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Package leaflet: Information for the patient
UROSEPTIC 3 g granules for oral solution in sachets
Fosfomycin

- Keep this leaflet. You may need to read it again.
- If you have any further questions, ask your doctor, or pharmacist.

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

- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, even if their signs of illness 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 leaflet. See section 4.

What is in this leaflet

1. What Uroseptic is and what it is used for

2. What you need to know before you take Uroseptic

3. How to take Uroseptic

4. Possible side effects

5. How to store Uroseptic

6. Contents of the pack and other additional information

1. What Urospetic is and what it is used for

Uroseptic contains the active substance fosfomycin (as fosfomycin trometamol).
Itis an antibiotic that works by killing bacteria which can cause infections.

Antibiotics are used to treat bacterial infections and not to treat viral
infections such as flu or a cold.

It is important to follow your doctor’s directions regarding prescribed dose,
dosing interval and treatment length.

Do not store or reuse this medicine. If, once the treatment is over, there is any
sachet surplus, please return it to the pharmacy for its proper disposal. Do
not throw away any medicines via wastewater or household waste.

Uroseptic is used to treat uncomplicated infection of the bladder in women and
female adolescents.

2.What you need to know before you take Uroseptic

Do not take Uroseptic
- if you are allergic to fosfomycin or any of the other ingredients of this medicine
(listed in section 6).

Warnings and precautions

Talk to your doctor, pharmacist or nurse before taking Uroseptic if you suffer
from one of the following disorders:

- persistent infections,

- previously had diarrhoea after taking any other antibiotics.

Conditions you need to look out for

Uroseptic can cause serious side effects. These include allergic reactions and
an inflammation of the large intestine. You must look out for certain symptoms
while you are taking this medicine, to reduce the risk of any problems. See
“Serious side effects” in section 4.

Children and adolescents
Do not give this medicine to children less than 12 years of age, as its safety and
efficacy have not been established in this age group.

Other medicines and Uroseptic

Tell your doctor or pharmacist if you are taking, have recently taken or might
take any other medicines, including medicines obtained without a prescription.
This is especially important if you are taking:

« metoclopramide or other medicinal products that increase the movement
of food through the stomach and intestines, because they may reduce the
uptake of fosfomycin by your body,

« anticoagulants, as their ability to prevent your blood from clotting might
be altered by fosfomycin and other antibiotics.

Uroseptic with food

Food may delay the absorption of fosfomycin. Therefore, this medicinal product
should be taken on an empty stomach (2-3 hours before or 2-3 hours after a
meal).

Pregnancy, breast-feeding and fertility

If you are pregnant or breast-feeding, think you may be pregnant or are
planning to have a baby, ask your doctor or pharmacist for advice before taking
this medicine.

If you are pregnant your doctor will only give you this medicine when it is
clearly needed.

Breast-feeding mothers can take a single oral dose of this medicine.

Driving and using machines
You may experience side effects, such as dizziness, which may affect your ability
to drive or use machines.

Uroseptic contains glucose and sulphites

This medicine contains glucose. If you have been told by your doctor that you
have an intolerance to some sugars contact your doctor before taking this
medicine.

This medicine contains sulphites. May rarely cause severe hypersensitivity
reactions and bronchospasm (sudden feeling of choking).

This medicine contains less than 1 mmol sodium (23 mg) per sachet, that is to
say essentially “sodium-free”.

3. How to take Uroseptic

Always take this medicine exactly as your doctor or pharmacist has told you.
Check with your doctor or pharmacist if you are not sure.

In case of treatment of uncomplicated infection of the bladder, in women
and female adolescents the recommended dose is 1 sachet of Uroseptic (3 g
fosfomycin).

Use in patients with renal impairment
This medicine should not be used in patients with severe renal impairment
(creatinine clearance < 10 ml/min).

Use in children and adolescents
This medicine should not be used in children less than 12 years of age.

Method of administration

For oral use.

Take this medicine orally, on an empty stomach (2-3 hours before or 2-3 hours
after a meal), preferably before going to bed after emptying the bladder.
Dissolve the content of one sachet in a glass of water and drink immediately.

