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@ How to use this page

The release notes on this page have been generated using the Jira issues macro. Each column of the table represents one of the

issue fields you selected to include when you created these release notes in Jira.

To edit any of these fields:

1. Select Edit or type e to edit this Confluence page.

2. Select the Jira issues macro table and then select the edit icon.

3. Select Display options to adjust the columns and number of issues that will appear in your table of issues.

4. Select Insert to save your changes.

Learn more about the Jira issues macro

Key Summary T P Linked Labels Fix Environment Description
Issues Version/S
UEA-752 Updating EUDAMED EU V2023/11 According to EUDAMED since the XML Version updated t

Update of Container Package) has been changed.
Version numbering
Before the Version number is incremented after the UDI S

Default is now not to decrement the version number anym

UEA-751 RFC Function module  [EJ A EU V2023/11 Two RFC FM's developed to get:

} 1. Select all relevant UDI data for FDA and/or EUDAM
will surf as API for

other applications 2. Select all udi data for EUDAMED and/or FDA

UEA-750 Upload of unlinked o] ~ EU V2023/11 T-Code When a unlinked UDI-DI is getting uploaded using Excel L

UDI-DI creates This can cause an unexpected program behavier.
duplicate entries in

database

UEA-749 Not Eudamed EU V2023/11 When a existing UDI-DI record was marked in MM02 as E

relevant UDI-DI's still
visible in

JUDI/MAINTAIN

UEA-745 EU Country Code o EU V2023/11 T-Code: /UDI/CL_026 Country Code change for “United Kingdom (Northern Irela
changes Old value “UK” replaced by “XI”
Old value “GR” replaced by “EL”
UEA-744 Autorization EU V2023/11 Additional SAP standard table authorization (S_TABU_NA

« /UDI/CLO31 - Application settings
S_TABU_NAM added

« /UDI/CLO27 - SRN Number

P

Effected UDI T-Codes:
JUDI/MAINTAIN and
JUDI/INTEGRITY_MASS 2. Data Integrity checks even locked values pressing *

UEA-743 Data Integrity Issues a EU V2023/11 1. Data Integrity check does not take over the marked
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UEA-741 Subtables can't be [o] ~ EU V2023/11 When a user clicks on the sub tables such as “Clinical Siz
shown in
/UDI/Attributes

8 issues
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UEA-741 | Subtables can't be displayed in /UDI/ATTRIBUTES

Jira Link

O UEA-741: Subtables can't be shown in /UDI/Attributes RESOLVED

Error description

When a user clicks on the sub table button in the /UDI/ATTRIBUTES or /UDI/UPLOAD T-Code, the system will throws an error message.

= UDI-DI Attribute - Selected Records: 199 w
© l«H eage A0 o=
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Effected T-Code(s)
e /UDI/UPLOAD

¢ /UDI/ATTRIBUTES

Test scenario
1. Start the /JUDI/ATTRIBUTES with option “Show UDI DI-Data” application with any selection to show some data. And click on all different

columns the buttons with glasses.

2. Prepare an upload excel file and upload it with the /UDI/UPLOAD application. You don’t need to save. Click on all different columns the

buttons with glasses in the UDI-DI tab

Test result

Result: successruLL
By: Ismail Demiralp

At: 08-11-2023
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Test execution

1. Start the /JUDI/ATTRIBUTES with option “Show UDI DI-Data” application with any selection to show some data. And click on all different
columns the buttons with glasses.

& o 1o iSSe

-

UDI-DI Attribute - Selected Records: 199
(&I %0 SR
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2. Prepare an upload excel file and upload it with the /UDI/UPLOAD application. You don’t need to save. Click on all different columns the
buttons with glasses in the UDI-DI tab.

& s tob s

UDI Data Migration - records prepared to load: 1

46 Valdate data [ Start data upload Save Al Data (Ignore Errors)  [%)Export messages

bsite Additonal Desaiption Trade Name Packaging Sterage Handing Condions Market Information Critical warnings Cinical Sze T
w.europe-t-consuting.ch P | & | & | & | oy [ L [ G

[= TAB-Cinical Sze Types

Sze type Precsion  Size unic Value Max. vale Language Text
"Diameter (inner)|c2] TEXT not too big
javelngth WALUE  picomole per kre (pmolL) 100
Height RANGE  ferntometre (fm) 10 12
)
R
4
i » 4
-=_' Py b | JUDI/UPLOAD =  ERP750MS | INS -







UEA-743 | Data Integrity Issue

e Jiralink

« Error description
« Effected T-Code(s)
* Test scenario

o Testresult

« Test execution

Jira link

O UEA-743: Data Integrity Issues RESOLVED

Error description

In the data integrity check was 2 errors:

1. Click on the the “Select all” button checked even the non editable lines

2. Checked lines where the “Area” was “FDA Add-On” were not saved

Effected T-Code(s)

/UDI/MAINTAIN

Test scenario
Select a material with “Data integrity” errors an click/show the data integrity screen.

1. Click on “select all” button. Only lines which are editable should be selected.
2. Unselect all entries and select just few entries where the “Area” is “FDA Add-On”
3. Click on “Save” to return to the maintenance screen and check the values if they has changed

4. Save the UDI records and retun again to the maintenance screen if the new values still present.

Test result

Result: successruL
By: Ismail Demiralp

At: 07-11-2023
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Test execution

= System  Hep

L] «H eae T8 e%w
UDI data maintenance for GMN ++EITC5001224278
Dlnsdtwal  gOchecUDI data B5Emor report B Data ntegety
BASIC UDI-DI
Authariy £ Desaptin ! West UDI 4+ 4EITCS001224278 Change 1 BUD3 [+ +EITC5001224278
Rekase status
7
BASIC UDI-DI_/UDEDI |
&) %/ (Eoadd upt-o1) | [ESunink upt-oi| DI-Dl data
Materal Materal Desaription Template Release status
HD1-000020 Test Matecal MDI-000020 [ Release Trigger fiekds locked T [ submssonStaws  |versen: 1 (1]
01000071 Test Materal MO1-000021 :
M0L-000022 Test Maternl M01-000022
Tea M, 01000023 Material master data
101000024 Text Mateal 1M01-000024 Materal #01-000020 Short text Test Materal MO1-000020
Test Materal M01-000025
Test Material MOL-000026 -
Bt Product mformation Product status
Test Materal MO1-000027
01000028 Test Materol MO1-000028 ol Issumg Agency Gs1 - Device Status O the EU market
101000079 Test Materal M01-000020 o' UDL-DI Code 05673260050235
' Quantty of device
i Max. number of reuses 1
o Reference number REF400X
Secsnd. DI Ageney EUDAMED -

“»
iy Data vaidaton error. Pease check protocol

Second. UDI-DI Code
W [ Drect Marking

05673260050333

Is the device designed o manufactured by anather legal or natural person?
Yes (If yes, please enter SRN or Product Desgner D)

lsand
==

Result of the data integrity check

&L | Take over Trig.lock. Basic UDI-DI Code

= Hep
[} -

System

«Heaae

UDI data maintenance for GMN ++EITC5001224278

(EFE L B B
Result of the data integrity check

ES_Take ov._ Trig.loc. Basic UDI-DI Code  Material
++EITC5001224278 MO1-000020
i 0 ++EITC5001224278 MO1-000020
Fl ++EITC5001224278 MOL-000020
v ++EITCS001229278 MO1-000020
++EITC5001224278 M01-000020
++EITC5001224278 MOL-000020
++EITCS5001224278 MO1-000020
++EITCS001224278 MO1-000020
++EITC5001224278 M01-000020
++EITC5001224278 M01-000020
++EITCS5001224278 MO1-000020
++EITCS5001224278 MO1-000020
¥ ++EITC5001224278 MO1-000020
++EITC5001224278 MO1-000020
++EITC5001224278 MO1-000020
++EITC5001224278 MO1-000021
¥ ++EITC5001224278 MO1-000021
++EITC5001224278 M01-000021
++EITC5001224278 MOL-000021
++EITC5001224278 MO1-000021
++EITC5001224278 MO1-000021
++EITC5001224278 MOL-000021
++EITC5001224278 MOL-000021
++EITC5001224278 MD1-000021
++EITC5001224278 MO1-000021
++EITC5001224278 MOL-000021
++EITC5001224278 MOL-000021
++EITC5001224278 MD1-000021
++EITC5001224278 MO1-000021
++EITC5001224278 MOL-000021
++EITC5001224278 MOL-000022
v ++EITC5001224278 MO1-000022
++EITC5001224278 M01-000022

