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IGLU RAPID RELIEF GEL
(lidocaine hydrochloride, aminoacridine hydrochloride)

PL 00173/0406

LAY SUMMARY

The Medicines and Healthcare products Regulatory Agency (MHRA) granted Diomed
Developments Limited a Marketing Authorisation (licence) for the medicinal product
Iglu Rapid Relief Gel (PL 00173/0406) on 27" May 2009. This is a medicine
available on the General Sales List (GSL), and can be purchased at pharmacies,
supermarkets and other retail outlets without the supervision of a pharmacist.

Iglu Rapid Relief Gel contains two active ingredients; lidocaine hydrochloride (a local
anaesthetic) and aminoacridine hydrochloride (an antiseptic).

Iglu Rapid Relief Gel is a treatment for fast, effective relief of pain from common
mouth ulcers, sore gums and denture rubbing. The product is a pale yellow paste,
which forms a smooth, flexible and adhesive protective gel coating when it becomes
wet on contact with saliva inside the mouth. The product works by forming a gel
coating to protect the sensitive and delicate area of the mouth lining as it heals. Iglu
Rapid Relief Gel also works by stopping pain (through the action of lidocaine
hydrochloride) and by preventing infection (through the action of aminoacridine
hydrochloride).

This application is a duplicate of a previously granted application for Iglu Gel (PL
00173/0186), held by Diomed Developments Limited, and authorised on 7™ March
2001. The test and reference products are identical.

No new or unexpected safety concerns arose from this application and it was therefore
judged that the benefits of using Iglu Rapid Relief Gel outweigh the risk; hence a
Marketing Authorisation has been granted.
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INTRODUCTION

Based on the review of the data on quality, safety and efficacy, the MHRA granted
Diomed Developments Limited a Marketing Authorisation for the medicinal product
Iglu Rapid Relief Gel (PL 00173/0406) on 27" May 2009. The product is available
through general supply (GSL).

This application was submitted as a simple abridged ‘informed consent’ application
according to article 10c of Directive 2001/83/EC (as amended), cross-referring to Iglu
Gel (PL 00173/0186, Diomed Developments Limited, authorised 7" March 2001).
The originator product is Medijel Gel (PL 00133/5000R, D D D Limited, authorised
14™ April 1989).

Iglu Rapid Relief Gel is indicated for fast, effective relief from the pain of common
mouth ulcers, soreness of gums and denture rubbing.

The product is strongly mucoadhesive, thereby localising the active ingredients in a
depot over the site(s) of application and forming a physical barrier to protect the
sensitive and delicate underlying lesion as it heals. Iglu Rapid Relief Gel contains the
active ingredients, lidocaine hydrochloride and aminoacridine hydrochloride.

Applied topically to mucous membranes, lidocaine hydrochloride produces rapid,
local and superficial anaesthesia which lasts for up to 30 minutes. Its mode of action
is to prevent initiation of nerve impulses. Aminoacridine hydrochloride acts as a broad
spectrum antiseptic by disrupting microbial metabolic pathways.

The active ingredients are readily absorbed through mucous membranes. Both are
rapidly metabolised, even when swallowed. This, and the low doses involved, means
that systemic effects are very unlikely.

No new data were submitted nor was it necessary for this simple application, as the
data are identical to that of the previously granted cross-reference product. As the
cross-reference product was granted prior to the introduction of current legislation, no
PAR was generated for it.
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PHARMACEUTICAL ASSESSMENT

LICENCE NUMBER: PL 00173/0406
PROPRIETARY NAME: Iglu Rapid Relief Gel
ACTIVE INGREDIENT/S: lidocaine hydrochloride &

aminoacridine hydrochloride

COMPANY NAME: Diomed Developments Limited

E.C. ARTICLE: Acrticle 10c of Directive 2001/83/EC (as amended)
LEGAL STATUS: GSL

1. INTRODUCTION

This is a simple abridged application, submitted under Article 10c of Directive
2001/83/EC (as amended) for Iglu Rapid Relief Gel. The proposed MA holder is
‘Diomed Developments Ltd., T/A Dermal Laboratories, Tatmore Place, Gosmore,
Hitchin, Herts SG4 7QR’.

