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Abstract

Objective: To establish a method for determining the dissolution curve of ribavirin tablets and
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compare the consistency of dissolution behavior of ribavirin tablets from different manufacturers.
Methods: The second method (paddle method) of general rule 0931, Part IV of Chinese Pharma-
copoeia was used for dissolution test, Hydrochloric acid solution (pH 1.2) was used as the dissolu-
tion medium, and the stirring speed was 50 rpm; the detection method was high performance liq-
uid chromatography (HPLC). The column was filled with sulfonated cross linked styrene divinyl
copolymer hydrogen cation exchange resin, and the mobile phase was water (adjust pH to 2.5 *
0.1 with dilute sulfuric acid). The flow rate was 1.0 ml/min, and the detection wavelength was 207
nm. Result: The dissolution curves of different batches from the same manufacturer were consis-
tent, indicating that the preparation process was relatively stable. However, the dissolution beha-
vior of ribavirin tablets from different manufacturers is obviously different, and the consistency of
dissolution curve is not good, which indicates that the formulation and process of ribavirin tablets
from different manufacturers in China are different, and the quality of ribavirin tablets is quite
different, which needs to be improved. Conclusion: The results showed that the method estab-
lished in this study can provide experimental basis and theoretical reference for the dissolution
determination of ribavirin tablets, and can be used for the quality evaluation of ribavirin tab-
lets.
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2.2. SERE{YER

R KKK ADFCI2AD % H{; METTLER AB135-S LT RF; 5 LC-20AT B0t (i X .
3. FEE%R
3.1. BHRABFRY

RIS T RV H N E R (DUFRIE ) 0931 55 3k 23%).
WA S RARKK ADFCI2AD.

AR R pH 1.2 2hERVAW 900 ml A7 A i
BRE: 37+0.5C; ##: 50 #/4),

HURERFIE]: 2. 5. 10, 20, 30 434t

3.2. BHEAHEZE

3.2.1. BiEFHSRGERAMRE11]
RO A 5 S5 . S LC-20AT & RGRUAH (i
HF KPS K dm'5: METTLER AB135-S LR
thiEH: Xtimate Sugar-H A 7.8 300 mm  5pum  FEiE: 30C,
WA : KCHMBRER T pH fH % 2.5 £0.1),
g : 207 nm; H#E: 1.0 mi/min; #EFFE: 10 pl.

3.2.2. AGERAMAR
PR AR R B =B AR 52 R AN T 2000,

3.23. BEHIESE

1) X R AR A 4% K B AREBURI LA IR 20 10 mg, B 100 ml E=Hf A, NI shA i i 4 %
270, w5, WE.

2) BHKS BRI E % BOA BSR4 .

3.2.4. MEEER

B3.2.3 H DIUN A EHMSIGERL 02 Tl 2 pls 4 pds 8 ply 10 pl, 3 BNENBAH (i
1, e rEE, AR AR E (AT ENE T, 4REH, 7E 10.86~108.6 png/mL ¥4 5 6 Fl N £k
FERARY, ERIE 1.

Table 1. Standard curve of dissolution of ribavirin

F 1. RHEF BRI ERLZ

W C (ug/ml) 10.86 21.72 43.44 86.88 108.6
IETH N A 583587 1167174 2334348 4668696 5911002
Pt th 25 A=54314C—16279  r=0.9999

3.2.5. BEERRE
Bt i, DN 5E 26 PF N HERE 10 uL, SELENE 5 9k, FIEHMRIERFAT RSD 2104 1.0%, 45
RUINGH LRI, FFE AT ER,
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B “3.2.37 (1 2) 0 F —HERAE S 30 20 a Hl— B is v, 4% “3.2.17 TURNEE &M,
fE0h. 1hy 2hy 4h. 8h, 12h. 24 hWE 1 K. WE R PR EFEARE &2, DS MK ERER
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B “3.2.37 [ 2)30 F — bk BES (LA, 65 1D2002008) 30 70 8hiA Bl — 0 sl S ia W, InE
OO E(0.1086 mg/ml), AR, Ty B =AASEREE PSS 2 4, e liiE A R, Ot
FFRAEICR N 98.6%, RSD N 0.7% (n=6), SiHILE 2. RIS RRT, 1% 7 1L HEm: B A7 & €

Table 2. Results of sample recovery test (n = 6)

= 2. MEEYVERIELE R0 =6)

Vg ES =y FEdh & & (mg) I & (mg) W45 £ (mg) [ELES SEH AR & RSD%
5ml 0.5525 0.4344 0.9761 98.9%
& 5ml 0.5525 0.4344 0.9702 98.3%
" 5ml 0.5525 0.5430 1.0865 99.2% 98.6%
5 ml 0.5525 0.5430 1.0906 99.6% RSD =0.7%
N 5ml 0.5525 0.6516 1.1806 98.0%
" 5ml 0.5525 0.6516 1.1781 97.8%
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Figure 1. Dissolution curve of ribavirin tablets from different manu-
facturers
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