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	Symbol
	Name
	Description

	BL
	Boolean
	The Boolean type stands for the values of two-valued logic. A Boolean value can be either or , or, as any other value may be NULL.

	BIN
	Binary Data
	Binary data is a raw block of bits. Binary data is a protected type that should not be declared outside the data type specification.

	ED
	Encapsulated Data
	Data that is primarily intended for human interpretation or for further machine processing outside the scope of HL7. This includes unformatted or formatted written language, multimedia data, or structured information in as defined by a different standard (e.g., XML-signatures.) Instead of the data itself, an may contain only a reference (see .) Note that the data type is a specialization of the data type when the media type is text/plain.

	ST
	Character String
	The character string data type stands for text data, primarily intended for machine processing (e.g., sorting, querying, indexing, etc.) Used for names, symbols, and formal expressions.

	CD
	Concept Descriptor
	A concept descriptor represents any kind of concept usually by giving a code defined in a code system. A concept descriptor can contain the original text C35or phrase that served as the basis of the coding and one or more translations into different coding systems. A concept descriptor can also contain qualifiers to describe, e.g., the concept of a "left foot" as a postcoordinated term built from the primary code "FOOT" and the qualifier "LEFT". In exceptional cases, the concept descriptor need not contain a code but only the original text describing that concept.

	II
	Instance Identifier
	An identifier that uniquely identifies a thing or object. Examples are object identifier for HL7 RIM objects, medical record number, order id, service catalog item id, Vehicle Identification Number (VIN), etc. Instance identifiers are defined based on ISO object identifiers.

	URL
	Universal Resource Locator
	A telecommunications address specified according to Internet standard RFC 1738 []. The URL specifies the protocol and the contact point defined by that protocol for the resource. Notable uses of the telecommunication address data type are for telephone and telefax numbers, e-mail addresses, Hypertext references, FTP references, etc.

	TEL
	Telecommunication Address
	A telephone number (voice or fax), e-mail address, or other locator for a resource (information or service) mediated by telecommunication equipment. The address is specified as a Universal Resource Locator (URL) qualified by time specification and use codes that help deciding which address to use for a given time and purpose.

	AD
	Postal Address
	Mailing and home or office addresses. A sequence of address parts, such as street or post office Box, city, postal code, country, etc.

	ENXP
	Entity Name Part
	A character string token representing a part of a name. May have a type code signifying the role of the part in the whole entity name, and a qualifyer code for more detail about the name part type. Typical name parts for person names are given names, and family names, titles, etc.

	EN
	Entity Name
	A name for a person, organization, place or thing. A sequence of name parts, such as first name or family name, prefix, suffix, etc. Examples for entity name values are "Jim Bob Walton, Jr.", "Health Level Seven, Inc.", "Lake Tahoe", etc. An entity name may be as simple as a character string or may consist of several entity name parts, such as, "Jim", "Bob", "Walton", and "Jr.", "Health Level Seven" and "Inc.", "Lake" and "Tahoe".

	PN
	Person Name
	A name for a person. A sequence of name parts, such as first name or family name, prefix, suffix, etc.

	ON
	Organization Name
	A name for an organization. A sequence of name parts.

	QTY
	Quantity
	The quantity data type is an abstract generalization for all data types (1) whose value set has an order relation (less-or-equal) and (2) where difference is defined in all of the data type's totally ordered value subsets. The quantity type abstraction is needed in defining certain other types, such as the interval and the probability distribution.

	INT
	Integer Number
	Integer numbers (-1,0,1,2, 100, 3398129, etc.) are precise numbers that are results of counting and enumerating. Integer numbers are discrete, the set of integers is infinite but countable. No arbitrary limit is imposed on the range of integer numbers. Two NULL flavors are defined for the positive and negative infinity.

	PQ
	Physical Quantity
	A dimensioned quantity expressing the result of a measurement act.

	RTO
	Ratio
	A quantity constructed as the quotient of a numerator quantity divided by a denominator quantity. Common factors in the numerator and denominator are not automatically cancelled out. The data type supports titers (e.g., "1:128") and other quantities produced by laboratories that truly represent ratios. Ratios are not simply "structured numerics", particularly blood pressure measurements (e.g. "120/60") are not ratios. In many cases the should be used instead of the .

	TS
	Point in Time
	A a quantity specifying a point on the axis of natural time. A point in time is most often represented as a calendar expression.

	IVL
	Interval
	A set of consecutive values of an ordered base data type.

	PIVL
	Periodic Interval of Time
	An interval of time that recurs periodically. Periodic intervals have two properties, phase and period. The phase specifies the "interval prototype" that is repeated every period.
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[image: ]  Identifier : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_939C43AA_4B89_42D8_B374_6C38983E1A62]
[image: ]  Effective Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_E270B4F8_7222_4AF3_9756_D66AC79C94BD]
[image: ]  Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_3B748C0E_4FC6_4E30_B16E_6D3518C1C1AF]
[image: ]  Content : ED 

Refer to ISO 11615 for description.


	[bookmark: BKM_C1D08D9B_E41D_4223_BE4D_415B813FAC6F]
[image: ]  Language : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_1FAA70C3_B575_48AB_8EE7_FA5C736B416F]
[image: ]  Media Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_955D84F6_8EBD_4A3F_B30D_3A33C973529B]
[image: ]  Version Number : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_5C565EA1_41AE_467C_BE23_C4D9BE533464]
[image: ]  Version Set Identifer : II 

Refer to ISO 11615 for description.
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[image: ]  BAID1 : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_EA9FA825_2027_45A2_AF80_560BF7B56D8C]
[image: ]  BAID2 : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_5498373C_2C04_4FE6_B049_F2E28B58B3D7]
[image: ]  Expiration Date : TS 

Refer to ISO 11615 for description.
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[image: ]  Registration Number : II 




	[bookmark: BKM_0BBCD7CD_9934_44CC_83ED_330D3CC05206]
[image: ]  Investigation Code : ST 




	[bookmark: BKM_FB089576_C78E_4ABF_97C5_F477C55F0A60]
[image: ]  Country : CD 
Multiplicity: (  [1..*], Allow duplicates: 0, Is ordered: False )




	[bookmark: BKM_D93B1F7E_8EB5_4718_85C1_DE07D26A5CFE]
[image: ]  Protocol Number : II 




	[bookmark: BKM_F4A184EF_13E4_4E77_95FA_A541D4A35BFC]
[image: ]  Authorization Date : TS 




	[bookmark: BKM_73D1D38E_AF83_49E0_A77E_AE3AEA8155D1]
[image: ]  Anticipated End Date : TS 
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Refer to ISO 11615 for description.
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[image: ]  Contraindications Text : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_C66626B8_6DD2_4273_8B19_60D46239F064]
[image: ]  Contraindications as "DiseAse/Symptom/Procedure" : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_5B1BA791_91CF_472E_BB27_43D2C9A22949]
[image: ]  Disease Status : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_5B02B2CA_0C69_402D_A438_A83DB315C305]
[image: ]  Comorbidity : CD 

Refer to ISO 11615 for description.
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Refer to ISO 11615 for description.
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[image: ]  Country : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_E2C25495_DC93_4A3F_AE79_9FBEB54A487C]
[image: ]  Jurisdiction : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_3CEA090B_9448_4F08_9E29_437A075F71C3]
[image: ]  Language : CD 

Refer to ISO 11615 for description.
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Refer to ISO 11615 for description.
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[image: ]  Code System : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_8FA209E5_0B37_4BAB_987D_CDFB6AA193DD]
[image: ]  Value : CD 

Refer to ISO 11615 for description.
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Refer to ISO 11615 for description.
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[image: ]  Device Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_4B9ABDFD_D66B_4250_BC80_632B729A89A1]
[image: ]  Device Trade Name : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_8B0E5D25_2EA6_4A4D_A94A_BE7A445B7FD9]
[image: ]  Device Quantity : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_21122C09_F01A_4F30_B5E0_8395B2267F13]
[image: ]  Device Listing Number : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_03C1D2C1_E247_4258_8225_CEFFA7DC78D9]
[image: ]  Device Identifier : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_E6C0CFD2_4EC0_4045_B824_C23C40F6EADE]
[image: ]  Model Number : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_666A9E07_4769_4066_9862_EFCBBAD8253C]
[image: ]  Sterility Indicator : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_A1375D40_CB20_4BE7_8BC9_6D729DEC4656]
[image: ]  Sterilisation Requirement Indicator : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_64FAFF81_C0B0_47D4_B664_00F3AC46538C]
[image: ]  Device Usage : CD 

Refer to ISO 11615 for description.
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Refer to ISO 11615 for description.
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[image: ]  Batch Number : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_2174F73A_8F78_4047_8E1F_5D3F84A9C1DC]
[image: ]  Expiration Date : TS 

Refer to ISO 11615 for description.
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Refer to ISO 11615 for description.
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[image: ]  Substance : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_2DDFC209_6F1C_45B2_8A8C_4596C434CD0D]
[image: ]  Alternate : BL 

Refer to ISO 11615 for description.


	[bookmark: BKM_DBBB1C08_11D9_4B35_95BB_7822D64BCC34]
[image: ]  Allergenic Indicator : BL 

Refer to ISO 11615 for description.
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Refer to ISO 11615 for description.
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[image: ]  Code System : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_00F881B9_0BAC_4F22_AB05_8A10104B7811]
[image: ]  Value : CD 

Refer to ISO 11615 for description.
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Refer to ISO 11615 for description.
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[image: ]  Route of Administration : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_CDF0DEB3_D103_4143_A151_239BA818F3D4]
[image: ]  First dose in humans : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_56002D54_8765_4C67_A4D5_BAD0722D9C89]
[image: ]  Maximum single dose : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_EFA155EF_23E1_4228_B53F_99C0F8DEFCC3]
[image: ]  Maximum dose per day : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_D69270F2_CE96_497B_866B_95EAC78BB93C]
[image: ]  Maximum dose per treatment period : RTO<PQ,PQ> 

Refer to ISO 11615 for description.


	[bookmark: BKM_07AFE098_F523_419A_A594_8136B891A918]
[image: ]  Maximum treatment period : PQ 

Refer to ISO 11615 for description.
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Class in package 'idmp'

Refer to ISO 11238 for description
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[image: ]  Grade Type : CD 

Refer to ISO 11238 for description


	[bookmark: BKM_A0ECBD24_EB38_4C36_80B4_0099254C06CD]
[image: ]  Grade Name : ST 

Refer to ISO 11238 for description


	[bookmark: BKM_DEA799E4_C557_4DC5_B89C_5FAF652100A9]
[image: ]  Grade Reference Source : ST 

Refer to ISO 11238 for description
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Refer to ISO 11615 for description.

Header 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_27DA4C73_2D9C_4E94_A8D8_42A2058C8FC7]ATTRIBUTES

	
[image: ]  Identifier : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_20F7A11E_BB32_452C_B05F_20D2C58CDE9D]
[image: ]  Effective Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_E2D1EF19_3D1F_4D75_8702_0578AD422003]
[image: ]  Language : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_E461BDBF_6C52_4FA7_BE0D_A21E58A13EBE]
[image: ]  Version Number : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_43F62017_0CA2_46B4_9DFA_7D762BFC70EB]
[image: ]  Version Set Identifier : II 

Refer to ISO 11615 for description.
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[image: ]  Ingredient Role : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_7DAFED89_0F31_4F9C_9CC3_05D0E78C68F2]
[image: ]  Allergenic Indicator : BL 

Refer to ISO 11615 for description.


	[bookmark: BKM_E479D17E_652F_4FFE_BEB3_05547C1B5DB8]
[image: ]  Ingredient Placement : CD «LMST»

Behov for at kunne specificere, hvor i lægemidlet en ingrediens indgår. F.eks. laktose anvendes i kernen og overtrækket.


	[bookmark: BKM_E0D27165_EF32_4F3E_8439_79BEEC3A9986]
[image: ]  Comment : ST «LMST»

LMST Comment related to the ingredient.
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Refer to ISO 11615 for description.
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[image: ]  Interactions Text : ST 

Refer to ISO 11615 for description.



