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Purpose

To verify the below user requirements:
FR_PROD_COMP_002: The system shall allow a user with the appropriate permission to create product comparisons (except

in cases where the product has been nullified) from the Compare Products screen.
FR_PROD_COMP_013: The system shall allow a user to view a graphical IDMP Sections summary in Compare Products, and

hover over each segment to see section-level comparison details and counts.
FR_PROD_COMP_014: The system shall allow a user to delete a comparison report from the Compare Products screen,

subject to having the required Delete permission.
FR_PROD_COMP_016: The system shall allow a user to filter products in Compare Products using a multi select IDMP Section

filter and an associated IDMP Data Quiality filter.

Record the following

Product Name SPORIFY

Product Version 2026.1.0.0

Test Script Approval Status Approved

Execution Date 05 May 2026 at 12:39 PM
Execution Status Passed

Execution Approval Status Approved

Run Name[Run ID] Run_5-5_10-39-29[3150]

Pre-Requisites

1. Pre-Validation plan is approved.
2. Tester to complete the required trainings on the application/product/system/ validation testing requirements.

3. ALM Access with respect to project shall be provided.
4. OQ shall be reviewed and approved for execution.
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5. 1Q script is executed successfully.

6. MAH configurations are available for the tenant.
7. PMS Synchronisation is completed and target products are available.

Not Applicable

Test Conditions

Special Instructions

1. The tester shall capture, where possible, objective evidences of the input, the results such as change in status on the status
bar, and System generated values, message box, error messages etc., with the System Date and Time stamps of the execution.

2. Steps marked as *PS* shall capture screenshots relevant to that step along with System Date and Time stamps of the

execution.

3. The executor shall enter the ‘Actual Results’ column as “AE” which is an abbreviated for “As Expected” provided the result

matches the expected results.

4. ‘NA’ in the Test Data Column represents that there is no Test Data applicable for that step.

Validation

Execution Environment
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6. Test Steps

Step No

Procedure Steps

Test Data

Expected Results

Actual Results

Test Status

Step 1

Pre-requisite:

1.User is available with
Dashboard and Products
domain (full) permission.
2.Product Source List and
Source Products are
available.

3.Target Products are
available

*pg*

1.User Name:
<pvproduser01> with
permissions to
Dashboard and
Products domain (full)
2.List Name:
<SourcelList1>

All Pre-requisites are met.

1.User Name: prevaluser4
with permissions to
Dashboard and Products
domain (full)

2.List Name: Preval_comp

AE

Chandrashekar
Naguvanahalli
Shankaregowda

05 May 2026 at 10:47 AM

Passed
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Step No Procedure Steps Test Data | Expected Results | Actual Results Test Status
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Step No | Procedure Steps | Test Data | Expected Results | Actual Results | Test Status
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Step No

Procedure Steps

Test Data

| Expected Results

| Actual Results Test Status
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Step No Procedure Steps Test Data Expected Results Actual Results Test Status
Step 2 Launch the SPORIFY URL: The SPORIFY application URL: Passed

application and enter the
details as mentioned in test
data column. Click on LOG
IN button.

*PS*

<https://preval.sporify.
eu/Account/Login>
Tenancy Name:
<preval>

User name or email:
<pvproduser01>
Password: <Enter valid
password of the user>

homepage is displayed.

https://preval.sporify.eu/Acco
unt/Login

Tenancy Name: AGSAN
User name or email:
prevaluser4

AE

Chandrashekar
Naguvanahalli
Shankaregowda

05 May 2026 at 10:49 AM
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Step 3 Expand Products and click NA New tab is opened and AE Passed
on Compare Products. Compare Products screen is
*PS* displayed.
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& O (A | O hips//sporify-preval.sporify.eu/app/main/products/compare-products

Product Comparison &

Select Primary Product

| Please Select

Select Product

| Please Select

—
h

Select Secondary Product

‘ Please Select

Select Product

‘ Please Select

Step 4 FR_PROD_COMP_002: NA Product Comparison Pop up | AE Passed

Click on the Compare is displayed with Cancel and

Products button. Compare buttons.