< €)e) e

< <)< € <

Material Area
[ ++EITC5001224278 M01-000020  FDA Add-On
[ | ++EITC5001224278 M01-000020  FDA Add-On
[ ++EITC5001224278 M01-000020  FDA Add-On
[ ++EITC5001224278 M01-000020  FDA Add-On
[ ] ++EITC5001224278 M01-000020  FDA Add-On
[ ++EITC5001224278 Ml')\l-DDDDZD FDA Add-On
1. Click on ‘select all’ button
AR R

Area Field name UDI vake

FDA Add-On [ssung Agency GS1 a8
FDA Add-On Primary DI 05673260050235 <3
FDA Add-On Secendary [ssung Agency EUDAMED <«
FDA Add-On Sec. DI number 05673260050333 4=
FDA Add-On Device Count 1 B
FDA Add-On Unit of Use DI =]
FDA Add-On Sngk: Use [=]
FDA Add-On Lot or batch number X <«
FDA Add-On Manufacturng date X L=
FDA Add-On Serial number X @
FDA Add-On Expration date X a
FDA Add-On Latex nformaton labeled [=]
FDA Add-On Device packaged as sterie X 4
FDA Add-On Dreet marking DI differs fram prmary di [=]
FDA Add-On Drect marking DI number [=]
FDA Add-On Issuing Agency Gs1 [=]
FDA Add-On Primary DI 05673260050242 4=
FDA Add-On Secondary [ssung Agency [=]
FDA Add-On Sec. DI number [=]
FDMA Add-On Device Count 1 a
FDA Add-On Uni of Use DI 8
FDA Add-On Snghe Use % <
FDA Add-On Lot or batch number X L
FDA Add-On Manufacturing date X L]
FDA Add-On Serial number ] <a
FDA Add-On Expration date X &
FDA Add-On Latex information labeled [=]
FDA Add-On Device packaged as sterie B8
FDA Add-On Drect marking DI differs from primary di B8
FDA Add-On Drect markng DI number =]
FDA Add-On Issuing Agency (31 [ =]
FDA Add-On Primary DI 05673260050259 <=
FDA Add-On_Secondary Issung Agency a

"

All editable lines has been selected

Drection Orignal value  Source

URL for Additional Information (eIFU)

Webste v europe-t-consuting, ch

Field name

Issuing Agency
Primary DI

Secondary Issuing Age
Sec. DI number
Device Count

Unit of Use DI

GS1 Issung Agency
4050000002197 Prmary DI
Secondary [ssuing Agency
Sec. DI number
1 Dewvice Count
Unit of Use DI
Sngle Use
Lot or batch number
Manufacturng date
Serial number
Expration date
Latex nformation lsbeled
Device packaged as sterie
Drect marking DI differs from prmary di
Drect marking DI number
Issung Agency
Primary DI
Secondary Issuing Agency
Sec. DI number
1 Device Counk
Unk of Use DI
Snghe Use
Lot or batch number
Manufacturing date
Serial number
Expration date
Latex nformation labeled
Device packaged as sterie
Drrect marking DI differs from prmary di
Drect marking O number
GS1 Issuing Agency
4050000002210 Prmary DI
Secondary [ssuing Agency

GS1
4050000002203

[ JUDI/MAINTAIN ~  ERP7SOMS  INS



UDI data maintenance for GMN ++EITC5001224278

EFHEFLD B BE
Result of the data integrity check

. Take ov.. Trg.lbc Basic UDI-DI Code Materal Area Field name UDI value Drection Original valle  Source Not
++EITC5001224278 M01-000020  FDA Add-On Issuing Agency GS1 B cs1 Issuing Agency -
v ++EITC5001224278 M01-000020  FDA Add-On Primary DI 05673260050235 <= 4050000002197 Primary DI -
W ++EITC5001224278 M01-000020  FDA Add-On Secondary Issuing Agency EUDAMED & Secondary Issuing Agency
o ++EITC5001224278 MO1-000020  FDA Add-On Sec. DI number 05673260050333 <2 Sec. DI number
++EITC5001224278 M01-000020  FDA Add-On Device Count 1 E 1 Dewvice Count
++EITC5001224278 M01-000020  FDA Add-On Unk of Use DI E Uni of Use DI
++EITC5001224278 MO1-000020  FDA Add-On Single Use: =] Sngle Use
++EITC5001224278 M01-000020  FDA Add-On Lot or batch number X Lol Lot or batch number
++EITC5001224278 MO1-000020  FDA Add-On Manufacturing date X % Manufacturng date
++EITC5001224278 M01-000020  FDA Add-On Serial number X (=] Serial number
++EITC5001224278 M01-000020  FDA Add-On Expration date X (=] Expration date
++EITC5001224278 M01-000020  FDA Add-On Latex nformation labeled =] Latex information labeled
++4EITC5001224278 MO1-000020  FDA Add-On Device packaged as sterie X & Device packaged as sterie
++EITC5001224278 M01-000020  FDA Add-On Dwect marking DI differs from pamary di H Drect marking DI differs from pimary di
++EITC5001224278 M01-000020  FDA Add-On Drect marking DI number =] Drect marking DI number
++EITC5001224278 M01-000021  FDA Add-On Issung Agency GS1 B &1 Issuing Agency
++EITC5001224278 M01-000021  FDA Add-On Primary DI 05673260050242 <3 4050000002203 Primary DI
++EITC5001224278 M01-000021  FDA Add-On Secondary Issuing Agency B Secondary Issuing Agency
++EITC5001224278 M01-000021  FDA Add-On Sec. DI number 8 Sec. DI number
++EITC5001224278 M01-000021  FDA Add-On Device Count 1 B Device Count
++EITC5001224278 M01-000021  FDA Add-On Uni of Use DI [=] Unit of Use DI
++EITC5001224278 M01-000021  FDA Add-On Single Use X & Single Use
++EITC5001224278 MO1-000021  FDA Add-On Let or batch number X L) Lot or batch number
++EITC5001224278 M01-000021  FDA Add-On Manufacturing date X L] Manufacturing date
++EITC5001224278 M01-000021  FDA Add-On Serial number X < Serial number
++EITC5001224278 M01-000021  FDA Add-On Expration date X &= Expiration date
++EITC5001224278 M01-000021  FDA Add-On Latex nformation labeled =] Latex nfermation lbeled
++EITC5001224278 M01-000021  FDA Add-On Device packaged as sterie B Device packaged as sterie
++EITC5001224278 M01-000021  FDA Add-On Direct markng DI differs from prmary di = Drect markng DI differs from prmary di
++EITC5001224278 M01-000021  FDA Add-On Drect markng DI number = Drect markng DI number
++EITC5001224278 MO1-000022  FDA Add-On Issung Agency 651 B & Issung Agency
++EITC5001224278 M01-000022  FDA Add-On Prmary DI 05673260050259 €2 4050000002210 Prmary DI -
++EITC5001224278 M01-000022  FDA Add-On Secondary Essung Agency =] Secondary Issung Agency &
i 1