The reference product is Iglu Gel (PL 00173/0186), held by Diomed Developments
Ltd. The test and reference products are identical.

2. MARKETING AUTHORISATION APPLICATION FORM

2.1 Name(s)

The approved name of the product is Iglu Rapid Relief Gel. The product name is
acceptable.

2.2 Strength, pharmaceutical form, route of administration, container and pack
sizes

Iglu Rapid Relief Gel is for local topical use and contains the active ingredients
lidocaine hydrochloride 0.66% and aminoacridine hydrochloride 0.05%. Each 1g of
gel contains 6.6 mg of lidocaine hydrochloride and 0.5 mg aminoacridine
hydrochloride. The finished product is marketed in 3 different types of tube of size 8g,
which are fitted with screw caps (tubes and caps are described in the SmPC). The
tubes are packaged with the Patient Information Leaflet (PIL) into cardboard outer
cartons.

The approved shelf-life (3 years) and storage conditions (‘Do not store above 25°C’)
are consistent with the details registered for the cross-reference product.

2.3 Legal status

The product is a GSL licensed medicine, available by supply through pharmacies,
supermarkets and other retail outlets without the need for supervision by a pharmacist.

2.4 Marketing authorisation holder / Contact Persons / Company

The proposed Marketing Authorisation holder is ‘Diomed Developments Ltd., T/A
Dermal Laboratories, Tatmore Place, Gosmore, Hitchin, Herts SG4 7QR’.

The QP responsible for pharmacovigilance was stated and their CV included.
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2.5 Manufacturers

The proposed manufacturing site is consistent with that registered for the cross-
reference product and evidence of GMP compliance has been provided.

2.6 Qualitative and quantitative composition

The proposed composition is consistent with the details registered for the cross-
reference product.

2.7 Manufacturing process

The proposed manufacturing process is consistent with the details registered for the
cross-reference product and the maximum batch size is stated.

2.8 Finished product / shelf-life specification

The proposed finished product specification is in line with the details registered for
the cross-reference product.

2.9 Drug substance specification

The proposed drug substance specification is consistent with the details registered for
the cross-reference product.

2.10 TSE Compliance

No materials of animal or human origin are included in the product.

3. EXPERT REPORTS

Satisfactory expert reports and curriculum vitae of experts were provided.

4. PRODUCT NAME & APPEARANCE

See 2.1 for details of the proposed product name. The appearance of the product (soft,
pale yellow, slightly opalescent oromucosal gel) is consistent with that of the cross-
reference product.

S. SUMMARY OF PRODUCT CHARACTERISTICS (SmPC)

The approved SmPC is consistent with the details registered for the cross-reference
product.

6. PATIENT INFORMATION LEAFLET (PIL) / CARTON

PIL

The patient information leaflet has been prepared in the user tested format and in line
with the details registered for the cross-reference product. The approved PIL is
satisfactory.
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Labelling

Colour mock-ups of the labelling have been provided and are satisfactory. The
approved artwork is comparable to the artwork registered for the cross-reference
product and complies with statutory requirements.

7. CONCLUSIONS

The grounds for this application are considered adequate. A Marketing Authorisation
was, therefore, granted.
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PRECLINICAL ASSESSMENT

This abridged application was submitted as a simple abridged application according to
article 10c of Directive 2001/83/EC (as amended).

No new preclinical data have been supplied with this application and none are
required for an application of this type. A preclinical expert report has been written by
a suitably qualified person and is satisfactory.
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CLINICAL ASSESSMENT

This abridged application was submitted as a simple abridged application according to
article 10c of Directive 2001/83/EC (as amended).

As this is a duplicate application for PL 00173/0186, no new clinical data have been
supplied with the application, and none are required for applications of this type. A
clinical expert report has been written by a suitably qualified person and is
satisfactory.
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OVERALL CONCLUSION AND RISK BENEFIT ASSESSMENT

QUALITY

The data for this application are consistent with that previously assessed for the cross-
reference product and as such have been judged to be satisfactory.

PRECLINICAL

No new preclinical data were submitted and none are required for an application of
this type.

EFFICACY

Medicinal products containing the active ingredients; lidocaine hydrochloride and
aminoacridine hydrochloride, in a combined formulation, have been available in the
UK for much more than ten years. Their use is well established with recognised
efficacy and acceptable safety.

