25

EU

POM
GSL

PMF

INN

93/42/EEC
98/79/EC 3
CE
Diagnostics IVD 98/79/EC

CE
CE
CE

INN

90/385/EEC

In Vitro
CE

notify body
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EU

EU

Pharmaceutical Group of the European Union (PGEU)

Association of the European Self-Medication Industry (AESGP)

Bundesinstitut flir Arzneimittel und Medizinprodukte (BfArM)

Bezirksregierung Kdln

Bundesverband der Arzneimittel-Hersteller e.V. (BAH)

The Proprietary Association of Great Britain (PAGB)

Medicines and Healthcare products Regulatory Agency (MHRA)

Association Frangaise de I'Industrie Pharmaceutique pour une Automédication
(AFIPA)

Le syndicat de I'industrie du diagnostic in vitro (Sidiv)
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European Union EU

1-1.
1)
¢ EU (Directive) EU
2001/83/EC 1(2)
2001/83/EC Vi TITLE
VI CLASSIFICATION OF MEDICINAL PRODUCTS 70 Article 70
71 72
. 71(1)
- /
- 72
72 71
(2) EU Reclassification
¢+ EU 2001/83/EC i
(EC) No 726/2004
4

Centralised procedure
Mutual recognition procedure
Decentralised procedure

National authorisation procedure
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EU

EU
European Medicines Agency EMA
< Orlistat 60 mg BMI
28 kg/m2
2009 1 20
< Pantoprazole 20 mg Nycomed 5
2009 6 12

Centralised procedure
(EC) No 726/2004 2
EU 27

AIDS

2008 5 20

Mutual recognition procedure MRP
1
EU

Decentralised procedure DCP
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DCP 2004/27/EC

DCP

National authorisation procedure

MRP DCP
¢
1-2 In Vitro
(1)
¢
15
¢
90/385/EEC
93/42/EEC
3
a b
¢
notify body NB
CE
¢ EU
NB
CE

List A

NB

NB
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98/79/EC

( List A, List B,
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EU competent authority CA NB
NB CA NB CE
CA NB
EMA

EU

http://ec.europa.eu/health/medical-devices/documents/revision/index_en.htm

CA
Quality Management System QMS

CE
EU NB CE
EU CE
QMS
NB
EU CE
CE
CE
98/79/EC Whereas clauses
M )
(26)
CE
EU 1

1(b)Article 1 Scope, definitions
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device for self-testing 1(d)

7.
self-testing)

(Annex 1. Requirements for devices for

7.1.
( )
7.2.
98/79/EC
Annex |
Annex Il (List A) (List B)
List B
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Annex V (ECEX&E)

EC Type-examination
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Annex VI (4 dE m O w9
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Production Quality Assurance System|

Nl:xé!'l(EC“ Notied Bodt=L3
| EN/ISO 8001, EN #6001 Surveillance

Section 5 &M OWRE
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7 DLThaeRR
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v Notified Body DM 5 5° B

Annex I List B
lvs‘_-r“' Annex I List B
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Verification of

1
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EU 93/42/EC IX

93/42/EEC2

Basic Information about the European Directive 93/42/EEC on Medical Devices
https://www.mdc-ce.de/fileadmin/user_upload/Downloads/mdc-Dokumente/Broschueren
/040100 _basic_info 93-42-EEC _06_e.pdf

( http://www.emc-ohtama.jp/emc/doc/020_mdd2007-guide.pdf)

¢ 2012

EUROPEAN COMMISSION Proposal for a REGULATION OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL on medical devices, and amending Directive
2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009

http://ec.europa.eu/health/medical-devices/files/revision_docs/proposal_2012_542_en.pdf

AESGP
pH

17 11
¢+ AESGP 10

Miranda Moussa SELF-CARE MEDICAL DEVICES
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3 2013 10

MANUAL ON BORDERLINE AND CLASSIFICATION IN THE COMMUNITY
REGULATORY FRAMEWORK FOR MEDICAL DEVICES Version 1.15 (06-2013)

http://ec.europa.eu/health/medical-devices/files/wg_minutes_member_lists/borderline_manual_ol_en.pdf

¢+ PGEU
PGEU
¢+ PGEU
¢ MHRA 2013 6

MHRA: In Vitro Diagnostic Medical Devices Directive.
http://www.mhra.gov.uk/Howweregulate/Devices/Complyingwithlegislation/InVitroDiag

nosticMedicalDevicesDirective/index.htm
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EU 93/42/EC

self-testing IVD

Article 9 Confor mity assessment procedures

1. For all devices other than those covered by Annex II and
devices for performance evaluation, the manufacturer
shall, in order to affix the CE marking, follow the
procedure referred to in Annex III and draw up the EC
declaration of conformity required before placing the
devices on the market.

