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DISCLAIMER

These On-boarding Guideline/Manual for Manufacturers (MAH without parallel
distribution activity) and Parallel Distributors (MAH with parallel distribution
activity) and the related Power-Point presentation (the "Guides') are provided
"AS IS" by EMVO. They are provided for ¥our information only and do not amount
to professional advice or recommendations from EMVO. No warranty of any kind
IS made ,or,iglven by EMVO with respect to these Guides or use thereof, including,
but not limifed to, as to the accuracy or the completeness thereof. Use of these
Guides is at your own risks and perils. To the fullest extent permitted by applicable
law, EMVO expressly disclaims all warranties of.on]y kind, whether expressed or
implied, including, but not limited to the warranties for hidden or latent defect, of
merc:han’robl.h’r\é, fitness for a particular purpose and non-infringement. EMVO
shall not be liable for any direct or indirect damage, loss or claims, including loss
of use, data, profits, benefits, data, business, opportunity, goodwill, clientele, for
third party’s claims, or for any other indirect, special, incidental or consequential
damages of any kind in connection with or arising out of the use of any
information disclosed hereunder, whether alleged as a breach of contfract
(including rave fault), ftort, negligence [including gross negligence),
hidden/latent defects, strict liability or any other legal théory, even if the EMV
had been advised of the possibility of such damage. Nothing herein shall,
however, operate to limit or exclude any liability for fraud or other liability that
cannot be legally excluded. EMVO reserves the right to amend these Guides at
any time without prior notice.
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ON-BOARDING PARTNER PORTAL

General Information

How does the On-boarding
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ON-BOARDING PARTNER PORTAL
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FMD LEGISLATION AND DELEGATED ACT

« Connect approx. 2,000 On-boarding Partners (OBPs) to the
EU Hub

« Establish National Systems in 32 countries

« Connect many thousand Pharmacies and Wholesalers

« Serialise all affected pharmaceutical packs (10.5 bn)

2011 2016 2017 2018 2019
July 2011 9 Feb 2016 - - - - - —--> 9Feb 2019
Publication of FMD Publication of Mandatory

verification of all
packs in scope

Delegated Regulation

FMD: Falsified Medicines Directive

2020/05/12
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RESPONSIBILITIES OF THE SUPPLY CHAIN PARTNERS

B o owm 0¥
Verification and check-out at point of dispense I ‘

Serialisation by MAH

Risk based verification by Wholesalers

SAFETY FEATURES: Product #: 09876543210982
S/N: 12345AZRQF1234567890
Code . s
o == Tamper evidence Batch: A1C2E3G4I5
(unique identifier)
Expiry: 135032

System set up and governance by MAH
together with other stakeholders

o ight b tent authoriti
versight by competent authorities HUB

2020/05/12
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ORGANISATION

CHART

EMVO BOARD OF DIRECTORS

President:
| AdrianVan den

Hoven GIRP
Medicines for Europe

'

Vice-President:

llaria Passarani

Monica Derecque-Pois

EFPIA

p Treasurer:
6‘\ Nathalie Moll

Kasper Ernest

) peEU Affordable Medicines Europe

A
AT
General Manager
(Andreas Walter)

Chief Operating Officer
(Tobias Beer)

Head of HR & Administration

(Marisa limenez Sanchez )

Finance & Business
Development Manager

(Jannik Jager)

iness Coordinator &
Data Analyst

(Margarita Belichovska)

Junior Accountant
(Sofiane Koudil)

Management Assistant
(Louise Eischorn)
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(Emmanouela Nikolakopoulou) (Paul Mills)

Engagement & Senior Cl angé Manager

Communication Manager

Project & Partners
Manager (Gustavo Enriqué

(Fanny Trenteseaux) (Derek Welbeck) Rangel)

Business & Technical
Analyst

(André Geraldes)

Junior Project Officer

(Tracy Slosse)

Furopean Medicines
Verification Organisation

emvo

Head of Operations
(Mark Scott)

Application Architect
(Gilbert Prayag)

Junior PM
(Joao Pacheco)

Customer Service
Manager

(Kenneth Podevyn)

Business & Technical
Analyst

(Tiago Barrosa Anjos)

Business & Technical
Analyst

(tbh)

Business & Technical
Analyst

(Lorenzo Mari)

1° Level Support
Representative

(Sabra Kapalanga)

1% Level Support
Representative

(Floyd Cutinha)

).

Head of Quality Assurance

(Stephan Theunissen)

Quality Assurance
Manager

(tbh)
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SYSTEM LANDSCAPE

s, —— =

OBP European HUB

\
National National
System 1 System n
Pharmacy Wholesaler Pharmacy Wholesaler
S J
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SYSTEM LANDSCAPE |l

SYSTEM OWNER = EMVO

‘-'.'HHOLOBP l,’f:u i) E ) |..3: OBP

European HUB

e ——— L ————————————————

National
system

interface

SYSTEM OWNER = NMVO t

al— I

NMVS

pharma. wholesaler

| interface I I interface l

—_— =

pharmacy /l' '\ @ wh shas
system stem
\ky OBP: On-boarding Partner

SYSTEM OWNER = PHARMACIST NMVS: National Medicines Verification System
NMVO: National Medicines Verification Organisation
2020/05/12
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WHAT IS AN "OBP"?

o OBP means On-boarding Partner. The OBP is the confracting party of EMVO and enters into the
Participation Agreement (PA) with EMVO.

o The OBP represents the Marketing Authorisation Holders (MAHs) on behalf of which it will upload
data on]c ’r'\k)\iHEuropeon Hub (EU Hub). The OBP has therefore to be authorised to do so by its MAH/a
group o S.

o The OBP has to be dffiliated (*) to its MAH(s).
o The MAHSs should be located in the European Economic Area (EEA).

- The OBP can only upload product data for its affiliated MAHs as long as :
= They are either original pack manufacturers or parallel distributors
If the OBP would like to represent both types of MAHsS, it will have to create two OBP accounts (**)

= The Marketing Authorisation of the related products lies within the OBP group. Contract Manufacturing
Organisations (CMQOs) cannot upload their manufactured product data’in the EU Hub.

(*) Affiliate means, in relation to a party, any other entity Conirolling, Controlled or under common Control with the party, "Control" and its
derivatives mean either the holding, directly or indirectly, of 50 % or more than 50% ownership interest or the statutory or de facto authority to
exercise a decisive influence on the appointment of the majority of directors or managers or the orientation of policy provided it is, at
EMVO's own absolute discretion, sufficiently proven.

(**) Plefosfe c)on’roc’r the EMVO Helpdesk for further instructions if you represent both. (Contact details are provided at the end of this
presentation.

