DIN CEN ISO/TS 19844:2017-12 (E)

Health informatics - Identification of medicinal products - Implementation guidelines
for data elements and structures for the unique identification and exchange of
regulated information on substances (ISO/TS 19844:2016); English version CEN
ISO/TS 19844:2017, only o n CD-ROM

Contents Page

1 SCOPC it RR AR RS ES 1
2 L\ L0010 0T U0 QT L) o) 4 2
3 General background and RiSTOTY ... ————————————— 2
4 RY0LoXS 2= 1 0 Lol (11 B0 0T 0 ) o7 3
4.1 =3 1 1) o 3
4.2 DefiNiNg SUDSTANCES ... e e 5
4.2.1 Substance type (ManAaAtOry) ... s sssssssssssssssasasasassssess 7
4.2.2 Substance ID (Mandatory ). s sssssssssssssssssssassssssssssssssassssssssssssssasasess 10
4.3 Substance names (Mandatory) ... ——————————————————— 11
T 0 Y 110 14 U B 44 12
4.3.2  SUDSTANCE NAIMNE LYPE..cueierururursrmsmsmsmsssmsmssssssssssssssss s s s e AR R AR SRR AR AR AR R A A AR E AR AR AR R AR AR AR RS 13
T 0 0 T U 1 ¥ 7 . T 14
4.3.4 Official name (CoNditional.......ccminnn s —————————————— 14
4.4 Reference source (CONditional).....onnsiinssssisssssssssssssss s 17
4.4.1 PuUbIiC dOMAIN ccctiiiciieimsisnssssssissss s AR AR 17
4.4.2 ReferenCe SOUICE LYPe...icimsimsmsrsrsssssmssssssssssssssssssssssss s s sasss st s sas s e e R e e s RE e 18
4.4.3 Reference SOUICE Class......uisisssss s sssssssasassssssssssssssssssssssssasasasasssses 18
4.4.4 Reference SOUICE ID ... ———————————— 19
4.4.5 Reference SOUIrce Citation ... s asas s s s s 19
4.5 Reference source document (Conditional) ... —————— 19
4.5.1 Public dOMAIN .o 19
4.5.2 Reference SoUrce dOCUMENT ... AR e s 20
4.5.3 Reference source doCUMENt LYPE ...cvcvcriiimsmsmsmsssssmmmsmsmsmssssssssss s s sassss s ses 20
4.5.4 Reference source doCUMENT ID......cccviiisimmsmsmsmmmmmmssssss s 21
4.5.5 Reference source document classSifiCation ... —————————— 21
4.5.6 Reference source document URL ... 21
4.6 Substance code (CONditional) ... ————————————— 21
00 0o U 22
T 2 O T L L ) o 22
T IS T O T LR 1 4 ) 23
S OO0 Yo (o £y 1) 1 0 BT = U 23
4.6.5 Code ChaNGe dALE .....covuvirereriisissmssssssssssss s R eSS R R e R 24
T S ST 0143 1 01 U] L 24
4.6.7 REFETIEIICE SOUICE ..vvrrrsrresesesasassssssssssssssssssssssssssasasassssssssssssssssssssssasssassssssssssssssssEsEsE s SRR R SRR SR SR SR SR SR SR SRR ERER SRS R SR RS 24
4.7 Reference information (Conditional).......cs——————— 24
S R 01 1 144 T 1 1 25
4.7.2 Substance classification (CONAitioNal)......cuunnssmmsnsm s ——————————— 25
4.7.3 Substance relationship (Conditional) ... ———————————— 28
4.7.4 Target (Conditional) ... —————————— 30
4.7.5 Gene (CONAitioNal) iR s 33
4.7.6 Gene element (CONAItiONAL) ...ciirsnssiiisssns s es 35
4.8 N 1 g 1 T 1100 36
4.8.1 Structural Representation (Conditional)........————————— 36
0 S 203 V=3 (T4 Tl ¢ 3 4 0 2, 42
T S TS TN 0 ) 10 11 U Lot 174 L o, 43



