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Quality Evaluation of Azithromycin Dispersible Tablets
YUAN Sikun',LIU Ya’>,CHEN Weiyi' ,GUO Hong',LIU Huijun',YANG Fei' ,ZOU Jiajie' ,LIANG Qianli'

(1. Baoding Institute for Food and Drug Control,Baoding ,Hebei,China 071000; 2. Baoding Sports School ,Baoding ,Hebei ,China 071000)
Abstract: Objective To investigate the quality status and existing problems of Azithromycin Dispersible Tablets. Methods Forty —
three batches of Azithromycin Dispersible Tablets were selected and tested according to the statutory standards in the Chinese
Pharmacopoeia (2010 Edition, Volume 1II ), then test results were analyzed. Due to the impurity azithromycin B was not easy to be
detected according to the detection methods of relevant substances in statutory standards, a new detection method for relevant
substances was established to detect and analyze 43 batches of samples. Results The qualified rate of 43 batches of Azithromycin
Dispersible Tablets detected by the statutory standards was 100.00%, and azithromycin B was detected in only two batches of
samples with a detection rate of 4.65%. When Azithromycin Dispersible Tablets were detected by the established new method,
azithromycin B was detected in all batches of samples with a detection rate was 100.00%, which was within the limit, and the
detection rate in two batches of samples was close to the limit of 2.0%. Conclusion The overall quality of Azithromycin
Dispersible Tablets is good, but there is still some room for improvement. Manufacturers should strengthen the basic research and

production management. The established new method for determination of relavant substances has strong specificity, and is not easy
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to cause missed detection of azithromycin impurity B. Results of the linear relation test, repeatability test and limit of detection

(LOD) meet the requirements. Therefore, this method can be used for the detection of relavent substances in Azithromycin

Dispersible Tablets and the quality evaluation.
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Fig. 1 Dissolution distribution of Azithromycin Dispersible Tablets
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Tab.1 Average contents of azithromycin in Azithromycin Dispersible

Tablets from different manufacturers (%)

EEALBE FHAE|AFLLGS FHAT | AFLLEET FHAE
S1 91.1 S9 95.4 S17 96.6
2 91.6 S10 95.6 S18 96.6
S3 92.0 S11 95.8 S19 98.0
S4 92.4 S12 95.9 S20 100.7
S5 93.6 S13 95.9 S21 101.9
S6 94.1 S14 96.0 S22 101.9
S7 94.2 S15 96.0
S8 95.2 S16 96. 6
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1. Range of retention time (+5%) 2. Suspected peak of azithromycin B

Fig. 2 Chromatograms of detection for relevant substances in

Azithromycin Dispersible Tablets
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Fig.3 Spectral scanning images
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Tab.2 Retention time of the main peak of azithromycin by chro-

matographic columns with different brands and specifications

ERER FAREDE BAREWEN REWHER MaEEBRAM

X 13 i
! Flom) REEA(nin) 153 (nin) (+5%,min) — RFHA(nin)

Shiseido Capeell PAK C (2 200 .87 A.667  40.54~44800  50.5%
Thermo Hypersil BDS C. £ 200 28.047 2912 40.766~45.058 51887

Aglla Venusil ASB C 200 .53 .94 3L2B~34592 3985
AglentSTC-C(2)& 150 RAIAN 50.846  48.304~53.388  51.3M2
Waters XBridge C JAl) 30.493 40.64  M1~48.987 45781

Phenomenex Gemini C,; 110A% 230 313 50.693  48.158~53.228 51916
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VI V), B SR RS B R AR e (L3R 3) X Bl 75 25
FOT U AT S AT 43 S U < 1.0 mL / mins A
T 230 Cs KK 2 210 mn; FERE B - 50 WL 78 I {633
FAER BT R R B0 S A B G S B RCR R,
RBAE SN BSFEY R T 1.5, BRSAES AE T 2 000,
#3 BERBER (%)

Tab.3 Gradient elution process (%)
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Fig.4 HPLC chromatograms of the specificity test
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Tab.4 Results of content detection of azithromycin B in 43 batches of samples (%)

B REAREEE REBMR | AS REAARE WEWRR | AF REEERE REWRR | AT REAELRR REEAR
1 At 0.1 12 FAk 0.2 23 KA ih 0.2 34 F o 0.2
2 koAb ik 0.2 13 koAb 1.1 24 FAh 0.1 35 kAk 0.2
3 Atk 0.1 14 Kb 0.1 25 KA th 1.2 36 koAb 1.8
4 KA h 1.3 15 Fth 0.1 26 KA ih 0.1 37 Kb 0.2
5 At 0.2 16 E o 0.2 27 A h 0.2 38 0.1 0.1
6 KA 0.2 17 Kb 1.9 28 KAk 0.2 39 F o 0.2
7 koAb ik 0.2 18 Kb 0.1 29 KA 0.2 40 Fth b 0.2
8 KAk 1.2 19 kb 0.2 30 R sh 0.2 41 kA 0.2
9 F o 0.2 20 FAh 0.2 31 At ih 0.2 42 KAk 0.1
10 At 0.2 21 KA 0.1 32 A 0.2 43 F o 0.2
11 0.3 0.3 22 FAb 0.2 33 KAk 1.2
FETE RS BT 25 85 2 o0 B BRAT B bR ifE A O B
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