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About
Medicinal
Products

Medicinal products are substances that are used to treat diseases, to
relieve complaints, or to prevent such diseases or complaints in the
first place.

In addition to their benefits, medicinal products may also have side
effects, some of which may be undesirable and / or unexpected.
Hence, activities relating to the detection, assessment, understanding
and prevention of adverse effects or any other medicine/vaccine
related problem are crucial.

All medicines and vaccines undergo rigorous testing for safety and
efficacy through clinical trials before they are authorized for use.
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Pre req U ISIte To be able to configure a product in HALOPV, you need to have
access to:
* Product Module

« Product processor role
Please reach to HALOPV Support to configure this form at your instance.
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Setting up

PrOd u Ct On the left navigation pane ‘Processes’, Products:
G You p/ . Select Product Groups/Families

e Click on ‘Create from Wizard'. Enter the details for the record

[ J [ ]
Famllles and click on Create.
SZHALOPV = swenime

= 14-FEB-202416:31:13 GMT (+01:00)

Release version 5.0

{3 Processes
Products

o \ianage the company product repositery, including handling of market al

Available workflows

| Product Groups/Families

Medicinal Products

Device Products
Signals
Product Licenses (Autherisations)

Literature

i Substance Groups
) Dictionaries and Terms

Scientific Ingredient Groups

T, Data Loader configuration
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Product Group/
Families - Grid

Products / Product Groups/Families Records

Process and workflow description

records?

User can review an existing product family/group by selecting/

clicking on the ‘Product Groups/Families Records’ workflow.

« The top section of the page reflects the selected workflow and
process and Workflow description.

« The next section provides checkboxes to filter records on the
worklist:

o Completed records?: list the records that are in
completed state (all steps of the workflow have been
completed)

o In workflow records?: lists records that are in progress or
at some workflow state within a defined workflow

o Nullified records?: lists records that are nullified

o Assigned to others?: lists records assigned to other users
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Product Group/
Families - Details

View/edit record X

X | & (O Create/Update Product Group/Family—> () Update the Product Index

A 26 [ R -

|Product Family 01 (FAM-32492773) (Revision 1) | B Product Groups/Families

ns mandatory)

Once the product family is created, the system navigates to the

view/edit record page.

« Click on ‘Product Family details’ form to select the Product
Type, Name Variation type and the source for the family

 Click on save to save the form.

 Click on Return to return to the view/edit record page

« User can change the family/product group name by clicking
on the title. It opens a basic information page, the user can
edit the name and save.

 Click on ‘Create new Product’ under Links/other activities

« On the create related record page, select Relation type and
Workflow. Click on ‘Create and open'.

 Click on Return to return to the view/edit record page.
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Medicinal product
- Details

View/edit record

X | & | PEAM3UNTSS | (D) Create/Update Product— (%) Update Product Index for Medicinal Products

A B -

|Medicina| Products - Test Product Family 01 (PRDINT-32492777) - [Select type] fReviswmI [ Medicinal Products

Task activities (red status means mandatory)

SSSSSS

About
Priority
Role to process task: o Generic product
managemen
© Tags Description
Description
cord &

On the view/edit record page for Product Family:
« User can change the family/product group name by clicking
on the title. It opens a basic information page, the user can

edit the name and save.
e (Click on ‘Medicinal Product Details’ to add information for the

product.
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Medicinal product
- Product Details

Medicinal Product Details X

Medicinal Products - Test Product Family 01 -

Product Details = Package(s) ~Pharmaceutical Product(s) ~ Product Names  Public Identifiers (MPIDs) ~ Product Index

Medicinal Product Details Organization information

Full Presentation Name Product Company Name {freetex
Medicinal Products - Test Product Family 01 ABC Company|

roduct
AZ

AAAAAA

0

On the medicinal product details form, user shall be able to
enter the following information:

* Product Short Name

* Product Generic Name

« Other Descriptive Name

« Select Product Type

» Select Master Location File

» Select Country

» Select Language Code

» Jurisdiction

« Comments

» Select Special Measures, Pediatric Use, Additional Monitoring, Supress

Coding
« |IDMP Information
« ATC Codes

* Organization Information

Note : The name of the Medicinal Product has to be unique. For e.g. you can name
a product “Aspirin - 500 mg - Tablet” and another one “Aspirin - 250 mg - Capsule.
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Setting up
Medicinal product
- Package(s)

Medicinal Product Package(s)

ccccccccccccccccccccccccccccccccccccccccccccccc s)  Product Names  Public Identifiers (MPIDs)  Product Index

Package Description

\\\\\\\\\\\

Package ID (PCID)

Batch ID2 (BAIDZ)

On the medicinal product details form, user shall be able to
enter the following information:

Package Description
|dentifier Information (Package ID, Batch ID etc)
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Setting up
Medicinal product
- Pharmaceutical
Product(s)

Pharmaceutical Product(s)

On the medicinal product details form, user shall be able to

enter the following information:

Pharmaceutical Product Description
Ingredients
Route of Administration

Copyright Insife 2023

|
insife



Setting up

Medicinal product

- Product Names

Product Names

Medicinal Products - Test Product Family 01 -

= Source

On the medicinal product details form, user shall be able to
enter the following information:

Source and Name Variation for Products
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Setting up
Medicinal product
- Public | o mediina product tats form, user shall e abe

Identifiers
(MPIDs)

« Source and MPIDs for Products

Public Identifiers (MPIDs) X

Medicinal Products - Test Product Family 01 -

Product Details ~ Package(s) ~Pharmaceutical Product(s)  Product Names  Public Identifiers (MPIDs) ~ Product Index

- DCIEEEE
v = Source Medicinal Product Identifier (MPID)
£S-0 f und Emaef f bH 12
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About Insife

Game-changing drug
safety technology
and consulting

Insife are supporting our clients with
best-in-class technology and domain
expertise from our global footprint

Insife consists of approx. 100 PV FTEs
across the world, making us the biggest
Europe-based company of its kind

We are ISO 9001, ISO 27001, ISO 14001
and GDPR certified

of

® GERMANY

i' 23

2017 Founded
2023 World-class PV
Technology v
P

\‘; ”

Who are using our technologies?

5 2 20+

Tier-1 Pharma Tier-1 Regulatory SME pharma
companies Agencies /biotechs
|
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THEFUTURE 0%
/S GREEN carbon footprint on

insife.cloud*

* all our hosting services are based on data centers
that are operating entirely on sustainable energy
and has been so since the beginning of 2022

Copyright Insife 2023



e
&

Game-changing drug safety

Th aln k yO U technology and consulting

Headquarters North America
Insife ApS Insife Inc.
Copenhagen Jersey City
Denmark USA

Germany Asia

Insife Germany GmbH Insife India Private Ltd.
Cologne Noida / Bangalore
Germany India

Croatia United Kingdom
Insife d.o.o Insife UK Ltd.
Zagreb Milton Keynes
Croatia United Kingdom

Contact us at hello@insife.com
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