EXTRANEAL Peritoneal Dialysis Solution

with 7.5% lcodextrin
For intraperitoneal administration only

PATIENT LEAFLET

Dear patient,

Flease read this leaflet carefully because it contains important information for you. If you have
further questions, pleass ask your physiciar ar pharmacist.

Product name

EXTRANEAL (lcodextrin 7.5%).

Compasition

What are the active substances?

EXTRANEAL is a sterila selution for intreperitoneal administration

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

lcodextin 7510 Sodium 132 mmal
Sodium Chioride 538 mg Caleium 1.75 mmol
Sodium Lactate 448 mg Magnesium 0,25 mmo!
Catclum Chloride 25.7 mg Chloride 96 mmaol
Magnesium Chlarida 5.08 mg Lactate 40 mmal

Theoreticel esmolarity 284 (milliosmales per litre).

Composition in Full

What else does EXTRANEAL contain?
EXTRANEAL &lso contains:

Waler for Injections.

Pharmaceutical form and pharmace-therapeutic group

What is EXTRANEAL?

EXTRANEAL is a sterila peritonseal dialysis fluid containing lcodextrin as the active ingredisnt
at a concentration of 7.5%, in an elsctrolyie sclution.

EXTRAMEAL is a sclution for intraperitoneal sdministration only. It should not be used for
intravenous administration.

EXTRANEAL is presented in llexible PVC containers and Is available in the following bag
sizes:

Code Fill Yalume Container Size Preduct Pack Size
{mL) {mL) Configuration
FHB42TY 2000 2000 AMBU-FLEX &
FNB4352 1500 2000 ULTRABAG ]
FNB4384 2000 2000 ULTRABAG 6
rheti orisation Holder

Wha is responsibie for marketing EXTRANEAL?
Baxter Healthcare (Asia) Pte Ltd

10 Hoe Chiang Road, #11-01 Keppe! Towers, Singapore 089315
Baxter Healthcare Lid.

15F, 218 Tun-Hua 5. Rd., Sec. 2, Taipei 106, Taiwan

Baxter Incorporated

5tk FL., KNTD Bldg., 10 Da-dong, Chung-ge, Seoul 100-183, Kores
Baxter Healthcare Ltd

RAoom 2004-8 CAC Frotective Tower, 38 Gicucester Road,

nchai, Hong Kong

Name and address of the manufaciurer

Who is r for the e of EXTRANEAL?
Baxter Healthcare SA, Singapore Branch

2 Woodlands Industrial Park D, Singapere 738750

Properties

How does EXTRANEAL work?

icodextrin is & starch-derived glucose polymer which 2cts as an osmotic agent when administered
intraperitoneally for continuous ambulatary peritoneal dialysis (CAPD). EXTRANEAL producas
sustained ullraliltratlon over & period up to 12 howrs in CAFD, with a reduction in caloric load
compared to 4,25% Dextrose solutiens, but with similar volume of ultrafitrate.

Therapeutic Indications

Why use EXTRANEAL?

EXTRANEAL is recommended as a once daily replacement for a single Daxtrose exchange as
part of @ CAPD or automated peritoneal dialysis (APD) regimen for the treatmant of chronic
renal fallure, particularly for patients who have lost ultrafiltration on Dexirose solulions,
bacause it can extend time on CAPD therapy In such patlients,

Contraindications

When should you not use EXTRANEAL?

EXTRANEAL should not be used if you hava a known allergy to starch based pelymars or an
icodextrin intolerance.

EXTRANEAL should also not be used it you have & history of ebdominal surgery in the
month preceding commencement of therapy or it you ere sulfering trom zbdominai fistulae
{nan-healing weeping wounds|. tumours, opan wounds, herniae or other canditions affecting
your abdomen.

Precautions for use

What precautions have to be taken?

EXTRANEAL is lor intraperitonsal adminisiration only. To change the dialysis bag, it is of vital

importance that you carsfully follow the steps which have baen shown to you during training,

and ihat you make sure that all the connacting paris remain completely clean to reduce the

pessibility of infaction. To reduce discomfort an administration, the solution should be warmed

in the oversesled beg lo & temperature of 37°C prior to uss. This should be done using dry

keat, ideally using & warming plate speciglly designed for the purpose. Hot water should not

be used to warm the bag in order 1o avoid contamination of connectars,

= An accurate fluid balance record must be kapt and your body weight should be carefully
manitored o avoid over - and enderhydration, which may have severe consequences, including
cangestive heart failure, voleme depletion and shock.

= An aseptic technique should be chbserved throughou! the bag changs procedure.

= Significant iosses of protein, amino acids and water-goluble vitaming may occur during
peritoneal dialysis. Replacement therapy should be prescribed as necessary by your
physician,

— Serum electrolyle concenlrations (particularly bicarbonale), blood chemistry and haemalological
factors should be evaluated periodically by your physician

BAR CODE LOCATION (FOR POSITION ONLY)
REFER TO PARA 52 FOR ACTUAL LOCATION

*PRDISTOD*

= If you have ciabetes, blood glucose fevels should be monitored and the dosage of Insulin or
othar treatmant for hyparglycaamia should be adjusted by your physician. It should be noted
that EXTRANEAL may interfere with the measurement of blood giucose by certain testing
kils, Glucose dehydrogenase pyroloquinclinequinone |GDH-PQQ}|-based methods should not
be used. A falsely high biood glucose level might be found. If you need to measure your
blood glucose levels and you use Extraneal, your physician will advise you on which blood
glucese test kit to use, or contzct the test kit manufacturer to determing if Extraneal will
interfare with blood glucose test resulls,

in case of doubl on the above precautions, you shouid not hesitale to consult your physiclan

ar pharmacist.

