ISO 3826-1:2019 (E)

Plastics collapsible containers for human blood and blood components — Part
1: Conventional containers

Contents

Foreword

Introduction

1 Scope
2 Normative references
3 Terms and definitions
4 Dimensions
5 Design
5.1 General
5.2 Air content
5.3 Emptying under pressure

5.4 Pilot samples
5.5 Rate of collection
5.6 Collection and transfer tube(s)
5.7 Blood-taking needle
5.8 Outlet port(s)
59 Suspension
6 Requirements
6.1 General
6.2 Physical requirements
6.2.1 Conditions of manufacture
6.2.2 Sterilization
6.2.3 Transparency
6.2.4 Coloration
6.2.5 Thermal stability
6.2.6 Water vapour transmission
6.2.7 Resistance to leakage
6.2.8 Particulate contamination
6.3 Chemical requirements
6.3.1 Requirements for the raw container or sheeting
6.3.2 Requirements for the test fluid
6.4 Biological requirements
6.4.1 General
6.4.2 Impermeability for microorganisms
6.4.3 Compatibility
7 Packaging
8 Labelling
8.1 General
8.2 Label on plastics container
8.3 Label on over-package
8.4 Label on shipping box
8.5 Label requirements
9 Anticoagulant and/or preservative solution



Annex A (normative) Chemical tests

A1 General

A.2 Determination of residue on ignition

A3 Preparation of the test fluid

A4 Tests

A.4.A1 Determination of oxidizable constituents
A.4.2 Determination of ammonia

A.4.3 Determination of chloride ions

A.4.4 Determination of metals

A4.41 Heavy metals related to Pb2+
A.4.4.2 Alternative methods for testing for heavy metals

A.4.5 Determination of acidity or alkalinity
A.4.6 Determination of the evaporation residue
A4.7 Determination of turbidity and degree of opalescence

A.4.71 General

A.4.7.2 Reagents

A.4.7.2.1 Hydrazine sulfate solution

A.4.7.2.2 Hexamethylenetetramine solution
A.4.7.2.3 Primary opalescent suspension
A.4.7.2.4 Standard of opalescence

A.4.7.2.5 Reference suspensions

A4.7.3 Expression of results

A.4.8 Determination of degree of coloration
A.4.8.1 General

A.4.8.2 Method 1

A.4.8.3 Method 2

A.48.4 Expression of results

A49 Determination of the UV absorption
A.4.10 Determination of plasticizer as extractable di(2-ethylhexyl) phthalate (DEHP)
A.4.10.1 Reagents

A.4.10.2 Preparation of standard solutions
A.4.10.2.1 Solution 1

A.4.10.2.2 Solution 2

A.4.10.2.3 Standard solutions A to E

A.4.10.3 Calibration curves

A.410.4 Extraction procedure

A.4.10.5 Expression of results

Annex B (normative) Physical tests

B.1 Transparency test

B.2 Test for rate of collection

B.3 Test for permanence of labelling
B.4 Test for particulate contamination
B.5 Test for sterile connection of tubing

Annex C (normative) Biological tests

Cc1 General

C.2 Preparation of the test solutions

Cc.21 Test fluid | (polar extractant)

C.2.2 Test fluid Il (non-polar extractant)

C.3 Test for impermeability to microorganisms
C4 Test for bacterial endotoxins

C.5 Test for cytotoxicity

C.6 Test for haemolysis

C.6.1 General

C.6.2 Preparation of the erythrocyte suspension
C.6.3 Procedure

C.7 Biological test methods

Page count: 23



		2026-04-28T01:22:38+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




