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SUMMARY OF PRODUCT CHARACTERISTICS

Preduct Summary
Trade name of the Medical Froduct
Balnandol Bath Oil, Infaderm After Bath (), Infaderm Therapeutic Qil,
Irnuderm Therapeutic Gil. '
Quatitative and Quantitative Composition
The solutivn contzins Almond Gil BP 30% wiw and
Light Pazaffin BF 69 595% wiw
Pharmaceutical Form

Bath additive.

Clinical Particulars

4.1,

4.1,

Therapeutic Indications

As an adjunct therapy for dermatoses characterised by dry, scaly or fissured slan
Including:

A} Atopic eczema

B Senile pruritis

C} Ichthyneis

DY MNeurodertnatins

Fy Psonasis

F)] Ecrema Craquele

G} Contact Dermatitis

Posolopy and Method of Administration

Dosage:
Adults, eldurly and childrem:

Baths- usinz enclosed measore, add 15-30mls of Balmandol to 6-8 inches of warm water. Sair to
ensure even dispersal over the surface of the water.

Approximately half of this measure is appropriate for babies and chiidren bathing in smaller
baths. 3
il 4

Ay emnlicn: © Apply directly to the skin, and b in.
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4.3

4.4,

4.3,

4.4,

4.7.

4.8.

4.9,

PL 10972071

Cotitra-indications

~ N
TNane,

Special Warnings and Frecawtions for Use

DHscontinue uss if product causes irritation.

[eteractions with other Medicaments_ and other forms of Interaction

»onc.

Pregnancy and Lactation

Mo special precautions,

Effects on Ability to Drive 2nd Use Machines

None expactag,

Undesirahle Effects

None expected.

Crverdase

MNone statad,

Tharmacological Properties

5.1.

4.2,

5.3

Pharmacodynamic Properties

Balmanda! has properties of an emeallient when applied directly to the skin.

Wien used in the bath, the oil envelopes the paticnt an leaving the bath, !ht::rl'cb}r delaying the
evaporation of the water absorbed during the bath. '

Pharmacokinetic Properties

Mone stated.

Freclinical Safety Data

Ma further relzvant data.

Pharmaceutical Pacticulars

6.4,

List of Excipients o

Polonamer NI
Cyclomethizone
Butylated Fiydroxyanisule BP
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6.1

8.3

G4,

6.5,

6.6,
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Citrie Acid Monshvdrate BP
Chypral E486
Incompatibilities

MNonc knowin.

Shelf Lile

The shelf life epiry date for this product shall not cxeeed three years from the date of its
manufacnirs,

Epecial Precautions for Storage

Mone.

Nature and Cuntents of Container

Coloured PVC bottle fitted with a pelyethylene

plug and polypropylene cap or a polyethylene
cap containing 35, 30, 150, 225, 250 or 500ml.

[nstruction for Lise/Handling

Bone slated.

Administralive Data

7.

10.

Maurketing Authorisation Holder

Goldshicld Group Ple Trading as Goddshicld Phammaceutical
MNLA Tower NLA Tower
Crovdon CROCOXT Croyden CED QXT

Marketing Authorization Number

PL 1097200671

Date of First Authorisation/Renewal of Authorisation

8 fanuary 19%&

Date of {Partial) Hevisivn of the Text

Tune 204K
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