Sterile Silicone Nerve
Vessel Loops

Product information and Instructions for Use
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INSTRUCTIONS FOR USE
» INTENDED USE:
Medas cone Nerve Vessel Loops (NV s} are intended to be used for
retraciion and identification of bioad vessels, nerves, and t:
procedure, suitable for short term use {up to 29 days).
~ INTENDED PATIENT POPULATION
Medasil Silicone Nerve Vesse L00ops are intended for uss ¢
tion applied on aduits mm_anz_a;.:,

pop
» INTENDED USERS

Medasil Silicone Nerve Vessel Loops are intended to be used by Healthcare

Professionals only (HCP) w
» DEVICE DESCRIPTION:

astomer which

i coMmpa The loops are semi-elastic, flexible and oval

in structure dissipating pressure more effect ely between the loop and tissues,
Available in five widths to accommodate a wide range of anatomical requirements, and
four distinct colours to sid identification. The device contains Barium Suiphate (Bas0,)
which may aid visib ty under X-ray. BaSQ, is listed as a medi ne,
radiopague contrast agent in the pharmacoposis. As used in this device the
Ba50; does not Runction as a medicine and no clinical ¢laims zre made.

> INDICATIONS FOR USE:

Include, but are not limited to:

- “slinging” and “retraction” of blood vassels, nerves and tendons during surgi
procedures.,

- identification of biood vessels, nerves and tendons during surgery.

Silicone Nerve Vessel oops must not be used in contact w

System* or Central Nervous System?.

» PERFORMANCE CLAIMS:

- identification of blood vessels, nerves and tendons during surgical procedures.

-~ Atraumatic retraction.

> SAFETY CLAIMS:

Biologically Safe

» CONTRAINDICATIONS:

Include, but are not limited to:

- Tying of blood vessels to stop the flow of bised where forceps/clamps should be
used,

- Long-term treatments, such as acti g as a drain

- Closure of fasciotorny wounds.

> POSSIBLE ADVERSE EFFECTS:

Include, but are not limited to:

- intra-operative haemorrhage/damage due to excessive constriction.

- Past-operative pain,

> WARNINGS AND PRECAUTIONS:

Prior to use, the HCP should consider the following:

- Must not be used in contact with Central Nervous Systemn or Central

- Must not be usad if the patient has known a ergic reaction towards

- For devices supplied sterilie the ster ity is only guaranteed in a sealed, undamaged,
and unepened pouch,

ust not be used if the packaging has been compromised.

t not be used beyond expiry date on the iabel.

ust be stored in the original unopened packaging.

Viust be stored away from moisture and direct sun ght.

~ Nerve Vessel Loops are single use devices,

the event of any serlous adverse effects, medical attention m
immadiately.

- Reuse, reprocessing, resterilization or repackaging may compromise the structural
integrity and/or essential material and design characteristics that are critical to the
overail performance of the device and may lead to device failure which may result in
injury to the patient.

- Reuse, reprocessing, resterilization or repackaging may also create a risk of
contamination of the device and/or cause patient infection or cross infection,
inctuding, but not limited to, transmission of infectious diseases from one patient to

be sought

another. Contamination of the de
or end user.
~ STERIITY:
The device is supplied STERILE and ha
Radiation. Do not resterilise.
» SINGLE USE:
Device has not been validated for reuse. Anyone reusing a single use davice, may be heid
legally liable for ths safe performance of the device,
~ DISPOSAL OF DEVICES:
Device must be disposed of in accordance with the tocal and national regulations.

ed using Gamma

Table L. Product REF Specifications:

olo
per Po er Po per Po
A420-1101-1521 420-1102-1522
420-1101-1531 N/A
1.8 420-1101-1541 .
420-1101-1551
420-1101-1591 420-1102-1592 420-1105-1595
420-1101-2021 420-1102.2022
White 420-1101-2031 420-1102-2032 N/A
20 low 420-1101-2041 420-1102-2042
Red 420-1101-2051 420-1102-2052
Mixed* 420-1101-2091 420-1102-2052 420-1105-2095
Blue 420-1101-2521 420-1102-2522
White 420-1101-2531 420-1102-2532 N/A
2.5 Yellow 420-1101-2541 420-1102-2542
420-1101-2551 420-1102-2552
420-1101-2591 420-1102-2592
3.0 Mixed* N/A 420-1102-3092 420-1105-3095
3.8 Mixed* 420-1102-3592 420-1105-3595

*Mised Cotours:

Lper Pouch: T of any of ectour in @ pouch ~ Mixture of colours in a box of 3¢ pouckes.

2 per Pouch: 2 of the same colours in @ pouch - Mixture of colours in a box of 20 pouches.
5 per Pouch: 1 Rlue, 1, whi 2, 1 Yeilow, 2 Red - in ea - Box of 30 pouches,

>~ LIABILITY AND WARRANTY:

Medasil declare that reasonable care has been applied in the design and manufacture of
this product. in the event of any alleged damage, please contact Medasil or your supplier.
The responsibility of Medasil or your supplier under this warranty is limited to the
replacemeant of product if faul ty. On no account may Medasil or your suppliar be held
responsible for damage, whether direct, indirect and/or incidental resuiting from the
misuse and/or the manipulation of this device,

» NOTES:

This device:

- Is not made with natural rubber iatex. .

Does not contain any animal or human cells, tissues andfor deriva
rendered non-viable; cells, tissues and/or derivatives of
origin; and/or irradiating components 1ig or non-ioni
Are not intended for use by tay persons.

Any serious incident that has occurred in relation to th
reported to Medasil and/or the MHRA.

Central Nervous system:
Brain, Meninges, Spinai cord
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