4.8.4 Molecular FOrMUIA ... s s s s s s s s s s e sasnens 44
4.8.5 Molecular FOormula by MOIety ... ssssssssssssssssssssss 44
4.8.6 Molecular weight (Mandatory) ... 44
4.8.7 Isotope (CONAitioNal)......ccuuiiirmsmsmsmsnsssssssssssnssssssssssssssssssssssssssssssmsssssssassssssssssssssssssssmsmsasasasssssasssssssanas 44
4.9 Amount (Conditional)......cummn s ——————————————— 46
T TR N ) o ¥ 46
T 30 I 10} (0D 47
7 355 T T 17 o 1 T 1 0L 47
R R 1 ) o 1 47
4.9.5 NODN-NUIMETIC VAU ..cciiiiiiiissssssssmssssssssssssssssss s ssssssssss s sssssssas s s ss s ss s s ss s s s s s sssssassssssases 48
4.9.6 Reference Source (COnditional).........ccoommnmnmnmnmsmssssssss s ——————— 48
4.9.7 Reference source document (Conditional).......cccuoremsmsmsmsmsmsmsmsssssssmssss s ——— 48
4.10 Source material (CONditional)......ccovinmmmmmm s ——————————_————— 48
4.10.1 Source MAterial Class ... —————————————————— 49
4.10.2 Source MAaterial LYPe ... —————————————— 50
4.10.3 SoUrce MAterial STALE .....coumimirimimimsmsmsmsn iR e e E R AR 50
4.10.4 OrZaNiSI ID....cciciiisrsnsmsmsmasesesisssssssssssssssssssssssssssssss s s sasassss st ssssssasasssessss s s s asEsERE SR SRR SRR RRE SRR SRR R SRR RERERE SRR RS 50
4.10.5 OTZANISIN NAINIE ..cerrnscarasesesissssssssssssssssssssssssssasss s A eSS AR AR AR A AR R R SRR SR SRR E SRR R AR AR R AR SRR R RS 51
4.10.6 Parent SUDSEANCE ID ... s s 51
4.10.7 Parent SUDSTANCE NAINE.......couuirmnmsmsmsnssisssssssssssssssssssssssssssssssssssss s s s s sssssmsssssssss s s s s s se s e sesnsnsmsasasases 51
4.10.8 DevelopPMENT StAZE ....ccccoiiermsmsmsssmisisissss s AR 52
4.10.9 Part Description (CONDITIONAL) ...ccccocommmmmsmsmsmsmsmsmsmsmssssssssssssssssssssssssssnsnsasasassssssssssssssssssssssssasasasasssssssss 52
4.10.10 Fraction (Conditional) .......c.comsiisisimsssmsssssssssssmssssssssssssssssssssssssssssssssssssssssasasassssssssssssssssssssssssssasasasas 54
4.10.11 Organism (Conditional).......cnmmm s ————————————————— 57
4.11 Modification (CoNnditional) ... ——————————————— 64
0 1 0 /0 X0 o= U0 7 66
4.11.2 ReSidue MOAIfied ... s s 66
s T T 2T 0 L TR L 66
4.11.4 Structural modification (Conditional)........ciiirsrs s ——————— 67
4.11.5 Agent modification (CONditional) ... ———————— 69
4.11.6 Physical Modification (COnditional).......cumssss———————— 70
4.12 Property (Conditional)......ccmmmsssss s ————————— 72
00 12000 T 0 0] 0T o 0 L, 72
T 207200 o 40 0 ) ot 20 1 = 1 L, 73
4.12.3 Property Parameters ... s s 73
0 A 1 10 ) 0 o ) D 73
O 8T 110 U Ul T 4 U 74
4.12.6 Amount type (ManNAatory) ....omsmmsmmssmsmssssssssssssssss s sssssssssssssssssssssasssss s sases 74
4.13  VersSion (Mandatory) ... s sassss st s s ss s 74
00 0 00 T3 3 10 1 1100011 T 74
S 70 08 i T ot o 0 75
TS 70 T 08 1 -1 07 B T 75
5 Substance defiNitioNs ... ——————————_—_—_————————— 75
5.1 Chemical SUDSTANCE ... s s 75
LS T 0] 14114 1= 1 L 76
LS T o) 11D 77
5.1.3 Stoichiometric/Non-stoichiometric chemicals ... ———————— 77
5.1.4 Stoichiometric ChemiCalS ... ——————————————————— 78
5.1.5 Non-stoichiometric chemicals (Conditional) .........ccoommnnnssssmssmsssms s ——— 81
5.1.6 Substance Name (Mandatory) ... 83
5.1.7 Substance Code (CONditional)......ccummsmnmimimnmnmssssimsss s —————————————— 83
5.1.8  Version (Mandatory) ...mmmssssssssssssssssssssssssssssssssssssssssssssssssssssasssssssssssssssssssssssssssssssassssssssssssasass 83



