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Package leatiet: infarmation for the patient

Granpidam 20 mg
film-coated tablets

Sildenafil

Read all of this leaflet carefully before you
start taking this medicine because it contains
impartant infermation for you.

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

- you have any further questions, ask your
doctor of pharmacist.

- This medicine has been prescribed far you only.
Do ot pass i on fo cthers. It may harm them,
even if their signs of liness are the same as
yours.

- If you get any side effects, talk to your doctor or
pharmacist. This includes any possible side
effects not listed in this leafiet. See section 4

What Is in this leaflet

1. What Granpidam Is and what i is used for
2. What you need to know before you take
Granpidam

3. Hew to take Granpidam
4 Possible side eftects

5. How lo store Grangidam

£ Cantents of the pack and other infarmation

Granpidam containe the active substance
sikdenafil which belongs to & group of medicines
called phosphodiesterase type 5 (PDES)
Inhibitors

Granpidam bringe down bisod pressure in the
lungs by widening the bload vessels in the lungs.
Granpidam is used 1o treat aduts and children
and adolescents from 110 17 years oid with high
blood pressure in the bicod vessals in the lungs
(puimonary anterial hypertension).

Children
Granpidam should nol be given 1o children below
1 year of age.

Other medicines and Granpidam
Tell your dector or pharmacist if you are taking,
have recenty taken or might take any other
medicines.

+ Medicines containing nitrates, or nitric oxide
donors such as amyl nitrate (poppers’). These
maedicines are often given for relief of angina
pectons or "chest pain® (see section 2. Do not
take Granpidam)

- Tell your doctor or phammacist if you are already
taking riociguat

- Therapies for pulmonary hypertension (e.g.
besentan, iloprost)

- Medicines containing St. John's Worl (herbal
medicinal product), nfampicin (used to lreat
bacterial infections), carbamazapine, phenytoin
and phenobarbital (used, among athers, 1o reat
epilepsy)

- Blood thinning medicines (for exampie wartarin)
aitnaugh these did not result in any side effect.

- Medicines containing erythromycin,
clarithromycin, telthromycin (these are
antibiotics used to treat certain bacterial
Infections). saquinavir (for HIV) or netazedone
{for mental depression), as your dose may need
to be adjusted

- Alpha-blocker therapy (e.g. doxazosin) for the
treatment of high blood pressure of prostate
problems, as the combination of the two
medicines may cause symploms resutting in the
lawering of your blood pressure (e.q. dizziness,
light headedness).

Granpidam with food and drink
You should not drink grapefruit juice while you
‘are being treated with Granpidam.

Pregnancy and breast-feeding

If you are pregnant, or breast-feeding, think you
may be pregnant or are planning to have a baby,
ask your doctor of pharmacist for advice befare
taking this medicine. Granpidam should not be
used during pregnancy uniess siriclly necessary.
Granpidam should not be given to women of child
bearing potential unless using appropriate

Do not take Granpidam
- if you are allergic to sildenafil or any of the other
ingredients. of this medicine (listed in section &)

~ if you are taking medicings containing nitrates,
of nitric oxide donors such as amyl nitrate
(poppers’). These medicines are often given
for relief of chest pain (or “angina pectaris”)
Granpidam can cause a serious increase in the
eflects of these medicines. Tell your doctor if
you are taking any of these medicines. If you
are not certain, ask your doctor or pharmacist,

~ if you are taking riociguat. This drug is used to
treal pulmonary arterial hypertension (i.e., high
blood pressure in the lungs) and chronic
thromboembolic pulmonary hypertension (ie..
high blood pressure in the lungs secondary to
bicod clots). PDES inhibitors, such as siidenalil
have been chown lo increase the hypotensive
eflects of this medicine. If you are taking
riaciguat or are unsure tell your doctar,

- I you have recently had a stroke, a heart attack
o if you have severe liver disease or very low
blood pressure (<80/50 mmHg)

= i you are taking a medicine muw fungal
infections such as

methods

Stop breast-feeding when you start Granpidam
freatment. Granpidam should nat be given to
women who are breast-feeding since i is not
knawn if the medicine passes into the breast
itk

Driving and using machines

Granpidam can cause dizziness and can affect
vision. You should be aware of how you react lo
the medicine before you drive of use machines.

Granpidam cantains lactose

If you have been fold by your doctor that you
have an intolerance ta same sugars, contact your
doctor befare taking this medicinal product.

Amways take this medicine exactly as your doctor
has tald you. Check with your doctor ot
pharmacist if you are not sure.

For adults, the recommended dose is 20 mg
three times a day (taken 6 to 8 hours apart) taken
with ar withaut food.

Use in children and adolescents

For children and adolescents aged 1 year to 17

years old, the recommended dose is either 10 mg

iee times a day far children and adolescents s

20kg or 20 mg three times a day for children
and

of medicines containing ritonavir "u HIV)

- if you have ever had loss of vision because of a
problem with blood flow 10 the nerve in the eye
ealied non-arteritic anteriar ischaemic aptic
neuropathy (NAION).

Warnings and precautions
Talk to your doctor before i i

220 kg, taken with or without
food. Higher doses shouid not be used in
children. This medicine shouid be used only in
«case of administration of 20 mg three times 3
day. Other pharmaceutical forms may be more
appropriate for adminisiration fo patients s 20 kg
and other younger patients who are not able ta
swaliow tablets.

you

- have 8 disease dua to a blocked of narow vein
in the lungs rather than a blocked or narrow
artery.

- have a severe heart problem.

- have a problem with the pumping chambers of
your heart

- have high blood pressure in the blood vessels in
the lungs.

- have low biood pressure at rest.

« lose a large amount of body fuids. (dehydration)
which can eccur when you sweat a lot or do not
drink enough liquids. This can happen If you are
sick with a fever, vomiting. or diarhoea

~ have a rare inherited eye disease (refinitis
pigmentosa).

- have an abnormality of red bicod cells (sickie
cell anaemia). cancer of biood cells
(leukaemia), cancer of bone marrow (multiple
mysloma), or any disease or deformity of the

penis.
- currently have a stomach ulcer, a bleeding
disorder (such as haemaphilia) or problems with
nose bleeds.
- take medicines for erectiie dysfunction

When used to treat male erectile dysfunction
(ED), the following visual side effects have been
reported with PDES inhibitors, including sildenafil
at an unknown frequency; partial, sudden,
lemporary, or permanent decrease or losa of
vision in one or both eyes.

If you experience sudden decrease or foss of
vision, stop taking Granpidam and contact
your doctor immediately (see aiso section 4)

Prolonged and sometimes painful erections have
been reported in men afler taking siidenafii. ff you
have an erection, which lasts cont) for
more than 4 hours, stop taking Granpidam and
contact your doctor immediately (see also
saction 4)

Special considerations for patients with kidney or
livor problems:
You shoutd lell your doctor if you have kidney or

Fver prablems. as your dose may need to be
adjusted

IR7ATI1 Mara: 30 A0 1€ A3 1A 17

W you take than you should
You should ot take mare medicine than your
doctor felis you to

1 you take mere medicine than you have been
toid 1o take contact your doclor immediately.
Taking more Granpidam than you should may
increase the risk of known side effects

If you farget to take Granpidam

It you forget to take Granpidam, take a dose as
300N 25 you remember, then continue to take
your medicine at the usual times. Do not take a
double dose to make up for a forgotten dose .

If you stop taking Granpidam
Suddenly stopping your treatment with
Granpidam may lead to your symploms getting
warse. Do not §top taking Granpidam unless your
doster tells you ta. Your doctor may tell you to
reduce the dose over a few days before stopping
completely

If you have any further questions on the use of
this medicine, ask your doctor of pharmacist

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

If you experience any of the following side effects
you should slop taking Granpidam and contact a
dactor immediately (see aiso section 2):

~ I you experience sudden decrease of loss of
vision (frequency not known)

- if you have an erection, which lasts continuously
for more than 4 hours. Prolanged and
sometimes painful erections. have been
reporied in men sfter taking sildenafii
(frequency not known).

Adults

Side eflects reported very commonly (may affect
more than 1 in 10 people) were headache, facial
flushing, indigestion, diarhoea and pain in the
arms or legs
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Side eflects reported commonly (may affect up to
1in 10 people) included' infection under the siin,
fiu-like symploms, inlammation of the sinuses,
reduced number of red biood cells (anaemia),
fuid retention, difficuity sleeping, anxiety,
imigraine, shaking, “pins and needies"-like
sensation, burning seneation, reduced sense of
touch, bieeding al the back of the eye, effects on
vision, blurred vision and kight sensiivity, effects.
on colour vision, eye irrtation, blocdshot eyes
ired eyes, vertigo, bronchitis, nosebleed, runny
nose. cough, stufly nose, stomach inflammation,
heartburn, pies,
distension, dry mouth, halr loss, redness of the
skin, night sweats, muscle aches, back pain and
increased body temperature

Side effects reported uncommonly (may affect 1
in 100 people) included: reduced sharpness of
vision, double vision, abnormal sensation in the
eye, penile bleeding, presence of blood in semen
and/or urine, and breas! enfargement in men

8kin rash and sudden decrease of loss of
‘hearing and decreased blocd pressure have aiso
lbeen reported at an unknown frequency
(frequency cannot be estimated from the
available data).

Children and adolescents
The following serious adverse events have been
reported commanly (may affect up fo 1 in 10
people]; pneumonia, heart failure, right heart
fallure, heart retated shock, high blood pressure
in the lungs, chest pain, fainting, respiratory
Infection, bronchitis, viral infection in the stomach
and intestines, urinary tract infections and toath
i

The following serious adverse events were
cansidered to be treatment related and were
reparted uncommenty (may affect up ta 1 in 100
Ppeapie), allergic reaction (such as skin rash,
swelling of the face, lips and tangue, wheezing,
difficulty breathing or swallowing), convulsion,
irregular heart-beat. hearing impairment,
shortness of breath, inflammation of the digestive
tract, wheezing due to disrupted airfiow.

Side eflects reported very commonly (may affect
mare than 1 in 10 people) were headache,
womiting, infection of the throat, fever, diarhoea,
fu and nosebleed,

Side effects reported commonly (may aflect up to
1in 10 people) were nausea, increased
erections, pneumnonia and nny nose.

Reperiing of side sffects

f you get any side eflects. talk to your doctor or
pharmacist. This includes any possible side
sflects not listed in this leafiet. By reporting side
effects you can heip provide mare information on
the safety of this medicine

For United Kingdom- You can alsa report side
effects directly via Yellow Card Scheme, Website
wwwmhra gov ukfyellowcard

For Ireland- You can also report side effects
directly via

HPRA Pharmacovigilance

Easlufort Terace

IRL - Dublin 2

Tel +353 1 6764971

Fax: +353 1 6762517

Website: www.hpra e

e-mail. medsafety@hpra ie.

