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Abstract

Objective: To explore a method for determination of dissolution of guaifenesin tablets, for later
evaluation of their intrinsic quality differences. Methods: Using paddle method, the dissolution
medium was 900 ml water, the rotation speed was 50 r'min-1, the sampling time was 45 min, and
the dissolution was determined by UV spectrophotometry at 274 nm wavelength. Results: At the
wavelength of 274 nm, the blank excipients did not interfere with the detection of guaifenesin. The
RSD of precision was 0.29%, the linear range was 0.0135~0.081 mg/mL (r = 0.9999), the recove-
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ries were 94.97%~97.27% (RSD = 0.78%, n = 9), and the solution remained stable within 5 hours
at room temperature. The dissolution rates of the three batches of guaifenesin tablets were 95.2%,
95.1% and 95.2%, respectively, which were higher than the limit requirement of 85%. Conclusion:
The method is simple, reliable, repeatable and sensitive, and can be used to determine the disso-
lution of guaifenesin tablets.
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3.1. WETE

BUA S, B8 (P EZGH) 2020 GERRVTSGEM “0931 ¥ R SRR M ek ” 55—k, LK 900 ml
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SERRPUERIEN “0401 284k - AT YL, 7E 274 nm BRI E WG T s 55 B 1) H xR
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Table 1. Excipients interfere with the test results
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Figure 1. Full wavelength scan of the reference and blank excipient solution
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7E 274 nm P FMEWROCEE, WOGEERIIIE N 0.4843. RSD fH 0.29%, R BHA T VLK% % R 4F.

2) HEIEEE

HUAR S, 301 5@ 7 vE B S R 45 T A, EANE E, BANE ST AR T S
I AT RS, SPATECH] 6 R I, 7E 274 nm PR K R IEMOEE, 5 Rk “1) EEME 16
RO RE AT LU, 12 I 25 SR WO G FE S4B 9 0.4868 . RSD fH 0.31%, B ATy o v (R4 2% 2
R 47

3.2.4. MEFSEEIRE

) B HE SR VBRI B I B B 2 22 me, REEERRAE, B 25 mL EIF, K
B2ZIE, %5, .
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Figure 2. Linear diagram of guaifenesin tablets

B 2. A HhE Lt E

3.2.5. ERERE

B (ARG A 7 LEBIEEH) 10 mg, FL9 4y, B 20 mL SR, 43 70 2 FR B G H- v 1 oot 12 o
10, 15, 20 mg, & 3 fir, M/K&E&, HREMEM, FHESEZE, #25, 4 0.8 pm JEFITIE, BIEWK 2
mL, B 50 mL &, &5, 1ERMKMER: DUEAIHMEEZ) 10 mg, & 10 mL &+, IKERE
ZIPE, FEEEN 1 mL, B25mL FElY, F/KERZZE, (N EER.

Bt T VRO R VAT, BSR4 - AT LA OB BEVE, 1E 274 nm K T IEWOGEE . &ANFE S
[ESCRIBIAE 95%~102%2 18], ~“FIEIIER A 96.0%, RSD N 0.78%, /NT 2.0%. Wi BIAZ M BCREF &
W B E 2k . g5 2,

Table 2. Results of accuracy tests (n =9)
2. EREREERN=9)

F5 o Bitkmmg)  nAEmg) A F(me) R % S RSD
1 10.54 10.56 10.09 95.57 96.0% 0.78%
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Continued
2 10.47 10.76 10.46 97.27
3 10.77 10.63 10.15 95.52
4 10.48 15.66 15.08 96.29
5 10.44 15.87 1532 96.58
6 10.2 15.58 15.05 96.62
7 10.92 20.49 19.51 95.23
8 10.28 20.43 19.58 95.86
9 10.62 20.70 19.66 94.97
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BUAR S, BR300 058 702 rp R R R PR 45 0 BRI R T RN R A R
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FUAFESTE S /NI NV RS 8 PELT
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(9% B I 40 ZEAE A KT 2%, 6 BRI KT FH 1k B 4
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A S: 141101, 141102, 141103), & “3.1 05 75 v Fp A3 i R0t B VAV 1) 46 7 41
i) 28 AR it A VRO B T . ISR A - W LA e R, 1E 274 nm K N IE O, tHEAE AT
R, R ANRRER 85%. 45 BBIKT 85%, FailE, 4iBIE 3.

Table 3. Dissolution test results of three batches of samples

=3 DHtEREHEREER

#ts R %
141101 95.2
141102 95.1
141103 95.2

4. g
4.1. BHTREERE

BRI H kA, 2 B BOR R B0 AR : 7K. 0.1 mol/L E:BRVAW . pH 4.5 BER EhZErP A . pH
6.8 IR Eh L2 MR 900 ml, FEIHUNRESN BN 50 ¥, 2485, 104 15, 30, 45, 60 7;BHEUFE, SR S
Seafl M, @D AN, B VA A RO B[] 55

ALAL, ASEE A TG DU 2 74 2R E A (5 I ) SV B ZE AN KT 5.0%), [F 23 (EEZY
S R H I EE R AR S, GG ORI S AT K I R A, S ELR R ARt
ISR, FERE LK 900 ml ¥ A T, ARIEVE Hdh L6 B, BURERT [RIE SRy 45 0. 45
R 3,
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Figure 3. Fitting diagram of dissolution curve of guaifenesin tablets
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Figure 4. Comparison of dissolution results at two different rotational speeds
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X R ] A 70 RE A DR 24 o B R B R 2, RIS Sy R RE S A e i

A A ARSCHUCR AN - IS GG BRI E A Hm R VA R, B AR IS S M A B AR R I
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