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EUROPEAN MED}CI NES AGENCY

Please note that this session is being recorded and will be made available through
EMA Corporate Website and YouTube channel.

At certain points throughout the session, participants will be able to ask questions or give their
input via the audience interaction tool Slido.

Interaction via Slido is voluntary, and you may opt to remain anonymous. If you chose to use
Slido, you consent to the processing of your personal data as explained in the EMA Data
Privacy Statement for Slido.



https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf

Housekeeping notes - Q&A

EUROPEAN MEDICINES AGENCY

» Join via QR code or slido.com - please provide your
guestions and comments in Slido only

Join at
slido.com

#PACKSIZE

+ Send or upvote the questions you want to hear answered
- before raising a question check whether its has been raised
already and vote for it

~. fS Q&A Management . Unanswered questions

« Questions will be shown on the screen and managed live + This can be due to high volume of questions or assistance of a
in the Q&A session specific colleague not available today is required.
« EMA colleagues will verbally address (unanswered) + Unanswered questions will be reviewed, and the most relevant
top voted questions at the end in the live Q&A session. (d)nes maty be addressed in other webinars or in a FAQ
ocument.

+ We may request that you ask Questions on specific
issues/cases in Service Desk to be tracked, investigated and
adequately assigned.
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Background

ESMP as a consumer of PMS data
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Background

EUROPEAN Ml:'[SICI NES AGENCY

k# The EMA’s role in crisis preparedness and management in reference to availability of medicinal products has
k\vi increased significantly following the outbreak of the Covid-19 pandemic. Regulation 2022/123 formalises the
structures and processes established during the pandemic.
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Background

EUROPEAN MEDICINES AGENCY

‘# The EMA’s role in crisis preparedness and management in reference to availability of medicinal products has
k‘vi increased significantly following the outbreak of the Covid-19 pandemic. Regulation 2022 /123 formalises the

structures and processes established during the pandemic.

Improving the availability of medicines authorised in the EU is a key priority for the
European Medicines Regulatory Network (EMRN)

Q Regulatory authorities - within and outside Europe - are increasingly working
0-6 together to prevent shortages and to limit their impact whenever they occur
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Background

EUROPEAN MED lJCI NES AGENCY

‘# The EMA’s role in crisis preparedness and management in reference to availability of medicinal products has
k‘vi increased significantly following the outbreak of the Covid-19 pandemic. Regulation 2022 /123 formalises the

structures and processes established during the pandemic.

Improving the availability of medicines authorised in the EU is a key priority for the
European Medicines Regulatory Network (EMRN)

Q Regulatory authorities - within and outside Europe - are increasingly working
0-6 together to prevent shortages and to limit their impact whenever they occur

ESMP will enable information exchange for better prevention, identification and
management of shortages, and communication between the EMA, National Competent
Authorities and Industry stakeholders to ensure medicines availability for patients during
Public Health Emergencies and Major Events.

Vision

&%
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Member State

data systems v ESMP
Ncizgepr%:/tigzt;;atgn::(o;Z:Iqas:grft:rges Welcome to ESMP o 9 ¢ Packaged medicinal product data (PMS)
P R ) e’ s mis = W  Prefilled in ESMP templates/machine-to-machine
medicinal products in crisis and in : 8 hid
preparedness situations 68 1

Industry Users access ESMP and download
data systems reporting templates or submit data
. through machine-to-machine interface
MAtI.-ls per(fjorm erutlzetshortage | * Users complete ESMP templates with relevant
reporting and provide data on supply - 3
of medicinal products in crisis and in L) [P eIV
preparedness situations

L Data analytics platform
Regulatory coordination

E SPOC WP, MSSG, and EC
(@ )

Measures to prevent, manage and
Prevent, monitor and mitigate shortages in EU/EEA, such as
’ G o ploring MAHSs supply capacity and
manage shortages possibility to increase production,
regulatory support, etc.

demand data

o
.I I | | | Matching of supply and
Co 4
N
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Background

EUROPEAN MEDICINES AGENCY

ESMP

Welcome to ESMP ® @0 @ Packaged medicinal product data (PMS)
e i i D B & Prefilled in ESMP templates/machine-to-machine
“Emc b 2

Users access ESMP and download
reporting templates or submit data
through machine-to-machine interface

Users complete ESMP templates with relevant
information per product

ESMP consumes data from PMS.

More specifically, ESMP requires Medicinal Products and Packaged Medicinal Products from PMS

9 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE



Background &

EUROPEAN MEDICINES AGENCY

ESMP pre-filled templates will show PMS data.

Structured pack size data
Product (package ID and name) Active substance, strength and dose form (quantity and units of
presentation)

Broduct lofa

[Packaged
medicinal Medicinal product Medicinal uct Country of
product ID (Full medicinal ppr;:um name) [Inmtedpnr::e} Active Substance Strength Pharmaceutical form Pack Size Packaging| PCID authonlsr:ﬂon
PMS ID)
PL1 P12 P13 P14 P15 Ple PL7 P18 P19 PL10
Mandatory Opticnal Opticnal Opticnal Optiona Opticnal Opticnal Optional  Optional Mandatory
76708 Xeljanz 5 mg - Film-coated tablet Xeljanz tofacitinib 5mg Film-coated tablet 60 tablets ottle BE
76706 Xeljanz 10 mg - Film-coated tablet Xeljanz tofacitinib 10 mg Film-coated tablet 180 tablets lister NL
76707 ¥eljanz 11 mg - Tablet, prolonged-release Xeljanz tofacitinib 11mg Prolonged-release tablet 112 tablets Blister AT
76709 Xeljanz 1 mg/ml - Oral solution Xeljanz tofacitinib 1 mg/ml Oral solution 1 bottle + 1 syringe -Bottle DE

p For more information on ESMP, please consult the "ESMP Essentials
and Industry Reporting Requirements” webinar materials here
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https://www.ema.europa.eu/en/events/european-shortages-monitoring-platform-essentials-industry-reporting-requirements

EUROPEAN MEDICINES AGENCY

How is pack size information included in PMS?

From SIAMED and XEVMPD to PMS
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EUROPEAN MEDICINES AGENCY

Data sources for PMS

Eudravigilance’:

Human

XEVMPD

SIAMED 11

12 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE




SIAMED 1II

EUROPEAN MEDICINES AGENCY

SIAMED 11 is the internal EMA database and
contains all centrally authorised medicinal
products in the EU.

In SIAMED 1I, a “product” is an umbrella term which can contain several IDMP
medicinal products, and each medicinal product can contain multiple presentations.

Selected product
Umbrella product
Product Product relationshi Form/Strength/ Manufact
120 mg - Gastro-resistant tablet \ EU susnber a
| 20ma = Castio:restint tablet EU/1/17/1201/002 %
Medicinal products EU/1/17/1201/003 § 2
SIAM E D II EU/1/17/1201/004 E§
EU/1/17/1201/005 &‘i
EU/1/17/1201/006 'g
EU/1/17/1201/007 *
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Initial data migration to PMS

EUROPEAN MEDICINES AGENCY

SIAMED II
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Pack size data for CAPs

l_SkiIarence 30 mg gastro-resistant tablets I

—
| | PMS ID: 600000002264 | Authorisation Country: EU | MAH: ORG-100000571 | Authorisation Status: valid
| Version Number: 3 | Last updated date: 20/06/2024

Medicinal Product A < Packaged Medicinal Product

(g M thorisation

Download B

Therspeutic Indications v T MA number Package size(s) PCID EV code Legal status of supply
[ Manufacturers v EU/1/17/1201/001 42 tablets — PRDS131781 Medicinal product subject to medical prescription
o "1, Ingredients v EU/1/17/1201/013 70 tablets — PRD7E28888 Medicinal product subject to medical prescription
Mediczl Devices b EU/1/17/1201/014 210 tablets - PRD76265669 Medicinal product subject to medical prescription
N Shawing 1 1o 3 of 3 entria

o
(1] Menufsctured ems

Packaged Medicinal —
Product Close | Export to XM

[ Marketing Authorisation
] teformarion

15 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE



Pack size data for CAPs

AN MEDICINES #

Full presentation name Pack size MA number Package description EV Code Structured pack size data

I Skilarence 30 mg gastro-resistant tablets I

‘ ‘ | PMS5 ID: £00000002364 | Authorisation Country: EU | MAH: ORG-100000571 | Authorisatio
| Version Number: 2 | Last updated date: 20/06/2024

f~| Medicinal Product A <{ packaged Medicinal Product

S| Ma Authorisati
I n Download B

- ) /
herapeutic Indications v T MA number Package size(s) PCID EV code Legfl status of supply

|| Manufsciurers EW1/17/1201/001 42 tablets

PRD5131781 Medicinal p educt subject to medical prescription
Ingredients
Package description Packaging: blister (PVC/PYDC-alu), Package size: 42 tablets Language —
£ Medical Davices
o Open all v
s
1] Manufactured Tiems
Pack Size Close A
IEH Packaged Medicinal
W Product
o1 Marketing Authorisation . . N
|J Informatien T Unit of Presentation Quantity
_'-: Package Items Tablet 42
| N
15| Manufacturers
I.—ri A Shelf life / Storage Open
E | Medical Devices Data carrier identifier(s) QOpen wv
T Pharmaceutical Product
A 1201/013 70 tablets — PRD7528868 Medicinal product subject to medical prescription
Ay EW/1/17/1201/014 210 tablets — PRD752886%9 Medicinal product subject to medical prescription

Shawing 110 3 of 3 entries

‘ Close ‘ Refresh Export to XML
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Pack size data for CAPs

EUROPEAN MEDICINES AGENCY

-

MA number

In PMS:
- All pack sizes are migrated from SIAMED

EU/1/17/1201/001
EU/1/17/1201/013

EU/1/17/1201/014

Package description Packaging: blister (PVC/PVDC-alu), Package size: 42 tablets

- Structured pack size data comes from SIAMED

and there is a relationship with XEVMPD

EV code

PROS13178L

PROTS28858

PRDTSISE5S

Package description is a concatenation of different fields in SIAMED (packaging + package size + content)

