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PROFESSIONAL MEDICAL PRODUCTS

TRULENE MESH™

RETE CHIRURGICA SINTETICA NON RIASSORBIBILE,
IN POLIPROPILENE, STERILE

POLYPROPYLENE NON ABSORBABLE SYNTHETIC
SURGICAL MESH, STERILE

POLYPROPYLENE SYNTHETIQUE NON RESORBABLE
FILET CHIRURGICAL, STERILE

POLYPROPYLEN NICHT-RESORBIERBARER
KUNSTSTOFF CHIRURGISCHES NETZ, STERIL

POLIPROPILENO SINTETICO NO ABSORBIBLE
MALLA QUIRURGICA ESTERILIZADA

POLIPROPILENO NAO ABSORVIVEL SINTETICO
MALHA CIRURGICA, ESTERILIZADA

MH AITOPPO®HZIMO XYNOETIKO IMOAYTIPOITYAENIO
XEIPOYPIIKO INAErMA, A[TOZTEIPQMENO

Manuale d’uso - User manual - Manuel de I'utilisateur
Gebrauchs- und instandhaltungsanleitung - Guia de uso
Guia para utilizacé@o - Odnyieg xpfiong
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DESCRIPTION

Trulene mesh is constructed of knitted filaments of ex-
truded Polypropylene, identical in composition with that
used in Trulene polypropylene suture, Non absorbable
surgical suture U.S.P. Trulene Mesh is available undyed
in a variety of square and rectangular sizes for surgi-
cal procedures. This material, when used as sutures
has been reported to be nonreactive and to retain its
strength for an indefinite period in clinical use.

Trulene mesh is knitted by a process which interlinks
each fiber junction and which provides for elasticity in
both directions. This construction permits the mesh to
be cut into any desired shape or size without unravel-
ling. The fiber junctions are not subject to the same work
— fatigue exhibited by more rigid metallic meshes. This
bi-directional elastic properly allows adaptation to vari-
ous stresses encountered in the body.

ACTIONS

Trulene mesh is a non absorbable mesh used to span
and reinforce traumatic or surgical wounds to provide
extended support during and following wound healing.
This mesh elicits minimum inflammatory reaction, which
is transient and is followed by the deposition of a thin
fibrous layer of tissue which can grow through the inter-
stices of the mesh, thus incorporating the mesh into the
adjacent tissue. The mesh remains soft, pliable and the
wound healing is not noticeably impaired. The mesh is
not absorbed nor is subject to degradation or weakening
by the action of tissue enzymes.

INTENDED PURPOSE
Trulene Mesh used for the repair of hernia. Types of
Hernia: Inguinal Hernia and Ventral Hernia.

CONTRAINDICATIONS

When this mesh is used in infants or children with fu-
ture growth potential and pregnant women, the surgeon
should be aware that this product will not stretch signif-
icantly as the patient grows. Trulene Mesh in contam-
inated wounds should be used with the understanding
that subsequent infection may require removal of the
material.

WARNING
Trulene mesh is supplied as a sterile product. Re sterili-
zation is not recommended.

RISK OF REUSE

Reprocessing or sterilization of this device may create
the risk of contamination and patient infection. Do not
reuse, reprocess or resterilize the Trulene mesh.

PRECAUTIONS

Users should be familiar with surgical procedures and
techniques involving the use of non-absorbable meshes
before employing Trulene mesh in wound repair or rein-
forcement and brief the patients about contraindications
and precautions. A minimum of 6.5 mm inside the edge
mesh extend beyond the suture line.

ADVERSE REACTIONS

Potential adverse reactions with Trulene mesh implanta-
tion are those typically associated with surgical implant-
able materials which including seroma formation, inflam-
mation, adhesion formation, fistula formation, extrusion
and potentiation of infection.

INSTRUCTIONS FOR USE

Mesh is implanted according to currently accepted sur-
gical mesh procedures.

Some surgeons prefer to suture an uncut section of
mesh that is considerably larger than the defect into
position over the wound. The opposite sides are then
sutured to assure proper closure under correct tension.
When the margin sutures have all been placed, the extra
mesh is trimmed away.

Adequate mesh fixation is required to minimize post-op-
erative complications and recurrence. The fixation tech-
nique method and products used should follow the cur-
rent standard of care. Careful attention to fixation and
spacing will help prevent excessive tension or disruption
between the mesh materials and connective tissue.
When fixating with non-absorbable sutures or other me-
chanical fixation devices, a safe from the edge of the
mesh of not less than 6.5mm (%”) must be maintained.
6.5 mm to 12.5mm (%" to %2”) should be left between
fixation points.

SUPPLY

Trulene mesh is available in various sizes which are
packed in a printed box quantity as indicated on the box
label.

STORAGE

Recommended storage conditions: Below 30°C away
from moisture and direct sunlight. Do not use after ex-
piry.
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