
Surgical Suture,Silk, Silicone Coated 

Nonabsorbable,Noncapillary

Natural Non-absorbable

Silicon Coated, Paraffin Wax, Uncoated

EP    : 0.2 to 7
USP : 10/0 to 5

Moderate Loss

Natural Silk

Black, Ivory, methylene blue

Braided, Twisted 

Definition

Material

Coating

Structure

Colour

Size

Mass Absorption

Ethylene Oxide Gas

Ligatures
Skin Closure
Oral Surgery
Neurosurgery
Cardiovascular procedures
Ophthalmic procedures

Permanent

Tensile Strenght Retention

Sterilization Method

Main Indication

Silk
Surgical Sutures  
Non-Absorbable
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6 mm

SB1120
9/0

0,3
30 12 Black

SB1153
8/0

0,4
45 12 Black

8 mm

SB1197
8/0

0,4
45 12 Black

SB1399
6/0

0,7
45 12 Black

SB1761
5/0

1,0
45 12 Black

SB1209
8/0

0,4
45 12 Black

SB1282
7/0

0,5
45 12 Black

SB1308
7/0

0,5
45 12 Black

SB1414
6/0

0,7
45 12 Black

10 mm

Silk

SB1810
5/0

1,0
75 12 Black

SB1201
8/0

0,4
45 12 Black

SB1495
6/0

0,7
45 12 Black

3/8 
Spatula
200 M�cron 

        
3/8 
Spatula
220 M�cron 

        

1/2 
Spatula 
230 M�cron 

        1/4 
Spatula 
330 M�cron 

        

3/8 
Round Body,Taper Po�nt 
230 M�cron 

 

        

SB1297
7/0

0,5
45 12 Black

3/8 
Round Body,Taper Po�nt 
230 M�cron 

 

        

3/8 
Reverse Cutt�ng
280 M�cron 

        
3/8 
Spatula
230 M�cron 

        

3/8 
Spatula
280 M�cron 

        

3/8 Round Body, Taper Po�nt
330 M�cron 

 

        

3/8 
Reverse Cutt�ng
330 M�cron 

        

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary
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Unit
Pcs

6,55 mm

SB1174
8/0

0,4
45 12 Black

3/8 
Spatula
220 M�cron 

        7,6 mm

SB5522
1/2 
Reverse Cutt�ng
330 M�cron

        

6/0

0,7
75 12 Black



Silk
USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Unit
Pcs

13 mm

3/8 
Round Body, Taper Po�nt 
330 M�cron 

 

        

SB1581
6/0

45 12 Black
0,7

6/0
SB1591

0,7
75 12 Black

SB2446
4/0

1,5
45 12 Black

SB1613
6/0

0,7
45 12 Black

SB1617
6/0

0,7
45 12 Black

SB1931
5/0

1,0
45 12 Black

3/8 
Round Body, Taper Po�nt 
380 M�cron 

 

        3/8 
Round Body,Taper Po�nt 
430 M�cron 

 

        
3/8 
Reverse Cutt�ng
330 M�cron 

        
3/8 
Reverse Cutt�ng
330 M�cron 

        
3/8 
Reverse Cutt�ng
430 M�cron 

        

5/0
SB1913 75 12 Black

1,0

4/0
SB2437 75 12 Black

1,5

16 mm

SB1653
6/0

0,7
45 12 Black

SB1993
5/0

1,0
75 12 Black

SB2505
4/0

1,5
75 12 Black

SB3006
3/0

2,0
75 12 Black

1/2 
Round Body, Taper Po�nt 
 

        

1/2 
Reverse Cutt�ng

        

SB3019
3/0

2,0
75 12 Black

SB1667
6/0

0,7
45 12 Black

SB1671
6/0

0,7
75 12 Black

SB2015
5/0

1,0
45 12 Black

3/8 
Reverse Cutt�ng
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SB2023
5/0

1,0
75 12 Black

SB2542
4/0

1,5
75 12 Black

SB1683
6/0

75 12 Black

3/8 
Ins�de Cutt�ng

        

0,7

5/0
SB2145

1,0
75 12 Ivory

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Silk
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Unit
Pcs

3/8 
Reverse Cutt�ng

        

16 mm

SB3041
3/0

2,0
75 12 Black

SB2146
5/0

75 12 Black
1,0

SB2558
4/0

75 12 Black
1,5

18 mm

SB2176
5/0

1,0
75 12 Black

SB2614
4/0

1,5
75 12 Black

SB3082
3/0

2,0
75 12 Black

SB2192
5/0

1,0
75 12 Black

SB3094
3/0

2,0
75 12 Black

1/2 
Round Body, Taper Po�nt  
 

        

3/8 
Ins�de Cutt�ng

        

3/8 
Round Body, Taper Po�nt  
 

        

SB4164
0

3,5
75 12 Black

19 mm

SB2641
4/0

1,5
75 12 Black

SB2662
4/0

1,5
75 12 Black3/8 

Ins�de Cutt�ng

        

3/8 
Reverse Cutt�ng

        

SB5418
5/0

75 12 Black
1,0

Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary



20 mm

SB2231
5/0

1,0
75 12 Black

SB2687
4/0

1,5
75 12 Black

SB3145
3/0

2,0
75 12 Black

SB3649
2/0

75 12 Black
3,0

SB2725
4/0

1,5
75 12 Black

1/2 
Round Body, Taper Po�nt  
 

        

