vygoplex®

The new PNB range
Available in both LUER or NRFit™

QD

Value Life



Product index

NRFit™: A range developed for more patient safety ... p.4

vygoplex® echo NRFit™ 0.8
vygoplex® ENS & echo NRFit™ 0.9
vygoplex® echo Luer .10
vygoplex® ENS & echo Luer .11
How to use the VISE device ? .12

A full range of NRFit™ accessories designed for totally
safe procedures .14

How to switch to NRFit™? .17



NRFit™: The new secure
connection for neuraxial &
regional application



NRFit™: A range developed for more patient safety

» What is NRFit™ ? 1]

The ISO 80369 series of Standards for small bore-connectors, aims to avoid misconnections
between unrelated delivery systems (such as intravenous, enteral and epidural routes) which
can cause injuries and death to patients.

ISO 80369-6 is part 6 of the ISO 80369 series, which is dedicated to neuraxial applications.
Part 6 details all the dimensions, performances, materials, and drawings of the new neuraxial
standard connector.

NRFit™ is the trade name of the new neuraxial standard connector compliant with I1SO
80369-6.

* Why switch to NRFit™ 7?

For years, drug errors have caused acute levels of harm and deaths due to neuraxial misconnection.

8 of medication errors in anesthesia are due to incorrect
% administration route 2

Some of these accidents are due to local anaesthetics being injected incorrectly due to
syringe swaps, wrong dose (of the correct drug), or ampoule swaps.?!

Over the last 20 years, several neuraxial and peripheral nerve block misconnection errors
have been identified in case reports.

1 3 of unintentional administration of a peripheral nerve block via
% the intravenous route ¢!
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Neuraxial and peripheral nerve block misconnection errors identified in case reports between 1999 and 2019. ¢!
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* NRFit™ & Luer: What changes in
the connection ?* >

Diameter is reduced
by 20%

Hub is approximately
30% longer

NRFit™

The end of the
NRFit™ tip is at the
level of the collar.

* NRFit™ & Luer: No possible compatibility

* NRFit™ designed devices are
compatible with NRFit™ designed
devices

* LUER designed devices are
compatible with LUER designed
devices

* NRFit™ designed devices are
incompatible with LUER designed
devices

PVvcon) &



» What are the advantages of switching to NRFit™?

* A reduction in the risk of * Yellow colour coding and the NRFit™
misconnections (impossibility to label on the packaging for time saving
connect to Luer devices) procedures

(1)

&)

*The ISO series of Stan-
dards aims to have desi-
gnated bore connectors
for different indications
that do not fit devices
used for other indications

* No risk of accidentally
connecting to other small
fittings

« A safe and reliable
connection to NRFit™
elements



vwgoplex®
needles



vygoplex®: The new generation of echogenic needles
Single shot needles for peripheral nerve blocks

* vwgoplex® echo NRFit™

01 NEEDLE
For optimized echogenicity under ultrasound
Sandblasting and PTFE coatin surrounding the entire 03 HuUB
needle all the way up to the tip for smooth insertion. For quick identification of the NRFit™ needle &
clear visualization of a possible blood reflux
For precise control of the needle depth Yellow transparent hub
360° marking on every millimeter on the first 2 cm
& a double mark at 5 cm allowing control of the For easy handling
needle’s position all through the procedure Curved & ergonomic hub
02 BEVEL —————

For a more or less important
perception of the fascias
Choice between 2 types of lancet

point bevels :
«20° 04 EXTENSION LINE
«30° For easy injection

Removable extension line which enables the connection
of a syringe directly to the needle if required

 AEQMNVF24080 10 / box
AEQMNVF24040 40 24 10 / box
 AEQMNVF25050 50 25 10 / box
AEQMNVF25080 80 25 10 / box
 AEQMNVF25120 120 25 30° 10/ box
AEQMNVF22050 50 22 10 / box
 AEQMNVF22080 80 22 10 / box
AEQMNVF21100 100 21 10 / box
 AEQMNVF20100 100 20 ) 10 / box
Lancet point
AEYMNVF24080 80 24 10 / box
 AEYMNVF24040 40 24 10 / box
AEYMNVF25050 50 25 10 / box
 AEYMNVF25080 80 25 10 / box
AEYMNVF25120 120 25 20° 10 / box
- AEYMNVF22050 50 22 10 / box
AEYMNVF22080 80 22 10 / box
 AEYMNVF21100 100 21 10 / box
AEYMNVF20100 100 20 10 / box

