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How do patients and HCPs access to Pl in Spain?

1990 2010 2018

1 EMA/HMA/EC workshop on electronic Product Information (ePl)



Fragmenting product information

2015: Pilot project with 3 MAHSs
2018: Current Business process

83% of registered medicines
with PI splitted

18,457 medicinal products

36,914 documents (SmPCs &
PILS)

2 EMA/HMA/EC workshop on electronic Product Information (ePl)
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How the MAH and Agency interact through the tool (1)
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How the MAH
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2. COMPOSICION CUALITATIVA Y CUANTITATIVA

Foada mililitro de sohicion invectable contiene S mg de acetato de leuprorelina

Cada unidad de dosis de 0.2 ml contiene 1 mg de acetato de leuproreling

Excipientes de efecto(s) conocido:
Cada unidad de dosis de 0.2 ml contiene 1 80 mg de alechol bencilico

Para consultar 1a lista completa de excipientes, ver seccitn 6.1.
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1. SmPC and PIL (semiestructured)

2. Safety issues
3. Supply issues

4. Educational and HCP materials
5. Excipients (obligatory)
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1. NOMBRE DEL
MEDICAMENTO

2 COMPOSICION
CUALITATIVA Y
CUANTITATIVA

3 FORMA
FARMACEUTICA

4. DATOS CLIiNICOS
4.1. Indicaciones
terapéuticas
4.2 Posologia y forma de
administracion
43 Contraindicaciones
4.4. Adveriencias y
precauciones especiales de
empleo
4.5 Interaccion con otros
medicamentos y ofras
formas de interaccion
46 Fertilidad, embarazo y
lactancia
4.7. Efectos sobre la
capacidad para conducir y
utilizar maquinas

FICHA TECNICA DEPAKINE 500 mg COMPRIMIDOS GASTRORRESISTENTES

Solucion oral transparente, incolora o amarillo muy claro.

4. DATOS CLIiNICOS

4.1. Indicaciones terapéuticas
+  Epilepsias generalizadas o parciales:

« Generalizadas primarias: convulsivas, no convulsivas o ausencias y mioclénicas.

+ Parciales: con sintomatologia elemental (comprendidas las formas Bravais-Jacksonianas) o
sintomatologia compleja (formas psicosensoriales, psicomotrices...).

+ Parciales secundariamente generalizadas.

« Formas mixtas y epilepsias generalizadas secundarias (West y Lennox-Gastaut).

4.2. Posologia y forma de administracion

Se debe ajustar la dosis diana segin 1a edad y el peso corporal: si bien también se debe tener en cuenta la amplia
variabilidad individual de la sensibilidad a valproato.

La administracion es por via oral. Los comprimidos se deben tragar enteros sin masticar ni triturar con ayuda de
un poco de aguaen 1 6 2 tomas, preferentemente en el curso de las comidas La solucién oral se puede tomar en
medio vaso de agua azucarada o no, pero nunca con bebidas carbonatadas. y preferentemente durante el curso de
las comidas (ver seccion 4.4).

Deludo a que no se ha establecido una correlacién satisfactonia entre la dosis diana, la concentracidn scnl



IB) Browser medicines

B Browser clinical description

(Descripcion Clinica del
Producto/DCP)

2 Browser by SPC section

= DBrowser marketing authorisation

siatus

Browser by SPC section

SEARCH FOR WORDS OR PHRASES IN ONE OR MORE SECTIONS OF A SMPC OR PIL
SEARCH ONLY VALID FOR THOSE MEDICINES WITH THE SPC FRACTIONATED BY THE

LABORATORY IN THE REQUIRED FORMAT.

1. Name of the medicinal product

2. Qualitative and quantitative composition
2.1 General description

2.2 Qualitative and quantitative composition

3. Pharmaceutical form

Select a browser. Fill the criteria required and press

"Search"/"Browse"

LOG IN OR REGISTER

Not registered yet? Sign-up

First name and Last name
Email address

Password

Confirm password

Password strength (@

Create profile

4. Clinical particulars

Sign in with your username

? BOOKMARK MEDICINES l |

Quick access to the latest information for
your favourite medicines

Password

SAVE SEARCHES.

Save time by saving frequently run
searches

Accessibility problems

® sHAre
Forgot your password?

Share with different media whatever you
think is interesting for others

[] Contains
[~] Contains
[+~] Contains
[+] Contains
[~] Contains

[~] Contains

DETENGASE Y COMPRUEBE
si la dosis esta preparada
para ser inhalada.

MARKETING AUTHORISATION VENTOLIN 0,5 mg/ml SOLUCION INYECTA
NUMBER: 55148 BLE

GLAXOSMITHKLINE, 5.A.

ACTIVE INGREDIENTS EXCIPIENTS (&
SAI BUTAMOL + €

AUTHORISED( 01/03N=81 )
BE ALACED ON THE MARKET
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Conclusions

e Text information is fragmented by sections (no only word
and/or pdf anymore) using a friendly tool

e Easy search and navigation; allows personalization (favourite
medicines with alerts whenever a change occurs)

e Links with other info formats (images, video...)

e Possibility to offer information for disabled people and/or
relevant for subpopulations (children, elderly, by gender, etc...)

e Mapping 4.1 with diagnostic codes or cross-reference of ADR
database with 4.8

e The key is to agree in a common and easy standard

7 EMA/HMA/EC workshop on electronic Product Information (ePl)



EUROPEAN MEDICINES AGENCY H MA
SCIENCE MEDICINES HEALTH Heads of Medicines Agencies

Any guestions?

Further information

pcwpsecretariat@ema.europa.eu

See websites for contact details
European Medicines Agency www.ema.europa.eu

Heads of Medicines Agencies www.hma.eu
European Commission www.ec.europa.eu

Follow us on % @EMA_News  #ePl4Medicines
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