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CONTENTS

- 0.014" (0.36 mm) guidewire. : :
- Disconnectable transmitter - to be used wlth the gurdewrre it is delivered with.
- Torque device.

DESCRIPTION (SEE DIAGRAM 1)

PressureWire® 0.014" (0.36 mm) is a guidewire with 3 high fidelity sensor located just
proximal to the 3 cm radiopaque shapeable tip.

- PressureWire® has a nominal diaieter of 0.014" (0.36 mm).

Refer to product label for guidewire length. '

The signals from the sensor can be used for measurements of cardiac and intravascu-
lar blood pressure and estimations of Fractional Flow Reserve (FFR).

A= 175 / 300 cm

B =31cm

‘__3—"(: — Hydrophilic coating

b 0.014" diamater - E

A Guidewire length, see label Close [t - -
B Flexible léngth RADI

C Soft platinum tip (radicpaque) Open m ') 9 -
D Sensor element R JJ }

E Jjonction flexible section/shaft ’ : K (@

F Torque device
G Male connector

H Female connector/ Trensmitier

1 Switch (Forward = On & Calibrate, 8ack = Off)

] Lightindicators

K PressuwceWire® Receiver - Not o port of this pockage

Diogram 1: PressureWire® T

1. INDICATION FOR USE

- PressureWire? is indicated to direct a catheter through a3 blood vessel and to measure
physiological parameters in the heart and in the coronary and peripheral blood vessels.

2. CONTRAINDICATIONS : :
« PressureWire® is contraindicated for use in- lhe cerebral vasculature.

3. GENERAL WARNINGS . .
+ PréssureWire® is intended for single use only L
- Do not resterilize or reuse: the contents may be damaged or distorted.

+ Prior to use and when possible during the: procedure. inspect PressureWire® carefully
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for bends, kinks or other damage. Do nof readjust any bend or kink.

+ PressureWire® must not be used If it has been damaged in any way; otherwise, vessel/
ventricle damage and/or inaccurate pressure s»gnals or Inaccurate torque response
may occur.

« When introducing PressureWire® in a dlagnosm: case, flush the catheter and adminis-
ter anticoagulation as for a standard catheterization procedure or clotting may-occur. -

+ Do not torque PressureWire® without observmg correspondmg movement of the tip;
otherwise vessel/ventricle trauma may decur. .

+ Always advance or withdraw PressureWire®: slew y Never push, withdraw or torque
PressureWire® if it meets remstance .

4. GENERAL PRECAUTIONS .

+ Federal (USA) law restricts this device to sale by or on the order of a physician.

» PressureWire® is only intended to be used with PressureWire® Receiver.

+ PressureWire® shall not be used with any other-transmitter than the one which it is
delivered with, or uareliable readings will be registered.

»  PressureWire® Aeris™ operating time Is 3 hours.

+ Refer to instructions supplied with-any interventional devices to be used in con;uncuon
with PressureWire® for their intended uses; contraindications and potential complications.

+ Do not use PressureWire® with atherectomy catheters. These systems may cause
PressureWire® to fold back upon itself and become lodged in the atherectomy
catheter. If this occurs, withdraw both the atherectomy catheter and PressureWire®
simultaneously.

+ PressureWire® does not give sufficient support for guiding catheter exchange.

+ Do not use with interventional devices with a'too short guidewire rail length as
PressureWire® may fold or fracture during manipulation.

+ Confirm the compatibility of PressureWire® diameter with the interventional device
before actual use.

- Free movement of the guidewire within the lnterventional device is an important
feature of a steerable guidewire system because it.gives the user valuable tactile
information. Test the system for any resistance pnor to use.

- Adjust or replace the hemostatic valve with an ad;ustable valve if it is found to inhibit
guidewire movement.

+ When PressureWire® is disconnected from (he transmiuer during the procedure make
sure the male connector does not come:into contact with conductive surfaces thus
avoiding unintentional connection with other equipment.

« False pressure readings may occur if the male connector is:

- not dry, clean and free of coagulated blood.
- not fully inserted into the bottom of the lransmuter (indicated by yellow light).
- bent or damaged.

+ Avoid abrasion of PressureWire® coating. To’ avmd gundewlre damage and possible
shearing of the polymer coating, do not withdraw or mampulate PressureWire® in a
metal cannula or sharp-edged object.




