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Route of 583 0 —
administration
Unit of = h={0):-K (] mg —
measurement
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Mark.etln.g Version
Authorisation
Procedure «assigned attribute»

+ Effective Date

«defining attribute»

N
\\ + Regulated Document
N, /
. o /
Marketing Authorisation Medicinal Product Name | Medicinal Product Batch
Local Marketing ! entfler
Authorisation . otes | notes o |
X This is issued by the applicable Provides a structured description i notes
Information medicines regulatory authority in of the name of the medicinal Carries the batch number and
a jurisdiction to grant permission product the expiration date when
to place a medicinal product on created a medicinal product

the market.
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Manufacturing

/ 0.1

‘14,*

Tevel:

MPID Attribute Set

Package Item Part

notes
A set of attributes which when
they have a value define a

notes
This is the inner packaging and /

This is the medicine as supplied

Authorisation specific MPID concept. or parts of an administration
device. Most importantly it
Some of the attributes are identifies Fhe materia( dj/ectly in Ingredient
defining attributes and, if 0..+| contact with the medicine. Ingredient
present a change will result in a
change in MPID. Other attributes notes
I I mTmmmmIImMm T are optional and changes to the Thes;‘thSLLbstancesznd
values of these will NOT result Specified Substances that go
in @ new MPID. Manufactured item m together to make up the product. ’
‘ notes 0.*

PCID Attribute Set ; Package Item by the manufacturer. eREIDS e Substances
notes notes ’/ﬁ «defining attribute»
This is the product in its These are the distinct kinds of notes + Substance
packaging. This class acts as a @ | jtems that make up the package. A defined set of + Substance Strength [0..%]
"parent” for more detailed 1..*| There will only be more than one Pharmaceutical Product substances/specified substances + Reference Strength [0..1]
and their (reference) strength

descriptive classes.

instance of this class if the

1.* B y

Package Medicinal Product is a 0.1 . which together with the o

kit or includes an administration o (ML administrable dose form and -

device. This is the medicine as . > where applicable a medical o

0..% reconstltu.ted ready to be given device identify the main Specified Substances
to the patient characteristics of a product E
Medicinal Product Package ~ administered to a patient. «defi ning _atmbute»
Batch Identifier 0.* |1“* ‘ + Specified Substance
+ Specified Sustance Strength [0..*]
Indications Medical Device jlllReference Strength [0..1]

notes
Carries the batch number and
the expiration date when
created a medicinal product
package level.

Route of
Administration

«defining attribute»
+ Indication + UDI[1..%]

«defining attribute»

+ Name

o
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Marketing Authorisation Procedure

?defining attribute?

B

+ + + +

Procedure Type

Procedure Reference Code
Procedure id

Document id

Date

Local Marketing
Authorisation Information

?assigned attribute?
+ Authorisation id

?optional attribute?
Country

Legal Status Of Supply
Marketing Start
Marketing Stop

GTIN

+ 4+ 4+ o+ o+

EISOIB

“Marketing Authorization’

D LLER

]

Additional elements

Marketing Authorisation

?assigned attribute?

?defining attribute?
Holder

+ Marketing Authorization Number

Marketing
Authorization #

Holder

l AuthorisationProcedure l

Country [1,. %] —
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Manufacturing Authorisation

?defining attribute?

+ Holder

+ Authorisation Date

+ Authorisation Authority

Renewal Date

Variation Date

Country

First Auth. Date

—  Withdrawal

Expiry Date

Status

Previous Status
Staus Change Date

GTIN

+ o+ o+ o+ o+ o+ o+

Local Marketing Authorisation Information

Authorised Combined Pharmaceutical Dose Form

Date

M5-required elements: 5
ISO-required elements: 32
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