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Overview

« Background

« Directive implementation in Spain
 The Delegated Act

* Final thoughts
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Are falsified medicinal products a real risk ?

* No falsified medicinal products have been found in
the legal supply chain in Spain

« Butin the illegal supply chain the answer is yes!

| Winstrol
| Depot
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Reasons for action

Active substances (AS) & excipients
* Risks to public health posed by falsified (adulterated) and low quality AS
* Most AS manufactured in third countries: impossible to inspect all sites

2

 Absence of harmonized control and supervision on manufacturers, importers
and distributors of AS across EU

e Lack of provisions concerning quality of excipients

Medicinal Products (MP) distribution

* Increase of cases of falsified MP in the legal supply chain: very difficult to
identify

* Global increase of illegal MP trade
* Lack of control of some actors involved in the supply chain

Distance sales of MP

* Internet is the main way in the EU to access falsified MPs
am
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AEMPS has been proactive against the risks
of falsified medicinal products

— 2 National Strategies have been implemented involving all
stakeholders:

Estrategia frente a
Medicamentos

e 2008 -2011 Falsificados
2012 -2015

Agencia estatal.
Agencia Espafola de Medicamentos

° 2012_2015 — y Productos Sanitarios.

Includes actions for all
stakeholders!
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AEMPS activities not limited to the implementation of FMD

But also:

» Active cooperation with EC in delegated and implementi
 Promotion of the coordination and harmonization of EEMM:

am
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Official Journal of the European Union 1.7.2011

DIRECTIVE 2011/62/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 8 June 2011

amending Directive 2001/83[EC on the Community code relating to medicinal products for human
use, as regards the prevention of the entry into the legal supply chain of falsified medicinal products

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE
EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European
Union, and in particular Article 114, and point (c) of
Article 168(4), thereof,

Having regard to the proposal from the European Commuission,

Having regard to the opinion of the European Economic and
Social Committee ('),

Having regard to the opmion of the Committee of the
Regions (3,

Acting in accordance with the ordinary legislative procedure (%),
Whereas:

(1)  Directive 2001[83/EC of the European Parliament and of

medicinal products from other illegal medicinal products,
as well as from products infringing intellectual property
rights. Furthermore, medicinal products with uninten-
tional quality defects resulting from manufacturing or
distribution errors should not be confused with falsified
medicinal products. To ensure uniform application of
this Directive, the terms ‘active substance’ and ‘excipient’
should also be defined.

Persons procuring, holding, storing, supplying or
exporting medicinal products are only entitled to
pursue their activities if they meet the requirements for
obtaining a wholesale distribution authorisation in
accordance with Directive 2001/83/EC. However,
today’s distribution network for medicinal products is
increasingly complex and involves many players who
are not necessarily wholesale distributors as referred to
in that Directive. In order to ensure the reliability of the
supply chain, legislation in relation to medicinal products

1 T

provisions...

ng acts & EMA tasks
HMA Task Force
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FMD transposition : new legal framework in Spain

om

Update of our Law on guarantees and rational use of
medicinal products and medical devices

New Royal Decree on medicinal products for human use
distribution

Update of the Royal Decree that regulates the manufacture
of medicinal products and active substances

New Royal Decree on Internet sales of non-prescription
medicinal products
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Public Registry of manufacturers, importers and distri butors
of active substances (since July 2014)
www.aemps.gob.es

@ AEMPS - Registro Unificado de Ei de S ias Activas<br> <i>Register of Manufacturers, T - Windows Internet Explorer '
@Uv‘@ https://labofar.aemps.es/labofar/registro/ruesa/consilta.do % ‘ +5 ‘ X HE Google

| oo =
7. Favoritos | 38 M| Servicios Intranet de la AE.. [=]| Sitios sugeridos @_\ Galeria de Web Slice

B - = [H’J ~ Pagina~ Seguridad ¥ Herramientas

‘e AEMPS - Registro Unificado de Empre

Registro Unificado de Empresas de Sustancias Activas —
Register of Manufacturers, Importers and Distributors of Active Substances

Biisqueda de empresas y/o sustancias / Search of companies and/or active substances

Nombre de la empresa / Name of the company [ | []
Nombre de la sustancia activa / Name of active sustance [ | n O r m t I O n

Buscar / Search

138 filas, mostrando desde 1 a 50.
[=</<]11. 2,3,

i (>>]
Empresa / Company Direccion / Address ad / Location
f Bailén, 105 Barcelona O

