Siug taking FURANTIL® if you experience conditions below

and inform {our physician or amg to the emergency

depariment of the ne_a_re? husg:ilull DI?TEI.Y: ]

® Sudden wheezing, difficully in breathing, swelling of the eyelids,

face or lips 6511 or itching (es;])eclcz"y in entire bo

* FURANTIL® may affect your lungs in a short period such as a

week, or yery slowly in el ernpuhenis. his condition may cause
ver, chills, cou?hmg and shoriness of breath,

. J?LL'lnd_ice) {yellowness on skin and sclera because of liver
stunction).

o Mot ol pinal cord may be damaged, leading dlferations

in sense of touch and muscle use. In udgition fo this, headache

exireme alterations jn mood, confusion, weakness and blurred

vision ey ooy Theso s cts may be severe and sometimes

irreversible (nonhealing).

® Increasing of infracranial pressure [thus, severe headache)

All of these are very serious side effects.

]f?rou have one o sse. Yo may need emergency medical

infervention or be hospitafized,

The color of our urine may change to yellow or brown after

using F RANTILE. This s complefely normal and there is no need

to quit the treatment.

If o recognize oy of the below, tell your physician:

¢ Nausea and headache

e Diarrhea

® Anorexia, sfomachache and vomiting

. Dlzzg‘uass drowsiness )

¢ Blood cells are affected in some pafients, and because of this

there may be some bruises, delays in bloo clonllgg, sore throat
ver, anemia and sensifiveness to common cold ‘or prolonged

common cold can be observed.

¢ Various skin eruplions or reactions were )

This condition muanesfggself as H(Iklnﬁ o )t]e skin, fever and

pain ccompanied by red rash or tac| g ia, and vesiculgr

rash. Other reactions include inflammafion of salivary gu_ndj

(causing facial pain) and pancredtic gland (severe abdomina

pain) and arthralgia.

= Short-ferm hair loss.

. Urinorrérccr infection caused by microbes not sensitive to

FURANTIL

IFyou encou?!er any side effect that is not included in this patient
information leaflet, inform your physician or pharmacist.

5. How to store FURANTIL®?
Keep FURANTIL® out of the sight and reach of children and in
its package.

Keep at room femperafure under 25°C, away from light.

Use in line wil iry date.
Do not use FURAI\?'JIS{&HH the expiry date on the package and
ister,

Product License Holder:
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FURANTIL® 50 mg CAPSULE

It is taken orally.

Each capsule contains; )

® Drug substance: 50 mg nifrofurantoin,

e Excipienis: Starch, talc (E553b), magnesium stearate ES?Z),
crascarmellose sodium, fitanium dioxide [E171), farfrazine FD&AC
yevow no:5 [E102), indigo carmine FD&C blue no:2 (E132),
gelatin (E447).

Please read this PATIENT INFORMATION LEAFLET before you
start to use the medicine, since it contains information that is
important for you.

° i{(er:\;:; this patient information leaflet. You may need fo read it
alel

r.

e If you have additional questions, please consult your physician
or pharmacist. : 7 i

e This medicine is prescribed for you personally, do not give it
fo ofhers,

* During the use of this medicine, tell your Ehysician that you
are u_iéng this medicine when you apply fo a doclor or a

ospital.

@ Please comply with the information in this patient information
leaflet exactly. Do not use hiﬁher o lower dose of the medicine
than the one recommended o you.

In This Patient InForngh’un Leaflet:

1. What is FURANTIL® and what it is used for?

2.Things fo iake info car(giderarian before using FURANTIL®?
3.How Io use FURANTIL®?

4. What are possible side éﬁecrs?

5.How o store FURANTIL®?

Topics are included.

1. What is {gumrm@ an vﬂml it is used far?
URANTIL® capsule is light-dark green and contains yellow
omogeneous powder. It is presented in

30-capsule packagings, each capsule contains 50 mg of
ni1mFuEgn%cir? Nitroturanfoin is an uﬁlibio_iic i Ejdused i the
prevention and treatment of the infections in the bladder and the
other parts of the urinary tract.

2. Things to take inte m&sideraﬁcn_ before using FURANTIL®?
DO NOT USE FURANTIL® in following situations

s If o are allergic (itching, redness on skin or difficulty in
bred |nq.! to nitre g.lruntmr_l or unr of H'l{lefeexcipiems,

o |F you have a kidney disease that affect the function of the
ki’l‘:lngy_s s}everey (it you are not sure, please consult to your
physician), "

o [t you are in the last month of your pregnancy or having labor
puin); since the medication has !isks gneiie Enchnr, ?

USE FURANTIL® CAUTIOUSLY in following situations

® If you have diabetes,
® If you have a condition that causes severe weakness,

1
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® Ifyou have anemia (pale skin, weakness and breath shoriness
ecause of the decrease in the red T;Iood cell count), vitamin B

deficiency or ulfnormul evels of salf in our blood,

® IFyou have a ergic reactions in your istary. i

The conditions above may increase the possibility of a side effect

that causes alterafions ond numbness in sense of fouch because

of nerve damage.