5.1.9
5.1.10
5.1.11
5.2
5.2.1
5.2.2
5.2.3
5.2.4
5.2.5
5.2.6
5.2.7
5.2.8
5.2.9
5.2.10
5.2.11
5.2.12
5.2.13
5.2.14
5.2.15
5.2.16
5.2.17
5.2.18
5.3
5.3.1
5.3.2
5.3.3
534
5.3.5
5.3.6
5.3.7
5.3.8
5.3.9
5.3.10
5.3.11
5.3.12
5.3.13
5.3.14
5.3.15
5.4
5.4.1
5.4.2
5.4.3
5.4.4
5.4.5
5.4.6
5.4.7
5.4.8
5.4.9
5.4.10
5.4.11
5.4.12
5.4.13

Reference information. .. s n e n s 83
Reference source (CoOnditional).....cossssssss——s 83
Reference source document (Conditional) ... sssssssssasasas 83
Proteins/Peptides ... s sssssssssssssssssmsasasas s s s snssssssanas 83
MiICTONEtEIrOGENEILY ...covvicrecisissmsrsns s s 84
LT L= 1 Lo 7 o 86
NUMbeTr Of SUDUNILS. ..o s 86
Disulfide lINKAGE ....cccovverirmnmsmiissmsmsssnsssssissssssssss s s ssssassss s s sssssssssss s s s ssassasass 86
L0003 110 11 = 1 L 87
Protein subunit (Mandatory) ... 87
Molecular weight (Conditional) ... ———————————————— 20
Glycosylation (CONnditional) ... —————————————— 91
Property (Conditional) ... 92
Structure (Mandatory ). s e s s 93
Substance name (Mandatory) ... ———————————— 93
Modification (CONditional).....cs——————————— 93
Substance code (CONditional) ... ————————————— 93
Source material (CONAitioNal) ... ——————————— 93
Version (Mandatory) ... ssissssssssssssssssssssss s sssssssssssssssss s ssassssssssssssasassssssssssssasass 93
Reference information (Conditional)........cusss——————n 93
Reference source (CoOnditional)......cumssssssss . 93
Reference source document (Conditional) ... sssssssasasasass 93
1\ el (3 T U s (. 93
Structure (Conditional) ... —————————— 94
LT L] 4 Lo 7 o 95
NUMbeETr Of SUDUNILS....coiincissrssss s s s 95
Area of hybridiSation. .. ————————————— 96
L0003 100 14T 1 L 96
Nucleic acid subunit (Mandatory) ... —————————————— 96
Modification (Conditional)..........ccommmnnnsssmsss s s ssssssssssssssses 100
Property (COnditional) ... 100
Molecular weight (Conditional) ... ————————— 101
Substance Name (Mandatory) ... 101
Substance Code (Conditional) ... sssssasssasssssssssssssssssssases 101
Version (Mandatory) ... s s sassss s s s anas 101
Reference information (Conditional).......cmmsss—————s 101
Reference source (COnditional).......imrrssnsssmssssssssssssssssssss s ssssssssssssssssssssssssssssssssssssssasasas 101
Reference source document (Conditional) ... 101
0] 211 L) 101
POLYINET CLASS .ot s e AR 103
L o8] T2 10T e T0) 11T o 103
L0003 001 N2 10T LT 0 LTSS 1 Lo 4 L 103
070 10D 10 =) L 103
Substance name (Mandatory) ... ————————————— 103
Structure (ManAatory ). s s s s 104
Monomer description (Conditional).......cu—————————— 104
Structural repeat (Conditional).......cconsn s ————————————— 105
Molecular weight (Mandatory) ... sssss————" 108
Property (Conditional) ... sssssssssssssssssssassssss 108
Substance code (Conditional) ... ——————————— 108
Version (Mandatory) ... s s sanes 108
Reference information (Conditional)......cccimimnniimssss s ssssssssssssses 108



