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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 €315 m*
*Analgesics 23%
*Cough & Cold 16%

Digestives & Intestinal Remedies 10%

*Smoking Cessation 7%
-Others 22%



No specific legislation

Irish Medicines Board (IMB) “Guide to invented
names of human medicines”




Names are acceptable if they are not associated
with “perceived public health concerns of a safety
risk related to the possibility of confusion or to
misleading inferences”




Recommends avoiding confusion between:

 Products of similar names

 Product names and the INN

Name needs to make adequate distinction



Avoid misleading names with respect to:

 Therapeutic class

 Therapeutic claims

o Active substance

« Pharmaceutical connotations

Suitable and appropriate names required



Umbrella names are accepted for OTC products
If:

« General therapeutic area is the same for all

products

 Umbrella name qualified by a second invented

name (e.g. Benylin chesty cough)

« 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
“no longer acceptable”

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 evidence to date that the manufacturers’
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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Nurofen

www.ipha.ie
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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:

*  Nnew name

e use of a suffix or additional description



Pepcidtwo
(OTC version of Pepcid)
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lgel P
Voltarol Emu |
(OTC version of Voltarol topical)

Diclofengc diethylammonium

Penetrating Pain and inflammation relief
For rheumati.c, joint and Muscul

n ar sprains,. strains anq bruises,
Use to relieve Pain in mild arthriti

www.ipha.ie
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Zovirax Cold Sore Cream
(OTC version of Zovirax Cream)

www.ipha.ie



Products focused on the same therapeutic area
with different active substances have been
allowed to be promoted under the same brand
name




WE'VE SPENT YEARS LISTENING TO CHILDREN

™ HYTHERE'S A BENYLIN COUGH TREATMENT
WOCSSFOR EVERY TYPE OF CHILDREN'S COUGH

‘Benylin

CHILDREN'S RANGE

Benylin Children’s Dry Cough

»active : Diphenhydramine
HCL + Levomenthol

Benylin Children’s Chesty
Cough

»active: guaifenesin



www.ipha.ie




Common objective for industry and regulatory
authority:

The promotion of the correct and safe use of
the medicine




Umbrella branding is largely taking place in
the Irish market

Approach such as to avoid creating confusion
among consumers

Work within regulatory constraints to find
suitable names within the umbrella brand



Experience shows:

Umbrella brands are valuable asset for
companies

Confidence in OTC products enhanced

Within an umbrella range: all products are
endowed with a quality seal



Industry must adopt a responsible attitude

Work with and challenge the regulatory authority
where appropriate

Work with local trade associations

Educate regulatory authorities

Build their confidence

Don’t expect everything from day one



P it Consi
TPHA) represents the & Healthcare P:
Iharmacewtical industry in Ireland.

Clinical Research

Latest News Infrastructure in

rish Pharmaceutical Healtheare Association welcomes
v new members to its Boards [more]

reat developments are being made by the research-
hased pharmaceutical industry in the area of new
edicines to treat HIV/AIDS [more]

Press Releases.

Feb \| Pharmaceutical industry spells out how it
antributes to improve global health [more]

13 Feb | Supporting innovation is key to achieveing
-alue for money from investment in health [more]
Healthe
Feb \\, Pharmaceutical industry creates “MyPortal” and Fig
ing p formed

iving patients and doctors a means to keep in

feget'ter.ie

A Guide to Managing Your Minor Ailments Effectively

Welcome to feelbetteric - A Guide to Managing Your Minor Ailments Effectively.
This guide is designed to help you ger the best from your medicines.

Browse the guide using the links on the left or order your free copy today.

S
,’./;

Download the booklet  Order a free copy | Order the f¥3e magnet and poster

Thank you - for more information visit...

IPHA MEDICINES COMPENDIUM

What's New on the IPHA Medicines Compendium Online

Document information 31 March 2008 15:11 This page lists ail the products that have been updated in
the last 7 days,
Current viewable | Submissions in the last
documents: 3 months: Cick on the document link to view the most racent
. 2,077 | Updated: 537 | authorised version of each decument.
= 1655 | New documents: 50 | 7o ses changes over the last 50 days click here.
Total: 3,732

Please click the information icon ¢ to see exactly what has changed in the SPC.

31 March 2008
{updated) Actifed Syrup @) Change to section 7 - Markebing Authorisation Holder
(updated) “— Celsentri 150mg and 300mg Tablets Change to Further Information section

Change to date of revision
(updated) ™2 CHAMPIX 0.5 mg film-coated tablets; Change to date of revision
CHAMPIX 1 mg film-coated tablets Change dus to harmonisation of patient information

Ieafiet
{(updatad)  Dolmatil 200mg Tablets Change to section 4.3 - Contra-indications
Change to section 4.4 - Special Warnings and
Precautions for Use

Change to section 4.5 - Tnteractions with other
medicaments and other forms of Interaction

medic nes@ you

Welcome

42 students get older they will have to make decisions about medicines and will need to communicate with
doctors, pharmacists and other healthcare professionals. Medicines and You aims to help sealor cycle students
develop some of the knowledge, sillz vocabulary and understanding needed to take rezonzibilty for their awn
heaith and focuses particularly on the importance of using medicines correcty.

Medicines and You fs an educations! resource developed by The Irish Pharmaceutical Healthcare Association
(IPHA) for senior cycle students, particularly thaze doing transition year or appied Leming Certiicate
programmes. It is ak50 flexible enough to be used with students undertaking the Established and Vocationat
Leming Certificate programmes.

Thix resaurce haz been made mvailable on Both 3 CD and through a dedicated websits
(www.medicinesandyou. e}

Withia this CO/website you will find teaching guidelines, acthties, student handouts and reference material
which sim to:

« inform senior cycle students sbout medicines, their development and usie
g them the skl required to use medicines effec tively

 develop posite, responsible atttudes towards medicines and their uses

 provida students with the critcal skl they need to use healthcare sites on the Internat

o use the content

The il provide you
an this website and aiso background information on IPHA

Educational Consultant:

Marion Palmer, MA., MED., C. Phys,
School of Creative Technologies
Dun Laoghaire Institute of Art, Design and Technology