	[bookmark: BKM_1FC7C16A_97A9_4915_980C_631CEC1D72EE]
[image: ]  Interactant : CD 

Refer to ISO 11615 for description.



	[bookmark: BKM_2252F8A2_A97F_4D82_9DE6_307A52D66D9A]
[image: ]  Interactions Type : CD 

Refer to ISO 11615 for description.



	[bookmark: BKM_83599EBD_AD1F_46F4_BDA7_593000FFA7B0]
[image: ]  Interactions Effect : CD 

Refer to ISO 11615 for description.



	[bookmark: BKM_BD6469C0_4B34_4975_A7AD_A8FFC3B0C9DC]
[image: ]  Interactions Incidence : CD 

Refer to ISO 11615 for description.



	[bookmark: BKM_0591D667_FAAF_4D38_816D_73942ED9364A]
[image: ]  Management Actions : CD 

Refer to ISO 11615 for description.
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Refer to ISO 11615 for description.

Investigational Medicinal Product 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_A45B4656_0E5E_4E34_BDD2_B78B8057B67D]ATTRIBUTES

	
[image: ]  IMPID : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_83C9E11F_07FB_479D_B938_586659DFBB32]
[image: ]  Combined Pharmaceutical Dose Form : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_485076BC_FA61_483F_9191_1336987A8CB9]
[image: ]  Sponsor Product Code : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_001A2CB7_E955_4E8F_A99C_13F91FE386B2]
[image: ]  Regulator Product Code : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_278A1E1E_ED52_435F_BAE3_54F3B7882D45]
[image: ]  Paediatric Use Indicator : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_A9AC2D70_CC87_4889_861F_826226EA80F6]
[image: ]  Clinical Trial Status : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_25FDB5C5_E0EB_4B2E_892C_F79A23999639]
[image: ]  Orphan Designation Status : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_B3C92D11_A7A9_4843_A527_F3C04D21119F]
[image: ]  Advanced Therapy : CD «LMST»

Flag indicating if product is Advanced Therapy product.


	[bookmark: BKM_B8946918_F26D_4833_B44E_CE66755FC7E3]
[image: ]  DrugDomain : CD «LMST»

Human el. Veterinær


	[bookmark: BKM_0EE898CB_93D4_4BC6_BA8C_D3089BBB3678]
[image: ]  DrugID : ST «LMST»

Unique identification number used to define a medicinal product. Applied in dispensing form, drug strength and marketing license, i.e. many drugID's for an inidividual medicinal product.
All medicinal products in Denmark have a unique number called DrugId. 
E.g. 2810-12345-12, consisting of

1. 4 digits indicating the type. Ordinære lægemidler (ordinary medicinal products) = 2810
b. Naturlægemidler (Herbal medicinal products)= 2811
c. Radioaktive (radioactive) = 2812
d. Vitamin-og mineral (vitamin and mineral)= 2813
e. Homøopatiske (homoeopathic) = 2814

2. a serial number generated from GoPro by 
a. in the case overview to mark a case of the type MT ny (new)…, 
b. click on the function in the menu Handling (action) and 
c. then click the button Træk løbenummer (draw serial number). 

3. 2 digits for the year
the year must comply with the applicant's cover letter. 



	[bookmark: BKM_AA450C98_F30A_4E49_9BF2_122370234512]
[image: ]  Multi Constituent Drug : CD «LMST»

Possibly derived information. Categories to be defined e.g.
· Single active ingredient
· Multiple active ingredients, single reference substance
· Multiple active ingredients in one Pharmaceutical Product
· Multiple active ingredients in multiple Pharmaceutical Products


	[bookmark: BKM_D2345A1B_BC1C_4A16_8280_ED8FC459D3A5]
[image: ]  DrugType : CD «LMST»

Derived from DrugID first four digits

Ordinære lægemidler (ordinary medicinal products) = 2810
b. Naturlægemidler (Herbal medicinal products)= 2811
c. Radioaktive (radioactive) = 2812
d. Vitamin-og mineral (vitamin and mineral)= 2813
e. Homøopatiske (homoeopathic) = 2814

x. vaccine
x. herbal




[bookmark: BKM_EADD0468_87F3_4ED5_81C4_4D8BA648AA6F]  

[bookmark: _Toc482877999]Investigational Medicinal Product Name
Class in package 'idmp'

Refer to ISO 11615 for description.

Investigational Medicinal Product Name 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_21B63591_3E88_4038_A2BD_6D1ED51F9F31]ATTRIBUTES

	
[image: ]  Full Name : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_7EAC13B9_74E1_4BA2_B734_5E945FAAF8B7]
[image: ]  Code : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_67273491_3F30_424A_9E5E_F728CD604B75]
[image: ]  Invented Name Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_813668A6_D485_44B3_8517_8B53574B0634]
[image: ]  Scientific Name Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_E92B850C_CA7D_4861_BBBA_1D98DF56BD41]
[image: ]  Strength Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_63ED7BE0_D44B_4F1C_99BF_6173CAF293AE]
[image: ]  Pharmaceutical Dose Form Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_2B1A31CF_646F_4617_BA1C_99C70789F0E7]
[image: ]  Formulation Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_06877D30_4B23_4822_91D5_C24FF687656A]
[image: ]  Intended Use Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_EAD48F7D_8D8E_48FD_AACA_1B9B46E41441]
[image: ]  Target Population Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_97B5564A_A452_4797_8E34_CBC2C417976A]
[image: ]  Container Or Pack Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_0C799D91_8A51_45F6_8160_D47E27581DC6]
[image: ]  Device Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_72D54D67_2070_44E4_B08F_E8DD9B947545]
[image: ]  Trademark Or Company Name Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_5E6535FF_A4A3_4E89_92BE_D80EAB868E19]
[image: ]  Time/Period Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_D1D1686A_E343_4C9A_9C32_7A373B154973]
[image: ]  Flavour Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_FB18CD07_FDB1_41AC_B8EE_203F14477985]
[image: ]  Delimiter Part : ENXP 

Refer to ISO 11615 for description.




[bookmark: BKM_F99BEDB1_DF00_483B_A35C_693C57E23607]  

[bookmark: _Toc482878000]Investigational Packaged Medicinal Product
Class in package 'idmp'

Refer to ISO 11615 for description.

Investigational Packaged Medicinal Product 
Version 1.0  Phase 1.0  Proposed
nkae created on 17-05-2017.  Last modified 17-05-2017
	[bookmark: BKM_F8AC8BDC_628A_4650_9615_FED2E3513EDE]ATTRIBUTES

	
[image: ]  IPCID : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_CFB58C7E_4C83_4362_BE44_573ACA518693]
[image: ]  Package Description : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_44C207DB_F5AB_45EF_B599_B5CFFBAAC8D3]
[image: ]  Comment : ST «LMST»

Kommentar




[bookmark: BKM_E028A8B9_8032_42EB_9067_CAFB6C76DD52]  

[bookmark: _Toc482878001]Jurisdictional Marketing Authorisation
Class in package 'idmp'

Refer to ISO 11615 for description.

Jurisdictional Marketing Authorisation 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_8F0A5804_F5DE_4773_B15E_CA55C6C350EF]ATTRIBUTES

	
[image: ]  Country : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_283CD562_27D0_4E4F_AB43_416FC6910F40]
[image: ]  Jurisdiction : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_B97F2E2C_4715_498F_A0F6_8306547933B3]
[image: ]  Marketing Authorisation Number : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_072F452A_0CAF_4480_B683_8CF493B6E52C]
[image: ]  Legal Status Of Supply : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_5CF884B8_E71A_47A7_8380_0E4E6CDEEFC8]  

[bookmark: _Toc482878002]Local Clinical Trial Authorization
Class in package 'idmp'

Local Clinical Trial Authorization 
Version 1.0  Phase 1.0  Proposed
nkae created on 17-05-2017.  Last modified 17-05-2017
	[bookmark: BKM_4E975C0F_B73C_43C2_AC70_A02A04B239CF]ATTRIBUTES

	
[image: ]  Local Registration Number : II 




	[bookmark: BKM_E03A39E4_5271_4A0C_9F95_272E2A2B712C]
[image: ]  Local Investigation Code : ST 




	[bookmark: BKM_A39FDA0B_ED19_4BDF_B519_121A3C404F25]
[image: ]  Jurisdiction : CD 
Multiplicity: (  [1..*], Allow duplicates: 0, Is ordered: False )




	[bookmark: BKM_97ED320D_762B_45A0_BFA7_36A6FFFF4A11]
[image: ]  Local Authorization Date : TS 




	[bookmark: BKM_96F5959A_28D9_48CA_91FA_848F0B35F7E7]
[image: ]  Local Anticipated End Date : TS 






[bookmark: BKM_7D7FFCE7_39D9_405C_9A58_DB4E847248C0]  

[bookmark: _Toc482878003]Manufactured Item
Class in package 'idmp'

Refer to ISO 11615 for description.

Manufactured Item 
Version 1.0  Phase 1.0  Proposed
nkae created on 24-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_968918A2_E496_40EB_A771_E0EE5CCE11EF]ATTRIBUTES

	
[image: ]  Manufactured Dose Form : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_CE896ACE_319D_4909_B14F_832C5163E7EB]
[image: ]  Unit of Presentation : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_A20E2080_7002_4C73_99D7_C22D0996CA12]
[image: ]  Manufactured Item Quantity : PQ 

Refer to ISO 11615 for description.




[bookmark: BKM_0B934418_8332_485C_86E7_CA14C9F5E4F0]  

[bookmark: _Toc482878004]Manufacturer / Establishment (Organisation)
Class in package 'idmp'

Refer to ISO 11615 for description.

Manufacturer / Establishment (Organisation) 
Version 1.0  Phase 1.0  Proposed
NKAE created on 15-05-2017.  Last modified 15-05-2017

[bookmark: BKM_80D78AF4_1FCC_45EC_80AE_753CD7106478]  

[bookmark: _Toc482878005]Manufacturing / Business Operation
Class in package 'idmp'

Refer to ISO 11615 for description.

Manufacturing / Business Operation 
Version 1.0  Phase 1.0  Proposed
nkae created on 15-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_30274401_D88B_4D59_96C3_6C2E1B395964]ATTRIBUTES

	
[image: ]  Operation Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_54780278_D41A_44D0_8FFF_89AF54823E69]
[image: ]  Manufacturing Authorization Reference Number : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_624E525C_257D_4CAD_9A93_238FF0F81F7B]
[image: ]  Effective Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_36E7FD03_3042_4FA2_8EA3_5C3626F5E2D4]
[image: ]  Confidentiality Indicator : BL 

Refer to ISO 11615 for description.




[bookmark: BKM_378E6FC3_A55A_4CA3_A197_158EF17A52A6]  

[bookmark: _Toc482878006]Marketing Authorization
Class in package 'idmp'

Refer to ISO 11615 for description.

Marketing Authorization 
Version 1.0  Phase 1.0  Proposed
nkae created on 14-03-2017.  Last modified 16-05-2017
	[bookmark: BKM_C720D571_41F3_4E70_81A9_F1B0FBE174B0]ATTRIBUTES

	
[image: ]  Marketing Authorisation Number : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_8AC9DB0C_F351_46D7_919A_47D927F20374]
[image: ]  Country : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_DB6FEE7E_A43C_47F4_9531_A05E56B6BDBF]
[image: ]  Legal Status Of Supply : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_3BE0D589_A5E6_4C76_B86F_A5E52F5CAA65]
[image: ]  Authorisation Status : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_10208537_69CF_4A19_80C2_A99CAD8CC71F]
[image: ]  Authorisation Status Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_DF5801DF_9F46_4925_B294_3A53FBFD8C11]
[image: ]  Validity Period Start : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_9A5A4AD6_1136_4CA2_A3EC_BB86F6EFDD32]
[image: ]  Validity Period End : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_CDF0DF02_4483_4288_9377_43049D7EC624]
[image: ]  Data Exclusivity Start Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_685602BB_1E40_4531_9371_01435F19D22A]
[image: ]  Data Exclusivity End Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_6B1B3195_FA19_44C0_BC5E_910BACD541B8]
[image: ]  Date Of First Authorisation : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_CBD5591D_6821_4C0A_82D4_7A167134B65F]
[image: ]  International Birth Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_4FEF95B3_04A1_4E51_8362_AC8DE92AA449]
[image: ]  DK-Legal Status of Supply : CD «LMST»

Danish Legal Status of Supply categories in the event that these are not the same as EU RMS.


