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Study on Stability of Injectable Ambroxol Submicromulsion
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Abstract: Objective
chemical properties of the drugs. Methods

To optimize the storage conditions of ambroxol submicroemulsion,in order to ensure the stability of the physico-
The influencing factors test, accelerated test and long —term test of ambroxol submicroemul-
sion were carried out with particle size and content as indexes. Results The results of influencing factors test showed that the particle
size of the emulsion prepared under all conditions did not change significantly,but the content and pH decreased significantly with the
temperature increased. The results of freeze —thaw test showed that the content of emulsion did not change significantly,but the particle

size at 40 “C changed greater than that at 60 “C. The results of 6 months of accelerated test and long —term test showed that the con-

tent and pH of emulsion did not change significantly,but the particle size increased slightly. Conclusion The injectable ambroxol sub-

microemulsion should be refrigerated storage to ensure its stability of the physicochemical properties.
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KR 30 °C L, 3 1.0 mL/min, W3 AH K pH =7. 0 [#E
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k2 BEBAHRELER

B 8] %5 B AR M pH a2 (%)
%0X 001 + + 8.29 100. 09
002 + + 8.22 99.91

003 + + 8.21 100. 18

%5XK 001 + + 8.23 99. 82
002 + + 8. 13 99. 86

003 + + 8. 15 99.76

% 10 X 001 + + 8.20 99.71
002 + + 8. 14 99. 46

003 + + 8. 12 99. 61
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HOX 001 + + 8.29 100. 10 8.29 100. 12
002 + + 8.22 99.90 8.22 99. 88
003 + + 8.21 100. 20 8.21 100. 21
5K 001+ + 8.22 99.80 817  98.84
002 + + 8. 18 99.30 8.13 98. 14
003 + + 8.16 99.90 8. 14 98.24
#10K% 001 + + 8. 15 99.10 8. 11 97. 84
002 + + 8. 11 99.20 8.05 97.24
003 + + 8.07 99. 40 8.01 97.44
Sample ID 061124_60 100
Operator ID Unknown Operator
Elapsed Time 00:02:00 ? ’_m
Mean Diam. 162.4 (nm) g%
Rel. Var. 0.085 =
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RmsError 8.8098e-04 50.0 500.0
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d G C(d) d G(d) C(d) d Gld)  C(d)
70,09 o 0| 26091 23 a7
79.03 o 0| 29127 12 93
96.90 39 B | 32515 6 100
10817 59 14 | 376.38 0 100
12076 7 26 | 42438 1] 100
134.81 94 40 | 47853 0 100 Print Window
150.49 100 54
168.00 94 68 Copy For Spreadsheet
187 .54 7 80
209.36 59 88
233.72 39 94
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2571 (4 500 +500) 1x BRSO 24T 10 d, 0 4568
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12

ARkH HE ML BEE pH A E%)
0 001 + + 8.29 100. 12
002 + + 8.22 99. 89

003 + + 8. 21 100. 22

1 001 + + 8.21 99. 80
002 + + 8. 15 99.71

003 + + 8. 17 99. 63

2 001 + + 8. 19 99. 31
002 + + 8. 16 99. 52

003 + + 8. 14 99. 38

3 001 + + 8. 20 99. 12
002 + + 8. 13 98. 87

003 + - 8.09 99.31
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IR WAFL pH FEARA UL RAR R 8O, 15 B 7L 571
FEIZARER 25 AR AGE (A5 I8 B ZL5RAR B (1 g 2
AFRENE , VY BV ARAT o

Fo4 iR R

BE k5 ML ABEE E£42m)  pH AF(%)

%04 001 + + 162. 1 8.29  100.14
002  + + 162.9 8.22 99. 92
003  + + 160. 4 8.21  100.23
% 1A 001 + + 164.7 8.02 99. 80
002  + + 168.0 8.01 99. 62
003  + + 163. 8 8.07 99.71
%2 A 001 + + 167. 1 7.96 99. 42
002  + + 168.9 7. 88 99. 12
003  + + 166. 0 7.95 99.21
%3 A 001 + + 170. 5 7.85 99.03
002  + + 171. 4 7.82 98. 74
003  + + 169. 9 7.81 98.92
%64 001 + + 174. 1 7. 68 98. 46
002  + + 174.2 7.79 98.26
003  + + 173.3 7.71 98.55

2.3 KHBHRR

Pt 2 A0 T Rl £ T A& 3 ARG FLA (G5 4
H124 001,002,003) , A0 FHEE T 10 mL %0, B
K= K BIRE (25 £2)°C HMXHREE (60 £ 10)% 5%
TFF 6 A, 0T 1,2,3,6 A RBUE, ke Pk
BRI H TR A5 R WL S AT I, 6 A H N
TRFEWAFL pH BRI RS K

A5 KHEGHABELR

BE %% S AN EAm) pH 4E (%)
%04 001 o+ + 162. 1 8.29  100. 12
002  + + 162.9 8.22 99. 93
003+ + 160. 4 8.21  100.22
1A 001+ + 164. 1 8. 14 99. 94
002+ + 163.2 8.11 99. 82
003  + + 163.2 8.05  100.03
%2R0 001 o+ + 163. 8 8.08 99. 52
002  + + 167. 1 7.96 99. 34
003+ + 166.2 8. 04 99. 52
%3 A 001 + + 166. 5 7.97 99. 14
002  + + 169. 4 7.91 98.93
003+ + 169. 3 7.89 99. 24
$6A 001+ + 171.1 7.84 98. 92
002+ + 172.2 7.83 98. 64
003+ + 171.3 7.81 98. 84
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