If you take more Uroseptic than you should

If you accidentally take more than your prescribed dose, contact your doctor
or pharmacist.

In case of overdose or accidental intake, immediately consult your doctor or
pharmacist indicating the drug and the amount ingested.

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

4. Possible side effects

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

Serious side effects

While taking Uroseptic, if you develop any of the following symptoms you
should stop taking the medicine and contact your doctor immediately:

- anaphylactic shock, a life threatening type of allergic reaction (the frequency
is unknown). Symptoms include a sudden onset of rash, itching or hives on the
skin and or shortness of breath, wheezing or difficulty in breathing,

- swelling of the face, lips, tongue or throat with breathing difficulties
(angioedema) (the frequency is unknown),

- moderate to severe diarrhoea, abdominal cramps, bloody stools and/or
fever may mean that you have an infection of the large intestine (antibiotic-
associated colitis) (the frequency is unknown). Do not take medicines against
diarrhoea that inhibit the bowel movements (antiperistaltic).

Other side effects

Common (may affect up to 1in 10 people):

- headache

- dizziness

- diarrhoea

- nausea

- indigestion

-abdominal pain

-infection of the female genital organs with symptons like inflammation,
irritation, itching (vulvovaginitis).

Uncommon (may affect up to 1.in 100 people):
-vomiting

-rash

- urticaria

-itching

Not known (frequency cannot be estimated from the available data):
- allergic reactions.

Reporting of side effects
If you get any side effects, talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet.

5. How to store Uroseptic

Store below 30 °C.
Uroseptic should be taken immediately after its dissolution.
Keep this medicine out of the sight and reach of children.

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

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.

6. Contents of the pack and other information

What Uroseptic contains

- The active substance is fosfomycin. Each sachet contains 5,631 g of fosfomycin
trometamol, equivalent to 3 g of fosfomycin.

-The other ingredients are glycine, sucralose, aerosil, povidone and lemon
flavour [contains glucose (in maltodextrine from corn) and sulphites)].

What Uroseptic looks like and contents of the pack

White to off-white granules, with a characteristic smell of lemon, for being
dissolved in water.

Each carton contains 1 or 2 sachets of granules.

Marketing Authorisation Holder and Manufacturer
ARAFARMA GROUP, S.A.

C/ Fray Gabriel de San Antonio, 6-10

Pol. Ind. Del Henares

19180 Marchamalo (Guadalajara). Spain

This leaflet was last revised in May 2021. 201119.1

201119.1 prospecto UROSEPTIC IQ columnas 24052022



2/2

180x285 mm. Pliegue 180/38 201119.1 prospecto UROSEPTIC IQ columnas 24052022

2 0b dols Siloghaa 1B guall §ydd
ST (B ddan @l Basb 8 555 0l 3 Wiy g Sl

Otnn glungd

e il Aol Sloghaa e (5

.wbslw@‘eﬁwwa\s,J&;,a,@,@}@éwpwm,m.mw;\,,uu;uuwgps-
B ol gzl 8001 s B 8ygSha e Aot dnilir JBT (s 05 . Jtal of sligeds i

gions (Y slgall 1 J9bs (B sl Jd duliay JalSIL 8ydl 20 1,81
5y 8y \gisl,a) Tl U8 5 a0l ady Jadil @
el of eyl Jlal ¢ 6,5 Al hd <3813

¢ il olyel 6T bl cyglo 13) @

sl e 4y iy slall o 058 (B Uy usS Sgizme A1) 3

Wiorng )92 o0 BASL) Aoy LS 13)