For all devices for self-testing other than those covered by
Annex II and devices for performance evaluation, the
manufacturer shall, prior to the drawing up of the
aforementioned declaration of conformity, fulfil the
supplementary requirements set out in Annex III, point 6.
Instead of applying this procedure, the manufacturer may
follow the procedure referred to in paragraphs 2 or 3.

CE
III

EC

ANNEX |

ESSENTIAL REQUIREMENTS

B. DESIGN AND MANUFACTURING
REQUIREMENTS

7. Requirements for devices for self-testing

Devices for self-testing must be designed and
manufactured in such a way that they perform
appropriately for their intended purpose taking into
account the skills and the means available to users and the
influence resulting from variation that can reasonably be
anticipated in users' technique and environment. The
information and instructions provided by the manufacturer
should be easily understood and applied by the user.

7.1. Devices for self-testing must be designed and
manufactured in such a way as to:

- ensure that the device is easy to use by the intended lay
user at all stages of the procedure, and

- reduce as far as practicable the risk of user error in the
handling of the device and in the interpretation of the
results.

7.2. Devices for self-testing must, where reasonably
possible, include user control, i.e. a procedure by which the
user can verify that, at the time of use, the product will
perform as intended.

9
1 I
11
11
B.
7.
7.1.
(

7.2.self-testing

8. Information supplied by the manufacturer

8.1. Each device must be accompanied by the information
needed to use it safely and properly, taking account of the
training and knowledge of the potential users, and to
identify the manufacturer.

This information comprises the data on the label and in the
instructions for use.
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As far as practicable and appropriate, the information
needed to use the device safely and properly must be set
out on the device itself and/or, where appropriate, on the
sales packaging. If individual full labelling of each unit is
not practicable, the information must be set out on the
packaging and/or in the instructions for use supplied with
one or more devices.

Instructions for use must accompany or be included in the
packaging of one or more devices.

In duly justified and exceptional cases no such instructions
for use are needed for a device if it can be used properly
and safely without them.

8.2. Where appropriate, the information to be supplied
should take the form of symbols. Any symbol and
identification colour used must conform to the harmonised
standards. In areas for which no standards exist, the
symbols and colour used must be described in the
documentation supplied with the device.

8.3. In the case of devices containing or a preparation
which may be considered as being dangerous, taking
account of the nature and quantity of its constituents and
the form under which they are present, relevant danger
symbols and labelling requirements of Directive
67/548/EEC (2) and Directive 88/379/EEC (3) shall apply.
Where there is insufficient space to put all the information
on the device itself or on its label, the relevant danger
symbols shall be put on the label and the other information
required by those Directives shall be given in the
instructions for use.

The provisions of the aforementioned Directives on the
safety data sheet shall apply, unless all relevant
information as appropriate is already made available by the
instructions for use.

8.4. The label must bear the following particulars which
may take the form of symbols as appropriate:

(a) the name or trade name and address of the
manufacturer. For devices imported into the Community
with a view to their distribution in the Community, the
label, the outer packaging, or the instructions for use shall
contain in addition the name and address of the authorised
representative of the manufacturer;

(b) the details strictly necessary for the user to uniquely
identify the device and the contents of the packaging;

(c) where appropriate, the word 'STERILE" or a statement

indicating any special microbiological state or state of
cleanliness;
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(d) the batch code, preceded by the word 'LOT", or the
serial number;

(e) if necessary, an indication of the date by which the
device or part of it should be used, in safety, without
degradation of performance, expressed as the year, the
month and, where relevant, the day, in that order;

(f) in case of devices for performance evaluation, the
words 'for performance evaluation only';

(g) where appropriate, a statement indicating the in vitro
use of the device;

(h) any particular storage and/or handling conditions;
(i) where applicable, any particular operating instructions;
(j) appropriate warnings and/or precautions to take;

(k) if the device is intended for self-testing, that fact must
be clearly stated.

