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Determination of Ambroxol Hydrochloride Injection and its related substances by HPLC
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University Nanjing 210009 China ;3. School of Pharmaceutical
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Abstract:Objective To establish an HPLC method for determination of the content and the related substances of Ambroxol
Hydrochloride Injection. Methods
0.01 mol * L™" diammonium phosphate (adjusted the pH to 3. 0 with phosphate) — acetonitrile(50: 50) the flow rate was 1.0 mL

The Welchrom — C 5 column(4.6 mm x200 mm 5 pm) was adopted. The mobile phase was

* min~' and the detection wavelength was 248 nm. Results Ambroxol hydrochloride showed a good linear relationship within the

range of 0.091 ~0.212 mg * mL ™" (r =0. 999 9) and the average recovery was 99. 60% (n =9). Conclusion This method was

simple accurate and reliable for the determination of Ambroxol Hydrochloride Injection and its related substances.
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:98.6%)
LGC o ;
2
2.1
2.1.1 2 mL
100 mL o
2.1.2 Welchrom — Cig(4.6 mm x200 mm 5 pm)
© 0.0l mol * L”! ( pH 7.
0 - (50:50) ; 248 nm; 1.0 ml.
« mL7h 3 000,
2.1.3 15.21
mg 10 mL
0.6.0.8.1.0.1.2.1.4 mL 10 mL
20l
o A c
©A =32 395 046C + 104 717 r=0.
999 9 0.091 ~0.212 mg * mL™'
2.1.4 12.15.18 mg
100 mL
o 3
9 1~9, 15
mg 100 mL
. 20 pl
; o 1.
1 (n=9)
(me) (me) (0w (m
1 12.09 11.95 98. 84
2 11.86 11.80 99.49
3 11.95 12.09 101.17
4 14.78 14.76 99. 86
5 14.96 14.75 98.60 99. 60 0.82
6 14.83 14.87 100.27
7 17.95 17.81 99.22
8 17.67 17.67 100. 00
9 17.84 17.65 98.93
2.1.5 0.152 1 mg *
ml, ™!
RSD =0. 62% ( n =6) .
2.1.6 2 mL 100 mL.
(25 <C) 0.1.2.4.6.8 h 20 pl.
RSD =0. 44%
(n=6) (25 C) 8 h
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1
2.1.8 2 mL 100 mL
1 mL 0.15 mg
20 pl
(1S0423 081201 081202 081203)
99.6% 101.6% 102.0% 100.9% -
2.2
2.2.1 “2.1.27,
2.2.2 B.C.D
1.5 pg* mL™'
B.C.D 11.1.46.0.16.2 min.
2.2.3 B.C.D
20 L .
B.C.D
2
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il S
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min
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. =
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min
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2 HPLC
1 B;2 ;3. D;4. C
2.2.4 : 2 mL
20 mL 0.1 mol « L' 0.5 mL
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1h 0.1 mol L™
pH o
2 mL 0
: 2 mL 20 mL
0. Imol « L™ 0.5 mL
1h 0.1 mol * L' pH
2 mL 0
2ml 20 mL
1 o
2 mL o
2 mL 20 mL
2h
2 mL 20 mL
4 500 Lx
2d o
20 pL
o 1.5
2.2.5 18.73
mg 100 mL
0.6.0.8.1.0.1.2.1.4 mL 50 mL
20 pL
Y =33 198X +6 318. 4(r =
0.999 8) 2.25~5.24 g+ mL™"'
B 5.14 mg 50 mL
3 mL
20 mL
0.6.0.8.1.0.1.2.1.4 mL 10 mL
20 uL
; Y=24
881X +742.9(r=0.999 9) B
0.91 ~2.11 pg* mL™'
C 5.08 mg 50 mL
3 mL
20 mL
0.6.0.8.1.0.1.2.1.4 mL 10 mL
20 pL
; Y=
33 153X +9 335.3(r=0.999 6)
c 0.88~2.06 pg* L™
D 10. 71 mg 100
mL 3
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mL 20 mL

0.6.0.8.1.0.1.2.1.4

29 720. 5X +98. 74( r =0. 999 9)
D 0.95~2.22 pg+ L~

o

2.2.6
mg 100 mL

1 mL 100 mL
1 mL 50 mL
20pL
01

2.63% -

mL

B 0. 81 ngo

mL

D 0.83 ngo

mL

C 1.57 ng.

2.2.7

3 mL
20 pL

10 mL

mL

10 mL.

10 mL

mL 10 mL
20 pL
Y=
12. 62
10
0.5 ng. 6 RSD
B 5.16 mg 50 mL
1 mL 100
2 mL 50 mL
20 pL
10:1
6 RSD 3.85%.
D 5.27 mg 50 mL
1 mL 100
2mlL 50 mL
20 pL
10:1
6 RSD 2.55%.
C 5.09 mg 50 mL
1 mL 50
2mL 50 mL
20 pL
10: 1
6 RSD 8.83%.
6 C
5.0%
C o
3:1
0.25 ngo
B 3
20
3:1
0.24 ng.
D 3
20
3:1

0.25 ng.
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C 3
mL 10 mL. 20
pL 3:1
C 0.47 ng.
2.2.8 9.75 mg
50 mL
1 mL 50 mL
20 pL 6
RSD  0.55% o
B. C. D
1 mL 1.5 pg
20 pL 6
B  RSD=1.39% C RSD
=6.88% D RSD=0.56%
B D C
C o
2.2.9 : 5
mL 50 mL
(25%C) 0.1.2.4.6.8 h 20l
(25 C) 8 h
B. C. D
1 mL 1.5 pg
(25 C) 0.2.4.6.8
h 20 pL
B RSD=1.77% C RSD=17.45% D
RSD =1.91% B D (25 )
8 h ; C
2.2.10
(45:55.55:45) | pH (6.8.7.2) . (30

€35 €40 C) .

min™'.1.2 mL * min~") |

(0.8 mL * min™'1.0 mL *
(243 nm.253 nm)
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2.2.11 SmL 50 mL
I mL 200 mL
: B. C.
D 1 mL
1.5 pg ( ) o
2.1.2 20 pL
25% N 20
pL
4 B.
C D (
B. D. C)
0.2%
(0.5%) o 2,
2
B( %) C( %) D( %) (%)
081201 0.04 0.03
081202 0.04 0.03
081203 0.05 0.04
S0423 0.09 0.11
3
HPLC
0.091 ~
0.212 mg * mL™'
r=0.999 9 99. 60% RSD
0.82%(n=9) N
1 . 2010 (
) S. : 2010:765 -768.
2

J. 2005 24( 10) : 943 —944.