+ If PressureWire® is taken out during the procedUre in order to be remtroduced into
the patient make sure the PressureWire® distal part is kcpt wet in the meantime, Make

sure that the transmitter is kept dry. .

For optjmal pressure measurement adjust the position of PressureWire® so that the

sensor does not touch the atrial or ventricular walls, to avold measurement artefacts

due to movement.

+ After use, the product may be a potential biohazard. Handle and dispose of
PressureWire® In accordance with medical practlce and applicable local, state and
federal laws and regulations.

.

NOTE: The transmitter contains silver oxide button type batteries with in total < 2% mercury,
allowed to be put on the market according to the battery directive 2006/66/EG. The signal
performance requires the batteries to be permanently affixed and the transmitter to be
sealed, which, according to article 11 in the same directive, exclude the batteries from
the requirement to be possible to remove. Dlspose as ordinary potentially biohazardous
material. .

5. ADVERSE EVENTS

« Potential complications which may be encountered during all catheterization proce-
dures include but are not limited to: vesse! dissection or occlusion, perforation, em-
bolus, spasm, local and/or systemic infection, pneumothorax, congestive heart failure,
myocardial infarction, hypotension, chest paln renal msufflcwncy, serious arrhythmias
or death. .

6. PREPARATIONS FOR USE :
Open the PressureWire® package using sterile !echmque and place PressureWire®, still
attached to the packaging tray, on the sterile field. :
Make sure that PressureWire® s '1ul|y inserted into the transmitter.
Fill the packaging coil with 10 ml (10 cc) of saline solution through the flush port
located at the very inside of the coil on the packaging tray.
- Take care that the sensor element of PressureWire® is just submerged but not under 3
column of liquid (the tray should be lying flat).
Gently detach the torque device by pulling it forward alang the wire.
+ Gently detach the transmitter from the packagmg tray by carefully tearing the holding
flaps, with the wire still in the packaging coil.
+ Activate the recelver by pressing the CONNECT button. The receiver is now ready to -
connect to PressureWire® (during 6os), indicated; by blinking green light.
_Turn the transmitter on by pushing the slide bution forward. A green light is activated.
PressureWire® will now calibrate and connect fo: the receiver.
After syccessful calibration and cor ion-to the receiver, the receiver indicators
shift to steady green light and a double beep is heard. :
- If calibration falls the transmitter light turns fast blinking yellow.
- If 3 connection is not established and the green light on the receiver is still
“blinking, restart the transmitter by turning it off and then on again.
L6
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- If a connection is not established within 6os the receiver returns to standby
mode, indicated by 2 yellow light and 2 long beep. Reactivate the receiver by
pressing the CONNECT button, then restart the transmitter by turning it off and
then on again, S

» Carefully pull out the wire from the packaging coil.

PressureWire® is now ready for use. S ) .
NOTE: Avoid turning off the transmitter diring the case since PressureWire® will -
require 3 recalibration outside of the bady, = -~ -

Refer to Instructions for use for PressureWire® Receiver for complete instructions on
handling of the receiver. Tt

RECALIBRATION: i recalibration s necessary Aduri;ng the case, remove PressureWire®
from the body and turn the transmitter off and theri on again.

WARNING: PressureWire® is a delicate in_stronie‘ni and should be handled carefully.
Bending or excessive force during removal from packaging tray may damage the guidewire.

7. DIRECTIONS FOR USE, CORONARY MEASUREMENI’S .
7. Engage the guiding catheter using standard: practice. Flush the catheter.
CAUTION: A guiding catheter with 6F (2 mm) éiie: or b}gér should be used to prevent

damping of the arterial pressure signal. Larger size should be considered when large
interventional catheters are used. ' ’

7.2. Carefully insert the distal tip of the guidewire into the hemostatic valve of the
Y connector and then advance the wire into the catheter,

7.3. Position the sensor element of PressureWire® just outside of the tip of the
guiding catheter. :

7.4. Pull back the insertion tool out of the hemostatic valve.
7.5. Tighten the hemostatic valve. o

7.6. Place the aortic pressure transducer at the same height as the patient’s heart.
Make sure there is no remaining contrast fluid in the catheter, flush if ¢ Y.

7.7. Verify that the aortic pressure from the gui&ihé catheter and the PressureWire®
pressure are similar. .

7.8. To remove any residual pressure differénce between aortic and PressureWire®
pressure use the equalization function on the Cathlab monitor system or use the
plus (+) and minus (-) button on PressureWire® Receiver. Refer to the Instructions
for use for the Cathlab monitor or Instructions for use for PressureWire® Recelver.