1/2 
Ins�de Cutt�ng

        

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Silk
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Unit
Pcs

1/2 
Reverse Cutt�ng

        

SB2711
4/0

1,5
75 12 Black

SB3163
3/0

2,0
75 12 Black

SB2257
5/0

1,0
75 12 Black

SB2720
4/0

1,5
75 12 Black

SB2732
4/0

1,5
75 12 Black

SB3171
3/0

2,0
75 12 Black

SB3183
3/0

2,0
75 12 Black

SB3664
2/0

3,0
75 12 Black

5/0
SB2251

1,0
75 12 Black

3/8 
Reverse Cutt�ng

        

3/8 
Ins�de Cutt�ng

        

22 mm

SB3221
3/0

2,0
75 12 Black

SB3687
2/0

3,0
75 12 Black

1/2 
Ins�de Cutt�ng

        

1/2 
Round Body, Taper Po�nt  
 

        

SB2749
4/0

1,5
75 12 Black

Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary



25 mm

SB2279
5/0

1,0
45 12 Black

SB2282
5/0

1,0
75 12 Black

SB2813
4/0

1,5
45 12 Black

SB3286
3/0

2,0
75 12 Black

SB3764
2/0

3,0
75 12 Black

SB2807
4/0

1,5
75 12 Black

3/8 
Reverse Cutt�ng

        

3/8 
Ins�de Cutt�ng

        

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Silk
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Unit
Pcs

26 mm

SB2831
4/0

1,5
75 12 Black

SB3315
3/0

2,0
75 12 Black

SB3789
2/0

3,0
75 12 Black

SB4218
0

3,5
75 12 Black

SB2854
4/0

1,5
75 12 Black

SB3347
3/0

2,0
75 12 Black

SB3825
2/0

3,0
75 12 Black

SB4238
0

3,5
75 12 Black

1/2 
Round Body,Taper Po�nt  
 

        

3/8 
Reverse Cutt�ng

        

1/2 
Reverse Cutt�ng

        

SB3337
3/0

2,0
75 12 Black

SB4231
0

3,5
75 12 Black

Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary



30 mm

SB3371
3/0

2,0
75 12 Black

SB3859
2/0

3,0
75 12 Black

SB3883
2/0

3,0
75 12 Black

SB4267
0

3,5
75 12 Black

SB4245
0

3,5
75 12 Black

SB4624
1

4,0
75 12 Black

SB2886
4/0

1,5
75 12 Black

SB4609
1

4,0
75 12 Black

1/2 
Round Body,Taper Po�nt  
 

        

1/2 
Reverse Cutt�ng

        

3/8 
Reverse Cutt�ng

        

3/0
SB3399 75 12 Black

2,0

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Silk
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Unit
Pcs

3,5

SB4630
1

4,0
75 12 Black

35 mm

SB3917
2/0

3,0
75 12 Black

SB4301
0

3,5
75 12 Black

SB4646
1

4,0
75 12 Black

2/0
SB3893 75 12 Black

3,0

0
BlackSB4274 75 123/8 

Reverse Cutt�ng

        

30 mm

1/2 
Round Body,Taper Po�nt  
 

        

Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary



SB3425
3/0

2,0
75 12 Black

SB3934
2/0

3,0
75 12 Black

SB4663
1

4,0
75 12 Black

37 mm

SB4339
0

3,5
75 12 Black

SB4353
0

3,5
75 12 Black

SB4695
1

4,0
75 12 Black

40 mm

SB3983
2/0

3,0
75 12 Black

3/8
Reverse Cutt�ng

        

SB4683
1

4,0
75 12 Black

1/2 
Round Body, Taper Po�nt  
 

        

1/2 
Reverse Cutt�ng

        

SB4370
0

75 12 Black
3,5

1
SB4716

4,0
75 12 Black

1/2
Round Body,Taper Po�nt  
 

        

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Silk
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Unit
Pcs

35 mm

SB5004
2

5,0
75 12 Black

SB5020
2

5,0
75 12 Black

SB4409
0

3,5
75 12 Black

SB4757
1

4,0
75 12 Black

SB4759
1

4,0
90 12 Black

SB4746
4,0

75 12 Black
1

1/2 
Reverse Cutt�ng

        

3/8 
Reverse Cutt�ng

        

Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary



45 mm

SB5037
2

5,0
75 12 Black

SB4788
1

4,0
75 12 Black

SB3463
3/0

2,0
75 12 Black

50 mm

SB4048
2/0

3,0
75 12 Black

60 mm

SB3493
3/0

2,0
75 12 Black

SB4076
2/0

3,0
75 12 Black

1/2 
Round Body, Taper Po�nt  
 

        

3/8 
Reverse Cutt�ng

        Stra�ght
Reverse Cutt�ng

        

Stra�ght
Reverse Cutt�ng

        

Stra�ght
Reverse Cutt�ng

        

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Silk
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Unit
Pcs
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SB2340
4/0

