Fosfomycin for Injection
FOSMOS

Injection

becaisa it eontains importard infermation far you.

Read all of this befare you taking thi
+Keap thrs leafied, You may need to read @ agamn,

“if you have any Aurther questions. ask your doctoe, or phanmacist or rurse.

*This medicine his been prescribed far you anly, Da nod pass @ on fo others. It may hamm them, @ven ¥ their sipns of iiness are the same & yours,
*H you get any site effects. talk to your doctor, or phammacist or rurse. This mcludes any possible side effects not listed in this leaflet. See section 4,
What is in this leaflet:

1.What Fosfomycin |s and what |t i used far

‘2Vhat you need bo know before you use Fosfamycin

2 How to use Fosfamyein

4.Passible side eMects.

E.Storage condiion

1. What Fosfomycin |s and what It ks used for

Fostomycin contais the active substanca fesfarmyin, |t balongs ta & group of medicines called arfitiotics. 1t warks by Hilling certain fypes of garms
(bacteria) that cause senals infackious diseases. Your doctor has decided ba freat you with Fostamycin fa help your bady ight an infection. Itis
Impanant that you recelve efeciive trestment for this condition.

Fosfomycin |s used in sdults, adolescents and childran to treat bactersal infections of:

—the urinary fract

~fhe hearl . somelimes caied “endocarditis™

—the benes and joirts

—tha lungs cabad “preumecnia’

—the shin and issues below the skin

~the cantral narvous system

—the abdomen

—tha blaod. when caused by any of the conditions listed abova

2 What you need to know before you use Fosfomycin

De not use Fosformycin:

=i you are allergiz o fasfamycin

Wamings and precautions:

Talk to your dectar, ist or rurse bafore using i you sufar from one of the following disordars:

*heart problems (cardiac Insufficancy), espacially if digitalis medicine is taken (due to possible hypokalsamia)
#high blood pressure (Rypenension)
*a cartain disorder of the hiormone system (hyperaldosteronism)
-nm beveds of bocd sodum (hypemstraamsa)
the |ungs oedema)
-Hdney problems. Your doclor may need ke change fhe dose of your medicine (see seclion 3 of this laaflet).
previaus eplsodes of diarrhen afler taking or receiving any ofher antibiolics
Conditians you nesd ta lock aut far fyain can cause serials side effects. These include alergic reackians, Inflammation of the large intestine
and a decreasing number of white blood cells, You must look out for certain symptoms white you are taking this medicine, 1o reduce the risk of any
problams, See “Saricus side effacts” in Section 4.

Other medicines and Fosfomycin
Tell your doctor or pharmacist if you are using, have recenlly used ar might use any ather medicines.
santicoaguiants, as ther abiity to prevent your binod from cleting might be alered by fosfamycin and other antiblatics.

Pregnancy and breast-lesding

IF you ane pregnant or breast-feeding, think you may be pregnant or are plannng to have a baby, ask your decter or pharmacrst §r advice befare
you are given this mescine

Fesfomyain may pass to the baby in the womb or through breast mik. |f you are pregnant or breast-feeding vour doctar will only grve you this
medisine whan it s dearly nesded.

Driving and using machines

‘When Fasfomycin is geven, there may be side effects such as confusion and weakness. it . youl should not drive or operate machinery.
hmmmmM:hmnmutmmmmanommw

This medicne contains 14 mmcl {320 mg) sedium per 1 g This is equr o 18 % of the ed maximum dady distary infake
uindummanadul.Olennldem2glmtnmychmm23mmal:mumﬂlmmm one bottle wih 4 g fosfomyeln contairs 58 memel

(1280 myg) sedium and ona bottie with 8 g tains 111 mmol (2580 mg) sodiumn. This shoald be taken in corsideration if you areon @

controlied sodium diet. While on reatment with this medicne. you should fobow a low-salt diet to reduce your sadium inake.

A, How to use Fosfomycin
Fasfanmycin i given to you imta-a ver (& drp| by a decior or a rurse.