 VYGON
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e vwgoplex® ENS & echo NRFit™

02 BEVEL
01 NEEDLE For a more or less important

For optimized echogenicity under ultrasound perception of the fascias
Sandblasting and PTFE coating surrounding the entire Choice between 2 types of lancet
needle all the way up to the tip point bevels :

*20°
For precise control of the needle depth «30°
360° marking on every millimeter on the first 2 cm
& a double mark at 5 cm allowing control of the 04 EXTENSI‘ON’UNE
needle’s position all through the procedure For easy Injection

Removable extension line which enables
the connection of a syringe directly to

the needle if required
03 HUB

For quick identification of the
NRFit™ needle & clear visualiza-
tion of a possible blood reflux
Yellow transparent hub

) 05 NEUROSTIMULATION CABLE
For easy handling For quick identification of the bevel
Curved & ergonomic hub orientation

Cable position

| Length (mm) Gauge (G) Bevel Type Quantity (box)

- AEYMVF25050 10/ box

AEYMVF25080 80 25 10 / box
~ AEYMVF25120 120 25 10 / box
AEYMVF24040 40 24 10 / box
~ AEYMVF24100 100 24 10 / box
AEYMVF24080 80 24 10 / box
~ AEYMVF24070 70 24 20° 10 / box
AEYMVF23035 35 23 10 / box
~ AEYMVF22050 50 22 10 / box
AEYMVF22080 80 22 10 / box
~ AEYMVF21100 100 21 10 / box
AEYMVF21120 120 21 10 / box
~ AEYMVF20120 120 20 ) 10 / box
AEQMVF25050 50 25 POt 10 / box
~ AEQMVF25080 80 25 10 / box
AEQMVF25120 120 25 10 / box
~ AEQMVF24040 40 24 10 / box
AEQMVF24100 100 24 10 / box
~ AEQMVF24080 80 24 10 / box
AEQMVF24070 70 24 30° 10 / box
~ AEQMVF23035 35 23 10 / box
AEQMVF22050 50 22 10 / box
~ AEQMVF22080 80 22 10 / box
AEQMVF21100 100 21 10 / box
~ AEQMVF21120 120 21 10 / box
AEQMVF20120 120 20 10 / box



¢ vygoplex® echo luer

01 NEEDLE
For optimized echogenicity under ultrasound
Sandblasting and PTFE coating, for smooth insertion 02 BEVEL

surrounding the entire needle all the way up to the tip For a more oF less important

For precise control of the needle depth perception of the fascias
360° marking on every millimeter on the first 2 cm & Choice between 2 types of lancet
a double mark at 5 cm allowing control of the needle’s point bevels :
position all through the procedure *20°
*30°

03 HUB Yy i
For clear visualization of a
possible blood reflux
Transparent hub

04 EXTENSION LINE
For easy injection
Removable extension line which enables
the connection of a syringe directly to
the needle if required

For easy handling
Curved & ergonomic hub

ode eng auge Beve Beve pe Qua bo

24 10 / box

| AEQMNV24040 | 40 24 10 / box
| AEQMNV25080 | 80 25 10 / box
| AEQMNV22050 | 50 22 10 / box
| AEQMNV21100 | 100 21 10 / box
| AEYMNV24080 | 80 24 10 / box
| AEYMNV24040 40 24 10/ box
| AEYMNV25050 | 50 25 10 / box
| AEYMNV25120 | 120 25 20° 10 / box
| AEYMNV22080 | 80 22 10 / box
| AEYMNV20100 | 100 20 10 / box




e vygoplex® ENS & echo luer

01 NEEDLE
For optimized echogenicity under ultrasound
Sandblasting and PTFE coating surrounding the entire

vysoplex®
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needle all the way up to the tip 02 BEVEL

For precise control of the needle depth

360° marking on every millimeter on the first 2 cm &
a double mark at 5 cm allowing control of the needle’s
position all through the procedure

03 HUB

For a more or less important
perception of the fascias
Choice between 2 types of lancet
point bevels :