1,5
12 Black

SB2956
3/0

2,0
12 Black

SB3549
2/0

3,0
12 Black

SB4142
0

3,5
12 Black

SB4552
1

4,0
12 Black

SB4929
2

5,0
12 Black

10x75

10x75

10x75

10x75

10x75

10x75

SB5840
0

3,5
12 Black

1
SB5839

4,0

12x45

12x45 12 Black

SILK 
Non-Needle Suture

SILK 
Non-Needle Suture

10x75 cm

12x45 cm

Silk
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USP 
EP

Product 
No

ColorNon-Needle Suture
Length
(cm)

Unit
Pcs

SILK 
Non-Needle Suture

SB2348
4/0

1,5
13x60 12 Black

SB2963
3/0

2,0
13x60 12 Black

SB3555
2/0

3,0
13x60 12 Black

SB4148
0

3,5
13x60 12 Black

SB4558
1

4,0
13x60 12 Black

13x60 cm

Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary



SB2936
3/0

2,0
150 12 Black

SB2940
3/0

2,0
180 12 Black

SB3516
2/0

3,0
180 12 Black

SB4119
0

3,5
180 12 Black

SB4539
1

4,0
180 12 Black

SB4914
2

5,0
180 12 Black

SB5107
3

6,0
180 12 Black

SB5133
4

180 12 Black

SILK 
Non-Needle Suture

SILK 
Non-Needle Suture

150 cm

180 cm

6,0

Silk
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USP 
EP

Product 
No

ColorNon-Needle Suture
Length
(cm)

Unit
Pcs

SILK 
Non-Needle Suture

17x45 cm

SB1740
5/0

1,0
17x45 12 Black

SB2351
4/0

1,5
17x45 12 Black

SB2964
3/0

2,0
17x45 12 Black

SB3560
2/0

3,0
17x45 12 Black

SB4151
0

3,5
17x45 12 Black

SB4561
1

4,0
17x45 12 Black

SB4938
2

5,0
17x45 12 Black

Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary



Prospectus
Prospektüs

İPEK - SILK
Emilemeyen Cerrahi Ameliyat İpliği
Non-Absorbable Surgical Sutures

Please select your language
Lütfen dilinizi seçiniz



“EASSI ( Avrupa Sütur sütur ürün ve olarak tanımlamak tasarlanmış . Sembol kullanımına 
(MDD 93/42/EEC) ve çoklu gerek kalmadan kullanıcılarına sağlamasına tanımaktadır. "

TANIM
adı oluşan 

. Bu 
türünden elde . T doğasında olan mum ve zamklar 

tutularak uzaklaştırılmıştır. USP 7/0 yukarısında örgülü yapıya . 
USP 7/0 ve 8/0 bükülü veya örgülü olarak mevcuttur. 
boyanmış ve mumu (vaks) veya kaplanmıştır. boyar 
madde HCK (C.I.-renk no. 75290) İpek doğal 
reng nde de ( vor -f ld ş ) mevcuttur. Ham (v rg n) pek, ser s n zamkı 
uzaklaştırılmamış ve arada tutar de arz . Ham 

(C.I. renk no 52015) veya 
boyanmıştır.

, (U.S.P.) 
Olmayan ve Avrupa (E.P.) 
Örgülü İpek şartlarına uygundur.

KULLANIM ALANI
kalp-damar, ve uygulamaları genel 

yumuşak doku kapanmasında ve/veya bağlanmasında kullanılır.

ETKİLERİ
dokuda akut yangı . Bu 

olarak bağ doku oluşumunu eder. 
İpek olmakla 

zamanla parçalanması, kopma azalmaya 
neden .

KULLANILMAMASI GEREKEN YERLER
İpeğe karşı veya olduğu hastalarda kullanılmamalıdır.
Uzun sürede meydana mukavemet kaybına 

kullanılmamalıdır.

UYARILAR
Yara ayrılması uygulanan bölgeye ve kullanılan sütur göre 

kullanıcının yara kapaması SILK süturu kullanmadan önce 
olmayan süturların kullanıldığı prosedürler ve 

olması . 
Tüm olduğu uzun tuz temasta, 

olduğu tortu oluşumu meydana .
Tekrar Açılmış ve kullanılmayan 
Enfekte veya yaraların kabul uygulamalar 

. 
Y günden fazla kalan bölgesel üstü neden ve 
dışarda kalan kısım beş gün arasında .

ÖNLEMLER
İpek ve tüm kullanımında ve zarar 
vermekten kaçınılmalıdır. Forseps veya ğne tutucu g b  cerrah  aletler n 
kullanımına bağlı ezme veya çarpma hatalarından kaçınınız. 

, uygulama artırmak durum ve cerrahın 
bağlı olarak düğüm kabul 

görmüş düz ve kare düğüm . 

ucu üçte (1/3) yarısı (1/2) kısımdan tutun. 
İğneler  yen den şek llend rmek, güçler n  kaybetmeler ne ve bükülme ve 
kırılmalara karşı d rençler n n azalmasına neden olab l r. İstem dışı ğne 
batmalarından kaçınmak kullanıcıların kullanırken 
olmaları .

ve kullanılmamış bölgesel ve uygun 
olarak 
Kullanılan alet” kaplarına atınız.

YAN ETKİLER
 Bu kullanımına bağlı yan hastada olarak 

duyarlılık, akut doku yangı yara bölgesel 
.