“oall ol ey M\ ¢ Bgpgall licy> oyo ST lasdl cIgls 13]

sloll Busge yall e Juwall of el yadul ¢ aoye gl of 851 deyr Jobs Al b

el 3 i A4Sl

il gl Elads Jlal ¢ slgll i plusoid Jgo (6,3 bl T el 0813

Aol Aol ,U1 .4

el G ggua pie (e eyl e ¢ Al BT slod! 108 Caan OF 5a ¢« &99Y1 e Jio

By duiler yolye

0 ABgill e Com ¢ AL (ReYI (o (sl shide oyl 13] ¢ pld 3 ehiianann g0 Jg3 S

198 e eluday JUaSYL elgll Jolid
)”Joua)_c)llw (djw,&)ﬁldw)awuwww!y@“wuuw-
il B & 9o o 5231 ol uitl] (b B 51/ 9 el e DI ol 38> o gl Suller el
2 geguis) (dSleg dadg) puisall b Ohgamwe po 3ol ol oLl ¢ izl ¢ dgll ¢lasl o
(Bgyne
slaedl (B (59 o) of a3 o8 a5l /9 5303 S ¢ b ke ¢ s J) Jawsgie Jlgs] @

ygol J3lis Y (GBgyne et JLSHI Jims) (& 9ol clsliaall dagyall 0g)gall Lolgall) ddadall
(e58legyl) 0lias) elaadl 3y Lagdy S Jlgusdl o

63 dle ol
(oolsead 10 JS e 1 () yalas u3) dasls
ol e o
Dlgae
Jlgwl @
olas e
2l yus o
ohdl b i e
(Jeally o)l olgdll) Sl el gl i palels & g Al slacHl &yl o
oasd 100 JS oo 1 S yglas 3) dmslis pue
s e
Gl il o
Syidl @
Sl e
(ALl UL o ST 83 o Sew V) Bgyme b
ol o
Gsled) (2 e Fakd)
e &l HBT T e ygb 13)

5)550n yut Uiona il STyt 18 It of el st

8yddl pds ‘;9
plyf 3 Shtuwg gy (355 duksS .5

A ghe 423 30 oo ST > dzys (B Jadony

JUbY! sl Jaline &33) o6 1 slgall 1 Jaasl . dlig3 ysd hiinmng)s: S35 OF oy
LMall clgil )b puin . 095 e Ogdall Loduall slgiil gu )b day clgdl e pusns Y
il Guds (0 533 el )

valsall a8 e Jawall Jlul 45l hladly (ol Cpall ale (b &Yl e palies Y
A Gle> b ezl 2de deluin (gedsvind da3 o) il 931 (0

Sy Slaglang bganll il gizo .6

Pl 3 ehiiuwg gy hgiile

¢ aligeg) (rausagiansd 3o plar 5.631 (e pusS US S35 . ppuangivungd (& Aladdl 831 -
uw‘}aaﬁ‘)a'af?,d.)\uugs\

e i3] Ogalll 4gSiy 09 udsdl 9 dwﬁ) $T9 5998l 9 rmidlend] 2 (5,591 gSall -
(S Sy (5001 (30 (2 y2uSos93a 3) 5953l

Bgual b gizxo (A bog hilpuwg )92 94 s

e Bg3,S S (ggim ;Ldl@ujmnoMluM\w)aso)w;wkjl;WUw
Ol S 2 9 oS

datuanll dSydlg B2gudl parsy bo
ghuanll B39uone 45,4 ¢ Layls T degazme
6/10 ¢ sishail Olw 65 Ju e 13 / ¢
o lisd (§3 b elisall Lalaial]

