VYCON_

Supply disruption

Due to the regulatory landscape, we regret to inform you about a disruption
to the supply of Vygon spinal needle range over the coming weeks.
Unfortunately, the Legal Manufacturer’'s MDD CE certification has expired
and their MDR submission to their notified body had a couple of omissions,
which has meant that this submission is delayed with no imminent date for

resolution.

We have been working hard with the Legal Manufacturer to discuss the
option of continuing to supply the products under a derogation from the

MHRA, however, this consideration is still under review.

We understand the impact this will have on the continuity of clinical care and
sincerely regret the inconvenience this may cause to you and your patients.
We anticipate that there may be a desire to order additional stock in the

short term, however, we will be monitoring orders closely and only releasing

stock at the normal run rates.

The following products are impacted by this situation:

W hitacre needles:

VYGON CODE PRODUCT DESCRIPTION

000181042Al FTR2422 NEURAFIT WHITACRE NEEDLE
000181942AlI FTR2421 NEURAFIT WHITACRE NEEDLE
000181052Al FTR2419 NEURAFIT WHITACRE NEEDLE
000181252Al FTR2420 NEURAFIT WHITACRE NEEDLE
000181072Al FTR2417 NEURAFIT WHITACRE NEEDLE
00518127Al FTR2418 NEURAFIT WHITACRE NEEDLE

Quincke needles:

VYGON CODE PRODUCT DESCRIPTION

00518005A1 FTR2429 NEURAFIT QUINCKE NEEDLE
000180052A1 FTR2430 NEURAFIT QUINCKE NEEDLE
00518347A1 FTR2426 NEURAFIT QUINCKE NEEDLE
00518397A1 FTR2427 NEURAFIT QUINCKE NEEDLE
00518027A1 FTR2428 NEURAFIT QUINCKE NEEDLE
00518349A1 FTR2424 NEURAFIT QUINCKE NEEDLE
00518399A1 FTR2425 NEURAFIT QUINCKE NEEDLE
00518392A1 FTR2423 NEURAFIT QUINCKE NEEDLE

We are working closely with other suppliers to provide an alternative
product and will endeavour to launch this as soon as possible, after going
through the appropriate evaluations. We will be in contact as soon as we

have an update on this.

In the meantime, please contact me with any further questions you may

have.

Kind regards,

Bev Jones

Business Development Manager,

Pain & Airway Management

e: beverley.jones@ vygon.co.uk
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