39. In the first 15 min, the
difference of dissolution rate of split portions and whole tablets were —3%-13% , —2%-24% and —3%-7% for generic drug A,
generic drug B and original drug, respectively. RSDs of accumulative dissolution rate of split portions and whole tablets were
6%-14% and 2%-9% for generic drug A (n=12), 4%-10% and 1%-8% for generic drug B (n=12) and 2%-7% and 2%-8%
for original drug. The appearance of the original drug was fusiform, and the notch was deep;the shape of the generic drug was
different from each other, and the notch of the generic drug was significantly shallower than that of original drug. The friability,
the loss of mass of the split portions for generic drug A and generic drug B, original drug were 0.62% and 0.67% , 0.12% and
0.11% ,0.08% and 0.05% . The domestic raw materials possessed irregular lumps and debris, while the raw materials produced by
original drug enterprises possessed regular flat cuboids and regular strips with little debris; but X-ray diffraction peaks of them were
basically the same. CONCLUSIONS: The dissolution behavior of generic drug A in 4 medium is consistent with that of the original
drug; dissolution behavior of generic drug B in water containing 0.6% SDS is different from that of the original drug; there is no
significant change in the homogeneity of the original drug before and after splitting, but the homogeneity of the generic drug A and
B after splitting is lower than that of the whole tablet; the fragility of generic drugs and loss of mass of split portions are higher
than those of the original drugs; two kinds of raw material have the same crystal form but different crystal morphology.

KEYWORDS Oxcarbazepine; Dissolution behavior; Scored tablets; Generic drug; Original drug; Consistency evaluation; HPLC

rRetE 2R B 3f (Rl o 2R B ) e —Fpaii 5 —
B 28 ZR, DB F A7 o F ey he . A
RIG VR 2R RN LB BB AR FH 2GRS A A R
IR 24 BAR B A5 (B AE R AN 59 )
A IR A B i B B R LAY A
122G ALE B | AN RN, R X iR YT
MY, 9.0 RN 25 H )™ A1 Bt 5 [ 24 i)
IR 9 56 F ZIIR R () H AR SR AL, i (v [ 24
LY BT RMGEA RN . 2 FDA T 20134 %45 T
KEARSEEY, i — 2% 298 R RS T T 48 ARG .
T [ [ 2R 2 i W A L) 205 o ' PE L0 (CDE) Il 1
2019 4F %A T (Ol 171 Bl R 790 S BE Ik 2R BE TR 5% 1)
— PR LR A ] 25 1) T RE I 2R N 1% 5 SR 2
F—32, HLA043-#0 5 il 5 B s R 7 25 S ek B
YIS A E R MR A EE T ER . )
R ZIIR RV Ry 11 R [ AT ) 5 o e O e o s I
Pz U0 SRV H R 2 A JURIE 24 5 40 o 24 R I
JE, W AT M) i 2B 2k A v A i T e BRI S
AT (i 2 o B 5597 R — SO PR B E TR

HL-R PG (Oxcarbazepine ) J&—FUB BRI 2547
R T P19 10- B SEATT AR W, T2 3 o L A
Yy 10- R AU R FRE R A Tt 32 Pk 4 e I E
AN E TR AR A AR L ESCRIR YT A L
S Je 30 & A Bk 4 B o PR AR R AR — R 2
B P 2R R SR AT B o A2 R B R R b
TILFE 25U A B B B

A5 38 3 5 SOROH €355 (HPLC) 25 A A A -7
P T AN A 0T B R P 1 24 5 DR A 24 1)
Vs 2 B R I R R R T T
£, LA B R UV 209 B il 350 5520 il R0 iR i

- 1464 - China Phammacy 2020 Vol. 31 No. 12

F5209 5 (RIS AP0 HUAE T 4 DU, 2 il 8 4 751 o
U WERREE K RUR 2 )RR SRR, STEEN 5]
255 SRR 2 (9 — B0k, 05 25 9 7 T2 A N AE
RITHREBEEE I 2R i B PR .

1 #7
1.1 {8

1260 % HPLC 1%, it £ GT111A BIPUICHE . GT129A
R H i HEER (GT116A BIAE AR L GT1157 B — 4R 45 5
GG (€[5 Agilent 23 F]) s AT 4> A shigs AL (B
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0.6% SDS [ 7K % W 900 mL, # 75 10 min, £5 0.45 pm J§
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Tab 1 Results of recovery tests(n=3)

MR, mg i mg R, % T W, % RSD, %
10.02 10.18 101.60 100.63 091
10.05 10.10 100.50

10.08 10.06 99.80

16.63 16.75 100.72 10011 037
16.54 16.73 101.15

1648 16.72 101.46

312 3336 100.72 101.29 049
33.04 3354 101.51
33.07 33.61 101.63
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FEZEG 2020 45 31 45 124
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