




















Entity
state [0-1] : StateEqum
version [0-1]
versionDate [0-1]

DiCode [1-1]
issuingEntityCode [1-1] : IssuingEntityTypeEnum

BasicUDIType

relatedBasicUDI [0-1]
riskClass [1-1] : RiskClassEnum
(-) model [1-1]

(-) modelName [1-1]
identifier [1-1]
certificateLinks [0-1]

certificateLink [1-] |

CertificateLinksType

CertificateldentifierLinkType
certificateNumber [1-1]
certificateRevisionNumber [0-1]
NBActorCode [0-1]

CertificateLinkType [

certificate [1-1]
certificateType [1-1] : CertificateTypeEnum
expiryDate [0-1]

ModelNameGroup

model [0-1]
name [1-1]

issueDate [1-1]
startValidityDate [1-1]
certificateStatus [1-1] : i
decisionDate [0-1]
startingApplicabilityDate [0-1]

DeviceBasicUDIType

animalTissuesCells [1-1]
ARActorCode [0-1]
humanTissuesCells [1-1]
MFActorCode [1-1]
ARComments [0-1]
clinicallnvestigationLinks [0-1]

o

CommentType

| Link

date [0-1]

ownerActorCode [1-1]
text [1-1] : LanguageSpecificTextType

version [0-1]

comment [1-]

ClinicallnvestigationLinkType

clinicallnvestigationReference [1-1]
nonEUApplicableCountries [0-1] :

deviceCertificateLinks [0-1]

A

DeviceCertificateLinksType
deviceCertificateLink [1-=]

DeviceCertificateLinkType

certificateNumber [0-1]
expiryDate [0-1]
NBActorCode [1-1]
certificateRevisionNumber [0-1]

certificateType [1-1] : GenericCertificate TypeEnum

MDRBasicUDIType

humanProductCheck [1-1]
lIb_implantable_exceptions [0-1]

PRBasicUDIType |

medicinalProductCheck [1-1]
specialDevice [0-1] : MDRSpecialDeviceTypeEnum
type [1-1] : Devi T

MDApplicablePropertiesGroup [1-1]
active [1-1]

medicinalPurpose [1-1] : LanguageSpecificTextType
PRActorCode [1-1]
type [1-1] : SystemProcedurePackTypeEnum

administeringMedicine [1-1]
implantable [1-1]
measuringFunction [1-1]
reusable [1-1]

IVDRBasicUDIType

specialDevice [0-1] : IVDRSpecialDeviceTypeEnum

IVDApplicablePropertiesGroup [1-1]
companionDiagnostics [1-1]
instrument [1-1]
kit [1-1]
microbialSubstances [1-1]
nearPatientTesting [1-1]
professionalTesting [1-1]
reagent [1-1]
selfTesting [1-1]

MDEUDIType | IVDEUDIType
[1-1]: MDD,

4.1.3 UDI-DI/ EUDAMED ID entity structure overview



[ Ey ]

state [1-1] : StateEnum 4_ identifier [1-1] : DlldentifierType code [1-1] : DeviceStatusEnum
version [0-1] status [1-1] date [0-1]

versionDate [0-1]

?

UDIDIDataType ]
additionalDescription [0-1] PlElementEnumType
basicUDIIdentifier [1-1] : DlidentifierType PlElementEnum
MDNCodes [1-1] Hstef,
productionidentifier [0-1]
referenceNumber [1-1]
ssoondaryldentlsﬁ:r [2-[1] i DlidentifierTy StorageHandlingConditionsType StorageHandlingConditionType
sterilization [1-1] ition [1- comments [0-1] : LanguageOptional TextsType
tradeNames [0-1] condition [1-«] storageHandlingConditionValue [1-1] : enum
website [0-1]
storageHandlingConditions [0-1]
packages [0-1]
criticalWarnings [0-1] Packa B
substatuses [0-1] PackageUDIsType : Entity geUDIType : UDIDIType
] child [1-1] : DlldentifierType
A A package [1-=] numberOfitems [1-1]
CriticalWarningsType 4
ool comments [0-1] : LanguageOptionalTextsType
warning [1-+] warningValue [1-1] : CriticalWarningEnum
UDIDISubstatusType |
SubstatusesType code [1-1] : DeviceSubstatusEnum
[0-1] : DocumentsType
substatiss [-=] | endDate [0-1]
recalledPrecisions[0-1] : LanguageSpecificTextsType
recallScope [0-1] : RecalledScopeEnum
startDate [1-1]
PartyType ]
ProductDesignerActorType : Enfity, T [ | R e e T
- stringSRNType [0-1] contactsDetails [0-1] : ElectronicContactsType
- ProductDesignerOrganisationType [1-1] LF
anisationTyp:
LanguageOptionalTexiType
numberOfReuses [1-1]
relatedUDILink [0-1] MarketinfoType L
marketinfos [0-1] MarketinfosType : Entity, country [1-1] :
0-1] I—9 endDate [0-1]
baseQuantity [0-1] marketinfo [1-1] originalPlacedOnTheMarket [1-1]
productD or [0-1] startDate [0-1]
DeviceRelatedLinkType Link I
1VDEUDataType [1-1] : DlidentifierType ¥
type [1-1] : DeviceRelatedTypeEnum version [0-1]
DeviceMarkingType
one of:
IVDRUDIDIDataType - directMarkingDl : DlldentifierType
. - unitOfUseldentifier : DlldentifierType
newDevice [1-1] —
AnnexXViNonMedicalDeviceTypesType
MDRUDIDIDataType
nmdType [1-=] : NonMedicalDeviceEnum
annexXVINonMedicalDeviceTypes [0-1]
latex [1-1]
’:5;‘;?::::[{;_‘11]] SubstancesType I SubstanceType
clinicalSizes [0-1] substance [1-=] | names [0-1] : LanguageOptionalTextsType
PRUDIDIDataType MDEUDataType ClinicalSizesType
clinicalSize [1-=]
EndocrineSubstanceType|
CASCode [0-1]
RangeClinicalSizeType ECCode [0-1]
) ClinicalSizeType
maximum [1-1]
minimum [1-1] clinicalSizeType [1-1 Qllnlg §1zeTypeEnum
valueUnit [1-1] : ClinicalSizeUnitEnum Dl i 0- TextsType [ MedicalHumanEroductSubstanceType
measureUnitDescription [0-1]: LangSpecTexts