This application is identical to the previously granted application for Iglu Gel (PL
00173/0186, Diomed Developments Limited).

No new or unexpected safety concerns arise from this application.

PRODUCT LITERATURE

The approved SmPC, PIL and labelling are satisfactory and consistent with that for
the cross-reference product.

A package leaflet has been submitted to the MHRA along with results of consultations
with target patient groups (“user testing"), in accordance with Article 59 of Council
Directive 2001/83/EC. The results indicate that the package leaflet is well-structured
and organised, easy to understand and written in a comprehensive manner. The testing
shows that patients/users are able to act upon the information that the leaflet contains.

Colour mock-ups of the labelling have been provided and are satisfactory. The
approved labelling artwork complies with statutory requirements.

RISK BENEFIT ASSESSMENT

The quality of the product is acceptable and no new preclinical or clinical safety
concerns have been identified. The applicant’s product is identical to the cross-
reference product. Extensive clinical experience with lidocaine hydrochloride /
aminoacridine hydrochloride combination products is considered to have
demonstrated the therapeutic value of this product. The risk: benefit is, therefore,
considered to be positive.
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STEPS TAKEN FOR ASSESSMENT

1  The MHRA received the marketing authorisation application on 11" February
2009

2  Following standard checks and communication with the applicant the MHRA
considered the application valid on 16" February 2009

3 The application was determined on 27" May 2009

11
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IGLU RAPID RELIEF GEL
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STEPS TAKEN AFTER AUTHORISATION

Not applicable

12
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SUMMARY OF PRODUCT CHARACTERISTICS

The UK Summary of Product Characteristics (SmPC) for Iglu Rapid Relief Gel is as
follows:

1

4.2

4.3

4.4

45

4.6

NAME OF THE MEDICINAL PRODUCT
Iglu Rapid Relief Gel

QUALITATIVE AND QUANTITATIVE COMPOSITION
Lidocaine Hydrochloride 0.66%w/w
Aminoacridine Hydrochloride 0.05%w/w.

For full list of excipients, see 6.1.

PHARMACEUTICAL FORM

Oromucosal Gel
Soft, pale yellow, slightly opalescent oromucosal gel.

CLINICAL PARTICULARS
THERAPEUTIC INDICATIONS

For fast, effective relief from the pain of common mouth ulcers, soreness of gums and denture
rubbing.

POSOLOGY AND METHOD OF ADMINISTRATION
For use in the mouth.
For adults, children and the elderly.

Apply sparingly, directly to the affected area(s) with a clean finger tip or a cotton wool bud.
Re-apply as necessary — the aim being to keep the affected area(s) protected with a thin layer
of gel. As a guide, each application should normally last for an hour or more, although eating
and/or drinking may necessitate more frequent re-application. In some cases, applications
may remain in place for several hours.

CONTRAINDICATIONS

Do not use in cases of known sensitivity to lidocaine hydrochloride (or other local anaesthetics
of the amide-type), aminoacridine hydrochloride or any of the other ingredients.

SPECIAL WARNINGS AND PRECAUTIONS FOR USE

Keep the product away from the eyes. In case of accidental contact, wash eye immediately
with water: keep rinsing for 10 to 15 minutes, holding the eyelids well apart and avoid getting
the rinse liquid into the other eye. Consult a doctor if irritation persists.

If symptoms persist consult your doctor or dentist.

INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF
INTERACTION

None known.
PREGNANCY AND LACTATION

Animal studies are insufficient with respect to effects on pregnancy and lactation (see section
5.3). The potential risk for humans is unknown.

13
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4.7

4.8

4.9

52

53

6.2

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

None stated.

UNDESIRABLE EFFECTS

Rare instances of hypersensitivity reactions to lidocaine and aminoacridine have been
reported.

OVERDOSE

Overdosage is unlikely to be a problem because of the low formulated concentrations. Severe
overdosage (e.qg. if a large quantity is swallowed) may impair swallowing and this enhances
the risk of aspiration. Likewise, generalised numbness of the tongue or buccal membranes
may lead to biting trauma when eating. Systemic adverse reactions to excessive overdosage
include excitory and depressant effects on the CNS and depressant cardiovascular reactions.
Emergency treatment of such systemic side effects should be directed to assuring adequate
ventilation and averting convulsions. In the meantime, use of this product should be
discontinued.