Unit of Presentation Quantity
Tablet 42
Skilarence 30 mg gastro-resistant tablets
‘ PMS ID: 500000002984 | Authorisation Country: EU | MAH: ORG-100000571 | Authorisation Status: Valid

| ‘ Version Number: 3 | Last updated date: 20/06/2024
E—{ Medicinal Product A < Packaged Medicinal Product

Information Download &

Therzpsutic Indisations v T MA number Package size(s) PCID EV code Legal status of supply

Manufacturers 43 tablets PRD5131781

EU/1/17/1201/001

Package description  Packaging: blister (PVC/PVDC-alu), Package size: 42 tablets

Language —

Medicinal product subject to medical prescription

Openall v
o5
Ell manufactured rems
- Pack Size Close A
Packaged Medicinal
W | Product
7| Marketing Authorisation ) ) i
[ T i Unit of Presentation Quantity
42

&5 Padkage hems Tablet

m

Manifacticars

Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE
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Pack size data for CAPs

OPEAN M I:LSICI NES AGENCY

2|2| oOgluo 1 mg solution for injection in pre-filled syringe.

| ‘ PMS ID: 600000993436 | Authorisation Country: EU | MAH: ORG-100037304 |
| Version Number: & | Last updated date: 27/06/2024

Status: Valid - Transferred marketing suthorisstion

EH Medicnal Product /< Packaged Medicinal Product

ring Authorisation

Mz
Inf

ation

Therapeutic Indications

Manufacturers
“, Ingredients
B L Medical Devices

s
] Manufaciursd 1zems

Packaged Medicinal
M Product

|’J Marketing Authorisation

Information

18 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE

Download B
v T MA number Package size(s) EV code Legal status of supply
“~ EW/1/20/1523/003 1 pre-filled syringe PRD9373846 Medicinal product subject to medical prescription
hvd EU/1/20/1523/004 2 pre-filled syringes PRDS373843

Shewing 1 to 2 of 2 entries

Medicinal product subject to medical prescription

Close | Export to XML

- All pack sizes are migrated from SIAMED and there is a relationship with XEVMPD




Pack size data for CAPs

PEAN MEDICINES AGENCY

2|%2| Ogluo 1 mg solution for injection in pre-filled syringe.

PMS ID: 600000993436 | Autherisation Country: EU | MAH: ORG-100037304 | i Status: Valid - Transferrad marketing authorisation
Version Number: & | Last updated date: 27/08/2024
Meficnsl ot A ¢ Packaged Medicinal Product Package description is a concatenation of different fields in SIAMED
ng Authorisation B B
: Dovnload B (packaging + package size + content)
Therapeutic Indications A T MA number Package size(s) PCID EV code Legal status of supply
| Menufacturers EU/1/20/1523/003 1 pre-filled syringe PRDO373846 Medicinal product subject to medical prescription
1, Ingradients
Package description Packaging: pre-filled syringe (COP), Package size: 1 pre-filled syringe, Content: 0.1 ml | Language —
Medical Devices
. Open all ~
| Manufactured Ttems
Pack Size Close A
Packaged Medicinal
m Product
¥ Marketing Auth
| \ 1nafgrrErE;rt|gcrU( erestan T Unit of Presentation Quantity
By, Package lems Svringe 1

sl o bocturers \
I Shelf life / Storage

Efl Manufactured Ttems

Structured pack size data comes from SIAMED / T

Z Medical Devices Data carrier identifier(s) Open w

Eﬁ’ Pharmaceutical Product

EU/1/20/1523/004 i PRDO373843 Medicinal product subject to medical prescription

Package description Packaging: pre-filled syringe (COP), Package size: 2 pre-filled syringes, Content: 0.1 mi] Language —
Open all v
Pack Size Close A
T Unit of Presentation Quantity
Syringe 2
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Applicant’s requirements for CAPs -
EUROPEAN MEDICINES AGENCY

®
Continue business as usual:
> Submit and maintain authorised medicinal products to XEVMPD
4 records per presentation
1 record for EU
« 3 records for IS, LI, NO (EEA countries)
> Package description is still optional.
This information will be taken from SIAMED
Make sure match and merge is performed in PMS and the EV
code is present in the product UI or the PMS API
= Currently there is a bug and some products don’t have the EV code. PMS team
» is working on this.
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Data sources for PMS

Eudravigilance’:

Human

XEVMPD

SIAMED 11
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XEVMPD &)

EUROPEAN MEDICINES AGENCY

XEVMPD is a database maintained by
marketing authorization holders and contains
central and national medicinal products

authorised in the EU and EEA.
ol
EudraVigilance:
- g - This database is maintained following the Art. 57 legal obligation and medicinal
*®* - . . R . .
Human products can be submitted following different strategies and business rules explained
in Chapter 3.II: XEVPRM User Guidance
Authorisation Country | ~ | Substance names « | Pharmaceutical Fgi ~ | Full Presentation Nami T Authorisation Number
Fiomania CROSFPOVIDOME, LACTOSE MONOHYDRATE, MAGNESIUM STEARATE, SILICA, CO TAELET Flamexin, 20 ma, comprimate TIERZO0EAD
x EvM P D Fomarnia CROSPOYIDOME, LACTOSE MOMOHYDRATE, MAGMESIIM STEARATE, SILICA, CO TABLET Flameyin, 20 mg, comprimate THE2006/01
Fiomania CROSPOVIDOME, LACTOSE MONOHYDRATE, MAGNESIUM STEARATE, SILICA, CO TAELET Flamexin, 20 ma, comprimate TI4EI2006002
Authorisation Country ~ Substance names ~ | Pharmaceutical Form ~| Full Presentation Name .1 Authorisation Numbe
Spain HYORDGENATED VEGETABLE DIL, HY OROAYPROPYL DISTARCH PHOSFHAT PROLONGED-RELEASE TABLET DIOLPAR: 300 mg comprimidos de hberacisn prolongada 7587
Spain HvDROGENATED VEGETABLE OIL. HYDOROXYPROPYL DISTARCH PHOSPHAT PROLONGED-RELEASE TABLET DOLPAF 100 mg comprimidas de iberacién prolongada 7585
Spain HvDROGENATED VEGETABLE OIL. HYOROXYPROPYL DISTARCH PHOSPHAT PROLONGED-RELEASE TABLET DOLPAR 200 mg comprimidas de liberacién pralongada 7556

22 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE



Initial data migration to PMS

EUROPEAN MEDICINES AGENCY

SIAMED II

EudraVigilance(:
Human

XEVMPD

Please, review Chapter 7 of the EU IG

PMS D Dive Webi
23 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE or eep Live Webinar




Non-CAPs -

EUROPEAN MEDICINES AGENCY

Marketing Authorisation number is provided at pack size level

Authorised medicinal
products in the EU
(non-CAPs)

Marketing Authorisation number is provided at medicinal product level

24 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE



Non-CAPs ; &)

’EAN MEDICINES AGENCY

Marketing Authorisation number is provided at pack size level

Repaglinide Aurobindo 2 mg compresse

Countries 041739210 “2mg compresse” 1 compressa in blister pa/al/pvc-al
041739222 “2mg compresse” 28 compresse in blister pa/al/pve-al
such as 041739234 “2me compresse” 30 compresse in blister pa/al/pvc-al
HU, LI IT 041739246 “2mg compresse” 90 compresse in blister pa/‘al/pve-al
U ’ ! 041739259 “2mg compresse” 100 compresse in blister pa‘al/pvc-al
RO or SI 041739261 “2mg compresse” 180 compresse in blister pa‘al/pve-al

041739273 “2mg compresse” 270 compresse in blister pa/al/pvc-al

Authorised medicinal
products in the EU
(non-CAPs)

Marketing Authorisation number is provided at medicinal product level

25 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE



Non-CAPs

OPEAN MEDICINES AGENCY

Marketing Authorisation number is provided at pack size level

Countries
such as
HU, LI, IT,
RO or SI

Authorised medicinal
products in the EU
(non-CAPs)

Countries
such as

DE, ES, AT
or PO

26 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE

Repaglinide Aurobindo 2 mg compresse

041739210 *
041739222
041739234
041739246
041739259 *

041739261

041739273

2mg compresse

“2mg compresse”
“2mg compresse”
“2mg compresse”
“2mg compresse”
“2mg compresse”
“2mg compresse”

" 1 compressa in blister pa/al/pvc-al
28 compresse in blister pa‘al/pvc-al
30 compresse in blister pa/al/pvc-al
90 compresse in blister pa‘al/pvc-al
100 compresse in blister pa/al/pve-al
180 compresse in blister pa/al/pvc-al
270 compresse in blister pa/al/pve-al

Marketing Authorisation number is provided at medicinal product level

6.5. Naturaleza y contenido del envase

Comprimidos reeubiertos con pelicula

Blisteres de aluminio (PA/AI/PVC/Al) en un estuche que contiene 14, 28 u 84 comprimidos recubiertos con pelicula.

Puede que solamente estén comercializados algunos tamafios de envases.