INN [0-1
type [1-1] : Medical[HumanSubstanceTypeEnum

pe. CMRSubstanceType I
value [1-1] TextClinicalSizeType CASCode [0-1]
valueUnit [1-1] : ClinicalSizeUnitEnum — ECCode [0-1]
measureUnitDescription [0-1]: LangSpeciTexts text [1-1] type [1-1] :

5. SSCP service
5.1 SSCP Service definition

Info Parameters Payload
Service Name Criteria Entity: Entity:
* SSCPDownloadService  [sSCPDownloadServiceCriteriaType::*] [SSCPType::*]
Service ID
. sscP Criteria details: Entity Related:
Message Type IssueDate (Start) — [SSCPDocumentType::*]

SSCPType.issueDate

« Pull IssueDate (End) — SSCPType.issueDate



Operations SSCPReferenceNumber — Versioning:
SSCPType.SSCPReferenceNumber
« Download
. SSCPRevisionNumber —
Operation Type SSCPType.SSCPRevisionNumber
* GET Basic UDI-DI — SSCPType.basicUDI Pagination:
Actors Certificate ID — SSCPType.certificate|D

max 300 items per pa
1

Latest SSCP version will be retumned if no
SSCPRevisionNumber is provided.

ge, multiple pull request / response
size of

MFActorCode — SSCPType.MFActorCode
NBActorCode — SSCPType.NBActorCode

* M2M CA Profile
« M2M NB Profile
« M2M MF Profile
« M2M AR Profile Annliod € . P

MFActorCode is not available for the MF.

General Criteria rules:

At least one search criteria provided (except
SSCPRevisionNumber, in this case
SSCP must be provided)

"AND" condition between provided criteria

only one value for a given criteria (exact match)

5.1.1 SSCP service structure overview

SSCPType I

basicUDI [1-=]: DildentifierType
NBActorCode [1-1]
SSCPReferenceNumber [1-1]
issueDate [1-1]
documents [1-1]
SSCPRevisionNumber [1-1]
validated [0-1]
sscpUpload [1-1]:
certificatelD [0-=]
MFActorCode [0-1]

6. MarketInfo service
6.1 MarketInfo Service definition

Info Parameters

Service Name

« Update of Market
information

Criteria: N/A

Default Validation Criteria:

UDIDIDataType.basicUDIIdentifier (DeviceBasicUDI).MFActorCode
== Push::NodeType.nodeActorCode

Service ID
+« MARKET_INFO

Message Type UDIDDIDataType.identifier must be already registered in EUDAMED
« Push Version validation will be performed by the following pseudo code:
Operations If the UDIDIDataType.version == 0 then
« Upload EUDAMED will increment with 1 the market information version
without validation against the current version in EUDAMED.
Operation Type
. PUT else if the UDIDIDataType.version > 1 then
Eudamed will verify if the version provided in the payload is the next
incremented version stored currently in Eudamed, otherwise an error
Axtors will be refurned
* M2M MF Profile UDIDIDataType.version == Current Eudamed Version +1

else if the UDIDIDataType.version == 1 then UDIDIDataType.version
will be assigned to Eudamed version