	[bookmark: BKM_E986C27D_2BE2_45B3_AF79_C9BD7B5AFFC4]
[image: ]  Pending Updates : CD «LMST»

Mulighed for at angive ændringer der træder i kraft i fremtiden.
Mulighed for forskellige pakninger på markedet på samme tid f.eks. ved ændring af MT-indehaver
Uanset hvad EMAs data siger skal LMST kunne effektuere senere.


	[bookmark: BKM_E92A5739_B919_49DF_99EF_3E2B53F1CDFA]
[image: ]  Case Role : CD «LMST»

Case Role. E.g. 
Modtagerland (Recepient Country)
Referenceland (Reference Country)
Rapportør (Reporter)
Co-rapportør (Assisting Reporter)
Ingen/Ukendt (None)






[bookmark: BKM_10ED8274_BE23_47CE_851A_DD646A92F393]  

[bookmark: _Toc482878007]Marketing Authorization Application
Class in package 'idmp'

Refer to ISO 11615 for description.

Marketing Authorization Application 
Version 1.0  Phase 1.0  Proposed
nkae created on 14-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_ABF957C3_0BE7_4C02_BC78_579F70C9734F]ATTRIBUTES

	
[image: ]  Application Identifier/Number : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_BAAA5B44_439E_449D_83BF_5C8036B587EE]
[image: ]  Application Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_207839CD_3BF6_4C36_B1C6_0F91308EB3D3]
[image: ]  Application Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_BBCD439A_F4A9_4E37_9364_5A8F26D5CFF2]
[image: ]  Information om legalt grundlag : CD «LMST»

Ansøgningsgrundlag (EUTCT) (fuld ansøgning, bibliografisk ansøgning)
Vedr. generiske ansøgninger 
Indtastes ved modtagelse af ansøgning
”Legal basis” på application form


	[bookmark: BKM_8D44AF29_0E71_442D_8307_451F0F5C0943]
[image: ]  Format : CD «LMST»

The format of the application e.g. eCTD, Vnees, paper, etc.


	[bookmark: BKM_05C2F9D8_800D_4228_88FD_49F74DB94DEA]
[image: ]  Referenceprodukt : II «LMST»

Product reference for generic and hybrid product applications (10.1 and 10.3)


	[bookmark: BKM_B76AF671_8373_4218_A538_A443DFADBF5D]
[image: ]  Sagsreference : II «LMST»
[bookmark: Att.Alias.End]Multiplicity: (  [0..*], Allow duplicates: 0, Is ordered: False )

reference til sag(er) i GoPro




[bookmark: BKM_824A571A_2BB2_463A_A648_516DEDD8659C]  

[bookmark: _Toc482878008]Marketing Authorization Holder (Organisation)
Class in package 'idmp'

Refer to ISO 11615 for description.

Marketing Authorization Holder (Organisation) 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017

[bookmark: BKM_1CA79117_A629_4520_A340_D132A15EBEE4]  

[bookmark: _Toc482878009]Marketing Authorization Procedure
Class in package 'idmp'

Refer to ISO 11615 for description.

Marketing Authorization Procedure 
Version 1.0  Phase 1.0  Proposed
nkae created on 14-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_42145521_95D5_49F2_A0E1_D4D23B15D342]ATTRIBUTES

	
[image: ]  Procedure Identifier/Number : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_7EA15AD9_A6BE_49D5_8B35_0172CCF919D3]
[image: ]  Procedure Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_50983733_13C0_41BC_98CD_FB71F0785534]
[image: ]  Procedure Start Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_408EF254_560F_455D_B9E5_07E0581DC81B]
[image: ]  Procedure End Date : TS 

Refer to ISO 11615 for description.




[bookmark: BKM_780C25E3_E345_43E6_8CA4_3061EC1E5EE4]  

[bookmark: _Toc482878010]Marketing Status
Class in package 'idmp'

Refer to ISO 11615 for description.

Marketing Status 
Version 1.0  Phase 1.0  Proposed
nkae created on 24-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_E4A110E0_A361_4627_A194_8D6AA0D21BBB]ATTRIBUTES

	
[image: ]  Country : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_0880D46A_2FDF_4FBE_8745_649B3AB5522D]
[image: ]  Jurisdiction : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_18A8D46E_5AD1_4E10_94E0_E02B4C0E0EA0]
[image: ]  Marketing Status : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_8DABD382_86A9_45FD_A356_F3BEAE6C16DA]
[image: ]  Marketing Date Start : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_801F0D46_56DA_4DB9_BB86_48999CDD41A7]
[image: ]  Marketing Date Stop : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_2E2F8A4B_EFA1_475F_960B_88BA19E92B07]
[image: ]  Risk of Supply Shortage : BL 

Refer to ISO 11615 for description.


	[bookmark: BKM_35F28823_617E_4ABD_8044_31346C679FE5]
[image: ]  Risk of Supply Shortage Comment : ST 

Refer to ISO 11615 for description.




[bookmark: BKM_C8B53537_FED8_478E_938B_090126EA3E23]  

[bookmark: _Toc482878011]Master File
Class in package 'idmp'

Refer to ISO 11615 for description.

Master File 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_8C5B1FF4_0D11_4066_BF01_E3253C4F431C]ATTRIBUTES

	
[image: ]  File Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_820D87A3_2B87_461C_86A0_588328037A5E]
[image: ]  File Code : II 

Refer to ISO 11615 for description.




[bookmark: BKM_E7482EA9_506B_47DF_8037_EBC52E7219B7]  

[bookmark: _Toc482878012]Master File Holder (Organisation)
Class in package 'idmp'

Refer to ISO 11615 for description.

Master File Holder (Organisation) 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017

[bookmark: BKM_C7E13991_5BF5_47BC_A806_401652A43D0D]  

[bookmark: _Toc482878013]Medicinal Product
Class in package 'idmp'

Refer to ISO 11615 for description.

Medicinal Product 
Version 1.0  Phase 1.0  Proposed
nkae created on 14-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_320A3B86_B52E_4F5B_A2E3_DF35295ABABB]ATTRIBUTES

	
[image: ]  MPID : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_40E202A1_78E4_45D6_9166_F41CBD2112BE]
[image: ]  Combined Pharmaceutical Dose Form : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_1FE68D64_F8C0_480A_8D2A_1D78896461D5]
[image: ]  Additional Monitoring Indicator : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_8A7AEFC9_D2F3_4DB4_B623_225EEEF0CF60]
[image: ]  Special Measures : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_ADFDBD45_AF2A_40D6_8C9B_E7D268D4F2DA]
[image: ]  Paediatric Use Indicator : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_9361A7F9_6B82_4281_B36C_1C3ABC2EC781]
[image: ]  Orphan Designation Status : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_D7F79986_A60C_40D4_8D31_3A42DA3EC361]
[image: ]  Advanced Therapy : CD «LMST»

Flag indicating if product is Advanced Therapy product.


	[bookmark: BKM_A8A82EBB_F7E0_433B_9D7C_F328A2589B27]
[image: ]  P30-Vaccine : CD «LMST»

§ 30. Statens Serum Institut og Veterinærinstituttet ved Danmarks Tekniske Universitet kan efter anmodning i særlige tilfælde og i begrænset mængde sælge eller udlevere sera, vacciner, specifikke immunglobuliner og andre immunologiske testpræparater, der ikke er omfattet af en markedsføringstilladelse. Sundhedsstyrelsen skal underrettes om hvert salg eller udlevering.


	[bookmark: BKM_D30BD54E_36E5_4349_8B15_6A4CF3B9C495]
[image: ]  DosageDispensing : CD «LMST»

Dosage dispensing means that a medicinal product in a pharmacy or hospital pharmacy is poured in to a dosage container. The dosage container can contain one or several dosages of one or several medicinal products. The pharmacy dosage dispenses medicinal products. 


	[bookmark: BKM_3FF166D9_9145_4A8F_A695_7DAFBC395D2D]
[image: ]  P29-UdleveringsTilladelse : CD «LMST»

§ 29. Sundhedsstyrelsen kan efter ansøgning i særlige tilfælde tillade salg eller udlevering i begrænset mængde af lægemidler, som ikke er omfattet af en markedsføringstilladelse eller ikke markedsføres i Danmark (udleveringstilladelse).
Stk. 2. Sundhedsstyrelsen kan knytte vilkår til udleveringstilladelsen og kan tilbagekalde en tilladelse, hvis disse vilkår ikke overholdes eller der optræder alvorlige problemer med lægemidlets kvalitet, sikkerhed eller virkning, herunder alvorlige bivirkninger.
Stk. 3. Sundhedsstyrelsen kan fastsætte regler om distribution af lægemidler, der er omfattet af en tilladelse efter stk. 1.


	[bookmark: BKM_31DB4BEC_9463_41CB_85CA_179326177E69]
[image: ]  DrugDomain : CD «LMST»

Human el. Veterinær


	[bookmark: BKM_C9C22F9A_BEE3_4894_ADB0_CCF67929ABE3]
[image: ]  Risikosituationslægemidler (STPS) : BL «LMST»

Yes/no flag


	[bookmark: BKM_8ABD75AF_E173_46C9_869F_BBE63D973F50][bookmark: _GoBack]
[image: ]  Issue Drug : BL «LMST»

Findes på listen over Issue drugs - yes/no


	[bookmark: BKM_B25327DD_1B2E_40D0_A77F_CF34631BCAF5]
[image: ]  Skærpet Indberetningspligt : BL «LMST»

Lægemidler, som læger, tandlæger og jordemødre har en skærpet forpligtelse til at indberette bivirkninger om (i henhold til bekendtgørelse nr. 381 af 9. april 2014 om indberetning af bivirkninger ved lægemidler m.m.)


	[bookmark: BKM_360CA824_7122_4904_9783_6BAB7E6D74A6]
[image: ]  TrafficWarning : CD «LMST»

Flag for Traffic Warning. Medicinal products with a TraficWarning dulls the central nervous system, which can result in you: 
becoming drowsy or sleepy
having difficulty focusing
reacting more slowly than usually
feeling influenced. 


	[bookmark: BKM_A2325419_DE05_4C47_A0E3_5A4AD6A7B5B4]
[image: ]  DrugID : ST «LMST»

Unique identification number used to define a medicinal product. Applied in dispensing form, drug strength and marketing license, i.e. many drugID's for an inidividual medicinal product.
All medicinal products in Denmark have a unique number called DrugId. 
E.g. 2810-12345-12, consisting of

1. 4 digits indicating the type. Ordinære lægemidler (ordinary medicinal products) = 2810
b. Naturlægemidler (Herbal medicinal products)= 2811
c. Radioaktive (radioactive) = 2812
d. Vitamin-og mineral (vitamin and mineral)= 2813
e. Homøopatiske (homoeopathic) = 2814

2. a serial number generated from GoPro by 
a. in the case overview to mark a case of the type MT ny (new)…, 
b. click on the function in the menu Handling (action) and 
c. then click the button Træk løbenummer (draw serial number). 

3. 2 digits for the year
the year must comply with the applicant's cover letter. 