2020/05/12
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EXAMPLE 1 EMVO

% PA with EMVO

“Company A"

(Manufacturing & Marketing Authorisation Holder)
= On-boarding Partner (OBP)

3 3 3
©) ©) ©)
Q Q Q
C C C
0O @) @)
—+ —+ —+
> > >
(0] ) ()
o N (OV)
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EXAMPLE 2 EMYO

PA with EMVO

“"Company A" — European headquarter
= OBP (On-boarding Partner)

Affiliated Affiliated Affiliated
Manufacturing & Manufacturing & Manufacturing &
Marketing Marketing Marketing
Authorisation Holder Authorisation Holder Authorisation Holder

“"Company A -ES” “"Company A -NL" “"Company A -AT"

1S3 4onpoid

ZS3 1onpPoid
€53 12NPoId
LIN 42npoid
ZN $onpold
L1V $onpold

2020/05/12

EMVO_0086_OBP ON-BOARDING PRESENTATION BV e



DocuSign Envelope ID: 76C21AA4-C58E-44CA-8447-D21DDF8AD2ES

EXAMPLE 3 EMVO

Product DEI

Product DE2

PA with EMVO PA with EMVO
N “Company A” — European headquarter “Company B"- European headquarter | 1IN
= On-boarding Partner (OBP) = On-boarding Partner (OBP)
| |

Affiliated - o )

: Affiliated Affiliated Marketin
quj;?lfeiz::gg & Mcnulfgjcﬁjring & Monufocfuringg
Authorisation Holder Auirgrseiion felelss

“Company A -DE" “Company A -AT"

Authorisation Holder
“"Company B -AT"

ts as

C
:Ampanv A-AT ac

3@ +onpoid

z3aa yonpoud
€3@ Jonpoid
L34 Jonpoud
Z34 onpoud

The Marketing Authorisation Holder (MAH) is legally responsible for the quality, efficacy and safety throughout the entire life cycle of the product. Activities may be delegated, but overall responsibility is retained by the MAH.

2020/05/12
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WHAT IS AN OBP CONNECTION PROVIDER®

o A third-party provider engaged by the OBP, who assists the
OBP entirely or partially with the development,
Implementation, provision, use, and/or operation of the OBP
interface to the EU Hub via a Gateway Connection,

o Every OBP Connection Provider has to be promoted by at least
one OBP in the On-boarding Process,

o A registered OBP Connection Provider is a provider which
signed the License Agreement with EMVO and a Support
Contract with SolidSoft.

2020/05/12
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ON-BOARDING CONTRACT LANDSCAPE

- Participation Agreement

9
C@QS‘@
EU Hub IT Contract 49/’8 Services Agreement
@/)7@/7}(

Support Contract
solco & oge cP

EMVO: European Medicines Verification Organisation
Solidsoft: IT Service Provider for implementation and operation of European HUB
OBP: On-boarding Partner
OBP CP: IT Connection Provider
- Gateway connection
- Direct connection

2020/05/12
Furopean Medicines
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ON-BOARDING PROCESS

Managed and

administered by

EMVO'’s
Commercial &
Partner
Management

Team

Managed by
EMVO'’s

Operations

Team

2020/05/12
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EMVO  Veificarien Organisation

Collect information )
Initial Contact
Portal registration

J
Company Information A
Single Point of Contact (SPOC)
Invoicing Information
Participation Agreement (PA) )

Legitimacy Check of organisations h
and person responsible

Multi-stage procedure
EMVO received Payment )

System Connection
System Testing
System Operation

)
~
Update all OBP information once
the OBP On-boarded
)
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ON-BOARDING PARTNER PORTAL

General Information

How does the On-boarding
Worke
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HOW DOES THE ON-BOARDING WORK?

On-boarding Partner Portal (OBP Portal)
Webservice to guide the OBPs through the requirements to connect
to the EU Hub.

Step 1: Provide Initial Information

Step 2: Detailed Information and Participation Agreement

Private Policy Terms of Use Cookie Policy

2020/05/12
EMVO_0086_OBP ON-BOARDING PRESENTATION BV e
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HOW TO SPEED UP THE PROCESS?

Collect Information:

1.

Visit the EMVO Knowledge Database for FAQs, Documents
and Training Videos.

Who will be the On-boarding Pariner?
What is my Company Registration number and VAT numbere
Who can and will be the Authorised Representative?

Who can and will be the Single Point of Contact (SPOC) and
its Assistant (SPOC Assistant)e

How many MAHs does the OBP represente

2020/05/12
EMVO_0086_OBP ON-BOARDING PRESENTATION BV e 20


https://emvo-medicines.eu/knowledge-database/
https://emvo-medicines.eu/knowledge-database/
https://emvo-medicines.eu/knowledge-database/

DocuSign Envelope ID: 76C21AA4-C58E-44CA-8447-D21DDF8AD2ES

HOW TO REQUEST TO PA

1. Via website — link

v

Welcome to EMVO's On-boarding
Partner Portal

RTICIPATE®

2. Fillin User + Company details
.

Request to participate

2020/05/12
EMVO_0086_OBP ON-BOARDING PRESENTATION

em\()

4. Check your email to validate your companies account

EMVE3 00 ortak Ao eiteres - Message (4TML

noreply@emvs.cor
EMVO OBP Porta. Request Registered
e,
0k o o s To W0 1 s v, Otk v et o F o s 0 et

Furopean Medicines
Verification Organisation
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HOW TO REQUEST TO PARTICIPATE®

5. Your OBP Portal will be created 6. Your OBP Portal is created

Thanks for registering

se wait whilst we prepare your Company On-Board

/. Follow the instructions in your email to login to your OBP 8. Your company is ready to On-board
Portal

noreply@emnmvs.com
EMVG OBP Portal: Your new site details

Step 1: Provide Initial Information

v
Welcome (o the EMVIO Ou-bosrdizg Partuer Portal (OBP Portal). Please follow all the instructions belaw to logon 10 yous persousal OBF Poetal area Step 2: Detailed Information and Participation Agreement v
¥ amne: W.Theenissen- EMVOemave-portal.cu
Temperary password: a3 TA_CB

Click hexe 0 access your anbosrding portal

For help and support please email o wisit hetps/iwww, edi

Login Guide:

Step 1: Follow the vour site sbave

Private Policy Terms of Use Cookie Policy

2020/05/12
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INITIAL REGISTRATION REQUESTER CREDENTIALS

IMPORTANT NOTE !

The SPOC and the SPOC Assistant are the only
persons having the credentials to access the
OBP Portal. However, In the event the Initial
Registration Requester is the same person as the
SPOC, they will be able to access the OBP
Portal with the credentials received Iin the first
place.

2020/05/12
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ON-BOARDING PARTNER PORTAL

.

