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PROFESSIONAL MEDICAL PRODUCTS

TRUGLYDE FAST®

FILO DA SUTURA CHIRURGICA RIASSORBIBILE USP
(SINTETICO) IN ACIDO POLIGLICOLICO, INTRECCIATO
E RIVESTITO A RIASSORBIMENTO RAPIDO

ABSORBABLE SURGICAL SUTURE U.S.P. (SYNTHETIC)
(BRAIDED AND COATED POLYGLYCOLIC ACID) (FAST
ABSORBABLE)

SUTURE CHIRURGICALE RESORBABLE USP B
(SYNTHETIQUE) (ACIDE POLYGLYCOLIQUE TRESSE
ET ENDUIT) (RESORPTION RAPIDE)

RESORBIERBARES CHIRURGISCHES NAHTMATERIAL
U.S.P (SYNTHETISCH) (GEFLOCHTENE UND
BESCHICHTETE POLYGLYKOLSAURE) (SCHNELL
RESORBIERBAR)

SUTURA QUIRURGICA ABSORBIBLE U.S.P. (SINTETICA)
(ACIDO POLIGLICOLICO TRENZADO Y RECUBIERTO)
(RAPIDA ABSORCION)

SUTURA CIRURGICA ABSORVIVEL U.S.P. (SINTETICO)
(ACIDO POLIGLICOLICO TRANCADO E REVESTIDO)
(ABSORVIVEL RAPIDAMENTE)

AIOPPO®HZIMO XEIPOYPIIKO PAMMA U.S.P
(XYNOETIKO) (MAErTMENO KAI ENNIKAAYMMENO
MOAYIAYKOAIKO OZY) (TAXEIAZ A[TOPPO®HZHZ)

Manuale d’uso - User manual - Manuel de I'utilisateur
Guia de uso - Gebrauchs- und instandhaltungsanleitung
Guia para utilizagéao - Odnyieg xpnong
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DESCRIPTION

Truglyde Fast is an absorbable, sterile, surgical suture,
composed of homopolymers of Glycolide (100%). For add-
ed lubrication and smoothness, Truglyde Fast is coated with
unique combination of Polycaprolactone and Calcium Stea-
rate. Truglyde Fast meets all the requirements, established
by the United States Pharmacopeia for Absorbable Surgical
suture. Truglyde Fast is available as undyed. Truglyde Fast is
available in range of gauge sizes and lengths, non-needled
or attached to stainless steel needles of varying types and
sizes.

INTENDED PURPOSE

Truglyde Fast is intended for use in soft tissue approximation
where only short-term wound support is required and where
the rapid absorption would be beneficial. Due to the absorp-
tion profile Truglyde Fast is useful for skin closure, particularly
in pediatric surgery, episiotomies, circumcision and closure
of oral mucosa. Truglyde Fast is not intended for use in oph-
thalmic surgery cardiovascular and neurological procedures.

APPLICATION

Sutures should be selected and implanted depending on pa-
tient condition, surgical experience, surgical technique and
wound size. Truglyde Fast typically falls off in 7 — 10 days
post operatively or can be wiped off subsequently with sterile
gauze. Normally the removal of the sutures is not required.

PERFORMANCE

Truglyde Fast sutures elicit a minimal to moderate initial
inflammatory tissue reaction. Progressive loss of tensile
strength and eventual absorption of Truglyde Fast sutures
occur by means of hydrolysis, where the polymer degrades
to Glycolic acid. It gets absorbed quickly and metabolized in

the site of implantation. Absorption begins with loss of tensile
strength followed by loss of mass. Truglyde Fast shows that
7 days post implantation approximately 50% of the original
strength remains and 14 days post implantation approximate-
ly 10% of the original strength remains. The absorption of
Truglyde Fast occurs thereafter and is essentially complete
Approximately 42 days.

CONTRA INDICATIONS

Truglyde Fast should not be used where extended approx-
imation of tissues under stress is required or where wound
support beyond 7 days is required due to the rapid loss of
tensile strength.

WARNINGS/PRECAUTIONS/
INTERACTIONS

Users should be familiar with surgical procedures and tech-
niques involving absorbable sutures before employing Trug-
lyde Fast for wound closure as risk of wound dehiscence may
vary with the site of application and the suture material used.
Surgeons should consider the invivo performance when se-
lecting a suture. As with any foreign body, prolonged contact
of this suture or any other suture with salt solutions such as
those found in urinary and biliary tracts, may result in calculus
formation. As an absorbable suture, it may act transiently as a
foreign body. Acceptable surgical practice should be followed
for the management of contaminated or infected wounds. As
Truglyde Fast is an absorbable suture materials, the use of
supplemental nonabsorbable sutures should be considered
by the surgeon in the closure of sites which may undergo
expansion, stretching or distention or which may require
additional support. Skin sutures which must remain in place
longer than 7 days may cause localized irritation and should
be snipped off or removed as indicated. Consideration should
be taken in the use of absorbable sutures in tissues with poor
blood supply as suture extrusion and delayed absorption may
occur. Subcuticular sutures should be placed as deeply as
possible to minimize the erythema and indu-ration normally
associated with the absorption process. The use of Truglyde
Fast may be inappropriate in elderly, malnourished or debil-
itated patients, or patients suffering from conditions, which
may delay, wound healing. In handling Truglyde Fast suture
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. As with any suture material, adequate knot
security requires the accepted surgical techniques of flat and
square ties, with additional throws as warranted by surgical
circumstances and the experience of the surgeon.

Care should be taken to avoid damage when handling sur-
gical needles.

Grasp the needle in an area one third (1/3) to one half (1/2)
of the distancefrom the attachment end to the point. Grasping
in the point area could impair the penetration performance &
cause fracture of the needle.

Grasping at the but or attachment end could cause bending
or breakage of the needle. Reshaping needles may cause
them to loose strength and make less resistant to bending
and breaking. Users should exercise caution when handling
surgical needles to avoid inadvertent needle stick injury. Dis-
card used needles in ‘Sharps’ containers.

ADVERSE REACTIONS

Adverse reactions associated with the use of the Truglyde
Fast include: allergic response in certain patients, transient
local irritation at the wound site, followed by moderate tran-
sient inflammatory foreign body response, erythema and
induration during the absorption process of subcuticular su-



tures. Like all foreign bodies, Truglyde Fast may enhance an
existing infection.

STERILITY
Do not reuse. Do not use if package is opened or damaged.
Discard opened unused sutures.

SUPPLY

Truglyde Fast 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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#l Healthium Medtech Limited

Plot No.1600, R-6 West, Sri City(SEZ), Cherivi Village,
Irrugulam Post, Satyavedu Mandal, Chittoor District,
Andhra Pradesh-517588, India

Email: care@healthiummedtech.com

Customer care number: +91-80-41868198

Mfg. Lic. No.: MFG/MD/2021/000435

MED DEVICES LIFESCIENCES B.V.
Kraijenhoffstraat 137 A, 1018RG Amsterdam, Netherlands
Email: info@meddevices.net Phone: +31-202254558
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