fsand

[+ JUDI/MAINTAIN ¥ | ERP7SOMS | INS

3 entries as been selected

[E system Hep b
© -]« P90 0
UDI data maintenance for GMN ++EITC5001224278
iaudetral  guCheck UDI data  ®3Eror report [ Data integriy
BASIC UDI-DI =
Authoriy EU Description :Tst UDI ++EITC5001224278 Change 1| BUDI |++EITCS0012:
Release status
] BAS !
BASIC UDI-DI_/UDIDI |
|80/ || [Eadd upi-p1)| [ESunink upt-r UDI-DI data
Material Material Description Template Release status
M01-000020 Test Maters| MO1-000020 Release Trigger fields locked g Submission Status | Version:
M01-000021 Test Materl M0O1-000021
M01-000022 Test Materil M01-000022 =
¥ il 00023 Material master data
M01-000024 Test Materil M0O1-000024 Material MO1=000020 Short text Test Material M01-000020
M01-000025 Test Materl M0O1-000025
01000027 Test Materal 00027 Product nformation Product status
M01-000028 Test Material M01-000028 i Gol L] Device Status
M01-000029 Test Material M01-000029 i’ UDI-DI Code 4050000002197 I
g‘.? Purp. other than medical
Wl Quantty of device ih
Wl Max. number of reuses il
Wil Reference number REF400X
Second. DI Agency v
Second. UDI-DI Code URL for Addiional Informatic
Wl || Drect Markng Webste
Is the device designed or manufactured by another legal or natural person?
Yes (If yes, please enter SRN or Product Designer 1D)
-
[Tt e, had
40 T L

SArd
—

[+ JUDI/MAINTAIN ¥ ERP7SOMS  INS

New value in UDI-DI Code has been overwritten and Secondary Iss.Agency has been cleared

10



] -« ace 08 %
UDI data maintenance for GMN ++EITC5001224278
DiAudtwal  gBcheck UDI data %3 Emor report Data ntegrty

BASIC UDI-DI
Authorky EU Desaiption iTest UDI +=+EITC5001224278 Change 1 j BUDT |++EITC50012%

|
|
: Release status
|
|

BASIC UDI-DI </ UDIDI |

(6] || [E5add upi-o1) | [EZ unink uDI-DI] UDI-DI data

Material Material Descrption Template Release status

101-000020 Test Materal M01-000020 Released Release Trigger fekds locked Loy Submission Status | Version:
1M01-000021 Test Materal M01-000021

% mmlﬂiﬂﬂmﬂl} Material master data

1M01-000024 Test Materal M01-00002% Material 101-000020 Short text Test Materal M01-000020
M01-000025 Test Materal 1101-000025

1M01-000026 Test Material 101-000026 Pmd.ux Snalion Product status
1101000028 Test Materal M01-000028 ufl Issung Agency 51 b Device Status
M01-000029 Test Material M01-000029 Wil UDI-DI Code 4050000002197

W] Purp. other than medical
1 Wil Quantity of device 1
W Max. number of reuses 1

Wil Reference number REF400X

Second. DI Agency -

Second. UDI-DI Code URL for Addtional Informatic
Wi [ Drect Marking Websie

Is the device designed or manufactured by anather legal or natural person?
Yes (If yes, please enter SRN or Product Desgner 1D)

T
lSARd [+ JUDI/MAINTAIN ¥ ERP7SOMS NS =y

o = 8 g o) @ 8 pev

Save and restart of the T-Code shows still the same values

11



UEA-744 | S_TABU_NAM Autorization missing

e Jiralink

« Error description
« Effected T-Code(s)
* Test scenario

o Testresult

« Test execution

Jira link

UEA-744: Autorization S_TABU_NAM added RESOLVED

Error description

Authorization S_ TABU_NAM check was missing for the following T-Codes:
* /UDI/CLO31 - Application settings

e /UDI/CLO27 - SRN Number

Effected T-Code(s)

« /UDI/CLO31 - Application settings
e /UDI/CLO27 - SRN Number

Test scenario

Go to T-Code SU24 and enter the T-Codes to see if the “S_TABU_NAM” entry appears for both T-Codes

Test result
Result: successruL
By: Ismail Demiralp

At: 07-11-2023
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Test execution

= swon e ]
= B

] v]« eace A0 e®
UDI data maintenance for GMN ++EITC5001224278

Diaudetral  gaCheck UDI data  ®3Error report [Pl Dara integriy

BASIC UDI-DI
Authoriy EU Description ETest UDI ++EITC5001224278 Change 1| : BUDI |++EITCS0012:

Release status

BASIC UDI-DI " UDI-DI |

E2 Unink UDI-DI UDI-DI data

(B8] | [Eadd upt-ot

Materal Material Description Template Release status. :
101-000020 Test Materal M01-000020 Laled Release Trigger fiekds locked g Submission Status Version:
M01-D00021 Test Materal M01-000021
Material d:
1401000023 Test Materil M01-000023 BlerE master Sat
M01-000024 Test Material M01-000024 Material MO1-000020 Short text Test Material MO1-000020
H01-000025 Test Materal M01-000025
Test Materal M01-000026 = =
WEEI:E:Z Test Materil 00027 Product information Product status
101-000028 Test Matarial M01-000028 L ] = Device Status
M01-000029 Test Material M01-000029 ' UDI-DI Code 4050000002157 |
.g? Purp. other than medical
Wl Quantty of device i
Wl Max. number of reuses il
i Reference number REF400X
Second. DI Agency v
Second. UDI-DI Code URL for Addiional Informatic
wll || Drect Markng Webste

Is the device designed or manufactured by another legal or natural person?
Yes (If yes, please enter SRN or Product Designer 10)

grr L JUD/MAINTAIN ™ ERP7SOMS  INS =

= Appicabon  Edt  Goto Utites System  Help w '

(] | = e e R e%

Display Transaction /UDI/CLO31
% I§ [ =eRokes FlsAPData | Authorization Trace: Off  Merge Mode for PFCG: Off
A (&) R[EF) (S | Transadin code /UDT/CLO31 Saved Inherance from SM30 active
| @) [E ML) (S0 [Obea ) [Gered vaves
TEXT-560 Authorization Objects
Transaction Short Description B Object ‘_\Dl:iea Description TSTCA Check Ind. Defauk Package Applc. Component
fUDI/CLO27 Manufacturer Code (SRN) :S_TD.NJJ\IAM Table Access by Generic Standard Tooks Chedk Yes SVIM  BC-CUS-TOL-TME
fUDI/CLO31 UDI Agplcation settings S_TCODE “rransaction Code Check at Transaction Start Chedk No SUSR  BC-SEC-USR-ADM

L i

B AFEE L SE E

Defauk Authorizabion Values (S_TABU_NAM)

Object  ~ Fiekd Name Icon 'From' Vake To
S_TABU_NAM ACTVT &y 02
& 03

TABLE % [UDI/CONFIG

| SAPLSUZX ™ | ERP7SOMS  INS =

13



UEA-749 | Not EUDAMED relevant UDI-DI still visible

e Jira Link

« Error description
« Effected T-Code(s)
* Test scenario

o Testresult

« Test execution

Jira Link

UEA-749: Not Eudamed relevant UDI-DI's still visible in /UDI/MAINTAIN RESOLVED

Error description

When a existing UDI-DI record was marked in MM02 as EUDAMED relevant = “no” or “undefined” it was still visible in /UDI/MAINTAIN. This
has no effect of data submission. Not EUDAMED relevant materials are not getting submitted or exported using /JUDI/EXPORT.

