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PROFESSIONAL MEDICAL PRODUCTS

PDSYNTH®

FILO DA SUTURA CHIRURGICA RIASSORBIBILE USP (SINTETICO)
(POLIDIOXANONE MONOFILAMENTO )

ABSORBABLE SURGICAL SUTURE (SYNTHETIC)
(MONOFILAMENT POLYDIOXANONE)

SUTURE CHIRURGICALE RESORBABLE (SYNTHETIQUE)
(MONOFILAMENT POLYDIOXANONE)
RESORBIERBARES CHIRURGISCHES NAHTMATERIAL
(SYNTHETISCH) (MONOFILES POLYDIOXANON)

SUTURA QUIRURGICA ABSORBIBLE (SINTETICA)
(MONOFILAMENTO POLYDIOXANONE)

SUTURA CIRURGICA ABSORVIVEL (SINTETICO)
(MONOFILAMENTO POLYDIOXANONE)

AIOPPO®HZIMO XEIPOYPIIKO PAMMA (X YNGETIKO)
(MONOKAQNH POLYDIOXANONE)

Manuale d’uso - User manual - Manuel de I'utilisateur - Guia de uso
Gebrauchs- und instandhaltungsanleitung - Guia para utilizacao
03nyieg xpfiong
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DESCRIPTION

PDSynth (Polydioxanone), monofilament synthetic absorbable suture is pre-
pared from the polyester, poly (p-dioxanone). The empirical formula of the
polymer is (C4H603)X. Polydioxanone polymer has been found to be non
antigenic, nonpyrogenic and elicits only a slight tissue reaction during ab-
sorption. It is colored violet, dyed with D&C Violet. PDSynth sutures comply
with USP requirements, except for diameter.

INTENDED PURPOSE

PDSynth, monofilament synthetic absorbable sutures are indicated for use
in all types of soft tissue approximation, including use in ophthalmic surgery.
PDSynth sutures is not indicated in adult cardiovascular tissue, microsurgery
and neural tissue. These sutures are particularly useful where the combina-
tion of an absorbable suture and extended wound support (up to six weeks)
is desirable.

ACTION

PDSynth synthetic absorbable suture has been formulated to minimize the
variability of these characteristics and to provide wound support through an
extended healing period. The results of implantation studies of PDSynth
monofilament suture in animals indicate that approximately 80% of its orig-
inal strength remains two weeks after implantation. At four weeks post - im-
plantation, approximately 70% of its original strength is retained and at six
weeks, approximately 25% of the original strength is retained. Data obtained
from implantation studies in rats show that the absorption of these sutures is
minimal until about the 90th post - implantation day. Absorption is essentially
complete approximately 180days.

CONTRA INDICATIONS

These sutures being absorbable, are not to be used where prolonged (be-
yond six weeks) approximation of tissues under stress is required these su-
tures are not to be used in conjunction with prosthetic devices, i.e., heart
halves or synthetic grafts.

WARNINGS

The safety and effectiveness of PDSynth (Polydioxanone) sutures have not
been established in neural tissue, adult cardiovascular tissue or for use in
microsurgery. Under certain circumstances, notably orthopaedic procedures,
immobilization by external support may be employed at the discretion of the
surgeon. Do not reuse.

PRECAUTIONS

The PDSynth suture knots must be properly placed to be secure. As with oth-
er synthetic sutures, knot security requires the standard surgical technique
of flat and square ties with additional throws if indicated by surgical circum-
stance and the experience of the surgeon. As with any suture, care should
be taken to avoid damage when handling. Avoid the crushing or crimping
application of surgical instruments, such as needle holders and forceps to
the strand except when grasping the free end of the suture during an instru-
ment tie. Conjunctival and vaginal mucosal sutures remaining in place for
extended periods may be associated with localized irritation and should be
removed as indicated. Subcuticular sutures should be placed as deeply as
possible in order to minimize the erythema and induration normally associ-
ated with absorption. Acceptable surgical practice should be followed with
respect to drainage and closure of infected wounds. Discard used needle
in sharps containers.

ADVERSE REACTIONS

Due to prolonged suture absorption, some irritation and bleeding has been
observed in the conjunctiva and mild irritation has been observed in the vag-
inal mucosa.

SUPPLY

PDSynth 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 di-
rect sunlight. Do not use after expiry.
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