WARNING: When introducing the guidewire, confirm that the catheter tip is free within
the vessel lumen and not against the vesse! wall. Fallure to do so may result in vessel
trauma upon guidewire exit of the catheter. Use the radiopaque marker of the catheter to
confirm position. ) L :

7
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7:9- Advance PressureWire® out of the guiding catheter. Use the torque device to steer
PressureWire® to the desired position and.perform pressure measurement.

WARNING: Observe all PressureWire® movements. Whenever PressureWire® is moved
or torqued, the tip movement should be examlned under fluoroscopy

CAUTION: When difficult to reach a desired posmon PressureWire® may be discon-
nected for better handling. Carefully wipe and then.dry the male connector before it is
reconnected.

WARNING: Torquing PressureWire® against resistance or repested attempts to cross a
total vessel occlusion may cause damage and/or fracture which may lead to 3 portion of
PressureWire® separating from the tip.

NOTE: To calculate Fractional Flow Reserve (FFR) apply maximum hyperaemic stimulus
according to clinical standard practice.

CAUTION: Failure to achieve maximum coronary and myocardlal hyperemia may result
in invalid FFR.

CAUTION: Do not measure pressure when the sensor element of PressureWire® is in
sharp curves, since this might result in pressure artefacts.

WARNING: Excessive manipulation when sensor element (D) or tip of PressureWire® is
located in sharp bend may cause damage or tip fracture. If the guiding catheter is in an
anatomically severe or sharp bend, for example a tortuous subclavian artery or adjacent
vessel position, the junction between the shaft and the flexible distal section of the wire
(E), 31 cm from the tip, may be vulnerable to kinking or fracture. Avoid use of PressureWire®
via a radial or brachlal approach unless this approach is based on medical necessity.

If a decision is taken to continue wlth an ln!erventlonal procedure, follow these
instructions: :

8. DIRECTIONS FOR USE, INTERVENTIONAL PROCEDURE = -

CAUTION: A guiding catheter with 6F (2 mm) size or lorger should be used to prevent
damping of the arterial pressure signal. Larger: slze should be considered when large
interventional catheters are used.

8.1. Inspect and prepare the interventionaf devxcc accordlng to the manufacturer S
instructions. .

8.2. Disconnect the transmitter from PressureW o, then remove the torque devu:e
by loosening the screw and gently wuthdr

8.3. Carefully advance the interventional devlce over PressureWire® male connector
and proceed according to standard clinical practice.

8.4. Carefully wipe and then dry the male connector before it is reconnected.




8.5. Reconnect PressureWire® to the lransmmer taking care to gently and fully insert
the male connector and to tighten the cap on the transmitter.”

8.6. Treat the lesion using standard pracrlce

8.7. To evaluate the result of the lntervennon withdraw the interventlonal device and
perform pressure measurement.

CAUTION: An interventional device'may cause an uaderesnmanon of coronary pressure
if left in artery or guiding catheter during presswe measurement

NOTE: To calculate Fractional Flow Reserve (FFR) apply maximum hyperaemic stimulus
according to clinical standard practice. .

CAUTION: Failure to achieve maximum coronary and myocardlnl hyperemia may result
in invalid FFR.

8.8 When the procedure is finished, verify the pressures by:
- Position the sensor element of PressureWire® just outside of the tip of the
guiding catheter. Flush any remaining contrast fluids.
. - Pull back the insertion tool out of the hemostatlc valve
- Tighten the hemostatic valve. )
- Verlfy that the pressures registered by the gwdmg cathcter and PressureWire®
" are the same.

9. DIRECTIONS FOR USE, INTRACARDIAC MEASUREMENTS

WARNING: When introducing the guidewire, confirm that the catheter tip is free within
the heart lumen and not against the heart wall. Fallure to do so may result in ventricle
trauma upon guidewire exit of the catheter. - - - -

WARNING: Torquing PressureWire® against resisténcemay cause dainage and/or
fracture of PressureWire®, which may lead fo & portton of PressureWire® separa!lng
from the tip. ,

WARNING: Positioning of catheters and gundewlrés in the ventricles is potential
arrhythmogenic. It should never be done without ECG monnonng and the presence of a
functioning defibrillator. .

