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Coated Braided Absorbable

Suture
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BEFORE USING PRODUCT, READ THE FOLLOWING INFORMATION

THOROUGHLY.
DESCRIPTION

Polysorb™ braided sutures are composed of Lactomer™ glycolide/lactide
copolymer which is a synthetic polyester composed of glycolide and lactide
(derived from glycolic and lactic acids). Polysorb™ sutures are prepared by
coating the suture with a mixture of a caprolactone/glycolide copolymer and
calcium stearoyl lactylate. Polysorb™ sutures are colored violet to increase

visibility and are also available undyed.

Polysorb™ sutures meet all requirements established by the United States
Pharmacopeia (USP) and the European Pharmacopeia (EP) except for minor
variations in suture diameter.

Such variations are:

Maximum Suture Oversize in Diameter (mm) from USP
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0.040 - 0,049
0.050-0.069
0.070-0.099
0.10-0.149

0.15-0.199
0.20-0.249
0.30-0.339
0.35-0.399
0.40-0.495

0.50-0.599
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INDICATIONS
Polysorb™ sutures drt indicated for use in soft tissue approximation or

ligation and ophthalmic surgery, but not in cardiovascular or neural tissye

ACTIONS S o AR
Polysorb™ sutures elicit a minimal acute inflammatory reaction in tissue,

which is followed by a gradual encapsulation of the suture by fibroys
connective tissue.

Progressive loss of tensile strength and eventual absorption of Polysorh™
sutures occurs by means of hydrolysis, where the Lactomer™ glycolide/
lactide copolymer is broken down to glycolic and lactic acids which are
subsequently absorbed and metabolized by the body. Absorption begins as
a loss of tensile strength without appreciable loss of mass. Studies indicate
tensile strength averages for Polysorb™ sutures are approximately 140%

of USP and £ minimum knot strength initially, are approximately 80% at
two weeks and in excess of 30% at three weeks post implant. Absorption of
Polysorb™ sutures is essentially complete between the 56th and 70th day,

CONTRAINDICATION
Polysorb™ sutures, being absorbable, should not be used where extended
approximation of tissue is required.

WARNINGS

Do not resterilize. Sterile unless packaging has been opened or damaged.

Discard open, unused sutures. Store at room temperature. Avoud prolonged
exposure to elevated temperatures.

In surgery of the urinary or biliary tracts, care should be taken to avoid
prolonged contact of this, or any other, suture with salt solutions, as calculus
formation may result.

Users should be familiar with surgical procedures and techniques involving
absorbable sutures before employing Polysorb™ sutures for wound closure
as the risk of wound dehiscence may vary with the site of application and
the suture material used.

As any foreign material in the presence of bacterial contamination may
enhance bacterial infectivity, acceptable surgical practice must be followed
with respect to drainage and closure of contaminated or infected wounds.

The use of this suture may be inappropriate in patients with any conditions
which, in the opinion of the surgeon, may cause or contrlbute to delayed
wound healing. ‘

As this is an absorbable suture material, the use of supplemental
nonabsorbable sutures should be considered by the surgeon in closure of
the abdomen, chest, joints or other sites subject to expansion or requiring

additional support.



PRECAUTIONS

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.
Adequate knot security requires the accepted surgical technique of flat,

square ties, with additional throws as warranted by surgical circumstance
and the experience of the surgeon.

Skin sutures which must remain in place longer than 7 days may (ause
irritation and should be snipped off or removed as indicated.

Under some circumstances, notably orthopedic procedures, immobilization
Dy external support may be employed at the discretion of the surgeon.

ADVERSE REACTIONS

Adverse effects, which may be associated with the use of this product,
include: wound dehiscence, failure to provide adequate wound support

in sites where expansion, stretching, or distention occur, failure to provide
adequate wound support in patients with conditions which may delay
wound healing, localized irritation when skin sutures are left in place greater
than 7 days, calculi formation when prolonged contact with salt solutions
occurs, enhanced bacterial infectivity, minimal acute inflammatory reaction,

and transitory local irritation.

HOW SUPPLIED
Polysorb™ sutures are available in USP sizes 2 (5 Metric) through 8-0 (0.4

Metric). They are available undyed (natural) or violet colored. The sutures

are supplied sterile, in pre-cut lengths and ligating reels, non-needled or
affixed to various needle types using both permanent and removable needle

attachment techniques. The sutures are available in box quantities of one,
two and three dozen.




Do not use if package is opened or damaged.
Ne pas utiliser en cas d'endommagement ou d'ouverture de l'emballage.
oei gedffneter oder beschédigter Verpackung nicht verwenden.

Non utilizzare se la confezione & aperta o danneggiata.
No.usar el dispositivo si la envoltura estd abierta 0.danada.

Ndo utilizar se a embalagem estiver aberta ou danificada.

Niet gebruiken als de verpakking beschadigd of geopend is.

Far ej anvandas om forpackningen dr ppnad eller skadad.

M3 ikke anvendes, hvis emballagen er dbnet eller beskadiget

Fi saa Kayttaa, jos pakkaus on avattu tai vauriortunut.

Mn xpnotgomoteite av n cuokevaoia xel avorytei fj unooTel Cnuid.
Nie stosowac, jezeli opakowanie zostato otwarte lub uszkodzone.
Ambalaj acilmis ya da zarar gormiisse kullanmayin.

He ucnonb3yiTe 3enue, e ynakoBKa BCKPbITa Un MOBPEX/EH.
Pokud je balenf oteviené nebo poskozené, produkt nepouzivejte.
Tilos felhaszndlni, ha a csomagolds kinyilt va'gy megserult.
NepouZivajte, ak je obal otvoreny alebo poskodeny.

Skal ikke brukes hvis emballasjen er dpnet eller skadet.

Ne uporabljajte, Ce je embalaza odprta ali poskodovana.
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He 13non3gaiiTe, ako ONakOBKaTa € OTBOPEHaA UK NOBPEe/eHa.

A nu se utiliza in cazul in care ambalajul este deschis sau deteriorat.
Arge kasutage, kui pakend on avatud vGi kahjustatud.

Nelietot, ja iepakojums ir atvérts vai bojats

Ne koristite ako je pakiranje otvoreno ili osteceno.

Ne koristiti ako je pakovanje otvoreno ili o3teceno.

Nenaudokite, jei pakuoté atidaryta arba pazeista.
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