Special Warnings

Minor fall in serum sodium and increase in osmolarity.

incresse In plasmz level of oligossccharides and maltose can oceur. Long term effecte not
reporiad.

What do you have to consider during pragnancy and while breast feeding?
EXTRANEAL is not recommendsd during pregnancy or while breast feeding. Women of
childbearing potential should be treated with EXTRANEAL only when adeguaie contraceptive
precautions have been taken. Polentlal effecls on male and lemale fertility are unknown.
What needs to be taken into consideration for children?

EXTRANEAL is not racommended in children,

What else needs to be taken into consideration?

There are ather conditions which may make the use of EXTRANEAL unsuitabla for you, for
example conditions affecting your nutrition, breathing or If you have a potassium deficiency.
EXTRANEAL sheuld not be used if you have acute renal failure.

The draingd fluid should be inspected for the presence of fibrin or cloudiness, which may
indicate the prassnce of infection or eseptic peritonitis. 1f this gecurs, contact your physician
or dizlysis nurse immediately.

Interactions with other Medicaments and other forms of Interaction

What other products can EXTRANEAL effect?

The effect of traatment with cardiac glycosides may be affected if takan whilst ueing EXTRANEAL.
Piasma levels at potassium and calcium must thersfore be carefuily chacked by vour physician,
In the event of sbrormal levels, appropriate sctions should be taken.

Qther forms of interaction

See the maasuremant of blood glucose by certain tesling kits under precautions lor use.

Incompatibilities

15 EXTRANEAL incompatibie with any other medicinas?

Thare are no known problems with compatibility of EXTRANEAL and other medicines.

A range of antiblotics incluging vancemycin, cephazelin, ampiciilinflucloxacillin, ceftazidime,
gentemicin, smphotericin, and insulin have shown no evidence of incompatibility with
EXTRANEAL.

Posology and Method of Adminisiration

How and when should you use EXTRANEAL?

‘four physician wili decide on the desage of EXTRANEAL.

EXTRANEAL is recommendsd for use during the longest dwell paried, i.e. in CAPD wsually

overnight and In APD for the long caytime dwell.

Adults: By intraperitoneal administration limited to 2 single sxchange In sach 24 hour-period,

as part of a CAPD or APD regimen.

Elderly: As for Adulta.

Chiidren: Not recommendsd for use in childran {less than 18 years).

The valume to be instilled should be given over a period of approximalely 10 10 20 minutss at

& rate which tha patient finds comforlable. For aduit patienis of normal hody sire the inslilled

voluma should not excead 2.0 litres. If this causes abdominzl tension & 1.5 litre volume should

be used. The recommended dwell time is belwsen § and 12 howrs in GAPD and 14 - 16 hours

in APD. Drainage of the fluid is by gravity at a rats comfortabla for the patient. The drained

{luid should be inspected lor the presence of librin or cloudiness, which may indicate the

presence af Inlection or aseplic peritonitis,

Undesirable Effects

What side-effects may EXTRANEAL cause?

Undesirable effects of peritones! dialysis include procedure &nd solution related problems.

- Those which are reiated to the procedure are abdominal pain, bleeding, cloudy effluents
with or without becteria, eseptic peritonitis (see Specizl Warnings Section), infection around
the catheter, catheter blockags, leus and shoulder pain, Peritonitls is estimated to osour in
between 50% and 70% of all patients during the course of traatment, On average peritonitis
oocurs once every 1% - 3 years. The corresponding figure for infection around the cathster
Is 20% - 30%. The frequency of the other mentioned complications is less.

~ Those which are ralated to peritoneal dialysis solutions are sgen less Ifrequently than
thosa related to the procedure and include electrolyte and fiuid imbalances, hypo- and
hypervolaemiz, hypo- and hypertension, muscie cremping and dysequilibrium syndroma.
There have been rare reports of rashes, occasionally associated with exfoliation in patients
using other medicines in conjunction with EXTRANEAL.

What measures are to be taken if side effects occur?

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

it you notlce any unwanled effecls not mentioned in this featlet or il you are unsure about the

affact of this product, plaasa inform your physician or pharmacist.

Overdose

What fo do if you use foo much EXTRANEAL?

‘ou should not use more than one bag of EXTRANEAL per 24 hours, If you have repetitively

wsed more than one bag per 24 hours. you should consult a physician as it may affect levels

of lcodextrin metabolites in your blood. The physician will ultimately decide If any corrective

treatment is necessary.

cial Pr i f tor:

How showld EXTRANEAL be stored?

EXTRAMEAL has & shelf life of 2 ysars. Do not use the product aftar expiry date shown on

the carten and product label.

Store at temperature befow 30°C. Do not use unless the solution is clear and the container

undamaged.

Keep out of reach of children. Any unused portion of dialysis solution in & bag should be

discarded.

Date on which package leaflet was last revised

PPD-15-790 December 2007

EXTRANEAL, AMBU-FLEX and ULTRABAG are trademarks of Baxter Intemational Inc.




