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Synthesis and Quality Control of Sulfadiazine Copper
ZHANG You-zhi, ZHAO Ying(The Affiliated Tianyou Hospital of Wuhan University of Science and Technology,
Wuhan 430064, China)

ABSTRACT OBIJECTIVE: To synthesize sulfadiazine copper and to establish the method for quality control of it. METHODS:
Sulfadiazine copper was synthesized by using sulfadiazine and copper sulfate. The structure, physical and chemical properties were
identified and confirmed by mass spectrum, IR spectrum and element analysis; titration method was used for the content determina-
tion of sulfadiazine copper. RESULTS: The yield of compounds was 93% . The compounds were proved to be sulfadiazine copper
by mass spectrum, IR spectrum and element analysis. The physical and chemical properties were positive. The average method re-
coveries were 97.73% (RSD=0.33% ,n=9). CONCLUSIONS: The method is simple and feasible, and it is accurate and reliable

for quality control.
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Fig 1 Mass spectrum of sulfadiazine copper
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Fig 2 IR spectrum of sulfadiazine copper
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Tab 1 Elemental analysis of sulfadiazine copper (mass frac-

tion, %)

A - L

4 £ A ! kil
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SE 40.73 3.46 15.65 18.46 10.79
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Tab 2 Recovery test results of sulfadiazine copper (n=9)

s A, g SEME, g R, % SFEXICE, % RSD, %

111020A1  0.5035  0.496 3 98.57
111020A2  0.5033  0.496 0 98.55
111020A3  0.5019  0.4939 98.41
111020B1  0.5027  0.483 4 96.16
111020B2  0.5030 0.484 1 96.24 97.73 0.33
111020B3  0.5020 0.4830 96.22
111020C1  0.5031 0.4954 98.47
111020C2 05035  0.496 0 98.51
111020C3  0.5023  0.494 3 98.41

4.3 FEREERRNSENELR
SHLA M TR ELIR LK 3.
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Tab 3 Content determination of 3 batches of samples (% ,

n=6)
Elin=2 it g g e il
111020A 98.52 96.32
111020B 99.13 95.61
111020C 98.67 96.57

5 itit
TR P 5 ) SRR B 5 75, 4 TR Y TR, 7y

China Pharmacy 2013 Vol. 24 No.5 - 449 -



HPLC 0 7 1 57 F Bl 5 25 2= fA iR — ) 2 S e i
MAN B EEMNTREZERBA,IHR RN 225300)

fESYZES RI27.2;R978.1°5 TEERER A
DOI  10.6039/j.issn.1001-0408.2013.05.24

XEHS 1001-0408(2013)05-0450-03

H E BRI RRANTELIMMR AN S RAXMRONE Tk, Fik R B EEE, 5F5EHAARER
e T 7 ik (AT AN TR BA R Rt g ik (G E G %)m 2 4 RAT A G AT A% CuMG T4,
TRENAR A BRER 2% ik (pH 8.2)- T (45:55, VIV) , ik 2 1.0 ml/min, % 5% & 4 215 nm, 4284 35 C., &R . M5 E L4 R
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Content Determination and Related Substances of Azithromycin Sodium Dihydrogen Citrate for Injection by
HPLC
BAI Da-wei, CHEN Jia(Taizhou Institute for Food and Drug Control, Jiangsu Taizhou 225300, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of azithromycin and its related substances in
Azithromycin sodium dihydrogen citrate for injection. METHODS: HPLC method was adopted and compared with the results of
standard method for content determination of the preparation (antibiotic microbiological assay) and TLC for related substances. The
determination was performed on C;s MG Il column with mobile phase consisted of phosphate buffer (pH 8.2)-acetonitrile (45:55,
V/V) at flow rate of 1.0 ml/min. The detection wavelength was set at 215 nm and column temperature was 35 °C. RESULTS: The
linear range for azithromycin was 0.5-3.0 mg/ml (r=0.999 9) with average recovery of 100.2% (RSD=0.7% , n=9). The results
of content determination of main component are concordant with those of standard method. The method for the determination of re-
lated substance was better than previous method. CONCLUSIONS: The method is simple, accurate, specific and reproducible, and
suitable for the content determination of azithromycin and its related substances in Azithromycin sodium dihydrogen citrate for injec-

tion.

KEY WORDS HPLC; Azithromycin; Related substances; Content determination
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