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Description

The MedLink Cable™ contains one 2-pin round connector plug, one 2-pin
round connector socket and two 2mm shrouded plugs. Compatibility with
other cables/instruments must be tested before use. Proper use of this
cable is the responsibility of the medical professionals listed below. The
information in these instructions must be applied following professional
medical training and experience.

Intended Use

MedLink Cable™ is a non-sterile, reusable, defibrillator-proof Y-cable
intended to be used to couple multiple devices during procedures such as
cardiac rhythm management and cardiac electrophysiology studies. The
cable allows simultaneous connection of compatible patient leads to
equipment such as cardiac stimulators, EP recorders and Pacing System
Analysers. The cable allows transmission of intra-cardiac electrograms and
transmission of cardiac stimulation energy. The cable provides a more
efficient method of coupling devices which would otherwise be
interconnected via multiple ad-hoc cables.

Intended Environment

The MedLink Cable™ is intended for use during diagnostic cardiac rhythm
management and electrophysiology procedures in hospital or other
controlled clinical environments.

Intended Users

The adapter cable is intended to be used by cardiologists, technicians and
company representatives appropriately trained in: the use of this cable;
cardiac electrophysiology; and advanced resuscitation in hospital
EP/catheter laboratories and procedure rooms.

Permissible Environmental Conditions

Operating +5°C to +35°C (30% to 80% RH)
Storage -10°C to +60°C (10% to 85% RH)
Altitude Om to 4,267m (non-pressurized transport)

Contraindications
No known contraindications or constraints on age, gender, race or nature or
severity of illness.

Warnings

o Do not exceed stimulation energy rating in Cable Specifications as this
may damage connected 3 party leads.

e Do not use the cable for connecting life-supportive pacing. For life
support, always connect pacing leads directly to pacing devices.

e Please refer to technical manual of the particular devices before
coupling them together.

e Do not expose the cables to storage temperatures other than specified
in “Permissible Environmental Conditions”

e Check package before use. Damaged packages should be returned to
Micropace.

e Inspect cable prior to use and do not use if visibly damaged with kinks, cuts
to insulation, exposed inner cables or wires or if packaging is damaged.

¢ Do not modify the cable. Cable may not be physically modified.
Modifications may reduce system effectiveness.

e In order to avoid risk of infection, do not use cable which appears
soiled, contaminated or is not indicated to have been cleaned between
uses according to cleaning instructions.

e Do not allow the cable to come into contact with open wounds.

e Connect cable only to equipment with connections of type CF and
defibrillator proof.

e Do not connect to any cables or equipment with exposed wires or
connectors subject to human touch or contact with conductive surfaces.

e Always observe polarity and chamber designations when coupling
multiple devices.

e Do not force connector into a port of coupled device.

e Any serious incident that occurs in relation to this device should be
reported to Micropace and to the relevant local regulatory authority.

Permissible Cleaning Instructions

e The cable may be cleaned using a dampened cloth in a mild, non-
abrasive soap or detergent and/or isopropyl alcohol (IPA).

e Do not sterilise, immerse in liquids or use strong solvents such as
acetone.

Service, Serviceable Life and Disposal

e The Cable has no user serviceable parts.

o Dispose of Cable separately from household waste according to UK
WEEE regulation — contact the distributor or Micropace for assistance.

e  Further technical and service support information is available by
request at www.micropaceep.com.

Warranty and Disclaimer

o  Failure by user to observe the above safety Warnings voids all damage
claims against Micropace and Micropace’s liability.

e Use of the cable is governed by the Micropace warranty, disclaimer of
Warranty and limitation of liability, which may limit your legal rights,
the details of which are provided at:
www.micropaceep.com/product/MedLink-Cable/

Cable Specifications:

Length 1.2m

Cardiac stimulator / EP Two shrouded 2mm banana plugs
recorder interface

Compatible equipment Medtronic EP equipment (Medtronic CareLink
SmartSync™ Model 24970A) and patient cables
with Smiths Interconnect DO1 Series 4-pin plug
& sockets (or equivalent), EP recorder and

Cardiac Stimulators (e.g. OneStim™)

OEM Connector Plug: DO1 PB406MSUTH

Socket: DO1 EPB406FSUTAH
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Stimulation energy rating Up to 10V / 25mA / 2ms

Insulation voltage withstand Wire-to-wire: 500V a.c.
Wires-to-outer jacket: 5 kV a.c.

Differential mode: 380 V +5% -0%
Common mode: 5kV

Defibrillation protection

Conductor resistance <1 Ohm between any connections

Sterilization Supplied non-sterile, not sterilizable

Explanation of Symbols
For international symbols on packaging, refer to:
www.micropaceep.com/customer-support/symbols-glossary

Symbols on Cable

Symbol Name Meaning

Type CF, rated to withstand

Type CF, e LF, T .
{EI‘ Defibrillator Proof def'b””at'oﬁ energy as specified in
Cable Specifications above

A Read Warnings in
Y !\ Manual (Yellow
Triangle)

Read Warnings in (this) Manual

Connectors for Input / Output of

®> Signal Input /
Output signals.

Stimulation Pulse Simulation energy should be limited
ﬂ_<1 OV/2ms . to 10V / 2ms to prevent risk of
Rating X .
damaging pacing leads.

Polarity of 2mm banana plugs:
® Red positive (+), and
® Black negative (-)

® @ Banana Plug
+ -

Connector Polarity
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