
ISBN 9789240001824

W H O  T e c h n i c a l  R e p o r t  S e r i e s

1025

Fifty-fourth report

WHO Expert Committee 
on Specifications 
for Pharmaceutical 
Preparations

1025
W

H
O

 Expert Com
m

ittee on Specifications for Pharm
aceutical Preparations

W
H

O
 Technical Report Series

The Expert Committee on Specifications for Pharmaceutical 
Preparations works towards clear, independent and practical 
standards and guidelines for the quality assurance of 
medicines and provision of global regulatory tools. Standards 
are developed by the Expert Committee through worldwide 
consultation and an international consensus-building 
process. The following new guidelines were adopted and 
recommended for use:

Procedure for the elaboration, revision and omission of 
monographs and other texts for  The International 
Pharmacopoeia; International Atomic Energy Agency and 
World Health Organization guideline on good manufacturing 
practices for radiopharmaceuticals; Production of water for 
injection by means other than distillation; Good chromatography 
practices; Quality management system requirements for 
national inspectorates; Points to consider for manufacturers 
and inspectors: environmental aspects of manufacturing 
for the prevention of antimicrobial resistance; Good storage 
and distribution practices for medical products; Points to 
consider for setting the remaining shelf-life of medical products 
upon delivery; World Health Organization/United Nations 
Population Fund Prequalification Programme guidance for 
contraceptive devices: male latex condoms, female condoms 
and intrauterine devices; World Health Organization/United 
Nations Population Fund technical specifications for male 
latex condoms; World Health Organization/United Nations 
Population Fund specifications for plain lubricants; WHO 
“Biowaiver List”: proposal to waive in vivo bioequivalence 
requirements for WHO Model List of Essential Medicines 
immediate-release, solid oral dosage forms; and WHO 
guideline on the implementation of quality management 
systems for national regulatory authorities.

All of the above are included in this report and recommended 
for implementation.
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AMR antimicrobial resistance

AMRH African Medicines Regulatory Harmonization

APEC Asia-Pacific Economic Cooperation

API active pharmaceutical ingredient

APIMF active pharmaceutical ingredient master file

ASEAN Association of South-East Asian Nations

AUDA- African Union Development Agency-New Partnership for
NEPAD Africa’s Development

AWaRe access, watch and reserve

BCS Biopharmaceutics Classification System

CRP Lite collaborative registration procedure-Lite

EAP WHO Expert Advisory Panel on The International 
Pharmacopoeia and Pharmaceutical Preparations

ECBS Expert Committee on Biological Standardization

EC-EML Expert Committee on the Selection and Use of Essential 
Medicines

ECSPP Expert Committee on Specifications for Pharmaceutical 
Preparations

EDQM European Directorate for the Quality of Medicines and 
HealthCare

EQAAS WHO External Quality Assurance Assessment Scheme

EMA European Medicines Agency
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EV71 enterovirus 71

EOI expression of interest

EU European Union

FPP finished pharmaceutical product

GBT WHO Global Benchmarking Tool

预览已结束，完整报告链接和二维码如下：
https://www.yunbaogao.cn/report/index/report?reportId=5_24671


