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The choice of efficiency and convenient use
for dermal reconstruction




MNEVELLA® Bi-layver Matrix QUTLINE

r

SYMATESE R introducing MEVELLA® Bi-Layer Matrix which is a sterile
medical device consisting of o collogen layer to promote
dermal regeneration and a reinfarced silicane layer acfing as
a psevdo-apidarnmis,

The type |, purified, stabilised, bovine crgin collagen is supplied
05 o porous matrix. This matrix serves as a support for cell
infiltration, thus contributes ta the natural fissue regeneration

STRUCTURE of NEVELIA® Bi-Layer Matrix

process. It s resorbed, becoming a vascularsed tissue that
histologically very close to the normal dermis, from 2 to 3 weeks
after it is implanted.

NEVELIA® Bi-Layer Matrix s manufactured, ond packaoged under
150 13485 quality standards applicable to medical devices.
Quality controls are perfarmed at all stages of the production.
The NEVELIA® Bi-Layer Matrix is sterilized by radiation.

€ siicone layer consists of medical-grade siicone elastomer reinforced with
a polyester material
i pseudo-epidermis ». protecting the wound from bacternial infection anag
other damages while regulating water vapour loss.

- Exclusive technology patented by SYMATESE'. [t s o

(% Three-dimensional porous matrix of purified stabilized bovine collogen.
It permits cell migration ond growth of a new dermis.

NEVELIA® Bi-Layer Matrix CLINICAL ADVANTAGES

The choice of efficiency and convenient use for dermal reconstruction

SAFE & READY TO USE

« NEVELIA® Bi-Layer Matrix is presented hydrated and ready-to-use, into a physiclogical saline solution.
There is no need to proceed exfra manipulation before the implementation of the product.

= NEVELIA® Bi-Laver Mafrix is pockoged between 2 rigid plastic protective sheets for eqse of aseptic handiing.

RELIABLE & EASIER

 NEVELIA® Bi-Layer Matrix has an exclusive reinforced siicone layer with a polyester material that reduces
tearing around staples or sutures and thus limits the risk of early wrenching of it and the risk of infection.

= NEVELIA® Bi-Layer Matrix transparency of the pseudo-epidermis facilitates the monitoring
of the dermal regeneration and the possible presence of complications.

EFFICIENCY DEMONSTRATED 2

» General assessment of surgeon and pafient regarding * General assessment of surgecn and patient regording J

FUNCTIONAL results at 18 months.
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290"
.;:.1 5urgeoﬁ5 {:rf patients'
opinion opinicn

' Patent n™ EP 2083751 —u Device for regenerafing human skin and method for monufociunng soid device n,

I Rnirrthe et Aan 16 podfiente — i cender chiche i Frones an o armseciland Asoemed renenaretioes AR cneer

AESTHETIC results at 18 months. |
The resulls satisfactory and very satisfactory represent : :

87 "¢ 83 °°
of surgeons’ # of patients’
Cpiricin opinion
NEVELIA EYMATESQ



_Ihe surgery con
stabilizad. ;
MNEVELIAY Bi-Laver Matnix
- INDICATION

MEVELIA™ Bi

skin particul

* Burns surgery (third and deep secon
degree burns)

* Reconstructive plastic surgery

= Traumatology Y .

W Bi-Layer Malrix 5 rE‘g‘ﬁ! I T S

i All the deod fissue on ond oround fhe grofi zone must be
removed. For the success of NEVELIA™ Biloyer Mairix, oll
necrafic ond scor fissues must be excised down fo the viahle

fissue.

iy o fa T =
NEVELIA™ Bi-Loyer Motrix must be cut o fit the excisad wound
size exadly. The rollagen matrix must be in diredt contod
with the excised wound. The matrix will be fixed in ploce with
surgicol stoples or sutures.

NeoDerm Fo o 2
The fri s quickly col

tngen mu 1Iw pmiem' colls
anel is grodunlly replaced by on sutologous neoderm.

When the neoderm i formed, the silicons loyer is removed, TI
reconstructed dermis hos o distincive orange yellow or lig
yelkow wmlour and may present with dightly reddish areas, it
of o good revosculoviztion.