WARNING: Avoid using PressureWire® in the. ven.mcles if the patient has a prosthetic
mechanical valve. PressureWire® may become mpped and disrupt the function of the
velve, leading to serious injury or death.

CAUTION: A standard 0.035" J-shaped guidewire is ur‘ d to advance the
catheter and to give support when crossing ‘heart valves Never yse PressureWire® for
this purpose.

9.1 Use a standard 0.035" J-shaped guidewire to posmon a muitlpurpose catheter in
the heart at the position of interest, follow slandard clinical practice depending on

application. A
9 il



9.2. With the catheter securely in place, exchange the standard guidewire with
PressureWire®.

9.3. Insert the distal tip of PressureWire®: mto the hemostanc valve and then advance
the wire into catheter.

9.4.Advance PressureWire® into the po;itlon of interest.
WARNING: Observe all PressureWire® movements. Whenever PressureWire® is moved
or torqued, the tip movement should be examined under fluoroscopy.

9.5. Pull back the catheter to a stable position outside the heart valve, leaving only
PressureWire® at the measurement position.

CAUTION: Whenever absolute blood pressure’ S are obtained, the pressure
registered by the guiding catheter and PressureWire® should be property matched. For
this purpose the multipurpose catheter should havea.residual lumen large enough to
prevent damping of the corresponding intracardlac pressure

PRESSURE PERFORMANCE SPECIFICATION

Operating pressure: 30104 300 mmHg

Zero thermal effect: 0.3 mmHg/°C_

Sensitivity thermal effect: " | o.3%/°C

Zero drifs: <7 mmHg/h

Total Accuracy for the combination of t1 mmHg blus *1% of reading (over the pressure ’
PressureWire® and PressureWire® range - 30 mmHg.to 50 mmHg) +3% of reading
Receiver: {over the range 50 mmHg to 300 mmHg)

Delay time: . comé.

Typical performance data for pressure is vslid in the ternperature range of 35°C to 42°C
during a measuring time of less than 1 hour. .

RADIO SIGNAL SPECIFICATION

Frequency Range: 2.4000-2.4835 GHz (1SM-band)
Type: . Frequency Hopping Spread Spectrum
Radiated power: 1 mw peak 70 YW average (EIRP)
Range:

NOTE: Radio range is reduced by objects and walls kecp transmitter and receiver in line
of sight wherever possible. .




OPERATING TIME

PressureWire® Aeris™ operating time is 3 hours

FCC STATEMENT . _
FCC ID: U4lo1080410 FCC identifier for lhe transmmer \

This device complies with part 15 of the FCC Rul‘es Operatlon is sub;ect to the following
two conditions: {1) This device may-not cause harmful interference, and (2) this device
must accept any interference received, |ncluding interference that may cause undesired
operation. .

WARNING: Changes or modification not egq‘)ressly' approved by Radi Medical Systems AB
could void the user’s authority to operate the equipment.

ENVIRONMENTAL CONDITIONS

Ambient temperature: [ 5 - 35'€

Ambient temperature fluctuation: 5°C

Relative air humidity: 30 -:7;,%- e

Ambient pressure: : 425 - 850 mmHgf
TRANSPORT

Transportation temperature: “25 :70°C

Relative air humidity: 10-95%. -
STORAGE

Store at room temperature in 2 dry and dark plac

[$



TRANSMITTER LIGHT INDICATORS -

Green steady light. *| Transmitter on.

Green puisating light proportional to Normal operéiinn‘.-
blood pressure. R

Yellow steady light. [ ’ di d from

er e i

Re-insert PressureWire® firmly into transmitter.
Green pulsating light & Battery leve:l low. It Is recommended to finish case or to
yellow stow blinking light exchange PressureWire®, .
Yellow fast blinking light. Error. Pgssiblé cause:

- Battery level too low for épemiim
- Internal érror -
Attempt restart by temoving PressureWire® from body

and turn the transniitter off and on again.

COMPLIANCE WITH REGULATORY REQUIREMENTS

Hereby, Radi Medical Systems AB, declares that this PressureWire® is in compliance with
the essential requirements and other relevant provisions of Medical Device Directive
(93/42/€EEC), Radio and Telecommunications Terminal Directive (1999/5/EC} and Quality
System Regulation (US). o .