For Maita- You can aiso report side effects
directly via ADR Reporting. Wabsite
www.medicinesauthority. gov.mt/adrportal

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

Do not use this medicine afler the expiry date
which is stated on the carton and blister after
'EXP". The expiry date refers to the last day of
that month.

This medicinal product does not require any

Do net throw away any medicines via wastewater
or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These
measures will help protect the environment

What Granpidam contains

- The active substance is siidenafl. Each tablet
containg 20 mg of sildenafil (as citrate).

- The other ingredients are
Tablet core: microcrystaliine cefiulose,
anhydrous calclum hydrogen phosphate,
croscarmeliose sodium, hypromaliase (Scp)
(E464), magnesium stearate

Film coat: hypromeliose (15cp) (E464), titanium
dioxide (E171), actose monchydrate, triacetin.

What Granpidam Jooks |ike and contents of
the pack

White o off white, round shaped, approximately
&.6 mm in diameter, biconvex, film-coated tablets,
dobossed with '20' on one side and plain on other
side

Granpidam 20 mg film-coated tablets are
pravided in PVC/Al bilster packs containing 90
fablets and in PVC/Al blister packs containing
300 tabets

Not all pack s2es may be marketad.

Marketing Authari
Accord Healthcare Limited

Sage House. 318 Pinner Road, North Harrow,
Middiesex, HA1 4HF

United Kingdom

Manufacturer

Accord Healthcare Limited

Sage house, 318 Pinner road, Narth Harrow,
Middiesex HA1 4HF,

United Kingdom

(670733) Date: 30-09-16. 03-10-16

L

This leaflet was last revised in 11/2016.

Detailed information on this medicine is available
on the European Medicines Agency website
N /WWW ema eutopa eu.

oot
1612928 670733
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Package leaflet: Information for the patient

Granpidam 20 mg
film-coated tablets

Siidenafi

Read all of this leafiet carefully before you

start taking this medicine because it contains.

impartant information for you.

- Keep this leaflet. You may need to read it again

- If you have any further questions, ask your
doctor or pharmacist.

~ This medicine has been prescribed for you only.
Do nat pass It on to athers, It may harm them,
even if theit signs of ifness are the same as

yours.
= If you get any side effects, ukl.:ywduauru
pharmacist. This includes any possibie side

effects not listed in this ieaflel. See saction 4

What Is in this leafiet

1. What Granpidam is and what it is used for
2. What you need to know before you take
Granpidam

3 How 1o take Granpidam

4. Possible side effects.

5. How to store Granpidam

6. Contents of the pack and other information

Granpidam containe the active substance
sildenafil which belongs 1o a group of medicines.
called phosphodiesterase type 5 (PDES)
inhibitors.

Granpidam brings down biood pressure in the
lungs by widening the blood vesseis in the lungs.
Granpidam is used to treat adults and children
and adalescents from 1 1o 17 years old with high
blood pressure in the blood vessals in the lungs
(pulmonary anterial hypertension)

Do not take Granpidam
- you are allergic to siidenail ar any of the other
ingredients of this medicine (isted in section &),

- you are taking madicines containing nitrates,

for relief of chest pain (of “angina pectoris”),
Granpidam can cause a serious increase in the
efects of these medicines. Teil your doctor if
you are laking any of these medicines, If you
are not certain, ask your doctor or pharmacist.

- if you are taking riociguat. This drug is used to
treal pulmonary arterial hypertension (i.e.. high
biood pressure in the lungs) and chranic
thromboembolic pulmonary hypertension fie..
high blocd pressure in the lungs secondary to
blood clots). PDES inhibitors, such as sikdenafil
have been shown lo increase the hypatensive
eflects of this medicine. If you are taking
riocigual or are unsure tell your doctor.

- if you have recently had a stroke, a heart attack
of if you have severs liver disease or very low
blood pressure (<30/50 mmHg),

-lyoumhwngnm‘duhtu:lma\
infections such as

1 year of age.

Other medicines and Granpidam

Tefl your doctor or pharmacist if you are taking,
have recently taken of might lake any other
medicines.

- Medicines containing nitrates, o nitric oxide
donors such as amyl nitrate (“poppers”). These
medicines are often given for rellef of angina
pectaris of “chest pain® (see section 2. Do not
take Granpidam)

- Tell your doctor o pharmacist if you are already
taking ricciguat

- Therapies for puimonary hypertension (e.g
bosentan, lioprost)

- Medicines containing St. John's Wort (herbal
medicinal product), rifampicin (used 1o treat
bacterial infections), carbamazepine, phenytoin
and phencbarbital (used, among others, to treat
epilepsy)

- Biood thinning medicines (for example warfarin)
although these did not resutt in any side effect
+ Medicines containing e
clarithromycin, telthremycin (these are
antibiotics used to treat certain bacterial
infections), saquinavir (for HIV) or nefazodone
{for mental depression), as your dose may need
1o be adjusted

+ Alpha-blocker therapy (e.g. doxazosin) for the
treatment of high biood pressure or prostate
problems, as the combination of the two
medicines may cause symptoms resuling in the
lowering of your blood pressure (e g. dzziness,
light headedness)

Granpidam with food and drink
You should not drink grapefrutt juice while you
are being treated with Granpidam

Pregnancy and breast-feeding

H you are pregnant, or breast-feeding, think you
may be pregnant ar are planning to have @ baby,
ask your doctor or pharmacist for advice before
taking this medicine. Granpidam should not be
used during pregnancy unless strictly necessary
Granpidam should not be given to women of child
bearing potential uniest using appropriate
contraceptive methods.

Stop breast-feeding when you start Granpidam

known if the medicine passes into the breast
milkc

Driving and using machines

Granpidam can cause dizziness and can affect
vision. You should be aware of how you react to
the medicine belore you drive or use machines.

Granpidam contains lactose

1t yau have been told by your doctar that you
have an intolerance fo some sugars, contact your
dogtor before taking this medicinal product

Ahvays take this medicine exactly as your doctor
has told you. Check with your dactor of
pharmacist if you are not sure.

For adults, the recammended dose is 20 mg
thiee times a day (taken 6 to 8 hours apart) taken
with or without food

Use in children and adolescents

For children and adolescents aged 1 year to 17
years old, the recommended dose s either 10 mg
three times & day for children and adolescents s
zokgur 20mg three times a day for children

or madicines containing H!ul\l\ﬁ (fﬂl HIV).

- Hf you have ever had loss of vision because of a
problem with blood flow ta the nerve in the eye
called non-arteritic anterior ischaemic optic
neuropathy (NAION).

Warnings and precautions

Talk to your doctor before taking Granpidam if

you:

- have a disease due o a blocked of narrow vein
in the lungs rather than a blocked or narrow
artery.

~ have a severe heart problem

- have a problem with the pumping chambers of
your heart

- have high blood pressure in the biood vessels in
the 3

- have low biood pressure at rest.

- lose a large amount of body fuids (dehydration)
which can occur when you sweal a it or do not
drink enough fiquids. This can happen If you are
sick with a fever, vomiting, o diarrhoea.

- have a rare inherited eye disease (rafinitis
pigmentosa)

- have an abnormaiity of red blood cells {sickie
cell anaemia), cancer of blood cells
{leukaemia), cancer of bone marrow (multiple
mfehm) of any disease or deformity of the

mremy have a stomach uicer, a bleeding
disorder (such as haemophilia) or prablems with
nose bleeds.

- take medicines for erectile dysfunction

When used to treat male erectile dystunction
(ED), the following visual sice effects hava been
reported with PDES inhibitors, including siidenafil
at an unknown frequency: panial, sudden,
temporary, or permanent decrease or loss of
visian In one or both eyes.

I you experience sudden decrease of loss of
vision, stop taking Granpidam and contact
your doctor immediately (see alsa section 4)

Pralenged and sametimes painful erections have
been reparted in men atter taking sildenafil 1f you
have an srection, which lasts continuously for
more than 4 hours, stop taking Granpidam and
contact your doctor immediately (see also
section 4),

Special cansiderations for patients with kidney or
Iiver problems
You shoutd tell your doctor if you have kidney or

Iwer problems, as your dose may need to be
adjusted

(673735) Date: 08-02-17

220 kg, taken with o without
bor.l Higher doses should nat b used in
chitdren, This medicine should be used only in
case of administzation of 20 mg three times a
day. Other pharmaceutical forms may be mare
@ppropriate for adminisiration to patients s 20 kg
and other younger patients who are not able to
swallow tablets,

M you take more Granpidam than you should
You should not take mare medicine than your
doctor telis you fo.

If you take more medicine than you have been
1oid lo take contact your doctor immediately
Taking mare Granpidam than you should may
increase the risk of known side effects

I you forget to take Granpidam

I you forget o take Granpidam, take a dose as
590N a8 you remember, then cantinue to take
your medicine at the usual times. Do not take a
double dose to make up for a forgotien dose,

It you stop taking Granpidam

Suddenly stopping your reatment with
Granpidam may lead to your symploms getting
worse. Do not stop taking Granpidam uniess your
doctor tells you to. Your doctor may tefl you to
reduce the dose over a few days before stopping
completely.

I you have any further questions on the use of
this medicine, ask your doctar or pharmacist.

Like ail medicines, this medicine can cause side
effects. although nol everybody gets them

If you experience any of the following side effects.
you should stop taking Granpidam and contact a
doclor immediately (see alse section 2):
- f you experience sudden decrease of loss of
visien (frequency nat known)

- If you have an erection, which lasts continuously
for more than 4 hours. Prolanged and
sometimes painful erections have been
reported in men ater taking siidenafil
(frequency not knownj.

Adulte

Side effects reported very commonly (may affect
mare than 1 in 10 pecple) were headache, facial
Nushing, indigestion, diahoes and pain in the
arms of legs.
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Side effects reported commonly (may affect up to Manufacturer

1in 10 peaple) included: infection under the ekin,
flu-like symptoms, inflammation of the sinuses,
reduced number of red blood cells (anaemia),
fluid retention, dificuty sleaping, anxiety,
migraine, shaking. “pin and needios™-fike
sensation, burning sensation, reduced sense of
touch, biseding al the back of the eye, effects on
vision, biurred vision and ight sensitivity, effecte
on colour vision, eye irritation, bloodshat eyes
fred eyes, vertigo, bronchitis, nosebleed,

nose, cough, stufly nose, slomach inflammation,
gastroenteritis, heartourn, piles. abdominal
distension, dry mouth, hair loss, redness of the
skin, night sweats, muscle aches, back pain and
increased body temperature.