Step 2: Detailed Information and Participation Agreement

Step 3. Approvals

Step 4: Technical On-boarding

Step 5. Maintenance

2020/05/12
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1 PROVIDE INITIAL INFORMATION

Trigger Step 1:

Successful Request to To add or g

Participate modify the stimate
requested time fo
information complete

Time to complete Status
1.1 Company Information €@ 5-7 min ( Not started > Status:
Not Started
1.2 Authorised Representative Information € Add 5-7 min Not Started
_ _ . _ Complete
1.3 Pre-technical Connection Information €@ Add 5-7 min Not Started

2020/05/12
Furopean Medicines
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1.1 COMPANY INFORMATION

v

Company Name *

Country of Registration *

VAT Number *

Make sure to provide the full official name of your company

Company identification numbers: VAT and Company

Company Registration Number * (i}

Street ™ \/
MNumber *

Zip code *

City *

Country *

Business Phone = €

Registration Number
Make sure not to get confused between the OBP company,
the parent company, and the MAHSs information
Make sure to include the full sequence of digits, with no
typos, and the initial country identification letters in front, if
necessary

Country name / Country of registration:

| |
| |
| |
| |
| |
| |
Box | | v
| |
| |
| |
| |
| |
| |

fieb pege v' Make sure to provide the Country name, not the one of the
Company Email Address * cou nty
Parent Company information @ )
Company Type * € ® Parallel Distributor . .
© Original Pack Manufacturer Organisation (Company) Type:
Company Type omse chack i mformation o and e sure v' The permissions given in the EU Hub will depend on the
e Ay e e ey e cempery Organisation Type. Please check the information button and
Marketing Actity Status O Start-up pay the greatest attention when filling this information that is
© Flne of paramount importance! Any error in the selection of the
organisation type will lead to incorrect authorisations for the OBP
in the EU Hub and may result in severe delays in the On-boarding
process and may result in an additional cost to be borne by the
OBP.
2020/05/12
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ORGANISATION TYPE

IMPORTANT NOTE !

The choice of the Organisation Type is of major importance as it
determines the functionalities the OBP can use within the EU Hub. An
OBP concluding the On-boarding in the OBP Portal can either only
represent (an) Original Pack Manufacturer/s or (a) Parallel
Distributor/s.

For the purpose of the FMD, which is addressed to ‘Manufacturing
Authorisation Holders', or ‘Manufacturers’, we have technically
designed different interfaces for Original Pack Manufacturers and
Parallel Distributors. Parallel Distributors base their master data partially
on pack data previously issued by originator companies. It is therefore
strictly necessary to distinguish the type of organisation before
applying to connect to the EU Hub.

2020/05/12
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ORGANISATION TYPE
IMPORTANT NOTE !

For your Organisation Type, your organisation is requested to select either:

o Parallel Distributor (PD) which is an independent company purchasing
medicines in one market and — after repackaging - placing these medicines on
a different market (the market of destination] under a licénse obtained under
its name from the Natfional Competent Authority (NCA) of the destination
market (parallel import license) or under comparable permits issued by the
European Medicines Agenoé (EMA) for centrally approved medicines (EMA
Porollel distribution notice). Parallel distributors must repackage the product
hat they handle in order 10 comply with the labelling and other regulatory and
trademark requirements of the destination market; this constitutes (partial)
manufacturing and is subject to a manufacturing authorisation.

Or

o Original Pack Manufacturer g_OPM which is a pharmaceutical company
hO|dIﬂ? a Marketing Authorisation (MA) and is placing medicines on a given
markef. In the context of batch release, the company uploads product codes
and pack data intfo the EU Hub.

2020/05/12
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4 ON-BOARDING CASES

1.

If the MAH(s) is/are Original Pack Manufacturer(s) only, the
Original Pack Manufacturers can choose one common OBP to
represent/On-board them.

If the MAH(s) is/are Parallel Distributor(s) only, Parallel Distributors
can choose one common OBP o represent/On-board them.

If some MAH(s) are Original Pack Manufacturers and some are
Parallel Distributors, the Parallel Distributors choose one
common OBP to represent/On-board them AND the Original
Pack Manufacturers choose another common OBP to
represent/On-board them.

if there is only one MAH/entity which will On-board but it has
both organisation types (i.e. it is an Original Pack Manufacturer

and Parallel Distributor at the same time (Hybrid company)),
please contact the EMVO Helpdesk for further guidance.

2020/05/12
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1.2 AUTHORISED REPRESENTATIVE

Please provide the information related to the Authorised Representative together with
a Copy of Proof, attesting the authorisation of the person who can sign on behalf of
the company.

Authorised representative information M
The Authorised
e o | ' Representative
o : : (AR) is the person
i | | authorised fo sign
Business Phone = € | | on beh(]lf Of The
I confirm thet I've uploadd 2n anachment which proves the authorized representative is entitied o sign on behalf of the company * @ () ves company. The AR
Copy of Proof (Mandatory) will Sign the
- Participation
Agreement (PA).
Mandatory in order to Note 2:
proceed to further steps A document listing all the National Registers in Europe, where to
find the relevant Copy of Proof for your company, is available on
our website in its download section.
2020/05/12
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FREQUENTLY COMMITTED ERRORS

Copy of Proof of the Authorised Representative

Purpose: Check the authorisation of your named Authorised
Representative (AR) to sign on behalf of the company

The AR is to explicitly appear in the official register together with their
senior management position and/or their explicit power to sign on behalf
of the company

The full name of the AR shall be provided, without translation or
abbreviation, as it appears in the national register

Please consult the National Registers list for European countries on EMVO's
Website

The document needs to be valid in case it is of a limited duration

2020/05/12
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1.3 CONNECTION PROVIDER INFORMATION

Optional step:

If the choice concerning which type of connection will be used to connect to the EU
Hub is already made, this field may be filled-in to provide this information and allow
EMVO to start the On-boarding of the potential connection provider in parallel.

: Drop-down menu listing the

registered* Connection Providers.
Making use of a registered
Connection Provider allows the
OBP to start immediately the tests
in the Integrated Quality

Environment (IQE).

Select connection #1
| v

Select connection #2
| v

Note:
Only two connections are
allowed per OBP.

Request new gateway provider

Lave Cancel

*registered Connection Provider is a provider

. . . . . . which signed the License Agreement with EMVO
If the Connection Provider of your choice is noft listed in the ondosﬁppo,, Contract WH%, SolidSoft.

drop-down menu, please click the ‘Request new gateway
provider' button to promote them.

2020/05/12
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ON-BOARDING PARTNER PORTAL

Step 1: Provide Initial Information

1

Step 3. Approvals

Step 4: Technical On-boarding

Step 5. Maintenance

2020/05/12
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2 DETAILED INFORMATION

Trigger Step 2: Download

Status:
Successful Initial Information and Generdl Not Started
AR Copy of Proof Info Pack Completed
Step 2: Detailed Information and Participation Agreement _ _
Time to complete Status

2.1 General Info Pack @ C Available )
22 Single Point of Contact and Assistant Information €@ 5-7 min ( Not Started )

View and Download

2.3 Participation Agreement €@ 1min .
prefilled PA
2.4 Upload signed Participation Agreement € 1 min ( Not Started )
25 | icing Information Form @ View Download 5min ( Available ) m
h nvoic
Not Started
2.6 Upload Invoicing Information Form € 1min ( Not Started )
Approved
2.7 MAH and Product Information @ 60 min < Not Started ) Rejec‘l‘ed /
Deprecated
2.8 Confirm all inputted Information €
Status:
A sample of the Participation Agreement (PA) is available on our website in its download section. Not Started
Completed
2020/05/12
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2.1 GENERAL INFO PACK

General info pack - Pack Documents

Type Name Modified Modified By Checked Out To
_En'_ EMVO0038 - EMVO Gateway User Manual 2/20/2017 1:59 PM Jamie Williams

_En'_ EMVO_0086_OBP On-Boarding Presentation 5/24/2017 2:01 PM Willem Theunissen

ED'_ EMVO_0077_OBP On-boarding Guideline 3/10/2017 1:50 PM Willem Theunissen

& EMVO 0127 Gateway Templates 7/10/2017 2:34 PM André Geraldes

In that documentation you will find the explanation of each Step on the
OBP Portal and the corresponding requirements as well as a user manual for
the EMVO Gateway.

