Blood Components QC Requirements

Country \ Regulation Website link

Guide to the preparation, use and quality https://www.edgm.eu/en/blood-guide
New Zealand

assurance of BLOOD COMPONENTS

1. Standards for Blood Banks and Transfusion
Hong Kong, Services (AABB) https://www.aabb.org/standards-accreditation/standards/blood-banks-and-
China 2. Guide to the preparation, use and quality transfusion-services

assurance of BLOOD COMPOENTS (CoE) https://www.edgm.eu/en/blood-guide

India Director General Health Services, India, Indian

Pharmacopeia, Drugs and Cosmetic Act, India
Europe Guide to the preparation, use and quality https://www.edgm.eu/en/blood-guide

assurance of BLOOD COMPONENTS

1. Belgian law LOI - WET (fgov.be)
Belgium 2. Guide to the preparation, use and quality https://www.edgm.eu/en/blood-guide

assurance of BLOOD COMPONENTS

Canada CAN/CSA-Z902:25 https://www.csagroup.org/store/product/CAN-CSA-Z902%3A25/

Mandated to Council of Europe — Guide to the Products | Australian Red Cross Lifeblood
Australia Preparation, Use and Quality Assurance of

Blood Components (CoE Guide) 19th edition

1. Minimum Requirements for Biological https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iyakuhin/seibuts
Japan Products uyurai/index.html (in Japanese)

2. Japanese Pharmacopoeia

https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000066597.html

United States

1. Association for the Advancement of Blood
and Biotherapies (AABB)

2. US Code of Federal Regulations (CFR) Title
21, Food and Drugs: Part 606

Circular of Information for the Use of Human Blood and Blood Components

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-606
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