Side effects reponted uncommanly (may affect 1
in 100 people) included: reduced sharpness of
vision, double vision, abnormal sensation in the
eye. penile bieeding, presence of blood in semen
andlor wine, and breas! enlargement in men

Skin rash and sudden dacraase of loss of

available data)

Shildren ang adolegcents

The fallowing serious adverse events have been
reported commonly (may affect up to 1 in 10
people); pneumania, heart fallure, right heart
faiture, heart related shock, high blood pressure
In the lungs, chest pain, fainting, respiratory
infection, bronchitis, viral infectian in the stomach
and intestines. urinary tract infections and toath
cavities

The following serious adverse events were
considered to be treatment related and were
reported uncammanty {may affect up to 1 in 100
poople). allergic reaction (such as skin rash,
swelling of the face. lips and tongue, wheezing,
difficulty breathing or swallowing), convulsion,
Irregutar heart-beat, hearing impairment,
shartness of breath, inflammation of the digestive
tract, wheezing due to disrupted airflow.

Side effects reported very commonly (may affect
‘more than 1 in 10 people) were headache,
vomiting, infection of the throat, fever, diamhoea,
fu and nosebieed

Side eflects reported commonly (may affect up to
1in 10 pecple) were nausea. increased
erections, pheumonia and runny nase.

Reporting of side effects

If you get any side effects, talk to your dactor or
pharmacist. This inciudes any possibie side
effects not listed in this leaflet. By reporting side
efiects you can help provide more information on
the safety of this medicine

For United Kingdom- You can aise report side
effects directly via Yellow Card Scheme, Webske:
www.mhra.gov uk/yeliowcard

For Iretand- You can also report side effects

Tel: +353 1 6764871
Fax: +353 1 6762517
Website: www hpra je
e-mail. medsafaty@hpra.je.

Fer Malta- You can also report side sffects
directly via ADR Reporting, Wabsite:
www.medicinesautherity gov mu/adrportal

Keep this medicine out of the sight and reach of
children

Do net use this medicine after the expiry date
which is stated on the carton and biister after
'EXP". The expiry date refers to the fast day of
that month,

This medicinal product does not require any
special storage conditions.

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

What Granpidam contains

= The active substance is siidenafil. Each tablet
containg 20 mg of siidenafil (as citrate)

- The other ingredients are:
Tablet cora: microcrystalline ceBulose,
anhydrous calcium hydrogen phosphate,
croscarmeliose sodium, hypromeliose (5cp)

(E464), magnesium stearate

Film coat: hypromeliose (15cp) (E464). ttanium
dioxide (E171), lactose monohydrate, triacetin,

What Granpidam looks like and contents of
the pack

White 1o off white, round shaped, approximately
6.6 mm in diameter, biconvex, fim-coated tablets,
debossed with ‘20" on one side and plain on other
side.

Granpidam 20 mg film-coated tablets are
provided in PVC/Alu blister packs containing 50
tablets and in PVC/AN biister packs containing
300 tabiets.

Granpidam 20 mg film-coated tablets tso
provided in PVC/Aly perforated unit dose blistor
Packs containing 15x1, 80x1 and 300x1 tablets

Net all pack sizes may be marketed.

Marketing Authorisation Holder

Accord Healthcare Limited

Sage House, 318 Pinner Road, North Harrow,
Middlesex, HA1 &HF

United Kingdom

[673735) Nara- NR.NT.17

Aogerd Healthsare Limitod

Sage House, 318 Pinner Road, North Harrow,
Middiesex HA1 4HF,

United Kingdom

This leafiet was lasi revised in 01/2017.

Detailed information on this medicine is avaitable
on the European Medicines Agency website
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Iepexnan aucrka-Braaauma: Indopmauis s nanienra

I'panninam
Tabuerkn, BRpHTI N1iBKOBOIO 060/10HK010, 20 MT

Cunnenadin
YBakHO npounTaiite uell JAMCTOK-BKIAAMII, nepeJl THM, SIK PO3NOYATH
3aCTOCYBaHHA  NpenapaTty, OCKUIBKH BiH MiCTHTL BaxIMBY s Bac
inopmauiro.
- 30epiraiite el AMCTOK-BKIAAMII 1718 TOro, OO MepevynTaTH Horo y pasi
HEO0OXIAHOCTI.
- Jlkmo y Bac BuHMKaioTh 101aTKOBI 3amnTanHs, 3BEPHITLCS 10 CBOTO JIiKaps abo
tdapmariesra.
- Leii nixapcekuii 3aci6 npusHaueHuii aume s Bac. He nepenaBanTe Horo iHIIMM
0co0am, TaK sK BiH MOKe 3aB/IaTH iM IIKOJIM, HaBITh SKIIO B HUX Ti CaMi CUMIITOMH
XBopoOu, 110 i y Bac.
- Axmo y Bac BuHMKIM HebaxkaHi sBuIIa, 3BEPHITBCSA 1O CBOro Jikapst aGo
¢apmanesra. Ile cTocyeThes HebaXkaHHX SBUL, HE BKa3aHWX B [bOMY JIHCTKY-
BKJIaauuii. J{uB. posmin 4.
Sxa indopmauis nHaBenena B ubomy JTHCTKY-BKJIQ/IHII|
1. o Take I'panminam, i ast goro #oro 3aCTOCOBYHOTb.
2. o cix 3HaTH Nepex O0YaTKOM 3aCTOCYBaHHS npenapaty ['pannigam.
3. SIx cnin 3actocoByBatn I'panmninam.
4. MoxnuBi HeGaxaHi sBUIIA.
5. Sk cnin 36epiratu panmigam.
6. BmicT ynakoBky Ta iHuma indopmaris.
1. o Take I'panniaam, i as yoro fioro 3aCTOCOBYHOThH
I'panminam micture girouy PCHOBHHY CHINeHAa(iN, fKa HANekKUTh 110 TPYNH
JIKapChKUX 3ac00iB, AKY HA3HBAIOThH iHriéitopamu  ocdoniecrepasu THILYy 5
(PDES).
I'parninam 3umxye aprepianpaumii THCK Y JIETEHSAX, PO3LIMPIOIOYH CYAHHH B
nereHsx. I'panninaM 3acTocoByeTbest s TKYBaHHS IOPOCIMX, IiTel i MiuTiTKiB
Bil 1 10 17 pokiB 3 mimBuieHHM apTepialbHUM THCKOM Y CYyIHHAX JIereHis
(rereneBa aprepianpHa rineprensis).
2. o cin 3HaTH nepex mouaTkom 3acTOCYBaHHs npenapaty ['panninam
Bam ne cirin 3acrocoByBaTu I'panninam:
- 3@ HasBHOCTI aneprii Ha cungeHadin abo 10 Oy/ab-AKOro IHIIOr0 KOMIOHEHTa
LIBOTO Mpemnapaty (nepenik y posaini 6).
- Ko Bu npuiimMaere nikapebki 3aco6u, mo MicTaTs HITpaTH, abo JOHOPH OKCHIY
asory, Taki sK aminmarpara («mommepcy). Lli NpenapaTt¥ 4acTo NPH3HAYAIOTH IS
TOJIETIIEHHsT 600 B rpyasx (aGo «cTeHoKapaii»). I'pannizam Moxe CIIPUYMHHUTH
Cepio3He NocuIeHHs eeKTiB 1MX JTiKiB. Axwo Bu 3actocosyete 6y np-skuii i3 1ix
Mperaparis, MOBiIOMTe Mpo Ie ¢BOro nikaps. SIkmo Bu He BmeBHeHi B LEOMY,
3BEPHITBCS 10 CBOTO JIiKaps 4y dapmariesra.

—
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- AKIo Bu npuiimaere puonmryar. Ileit TIpenapaT 3aCTOCOBYETHCS U1 JIiKYBaHHSI
JIercHEeBOI apTepianbHOl rineprensii (To6To BHCOKOro apTepiaibHOrO0 THCKY B
JICTEHsIX) Ta XPOHIYHOI TPOMGOEeMGOTIYHOT TereHeRo] rinepreHsii (To6To0 BHCOKOro
KPOB'STHOT'O THCKY B JIET€HSIX, IO € 110 € HACIIiIKOM yTBOPEHHSs TPOMGIB). Bussneno,
mo iuriditopu PDES, Taki sk CUIIIEHAD1N, OCHIIIOITE TiMOTEH3UBHY JIIIO 1[OTO
npemnapaty. Slkuo Bu npuiimaere pronuryar abo He BNIEBHEHI, MTOBIOMTe po 1ie
CBOTO JIiKapsl.

- AKIIO By HenasHo mepenecnu iHcyssr, indapkT abo y Bac Baxke 3aXBOPIOBaHHSA
NeYiHKH a00 1yKe HU3bKHiA KpoB'sHUH THCK (<90/50 MM PTOT.).

- AKmo Bu npuiimaere npenaparu mns JIKYBaHHS TpUOKOBUX iHDEKIiH, Taki sk
KeTOKOHa3on abo iTpakoHason, a6o IpeIapaTh, MO MICTATE PUTOHABIp (mIs
miKyBaHHs BLJT).

- AKI0 Bu Konn-HeGyap Brpavam 3ip Yepes mpobiemy TIPUILIMBY KPOBI J10 HepBa
OKa, KA HA3sWUBAETHCS HEAPTEPUTHYHOK IepPeiHBON iMeMiYHOO ONTUYHOIO
Hespornariero (NAION).

3acrepesxeHHst Ta 3an06iKHi 3ax01H

IIpokoHcymbTyiiTech 3i cBoOiM TKapeMm 10 MoYyaTKy 3aCTOCYBaHHs IIperapary
I'panninam y Bunanky, sixio Bu:

- MAETe 3aXBOPIOBAHHS Yepe3 3aKyIopeHy a6o BYy3bKY BEHY B JIETE€HAX, a He
3aKynopeHy abo By3bKy aprepiro.

- MA€ETE CepHO3HE ceplLieBe 3aXBOPIOBAHHS,

- Ma€Te MpoOIIeMHU 3 HaCOCHUMM KaMepamu Barmoro ceplist

- Ma€Te BUCOKMH apTepialbHUil THCK y CyIMHAX JIereHis.

- MAa€Te HU3bKMH apTepiabHUN TUCK Y CTaHi CIOKOIO.

- BTPAva€Te BENUKY KiIBKICTh PIAMHM B opradizmi (3HCBOIHEHHS), 1110 MOKe OyTu
CHPUIAHCHO THM, 0 Bu 6Garato motiere a6o He BiuBaeTe JOCTATHIO KIJIBKICTB
pinunu. Ile Moxe GyTH MoB’s13aHO 3 THXOMAHKOI0, O/1I0BaHHAM abo aiapecio,

- Ma€Te PiAKiCHE cragkoBe 3aXBOPIOBAHHS O4eil (PETHHIT ImirMeHTHHMIY).

