Pack leaflet: Infi tion for the user
Colob;r‘e.s*r.‘he'9
1,662,500 IU inhalation powder, hard capsul
Colistimethate sodium

Read all of this leaflet carefully before you start using this
dicine b it ins important for

you.

* Keep this leaflat. You may need to read it again.

= I you have any further questions, ask your doctor or
pharmacist,

= This medicing has been prescribed for you only. Do not

pass it on to others. It may harm them, even if their signs of

#iness are the same as yours.

If you get any side effects, talk to your doctor or pharmacist.

This includes any possible side effects not ksted in this

leafiet. See section 4.

What is in this leaflet

What Colobreathe is and what it is
used for

What you need to know before you use
Colobreathe

How to use Colobreathe
Possible side effects
How to store Colobreathe

Contents of the pack and other
information

called a polymyxn,

Colobreathe is used 1o control persistent lung infections caused
by the bacterium Pseudomonas aenginosa in adult patients
and chiidren aged 6 years and oider with cystic fibrosis.
Pseudomanas euginosa is a very common bacterum that
infects nearly all cystic fibrosis patients at some time during
but for others it will be much later. If this infection is not propery
controlied it wil cause damage to the ungs.

How it works
Colobreathe works by destroying the bacterial cel membrane,
having a lethal effect on them.

2. What you need to know before you use
Colobreathe

Do not use Colobreathe:
* i youtyour child are allergic 1o colstimethate sodum, cokstin
sulphate or polymydns.
Warnings and precautions
Tell your doctor if you'your child has ever had any of the
conditions:

following

= have reacted badly to inhalad dry powder medicnes
previously uniess this has already been discussed with your
doctor.

* aeady have a muscie condition known as myasthenia gravis
or the inherited condition, porpiyria

*  biood in your sputum (the substance you cough up)

After each inhalation of G the mouth rinsed

with water, The rinse should not be swalowed. Rinsing may

reduce the risk of developing oral fungal super-infection during

treatment and may also reduce the unpleasant taste assocated

with colistimethate sodium.

When you/your child start using Colobreathe, you/your chid

may find they have cough, breathlessness, tightness of chest

or wheazing. The number of these side-effects may reduce as

YOu continue 1o use the inhaler or your doctor may prescribe a

bronchodiiator to use before or after taking Colobreathe, If any of

these effects become a problem, please contact your doctor who

may change your freatment.

H youyour child has any problems with your kidneys or nerves,

care should be taken when administering Colobreathe but your

doctor should be aware of this.

i you'your child needs 1o have other forms of colstimethate elther

by inection or nebulisation caution should be used but your doctor

shouid be aware of this.

Children

Do not give Colobreathe to children under the age of 6 years as it

i not suitable for them.

Other medicines and Colobreathe

Tell your doctor if you'your child are taking, have recently taken or

might use any other medicnes, and in particuiar:

*  if youYyour chid are taking aminoglycoside antibiotics used 1o
treat infections caution must be taken;

*  #you/your chid suffer from myasthenia gravis and ane

*  if youyour chid are toking colisimethate by injection or
nebulisation caution must be taker;

*  ifyoulyour chid nead to have a general anaesthetic caution
must be taken.

Pregnancy and breast-feeding

If you are pregnant or breast-feeding, think you may be pragnant

or ane planning 1o have a baby, ask your doctor or pharmacist for

There i no information about the safiety of Colobreathe in
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e whether the benefits of the excead the
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Colistimethate sodium may be secreted in the breast mil. Please
discuss the use of Colobreathe with your doctor.

Driving and using machines

It is possibie while using Colobreathe that you may expenience
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drive or usa any machi T Y.

3. How to use Colobreathe

Abways use this medicine exactly as your doctor has told you.

Check with your doctor if you/your child are not sure.

The first dose should be given under medical supenvsion,

Dosage

Adults and children 6 years of age and older

= The contents of one Colobreathe capsule should be inhaled
hwice a day using the Turbospin inhaler,

= There should be a 12 hour gap between doses.

