— 1504 — Chin J Pham Anal2009, 29(9)

W+, Z/F, Z/RE, FIA, LES

( , 024001)
(18) - (+) - s Phenom enex Luna C;; (250 mm X
4. 6 mm, 5 Hm), - - - (29:20 0.220 01) , 1.OmL* min™', 254 mm :
0. 033~ 0. 667 Hg* mL™' (r> 0.99);
(SN =3) 56 56 58 56 ng (SN = 10) 210, 204 226 216 ng
: R917 : A : 0254- 1793(2009) 09— 1504— 03

Application of RP- HPLC with pre— column derivatization in the
m anufacturing process control of synthetic
p seudoephedrine hydrochbride

DNG Han- feng LI Shu— xu¢ LAN Zhen- m n LIZhi- jig JANG Guo- zhi

(Chifeng A tker Phamaceu tical Technology Co, Lid, Chikng 024001, China)

Abstract Objective To establish an RP— HPLC with pre- cobmn derivatizationmehod for detem naton of -
purities n synthetic pseudoephedrine hydroch brile to set up Im its of mpurities for pseudoephedrne hydrochloride
n production process.Methods ( 1S) — (+ ) — menhyl chbrofomate was used as chiral derwvatization rea
gent The separation was carried out on a Phenanenex Luna Cis column( 250 mm X 4. 6 mm, 5 Pm) with am ixture
of acetonitrile— water- acetic acid— triethy lan ne(29: 20: 0. 2: 0.01) as themob ik phase pumped at a flow rate of
1.0mL* mi ', and the detectbn w avelength w as 254 nm. Results The calibration curves of ( + ) — pseudoephed-
rine hydrodilorde (- ) — pseudoephedrine hydrochloride ( + ) — ephedrine hydrochloride and (- ) — ephedrine
hydrochloride were lnear n the range of 0. 033- 0. 667 Hg* mL~ ] (r> 0.99); The detection linits(SAV = 3)were
56, 56 58 56 ng respectely The quantitaton limits(S AV = 10) were 210 204, 226 216 ng respectively each of
optral isanerswaswell isolated. Conclusion Them ethod is sensitive accurate and suitab k for optical isam er con-
trol in hem anufacturng of synthetic pseudoephedrne hydrochloride.
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