PİYASAYA ARZ-SUNUŞ ŞEKLİ
U.S.P. 10/0 ve 5 0.2-7.0) arasında, boylarda, 

veya olarak mevcuttur. 
İpek , veya üç kutularda bulunmaktadır.
İpek olarak arz .  tek kullanımlıktır.

DEPOLAMA
altında ve güneş ışığından uzakta depolayınız. 

Nemden koruyunuz.
Son kullanma sonra kullanmayınız.

ETİKETLEMEDE KULLANILAN İŞARETLER    

1014

Kaplamalı
STERILIZE

2

Kaplamalı

T

Tek kullanımlık

Paket zarar görmüşse kullanmayınız

YYYY

YYYY-MM

Yıl

Yıl-Ay

o25

Güneşten uzak tutunuz

Nemden koruyunuz
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IfU-SB-rev-04-05-05-2017
“EASSI(The European of Suture Industry) has developed a system of symbols to suture product an manner. 
The use of symbols by the (MDD 93/42/EEC) and enables to to the customer to 

DESCRIPTION
S�lk suture �s a nonabsorbable, ster�le, surg�cal suture composed of an organ�c 
prote�n called f�bro�n. Th�s prote�n �s der�ved from the domest�cated spec�es 
Bombyx mor� (B. mor�) of the fam�ly Bombyc�dae. S�lk sutures are processed to 
remove the natural waxes and gums. Above USP 7/0 �t �s bra�ded. USP 7/0 and 8/0 
ava�lable bra�ded or tw�sted. S�lk suture �s dyed black and coated w�th paraff�n wax 
or s�l�cone. Black dye �s Hemate�n HCK ( C. I.-color �ndex no. 75290). SILK suture �s 
also ava�lable �n �ts natural color, �vory. V�rg�n s�lk suture �s ava�lable �n wh�ch the 
ser�c�n gum �s not removed and serves to hold the f�laments together. V�rg�n s�lk 
coloured blue by Methylene Blue (C.I.# 52015) or black by Hemate�n.

SILK suture meets requ�rements establ�shed by the Un�ted States Pharmacopoe�a 
(U.S.P.) for Nonabsorbable Surg�cal Suture Monogram and the requ�rements of 
Bra�ded S�lk Suture Monogram establ�shed by European Pharmacopoe�a (E.P.).

INDICATIONS
SILK suture �s �nd�cated for use �n general soft t�ssue approx�mat�on and/or l�gat�on, 
�nclud�ng use �n card�ovascular, ophthalm�c and neurosurg�cal procedures.

ACTIONS
SILK suture el�c�ts an acute �nflammatory react�on �n t�ssue, wh�ch �s followed by a 
gradual encapsulat�on of the suture by f�brous connect�ve t�ssue. Wh�le s�lk sutures 
are not absorbed, progress�ve degradat�on of the prote�naceous s�lk f�ber �n v�vo 
may result �n gradual loss of all of the suture's tens�le strength over t�me.

CONTRAINDICATIONS
The use of th�s suture �s contra�nd�cated �n pat�ents w�th known sens�t�v�t�es or 
allerg�es to s�lk. Due to the gradual loss of tens�le strength wh�ch may occur over 
prolonged per�ods �n v�vo, s�lk should not be used where permanent retent�on of 
tens�le strength �s requ�red.

WARNINGS
Users should be fam�l�ar w�th surg�cal procedures and techn�ques �nvolv�ng 
nonabsorbable sutures before employ�ng SILK suture for wound closure, as r�sk of 
wound deh�scence may vary w�th the s�te of appl�cat�on and the suture mater�al 
used. 
As w�th any fore�gn body, prolonged contact of any suture w�th salt solut�ons, such 
as those found �n the ur�nary or b�l�ary tracts, may result �n calculus format�on. 
Do not re-ster�l�ze. D�scard opened packages and unused sutures.
Acceptable surg�cal pract�ce should be followed for the management of 
contam�nated or �nfected wounds.
Sk�n sutures wh�ch rema�n �n place for per�ods of longer than seven days may 
caused local�zed top�cal �rr�tat�on and the extended port�on of suture may be 
sn�pped off after f�ve to seven days.

PRECAUTIONS
In handl�ng th�s or any other suture mater�al, care should be taken to avo�d damage 
to needle and suture. Avo�d crush�ng or cr�mp�ng damage due to appl�cat�on of 
surg�cal �nstruments such as forceps or needle holders.
S�lk sutures, wh�ch are treated to enhance handl�ng character�st�cs requ�res the 
accepted surg�cal techn�que of flat and square t�es w�th add�t�onal throws as 
warranted by surg�cal c�rcumstance and the exper�ence of the surgeon.

To avo�d damag�ng needle po�nts and swage areas, grasp the needle �n an area 
one-th�rd (1/3) to one-half (1/2) of the d�stance from the swaged end to the po�nt. 
Reshap�ng needles may cause them to lose strength and be less res�stant to 
bend�ng and break�ng. Users should exerc�se caut�on when handl�ng surg�cal 
needles to avo�d �nadvertent needle st�cks.

D�spose of contam�nated and unused products are �n accordance w�th local and 
fac�l�ty requ�rements. D�scard used needles �n “sharps” conta�ners.