Dosage
The dose you Wil ba given and the frequancy of the dosa will depend cn
~The typa and severly of infechion you have
~Nour kidney funclicn,
In children, i also depends on
=The child's weight
—The child's age
H yau have problems with your kidneys ar require disfysss, your doclor may need to reduse your dose of this medicine
admini
Far Infravenals uss
meomydnamnhymm.mtla!p}hyldﬁaulmne The infusian will take 1510 o your dess.
Usually this medicine i ghen 2. 3 or 4 times a day.
Duration of treatment
Your deetos will decitie how |ong yeur reatment should kst depanding on Row fast yeur condiian will Enpireye. Wihen treating bacterial irfections |t
Is important b complete the 1ull course of trestment. Even afler the fever has passed and the symptoms have abaten, reatment should be continued
for a few deys more,
Gerlain infections, such as infectians of the banes, may require an even lonper traatmeant paricd after the symptoms have subsided.
H you are given more Fosfomycin than you should
It is unikaly that your dector ar nurse will give you foa much medicine. Ask them immediately if vou think that you have been given too much of this
medicine. If you hava any further questions on tha usa of this medicina, ask your dactor. phamacist or nurse.
4. Possible side effects
Like all medicines. this medicine can cause side effects, although not everybedy gets them
Serious side offects
Tell your doctor straight away if you nofice any af the following serious side effects — you may need urgent medical treatment:
~Sigrs of a serious allergic reaction (very rare: may affect up fo 1 in 10,000 pecple, ). These may include; breathing or swallewing problems, sudden
wheazing. dizziness, swaling of evelids, face, lips or tongue, rash or fiching.
—Severa and peretstent diarhea. which may be associated with abdominal pain or fever (the frequency is unknown). This may be & sign of a sarious
bowel inflammation. Da not take medicines againat darrhea that inhib the bawel movemeants (antiperistalties)
~Yellowing of the skin ar the whites of yaur eyes (Jaundice, the frequency is urknown). This can be an sary sign of liver problems.
~Confusion, mscle twitching or sbrarmal heart rythn. This coukd be caused by high levels of biocd sodium of kw levels of blood potassium
{cammean: may affect up fo 1 10 people).
Tell your doclor of nurse 2= scon &5 passible If you nolioe any of the Tolowing sicde effects:
~Fain, buming. redness or % along the vein which | Inhusion of fhis medicine (common; may affect up to 1 in 10 peogle)
=¥ou blaed or bruise more easily or get mone infections tan usual. This could be because you have a kow number of white bood cells or blood

ke
feks ey e

Lin 10 peqpia)

\ncommen skie effects (may afoct up 1o 1 in 100 paogla)
~Fealing sick, vomifing, or mild dianhes.
—Headache

~Taste disturbances.

—High levels of Blood Iver snzymes. possiby assaciaied with liver proGlems:
—Rash

~Feableness
i cy {frequency cannot be esfimated from the available data)
~Liver prablems (hepatits),
~ltchireg. hives
Thee following information is intended for medical or healthcare professionals only:
Fosfamycin 40 mimi pawder for solution for inflsian Is for single use only and any unused salufian should be dscarded
B “ jon for s
L be and diluted prior to
Water fr Injections and Glucoss Infusion 50 mgimi {5 %) or Glucoss Irfushon 100 megiml (10 %) may be used &s salent for the recanstituban snd
dilutior. Sedum chilatide contairing soiverts musl not be ussd.
Reconsbulion
Shake the vial priat o the ta loasen up 2gord gvials with 20 miand the B g
wial with 40 ml of solvent. Shake wall to dissolve. A elight degrea of warming cocurs when the powder is dissohvad.
Caution: Thes imtermediate zolutian ts not for direct infusion. Vihdraw the solution completaly from the criginal vial, Transter the withdrawn solution
Inte &n Infusion bag or ather sullabie iMusion container for further dilutian & foBaws.
Dhlutien
Transfer the reconsSiuted conterts of 2 g vials info an infusion container with further 30 mi of sohvent.
Transfer the reconsttubed contents of 4 g vials inte an infusion confminer with further 80 mil of sofwent.
Transfar the reconsttuted contants of 8 g vials inte an infusion container with further 160 mi of sohent.
5. STORAGE: Stare below 25°C. Protect from kght
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