	[bookmark: BKM_52493C08_919F_4668_A8E1_F2EB47FC461F]
[image: ]  Multi Constituent Drug : CD «LMST»

Possibly derived information. Categories to be defined e.g.
· Single active ingredient
· Multiple active ingredients, single reference substance
· Multiple active ingredients in one Pharmaceutical Product
· Multiple active ingredients in multiple Pharmaceutical Products



	[bookmark: BKM_9FB06F7F_7399_4398_84D3_2250FF1501B2]
[image: ]  DrugType : CD «LMST»

Derived from DrugID first four digits

Ordinære lægemidler (ordinary medicinal products) = 2810
b. Naturlægemidler (Herbal medicinal products)= 2811
c. Radioaktive (radioactive) = 2812
d. Vitamin-og mineral (vitamin and mineral)= 2813
e. Homøopatiske (homoeopathic) = 2814

x. vaccine
x. herbal


	[bookmark: BKM_77D1CC39_13E2_432E_B965_BB9ABB8AC7B7]
[image: ]  Comment : ST «LMST»

Comments regarding product


	[bookmark: BKM_C9FBDC10_3885_4C08_8BAA_BE86FA9A3976]
[image: ]  ParallelDistribution : BL «LMST»

Flag indicating that this product is being parallel distributed. Derived from underlying package with price type = paralleldistribution.


	[bookmark: BKM_18B19642_9ABF_48DF_8C9D_E514E87BD914]
[image: ]  ParallelImport : BL «LMST»

Flag marking whether the drug is Parallelly Imported. Parallel import implies that a medicine, for which the Danish Health and Medicines Authority has already granted a marketing authorisation, is imported into Denmark through other distribution channels than the ones agreed with the patent holder.
Foreign as well as Danish medicines may be imported in parallel, and it may be human as well as veterinary medicines. 


	[bookmark: BKM_05A9C1E9_76F7_4226_986A_73C1E14A77AA]
[image: ]  NoSubstitutionGroup : BL «LMST»

Indicates no substitution group is to be set 


	[bookmark: BKM_F423D9DE_42CD_4F08_B3B5_73FA08274837]
[image: ]  Note : ST «LMST»

Anvendes til intern sagsbehandling. Vigtig information om produktet.


	[bookmark: BKM_5A5F0D02_477F_4D02_96C4_56C0BB5DD967]
[image: ]  DefinedDailyDoseGroup : CD «LMST»

Used for Grouping Formulations according to Defined Daily Dose


	[bookmark: BKM_BDABFA7F_CEFA_4344_BBE0_9161AE775D85]
[image: ]  Remarks : CD «LMST»

Anvendes til at give særlig opmærksomhed omkring et lægemiddel, f.eks. hvis der er særlige betingelser jvf. Kommissionsbeslutning. Øvrige typer: Referral, Arbitration, Kvalitetsproblemer, uafsluttet Retssag, Indikationsproblem, Børn, Skærpet opmærksomhed, eller Bivirkningsproblem.




[bookmark: BKM_F0DD7FFD_DF7A_47EA_B700_198EEA2DEAC2]  

[bookmark: _Toc482878014]Medicinal Product Name
Class in package 'idmp'

Refer to ISO 11615 for description.

Medicinal Product Name 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_AB4FD132_D713_456A_9209_263E32824DC7]ATTRIBUTES

	
[image: ]  Full Name : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_4EF20D70_E9C4_436B_87D9_5D48C5707085]
[image: ]  Invented Name Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_4C51A1A4_B6DC_4BAB_8EAB_FC144ED82AB1]
[image: ]  Scientific Name Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_063A2C02_2653_45C9_956E_B4C09C1FC92E]
[image: ]  Strength Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_A14DF9B6_5837_4EF3_8274_35DB9A1FC9CE]
[image: ]  Pharmaceutical Dose Form Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_E04ADE47_0D1F_4865_A9CB_938E1D4FC53B]
[image: ]  Formulation Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_5B5B9619_4590_42AF_9F38_C8F33DF0D9AD]
[image: ]  Intended Use Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_F5D9E272_E03F_4F07_9DFE_241910C20F06]
[image: ]  Target Population Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_2E6B715D_C5DC_41F1_8F3C_AB2099F6FB2E]
[image: ]  Container Or Pack Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_C4C59922_D834_46DF_87E0_05B92F273FAE]
[image: ]  Device Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_1C5B005E_A84E_4585_8FDC_EAE8B23E3471]
[image: ]  Trademark Or Company Name Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_81482BE7_FB01_4273_AFE5_EF2321D27EF5]
[image: ]  Time/Period Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_2DE4314D_F925_4056_AD93_D9BF427DCF05]
[image: ]  Flavour Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_5D6D6EDA_520A_4B36_B89E_427CCA79735D]
[image: ]  Delimiter Part : ENXP 

Refer to ISO 11615 for description.


	[bookmark: BKM_E4C9AFBC_DAFE_4196_B2D8_526C1BDF567E]
[image: ]  TakstName : ST «LMST»

Tekst til taksten, afkortet dansk tekst.




[bookmark: BKM_86671A9F_C34B_4EB7_A782_4F0A2D2098B4]  

[bookmark: _Toc482878015]Medicines Regulatory Agency (Organisation)
Class in package 'idmp'

Refer to ISO 11615 for description.

Medicines Regulatory Agency (Organisation) 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017

[bookmark: BKM_7A0C88DA_8447_459F_A32C_D52530A9EDDD]  

[bookmark: _Toc482878016]Official Name
Class in package 'idmp'

Refer to ISO 11238 for description

Official Name 
Version 1.0  Phase 1.0  Proposed
nkae created on 15-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_F0CAF7FF_D08E_4D58_BCB3_41006DA2FFB0]ATTRIBUTES

	
[image: ]  Official Name Type : CD 

Refer to ISO 11238 for description


	[bookmark: BKM_90668F95_1B81_40D0_AEED_40BBF28969C5]
[image: ]  Official Name Status : CD 

Refer to ISO 11238 for description


	[bookmark: BKM_88F79208_1896_44E6_8A8C_9EF2C16EC691]
[image: ]  Change Date : TS 

Refer to ISO 11238 for description




[bookmark: BKM_06802430_E785_4B70_8CCC_90A3E0F946E7]  

[bookmark: _Toc482878017]Orphan Designation
Class in package 'idmp'

Refer to ISO 11615 for description.

Orphan Designation 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_B06ED93B_D5BF_49A8_B90F_BDAED8067C42]ATTRIBUTES

	
[image: ]  Orphan Indication Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_F2FBDD42_A675_4F39_B114_39EFF017609B]
[image: ]  Orphan Procedure Number : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_F547D731_17E1_4B82_807E_A10761F0FB67]
[image: ]  Orphan Designation Authorisation Status : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_01C9CD5E_6413_44DF_A645_E7B619A14695]
[image: ]  Orphan Designation Authorisation Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_E6B153B1_717A_4C08_A724_3342C1DCF57B]
[image: ]  Orphan Designation Number : II 

Refer to ISO 11615 for description.




[bookmark: BKM_44E08DF0_6DCD_41AF_9852_98820418D3BC]  

[bookmark: _Toc482878018]Other Characteristics
Class in package 'idmp'

Refer to ISO 11615 for description.

Other Characteristics 
Version 1.0  Phase 1.0  Proposed
nkae created on 24-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_A712BA59_0D1A_404B_8482_B04903820594]ATTRIBUTES

	
[image: ]  Code System : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_53A6427C_8B86_45B7_96DE_8EEF7FA61EC3]
[image: ]  Value : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_F8CC520E_7A27_4E45_9151_E8E1112900DC]  

[bookmark: _Toc482878019]Other Therapy Specifics
Class in package 'idmp'

Refer to ISO 11615 for description.

Other Therapy Specifics 
Version 1.0  Phase 1.0  Proposed
NKAE created on 31-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_EF9706DE_90FE_4D2F_AE18_C8EC43723759]ATTRIBUTES

	
[image: ]  Therapy Relationship Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_3E059140_953C_404C_8530_6098BD2D6249]
[image: ]  Medication : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_BA0453C9_6B8A_4622_AEF3_86DFA2DD1D99]  

[bookmark: _Toc482878020]Package (Component)
Class in package 'idmp'

Refer to ISO 11615 for description.

Package (Component) 
Version 1.0  Phase 1.0  Proposed
nkae created on 24-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_33001EEE_65BF_45BB_8679_66EA6698E666]ATTRIBUTES

	
[image: ]  Component Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_386833D0_48B4_4F05_A28E_797EC21D6BE5]
[image: ]  Component Material : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_1D3DDB08_19AE_44A8_9570_BC76D6E9D187]
[image: ]  Component Alternate Material : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_E26A51FA_18DB_498C_9787_A5ED72E01B3A]  

[bookmark: _Toc482878021]Package Item (Container)
Class in package 'idmp'

Refer to ISO 11615 for description.

Package Item (Container) 
Version 1.0  Phase 1.0  Proposed
nkae created on 24-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_92843B48_6E51_4F6D_80BC_CB333E6CE065]ATTRIBUTES

	
[image: ]  Package Item (Container) Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_007303BA_B862_4E4A_9AD8_26EDA841E841]
[image: ]  Package Item (Container) Quantity : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_766DA98E_6C01_4271_93DC_3C5BE2B7C3F2]
[image: ]  Material : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_414B7651_0DDD_4918_9416_E450D4B8903B]
[image: ]  Alternate Material : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_8E913009_4DC5_4896_B0E7_6CD4684E5E0B]  

[bookmark: _Toc482878022]Packaged Medicinal Product
Class in package 'idmp'

Refer to ISO 11615 for description.

Packaged Medicinal Product 
Version 1.0  Phase 1.0  Proposed
nkae created on 24-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_8CEF579D_BFFC_4243_B2A6_F77E830EB1B0]ATTRIBUTES

	
[image: ]  PCID : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_7F41AC3E_BD95_4A49_81E7_DD61CC623556]
[image: ]  Package Description : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_8D8F0DAE_524C_41CF_BFFD_4446B875B50A]
[image: ]  Pris : PQ «LMST»

Priser på pakning


	[bookmark: BKM_C36C0684_F7CE_4E57_8739_2E7105621A17]
[image: ]  Selvvalg : BL «LMST»

Selvvalg (Placering i apotek)
Angives på pakningsniveau evt. relation til udleveringsbestemmelse


	[bookmark: BKM_4728048D_A3EC_461F_8266_F9EAA43ACA62]
[image: ]  EnhederTotal : PQ «LMST»

Totalenhed per pakke f.eks. 5 penne á 3ml = 15ml
Dette kan udledes af modellen, men skal beregnes af et system og evt. gemmes i en fysisk datamodel.


	[bookmark: BKM_DACDE071_719F_4B2F_8361_3346E0E8F629]
[image: ]  Leveringsevne : PQ «LMST»

Leveringsevne (rapporteres hver 14. dag)


	[bookmark: BKM_8F82298D_AF34_4AF6_842B_8D51A6AB131E]
[image: ]  Leveringssvigt : BL «LMST»

Leveringssvigt (daglig rapportering)


	[bookmark: BKM_6CAB7D6D_0010_4B94_94E3_58F18871E46D]
[image: ]  Tilskud : PQ «LMST»

Tilskud på pakning


	[bookmark: BKM_9A1BE268_6AB0_4930_A3B3_A34C05674DF0]
[image: ]  Sorteringskode : ST «LMST»

Sorteringskode.


	[bookmark: BKM_B9F621C8_134A_477A_89FE_9C7AC7866BBE]
[image: ]  Comment : ST «LMST»

Kommentar


	[bookmark: BKM_CC3CE2AD_0AD6_4725_996F_12F204F4B328]
[image: ]  NumberOfDDD : PQ «LMST»

Antal definerede døgndoser i pakningen.




[bookmark: BKM_6902C0FF_33A2_4277_8288_FC349338BAAF]  

[bookmark: _Toc482878023]PhPID set
Class in package 'idmp'

Refer to ISO 11615 for description.

PhPID set 
Version 1.0  Phase 1.0  Proposed
nkae created on 21-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_971F79A9_AD26_41D3_B331_487870F71F7E]ATTRIBUTES

	
[image: ]  PhPID Identifier Sets : II 

Refer to ISO 11615 for description.




