EXTRANEAL Peritoneal Dialysis Solution

with 7.5% lcodextrin

For intraperitoneal administration only

PATIENT LEAFLET

Dear patient

Please tead this leallet caretully because 1t contams important intormation for you. Il you haye
lurther queslions, please ask your physician or pharmacist

Product name
EXTRANEAL (Icodextrin 7.5%).

Composition

What are the active substances?
EXTRANEAL 1s a slenle solulion lor intraperitoneal adminisiralion

Each 100 ml of EXTRANEAL contains: Electrolyte solution content per 1000 mi:

Icodextrin 754 Sodium 132 mmol
Sodiun Chlonde 538 mg Calcium 1 79 mmo!
Sodhm Lactale 448 mg Magnesium 0.25 mmol
Calctam Chlonde 257 mo Chlornide 96 mmot
Magnesium Chlonide 508 mg Laclate 40 mmol

Theornlical asmolarily 284 (milliosmoles pear lilre)

Composition in Full

What else does EXTRANEAL contain?
L XTRANEAL also contlains

Water lor injections

Pharmaceutical form and pharmaco-therapeutic group

What is EXTRANEAL?

EXTRANEAL 15 a stente pentoneal dialysis lluid contaming lcodexirin as the aclive gredient
al a concentration ol 7. 5% an electrolyle soluhon

EXTRANEAL 1s a solulion Tor intraperilaneal admimistration only |1 should not he used for
ntravenous admimistration

EXTRANEAL 1s presented in lexible PYC containers and 15 available m Ihe lollowing bag
sizes

Codi Fill Volymn Contamar Sure Praduclt Pack Size
tmnl ) imi) Conhiguration
FNB4a74 2000 2000 AMBU-FLEX 6
FNIB49R2 1500 2000 ULTRABAG ]
FNR4984 | 2000 2000 ULTRABAG 6

Marketing Authorisation Holder
Who is responsible for marketing EXTRANEAL?

Baxter Healthcare (Asla) Pte Ltd

10 Hoe Chiang Road. #11-01 Keppel Towers. Singapore 089315

Baxter Healthcare LId

16F, 216 Tun-Hua S Rd . Sec. 2, Taiper 106, Taiwan

Baxler incorporated

5th FL . KNTO Bidg , 10 Da-dong, Chung-qu. Scoul 100-1R0. Karea

Baxter Healthcare Ltd

{oom 2004 6 CRC Prolechive Tower. 38 Gloucester Road, Wanchai, Hong Kong

Name and address of the manufacturer

Who is responsible for the manufacture o EXTRANEAL?
Baxter Healthcare SA, Singapore Branch

? Woaodlands Indusinal Park D, Singapore 738750

Properties

How does EXTRANEAL work?

icodextnn is a starch-denved glucose polymer which acts as an osmolic agent when administered
intiaperitoneally lur coninuous ambulatory penloneal dialysis (CAPD) EXTRANEAL produces
sustamed ultrahliration over & perntod up lo 12 hours in CAPD, with a reduclion in caloric loau
campared to 4 25% Dexliose solulions, bul wilh similar volume ol vltrahiltrale

Therapeutic Indications

Why use EXTRANEAL?

LEXTRANEAL is recommended as a once daily replacement for a single Dexlrose exchange as
part ol a CAPD or aulomaled peritoncal dialysis (APD) regimen tor Ihe treatment ol chronic
renal lailure, parlicularly for patients who have lost ullsaliftration on Dexlrose soluttans,
hecause it can extend hime on CAPD lherapy 1n such palients

Contraindications

When should you not use EXTRANEAL?

EXTAANEAL should not be used if you have a known allergy (o starch based polymers or an
tcodexton mtolerance

EXTRANEAL should atso nol be wsed if you have a history of abdominal surgery in lhe
munth preceding commencement of therapy or if you are sullering trom abdominal listulae
(non-healing weaping wounds), lumours, open wounds, harmae or other conditions altecting
your abdomen

Precautions for use
What precautions have lo be taken?
EXTRANEAL s lor inlrapentoneal administiation only. To change Ihe dialysis bag, it 1s ol vilal
nunportance that you carefully follow the steps which hive been shown to you durning tranmng,
and that you make sure hat all the connecling parts remain compietsly clean to reduce the
passitilily of tlection To reduce discomiort on administration, the solution shauld be warmed
in the uversealed bay 1o & lemperalure ol 37 C priot to use This should be done using dry
heat ideally using a wairniing piale specially designed for the purpose Hol walter should not
ne used to warm the bag in order to avoid contamination of conneclors
An accurate fivid balance record must be kepl and your body weight should be carelully
tonitered to avoid vver - and undedhydialion, which may have severe consequences, including
cangestive hearl failure, volutne depletivn and shock
A aseplic lechimigue should be observed throughout the bag chanae procedure
Significant tosses ol protein, aming acids and waler-soluble viamins may occur during
pertoneal dialysis Replacemeal Wherapy should be proscribed as necessary by your
physiclan
Serum clectrolyte concentralions (parheularly tearbonate), blood chomistry and haematolugici)
litclors should he evaluated perodically oy your physican

‘PPD15790°

I you have diabetes, biood glucone livels shutdd o monitored and the dosage of nsulin o
olhere (eoatment for hyperglycaamia should be adjusted by your physiclan. 1L should he noted
that EXTHANEAL may interfore with the measuremont ol blood glucose by cortain tosting
xiE Glucose dehydrogenase pyroloquinalinnguinono (GDH-POO)-based mothads should nol
bo usod. A lalsoly high blood qlucose lavel might be found. If you need lo moasuto your
blood glucoss lovels and you use Extranaal, your physmian will adviso you an which blood
glucose 1ost Kit 10 use, or contael the test kit manofacturer to determing if Extranenal will
inlerfers wilh blood glucose lest resulls

In case of doubt on lhe above precauhons, you should nol hesilate 10 consult your physician

or pharmacist

Special Warnings

Minor lall in serum sodium and increase in osmolarity.