*pg*
Chandrashekar
Naguvanahalli
Shankaregowda
05 May 2026 at 10:51 AM
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Step No Procedure Steps Test Data Expected Results Actual Results Test Status
Step 5 Verify fields in the Product 1. Select Primary Fields in the Product 1. Select Primary Product: Passed

Comparison Pop up is
displayed as mentioned in
the Test data.

*PS*

Product: Editable

2. Select Product :
Editable

3. Select Secondary
Product: Editable

4. Select Product :
Editable

Comparison Pop up is

displayed as mentioned in

the Test data.

Editable
2. Select Product : Editable

3. Select Secondary Product:

Editable
4. Select Product : Editable

AE

Chandrashekar
Naguvanahalli
Shankaregowda

05 May 2026 at 10:53 AM
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Step No

Procedure Steps

Test Data

Expected Results

Actual Results

Test Status

Step 6

Select Primary Product and
Product values as
mentioned in test data
column and verify Product
Version field is not displayed
for Primary Product.

*PS*

1. Select Primary
Product:
<SourcelList1>

<srcproduct1>

2. Select Product :

Primary Product details are
selected and on selection
Select Product Version field
is not displayed for Primary
Product.

1. Select Primary Product:
Preval_comp

2. Select Product : Kivexa
600 mg/300 mg film-coated
tablets

AE

Chandrashekar
Naguvanahalli
Shankaregowda

05 May 2026 at 10:56 AM

Passed

Document Classification: Confidential




SPCRIFY

Document Type OQ Script
Project SPORIFY

Document Version 1.0

Document Name

AG_SPOR_2026.1.0.0_OQ_Products_Comparison | Page Page 23 of 118

5 SPORIFY X S SPORIFY xL+ - @ X
y

&« C (@ | O hips//sporify-preval.sporify.eu/app/main/products/compare-products QAW = o o °Chat

Product Comparison &

Select Primary Product Select Secondary Product

| Preval_comp v ‘ ‘ Please Select

Select Product Select Product

l Kivexa 600 mg/300 mg flm-coated t.. v ] — Ploase Seloct
P

! o]

Bexsero suspension for injection in pre-filled syringe Meningococcal group B Vacc... cancel
BLENREP 100 mg powder for concentrate for solution for infusion

Infanrix hexa, Powder and suspension for suspension for injection. Diphtheria (D), ...
Kivexa 600 mg/300 mg film-coated tablets
Pumarix suspensicn and emulsion for emulsion for injection. Pandemic influenza ..

Tivicay 50 mg film-coated tablets
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Step 7 Select Secondary Product 1. Select Secondary Secondary Product details 1. Select Secondary Product: | Passed

and Product values as
mentioned in test data
column and verify Product
Version field is not displayed
for Secondary Product.

*PS*

Product:
<SourceList1>

2. Select Product :
<srcproduct2>

are selected and on selection
Select Product Version field
is not displayed for
Secondary Product.