- MaeTe IOPYIICHHs ePUTPOLUTIB (CEPIOBUIHOKIITHHHA aHeMist), paK KJIiTHH KpOBi
(nefikeMist), pak KicTkoBOro MO3KY (MHOXKHHHa Mieltoma) a6o Oyab-sike
3aXBOPIOBaHHS abo e opMaito CTaTeBOro wieHa.

- Hapasi € BHpa3Ka IIIyHKa, TIOpyIIeHHS nepebiry kposi (Hanpukia, reMoQimis)
abo HOCOBI KpoBoTey,

- IpHIMaETe MpenapaTu Bix €PEKTHIIBHOT NUCHYHKIL].

[Ipu 3acTocyBanni NIpenapary ajs JiKyBaHHS €peKTHIBHOT AuChYHKUIT y 4o0BiKiB
(ED) nosimomnsitocs PO HACTYNHI Bi3yalnbHi mo6iyui edexty 3 inribitopamu
PDES, Bkmouarouu cuizeHadin 3 HeBiIOMOMO YaCTOTOIO; YacCTKOBE, pamnToBe,
THMYacoBe abo NocTiliHe 3HMKeHHS a60 BTpaTa 30py 0HOIr0 oka abo 000X oyeii.
Axmo Bu Binuynu panrtose smmkenns a6o BTpaTy 30py, NPHNHHITE NpHiiMaTH
I'pannizam ta neraiino 3BEPHITHCH 10 CBOT0 JiKaps (IUB. TaKOXK posnin 4).
HoBinomnanocs npo tpusani Ta 1HOZi 6oticHi epekii y 4omoBiKiB mics npuiiomy
cunnenadiny. ko y Bac epexuis, sxa TPUBa€ Oe3MepepBHO MPOTATOM GLIbII Hisk
4 TonvH, NPHNHHITD npukiMatd I'pannizgam ta meraiino 3BEPHITBCH 10 CBOro
JiKapst (IMB. TaKox po3ain 4).

Ocobnusi pexomendayii ons NAayicHMIé 3 3aX80PI08AHHIMU HUPOK abo neyin o
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Jlkuro y Bac € 3axBoproBaHHs HUPOK a00 MeYiHKH, ITOBIIOMTE TIPO I1€ CBOTO IiKaps.
MoxnBo, 103a npuioMy MoBHHHA OYTH CKOPUIOBaHa.
HiTu
I'panmizam He ciig 3acTOCOBYBATH B Tepariii aiTed 10 1 poky.
Inmi gikapebki 3aco6u Ta I'pannigam
ITosizomre cBoro nikaps abo dapmariesTa, sKio Bu 3acTocoByeTe, 3aCTOCOBYBAIH
paniure a6o MOx/MBO OyeTe 3aCTOCOBYBATH Oyab-sKi JiKapchKi 3aco0H.
- Jlikapchki npenapaTy, 1o MICTATH HiTpaTH, abo JOHOPH OKCHIY a30TY, Taki SIK
aminHiTpaT («ronepcu»). Ili npemapatd 4acto mNpusHayaTh AN KYIipyBaHHS
cTeHoKapzii abo «bomo B rpyasx» (quB. posain 2. Bam He cnim 3acTocoByBatH
['pannigam)
- IloBinomre cBoro nikaps aGo ¢apmauesra, sk Bu Bke 3aCTOCOBYETE
pHOLIUTYAT.
- Meronu nikyBaHHs JereHeBoi rinepTensii (Hanpuknan, GoceHTaH, inomnpoct)
- Jlikapceki 3acobu, mi0 MicTATh 3BipoGil (mikapcekuil 3aci6 pociHHHOIO
TMOXOJUKEHHA), PU(aMIILUMH (3aCTOCOBYETbSI Ul JIKYBaHHS OaKTepialbHHX
iH(peKUi), kapbamasenin, deHiToiH Ta ¢eHoGapbitan (3acTOCOBYEThCS, cepen
IHIIOTO, /IS JIIKYBaHHS erienciy)
- Jlikapchki 3ac00H 17151 po3pimKeHHst KpoBi (Hanpukian, BaphapiH), X0ua BOHH He
CIPUYMHMIIH JKO/IHUX HeOaKaHUX sBUILL.
- Jlikapcpki 3aco0u, 10 MiCTATH €PUTPOMILNH, KIAPUTPOMIIINH, TeTiTPOMILUH
(aHTHOIOTHKM, SKi 3aCTOCOBYIOTBCS [UIs JIIKYBaHHS IEBHHX GaKTepianbHHX
iH(peKUiH), cakiHaBip (a1 nikysauus BIJI) a6o medasomon (mus TKyBaHHS
TNCUXIYHOI [Iempecii), OCKINBbKM, MOXIMBO, /032 NPHIOMY IOBHHHA OyTH
CKOPHIOBaHa.
- Tepanis  anbQa-GrokaTopoM (HampHKIal, MOKCA303UH) s JIKYBaHHSA
NiIBUIIEHOTO apTepialbHOr0 THCKY abo MNpo6aeM 3 poCTATON, OCKITBKH
KOMOIHALIsA JBOX JIKAapChKMX IIpenapaTiB Mo BHKIHKATH CHMIITOMHM, IO
NPU3BOJATE JIO 3HMKEHHS apTepianbHOro THCKY (HAaNpHKIaz, 3alaMOpOYeHHH,
NepeIHEITPUTOMHUHN CTaH).
3acrocyBanns I'panmigamy 3 ikero Ta HanmosIMu
He crin nuty cik rpefindpyra nix vac nikysanus I'panmigamonm.
BarirnicTs Ta nepioa roxysanns rpyauo
SIkuio Bu BariTHi abo romyere rpymmio Ta MoXKeTe 3aBariTHITH aGo NJIaHyeTe
HapOJKyBaTH AUTHHY, IPOKOHCYJILTYHTECH 3i CBOIM JlikapeM 4u hapMmalieBTa nepex
TI09aTKOM 3aCTOCyBaHHA INpemnapary. ['pannizam He ciij 3acTocoByBaTH MiJ dac
BariTHOCTI, OKpiM BUIMAJIKiB KpaiiHboi HeobxinHocTi. Ipamizam He cin npuiiMarTu
JKIHKam, sIKi MOXYTb 3aBariTHITH, He BPaXOBYIOUH 3aCTOCYBaHHS BIATIOBIIHHX
METO/IB KOHTpAIEI il
CIii IPUITMHUTH TPY/IHE BUTOJOBYBAHHS 3 IOYATKOM 3aCTOCYBAHHS I'panninamy.
I'pannizam ne cnix npuiiMaTy xiHkam, sKi roxyroTh I'PYAII0, OCKIJILKH HEBIJIOMO,
4H IpenapaT NPpOHHUKAE B IPYIHE MOJIOKO.
KepyBaHHst aBTOTPaHCIOPTHAMH 32¢00aMH Ta BHKOPHCTAHHS MAIIHH;
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I'panninam Mojke BHKJIMKATH 3alaMOpPOYEHHs 1 3JaTHWH BIIMBATH Ha 3ip. Bu
MOBMHHI ~ 3HATH CBOIO peaKUild HAa Mpemapar, mepum  Hik KepyBaTH
aBTOTPAHCIIOPTHUMH 3aC00aMH Ta BUKOPUCTOBYBATH MallIHHH.

I'panninam micTurs aakTo3y

Sxmo Bam mikap nosigomus Bac IIPO HEINMEPEHOCUMICTh Bamu neskux LYKPIB,
3BEPHITBCS 10 CBOTO JIiKapsl [epe/T 3aCTOCYBAHHSM 11bOTO JIKapChKOTO 3aco0y.

3. Sk caia 3acrocoBysaru panninam

Cuiz 3aBKIM 3aCTOCOBYBATH NpemapaT TaKUM YHHOM, K Bam TIPU3HAYUB JIiKap.
slxwo By He BeBHeHI B IbOMy, 3BEPHITHCS 10 CBOTO nikaps abo dapmarenTa.

JList jopocnx pekoMeH10BaHa /103a CTAHOBUTH 20 Mr TpHU4l Ha JIeHb (3 iHTepBaIoM
BiZl 6 10 8 romuH), mix vac ixi 4u HezanexkHO Bin IpUioMy TKi.

3acrocyBanns y aiteii Ta migmiTkis

Jna mitel ta mimmiTkiB y Bini Bim 1 pPOKy a0 17 pokiB peKOMeHIOBaHa m03a
CTaHOBUTH 10 Mr Tpudi Ha meHs Juis fiTei Ta mimmiTkis < 20 kr a60 20 Mr TPUYi Ha
JeHb JUIS AiTeH Ta miamiTkiB > 20 Kr, Mg gac ki 4 HezanexHo Bij IPUHAOMY 1KI.
Binbmi mo3m He ciin 3aCTOCOBYBAaTH y Tepamii aitedt. Lleii mpenmapar ciixg
3aCTOCOBYBATH JIMILIE y pasi 3acTocyBaHHs 20 Mr Tpuui Ha jeHb. IHmi JKapChKI
GopMu MOXKYTH 6YTH GiTbII TOUITEHUMH TS 3aCTOCYBaHHA nauieHTamMu < 20 Kr Ta
IHIIMMH MOJIOIIMMY Nalli€eHTAMH, SKi He 371aTHI KOBTATH Tab IeTKH.

Sxmo Bu 3acTocoByere I'pannizam y 6iabuiii KiJIbKOCTI, HiZK ¢JTij

He ciiz 3actocoByBau npemnapar y 6imbimiii kinbkocTi, Hixk Bam MPU3HAYUB JIKap.
Axmo Bu 3actocoByere mpenapar y Ginbuiiit KinekocTi, Hi’k Bam mpusnaueno,
HEraiHO 3BEpHITBCS 10 CBOrO Jjikaps. [Ipuitom I'pannigamy y Ginswmiit KinekocTi
HIXK CITiJZI, MOXe 301IbIIUTH PU3HK BiIOMHUX HeOaKaHUX SBHIIL.

Hxuro Bu 3a6yaun npuiinstu I'pannizgam

Axio Bu 3abynu npuitastu I'panmninam, npuiimite 103y, SK TiTbKH 3rajaeTe, Hagaui
MPOJOBKYHTE NpPUHAMATH Ipenapar y 3BUYaliHOMy pexuMi. He mnpuiimaiite
TOABIHHY /103y /sl TOTO, 106 KOMITEHCYBATH npuioM 3abyToi 103H.

Slxmo Bu npunununte npuiimatu I'paunizam

Panrose npunmuenns nikysanns I'panninamom mMoske IIPU3BECTHU 0 TOTO, 1110 Barmi
CHMITOMHU NocuiATbes. He npununsiite npuiiom I'pannizamy, sikimo Tineku Baw
Tpo II¢ He NMOBIIOMHTE Jikap. Bam jikap Moe 3MeHIIUTH Bamy nosy 3a xinbka
JIHIB 710 IOBHOTO NMPUIUHEHHS TiKYBaHHS.