2020/05/12
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2.2 SINGLE POINT OF CONTACT AND ASSISTANT INFORMATION

Note 1:
. The Single Point of Contact (SPOC) details will be listed in the
PA.
SPOC M SPOC « By signing the PA, the AR will confirm the SPOC appointment.
« The SPOC will be the responsible for providing all the required
First Name * information in the OBP Portal.
«  When the SPOC contact details will be listed, they will receive
Last Name * credentials via e-mail. At the moment of their first login in the
OBP Portal, the Initial Requester’s (IR) credentials will be
Phone Number * reVOked.

« If the SPOC is the same person as the IR, they will be able to
access the OBP Portal with the credentials received in the first

Email *

Availability Hours * Monday to Friday 09:00 to 16:00 CE place.

+ The SPOC can be changed before the approval of the PA and
after the Legitimacy Check (LC). The new user will receive

SPOCASSISTANT CANCEL credentials and older user credentials will be revoked.
* The SPOC shall be a natural person.
Action: Note 2:
A prefilled POrT'C'qu'On « The SPOC Assistant contact details are optional.
Agreement (PA) will be « They will be used in case the first SPOC is not available.
generated +  The SPOC Assistant will receive credentials from the moment

the OBP has passed the LC successfully.
2020/05/12
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2.2 SINGLE POINT OF CONTACT AND ASSISTANT INFORMATION

IMPORTANT NOTE !

Due to quality reasons and communication purposes, it shall be
avoided that the entered/appointed SPOC, SPOC Assistant or
new persons assigned to the same role, share the same e-maill
address. The successful user creation, user permission and
access of the SPOC and SPOC Assistant is based on the
uniqueness of the e-mail address. Therefore, it is of upmost
importance fo take this point info consideration while entering
and maintaining the SPOC and SPOC Assistant.

Please further note, that it may take several hours till the SPOC
receives the credentials via e-mail after the Parficipation
Agreement has been approved.

2020/05/12
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2.2 SINGLE POINT OF CONTACT AND ASSISTANT INFORMATION

IMPORTANT NOTE !

In case, an OBP would like to increase the number of recipients
receiving communication from EMVO besides the SPOC & SPOC
Assistant (if applicable), EMVO recommends 1o use a dedicated
mailing list/inbox e.g. “serialisation@emvo.eu”, as the e-mail
address of the SPOC Assistant account. However please note
that the e-mail address needs to be linked to a registration of @
contact person (forename & last name).

Furthermore, to receive the information with regards to All
known problems within the EMVS, EMVO strongly recommends
subscribing to the EVI (European Medicines Verification System
Information) Alerts for the specific systems of interest.

2020/05/12
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OBP CONTRACT WITH EMVO

The Participation Agreement (PA)

o Contractual framework for participation in the

° ° PA Ond
On-boarding project, e.g. use of the EMVO O will onlY poﬁ;‘\nivhe” the
Gateway, SDK*, etc Jpload it on C’rp:d? (g5 been passed

Legitimacy
+ Infterface development Sigcessfu\\y.

« Connect to the EU Hub

o Includes a Non-Disclosure Agreement
covering the provision of Confidential
Information by EMVO, e.g on

« EUHub
- EMVO Gateway
o Purpose: Execution of Technical On-boarding

w duly sigﬂed PA.

load the N€

*Software Development Kit

2020/05/12
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OBP CONTRACT WITH EMVO

2020/05/12
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FREQUENTLY COMMITTED ERRORS

Contracts

v The name of the Authorised Representative listed in Step 1.2 of the OBP
Portal needs to be the one of the person that actually signs the
Parficipation Agreement;

v No amendments, modifications or other changes of the Participation
Agreement are allowed;

v A scan of the Participation Agreement, checked and signed by the
Authorised Representative, has to be uploaded on the OBP Portal in the
relevant Step.

2020/05/12
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LETTER OF ADHESION

 Addressed by the MAH to the OBP

- Template shared by EMVO, 2 types for “Bouvy Pharma Belgium”
) EEA OBP and = OBP (On-boarding Partner)
(i) NON-EEA OBP % %
« Adhesion of the MAH to the Agreement between the &= =
OBP and EMVO Affiliated Affiliated
« The MAH is jointly and severally liable with the OBP vis-a- AmEroTrE'o"‘r‘i%n AmEg:riEg?i%n
vis EMVO “Bouovye-:ES" “Bouc:lyill"

« The MAH confirms it duly authorised the OBP to upload
its data onto the EU Hub on its behalf

« Termination of the Agreement leads to termination of
the adhesion

« Additional conditions for non-EEA OBPs as set forth in
Appendix 4 of the PA

« Signed letter to be sent to EMVO only upon request!

1S3 $oNpoId
Zs3 1onpold
LIN $onpoud

£53 Jonpoid
ZIN $onpoid
L1V $2NPOoId

2020/05/12
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ON-BOARDING FEE

To cover connection costs, including, but not limited to, the cost of the Legitimacy Check, EMVO
charges the OBPs with a one-time On-boarding Fee. The applicable one-time and non-refundable On-
boarding Fee to be paid by the OBP to EMVO s calculated:

In respect of the number of MAHs in Europe (European Economic Area and Switzerland) the OBP represents and
announces in the Invoicing Information Form (ﬁF):

In accordance with the table hereunder.

PA Operational Phase
(Release of the PA for the Operational Phase, 2018/11/05)

OBP with more than 12 MAHs in Europe 45,000€
OBP with 6 to 12 MAHSs in Europe 22,500€
OBP with 3 to 5 MAHSs in Europe 18,000€
OBP with 2 MAHs in Europe 13,500€
OBP with T MAH in Europe 6,750€

NB: If the OBP has already paid the On-boarding fee under the previous Parficipation Agreement, it will
notf be required to pay again_an On-boarding fee under the new Participation Agreement for the
Oﬁ,erohonol Phase unless the OBP increases its number of MAHs by notifying EMVO occordm?I and
which may result in the OBP falling under @ h,l]gherlQn-boordlr&gg fee category. Please note, that EMVO
lonal ri N

reserves the right to potentially apply an addi se of the On-boarding fee.

2020/05/12
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2.5 INVOICING INFORMATION FORM

Mandatory
fields

2020/05/12

EMVO_0086_OBP ON-BOARDING PRESENTATION

-

EMVD

INVOICING INFORMATION FORM
Please fill in the form and upload it in Step 2.6 / Step 5.6.2 of the
OBP On-boarding Portal.