The order in which other treatments should be taken or

carried out

If you/your child are taking other treatments for cystic fibrosis

you/your child should take them in the following order:

* Inhaled bronchodilators

» Chest physiotherapy

= Other inhaled medicines

* Then Colobreathe

Youyour child should confirm the order of your treatments: with

your doctor,

Colobreathe is inhaled into the lungs as a powder from the
capsule using the hand-heid inhaler called the Turbospin.
Coiobreathe can only be administered using this device.
Do not B Aiatot o "

To inhale Colobreathe from the capsule through the Turbospin
pharmacist o nurse should show you/your child how to inhale
the madicine when you/your child first start treatment:

Taking Colobreathe using the Turbospin inhaler
Praparing the Turbospin

1. Remove the cap. it comes away with a gentie pull.

3. Remove a single capsule from the biister pack. Once you
have removed the capsule it must be used immediately.

4. Gently insert the capsule into the chamber with the widest
end first, No force is required,



5. Now replace the mouthplece by screwing it back into place,

Piercing the and ink the

6. To pierce the capsule;

*  Heid the inhaler with the mouthpiece upright, Wpush
the péston upwards until the visible line is reached — you wll
feed resistance at this point and this will lock the capsule in
place ready for plercing. Hold that position bafore continuing
1o folow through with the piarcing.

= Now, with the capsule locked in place, continue pushing the
piston as far as it will go and then release.

* The capsule is now plerced and the contents can be
inhaled,
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a small amount of powder released from the capsule
chamber after the capsule is plerced, this is normal.

7. Breathe out siowty. Place the mouthpiece between your
lips and teeth. Ensure there is a seal between your lips and
the mouthpiace, Take care not to cover the air siits with your
fingers or mouth during inhalation.

8. Then, breathe in siowly and deeply through your mouth at a
rate sufficient for you to hear or feel the capsule spinning.

9. Remove the Turbespin inhaler from your mouth and hold
your breath for about 10 seconds or for as long as is
comiortable, then breathe out siowly.

10. i you do not hear the capsule Spinning, the capsule may be
stuck in the compartment. If this occurs, you can loosen
the capsule by gently tapping the chamber of the inhaler,
Do not try to loosen the capsule by repeatedly pressing the
piston. If the capsule cannot be loosaned and the powder
cannot be inhaled, dispose of the broken capsule and any
powder remaining in it and use another,

11. Inhale tha medicine again by repaating Steps 7 and B to
ensure you have emptied the capsule,

12. You can check whether the capsule is emply by unscrewing
the mouthpiece and checking the capsule. If it is not empty,
repeat steps 7, 8 and 9 unti you have inhaled all of the
contents.

13. Once all the contents have bean inhaled, rinse your mouth
out wel with water and spit out.

Remaoving the empty capsule from the Turbospin

14, When the capsule is empty, unscrew the mouthpiece, then
remove and discand the empty capsule.

Additional information

As you breathe in slowly, you suck ar through the body of the

Turbospin inhaler into the capsule chamber. The tiny particles
of medication in the capsuie are picked up by the airflow and

camied down your airway into your lungs.

Occasionaly, very small pieces of the capsule shel can get into

your mouth or airways.

= [f this happens, you may be able to feel these pleces on
YOUF 10NGUS OF N YOUr ainvays.

* The capsule shel is made of gelatin, which is harmiess 10
humans if swallowed or inhaled.

= The chances of the capsuls breaking into pieces are
increased if the capsule i pierced more than once during
Step 6.

Cleaning the Turbospin device

Ciean the Turbospin inhaler after each dose using the following

|procedure:

1. Deeply press the piston a few times whilst keeping the
chamber tumed upside down.

2. Ciean the chamber using a tissue or cotton bud. Do not use
water.

3. Screw the mouthpiece firmly back into place, put the
cap back on and the inhaler is ready 1o be used for your
next dosa,
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child should, or have
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If you/your child forget to use Colobreathe

If you/your child forget to take a dose of Colobreathe: then you/

‘your child should take your missed dose as 500N as you'your

«child rememiber. Youw/'your child must not take 2 doses within 12

hours, Carry on from there as instructed.

If you/your child stop using Colobreathe

Do not stop your treatment early unkess your doctor says you

can. Your doctor will decide how long you/your child's treatment

should last.