Guidance and manufacturer’s declaration ~electromagnetic emissions
PressureWire® system is intended for use in the electromagnetic environment specified
below. The customer or the user of PressureWire® system should assure that is used in
such an environment. - o

Bl

RF emissions Grupp 1 The PressureWire® system uses RF energy only

CISPR 11 - | for its internal function. Therefore, its RF emis-
- | slons are very low and are not likely to cause
any interference in nearby electronic equipment.

RF emissions Class B The Pr system is suitable for use in
CISPR 11 all establish luding de i blish
. ments’ and those directly connected to the
ublic low:voitage power supply network that
Harmonic emissions | Class A :upp'lle's build gc‘; di 4
IEC 61000-3-2 U =

Lbad

Voltage fluctuations | Complies
/flicker emissions
IEC 61000-3-3




Guidance and manufacturer’s declaration - electromagnetic immunity

The PressureWire® system is intended for use in the electromagnetic environment speci-
r of the PressureWire® system should assure that it is

fied below. The customer or the use:
in such an environment. .

£

: AP Sk A 0o
Electrostatic +6 kV contact kv Floors should be wood, concrele
discharge (ESD) 28 kV air ’| contact or ceramic tile. If floors are
IEC 61000-4-2 | £8kVair d with syntheti
C the relatlve humidity should be
2t least 30%.

Electrical fast +2 kV for power N/A N/A
translent/burst supply lines ) .
IEC 63000-4-4 1KV for input/ 2).

output lines "
Surge IEC 61000-4-5 +1 kV differential N/A

mode

£2 kV common

mode
Voltage dips, short <s% U, N/A
interruptions and (>95% dip in V)
voltage variations on for 0,5 cycle
power supply input
lines 1EC 61000-4-11 40% U,

(60% dip in U,)

for 5 cycles

70% U, .

(30% dip in v)

for 25 cycles

<5% U,

(>9s5% dipinU,)

for 5 sec o
Power frequency 3A/m 3A/m : Power frequency magnetic fields
(50/60 Hz) ’ should be at levels character-
magnetic filed stic of 8 typical location in a
IEC 61000-4-8 typical commercial or hospital

Do environment.

NOTE: U, is the a.c. malns voltage prior to application of the test level.
1) No mains power Input R .
2) Patient connection

20



Guidance and manufacturer’s declaration - ele trbuinagnetlc Immunity

The PressureWire® system is intended for use in lectromagnetic environment speci-
fied below. The customer or the user of the PressureWire® system should assure that it is
used in such an env : e

Portable’and mobile RF communication
&l equipment should be used no closer to any
1 part of the o .
Pr system, including csbles,
than the recommended separation distance
leulated from the equation applicable to
; the frequency of the transmitter.

L

Conducted RF { 3 Vrms N/A o=

IEC 61000-4-6 | 150 kHzto 8o MHz | 1) -

Radiated RF | 3 V/m 3V/m" . | d=1,24 8o MHz to oo MHz
IEC 61000-4-3 | 80 MHzt0 2,5 GH2 . d=2,3VP 800 MHz 10 2,5 GH2

Where P is the maximum output power rat-
.Ing of the transmitter in watts (W) accord-
Ing to the transmitter manufacturer and d

Is the ded separation di in
metres (m).
- 'Fkﬂjd strengths froim (ixed RF transimitters,
| as determined by an el gnetic site
“survey®, should be less than the compliance
- level in each frequency range®.
Interference may occur in the vicinity of
‘ equipment marked with the (&
following symbol: [}

NOTE 1: At 8o MHz and 800 MKz, the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people. - .

" Ienrdtace)

a) Field strengths from fixed transmitters, such as base stations for radio { )
telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast
cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due
to fixed RF transmitters, an electromagnelic site survey: stiould be considered. if the measured

. field strength In the location in which the Pr re system is used exceeds the applicable
RF compliance level above, the PressureWire® syste should be observed to verlfy normal
operation. If abnormal performance is observed, additional measures may be necessary, such as

reorienting or relocating the PressureWire® system.

b) Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3V/m.

1) No mains power input

Al



Recommended separation distances between portable and mobile RF commu-
nications equipment and the PressureWire® system

The PressureWire® system is intended for use in the electromagnetic environment

in which radiated RF disturbances are controlled. The customer or the user of the
PressureWire® system can help prevent electromagnetic interference by maintaining

a minimum distance between portable and mobile RF communications equipment
(transmltter;) and the PressureWire® system as recommended below, according to the
maximum output power of the communications equipment.

