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Instructions for use en

SILK
STERILE NON-ABSORBABLE SURGICAL SUTURE, USP / Ph. Eur.

DESCRIPTION

Silk Suture may be marketed as PERMA-HAND™ Silk or Virgin Silk Suture, and is
a sterile, non-absorbable surgical suture composed of an organic protein called
fibroin. This protein is derived from the domesticated species Bombyx mori (B.
mori) of the family Bombycidae. Silk for braided materialis processed toremove the
natural waxes and gums. Braided silk is coated with wax or silicone.

Silk Suture is available undyed and dyed black with Hematine HCK (Color Index
Number 75290) to enhance visibility in the surgical field. For virgin silk, the sericin
gum s not removed and holds the twisted filaments together. Virgin silkis available
dyed blue with methylene blue (Color Index Number 52015).

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

Silk Suture complies with the requirements of the European Pharmacopoeia
(Ph. Eur.) for Sterile Braided Silk Suture and United States Pharmacopeia (USP) for
Non-Absorbable Surgical Suture.

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

INDICATIONS
Silk Suture is indicated for use in general soft tissue approximation and/or ligation,
including use in cardiovascular, aphthalmic and neurosurgical procedures.

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

PERFORMANCE / ACTIONS

Silk Suture elicits an initial, minimal inflammatory reaction in tissues, which is
followed by gradual encapsulation of the suture by fibrous connective tissues.
While silk i not absorbed, progressive degradation of the proteinaceous silk fiber
invivo may resultin a gradual loss of all of the suture’s tensile strength over time.

(ONTRAINDICATIONS
The use of this suture is contraindicated in patients with known sensitivities or
allergies to silk.

Due to the gradual loss of all of the suture’s tensile strength which may occur
over prolonged periods in vivo, silk suture should not be used where permanent
retention of tensile strength is required.

WARNINGS

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

Acceptable surgical practice should be followed for the management of infected
or contaminated wounds.

Do not resterilize/reuse. Reuse of this device (or portions of this device) may
create a risk of product degradation, which may result in device failure and/
or cross-contamination, which may lead to infection or transmission of blood-
borne pathogens to patients and users. Like all foreign bodies, this product may
potentiate infection.

PRECAUTIONS

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.

As with any suture material, adequate knot security requires the standard surgical
technique of flat, square ties with additional throws as warranted by surgical
circumstance and the experience of the surgeon.

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.

Users should exercise caution when handling surgical needles to avoid inadvertent
needle stick injury. Broken needles may result in extended or additional surgeries
or residual foreign bodies. Inadvertent needle sticks with contaminated surgical
needles may result in the transmission of blood-borne pathogens. Discard used
needles in “sharps” containers.

ADVERSE REACTIONS

Adverse reactions with the use of silk sutures include wound dehiscence, gradual
loss of tensile strength over time, allergic response in patients who are known to
be sensitive to silk, calculi formation in urinary or biliary tracts when prolonged
contact with salt solutions such as urine or bile occurs, minimal inflammatery tissue
reaction, and transient local irritation at the wound site.



STERILITY
Silk Suture is sterilized by irradiation. Do not resterilize. Do not use if package is

opened or damaged. Discard opened, unused sutures.

STORAGE
No special storage conditions required. Do not use after expiry date.

HOW SUPPLIED

Please note that not all sizes are available in all markets. Please contact your local
sales representative for size availability. \
Silk Suture s available as sterile strands in sizes 9-0 through 5 (metricsizes 0.3 — 7. )
in a variety of lengths, with and without permanently attached needles and on
LIGAPAK™ Dispensing Reels.

Silk Suture is also available as sterile strands attached to CONTROL RELEASE™
(CR) removable needles which enable the needles to be pulled off instead of

being cut off.
Silk Suture is available in one, two or three dozen units per box.