PHARMACOLOGICAL PROPERTIES
PHARMACODYNAMIC PROPERTIES

ATC code: AOLAD, other agents for local oral treatment.

The product is strongly mucoadhesive, thereby localising the active ingredients in a depot over
the site(s) of application and forming a physical barrier to protect the sensitive and delicate
underlying lesion as it heals.

Applied topically to mucous membranes, lidocaine hydrochloride produces rapid, local and
superficial anaesthesia which lasts for up to 30 minutes. Its mode of action is to prevent
initiation of nerve impulses.

Aminoacridine hydrochloride acts as a broad spectrum antiseptic by disrupting microbial
metabolic pathways.

PHARMACOKINETIC PROPERTIES

The active ingredients are readily absorbed through mucous membranes. Both are rapidly
metabolised, even when swallowed. This, and the low doses involved, means that systemic
effects are very unlikely.

PRECLINICAL SAFETY DATA

There are no preclinical data of relevance, which are additional to those already included in
other sections of the SmPC.

PHARMACEUTICAL PARTICULARS
LIST OF EXCIPIENTS

Carbomer
Hydroxypropylcellulose (E463)
White Soft Paraffin

Liquid Paraffin

Peppermint Qil

INCOMPATIBILITIES

None encountered.

14
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6.3

6.4

6.5
1

2)

3)

6.6

10

SHELF LIFE
36 months

SPECIAL PRECAUTIONS FOR STORAGE

Do not store above 25°C.

NATURE AND CONTENTS OF CONTAINER

8 g high density polyethylene (HDPE) tube with HDPE/linear low density polyethylene
(LLDPE) nozzle and polypropylene cap

8 g co-extruded HDPE laminate tube with inclined HDPE nozzle and polypropylene cap.

8 g enamelled, internally lacquered, aluminium tube with membrane seal and spiked
polyethylene screw cap

SPECIAL PRECAUTIONS FOR DISPOSAL
Not applicable.

MARKETING AUTHORISATION HOLDER

Diomed Developments Ltd.
T/A Dermal Laboratories
Tatmore Place

Gosmore

Hitchin

Herts

SG4 7QR

MARKETING AUTHORISATION NUMBER(S)
PL 00173/0406

DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
27/05/2009

DATE OF REVISION OF THE TEXT
27/05/2009
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PRODUCT INFORMATION LEAFLET

PACKAGE LEAFLET Information for the user

mouth ulcer treatment

i IU id relief
rapid relie
8 %

lidocaine hydrochloride 0.66% w/w,
amincacridine hydrochloride 0.05% w/in

Please read all of this leaflet carefully before using this product.

Kesp this leaflet. You may need to read it again. Ask your doctor, dentist or pharmacist
if you need maore information or advice. You must contact a doctor or dertist if your symptoms
worsen or do not improve. If any of the side effects gets serious, or if you notics any side effect
not listed inthis lzaflet, please tell your doctor, dentist or phanmmacist.

In this leaflet:

1. What Iglii Rapid Relief Gel is and
what it is used for

. Before you use gl Rapid Relisf Gel

. How to use Igli Rapid Relief Gel

. Possible side effects

. How to store Igll Rapid Relisf Gel

. Further information

.WHAT IGLU RAPID RELIEF GEL IS
AND WHAT IT IS USED FOR

* gl Rapid Relief Gel is a treatment for fast,
effective relief of pain from cormmeon mouth
ulcers, sore gums and denture rublbing.

* The product, which at first looks like a
pale yelow paste, forms a smooth, flexible
and adhesive protective gel coating when
it becomes wet on contact with =aliva
inside the mauth.

- O

* gl Rapid Relief Gal is suitakle for use by
adults, the elderly and children
(excluding infants and babies).

* The product works in three ways:

* by forming a gel coating to protect the
sensitive and delicate area of the mouth
lining as it heals, and

* by the actions of it two active
ingredients, lidocaine hydrochloride
and amincacridine hydrochloride,
which work by:

* stopping pain {lidocaine
hydrochloride is a local anassthetic),
and

* preventing infection (amincacridine
hydrochloride is an antissptic).