A thin split thickness skin graft must be tken, i passible fro
o areq similar in colour to the reconstructed oren.
It st bve remowed with o dermatome and may be meshed,

groft isn the und it iz ficed with Sfﬂpi.i

o Subure,

i:uﬂnn.
Complete healing of the wound.
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NEVELIAT Bi-Layver Matrix REFERENCES

EESERIFEEN

I NEVELIAT, Bi-Layer Matfrix for dermal regeneration. 5x 5 em

FPACKALING

MC51015

: MNEVELIA®, Bi-Layer Matrix for dermal regeneration, 10 x 15 cm

- MCS1030
MCS$2030

NEVELIA®, Bi-Layer Matrix for dermal regeneration, 10 x 30 em

NEVELIAY, Bi-Layer Matrix for dermal regeneration, 20 x 30 cm

PRECAUTIONS FOR USE

The surgeon must establish the risk/benefit ratio for

each pdfient before using NEVELIA® Bi-Layer Matvix,

Thare have been no clinical studles evaluating

MEVELIA® Bl-Layer Matrix in pregnant women. Cawlion

should be exercised when envisaging their use in this

popubation.

The surgecn must respect cedoin precoutions lor vse

whien implanding NEVELIA® Bi-Layer Malrb

= All Ihe dead tisue on and around the areq reced
ving fhe graft must be corefulty removed, leavirg
only viablke lissus. For MEVELIA® Biloyer hafri
lo lake sucoesfuly ond to prevent infection, o
necrotic and soor fissues must be sxcised.

+ It simporion] lo rmoke sure that hoemaostass B com-
pele before appling NEVELIA® Bi-loyer Mol 1o
prevent fhe developmenl of harmalomos which

may couse oeal faiure of NEVELLA® Bi-layer Matr”

o hokees,
= The: matriz con be meashed | used for hghly s
dafive wourids o 1o improve the it of the bi-loyer

i 10 an imegulor surfoce. NEVELIA® Bi-Loyer
mAch must not be expanded

= MEVELIAY Bi-Layer Mohix rmusl be oppled on
Ihe: doy fhe necrofic o deod tissue B excised or
when a viable, vasculorised wound bed has been
ohigined. Deloyed applicalion ol ler excEion may
jeopardize ntegration of fhe matni info the wound
bed.

» MEWVELIA® Bi-Layer Mabix musl be cul o fil the
excied wound sxacty. This will rinimise scoming.
is imnporiont 1o ensure that the malix & inssrfed info
the wound wilk Ihe colagen layer directy agoairst
Ihe: vioble wound bed,
gutwards,

* ‘Whaen il & used inomobile anreas, NEVELLA® Bi-Loyer
Mgt must e mplonted in such o way as o
prevent its mechanical dislodgemeri,

= The wounc bed and chonges in the colowr of
the dermis shoudd be maonitored regularly rough
the fronsporant psecdo-epeidennis 1o detect oy

emerging compicofions ond  decide on the
appropnate fime o remove The sicons layver and
performn fhe thin split thickness skin graft

= Core mast be taken not to occidenlally rermove
the mewly formed dormal lissoes when removing
the slicone loyer, The reconstrucied derms must
not be sucked.

» Afler opening, NEVELIA® Bi-Lower Motix must not
ke stared for oter use as this could couse o rik of
infection.

CONTRAINDICATIONS

- MEVELIA® BHLayer Mol mws] nod B used in paltants
oesanling wilh:

= Clinicol signs of wound infection

« Anallergic predisposilicn or known aliengy fo boving
cellagen of Silkcone

The crilerda used fo select patients are enfirely the

responsibility of the surgeon,

NEVELIA® Bi-Layer Matrix is CE marked by the notified body LNE / G-MED n"0459
and is a Class Ill Vledical Device

- —

For more information or to ploce an order, please contact:
SYMATESE - Zone Industrielle les Trogues - 9630 CHAPONOST - Fronce
Phone ; +33 (0]4 78 56 72 80 - Fax : +33|0)4 78 56 00 48
contoct@symatese.com / www.symaltese.com
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