Logal Entity Information:
1. Entity to which the invoice
is billed

*Legal Entity Name

* Address

Contact name

*E-mail address

“VAT Number

Your PO number {drequared)

Legal Entity Information:
2. Entity to which the
services are

provided (owly
comsplete this section o differst 1o

“Legal Entity Name

Company Name Department

Address

E-mail address

Recipient of the invoice

(Omly complee thir zection if the invasce.
5t be st to an address other than

Company Name /Department

Address

Number of MAHS

The OBP has to select the total number of
MAHs, it will upload data for in the EU Hub,
from a drop-down menu.

Note

A sample of the Invoicing Information Form
(IIF) is available on our website in ifs
download section.

Furopean Medicines
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2.7 MAH AND PRODUC

" INFORMATION

Note 1 Note 2
« Add MAH dadllows the OBP to add a new « Edit MAH allows the OBP to edit an MAH.
MAH into the list. * Remove MAH dallows the OBP to remove
 Export allows the OBP to export an excel an MAH from the list.
sheet with all the MAHS provided listed. « Show products allows the OBP to provide
« Import allows the OBP to import the the product information for the MAH.
updated excel sheet in order to provide
more than 1 MAH at the same time.
Test Company SHOW PRODUCTS (0)
2020/05/12
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2.7 MAH AND PRODUCT INFORMATION

Note 3

* In Step 2.7 (For the purpose of the Legitimacy Check) the OBP has to
provide a minimum of one MAH and a maximum of 3 MAHSs. For each
MAH the OBP represents, the OBP must provide the information of at
least one, and a maximum of three, corresponding products.

* In Step 5 ‘Maintenance’ of the OBP Portal, the OBP will have to provide
the full list of MAHs for which it will upload data to the EU Hub for. No
product information needs to be provided any more.

MAH and product information

Test Company

MAH Gompany Name: Test Company
VAT Number: 5446415
Countries of Operations: Belgium
Registration Number: 1111111

Country Of Registration: Bulgaria

ADD MAH EXPORT # mPorT 4+ i)

2020/05/12
EMVO_0086_OBP ON-BOARDING PRESENTATION

Country: Belgium
City: Brussel
Street: Tesistreet
Number: 1

Box:

\/ Furopean Medicines
EMVO  Veificarien Organisation

EDIT MAH REMOVE MAH SHOW PRODUCTS (0)

Zip Code: 1000
Company Email Address:
Web Page:
Website Address of OBP:

Telephone Number:
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2.7 MAH AND PRODUCT INFORMATION

Note 4
« Add Products allows the OBP to add a product of the related MAH
* Hide Products to go back to the MAH overview

* For the purpose of the Legitimacy Check the OBP has to provide at
least 1product information for each MAH.

 In Step 5 ‘Maintenance’ of the OBP Portal, no product information
needs to be provided any more.

MAH Information Management
Ikj ADD PRODUCT HIDE PRODUCTS (0)

Marketing Authorisation Name for product Marketing Authorisation Number for product Marketing Authorisation Registration for product

Products not found

Cororr 3 | o 2 B
2020/05/12
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2.7 MAH AND PRODUCT INFORMATION

Note 5

Product Information:

« The Marketing Authorisation Number is the licensed number related to the number of products
the MAH received when applying for the Marketing Authorisation.

+ The Marketing Authorisation Name, together with the name, please also mention the strength,
form and pack size of the product in order to allow EMVO to identify the exact product
presentation linked to the Marketing Authorisation Number.

« The Marketing Authorisation Registration refers either to the specific country(ies)/market(s)
covered by the marketing authorisation or to the entire EU.

MAH Information Management
Ikj ADD PRODUCT HIDE PRODUCTS (0)

Products not found

Cororr 3 | o 2 B
2020/05/12
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2.7 MAH AND PRODUCT INFORMATION
IMPORTANT NOTE !

The type of Marketing Authorisation Registration (e.g. centrally
authorised), does not automatically give an information about the
country of operatfion of the MAH. A MAH with centrally approved
MA/Product/s has the possibility to market the product in all granted
markets, however an actual marketing of that product in all granted
markets might not be the case. Ergo, (a) centrally authorised
product(s), does not automatically mean an operation of that MAH in
all target markets for that product/those products, hence the detailed
information of the country(ies) of operation per MAH is necessary
‘Country of Operation’.

Please provide the requested information using the drop-down menu
of this field which consists of and allows a multiple selection of the
target countries/markets.

2020/05/12
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2.8 CONFIRM ALL INPUTTED INFORMATION

Step 2: Detailed Information and Participation Agreement Completed

Time to complete Status

21 General Info Pack @ Open | Available )
22 Single Point of Contact and Assistant Information €@ Verify 5-7 min | Completed )

L . . ) Available
23 Participation Agreement © View Download 1 min e T TR
2.4 Upload signed Participation Agreerment @ 1min | Approved 0 )
25 Invoicing Information Form €@ View Download 5 min Avallable

downloaded T:03:2019 02:30

2.6 Upload Invoicing Information Form € 1min | Approved 0 )

2.7 MAH and Product Information € Verify 60 min l Completed )

28 Confirm all inputted Information @ Confirm

By clicking on the Confirm button, the SPOC confirms the accuracy of the information
provided on the OBP Portal and the On-boarding fee will be made due, according to
the EMVOs On-boarding fee model.

2020/05/12
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2.8 CONFIRM ALL INPUTTED INFORMATION
IMPORTANT NOTE !

EMVO will execute a Multi-Stage Legitimacy Check, as soon as the
Single Point of Contact (SPOC) confirms all the information entered so
far in the OBP Portal. This ensures that only users whose identity, role
and legitimacy have been verified, get access to the repositories
system.

Please note that the amount of the On-boarding fee is calculated in
accordance with the MAHs' number set out in the Invoicing
Information Form which has been uploaded by the OBP and the fee
application model described in section ‘On-boarding Fee'. Hence, as
soon as the Legitimacy Check has been triggered, the On-boarding
fee becomes definitive, due and non-refundable.

2020/05/12
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ON-BOARDING PARTNER PORTAL

Step 1: Provide Initial Information

Step 2: Detailed Information and Participation Agreement

|

Step 4: Technical On-boarding

_

Step 5. Maintenance

2020/05/12
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3 APPROVALS

Status:
Trigger Step 3: Not Started
Step 2 completed and
Confirm button pressed Egﬁ;%d

Step 3: Approvals

Time to complete Status

31 Legitimacy Check Status €@ 15 days ( In Progress )

Status:
3.2 Countersigned Participation Agreement €@ 21 days (Awa'ltihg Signature> NO_I_ STOI’Ted
33 Invoice Status € (AwaTting payment) )

Available DD:MM:JJJJ
Please note that EMVO is going to check
the reception of the payment and updates
the status once every week. Status:

No Status

Payment Received

2020/05/12
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3 APPROVALS

Note 1
The outcome of the Legitimacy Check will be
communicated to the OBP's SPOC via e-mail.

In the event that the Legitimacy Check is not

successful, the OBP will have the possibility to
modify the provided information.

Note 3

Note 2

The Parficipation  Agreement will be
countersigned and uploaded to the OBP
Portal by EMVO.

