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Content Determination of 5 Heavy Metals in Shengmai Injections by ICP-MS
HUANG Xun-rui(Ningde Institute for Drug Control, Fujian Ningde 352100, China)

ABSTRACT OBIJECTIVE: To establish the method for the content determination of heavy metals in Shengmai injection as Cu,
As, Cd, Hg and Pb. METHODS: ICP-MS was adopted with incident power of 1 550 W, extraction voltage of —143 V, sampling
depth of 62 nm; high purity argon was used as carrier at the flow rate of 1.1 L/min. After Shengmai injection digested by micro-
wave, the contents of Cu, As, Cd, Hg and Pb were determined by using scandium, germanium, indium and bismuth as internal
standard, tea leaf as standard substance of quality control. RESULTS: The calibration curve of heavy metals was in linear relation-
ship (#=0.999 8) with recovery>>90% (RSD<2.8% , n=3). The detection limits of Cu, As, Cd, Hg and Pb were 0.10, 0.06,
0.03, 0.008 and 0.02 ng/ml, respectively. The contents of heavy metals were all in an acceptable range. CONCLUSIONS: The

method is simple, accurate, reliable and specific, and it can be used for the content determination of heavy metal in Shengmai

injection.
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Tab 1 Results of linear relation test

PRUERSIRAS 1 ng, #E B 2,47 00T Jr ik i AT AL B, %8 45 %2 50 ml,
WE & BRI . 45 R & U R Iy 94.1% ~
100.8% ,4>90% ;RSD }H 1.9% ~2.8% (n=3) , ¥/ <2.8% , 3
HIAE MR B R, TE LR 3.
®3 ORERBLER(n=3)
Tab 3 Results of recovery tests(n=3)

JLE A RE,ng MAE,ng  WEE.ng BICE, % RSD,%
Cu 0.8 1 1.722 95.7 22
As 84.84 1 85.52 100.8 2.6
Cd 0.364 1 1.346 98.7 2.3
Hg 0.021 3 1 1.020 5 99.9 2.8
Pb 2.87 1 3.643 94.1 1.9
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LA ARIE) T 3w B BREEAR " : Pb<<5.0 mg/kg, Cd<0.3
mg/kg, Hg<0.2 mg/kg, As<2.0 mg/kg,Cu<20.0 mg/kg) .

x4 HRPEEEERBENELER (mgkg,n=4)
Tab 4 Content determination of residual heavy metals in

samples (mg/kg,n=4)

JLE Ltk r LML, ng/ml
Cu x=0.647 1y+0.048 3 0.999 9 0.5~50
As x=0.070 6y+0.000 83 1.000 0 0.5~50
Cd x=0.022 3y+0.000 11 1.000 0 0.5~50
Hg x=0.039 6y+0.000 26 0.999 8 0.05~5.0
Pb x=0.174 4y+0.019 5 1.000 0 0.5~50
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Tab 2 Results the detection limit and the determination of
standard substance(n=9)

FM(BHEM) mg/kg FM(SEME) , mg/kg

JiE R, ng/ml

Cu 0.10 18.6+0.7 18.1
As 0.06 0.09+0.01 0.086
Cd 0.03 0.062 £ 0.004 0.062
Hg 0.008 0.003 8+£0.000 8 0.003 5
Pb 0.02 1.5+0.2 1.48
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5 Cu As Cd Hg Pb
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12102723 1.93x 107 3.18x107° 0.67x107° 031x107° 540x10~°
12081922 4.96x107°  259x107° 144x107° 028x107° 134x10~°
12122621 2.72x 107 3.71x10™  0.33x107°  0.63x10° 1.02x10°°
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Methodology Research of Microbial Limit Test for Penicillin V Potassium Capsules

LONG Hui', WU Xin’, YAN Lei-na’, CHEN Xi’, ZHANG Ying", WANG Qing-quan’(1.Nanchang Center for Dis-
ease Control and Prevention, Nanchang 330038, China; 2.Jiangxi Provincial Institute for Food and Drug Con-
trol, Nanchang 330029, China)

ABSTRACT OBIJECTIVE: To establish a microbial limit test method for Penicillin V potassium capsules. METHODS: Microbial
limit test for Penicillin V potassium capsules was researched by using plating method, culture medium diluted method and mem-
brane-filter method (100, 300, 500 ml per membrane+panicillinase) , and control bacteria was tested (100, 200 ml per mem-
brane). RESULTS: Membrane-filter method was used for bacterial detection (500 ml per membrane, >3x10° u penicillinase) ; plat-
ing method was for the detection of fungus and yeast fungus; membrane-filter method was used for control bacterial detection (200
ml per membrane). Recoveries of bacteria, fungus and yeast fungus were greater than 70% . CONCLUSIONS: It is reliable to
adopt membrane-filter method to detect bacteria in Penicillin V potassium capsules, use plating method to detect fungus and yeast
fungus and membrane-filter method to detect control bacteria.

KEYWORDS Penicillin V potassium capsules; Microbial limit test; Methodology validation
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