Effected T-Code(s)

/UDI/MAINTAIN

Test scenario

Change in MMO2 of an existing UDI-DI record the EUDAMD relevant value to “no”. Save the changes.

Enter BASIC UDI-DI to which the UDI-DI records was assigned before in the selection field in /UDI/MAINTAIN and show the UDI-DI tab.

Test result
Result: successruL
By: Ismail Demiralp

At: 07-11-2023

Test execution

Changed in material master to “not relevant”
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[ Materal Edt Goto Enyronment  System  Hep w—

/] -« @ balalf-1
#.] | Change Material M01-000020|(Finished Product)

{j =rAddtional Data g5 Org. Levels  §aCheck Screen Data ()

(sv-Basicdatal | (s'Basic data2 | (' Classification
Assign effect. vals GenltemCatGroup NORM| Standard kem =

Material authorization group
Authorzation Group

Dimensions/EANs

Gross Weight Weight Unt:

Net Weight [
Volume: Volume Unk

Size/dimensions

EAN/UPC EAN category

Packaging materil data
Matl Grp Pack.Matls

Basx: Data Texts
Languages Mantaned (] [;!l Basic Data Text Language: v

FDA UDI Information

FDA UDI relevant J¥es v FDA UDI Master data |
EU UDI Information
EU UDI relevant 3 No. -

Basic UDI-DI entered in /UDI/MAINTAIN

B =
= sSystem Heb
(/] v« @ R e
UDI data maintenance

&Show UDI data  # Maintain UDI data [ ") Create Basic UDI-DI

Basic UDI-DI Fiekds =
Autharity EU
s o
Basic UDI-DI Code Li+EITC50012212731 ju
Actor SRN to
Applicable Legislation to
Device Model to
Device Name to
Risk Class to
Basic UDI Description to
BUDI Guid to
DUNS to
UDI-DI Fields
EU UDI relevant 1 to 2 &
f—
Material to &
=
Prod.hierarchy (UDI) to &
=
UDI-DI Code to =
s
Maximum Number of Hits 500
i LS
Mo records found for the entered selection crikeria ISAPY [ JUDI/MAINTAIN ™  ERP750MS  INS =5
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Material M01-000020 is not anymore visible.

[E System Hep v

@ l«H ate H0e®
i UDI data maintenance for GMN ++EITC5001224278

SAudetral  g0Check UDI data  BEEror report [ Data integrity

L

BASIC UDI-DI
Authorty EU Description :Tst UDI ++EITC5001224278 Change 1

Release status
) BASIC |

IDI-DI released Al UDI-DIs release:

BASIC UDI-DI . UDI-DI |

[#57)| Esada voro] [E5uniek vorol UDLDI dota
Material Material Description Template Release status
MO1-000021 I M | M [ |Released | Release Trigger fields locked [ subm
;mﬂng Lss;atgmﬁmm 0] TR
1M01-000025 Test Materal M01-000025 Material M01-000021 Short text
M01-000026 Test M. | M
W[ 01-000028 %&ﬂﬂﬂﬂﬂ]lﬁﬂhmﬂﬂﬂ P!Od.u(.‘t information
MO1-000029 Test Material M01-000029 wll Tssuing Agency G51 hd
£ UDI-DI Code 5673260050242
wii Purp. other than medical
i Quantity of device 1
Wi Max. number of reuses
ol Reference number 5673260050001
Second. DI Agency -

Second. UDI-DI Code
Wi [ | Drect Marking

Is the device designed or manufactured by another legal or natural person?
|| Yes (If yes, please enter SRN or Product Designer 1D)
I v

ISAP, [» /UDI/MAINTAIN ™ ERP7S0MS = INS =

~A BT aE amd) B &8 D 5
116 o gy ) @ o DEU 07.11.2023
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UEA-750 | Duplicate entries created Excel Upload

e Jiralink

« Error description
« Effected T-Code(s)
* Test scenario

o Testresult

« Test execution

Jira link

O UEA-750: Upload of unlinked UDI-DI creates duplicate entries in database REsoLVED

Error description

Duplicate entries are created using excel upload for udi records which are already existing in EU-Addon but which are “unlinked” (Not
attached to a Basic UDI-DI).

This causes afterwards to unexpected behavier.

Effected T-Code(s)
« /UDI/UPLOAD

¢ /UDI/MAINTAIN

Test scenario

A UDI record will be exported to excel file using the T-Code /UDI/Export.

Only one UDI-DI record will left in the file - other UDI-DI records will be removed.

In EU Addon the relevant UDI-DI records will unlinked. Afterwards the excel upload will be executed.
After the excel upload we will check if the unlinked udi records appears.

Check inf the udi records exists in the database tables only once.

Test result
Result: successuL
By: Ismail Demiralp

At: 07-11-2023

Test execution
1. Situation before unlinking and exporting the UDI-DI records
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™ o o [=O=
(] sl aae Gl il 1]

UDI data maintenance for GMN ++EITC5001224278

vt val  gached UDEdata 95 Error report

BASIC UDI-OI =
Rughorty U Descrpton Test UDI +4EITCS001224278 Change 1] BUDE [++EITCS001224278 Dat

UDI-DI data
Maeral Material Descrpton Template Relesse status
M01-000020 Test Maneral MO1-000020 Release Trger fekls locked T | Scbmsson Stats  [Vesox 1 [T]
MRL-000021 Tess Maerial MOL-DU021
H01-000022 Test Material M01-000022
01000021 I L MD1-000023 Materal master data
MDI-000024 Test Materil MD1-000024 Material MD1-000020 Short text Test Material MO1-D00020
M01-000025 Test Maneriol MO1-000025
MOL-D00026 st Maerial MOL-DUC026 B R
MD1-000027 Test Materal M0L-000037 = Product status
MRI-000028 Test Materil MOL-000028 el Issing Agency 51 - Device Status On the EU market
M01-000025 Test Material MO1-000029 o UDI-DI Code 5673260050235

" Pum. caher than medeal
ol Quantey of device

i Max. number of reuses. 1
Wi Reference number REF400X
Second. DI Agency EUDAMED v
Second. UDI-DI Code: 05673260050333 URL for Addtional Informaton (eIFU)
Wi || Drect Markng Webste v, europe-t-consuling.ch

I the device desgned or manufactured by anather kegal or natural persan?
| Yes (IF yes, please erter SRN ar Prodict Desgner D)

UDI-OI Attrbutes
o [ Device labeled as sterke il [ Contanng btex Wl [ Labeled as single use
ol (7] Device needs sterlisation before use Wl ] New Device
i () Reprocessed single use device

Producton dentifier
! [¥] Lot or Batch na. Wl [¥) Expiration date o () Manufacturing date o' ] Serisl rumber ol (] Software ide

“» “»

[ JUDLMAINTAIN ™ ERP7SOMS | INS o

2. Export Basic UDI-DI “++EITC5001224278” and removing all UDI-DI records except Material M01-000020
a. Unlinking the UDI-DI record M01-000020

R - 4

UDI data maintenance for GMN ++EITC5001224278

TiAudttral g5 Check UDI data W5 Error report

BASIC UDI-DI =
Authority EU Desaription Test UDI ++EITC5001224278 Change 1
Release status
/] BASIC UDI-DI released |
ink UDI-DI x
BASIC UDI-DI UDI-DI
1 6 Are you sure you want to unlink the UDI-DI
(601151 [Eadd upt-o1| | [Fug record from this BUDI? |
Material Material Df B
:_MMEQ] 000021 Iﬁit_itﬁ:::::ﬁ ‘ Yes " Mo ” b 1 Cancel p T E
b s Lo e R 0 el raser G
M01-000024 Test Material M01-000024 m Material M01-000020 Short text
M01-000025 Test Material M01-000025 []
MOLONPS  IetMaslMOMOS D (g e
101000028 Test Material M01-000028 0 uf Issung Agency 61 &
M01-000029 Test Material M01-000029 ] i) UDI-DI Code 05673260050235
I/ Purp. other than medical
W Quantity of device 1
wl] Max. number of reuses 1
Wil Reference number REF400X
Second. DI Agency EUDAMED =
Second. UDI-DI Code 05673260050333
Wi [ Direct Marking
Is the device designed or manufactured by another legal or natural person? =
[ Yes (If yes, please enter SRN or Product Designer ID) fud
4 F ik r
g I | JUDI/MAINTAIN ~ | ERP7S0MS ~ INS =