Non-CAPs

Marketing Authorisation number is provided at pack size level

Repaglinide Aurobindo 2 mg compresse

| PMS 1D: £00001128171 | Authorisation Country: IT | MAH: ORG-100000589 | Authorisation Status: Valid
| Version Number: — | Last updated date: —

E—{ Medicinal Product . < Ppackaged Medicinal Product
Marketing Authorisation
Information Download B
Therapeutic Indications v T MA number Package size(s) PCID EV code Legal status of supply
| Manufacturers " 041738195 _ _ _ _
- Ingredients ~ 041739208 - - - -
B L Medical Devices s 041735210 — _ _ _
. ~ 041739222 _ _ _ B
Bl Manufactured Ttems
~ 041739234 - - - -
'ackage: Medicina
HHA 5 d Medicinal
Product
1| Produ v 041739245 - - - N
"¢| Marketing Authorisation
2] irvormation ~ 041739258 - - - N
£3. Package Trems — 041739261 _ _ _ _
Tl panufacturers ~ 041739273 - — - -
—|‘I. Manufactured Items hd 041732303 — - - -

N Shewing 1 10 10 of 10 entries
E | Medical Devices

e
7 Pharmaceutical Product

| Close | Export to XML

v
Different MA number The structured pack size data is missing The EV Codes will appear in the
per pack size as this information is not in XEVMPD production environment.
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Non-CAPs N
OPEAN MEDICINES AGENCY

Repaglinide Aurobindo 2 mg compresse

1l PMS ID: §00001128171 | Autherisation Country: IT | MAH: ORG-10000038% | Autharisation Status: Valid
| Version Number: — | Last updated date: —

f{ Medicinal Product A < Packaged Medicinal Product

o Mar uthorisation .
Inf: Download B

Therapeutic Indications v T MA number Package size(s) PCID EV code Legal status of supply

| Manufacturers 041739196 - —

Ingredients

Package description  LE COMPRESSE DI REPAGLINIDE AUROBINDO SONO DISPOMIBILI IN FLACONE HDPE | Language —

Medical Devices
Open all v

i
Ell  Manufactured Ttems
Pack Size Close A

Packaged Medicinal
u | Product

v Marketing Authorisation . . .
| 3 | Information T Unit of Presentation Quantity

=i Package It . . L .
sekage ftems Data are not available in SIAMED/XEVMPD and not loaded. Users are encouraged to provide it when applicable.

m -
T Manufacturers
(o] T
af = -
Ell Manufactursd Items Shelf life / Storage Open
() Wedical Davices .
- Data carrier identifier(s) Open

gﬁ’ Fharmaceutical Product

v

The structured pack size data is missing
as this information is not in XEVMPD

v

Package description as in XEVMPD

Do I need to update my XEVMPD records if they don’t have a package description?
NO. It is not needed as the MA number at package level should be enough to identify the pack size and the structured pack size data will be provided in due course.

It is a good practice though to provide this information for completeness.
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Applicant’s requirements for non-CAPs

EUROPEAN MEDICINES AGENCY

o Marketing Authorisation number is provided at pack size level

Continue business as usual:

> Submit and maintain authorised medicinal products to XEVMPD
» 1 record per authorised pack size

> Package description is still optional but highly recommended as it
appears in PMS (Product UI or PMS API)

Make sure pack sizes under the same medicinal product are
correctly migrated in PMS.

= if not, raise a ticket in Service Now.
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Non-CAPs

OPEAN MEDICINES AGENCY

Marketing Authorisation number is provided at pack size level

Pioglitazone Zentiva 15 mg compresse
14 compresse in blister OPA/AL/PVC/AL AIC n. 040694010
28 compresse in blister OPA/AL/PVC/. AIC n. 040694022

- 30 compresse in blister OPA/AL, AIC n. 040694034
Countries 50 compresse in blister OPA/AL AIC n_ 040694046
56 compresse in blister OPA/AL, AIC n. 040694059

such as 60 compresse in blister OPA/AL AIC n. 040694061
84 compresse in blister OPA/AL. ATC n. 040694073

H U 14 LI ’ IT, 90 compresse in blister OPA/AL. AIC n. 040694085

AIC n. 040694007

98 compresse in blister OPA/AL/PVi
RO or SI AIC n_ 040604100

100 compresse in blister OPA/AL/PYV
112 compresse in blister OPA/AL/PV AIC n. 040694111
120 compresse in blister OPA/AL/PV ATC n. 040694123
106 compresse in blister OPA/AL/PVC/AL AIC n. 040694135

Authorised medicinal
products in the EU
(non-CAPs)

Marketing Authorisation number is provided at medicinal product level

Countries 6.5. Naturaleza y contenido del envase
su Ch as Comprimidos recubiertos con pelicula

D E ES AT Blisteres de aluminio (PA/AI'PVC/Al) en un estuche que contiene 14, 28 u 84 comprimidos recubiertos con pelicula.
I I

or PO Puede que solamente estén comercializados algunos tamafios de envases.
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Non-CAPs

EUROPEAN MEDICINES AGENCY

Marketing Authorisation number is provided at medicinal product level

Each MAH can decide the strategy on how to submit these medicinal
products to XEVMPD

+ For non-centrally authorised products, one authorisation number can be applicable to several pack
sizes. The MAH may wish to make either:

— one XEVMPD product entity with a brief description of all pack sizes (separated by a comma) in
the Package description” field (AP.13.7) - see EXAMPLE 2; or

XEVMPD supports two strategies:

Page 64/190

[ One XEVMPD record per pack size ]

[ One XEVMPD record for all pack sizes ]

—  multiple XEVMPD product entities each referencing an individual pack size in the Package
description” field (AP.13.7) - see EXAMPLE 3.

Chapter 3.I1 XEVPRM user guidance of the Detailed guidance on the electronic submission of
information on medicinal products for human use by marketing authorisation holders to the EMA

europa.eu
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https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf

Applicant’s requirements for non-CAPs

EUROPEAN M

Marketing Authorisation number is provided at medicinal product level

[ One XEVMPD record per pack size ]

DOXICLAT 100 mg comprimidos recubiertos con pelicula

| ‘ PMS ID: 00001126970 | Authorisation Country: ES | MAH: ORG-100003995 | Authorisation Status: Vzlid
| Version Number: — | Last updated date: —

EITI Medicinal Product /< Packaged Medicinal Product

Marksting Autharisatian .
Information Download B

Therapeutic Indications v T MA number Package size(s)| PCID EV code Legal status of supply
il yanufacturers - o.400 _ _ _ _
i Ingredients ~ 50.404 - — - -
By medical pevices v 50404 - - - -

-
El] Manufectured Trems

Packaged Medicinal S

|T' Marketing Authorisation
(3] Yeretna

Same MA number as it is the The structured pack size data is missing
same for all pack sizes as this information is not in XEVMPD
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2|3 DOXICLAT 100 mg comprimidos recubiertos con pelicula

PMS ID: 500001126970 | Authorisation Country: ES | MAH: ORG-100003995 | Authorisation Status:

Il Version Number: —

| Last updated date: —

E;| Medicinal Product
[#] Marksting Authorisation
Information
Therapeutic Indications
| Manufacturers
: Ingredients

Medical Devices

[ Mznufactured Iremsz

~ <{ Packaged Medicinal Product

Download B

~ T

Pack Size

Packaged Medicinal
[l | Product

Package Trams

Manufacturers
x 5
El] Manufactured Irems

Bd Medical Devices

Shelf life / Storage

:7’, Pharmaceutical Product
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Pack Size

MA number

50.404

valid

Package size(s)

Package description

500 TABLETS IN BLISTER PACKS (PVC/ALUMINIUM)

Data carrier identifier(s)

50.404

Package description

42 TABLETS IN BLISTER PACKS (PVC/ALUMINIUM)

Shelf life / Storage

Data carrier identifier(s)

50.404

Package description

14 TABLETS TN BLISTER PACKS (PVC/ALUMINIUM)

PCID

lido.com #PACKSIZE

The package description allows the identification of
each pack size and it's mandatory in XEVMPD when
following this approach.

EV code Legal status of supply

=

Language —

Open all

Language —

Open all

Open

Open

Language —

Open all

v

v




Applicant’s requirements for non-CAPs

EUROPEAN MEDIVCI NES AGENCY

|
o Marketing Authorisation number is provided at medicinal product level
One XEVMPD record per pack size

If your organisation has followed this approach:

e Continue business as usual:

v You can continue submitting data to XEVMPD following the same approach
followed so far.

v TIP: in the package description you can include some meaningful information
such as national codes, GTINs or any other value that helps you/NCAs identify
the concrete pack size based on the pack description. We will release a
document with national information on national codes to be used.

For example: 694057 —14 TABLETS IN BLISTER ALU/ALU
694058 — 42 TABLETS IN BLISTER ALU/ALU

Don’t copy/paste the SmPC info. Include meaningful information in the package description. ]
TIPS }
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Non-CAPs -

EUROPEAN MEDICINES AGENCY

Marketing Authorisation number is provided at medicinal product level

Each MAH can decide the strategy on how to submit these medicinal
products to XEVMPD

+ For non-centrally authorised products, one authorisation number can be applicable to several pack
sizes. The MAH may wish to make either:

— one XEVMPD product entity with a brief description of all pack sizes (separated by a comma) in
the Package description” field (AP.13.7) - see EXAMPLE 2; or

XEVMPD supports two strategies:

Page 64/190

[ One XEVMPD record per pack size ]

[ One XEVMPD record for all pack sizes ]

—  multiple XEVMPD product entities each referencing an individual pack size in the Package
description” field (AP.13.7) - see EXAMPLE 3.

Chapter 3.I1 XEVPRM user guidance of the Detailed guidance on the electronic submission of
information on medicinal products for human use by marketing authorisation holders to the EMA

europa.eu
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https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf

N O n = CA PS EUROPEAN M.‘

Marketing Authorisation number is provided at medicinal product level

[ One XEVMPD record for all pack sizes ]

Tadalafilo Qualigen 20 mg comprimidos recubiertos con pelicula EFG

Il PMS ID: £00001125452 | Authorisation Country: E5 | MAH: DRG-10000037+ | Authorisation Status: Vslid
| Version Number: — | Last updated date: —

HH Medicinal Product /< Packaged Medicinal Product

Marketing Authorisation
| Information lozd B

Therapeutic Indications + MA number Package size(s) PCID EV code Legal status of supply
: Manufacturers v 82003 - - - -

“1, Ingredients
Close ‘ Export to XML

Bl Medical Devices

Bh .
Ell Manufactured Trems

Packaged Medicinal
M Product

‘T Marketing Authorisation
f] Marketno A

A 4
Only one pack size with multiple pack sizes
in the package description

Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE
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N O n = CA PS EUROPEAN M.‘

Marketing Authorisation number is provided at medicinal product level

[ One XEVMPD record for all pack sizes ]

Tadalafilo Qualigen 20 mg comprimidos recubiertos con pelicula EFG

| | PMS ID: £000011254%2 | Authorisation Country: ES | MAH: ORG-100000374 | Authorisation Status: Valid
| Version Number: — | Last updated date: —

E‘{ Medicinal Product A < packaged Medicinal Product
Marketing Autharisstion
Information Download B
Therzpeutic Indications T MA number Package size(s) PCID EV code Legal status of supply
! Manufacturers
1 Ingredients
Package description  BLISTER DE ALUMINIO/PVC/PVDC EN ENVASES CON 4, 8 COMPRIMIDOS ] Language —
5 | Medical Devices

-
| Manufactured Items

Pack Size

| Packaged Medicinal

m Product
Chalf lifa | Stnrans

A 4

Only one pack size with multiple pack
sizes in the package description
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Applicant’s requirements for non-CAPs

EUROPEAN MEDICINES AGENCY

[
o Marketing Authorisation number is provided at medicinal product level
| One XEVMPD record per pack size

If your organisation has followed this approach:

 You need to start submitting separate EV codes per pack size for
products on the Union List of Critical Medicines.

o Process:

1. Update the current EV Code to include in the package description the lowest pack size

2. Insert new entries in XEVMPD for each additional pack size

3. Use the package description to differentiate them

o TIP: In the package description you can include some meaningful information
such as national codes, GTINs or any other value that helps you/NCAs identify

the concrete pack size based on the pack description. No need to use national
language.

Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE
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Process to submit pack sizes through XEVMPD

Identify the EV code to be updated

WEB Trader | Create and Send P oduct Reports | Medicinal Products | MedDRA |

0| Reset Application | Reset Section | Clear | 3L | RTF | Update | other Operations ~ |

EUROPEAN ME

Forme UK, asfom 1.12021. EULawi

- Authorised Medicinal Products

A Authorised - PRD847688 - 11/11 Valid - Rivastigmina Kern Pharma 4,6 mg/24 h parches tfransdérmicos EFG
----- Development Medicinal Products

[PRDB47688

Description | Name/Value

EV Code PRD847688
----- Approved Substances Version 2/2 Valid
----- Development Substances Type Authorised
..... Sources Version Status Accepted
_____ MAHs Version Validity Valid
_____ SnONSOrs Version Description Current Valid Version

Package Description

MATERIAL DE ACONDICIONA. ..

MATE RLAL DE ACONDICIONAMIENTO PRMARID

POLIACRILONITRILO (PAN)
r.m.'I‘E RIAL DE ACONDICIONAMIENTO SECUNDARIO
ACONDICIONAN EN UNA CAJADE CARTON

CADA PARCHE ESTA INDMIDUALMENTE ENVASADO EN SOBRES SELLADOS POR CALOR FABRICADOS CON PAPEL/POLETILENG TERE FTALATO (PET)/ ALUMINIO /

RNAS'I'IGIHNAKEHN PHARMA 46 MG/24H SE ENCUENTRA DISPONIBLE EN ENVASES QUE CONTENEN 300 60 SOBRES.
RVASTIGMINA KERN PHARMA 9,5 WG/24H SE ENCUENTRA DISPONIBLE EN ENVASES QUE CONTEMNEN 60 SOBRES.
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Process to submit pack sizes through XEVMPD

EUROPEAN MEDICINES AGENCY

WEB Trader | Create and Send Product Reports | Medicinal Products || MedDRA |

EI_| Reset Application | Reset Sectinn| _Clear| )(ML| R her Operations ~ |

Click on ‘Update’. This will trigger the update of this EV code.

Forme UK, asfom 1.12021.EULa

- Authorised Medicinal Products

|PrRDE4768E

& Authorised - PRD847688 - 11/11 Valid - Rivastigmina Kern Pharma 4,6 mg/24 h parches transdérmicos EFG

Description | Name/Value

----- Development Medicinal Products
----- Approved Substances
----- Development Substances

EV Code PRD847688

Version 2/2 Valid
Type Authorised
Version Status Accepted

----- Sources
..... MAHs Version Validity Valid
..... Snonsors Version Description Current Valid Version
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Process to submit pack sizes through XEVMPD

EUROPEAN MEDICINES AGENCY

WEB Trader Il Create and Send Preduct Reports | Medicinal Products | W edDRA

(m] | Heszsat Appllcatnn] Reset Semmn.| Clear Replcn‘te] Ualldsle: Seﬂdl ML AP | ATF | F!erm]vel E | L| RI

The product is now moved in the ‘Create and Send Product Reports’ section and ready for update

= XEVPRM Message

[PRDBaTEER

= Products
= Update - Authorised - PRD847688 - Rivastigmina Kern Pharma 4,6 mg/24 h parches transdérmicos EFG

Description | Name/Value

4%
= Authorised Pharmaceutical Forms (1)
4 Pharmaceutical Products (1)
= Drug ATCs (1)
@ Drug Indications (1)

Previous EV Codes (-)

& Product Attachments (2)

-Organisations

-ATC Codes

-Pharmaceutical Forms

Routes Of Administration

EV Code |gEinkSyfs]

Type Authorised
Operation Type Update
MAH KERMN PHARMA, S.L.
QPPV
Master File Location
PhV enquiry email
PhV enquiry Phone
Sender Local Code
Info Date
Authorisation Country Code Spain
Authorisation Procedure EU authorisation procedures - .
Authorisation Status Valid
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Process to submit pack sizes through XEVMPD

EUROPEAN MEDICINES AGENCY

WE B Trader || Create and Send Product Reports | Medicinal Products | MedDR.A |

Identify the lowest pack size

0| Reset Application | Reset Section | Clear | Repiicate | vaiigate | Sena | 3L | zP | RTF | Remoe | €| L R]

Forme U, asfom 1.1.2021, EULaw ap

= XEVPRM Massage
= Praducts

& Medicinal Product Types (1)
& Authorised Pharmaceutical Forms (1)
4 Pharmaceutical Products (1)
= Drug ATCs (1)
& Drug Indications (1)
Previous EV Codes (-)

= Product Attachments (2)

Organisations

ATC Codes

Pharmaceutical Forms

Routes Of Administration

_ Attachments

i..Master File Locations

£ Update - Authorised - PRD84 7688 - Rivastigmina Kerm Pharma 4 6 mg/24 h parches transdémicos EFG

This package description is useless:

- Too much information that is not used.

- Information from other medicinal products
(4,6mg/24h and 9,5 mg/24h).

[FRDB-I?EB

Dascription

PhY enquiry email

PhY enquiry Phone
Sender Local Coda

Info Date

Authorisation Country Code
Authonsation Procedure
Authorsation Status
Authorisation Nurmbser
AuthonsationRencwal Date
MRP/DCP/EMEA Number
EU Number

Legal Basis

Orphan Drug

Additional Monitoring
Invalidated Date

Full Presentation Name
Product Short Name
Product INNfCommon Name
Product Company Name
Product Strength Name
Product Form Name

Package Description

NameValue

Spain

EU authonsation procedures - .
Valid

T7.244

O7/03/2013

Genenc application (Article 10(._.
Mo

Rivastigmina Kern Pharma 4.6 ...

Rivastigmina
Kern Pharma
46MG24H
PARCHES TRANSDERMICOS I

MATERIAL DE ACONDICIONA. ..

MATE RIAL DE ACONDICIONAMIENTO PRMARIO

P OLIACRILONITRILO (PAN]
r.mTE RIAL DE ACONDICIONAMIENTO SE tuuDAnlU

CADA PARCHE ESTA INDMIDUALMENTE ENVASADO EN SOBRES SELLADOS POR CALOR FABRICADOS CON PAPEL/POLIETILE NG TE RE FTALATO (PET)/ ALUMINIO /

RI\"#S'I'LGH]NAKEHN PHARMA 46 NG/24H SE ENCUEr{TR»\\DISF‘DNIBLE EN ENVASES QUE CONTEMEN 30 O 60 SOBRES.
g [RVASTIGMINA KERN PHARMA 8,5 WG/24 H SE ENCUENTRA DISPONIELE EN ENVASES QUE CONTENEN 80 SOBRES.

| |
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Process to submit pack sizes through XEVMPD

@ Change the package description to the lowest pack size

In the package description, I am including the national code for this pack size + the pack size + material

EUROPEAN MEDICINES AGENCY

' Product Form Name PARCHES TRANSDERMICOS
Package Description 697191 - 30 parches - Papel/P ...

Value v ¥
697191 - 30 parches - Papel/PET/ALP AN

With this step, the new package description is assigned to the current record.

The additional pack sizes should be created now.
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Process to submit pack sizes through XEVMPD

W edicinal Products

Other Ope

WEB Trader | Create and Send Product Report:

a | Reset Application | Reset Section | Clear
= Authorised Medicinal Products
=-Authorised - PRD847688 - 11/11 Valid - Rivastigmin:

- Status: Valid - Assessed - 2020/04/21 10.14.00.51

--MAH: ORG4355 - KERN PHARMA, S.L
MFL: MF
QPPV: F

- Medicinal Product Types (1)

= Authorised Pharmaceutical Forms 1

= Pharmaceutical Products M

@ Drug ATCs (1)

- Drug Indications (1)

--Previous EV Codes (-)

Product Attachments (2)

‘ Legacy Products (-)

=-Previous Authorised Products (...)

= New Authorised Products (---)

- Development Products (...)

[PR

Choodgl one of the available

— ) Commands

Prass A - Zto find inital letwer
Press Enter to seled, Escape to dear

‘-----Operalion: Validity - Validate Version By Msg - Uf jnuniy

OPEAN MEDICINES AGENCY

Go back to the ‘Medicinal Products’ section and, in ‘Other Operations’ select ‘Reinsert’

This will trigger the generation of a product insert with the same information available in this EV code

Forthe LK, as flom 1.1.2021, EULaw appliesonly o the tenibryo f Northern keland (NI} to the extent bres

wrches transdérmicos EFG

3266000

IrPRDS47588

Description | Name/Value

EV Code

Version

Type

Is EMA Owned

Is Legacy

Is Linked

Version Status
Version Validity
Version Description
Product Validity
Product Pending
Product Nullified
Pending vs Valid
Current vs Previous
Version Date
Version by

MNew Version ?