*20°

*30°

For clear visualization of a
possible blood reflux
Transparent hub

For easy handling
Curved & ergonomic hub

05 NEUROSTIMULATION CABLE

04 EXTENSION LINE

For easy injection

Removable extension line which enables
the connection of a syringe directly to
the needle if required

For quick identification of the bevel orientation

Cable position

Code | Length (mm) | Gauge (G) | Bevel
~ AEYMV25050 50 25
AEYMV25080 80 25
. AEYMV25120 120 25
AEYMV24040 40 24
~ AEYMV24100 100 24
AEYMV24080 80 24
~ AEYMV24070 70 24 20°
AEYMV23035 35 23
~ AEYMV22050 50 22
AEYMV22080 80 22
. AEYMV21100 100 21
AEYMV21120 120 21
~ AEYMV20120 120 20
AEQMV25050 50 25
. AEQMV25080 80 25
AEQMV25120 120 25
~ AEQMV24040 40 24
AEQMV24100 100 24
~ AEQMV24080 80 24
AEQMV24070 70 24 30°
. AEQMV23035 35 23
AEQMV22050 50 22
. AEQMV22080 80 22
AEQMV21100 100 21
~ AEQMV21120 120 21
AEQMV20120 120 20

| Bevel Type | Quantity (box)

10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box
10 / box

Lancet point
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© How to use the VISE device ?

Every vygoplex® needle will be provided with aVISE device.

Step 1 Step 2

At the end of the procedure, Insert the used needle into the
take the VISE device and the used VISE device.
needle.

Step 3 Step 4
The needle is safely trapped in Dispose of the needle and the VISE device
the VISE device and can no longer in the waste garbage container provided
be removed from the device. for this purpose according the
specific hospital procedures.




NRFt™
ACCeSssories
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© Afull range of NRFit™ accessories designed for
totally safe procedures

80822A1
Antibacterial filter

Quantity
Box/case

Designation ‘
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V051010
Syringes

Designation

neurafit syringe 5 mL slip

V051010052A1 neurafit syringe 5 mL lock

neurafit syringe 10 mL slip

V051010102A1 neurafit syringe 10 mL lock

neurafit syringe 20 mL slip

V051010202A1 neurafit syringe 20 mL lock

neurafit syringe 60 mL lock




NRFit™ with
Vygon
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How to switch to NRFit™ ?

Vygon will be your partner during
the NRFit™ transition

Our teams are at your side to advise and help you through
this conversion by following the guidelines given by GEDSA:

Communicate

We will communicate on the importance of NRFi
(clinicians, nurses, Quality and safety personnel, ...)
>To enhance patient safety

t™ connectors among hospital staff

Understand
AWARE We will help you understand all of our product-specific changes affected by NRFit™
> To familiarize yourself with our NRFit™ ranges/products

Anticipate
We will help you anticipate the timing of the transition
>To ensure a smooth transition

Education
We will be engaged in your physician & nursing education teams
> By organizing hands-on training opportunities

Availability

PREPARE We will be available to discuss implications of impending NRFit™ changes and transition
process
> By communicating the date of the transition within your facility

Support

We will support you during the transition to include our new NRFit™ products

> By assessing and adapting existing systems, processes and protocols with multidisciplinary
transition teams

Help you

We will help you meet milestone transition dates

> By making our staff available on the day of the transition as there is likely to be a lot of
equipment to be moved around your facility

ADOPT

Reinforce
Together we will reinforce long-term benefits over short-term inconvenience

 VYGON
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Legal Disclaimer

NRFit™ Range Peripheral Nerve Blocks - vygoplex echo - vygoplex ENS & echo - neurafit™ Filter -

neurafit™ Syringes — Medical devices indicated for Peripheral Nerve Blocks, — vygoplex needles and exten-
sion line, class lla , Sterile, CE 0426~ Filter, class Ila, Sterile, CE 0459 — Syringes, class Is, sterile, CE 0459

Manufacturer : MDL SRL,Via Tavani 1/A Delebio (So), Italy, 23014
Distributor :VYGON 5, rue Adeline 95440 Ecouen, France.
These devices must be used by trained healthcare professionals. Please refer to the IFU for more information.

For reimbursement information, please refer to your local market and health insurance organization

€ ANAESTHESIA & EMERGENCY

For further information, please contact: marketingbenelux@vygon.com
The specifications shown in this leaflet are for information only
and are not, under any circumstances, of a contractual nature.
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