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Instructions for use en

VICRYL™

POLYGLACTIN 910
STERILE SYNTHETIC ABSORBABLE SURGICAL SUTURE

DESCRIPTION

VICRYL™ i ile, synthetic, absorbable, surgical l
made of 90% glycolide and 10% L-lactide. The empirical formula of the (opnlymer
is (GoH;05)m(GHy05),.. VICRYL™ Suture is available as a coated or an uncoated suture.
VICRYL™ Suture is coated with a mixture composed of equal parts of copolymer of
glycolide and lactide (Polyglactin 370) and calcium stearate. Polyglactin 910 copolymer
and Polyglactin 370 with calcium stearate have been found to be nonantigenic,
nonpyrogenic and elicits only a slight tissue reaction during absorption.

VICRYL™ Suture is available undyed and dyed with D&C Violet #2 (Color Index 60725) to
enhance visibility in the surgical field.

VICRYL™ Suture s available in a range of gauge sizes and lengths, types and sizes, and in
presentations non-needled or attached to needles of various types and sizes as described
in the HOW SUPPLIED section.

VICRYL™ Suture complies with the requirements of the European Ph ia (Ph.

PERFORMANCE / ACTIONS

VICRYL™ Suture elicits an initial, minimal inflammatory reaction in tissues and ingrowth
of fibrous connective tissue. Progressive loss of tensile strength and eventual absorption
occurs by means of hydrolysis, where the copolymer degrades to gly(ah( and lactic acids

This suture may be inappropriate in elderly, malnourished or debilitated patients, or in
patients suffering from conditions which may delay wound healing.
As wnh any suture material, adequate knot security requires the standavd surgical

and the expenen(e of the surgeon. The use of additional throws may be particularly
when knotting uture:
Care should be taken to avoid damage when handling surgical needles. Grasp the needle
in an area one-third (1/3) to one-half (1/2) of the distance from the attachment end
to the point. Grasping in the point area could impair the penetration performance and
cause fracture of the needle. Grasping at the attachment end could cause bending or
breakage. Reshaping needles may cause them to lose strength and be less resistant to
bending and breaking.

needles needle

which ized in the body. Ab: beginsasaloss
of tensile strength ful\awed bya loss of mass. All of the ongmal tenslle stvength islost by
five weeks post Absorptioni: nd 70 days.
Days Implantation Approximate %
Original Strength Remaining

14 Days 75%

21 Days USP 6-0 (Metric 0.7) and larger 50%

| 21 Days USP 7-0 (Metric 0.5) and smaller 40%

28 Days USP 6-0 (Metric 0.7) and larger 25%
(CONTRAINDICATIONS

These sutures, being absorbable, should not be used where extended approximation of
tissues under stress is required.

WARNINGS

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

Eur) for Sterile Synthetic Absorbable Braided Sutures and United States Pharmacopeia
(USP) for Absorbable Surgical Suture, except for a slight oversize in some gauges as
shown in the table below.

the in vivo performance (under the PERFORMANCE/
ACTIONS section) when selecting a suture.
Acceptable surgical practice should be followed for the management of contaminated

stick injury. Broken needles may result in extended or additional surgeries or residual
forelgn bodles Inadvertent needle sticks with toniamlnated surgl(al needles may result
sharps” containers.

ADVERSE REACTIONS

Adverse reactions associated with the use of this device include wound dehiscence,
calculi formation in urinary or biliary tracts when prolonged contact with salt solutions
such as urine or bile occurs, transient inflammatory tissue reaction, and transient local
iitation at the wound site.

STERILITY

VICRYL™ Sutureis sterilized by ethylene oxide gas. Do not resterilize. Do not use if package
is opened or damaged. Discard opened, unused sutures.

The European Pharmacopoeia recognizes units of measure Metric and Ph. Eur. Sizes as
equivalent, which is reflected on the labeling.

INDICATIONS
VICRYL™ Suture is indicated for use in general soft tissue approximation and/ov hganon
including use in ophthalmic surgery, peripheral nerve and

In handling this or any other suture material, care should be taken to avoid damage.
Avoid crushing or crimping damage due to application of surgical instruments such as
forceps or needle holders.

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

Under some i notably orthopedic procedures, immobilization of joints by

for vessels less than 2 mm diameter. The safety and effectiveness of VICRYL™ Suture i |n
cardiovascular tissue has not been established.

APPLICATIONS

Sutures should be selected and implanted depending on patient condition, surgical
experience, surgical technique and wound size.

external support may be employed at the discretion of the surgeon.

Consideration should be taken in the use of absorbable sutures in tissues with poor blood
supply as suture extrusmn and delayed absorption may occur.

Subcuticular Idbepl imi h
induration normally associated with the absurptlon process.

and

orinfected wounds. STORAGE
USP Suture Size Metric Suture Size As this is an absorbabl material, the use of bsorbabl No special storage conditions required. Do not use after expiry date.
9-0 (uncoated braid only) 03 0,005 mm should be considered by the surgeon in the dlosure of the sites which may undergo HOW SUPPLIED
60 07 0.008mm expansion, stretching or distension, or which may require additional support. Please note that not all sizes are available in all markets. Please contact your local sales
- - Donot ili . Reuse of this device (or portions of this device) may ive for si ilabili

50 1 0.016mm product ion, which may result in device failure and/or c VICRYL™ Suture is availabl il dsinsizes 10-0through 6 icsizes0.2-8.0),
40 15 0.017 mm which may lead to infection or transmission of blood-borne pathogens to patients ina variety of lengths, with and without permanently attached needles.
30 2 0.018mm and users. As an absorbable, this suture may act transiently s a foreign body. Like  yICRYL™ Suture is also available as a monofilament in sizes 9-0 and 10-0 (metric sizes
2-0 3 0.004mm all foreign bodies, this product may potentiate infection. 03and0.2).