8.5. If the intended purpose of the device is not obvious to
the user, the manufacturer must clearly state the intended
purpose in the instructions for use and, if appropriate, on
the label.

8.6. Wherever reasonable and practicable, the devices and
separate components must be identified, where appropriate
in terms of batches, to allow all appropriate action to detect
any potential risk posed by the devices and detachable
components.

8.7. Where appropriate, the instructions for use must
contain the following particulars:

(a) the details referred to in section 8.4 with the exception
of points (d) and (e);

(b) composition of the reagent product by nature and
amount or concentration of the active ingredient(s) of the
reagent(s) or kit as well as a statement, where appropriate,
that the device contains other ingredients which might
influence the measurement;

(c) the storage conditions and shelf life following the first
opening of the primary container, together with the storage
conditions and stability of working reagents;

(d) the performances referred to in section 3 of part A;

(e) an indication of any special equipment required
including information necessary for the identification of
that special equipment for proper use;

(f) the type of specimen to be used, any special conditions
of collection, pre-treatment and, if necessary, storage
conditions and instructions for the preparation of the
patient;
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(g) a detailed description of the procedure to be followed
in using the device;

(h) the measurement procedure to be followed with the
device including as appropriate:

- the principle of the method,

- the specific analytical performance characteristics (e.g.
sensitivity, specificity, accuracy, repeatability,
reproducibility, limits of detection and measurement range,
including information needed for the control of known
relevant interferences), limitations of the method and
information about the wuse of available reference
measurement procedures and materials by the user,

- the details of any further procedure or handling needed
before the device can be used (for example, reconstitution,
incubation, dilution, instrument checks, etc.),

- the indication whether any particular training is required;

(i) the mathematical approach upon which the calculation
of the analytical result is made;

(j) measures to be taken in the event of changes in the
analytical performance of the device;

(k) information appropriate to users on:

- internal quality control including specific validation
procedures,

- the traceability of the calibration of the device;

(1) the reference intervals for the quantities being
determined, including a description of the appropriate
reference population;

(m) if the device must be used in combination with or
installed with or connected to other medical devices or
equipment in order to operate as required for its intended
purpose, sufficient details of its characteristics to identify
the correct devices or equipment to use in order to obtain a
safe and proper combination;

(n) all the information needed to verify whether the device
is properly installed and can operate correctly and safely,
plus details of the nature and frequency of the maintenance
and calibration needed to ensure that the device operates
properly and safely; information about safe waste disposal;

(o) details of any further treatment or handling needed
before the device can be used (for example, sterilisation,
final assembly, etc.);

(2

(h)

0

(k)

M

(m)

(n)

(0)
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(p) the necessary instructions in the event of damage to the
protective packaging and details of appropriate methods of
resterilisation or decontamination;

(q) if the device is reusable, information on the appropriate
processes to allow reuse, including cleaning, disinfection,
packaging and resterilisation or decontamination, and any
restriction on the number of reuses;

(r) precautions to be taken as regards exposure, in
reasonably foreseeable environmental conditions, to
magnetic fields, external electrical influences, electrostatic
discharge, pressure or variations in pressure, acceleration,
thermal ignition sources, etc.;

(s) precautions to be taken against any special, unusual
risks related to the use or disposal of the device including
special protective measures; where the device includes
substances of human or animal origin, attention must be
drawn to their potential infectious nature;

(t) specifications for devices for self-testing:

- the results need to be expressed and presented in a way
that is readily understood by a lay person; information
needs to be provided with advice to the user on action to be
taken (in case of positive, negative or indeterminate result)
and on the possibility of false positive or false negative
result,

- specific particulars may be omitted provided that the
other information supplied by the manufacturer is
sufficient to enable the user to use the device and to
understand the result(s) produced by the device,

- the information provided must include a statement clearly
directing that the user should not take any decision of
medical relevance without first consulting his or her
medical practitioner,

- the information must also specify that when the device
for self-testing is used for the monitoring of an existing
disease, the patient should only adapt the treatment if he
has received the appropriate training to do so;

(u) date of issue or latest revision of the instructions for
use.