2. BEFORE YOU USE IGLU RAPID
RELIEF GEL

Do not use |gll Rapid Relisf Gel if you

are allergic (hypersensitive) to lidocaine
hydrochloride, aminoacridine hydrochlorids or
any of the cther ingredients of Igll Rapid Relief
Gel listed in Section 6.

Take special care when using this product:
e Apply it sparinghy.

¢ Keep the product away from your eyes.
Using other medicines

Iglih Rapid Relief Gel is not known to affect,
or to be affected by, any cther medicinas.

Pregnancy and breast-feeding

It is unclear whether this product is safe for
use during pregnancy and breast-feeding.
The potential risks are unknown. If in doukbt,
ask your doctor or pharmacist for advice
before taking any medicine.

Driving and using machinery
Using this product is not known to affect
your ability to drive or use machinery.

3.HOW TO USE IGLU RAPID

RELIEF GEL
Only use lgll Rapid Relief Gel for localized
application inside the mouth for the conditions
it iz recommended for,
For adults, the elderly and children
(excluding infants and babies):

& \Wash your hands before and after use.
¢ [f you are treating several ulcers, repeat
steps 1 to 3 below for each one:

1. Use a clean tissue to gently remaove
excess moisture’saliva from the
ulcer area.

2. Squesze a small quantity of Igld Rapid
Relief Gel onto a clean, dry finger tip
or cotton bud, and then apply it directly
to the ulcer using a single, gentle wiping
action {avoid dabbing).

3. At first, the product may seem quite
pasty and sticky, but after contact with
saliva, the product will form a flexible
and adhesive gel coating over and
around the ulcer arsa,

¢ Re-apply the gel, following steps 110 3
above, as necassary for each ulcer,
The aim is to keep the ulcer arsals)

EL O3

continued. ..
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protected with a coating of gel. As a
quide, each application should normnally
last for an hour or more, although, on
occasions, eating or drinking may make
it necessary to re-apply the gel. In some
cases, gl Rapid Relief Gel may remain
in place for several hours, as it has strong
adhesive properties.

* Do not apply excessive amounts of the gel.
+ [f you are treating sores caused by rubbing
from false teeth/dentures etec, avoid using
Il Rapid Relief Gel at the same time
(e.g. use the gel at night or when not

wearing denturas).

If the gel accidentally gets into the eyes
it ey cause irritation. If it gets into the eyes,
rinse immediately with plenty of water and
continue rinsing for 10 to 15 minutes, halding
the eyelids well apart. If rinsing one eye, take
care to avoid washing product into the other
aye. If imritation persists, contact a doctor.

If you use too much Iglid Rapid Relief Gel
it iz unlikely to be a problem becauss of the
low concentration of the active ingredients
and the small pack size. Cverdose may make
swallowing difficult due to the loss of fesling.
This may increase the risk of food or drink
going down the wrong way. Generalised
nurmbness of the mouth may also lead to
biting the inside of your mouth when eating.

Excessive overdose may also lead to
generalised side effects. If you experience
ary of the following, seek urgent medical
attention; nervousness, drowsiness,
breathing problems or low blood pressure.

If you occasionally forget to use Iglii
Rapid Relief Gel do not worry, just carry on
using it when you remamber.

If you have any further questions on the use
of this product, ask your doctor, dentist or
pharmacist.

4. POSSIBLE SIDE EFFECTS

Like all medicines, 1glli Rapid Relisf Gel can
cause side effects, although not everybody
gets them. On rare occasions, hypersensitivity
reactions to lidocaine hydrochloride and
aminoacridine hydrochloride can ocour,
irvolving wheszing or shortness of breath.
Seek urgent medical attention if you
experience these symptoms. If you
experience any other symptoms not
mentioned in this leaflet, stop using the
product and tell your doctor, dentist or
pharmacist.

If your symptoms persist, tell your doctaor,
dentist or phanmacist.
Overdose can also lead to other side effects

(se= If you use too much Iglii Rapid Relief
Gel in Section 3).

PL 00173/0406

5.HOW TO STORE IGLU RAPID
RELIEF GEL

* Keep out of the reach and sight of children.

