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Quality Control and Dissolution Rate of Minocycline Hydrochloride Film

HOU Changyuan, LI Hongyu*(SchooI of Parmacy, Liaoning Medical University, Jinzhou 121001, China)

ABSTRACT: OBJECTIVE To determine the dissolution rate of minocycline hydrochloride film and study its quality.
METHODS The dissolution test of minocycline hydrochloride film was conducted according to Ch.P(2010), the main content
of them was determined by HPLC, the accumulative dissolution rate was computed, the dissolution parameters of Ty and m were
caculated by Weibull formula, then correlation test was carried out. RESULTS There were no significant differences interclass
parameters and interblock parameters of five batches of simples(P>0.05). CONCLUSION The formulation of minocycline
hydrochloride film is reasonable, the process of preparation is feasible and the quality is dependable.
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Tab 1 Results of recovery test(n=9)

31|

INE/mg WA E/mg  EIECEY% e RSD/%
8.24 8.11 98.4
8.17 8.04 98.4
8.36 8.22 98.3
10.14 10.07 99.3

10.28 10.34 100.6 98.9 0.88
10.43 10.17 97.5
12.45 12.38 99.4
12.39 12.26 99.0
12.62 12.49 99.0

224 AUERREE LIS RS A RO R I A
20 uL FEEBEFE 6 ¢k, HIEHFK RSD 24 0.94%,
45 TR WA R 2 B R A o
225 FEEMERE  HUFEN 20 fr, AR, EADR
T, REmE, MY FHBRKGEHR
0.2 mg-mL™" [ AR, ik, BEg
WA R B S, K R S A R R R
0, 1, 2, 3, 4, 5 h JaitFEdE. &5, i
WRAEEWRCE 5h, BRKEHRRETRLEEE
1k, RSD=0.86%, *MFwtkRiF. Kk, it
WAV N B BLC . BRI AE 5 h AR,

opE BN 255 2011 42 8 45 28 %5565 8




226 FERMPEEHYENE DA R
B2 mmX5 mm)10 fv, Zr50E 5 mL &,
ALK RIE MR R 20, #5), RTALIE IR g
o, FE AR, R E WO SR 20 pL WE, id
ST ] o R R FR IR R K A 200 O B
TR H R R 5 BRI K VA 22 0.1 mgmL™ (1)
TR T 0 BRI, RV IIE o 8 bRik LG
ARTH R AR SRR IR R IS &, 45 R 2.
F2 HBEEHHENELERMNM=10, X+5s)

Tab 2 The determination result of the sample content
unformity test(n=10, X+£S§)

it SRR 2 bR 11 50 5 1/ % A+1.8S
100306 98.12+1.00 3.71
100327 98.60£1.01 3.22
100412 99.10£0.43 3.97
100430 98.97£0.63 6.74
100519 99.72£0.21 1.97
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Tab 3 The average cumulative dissolution result of minocycline hydrochloride film(n=6, X +§)

. ZRUEH T %%
5 min 10 min 15 min 20 min 30 min 40 min 60 min
100306 18.17+1.3 24.14+1.0 41.23+£0.8 54.29+0.22 66.45+0.42 85.67+0.19 99.56+0.46
100327 19.02+1.2 24.34+1.4 41.51+0.7 54.76+0.21 67.13£0.51 85.79+0.21 99.63+0.43
100412 18.76+1.4 24.29+1.3 41.37+1.1 54.46+0.19 66.72+0.46 85.64+0.17 99.58+0.49
100430 19.23+1.0 25.14+1.5 42.21+0.5 54.97+0.16 67.26+0.53 86.23+0.22 99.72+0.47
100519 18.96+1.1 24.65+1.7 41.83+0.9 54.72+0.23 66.93+0.39 85.89+0.18 99.74+0.51
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Tab 4 The Weibull distribution model dissolution parameters
of mimocycline hydrochloride film(n=6, X=*§S)

it T4 m r
100306 28.47+1.2 1.16£2.3 0.993 9
100327 28.23+1.1 1.15+4.1 0.993 4
100412 28.42+1.2 1.16+£3.4 0.993 6
100430 28.06+0.9 1.14£1.9 0.993 7
100519 28.35+1.4 1.15+4.6 0.993 1
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Tab 5  The variance analysis table of minocycline
hydrochloride film dissolution parameters

Tk EHE

24 Sl PO Hiig Bz F P
T 21 ] 0.287 4 0.072  1.327 0317
HN 1.346 25 0.054
M 4 1) 0.031 4 0.008  2.583  0.058
HN 0.079 25 0.003
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