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Abstract Objective To comprehensively evaluate the qualities of erythromycin stearate tablets (capsules
and granules). Methods  All the samples were examined by current standards, and the results were statistically
analyzed to assess the overall level of quality. The product qualities from different manufacturing enterprises were
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compared. According to special investigations, literature search and analysis of the testing results, we performed
an exploratory study for detecting components and related substances for the safety factor, and dissolution for the
effective factor. Results According to current standards, 59 batches of samples from 4 manufacturing enterprises,
including 11 batches of tablets, 15 batches of capsules and 33 batches of granules, and 8 batches of capsules did not
meet the requirements with a qualified rate of 86.4%. The unqualified items were water and/or dissolution. Methods
of ChP 2015 and BP 2017 were used for detecting components and related substances of erythromycin stearate
respectively. The results showed that there were significantly differences between the two methods. The number of
impurities detected using BP 2017 was more than that using ChP 2015, and the resolution was better than ChP 2015.
The determination method for dissolution was established, and 19 batches of samples were detected. All samples
were qualified.Conclusion Current standards can basically control the quality of the drugs, but some items need
to be improved. The quality of erythromycin stearate tablets (capsules and granules) were generally acceptable. The
coverage of enterprises and approval certificates was about 11.1% and 8.2%. For tablets, the coverage of enterprises
and approval certificates was less than 3.5%. There were some temporary production quality hidden risks. It is

suggested that supervision departments should strengthen supervision of idle approval certificates.
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Fig. 2 Components and related substances chromatogram of erythromycin stearate
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Tab. 4 Result of dissultion of erythromycin stearate tablets and
capsules by 2 methods
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CJ  (REEH) 3 66 7.9 81 9.0
4 83 43 84 10.0
5 87 10.9 87 35
6 91 6.9 75 8.5
7 77 6.5 85 13.9

4.1 AT W E F A

M R e HEC P 6 T 2 20 3% ) R ok so i, SR
K4 NMEFEALAN 5 AMHESCS o SRR R B A A
b H A PR B 11.1%,  SRERE R v S0 S 5
A HE SO SR 8.6%. 31X 5 FRATTHT IR AT A4 L
MW, KA rs i 3 R4 %R, g
FRAT B 2 70 B ATTE T 3 A B, RIS
FIAE = b AR DB AT e AR, PR R IR
PR BME A5 77 o IR W] BEAFAE — LRI AR 7= 1 i

Rl SO B IR P2 A B A2 P e ) o B
FERUSC U A R 1D o6 PR v S s
42 WH T L AHEMEH

T I P 41 5 3 7E R P9 IR SC 3B A7 3= B2 B AE /N g
— T, NMAESIOIRAE T, + 5 pH 5
KRATE 5.5 I A7, WNHRLIHN 6.0, NaRE KL 6.8,
BAREFINNAFERATEY (BRCaBER. WER
UHRS ) RABERNERE, (B8 &5 Sk [5]
AR, TERRER LI R 5 S BRI AR R R
Kt R, TEARRAE RERP AT, MFAE
%, R A BRI R, IRk
A R R T — BRI A
4.3 HATARE E A

AR IS 4 R T R B, REFIKSSH
KWIIR J s TG I AR O, B — DU
At R BEF K 4 BR P A E
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