Package leaflet information for the user Furosemide 10 mgiml

Frusemide 10mg/mlinjection
Fruray

The name of your medicine is Furosemide 10 mg/m Soluton for Injection or Infusion' but in the rest of the leaflt it will be called
*Furosemide Injection 10mg/m!”

Keepthis leaflet. Youmay needtoread it again.
- fyouraveany frlerguestons,askyourcoctoror phammacist

jouonly harmthem,
eveniftheir signs of llness are the same as yours.
If you get any side effects, talk to your docor or pharmacist. This includes any possible side effects notlisted in this leaflet. See
sectiond

Whatisin this leaflet
1. WhatFi Injecti i itis used for

. it 10mgimi
3. Howtouse Furosemide Injection 10 mg/mi
4. Possibleside effects

5. Howtostore Furosemide Injection 10 mg/mi
6. Contentsof he pack and other information

1. WhatF ide Injecti i itis used for

Furosemide is one of a group of medicines called diuretcs Furosemide works by heping o poduce more urin, Tis helps fo
yourbody

. lungs, liver orkidneys.

2. What you need to know before you use Furosemide Injecton 10 mgimi
Do not use Furosemide Injection 10 mgmi:

You are allergic to sulphonamide antibiotics

p beingsick)

Youhave kidney liver have very potassium
orsodiumin your blood

Youare breastfeeding

not, askyour doctoror pharmacist.

‘Take special care with Furosemide Injection if:

Youhave diabetes

You have low blood pressure or sometimes have sudden falls in blood pressure (your blood vessels in your heart or brain are
toonarrow).

« Youhave iver disease (suchas cirthosis)

fluids by suffering being sick), this mightlead to a col

Food is not expected to influence this medicine when it is given into a vein. Chronic moderate to heavy drinking raises blood
pressure and reduces the effectiveness of antihypertensive drugs. Patients may experience dizziness and fainting shorty after
drinking alcohol whilston treatment.

Pregnancy and breast-feeding:
Furosemide should not be used during pregnancy unless there are very good medical reasons for using i. Furosemide gets into
breastmilk,

If you are pregnant or ifyou are breastfeeding, ask your doctor or pharmacist fo further advice before taking furosemide or any
other medicine.

Driving and using machines:
Drivingal

10mg/ml

Furosemide 10 mg/ml Solutionfor Injection or Infusion (2ml, 4ml and 5mi)
This medicinal product contains less than 1 mmol sodium (23 mg) per. ampoule i.e. essentially'sodium free'. To be taken into

Furosemide for Injection or I
e .

sodium diet.

3.t
" asaslow injection ntoavein (nravenous) or
- inexceptions, intoamuscle (intramuscular)

Your doctor will decide how much you need, when itis to be given to you and the duration of treatment. This will depend on your
e, weig i other medici i yourdisease.

General:

- The parenteral administration of furosemide is indicated in cases where oral administration is not feasible is not efficient (for

. qulation, p to
repeated bolusinjections.

- infusi oneor: , afollow-up
regimen with low doses given at short intervals (approx. 4 hours) is to be preferred to a regimen with higher bolus doses at
longerintervals.

- Intravenous furosemide must be injected or infused slowly; a rate of 4 mg per minute must not be exceeded and should never

Dosage regimen:

Adults:
- Inthe absence of conditions requiring a reduced dose (see below) the initial dose recommended for adults and adolescents
over 15 years, s of 20 mg to 40 g furosemide (1 or 2 ampules) by intravenous (or in exceptional cases intramuscular)

- Iflarger doses are required, they should be given increasing by 20 mg increments and not given more often than every two
hours.
- Inadus, 1500mg
- Largerinitalor . This willbe:
yourdoctor givenby

- The experience in children and adolescents are limited. The intravenous administration of furosemide to children and

v y
- The dosage will be adapted to the body weight, and 5101 mg/kg body weight daily up to
i i 20mg.

blood clotting Renalimpairment:
. blood - In patients with severe >5mgd) it ani 25
. £y mg furosemide per minute s notexceed.
« Youhave hearing problems
. i ubstiute for peopl Elderly:
. i . 0 mgld

purp\e coloured)

If i i ion for Injection or Infusion than

i are elderly, ifyou are on other medications which can cause the drop the blood pressure and i you have other medical

the dropof If you are concerned that you may have been given too much furosemide, talk o your doctor or other medicinal staff immediately.
Signs which may occur i you have been given too much of this medicine are dryness of the mouth, increased thist,iregular
calcification. heartbeat, mood changes, muscle cramps or pain, feeling or being sick, unusual firedness or weakness, a weak pulse or loss of
appetite.
Ifany ofthese applyto you, your doctor may wantto change your reatment o g
Ifyoumi i ion for Injection or Infusion
Your doctor jour blood sugar levels or your levels. They your thaty i talk to your doctor or other

blood levels for important body salts such as potassium and sodium, which are particularly important if you are sick or have
diarthea

Taking other medicines
Please tell your doctor of pnzrmams« if you are taking or have recently taken any other medicines, mcludmg mediines you have
tog

njection or Infusion
Ifyou deve\op severe aIIerglc reactions, ke swellmg of your face andlor throat o fever el your docto o oher mediinl stff
immediately.

forinjection or Infusion. In pamcu\ar tellyour doctor o pharmacist fyouare taking

- Lithium ~ for mood disorders, s s effect and side effects may be increased by furosemide. Your doctor will prescribe this
your ge your dos
- Heartmedicines, ; yourdoctor dor
- i including (such i CE
i pril), angi i

Injection orInfusion
it Wyousiop reament early before your doctor's recommendation, your heart, lungs or kidneys may be seriously afected by too
much fuid.