(p)

@

®)

(s)

®

()

ANNEX I
LIST OF DEVICES REFERRED TO IN ARTICLE 9(2)
AND (3)

List A

- Reagents and reagent products, including related
calibrators and control materials, for determining the
following blood groups: ABO system, rhesus (C, c, D, E,
e) anti-Kell,

9(2) 9(3)

) ABO  th(C,c,D,E,e)

-Kell
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- reagents and reagent products, including related

calibrators and control materials, for the detection,
confirmation and quantification in human specimens of
markers of HIV infection (HIV 1 and 2), HTLV I and II,

and hepatitis B, C and D.
List B

- Reagents and reagent products, including related

calibrators and control materials, for determining the
following blood groups: anti-Duffy and anti-Kidd,

- reagents and reagent products, including related

calibrators and control materials, for determining irregular
anti-erythrocytic antibodies,

- reagents and reagent products, including related

calibrators and control materials, for the detection and

quantification in human samples of the following

congenital infections: rubella, toxoplasmosis,

- reagents and reagent products, including related

calibrators and control materials, for diagnosing the
following hereditary disease: phenylketonuria,

- reagents and reagent products, including related

calibrators and control materials, for determining the
following human infections: cytomegalovirus, chlamydia,

- reagents and reagent products, including related

calibrators and control materials, for determining the
following HLA tissue groups: DR, A, B,

- reagents and reagent products, including related
calibrators and control materials, for determining the

following tumoral marker: PSA,

- reagents and reagent products, including related

calibrators, control materials and software, designed

specifically for evaluating the risk of trisomy 21,

- the following device for self-diagnosis, including its
related calibrators and control materials: device for the
measurement of blood sugar.

-HIV
C

(HIV1 2) HTLV I
D
)
) Duffy -Kidd
(
)
(
)
(
)
HLA ( )
(
) DR A B
(
) PSA
21
(
(
)

II
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2-2

1)
¢ Arzneimittelgesetz AMG
Apothekenpflichtig freiverkduflich
verschreibungspflicht
Betaubungsmittel
¢ 48 Arzneimittelgesetz § 48 AMG)
INN

Arzneimittelgesetz § 48 (AMG)

- fiur Arzneimittel, die Stoffe mit in der medizinischen Wissenschaft nicht
allgemein bekannten Wirkungen oder Zubereitungen solcher Stoffe enthalten,

- wenn Arzneimittel die Gesundheit des Menschen, des Tieres oder die Umwelt
auch bei bestimmungsgeméfBem Gebrauch unmittelbar oder mittelbar gefahrden
konnen, wenn sie ohne #rztliche Uberwachung angewendet warden.

- fiir Arzneimittel, die hiufig in erheblichem Umfange nicht bestimmungsgemal
gebraucht werden, wenn dadurch die Gesundheit von Mensch oder Tier

unmittelbar oder mittelbar gefihrdet werden kann.

BfArM Bundesinstitut fir
Arzneimittel und Medizinprodukte

¢ AMG 15 2009 7 23

- NPM
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10g

2

EMEA

¢ BfArM

1
1 25
OTC
Zulassungskommission
verschreibungspflicht
freiverkduflich
OTC
EU
BfArM EU

67



10

1983

Isoconazol

23 13

non-medical practitioner
ABDA
2

10

BfArM

BfArM
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NEIN

Tag - 30
Tag-15
Tag 0 (Mitte Januar / Ende Juni) %
Ubermittlung einer Empfehlung
zum Antrag an das BMG
oMo oot Enteurt eimer Verordnuma |
Tag + 3 Monate

Tag + 4-5 Monate

Tag + 6 Monate

BAH
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. EU

2-3 In Vitro

¢ 90/385/EEC
93/42/EEC

98/79/EC 3

2002
RL e Rahmengesetz
a'kt. implan Konformitits-
tierpare bewertung
RL MPG Vigilanz-System
Med 511(111 Datenbanken
proguite (europiiischer Gebithren
RL nationaler
Er I e
MPVertry |  PHlicht
~Apothekenpflicht
MPKPY
* X
* *
* *
* x K MPGVwV

IVD
Bezirksregierung K 6|
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11 1
2
1 3 1 CE
7
CE 37 1
Bezirksregierung Kéln =
6
CE CE
BfARM
CE
Executive Competent Authority
Legislation of each German Federal State Vigilance
[Gesetzgebungsebene] [Zustandige Behorde fiir die . g.
7k Durchfuhrung des Gesetzes] ECS VR