[bookmark: BKM_6A8ADFBF_F1CF_40FA_9BB6_75F4862D6C98]  

[bookmark: _Toc482878024]Pharmaceutical Product
Class in package 'idmp'

Refer to ISO 11615 for description.

Pharmaceutical Product 
Version 1.0  Phase 1.0  Proposed
nkae created on 21-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_D82207BE_FD31_4426_A9A6_82EAD06F04CE]ATTRIBUTES

	
[image: ]  Administrable Dose Form : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_82CE2934_80F4_4FCA_87DA_3B65D484BD8E]
[image: ]  Unit of Presentation : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_34FF332D_B9BE_47D8_AEEE_BF1BB9882FCE]  

[bookmark: _Toc482878025]Pharmaceutical Product Characteristics
Class in package 'idmp'

Refer to ISO 11615 for description.

Pharmaceutical Product Characteristics 
Version 1.0  Phase 1.0  Proposed
nkae created on 21-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_10A96A4D_36E5_4B59_B640_CAA04DE4E3C7]ATTRIBUTES

	
[image: ]  Code System : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_5099FA7C_7A44_4DD0_8529_FC4EBCD8CBFC]
[image: ]  Value : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_101CF4ED_8ED1_43AF_9D98_672E036A0939]
[image: ]  Status : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_6D9103FD_7E0B_4ACC_9853_82D7B9DA9DAE]  

[bookmark: _Toc482878026]Physical Characteristics
Class in package 'idmp'

Refer to ISO 11615 for description.

Physical Characteristics 
Version 1.0  Phase 1.0  Proposed
nkae created on 24-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_438848BD_1001_4A9F_AA0C_458C56E3BC6D]ATTRIBUTES

	
[image: ]  Height : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_CD12E54B_B420_45DA_B7FB_C7B52EC489F7]
[image: ]  Width : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_B9C4DEE3_90F0_4354_A7AE_255B9C86E848]
[image: ]  Depth : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_86D1D759_7B1D_4426_82D1_A779BC6D5DB1]
[image: ]  Weight : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_85EAD290_0BAA_402C_A4E8_A244B978DE59]
[image: ]  Nominal Volume : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_B63A93F8_FBA1_4E78_89A5_E71E4C515C78]
[image: ]  External Diameter : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_62ED9A63_6F09_4402_B337_71110A1D3E62]
[image: ]  Shape : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_E71E6F2D_7A15_45BE_805E_61F440261745]
[image: ]  Colour : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_E4D60BD0_6E26_4878_AE17_E568EA0AD8A0]
[image: ]  Imprint : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_03193198_2B61_441D_BA75_9674CFF83E4D]
[image: ]  Image : ED 

Refer to ISO 11615 for description.


	[bookmark: BKM_1859C29D_9598_48E5_80FE_2974BF1B29CF]
[image: ]  Scoring : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_3A68308A_2FAD_4CDF_9D17_9725DC7CB1BD]  

[bookmark: _Toc482878027]Population Specifics
Class in package 'idmp'

Refer to ISO 11615 for description.

Population Specifics 
Version 1.0  Phase 1.0  Proposed
NKAE created on 31-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_FABCEFB5_8F0C_4B98_991A_927E157C089F]ATTRIBUTES

	
[image: ]  Age : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_953F46A9_290F_4295_98B7_C2D57F9FD7E8]
[image: ]  Age Range Low : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_E78DE0BC_B7F8_4364_97FA_0D4BDE87A4B7]
[image: ]  Age Range High : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_E53A343C_F060_4367_8850_34D47C40755D]
[image: ]  Gender : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_7F2706AD_AC0E_43AC_ADF6_0A5F4184CB9F]
[image: ]  Race : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_D911B3D2_2F7B_4DEB_A586_3988FFE3A020]
[image: ]  Physiological Condition : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_01B326A2_B34D_41E1_BC56_A473461E97A8]  

[bookmark: _Toc482878028]Product Classification
Class in package 'idmp'

Refer to ISO 11615 for description.

Product Classification 
Version 1.0  Phase 1.0  Proposed
nkae created on 14-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_7A35D123_5122_49ED_8AC5_92E87200ACAF]ATTRIBUTES

	
[image: ]  Code System : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_BF960820_64C0_46C5_9931_759E5277A309]
[image: ]  Value : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_2CD776B9_2185_42AC_A79E_9BE4CFDB82DF]  

[bookmark: _Toc482878029]Product Cross-Reference
Class in package 'idmp'

Refer to ISO 11615 for description.

Product Cross-Reference 
Version 1.0  Phase 1.0  Proposed
nkae created on 14-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_71523BDE_5262_41C2_8601_7F7E55D5AC6F]ATTRIBUTES

	
[image: ]  (I)MPID Cross-Reference : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_B178444B_4661_4DB2_B6ED_004FD6F900D7]
[image: ]  Referenced Product Type : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_734D0B9E_E2C3_45C5_80AD_A8A591AEFA5E]  

[bookmark: _Toc482878030]Reference Source
Class in package 'idmp'

Refer to ISO 11238 for description

Reference Source 
Version 1.0  Phase 1.0  Proposed
nkae created on 15-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_36A65E9C_7975_44E4_A49D_263DE48A8EC6]ATTRIBUTES

	
[image: ]  Public Domain : BL 

Refer to ISO 11238 for description


	[bookmark: BKM_30391FB6_83CF_4A29_95D8_99EDE2FEC104]
[image: ]  Reference Source Type : CD 

Refer to ISO 11238 for description


	[bookmark: BKM_E2BC1050_3173_4461_AB42_EF2210C4605C]
[image: ]  Reference Source Class : CD 

Refer to ISO 11238 for description


	[bookmark: BKM_686F08CA_331E_498C_99B4_B1220DC69757]
[image: ]  Reference Source Id : ST 

Refer to ISO 11238 for description


	[bookmark: BKM_9B7F1951_07CE_4E20_ABE1_FBAD63D6F5B9]
[image: ]  Reference Source Citation : ST 

Refer to ISO 11238 for description




[bookmark: BKM_CEF5E07C_680C_47CB_ABA0_0835FF41EDAD]  

[bookmark: _Toc482878031]Reference Strength
Class in package 'idmp'

Refer to ISO 11615 for description.

Reference Strength 
Version 1.0  Phase 1.0  Proposed
nkae created on 21-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_6D23B619_F00A_4128_8C56_F798E41E5ABF]ATTRIBUTES

	
[image: ]  Reference Substance : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_C3DA7968_D324_4554_8341_0162836B9231]
[image: ]  Reference Specified Substance : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_05A9822E_98AF_42A2_924A_1E1B12F408CE]
[image: ]  Reference Strength Range : RTO<PQ,PQ> 

Refer to ISO 11615 for description.


	[bookmark: BKM_EFBA0908_FE3C_4531_80FD_D084F8579595]
[image: ]  Reference Strength Measurement Point : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_A8645551_91BD_4845_87BB_936E94462BDC]
[image: ]  Reference Strength Country : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_58B815F4_62B9_46CB_BEA6_F3E18163F8D6]  

[bookmark: _Toc482878032]Route of Administration
Class in package 'idmp'

Refer to ISO 11615 for description.

Route of Administration 
Version 1.0  Phase 1.0  Proposed
nkae created on 21-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_67BD7FB2_E37A_4988_85AB_8AA4097D7C95]ATTRIBUTES

	
[image: ]  Route of Administration : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_B5DF83C2_F2FE_4327_ACD2_94F5F2E7E0DC]  

[bookmark: _Toc482878033]SME
Class in package 'idmp'

Refer to ISO 11615 for description.

SME 
Version 1.0  Phase 1.0  Proposed
NKAE created on 02-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_EAF65F29_9678_4CF6_A2D0_579D78A960F9]ATTRIBUTES

	
[image: ]  SME Flag : BL 

Refer to ISO 11615 for description.


	[bookmark: BKM_BCB15D54_D4B4_4E00_AA0B_27F0FFA417DB]
[image: ]  Size : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_FC31FA79_6407_4FB1_8805_EC40FA63D0AF]
[image: ]  SME Number : II 

Refer to ISO 11615 for description.


	[bookmark: BKM_52A126AF_0AC2_4847_9C71_CFE154AAFBDE]
[image: ]  Status Date : TS 

Refer to ISO 11615 for description.




[bookmark: BKM_86EB929E_EB7B_4C4A_91F0_0727A1F6E6DE]  

[bookmark: _Toc482878034]Shelf Life/Storage
Class in package 'idmp'

Refer to ISO 11615 for description.

Shelf Life/Storage 
Version 1.0  Phase 1.0  Proposed
nkae created on 24-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_F81529C5_153E_4E38_B942_8F6ED95C77DB]ATTRIBUTES

	
[image: ]  Shelf Life Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_5D0809EF_9C72_4927_9C82_053C335DC2C7]
[image: ]  Shelf Life Time Period : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_BC0C47E4_39A6_4D8B_A9D3_35E8BE5E0C7D]
[image: ]  Special Precautions for Storage : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_13130F25_3060_4D46_A17E_75A57F810AB8]
[image: ]  Shelf Life Comment : ST «LMST»

Kommentar




[bookmark: BKM_F4C3AEE5_AFAA_4E15_BEE5_DCCEF5B2F3AA]  

[bookmark: _Toc482878035]Specified Substance
Class in package 'idmp'

Refer to ISO 11615 for description.

Specified Substance 
Version 1.0  Phase 1.0  Proposed
nkae created on 21-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_29A07CD5_7CC9_48C0_9C58_6CB752B0D42B]ATTRIBUTES

	
[image: ]  Specified Substance : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_D399049A_8F1F_4B38_9310_EE9D51864935]
[image: ]  Specified Substance Group : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_A2ED4470_C86D_42E9_90C0_3380A4652164]
[image: ]  Confidentiality Indicator : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_D7B8C1C3_FB0F_4B73_B21A_3E5C950AF8C4]  

[bookmark: _Toc482878036]Specified Substance Group3
Class in package 'idmp'

Refer to ISO 11238 for description

Specified Substance Group3 
Version 1.0  Phase 1.0  Proposed
nkae created on 15-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_5810CC53_E703_4580_AF3E_1545046E3B99]ATTRIBUTES

	
[image: ]  Specified Substance Group3 Id : II 

Refer to ISO 11238 for description


	[bookmark: BKM_DD79AAD6_5ED2_497E_99DA_83BD5553B256]
[image: ]  Specified Substance Group3 Name : ST 

Refer to ISO 11238 for description




[bookmark: BKM_33C2F8DB_D440_4AA4_AAC8_491730B981D1]  

[bookmark: _Toc482878037]Sponsor (Organisation)
Class in package 'idmp'

Refer to ISO 11615 for description.

Sponsor (Organisation) 
Version 1.0  Phase 1.0  Proposed
NKAE created on 17-05-2017.  Last modified 17-05-2017

[bookmark: BKM_AD700C19_CEB4_4757_A80F_7833BD080FA9]  

[bookmark: _Toc482878038]Status Reasons
Class in package 'idmp'

Refer to ISO 11615 for description.

Status Reasons 
Version 1.0  Phase 1.0  Proposed
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	[bookmark: BKM_FAC11AC2_969A_4E93_9F6D_14ABEF05DAFA]ATTRIBUTES

	
[image: ]  Reason : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_88E82CD0_34DA_46C5_9949_97209DEB701F]
[image: ]  Reason Comment : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_629DF5CE_A20B_4999_84FA_C3F5F4604551]
[image: ]  Legal Grounds : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_7BA0D9B9_F155_4DED_A693_648C156D6706]
[image: ]  Legal Grounds Comment : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_DFF9FEEB_66F0_41FC_9D05_2C8D857BA05B]
[image: ]  Restore Date : TS 

Refer to ISO 11615 for description.