Greenshot Editor
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Record has deletion flag in database table.
FES e

& TableEntry Edt Goto  System  Hep 1Y

® el @@e a8 %

/UDI/DIDATA: Display of Entries Found

PikE =

Search in Table /UDI/DIDATA

Number of hits [1

Runtme 0 Maximum no. of hes (500 I

Insert Column E: [E3]

EEFEEED ELRL S5 5 ) W) ) o
E: DI GUID Material arent GUID fag|Trig.lock. Released Iss.Agency UDI-DI Code Device status Subst StD Subst Er
M01-000020 25400AEAB561EECBSEE3DCCT0M25EBE)X GS1 05673260050235 ON_THE_MARKET

525400AEAB56 1EECBSEE3DCCT0427ER!

it Editor

hot Editor

Upload of UDI Excel file. File : ) UDI EU data upload template V8- Export -20231107-144906.xIsx

using T-Code /UDI/UPLOAD
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(= program Edt  Goto  System  Help [
@ l«H eage s 0 o=

UDI data upload

&

Upload file selection
Process Type

Insert Process - UDI DI only -
L .
Upload fie name I_MI?’\UI:!II EU data upload template V8- Export -20Q31107—144906.:ds:d_’j
Field Selection
G I
G Select UDI-DI Fields

Sarrnple Excel Template

| Download Sample Excel Fie

Please don't remove columns in excel fie

4

> /UDIJUPLOAD ™  ERP750MS ' INS

n
(=]

Uploading excel file until the preview screen, which shows only content related errors.

20



& symem b | - &

UDI Data Migration - records prepared to load: 1

ghvaldate data  [5]Start data upbad  [5]Save Al Data (Ignore Errors)  [E)Export messages

BASIC UDI .~ UDI-DI

EFEEE) @@ JE
Messages Basic UDI-DI Code  Material Material Description Iss.Agency UDI-DI Code Device status Annex XVI  Qu.of dev. Max.Reuses PDes.!
® ++EITC5001224278 M01-000020 Test Material M01-000020 GS1 05673260050235 ON_THE_MARKET i 1

DI Type Material Status Message Message

oI ig/:MDlmOﬂED 0 “CodeList: UDI-DI->Substances:Human Substance" & not valid
DI M01-000020 @  "CodeList: UDI-DI->Substances:Human Substance” is not vaid

DI M01-000020 ‘. “CodeList: UDI-DI->Substances:CMR Endocrne” is not vakd

DI M01-000020 @  "CodeList: UDI-DI->Substances:CMR Endocrine” is not vakd

DI M01-000020 i@  “Packages:DI Code”: GTIN 7890001 has a wrong length

DI M01-000020 i  “Packages:Chid DI Code": GTIN 7890002 has a wrong length

DI M01-000020 @  "Packages:No parent package found.”: Package Code:7890001

DI M01-000020 @  Please enter in the table "CMR Endocrine Substance” the value for field "Substance Name"
DI M01-000020 @  Please enter in the table "CMR Endocrine Substance” the value for field "Substance Name"

ISARS [» ' JUDI/UPLOAD ¥ | ERP7S0MS ' INS

Continuing using “Save All Data (Ignor Errors)” button.
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= System  Help

UDI Data Migration - records prepared to load: 1

&4 Valdate data [ Start data upload  [5]Save Al Data (Ignore Emors)  [2)Export messages

_Basic upl_upior |

[E][FE)7 L) (S JEL)

Messages Basic UDI-DI Code  Material Material Description Iss.Agency UDI-DI Code Device status Annex XVI Qu.of dev. Max.Reuses PDes.!
@ ++EITC5001224278 M01-000020 Test Material M01-000020 G51 05673260050235 ON_THE_MARKET 1 1

[= Upload confrmation

g Uploading data cannot be reversed (though it can
be edited in the future). Confirm you have
reviewed the data and it is ready for uploading

into SAP please.
o Confirm ” x Mo |
13

& DEu

System message that 0 Basic UDI-DI uploaded but 1 UDI-DI record.
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. [=EiEi
] v« eaqce sl ]
UDI Data Migration - Loaded records: 1

é’ﬁ Valdate data Start data upload Save Al Data (Ignore Errors) BjExport messages

BASIC UDI -~ UDI-DI

[SE0 %R (S

rl*'1essages_'Bas«: UDI-DI Code Matenal Material Description

Iss.Agency UDI-DI Code Device status Annex XVI  Qu.of dev. Max.Reuses PDes.!
L J++E[TC5001224278M1£@_Q2D Test Material M01-000020 GS1 05673260050235 ON_THE_MARKET 1 1
4 b
4 i
0 Basic UDI-DI data and 1 UDI-DI data has been saved ISAP, [» /UDI/JUPLOAD ¥ ' ERP750MS ' INS =

In the Tcode /UDI/MAINTAIN the UDI-DI records is visible again.
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{ =

(/]

System  Hebp

fl«H eae

L1

UDI data maintenance for GMN ++EITC5001224278

[Test UDI ++EITC5001224278 Change 1

CfAudttral  g0icheck UDI data 95 Error report

BASIC UDI-DI

Authority EU Description

Release status
[¥] BASIC UDI-DI released Al UDI-DIs

BASIC UDI-DI /UDI-DI

(0] 1] [E&Add uor-pi| | (Esunink up1-D1|

Material Material Description Template
M01-000020 Test Material M01-000020
MO01-000021 Test Material M01-000021
1M01-000022 Test Material M01-000022
M01-000024 Test M. il M 4
M01-000025 Test Material M01-000025
[1M01-000026 Test Matenal M01-000026
1M01-000027 Test Materal M01-000027
M01-000028 Test Materil M01-000028
M01-000029 Test M l M

|
4k

[#] UDI data are baded

UDI-DI data
Release status
Relea: ‘E‘ Trigger fields locked
Material master data
Material M01-000020
Product information
KF Issung Agency G51
I/ UDI-DI Code 5673260050235
Wi Purp. other than medical
Wl Quantity of device 1
Wi Max. number of reuses 1
¥ Reference number REF400X
Second. DI Agency EUDAMED
Second. UDI-DI Code 05€73260050333

I [ Direct Marking

Is the device designed or manufactured by another legal or natural person?
" Yes (If yes, please enter SRN or Product Designer 1D)

ISAPd

¥ JUDI/MAINTAIN ¥ ERP750MS  INS

? [ s

Short text

Deletion flag in the database table has been removed.

[E Table Entry [Edt  Goto  System  Hebp
] v« eqe 50 e
/UDI/DIDATA: Display of Entries Found
SEE =
Search in Table /UDI/DIDATA
Number of hts. 1 - -
Runtime 0 Maximum no. of hits _5001 If
Insert Column 'PT@
@) (&)@ L) =1 L) | [ (G1)) [ Apetas|[ %)
B DI GUID arent GUID g ock. Released Iss.Agency UDI-DI Code  Device status

525400AEA8561 EECBSEE3DCCT0427ER!