*+ Do not use Igll Rapid Relief Gal after the
expiry date shown on the fold of the tube
and on the carton. The expiry date refers to
the last day of that month.

+ [o not store above 25°C.
* Always replace the cap tightly after use.

* Noisture coming into contact with the
nozzle of the tube may cause the gel
to thicken and block the opening. If this
happens, carsfully clear it using a clean pin.

* Nedicines should not be disposed of via
waste water or housshold waste. Ask your
pharmacist how to dispose of medicines
no longer required. These measures will
help to protect the environment.

6. FURTHER INFORMATION
What Iglti Rapid Relief Gel contains:

The active ingredients are
lidocaine hydrochloride (0.66% w/w) and
armincacriding hydrochloride [0.05% wiw).

The other ingredients are carbomer,
hydroxypropyleelluloss, white soft paraffin,
ligquid paraffin and peppemint oil.

What Iglti Rapid Relief Gel looks like
and contents of the pack

* Although classified as a gel, when
squeezed from the tube the product
locks like a thick, pale yellow paste.
It formns a flexible and adhesive gel
coating when it becomes wet on
contact with saliva inside the mouth.

* The product has a peppermint odour
and is available in plastic tubes containing
Bq, fitted with nozzles and caps.

The Marketing Authorisation holder is:
Diomed Developments Ltd, Tatmors
Place, Gosmore, Hitchin, Hartfordshire,
5G4 TAR, UK.

The Manufacturer is: Asropak, Viking Road,
Great Yarmmouth, Morfolk, NR21 0N, LK.,

The Distributor is: DDD Ltd,

94 Rickmansworth Road, Watford,
Hertfordshire, W18 7, LK,

This Patient Information Leaflet was last
approved in February 2009,

To listen to or request a copy of this leaflet in
Braille, large print or audio, please call free of
charge: 0800 198 5000 (UK anly).

Flease be ready to give the following
inforrmation: Iglli Rapid Relief Gel, 00173/0406.

This is a service provided by the Royal
Mational Institute of Blind People (BNIB).

/

ED10D03,
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Alternative PIL (identical apart from manufacturer details)

PACKAGE LEAFLET Information for the user

mouth ulcer treatment

To\ | VER
rapid relie

lidocaine hydrochloride 0.66% w/w,
amincacridine hydrochloride 0.05% w/w

Please read all of this leaflet carefully before using this product.

Kesp this leaflet. You may need to read it again. Ask your doctor, dentist or pharmacist
if you need more information or advice. You must contact a doctor or dertist if your symptoms
warsen or do not improve. If any of the side effects gets serious, or f you notios any side effect
not listed in this leaflet, please tell your doctor, dentist or phanmnacist.

In this leaflet:

1. What Iglti Rapid Relief Gel is and
what it is used for

. Before you use Igll Rapid Relief Gel

. How to use Igli Rapid Relief Gel

. Possible side effects

. How to store Igll Rapid Relief Gel

. Further information

.WHAT IGLU RAPID RELIEF GEL IS
AND WHAT IT IS USED FOR

* |glli Rapid Relief Gel is a treatment for fast,
effective relief of pain from commaon mouth
ulcers, sore gums and denture rubbing.

* The product, which at first looks like a
pale yelow paste, forms a smooth, flexible
and adhesive protective gel coating when
it becomes wet on contact with saliva
insicle the mouth.

- ok

s |glii Rapid Relief Gel is suitable for use by
adults, the elderly and children
(excluding infants and babies).

# The product works in three ways:

® by forming a gel coating to protect the
zensitive and delicate area of the mouth
lining as it heals, and
® by the actions of its two active
ingredients, lidocaine hydrochloride
and amincacridine hydrachlorids,
which work by
*  stopping pain (lidocaine
hiydrochlorids is a local anaesthetic),
and
* preventing infection (amincacridine
hiydrochlorids is an antiseptic).

2. BEFORE YOU USE IGLU RAPID
RELIEF GEL

Do not use Igll Rapid Relief Gel if you

are allergic (hypersensitive) to lidocaine
hyclrochlaride, aminoacridine hydrochloride or
any of the other ingredients of gl Rapid Relisf
Gel listed in Section 6.

Take special care whean using this product:
* Apply it sparingly.

