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Evaluation of divided dose of scored gliquidone tablets

LIU Huan', ZHAO Lixia’, BAI Lei'
1. Technology R&D Center, TIPR Pharmaceutical Responsible Co., Ltd, Tianjin 300301,China
2. Quality control center, TIPR Pharmaceutical Responsible Co., Ltd, Tianjin 300301,China

Abstract: Objective To evaluate the pharmaceutical properties of scored gliquidone tablets. Methods The self-developed product
and reference preparation were segmented by cutting device and by hand, respectively. The quality loss before and after
segmentation was taken as the evaluation index to investigate the separability of the self-developed product and reference
preparation. Gliquidone tablets at the upper limit of hardness (8 kg) and lower limit of hardness (4 kg) were divided with drug
cutters respectively, and the loss of segmentation quality was investigated. The fragility of tablets after segmentation was studied
according to the test method of fragility of tablets of Chinese Pharmacopoeia 2020 edition. Referring to the European
Pharmacopoeia, 30 tablets were randomly selected. After segmentation, the weight percentage of single half tablet to average half
tablet was detected. The dissolution curves of the whole tablet and half tablet of gliquidone in phosphate buffer solution with pH 8.5
were detected by HPLC. According to the content uniformity test method of Chinese Pharmacopoeia (general rule 0941), the content
uniformity of 30 self-developed tablets after drug cutter segmentation was detected. Results The results of loss of mass and
uniformity of dosage units showed that there was no significant difference between splitting by hand and by the tablet splitter. The
content uniformity and friability of the split tablet were in line with the requirements of Chinese Pharmacopoeia. The friability and
loss of mass of the split tablet at the upper and lower limits of hardness were in line with the requirements. The generic drug product
and the reference listed drug had the same half-tablet dissolution behavior. Compared with the whole-tablet dissolution, the
dissolution of the split generic drug product was 51.46% in 60 minutes, and the split reference listed drug was 49.12%. Conclusion
The pharmaceutical properties of the split generic drug product were the same as the split reference listed drug.
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Table 1 Loss of mass for splitting gliquidone tablets(x+s,
n=15)

HE5EL W/mg R K%
FT. 240.242.53 121.3+4.63 118.9+5.12 0.34(0.04~0.71)
Y125 8% 240.6+0.92 122.0+3.46 118.6+3.75 0.17(0.04~0.33)

W,./mg W,./mg

K2 BURIEMAH S EIREIRK (xts,n=15)
Table 2 Loss of mass for splitting gliquidone tablets( x+s,
n=15)

AEE W /mg W,./mg TR /%
FT. 241.3+2.48 121.9+3.70 119.444.060.36(0.04~1.53)
Y)#i8s 241.9+40.51 122.2+2.49 119.7+3.810.27(0.04~0.79)

W,../mg
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#3 BWRTEEERTIERF REHRX (vi5,n=15)
Table 3 Loss of mass for splitting gliquidone tablets with
different hardness(x+s,n=15)

W W/mg =K%
8 kg 241.4+4.28 121.1+5.37 119.9+4.40 0.17(0.02~0.58)
4kg 240.7+2.05 120.2+2.63 119.5+1.89 0.41(0.01~2.78)

W,./mg W,./mg
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Table 4 Fragile of gliquidone tablets
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Table 5 Content homogeneity of gliquidone tablets(x+s,

n=30)
B o T PR
ya : > A \,:b ﬁE
ﬁf‘éﬁ V45 B /mg T4 H%
g HFE BEEA AT SR

FT 122.3£3.97 121.6+3.49 89.63~108.2 91.38~107.8
PIZi#% 121.7£3.12 122.1+2.84 93.55~104.7 96.78~104.5

23 ALk

X B A0 2 L R SR U0 25 2% 4 RS D e
e H R 0T B e B R it 2R DAY
FIZTE AT R A AR o b [ 24 ) o g 271
B 1 75 H R R A a3 e e T R A i I o
WRPE R 33.3 ng/mL I B AMROG RS M 0.2, 1% 07
VAN E PR B WA e v il 2R D e L DR R
D73 T SR AP AR M A A 20 o v o i
K FH s RO A s e

Zx I [ 2 OV WSO TR A B W T 9 A% A
A (pH. 8.5 W R b 22 D , 22325, 75 t/min ¥%
S BCE B 12 o HOGE AR, 0 i AE 511041530,
45,60 min U2 P8 2 mL AE A8 S, KA &
SR £ T v 5 W B W R R L v R
Z A FENE EY o 45 B I 1~3, 55 R
AHEE, 4385 2 A 5 A1 10 min ¥ BB A IER , B &
60 min 7 H A 51.46% , 2 Ll 571 60 min ¥ H FEA
49.12%. 4r#E|JE BB S 2 iR At
LHHATIA ML 7 £, 8 74, 3R B 43 B 5 16 B
52 s AT N — 2

120 -
100 -
80 A
ﬁ 60 —— B
i 40 1 -5 H 5
20
0 . . . . . .
0 10 20 30 40 50 60
t/min
1 RSIREE B M S L HIFI7E pH 8.5 BEER Eh 2 itk
WA £

Fig. 1 Dissolution curves of self-prepared formulation
and reference preparationin pH 8.5 phosphate buffer media
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Fig.2 Dissolution curves of half self-prepared formulation

and reference preparation in pH 8.5 phosphate buffer media
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Fig.3 Dissolution curves of complete self-prepared formu-
lation and half tablet in pH 8.5 phosphate buffer media
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