@ In case of glucose-6-phosphafe dehydro‘genuse enzyme (a

chemical subs%ncnf ohz;:e body) deficiency, this condition makes

your red blood cells fo be more easily-damaged (This eficiency

S more common in Mediterranean, Middle astern, Asian and
lack people).

e IFyou have problems about our lungs, liver or nervous system,

{ILyou_ need 1o use FURANTIL® for g coupe{rf_monlhs, rﬂur

p ys|imh’/nl may want fo check your lungs'and liver Furc ions

reqularly.

"IF these cautions apply o you, even for any previous period,

please consult fo your physician."

Taking FURANTIL® with fond and drink

Tukm?URANTFL wmﬂfjuc?oru:'lilk "I";king the medicine with
0od or milk Iprevgz:nls the stomach problems; and also elps the
absorption of the medicine.

Pregnan

Pll-:ug_se_ ccfr)lfsulf fo your physician or pharmacist before using the

medicine.

FURANTIL® can be used in pre nancy as far as we know.
owever using this medicine in fhe [t month of your preg#nn :

or it you are having labor pain, or during labor may o

infant, therefore do not use lﬁis medicine in

If you realize you are pregnant o‘ur_rng the freaiment, please

consult fo your physician or pharmacisf immediately.

ect the

ctation
]-E‘Teg‘ge_ consult fo your physician or pharmacist before using the

medicine,
Ability to drive and use achines
FUM'.{JTIL% may cause dizziness é‘nd drowsiness. IF you are

iﬁeciecf in this way, please do not drive and use machines untl
fhe symptoms in guestion are not observed.

Important ipfo{mulion about some of the excipients in FURANT] L®
15 medicinal product conrans less than 1 mmol (23 mg) o
sodium in each capsule; asically in other words it is
"sodium-free".

Using:awifh other medications

. cid for dyspepsio [e.g. ma nesium fn'cyclaleL

¢ Medicines used 'in gou frea%menf (e.g. probenecid or

sullynpyrazone)

i« Medicines that slows down progress of food through stomach

(eﬂ. afropine, hyoscing) g

* Medicines used for high intraccular pressure ‘[glaucomc] such

as carbonic anhydrase jn ibitors [e.g. acelazo camide]

oy |?ines decrecsing the acidity of urine (e.g. potassium citrate

mixture

* Medicines used ip infection freatment (e.g. quinclons)

F%JRANT_IL@ may affect the resulfs of some of fhe test that detects

ucosuria.

%yﬂu are using a prescribed or yrlrgrescrfbed medicine curren!f%,

:

or have used recently, please inform your physician or doci
about these.
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3. How fo use FURANTIL®? g

Instructions for Broper use and dose(dosing intervals:

Take FURANTIL® vwith food or milk, taking the medicine this way
ecreases the irrifation in gasiro-intestinal tract,

Your physician will inform you ob?ur the proper dose and dosing

infervals accc['ding to the type of the diseate.

t}gless your physician advises otherwise, follow the insiructions

ow.

Adulss:
2 In infection treatment: 50 m, or 100 mg capsule 4 times a d
£ o 1B e ey

® Superinfection prophylaxis: 50 mg of 100 mg capsule, one
before bed.

@ Infection prophylaxis during surgical procedures: 4 fimes a
day one 50 mg apsule on the day of tﬁe surgery and during
the 3 days ofter the surgery.

Adminisiration route and method:
It is taken orally. . y
Take the whole capsule with a sufficient amount of liquid le.g.,
a glass of water or milk
clrlol_ls;_ge groups:
ialric use:
Children and'infants older than 3 months:
The dose js adjusted according La the weight of the child, and
I‘Fhils' dose is dehler[nineﬁi by the physician. |
ollow you siclan’s instruchions exactly,
FURA?\&ILéEhzuH not be used in infanis ,)f(ounger than 3
Eorg#hs,_
eriairic use:
The some dose that applies for a norml adult should be used
[n elderly people on the condition fhat there is no significant
idney dysfuncfion. =
Specia adminisiration conditions:
Renail failure;
FURANTIL® should not be used in the patients with impaired
idney function. The lowest dose which .2
effective should be used in long-term, suppressor freatment.
iver failure:
No data available.
IFyou have the impression that the effect of FURANTIL® js either
vefa’ry polent or very weak, please talk to your physician or
armacisf,
you used more FURANTIL® than you should:
] ym_t used more FURANTI® thon )'E..- should, please tolk to o
Physician or pharmacist.

If you forget to use FURANTIL® .

Do not werry if you forgef o take your medicine, If you realize

that you did'not lake your medicing on fha same day, conlinue

normal dosing. lfdyou orget o lake for a day, take at normal
lose on the next day.

Do not lake double doses to make up the missed dose.

The possible effecis after ending the ireatment with FURANTIL®
Your physician will ln%rm you about the freafment period. Please

o not quit the treatment before the specified fime even if you
el well.
4. What are the possible side 1s?
As with all mediclﬁas, there may o8 side effects in the i@dividuafs
who are sensitive fo any of ingredients o FURANTIL® Most of
them are mild an g0 away when you quit the treatment.
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