* Kesp the product away from your eyes.
Using other medicines

Il Rapid Relief Gel is not known to affect,
or to be affected by, any other medicines.

Pregnancy and breast-feeding

It is unclear whether this product is safe for
use during pregnancy and breast-fesdling.
The potential risks are unlknown. If in doubt,
ask your doctor or pharmacist for advice
before taking any medicine.

Driving and using machinery
Using this product is not known to affect
your ability to drive or uze machinery.

3.HOW TO USE IGLU RAPID

RELIEF GEL
Only use Iglt Rapid Relief Gel for localized
application inside the mouth for the conditions
it is recommended for,
For adults, the elderly and children
(excluding infants and babies):

* Wash yvour hands before and after use.
* If you are treating several ulcers, repeat
steps 1to 3 below for each one:

1. Use a clean tissue to gently remaove
excess moisture/saliva from the
Llcar area.

2. Squesze a small quantity of lglli Rapid
Relisf Gel onto a clean, dry finger tip
or cotton bud, and then apply it directly
to the ulcer using a single, gentle wiping
action (avoid dabbing).

3. At first, the product may sesm quits
pasty and sticky, but after contact with
saliva, the product will form a flexible
and adhesive gel coating over and
around the ulcer arsa,

* Re-apply the gel, folowing steps 110 3
above, as necessary for each ulcer.
The aim is to keep the ulcer arsals)

ECAOT-4

confinued...
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protected with a coating of gel. As a
guide, each application should normally
last for an hour or more, although, on
oocasions, eating or drinking may malke
it necessary to re-apply the gel. In some
cases, Igli Rapid Relisf Gal may remain
in place for several hours, as it has strong
adhesive properties.

* Do nat apply excessive amounts of the gel.
* If you are treating sores caused by rubbing
from false teeth/dentures ste, avoid using
Iglty Rapid Relief Gel at the same time
(e.g. use the gel at night or when not

wizaring denturas).

If the gel accidentally gets into the eyes
it may cause irritation. If it gets into the eyes,
rinse immediately with plenty of water and
continue rinsing for 10 to 15 minutes, halding
the eyelids well apart. If rinsing one eye, take
care to avoid washing product into the other
aye. If iritation persists, contact a doctor.

If you use too much Igli Rapid Relief Gel
it is unlikely to be a problem because of the
low concentration of the active ingredients
and the small pack size. Cverdose may make
swallowing difficult due to the loss of fesling.
This may increase the risk of food or drink
going down the wrong way. Generalised
numbness of the mouth may also lead to
biting the inside of your mouth when eating.

Excessive overdose may alzo lead to
generalised side effects. If you experience
any of the following, seek urgent medical
attention; nervousnass, drowsiness,
breathing problems or low blood pressure.

If you occasionally forget to use Iglii
Rapid Relief Gel do not worry, just carry on
using it when you remember.

If you have any further questions on the use
of this product, ask your doctor, dentist or
pharmacist.

4. POSSIBLE SIDE EFFECTS

Like all medicines, Igit Rapid Relief Gel can
cause side effects, although not everybody
gets them. On rare occcasions, hypersensitivity
reactions to lidocaine hydrochloride and
aminoacridine hydrochloride can occur,
irvolving wheszing or shortness of breath.
Seek urgent medical attention if you
experience these symptoms. If you
experience any other symptoms not
mentioned in this leaflet, stop using the
product and tell your doctor, dentist or
pharmacist.

If your syrmptoms persist, tell your doctor,
dentist or pharmmacist.
Crwverdose can also lead to other side effects

(s=2 If you use too much Iglii Rapid Relief
Gel in Section 3).

PL 00173/0406

5.HOW TO STORE IGLU RAPID
RELIEF GEL

* Keep out of the reach and sight of children.

* Do not use Igll Rapid Relisf Gel after the
expiny date shown on the fold of the tube
and on the carton. The expiry date refers to
the last day of that menth.

¢ Do nct store above 25°C.
* Always replace the cap tightly after use.

* Moisture coming into contact with the
nozzle of the tube may cause the gel
to thicken and block the opening. If this
happens, carsfully clear it using a clean pin.

* Medicines should not be disposed of via
waste water or housshold waste. Ask your
pharmacist how to dispose of medicines
no longer required. These measures will
help to protect the environment.