ADVERSE REACTIONS
Adverse effects assoc�ated w�th the use of SILK suture �nclude, allerg�c response 
�n pat�ents that are known to be sens�t�ve to s�lk, �n�t�al �nflammatory t�ssue react�on 
and trans�tory local �rr�tat�on at the wound s�te and �nfect�on. 

HOW SUPPLIED
SILK sutures are ava�lable �n U.S.P s�zes 10/0 to 5 (metr�c s�zes 0.2 -7.0) �n a 
var�ety of lengths and aff�xed to needles or non-needled.
SILK sutures are ava�lable �n one, two, and three dozen boxes.
SILK suture �s suppl�ed ster�le. S�lk suture �s for s�ngle use only.

STORAGE
0Store below 25 C  and keep away from sunl�ght.

Protect from hum�d�ty.
Do not use after exp�ry date.

SYMBOLS USED ON LABELLING
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"EASSI de la Suture European de a développé un système conçu pour comme et les des férents de suture. Le sur 
les (MDD 93/42/EEC) à le symbole et permet les aux des sans à en langues.

DEFINITION
Le f�l soyeux ch�rurg�cal est un f�l ch�rurg�cal ster�l, non absorbable, composé par des 
polymères organ�ques nommés f�bro�nes. Cette proté�ne est obtenue de l'espèce de 
Bomb�s�s mor� (B.mor�) domest�quée de la fam�lle de Bomb�s�da.  La c�re et les colles 
se trouvant dans la nature du f�l soyeux natürel ont été él�m�nées par tra�tement. Il a 
une structure t�ssée au-dessus de USP 7/0 . Il ex�ste en USP 7/0 et 8/0 courbé ou 
t�ssé. Le f�l soyeux ch�rurg�cal est te�nt en no�r est revêtu par la c�re de paraff�ne  (c�re) 
ou la s�l�cone.  La substance no�re de te�nture est l'Hématé�ne HCK (C.I.-nr.de l'�ndex 
de couleur. 75290) Le f�l soyeux ex�ste dans sa couleur naturelle (�vo�re).La sér�e de 
so�e v�erge (v�rg�n) est offert sans l'él�m�nat�on de çölle et tenant les f�bres toutes 
ensemble. La so�e v�erge est te�nte en blue avec le bleu de méthylène (C.I. nr. d'�ndex 
de couleur 52015) ou en no�r avec hémat�ne.  
Les f�ls soyeux ch�rurg�caux sont conformes aux cond�t�ons à la Monograph�e des F�ls 
de Suture  Ch�rurg�caux non absorbables des Etats-Un�s d'Amér�que et à la 
Monograph�e des F�ls Soyeux Tressés Stér�les de la Pharmacopée Européenne 
(E.P.). 

CHAMP D'UTILISATION
Le f�l soyeux ch�rurg�cal est ut�l�sé en général dans la fermeture et/ou la l�gat�on des 
t�ssus mous, y �ncluses les appl�cat�ons des ch�rurg�es card�ovascula�res, 
ophtalm�ques et nerveuses.

EFFETS
Le f�l soyeux ch�rurg�cal peut former une réact�on légère acoute sur le t�ssu. Cette 
réact�on est poursu�v�e par la format�on graduée du t�ssu conjonct�f f�breux autour du 
f�l. Magré que le f�l soyeux so�t un f�l non absorbable, la rupture des f�bres soyeux de la 
structure de prote�ne dans l'organ�sme avec le temps peut causer une d�m�nut�on 
graduelle dans la rés�stance de la rupture du f�l.  

CAUTION DE NON UTILISATION 
On ne do�t pas l'ut�l�ser chez les pat�ents ayant une sens�t�v�té ou une allérg�e au so�e.
Dépendant de la perte de rés�stance pouvant surven�r dans l'organ�sme dans un long 
déla�, on ne do�t pas ut�l�ser le f�l soyeux où l'on dés�re que la rés�stance de 
l'endurance de rupture so�t permanente.

AVERTISSEMENTS
Comme le r�sque de séparat�on de pla�e change selon la rég�on appl�quée et le 
matér�el de suture ut�l�sé, l'ut�l�sateur, avant d'ut�l�ser la asuture de SOIE pour la 
fermeture de la pla�e, do�t être fam�l�er aux procédures et techn�ques ch�rurg�cales  
dans lesquelles on ut�l�se les sutures non absorbables .
Comme chez tous les f�ls ch�rurg�caux, dans le long contact avec les solut�ons 
sal�nes, une format�on de rés�du peut se former comme chez le système ur�na�re. 
Ne pas restér�l�ser. Détru�re les sacs ouverts et les f�ls non ut�l�sés. 
On do�t poursu�vre les appl�cat�ons ch�rurg�cales acceptables dans le tra�tement des 
pla�es �nfectées ou contam�nées. 
Les sutures cutanées restant plus de sept jours peuvent causer l'�rr�tat�on de la peau 
et la part�e restant à l'extér�eur peut se séparer dans c�nq sept jours. 

MESURES
On do�t év�ter d'endommager le f�l et l'a�gu�lle lors de l'ut�l�sat�on du f�l soyeux et de 
tous les autes f�ls ch�rurg�cax. Ev�tez les erreurs comme l'écrasement ou le heurt 
venant de l'ut�l�sat�on des appare�ls ch�rurg�caux comme le forceps ou le porte-
a�gu�lle. 
Chez les f�ls soyeux, on nécess�te les techn�ques de noeud carré ou plat ch�rurg�cal 
acceptées ensemble avec les sutures complémenta�res pour la sécur�té suff�sante de 
noeud dépendant de la s�tuat�on ch�rurg�cale et l'expér�ence du ch�rurg�en. 