S400AEABS61EECBSEE3DCCT0425ERE

G51 05673260050235 ON_THE_MARKET

Subst StD Subst Er
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UEA-751 | RFC API Interface implementation

Jira Link

) UEA-751: RFC Function module will surf as API for other applications RESOLVED

Function description

To realize a data access from external application’s two new function module are developed.
e The first function module with name: /UDI/API1_REL (Read relevant UDI materials) returns all EUDAMED and FDA relevant material

numbers.

e The second function module with name: /UDI/API1_DATA (UDI Data selection) returns all EUDAMED and FDA udi data which were
provides in the interface parametes.

0 Note that all materials that are assigned to the same BUDI are always selected

Effected T-Code(s)

N/A

Test scenario

Make sure that at least 1 material has the status “In preparation” for both authorities. You can change this status in MMO02.
1. “/UDI/API1_REL"
a. Start T-Code SE37 for FM testing and enter the FM name “/UDI/API1_REL*

b. Check the parameters IV_REL_FDA and IV_REL_EC and execute

2. “/UDI/API1_DATA”
a. Start T-Code SE37 for FM testing and enter the FM name “/UDI/API1_DATA*

b. Enter two material numbers which one is relevant and the other is in preparation.
i. Start selection one time without IV_REL_PREP checked and in the second run with IV_REL_PREP.

ii. Check the result

Test result

Result: successruLL
By: Ismail Demiralp

At: 08-11-2023

Test execution

One material with status Preparation.
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[E Material Edt Goto Envionment System  Help -
. ~«H @@= M HE e@®
#.|  Change Material 1700 (Finished Product) |

[} =»Addtional Data & 0rg. Levels  g0Check Screen Data () ]

(&'Basic data 2 | (&) Classification

Product alocation Prod. Hierarchy | B
X-plant matl status [] Vald from
["] Assign effect. vals GenItemCatGroup NORM | Standard tem
| Material authorization group
Authorization Group [ | S
| Dimensions/EANs
Gross Weight Weight Unit
Net Weight
Volume Volume Unit [ |
Size/dimensions I |
EAN/UPC EAN category [ ]
| Packaging material data |
Matl Grp Pack.Matls
| Basic Data Texts
o ™ |
Languages Maintained 0 [Eﬁ Basic Data Text ] Language: -
| FDA UDI Information ]
FDA UDI relevant V Preparation - | FDA UDI Master data |
| EU UDI Information ]
EU UDI relevant 2 Preparation - [ EU UDI Master data |
=
=:.'|f'! » | SAPLMGMM * ERP750MS INS E‘Iﬁ

1. Start T-Code SE37 for FM testing and enter the FM name “/UDI/API1_REL" and check the parameters IV_REL_FDA and IV_REL_EC
and execute
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[= Function modules Edt  Goto Utiities  System Help

(] F«H @@ 2R DDOD 50 o=
Test Function Module: Initial Screen

G} @»'Debugghg @ Test data directory

/UDI/APIL
/UDI/API1_REL s

Uppercase/Lowercase

RFC target sys:

Import parameters Value
IV_REL_EDA £
IV_REL_EC %)
IV_IN_PREP

SAPY [> SAPMSSYO ™ ' ERP750MS | INS =

ot Editor

Note the number of all relevant materials for each authority.
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= Function modules  Edt  Goto Utlities  System Help

[/ «H eqe SR DNAN %

Test Function Module: Result Screen
&

I /UDI/API1 -
F ion N /UDI/API1_REL h
Uppercase/Lowercase [
Runtime: 4.930 Microseconds
RFC target sys:
Import parameters Value
IV_REL_FDA X
IV_REL_EC 5%
IV_IN_PREP
EXport parameters Value
ET_REL_FDA 1.272 Entries
ET_REL_EC 1.274 Entries
a
-
grr [ SAPMSSYO ¥ ERP7SOMS | INS iy

0833

Greenshot Editor Greenshot Editor ™ Greenshot Editor B v, = @ g q) § &8 DEU e T

Content of the FDA relevant materials list
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= Object Edt Goto Utiiles Settings  System  Help w
© J<H eee ehE 0OL0EN 0

Structure Editor: Display ET_REL_FDA from Entry 1

S 4 » M Elcoumn  ElEntry  Metadata

1272 Entries -

MATNR

E

4701
1708
1710
1711
1713
1734
1739
1740
1742
1743
1751
1752
1758
1767
1769
0102-1
0202-1
0z20z2-2
0202-3
0202-4
0202-5
0203-1
0211-1
0211-2
0302-1
0302-2
0302-3
0302-4
030322-1
0311-1
0311-10

S

[SAP, [» SAPMSSYO ™ ' ERP750MS INS =

Content of the EUDAMED relevant material list.
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=3
= Object Edt  Goto Utiities  Settings  System  Help

@ el eae e DAL HE eF

Structure Editor: Display ET_REL EC from Entry 1
gu M 4 b M E]cokmn  EEntry  Metadats

1274 Entries h

MATNR R

f108
1701
1709
1710
1711
1713
1734
1739
1740
1742
1743 ]
1751
1752
1758
1767
1769
0102-1
0202-1
0202-2
0202-3
0202-4
0202-5
0203-1
0211-1
0211-2
0302-1
0302-2
0302-3
0302-4
030322-1
0311-1

T T

a
-
ISADY » SAPMSSYO ™ ERP750MS  INS =

Execute the FM again with all options checked to see if the materials in preparation
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Goto  Utiities  System  Hebp

l«H e@e i DDOADIEEH e

[=  Function modules  Edit
]
Test Function Module: Initial Screen

(£ (ErDebugging (& Test data drectory

on group /UDI/APIL
iUDI/BPIi_REL

o

Uppercase/Lowercase

RFC target sys:

Import parameters Value
IV_REL_FDA X
IV_REL_EC %
IV_IN_PREP X,

l*  SAPMSSYQ ¥ | ERP750MS | INS

=

Number of selected materials including Preparation.
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[ Function modules  Edt  Gote  Utities

Uppercase/Lowercase

System  Help

o -l«H e@e 2 DN BN eF

Test Function Module: Result Screen
&

group /UDI/API1
/UDI/API1_REL

Runtime: 5.756 Microseconds

'_RFC target sys:
L

]

Import parameters Value
IV_REL_FDA X
IV_REL_EC X
IV_IN_DREP X
EXport parameters Value

ET_REL_FDA
ET_REL EC

1.274 Entries
jiii] 1.276 Entries

" Greenshot Editor

Content of the FDA relevant list including material 1700.

32
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Structure Editor: Display ET_REL FDA from Entry 1

gu M 4 F M Elcoumn GlEntry  Metadata

-

MATNR

E

a7o0
1701
1709
1710
1711
1713
1734
1739
1740
1742
1743
1751
1752
1758
1767
1769
0102-1
0202-1
0202-2
0202-3
0202-4
0202-5
0203-1
0211-1
0211-2
0302-1
0302-2
0302-3
0302-4
030322-1
0311-1

FREEEREREREREEREREREEREREREREREERERREBSRREREEER N

:

-
[» ' SAPMSSY0 ™ | ERP750MS  INS =

08:40
08.11.2023

~ @D = 48 g ) § 68 DeU

Content of Eudamed relevant list including material 1700.
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Structure Editor: Display ET_REL EC from Entry 1

i M 4 p M Zcobmn  EEntry  Metadata

1276 Entries hd

MATNR

o

2108
1700
1701
1709
1710
o7zl
1713
1734
1739
1740
1742
1743
1751
1752
1758
1767
1769
0102-1
0202-1
0202-2
0202-3
0202-4
0202-5
0203-1
0211-1
0211-2
0302-1
0302-2
0302-3
0302-4
030322-1

FREBRERPRPREPEPBEBERPRERERPERPERPRBRERE Efol-

=:|.‘ Dy [> | SAPMSSYQ ~ | ERP750MS  INS

o, , .