	[bookmark: BKM_7BA86D1F_2274_4516_8CCB_41615DDA0F03]
[image: ]  Condition to Restore : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_5E1C1835_7A8A_4A4A_8E64_1B6321D8AB3A]
[image: ]  Condition to Restore Comment : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_B11A6D56_FD2B_456D_AFEB_F0D111B35446]
[image: ]  Change Request Organisation Type : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_AFD4429E_3655_4E46_8CC1_C14E34EE962A]
[image: ]  Geographic Area for Action Taken : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_081003FF_F4C7_4113_8632_68B22619B877]  

[bookmark: _Toc482878039]Strength
Class in package 'idmp'

Refer to ISO 11615 for description.

Strength 
Version 1.0  Phase 1.0  Proposed
nkae created on 21-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_D7ABF88C_633F_4690_A9AD_791B255540CE]ATTRIBUTES

	
[image: ]  Strength (Presentation) : RTO<PQ,PQ> 

Refer to ISO 11615 for description.


	[bookmark: BKM_4EFC9296_37BF_4948_94A8_EC06BEF5DAD2]
[image: ]  Strength (Concentration) : RTO<PQ,PQ> 

Refer to ISO 11615 for description.


	[bookmark: BKM_A862708F_33E3_4CFA_BD3D_68A419CD9DA5]
[image: ]  Measurement Point : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_82A6D0F6_6D74_4FDE_BAC3_E1FB67A2BFB2]
[image: ]  Country : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_E93FB191_6319_47AF_A4B9_EF8F7F8B557A]  

[bookmark: _Toc482878040]Substance
Class in package 'idmp'

Refer to ISO 11238 for description

Substance 
Version 1.0  Phase 1.0  Proposed
nkae created on 15-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_106C7C23_D0BF_4391_BC34_89649E38B191]ATTRIBUTES

	
[image: ]  Substance Id : II 

Refer to ISO 11238 for description


	[bookmark: BKM_87A0D0BE_CFC6_4D15_A4D9_1004968F93A2]
[image: ]  Substance Type : CD 

Refer to ISO 11238 for description




[bookmark: BKM_470795C5_3BFB_458A_9CAA_EE0F7F3F285C]  

[bookmark: _Toc482878041]Substance
Class in package 'idmp'

Refer to ISO 11615 for description.

Substance 
Version 1.0  Phase 1.0  Proposed
nkae created on 21-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_5DD61378_39F3_41E3_853A_E090C5E01B2A]ATTRIBUTES

	
[image: ]  Substance : CD 

Refer to ISO 11615 for description.




[bookmark: BKM_650885EE_D52D_4849_9D01_A438D380AD00]  

[bookmark: _Toc482878042]Substance Code
Class in package 'idmp'

Refer to ISO 11238 for description

Substance Code 
Version 1.0  Phase 1.0  Proposed
nkae created on 15-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_A759EAA5_A59F_450A_B7E1_B737B8BE8444]ATTRIBUTES

	
[image: ]  Code : CD 

Refer to ISO 11238 for description


	[bookmark: BKM_8BE6E92E_5A5C_4B66_A2B1_E86A4855FC70]
[image: ]  Code System : CD 

Refer to ISO 11238 for description


	[bookmark: BKM_B5D61A97_1480_4AFB_BDE5_CF785B084728]
[image: ]  Code System Id : CD 

Refer to ISO 11238 for description


	[bookmark: BKM_C0D6969D_3EDB_4AFB_9B41_CE5A63E063AE]
[image: ]  Code System Status : CD 

Refer to ISO 11238 for description


	[bookmark: BKM_55CA9CCE_23B5_4B8C_87AF_61028A4CB22D]
[image: ]  Code Change Date : TS 

Refer to ISO 11238 for description


	[bookmark: BKM_D8AD2F0F_92F0_4965_9DF8_2341E855CE64]
[image: ]  Comment : ST 

Refer to ISO 11238 for description




[bookmark: BKM_AC85B175_27C3_42F6_BB29_68A461804DC8]  

[bookmark: _Toc482878043]Substance Name
Class in package 'idmp'

Refer to ISO 11238 for description

Substance Name 
Version 1.0  Phase 1.0  Proposed
nkae created on 15-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_906E2207_3852_4BCE_AE3E_F5EB6AB902D2]ATTRIBUTES

	
[image: ]  Substance Name : ST 

Refer to ISO 11238 for description


	[bookmark: BKM_74D813F8_03BF_4862_879B_6F958D305A35]
[image: ]  Substance Name Type : CD 

Refer to ISO 11238 for description


	[bookmark: BKM_C425F2C5_C62D_4976_AFE5_5C1AE63B03EA]
[image: ]  Language : CD 

Refer to ISO 11238 for description




[bookmark: BKM_2BFF2AB4_6174_4224_99B1_9F7E2767E2CC]  

[bookmark: _Toc482878044]Therapeutic Indication
Class in package 'idmp'

Refer to ISO 11615 for description.

Therapeutic Indication 
Version 1.0  Phase 1.0  Proposed
NKAE created on 31-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_57A3AFBA_8FDE_4192_ADE2_C9B8408639A2]ATTRIBUTES

	
[image: ]  Indication Text : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_C982DB5B_256E_4285_86BC_56BD2A676E37]
[image: ]  Indication as "Disease/Symptom/Procedure" : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_0A5A733B_F007_4B67_992E_898A0D8EA0F0]
[image: ]  Disease Status : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_A4AD0A3F_45C6_495E_9852_9D91B366A54E]
[image: ]  Comorbidity : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_2B320466_3FE9_41CE_8064_4BAC446F2463]
[image: ]  Intended Effect : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_5497F3AA_D7C2_4904_94F2_412287E630DF]
[image: ]  Timing/Duration : PQ 

Refer to ISO 11615 for description.


	[bookmark: BKM_7E86AEFB_E943_4126_85A7_695D333CD687]
[image: ]  Indikationstekst, borgervendt : ST «LMST»

En borgervendt indikationstekst


	[bookmark: BKM_CFC71C14_5FFA_4F17_8954_BA1E14E90E85]
[image: ]  Indikationskode, LMST : CD «LMST»

Reference til LMST indikationsdatabase


	[bookmark: BKM_FF03A172_3D91_42AF_BD07_48AD0140A3EF]
[image: ]  Doseringstekst/Doseringsforslag : CD «LMST»

Forklarende doseringstekst


	[bookmark: BKM_80CF5B24_CF9C_4AE7_844C_F040ECDFA0B4]
[image: ]  Doseringsenhed : PQ «LMST»

Doseringsenhed




[bookmark: BKM_A97467A7_3FBB_436D_8BFD_7F3FC7F90727]  

[bookmark: _Toc482878045]Undesirable Effects
Class in package 'idmp'

Refer to ISO 11615 for description.

Undesirable Effects 
Version 1.0  Phase 1.0  Proposed
NKAE created on 31-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_FFB92CAA_053C_4A06_B5DC_545E65BD734C]ATTRIBUTES

	
[image: ]  Undesirable Effect Text : ST 

Refer to ISO 11615 for description.


	[bookmark: BKM_E90350B9_9611_4C5F_8132_7647533CD136]
[image: ]  Undesirable Effect as "Symptom/Condition/Effect" : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_367A6A6A_606D_4435_B5F6_56BFA728EB83]
[image: ]  Symptom/Condition/Effect Classification : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_F0C4E2C2_1955_4927_B2ED_E4B0F6C6B65D]
[image: ]  Frequency of Occurrence : CD 

Refer to ISO 11615 for description.


	[bookmark: BKM_88A3C067_E86A_4118_8F9D_F38F34A632EB]
[image: ]  Alvorlig/Ikke alvorlig bivirkning : CD «LMST»

Markering af alvorlig/ikke alvorlig bivirkning




[bookmark: BKM_88F1B0CA_8228_4B29_B123_5B43AB4178D6][bookmark: IDMP_END][bookmark: BKM_0F2F1DD6_C851_4DD3_9AE2_5FC754372BA5]    

[bookmark: LMST_START]

[bookmark: _Toc482878046]lmst

Package in package 'IDMP Based Model'

lmst
Version 1.0  Phase 1.0  Proposed
nkae created on 15-05-2017.  Last modified 15-05-2017
Alias 




[bookmark: _Toc482878047]Defined Daily Dose
Class «LMST» in package 'lmst'

Defined Daily Dose (DDD). For an ATC code there can be attached values for daily dosis. These can originate form different sources (national or WHO) and can therefore be different. This table specifies a value and a unit and it is further possible to specify an ellaborative in Danish and English.

Defined Daily Dose 
Version 1.0  Phase 1.0  Proposed
nkae created on 14-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_2F34F608_C867_42CF_98C9_B10793D3F379]ATTRIBUTES

	
[image: ]  RouteOfAdministration : CD 

Route of Administration applicable for the DDD


	[bookmark: BKM_BE7FD2EA_06EB_440D_8790_395090B3DD01]
[image: ]  Value : PQ 

DDD Value


	[bookmark: BKM_52142909_C826_4F7B_A05F_3106CA6E61CF]
[image: ]  DefinedDailyDoseTextDK : ST 

DDD Text in Danish


	[bookmark: BKM_921BFBEF_B1C9_4F61_A9D4_91379919E9EB]
[image: ]  DefinedDailyDoseTextEN : ST 

DDD Text in English


	[bookmark: BKM_9CD42979_787B_456E_9AD2_165169C93FE0]
[image: ]  Comment : ST 

Kommentar


	[bookmark: BKM_7ED803A6_6968_4673_B10E_ABE234114B46]
[image: ]  IsTemporary : BL 

Flag:
1 indicating whether the value is temporary until the official ATC code is defined, otherwise 0




[bookmark: BKM_4230A136_BF68_4FE3_AE91_538062041AE1]  

[bookmark: _Toc482878048]Ordinating Unit
Class «LMST» in package 'lmst'

(NBS) - Må kun udleveres til sygehuse eller efter ordination af nærmere bestemte speciallæger. Udleveres efter bestemmelse (A), men derudover fastsætter Sundhedsstyrelsen for hvert enkelt lægemiddel, hvilke speciallæger der må ordinere det.

Ordinating Unit 
Version 1.0  Phase 1.0  Proposed
nkae created on 14-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_B2FABFB5_A108_4C36_B774_468FE469807C]ATTRIBUTES

	
[image: ]  Medical Specialist : CD 

Specialisttype




[bookmark: BKM_A7DEB7D4_BB98_4B22_A7F0_4104F408322F]  

[bookmark: _Toc482878049]Price Type
Class «LMST» in package 'lmst'

Contains information on price type (Parallel is not currently used) 
Pt contains: 

DK: Danish Price 
EU: European Price 
PD: Parallel distribution 
PI: Parallel

Price Type 
Version   Phase   
nkae created on 17-05-2017.  Last modified 17-05-2017
	[bookmark: BKM_238F7B2F_885F_4AE9_B8AD_F2DAAB48C1DB]ATTRIBUTES

	
[image: ]  PriceTypeCode : ST 

Kode.


	[bookmark: BKM_7AF48BCC_7124_4686_9AE4_576E90E81194]
[image: ]  PriceTypeTextDK : ST 

Tekst på dansk.


	[bookmark: BKM_166BAFDE_795C_46B8_A9AB_88489B28F410]
[image: ]  PriceTypeTextEN : ST 

Tekst på engelsk.




[bookmark: BKM_3FC06681_E76D_4F8A_817D_65E7C4BBA653]  

[bookmark: _Toc482878050]Product Family
Class «LMST» in package 'lmst'

Produktfamilie knytter produkter sammen i familier. under et SPN Nummer

Product Family 
Version 1.0  Phase 1.0  Proposed
nkae created on 14-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_A3586F6E_3EEC_4992_9A1B_8B544D5C755D]ATTRIBUTES

	
[image: ]  SPN-nummer : ST 

Specialitetsnummer.
Groups Formulations according to SPN number (see a description of this).


