


TECHNICAL SPECIFICATION: Aptiva Ballet cod.903.000.000

Classification in accordance with:

- Directive MDD 93/42 class Il a

- MDR Canada class Il

Reference standards:

CEl EN 60601-1

CEl EN 60601-1-2 || Ed.

CEl EN 60601-1-4

CEl EN 60601-1-4/A1

CEl EN 60601-2-10

CEl EN 60601-2-10/A1

CEl EN 60601-2-40

CEl 62-84

UNI CEI EN ISO 14971

Mains: power with external power supply or with 24V NiMH
battery {(about 10 hours autonomy - recharging time 13
hours).

Supply voltage: 100 - 240 WV ~ , 47 - 63 Hz.

Absorbed input power: 45VA.

Classification of degree of protection against electrical
hazards in accordance with CEl EN 60601-1 standards:
class 2 type BF.

Conditions of use: machine suitable for continuous use.
Safety of use in the presence of flammable anaesthetic
mixtures with air or oxygen or nitrous oxide: machine
not suitable for use in the presence of flammable
anaesthetic mixtures with air or oxygen or nitrous oxide.
ENVIRONMENT:

During operation:

Temperature: 15-35°C.

Humidity: 5-80%.

During storagel/transport and when the system is
switched off:

Temperature: 0-50°C for less than 48 hours, 0-35°C for
more than 48 hours.

Humidity: 5-80%.

Air flow: there is no forced ventilation system.

Heat emission: the system dissipates the heat produced
by the electronic circuits through the casing.

Display: active TFT.

Keyboard: Hard and Softkeys on membrane keyboard.
Dimensions: with packaging (62 x 62 x 156 cm), machine
(46 x 43 x 143 cm).

Weight: 20Kg.

Neurostimulator characteristics: "FREMS™" pulses and
sequences (patented). Negative square-wave pulses with
zero mean value.

Pulse amplitude: from 0 to 300V.

Fregquency: 0+1.000Hz automatically modulated.

Pulse duration: 10+100pusec.

Voltage increase: adjustable by the patient via remote
control in steps of 1V.

Stimulation channels: 4x4 with independent programs.
Electromyograph/electroneurograph characteristics:
stimulation pulses with zero mean value (electroneurograph

only).
For the electroneurography function the stimulation is
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delivered on channel 1 (Ch 1) by connecting the relevant
cable.

Pulse duration (electroneurograph only): 50+1000psec.
Output load dependence (electroneurograph only): the
output pulse is generated by the discharge of a 1100nF
capacitor. The output is characterized on resistive load
between 1Kohm and 30K Ohm.

Input impedance > 1.000Mohms.

Sensitivity: adjustable via hardware: 50V/mV, 10VimV,
1VimV, 100mV/mV. For the electromyography functions
the hardware sensitivities 10V/mV and 1V/mV are used by
means of which also the sensitivities 5V/mV and 2V/mV
are obtained via software. For the electroneurography
functions all the hardware sensitivities are used by means
of which also the sensitivities 100V/mV, 20V/mV, 5V/mV,
2VimV, 500mVimV, 200mV/mV are obtained via software.
Pass Band: 10 + 4.000Hz for the sensitivities 100V/mV
and 50V/mV; 10 + 8.000Hz for the sensitivities 20V/mV,
10VImV, 5\M/mV, 2VimV, 1V/mV; 10 + 10.000Hz for the
sensitivities 500mVvV/mV, 200mVvV/mV, 100mV/mV.

Input signal range in absolute value: adjustable based
on the sensitivity set: 0 + 20pVp, 0 + 40pVp, 0 = 100pVp,
0+ 200pVp, 0+ 400pVp, 0+ 1mVp, 0 + ZmVp, 0 + 4mVp,
0+ 10mVp, 0 + 20mVp.

Resolution: Adjustable based on the hardware sensitivity,
respectively: 0.08pV, 0.4pV, 4pV, 40pV.

Accuracy: On the four hardware scales, respectively:

+ 0.32pV + 3%Vemg.

+ 1.6pV £ 3%Vemg.

+ 16pV £ 3% Vemg.

+ 160pV £ 3% Vemg.

ACCESSORIES:

N® 1 Power supply.

N® 1 Remote control cable.

N® 4 Electrode connection cable for neuromodulation.
Acquisition cables with the following accessories:

= Electromyography/electroneurography measurement cable
with DIM female connector and unipolar female cable
connector.

* Electromyography/electroneurography measurement cable
with DIN male connector.

* Reference electromyography/electroneurography
measurement cable with unipolar male safety connector.
« N 1 terminal with a pair of button electrodes.
OPTIONS (Aptiva Etoile option 903.000.100):

N® 1 ENG stimulation with the following accessories:
* N® 1 three core screened stimulation cable with DIN41524
terminal and stainless steel snap rings.

= N® 1 three core screened stimulation cable with DIN41524
terminal and 7mm diameter AgAgCl electrodes.

* ENG stimulation cable with DIN female connector.

= N° 1 terminal with a pair of electrodes with stainless
steel snap rings.

« N 1 terminal with a pair of electrodes - 1mm socket.
N® 1 Printer with thermal paper rolls.

Lorenz Biotech S.p.A.
Via Statale 151/A 41036 MEDOLLA (MQ) Italy

Tel. : 439053551714
Fax : +39053551398

wiww lorenzbiotech. it
mail: info@lorenzbiotech.it

0476

ADV010Rev.03 Eng.