Lil] ¢ (hsVIslg2) gllalinyle 19180

12021 Ol 3> (B Byo x5 Byl 2 darlye o3
201119.1

Bydddl pdd O giseo
Wlaaial o193 2 Loy \a).c3dw.w~5)y_9.mu 1
fﬁaw,Jy»uulwwﬂg\Cwu 2
phe 3 linwyg d56 aS 3
Aadizeadl dslddl HBI 4
) itz (2355 4255
S 48| wlaglang Bgaall ligizes .6
Aalstiul (19 (B log Chitwwgygs 9o Lo .1
329 (J9alisags uragiungd Jha) (rauagiengd Aladll B3loll e ply 3 ety Soiom
LY e OF oS 1 S 3B 3250 o8 Jory Soum Sbae
~olanlyally sluddl S Budasdl yi Bledl Soe D) hiipuns g2 psin
phE 3 eiiyng g 5T Of S aidyan J) gl Lo .2
phe 3 higug g Jobid Y
odall) slgall 1dg) Y WUgSl e ST 9T (e ginsd Bl dpsliu o Slad S 13] -
(6 ol B
[V ES PRVRESN]
Sl aal o lad S 13] hitng g J9US b dzpaall ol Jubmall ol lads J] oo
14w
Byaiune OUlgRll bl OS'13] 0
(63 & g Olalas (6T Ul sy Jlgasd! e ol cile 13)
s Caxdl J glizs (A Jc_gijl
claaYl Oty dssnd] M! 593) Add Jaddy .3 Byulas 4yl bb! g )92 o o oS
é\uijM&lw¢ sl}»ﬂ\ldbdjbcbu\wuo)n‘&mulgzg ddadal
B il B “Byalasdl Al UV azly . JSUine
Oginlyelly Jlaby!
Ay yandl dall 2ds (B aidlady diedl ol o) s B 12 (po JBT JLabBU slgll s Jaa3 Y

gy g0 9 S>3 dagadl
ey Bl Sy dygal (61 Jgbiss ub gl 5350 gl of Jgbias S 13) leﬁr s cu
Lo Aoy Og lgde Jguazdl @3 I EPS
19l S 13] pols JSan s Al oyl 4]
Y ¢ slasdllg Banall o plaall &) ¢y 0y 35 I dpedall Colorisall (s 250 91 sl 9IS ginn @
) € Opro i gd el polaial ope a5 A3
Slalaally rusesiugd Iy 315 08 aull 155 aie Lo ghad O] Cum ¢ sl Gilalias o
3 & gl
i . “-\lﬁ-h."tﬂ g 93
2-3) 486 Buse o (alall el 1o JolS oy ¢« A yningingd (olatal pladall y55 48
(gl day ©lels 2-3 of Jd wlel
& gaasdly dslpyly Jesdll LS
Sl o el Jlal ¢ Jab Gy opplalass ol Jol> @il ppiiind ¢« dassype of ol 813
slgall 138 Jobs b 8yguall e Jguasel)
Ol yall ©lgod oSy .a] Aol i aid sloudl 1ds Sluds (o g Laguud ¢ Mol S 13]
slgll 1A e ‘mﬂ\ Gob o By dey Jgls
OluS eIl Jloasianlg Babud)!
Y plascl ol salall e @lpad e 35538 g ¢ A9l e ¢ dple 56T e S

Ol S 595 okl (e ehtnuws)gr Sgim

Jaailh ¢ Sl amy e Fpanlia bl A o @il 13] Sl e slgall 1o (Sgims
sl e Jobis Jd ehuday

5n) (aad S 9 Bl Aranlu b8 LS Copn Lo 13l Ll S e slgall 1 (S
(BLIL gz lan

IS iy Mg ¢ a3l SO (B ( ploiello 23) pa5e0 dgarlo 1 oo JBT e slgal i iy
Lpmogall oo JB ulud

i 3 Whitmwnygn JoUS dxasS’ .3
13] Jokall ol el sl . Jupall of chds 2,51 LS LS elgull 1o Jolis e 131 o>
J3STe (S5 ol

sluddl wie gy (o 90l Aoyl ;)}SJ ¢ olaclasn ol e Ll Clgdl C)L&‘— Al> u3
(ommsngingd plyr 3) hikorns g (po Aty usS 2 ilinlally
SIS yguadll oo (B pdiw

0wl S 42al) dpdds SIS UM oo Ogilay gl iyl B

5 clgall e pluseil asy Y
(4835 / Jo 10>

ol yally JbYI (S o
Lale 12 ¢ye J3T JWbU slol 1 el g Y

plusuiwl 4 ybo

) Gayb oe Jolal

¢ (gl any Olels 2-3 o1 Jd ©lele 2-3) d8)6 sams o ¢ ol B2, e slgall Mo sl
AL LS s bl S el S Juadas