L fields for the
Dictionary;

are in the Data

Consistency validations between values of the property stored in
EUDAMED and the ones supplied in the new version are performed
for the following fields:

Country

o validated against ENUM_MDR_COUNTRY

o There cannot be two (2) identical countries provided (ERR-
BR-DTX-UDID-098.01-01: A Country can be specified only
once in a Market information for a UDI-DI)

o When country value is not within the ENUM the system will
throw: ERR-BR-DTX-UDI-100 : Not a EU country - The
country code provided is not an EU country.

originalPlacedOnTheMarket

o There must be no 2 siblings that have their value set to True.
Only one marketinfo entity shall have
originalPlacedOnTheMarket set to True. Otherwise the system
will throw the following error:

ERR-BR-DTX-UDID-096.01-01: Only one country can be set
as a member state where the device is to or has been first
placed on the EU market

The country for which the flag originalPlacedOnTheMarket ==
true must be the same country as the current stored value of
the device in EUDAMED. Otherwise the system will throw:
BR-DTX-UDI-101 : The country where the device has been
first placed on the EU market cannot be changed during
Marketinfo updates. Please use the UDI-DI update service in
order to update the first country where the device has been
placed on the EU market.
StartDate and EndDate

o Date format will be validated against the XSD Schema.

°

6.1.1 Market Information service structure overview

Entity:

DocumentType I

content [0-1]
languages [0-1]
mimeType [1-1] : enum
name [0-1]
size [0-1]

URI [1-1]
uploadDate [0-1]

SSCPDocumentType

masterDocument [1-1]
dateReceivedFromMF [0-1]

discarded [0-1]

Payload

[DTXMarketinfo::*]

Entity Related:
[DlldentifierType::*]
[MarketinfosType::*]

[deviceCriterionType::*]

Versioning:

New incremented version will be created

Pagination:

N/A




DTXMarketinfoType

state [1-1] : StateEnum
version [0-1]
versionDate [0-1]

uDIDlIdentifier [1-1]
marketinfos [1-1]
deviceCriterion [0-1]

MarketinfosType : Entity
marketinfo [1-«]

MarketinfoType ]
country [1-1] : is
endDate [0-1

7. Container Package service

7.1 Container Package Service definition

Info Parameters
Service Name Criteria: N/A
« Update of
e Default Validation Criteria:
Service ID UDIDIDataType.basicUDIIdentifier (DeviceBasicUDI).MFActorCode
== Push::NodeType.nodeActorCode
** PACKAGE.LDI UDIDIDataType.basicUDIIdentifier (PRBasicUDI).PRActorCode ==
Message Type Push::NodeType.nodeActorCode
« Push UDIDDIDataType.identifier must be already registered in EUDAMED
Operations Version will be d by the pseudo code:
« Upload If the UDIDIDataType.version == 0 then
Operation Type EUDAMED will ir with 1 the version
. PUT without validation against the current version in EUDAMED.
else if the UDIDIDataType.version > 1 then
Actors Eudamed will verify if the version provided in the payload is the next

« M2M MF Profile

incremented version stored currently in Eudamed, otherwise an error
will be returned

UDIDIDataType.version == Current Eudamed Version +1

else if the UDIDIDataType.version == 1 then UDIDIDataType.version
will be assigned to Eudamed version

Updatable fields for the Container Package are mentioned in the Data
Dictionary;

Consistency validations between values of the property stored in
EUDAMED and the ones supplied in the new version are performed
for the following fields:

« The last child element in the XML payload (top/down order) will be
the root UDI-DI of the container package structure. It will indicate
the link between a container package to another and thus creates
the hierarchy of the packages.

« status is validated against ENUM_UDID_ContainedltemStatus

* numberOfitems is a positive integer and is validated against the
XSD Schema

7.1.1 Container Package service structure overview

DTXPackageUDIType

Entity ]

[0-1]
originalPlacedOnTheMarket [1-1]
startDate [0-1]

Payload

Entity:
[DTXPackageUDI::*]

Entity Related:
N/A

Versioning:

New incremented version will be created

Pagination:
N/A

state [1-1] : StateEnum 4_
version [0-1]

versionDate [0-1]

status [1-1]

packages [0-1]

identifier [1-1] : DlldentifierType

PackageUDIType : UDIDIType

child [1-1] : DlidentifierType
numberOfitems [1-1]

8. Product original manufacturer service

8.1 Product original manufacturer service definition

version

Info Parameters
Service Name Criteria: N/A
« Update of
Product original .
manufacturer Default Validation Criteria:
UDIDIDataType.basicUDIIdentifier
Senies|p (DeviceBasicUDI).MFActorCode ==
Message Type Push::NodeType.nodeActorCode
« Push UDIDDIDataType.identifier must be already registered in
N EUDAMED
Operations
Version validation will be performed by the following pseudo
« Upload code:
Operation Type If the UDIDIDataType.version == 0 then
= [PET EUDAMED will i with 1 the
without validation against the current version in EUDAMED.
Actors

else if the UDIDIDataType.version > 1 then

Payload

Entity:
[DTXProductDesigner::*]