Hf youdyour child have any further questions on the uses of this
medicine, ask your doctor,

4. Possible side effects

Like all medicines this medicine can cause side effects, although
not everyone gets them,

Allergic reactions

An allergic reaction with Colobreathe is possible (typically sefious
allergic reactions may cause rashes, swelling of the face, longue

wmwmmummdmm
and loss of ¢
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medical attention.

Other possible side effects
“Yowyour child may get an unpleasant taste in your mouth after
inhaling Colobreathe.

Very common: may affect more than 1 in 10 people

*  Dificuity in breathing

= Cough, throat imitation

* Hoarse or weak, or even loss of the voice

*  Unpleasant taste

Common: may affect up to 1 in 10 people

= Headache

* Ringing or buzzing noises in the ear, problems with balance
*  Coughing up blood, wheezing, chest discormfort, asthma,
productive cough (a cough which brngs up mucus),
infection of the lungs, lung crackles fyour doctor would hear
this when listening 1o your lungs using a stethoscope)
Vomiting, nausea

Changes in how your lungs function (found by testing)
Joint pains

Lack of energy, tiredness

Raised temperature
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Uncommon: may affect up to 1 in 100 people

. Alergcl ivity) ions, the signs may Inch
rash and itching

Weight fluctuations, decreased appetite

Arpdety

Fits

Sleepiness

Blockage in the ears

Chest pain

Shortness of breath

Nose bleeds, catarh (mucus in your nose, which may make
you feel blocked up). coughing up thick green mucus, pain
in the throat and sinuses

Unusual noises in the chest fyour doctor would hear this
when listening to your lungs with a stethoscope)
Diarrhoea, wind

LI I I I

Protein in the urine (found by testing)
Thirst

The above side effects have been seen in people of all ages with
similar frequency.

Reporting of side effects

If you get any side effects, talk 1o your doctor or phanmacist.
This includes any possible side effects not ksted in this leaflet,
YYou can also repont side effects directly via

United Kingdom

Yelow Card Scheme, Website: www.mhra.govukyellowcard
Irsland

HPRA Pharmacowvigiance, Earisfort Terace, IRL - Dublin 2

Tet +353 1 6764971, Fax +353 1 6762517

Website: wwwhpraie, e-mai:

By reporting side effects you can help provide more information
on the safety of this medicine.

5. How to store Colobreathe

Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expry date, which is stated
on the outer carton and biister after EXP. The expiry date refers
1o the last date of that month.

Do not store Colobreathe above 25C.
Store in the onginal package until mmediately before use in
order to protect from moisture.

If you'your child accidentaly peel back the fol, and any capsules
become exposed, please discard these capsules.

Discard the Turbospin inhaler after the completion of a treatment
pack.

Do not throw away any medicines via wastewater or household
waste. Ask your phamacist how to throw away medicines
you no longer use. These measures will help protect the
environment.
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6. Contents of the pack

information

What Colobreathe contains

The active substance is colstimethate sodium. Each capsule
contains 1,662,500 IU (approximately equivalent to 126 mg) of
colistimethate sodium.

The other ingredients are:
Capsule Shell,

Getatin polystiyene ghyool, sodium lauryl sultate, purfied water
What Colobreathe looks like and contents of the pack

The Turbospin is an inspiratory flow diven dry powder inhaler
made of polypropylene and stainless steal,

The capsules are packed in biister packs suppled in carons
containing:

* 56 hard capsules and one Turbospin powder inhaler device
sufficient for 4 weeks use.

* 8 hard capsules and one Turbospin inhaler device sufficient
for 4 days use.

Mot all pack sizes may be marketed.

Authorisation Holder
Teva BV

Swensweg 5, 2031 GA Haarlern, The Netherlands.
Manufacturer

Ful Hﬂ"m‘m SEUIM
Tafarmaubach Industrial Estate
Tredegar, Gwent, NP22 3AA, United Kingdom
Forwhmmmmmmmmm
representative of the Marketing Authorisation Holder:

United Kingdom

Teva UK Limited

Tel: +44 1977 628500

Ireland

Teva Phammaceuticals

Tek: +353 51 321 740

This leaflet was last revised in March 2017

Detaiied information on this medicine is avallable on the
Eu‘opemlﬂedd'mﬁ-gmcymm
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There are also links 1o other websites about e

rare diseases and treatments.
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