Preval_comp
2. Select Product : Tivicay 50
mg film-coated tablets

AE

Chandrashekar
Naguvanahalli
Shankaregowda

05 May 2026 at 10:59 AM
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Select Primary Product

| Preval_comp

Select Product

Product Comparison €

Select Secondary Product

v ‘ ‘ Preval_comp

Select Product

| Kivexa 800 mg/300 mg fim-coated t.. ‘ | Tivicay 50 mg film-coated tablets

cancel

Step 8 Click on the Compare button. | NA Comparison is initiated. AE Passed
*pg*

Chandrashekar
Naguvanahalli
Shankaregowda
05 May 2026 at 11:00 AM
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Open the exported
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(i) PROTECTED VIEW Be careful—files from the Internet can contain viruses. Unless you need to edit, it's safer o stay in Protected View. | Enable Editing
Al v i fx Resource A
A B G D E a
1 |Resource ~ JIG Reference ~ Element Name - PMS RIM
2 |Medicinal Product 1 Medicinal Product
3 11 Product Management Service Identifier (PMS ID) M
4 13 Domain Human use Human use
5 15 {Authorised) Pharmaceutical Form Powder for concentrate for solution for infusion Powder for concentrate for solution for infusion
6 16 Combined Pharmaceutical Dose Form Powder for concentrate for solution for infusion Powder for concentrate for solution for infusion
7 1.7 Legal Status of Supply Medicinal product subject to restricted medical prescription Medicinal product subject to restricted medical prescr
8 1.8 Additional Menitoring Indicator True True
9 110 PaediatricUselndicator False False
10 j Full indication text http://spor.ema.europa.eu/v1/lists/1000000720574#100000072147  http://spor.ema.europa.eu/v1/lists/100000072057410
1 1111 Language IntegerType([2] IntegerType[2]
12 113 Product classification
13 1131 *xEVMPD product type information Other Other
14 1.13.2 Legal basis Full application (Article 8(3) of Directive No 2001/83/EC) Full application (Article 8(3) of Directive No 2001/83/E
15 1.13.3 ATC code Missing enfortumab vedotin
16 1.13.3 ATC code LO1FX13 Missing
17 1.13.5 Genetically Modified Organisms (GMOs) False False
18 1.14 Medicinal product name
19 1.14.1 Full name Tivicay 50 mg film-coated tablets Missing
20 1142 Country/Language
21 11421 Country European Union Missing
22 11422 Language English Missing
23 1.14.3 {Medicinal product name) name part(s)
24 1.14.3.1 Name part type Pharmaceutical dose form part Missing
25 1.14.3.2 Name part text powder for concentrate for solution for infusion Missing
26 1143 (Medicinal product name) name part(s) v
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(i) PROTECTED VIEW Be careful—files from the Internet can contain viruses. Unless you need to edit, it's safer to stay in Protected View. | Enable Editing
Al v i Jx~  Resource -~
A B © D E a
1 |Resource |Number of el Number of different values between {source} vs {target} Number of missing values in {source} Number of missing values in {target}
2 0 0
3 Medicinal Product 42 10 10
4 Marketing authorisation 22 11 11
5 Clinical particulars 3 0 0
6 Packaged medicinal product 19 0 0
7 |Ingredient 26 0 0
8 Pharmaceutical product 7 0 0
9 Total 119 1 21 21
10
11
12 Source filename 70_600000000684_1.json
13 Source data refresh 05-05-2026
14 Target filename 70_600000000598_1.json
15 Target data refresh 05-05-2026
16 Report creation 05-05-2026
17 Timezone utc
18 Username sporifyadmin
19
20
21
22
23 -
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Step 18 Click on Clear filter icon. NA Search criteria is cleared and | AE Passed
all compared products are
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Product values as
mentioned in test data
column and verify Product
Version field is not displayed
for Primary Product.

*PS*

1. Select Primary
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<SourcelList1>

<srcprod1>

2. Select Product :

Primary Product details are
selected and on selection
Select Product Version field
is not displayed for Primary
Product.
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Product:Preval_comp

2. Select Product :Tivicay 50
mg film-coated tablets
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Step 21

Select Secondary Product
and Product values as
mentioned in test data
column and verify Product
Version field is displayed for
Secondary Product.
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1. Select Secondary
Product: PMS

2. Select Product :
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Secondary Product details
are selected and on selection
Select Product Version field
is displayed for Secondary
Product.

1. Select Secondary Product:
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100 mg hard capsules
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Step 22 Select a version for the Select Product Product version is selected Select Product Version: 310 Passed
Secondary Product from the | Version: <3> for secondary product.
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Compare Product record is Product record is displayed
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with Comparison status as Comparison status as Chandrashekar
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Kivexa 600 mg/300 mg film-coated t« Tivicay 50 mg film-coated tablets
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Step 31 Click on the Export NA Comparison Report is AE Passed
Comparison Report button Exported to Excel.
and verify.
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Step 32

Open the exported NA
comparison report and verify.
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Exported comparison report
contains details of Primary
and Secondary products and
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AE
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\i) PROTECTED VIEW Be careful—files from the Internet can contain viruses. Unless you need to edit, it's safer to stay in Protected View.