5.4.14 Modification (CONAitional) ... ———————————————— 108

5.4.15 Source material (CONditional) ... ——————————————— 109
5.4.16 Reference source (Conditional) .........c.ccommmmmsiiimmsnsmsmsmsnsmssssssssssssssssss s ssssssssssaes 109
5.4.17 Reference source document (Conditional).........cccomnmnmnmsmnsssmssnsmsssmssssssssssssssss s ssssssssns 109
5.5 Structurally diverse SUDSTANCES.......coommmm s ————————— 109
LSS T I 0 111 11 =) 1 L, 110
5.5.2 Substance name (Mandatory)..... s s 110
5.5.3  Structure (Mandatory) ... s sssssssssssss s ssssssssssssssassssssssssssasass 110
5.5.4 Property (CoOnditional)....ocimmmmmmsmsssssssssssssssssss s 110
5.5.5 Molecular Weight.......iss s ————————— 111
5.5.6 Glycosylation (CONnditional).....ccimsimsmssssssssss s —————— 111
5.5.7 Modification (CONditional) .......ccccreririmsmsmsmsmsmssisisssssssssss s sssmsssasas s s s ssssssssssans 111
5.5.8 Source material (CONditional) ... —————————— 111
5.5.9 Substance code (CONditionNal).......ccccovrmrmsmsmsmsmsismsmmsmsssmsssrsssssssss s ssssssssssans 111
5.5.10 Reference information (Conditional) ... s sssssssssssns 111
5.5.11 Version (Mandatory) ..mmsssmmmssmsssissssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssassssssssssssssass 111
5.5.12 Reference source (Conditional) ......ummssssssssm—s 111
5.5.13 Reference source document (Conditional) ..o ssssssssssns 111
5.5.14 Herbals and substances used in the preparation of plant-based allergenic extracts....... 111
LIRS T T T Voot 4 2 114
5.5.16 Plasma-derived substance for human blood products and polyclonal antibodies............ 114
LTI B N | L) o= 1. 114
5.5.18 Advance Therapies and Advanced Vaccines (Genes, Modified Viruses, Cells and

TiSSUES aS SUDSTANCES) v 115
5.5.19 MINETALS cucoriiisisisismsesmsassssssssssssssssssssssssssssssasssssssss s s s st sssssssasasasss s e s seaEAE AR AR AR AR R AR AR AR R R R R R AR AR AR AR R RN SRR R SRR R R R RS 115
5.6 MiXEUIe SUDSTANCE....ccciciississsnss s s s 116
5.6.1  MIXEUIE LYPC cuurereriresmssssssmsssssssssssassssssssssssassss s sssssss st s s AR AR SRR AR R SRR AR R R e AR 116
5.6.2 Mixture constituent (Mandatory) ... ——————————————— 116
5.6.3 Modification (CONAitioNal) .......ccuurrrsrsmsmsmsmsmsmssrssssssssssss s s sssssnsssasasasasasssssaes 117
5.6.4 Source material (Conditional).........ccooimmmnmsnsiiimrssn s —————————— 117
5.6.5 Substance name (Mandatory).....mmmss s ————————————- 117
5.6.6 Substance code (CONAItioNal) ... ———————————————— 117
5.6.7 Reference information (Conditional) ... s 118
5.6.8 Version (Mandatory) ... cmmmsmsisssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssasssssssssssasass 118
6 Specified substance (OPtioNal) ... ———————————————— 118
6.1 Specified Substance Group 1 (repeat as NECESSATY) .o 118
6.1.1 Specified substance Group 1 ID......s————————————— 119
6.1.2 Specified substance Groupl NAIE......ccuumsmsmmimsmsmsmssssssmmssssssssssssssss s 120
6.1.3 Substance Name (Mandatory) ... s 120
6.1.4 Substance Code (CONditional).......counmmmnnmsmsmnmm s ————————————— 120
6.1.5 Version (Mandatory) ..mssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssasassass 120
6.1.6 Reference source (Conditional) ... ————————————————————— 120
6.1.7 Reference source document (Conditional)........cu———————— 120
6.1.8 Property (COnditional) ... ssases 120
6.1.9 Fraction (Conditional)......msssssssssssss s s sases 121
6.1.10 Modification (CONnditional) ... ———————————————— 125
6.1.11 Reference Information (Conditional) ......ccinnmm——————————— 125
6.1.12 Constituent (Mandatory) ... ————————— 125
6.1.13 Physical form (Conditional) ... ss—————— 127
6.1.14 Specified substance partiCulars ... —————— 128
6.2 Specified SUDSTANCE GIOUP 2 ... 133
6.2.1 Specified SUbDStaNCce GroUuP2 ID ... sssssssssassssssssssssssssssssssssasasases 135