Only when the Legitimacy Check is successful and the payment of the On-boarding fee has
been received, the OBP will be granted access to the Technical On-boarding.

Step 3: Approvals Completed

3.1 Legitimacy Check Status €@
3.2 Countersigned Participation Agreement €
33 Invoice Status @

2020/05/12
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Time to complete Status

15 days ( Passed 0)

21 days ( Available 28:02:2019 )

Payment
( received o)

<
i
=
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ON-BOARDING PARTNER PORTAL

Step 1: Provide Initial Information

Step 2: Detailed Information and Participation Agreement

Step 3. Approvals

|

Step 5. Maintenance

Medicines
n Qrganisafion

_
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4 TECHNICAL ON-BOARDING

Trigger Step 4:

Step 3 completed

Step 4: Technical On-boarding A

4.1 Technical Info Pack €@
4.2 Client Connection 1
421 Connection Details @
422 |TE v

423 IQE v

424 PRD v

43 Client Connection 2
431 Connection Details @
432 ITE w

cr HE e Access sub-steps
43.4 PRD wv
2020/05/12

EMVO_0086_OBP ON-BOARDING PRESENTATION

Note

If you make use of a Gateway Connection,
the ITE environment is not necessary

Time to complete Status

1min Not Started

1 min Mot Started

1min Not Started

Furopean Medicines

EMVO  Veificarien Organisation

Status:
Not Started
Completed

Status:
Noft started
Completed
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4 TECHNICAL ON-BOARDING

ITE — can be used as a sandbox by the OBPs to perform the first
development of the connection and do a first infegration test.

When the OBP is confident that his interface is ready for ’res’rin]gg, they
can request access to the IQE to execute tests from the test status
metrics.
ﬁ\}f’reFr)lgge OBP passed the baseline tests, access will be granted for

e .
Hoér)e: Only internal validated systems are allowed to send data into the EU

unp.

2020/05/12
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4.1 TECHNICAL INFO PACK

The Technical Info Pack is a package of several files to download. It contains the following information
in their last available versions:

1. Documentation JAVA
20181 MAH SDK
EMVS0787 - EMVS Java SDK Installation Instructions For OBPs

2. Documentation .NET
EMVS0794 - EMVS OBPs .NET SDK Installation Guide
C# SDK Code Sample
.NET Callback

3. EMVO Gateway
- EMVO_0038_EMVO Gateway User Manual

4. On-boarding Steps
- EMVO_0117_Creating CSR Files
EMVO_0270_Backwards Compatibility Design Note_EU Hub_OBPs
Guidelines for Retrospective Upload as of SR 1.4
EMVS0714 - EMVS SDK for OBPs
EMVO_0077_OBP On-boarding Guideline
EMVO_0086_OBP On-boarding Presentation

2020/05/12
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4.2.1 CONNECTION DETAILS

Note

This step is pre filled if you
completed Step 1.3 of
the OBP Portal already.

Select connection Drop-down menu listing the
registered* Connection Providers.

Select connection #1 Making use of a registered
| Direct Connection V| Connection Provider allows the
Technology Type OBP to start immedio’rely the tests
in  the Integrated  Quality

Environment (IQE).

Request new gateway provider

Save and close Cancel

*registered Connection Provider is a provider
which signed the License Agreement with EMVO
. . . . . . and a Support Contract with SolidSoft.

If the Connection Provider of your choice is not listed in the

drop-down menu, please click the ‘Request new gateway
provider' button to promote them.

2020/05/12
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4.2.2ITE

Note

For Gateway
Connections,

- Organisation

name

-  ClientID

Step 4.2.2 (ITE) is
not available.

4221

4222

4223

6224

6225

2020/05/12

ITE -

ITE -

ITE -

ITE -

ITE -

Information To Create CSR @
Upload CSR file €
Certificate (CER) €

Session Token @

Test Status Metrics @

Download Client
and Hub Certificates
to have access to
ITE. Check Service
Endpoints

EMVO_0086_OBP ON-BOARDING PRESENTATION

- Organisation Type
- Organization ID

Upload the generated

Y 4

Optional:

Check Test Results of
your fransactions to
the EU Hub

Furopean Medicines

EMVO  Veificarien Organisation

1min

1min

1min

1min

1min

CSR file corresponding
with Common Name

provided in Step 4.2.2.1
(ex. M.XXXX.1)

Not Started

Not Started

Not Started

Not Started

' NN NN

Not Started

N N W NI AL

After completing Step

4.2.2.3 a Session Token
request will automatically

be triggered.

Status:

Not Started
Failed
Available

Status:

Not Started
Failed
Complete

Status:

Not Started

Failed

Available

Downloaded on [date]
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4.2.3 IQE

Note

When the OBP is confident that its
interface is ready for testing, they can

start testing in IQE.

4231

4.2.3.2

4.2.3.3

4234

£235

2020/05/12

IGE -

IQE -

IQE

IQE

IQE

Information To Create CSR €

Upload CSR file €

- Certificate (CER) €@

- Session Token ©

- Test Status Metrics €

To review if your related
transactions have been
successfully processed in
the EU Hub.

EMVO_0086_OBP ON-BOARDING PRESENTATION

Upload

Download

Request New

emvo

Furopean Medicines
Verification Organisation

1 min

1 min

1 min

1 min

1 min

( Completed

( Completed )
Completed
downloaded 16:10:2017 14:33

Available 0
viewed 16:10:2017 14:36

( In Progress )

Info button  will
display the current
Session Token

View Token Session

£2952282.0020-4bec-bdab- 24ded3207205
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EMVO GATEWAY REQUEST

Note
This only applies if the OBP selected the
EMVO Gateway in the Connection Details.

4231 IQE - Information To Create CSR @

1 min ( Completed )

4.23.2 |QE-Upload CSR file € Upload 1min ( Completed )

downloaded 16:10:2017 14:33

4233 |QE - Certificate (CER) € Download 1min ( Completed )

As soon as Step 4.2.3.3 is finished, the following information should be sent to the EMVO Helpdesk
(helpdesk@emvo-medicines.eu).

« Environment (IQE/PRD)
 Tenant / Company Name
« SPOC Name

« SPOC Email

The credentials and URL will be sent through the following email: noreply@meliorsolutions.com (please be
aware to check your Junk folder).

2020/05/12
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4.2.2.5 IQE - TEST STATUS METRICS

Test results for 'IQEHub’

Environment IGEHuUb
Test Time Periad &0 minutes
Crganisation 1D 1673
Client 1D 3

Product Master Data Failad
Product Pack Data Failed
Froduct Pack Update Failad
Product Pack Verification Failed

Batch Recall Failad
Report Process Failed
Acknowledgements Failad

SUBMIT CLOSE

This will send the current Test Results for
EMVQO'’s approval. If Product Master
Data, Product Pack Data and Product
Pack Update tests are passed, EMVO
will allow access to PRD.

2020/05/12
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Note 1

The OBP should verify and subbmit the Test Results of all
positive transactions which are sent to the EU Hub in
the last 30 minutes. The number of successful tests
need to be higher than for failed fests.

