J PA H W 9 W 2 E ChinJ Pharm Anal 2024, 44(7) . 1233 -

MR/ ZREAETPFEXYMREETENE %
REST, BRI, 0", &k, R

(BT R A2 A IR DT [ 5K 24 il Wi A8 By Ao~ 24 i 590 o 207 T S 3 4, B Tig 201203)

WE BM:@3 g KA/ ZRALFTFRREN R RRGEMHIEMN, KTH 2 ZHAFEG SIS,
Tk RRERR RS R EEE A O &IEMIF A IX20080304 A L4 R R T 6 €8 & 3T AE SRt
A7 ke RN USP Z R AR T 69 77 sk s A on b 69 —vB 3 KM it 740 & R A LC - Q TOF/MS {4 5%
8 % K A ke 2 AT . B R 4 BB JX20080304 M) T, A B KA A e F % K B A 22 i (RRT
0.67)¥ B34 2.5% , BEAFENTH1.0% ; 55 =R AT RBSBIERY CIERGAT A, N LR 2 HTH
ARTZRAABERROMSEE,EMNTRA=Z[ AN T LR A, G0 T LA H AN, E Nt 248
RIRA T B F TR AN BATIE R, FARIE S A PRI BHAT A ROR A, ARAE R ) 2 B LB AL fe G
BB 2=tk

KR B RAN; Z R R =B A RN A R R A R

FESES: RI17 XEKFRIRAD . A XEHS. 0254 —1793(2024)07 - 1233 -05
doi: 10. 16155/j. 0254 — 1793. 2024 — 0045

Thoughts on determination method of the related
substances in halometasone/triclosan cream

ZHAO Jing — dan, CHEN Yang, LIU Hao" , JIN Wei, LE Jian"®

(NMPA Key Lab for Quality Analysis of Chemical Drug Preparations, Shanghai Institute for Food and Drug Control, Shanghai 201203, China)

Abstract Objective: To analyze the structure of the maximum impurity in halometasone/triclosan cream and
discuss the rationality of the current registered standard for imported drugs. Methods: The related substances in
halometasone/triclosan were detected according to JX20080304 , and dioxins were determined according to USP.
Finally, the possible structures of the maximum impurity were characterized by LC — Q TOF/MS. Results; The
results showed that the maximum unknown impurity (RRT 0. 67 ) , calculated according to halometasone was O0S
(1.0% ) at 2.5% . The peak was related to triclosan through comparing with the chromatography behavior of
triclosan in reference substance solution. MS information indicted the process impurities of triclosan.
Conclusion: For compound preparations, to ensure the stability and safety of the product, the impurities relevant
to different components should be controlled separately at rational limit based on safety data.
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Fig. 1 Structures of the main components and related substances
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Fig. 2 Chromatograms of the test solution (A) and triclosan refer-
ence standard solution (B) in JX20080304 HPLC system
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Fig. 4 MS spectrums of triclosan (1) and the maximum impurity(2)
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