0 35 0,022 mm PRECAUTIONS VICRYL™ Suture is also available as sterile strands attached to CONTROL RELEASE™

removable needles which enable the needles to be pulled off instead of being cut off.
VICRYL™ Suture is available in one, two or three dozen units per box.

®
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bg-CE MapKypOBKa 1 WIEHTUUKALMOHEH HOMEp Ha
HOTUMUMPaHUA opraH. lIpoayKTbT 0TT0BapA Ha
CbLUeCTBEHUTe U3UCKBAHNA Ha [lupekTisa 93/42/EEC3a
MeauumHckuTe usgenus / cs-Oznaceni CE a identifikacni cislo
notifikované osoby. Viyrobek vyhovuje zakladnim
pozadavkiim smérnice 93/42/EHS o zdravotnickyich
prostiedcich / da-CE-maerkning og identifikationsnummer
for bemyndiget organ. Produktet opfylder de vaesentlige krav
i Direktiv 93/42/EGF om medicinsk udstyr /
de-CE-Kennzeichnung und Kennnummer der Benannten
Stelle. Das Produkt entspricht den grundlegenden
Anforderungen der Richtlinie 93/42/EWG des Rates iiber
Medizinprodukte / el-Xrjpavan CE kat apiByéc avayvwpiong
Tou Kowomoinpévou opyaviapov. To mpoiov mnpoi Tig
ouol el anartiioeic T odnyiag 93/42/E0K mepi
1atpoteyvoNoyIKwV mpoidvTwv / en-CE-mark and
Identification number of Notified Body. The product meets
the essential requirements of Medical Device Directive
93/42/EEC / es-Marca CE + nimero de identificacion del
organismo notificado. Este producto cumple los requisitos
esenciales dela directiva de productos sanitarios 93/42/CEE /
et-CE-tahis ja teavitatud asutuse registreerimisnumber.
Toode vastab meditsiiniseadmete direktiivi 93/42/EMU
pohinduetele / fi-CE-merkinta ja ilmoitetun laitoksen
tunnusnumero. Tuote noudattaa laakinnallisistd laitteista
annetun direktiivin 93/42/ETY saanndksia / fr-Marquage CE
et numéro ddentification de l'organisme notifié. Le produit
est conforme aux exigences essentielles de la Directive sur les
dispositifs médicaux 93/42/CEE / hu-CE-jel és a bejeqyzett
testiilet szama. A termék megfelel az orvostechnikai eszkozok
biztonsagosségardl sz616 93/42/EGK szamd irdnyelv
eldirdsainak / it-Marchio CE e numero diidentificazione
dellorganismo notificato. Il prodotto & conforme ai requisiti
essenziali della direttiva 93/42/CEE sui dispositivi medici /
kk-CE - Genri xaHe Ky3blpeTTi OpraHHbIH,
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It-CE Zenklas ir notifikuotosios jstaigos identifikavimo R/ X
numeris. Gaminys atitinka pagrindinius medicininiy prietaisy
93/42/EEB direktyvos reikalavimus / Iv-CE Zime un
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van de aangemelde instantie. Het product is in
overeenstemming met de essentiéle eisen van de richtlijn voor
medische hulpmiddelen 93/42/EEG / no-CE-merke og
ID-nummer for bemyndiget organ. Produktet innfrir de
vesentlige krav i direktivet 93/42/EQF for medisinsk utstyr /
pl-Znak CEi numer identyfikacyjny jednostki notyfikowanej.
Produkt spetnia wymagania zasadnicze dyrektywy
0 wyrobach medycznych 93/42/EWG / pt-Marcagao CE
e Nimero de identificacao do organismo notificado. 0 produto
cumpre os principais requisitos da diretiva sobre dispositivos
medlcos 93/42/CEE / ro-Marcajul CE si numarul de identificare

nonﬁtat Acest d de cerintelor
ale ale directivei p itivele medicale 93/42/CEE /
ru-3Hak «Erm il Homep
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poziadavky smernice 93/42/EHS o zdravotnickych
pomdckach / sv-CE-mirke och identifikationsnummer for
anmilt organ. Produkten uppfyller de vasentliga kraven

i direktivet for medicinsk utrustning, 93/42/EEG / tr-CE isareti
ve Onaylanmis Kurulugun kimlik numarast. Uriin, 93/42/AET
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olevate kiudude arv) / fi-CONTROL RELEASE™
(X=Pakkauksessa olevien lankojen lukumiard) / fr-CONTROL
RELEASE™ (X=nombre de brins par boite) /
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opakowaniu) / pt-Multifilamentos (X=ntmero de
filamentos por pacote) / ro-Multifilament (X=numarul de
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forpackning) / tr-Cok iplikli (X=Paket basina iplik saysi) /
BREROME /2h-tw-25 R 155 Sl § 5301 e 570/
i)g -NleGuHiLY Ha cumBoNUTE B
WHcTpykuywuTe 3a ynotpe6a / cs-Definice
symboli v ndvodu / da-Forklaring pa

it-ROMPERE QUI / kk-OChbl XXEPZLEH
XKbIPTbIHbI3 /ko-0{7| &

O AIA| L /-PLESTI CIA / Iv-ATPLEST SEIT/
nI-HIER AFSCHEUREN / no-RIVES HER / pl-TU
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