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(54) Title: METHOD FOR PURIFYING ROPINIROLE HYDROCHLORIDE
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(57) Abstract: Provided is a method for purifying ropinirole hydrochloride (4-2-di-n-propylaminoethyl-1,3-dihydro-2H-indole-2-ke-
tohydrochloride). The method comprises: adding ropinirole hydrochloride containing a monopropyl impurity A into water, adding an
organic solvent, stirring and dissolving at a room temperature, adding alkali, stirring, standing, demixing, and removing an aqueous
layer; optionally, drying the organic layer by using anhydrous magnesium sulfate, and filtering; and adding acyl chloride or acid anhy-
dride into the organic layer, stirring, concentrating the organic layer to be dry, adding an organic solvent into the obtained oily matter,
adding concentrated hydrochloric acid, and stirring, so as to obtain the ropinirole hydrochloride. By using the method, the impurity A
in the ropinirole hydrochloride can be effectively removed, and the ropinirole hydrochloride can be obtained with a high yield and a
high purity, so that the impurity A is controlled and the purity ot the product reaches a medicinal standard.

G ME: R —FERDILE P 4-2- ~IE NI L -1, 3- = 2 -2H- W] W -2- W £ BRE: 5 4l 1k 75 2.
ZEES: BERRHARNEYILEY NHRRY LEFIMAKST, FWAFGIER, =R T
BEHEWE MR, BHEHEDR, REKE FEMATKERE TRAHZEFLIE RHHN
AR R EBRE, fPEE, WRHEGHIRZ T, WA mRY Fin A g PSR, AR 358 B
HERABRPILED. iRkt XKD LY F 14 A, B LU L iR
MALEFASEER D ILE D, TRz AN 2l B8 21 25 FIARHE -



WO 2018/227553 PCT/CN2017/088651

HRP LR T WLt i

BARGR
AREYRE KRR DI DAL, Fplth, W RERBRZILEZ
AR A NI B A TR 2R A iR (1D 4

">NH - Hcl
(S\/}O
N
H

BREAR
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HET 15 2] B U0 Je DAL, IR 90%. HPLC fill4hiEE 4 99.89%, 2k
A FEARKEE (ND).

IR S IL e B Y I HPLC 438 J7ikun

(E T & T R N A el B

B Waters Xterra™ RP18250 X4.6mm, 5Sum
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