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Study on Enhancing Quality Standards of Magnesium Sulfate Glycerin Solution
GAO Xu,KONG Huo-wang, SUN Yan,JIANG Pei-pei, FU Gui-ying(No. 307 Hospital of PLA, Beijing 100071,
China)

ABSTRACT OBJECTIVE: To improve the quality and its control standards of Magnesium sulfate glycerin solution. METHODS:
The quality standards were improved in terms of free of preservatives in the formulation and no glycerol identification in previous
standard. The microbial limit test was conducted to select the type and concentration of antiseptic agents for Magnesium sulfate glyc-
erin solution (benzoic acid 0.03%, 0.08% ; ethylparaben 0.01%, 0.03% ; benzalkonium bromide 0.01% , 0.02% ; chlorhexidine ac-
etate 0.001% , 0.000 1% ). Chemical method was used to identify glycerin. RESULTS: Except crystal separated out from benzoic
acid (0.08% ) and ethylparaben (0.03% ) under cold condition, other antiseptic agents had no obvious change in magnesium sulfate
glycerin solution. The microbial limit test of samples containing benzoic acid (0.03% ), benzalkonium bromide (0.01% , 0.02% )
and chlorhexidine acetate (0.001% ) were in line with the standard of microbial limit test after 15 days. After overall consideration,
0.03% benzoic acid was the best choice as antiseptic agents for Magnesium sulfate glycerin solution. The identification of glycerin
was positive chemical reaction. CONCLUSIONS: It is suggested to add 0.03% benzoic acid as antiseptic agents into Magnesium
sulfate glycerin solution, and the item of glycerol identification should be included in standard.

KEYWORDS Magnesium sulfate glycerin solution; Quality standard; Antiseptic agents; Microbial limit test; Identification
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Tab 1 Microbial limit test of Magnesium sulfate glycerin so-
lution mixed with different antiseptic agents(CFU/ml)
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Determination of the Related Substances of Atomoxetine Hydrochloride Levamisole Isomer by HPLC
CHEN Jie, LI Zhan(Henan Provincial Institute of Food and Drug Control, Zhengzhou 450003, China)

ABSTRACT OBJECTIVE: To establish a method for the detection of related substances in atomoxetine hydrochloride levamisole
isomer. METHODS: HPLC method was adopted. The determination was performed on CHIRALPAK® OT(+) column with mobile
phase consisted of methanol-isopropyl alcohol- triethylamine (960 : 40 :0.5). ELSD detector was used, and the temperature of drift
pipe was 90 °C; flow rate was 2.5 L/min. RESULTS: The impurity peak was well separated from main component peak; the rela-
tive retention time of known impurity D-ATM, 3-ATM, 4-ATM and atomoxetine hydrochloride were 0.65, 1.26 and 1.50, respec-
tively. The detection limits were 0.002 2, 0.004 1 and 0.003 9 pg, respectively. D-ATM was found in 3 batches of sample, while
3-ATM and 4-ATM were not. CONCLUSIONS: The method has been established for the determination of the related substances as
optical isomer and isomer in atomoxetine hydrochloride. The method is simple and specific.

KEYWORDS Atomoxetine hydrochloride; Levamisde isomer; HPLC; ELSD; Related substances; Separation; Detection
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