ISO 15378:2006-03 (E)

Primary packaging materials for medicinal products - Particular requirements for the
application of ISO 9001:2000, with reference to Good Manufacturing Practice (GMP)

Contents Page
0T =T o iv
0 INErOAUCEION ... \
0.1 7= o = T \'
0.2 e o XTI T e o] (o Y- T o T vi
0.3 Relationship with ISO 9004 ............ooo e e e vii
0.4 Compatibility with other management systems .........ccccociciiiiniin viii
1 £ T o - P 1

11 (=TT - 1

1.2 N o o 2= 1 e o 1

2 NOIrMAtive refErE@NCEeS ..o s ne e e e mnn e nas 2
3 Terms and definitioNs ..o 2
4 Quality management SYSteM .........ccoiicociiiiiisnr e e 1

4.1 General reqUIrEMENTS ..o e s e e s mmm s e e e e e e e mnn e e e e s nnnns 1

4.2 Documentation reqUIremMeNts ... e 12
5 Management responsibility ..........cccoiiii e —————— 14
5.1 Management COMMItMENL .........ccciiiiiiiiii 14
5.2 LT E=3 Lo 1T g o o L 14
5.3 L@ 1T T 1 VoY 1T 15
5.4 e = 10 1 T 15
5.5 Responsibility, authority and communication ... 15
5.6 =T Ve 1= 0 U= o L =7 T 16
6 LR LY o 10T 2= 4 =T T Vo 1= .4 L= o 17
6.1 ProviSion Of r@SOUICES ... s mnn e e e e mmmn e e e s s mnnns 17
6.2 HUM@N FESOUICES ....eeeiiiiiiiiiieiie i mn e ssmme e sa s s s ms e e e e e e s s a e amne e e e e e s s a s nmmnne s ean s snnnnns 18
6.3 INFraStrUuCTUIe ...... .. s mn e e s s e smmn e e e e e e e s nnnns 19
6.4 WOrk enVIFONMENT ..... . e s mmm s e e e s e smmnn e e e e e e nmmmn e e e e s 19
6.5 Maintenance actiVities ... 20
7 Product realization ... —————— 20
71 Planning of product realization ..o s 20
7.2 Customer-related PrOCESSES .......cccciriiiiiiiiimrirr s sssssne e rs s s s s ssssse e e e s ss s s s snsr e e e e s sassssmmnneenessassnnnns 21

7.3 Design and development ........ .. 22
7.4 e e T T 3 ' 25
7.5 Production and Service ProviSion ... s 26
7.6 Control of monitoring and measuring devices ..o ————— 30
8 Measurement, analysis and improvement .......... .. ——— 31

8.1 =Y 01T - 31

8.2 Monitoring and measurement ... ———————_—— 31

8.3 Control of nonconforming Product ............cccciriiiiiiiiicc s s sne e s e e e 33
8.4 YN B 1Y L3 e - L - SR 34
8.5 g 0T o T oY= o 1Y o 34
Annex A (normative) GMP requirements for printed primary packaging materials ...........cccccccrvvrrnnneen 36



Annex B (informative) Guidance on verification and validation requirements for primary packaging

MALEIIAIS ..eeeiieiei i ————————— 40
Annex C (informative) Guidance on risk management for primary packaging materials ..................... 49
=1 o7 [T Yo | =T o 137/ 56
3T T G 58



		2026-05-12T22:22:12+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




