© 4884 « ¢ 3% Chinese Traditional and Herbal Drugs 25 50 % %520 #§ 20194 10 A

- BHELY .

>

e 241 7 SR I3 U Y R 5 2 R AR USSR VY

AAL B OFL R M, REE!L FRrm!, KER2 EHFF, B 5 &Y
1. P EFERERESER, 5 100091

2. JiERAER R ARAR, WL EE 317599

3. JIFEERI R RPN E AR AR AR AR, Wi fM 310012

O B SRR AR R A B SIS E, RN FRR, 2 BRI BRI PPN T iR R
2%, Frik DURA R AL BH % v, Il R 2 nT et . RIS R 2 AR T . 29Il R AR DURR I A A
3FOTEE, AR Bt ASRAN R 2 AT DN H AT AR . Z55R 2 Bl Iy i 22 R 7] 5 AR A PV oL DR 24 PR AR AL
FERE, RN, B, AR DRI S R A B, HAbdr 2 RN\ 28R 0.6 g, HOFIERE 21 g, HA
FIZEYERA (PVP) K30 13.3 g, /KIEMEFEFRZ B (PEG) 4000 44.0 g, ] 1 000 A1 2RISR AL TT 1 GEIRF
TEWE\ZIRIE 1.2 g, EO57HER 2.1 g, 7/ PVPK3012.7 g, /KiEMEFER PEG 4000 44.0 g, ] 1000 AL) ¥if. 456 4R
5 I3 R 22 R R A RN T e 24 KR B 2 R A s, A 2 TR B 0 2 BTG RN R0 o 2 BRI B SR, Sy
22 R ) 2% OB SR AL 1 AT S ) 0k U R

KEA): PRI BRURCR s AR THRE AL WKL ATREMEVEN ARANETEAN s ARRIREEE AT AN Bt ARk
FIR;  BEALS G

hESHEE: R283.6 NHERFRERE: A MEHS: 0253 - 2670(2019)20 - 4884 - 05

DOL: 10.7501/j.issn.0253-2670.2019.20.007

Preparation and simulation effect evaluation of placebos for Ginkgo Folium
Dropping Pills

SUN Ming-yue!, LU Fang'!, ZHAO Yang', CHAI Lu-lu', LI Qing-na', ZHANG Jian-bing* 3, WANG
Qing-qing* 3, YANG Tao-wei’, GAO Rui!

1. Xiyuan Hospital, Chinese Academy of Chinese Medical Sciences, Beijing 100091, China

2. Wanbangde Pharmaceutical Group Co., Ltd., Wenling 317599, China

3. Wanbangde Pharmaceutical Group Hangzhou Pharmaceutical Technology Co., Ltd., Hangzhou 310012, China

Abstract: Objective To explore the placebo-preparation method of Ginkgo Folium Dropping Pills (GFDP) and evaluate its
simulation effect objectively, which could provide production and evaluation reference for Chinese materia medica (CMM) placebo.
Methods Taking the placebo-preparation of GFDP as an example, the simulation effect was evaluated from aspects of appearance,
color, smell, and taste. It employed three different approaches as possibility of experimental drug, similarity evaluation between
placebo and experimental drug and the similarity analysis among the drugs. Results The two placebo-preparation prescriptions of
GFDP have high similarity with the original drug in terms of appearance, color, smell, and taste. The simulation effect of No. 2
placebo-prescription (0.6 g of sucrose octaacetate as bitter agent, 2.1 g of caramel as colorant, 13.3 g of PVP K30 as fillerz and 44.0
g of PEG 4000 as water-soluble bases to prepare 1 000 pills) is better than No. 1 placebo-prescription (1.2 g of sucrose octaacetate as
bitter agent, 2.1 g of caramel as colorant, 12.7 g of PVP K30 as filler, and 44.0 g of PEG 4000 as water-soluble bases to prepare
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1 000 pills). Conclusion The placebo-preparation of GFDP conform to placebo requirements of randomized controlled trials. It fills

the vacancy of dropping pills form placebo-preparation in CMM and provides method and idea for placebo-preparation and

simulation-effect evaluation of CMM.

Key words: traditional Chinese medicine placebo;simulation effect; Ginkgo Folium Dropping Pills; clinical trial; probability

evaluation; similarity evaluation; similarity degree analysis; appearance; color; smell; taste; randomized control
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Table 1 Results of screening test of fillers

HAH S35 U5 /mg V4417145 fmm
AR R 53 3.79 GBI
FKIEH 54 3.86 CEURHT/N)D
38 245 FHVE R 54 3.85 (BTN
PVP K30 59 4.18 (5 EHHAHITD

JRZG P B ALY 60 mg, P HL4EN 4.10 mm
The average pill weight of GFDP is 60 mg, and the average pill

diameter is 4.10 mm
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Table 2 Results of screening test of colorants
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Table 5 Placebo prescription 2 (1 000 pills)
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Table 3 Results of screening test of bittering agents
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Table 6 Statistical result of experimental drugs probability score
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Table 7 Statistical result of similarity score in experimental drugs with original drug
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