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ABSTRACT Objective To investigate the occurrence of hypotension in the treatment of vascular dementia
with Gan-yang hyperactivity syndrome by Tianzhi Granule. Methods Totally 1 606 cases of vascular dementia
and Gan-yang hyperactivity syndrome in the Tianzhi Granules phase IV clinical trial database from January 2013
to December 2017 were retrospectively screened. And 1 465 cases were included, which were assigned to
Tianzhi Ganules group ( taking Tianzhi Granules ) and non Tianzhi Granules group ( taking donepezil hydrochloride
or placebo ) . The blood pressure data were collected and analyzed at four points: baseline (0 week ), 4 weeks,
12 weeks and 24 weeks after administration. Hypotension was defined as systolic blood pressure ( SBP) <
90 mmHg and/or diastolic blood pressure ( DBP ) <60 mmHg. The difference of blood pressure at each time point
and the total incidence of hypotension were compared between the two groups. Results A total of 1 465 cases
of vascular dementia with Gan-yang hyperactivity syndrome were included, of which 73.7% (1 080/1 465 cases )
were in the Tianzhi Granule group and 26.3% ( 385/1 465 cases ) were in the non Tianzhi Granule group; There
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were significant differences in age, height, weight and resting heart rate between the two groups ( P<0.05) .

The incidence of hypotension in Tianzhi Granules group was 1.1% (12/1080 cases ), while that in non Tianzhi

Granules group was 1.3% ( 5/385 cases ) . There was no statistical difference between the two groups (P>0.05) .

At the 12th and 24th week, the diastolic blood pressure of non Tianzhi Granule group was lower than that of

Tianzhi Granule group ( P<0.05) . There were 12 hypotensive patients in the Tianzhi Granule group, with the

lowest DBP of 50 mmHg. There was no clinical manifestation related to hypotension in the clinic, and the trail was

continued without special treatment, and successfully completed. Conclusions The incidence of hypotension

after taking Tianzhi Granules was smilar as that of those taking donepezil or placebo. The blood pressure after

taking Tianzhi Granule is not lower than that of donepezil or placebo.
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