08:41
08.11.2023

® T = a8y ) @ 9 DEU

2. Start T-Code SE37 for FM testing and enter the FM name “/UDI/API1_DATA*

3. Enter two materials with relevant and preparation status in MMO2 into the FM
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Test Function Module: Initial Screen
(& (LrDebuggng (& Test data directory

1]

T n 1P /UDI/APT1
E /UDI/API1_DATA
Uppercase/Lowercase

RFC target sys:

Import parameters Value
IT_MATNR fiil 2 Entries
IV_REL_PREP

IV_CNT_RECORDS 50

IV_FROM 1

APy ' SAPMSSYD ¥ ERP750MS  INS

Values in material list

= Object Edt Goto  Utlities  Settings  System  He
) e @a@e S0

Structure Editor: Change IT _MATNR fr
S5 A4 b M E]comn  ElEntry BR S New

2 Entries

1700
100-500

Result of the FM. Only 1 material is selected
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Test Function Module: Result Screen
&
I fu N group /UDI/API1 =
me /UDI/API1_DATA hs

Uppercase/Lowercase
Runtime: 42.837 Microseconds

RFC target sys:

Import parameters Value
IT MATNR 2 Entries
IV_REL_PREP
IV_CNT_RECORDS 50
IV_FROM )
Export parameters Value
ET_DATA il 1 Entry
EV_NEXT_SEL_INDEX 0
EV_SELECTED_BUDI 1
EV_SELECTED_DI 2
EV_CNT_BUDI 1
EV_CNT_DI 1)
-
L =
==' 2y [+ SAPMSSYO ™ ERP750MS INS =

09:04
08.11.2023

v, = B g o) § &8 DEU

Select now with parameter IV_REL_PREP ="X'
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Test Function Module: Result Screen

Uppercase/Lowercase
Runtime: 64.218 Microseconds

RFC target sys:

Import parameters Value

IT MATNR liiil 2 Entries

IV_REL_PREP X

IV_CNT_RECORDS 50

IV_FROM 1

EXport parameters value

ET_DATA liiil 2 Entries

EV_NEXT SEL_INDEX 0

EV_SELECTED BUDI 2

EV_SELECTED_DI 6

EV_CNT_BUDI 2

EV_CNT_DI 2

a

L i

:

» SAPMSSYD ™  ERP750MS INS =

A BT = ayd) § oF
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UEA-752 | XML Version no. logic

Jira Link

UEA-752: Updating EUDAMED Version numbering RESOLVED

Error/Feature description

https://europe-it.atlassian.net/wiki/x/AQBfN

Effected T-Code(s)

/UDI/EXPORT

Test scenario
1. Export a BASIC UDI-DI and UDI-DI and check the Version number in XML file. Version number should be equal to the version number in
the application. (In this Case BUDI Version = 3, UDI-DI Version = 2)

2. Set the Parameter “WVERSION_DECREMENT = X" in application setting and export a BASIC UDI-DI and UDI-DI and check the Version
number in XML file. Version number should be version no - 1 comparing to the version number in the application. (In this Case BUDI
Version = 2, UDI-DI Version = 1)

Test result
Result: successruLL
By: Ismail Demiralp

At: 14-11-2023

Test execution

1. Test scenario

Version Basic UDI-DI: 3

UDI data ii for GMN ++. icalStation5X
ClAudetral 0 Check UDI data B Data integrity
BASIC UDI-DI =
Authorty EV Deserption Medieal Staton TEST | Bupz [++A999Medeatitane
Release status

e T

./ BASICUDL-DI | uDL-D

Status
T Release | Trigger fields locked (=] Subrmission Status IV'EISIJII: 3 I
Wil Appicable Legsiation IVDR- In Vitro Diagnostic Medical Re. ™
il Tssung Agency HIBCC - il Basic UDI-DI Code ++AQ99MedicalStatonSK < [
Wil Rk Class Class D (IVDR) - il Actor SRN BE-MF-203450003 Europe IT - -

b i

[SAPy L' JUDI/MAINTAIN ~ | ERP750MS  INS &

1107
14.11.2023

- i T & & wm ) @ &2 DEv

Version UDI-DI: 2
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https://europe-it.atlassian.net/browse/UEA-752
https://europe-it.atlassian.net/browse/UEA-752
https://europe-it.atlassian.net/browse/UEA-752
https://europe-it.atlassian.net/browse/UEA-752
https://europe-it.atlassian.net/wiki/x/AQBfN

& e 1 SO
o “l«H aae A0 e
UDI data maintenance for GMN ++. dicalStationSX
hudt val g0 Chedk UDI data Data ntegrty’
BASIC UDI-DI =
Authorty EU Desaripton Medical Staton TEST BUDI [1 +AS9Medicabia
Rekease status
4 Rl A
BASIC UDI-DI_/(UDIDI |
(&) ;| [E5add uor-oi| | [ES uniek uot-o1| UDI-DI data
Material Matenal Descrption Template Release status
1734 ] Relea: Relkease | Trigger fiekds locked o Submission Status Version: 2
Material master data
Materal 1734 Short text Test Material 00000000000000173
Praduct information Product status a
Al Issuing Agency HIBCC - Device Status h
4 4
grr [ FUDI/MAINTAIN *  ERPFSOMS = INS =y

Setting “VERSION_DECREMENT” is default.

B

UDI Applcation settings
erup
(APPLICATION BASIC
APPLICATION BASIC
APPLICATION BASIC
APPLICATION BASIC
APPLICATION_BASIC
APPLICATION BASIC
APPLICATION BASIC
APPLICATION BASIC
APPLICATION BASIC
RPPLICATIDN_BASIC
APPLICATION BASIC
APPLICATION BASIC
APPLICATION BASIC

Display View "UDI Application settings": Overview

_‘Parameter name Parameter vale
|BUTH_SRN_FIETD
AUTH_SRN_OBJECT b

DEACT_ INTEGRITY_FUNC

]

EXEC_VALIDATE /UDI/UPLOAD, /UDI/ATTRIBUTES, /UDI/PHT _MAT_ASSIGN
EXPORT_ONLY_RELEASED X

EXPORT_XML_SENT_FLAG X

LOCK_ARFTER RELEASE X

PROD_HIER_ACTIVE X

2000

RECEHT_EKCEL_VERSIDN 8

RANGE SELECT SIZE

RELEASE_WO_ERROR X
SHOW_ATT_ SUCCESS_BTN X

APPLICATION BASIC

APPLICATION BASIC

SOFTWARE VERSION V2023/11
VERSION_DECREMENT I -
—
XML_LABEL EUDAMED Production =
i 4k
ey 10747

lsApg

[ JUDI/SAPLCL_031 ™ ERP750MS | INS

1=F T K"

E  program

Edt  Goto

debugger(3)

System

Hep

Count of Basic UDI: 1, Count of UDI-DI: 1.