New Version by

PRD847688

11/11 Valid
Authorised

No

No

No

Accepted

Valid

Current Valid Version
Valid

Assessed

No

No Pending Version
Double Click to Compare
21/04/2020 10:13:58
EVHUMANWT

No
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Process to submit pack sizes through XEVMPD

The XEVPRM now references two AMP records:

EUROPEAN MEDICINES AGENCY

- Update of an existing AMP: to update the record with multiple pack sizes to reference

only one pack size

- Insert of a new AMP: to create a new record to reference only one pack size

WEB Trader || Create and Send Product Reports || Medicinal P roducts || MedDRA |

a | Reset Application | Reset Section | Clear | Validate Send‘ HML ‘ AP | RTF | E | L| R | m] |

E--XEVPRM Message

Forthe UK, as fom 1.1.2021, EULaw appliesonly b the terioryof Northern Ireland (NI} &

--Authorised Pharmaceutical Forms (1)
--Pharmaceutical Products (1)

& Drug ATCs (1)

--Drug Indications (1)

é-----Previuus EV Codes (-)

meastusinidieshnenions
||3-- Insen - Authorised - Rivastigmina Kern Pharma 4,6 ma/24 h parches transdérmicos EFG
g LT

--Authorised Pharmaceutical Forms (1)
&-Pharmaceutical Products (1)

Drug ATCs (1)

- Drug Indications (1)

Previous EV Codes (-)

& Product Attachments (2)

[PRDBa7EER

= MNum | Operation Type
E--L_lpdate - Authorised - PRD847688 - Rivastigmina Kern Pharma 4,6 mg/24 h parches transdérmicos EFG [+]0001 Update
T o [v]0002 Insert

[l New Authorised Product
[[1New Development Product
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Process to submit pack sizes through XEVMPD

EUROPEAN MEDICINES AGENCY

Change the package description in the product insert to reflect another pack size

e Autnorisation/Renewal Date U//U3/2013
=1 Insert - Authorised - Rivastigmina Kern Pharma 4,6 mg/24 h parches transdérmicos EFG MRP/DCP/EMEA Number
--Medicinal Product Types (1) EU Number
m-Authorised Pharmaceutical Forms (1) Legal Basis Generic application (Article 10(...
--Pharmaceutical Products (1) Orphan Drug No
--Drug ATCs (1) Additional Monitoring
..Drug Indications (1) |I'I\|"a|id'_ati3d Date ) o
_____ Previous EV Codes (-) Full Presentation Name Rivastigmina Kern Pharma 4,6 ...

Product Short Name

& Product Attachments (2) Product INN/Common Name Rivastigmina

""" Substances Product Company Name Kern Pharma

----- SOUTC?S _ Product Strength Name 4,6 MG/24 H

----- Organisations Product Form Name PARCHES TRANSDERMICOS
----- ATC Codes Package Description 762697 - 60 parches - Papel/P. .
----- Pharmaceutical Forms

----- Routes Of Administration 762697 - 60 parches - Papel/PE T/AI /Las Pol D)

----- Aftachments ‘

46 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE




Process to submit pack sizes through XEVMPD

Now, we have the two
pack sizes ready to be
submitted:

« One as an update of the
existing EV code

« A new one as an insert,
containing the same
information as the other
product entry, except for
the package description.

WEB Trader || Create and Send Product Reports | W edicinal Products || 1 2oDRA |

[m] | Reset Application ‘ Reset Section | Clear Reul\cate| Val\data| Send| XML| aP RTF| Remuve| E | L| R |

OPEAN MEDICINES AGENCY

XEVPRM Message

FDRDS“IJ’SSS

Description \ Name/Value

I = Insert - Authorised - Rivastigmina Kern Pharma 4,6 mg/24 h parche
s

New Owner ID
MAH

i Authorised Pharmaceutical Forms (1)
- Pharmaceutical Products (1)

f-Drug ATCs (1)

7-Drug Indications (1)

--Previous EV Codes (-)

E Update - Authorised - PRD847688 - Rivastigmina Kern Pharma 4,6 I1g
e o

7 Authorised Pharmaceutical Forms (1)
i- Pharmaceutical Products (1)
i-Drug ATCs (1)
i-Drug Indications (1)
--Previous EV Codes (-)
- Product Attachments (2)
- Substances
Sources
Organisations
--ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
Aftachments
--Master File Locations

&
&
£
[

[
&
B
B

QPPV

Master File Location

PhV enquiry emalil

PhV enquiry Phone
Sender Local Code

Info Date

Authorisation Country Code
Authorisation Procedure
Authorisation Status
Authorisation Number
Authorisation/Renewal Date
MRP/DCP/EMEA Number
EU Number

Legal Basis

Orphan Drug

Additional Monitoring
Invalidated Date

Full Presentation Name
Product Short Name
Product INN/Common Name
Product Company Mame
Product Strength Name

KERN PHARMA, S.L.
Guxncx MUENCH (KERNPHAR
MFL2339 - Spain - GLWLESPP

34 93 700 25 25

Spain

EU authorisation procedures - ...
Valid

T7.244

07/03/2013

Generic application (Article 10(...
No

Rivastigmina Kern Pharma 4,6 ...
Rivastigmina

Kern Pharma
4.6 MG/24 H

R ENERNER T WE697 191 - 30 parches - Papel/P___

Medicinal Product Typeé (1j
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Process to submit pack sizes through XEVMPD

EUROPEAN MEDICINES AGENCY

If you need to create new records for additional pack sizes, you can create duplicates of the record and
change the package descriptions accordingly in the newly created entries.

WEB Trader || Create and Send Product Reports | M edicinal Products I MedDRA

[m] ‘ Reset Apphcatmn| Reset Section ‘ Clear Rephcate‘ Va\idme‘ Sand| XML| AP | R | Dup\icate‘ move | E | L| R

E-XEVPRM Message DX
: slenad Description [ Name
= Insert - Authorised - Rivastigmina Kern Pharma 4,6 mg EV Code
- b Type Author
& Authorised Pharmaceutical Forms (1) Operation Type
= Pharmaceutical Products (1) MAH Insert
= Drug ATCs (1) QPPV
ot . .~ KERN
= Drug Indications (1) Master File Location gune
Previous EV Codes (-) PhV enquiry email ES - ¢
!U date - Authorised PI%E)BHGBS Rivastigmina Kern Ph: 4 PhV enquiry Phone
= Update - Authorised - - Rivastigmina Kern Pharma 4, Sender Local Code 34 93
——— i
Authorised Pharmaceutical Forms (1) o Info Date
Pharmaceutical Products (1) Authorlsat!on _Counlry Code Spain
Drug ATCs (1) Authorlsatlt_:n F_’rocedure EU au
Drug Indications (1) Authorisation Status Valid
-Previous EV Codes () Authorisation Number g;sgf
[ EE—— Authorisation/Renewal Date
Q= Insert - Authorised - Rivastigmina Kern Pharma 4,6 mg/24 h parc MRP/DCP/EMEA Number
e ———— EU Number Gener
Authorised Pharmaceutical Forms (1) Legal Basis No
Pharmaceutical Products (1) Orphan Drug
Drug ATCs (1) - -
i - Additional Monitoring . .
Drug Indications (1) N Rivasti
‘ g Invalidated Date
Previous EV Codes (-) N o
Product Attachments (2) Ful PfesAentatlon I\flame F"‘a’;tr'
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Process to submit pack sizes through XEVMPD

a Validate and submit the message.

Wait for the 2" ACK to confirm successful submission.

EUROPEAN ME ,IVCINES AGENCY

« Remember that now you need to maintain these new EV codes as well.
« In case one specific pack size is withdrawn, you need to perform an invalidation of
that specific EV Code.

« Changes to the medicinal product should be reflected in all the EV Codes.

* You can check if these pack sizes have been updated and created in PMS.
» Allow time for the Deltas from XEVMPD to PMS to run (~5 min) and from
PMS to the Product UI (~15 min)
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EUROPEAN MEDICINES AGENCY

Specific questions

Providing additional information on this process
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EUROPEAN MEDICINES AGENCY

®
’ Do I need to submit all pack sizes for all my authorised products?
o
+ It depends:
« Ifit's a CAP or a non-CAP with the authorisation humber at pack size level:
YES, all pack sizes are required in XEVMPD. There is no change on the business rules.
- Ifit's a non-CAP with the authorisation number at medicinal product level:
« For the moment EMA has reduced the scope to products under the Union List of Critical
Medicines and only for pack sizes in the market.
« In case of a crisis, pack sizes that are not in the market will be required as well.
« Sample pack sizes are not required.
« Herbal and homeopathic are excluded from this list. So if they fall under this category, no need to
submit pack sizes.
« These rules applies to newly authorised medicinal products and legacy products (products already in XEVMPD)
®

51 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE



ATC cofpd ATC name i
A02BCO5 esomeprazole
AD2BCO5 esomeprazole
AD2BCOS esomeprazole
A02BCO5 esomeprazole
AD2BCO5 esomeprazole
AD2BCOS esomeprazole
A02BCO5 esomeprazole
AD2BCO5 esomeprazole
AD2BCOS esomeprazole
AD2BCO5 esomeprazole
AD2BCO5 esomeprazole
ADZBCO5 esomeprazole
AD2BCOS esomeprazole
A02BCO5 esomeprazole
AD2BCO5 esomeprazole
AD2BCO5 esomeprazole
A02BCO5 esomeprazole

o
» For CAPs and non-CAPs authorised at pack size level &> YES. This is an XEVMPD requirement.

» For non-CAPs authorised at medicinal product level > Mandatory for products on the Union List of Critical
Medicines and optional for the rest.

Do I need to submit all pack sizes for all my authorised products?

EAN MEDICINES AGENCY

« In order to support applicants, EMA will publish a list of products already authorised that falls under the Union

List of Critical Medicines here.

