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Quality Evaluation and Status Quo of Domestic Azithromycin for Injection
YANG Xiu-ping', YANG Hong-bo®(1.Beijing Shunyi District Maternal and Child Health Care, Beijing 101300,
China; 2.Beijing Shunyi District Food and Drug Monitoring Center, Beijing 101300, China)

ABSTRACT OBIJECTIVE: To evaluate the quality of domestic Azithromycin for injection, and to provide reference for clinical
use and ensure the safety of clinical medication. METHODS: According to the latest quality control standard of Azithromycin for in-
jection issued by national pharmacopoeia committee, the special inspection and quality evaluation were conducted for domestic prod-
ucts. RESULTS: Related substance of commercially availabe Azithromycin for injection are well-separated; the content of water is
well-controlled; the clarity and color of the preparation both are in line with the standard. CONCLUSIONS: The key parameters of
related substances as azithromycin impurities J and clarity of solution were determined and used to characterize the quality level of
Azithromycin for injection. The weak acid salt of Azithromycin for injection should more considered. Great importance should be at-

tached to the effect of packing material as rubber stopper on the quality of product.
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Fig 1 HPLC of azithromycin related substances

[P 25 4)20 10 AR C ) BESR IX BIELAR , #5575 B 5
g, S E A 1SR A [ E 25 8L) 2010 4R AR ()
WESRIX A B —I5] LA, S AR TR
3 H#R
3.1 AXUER

ABITEEE RIS , BT 57 5 3% A R B R4
A RLAT R T ) s e R BRI SR % i
X B 3 B R A R A I, T H AR R 1 i i 2

3T AN [R] R T 2 6 P BT 5 3R A0 R I, 45 2R K
B, A R A AT 5 R R A G AR A . AT 6
Wb 2R T ) AT S By 2 2R P B R ARG HY A A RS
TEAN ) AR 20 T S T B 2 2 3 o, 28 000 AT Bk 22
o o, VRSN TR BRI A B AR R AR B B RS (EROR, TFL
B 55 M A5 R B 2 8 3R R AR ST AR /N T T R R A
B AT 35 2 R AR T, TR 77 R A i A 5 4%
Jit B A DU A5 bR 7 i TR 35T, B SR PR 2% o
AL ATER &8 T A Bl ar a3 A AR A IR AL . T
St PR A 8 2R Th B AT FR AR T B R LR 2,
32 BKE

H 25 SR AT, TR ) 27 2 2K 9 3 K REE 0.5% ~2.5% 2
] L TE 2SO0 o [RJ I, X ) — A AS R 5 K it A7
BRER T PR, RS AR 22 5 — B <<0.3% o F& il il
Xof B g 4 R K PR AROE A A Iy TSR AR AR
JotR 2 S A A P BT 27 3 AR I RE A AR LA 2.
3.3 BRKEFEMEE

R T X SRS FH T 7 2R A 1 1 8835 AN
G T BT S o] 2 i 28 VA 8 AN (B 45 2Rt
YT o IR )RR ) S P o 2R ) TR T P 2
A7 P22 55 ARSI REAG I 1 [ SR 2 ML B S /R R EEK

4 g
4.1 BHEXMR

TEA W) T 5 18T B 2 2 A% o 0 Ja 0] h e i Ae Al

HEZG 20144855 25 4555 24



K2 EISRRAFBERTASTERZRINE
Tab 2 The content of azithromycin impurities J in differ-

ent salt forms of Azithromycin for injection
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Fig 2 The moisture of Azithromycin for injection
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