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BEFORE USING PRODUCT, READ THE FOLLOWING INFORMATION
THOROUGHLY.

DESCRIPTION

Polysart™ baded st are compused of Lacomer™ ghelide facsde
opalymer whih & asythesc pabesier camposed of ghcolde and uard
(erived from glymic aed S 208) Polysort™ sutares e prepared by
g Be w20 wih ) mbause of ) Gprlactanesgicolde copolymer sed
caoum stearoyl lactylae. Polysar™ sutumes are colomd viokt 10 RoRae
visbiity and ae g0 aailble undyed.

Polysarts™ sumres meet al requirame s, establshed by the Unted Sues
Phamanpeia (USP) and the Eunpeas Pramaopeis (57) oot for minor
Vatatons in seture Gameter.

Such o s
Maximem Suture Oversize in Diameter from USP
USP S Deggracion | Madnum Oeage
U See i sk
3 0040 - 0045 0020
14 2050-0069 0030
&0 Q00055 0050
50 0.904 0 0050
40 0.154 1% 0050
340 0204200 0050
M 0.2041% 0050
0 035439 0050
1 00245 0050
2 0.5045% 0050
INDICATIONS

Polyserd™ sumnes am indicaned for wsein soft Ssue apgrosimiation of
fgation and ophthalmic surgery, but not i Grdowascs b of neul tisee.
ACTIONS

TORiD T W DT & TR GUUE TR TR ) 330,
which b folowed by 2 gadsd eaGagnalation of hhe sature by fbens
nPCIve TR

Progressve ioss of sewsle sovagrh ind eventsal bsomam of Ry ™
s occurs by mears of ydvalyss, where he Lacimer™ glycolide/
lacnide copalymer b Broke dow 19 0 il nd Lacat a0y which am
AUty dsarbed ané metibuznd by hetody Absortin begrm a3
Alessol tersile stength withaut agprecadle s of mass. Sudes indcame
Teagle svength awnges b Rlyn®™ Wl e poomendy 1%
of USP and £.P miimum knot shength intially, are appeadmanely 30% &
T ks nd in excess of 3% ot Pre wevks post imglant. Rosorpsion of
Py b satuses 1§ esser dly complets detamen e Séih ¢ Meh day
CONTRAINDICATION

Polysert’™ sumres, being sorbable, shodd ot be uied whese extended
oroimaon of 353 5 eqund

WARNINGS

Do not resterikze. Sterile unless packaging has been opened or damaged.
Descard open, unused sutures. Store at room temperature. Avoid prolonged
exposure to elevated temperatures.

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

Users should be familiar with surgical procedures and technigues involving
absorbabie sutures befiore employing Polysorb™ sutures for wound dlosure,
 the risk of wound dehiscence may vary with the site of application and
the suture matenidl used.

As any forsign material in the presence of bacerial contamination may
enhance bacterial infectivity, & ceptable surgical practice must be followed
with respect to drainage and dlosure of contaminated o infected wounds.
The use of this suture may be inappropdate in patients with any conditons
which, in the opinion of the surgeon, may ause or contribute to delayed
wound heding.

As this is an absorbable suture materd, the use of supplemental
ronabsorbable sutures should be considered by the surgeon in closure of
the abdamen, chest, joints of other Stes UbjeCt to expansion o requiring
addinal spport

PRECAUTIONS

In handiing this cr any other suture material, care sheuld be taken to
avoid damage from handling. Averd crushing or crimping damage due
 application of surgical instruments, such & forceps o needle holders.
Adequate knot security requires the accepted surgical technique of flat,
square ties, with additional throws as warranted by surgical dircumsstance
andthe experience of the surgeon,

Skin sutures which must remain in place longer than 7 days may cause
imitation and should be sripped off or removed as indicated.

Under some ciscumstances, notably orthopedic procedurs, immobilization
by external support may be employed & the discretion of the surgeon.
ADVERSE REACTIONS

Adverse effects, which may be associated with the use of this product,
inchude: wound dehiscence, Riure 1o provide adequate wound support

in shes whese expansion, stretching, or distention ocaur, faikere to provide
dequate wound support in patients with conditions which may dday
wound healing, local zed irritation when skin sutures are left in place greater
than 7 days, caldi formation when prolonged contact with salt solutions
occurs, enhanced bacterial infectivity, minimal acute inflammatory reaction,
and wansitory local imkaion,

HOW SUPPLIED

Polysord™ sutures are available in USP sizes 2 (5 Metric) through 8-0 (0.4
Metric). They are avalable undyed (natural) or viokt colored. The sutures
e supplied sterile, in pre-cut lengths and ligating reels, nen-needied or
affixed to vasious needie types using both permanent and removable needie
attachment techniques. The sutures are available in box quantities of one,
two and three dozen.