Jxmo y Bac BHHHKHYTH JONATKOBI 3amMTaHHS IIOZ0 3aCTOCYBAaHHS I[bOTO
Tpenapary, 3BepHiThCs 10 CBOro Jikaps abo dapmaresTa.

4. MozxauBi HebaxaHi ssBHIIA

Ak 1 iHwi mikapeeki 3aco6u, 1eit 3aci6 Moske BHKIHKATH HeGaxaHi ABHINA, X04a
BOHHM BUHHKAIOTh He y BCiX.

Axuo y Bac BuHHKII0 Gy/ib-siKke 3 mepeiueHnx HeGaKaHux SIBHIIL, CIILJ MPUTTMHUTH
npuiom I'panninamy ta HerailiHO moBimoMuTH PO 1I¢ CBOTO JKaps (AMB. TAKOX
poamiin 2):

- AKmo y Bac cnoctepiraetbcs panToBe 3HMKEHHS a60 BTpara 30py (4acrora
HeBizoMa)

b
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- sku1o y Bac epekuis, sika TpuBae Oe3nepepsHo Ginbiie 4 roaud. [TosigoMisiocs
Mpo TpHBaii Ta iHoAl OoJicHI epekuii y JOJOBIKIB micis npuiioMy cuiaeHadiny
(uacToTa HeBigOMA).

Jlopocai

Jy»xe vacti HebaxaHi suia (MoskiuBi y > 1 13 10 nauieHTiB) BKIIOYATH: TOJIOBHHIM
Oli1b, I04YEPBOHINHA 0OIHYYA, IIOPYIICHHS TpaBJeHHs, Aiapes Ta 6inb B pykax abo
HOTax.

Hacti nebaxani sBuma (Moxuei y 1 i3 10 mauieHTiB) BKIHOUYAIX: NiAMIKipHY
iH(peKUio, TpUNONoniOHI CHMITOMHM, 3amalleHHs Ma3yX, 3MEHIIEHHS KiTbKOCTi
CPUTPOLMTIB (aHeMis), 3aTpPUMKA PiIMHM, TPYOHOLII 3i CHOM, TPUBOXKHICT,
MIrpeHb, TPEMTiHHS, BiI4yTTs OKOTIOBAHHS, I€YiHHSA, 3HUKEHE BiAUYTTS JOTHKY,
KpOBOTEYA B 3aJHil YaCTHHI OKa, BIUIMB Ha 3ip, TOMYTHIHHS 30py Ta YyTAUBICTh J0
CBITJNA, BIUIMB Ha KOJBOPOBHI 3ip, pO3ApaTyBaHHA Ouell, 3aKpUBaBJIEHHS
OueH/TIOYePBOHIHHSA ovell, BepTUIOo, OPOHXIT, KPOBOTEYA 3 HOCA, HEXUTh, Kallellb,
3aKJIJICHICTh HOCa, 3amajleHHs IUTyHKa, FaCTPOCHTEPHT, TIeUisi, reMOpoi, 3y TTs
KUBOTA, CYyXICTh y pOTi, BUIANiHHA BOJIOCCS, IMOYEPBOHIHHA IIKIpH, HiYHA
MITINBICTH, Olb y M’3aX, 6iNb y CIIHHI Ta MIABHINEHHS TeMIepaTypH Tina.
Heuacti neGaxani siBuma (Mosxmusi y 1 i3 100 mauieHTiB) BKIIOYATH: 3MEHIIEHHS
TOCTPOTH 30Dy, ABOIHHS B OYax, HENPHEMHE BiUYTTS B 04aX, CTATEBAa KPOBOTEYa,
HasIBHICTH KPOBi y criepmi Ta/abo ceui Ta 36iiblIeHHS rpyeH y YOIOBIKIB.

3 HEBIIOMOIO YaCTOTOIO MOBIAOMIIANOCS TAKOXK PO LIKIPHI BUCHTIAHHS Ta PAITOBE
3HIDKCHHS YH BTpaTy CJIyXy Ta 3HMXKEHHS apTepialbHOro0 THCKY (4acToTy
HEMOJKJITMBO OLIHUTH 33 HASSBHUMH JaHUMH).

JIITH Ta DU TKY

IoBinomnsnocs npo HacTynHi yacTi cepifosni HeGaxani spua (MosxTHBi y 1 i3 100
MAUi€HTIB):  NHEBMOHIf, CepLeBa  HEIOCTAaTHICTh, npaBobiuna ceplesa
HEJIOCTATHICTb, CepUeBHH IIOK, BUCOKHMII apTepiallbHuii THCK y JIereHsx, 6ilb y
TPYAsAX, HENPHUTOMHICTb, pecripaTopHa iHQeKuis, OpoHXIT, BipycHa iHbeKuis y
ITYHKY Ta KHIICYHUKY, IHDEKIiT Ce40OBUBITHUX LIISAXIB Ta 3yGHMX I1OPOKHHH.
Hacrymnni cepiiosni HebaxaHi IBHINA BBAXAIKCSA [10B’I3aHIMH 3 JIIKyBaHHSM i Oynu
HewacTHMU (MoxiuBi y 1 i3 100 mauienTiB): anepriuda peakiis (Hampukian,
WIKipHUH BHUCHII, HAOPAK 06NMMuHs, ry6 | s3uMKa, XpUIH, YTpyAHEHe NUXAHHS 4H
KOBTaHH), CyZAOMH, HEperyjispHe CepleOHTTH, INOpYIIeHHS CIyXy, 3aiHLIKa,
3allaNeHHs TPABHOTO TPAKTY, XPUIIH BHACITIIOK TIOPYIIEHOTO [OBITPSAHOTO TTOTOKY.,
Hyxe vacti Hebaxani aBuma (MokuBi y > 1 i3 10 namieHTiB) BKIFOYAIN: TONOBHMI
Oinb, GinoBanHs, iH(eKIiiiHe 3aXBOPIOBAHHS Topia, THXOMAHKY, niapero, TPHII i
HOCOBY KpOBOTEYY.

Hacri Hebaxani sBuma (Moxmusi y 1 i3 10 mamientis) Brmrouany: HYJIOTY,
MOCHJIEHHS €PEeKIIi], THEBMOHIIO Ta HEXKUTh.

IMoBinomenns: npo nebasxani sBHMIA

Y BUIaAKy n0sBM HeGa)aHOTO SIBHLLA OBiIOMTE PO Lie CBOTO nikaps, hapmareBTta
abo mezicectpy. TakuMH sIBUIAMH MOXKYTh OYTH 1 BiIMiHHI Bl 3a3HaYeHIX y LBOMY
muCTKy-BKanum. [lpu nosinomnenni npo Hebakani seuma Bu  crpusiere
OTPHMAHHIO 101aTKOBOT iHpopMmallii 11010 Ge3reky 1bOro TiKapchbKoro 3aco6y.
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Y Benukiii bputanii — Bu MoxeTe mOBiZOMHTH mnpo HebaxkaHe SBHIIeE
Oe3nocepeIHBO yepes Yellow Card Scheme, BeO-CalT:
www.mhra.gov.uk/yellowcard.

B Ipnanzii — Bu moxere nopizoMuTi npo HeGaxkaHe siBulie Ge3nocepeHbo depes
HPRA Pharmacovigilance

Earlsfort Terrace, IRL - Dublin 2

Ten.: +353 1 6764971

Daxc: +353 1 6762517

Beb6-caiT: www.hpra.ie

Enexrponna nomra: medsafety@hpra.ie.

Ha Manbti — Bu MoskeTe noBifoMuTH rmpo HeGaxaHe sBuIle Ge3nocepeiHbo epes
ADR Reporting,

Be0-caiiT: www.medicinesauthority.gov.mt/adrportal.

5. SIx cain 36epiratu I'panninam

30epiratv y HeZOCTYITHOMY I AiTel Miclii.

He 3acTocoByBatu nikapchkuii npenapar micis 3aBepIueHHs TepMiHy IPHIATHOCTI
(BXKMTH J10), BKa3aHOTO Ha KapTOHHIHN yrnakoBLi Ta Ha 6mictepi. {aToro 3aBEePIICHHSA
TEPMIHY NIPHAATHOCTI € OCTAHHIM J€Hb BKA3aHOTO MiCSLIs.

Hanuii ikapcrkuit 3aci6 He moTpeGye 0cOOGIUBUX YMOB 36epiraHHs.

Jlikapceki 3acobu He CITi BHJIMBATH B CTiYHi BOAM ab0 BHKHIATH 3 1o0yTOBUM
cMiTsM.  TIpokoHCynbTylTech 3 (apManeBTOM WIOMO TOro, SIK IPABHILHO
YTHII3YBAaTH JiKapchKi 3acobu, siki Bam Ginbiue e noTpidui. Taki 3axonu criprsioTs
3aXHCTY HaBKOJHIIHLOTO CEPEeIOBHILA.

6. Bmict ynakoBku Ta inma indopmaunis

Cxuaa npenaparty I'pannigam

- Hlitouoro pesosuHoIO € cunfenadin. Kosxua Tabrerka mictuts 20 Mr cunacHagiTy
(y BUIIIAI] TUTpATY).

- Inmi inrpegienTu:

JAnpo TabneTKM: Iemrona03a MIKpOKpPHMCTANiyHa, KalbLiio rigpored ¢ocdar
Oe3BO/IHMIA, HATPiI0 KPOCKapMeIIo3a, rinmpoMeniosa (Scp) (E464), marniro creapar
ITniBkoBe MoKpuTTS: rimpomernosa (15¢p) (E464), tuTany aiokeun (E171), nakrosu
MOHOT1IpaT, TPHALIETHH.

3oBHimmii Burasg npenapary Ipannizam ta Bmicr YIAKOBKH

Tabnerku, BKpuTi N1iBKOBOIO 060J10HKOI0, Bi Ginoro 10 Mmaiixke GiToro KOJIbODY,
Kpyrii, ABOOTYKI, 3 THCHeHHsM «20» Ha OIHil CTOPOHI Ta IiameHbKi 3 iHIIOL
CTOPOHH.

['panmigam TabneTkn, BKPHUTI IUIIBKOBOIO 060J0HKOM0, 20 Mr BUITYCKAIOTECS Y
Guictepnux ynakoskax 3 [IBX/amoMinieBoi hosru, mo mictsTs 90 TabJIeTOK, Ta y
OGuicTepnmx ynakoskax 3 3 [IBX/anominieBoi honbru, mo mMictats 300 TabreTok.
Ha puHKy MOXyTh OyTH IpeACTaBIeH] YIIAKOBKH He BCiX PpO3MipiB.

