Uromune: prescribing guide
What is it?

Uromune is a mucosal vaccine used for the prevention of urinary tract infections. It is an unlicensed
product in the UK but has been endorsed for use by specialist teams (urology, urogynaecology and
microbiology) within Swansea Bay by the Heath Board Medicines Management Board.

How does it work?

It works by stimulating the immune system to reduce the development of urinary tract infections.
This is achieved via daily exposure to inactivated bacteria that commonly cause urine infections i.e.
Klebsiella pneumonia, E.coli, E.faecalis and Proteus vulgaris. This protective effect lasts for up to 1 -2
years following a 3 month course.

Which patients should I consider prescribing uromune in?

Uromune is reserved for adult patients with who have not responded to treatment for recurrent
UTls, including all conventional measures recommended in the antimicrobial guidelines e.g.
prophylactic antibiotics, methenamine. It can only be prescribed by specialist teams within the
hospitals i.e. consultant urologist, consultant urogynaecologist and consultant microbiologists.

How do I prescribe it?

Prescribe as Uromune perlingual spray; the recommended dose is 2 sprays, under the tongue, once
per day.

The recommended treatment course is 3 months.

Each original pack contains two bottles and provides enough supply for 3 months. Supplies are
available in the hospital pharmacies in Singleton and Neath Port Talbot hospitals.

What else do | need to consider before prescribing?

There are no or limited amount of data from the use of Uromune in pregnant women or for
breastfeeding. No interaction studies have been performed.

What do | need to tell the patient?
Patients should be made aware of the unlicensed nature of this product.
A patient information leaflet is included in appendix one with instructions for administration

Uromune must be administered as separate as possible from the intake of food and/or drinks (at
least, 30 minutes prior and after the consumption of food and/or drinks). Do not brush your teeth or
rinse the mouth within the 30 minutes prior or after administration

The product needs to be stored in a refrigerator.

Side effects occur with a low frequency and include allergic response to components (with
respiratory and skin reactions), mild swelling / itching in mouth with mucosal inflammation. Gl
disturbances. Rarely systemic side effects e.g. malaise, rash and generalised pruritus can occur.
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Read all of this leaflet carefully
before you start using this
medicine

+  Keep this leaflel. You may need
to read it again

= Ifyou have further questions. ask
your doctor or pharmacist of
ofher healthcare professional

* This medicine has been
prescribed forlyou. Do not pass it
an 1o athers, It may harm them
aven if their symploms are the
Same as yours

» If any of the side effects get
senous, or nolice any side
effects not listed in this leaflet,

please tell your doctor or
pharmacist
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1. What is UROMUNE used for
Uromune is an oral immunastimulant
for the prevention of urinary tract
infections. It works by stimulating the
immune systam by increasing the

resistance against urinary tract
infections.
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*  Uromune is prascribed for
treating urinary tract
infections, It can be used when
you have a urinary tract
infections

+  Uromune can also be
prescribed for preventin
urinary tract infections, on a

c‘-as&hr—l:ase basis — for
example if you have
experienced recuring urinary
tract infections

Uromune is a medical product
containing inactivated bacterial
suspension for oral immunotherapy
(perlingual). s composition and
concantration are listed on the box,
vial and in section & of this leaflet.

2. Before you use UROMUNE
Do Not use Uromune
«  [If you are allergic
(hypersensitive) to any of the
ingredients in Uromune listad in
section 6

If you are not sure whether you
shauld use this medicine, contact
your doctor or pharmacist,

Use in children

Uromune s not for use in children
under 2 years,

Using other medicines

Tell your doctor or pharmacist if yau
are faking any other medicines, or

have recently taken any. This includes

medicines obtained without a
prescriptian,

3, How to use Uromune

Always use Uromune exactly as your
doctor has told you, You should check
with yaur doctor if you are not sure
how to use this medicine, The !
appropriate dosage and duration will
be established by your doctor.

Do not change the dose of the
medicine without consulting your
doctor.

Recommended dose for this
medicine is 2 :E:'ays per day (2
sprays is one dose)
Instructions for use

Uromune is administered orally.

1. Remove the plastic seal from
one botle

2. Genily shake the bottle

[

. Rotate the nozzle sideways

.

. Lift your tongue and direct the
nazzle under your tongue and
spray twice to apply the
appropriate dose

th

. Hold the liquid under your
longue, withoul swallawing for
approximately 2 minutes then
swallow

6. Rotate the nozzle back o its
downward pointing position

. Return the bottle to the box and
store accordingly referenced in
section 5

—

‘When the first bottle is finished,
continue immediately 1o the second
with the same dose (2 sprays).

The duration of each bottle is
approximately 45 days at the
recommended dose_

The course of this freatment is 90

If you use more Uromune that you
should

It is important to use Uromune as
instructed, W you spray loo many
times, take the next dose as
schedulad. You may experience
some of the common side effects of a
mild heat sensation, swelling or
itching in your mouth, If you
e%neﬂoe any uncommon side
effects inform your doctor or
pharmacist.

If you forget to use Uromune
If you forget to use Uromune, use it

as soon as possible. However, if it is
almost time for your next dosa, skip

the missed one and go back to your
regular dosing schedule.

If you stop using Uromune

If you want to stop usin?rthis madicine
talk to your doctor first, If you have
any further questions on the use of
this product, ask your doctar or
pharmacist,

4, Possible side effects

Like all medicines, Uromune can
cause side effects, although not
evarybody gets them.

You can usually carry on taking
Uramune, unless the effects are
sarious. If you're worried, talk to your
doctor or pharmacist, Do not stop
using Urcmune without speaking to
yaur doctor,

Al the start of your reatment may
experience a mild heat sensation,
swelling or itching in your mouth. You
may need furthar insfruction on how
to take Uromune from your doctor of
pharmacist.

You may also experience slight
disturbancas of the gastro-intestinal
tract and in very rare incidences you
may possibly experience mucosal
inflammatory reaction, difficulty
breathing, or an allargic skin reaction,
If you experience any of these infarm
your doctor or pharmacist.

5. How to store Uromune

Keep out of sight and reach of
childran.

Do nat use this medicine after the
expiry date which is stated on the box
and bottle after EXP. The expiry date

rafers 1o the last day of the month,

Store in onginal packaging in order to
protect form lig hE

Store batween 2-8C Keep
refrigerated.

Do not freeze

Do not throw away any medicines via
water waste or househald waste, Ask
your pharmacist how to throw away
¥our medicines no longer in use.

hese measures will help protect the
aenvironment

6. Further information

What does Uromune look like
Uromune is a colourless liquid
contained in 2 x 9m| boltles with a
spray nozzle.

What Uromune contains

Uremung contains 4 deactivatad
bacteria. 2 x 9ml 10x8B/m|

Kigbsigla preumoniae 25%
Escherichia coli 25%

E. faecalis 25%

Proleus vulgaris 25%
E:;:Iep;genﬁ;%r:;rglﬁlg;?deeag%ewaler
for injection.

Distributor:

For product information, Adverse
Events and product complaints within
the UK please contact:

Syner-Med (PP) Lid

Syner-Med Housa

120 High Street

Purley

Surry

CRa 2AD

UK

Phone: +44(0)208 658 6380

Faw: +44(0)208 655 6398

Website: waww, syner-med.com

Manufacturer:

INMUNOTEK, S.L.

Calle Punto Mabi 5,
28805 Alcala de Henares,
Madrid, Espana.

Tel: +34 912 208 942
Fax: +34 902 906 841
www.inmunotek,com

Uromune®
is a registered trademark