6.2.2 Specified Substance Group2 NAME.......cocovmmmnmmsmsmmmmmssssss s 136

6.2.3 Parent SUDSTANCE ID ... e e 136
6.2.4 Reference source (CoONnditional).......irsssssss s sssssssssses 136
6.2.5 Reference source document (Conditional) ..o ———— 136
6.2.6 Manufacturing (Mandatory) ... ——————————————— 136
6.3 Specified Substance Group 2 for Herbal preparations........cumsns 142
6.3.1 Specified SUbStaNCe GroUP2 ID........cccerimsmsmsmsmssmsmssssssss s sssssssasssssssssssssssssssssssssssasasasssaes 142
6.3.2 Specified substance Group2 NAIME ........ccoummmmmmsmsmsmsmssmssssssssssssssssssssssssmsssssasasssssssssssssssssssssssasasasasssses 142
6.3.3 Parent SUDSEANCE ID ... e e s 142
LI 70 T\ =1 0 01 £ 001D 1 0 O, 143
L JR T V- . 1) T, 144
6.4 Specified SUDStANCE GIroUP 3 ... s s sssssssssssasasssssssssssssssssssnsasasas 144
6.4.1 Specified Substance Group 3 ID......—————————————— 145
6.4.2 Specified Substance Group3 NAME........cccommmmmsmsmsmmsmssssssssssssssssssssssssssssassssssssssssssssssssssssssssasasassssssss 145
6.4.3 Parent SUDStANCe ID....... s 145
LS 20 S 05 o Uo L (107 31 B 1) 7 . 145
6.4.5 Version (Mandatory) ... s sassss s s s ssassss st s asassasaes 146
6.4.6 Reference source (CONditional).........ccccoimmnmnmnnsimimssssssssssssssss s ssssass 146
6.4.7 Reference source document (Conditional) ..o ———— 147
6.4.8 Substance name (Mandatory) ... ——————————————— 147
6.4.9 Substance code (Conditional) ... ————————— 147
6.4.10 Version (Mandatory) ....ssmissssssssssssssssssssssssssssssssssssssssssssssssssssassssssssssssssasassssssssssssssssassasass 147
7 Description of the information modelling principles and practices........cccovininsmnmsssnssasane 147
Annex A (normative) Choosing a Substance ID........cs———————— 148
Annex B (normative) Chemical SUDSEANCE ......cccuiiiiiiiimsnsnsnsnsnsssnsssssssssss s 150
Annex C (normative) Protein SUDSTANCE.........ciiismsssnssssssss s sssssssssssssssasssasssassssssssnes 270
Annex D (normative) Nucleic acid SUDSEANCE ......coirnmnmscsnsinismsmsnsnssssssssssssss e 329
Annex E (normative) Structurally Diverse Substance - Herbal Substance/Herbal Specified

R 1T 01 1 ¢ o 348
Annex F (normative) Structurally Diverse Substance, Homeopathic substance ..........ccuuvesessiusens 466
Annex G (normative) Structurally Diverse Substance - Plasma-derived substances..........c.ouneu 509
Annex H (normative) Polymer SUDSTANCE......cciiiiisnsssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssns 581



		2026-06-21T19:40:59+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