furth this product, ask your doctor or other

4.

toolow. Your docormay need o change your dose o furosermide
- Cholesterol or ipid-lowering medicines such as colestyramine, colestipol and fibrates, such as clofibrate, as the effect of
furoseridemay b educed

- Ann inflammatory medicines, including NSAIDS (such as aspmn or cs\ecuxlb) as they can reduce the effects of furosemide;
furo

Anti-inflammatory or anti-allergic medicines such as corticosteroids, medmmes used to treat stomach ulcers such as
orlaxatives, as furosemide they wil affect your sodium and potassium levels. Your doctor
willcheckyour potassium levels

S c . 1
24 hour period priorto chloral hydrate administration may lead to flushing, increased sweating, anxiety, nausea, increase in
blood pressure and faster heart beat). Therefore, the simultaneous administration of furosemide and chioral hydrate is not
recommended

- Phenytoinor epilepsy,

- Theophyline —for asthma, asntseﬂeamaybemcmasedbymmsemlde

- s, polymyxins, other drug: y affect your kidne

i [ lia, foscarnet or ir

- Probenecid idne furosemide

- O 3

. asit furosemide

- D y y i

- Ami d to supp id production (Cushing’s syndrome), as it may increase the side effects of
furosemide

- C i i furosemide

- Sucralfate — used fo treat stomach ulcers. Do not take furosemide within two hours of taking sucralfate as the effect of
furosemide will be decreased
Cicl

- Drugs that ater your heart beat such as amiodarone, sotalo, dofetide and iutiide as theireffects may be increased by
furosemide.
Risperi
P

Likeall medicines, i g If tellthe
doctoror nurseimmediately:

Uncormmon (may affect upto1in 100 people)

. redness, peeling), your

. fbleeding).
+ deafness (somefimesireversible)

Rare (mayaffectuptoin1,000 people)

« Feelingorbeing sick, diarrhoea, constipation.
failure) and

‘Anaphylaxi: i swelling,

‘Seekmedical help immediately.

Kidney damage (interstil nephits)

Painor

o getworse.
cl i i blood).
Anumbfeeling,tinglingor feeling dizzy.

Hightemperature.

Blurred eyesight,confusion, sleepiness.

Drymouth

Very rare (may affect upto 1in 10,000 people)
i pasm;

P “tetanus’).




« Not known (frequency cannot be estimated from the available data) acute generalised exanthematous pustulosis
(AGEP)' (acute febrile drugeruption)
o dizzines

The following may also occur:

« Low blood pressure making you feel faint or dizzy. It may also cause the feeling of pressure in the head, joint pain, blood clot
formation, or collapse of your circulation (shock).

. Low potassum el nhe blod.Tis can caus musde weakness gling and rumbness, lght nabity to mave a body
part, beingssick, constipation, ed urge to drink, or slow oriregular
heart rhythm. These problems are more likely if you have other diseases like er o nean problems or too ltle potassium in
yourdietorifyou take other medicines (see “Taking other medicines”).

+Low sotium, cacium and magnesium leves in the bioad. This may occur due to ncreased los of sadium, calium and

urine. interest, weakness,
s\eepmess being sick and confusion. Cram 150 b o P o

. Gummayoccumrgelworse

« Diabetes may occuror getworse.

« Liverproblems or ,darkurine, tiredness).

« Reduced volume of body flid especally in elderty patients. Sever fluid loss may lead to ncreased concentration of the blood
withatendency for the development of iood clts:

. calcification the aorta
whichis openinthe unborn baby might stay open.

Reporting of side effects
Ifyou getanyside effects, talk to your doctoror pharmacist.

5. How tosstore Furosemide Injection 10 mgimi
Keep outofthe sightand reach of children.
Donotstore above 25° C. Donotrefrigerate.

Do not use Furosemide Injection 10 |

injectionor infusion.

20mgin2ml: amber i OPC misoluton.
40mgin4 ml: amber th whi ing4 ml

250 g in 25 m: Type | amber glass vial sealed with a chlorobutyl rubber stopper and aluminium seal and a red fip off cap
containing 25 mlsoluton.

Packsizes
5,10x2mlampoules
1,5,10x4 mlampoules
5,10x5mlampoules
15,10x25mivials

Notall packsizes may be marketed.

Manufactured by:

RayLife Sciences Pvt.Ltd.

Survey No. 25/1, Hubli Karwar Highway,
Kadanakoppa, Kalghatgi Taluk,
Dharwad District, Kamataka- 581204,

Handling Instructions:

Forsingle use only

Do not use Furosemide Solution for Injection o Ifusion after the expiry date, which is stated on the ampoule and carton after
*Exp’. The expiry date refers to the last day of that month.

1 i gl 0.9%) NaCl Ifusion, and Compound Sodiu Lactate Infusion
for 24 hrs. The i injection or ic condi

1

s'a«ed on the ampoule and carton aﬁer “Exp The expiry dae refers to the last day of that month, For storage conditons f the
medical or

Medicine should not be disposed of via wastewater or household waste. Ask your pharmacist how to dispose of medicines no

longer required. These measures will elp to protect the environment

6.

The active substance s urosernide.

Each ml of soluion conlains 10 mg ofthe active ngredient -furosemide. Each 2 m steril soluion fornjection contains 20 mg of
furosemide Each 4 mi of furosemide. Each fori

1

Any unused product or waste material should be disposed of in accordance with local requirements. Product containing visible
For: I use.

Furosermide 10mg

Injection or

50mgoffurosemide. Each

The other forinjection

Donot store above 25° C.
Donotrefrigerate.
to) from light.
After firstopening:
Afterdiution ity 24 hours at 25°C protected from light,
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