Chez les f�ls soyeux, on nécess�te les techn�ques de noeud carré ou plat ch�rurg�cal 
acceptées ensemble avec les sutures complémenta�res pour la sécur�té suff�sante de 
noeud dépendant de la s�tuat�on ch�rurg�cale et l'expér�ence du ch�rurg�en. 
Pour que les extrém�tés de l'a�gu�lle et la rég�on de connect�on ne s'endommagent 
pas, tenez par la part�e entre le t�ers (1/3) de la d�stance entre l'extrem�té de 
connect�on et l'extrem�té de l'a�gu�lle et et la mo�t�é (1/2). La reformat�on des a�gu�lles 
peut causer la perte de leur force et la d�m�nut�on de leur rés�stance contre les flex�ons 
et les ruptures. Il faut que les ut�l�sateurs so�ent attent�fs lors de l'usage de l'a�gu�lle 
ch�rurg�cale pour év�ter les p�qûres d'a�gu�lle �nvolonta�res.  
Détru�re les produ�ts contam�nés et non ut�l�sés selon les ex�gences rég�onales et de 
l'�nstallat�on. 
Jeter les a�gu�lles ut�l�sées dans les réc�p�ents  “d'out�l de coupe”.  

EFFETS ADVERSES
Les effets adverses v�s-à-v�s de l'ut�l�sat�on de cet appare�l couvrent la sens�t�v�té au 
so�e connue comme une réact�on allérg�que chez le pat�ent, la réact�on 
d'�nflammat�on acoute de t�ssu et l'�rr�tat�on tempora�re rég�onale autour de la pla�e. 

MODE DE PRESENTATION SUR LE MARCHE 
Les f�ls soyeux ch�rurg�caux ex�stent en d�mens�ons var�ées entre U.S.P. 10/0 et 5 
(métr�que 0.2-7.0) avec ou sans a�gu�lle.  
Les f�ls soyeux se trouvent dans dans bo�tes à une, deux et tro�s douza�nes. 
Le f�l soyeux est présenté de façon ster�le. Le f�l soyeux ch�rurg�cal est pour usage 
un�que. 

EMMAGASINAGE
Emmagas�ner sous 25°C et lo�n de la lum�ère sola�re. 
Protéger de l'hum�d�té. 
Ne pas ut�l�ser après la date de dern�ère consommat�on. 

Avec pe�nture, non absorbable, 
tressé, revêtu 

Sans pe�nture, non absorbable, 
tressé, revêtu 1014
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"قامت الرابطة الأوروبیة الصناعیة للمعدات  الجراحیة (EASSI) بتطویر نظام مصمم لتعریف مختلف خصائص منتجات المعدات الجراحیة بشكل مرئي وبدیھي. كما أن إدارة  الأجھزة الطبیة
 (MDD 93/42/EEC  أتاحت إمكانیة استخدام الرموز  وتوصیل المعلومات من المصنعین إلى المستخدمین مباشرة دون الحاجة إلى الترجمة لعدة لغات"

لا تقم بإجراء التعقیم مرة أخرى

المصنع

1014

STERILIZE
2

YYYY

YYYY-MM

رقم الكتالوج

ّلا تستخدم إذا كانت العبوة التالفة

تحذیر، انظر إرشادات الاستخدام

تاریخ الإنتاج / السنة

تاریخ انتھاء الصلاحیة / السنة / الشھر

ملون، غیرقابل للإمتصاص، متشابك، مصفح 

غیرملون، غیرقابل للإمتصاص، متشابك، مصفح 

ملون، غیرقابل للإمتصاص، مجدول، مصفح 

غیرملون،غیر قابل للإمتصاص، مجدول، مصفح 

تعریف
خیط الحریر الجراحي ھو خیط جراحي معقم غیر قابل للامتصاص مؤلف من بولیمیر عضوي یسمى 

بالفیبروئین. یتم الحصول على ھذا البروتین من سلالة دودة القز المستأنسة (بومبیكس موري) من عائلة 
القزیات. بالطبع، تتم إزالة الشمع والصمغ الموجود في بنیة خیط الحریر عن طریق المعالجة. یملك بنیة 
مجدولة USP أكثر من 7/0 وھو موجود كخیط مجدول أو منحن USP 7/0 و 8/0. تتم صباغة خیط 

الحریر الجراحي باللون الأسود وتغطیتھ بشمع البارافین (الشمع) أو السلیكون. إن مادة الصباغة السوداء 
ھي الھیماتین HCK (رقم مؤشر المنسب اللوني :  75290) وكذلك یتواجد خیط الحریر بلونھ الطبیعي 
الخاص (اللون العاجي). یوجد أیضا الحریر الخام الذي تجتمع فیھ الألیاف ولم تتم إزالة صمغ السیریسین 

منھ. تتم صباغة الحریر الخام بالأزرق مع أزرق المیتیلین (رقم مؤشر المنسب اللوني: 52015) أو 
بالھیماتین مع الأسود.

