Instructions for Use
Description

SMARTez" elastomeric infusion pumps are deslr,nned o alw

Warmnings:
Do not use il package has been opened or s damaged.
Slngle use only. Do not re-sterifize or re-use, Re-use of

clinicians and nurses the opticn of p
amaunts of medication to the patient in a continuous and
accurate mannes either at the hospital or at home,
SMARTez * is indepandent of main pawer supplies or
batteries, enabling the patient to be treated in an ambulatory
manner.
Meadication is delivered to the patient by positive pressure
applied by the elastomeric membrane. The flow rate
is inad by the of the flow
dwiﬂw restrictor) and the positive pressure of the

. This p delivars the solution
against the back-prossisre of catheters and blood pressure in
the veins Back-prassure affects the flow rata,

Indications
Elastomaric pump davices are intended to Infuss medication
for sither continuous intravenous, subcutaneous or epidural
mfuhm laccording to pump model). Chemathesapy,

ia and pain are the most
camman therapies where elastomeric pumps can be used,
either in adult or pediatric patients.
Far detailed information about the range of drugs typically
administered via elastomeric pumps please refer to Drug
Stabiility List,

Contraindications

I ic pumps ane indicated for the delivery of
blood, Blood prod Ensiliny, total g | nutrition and
fipic emulsions,

Complications
Common complications associsted with the use of

alastomeric pumps far continuous infusion are:
« Cathetir-related Ticatl Jarati

{catheter

dislodgement, chstruction, insertian site infaction,
penetration of the vessel, narve injury, needle lraume)
Maote: After initial comect positioning of an intravenous
catheter, it may get dislodged. If this is the case, the
infusion may be delivernd paravenaous, #.g. inte the tissue,
In case of paravenous infusion, severs tissue reactions
and necrosts might eccur, In such situations, please stop.
the infusion immediately, leave the catheter in place and
cantact your physician. Intravenous cathetars may alio
lead to infusion site infections.

Tubi latad lications (kinking)

« Infusion-related c,nmpilcatlons{maccurateﬂﬂw leakage,
obstruction)

Mote: In case of over-infusion severe side effects may
occur, depending cn the infused mudi In cave of
under- delivery or stopped delivery | the treatment may
be compromised.

In case of leakage, being exposed to a medication not
ntenced for that use might lead 1o side effects,

= Drug towicity

Any drug may lead to side effects and toxicity. Please refer
to the specific surmmary of the drug manufacturer.

devices craates a potential risk of patient or user.
It may Iead to oontamlnatlon and/or impairment offunctlonal
andfor limited functh afthe

device may Iead 1o injury, illness, ar daath of the patient.

Elastomeric pumps should not be used in patients with
lnown: hypersensitivity to any of the materials of the device.
Elastomeric pumps should only be applied by healthcase
workers who have been adequately trained in this technigue.

Classification

SMARTez" elastomeric pumps are manufactured acconding
1o 150 13485 and are in conformity with the following
standards:

= European Community {CE Mark] dlass lib Medical Device
Directive (MOD}

« Product certified by British Standards nstitute (BSi) in
sccondence with $3/42/EEC

= 150 28520:2010(E} Medical devices - Nor-electrically
driven portable infusion devices

[Directions for Filling

Elastameric pumps can be filled with a Leer Lock syringe or a
similar device using an aseptic technique. The tubing should
be primed with 0.0% sedium chleride selution (0.9% NaCl
before adding medication,

Priming

{use aseptic technicue):

1, Close the clamp

2. Twist off the closing cone from the filling port and place it
on a sterile surface

3, Attach the filling davice to the filling part. Push down the
syringe plunger until syringe is ampty

4, Hemove the flling device fram the filling part and closa

all caps

5. Open the closing cone of the patient connector

6. Open the clamp and prime the system

7.Close the clamp and reattach the closing of the
patient connector

Maates Phiase makie sure, that you hobd the filter upwards
during the priming process. The filter needs to be fully
wistted with the carrer solution in order 1o ensure comphete
functionality.

Adeding medication (e aseptic technigue):
Repeat steps 2-5 until required volume is achieved

MNorte: Phease miske sure, closing cones of filling port and
patient cannector are properly dosed after filling a and priar
15 use.

Patient Connecticn:

1.0pen the closing cone of the patient connector

2, Disinfect the connection ports and consider the exposure
time

3, Connact the patiant connector of the pump te the patient’s
Access device

4, Make sure, that the flow restrictor is completely taped an
the patient's ikin

5. Make sure, that the Blter is not covered by any dressing
6. Open the clamp for starting the infusion

Cautions

« Temperature dependency: SMARTez® is designed to work

at room ternperature 23°C +/- FC{73F +/- 3.6°F). The

flenw restrictor is calibrated to work at 31 % {88:F). To

maintain a stable flow rate the flow restrictor should be

In dose contact to the patient's skin at all times (31°C),

For avery | °C above or below this temperature, the flow

rate will incresse or decrease by approximately 2.5%, An

increase in temperature results in an increase in flow rate

and vice versa (figure 1)

« I SMARTez" punnps needs to be stared in the refrigerator or

frepzer, allow the unit to warm up to reom temparature

before usin g Storage inthe !neezu should not exceed

a thon of 30 days, d. ing the pumgp

specific nominal infusion time, Example: Maxinum 30

days - nominal infusion time 5 days = 25 days maimum

storage]

» Ambient prassure dependency: SMARTEz® pump should be

used within an ambient Dnemlre between 86 P2 and 106 lPa,
filling the pump less than nominal

uoﬂlme generally results in a faster flow rate, Filling the

pumg mare than the nominal volume results in a lower

tiow rate.

« Diluent dependency: SMARTez* pump flow rates are

calculated on the basis of using 0.9% NatCl Uking dextrosa

{D5W) as diluent or the addition of any drug of a higher

viscosity than normal saline will increase delivery time (e.g. by

10%in case of dextrose [DEW], see figure 2h.

When filled to nominal volume, the flow accuracy is +/<15%

of the labelad flow rate for SMARTez® pump.

B5386 5t Ingbert Garmany

Epic Intemational Thailand Ca,, Lt

Harmara| Eastern Seabaard Industrial Estate
500,73 M.2 Tasit Amgphar Pluakdaeng Rayeng
Thaikand 21140

MT Promedt C Iting GrmbH
Pl

Nominal Flowrate

Fig. 2

DANAC]

Flows rate. mih

Infusion duration .

Fig. 3

Glucose

0.5% NaCl

Volume ml

Infusion duratian .

www.epic-med.com