« This list is based on the ATC code of the product. Keep your records up to date to reflect the latest ATC Codes.

hdl Package PIid

600000000033
600000000033
600000000033
600000000068
600000000068
600001434371
600001434387
600001434521
600001435578
600001435578
6000014355768
600001435578
600001435578
600001435578
600001435650
600001436579
600001436601

74946 PRD86854! Nexium Control 20 mg gastro-resistant tablets

74847 PRDB6854. Nexium Control 20 mg gastro-resistant tablets

74948 PRD86854 Nexium Control 20 mg gastro-resistant tablets

58380 PRD86854. Nexium Control 20 mg gastro-resistant hard capsules

58381 PRD86854: Nexium Control 20 mg gastro-resistant hard capsules
31061001 PRD79746, Nexium, enterotabletter
31061005 PRD79464 Nexium 40 mg enterotabletter
31047813 PRD79621 Nexium 40 mg - magensaftresistente Tabletten
31726342 PRD74515 Esomeprazolo Germed 40 mg compresse gastroresistenti
31726343 PRD74515 Esomeprazolo Germed 40 mg compresse gastroresistenti
31726344 PRD74515 Esomeprazolo Germed 40 mg compresse gastroresistenti
31726345 PRD74515 Esomeprazolo Germed 40 mg compresse gastroresistenti
31726346 PRD74515 Esomeprazolo Germed 40 mg compresse gastroresistenti
31726353 PRD74515 Esomeprazolo Germed 40 mg compresse gastroresistenti
31301378 PRD95541 Esomeprazole Actavis, 20 mg gastroresistentsed tabletid
31152716 PRD17361 Nexmezol 40 mg zarnas Skisto$as tabletes

Gastro-re: LOC-100023097
Gastro-re: LOC-100023087
Gastro-re: LOC-100023097
Gastro-re: LOC-100023097
Gastro-re: LOC-100023087
Gastro-re: LOC-100006949
Gastro-re: LOC-100006949
Gastro-re: LOC-100002222
Gastro-re: LOC-100001728
Gastro-re: LOC-100001728
Gastro-re: LOC-100001728
Gastro-re: LOC-100001728
Gastro-re: LOC-100001728
Gastro-re: LOC-100001728
Gastro-re: LOC-100003164
Gastro-re: LOC-100002893

31545809 PRD95542 ESOMEPRAZOL ACTAVIS 40 MG ENTEROSOLVENTNI TABLETY  Gastro-res LOC-100001873

European Union
European Union
Eurcpean Union
European Union
European Union
Denmark
Norway

Austria

Italy

Italy

Italy

Italy

ltaly

Italy

Estonia

Latvia

JCzechia
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hd Full name M Authoriid MAH location id §d Authorisation country id Procedure number |

EMEA/H/C/002618
EMEA/H/C/002618
EMEA/H/C/002618
EMEA/H/C/002618
EMEA/H/C/002618
SE/H/0211/002
SE/H/0211/002
SE/H/0211/002
DE/H/2836/002
DE/H/2836/002
DE/H/2836/002
DE/H/2836/002
DE/H/2836/002
DE/H/2636/002
DK/H/2131/001
DK/H/1457/002
DK/H/2131/002

EU/1/13/860
EU/1/13/860
EU/1/13/860
EU/1/13/860
EU/1/13/860

00-1995
1-23717

09-0140
09/074/13-C

EU/1/13/860/001
EU/1/13/860/002
EU/1/13/860/004
EU/1/13/860/003
EU/1/13/860/005

00-1995

1-23717

040002127/M
040002103/M
040002088/M
040002077/M
040002091/M
040002115/M

09-0140
09/074/13-C

h Package description

Packaging:blister (alu), Package_sizt
Packaging:blister (alu), Package_siz¢
Packaging:blister (alu), Package_siz¢
Packaging: bottle (HDPE), Package_si
Packaging:bottle (HDPE), Package_si

56 GASTRO-RESISTANT TABLETS IN BC
14 GASTRO-RESISTANT TABLETS IN BC
28 GASTRO-RESISTANT TABLETS IN BLI
14 GASTRO-RESISTANT TABLETS IN BLI
56 GASTRO-RESISTANT TABLETS IN BLI
28 GASTRO-RESISTANT TABLETS IN BC


https://www.ema.europa.eu/en/news/first-version-union-list-critical-medicines-agreed-help-avoid-potential-shortages-eu

EUROPEAN MEDICINES AGENCY

’ Do I need to submit all pack sizes for all my authorised products?

o
For CAPs and non-CAPs authorised at pack size level > YES. This is an XEVMPD requirement.

For non-CAPs authorised at medicinal product level > Mandatory for products on the Union List of Critical

Medicines and optional for the rest.

« In order to support applicants, EMA will publish a list of products already authorised that falls under the Union

List of Critical Medicines here.
« This list is based on the ATC code of the product. Keep your records up to date to reflect the latest ATC Codes.

» Check this list and update your EV records if needed/insert necessary pack sizes.
« For newly authorised products, if they fall under the ULCM (based on the ATC Code) submission of pack

sizes is also mandatory.
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0

EUROPEAN MEDICINES AGENCY

®
For medicinal products with an authorisation number at product level it is
important to include a national code in the package description.
o Is there more information on these national codes?
We have received this information from the NCAs and we will publish this information.
In case there is no national code, just include the pack size information. You can use national language or English.
Country MA number level National ID at pack
Packungsnummer {internal), Pharmazentralnummer for marketed packages (PIP
Austria MP level code) Italy Pack size @
between medicinal product level and
Belgium packsging level CT| Extended Latvia MP level “product ID” (in LV: Produkta ID).
Bulgaria MP level - -
Croatia Baoth es. Uiz ik el
Cyprus MP level only internal Lithuania Pack size @
Czech Republic | MP level yes: SUKL cads. Luxemburg MP level Yes. "Numero national" or national number (7 digits)
Denmark MP level Malta MP level No additional identifier is given for each pack
‘fes. There is a national package code generatad by our internal database. Morthern Ireland
Estonia MP level Package code Yes. Nordic article number and GTIN/NTIN but only
EU Pack size 2 MNorway MP level for marketed packages
. . Poland MP level
Finland P level Yes - P — - -
- Name in PT "Numero de registo” [registration
The package number (CIP with 13 characters) from the SmPC should be used. as
e 5 . Portugal MP level number).
Germany P level yes Romania Pack size 8
Gresce WP level slovakia MP level “SUKL kod” | SUKL code [SIDC code))
Hungary Pack size Slovenia Pack size ]
lceland MP level ‘Wes. Nordic article number and GTIN/NTIN but anly for marksted packages Spain MP level Codigo nacional
reland MP level Mo Sweden MP level Yes. NPL pack id
® The Netherlands |MP level No
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For medicinal products with an authorisation number at product level it is
important to include a national code in the package description.
o Is there more information on these national codes?

Just some examples on how the package description would be a useful field.
Some meaningful data would be:

National ID (if exists) + pack size (quantity and units of presentation) + content (units of measurement) + material

PRESENTACIONES  E£x50RTAS B_coverciauzano [l MO COMERCIALIZADO

ACETILCISTEINA CINFA 100 mg POLVO PARA SOLUCION ACETILCISTEINA CINFA 100 mg POLVO PARA SOLUCION
0053603 HEXTRIL SOL BAIN BOUCHE § MG 5 ML 11 FLACON 200 ML
0368339 HEXTRIL SOL. BAIN BOUCHE 5 MG / 5 ML 1*1 FLACON 400 ML e

AUTORIZADO( 17/11/2004 ) AUTORIZADO( 17/11/2004 )

0 0 5 3 60 3 - 1 FLACO N — 2 0 0 m | COMERCIALIZADO NO COMERCIALIZADO

notifica notifica
0368339 - 1 FLACON - 400 ml

650429 - 30 sobres 600044 - 500 sobres
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®
Pakninger Tablett, filmdrasjert
Tablett, filmdrasjert © Pakningsvedlegg  Lenke til Felleskatalogen (i ]
200 mg
100 stk
400 mg © Preparatomtale (SPC)
50 stk
100 stk Handelsnavn: lbuprofen Zentiva
500 Virkestoff: Ibuprofen
ma Legemiddelform:  Tableft, Timdraslert .
105t Styrke 100mg 042298 - 100 film-coated tablet
30 stk Pakning: Blisterpakning 100 stk
Reseptpliktig- Ja
100 stk .
Reseptgruppe: C 382141 - 50 fl|m-Coated tablet
Bla resept: Ja
Byttbar Ja
ATC-Kode: MO1AED1
Varenummer: 042293
Markedsfaringstillatelse:
Pakning status: Markedsfart
MarkedsTaringsdato 15.12.2022
MT-status: Markedsfart
Innehaver: Zentiva k.s.
MT-nummer: 22-14873
MT-dato: 16.06.2022
[
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20160819100286 - 30 tabletter — blister
20160819100262 - 50 tabletter - blister
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Férpackning Forsdljningsstatus Restsituation Visa mer
Blister, 2 tabletter Aldrig séld i Sverige Nej W
Blister, 4 tabletter Aldrig séld i Sverige Nej A
Blister, & tabletter Aldrig séld i Sverige Nej W
Blister, 8 tabletter Aldrig séld i Sverige Nej A
Blister, 10 tabletter Aldrig séld i Sverige Nej A
Blister, 20 tabletter Aldrig séld i Sverige Nej A
Blister, 30 tabletter Saljs Nej v
Blister, 40 tabletter Aldrig séld i Sverige Nej W
Blister, 50 tabletter Saljs Nej v
Blister, 60 tabletter Aldrig séld i Sverige Nej v




A medicinal product is authorised with different containers and materials.
o What is considered a pack size?

« Specific medicinal products are authorised with multiple sizes, materials and combinations of both:

an.: vilvula manual
it val tegrada analégica

Juede que no todos los tamafios se comercialicen.

.6. Precauciones especiales de eliminacié¢

Applicants are responsible to know
- how these products are authorised
ucir nunca este gas en un agarato que se sospeche gue nationally and how many pack

o linpie s con prodcion sizes are authorised.

I

s mi las v

las junta

o utilizar aerosoles (laca, d

as balas de gas de oxigeno medicinal estin reservadas exclu

dente, es neces

ara evitar cualquier 10 respetar obligatonia

ferificar el buen estado del material antes de su utilizaci

grupar las balas de gas de capacidad superior a § litros ¢

antenerlas en posicion vertical y evitar

er caida inesper

o utilizar las balas de gas si su presion es inferior a 10 bar
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, A medicinal product is authorised with different containers and materials.
® How should it be submitted to XEVMPD?

