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(57) Abstract: Provided is a method for refining benzhexol hydrochloride, the method comprising the following steps: step one, adding
a benzhexol hydrochloride crude product into purified water and stirring the mixture uniformly; adjusting the pH value of the mixture
with an alkaline solution, and then maintaining the temperature, and filtering and washing same, and then collecting a filter cake; step
two, adding the filter cake obtained in step one into purified water and stirring the mixture uniformly, adjusting the pH value of the
mixture to be between 2 and 3 with a hydrochloric acid solution, and de-coloring same with active carbon and filtering same; adjusting
the pH value with a hydrochloric acid solution to form a salt, and then heating same and maintaining the temperature; and cooling
and crystallizing, filtering, washing, and drying same under reduced pressure to obtain a benzhexol hydrochloride pure product. By
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means of using an alkaline washing and acid adjusting method, the benzhexol hydrochloride pure product with a high yield and high
purity canbe obtained, so that a method for refining benzhexol hydrochloride by means of recrystallization via an organic solvent in the
prior art is replaced. Not only does the obtained refined product have a good appearance, a high yield and no organic solvent residues,
and the product meets the requirements of pharmaceutical standards, but also the process is simple to operate and is cost saving, thus
facilitating industrial production.
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BE— ), BB RIS pH A2 10~14, LGSR 11~13.
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B2, PR TR A K 1 E O TR B D R 20~60 £, PREN 30~50 5.
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B2, PR P TR BRI TR IR A 8%~25% .
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8, 2EA K R, 75 °C o Hs T 2 18 B RIS (1 0 [ A0k R #h R A0 20RS i 18.4g, IFE 92.2%,
BUFE SRR R 2ORG v, SRR E 25 0L HPLC Jiikdle, e B s -
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L 3

Faftk ‘524 201909022 1) #h 8 Hg 2 i S0g H 450g AiAbKFiRE45), A B A 1y
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G, TS CURE TR 2 E RIS O AR R Sh R 2RI 2R i, I 94.3%, SRS 1 1Y
B din & &, &8H8 99.7% , 1.6min ZA47 K HZRH 0.04%.

LI 5

W ERIR 4 2 b 100g H 1200g 4lifb K a5, SE AR pH 22 12, 45CF
T 2 /0B, 98, AR EEEIEDER I, FEHT 4000g Zifb K BidER 5], SRR pH
2 2.5 Kidy, fREARES, IMAEEEERBE 30 7080, Uk, B SRS pH
F 1, FHEE 75CHE 1/, FIRRE 6°CH 2 /DI, HhiE, 4ifb/Kyesk, 75 CHRET
45 2 e AR RS (0 ] AR SR BRI R 2O i, O 93.5%,  F IS 1 FRIASHI VRS
B, 588 998% , 1.6min ZE47 24 0.03%.
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(i 72 Ay P i D A = 1 20~60 £

7. HRARAURER 1 Ik B — R b i R RRE 5, HRERE T BRSO
Ja, TREREVEIATY pH 2 1~4,

8. MRAEAU R 1 ik i —Fp b B R Mg K HI 7%, HARIEAE T R ik iR
FEH 50~100°C, {RURLESIA) 4 40min~80min; JITik B AT & R A4 0~20°C, BHIE]A 1~3he

9. MARAURER 1 Frik i —FhEh i R RKG 5, HAELE T SR P irik shivs
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