For transmitters rated at a maximum output power not listed above, the recommended separation
distance (d) in metres (m) can be estimated using the equation applicable to the frequency of the
transmitter, where P is the maximum output power rating of the transmitter in watts {W) according
to the transmitter manufacturer. s )

NOTE 1: At 80 MHz and 800 MHz, the separa}ioﬁ distance for the higher freqijenq range applles.

NOTE 2: These guidelines may not apply in all situati h f" gnetic propagation is affected by
absorption and reflection from structures, abjects and people. ’
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PATENTS C
RE 35648, RE 39863, US 5085223, 5938624, 6089703, 6112598, 6142958, 6167763,
6196980, 6248083, 6336906, 6409677, 6428336, 6565514, 6615667, 6672172,
6754608, 6908442, 7450989; EP 877574, 507335, 968547, 973438, 1055392, 1012912,
1076511, 1125548, 1310215, 1475036, 1165171, 1616521 ;JP 2719425, 3675835,
3679419, 3692014, 3692035, 3774237, 3330528, 3880884, 4252790; AU 2004201387;
SE 460396, 523337. Other patents pending woridwide. *

WARRANTY AND LIMITATIONS . .

Although PressureWire®, hereafter referred to as “prodict”, has been manufactured”
under carefully controlled conditions, Radi Medical Systems AB, hereafter called Radi,
has no control over the conditions under which the.product Is used. Radi, therefore
disclaims all warranties, both expressed and implied, with respect to the product, includ-
ing, but not limited to, any implied warranfy of merchantability or fitness for 2 particular
purpose. Radi shall not be liable to any person or-éntity for any medical expenses or any
direct, incidental or consequential damages caused by any use, defect, failure or mal-
function of the product, whether a claim for such damages is based upon warranty, con-
tract, tort or otherwise. No person has any authority to bind Radi to any representation
or warranty with respect to the product. The exclusions and limitations set out above are
not intended to, and should not be construed so asto contravene mandatory provisions
of applicable law. If any part or term of this Disclaimer of Warranty is held to be illegal,
unenforceable or in conflict with applicable law by court of competent jurisdiction, the
validity of the remaining portions of this Disclaimer of Warranty shall not be affected,
and all rights and obligations shall be construed and enforced as if this Disclaimer of War-
ranty did not contain the particular part or term held to be invalid.

PressureWire® is developed and manufactured according to Medical Device Directive
93/42/EEC, Radio and Telecommunication Terminal Equipment Directive 1999/5/EC and
Quality System Regulation (US).

PressureWire® and RadiAnalyzer® are registered trademarks of Radi Medical systems AB.

Designed.'developed and manufactured by Radi Medical Systems AB.

Radi Medical Systems AB
Palmbladsgatan 10

Box 6350, 751 35 Uppsala, SWEDEN
+46(0) 18 16 10 00 :
www.radi.se

Radi Medical Sy and further infy ion: www.radi.se
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SYMBOLS WITH EXPLANATIONS

Caution, (A ion consult panying di

Y

B>

Consult operating instructions.

5
9

Lot number.

Ci of the packag

Catalogue number. -

®|[|]

Do not resterilize.

!

Sterilizied using Ethylene Oxide.

3

T
a

The transmitter contains sliver oxide button type batteries with in total < 2% mercu-
ry, allowed to be put on the market according to the battery directive 2006/66/EG.
The signal performance requires the batteries to be permanently affixed and the
transmitter to be sealed, which, according to article 11 in the same directive, exclude
the batteries from the requi to be possible to remove. Dispose as ordinary
potentially biohazardous material. .

Do not use if package is damaged.

®|®

For single use only. Do nol reuse.

ce: Complies with the Medical Device Dlrgctive, 93/42/EEC and Radio and Telecommunica-
tion Terminal Equipment Directjve 1999/5/_I§¢.. T
- CAUTION e
only . Federal law (USA) restricts this device to sale by of on the order of 3 Physician.
g © | Explry date (2 years from manuladuﬂﬁé dat .
Quantity.

Defibrillation-proof Type CF equipment,

Equi includes RF tr

Electrostatic sensitive device.

=t



FVOROPHILIC] | Hydrophitic.

Wireless.
Diameter.

Length.
’ Keep dry.

\

x

Keep away from heat sources.

J Manufacturer.
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