	[bookmark: BKM_88E3F472_A44C_433D_B4FE_68C600690AAF]
[image: ]  DSP-nummer : ST 

SpecialitetsNævnets Nummer (Danish Speciality number) 
SpN no. is a shared number for a medicinal product from the same registration holder. All forms and strengths for the medication regarding this medicinal product must be registered in KAT with the same number. It is is an internal number in the Danish Health and Medicines Authority, which was once used to number medicinal products in relation to the speciality board.


	[bookmark: BKM_B6152B2B_D7C3_4BAB_9C32_A15A393050A6]
[image: ]  Comment : ST 

Kommentar




[bookmark: BKM_14726545_A724_4DA2_BA46_009AD8D696A2]  

[bookmark: _Toc482878051]VET Information
Class «LMST» in package 'lmst'

Information on veterinære produkter som pt. ikke er inkluderet i ISO IDMP.
Det er ikke en komplet liste af felter til VET.

VET Information 
Version 1.0  Phase 1.0  Proposed
NKAE created on 31-03-2017.  Last modified 15-05-2017
	[bookmark: BKM_C77E0AB4_C259_4A84_BD73_D09296E77AFC]ATTRIBUTES

	
[image: ]  MRL : PQ 

Maximum Residue Limit


	[bookmark: BKM_B9F0B328_4D4C_43A5_9472_6BBE5EE8A93B]
[image: ]  Tilbageholdelsestid : PQ 

Tilbageholdelsestid inden slagtning


	[bookmark: BKM_2D60DDA4_2E63_4C80_9C58_299D8071472A]
[image: ]  User Safety Warnings : ST 

Warnings for the user of the medicinal product e.g. while administering the product.


	[bookmark: BKM_E8483B67_7A17_499B_97D1_51A9A79EE490]
[image: ]  Anvendelse under drægtighed, diegivning og æglægning : ST 

Special notes for use




[bookmark: BKM_1508582E_9647_451A_9AA7_2392ABACC222]  

[bookmark: _Toc482878052]Calc Types
Class «LMST» in package 'lmst'

Defines the type of DDD value on the package.
Forbrugsværdi for produkter med ATC koder, som WHOCC ikke udsteder DDD for

Calc Types 
Version   Phase   
NKAE created on 11-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_2332A9AF_42B4_47AE_9656_0E00B4243DFE]ATTRIBUTES

	
[image: ]  CalcTypeCode : CodeString 

Code


	[bookmark: BKM_9B2992D9_B348_415D_B869_81061247DCB6]
[image: ]  CalcTypeTextDK : Text 

Description in Danish


	[bookmark: BKM_7B9BBD4F_E3A0_45CF_8818_16BD4DD754FF]
[image: ]  CalcTypeTextEN : Text 

Description in English




[bookmark: BKM_BBC67554_6C57_4998_9625_CD8EDF384010]  

[bookmark: _Toc482878053]Formulation Groups
Class «LMST» in package 'lmst'

Formulations are grouped into groups which may be substituted.

Formulation Groups 
Version   Phase   
NKAE created on 10-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_2DFFE575_C7BA_41BA_B921_247234867ECC]ATTRIBUTES

	
[image: ]  FormulationGroupNo : II 

Substitutionsgruppenummer for formuleringer.


	[bookmark: BKM_56E8F8CD_CD62_4EC0_BEC5_2B29DA044017]
[image: ]  RecommendationLevelCode : CD 

Used to set a recommendation level on Formulations in a group. This can indicate e.g. 
1: Preferred
2: Usable if 1 not available
3: Usable if 1 or 2 not available 
etc.



	[bookmark: BKM_4EC963BB_BF33_4994_B5C9_2505F3D7B8AF]
[image: ]  RecommendationLevelTextDK : ST 

Recommendation Level Text in Danish


	[bookmark: BKM_473E6652_F936_4A92_88DB_B4C7441EFCD8]
[image: ]  RecommendationLevelTextEN : ST 

Recommendation Level Text in English




[bookmark: BKM_BD6645EF_DCCA_49A5_A20D_BD8CF8AD5FB0]  

[bookmark: _Toc482878054]Group Types
Class «LMST» in package 'lmst'

Information about substitution groups.
PT Contains 

G: Generic substitution
P: Parallel substitution

Group Types 
Version   Phase   
NKAE created on 10-05-2017.  Last modified 15-05-2017
	[bookmark: BKM_D9DE607D_AF30_4220_B89F_81CADACDF06C]ATTRIBUTES

	
[image: ]  GroupTypeCode : CreatedBy 

Kode.


	[bookmark: BKM_3EB49A9C_6106_4255_B008_CF5A53005649]
[image: ]  GroupTypeTextDK : Text 

Tekst pÃ¥ dansk.


	[bookmark: BKM_E9306BBD_0690_45C6_A535_0B9EDCEC8474]
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Class «LMST» in package 'lmst'

Packages are grouped into groups that can be substituted.

Package Groups 
Version   Phase   
NKAE created on 10-05-2017.  Last modified 15-05-2017
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[bookmark: _Toc482878056]Reimbur Types
Class «LMST» in package 'lmst'

Reimbur Types indicates the type of grants available to a formulation:

Pt. this is where D akive not be used in formulations:

A: General health insurance reimbursement
S: Sygdomsklausuleret subsidy
V: Grants only retirement or permanent disorder
D: General reimbursement for part of the combination package

Reimbur Types 
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Package in package 'IDMP Based Model'

oms
Version 1.0  Phase 1.0  Proposed
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Address 
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Address Detail 
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Class in package 'oms'

Alternative Language Organisation Name 
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Communication Detail 
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Email Address 
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FAX Number 
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Individual 
Version 1.0  Phase 1.0  Proposed
nkae created on 24-04-2017.  Last modified 15-05-2017

	INCOMING STRUCTURAL RELATIONSHIPS

	
[image: ]  Generalization  from  Party to  Individual
[ Direction is 'Source -> Destination'. ]
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Individual Nationality 
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Individual Organisation Location 
Version 1.0  Phase 1.0  Proposed
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Individual Organisation Location Association Type 
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Individual Title 
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	[bookmark: BKM_CA682E97_547B_4017_8037_8C4C9E741684]ATTRIBUTES

	
[image: ]  Title : CD 




	[bookmark: BKM_532AF2A9_EADB_48D3_B5AE_86BB5A1D4BC1]
[image: ]  Is Default : BL 






[bookmark: BKM_13010A1A_8093_4134_8F74_4AD695DD7CDE]  

[bookmark: _Toc482878069]Organisation
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Organisation 
Version 1.0  Phase 1.0  Proposed
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	INCOMING STRUCTURAL RELATIONSHIPS
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[ Direction is 'Source -> Destination'. ]
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[image: ]  Short name : ST 






[bookmark: BKM_2606F948_040A_44AF_BE4B_66A937A201BE]  

[bookmark: _Toc482878070]Organisation Language
Class in package 'oms'

Organisation Language 
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Organisation Location 
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Organisation Location Communication Detail 
Version 1.0  Phase 1.0  Proposed
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Organisation Location Identification 
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Organisation Location Identification Source System 
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Party 
Version 1.0  Phase 1.0  Proposed
nkae created on 24-04-2017.  Last modified 15-05-2017
Extends Individual, Organisation

	OUTGOING STRUCTURAL RELATIONSHIPS
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Party Association 
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Party Association Type 
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Party Category Classification 
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Party Communication Detail 
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Party Identification 
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[bookmark: _Toc482878081]Party Identification Source System
Class in package 'oms'

Party Identification Source System 
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Phone Number 
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URL 
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Package in package 'IDMP Based Model'

lmorg
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Detaljerede adresseoplysninger
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-  Timing/Duration: PQ

«LMST»

-  Indikationstekst, borgervendt: ST

-  Indikationskode, LMST: CD

-  Doseringstekst/Doseringsforslag: CD

-  Doseringsenhed: PQ

Population Specifics

-  Age: CD

-  Age Range Low: PQ

-  Age Range High: PQ

-  Gender: CD

-  Race: CD

-  Physiological Condition: CD

Undesirable Effects

-  Undesirable Effect Text: ST

-  Undesirable Effect as "Symptom/Condition/Effect": CD

-  Symptom/Condition/Effect Classification: CD

-  Frequency of Occurrence: CD

«LMST»

-  Alvorlig/Ikke alvorlig bivirkning: CD

Other Therapy Specifics

-  Therapy Relationship Type: CD

-  Medication: CD

Dækker ikke pt. behov for 

VET

«LMST»

VET Information

-  MRL: PQ

-  Tilbageholdelsestid: PQ

-  User Safety Warnings: ST

-  Anvendelse under drægtighed, diegivning og æglægning: ST

Link til 

interaktionsdatabase
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Investigational Medicinal Product

-  IMPID: II

-  Combined Pharmaceutical Dose Form: CD

-  Sponsor Product Code: ST

-  Regulator Product Code: ST

-  Paediatric Use Indicator: CD

-  Clinical Trial Status: CD

-  Orphan Designation Status: CD

«LMST»

-  Advanced Therapy: CD

-  DrugDomain: CD

-  DrugID: ST

-  Multi Constituent Drug: CD

-  DrugType: CD

Investigational Medicinal Product Name

-  Full Name: ST

-  Code: ST

-  Invented Name Part: ENXP

-  Scientific Name Part: ENXP

-  Strength Part: ENXP

-  Pharmaceutical 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

-  Delimiter Part: ENXP

Country / Language

-  Country: CD

-  Jurisdiction: CD

-  Language: CD

Attached Document

-  Identifier: II

-  Effective Date: TS

-  Type: CD

-  Content: ED

-  Language: CD

-  Media Type: CD

-  Version Number: ST

-  Version Set Identifer: II

Header

-  Identifier: II

-  Effective Date: TS

-  Language: CD

-  Version Number: ST

-  Version Set Identifier: II

Product Classification

-  Code System: CD

-  Value: CD

Orphan Designation

-  Orphan Indication Type: CD

-  Orphan Procedure Number: II

-  Orphan Designation Authorisation Status: CD

-  Orphan Designation Authorisation Date: TS

-  Orphan Designation Number: II

Product Cross-Reference

-  (I)MPID Cross-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

-  Route of Administration: CD

-  First dose in humans: PQ

-  Maximum single dose: PQ

-  Maximum dose per day: PQ

-  Maximum dose per treatment period: RTO<PQ,PQ>

-  Maximum treatment period: PQ

Pharmaceutical Product Characteristics

-  Code System: CD

-  Value: CD

-  Status: CD

Ingredient

-  Ingredient Role: CD

-  Allergenic Indicator: BL

«LMST»

-  Ingredient Placement: CD

-  Comment: ST

Substance

-  Substance: CD

Strength

-  Strength (Presentation): RTO<PQ,PQ>

-  Strength (Concentration): RTO<PQ,PQ>

-  Measurement Point: ST

-  Country: CD

Specified Substance

-  Specified Substance: CD

-  Specified Substance Group: CD

-  Confidentiality Indicator: CD

Reference Strength

-  Reference Substance: CD

-  Reference Specified Substance: CD

-  Reference Strength Range: RTO<PQ,PQ>

-  Reference Strength Measurement Point: ST

-  Reference Strength Country: CD

Contraindication

-  Contraindications Text: ST

-  Contraindications as "DiseAse/Symptom/Procedure": CD

-  Disease Status: CD

-  Comorbidity: CD

Interactions

-  Interactions Text: ST

-  Interactant: CD

-  Interactions Type: CD

-  Interactions Effect: CD

-  Interactions Incidence: CD

-  Management Actions: CD

Therapeutic Indication

-  Indication Text: ST

-  Indication as "Disease/Symptom/Procedure": CD

-  Disease Status: CD

-  Comorbidity: CD

-  Intended Effect: CD

-  Timing/Duration: PQ

Population Specifics

-  Age: CD

-  Age Range Low: PQ

-  Age Range High: PQ

-  Gender: CD

-  Race: CD

-  Physiological Condition: CD

Undesirable Effects

-  Undesirable Effect Text: ST

-  Undesirable Effect as "Symptom/Condition/Effect": CD

-  Symptom/Condition/Effect Classification: CD

-  Frequency of Occurrence: CD

«LMST»

-  Alvorlig/Ikke alvorlig bivirkning: CD

Other Therapy Specifics

-  Therapy 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

-  Confidentiality Indicator: BL

Medicines 

Regulatory Agency 

(Organisation)

Clinical Trial Authorization

-  Registration Number: II

-  Investigation Code: ST

-  Country: CD [1..*]

-  Protocol Number: II

-  Authorization Date: TS

-  Anticipated End Date: TS

Local Clinical Trial Authorization

-  Local Registration Number: II

-  Local Investigation Code: ST

-  Jurisdiction: CD [1..*]

-  Local Authorization Date: TS

-  Local Anticipated End Date: TS

Sponsor 

(Organisation)

SME

-  SME Flag: BL

-  Size: CD

-  SME Number: II

-  Status Date: TS

Investigational Packaged 

Medicinal Product

-  IPCID: II

-  Package Description: ST

«LMST»

-  Comment: ST

Same model elements as 

for Authorized Product. 