Increase n plasma leval of oligosaccharides and mallose can aoccur, Long tarm effects nol
reported

What do you have to consider during pregnancy and while breast feeding?
EXTRANEAL s not recommended during pregnancy or while breasl leeding. Women ol
childbearing potential shoutd be treated wilh EXTRANEAL only when adequate contraceplive
precautions have been taken. Potential eltecls on male and lemale lertility are unknown
What needs to be laken Into consideration for children?

EXTRANEAL 15 not recommended in children

What else needs to be taken inlo consideration?

There are olher conditions which may make the use of EXTRANEAL unsuilabte for you. for
example condilions atlecting your nuliilion, breathing or if you have a potassium deliciency
EXTRANEAL should nol be used 1f you have acute renal failure

The draned tiuid should be nspected for the presence of tibrin or cloudiness, which may
indicale the presence ol infeclion or aseplic pertonitis, If this occurs, contacl your physician
or dhalysis nurse 1mmadiately

Interactions with other Medicamenlts and other forms of Interaction

What other products can EXTRANEAL eflect?

The eflect of treatment with cardiac glycosides may be aifected if laken whilst using EXTRANEAL
Plasma levels al potassium and calcium muslt therelore be careluily checked by your physician
In the event of abnormal levels, appropriale aclions should be laken

Other forms of Interaction

See the measurement ol blood ylucose by certain teshng kits under precautions for use

Incompatibilities

Is EXTRANEAL Incompatible with any other medicines?

There are no known problems with compalibility of EXTRANEAL and other medicines

A range of antibtotics including vancomycin, cephazolin, ampicillin/tiucloxaciilin, ceftazidime,
genlamicin, amphotericin, and insulin have shown no evidence of incompalibility with

EXTRANEAL

Posclogy and Method ot Administration

How and when should you use EXTRANEAL?

Your physician will decide on the dosage ol EXTRANEAL

EXTRANEAL 1s recommended for use during the longest dwell period, i.a, in CAPD usually
overmight and in APD lor the long daytime dwell

Adults: By intraperitoneal administiation himited lo a single exchange in each 24 hour-period,
as part ol a CAPD o1 APD regimen

Elderly: As for Adulls

Children Nol recommended for use in children (less Ihan 18 years)

The volume 1o be instilled should be given over a period ol approximately 10 to 20 minules al
a rate which the patient finds comlortable For aduht patients ol normal body size the inslilled
volurme should nol axceed 2.0 litres. Il lhis causes abdominal tension a 1.5 lilre velume should
be used The recommended dwell liine 1s between 6 and 12 bours in CAPD and 14 - 16 hours
in APD. Drainage of the lluid is by gravity al a rate comlortable for the patient, The draned
Huid should be inspected for the presence of librin or cloudiness, which may indicale the
presence of mlection or aseplic pertonihis

Undesirable Effects

What side-effects may EXTRANEAL cause?

Undesirable eftecls of peritoneal dialysis include procedure and solulion related prablems
Those which are relaled to the procedure are abdominal pain, tleeding, cloudy eflluents
with ar withoul bactena, aseptic peritonilis (see Spacial Warnings Section), infeclion around
the calheter, catheler blockage, Hleus and shouider pain Parilonitis is eslimaled (o occuf in
belween 50°% and 70% ol all patients during the course of trealmeni. On average perilonilis
vecurs once every 1 - 3 years. The corresponding figure loi infeclion around the calheter
15 20% - 30% The trequency ol the other mentioned complications is less,

- Those which are related lo peritoneal dialysis solutions are seen less [requenlly than
thase related lo the procedure and inciude eleclrolyle and fluid imbalances, hypo- and
hypervelaemia, hypo- and hyperlension. muscle cramping and dysequilibnium syndrome
There have been rare reporls ol rashes, occasionally associated with exlolialion in palients
using other medicines in conjunction with EXTRANEAL

What measures are to be taken if side ellacts occur?

Should any of the above listed side-effects occur, immediately inform your physician

Il you notice any unwanled ellects nol mentioned in this leallet or if you are unsure about the

effect of this producl, please inform your physician or pharmacist

Overdose

What to do If you use too much EXTRANEAL?

You should not use more 1han one bag of EXTAANEAL per 24 hours Il you have repehtively
used more than one bag per 24 hours, you should consull a physician as it may aflect levels
ol Icodexinn melaboliles in your blood The physician will ultimalely decide It any corrective
\reatment 15 necessary

Speclal Precautions for Storage

How should EXTRANEAL be stored?

EXTRANEAL has a shelt ile o 2 years Do nol use the product aller expiry date shown on
the catton and product label

Stare at lemperalure below 30°C. Do nol use unless the solulion is cloar and the container
undamaged

Keep oul of roach of children. Any unused portion ol dialysis solution 1n a bag should ha
tiscarded

Date on which package leaflel was last revised
PPD-15.790 December 2007

EXTRANEAL. AMBU-FLEX and ULTRABAG are frademarks of Baxter International Inc
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LEXTRANEAL Peritoneal Dialysis Solution with 7.5% lcodextrin
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EXTRANEAL Qcodextrin 7.5%) Peritoneal Diilysis Salution
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100 ml EXTRANEALE
Teodexuin e R1OAE ) 7.5 »
Sadium Chloade CRUERY ) 33X me

Sodium Lactate CFLA%SY) 448 mg
Calcium Chloride C&{128%) 25.7 mg
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