« Specific medicinal products are authorised with multiple sizes, materials and combinations of both:

METALICOS 99,5% CICEN MEDICINAL GAS CARBUROS METALICOS 99,5%
ufvmcmwm n-l-d..nu-ul //V GAS COMPRIMIDO , 1 bala de gas de 1|

AUTORIZADO({ 01/08/2005 ) AUTORIZADO 01/08/2005 )
notifica notfica
s
ufvmcmmm ‘|I-hdn—ai-hl V[V GAS COMPRIMIDO , 1 bala de gas de 13 |
J— J— In this case, each combination of

COMERCIALIZADO COMERCIALIZADO

ot i size, material and valve type is
considered a pack size and has a

T national code assigned.

AUTORIZADO{ 01/08/2005 | AUTGRIZADOY OVo8/2005 )
NG COMERCIALIZADO COMERCIALIZADO
notifica notifica
OXIGENO MEDICINAL GAS CARBUROS METALICOS 99,5% OXIGENO MEDICINAL GAS CARBUROS METALICOS 99,5%
'V/V GAS COMPRIMIDO , 1 bala de gas de 25 | VI GAS COMPRIMIDO , 1 bala de gas de 301
AUTORIZADO{ 01/08/2005 | AUTGRIZADOY OVo8/2005 )
NG COMERCIALIZADO COMERCIALIZADO
notifica notifica
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BE, FI and LU have more than one official language.
In XEVMPD, one record per official language should be submitted.
o

How do we handle pack size submission in XEVMPD in these cases?

Three EV codes are created in

L As-ls - 1 EV code perLanguage
XEVMPD as there are three official EV code Name Auth Number pack sizes
languages (DE, NL and FR). EV code 1 Allopurinol Teva 100 mgtablets - DE BE375575 20,25,28,50
EVcodel2 Allopurinol Teva 100 mg tablets - ML BE375575 20,25,28,50
The three EV codes refer to
i i EVcode3d Allopurinol Teva 100 mg tablets - FR BE373575 20,25,28,50
multiple pack sizes.

In PMS, each EV code is
considered a packaged medicinal

Auth number

) Allopurinol Teva 100 mg tablets - DE BE375575 20,25,2850 |PciD1
product and therefore there is a PMSID1 |  Allopurinol Teva 100 mg tablets - NL BE375575 20,25,2850 |PCID2
medicinal product with 3 pack Allopurinol Teva 100 mgtablets - FR BE375575 20,25,2850 |PCID3
sizes and three names.
®
60
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As-ls - 1EV code perLanguage

JICINES AGENCY

EV code Name Auth Number pack sizes

EVcodel Allopurinol Teva 100 mg tablets - DE BE375575 20,25,28,50
EVcode2 Allopurinol Teva 100 mg tablets - ML BE375575 20,25,28,50
EVcode3 Allopurinol Teva 100 mg tablets - FR BE375575 20,25,28,50

EVcode Name Auth Number Pack size package description

EV code 1 Allopurinol Teva 100 mg tablets - DE BE375575 20 CTI Extended ID - 20 tablets - Blister Alu/Alu
EV code 2 Allopurinol Teva 100 mg tablets - NL BE375575 20 CTI Extended ID - 20 tablets - Blister Alu/Alu
EV code 3 Allopurinol Teva 100 mg tablets - FR BE375575 20 CTl Extended ID - 20 tablets - Blister Alu/Alu
EV coded Allopurinol Teva 100 mg tablets - DE BE375575 25 CTl Extended ID - 25 tablets - Blister Alu/Alu
EVcoded Allopurinol Teva 100 mg tablets - NL BE375575 25 CTl Extended ID - 25 tablets - Blister Alu/Alu
EV code & Allopurinol Teva 100 mg tablets - FR BE375575 25 CTl Extended ID - 25 tablets - Blister Alu/Alu
EV code7 Allopurinol Teva 100 mg tablets - DE BE375575 28 CTI Extended ID - 28 tablets - Blister Alu/Alu
EV code 8 Allopurinol Teva 100 mg tablets - NL BE375575 28 CTl Extended ID - 28 tablets - Blister Alu/Alu
EV code9 Allopurinol Teva 100 mg tablets - FR BE375575 28 CTI Extended ID - 28 tablets - Blister Alu/Alu
EV code 10 Allopurinol Teva 100 mg tablets - DE BE375575 50 CTI Extended ID - 50 tablets - Blister Alu/Alu
EV code 11 Allopurinol Teva 100 mg tablets - NL BE375575 50 CTI Extended ID - 50 tablets - Blister Alu/Alu
EV code 12 Allopurinol Teva 100 mg tablets - FR BE375575 50 CTl Extended ID - 50 tablets - Blister Alu/Alu
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1. Update the current records (EV
codes 1, 2 and 3) to the lower
pack size.

2. Add additional pack sizes (1 EV
code per language).

3. Important: For the package
description use always the
same language and info.



’EAN MEDICINES AGE

EVcode MName Auth Number Pack size package description
® EV code 1 Allopurinol Teva 100 mg tablets - DE BE375575 20 CTI Extended ID - 20 tablets - Blister Alu/Alu

EV code 2 Allopurinol Teva 100 mg tablets - NL BE375575 20 CTI Extended ID - 20 tablets - Blister Alu/Alu
EV code 3 Allopurinol Teva 100 mg tablets - FR BE375575 20 CTI Extended ID - 20 tablets - Blister Alu/Alu
EV code 4 Allopurinol Teva 100 mg tablets - DE BE375575 25 CTl Extended ID - 25 tablets - Blister Alu/Alu
EVcodeb Allopurinol Teva 100 mg tablets - NL BE375575 25 CTl Extended ID - 25 tablets - Blister Alu/Alu
EVcode 6 Allopurinol Teva 100 mg tablets - FR BE375575 25 CTI Extended ID - 25 tablets - Blister Alu/Alu
EV code 7 Allopurinol Teva 100 mg tablets - DE BE375575 28 CTI Extended ID - 28 tablets - Blister Alu/Alu
EV code 8 Allopurinol Teva 100 mg tablets - NL BE375575 28 CTI Extended ID - 28 tablets - Blister Alu/Alu
EVcode9 Allopurinol Teva 100 mg tablets - FR BE375575 28 CTI Extended ID - 28 tablets - Blister Alu/Alu
EV code 10 Allopurinol Teva 100 mg tablets - DE BE375575 50 CTl Extended ID - 50 tablets - Blister Alu/Alu
EV code 11 Allopurinol Teva 100 mg tablets - NL BE375575 30 CTI Extended ID - 50 tablets - Blister Alu/Alu
EV code 12 Allopurinol Teva 100 mg tablets - FR BE375575 50 CTl Extended ID - 50 tablets - Blister Alu/Alu

PMSID Name Auth number Pack sizes PCID package description ¢« In PMS there will be as ma ny
BE375575 20 PCID4 CTI Extended ID - 20 tablets - Blister Alu/Alu

BE375575 20 PCID 5 CTI Extended ID - 20 tablets - Blister Alu/Alu pack size as records in XEVMPD:
BE375575 20 PCID6 CTl Extended ID - 20 tablets - Blister Alu/Alu : ;

BE375575 25 PCID7 CTI Extended ID - 25 tablets - Blister Alu/Alu there will be duplicated /
BE375575 25 PCID8 CTI Extended ID - 25 tablets - Blister Alu/Alu triplicated pack sizes.
BE375575 25 PCID9 CTl Extended 1D - 25 tablets - Blister Alu/Alu
BE375575 28 PCID 10 CTl Extended ID - 28 tablets - Blister Alu/Alu
BE375575 28 PCID11 CTl Extended ID - 28 tablets - Blister Alu/Alu « PMS team is designing a
BE375575 28 PCID 12 CTl Extended ID - 28 tablets - Blister Alu/Alu

BE375575 50 PCID 13 CTI Extended 1D - 50 tablets - Blister Alu/Alu strategy to remove these

BE375575 50 PCID 14 CTl Extended ID - 50 tablets - Blister Alu/Alu dupli ioli based
BE375575 50 PCID 15 CTI Extended ID - 50 tablets - Blister Alw/Alu uplicates or triplicates base

on the package description.

Allopurinol Teva 100 mg tablets - DE
PMSID 1 Allopurinol Teva 100 mg tablets - NL
Allopurinol Teva 100 mg tablets - FR

Important: For the package description use always the same language and info.
[ J
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, French medicinal products can be submitted at pack size level or medicinal product level.
° How should they be updated?

» Based on the XEVMPD Q&A document, different strategies can be followed when submitting the data to XEVMPD.

3.17.1.8. Authorisation number: NAP in France

Question: For medicinal products nationally authorised in France; a "package number® is stated in
section 8 of the SmPC but it does not correspond to the Marketing Authorisation number (i.e. NL
number) stated in the marketing authorisation decument.

Which number should be specified in the XEVPRM data element Authorisation number (AP.12.4)?

Answer: If you wish to{submit only one XEVMPD product entity for all the pack sizes|covered by the

NL number, you should specify thelNL number in the data element Authorisation numberl (AP.12.4).

ack size)] you may specify

thEINL number or the package number stated in section 8 {'IF the SmPC III"I the data element AP.12.4.
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« Package number (CIP) used for every pack size - No action is required

How should they be updated?