Federal Ministry of Health
ERREE

Ministries of Health of each
German Federal State

M REEA

REIFTEE T

Bezirksregierung /
Regierungsprasidium

X BT

Gewerbeaufsichtsamt
IHREE

Bezirksregierung K 6 In
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Federal Institut for Drugs and
Medical Devices [Bundesinstitut
fur Arzneimittel und
Medizinprodukte, BfArM]

EXGERBBRDODEIFT
[EPN

Paul Ehriich Institut (PEI)
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Apothekenbetriebsordnung

HIV/ AIDS

11 sub-section 3a

Section

In vitro
only to:

Distribution of devices for self-testing / medical devices and drugs in pharmacies and
the pharmacists responsibility for giving instructions is regulated by the
,»Apothekenbetriebsordnung® (,,pharmacy operations regulations®)

Within the German Act on Medical Devices and its regulations there are ordinances on
prescription and selling medical devices

Apart from that there is hardly no other regulation for selling devices for self-testing
with one exception:

diagnostic medical devices for the diagnosis of HIV infections may be made available

1. physicians,

2. out-patient and in-patient facilities of the health care system, wholesale establishments

and pharmacies,

3. the health authorities of the Federal Government, the Laender, municipalities and associations
of municipalities.
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2010 3

PAGB

(minor ailment)

4 7

Institute for Health and Care Excellence

90
NHS: National Health Service

NICE National
2

20

Demand control

Self Care Week

) GP
- European Antibiotics Awareness Day
Ask Your Pharmacist Week
- Pharmacy Voice PAGB
T — -

) www.selfcareforum.org

« cf

Self Care Forum

Helping people take care of themselves

HOME  ABOUTUS  GETTINGSTARTED  RESOURCES  FACTSHEETS = NEWS  EVENTS

The Self Care Forum was set up in May 2011 to further
the reach of self care and embed it into everyday life.

‘Home care is best’ campaign reduced antibiotic
prescribing by 15%

B3] NHS England campaign

The Self Care Forum’s Dr
proscribing included on the NIGE 'sh
evaluated and concluded that pro<c
15%.

d his study to reduce antibiotic
ming database. Tho study was
antibiotics was reduced overall by

> Pham

o

CONTACT US

Pharmacy Voice's
Dispensing Health
campaign
30/01/2014

has published

paper

to encourage people to
seck help from their
local pharmacist
20012014

NHS Frstand has Iniinchad n naw

Treat Yourself Better
without antibiotics
campaign launches

http:.//www.selfcareforum.org/
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3-2

1)
¢ 2001/83/EEC 1968
2012
3
> Prescription Only Medicines POM
INN
POM NHS
> Pharmacy Sale Medicines P over-the-counter
> General Sales List Medicines ~ GSL
GSL
the hazard to health misuse
cough sweets P
¢ marketing authorisation
(1 POM (2)
16 P )
16 GSL
¢ Non-Prescription Medicines 3
- ListA P
- List B GSL

- ListC 2002 1 4
http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Legalstatusa

ndreclassification/Listsofsubstances/index.htm

¢
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)
POM
GSL
GSL

P GSL

All data
available to
the company

analogous product

P reclassification P
2012 12 MHRA POM P P
6 3
oTC
P GSL
POM P

Variation
*Extend indication
«Patient population
P => GSL
+(Licence restriction)

Implement

Submission Assessment RMP

Summary
RMP etc

On-going dialogue to On-going dialogue
resolve outstanding issues pre and post consultation

http://www.mhra.gov.uk/home/groups/comms-ic/documents/publication/con213177.pdf
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(2012)

http://www.mhra.gov.uk/home/groups/comms-ic/documents/publication/con213177.pdf

-  MAJOR MHRA Scientific Advice Meeting(s) SAM
- STANDARD 2
- SIMPLE analogous product me-too
Type IB  Type II analogous product
EU
strength
1 1

sale or supply at the same quantity or a
greater quantity

- SAM GP

¢ Before submission MHRA

critical analysis

- Summary of Product Characteristics SPC
labeling

- P Indirect dangers

Incorrect use

)

2

3)
(4)
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O
2
3)

