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Literature Analysis of Pediatric ADR/ADE Induced by Compound Diphenoxylate Tablets

HUANG Yuan',ZHAO Pu-jun’, REN Jing-tian’(1.Shandong Center for ADR Monitoring, Jinan 250013, China;
2.Dept. of Pharmacy, General Hospital of Jinan Military Command, Jinan 250031, China; 3.Center for Drug
Reevaluation, SFDA, Beijing 100045, China)

ABSTRACT OBJECTIVE: To investigate the occurrence and related factors of pediatric ADR/ADE induced by Compound di-
phenoxylate tablets, and to provide reference for rational drug use in the clinic. METHODS: The literatures about pediatric ADR/
ADE induced by Compound diphenoxylate tablets were retrieved. The included literatures were summarized and analyzed statistical-
ly in respects of gender, age, dosage, medication reasons, occurrence time of ADR/ADE, clinical manifestation, outcomes, etc.
RESULTS: 106 literatures were retrieved, involving 1 988 cases. There mainly were pediatric poisoning cases (99.70% ) ; the chil-
dren <6 years old accounted for 83.30% ; the main reasons for ADR/ADE were unsuitable dosage for acute chronic diarrhea and
misuse; ADR/ADE mostly appeared within 0.5 h to 24 h. The central nervous system and respiratory system were mainly involved
in ADR/ADE. There were 39 death cases, and 3 cases had severe sequela. The others were improved or cured after treatment. The
application of drugs had significant regional variations. CONCLUSIONS: ADR/ADE induced by Compound diphenoxylate tablets is
associated with various factors. It is suggested to amend the description, improve pharmaceutical technology and strengthen the pub-
licity of safe medication so as to ensure the security of pediatric medication.

KEYWORDS Compound diphenoxylate tablets; Children; ADR/ADE; Literature analysis; Risk management
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Tab 1 Distribution of children’s gender[case(%) ]
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Tab 3 Reasons for pediatric medication[case(%) |
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Tab 6 Recommended dosage for children

i RAKFE ke ST (4 H 20 4 UCHRR)
2 11~14 1.5~3.0
3 12~16 20~3.0
4 14~20 20~40
5 16~23 2545
6~8 17~32 25~5.0
9~12 2~55 35~5.0
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