GR/X

(s JS & bs 225=K) CONTROLRELEASE™-ar /
¢s.CONTROL RELEASE™ (X = pocet vlaken vjednom
o eni) / da-CONTROL RELEASE™ (X=antal af rade pr,
pakke) / de-CONTROL RELEASE™ (X=die Anzah! der
Stringe pro Paket) / el-Z00THA aQaipeane Behdvag
CONTROL RELEASE™ (X=0 aptBpog vnudtwy avd
svoxevaoia) / en-CONTROL RELEASE™ (X=The number of

strands per packet) / es-CONTROL RELEASE™ (X=Nimero
de hilos de sutura por paquete) / fi-CONTROL RELEASE™

(X = lankojen mdard pakkausta kohden) / fr-CONTROL
RELEASE™ (X=nombre de brins par paquet) /
hu-CONTROL RELEASE™ (X=A szalak szama
csomagonként) / it-CONTROL RELEASE™ (X=numero di fili

per confezione) / ko-CONTROL RELEASE™ (X=IH 'S}
7FEF £~) /nl-CONTROL RELEASE™ (X = het aantal
draden per verpakking) / no-CONTROL RELEASE™

(X = antall trader i hver pakke) / pl-Odejmowane igty
CONTROL RELEASE™ (X=Liczba pasm w opakowaniu) /
pt-CONTROL RELEASE™ (X=0 numero de fios por
embalagem) / ru-C KOHTPONUPYEMbIM OCBODOXEHNEM
(CONTROL RELEASE™) (X=uucno Huteit

B nakere) / sk-CONTROL RELEASE™ (X = pocet viaken na
balenie) / sv-CONTROL RELEASE™ (X = antalet suturer per
forpackning) / tr-CONTROL RELEASE™ (X=Paket bagina

ipliksaysi) / zh-en-CONTROL RELEASE™ (x=B2X

SN E) | th-tw-i212 (=EEBRHE)



his 83215 8,4 Jass.3-ar/ ¢s-Pro jednorazové pouziti /
da-Ma ikke genbruges / de-Nicht zurWiederverwendung /
el-Mnv emavaypnatponoieite / en-Do not reyse /

es-No reutilizar / fi-Ei saa kayttis uudelleen / fr-Ne pas
réutiliser / hu-Ne hasznalja djra / it-Non riutilizzare /
ko-XHAFSSER| OFA Al 2 /nl-Niet opnieuw
gebruiken / no-lkke bruk flere ganger / pl-Nie uzywa¢
powtdrnie / pt-Nao reutilizar / ru-He ucnonb3osars
nostopHo / sk-Nepouzivajte opakovane / sv-Fir ej
dteranvandas / tr-Tekrar kullanmayn / zh-cn-15 27 &

SFA /thtw- R BEEEH

I plasea wllo-ar / ¢s-Datum pouZitelnosti /
da-Anvendes inden / de-Verwendbar bis / el-Huepopnvia
Ménc/ en-Use by / es-Usar antes de / fi-Viimeinen
kayttopaiva / fr-A utiliser avant / hu-Felhasznélhat6 /
it-Utilizzare entro / ko-AF2 7| S}/ nl-Uiterste
gebruiksdatum / no-Brukes innen / pl-Wykorzystac do /
pt-Usar até / ru-Mcnonb3oarb 4o / sk-Spotrebujte do /
sv-Anvands fore / tr-Son kullanma tarihi / zh-cn-75 3%

HAZE / zh-tw- B 3 HARR

LOT

dlasall 50 5-ar | cs-Cislo Sarze / da-Batchkode /
de-Chargennummer / el-Kwdkog mapridac /
en-Batch code / es-Ntimero de lote / fi-Erinumero /
fr-Numéro de lot / hu-Tételkod / it-Numero di lotto /
ko-tl X| Y15 /nl-Lotnummer (partij) /
no-Partinummer / pl-Kod partii / pt-Codigo de lote /
ru-Homep naprum / sk-Sériové cislo / sv-Satskod /
tr-Parti kodu / zh-en-#t 5 / zh-tw-31L 35

