
Investigational Medicinal Product

- IM PID: II
- C o mb in ed  Pharmaceutical Dose Form: CD
- Sponsor Product Code: ST
- Regulator Product Code: ST
- Paed iatric Use Indicator: CD
- C lin ical Trial Status: CD
- Orp h an Designation Status: CD

«LMST»
- Advanced Therapy: CD
- DrugDomain: CD
- DrugID: ST
- Multi Constituent Drug: CD
- DrugType: CD

Investigational Medicinal Product Name

- Fu ll Name: ST
- Code: ST
- Invented Name Part: ENXP
- Scien tific Name Part: ENXP
- Strength Part: ENXP
- Ph armaceutical Dose Form Part: ENXP
- Formulation Part: ENXP
- Intended Use Part: ENXP
- Target Population Part: ENXP
- Container Or Pack Part: ENXP
- Device Part: ENXP
- Trademark Or Company Name Part: ENXP
- Time/Period Part: ENXP
- Flavour Part: ENXP
- D elimiter Part: ENXP

Country / Language

- Country: CD
- Ju risdiction: CD
- Lan gu age: CD

Attached Document

- Id en ti fier: II
- Effective Date: TS
- Type: CD
- Content: ED
- Lan gu age: CD
- Media Type: CD
- Version Number: ST
- V ers io n  Set Identifer: II

Header

- Id en ti fier: II
- Effective Date: TS
- Lan gu age: CD
- Version Number: ST
- V ers io n  Set Identifier: II

Product Classification

- Code System: CD
- Value: CD

Orphan Designation

- Orphan Indication Type: CD
- Orphan Procedure Number: II
- Orp h an  D esignation Authorisation Status: CD
- Orp h an  D esignation Authorisation Date: TS
- Orp h an  D esignation Number: II

Product Cross-Reference

- (I)M PID  C ross-Reference: II
- Referenced Product Type: CD

Pharmaceutical Product

- Administrable Dose Form: CD
- Unit of Presentation: CD

PhPID set

- PhPID Identifier Sets: II

Dosing and Route of Administration

- Ro ute of Administration: CD
- First d o se in humans: PQ
- M aximu m single dose: PQ
- M aximum dose per day: PQ
- Maximum dose per treatment period: RTO<PQ,PQ>
- M aximum treatment period: PQ

Pharmaceutical Product Characteristics

- Code System: CD
- Value: CD
- Status: CD

Ingredient

- In gredient Role: CD
- A llergenic Indicator: BL

«LMST»
- In gredient Placement: CD
- Comment: ST

Substance

- Su bstance: CD

Strength

- Strength (Presentation): RTO<PQ,PQ>
- Strength (Concentration): RTO<PQ,PQ>
- M easurement Point: ST
- Country: CD

Specified Substance

- Sp ecified Substance: CD
- Sp ecified Substance Group: CD
- C o n fi d entiality Indicator: CD

Reference Strength

- Reference Substance: CD
- Referen ce Specified Substance: CD
- Reference Strength Range: RTO<PQ,PQ>
- Reference Strength Measurement Point: ST
- Reference Strength Country: CD

Contraindication

- C o n traindications Text: ST
- Contraindications as "DiseAse/Symptom/Procedure": CD
- D isease Status: CD
- Comorbidity: CD

Interactions

- In teractions Text: ST
- In teractant: CD
- Interactions Type: CD
- Interactions Effect: CD
- In teractions Incidence: CD
- M an agement Actions: CD

Therapeutic Indication

- In d ication Text: ST
- In d icati o n  as "Disease/Symptom/Procedure": CD
- D isease Status: CD
- Comorbidity: CD
- Intended Effect: CD
- T iming/Duration: PQ

Population Specifics

- Age: CD
- A ge Range Low: PQ
- A ge Range High: PQ
- Gender: CD
- Race: CD
- Ph ysiological Condition: CD

Undesirable Effects

- Un d esirable Effect Text: ST
- Un d esirable Effect as "Symptom/Condition/Effect": CD
- Symp to m/Condition/Effect Classification: CD
- Frequency of Occurrence: CD

«LMST»
- A lvo rlig/Ikke alvorlig bivirkning: CD

Other Therapy Specifics

- T h erapy Relationship Type: CD
- Medication: CD

Link til 
interaktionsdatabase

Manufacturer / 
Establishment 
(Organisation)

Manufacturing / Business Operation

- Operation Type: CD
- Manufacturing Authorization Reference Number: II
- Effective Date: TS
- C o n fi d entiality Indicator: BL

Medicines 
Regulatory Agency 

(Organisation)

Clinical Trial Authorization

- Registration Number: II
- In vestigation Code: ST
- Country: CD [1..*]
- Protocol Number: II
- A u thorization Date: TS
- A n ticipated End Date: TS

Local Clinical Trial Authorization

- Lo cal Registration Number: II
- Lo cal Investigation Code: ST
- Jurisdiction: CD [1..*]
- Lo cal Authorization Date: TS
- Lo cal Anticipated End Date: TS

Sponsor 
(Organisation)

SME

- SME Flag: BL
- Size: CD
- SME Number: II
- Status Date: TS

Investigational Packaged 
Medicinal Product

- IPC ID: II
- Package Description: ST

«LMST»
- Comment: ST

Same model elements as 
for Authorized Product. 
See WS3 diagram.
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