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Dihydrochloride Sustained-Release Tablets*

WANG Ke', WANG Zhizhou', XING Xiaoxuan', LIU Rui’, HUA Yiming', DONG Xianzhe',
ZHANG Lan'( 1. Dept. of Pharmacy, Xuanwu Hospital, Capital Medical University, Beijing 100053,
China; 2. Dept. of Pharmacy, the Second Affiliated Hospital of Chongqing Medical University,
Chongging 400010, China)

ABSTRACT OBJECTIVE; To compare the efficacy, safety and economy between selected generic and original
Pramipexole dihydrochloride sustained-release tablets in national centralized volume-based procurement. METHODS
Prescription data of outpatients using original or generic Pramipexole dihydrochloride sustained-release tablets in the
treatment of Parkinson disease (PD) or Parkinson syndrome were extracted from Xuanwu Hospital, Capital Medical
University and the Second Affiliated Hospital of Chongqing Medical University from Jan. 1st, 2021 to Oct. 31st,
2023. Patients who used the original drug or generic drug during the identification period were enrolled and followed
up every 3 months. The change degree of levodopa equivalent dose (LED) level over time, the daily cost of
pramipexole treatment, the daily cost of PD treatment drugs and the average prescription cost at follow-up within 1 year
after enrollment were evaluated. Adverse events (AE) occurred after enrollment to the end of follow-up were identified
by identifying patients’ emerging diagnoses, concomitant medications and relative timing. RESULTS: A total of 610
patients were enrolled in the study, including 247 patients in the original drug group (39 patients with at least four
follow-up records) , and 363 patients in the generic drug group (117 patients with at least four follow-up records).

There was no significant difference in general data between two groups after 1 : 1 propensity score matching ( P>
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0.05). A total of 30 cases of AE occurred in the original drug group and 25 cases in the generic drug group. Kaplan-
Meier method and Log-rank test results showed no statistical significance in the AE-free survival rate between two
groups (P=0.295). Scheirer-Ray-Hare test showed that there was no statistical significance in the variation degree of
LED level between generic drug group and original drug group over time ( H=3.032, P=0.553). The daily cost of
pramipexole treatment, the daily cost of PD treatment drugs and the average prescription cost at follow-up in the
generic drug group were significantly lower than those in the original drug group, with statistically significant
differences ( P<0.05). CONCLUSIONS: There is no significant difference in efficacy and safety between the generic

and original Pramipexole dihydrochloride sustained-release tablets, and the economy of generic drug is better than that

of original drug.
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