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COMMERCIAL NAME Pulse

Vibration Feedback system, intended for integration inside the prosthetic socket, designed to
INTENDED USE provide the user with vibrotactile feedback during the use of the Adam’s Hand/Adam’s Hand Plus,
with the aim of delivering sensory information related to the operation of the hand.
COMPATIBILITY

See the table on page. 2, containing the list of devices compatible with Pulse.

PRODUCT DATA

Pulse Hub Dimensions (22x14x9) mm /(0.9 x 0.55 x 0.35)"
Interfaccia Mano (VFC01): 250 mm / 10"
Interfaccia PRISM (VFC02): 50 mm /2"

Vibration Unit Cable Length 300 mm /12"

Pulse Hub Weight 3g/0.100z

Vibration Unit Weight 4g/0.14 0z

Pulse Weight
(Pulse Hub + 4 Vibration Unit + 24g/0.850z
Cable)

TECHNICAL FEATURES  B3{sIlad-loRli{=idlgl<] 5anni

Pulse Cable Length

Warranty 1anno
ELECTRICAL AND MECHANICAL CHARACTERISTICS
Supply voltage 6+ 8.4V (DC)
Max. supply current 200 mA

Degree of protection against liquids
and solids (IEC 60529)

OPERATING CONDITIONS
Operating temperature da0°C/+32°Fa+40°C/+ 140 °F
Humidity of use 30% + 85%

P44

Storage and transport temperature  da -25 °C/ -13 °F a +70 °C/+158 °F

Relative humidity for storage and

< QL0
transport <85%
TESTS Each medical device is tested before shipping, in accordance with company procedures.
The reference standards are indicated on the declaration of conformity attached to the device.
IEC 60601-1, IEC 60601-1-2, IEC 60601-1-11, IEC 62304, IEC 62366
TECHNICAL IEC 60529:1989/AMD2:2013/COR1:2019

STANDARDS IEC 60601-1-8:2006+AMD1:2012
ISO 10993-10, ISO 22523
RED ETSI 300 328

LABELLING Labeling compliant with UNI EN I1SO 15223-1, IEC 60601-1; a copy of the label is included in the User,
Installation and Maintenance Manual.

This medical device must be managed in accordance with art. 13 - Legislative Decree 25
July 2005, n. 151 “Implementation of Directives 2002/95/EC, 2002/96/EC and
2003/108/EC, relating to the reduction of the use of hazardous substances in electrical
and electronic equipment, as well as to the disposal of waste”.

DISPOSAL METHODS
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Table 1: Devices compatible with the Pulse mod. VF01-01
| Manufactwer | Product Typology Model / Part Number
BionIT Labs S.r.. Adam's Hand M“'t"art'cugzt:;g prosthetic AH02-CDYY-E
BionIT Labs S.r.l. Adam's Hand Plus Mult"a't'c”;?:;" prosthetic AH03-CDY-E
BionIT Labs S.r.I. Wave Electrode Analog Electrode AE02-NN
BionIT Labs S.r.I. Remote Wave Electrode Analog Electrode AEO03-NN
BionIT Labs S.r.I. PRISM Control System PRHO1-01
BionIT Labs S.r.I. ThunderCell Battery External battery EBO2-E
BionIT Labs S.r.I. RS wnthBZe;z?yfor UL Receptacle for external battery ERO1-E-YY
Otto Bock HealthCare GmbH Electric Wrist Rotator Active wrist rotator 10817

MC Standard Wrist Rotator Active wrist rotator
MC Standard Wrist Rotator & Six Band

Coaxial Plug

5010045, 5010054, 5010055
5010045, 5010054, 5010055,
3010869

Fillauer

Fillauer Active wrist rotator

Manufacturer's contacts

For any information, request, or complaint, please contact:

BionlIT Labs Srl

Via Cracovia, 1

73010 - Soleto (LE) — ITALY
+39 0836 1946903
support@bionitlabs.com

Certified Company

/—\~ /—\\
\IMQ \Ma
CERTIFIED :IQNET CERTIFIED
QUALITY MANAGEMENT SYSTEM .. RECOGNIZED QUALITY MANAGEMENT SYSTEM
10 9001:2015 CERTIFICATION 150 153485 2016
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BionIT Labs S.r.l. — SB BionlIT Labs Inc
Via Cracovia, 1 - 73010 Soleto (LE) 18 Bridge St Ste 2A - 11201,
P.IVA 04929230755 Brooklyn, NY - United States
+39 0836 1946903 Phone: +1 (877)4246648
support@bionitlabs.com na_support@bionitlabs.com
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