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Application of Graph Digitizer Software in the Consistency Evaluation of the Dissolution Curve of
Generic Drugs in Vitro

LUAN Nil, RUAN Haoz, SHI Yunfengz, YANG Weifengl’z*(l.College of Chemical Engineering, Zhejiang University of
Technology, Hangzhou 310014, China, 2.Zhejiang Institute for Food and Drug Control, Hangzhou 310052, China)

ABSTRACT: OBJECTIVE To get the data of dissolution curve in Japanese Orange Book or FDA solid oral dosage forms
database by using the graph digitizer software. By similarity factor (f;) calculation, it can forecast consistency evaluation of
dissolution curve between domestic generics and original research drug in vitro. METHODS According to the software instructions,
set the value of the origin and the maximum value of the vertical coordinate and the horizontal coordinate. By screenshot software to
obtain the figure of dissolution curve for reference preparation, saved as image files. The point on the dissolution curve was
determined, then the cumulative dissolution data of each point could be obtained by software analysis. Calculate the f; value using f,
similar factor calculation formula. The consistency of dissolution curve between generic drugs and reference preparation could
be forecasted. RESULTS Through graph digitizer software to get dissolution data in Japanese orange book or FDA solid oral
dosage forms database. Evaluate consistency of the dissolution curve in vitro between generic drugs and reference formulations.
CONCLUSION The graph digitizer software can be used for data processing to get the dissolution curve data of the reference
preparation in the literature, and it can be used to evaluate the consistency of the dissolution curve in vitro for generic drugs.
KEY WORDS: consistency evaluation; dissolution curve; graph digitizer software; generic drugs; similarity factor(f)
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3% . Inersil ODS-3 Cg(150 mm X 4.6 mm,
5 um); ViANAH: BEER SR SE R (IR 6.8 mL B
1900 mL 7KkH, A 50%E AL ENVE T 8.6 mL,
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1L.OmLmin~"s #EFEE: 10 pL; FER: 40 C; #
My ¥: 230 nm.
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Tab. 1 Datas of Sotax AT7 and Logan UDT-814D
dissolution tester
. PV H R Y%
e . . — ‘
5 min 10 min 15 min 30 min 45 min
Sotax AT7 33.6 49.9 68.8 98.9 104.3

Logan UDT-814D  26.3 47.5 65.8 98.5 103.2
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Tab. 2 Average accumulative dissolution of 3 batches of
samples in water

it )/ FI BRI R %
min 14033001 14041402 14041501 Z L il 51
5 33.5 24.3 23.1 24.7

10 60.9 52.6 53.5 61.6
15 84.5 76.1 78.9 82.3
20 94.4 92.0 93.0 87.5
30 99.1 102.1 102.7 96.9
45 99.4 103.2 103.1 99.1
60 99.4 103.3 103.8 99.4
5 68 67 69
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R3 JHMHREpHI2BENMRF THEARELE
Tab. 3 Aaverage accumulative dissolution of 3 batches of

samples in the medium of pH 1.2
s i/ P R R %

min 14033001 14041402 14041501 Z L il 71

5 26.3 27.4 24.0 23.5
10 47.5 47.7 40.9 54.6
15 65.8 65.6 57.2 72.5
20 81.5 80.2 71.2 80.2
30 98.5 95.7 89.5 94.5
45 103.2 100.6 99.2 98.2
60 104.1 101.8 100.8 99.4
S 68 69 53

R4 JHMHEpHAO BHNMF FHERELE
Tab. 4 Average accumulative dissolution of 3 batches of

samples in the medium of pH 4.0
I} i/ T35 EAHE %

min 14033001 14041402 14041501 Z i

5 32.6 31.4 28.9 22.9
10 56.8 55.6 49.2 60.1
15 76.1 74.9 67.2 82.0
20 87.4 87.6 79.7 87.2
30 96.4 97.9 94.5 96.6
45 96.7 98.4 97.1 99.1
60 99.4 98.4 97.8 99.7
S 67 67 55

RS 3MHELEpHOS ERA T FHERELE
Tab. 5 Average accumulative dissolution of 3 batches of
samples in the medium of pH 6.8

i il S BRI /%
min 14033001 14041402 14041501 Z: Ll il 77
5 34.7 25.2 23.3 26.8

10 67.5 50.4 48.7 63.7
15 88.6 68.8 70.0 83.6
20 99.1 87.5 84.4 91.5
30 103.2 99.8 95.1 95.4
45 103.4 101.0 101.1 973
60 103.2 100.8 101.9 98.2
f 66 56 55
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