AESGP Members Meeting, Madrid, 4 February 2009



The Irish Pharmaceutical Healthcare Association
(IPHA) represents the international research-
based pharmaceutical industry in Ireland. Our
member companies include both manufacturers of
prescription medicines and non-prescription or
consumer health care medicines.
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Total Market U315 m*
A\nalgesics 23%
ACough & Cold 16%

Migestives & Intestinal Remedies 10%

ASmoking Cessation 7%
HOthers 22%



No specific legislation

|l ri sh Medicines Board (I M
names of human medicineso




Names are acceptable if they are not associated
with nperceived public he
risk related to the possibility of confusion or to
misleading inferenceso




Recommends avoiding confusion between:
A Products of similar names

A Product names and the INN

Name needs to make adequate distinction



Avoid misleading names with respect to:

A Therapeutic class

A Therapeutic claims

A Active substance

A Pharmaceutical connotations

Suitable and appropriate names required



Umbrella names are accepted for OTC products
If:

A General therapeutic area is the same for all

products

A Umbrella name qualified by a second invented

name (e.g. Benylin chesty cough)

A Same active substance (strongly recommended

for safety reasons) (See exceptions later)
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Example: Canesten
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In 1993, NDAB (now IMB) decided to implement
policy changes e.g. suffixes such as Extra, Plus
Mo | onger acceptabl eo

IPHA engaged in discussions with the regulator




Ultimate decision correctly rests with the
company

Role of regulatory authority relates to quality,
safety, efficacy only

Consumption of product under normal
conditions of use

No evidencet o date that the m
freedom to choose a particular brand name
jeopardises the safety of the patient in the

correct use of medicines



Suffixes and prefixes still permitted

Umbrella brands exist (within reason)

Applications normally approved
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Panadol

500mgTigblets
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Nurofen

www.ipha.ie



Long lavtung redef v pain'ul mllamed wre troats

Strepsils

Farbiprofen & Timg

intensive

Fast and effective relief
Antienflammatory action

16 lovenge

Strepsils

e)Xitra

Blackcurrant
Lozenges
2.4 m¢ Hexylresorainol

Antiseptc & locdl
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StrepSIIs .

Honey &
Lemo — Sore Throat & Orange we
Blocked Nose Vutargw’nn C 100me
Db eriadnc Lozenges orenges

Dual ant=bacterial action
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Seothing effectrve rebef for sore throats

Strepsils

Rapea redief for palnful sore throats
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lozenges

Fast anaesthetic action
2 antibactenalks to treat infection

24 Lozenges

Seathing effector relief for sore throats
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Seathing effective relief for sore throats

Strepsils

Dual ant=bacterial actior

24 Lozenge

Ropid relief for v
painful sore throats '

St}r.e:’gsils

Throat Spray

Anaesthetic for rapid
pain rebef

2 antibacterials (o treat
Infection

Soothing effective reled Tor sore throats

Strepsils

O”g'nal Lozenges

Duel antibactenial action

24 Lozenges




Medicines with different legal status have been
allowed under the same umbrella brand

No public advertising of reimbursed products with
exactly the same name




If advertising, differentiate name:

A new name

A use of a suffix or additional description