Baacnuk peecrpauiiinoro nocBiguenns

Axkxopn Xeinckea Jlimiten/ Accord Healtheare Limited

Ceitmx Xayc, 319 Ilinrep Poyn, Hops Xeppoy, Minanecexe, HA1 4HE/ Sage
House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF

Benuka bpuranist/ United Kingdom o
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Bupoouuk

Axxopn Xenckea Jlimiten/ Accord Healthcare Limited

Ceiimx Xayc, 319 Ilinnep Poyn, Hops Xeppoy, Minmnecexc, HA1 4HF/ Sage
House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF

Benuka bpuranis/ United Kingdom

Pepakuis upboro MucTka-BKJAaAHIIA BOocTaHHE OyJ1a neperasinyTa 11/2016.
HeranpHa indopmaltis npo 1eit npemapar gocTynHa Ha BeG-caiiTi €Bporneifchkoro
areHTCTBA 3 JIKapchbKHUX 3aco0iB: http://www.ema.europa.eu.

Ha maxem makosc naneceni mexniuni ROHAUKU Ma 6KA3I6KU 6UPOOHUKA, 110
CHIOCYIOMbCA 1020MUNY, WMPUX-KOOY

INPOO1
10 1293 0 670733

Heii doxymenm nepexnadeno na yxpaincvxy mosy nepexiadauem beanapan Anuyw Apynnonieno%‘
(670733) dara: 30-09-16, 03-10-16 N



Ilepexnan nuerka-praaauma: Indopmania 119 naunienra

I'pannigam,
Ta0JeTKH, BKPUTI IVIiIBKOBOI0 000/10HKO010, 20 MT
Cunnenadin

YBaKHO NPOYMTAHTe el JHCTOK-BKIAJMII Nepel THM, SIK PO3MOYATH
3aCTOCYBaHHsl Mpenapary, OCKIILKH BiH MiCcTHTHL BadJIMBY Jas Bac
indopmauiro.

- 30epiraiiTe Ued NMCTOK-BKIAQMII 7 TOTO, 10O TEPeYHTaTH HOTo y pasi
HeoOX1THOCTI.

- Slkio y Bac BUHMKAIOTh TONATKOBI 3alUTAHHS, 3BEPHITHCS 0 CBOTO nikaps abo
(hapmarieBTa.

- Le#t nixapcpkuit 3aci6 npusHadenuit mume mis Bac. He nepeaaBaiiTe HOro iHIIKUM
0co0aM, OCKINBKHM BiH MOXe 3aBAaTH 1M IIKOIH, HABITh SKIIO B HUX Ti cami
CHMIITOMHM XBOpOOH, 1110 i y Bac.

- Jxmo y Bac BumMknu HeGaxkaHi sBUINA, 3BEpHITHCS 10 CBOTO nikaps abo
dapmanesra. lle crocyerhes i HeGaaHnX SBHLI, He BKA3aHUX B LbOMY JTUCTKY-
BKJIaaui. JIuB. posuin 4.

Sxa indopmanis HaBeleHA B LLOMY JIHCTKY-BKJIAXHILI

1. Io Take I'parninam i 47151 40ro #oro 3acTOCOBYIOT.

2. Lo cix 3HATH Iepe/l MOYAaTKOM 3aCTOCYBAHHS TIPeNapaTy ['panmigam.
3. Sk cnin 3actocoByBatu I'panmigam.

4. MoxnuBi HebaxaHi ABUIIA.

5. Sk cnin 36epiratu ['panmigam.

6. BmicT ynakoBxk# Ta inma indopmaris.

1. lllo Take 'pannizam i 115 yoro ioro 3aCTOCOBYHOTDH

I'pannigam mictuts nirody peuoBHHY cuinneHadin, 10 HaIEXHUTh 0 TIPYIH

JIKApChKUX 3aco0iB, SKY HA3MBAIOTH inribitopamn docdosiectepasy Tumy 3
(PDES).

I'panninam 3HIKye apTepianbHuit THCK y JIereHsx, PO3LIMPIOIOYH CYAHUHU B
JNereHsx. I'panmigaM 3acTocoByeThCs st JTiKyBaHHS JIOPOCIHMX, AiTeH 1 MmiuliTKiB
BiZ 1 mo 17 pokiB 3 miABHINEHHM apTepialbHUM THCKOM Yy CyAWHax JIereHiB
(rerenesa apTepianbHa rineprensis).

2. Ilo ci1if 3HATH nepe]1 MOYATKOM 32CTOCYBAHHS npenapary I'panniaa
~ 7
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Bam ne caia 3actocoByBatu I'pannigam:

- 3a HasBHOCTI aneprii Ha cuwineHadin abo OyAb-sKUMH IHIKMHA KOMIIOHEHT LbOIO
npemnapaTty (Iepeiik MICTUTBECS Y po3aiil 6).

- aK1o Bu npuiimaete nikapcebki 3aco0u, 110 MICTSTh HITpaTH, a00 JTOHOPH OKCHITY
a3oTy, Takl sIK aMinHITpar («mommepcy). Lli mpemapaTi yacTo MpU3HAYAIOTEH IS
noJiermeHHs 6omo B rpyasx (abo «crenokapnaii»). ['pannizaMm Moxe CIpUYUHUTH
cepiiozHe nocuiaeHHs edexTiB UX JiKiB. SAkiqo Bu 3actocoByere Oyab-siKui i3 ux
npernapariB, IIOBIZIOMTe MPO 1ie CBOEMY Jikapio. SIkiio Bu He BreBHEHI B 1bOMY,
3BEPHITBCSA JI0 CBOTO JIiKaps 4d (apMaiesTa.

- ko Bu npuiimaete piowwryat. 1leit nmpemapat 3acTOCOBYETBCS IS JTIKYBaHHS
JIETeHEBOI apTepianbHOI TrinepreH3ii (ToOTO BUCOKOr0 apTepiaJbHOTO THCKY B
JIETeHAX) Ta XPOHIYHOI TpoMOOeMOOITiYHOT JIereHeBoi rinepreHsii (TOOTO BUCOKOTO
KPOB'SsHOTO TUCKY B JIET€HSX, IO € HACIIIKOM yTBOpeHHs TpombiB). BusiBieHo, 1o
inribitopu PDES, taki sx cunnmeHadin, MOCHIIOIOTH TMIMOTEH3UBHY [iF0 I[LOTO
npenapaty. Skmo Bu mnpuiiMaete piomuryat abo He BIEBHEHI MIOAO ILOTO,
[IOB1IOMTE CBOEMY JTiKapio.

- sakmo Bu HemonaBHo nepenecnu iHCyneT, iH(apkT abo y Bac Baxke
3aXBOPIOBAHHS [IE41HKH, a00 Jy’Ke HU3bKHit apTepianbauii Tuck (<90/50 MM pr.cT.).

- Ko Bu mpuiimMaeTe mpenapaTH A JTIKYBaHHS IPUOKOBHMX IH(EKLIH, Taki sk
KeTOKOHa30s1 abo iTpakoHa3os, abo mpemapatd, LI0 MICTATh PUTOHABip (IS
nikyBanus BIJT).

- K10 By konm-HeOy b BTpavany 3ip yepes npobieMy IPUIIMBY KPOBi 10 OYHOTO
HCPBa, MO Ha3HWBAE€TbCA HEAPTEPHUTHYHON MEepeIHBONO 1IIeMIYHOO OIITUYHOK
nesponariero (NAION).

3acrepeskeHHs Ta 3an00iXkHI 3aX01H

IIpokoHcynbTy#iTech 3i CBOiM IikapeM 10 IO4YAaTKy 3acTOCYBaHHS MNpemapaTy
['panninam, sxmo Bu:

- Ma€Te 3aXBOPIOBAHHS, [I0B’A3aHE 13 3aKyIOPEHOI0 a00 BY3bKOIO BEHOIO B JIETeHsX,
a He 3aKyIopeHoI0 ado BY3bKOIO apTepiero.

- Ma€Te Cepio3He cepleBe 3aXBOPIOBAHHS.

- Maere 1pobiieMu 3 HACOCHUMM Kamepamu Bamoro cepus
- MA€Te BUCOKHUH apTepialbHUI THCK Y CYJWHAX JIereHiB.

- Ma€Te HU3LKHH apTepiaIbHUH THCK Y CTaHI CIIOKOIO.

- BTPAuacTe BEIHKY KiJIbKICTb PiIMHH B OpraHi3Mi (3HEBOJHEHHS), 110 MOXKE OyTH
CIPUYMHEHO TUM, 110 Bu Garato noTiere abo He BXKHBA€Te JOCTATHIO KiJIBKICTh
pinuny. e Mosxke OyTH 0B’ A3aHO 3 TMXOMAHKOIO, GIIOBAHHSIM 260 niapee

(673735) Hdara: 08.02.17



- MaeTe piKICHE CTIa/IKOBE 3aXBOPIOBAHHS OYel (MirMeHTHHMIL peTHHIT).

- MacTe IOPYILICHHS €PUTPOLHTIB (CCPIOBUAHOKTITHHHA aHeMis), pak KJIITHH KpoBi
(meiikemisi), pak KICTKOBOTO MO3Ky (MHOKHHHA Mienoma) abo Oymap-ske
3aXBOPIOBaHHSA 4 1eOpMallilo CTATEBOTrO YjeHa.

- Hapasi MaeTe BMPA3Ky LUIYHKA, TMOPYIIEHHS 3rOpTaHHS KpOBi (Hampukan,
reModiitro) abo HOCOBI KpoBoTeHi.

- IPUHMaETe JIKapChKi 3aC00H BiJl epeKTHIBHOT THCHYHKLIT,

IIpu 3acrocysanHi inri6itopis PDES, y ToMmy wncii CUIIIeHaLIy, VIS JiKyBaHHS
epekTuIbHOI mucdyHkuii y gonosikis (EJI), mosimommsmocs PO Takl MoOiyHi
edexTi 3 60Ky OpraHy 30py 3 HEBiJIOMOIO YACTOTOKO: YACTKOBE, panToBe, THMYacoBe
a0o 1mocTilHe 3HMKEHHsI FOCTPOTH 30py Y BTpara 30py 0JHOTO OKa abo 000X oyeii.

Sxmo Bu Biguymu panTtose 3HMKEHHS a6o BTpaTy 30py, NPHNHHITE NpHAMATH
I'pannizam ta Heraiino 3BepHiTHCS 10 CBOIO JiKaps (IMB. TAaKOK po3min 4).