خیوط الحریر الجراحیة تتبع لدستور الأدویة الأمریكي  ودراسات خیوط الغرز الجراحیة غیر القابلة 
للامتصاص ودستور الأدویة الأوروبیة  ودراسات خیوط الحریر المجدولة المعقمة.

مجالات الاستخدام
تستخدم خیوط الحریر الجراحیة في إغلاق و/ أو وصل الأنسجة الناعمة العامة بما في ذلك التطبیقات ُ

الجراحیة على القلب والأوعیة الدمویة، والعین والأعصاب.

التأثیرات
یمكن أن تسبب الخیوط الحریریة الجراحیة في النسیج تفاعل التھابي حاد بشكل خفیف. یتبع ھذا التفاعل 
تشكل نسیج ضام لیفي بشكل تدریجي في محیط الخیط. مع كون الخیط الحریري غیر قابل للامتصاص، 

فإن تحطم ألیاف الحریر الموجودة في بنیة البروتین ضمن الكائن الحي مع مرور الزمن قد یسبب انخفاض 
تدریجي في قوة شد الخیط.

الأماكن التي ینبغي تجنبھا 
ینبغي عدم استخدام الخیط عند المرضى المعروف بأن لدیھم حساسیة أو تحسس تجاه الحریر.

نظرا لخسارة قوة شد الخیوط التي تحدث بعد فترة طویلة ضمن الكائن الحي، ینبغي عدم استخدام الخیوط ً
الحریریة في الأماكن التي تتطلب قوة شد دائمة.

تحذیرات
بما أن مخاطر انفصال الجرح تختلف تبعا للمنطقة المطبق علیھا الخیاطة والمواد المستخدمة في خیاطة ً

الجرح، یتوجب على المستخدم قبل استخدام الخیط الحریري لإغلاق الجرح أن یكون على درایة بالتقنیات 
والإجراءات الجراحیة التي تستخدم في الخیوط غیر القابلة للامتصاص. 

كما ھو الحال في جمیع الخیوط الجراحیة، یمكن أن یسبب تشكل رواسب عند التماس مع محالیل ملحیة 
لفترة طویلة كما في الجھاز البولي.

لا تقم بالتعقیم مرة أخرى. تخلص من الحزم المفتوحة والخیوط غیر المستخدمة.
ینبغي متابعة العلاجات الجراحیة الممارسة في معالجة الجروح الملتھبة أو الملوثة. 

الغرز الجلدیة التي تبقى أكثر من سبعة أیام یمكن أن تسبب تخریش موضعي في الجلد والقسم المتبقي من 
الخیط خارج الجرح یمكن أن ینفصل في خمسة إلى سبعة أیام.

الإجراءات الوقائیة
ینبغي تجنب أذیة الخیط والإبرة عند استخدام الخیوط الحریریة وكافة الخیوط الجراحیة الأخرى. تجنب 

أخطاء الھرس والاصطدام المرتبطة باستخدام الأدوات الجراحیة مثل الملقط أوحامل الإبرة. 
من أجل زیادة الخصائص التطبیقیة للخیوط الحریریة یلزم استخدام التقنیات الجراحیة المقبولة للعقد 

المسطحة والمربعة بالإضافة إلى غرز إضافیة لأجل زیادة سلامة العقدة بشكل كاف وذلك یعتمد على 
الحالة الجراحیة وعلى خبرة الجراح. 

لتجنب أذیة حواف الإبرة ومنطقة الوصل قم بمسك الجزء ما بین الثلث (1/3) و النصف (1/2) من 
المسافة الموجودة بین نقطة الوصل وحافة الإبرة. إعطاء شكل للإبرة من جدید قد یسبب فقد قوتھا 

وانخفاض مقاومتھا تجاه الانحناء والكسر. ینبغي على المستخدمین توخي الحذر أثناء استخدام الإبرة 
الجراحیة لتجنب الوخز بالإبرة غیر المقصود.

قم بالتخلص من المنتجات الملوثة وغیر المستخدمة بما یتناسب مع المتطلبات المحلیة والمصنعیة. 
قم بإلقاء الإبر المستخدمة في حاویة "الأدوات الحادة".

التأثیرات الجانبیة
 تتضمن التأثیرات الجانبیة لاستخدام ھذا الجھاز؛  رد فعل تحسسي عند المرضى المعروف بوجود 

حساسیة تجاه الحریر لدیھم، تفاعل التھابي حاد في النسیج، وتخریش موضعي عابر في محیط الجرح.

شكل التقدیم في السوق
خیوط حریریة جراحیة USP 10/0 و 5 بین (0.2- 7.0 متري) بأطوال مختلفة، مع إبرة أو بدون 

إبرة. 
تتوفر الخیوط الحریریة في علب دزینة واحدة، اثنان أو ثلاثة.

تقدم الخیوط الحریریة بشكل معقم.  الخیوط الحریریة الجراحیة معدة للاستعمال لمرة واحدة.ُ

التخزین
ً تخزن في درجات حرارة أقل من 25 درجة مئویة و بعیدا عن أشعة الشمس. ُ

تحفظ بعیدا عن الرطوبة.ً
لا تستخدم بعد انقضاء تاریخ انتھاء الصلاحیة.
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BOZ TIBBİ 
MALZEME SANAYİ VE TİCARET A.Ş. 