ABELLG LINDE.
ACEITES ESPECIALES DEL MEDITERRANED 5.4

LOS PARALES 5/N, SECTOR 1, VALLE DE ESCOMBRERAS CARTAGENA

ACOFARMA DISTRIBUCION S.A. <./ Llobregat 20, Pol. Santa Margarita TERRASSA
Air Liguide [bérica de Gases PASED DE LA CASTELLANA 35 MADRID
ALCALA FARMA, 5.L. Avenida de Madrid, 82 Alcald de Henares
ALCALIBER, PLAZA DE COLON, 2 - TORRE 1, PLANTA 13 MADRID
ALFARIN QUIMICA, 5.A. CALLE IBIZA 35 - 50 C MADRID =
ALGRY QUIMICA, SL POL. IND. NUEVO PUERTO PALOS DE LA FRONTERA
Ronda General Mitre, 151 Barcelona
A, Avda. de |a Llana, n® 123, Pol. Ind. La Llana Rubi
C/ Prudenci Bertrana, S, Pol. Ind. Agro-Reus Reus
e Avenids de Antibisticos, 59-51 Leon
©f ARIBAU, 123, 2033 BARCELONA
AZELIS ESPATIA.5.A. World Trade Center Almeda Park, Placa de la Pau, s/n, Edificio &, 12 Planta Cornell3 de Llobregat
BALEAR DE MEDICAMENTOS, S.A, ©/ Ao Amo 10-12 Ca'n Negre 139 {Poligans Ca'n Buff) Sants Eulslis del Riu
BAMA GEVE, S.L.U. Avda, Diagonal, 490 - 40, 23 Barcelona
BAYER HISPANL, Avda. Baix Liobregat, 3y 5 Sant Joan Daspi
BCN PEPTIDES, S.A. Poligene Industrial Els Vinyets-Els Fagars Sector [T Sant Quinti de Mediona
BIOIBERICA, S.A. Ctra. Nadional I, Km 680,6 Palafolls
EIONORICA EXTRACTS, S.L. AVDA. ES RAIGUER, S/N CONSELL Tl
BIOQUIM, 5.A. G/Alemanya n® 1, Pal. Ind.pla de Lierana Les Franqueses
EIOSEARCH, S.A. Caming de Purchil, 66 Granada
BOEHRINGER INGELHEIM ESPANA, 5.A, €/ Prat de |a Ribz, 30 Sant Cugat del Vallés
BORAL QUIMICA, S.A. C/ NICARAGUA, 79 BARCELONA
BRENNTAG QUIMICA S.A.U, CALLE TORRE DE LOS HERBEROS 10, POLIGONG INDUSTRIAL LA ISLA DOS HERMANAS
Caraill SLU Marie Curie, & Martorell
CENTRO COOPERATIVO FARMACEUTICO, 5.C.L. (CECOFAR Poligons Industrial El Pino, C/ Pino Central N° 38 Sevilla
CHEMO IBERICA, S.A. Gran Via Carlos 111, 98, 79 Barcelona
C/ ROSSELLO 188 48 b Barcelons

CHEMSWISS IBERTCA S.L.

COFARES DEL NORQESTE Y DEL CANTABRICO S.A Parque Empresarial Piadela C-6, Parcela1-108B Batanzos
COFARES SURESTE.S.A. Santa Engrada, 31 Madrid
COFARES SUROESTE 5. C/ Jaaquin Sinchez Valvards 14
COMERCIAL AHONIMA VICENTE FERRER S.A.U (C.A. VICENTE FERRER C/Cabanyes num. 51-57 del Poligono Industrial Can Salvatalla BARBERA DEL VALLES
COMPARIA FARMACEUTICA MADRILENA, S.A. C/Batalls de Brunsts, 15 FUEHLABRADA
COOPERATIVA D ADOTECARIS, S.C.L. AVDA, 16 DE JULIO, 23 PALMA DE MALLORCA il
€ Intranet local | Modo protegido: desactivado g v ®R100% ~

Listo pero con errores en la pagina.