Enable Editing
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1 |Resource - lIG Reference
2 Medicinal Product 1
3 11
4 13
5 15
6 1.5
7 186
8 16
9 17
10 18
11 19
12 191
13 192
14 194
15 110
16 111
17 1111
18 113
19 1.13.1
20 113.2
21 1.13.3
22 1.13.3
23 1.13.5
24 114
25 1.14.1
26 114.2
27 11421

Comparison Summary

30°C
Mostly sunny

~ Element Name

Medicinal Product
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Legal Status of Supply

Additional Monitoring Indicator
Orphan Designation

Regulatory autharisation type

Orphan designation status

Orphan designation status date
PaediatricUselndicator

Full indication text

Language

Product classification

Medicinal product subject to restricted medical prescription

D E a
- |Pms - RIM [ ]
Human use Human use
Missing Capsule, hard
Powder for concentrate for solution for infusion Missing
Missing Capsule, hard
Powder for concentrate for solution for infusion Missing

Medicinal product subject to restricted medical prescription

Missing Orphan Designation
Missing valid

Missing 2022-02-05

False False

http://spor.ema.europa.eu/v1/lists/1000000720574100000072147
IntegerType|[2
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IntegerType(2]

*EVMPD product type information Other Other
Legal basis Full application (Article 8(3) of Directive No 2001/83/EC) Full application (Article 8(3) of Directive No 2001/83/EC)
ATC code Missing niraparib
ATC code LO1FX13 Missing
Genetically Modified Organisms (GMOs) False False
Medicinal product name
Full name Tivicay 50 mg film-coated tablets Missing
Country/Language
Country European Union Missing -
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(i) PROTECTED VIEW Be careful—files from the Internet can contain viruses. Unless you need to edit, it's safer to stay in Protected View. | Enable Editing
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A B [ D E a
1 |Resource |Number of el Number of different values between {source} vs {target} Number of missing values in {source} Number of missing values in {target}
2 0 0 o
3 Medicinal Product a8 56 17
4 Marketing authorisation 23 12 11
5 Clinical particulars 6 3 0
6 Packaged medicinal product 154 135 19
7 |Ingredient 123 97 26
& Pharmaceutical product 24 17 7
9 Total 418 320 80
10
11
12 Source filename 600000000423_310.json
13 Source data refresh 05-05-2026
14 Target filename 70_600000000598_1.json
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16 Report creation 05-05-2026
17 Timezone utc
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19
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Step 33 FR_PROD_COMP_014: Primary Product: A message "Are You Sure?" | Primary Product:Zejula 100 Passed

Click on the Actions icon (3
dots) beside the recently
compared record and click
on Delete Comparison
option.
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<srcprod1> The comparison between
Secondary Product: <primary_product> and
<pmsprod1> <secondary_product> will be

deleted. Is displayed.

mg hard capsules
Secondary Product: Tivicay
50 mg film-coated tablets
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Step 34 Click on Yes button. *PS* NA Selected Comparison record | AE Passed
is deleted from the list.
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Step 35 FR_PROD_COMP_016: NA Advanced Search flyout AE Passed
Click on the Advanced menu is displayed with only
Search icon. IDMP Sections filter.
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Step 36 Enter the data in the IDMP IDMP Sections: Values are selected for IDMP | IDMP Sections: Marketing Passed
Sections filter as mentioned <Marketing Sections filter and another Authorisation,
in test data column. Authorisation, filter IDMP Data Quality is Pharmaceutical Product
*PS* Pharmaceutical displayed.
Product> AE
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Step 37 Enter the data in the IDMP IDMP Data Quality: Values are selected for IDMP | IDMP Data Quality: Missing, Passed
Data Quality filter as <Missing, No Data Quality filter and No Inconsistencies

mentioned in test data
column and click on
background window.
*PS*

Inconsistencies>

comparison records
satisfying the search criteria
are displayed.
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Step 38 Navigate to previous tab, NA The SPORIFY application AE Passed
Click on User Account details Log in page is displayed.
and click on Logout option.
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