DIN EN 14065:2016-08 (E)

Textiles - Laundry processed textiles - Biocontamination control system

Contents Page
LT e oY== T4 T o] =T o 4
o X0 11T T o 5
1 5 o o o - SRS 6
2 NOIrMAtive refEreNCEeS .......coi i s s e e e 6
3 Terms and definitioNs ... nas 6
4 General principles and reqUIremMents ... 9
4.1 Principles and frameWOrK ... s e 9
4.2 General reqUIrEMENLS ..o s s mmn e e e s s e mnna e e e s n e nnnns 10
5 Alignment with a quality management System ... 10
6 Application of the Risk Analysis and Biocontamination Control system to laundries ........ 10

6.1 =Y o 1= - | 10
6.2 Prerequisites and preliminary actions for establishing a RABC system ........cccccccviiviicccnnes 10
6.2.1 Management COMMItMENL ... ———— 10
6.2.2 Constitution of the RABC t@am ..o e 10
6.2.3 Prerequisites programme (PRP) ... s s 1

6.2.4 Determination of the intended end use of the textile ... 12
6.2.5 Preparation of laundry flow diagram(s) ........ccccucvmminnimmini s —————— 12
6.2.6 Process SpecCifiCation ... n e e e e e nnnne 12
6.2.7 Training awareness and COMPELENCY ......ccccceiiiiiiiiiiissnmmrrrr s s ann s e 12
6.2.8 Purchasing infOrmation ... e e m e e e 12
6.3 Application of the seven principles for implementing the RABC system .......cccccccoeeccciineennns 12
6.3.1 =Y o 1= - | 12
6.3.2 Principle 1: List of microbiological hazards and list of control measures .......ccccccceviiicunees 12
6.3.3 Principle 2: Determine the Critical Control Points (CCPs) and Control Points (CPs) ........... 13
6.3.4 Principle 3: Establish the target levels and tolerance limits for each CCP .........ccccceiiinnnes 13
6.3.5 Principle 4: Establish a monitoring programme for each CCP ..........ccccocvvmmiiriicnnnniiinnincnen, 13
6.3.6 Principle 5: Establish corrective actions ... s 14
6.3.7 Principle 6: Establish the RABC system checking procedures ..........ccccoocmmnnismnnnniessninssenens 14
6.3.8 Principle 7: Establish a documentation system ...........cccocciiiniiii 15
Annex A (informative) Rationale for application of RABC in laundries ..........ccccceriicecerirccceersscceeenneanes 16
AA L1 oo 11T o o 16
A.2 B L= o e eSS 16
A3 Variations in inteNded USe ... 16
A4 Variations in Market SECLOr ... s 17
A.4A1 7= T - 17
A4.2 oY =T =Y o2 o 17
A43 L= 11 = - 17
Ad4d4 L0 1= 10T Yo 1 1T 17
Annex B (informative) Examples of prerequisites .........ccccccoccemirrecceminncscemrssssre s ssse s s e e 18
B.1 7= 5= | 18
B.2 Premises and StrUCLUIES .........oooiciiiiiiiii et 18



DINEN14065:2016-08 EN 14065:2016 (E) B.3 Cleaning .........ccccoomiimniinnciiisessessee e 18

B.4 =Y = o T - 18
B.5 = L8] o T 1= o1 19
B.6 Foreign bodies and inappropriate materials .........ccccooiiiiii s 19
B.7 85T T 0] o 1TSS 19
B.8 Monitoring of PRP effeCtiveness ... cscsmeren s cssssr e ssnss e e 19
Annex C (informative) Examples and guidance for risk assessment ............ccoceeiiiiiiicncicnceneiens 20
Annex D (informative) Control concepts illustration .........ccccooiiiiiiiniici 23
Annex E (informative) Examples of wash process aspects .........cccoccciiimmiiiinicccinsrne e 24
Annex F (informative) Examples of approaches to process validation for laundries ..........ccccccernnnnees 25
F.1 L= o 1= - | N 25
F.2 Introduction to Process Validation ..........ccccoiiiiimiiinccninceee e 25
F.2.1 L0 Y=Y = 25
F.2.2 KEY tO teIMS ... 25
F.2.3 Process Validation Model for Laundries .........ccccccciiiiiiiiciiimminininsscssssmsr e ssess s sssssnnes 25
F.3 Considerations for developing validation plans ..., 26
F.3.1 Prior to validation ... e 26
F.3.2 o T 1 1] o =T 26
F.4 Guidance on basic validation elements ............o i —————— 27
F.4.1 L= o 1= - | S 27
F.4.2 Use of historical data ..o e 27
F.4.3 Performance Qualification (PQ) ........cccooriiionirieere e s 27
F.4.4 Operational Qualification (OQ) .....ccccoiiiiniririirr e 28
F.4.5 Installation Qualification (IQ) .......cccceriieeririicr e 28
F.4.6 Design Qualification (DQ) .....ccccoceeciriiiiiirnircir e e 28
F.5 Guidance on more developed validation elements ...........cccccciiiiiciincis 28
F.5.1 Worst case Challenge ... 28
F.5.2 Experimental DeSigN .....ccoiiiiieiiiiiirrinie s s 28
F.6 Parametric rel@ase .........oo i e 29
Annex G (informative) Synopsis of EN ISO 9001:2008 and EN 14065:2016 ............cccccemrreererrnceeerrnnnes 30
7] o1 o = ] 4/ 34



		2024-04-28T22:15:12+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




