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Health informatics - Identification of medicinal products - Data elements and
structures for the unique identification and exchange of regulated medicinal product

information

Contents Page
0T =T o \'
L Yo 11T T o vi
1 T o - 1
2 NOIrMAtive refErE@NCES ... s e e s e e mnn e nas 1
3 Terms, definitions and abbreviations ........cccccccciiiiiiiiiiccri s e 1
31 Terms and definitioNs ... 1
3.2 ADBDreviations ... ———————— 12
4 L= o LT =Y 4 L= 0 14
4.1 Concepts required for the unique Identification of Medicinal Products ..........ccccceeiiiiinnnnecs 14
5 Description of the information modelling principles and practices .........cccooooiiiiiiiiciiiiicnns 17
5.1 General considerations ... e 17
5.2 Conceptual overview diagrams ..........ccccccccremiiiniissssserersrrissssssssssessessssssssssssssssesssssssssnssssssssssssnnes 18
5.3 Section high-level diagrams ... s sssn e e s s e s s s s sannn e e e eesnnnns 19
5.4 Detailed description diagrams ... ————— 20
6 Identifying characteristics for authorized Medicinal Products ........cccccccciiiiicccccennnnnnsccccnnns 23
6.1 L T 0 T 1V T L= 0 1= S 23
6.2 Medicinal Product Identifier (MPID) ......ccc.covcmiiiimiriesr s 23
6.3 Packaged Medicinal Product Identifier (PCID) .........ccccoiiiimiinninres s e 24
6.4 Medicinal Product Batch Identifier (BAID_1) ....ccccoocvvimiiniimmiiner s 25
6.5 Medicinal Product Batch Identifier (BAID_2) ........ccoccmiiniimmiiniirniess s sssssnses 25
7 Information for an authorized Medicinal Product ... 25
71 Authorized Medicinal Product -- Information overview .........ccccccviiiiiircninnncsee e 25
7.2 Medicinal ProducCt ... s 27
7.3 Marketing AUtROKIZAtioN ... ——————— 32
7.4 (0] o =T T 1T o T SR 38
7.5 Manufacturer/Establishment ............oo i 40
7.6 Packaged Medicinal Product, including Manufactured Item and Device ..........ccccuriiurerininen 41
7.7 Ingredient, Substance and Strength ...........cccci i ————— 50
7.8 Pharmaceutical Product and DeViCe ..o s s 54
7.9 Clinical PartiCUIArs ... s s 58
8 Identifying characteristics for Investigational Medicinal Products ..........cccccivcnmiiiiinnniiinnn, 66
8.1 =Y o = - | 66
8.2 L T 0 F= 1V T L= 0 1= SR 66
8.3 Investigational Medicinal Product Identifier (IMPID) ........cccccoiiiiiccismmemneeis s sssceee e es s s ssssmnenes 67
8.4 Investigational Medicinal Product Package Identifier (IPCID) .......ccccccciemmiiiecccsmereennenssssssnnnes 68
8.5 Investigational Medicinal Product Batch Identifier (IBAID_1) .......ccccccmimiiiicccccsmereeneenssssnnnes 68
8.6 Investigational Medicinal Product Batch Identifier (IBAID_2) ........ccccccoeeriiiicccismemeensesssssssnnnes 68
9 Information for an Investigational Medicinal Product ............ccccoiiiimiinniinncineen e 69
9.1 Conceptual overview of the information for an Investigational Medicinal Product .............. 69



9.2 Investigational Medicinal Product ..........ccccoiiiiiiiiinr s 70

9.3 Clinical Trial AUthOFIZatioN ... e 72
9.4 Manufacturer/Establishment ... e 75
9.5 Investigational Packaged Medicinal Product ..........ccccooiiimmiiniinssneesese s 75
9.6 Pharmaceutical Product ... s e 76
9.7 INGredient ... ————————————— 77
9.8 L0 [ T T I o =T g 4 e 0] = SN 77
Annex A (informative) Full model -- Authorized Medicinal Products conceptual level ......................... 78
Annex B (informative) Full model -- Authorized Medicinal Products detailed diagram ........................ 79
Annex C (informative) Full model -- Investigational Medicinal Products conceptual level .................. 80
Annex D (informative) Full Model -- Investigational Medicinal Products detailed diagram .................. 81
Annex E (informative) Worked example in tabular form ..o 82
Annex F (informative) Class and attribute listing .....c.cccccoveciiieimiii e 91
Annex G (informative) Example implementation of Medicinal Product information ...........cccccceenn. 105
(=] o7 [T Yo = T o 17/ 113



		2026-06-21T17:16:49+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