11:29
25/08/2014
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Increased information about distribution and brokering
of medicinal products In our website

@ Agencia Espafiola e Medicamentos y Praductos Sanitaios - Industia - Distrbucion de medicamen - Windows Internet Explorer g@@u
%hﬂ http://www.aemps.gob.es/industria/distribucion_medicamentos/homehtm |4 XW i Google P~

I:;‘ Favoritos ‘ ¥ ﬂ Servicios Intranet de |a AE... E Sitios sugeridos » @ Galeria de Web Slice »

T - A =) iz 5 , »
‘EIAgen{ia Espafiola de Medlcamentosy.,,| | & * > [ gg;\ v Pagina > Seguridad ¥ Herramientas ¥ @'

Bienvenidos | Benvinguts | Ongi etorri | Benvidos | Benvinguts | Welcome

" m a fiola de Buscar
o D6 SANDAD, SRMO0S SOCIALE medi mentos y
= OB Bl pucicssaniaios Siguencs: '@ 1

Medicamentos de uso humano | Medicamentos veterinarios | Productos sanitarios | Cosméticos e higiene M

Inicio » Industria

Portada de industria

Registro de ¥ Distribucién de medicamentos y Catélogo de entidades de distribucién

medicamentos

Registro de Laboratorios Ultima actualizacién: 15/10/2014
Farmacéuticos

La cadena de distribucion de medicamentos, desde su fabricacion o importacion hasta su dispensacion tiene una
importancia critica en el mantenimiento de las garantias de la calidad del medicamento. Por ello, todos los eslabones de la
cadena de distribucion deben cumplir con la normativa y documentos de referencia aplicables con el fin de que los
medicamentos se conserven, transparten y suministren en las condiciones adecuadas.

Etiquetado y prospectos

CIMA: Centro de
Informacion Online de
Medicamentos de la
AEMPS 7

Legislacion sobre laboratorios farmacéuticos y entidades de distribucion
Notas informativas Catalogo de
entidades de

distribucicn

Nuevas buenas practicas de distribucion de la UE

Principios activos

= Formatos de autorizacion y certificacion de entidades de distribucién
Inspeccion de normas de

correcta fabricacion e Catilogo de entidades de distribucion

Inspeccion de buenas s Entidades de intermediacion de medicamentos de uso humano (Bréker) .

practicas de laboratorio Registro de
~— . .. | e Comprobacion de la legalidad de proveedores y clientes entidades de

Inspeccion de buena

e . L L intermediacion
practica clinica e Instrucciones para la comunicacion de sospechas de uso indebido de i
o medicamentos o su desvio al trifico ilicito =
Inspeccion de buenas e medicamentos
practicas de de uso humano (Broker

farmacovigilancia

Intranet local | Modo protegido: desactivado 4

17:09
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Support for the verification of suppliers and customers
GDP requirement essential for the safety of the supply ch ain!

Archivo Edicién Ver Favoritos Herramientas Ayuda

T s T s

Inspeccion de normas de i A
correcta fabricacion Proveedores

Inspeccion de buenas

- » Registro unificado de laboratorios farmacéuticos en Espafia
practicas de laboratorio

» Catalogo de entidades de distribucion

Inspeccion de buena

practica dinica « Base de datos europea de fabricantes y distribuidores de medicamentos EudraGMDPER
Inspeccicn de buenas Clientes
practicas de
farmacovigilancia « Catdlogo de entidades de distribucién . ags
T | ———— Links to facilitate the
medicamentos y Cat.
de entidades de e Oficinas de farmacia y servicios de farmacia hospitalaria. A continuacidn se facilita un listado de las paginas web R -
de las comunidades auténomas donde se pueden comprobar tanto las oficinas de farmacia como los servicios de Ve rlfl Catl O n Of aI I Stake h O I d e rS
farmacia autorizados en Espafia:
Comercio exterior
Productos sanitarios PAREREY N N N
[ rberiruvmaey | Resttr e Contros, Establecimientcs v Serio Satarios (SIESS1. nta o Andlucia Involved In the su Chaln O
Productos cosméticos y = Registro de Centros, Establecimientos y Servicios Sanitarios (SICESS). Junta de Andalucial#
de higiene personal o Aragon
. .
Farmacovigtlancia B T me d ICIN a| ro d ucts are
humana
] o Asturias
Tasas . . .
oo = Farmacias de Asturias. GESCOF. Colegio Oficial de Farmacéuticos de AsturiasCf
Investigacion clinica
e neion o Baleares
meéj::amentos = Listado de farmacias de las Islas Baleares. Servicio de Ordenacién Farmacéutica. Gobiemno de las Islas
e www.aemps.gob.es
Circulares 5
o Canarias
= Listado de farmacias de las Canarias. Servicio Canario de Salud. Gobierno de Canarias [
o Cantabria
= Buscador de farmacias. Consejeria de Sanidad y Servicios Sociales. Gobierno de Cantabrial?
o Castilla-La Manch
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=01:C:2013:343:0001:0014:ES:PDF