Iosimomnsnocst mpo TpuBani Ta iHoai 6omicHi epeKIii y 40JI0BIKIB micis npuiiomy
cunpenadiny. Sxmo y Bac epexuis, sika TpuBae Oe3nepepBHO NPOTAroM GiTbLI Hik
4 roauH, npunuHiTE npuiiMmatn Ipannizam Ta Heraiino 3BEPHITHCH 10 CBOro
JiKaps (IMB. TAKOX po3ain 4).

Ocobauei pexomendayii ons nayicnmie iz 3ax60plO6AHHAMU HUPOK abo neyinku

Akmo y Bac e 3axBoproBaHHA HHPOK a6o NEYiHKH, TOBIJOMTE IIPO 1€ CBOEMY
nikapio. MOXIMBO, 03a Mpenapary NoBHHHA OyTH cKOpHroBaHa.

Hiru
I'panninam He clix Mpu3HayaTH iTaM 710 1 POKY.
Inwi nikapepki 3acoou Ta I'panninam

ITosimomre cBoeMy mikapio a6o dapmanesty, skmo Bu 3aCTOCOBYETE,
3aCTOCOBYBaNTH panime abo, MoxIHBO, Gymere 3aCTOCOBYBaTU Oynb-siKi 1HII
JIIKapChKi 3aCO0H.

- Ilpenapaty, mo Mictsarte HitpaTu, a6o AOHOPH OKCUIY a30Ty, TaKi sIK aMiHiTpaT
(«momepceuy). Lli 3aco6u yacTo [IPH3HAYAIOTE AN IIOJIETINEHHS CTeHOKapAii abo
«0oim0 B rpymsx» (muB. posmin 2. «Bam He crin 3acTocoByBaty [ panmigam»).

- IloBizmomTe cBoemy nikapio a6o (apmarneBTy, skmo Bu Bke 3aCTOCOBYETE
plouuryar.

- Ilpemapatu s nikyBaHHsS TereneBof rineprensii (Hanpukman, GoceHTawm,
inompocr).

- Jlikapcbki 3aco6u, o MicTSThH 3BipoOiii (Ipenapar pocIUHHOrO MOXO/KeHHS ),
puaMIinuH  (3aCTOCOBYeTECS IS TKyBaHHs GakTepialbHUX  iH( Ii#),
—
/‘
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kapbamasenin, deHiToiH Ta deHoGapbitan (3acTocoByeThCs, cepel IHIIOTO, s
JNIKYBaHHA erinerncii).

- JTikapchKi 3ac06m JUIst po3pizkeHHs KpoBi (Hanpukiaj, Bap(MapuH), X0ua BOHH He
CIPHUYHHAIHA KOTHUX HeOaKAHUX SBHIIL.

- Jlikapchki 3acobu, mo micTaTh epuTpoMilmH, KJTApUTPOMILIHH, TEeTiTPOMIIHH
(aHTHOIOTHKH, sKi 3aCTOCOBYIOTHCS Ui TIKYBaHHA TEBHHUX OaKTepialbHHX
iHQeKui), cakpinaBip (ana nikysamus BLJI) a6o Hehazo0H (uis JiKyBaHHS
TIICHXIYHOT Jenpecii), OCKiJIbKHM, MOKIHMBO, 103a npenapary IIOBHHHa OyTH
CKOpPHUIOBaHa.

- Tepamis ansga-Groxkaropom (Hampukiaz, JAOKCAa303MH) NS JIIKYBaHHS
MiJBUIIEHOTO apTepialbHOrO THCKY a6o npodJieM 3 TPOCTaTOl, OCKIJIBKH
KOMOIHAIIis 1BOX JTIKAPCHKUX 3aC061B MOKe BHKITHKATH CHUMIITOMH, 110 IPU3BOIATH
A0 3HWJKEHHS  apTepialbHOr0  THCKY  (HampHKiIaj, 3alamMoOpOYeHHs,
[ePEeTHETIPUTOMHUH CTaH).

3acrocyBanusi I'paunigamy 3 izkero ta Hamosimu
ITin wac nikyBauus ['paHmizaMoM He ci1ix mutu rpeingpyToBHii Cik.
BariTHicTh Ta nepioa rogysanus rpyamo

Axmo Bu BariThi a6o roxyere rpymmro, BBaXaeTe, mo MoKeTe OyTu BaritHOM0 ab0
TUIAHYETE  HAPOIKYBATH JIMTHHY, MPOKOHCYIbTYHTeCh 3i cBOIM mikapeM um
(hapmaLeBTOM Iepe] [OYATKOM 3aCTOCYBAHHS npenapary. ['panmizam He cumif
3aCTOCOBYBATH IMiJ 4ac BaTiTHOCTI, OKPIM BHIAAKIB HATaILHOI HEeoOXiTHOCTI.
I'panninam He ciix mpuitmaT sxinkam, siKi MOXYTh 3aBariTHITH, SKIIO BOHHU HE
3aCTOCOBYIOTh BIAIIOBINHI METOAN KOHTpPALIEIILL].

I3 movyarkom 3actocyBanus I PaHMiIamy CJIiJl IPUIIMHUTH TPYIHE BUI'OZJOBYBaHHS.
I'pannigam He ciix npuitmMati xkinkawm, sxi FONYIOTh IPYA/IIO, OCKITIBKH HEBIZOMO,
YH [IPOHMKAE TMperapaT B IpyaHe MOJIOKO.

Kepysanus Tpancnopranmu 3aco6amu ta KOPHCTYBAaHHA MeXaHi3MaMHu

['panmizam MoXe BHKIMKATH 3aIIaMOPOYeHHs | 31aTHME BruMBaTH Ha 3ip. Bu
MOBUHHI 3HATH CBOIO PEaKLilo Ha Npenapar, NepLI HiK KepyBaTH TPAHCTIOPTHUMH
3ac00amu Ta BUKOPHCTOBYBATH MEXaHI3MH.

I'panninam micturs nakTo3y

SAxkmo Bamr nikap nosimomus Bac PO HENEPEHOCHMICTE Bamu nesikux 1ykpis,
3BEPHITHCS 10 CBOTO JIiKaps Tepe; 3aCTOCYBAaHHAM LIOTO JIIKAPCHKOTO 3ac00y.

3. 51k cain 3acrocoByBaTn I'panninam

Crin 3aBxm 3actocoByBaTn npenapat Tax, sk Bam npusnauus nikap. Axmo Bu e

BIICBHEHI B IIbOMY, 3BEPHITHCS 710 CBOTO nikapst abo papmanesTa. —
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Jnst fopociix peKoMeH10BaHa 103a CTaHOBUTEL 20 M Tpuyi Ha 106y (3 1HTEpBaIOM
BiZ 6 10 8 roaun), mia vac ki 4 HesanexkHo Bij mpuitoMy Ki.

3acTocyBanus y aiTeii Ta miaaiTKir

Hns nirteit ta mimmitkis y Bimi Bim 1 poxy mo 17 pokiR pekomeHzoBana mo3a
cranoBuTh 10 Mr Tpuvi Ha K00y I aiteit Ta miutitkie < 20 kT 260 20 Mr TpU4i Ha
100y st miTedt Ta mimmiTkiB > 20 KT, mix yac DI UM He3anekRHO Bin npuiioMy Txi.
binbuii no3u He cmin 3actocosysarM y Tepamii mirteit. [leit mpernapar  CJnij
3aCTOCOBYBATH JIHLIE y pasi noTpebu y 1031 20 Mr Tpudi Ha 1006y, [Huri JKapChKi
GopMu MOXKYTh 6yTH GBI TOUITEHAMMU IS 3aCTOCYBaHHA nauieHTamu < 20 xr ta
IHIIMMH MOJIOJIUMMM TIAIiEHTAMH, SIKi He 3/aTHi KOBTATH TA6IeTKHL.

SAximo Bu npuiinsiin Ipannigam y 6inbmiii kisbkoeTi, Hisk c/1in
He tpeba 3acTocoByBati npenapat y Ginbwriii KinbkocTi, Hix Bam TIPU3HAYUB JIiKap.

Axuro By npuiinsmm npenapar y 6inbIiii kinskocti, Hixk Bam IIPU3HA4YE€HO, HETaiHO
3BEPHITBCS 110 cBOTO Jikaps. ITpuitom I'panmizamy y Ginbuiiii kKinbkocTi, Hixk cig,
MOJK€ 30LIBIINTH PU3HK BiIOMHX HeOaKAHUX SBHMIIL.

SIxkwmo Bu 3a0yan npuitnsta pannigam

Axmo Bu 3a6ynu npuitasti 'panmizam, npuitvits J03y Ipenapary, sK TiJIbKH
3rajiaere, i Hajaal IPOJOBKYITe MpUitMaTH npernapar y 3BH4ailHomMy pexumi. He
NpuiMaiiTe NOABIHHY 03y LIS TOTO, 06 KOMITEHCYBaTH npuiioM 3a0yToi 103H.

Sximo Bu npunununte npuiimatu I'pannigam

PanroBe npunuHenHs nikyBanus I'panmizamom moxe MPU3BECTH 10 TTOCHIIEHHS
Bamx cumnromis. He npununsiite npuitom ['pannigamy, sikio tinbku Bam me
[IOpeKOMeHye 3p00OHTH e Jikap. Baw iikap Moske 3MeHIIHTH Bamy no3y 3a kinbka
JUHIB 10 TIOBHOTO IIPUIIMHEHHS TiKyBaHHS.

Axmo y Bac BHHHKHYTH [10JaTKOBI 3alMTaHHA OO 3aCTOCYBaHHSA LHOIO
pemnapary, 3BepHITLCS 10 CBOTO Jlikaps abo (papmaiesTa.

4. MoxauBi He6axani sBHLIA

Sk 1 Bel iHII Tikapebki 3aco6u, Lel 3aci6 MoKe BHKINKATH HeDakaHi SBUINA, X04a
BOHH BUHHUKAIOTh HE Y BCIX.

Aximo y Bac Bunmkim Gynb-ski 3 mepesideHux HeOaKaHuX SBHLI, CIII MPUITHHUTH
npuiiom I'paHmizamy Ta HeraifHO NMOBiTOMHTH PO we CBOEMY JIIKapIo (IUB. TAKOXK
po3ain 2):

- AKIo y Bac cmocrepiraethes pantose 3HmkeHHS 260 BTpaTa 30py (4acTtorta
HeB110Ma)
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- K10 y Bac epexkuis, ska TpuBae OesnepepsHo 6inbine 4 rogus. [ToBizomusiiocs
Mpo TpuUBaii Ta iHoAi Gomichi epexiii y wonoBikiB micas mpuiiomy cunaeHadizy
(vacroTa HeBiOMA).

Lopocni

Hysxe yacti nebasxani sBuina (MOXKIHBI y > 1 i3 10 nauieHTIB) BKIFOYAIM: rOJI0BHUIA
Ol1tb, OYEPBOHIHHS 06TMYYs, IOPYIIICHHS TPAaBNeHHS, fiapelo Ta 61k ¥ pykax a6o
HOrax.