. _va-ar/ cs-ZDE ODTRHNETE / da-RIV HER /
l&Z-mE%FREISSEN / el-ZKIZTE EAQ /’en-TEARCFIlI;RE /
es-RASGAR AQUI / fi-REVITASTA /fr-DECH!RéI;l( |7 L
hu-SZAKITSA LE ITT / it-ROMPERE QUI / ko- VE;ﬁER/
5l O Al A| 2 / nl-HIER AFSCHEUREN / no-RI HEf
;IQ-ROZERWAC'TUTAJ / pt-RASGAR AQUI / ru-OTOPB !
SHECb/skTUODTRHNUTISVJHVHAE;}rE%%%R$
YIRTIN/ zh-cn-EB LEHS FF / zh-tw-7E BE T

Slas ol suc-ar / es-Podet kust / da-Antal enheder /
de-Stiickzahl / el-ApiOpog povadwv / en-Number of units /
es-Numero de unidades / fi-Yksikkojen \gkum@drd /
fr-Nombre d’unités / hu-Az egységek szama / it-Numerq
diunita/ ko-MI = ZH==/ l_\l-Aanta'. eenhed‘en /
no-Antall enheter / pl-Liczba Jednostek{ pt‘-Numm
de unidades / ru-Liman;) eLVHULL //skt—ng;et&dgt;ek /
r-Unite sayisi / zh-cn- [
sv-Antal enheter /t y

sh-tw-E =




I AaI5 Bl Daz g 13] yeasis V-ar / ¢s-Nepouzivejte, je-li

obal poskozeny / da-Md ikke anvendes, hvis pakningen

er beskadiget / de-Bei beschadigter Verpackung nicht
verwenden / el-Mn xpnoponoteite dv n ouokevaoia éxel
unooTei (nud / en-Do not use if package is damaged /
es-No usar si el envase estd dafado / fi-Ei saa kayttas,

jos pakkaus on vaurioitunut / fr-Ne pas utiliser si
I'emballage est endommagé / hu-Ne haszndlja, ha a
csomagolas megsériilt / it-Non utilizzare se limballaggio
non &integro/ko-E 0| L}EE[0] Q=
Z<20l= ALESHK| O AL L /nl-Niet
gebruiken als de verpakking beschadigd is / no-Ma ikke
brukes hvis pakningen er skadet / pl-Nie uzywac,

jesli opakowanie jest uszkodzone / pt-Nao utilizar se

a embalagem estiver danificada / ru-He ncnonb3osarb,
ecn ynakoska nospexpeHa / sk- NepouZivajte, ak je obal
poskodeny / sv-Fdr inte anvandas om forpackningen ar
skadad / tr-Ambalaji hasarliysa kullanmayin / zh-cn-200
REEEBEMA, B2 A /thtw- N R 8
BRE BFNEA

2797

B 5kl dg)sY Ggadl Olguz o) ptikl dlag dolsdl dodsll-ar
S3Y o by B me pacs 3 dgzde gaza U (n iyl 635
Olgez sil) LYl by 2l Ballas gzhl O iss 1ss 355991
& Rl 439,99 Ggudl 35 8 yolall duball 83420 dalezl
93/42/EEC 3,
¢s-Oznaceni CE a identifikacni Cislo notifikované osoby.
Vyrobek odpovidé zékladnim pozadavkiim smérnice
93/42/EHS pro zdravotnické prostiedky / da-CE-maerkning
og identifikationsnummer for bemyndiget organ.
Produktet opfylder de vaesentlige krav i Direktiv 93/42/E0F
om medicinsk udstyr / de-CE-Kennzeichnung und
Kennnummer der Benannten Stelle. Das Produkt entspricht

| dengrundlegenden Anforderungen der Richtlinie 93/42/EWG
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meets the essential requirements of Medical Device Directive
93/42/EEC / es-Marca CE + ndimero de identificacion del
organismo notificado. Este producto cumple los requisitos
esendiales de la directiva de productos sanitarios 93/42/CEE
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