In case of failed tests, the OBP should retry to upload
the data and then contact the EMVO Helpdesk
(helpdesk@emvo-medicines.eu) for further assistance.

When the transactions are passed, the OBP should
click the Submit button.

Note 2

By default all statuses are marked as ‘failed’. After
passing and submitting the test results, statuses will
reset to ‘failed’ after 30 minutes. Please await as
EMVO has to approve your results.

Furopean Medicines
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4.2.4 PRD

Note 1

We only allow validated systems to connect
to the PRD environment.
It is a prerequisite to have an approved test

result.
45241
5242
5243
4246
2020/05/12

PRD -

PRD -

PRD -

PRD -

Information To Create CSR @

Upload CSR file €@

Certificate (CER) @

Session Token @

EMVO_0086_OBP ON-BOARDING PRESENTATION emvo

Note 2

The OBP doesn't need to perform the Test

Status Metrics in the PRD environment.

Furopean Medicines
Verification Organisation

1min

1 min

1 min

1 min

Not Started

Not Started

Not Started

Y YYE

Not Started
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4.3 CONNECTION 2

Optional
This step can be used in case the OBP wants a second connection to the EU

Hub. There is no difference with the Connection 1 and the OBP can repeat
the previous steps.

43 Client Connection 2

431 Connection Details @ Add 1min ( Not Started )
432 ITE w

433 IQE w

434 PRD w

2020/05/12
Furopean Medicines
EMVO_0086_OBP ON-BOARDING PRESENTATION EMVO  Veifiaion Grganisation 65



DocuSign Envelope ID: 76C21AA4-C58E-44CA-8447-D21DDF8AD2ES

ON-BOARDING PARTNER PORTAL

Step 1: Provide Initial Information

Step 2: Detailed Information and Participation Agreement

Step 3. Approvals

Step 4: Technical On-boarding

_
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EMVO_0086_OBP ON-BOARDING PRESENTATION SMVE e ledarts

edi
n Qrganisafion

66



DocuSign Envelope ID: 76C21AA4-C58E-44CA-8447-D21DDF8AD2ES

5 MAINTENANCE

Trigger step 5:
Step 4 reached

Note:
This step can be used by the SPOC or/and the SPOC Assistant to update all relevant information
which was gathered during the Contractual On-boarding.

Step 5: Maintenance A

5.1 MAH Information @
52 Company Information €@ 5-7 min
53 Single Point of Contact and Assistant Information @
5.4 Authorised Representative Information @ 5-7 min
55 Participation Agreement @ w
5.6 Invoice Management €@ w

Private Policy Terms of Use Cookie Policy

2020/05/12
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5 MAINTENANCE: D&A

Please notify EMVO in good time as soon as your OBP, Company or MAH(s) face(s) one of the following
scenarios.

1. MA transfers
2. MAH transfers
3. D&A / M&A activities

Once uploaded to the HUB Product Codes (PCs) are technically linked to the OBP which initially uploaded the
PC.

A. This can lead to a technical blockage for the new Owner of a PC in case of D&A activities, such as
Mergers, Acquisitions or MAH transfers. There are two applicable options for the described scenarios:

1. Change of the Product Code Ownership
o A change of the PC ownership in the EU Hub from the previous owner to the new owner.

o Implies a responsibility for the future data uploaded by new owner as well as for the already uploaded
batch/pack data by the previous owner.

o EMVO reserves the right to apply and invoice the resulting costs. Please click here to consult the costs
related to PC ownership changes. The invoice will be sent to the new PC owner.

2020/05/12
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5 MAINTENANCE: D&A/PC OWNERSHIP CHANGE

2. Transferor OBP to continue uploading data and receiving aleris

o To address your needs during this period and to not obstruct the upload, we have prepared a letter based
on the Participation Agreement that both OBPs have signed. This letter is to be signed by the new Transferor
and the Acquirer and to be countersigned by EMVO and inserts a deviation from the upload rules set out in
the Agreement. However, please refer to our Knowledge Database on our website where you can find
D&A Guideline and the referring Side Leftters

IMPORTANT NOTE !

B. The described scenario might also lead to a technical blockage for the legitimate owner of a PC in case of
an incorrectly uploaded PC by another party. In the event of an #S10 error, a PC ownership transfer is
required. EMVO reserves the right to apply and invoice the resulting costs. Please click here to consult the costs
related to PC ownership changes. The invoice will be sent to the illegitimate PC owner.

2020/05/12
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5 MAINTENANCE

IMPORTANT NOTE !

o Please notify EMVO if you face one of the above scenarios by contacting the EMVO Helpdesk

(helpdesk@emvo-medicines.eu), providing the following information (if applicable).
Which scenario do you face?
How many entities are involved and whiche
Who is the Acquirer/New Owner & who is the Transferor/Old Owner?e
How many OBPs are involved and which?
What is the planned timeframe? / When is the action taking place?
How many SKUs/Product Codes (PC) are affected?
Was data uploaded for the affected SKUs/Product Codes (PC)e
If yes, for which SKUs/PC¢
If yes, Product Master Data (PMD) and Product Pack Data (PPD)¢
Who will be the responsible contact person(s)/representative(s) of both parties?

2020/05/12
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5.1 MAH INFORMATION

import the updated list.

Importing the spreadsheet (file) will overwrite
all existing MAH data in the OBP Portal!

Note 1 Note 2

The OBP can maintain its MAH information. The OBP can still add a product which s
The OBP Portal offers the option to export the linked to an MAH, but during maintenance
existing MAH list as spreadsheet (xlsm). After this is not anymore required. To add a
updating the spreadsheet, the OBP can product linked to an MAH, the OBP has to

click on the button ‘Show Products’.

MAH and product information

Test Company

MAH Gompany Name: Test Company
VAT Number: 5446415
Countries of Operations: Belgium
Registration Number: 1111111

Country Of Registration: Bulgaria

ADD MAH EXPORT # mPorT 4+ i)

2020/05/12
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EDIT MAH REMOVE MAH SHOW PRODUCTS (0)

Country: Belgium Zip Gode: 1000
City: Brussel Company Email Address:
Street: Teststreet Web Page:
Number: 1 Website Address of OBP:
Box: Telephone Number:

\/ Furopean Medicines 71
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5.2 COMPANY INFORMATION

All detailled company information, except for the organisation
type, can be updated. The organisation type is used to create
the account In the EU Hub and determines your permissions.
Therefore, this information is not editable once an account is
created during Technical On-boarding.

IMPORTANT NOTE !

As per the Participation Agreement in place with EMVO and
before proceeding with the update under Step 5.2 of the OBP
Portal, the OBP must notify EMVO accordingly in advance, by
contacting the EMVO Helpdesk (helpdesk@emvo-
medicines.eu).
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5.3 SINGLE POINT OF CONTACT AND ASSISTANT

In this Step access to the OBP Portal can be modified by the
SPOC and/or the SPOC Assistant. If no SPOC Assistant had
been assigned yet, the OBP can add one here.

In case a user is filed in and saved, the credentials of the old
user will be revoked and the new user will receive new
credentials.