Entity Related:
[DlldentifierType:*]
[ProductDesignerActorType::*]
[ProductDesignerOrganisationType::*]
[PartyType::*]

[UDIDDIType::*]

[Entity::*]

Versioning:

New incremented version will be created



« M2M MF Profile

Eudamed will verify if the version provided in the payload is the
next incremented version stored currently in Eudamed,
otherwise an error will be returned

UDIDIDataType.version == Current Eudamed Version +1

else if the UDIDIDataType.version == 1 then

UDIDIDataType.version will be assigned to Eudamed version

Updatable fields for the product original manufacturer are
mentioned in the Data Dictionary;

= UDIDDIDateType.identifier mjst be registsred in Eudamed

otherwise the system will respond with BR-DTX-UDI-099 :
No device found - No UDI-DI/EUDAMED ID has been found
for the given issuing agency.

UDIDIDataType.state must be in Registered state otherwise
the system will respond with ERR-BR-DTX-UDI-106.05-01:
Product original manufacturer information can be updated
for an existing UDI-DI/EUDAMED ID being in state
Registered only.

ProductDesi isation Type must be regi in
Eudamed otherwise the system will respond with ERR-BR-
DTX-UDID-629.05-01: No product original manufacturer
entity found linked to this device.

ProductDesig isationType. izati must
be unique. otherwise the system will respond with ERR-BR-
DTX-UDID-629.05-04: Cannot uniquely identify the entity to
update.

8.1.1 Product original manufacturer service structure overview

[ eww ]

UDD(Type I

Pagination:
N/A

PartyType |

state [1-1] : StateEnum
version [0-1]
versionDate [0-1]

] iceniifier [1-1) DlldentiierType
status [1-1]

geographicAddress [0-1] : GeographicAddressType
contactsDetails [0-1] : ElectronicContactsTyoe

Py

| ProductDesignerActorType : Entity |

Wrapper? j

- stringSRNType [0-1]
- ProductDesignerOrganisationType [1-1]

9. Download registered MSU procedure service

9.1. Service definitio

Info

Service Name

« MSU procedure
download

Message Type
« Pull
Operations

« Download
Operation Type
« GET

Actors

= M2M EC Profile
= M2M CA Profile
= M2M NB Profile

n
Parameters Payload
Criteria Entity: Entity:
[MSUProcedureSearchCriteriaType::*] [MsuProcedureDataType::*]
Criteria detalls: Entity Related:
FilteritemType — msuFilteritemTypeEnum [MsuProcedureltemType::*]
[1:1]

[MsuCorrectiveActionType::

Itemlidentifier — string [0:1]

ItemStatus — msultemStatusEnum [0:1] [MsuMeasureltemType::*]
CAActorCode — stringXSType [0:1] [MsuObjectionltemType::*]
LocalCaReference — string [0:1]
EOSRN — stringSRNType [0:1] [MsuAdditionallnfoltemType::*]
EONAME —> string [0:1]
State — regi OrDi [0:1] E
LastUpdateDateFrom — dateTime [1:1]
includeHistoricVersions — yesNoT [0:1] max 300 items per page, multiple pull request /
response correlated messages / size of
Type — P T [0:1]

ProcedureTriggerType —
ProcedureTriggerTypeEnum [0:1]

AffectedCountry — CountryEnum[0:1]

General Criteria rules:
At least one search criteria provided
"AND" condition between provided criteria

only one value for a given criteria (exact
match)

9.1.1 Request entity structure overview

opEN

<enumeration>
uFiteritemType

e OPEN |

OPEN_WITH_OBJECTIONS.

isuProcedureSearchCriteriaType.

FiteritemType: msuFilte
Itemidentifer: sring [0:1]
emstatus: msultemstatusnum [0:1]
Canctorcode; aringXsType (011

ing [0

ypeEnum [1:1]

State: registeredOrDiscardedstate [0:1]
LastUpdateDateFrom: dateTime [1:1]
includeHistoricVersions: yesNoT [0:1]

L
® mstemsianstnum
\
N\
WITH MEASURE

cenumerations

enumerations
FGEERIreS registeredorDiscardedstat esNo
MUCA : for Measures By Initiating CA| | JUSTIFIED ©regisereiiriicariecsite yesNaT
COA : for Corrective Actions. THORAWN REGISTERED Yes
MUOT : Measures by Other CA UNJUSTIFIED DISCARDED No
08 : for Objections'
INFO : for Additional Info REQUESTED

PERF
NOT

PROPOSE!

ORMED

ERFORMED
)

WITHDRAWN

9.1.2 Response entity st

ructure overview
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