Do you want to continue?

| Yes

I

L» ' SAPMSSYOD ¥ ERP7SOMS NS

) o,
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Hreui m[l neu 2 ml-neu 3 ﬂl. neu 4 l!l'.1ACT|ON'2_UDI_DI_POST_E3121?761EX—I.xmr 11 [ ACTION-3_BASIC_UDI_PATCH_A999MedicalStationsX-1xmi Ed |

2kl
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56

<message:conversationID>525400ae-aB856-1leee-aldb-1c6549e0decS</message:conversationiD>
<message:correlationID>525400ae-a856-1eece-aldb-1c6549ae0£fecs</message: correlationID>
<message:creationDateTime>2023-11-14T10:30:54,081+01:00</message:creationDateTime>
<message:messagelD>525400ae-aB56-1leee-aldb-1c6549ellecs</message imessagelD>
<message:recipient>
<message :node>
<service:nodehctorCode>EUDAMED</service :nodeActorCode>
<service:nodelD>eDelivery:EUDAMED</service :nodeID>
</message:node>
<message:service>
<service:servicehccessToken/>
<service:serviceID>BASIC UDI</service:serviceID>
<service:serviceOperation>PATCH</service:serviceCperation>
</message:service>
| </message:recipient>
= <message:payload>
= <deszi “hud

1}

{T}
LT

L3 P AR :IVDRBasicUDIType">

I <e:version»3</e :version>|
» udi:riskClass>

= <budi :modelName>
<commondi :model>Device ModelTEST1</commondi:model>
commondi : name>Dupli 'est 14.11.2023</commondi:name>
</budi :mode 1Name>

= <budi:identifier>
<commondi : DICode>HA999MedicalStation5X<f commondi: DICode>
<commondi:issuin di:issuingEntityCode>

AESSAYe i COLLELdLIVINLU»DL0%9VUVAETA0J0TLEEE-AVAR=LCDOEYELIBCI</lESSdysS (COLLELdLLIONLL >
<message:creationDateTime>2023-11-14T10:30:54.081+01:00</message:creationDateTime>
<message :messagelD>525400ae-a856-1leee-aldb-1c6549el7ec5</message messageID>
<message:recipient>
<message:node>
<service:nodeRActorCode>EUDAMED</service:nodeActorCode>
<service:nodeID>eDelivery:EUDAMED</service :nodelID>
</message:node>
<message:service>
<service:serviceAccessToken/>
<service:serviceID>UDI_DI</service:servicelD>
<service:serviceOperation>PATCH</service:serviceOperation>
</message:service>
</message:recipient>
<message:payload>

devices:IVDRUDIDIDataType">

<commondi : DICode>A999IVDDTEST< /fpommondi : DICode>
<commondi :issuingEntityCode>HIBCC</commondi:issuingEntityCode>

</udidi:identifier>
<udidi:status>
<commondi : code>NO_LONGER_PLACED ON THE MARKET</commondi:code>
</udidi:status>
<udidi:additionalDescription>
<lngs:name>
<lngs:language>FR</1ngs:language>
<lngs:textValue>Test</Ings:textvValue>
</1ngs:name>
</udidi:additionalDescription>
<udidi:basicUDIIdentifier>
<commondi : DICode>++A999Medicalstation5X</commondi : DICode>
<commondi:issuingEntityCode>HIBCC</commondi:issuingEntityCode> I

=> Result is as aspected

2. Test scenario

Setting changed
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[= TableVew Edt Goto

] Fl«Blege S

Selection  Utlities  System  Help

R Change View "UDI Application settings”: Overview
G NewEnmes [y B2 9 [E (R [L

UDI Appication settings
Group
| ADBLICATION BASIC
|APPLICATION BASIC
\APPLICATION BASIC
APPLICATION BASIC
APPLICATION BASIC
APPLICATION_BASIC
APPLICATION _BASIC
APPLICATION_BASIC
APPLICATION_BASIC
APPLICATION BASIC
\APPLICATION_BASIC
\APPLICATION BASIC
APPLICATION BASIC
APPLICATION BASIC

Parameter name Parameter vakie
AUTH_SRN_FIELD
AUTH_SRN_OBJECT
DEACT INTEGRITY_ FUNC
EXEC_VALIDATE
EXPORT_ONLY RELEASED X
EXPORT_XML_SENT_FLAG X
LOCK_AFTER_RELEASE X
PROD_HIER_ACTIVE X
RANGE SELECT SIZE 2000
RECENT EXCEL_VERSION 8
RELEASE_WO_ERROR X
SHOW_ATT SUCCESS_BTN X
SOFTWARE_VERSION V2023/11
VERSION DECREMENT :x

SN0 e

JUDI/UPLOAD,/UDI/ATTRIBUTES,/UDI/PHT_MAT_ASSIGN

»

APPLICATION BASIC XML LABEL EUDAMED Production
1
Data was saved = P @ [ /UDI/SAPLCL_031 ™ ERP750MS INS =

XML File of BUDI:

sk="https://ec.europa.eu/teols/eudamed/dtx/datamodel /Entity/Common/RiskClass/vl"
t="https://ec.eurocpa.eu/tools/eudamed/dtx/datamodel /Entity/Common/Decision/v1"
party="https://ec.europa.eu/tocls/eudamed/dtx/datamodel /Party/vi"

— xmlns:dtxmktinfo="https://ec.europa.eu/toocls/eudamed/dtx/datamedel /Entity/MktInfo/vl">
<message:conversationID>525400ae-aBS56-leee-a0db-30fd382eSecs</message conversationID>
<message:correlationID>525400ae-a856-leee-a0db-30£d382cTec5</message:correlationID>
<message:creationDateTime>2023-11-14T10:35:36.975401:00</message:creationDateTime>
<message:messagelD>525400ae-aB856-1leee-a0db-30£4382¢c%ecS5</message imessagelD>

<message:recipient>

{THTH

<message :node>
<service:nodeActorCode>EUDAMED</service :nodeActorCode>
<service:nodeID>eDelivery:EUDAMED</service:nodeID>
= </message:node>
= <message:services>
<service:serviceRccessToken/>
<service:serviceID>BASIC_UDI</service:servicelID>
<service:serviceOperation>PATCH</service:serviceOperation>
= </message:service>
& </message:recipient>
= <message:payload>
(= IVDRBasicUDIType'>
< r1skClass>CLASS D< di:riskClass>
= <budi :modelName>

<commondi :model>Device ModelTESTl</commondi:model>
<commondi :name>DuplicateTest 14.11.2023</commondi:name>
= </budi :modelName>
= <budi :identifier>
<commondi : DICode>++A999MedicalstationSX</commondi : DICode>
crommandi - i ssninafnt i tuCadeSATROCY /rommandd « i ssninafntirucades

XML file of UDI-DI

41



[
L

{THTH

(1}
LT

<message;
<message:
<amessage:
<message:
<message:

conversationID>525400ae-aB56-1eee-aldb-30£d382chbec5</message:conversationID>
correlationID>525400ae-aB56-1leee-a0db-30£d382cdecS</message:correlationID>
creationDateTime>2023-11-14T10:35:36.975+01:00</message:creationDateTime>
messagelD>525400ae-a856-leee-a0db-30£d382cfecS</messagemessagelD>
recipient>

<message:node>
<service:nodeRActorCode>EUDAMED</service :nodeActorCode>
<service:nodeID>eDelivery:EUDARMED</service:nodeID>
</message:node>
<message:service>
<service:serviceAccessToken/>
<service:serviceID>UDI_DI</service:serviceID>
<service:serviceOperation>PATCH</service:serviceOperation>
</message:service>
</message:recipient>
<message:payload>
<deyd - =" ices:IVDRUDIDIDataType">
<e:version>l</e:version>

<commondi : DI§ode>A999IVDDTEST</ cpmmondi : DICode>
<commondi:is </commondi:issuingEntityCode>
</udidi:identifier>
<udidi:status>
<commondi:code>NO_LONGER_PLACED_ON_THE MARKET</commondi:code>
</udidi:status>
<udidi:additionalDescription>
<1lngs:name>
<1lngs:language>FR</1lngs: language>
<lngs:textValue>Test</lngs:textValue>
</1lngs:name>
</udidi:additionalDescription>
<udidi:basicUDIIdentifier>
<commondi : DICode>++A999MedicalStationbSX</commondi : DICode>
<commondi : issuingEntityCode>HIBCC</commondi:issuingEntityCode>
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