Drug utilisation studies

Benefit-risk
considerations

Common domains for
nonprescription drugs

http://www.mhra.gov.uk/home/groups/comms-ic/documents/publication/con213177.pdf
Based on Ref: E P Brass, R Lofstedt and O Renn. Improving the Decision-Making Process for
Nonprescription Drugs: A Framework for Benefit — Risk Assessment
Clin. Pharmacol. Ther. 2011: doi: 10.1038/clpt.2011.231
A copy is available at: www.nature.com/clpt/journal/v90/n6/full/clpt2011231a.html

MHRA Major

77



Commission on Human Medicines CHM

Licensing Authority
Pre-submission stage:
Development of model and
Risk Management Plan (RMP)
Simple and
Major
Assessment Major 2takeholder
Is modeland RMP Only roup A
sufficientto support Review by dedicated
switch? group.
Is supporting data
adequate?
Simple \K /
Yes 3
‘ CHM advice ‘
Public Consultation
Licensing Authority decision
MHRA
alli 60mg
. (BMI >28kg/m2)
A 1 3 1
L4
¢ 60 3 25
¢ 120 85

120
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¢ 98/79/EC
MHRA EU
NB

- Laboratory

Point of Care Test:POCT

Home use/self testing

¢ MHRA
/ MHRA

13 C A | ) www.mhra.gov.uk/Safetyinformation/Generalsafetyinformationandadvice/Adviceandinformationforconsumers/Buyingmedicaldevices/ ¢ @ =
770 [ Google A ZEAY | BEA- (W] EROAAUR& @ IRCYBERSTATION [ iR#3L2 - Google - @ AL &F ANA [ $R# 3.2 | [ Google EH=EF | &) Buying Medicines - »
TR

e e Kequangueaces nameacavevices 25 R

About us and education Publications and consultations Media Centre

How we regulate Safety C C

In Advice and i i Home > Safety information > General safety information and advice > Advice and information for consumers > Buying medical devices > Self-test Kits

for consumers
Self-test kits

My medicine: From laboratory to

pharmacy shelf
&, Printer friendly version
Self-test kits can have an important role to play in healthcare but should not be relied upon (new window)

Side effects of medicines -FAQ 4 their own. If you are worried about your health you should always seek advice from a

Drug Analysis Prints (DAPs)

Counterfeit medicines and
devices.

Buying medicines online
Buying medical devices
> Self-test kits

Leaving hospital with a medical
device

Medicines and your famiy

healthcare professional. If you decide to self-test, buy the test kit from a source that you trust
read the instructions carefully and if you have any concerns speak to a pharmacist or your
GP

: ) [~ S
In this section... =T S
When thinking about self-testing. g
Before buying a test

Before using the test
After using the test

What you need to know

« Aself-est kit should never replace a doctor's diagnosis or a result from a national screening
programme (e.g. bowel, cervical or breast cancer screening). If you do use a self-test, it's important
to follow up the results and check any concerns you have with a healthcare professional

self-test kit should be sealed without any damage to the packaging and be within the expiry date
Read the instructions of the self-test kit thoroughly and ensure you have eventhing you need in order
to take the test properly

Ifyou have concerns about the quality of a self-test kit tell us

When thinking about self-testing...

You can getfree access to high quality tests through the NHS

MHRA

Whether you are buying from the high street or online, only buy a test from a source that vou trust The

Help viewing PDFs:

Help viewing POF fies

Download Acrobat Reader
for free

Adobe text conversion tools

http://www.mhra.gov.uk/Safetyinformation/Generalsafetyinformationandadvice/

Adviceandinformationforconsumers/Buyingmedicaldevices/Selftestkits/

79



4-1

>

AFSSAPS Agence Frangaise de Securité Sanitaire des

Produits de Santé

1998

2011 12 30

AFSSAPS ANSM Agence Nationale de Securité du Médicament

ANSM
2012 5 1 AFSSAPS ANSM

OTC
OTC

Afipa

Prescription médicale facultative PMF PMF

PMF

AFSSAPS ANSM ANSM

2012

ANSM

PMF 2.2
10
PMF
Apipa

ANSM
Afipa
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(1)

29

5000 3 4800 4 5100
Afipa
Afipa
AMM Autorisation de Mise sur le Marché
AMM
AMM
< Meédicaments de prescription
(  RX)
0 100 Meédicaments de
prescription non remboursables
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