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Effect of the pH value on lincomycin hydrochloride injection

WANG Sheng hao' , LIN Fang1 , TANG Chao hui’®, ZUO Jurrbin' , CHEN Guoshen' (1 . Institute of Materia
Medica , Zhejiung Acade my o f Medical Sciences , Hangzhou 310013, China)

ABSTRACT :OBJECTIVE To observe the effect of pH value on lincomycin hydrochloride injection. METHOD The injection con-
tained lincomycin hydrochloride was prepared with the pH value of 6 .0 6.5 7.0, respectively. The samples were put at certain con-
ditions(60 C 4 C and light(4500Lx ,25 'C)) and the stability of the injection was observed. The content and the degradable sub-
stances of the injection were measured and identified by. HPLC .RESULTS The clarity of the sample ( pH7 .0) didn’ t qualify, and
the content of the injection (60 C ,10d) decreased to 90 .89 % ; for the sample with pH6 .0, its clarity , content and degradable sub-
stances did not change significently during 10 days at three different conditions , and the injection with pH 6 .48 , its stability was mid-
dling among these three samples. The recovery was 99 .8 % 0 .8 ; the standard curve was Cmg/ mL =1 .846829x - 0.085526, r=
0.999 6, and the LD was 6ng . CONCLUSION When the pH value of lincomycin hydrochloride injection was 6 .02, the sample was
stable , and the limit value of upper pH should be 6 .0 .
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Tab1 The recovery of lincomycin hydrochloride injection for
the assay
N RS S ¥ EITE SR ] f g RSD
(mg) ( mg) (%) (%) %
18 .53 18 .55 100 .11
18.79 18 .94 100 .80
18 .12 17 .88 98 .69
24 .61 24.60 99 .96 99 .8 0.8
24 .04 24 .24 100 .83
24 .52 24 .29 99 .06
30.12 30.09 99 .90
31 .38 31.17 99 .33
30 .61 30 .35 99 .15
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Tab2 The influence of light and the different te mperature (60 C ,4 'C) on the lincomycin hydrochloride injection with different pH

value
N e . ‘ HPLC i A e o
() SR PR pH {H b0 P %) ( %)
0 To o T W A 6.02 i 3.09 9861
%R 10 5o0d—3 6.00 e 2.52 99.07
pH6 .0 SO 10 5 o0d—% 6.03 & 3.02 96 .60
e it 10 5 0d—% 5.99 & 3.34 96 .36
0 To T W 6 .48 i 2.78 99 .88
%R 10 5o0d—3 6.42 e 2.89 100 .06
pH6 .5 G 10 Kadh W 3L 6.47 ANER 4.02 95.79
[k 10 Fagy W3 6.43 N 4.14 91 .98
0 TG 508 W ¥ 14 7.05 ik 2.71 98 .32
IR 10 LIS ANEY 6 .88 ENER 2.62 94 .30
pH7 .0 Y 10 Fob AR 6.92 ANEH 2.82 95 .23
[t 10 FLo DED) 6 .82 NGRS 3.77 90 .89
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