French medicinal products can be submitted at pack size level or medicinal product level.

| Full Presentation Name

| Package Description

| Authorisation Number

DESLORATADINE EWVOLUGEN 5 mg,
DESLORATADINE EVOLUGEN 5 mg,
DESLORATADINE EVOLUGEN 5 mg,
DESLORATADINE EVOLUGEN 5 mg,
DESLORATADINE EVOLUGEN 5 mg,
DESLORATADINE EVOLUGEN 5 mg,

SCENARIO 1

Version Number: — | Last updated date: —

comprimé peliiculé
comprimé pelliculé
comprimé peliculé
comprimé pelliculé
comprimé peliculé
comprimé pelliculé

DESLORATADINE EVOLUGEN 5 mg, comprimé peliiculé 28 COMPRIMES PELLICULES S0OUS PLAQUETTES (OPA/ALU/PVCALUMINIUM)

DESLORATADINE EVOLUGEN 5 mg, comprimé pelliculé

[ ‘ | PMS ID: £00000751966 | Authorisation Country: FR | MAH: ORG-100002031 | Authorisation Status: Valid

7 COMPRIMES PELLICULES SOUS PLAQUETTES (OPA/ALU/PVCALUMINIUNM)

10 COMPRIMES PELLICULES SOUS PLAQUETTES (OPA/ALU/PVCALUMINIUNM)
14 COMPRIMES PELLICULES SQUS PLAQUETTES (OPA/ALU/PVCALUMINIUM)
15 COMPRIMES PELLICULES SOUS PLAQUETTES (OPA/ALU/PVCALUMINIUM
20 COMPRIMES PELLICULES SOUS PLAQUETTES (OPA/ALU/PVCALUMINIUM)
21 COMPRIMES PELLICULES SOUS PLAQUETTES (OPA/ALU/PVCALUMINIUM)

Package size(s) PCID EV code Legal status of supply

34009 2791017 3
34009 2791023 4
34009 279 1046 3
34009 27910524
34009 279 106 9 2
34009 279107 53

34009 279 108 1 4

Authorisation Status

|—| Medicinal Product A < Packaged Medicinal Product
Marketing Autharisation
Information Download B
Therapeutic Indications v + MA number
Manufaciurers 34009 279 1017 3
“1, Ingradients 34008 275 1023 4

Medicz| Device: ~ 34009279 10463

B 3400% 279 10524
Ell Manufacrured Ttems

34009 27910652

Packaged Medicinal
I | Product

34009 279 107 5 3

[ ) ".' Marketing Authorisation
&l trformation 34009 279 108 14

Valid

Valid

Valid

Valid

Valid

Valid

Valid
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SCENARIO 2

65
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, French medicinal products can be submitted at pack size level or medicinal product level.
o How should they be updated?

* NL number used for all pack sizes > follow the process explained before to update the existing record
with the lowest pack size and insert new records for additional pack sizes.

+ In the Authorisation number you can either use the NL number or the package number.
Recommendation to use the package number. Otherwise include it in the package description.

| Full Presentation Name | Package Description \ Authorisation Number

AMOXICILLINE MYLAN PHARMA 1 g, comprimé dispersible 2,6,8,10,12, 14, 16... NL xxx

AMOXICILLINE MYLAN PHARMA 1 g, comprimé dispersible

| PMS ID: £00001127708 | Authorisation Country: FR | MAH: ORG-100001581 | Authorisation Status: Valid
[ Version Mumber: — | Last updated date: —

v
] | Medicinal Product A { Packaged Medicinal Product
- Download [§
Therapeutic Indications T MA number Package size(s) PCID EV code

N

Package description 2, 6, 8, 10, 12, 14, 16, 20, 24, 30, 100 OU 1000 COMPRIMES SOUS PLAQUETTES |
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®
, French medicinal products can be submitted at pack size level or medicinal product level.
o How should they be updated?

« Separete records are submitting per pack size but all of them reflect the same NL number in the authorisation
number field.

« In this case, it would be a good approach to include the package number (CIP) in the package description or
to update the NL number with the package number.

SCENARIO 3
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XEVMPD contains only the package description but there is no field to include
the structured pack size information (quantity and units of presentation).
® How is this field going to be populated?

Repaglinide Aurobindo 2 mg compresse

| ‘ PMS ID: 00001128171 | Authorisation Country: IT | MAH: ORG-100000589 | Authorisation Status: Valid
| Version Number: — | Last updated date: —

f-{ Medicinal Product ¢ Packaged Medicinal Product

Marketing Authorisation
Information Download B

herapeurtic Indications v *

MA number Package size(s) PCID EV code Legal status of supply

1 Manufacturers

041739196 = — — — by

Ingredients

Package description LE COMPRESSE DI REPAGLINIDE AUROBINDC SONC DISPOMIBILI IN FLACONE HOPE | Language —

£ L Mediczl Davicss

Open all v
2

| Manufactured Items

Pack Size Close A

Packaged Medicinal
W Product

|'.J Marketing Authorisation T

Information Unit of Presentation Quantity

A Package I . : ide i i
y Frckege fams Data are not available in STAMED/XEVMPD and not loaded. Users are encouraged to provide it when applicable.

| a
Manufacturars
a -
3 i}
E[] Manufactured ttems Shelf life / Storage Open v
B Medics! Devices
J Data carrier identifier(s) Open

T Pharmaceutical Product
L J
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Repaglinide Aurobindo 2 mg compresse

1l PMS ID: §00001128171 | Autherisation Country: IT | MAH: ORG-10000038% | Autharisation Status: Valid
| Version Number: — | Last updated date: —

f—| Medicinal Product A < Packaged Medicinal Product

| Marketing Authorisation
Information

Download B

Therapeutic Indications ~ T MA number Package size(s) PCID EV code Legal status of supply
| Manufscturers 041739196 = - _ _ o
e Package description  LE COMPRESSE DI REPAGLINIDE AUROBINDO SONO DISPOMIBILI IN FLACONE HDPE | Language —
| Medical Devices .
] anufscrured 1iems . - I !
Packaged Medicinal i B3 &
W | Product
|J ;':'af;‘::g‘igﬂ:mmﬂm" T Unit of Presentation Quantity
: e Data are not available in SIAMED/XEVMPD and not loaded. Users are encouraged to provide it when applicable.
I'_i Manufacturers -
Ef] mansacturad riams Shelf life / Storage .
E o iesice B Data carrier identifier(s) Open
gﬁ’ Pharmaceutical Product
 Package description and structured pack size : Th's '_5 why the package dgscrlptlon is useful..‘.co
TR A eiierert Felds i EME, |dent|fy better each pack size .onc_e the ca.pab!llty
. Package description will be captured from to e_nrlch the structure pack size information is
XEVMPD and the structured data will have available. _ _
to be provided for non-CAPs via PMS API or - Manufactur_ers for no_n-—CAPs_wnI be Sl{bmltt?d at
Product UI from 2025. the same time. Additional information will be

provided in due course.
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Summary

Submit all
authorised pack
sizes
,_’ Package description
YES is optional but
recomended Submit all
authorised pack
sizes

YES—————P»|

Package description
is optional but
recomended

NO

sit a non-CAP
authorised at pack
size level?

Submit at least all
marketed pack sizes
Package description

is mandatory

Submission at pack
s ita ne size level is optional.
authorised
medicinal
roduct?,

All pack sizes should
be already in
XEVMPD

. Update current record with
the lowest pack size
,—P . Insert new pack sizes
YES 0 Package description is
mandatory

NO No need to submit
— '
69 Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE separate pack sizes




Summary

YES

YES
NO

S ita ne
authorised
medicinal
roduct?,

Submit all
authorised pack
sizes
Package description
is optional but
recomended

Is it a non-CAP
authorised at pack
size level?
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YES———— P

Submit all
authorised pack
sizes
Package description
is optional but
recomended

NO.

S the ATC Code
in the ULCM?

JICINES AGENCY

Submit at least all
marketed pack sizes
Package description

is mandatory

Submission at pack
size level is optional.




Summary

Submit all
authorised pack
sizes
,_’ Package description
YES is optional but
recomended Submit all
authorised pack
sizes

YES—————P»|

Package description
is optional but
recomended

NO

sit a non-CAP
authorised at pack
size level?

Submit at least all
marketed pack sizes
Package description

is mandatory

Submission at pack
s ita ne size level is optional.
authorised
medicinal
roduct?,

All pack sizes should
be already in
XEVMPD

. Update current record with
the lowest pack size
,—P . Insert new pack sizes
YES 0 Package description is
mandatory

NO ) No need to submit
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Summary

S itane
authorised

medicinal
roduct?,

NO

All pack sizes should
be already in
XEVMPD
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YES

NO

° Update current record with

the lowest pack size

° Insert new pack sizes
. Package description is

mandatory

No need to submit
separate pack sizes




EUROPEAN MEDICINES AGENCY

Next steps
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How to stay informed on PMS Work

EUROPEAN MEDICINES AGENCY

Quarterly System Demos — PMS Web Page
(next: 18 September 2024) -
+ See and discuss the latest Find:
developments of the system > PMS overview
» Give your feedback on features > EU Implementation Guide

and priorities

Announced via EMA’s

Website Events Pages Check regularly
__@E PLM Portal Industry & Network SMEs
- Forum + PMS News page ™
+ Check: + Ask questions
S ES (Forum) The Industry & Network SMEs are your
s Release notes connection to product development.

> Downtime comms

Engagement to be

Check regularly determined by NPO & SMEs
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https://plm-portal.ema.europa.eu/forums/
https://plm-portal.ema.europa.eu/Guidance/article/KA-01031/en-us/
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-and-referential-spor-master-data/substance-product-data-management-services

Upcoming communication & engagement activities for PMS

Q3
Aug

Jul
EUIGCh 7 EUIGCh 5 &
update PUI user
B guide update
=\

API Go-live for

Industry Newsletter
(All products publication
view-only)

L]

2
O | Y
API Pack sizes Q&A
training training

session session

clinics

EUIGCh 2 Public

update system

demo

PUI go-live
for NAPs
(view-only)

API Go-live for NCAs API
(All products

training
view-only)

session

Continuous enhancement to PUL layout & release of functionalities

Discussion on Enrichment process and process to submit ESMP data via PMS

Discussion on PMS'Access' Level 1 to expand the publicly available dataset via PUL

PLM portal = continuous performance improvements

-
oo
Training session
on NAPs H var

submissions in
web-based eAF

Pack Size Submissions: from XEVMPD to PMS Join at Slido.com #PACKSIZE

EUROPEAN MEDICINES AGENCY

Q4

vec

EUIGCh 3, 4 Public

Nov
E
update
-
= |
PLM Training on write
Newsletter access to PMS
publication

system
demo

Development activities



Subscribe to quarterly PLM Insights newsletter ®

EUROPEAN MEDICINES AGENCY

Further details on planned PMS engagement
activities provided on the quarterly PLM
Newsletter.

‘ Next edition to be published in mid-July 2024

._-.0 Subscribe by scanning the QR code
“=  or through this link.
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https://ec.europa.eu/newsroom/ema/user-subscriptions/3638/create

EUROPEAN MEDICINES AGENCY

Q&A
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EUROPEAN MEDICINES AGENCY

Any questions?

Further information

[Insert relevant information sources or contact details as applicable.]

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News
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