6. FURTHER INFORMATION

What Iglii Rapid Relief Gel contains:

The active ingredients ars
lidocaine hydrochlaride (0.66% wiw) and
aminoacridine hydrochloride (0.05% wiw).

The other ingredients are carbomer,
hyclroxypropyloelluloss, white soft paraffin,
liquid paraffin and peppermint oil.

What Iglii Rapid Relief Gel looks like
and contents of the pack

» Although classified as a gel, when
squeezed from the tube the product
looks like a thick, pale yellow paste.
It forms a flexible and adhesive gel
coating when it becomes wet on
contact with saliva inside the mouth.

* The product has a pgppermint odour
and is available in plastic tubes containing
2g, fitted with nozzles and caps.

The Marketing Authorisation holder is:
Diomed Developments Ltd, Tatmore
Place, Gosmore, Hitchin, Hertfordshire,
5G4 TOR, UK.

The Manufacturer and Distributor is:
DOD Ltd, 24 Rickrmansworth Road, Watford,
Hertfordshire, WDAE 7JJ, UK.

This Patient Information Leaflet was last
approved in February 2009.

To listen to or request a copy of this leaflet in
Braille, large print or audio, please call free of
charge: 0800 198 5000 (UK anly).

Flease be ready to give the following
inforration: Iglt Rapid Relisf Gel, 00173/0406,

This is a service provided by the Royal
Mational Institute of Blind People (RMIEB).

ED10T-4
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LABELLING

Tube carton

Lidocaine Hydrochloride

ropid redief 0.66% w/w
Arminoacridine Hydrochloride
0.05% w/w

Kaep outal thareach
and slght of children

(DUEB% WA and Aminoacridne Hydrochlonde 0.06% Whsl,
' Alpo comalns Carbomar, Hy drokyproprcsiuies,
| Whit= Soft Paraffin, Liquid Paraffin and Peppsmaint Cil. BARCODE
Distributed by DDD Lid, Watford, Herts, W12 T4, UK,
| an behal of 'Igi* Registerad Trademark and Product
. Ucance holder, Dicmed Devalopmeants Lid, Hichin, Herts,
5G4 TOR, UK.

| PLOMTSO4DE  MADE INUK

12NA0¥ wEBWOIA V

"aan o Apybi) doo evoided D ST SN0 QD A U0

"uap|ILp 40 J YBiS puD pDRIS Y J 0 Jno dea SeAee ) Loy Aom D dee
"gueiped Bul By Jo A oA GE) DUMOUY JO 58800 UIESN U0 Q
"Lpno w ey u esn so4 |86 jo seio) uy o gy peisoud

[joeun paoeyoeyjdesy oy diosseoeuso fddo-ay

‘uoipe Budm sfus o Buisn @ n yoeoyl Bipods A ddy
‘UBpJIY3 puD Apepie ey SINPo g 'SUCIPeJIp PED el gy
"panpaud siy Buifddo siopq ey

PESO2US B Ul pepID.d SUo|DNSUY |y BUY Posd g juopodu sy

uogoegasd anseypo Gugsoy-Suol puo spdesyun
Bupsoges-und Bugymond pouyoss) o ynous Bupo-isoy

juauDaY J3DJN Yinow
= NOI

Joias pidou I
(Y ®

For fast, effective relief of pain
from common mouth ulcers, =V
sore gums and denture rubbing

UNIQUE TRIPLE ACTION
» forms long-lasting adhesive protection

LRI o PR PLE
el e o o deay|
aophydag
puD ON Y2408

» relieves pain and fights Infection
* speeds hedling
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Tube label

® I X
I rapid relief
» gel
Lidocaine Hydrochloride,

Aminoacridine Hydrochloride

For fast, effective relief of pain from common
mouth ulcers, sore gums and denture rubbing
Directions: For use in the mouth. For full details, please read
and retain the accompanying patient information leaflet.

Distributed by DDD Ltd, Watford, Herts, WD18 7JJ, UK, _
on behalf of “igly” Registered Trademark and Product Licence holder,
Diomed Developments Ltd, Hitchin, Herts, SG4 7GR, UK.

' _ ED7/09/1
Batch No. and Expiry Date on crimp PL 00173/0406 89 e
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