28/04/2015
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ClMA: Centro de Informacian
Online de Medicamentos de la
AEMPS 7

Motas informativas

Principios activos

Inspeccidn de normas de
correcta fabricacién

Inspeccian de buenas practicas
de laboratorio

Inspeccidn de buena practica
clinica

Inspeccidn de buenas pricticas

“de farmacovigilancia

Comercio exterior

Productos sanitarios

Productos cosmeticos y de
higiene personal

Farmacovigilancia humana

Tasas

agencia espafiola de
medicamentos y
productos sanitarios

Public Registry of brokers

REGISTRO ENTIDADES DE INTERMEDIACION DE MEDICAMENTOS DE USO HUMANO (BROKER)

Namero de registro

BR-001-ES

Razén social

ORIANI PHARMA [BERIA S.L.U.

Persona de contacto

PhilippeCllivier

Direccion

C/Buenaventura Munoz 35, atico 12, 8018, Barcelona

Nimero de registro

BR-00Z-ES

Razdn social

MEDIFARM CONSULTING IBERICA, S.L.

Persona de contacto

Olivier Tarelli

Direccién

C/ Sagrada Familia n®.10, 8810, Sant Pere de Ribes, Barcelona

Niimero de registro

BR-003-ES

Razén social

JOSE ESTEVEZ ALLEN C.E .

Persona de contacto

José Estevez Nieto

Direccién

Primero de Mayo, 22 Bajo, 37004, Salamanca

Nimero de registro

BR-004-ES

Razén social

YESFAL SERVICES, S.L.

Persona de contacto

José Maria Rovira Anglada

Direccién

Avda. Jorda, 26, 08035, Barcelona
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& Intranet local | Modo protegido: desactivado

16 companies
registered
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Links to 23 national registries of brokers included at H

Activity promoted by TF HMA FMD

MA website



Distant sales: DISTAFARMA

The portal website, active since 15t july 2015, has been developed
by AEMPS and is used by the 17 autonomous regions

http://www.aemps.gob.es/en/home.htm




DISTAFARMA:content

Clicking on each region it is possible
to access to the list of authorized
pharmacies

In the left side there is information

related to:

 Relevant national legislation

 Purpose of the EU logo

 Information on the risks of
purchasing medicines illegally
from the Internet

 Alink to the website established
by the European Medicines
Agency (EMA)
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DISTAFARMA: Regional Authority site
Authority site

LISTED PHARMACIES

Name of the owner of the pharmacy
Physical address -

Link to the website
Telephone number

PROCEDURE OF
NOTIFICATION BY TH
PHARMACY




DISTAFARMA: Current situation

(20/10/2015)

106 pharmacies have been
listed so far out of a total of
more than 21.000
pharmacies in Spain

New notifications : 29

Pending of validation : 32




— Authenticity & identify individual packs UNIQUE IDENTIFIER (UI)

— Whether the outer packaging has

Safety Features
« With the purpose of verify:

been tampered with

* To be borne by:
— Medicinal products subject to prescription unless low falsification risk

ANTITAMPERING DEVICE (ATD)

Not for medicinal products
risk of falsification

without prescription unless at

« Commission delegated act expected for the first ter m of

2016
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Future Safety Features System

Pharmacies &
Manufacturers Wholesalers
bricantes Hospital pharmacies
. . Risk based
Placing & verifying ‘ - f g Ul + ATD
verifications
Ul + ATD \‘ I Verification
I
X
Uploading Ul
information
NATIONAL
‘ REPOSITORY “‘

HUB REPOSITORY

REPOSITORIES SYSTEM

18



Some challenges for the future system

e 28 +3 countries: a huge pharmaceutical market with
hundreds of thousands of medicinal products

 Adequate connection, interoperability and permanent
syncronisation of all repositories of the repository system

« System accesible by hundreds of thousands users
* Quick answer needed for the verifications
* Proportionate effort for all stakeholders



Final thoughts

The new requirements should effectively decrease the risk s of falsified
medicinal products and:

Increase the quality of medicinal products (active subtances & excipients
Reinforce the supply chain against penetration of falsified m edicinal
products/active substances

Provide protection for our citizens when buying medicinal products in
Internet

Allow detection of falsified medicinal products before they reach t he

patients

ENSURE THE AVAILABILITY OF SAFE PRODUCTS!

)
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Thank you !