See WS3 diagram.
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Substance Name

-  Substance Name: ST

-  Substance Name Type: CD

-  Language: CD

Reference Source

-  Public Domain: BL

-  Reference Source Type: CD

-  Reference Source Class: CD

-  Reference Source Id: ST

-  Reference Source Citation: ST

Official Name

-  Official Name Type: CD

-  Official Name Status: CD

-  Change Date: TS

Substance

-  Substance Id: II

-  Substance Type: CD

Substance Code

-  Code: CD

-  Code System: CD

-  Code System Id: CD

-  Code System Status: CD

-  Code Change Date: TS

-  Comment: ST

Specified Substance Group3

-  Specified Substance Group3 Id: II

-  Specified Substance Group3 Name: ST

Grade

-  Grade Type: CD

-  Grade Name: ST

-  Grade Reference Source: ST

0..* 0..*
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0..* 0..*
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Organisation Language

-  Language: CD

Alternative Language 

Organisation Name

-  Language: CD

-  Name: ST

Individual Organisation Location

-  From Date: TS

-  To Date: TS

Individual Organisation Location Association Type

-  Association Type Name: ST

-  Individual Role Name: ST

-  Organisation Location Role Name: ST

-  Association Direction: ST

Organisation Location 

Communication Detail

-  From Date: TS

-  To Date: TS

Organisation Location

-  Name: ST

-  Comment: ST

-  Is Headquarter: BL

-  From Date: TS

-  To Date: TS

Organisation Location Identification

-  Value: ST

-  From Date: TS

-  To Date: TS

Organisation Location Identification Source 

System

-  Source System: CD

-  Is Exposed: BL

Address

-  Country: CD

-  Street Number: ST

-  Postal Code: ST

-  PO Box: ST

-  GPS: ST

Address Detail

-  Language: CD

-  Line 1: ST

-  Line 2: ST

-  Line 3: ST

-  Line 4: ST

-  City: ST

-  State: ST

-  County: ST

-  Region: ST

Communication Detail

-  Postal Address Type: CD

-  Is Preferred: BL

-  From Date: TS

-  To Date: TS

Party Communication Detail

-  From Date: TS

-  To Date: TS

Party Identification Source 

System

-  Source System: CD

-  Is Exposed: BL

Party Identification

-  Source ID: ST

-  Source Value: ST

-  From Date: TS

-  To Date: TS

Party Association Type

-  Name: ST

-  Party1 Role Name: ST

-  Party2 Role Name: ST

-  Party1 Role Applicability: CD

-  Party2 Role Applicability: CD

-  Association Direction: ST

Party Association

-  From Date: TS

-  To Date: TS

Individual Title

-  Title: CD

-  Is Default: BL

Party Category Classification

-  Party Category: CD

-  From Date: TS

-  To Date: TS

Phone Number

-  Phone Number: ST

-  Phone Extension: ST

-  Phone Number Type: CD

-  Phone Country Code: CD

FAX Number

-  FAX Number: ST

-  FAX Extension: ST

-  Phone Country Code: CD

URL

-  URL Value: ST

Email Address

-  Email Address: ST

Party

-  Comment: ST

-  From Date: TS

-  To Date: TS

Organisation

-  Acronym: ST

-  Organistion Name: ST

-  Short name: ST

Individual

-  Family Name: ST

-  Given Name: ST

-  Middle Name: ST

-  Initials: ST

Individual Nationality

-  Country: CD

ORG_ID

CVR-nr.

CPR-nr.

OMS

CVR

CPR

SOR

LMST

OMS

DUNS

ORG_LOCATION_ID

DUNS number

P-nr.
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«LMST»

Titel

-  Titel: CD

«LMST»

Nationalitet

-  Land: CD

«LMST»

Kontaktperson

-  Id: II

-  Type: CD

«LMST»

Organisation

-  Id: II

-  Type: CD

-  Kommentar: ST

-  Niveau: INT

«LMST»

Relation

-  Rolle1: ST

-  Rolle2: ST

«LMST»

Eksternt ID

-  Id: II

-  Kilde: CD

«LMST»

Alternativt Navn

-  Navn: ST

-  Sprog: CD

«LMST»

Adresse

-  Adressetype: CD

-  Sprog: CD

-  Linie 1: ST

-  Linie 2: ST

-  Linie 3: ST

-  Linie 4: ST

-  By: ST

-  Stat: ST

-  Amt: ST

-  Region: ST

-  Land: CD

«LMST»

Digital Adresse

-  Adressetype: CD

-  Email: ST

-  Telefon: ST

-  Fax: ST

-  URL: ST

F.eks. CPR, CVR, 

CVR-P, SOR, DUNS

Generelt kræves 

start-/slutdato på alle 

elementer og relationer 

for at styre historik.

Adressetype f.eks. 

faktura, levering etc.
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Medicinal Product

-  MPID: II

-  Combined Pharmaceutical Dose Form: CD

-  Additional Monitoring Indicator: CD

-  Special Measures: ST

-  Paediatric Use Indicator: CD

-  Orphan Designation Status: CD

«LMST»

-  Advanced Therapy: CD

-  P30-Vaccine: CD

-  DosageDispensing: CD

-  P29-UdleveringsTilladelse: CD

-  DrugDomain: CD

-  Risikosituationslægemidler (STPS): BL

-  Issue Drug: BL

-  Skærpet Indberetningspligt: BL

-  TrafficWarning: CD

-  DrugID: ST

-  Multi Constituent Drug: CD

-  DrugType: CD

-  Comment: ST

-  ParallelDistribution: BL

-  ParallelImport: BL

-  NoSubstitutionGroup: BL

-  Note: ST

-  DefinedDailyDoseGroup: CD

-  Remarks: CD

Product Cross-Reference

-  (I)MPID Cross-Reference: II

-  Referenced Product Type: CD

Medicinal Product Name

-  Full Name: ST

-  Invented Name Part: ENXP

-  Scientific Name Part: ENXP

-  Strength Part: ENXP

-  Pharmaceutical 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

-  Delimiter Part: ENXP

«LMST»

-  TakstName: ST

Country / Language

-  Country: CD

-  Jurisdiction: CD

-  Language: CD

«LMST»

Formulation Groups

-  FormulationGroupNo: II

-  RecommendationLevelCode: CD

-  RecommendationLevelTextDK: ST

-  RecommendationLevelTextEN: ST

«LMST»

Group Types

+ GroupTypeCode: CreatedBy

+ GroupTypeTextDK: Text

+ GroupTypeTextEN: Text

«LMST»

Product Family

-  SPN-nummer: ST

-  DSP-nummer: ST

-  Comment: ST

Marketing Authorization

-  Marketing Authorisation Number: II

-  Country: CD

-  Legal Status Of Supply: CD

-  Authorisation Status: CD

-  Authorisation Status Date: TS

-  Validity Period Start: TS

-  Validity Period End: TS

-  Data Exclusivity Start Date: TS

-  Data Exclusivity End Date: TS

-  Date Of First Authorisation: TS

-  International Birth Date: TS

«LMST»

-  DK-Legal Status of Supply: CD

-  Pending Updates: CD

-  Case Role: CD

Jurisdictional Marketing Authorisation

-  Country: CD

-  Jurisdiction: CD

-  Marketing Authorisation Number: II

-  Legal Status Of Supply: CD

Marketing Authorization Holder 

(Organisation)

SME

-  SME Flag: BL

-  Size: CD

-  SME Number: II

-  Status Date: TS

Medicines Regulatory Agency 

(Organisation)

Pharmaceutical Product

-  Administrable Dose Form: CD

-  Unit of Presentation: CD

Ingredient

-  Ingredient Role: CD

-  Allergenic Indicator: BL

«LMST»

-  Ingredient Placement: CD

-  Comment: ST

Substance

-  Substance: CD

Manufacturer / 

Establishment 

(Organisation)

Manufacturing / Business Operation

-  Operation Type: CD

-  Manufacturing Authorization Reference Number: II

-  Effective Date: TS

-  Confidentiality Indicator: BL
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Medicinal Product

-  MPID: II

-  Combined Pharmaceutical Dose Form: CD

-  Additional Monitoring Indicator: CD

-  Special Measures: ST

-  Paediatric Use Indicator: CD

-  Orphan Designation Status: CD

«LMST»

-  Advanced Therapy: CD

-  P30-Vaccine: CD

-  DosageDispensing: CD

-  P29-UdleveringsTilladelse: CD

-  DrugDomain: CD

-  Risikosituationslægemidler (STPS): BL

-  Issue Drug: BL

-  Skærpet Indberetningspligt: BL

-  TrafficWarning: CD

-  DrugID: ST

-  Multi Constituent Drug: CD

-  DrugType: CD

-  Comment: ST

-  ParallelDistribution: BL

-  ParallelImport: BL

-  NoSubstitutionGroup: BL

-  Note: ST

-  DefinedDailyDoseGroup: CD

-  Remarks: CD

Product Cross-Reference

-  (I)MPID Cross-Reference: II

-  Referenced Product Type: CD

Medicinal Product Name

-  Full Name: ST

-  Invented Name Part: ENXP

-  Scientific Name Part: ENXP

-  Strength Part: ENXP

-  Pharmaceutical 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

-  Delimiter Part: ENXP

«LMST»

-  TakstName: ST

Country / Language

-  Country: CD

-  Jurisdiction: CD

-  Language: CD

«LMST»

Formulation Groups

-  FormulationGroupNo: II

-  RecommendationLevelCode: CD

-  RecommendationLevelTextDK: ST

-  RecommendationLevelTextEN: ST

«LMST»

Group Types

+ GroupTypeCode: CreatedBy

+ GroupTypeTextDK: Text

+ GroupTypeTextEN: Text

«LMST»

Product Family

-  SPN-nummer: ST

-  DSP-nummer: ST

-  Comment: ST

Marketing Authorization

-  Marketing Authorisation Number: II

-  Country: CD

-  Legal Status Of Supply: CD

-  Authorisation Status: CD

-  Authorisation Status Date: TS

-  Validity Period Start: TS

-  Validity Period End: TS

-  Data Exclusivity Start Date: TS

-  Data Exclusivity End Date: TS

-  Date Of First Authorisation: TS

-  International Birth Date: TS

«LMST»

-  DK-Legal Status of Supply: CD

-  Pending Updates: CD

-  Case Role: CD

Jurisdictional Marketing Authorisation

-  Country: CD

-  Jurisdiction: CD

-  Marketing Authorisation Number: II

-  Legal Status Of Supply: CD

Marketing Authorization Holder 

(Organisation)

SME

-  SME Flag: BL

-  Size: CD

-  SME Number: II

-  Status Date: TS

Medicines Regulatory Agency 

(Organisation)

Manufacturer / 

Establishment 

(Organisation)

Manufacturing / Business Operation

-  Operation Type: CD

-  Manufacturing Authorization Reference Number: II

-  Effective Date: TS

-  Confidentiality Indicator: BL
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