2020/05/12
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5.3 SINGLE POINT OF CONTACT AND ASSISTANT

In case an OBP would like to increase the number of recipients
receiving communication from EMVO besides the SPOC &
SPOC Assistant (if applicable), EMVO recommends to use a
dedicated mailing list/inbox e.g. “serialisation@emvo.eu”, as
the e-mail address of the SPOC Assistant account. However
please note that the e-mail address needs 1o be linked to a
registration of a contact person (forename & last name).

Furthermore, to receive the information with regards to All
known problems within the EMVS, EMVO strongly recommends
subscribing to the EVI (European Medicines Verification System
Information) Alerts for the specific systems of interest.

2020/05/12
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5.3 SINGLE POINT OF CONTACT AND ASSISTANT

IMPORTANT NOTE !

Due to quality reasons and communication purposes, it shall be
avoided that the entered/appointed SPOC, SPOC Assistant or
new persons assigned to the same role, share the same e-maill
address. The successful user creation, user permission and
access of the SPOC and SPOC assistant is based on the
uniqueness of the e-mail address. Therefore, it is of upmost
Importance to take this point info consideration while entering
and maintaining the SPOC and SPOC Assistant.

2020/05/12
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5.4 AUTHORISED REPRESENTATIVE INFORMATION

In this Step the OBP can update the Authorised Representative
Information, as soon as a new PA is available.

2020/05/12
Furopean Medicines
EMVO_0086_OBP ON-BOARDING PRESENTATION EMVO  Veifiaion Grganisation 76



DocuSign Envelope ID: 76C21AA4-C58E-44CA-8447-D21DDF8AD2ES

5.5 PARTICIPATION AGREEMENT

Note 1

The SPOC and/or the SPOC Assistant can
view and/or download the latest PA by
clicking on the particular button.

Upon request of EMVO, the OBP may have to
sign a new PA. The SPOC and/or Assistant will
be informed via email that a new PA is
available in Step 5. The already uploaded old
PA will be indicated as ‘Deprecated’ in Step
5.5.2 of the OBP Portal then.

55 Participation Agreement €@ A
5.5.1 Participation Agreement @
5.5.2 Upload signed Participation Agreement €

553 Countersigned Participation Agreement €

2020/05/12

Note 2

« The new PA will have to be approved by
EMVO, but during maintenance this does
not impact the other Steps.

« EMVO will countersign the PA of the OBP
and upload a scanned copy of the
countersigned version in the OBP Portal.
This will automatically update the status of
Step 5.5.3 on the OBP Portal.

. ) Available
View Download Tmin Qownloaded T:03:2019 OZ:SD
1 min ( Approved 0)
21 days (Awaiting Signature>
Furopean Medicines 77
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5.6 INVOICE MANAGEMENT

Note 1

All relevant information concerning the
Invoice Management can be consulted.

In case more MAHs are registered in the
OBP Portal than mentioned on the already
approved Invoicing Information Form (IIF)
or some other issues with the previous
Invoice are encountered, the IIF will be
rejected in order for you to restart the
iINnvoicing process.

5.6 Invoice Management @ A
5.6.1 Invoicing Information Form €
5.6.2 Upload Invoicing Information Form €

563 Invoice Status €@

Private Policy
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Note 2

View Download 5min

Terms of Use
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The Invoicing Information Form can be
viewed or downloaded.

The payment status can be viewed in Step
5.6.3 of the OBP Portal. In case a new
payment is required from the OBP, EMVO
will manually adapt the Invoice Status to
‘Awaiting Payment’.

The payment status will be updated once
every week.

Available

downloaded TI:03:2019 02:30,

1min Approved €@

Payment
received o

Cookie Policy
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CONTACT AND SUPPORT

In case of questions or uncertainty, the following information
among others, is available to users on the Knowledge Data Base
on EMVQO'’s website:

Frequently Asked Questions (FAQ)
Documents Overview
Video Section

EMVO wants to ensure that all OBPs receive the most accurate
and up to date information in the most efficient way. To receive
the information with regards to all known problems within the
EMVS, EMVO sfrongly recommends subscribing to the EVI
(European Medicines Verification System Information) Alerts for
the specific systems of interest.

2020/05/12
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CONTACT AND SUPPORT

In case of questions, problems, comments or uncertainty,
requests should be addressed to the following support channels:

- EMVO Helpdesk — emalil address: helpdesk@emvo-
medicines.eu

> EMVO Helpdesk — phone number: +32 (0)2 657 00 08
- Contact Form on EMVO's website

IMPORTANT NOTE !

OBPs should always notity EMVO as soon as they become
aware of any issues or problems during their On-boarding
Process.
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VERSION HISTORY

Version Date | Version Author Reason For Changes
2017/04/18 1.0 Stephan Theunissen Initial Document
2017/05/03 2.0 Willem Theunissen adapted:
Slide 15: SDK moved to PA
Slide 19: Client adapted to OBP's system
Slide 21: Adapted client to OBP’s system
2017/07/12 3.0 André Geraldes Added step 3,7, 3.8, 3.9
Added Technical On-boarding
2017/07/14 4.0 Benedikt M Fischer Final review after adaption of new design by Jannik Jager and the update of this
Presentation for the implementation of the OBP Portal SR 3.0
2017/10/18 5.0 Fanny Trenteseaux Update to OBP Portal SR 5.0 functionalities
2017/12/14 6.0 Fanny Trenteseaux Updated: Slide 29 hyperlink - Updated with the adjusted On-boarding fee Slide 38
2018/01/29 7.0 Fanny Trenteseaux Update of the Technical On-boarding, adding the Legal Noftices, update section 3.2.2.2
Participation Agreement, Update the full document to align with OBP Portal SR 4.1
2018/04/10 8.0 Fanny Trenteseaux Updated slides to align with OBP Portal SR 5.0
2018/08/20 9.0 Jannik J&ger/Francesca Updated slides to align with OBP Portal SR 6.0
D’ Agostino
2018/10/26 10.0 Jannik J&ger Updafing information in Step 1, Step 2 and Step 5 according to the release of the operational
Participation Agreement.
2019/05/20 11.0 Benedikt M. Fischer, Update of the full document to harmonize the information provided in the EMVO
Emmanouela documentation and the Participation Agreement, design improvements, update of
Nikolakopoulou, Lorenzo screenshots and improved process descriptions re OBP Portal SR 6.2, outdated information
Mari has been replaced due to the start of the EMVS Operational Phase on 2019/02/09, advice for
D&A/M&A activity added, update of organisation chart
2019/10/21 12.0 Margarita Belichovska Added relevant information in Step 5 on PC ownership change in case of D&A activities and
incorrenct upload of PC(s) by another party. I incorporated the fee model accordingly.
Updated the organisation chart.
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VERSION HISTORY

Version Date | Version Author Reason For Changes
2020/05/08 13.0 Margarita Belichovska The fee model mentioned in Step 5 on PC ownership change was updated accordingly in
order to illustrate the newly approved one. Additionally, a link indicating the service charges
per PC was added. The organization chart was also updated.
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