Yacti Hebaxani sBMina (MOXTMBI y MeHm sk 1 i3 10 mamieHTiB) BKJIOYaH
HIDKYeIlepeliveni: MmiamkipHa iHQexuis, rpunononibHi cUMITOMH, 3amaneHHs
Masyx HOCA, 3MEHIICHHS KUIbKOCTI €PUTPOLMTIB (aHeMis), 3aTpUMKa piIdHH,
TPYAHOLLl 3i CHOM, TPUBOXHICTB, MIrpeHb, TPEMTiHHS, BiZdyTTs IIOKOJIFOBAHHS,
TCYiHHS, 3HMKEHE BITUYTTs JOTHKY, KPOBOTEYA B 3a/Hiil YaCTHHI OKa, BILIMB Ha 31ip,
TOMYTHIHHSA 30pY Ta YYTIHBICTE 110 CBITIIa, BITMB Ha KOMbOPOBHI] 31p, MOJIpa3HeHHs
O4eH, 3alaleHHs 04el/M0YePBOHIHHS O4el, BEPTHIo, GPOHXIT, KPOBOTEYa 3 HOCA,
HEKHTh, KallleNlb, 3aK/Ia[eHICTh HOCA, 3aNajleHHs LUTYHKY, TaCTPOEHTEPHUT, Medis,
reMOpO#, 31yTTS JKHBOTa, CyXiCThb Y pOTi, BUNIAAiHHA BOJIOCCH, [I0YEPBOHIHHSA
LIKIPH, HIYHA MTIUBICTB, 6116 ¥ M’s13aX, 61k Y CITHHI T4 [T ABULICHHS TeMIIepaTypH
Tina.

HeuacTti nebaskani siBuma (Moxusi B 1 i3 100 Nali€HTIB) BKIIOYAIN: 3MEHIIEHHS
FOCTPOTH 30Dy, JABOIHHS B 0O4YaxX, HENPHEMHE Bi4yTTs B Ouax, KpOBOTEYy 3i
CTaTE€BOI'0 OpraHy, HasBHICTh KPOBi y criepmi Ta/abo ceui i 36inbmeHHs rpyaen y
YOJIOBIKIB.

I3 HeBIOMOIO YaCTOTOI TOBILOMIIAIOCS TaKOXK IPO IIKipHI BUCHITH Ta panToBe
SHIDKEHHS YH BTPATy CIyXYy i 3HHXKEHHS apTepialbHOro THCKY (YACTOTY HEMOKITHBO
OLLHMTH 33 HAsIBHUMH JaHUMH ).

JliT Ta oiuTiTKR

ITosinomusiocs mpo Taki 4acti cepifo3Hi HeGaxkani sBHIIA (mMoxnuBi B 1 i3 100
MAalli€HTiB):  NHEBMOHIs, cepueBa  HEIOCTATHICTH, npaBoOiuHa  ceplieBa
HEJIOCTAaTHICTh, CEPLEBHH IIOK, BUCOKHH apTepiajbHUH THCK y JlereHsx, Oiuie y
TPYAsX, HENPUTOMHICTh, pecripaTopHa iH(pexuis, GpoHXiT, BipycHa iH}ekuis y
LITYHKY Ta KMIICYHHUKY, IHPEeKUil CeYOBUBIIHHUX LIIAXIB Ta 3yGHHUX OPOKHHIH.

Hmxuenepeniveni cepiiosni HeGaxaHi sBHINa BBaKANMCS OB S3aHHAMH 3
JNKyBaHHAM 1 Gy HewacTuMu (MosxtuBi B 1 i3 100 TMalicHTIB): ajepriyda peakiiis
(Hampwkman, MKipHUH BucHM, HabpsK OGmITYs, ry0 i s3UKa, XpUIH, yTpyIHeHe
AUXAHHS M KOBTAHH:), CYAOMHM, HEPEryJspHe CepueGHTTS, MOpyLIeHHS CIyXY,
3alMIIKa, 3aMAJICHH TPABHOTO TPAKTy, XPUIH BHACIIAOK IOPYIIEHH:A IIPUTOKY

IIOBITPSI.
.
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Hyxe yacTi HebaxaHi sBuIuA (MOXJITHBI y > 1 i3 10 manieHTIB) BKJIFOYAH: TOTOBHUI
Oinb, GiroBaHHA, iHeKUiliHe 3aXBOPIOBAHHS TOpIIA, IMXOMAHKY, Miapero, IPUI i
HOCOBY KpOBOTEHY.

Hacti HeOaxani sBuma (MoxnuBi y 1 i3 10 nauienTiB) BKTIOWAMM: HyHOTY,
MOCHUJIEHH €peKLi], THEBMOHIIO Ta HEXKUTb.

IToBinomiienHs npo nedaskaHi sBUIIA

Y BHNAAKY NOABM HEGaXaHOTO SBHUINA MOBIIOMTE TIPO Ile CBOEMY JiKapio,
dapmanesTy abo mencectpi. TakvMmu ABMIIAMH MOXKYTH OYTH i imHLi, OKpiM
3a3HAYEHHX y LbOMY JIUCTKY-BKIaauui. IToBinomisitoun npo Hebaxani suma, Bu
CIpPHSETE OTPUMAHHIO 0AATKOBOI iH(oOpMail mox0 Ge3Meku 1bOro MiKapehKoro
3aco0y.

Y Benukiii bpuranii — Bu Moxere nopimoMutH mnpo HebaxkaHe sBHINE
Oesmocepennbo  wepes  cucteMy  Yellow  Card  Scheme,  BeGcaiit:
www.mhra.gov.uk/yellowcard.

B Ipnannii — Bu MoxeTte noBinoMuTH npo HebakaHe sABUIIe Oe3mocepeHBO yepes
cucreMy HPRA Pharmacovigilance

Epncdopr Teppetic, Ipnanais — Iy6nin 2 (Earlsfort Terrace, IRL - Dublin 2

Ten.: +353 1 6764971

Pakc: +353 1 6762517

Beb-caiit: www.hpra.ie

Enextponna nomra: medsafety@hpra.ie.

Ha Marnbti — Bu MoxeTe moBiioMuTH TIpo HeGaxkaHe sBHIIe OesnocepeIHBO Yepes
cucremy ADR Reporting, BeGcaiir: www.medicinesauthority.gov.mt/adrportal.

S. Sk cain 36epiraTu I'pannigam
30epiraTv y HEZOCTYIIHOMY ISl AiTeif Miclii.

He 3acrocosyiite el nmpemapar micas gaTu 3aBepiieHHS TEPMIHY MPHIATHOCTI
(«BXUTH 10»), HaBeleHO! HA KapTOHHIM ynakoBui Ta Ha Omicrepi. JlaToro
3aBEpLICHHs TePMiHY NPUAATHOCTI € OCTaHHIH J€Hb BKA3aHOTO MicsAIIA.

Januii stikapcekuit 3aci6 He moTpeGye 0cOGIUBIX YMOB 30epiraHHsl.

Jlikapebki 3aco6u He Cilig BUMMBATH B CTiYHI BOJM aG0 BHKHUIATH 3 Mo0yTOBUM
cMiTTAM. [IpokoHcynsryiitech i3 dapmaneBToM 1010 TOro, SIK TPaBUILHO
YTHIII3YBaTH JiKapchki 3aco6u, ki Bam Ginbime He notpibui. Taki 3axoau crpusroTs
3aXHUCTY HaBKOJIMIIHBOTO CEPE/OBUILA.

6. Bmict ynakoBku Ta inwa indopmauis

Cxnan npenapary I'pannizam
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- [irogoro pewosuHoto € cuinaenadin. Koxna rabnerka mictuts 20 Mr cungenadiny
(y BUIIs4i LUTpaTy).

- Inwi inrpegienTH:

JAnpo TabneTku: nemonosa MIKPOKpHCTalidHa, Kanblito rigporeH ¢ocdar
Oe3BoaHuUH, HATPiIO KpockapMenosa, Tinpomernosa (Scp) (E464), Maruiio creapar.

I1niBkoBe mokputTs: rinpomernosa (15¢p) (E464), Turany miokcun (E171), naktosu
MOHOT1JpaT, TPHALIETHH.

3oBHiwniii Burasa npenapaty 'pannizam Ta BMicT ynakoBKH

TaOnerku, BKpUTI MIIBKOBOK 000I0HKOIO0, Bi 6i10r0 10 Maiike 6110ro KOJILOPY,
KpYTIli, IBOOMYKI, 3 THCHeHHsM «20» Ha OfHill CTOPOHI Ta IIajeHbKi 3 IHIION
CTOPOHH.

I'panminam, TabneTku, BKPUTI ILTIBKOBOKO 00010HKOW0, 20 M, BHIYCKAIOTHCS Y
OGnicTepHux ynakoskax 3 [IBX/amominieBoi ¢ponbru, mo Mictats 90 Taberox, Ta y
Gmicrepuux ynakoBkax 3 [IBX/amominieBoi domnbru, mo mictats 300 TabaeTok.

I'pannigam, TabIeTKH, BKPHTI MITIBKOBOIO 060JI0HKOI0, 20 MT, TaKOXK BUITYCKAIOThCS
y nepdopoBaHuX OZIHOZI030BHX OnicrepHux ynakoskax 3 IIBX/amrominieBol
(Goabry, mo Mictats 15x1, "90x1 Ta 300x1 TabIeToK.

e —

I

VY nponaxy MoxyTh OyTH I'IpeJ_ICTaBJIeHl YIIAKOBKU HE BCIX po3MipiB.
BiacnHuk peecrpauniiinoro nocBiguenns

Axkxopn Xenckea Jlimiten/Accord Healthcare Limited

Cetimx Xayc, 319 Ilinnep Poyx, Hops Xeppoy, Minmnecexe, HA1 4HF/ Sage
House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF

Benuka bputanist / United Kingdom

Bupoouunk

Axxopn Xeunckea Jlimiten/Accord Healthcare Limited

Cerimx Xayc, 319 Ilinuep Poyxa, Hops Xeppoy, Minnneceke, HA1 4HF, Benuka
bputanis / Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF,
United Kingdom

Penakuist uporo inceTka-BKIaAMIIA BOCcTaHHE OyJ1a neperasnyra 01.2017 p.

HeranbHa iHpopMaris npo uei npenapar nocTynHa Ha BeGcaifTi €BporeitceKoro
areHTCTBa 3 JIKapChKUX 3acobiB: http://www.ema.europa.eu.

INPOO1

(g’f/‘/’ ACALE S Cr77 W/’ﬂ& gf £€0 e 2 93 1673735

(673735) IlaTa 08.02.17 Ptz e /4%’: coc.



