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MONOGLYDE®

FILO DA SUTURA CHIRURGICA RIASSORBIBILE USP
(SINTETICO) (POLIGLECAPRONE 25 MONOFILAMENTO)

ABSORBABLE SURGICAL SUTURE (SYNTHETIC)
(MONOFILAMENT POLIGLECAPRONE 25)

SUTURE CHIRURGICALE RESORBABLE (SYNTHETIQUE)
(MONOFILAMENT POLIGLECAPRONE 25)

RESORBIERBARES CHIRURGISCHES NAHTMATERIAL
(SYNTHETISCH) (MONOFILE POLIGLECAPRONE 25)

SUTURA QUIRURGICA ABSORBIBLE (SINTETICA)
(POLIGLECAPRONE 25 DE MONOFILAMENTO)

SUTURA CIRURGICA ABSORVIVEL (SINTETICO)
(MONOFILAMENTO POLIGLECAPRONE 25)

AlOPPO®HZIMO XEIPOYPIIKO PAMMA (2YNOGETIKO)
(MONOKAQNO POLIGLECAPRONE 25)
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DESCRIPTION

Monoglyde (Poliglecaprone25), is a monofilament synthetic
absorbable suture, composed of a Polymer (Glycolide co
— caprolactone). Monoglyde sutures are available undyed
in beige color and in violet color, dyed with D & C violet.
Poliglecaprone 25 copolymer has been found to be nonan-
tigenic, nonpyrogenic and elicits only a slight tissue reaction
during absorption. MONOGLYDE sutures comply with USP
requirements, except for diameter.

INTENDED PURPOSE

Monoglyde sutures are indicated for use in general soft tis-
sue approximation. but not for use in cardiovascular or neu-
rological tissues, microsurgery or ophthalmic surgery.

ACTIONS

Monoglyde suture is a monofilament which elicits a minimal
acute inflammatory reaction in tissues and in-growth of fi-
brous connective tissue. Progressive loss of tensile strength
and eventual absorption of Monoglyde sutures occurs by
means of hydrolysis. Absorption begins as loss of tensile
strength followed by loss of mass. Implantation studies in
rats indicate that Monoglyde suture retains approximately
45% of its original tensile strength 7 days post implantation
and approximately 15% of its original tensile strength at 14
days post implantation. All of the original tensile strength is
lost by 21 days post implantation. The absolute strength re-
maining 14 days post implantation meets or exceeds that
historically observed with plain and chromic gut sutures.
Absorption of MONOGLYDE absorbable synthetic suture is
essentially complete approximately 90 days.

CONTRA INDICATIONS

Monoglyde sutures being absorbable, should not be used
where extended approximation of tissue under stress is re-
quired, such as in fascia.

WARNINGS

Users should be familiar with the surgical procedures and
techniques involving absorbable sutures before employing
Monoglyde suture for wound closure, as risk of wound de-
hiscence may vary with the site of application and the suture
material used. Physicians should consider the in vivo perfor-
mance when selecting a suture for use in patients. The use
of this suture may be inappropriate in elderly, malnourished

or debilitated patients or in patients suffering from conditions
which may delay wound healing. Do not reuse. Discard
opened packages and unused sutures. As with any foreign
body, prolonged contact of any suture with salt solutions
such as those found in the urinary or biliary tracts may act
transiently as a foreign body. Acceptable surgical practice
should be followed for the management of contaminated or
infected wounds. As this is an absorbable suture material
the use of supplemental sutures should be considered by
the surgeon in the closure of the sites which may undergo
expansion, stretching or distention or which may require ad-
ditional support.

PRECAUTIONS

Skin sutures which must remain in place longer than 7 days
may cause localized irritation and should be snipped off
or removed as indicated. Sub cuticular sutures should be
placed as deeply as possible to minimize the erythema and
induration normally associated with absorption. Under some
circumstances, notably orthopedic procedures, immobiliza-
tion of joints by external support may be employed at the
discretion of the surgeon. Consideration should be taken in
the use of absorbable sutures in tissue with poor blood sup-
ply as suture extrusion and delayed absorption may occur.
In handling this or any other suture material, care should
be taken to avoid damage from handling. Avoid crushing or
crimping damage due to application of surgical instruments
such as forceps or needle holders. Monoglyde suture knots
must be properly placed to be secure. Adequate knot se-
curity requires the accepted surgical technique of flat and
square ties with additional throws as warranted by surgical
circumstances and the experience of the surgeon. The use
of additional throws may be particularly appropriate when
knotting monofilaments. Avoid prolonged exposure to ele-
vated temperature.

To avoid damaging needle points and swage areas, grasp
the needle in an area one-third (1/3) to one-half (1/2) of the
distance from the swaged end to the point. Reshaping nee-
dles may cause them to loose strength and be less resist-
ant to bending and breaking. Users should exercise caution
when handling surgical needles to avoid inadvertent needle
sticks. Discard used needles in “sharp” containers.

ADVERSE REACTIONS

Adverse effects associated with the use of synthetic absorb-
able sutures include wound dehiscence, failure to provide
adequate wound support in closure of the sites where ex-
pansion, stretching, or distension occur, failure to provide
adequate wound support in elderly, malnourished or debili-
tated patients or in patients suffering from conditions which
may delay wound healing, infection, localized irritation when
skin sutures are left in place for more than 7 days, suture
extrusion and delayed absorption in tissue with poor blood
supply, calculi formation in urinary and biliary tracts when
prolonged contact with salt solutions such as urine and bile
occurs, and transitory local irritation at the wound site. Bro-
ken needles may result in extended or additional surgeries
or residual foreign bodies.

Inadvertent needle sticks with contaminated surgical nee-
dles may result in the transmission of blood-borne patho-
gens.

SUPPLY

Monoglyde is available in various U.S.P. sizes, The suture
is supplied sterile in pre-cut lengths, both non- needled and
attached to various needle type, shape and length. 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 expiry.
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