Declaration of Conf ormity 

Manufacturer BOZ TIBBİ MALZEME SANAYİ VE TİCARET A.S. 

Address Sağlık Mah. Sağlık 1 Sk. No:33/5 Çankaya/ ANKARA / TÜRKİYE 

SiLK 
Product Name Surgical, Silk Suture 

Natural, Sterile, Non-Absorbable, Multifilament, Braided, Black or 
Properties Undyed colored, Silicon Coated, Surgical Sutures are loop, single or 

with double needle or without needle, Single Use 
Black; Hematein HCK (C.I. - colour index no. 75290) 

Dye Undved - Natural colour 

1 nsu lation/Coati ng Silicone Coated 

Product Models For product models see page 2 

Lot No 2101001 .... ..... 2112099 

GMDN No 13910 

Classification Class 111, Rule8 

We herewith declare that the above mentioned products meet the provisions of the following EC Council Directives and 
Standards.A/1 supporting documentations are retained under the premises of the manufacturer and the notified body. 
it conforms to Conformitv Assesment Route Annex 2, and Route Annex 2 arlicle 4 of the 93/42/EEC directive. 
DIRECTIVES 
General applicable directives: 
- Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 lncluded Amendment 
2007/47/EC concernino medical devices (MDD 93/42/EEC). 
Standards: 
-For Applicable Standards List see page 3 and 4 
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BOZ TIBBİ 
MALZEME SANAYİ VE TİCARET A.Ş. 

Surgical, Silk Suture Product Models 

Natural, Sterile, Non-Absorbable, Multifılament, Braided, Black or Undyed colored, Silicon Coated, 
Surgical Sutures are loop, single or with double needle or without needle, and in the following USP, 
EP, Suture Length, Needle Length, Needle Shape and Needle properties: 

USP: 

EP: 

Suture Lenghts : 

Needle Lenghts: 

Needle Shapes : 

Needle 
Properties: 

Document Code : 
YT-DC-SB 

9/0, 8/0, 710 , 610, 510, 4/0, 3/0, 2/0, O, 1, 2 , 3 , 4 

0,3 0,4 0,5 0,7 1 1,5 2 3 3,5 4 5 
' 

6 , 6 

Varietv of lençıths , from 1 O cm to 500 cm 

Varietv of lençıths, from 3 mm to 150 mm 

1/2, 3/8, 1/4, 5/8, Straiçıht , J, SKi 

Round Body,Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium 
Thin Line, Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, 
Micropoint, Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar 
Point, Taper Point, inside Cutting, inside Cutting Premium, inside Cutting Premium 
Thin Line, inside Cutting Slim Blade, Square Body, Blunt Point, Ball Point. 
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APPLICABLE STANDARDS LIST 

Document Number 

EP10.0-07/2018:0324 

U5P 43/ NF 38 

EN 150 13485: 2016 

EN 150 14630: 2012 

EN 150 14971:2019 

EN 150 11135:2014 

EN 556-1: 2001 

EN 150 15223-1:2016 

EN 1041: 2008+A1:2013 

EN 150 11138-1:2017 

EN 150 11138-2:2017 

EN 150 11737-1: 2018 

EN 150 11737-2:2020 

EN 1422:2014 

EN 868-5: 2018 

EN 15010993-1:2020 

EN 150 10993-3:2014 

EN 150 10993-4:2017 

EN 150 10993-5:2009 

EN 150 10993-6:2016 

EN 150 10993-7:2008 
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EN 150 10993-12:2012 

EN 150 10993-18:2020 

EN 150 11607-1:2020 
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European Pharmacopoeia 10.0-07/ 2018:0324 Sutures, Sterile Non-absorbable Monograph. 

United States Pharmacopoeia 4191 Suture / Official Monographs- Nonabsorbable Surgical Suture 

Medical devices - Quality management systems - Requirements for regulatory purposes (ISO 
13485:2016) 

Non-active Surgical lmplants- General Requirements 

Medical devices - Application of risk management to medical devices (ISO 14971 :2019) 

Sterilization of health-care products - Ethylene oxide - Requirements tor the development, validation and 
routine control ofa sterilization process tor medical devices (ISO 11135:2014) 

Sterilization of medical devices - Requirements tor medical devices to be designated "Sterile" - Part 1: 
Requirements for terminally sterilised medical devices 
Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied 
- Part 1: General requirements (ISO 15223-1:2016, Corrected version 2017-03) 

lnformation supplied by the manufacturer of medical devices 

Sterilization of health care products - Biological indicators - Part 1: General requirements (ISO 11138-
1:2017) 

Sterilization of health care products - Biological indicators - Part 2: Biological indicators for ethylene 
oxide sterilization processes (ISO 11138-1 :2017) 

Sterilization of medical devices - Microbiological methods - Part 1: Determination ofa population of 
microorganisms on products (ISO 11737-1:2018) 
Sterilization of health care products - Microbiological methods - Part 2: Tests of sterility performed in the 
defınition , validation and maintenance ofa sterilization process (ISO 11737-2:2019) 
Sterilizers for medical purposes - Ethylene oxide sterilizers - Requirements and test methods 

Packaging for terminally sterilized medical devices - Part 5: Sealable pouches and reels of porous 
materials and plastic film construction - Requirements and test methods 

Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk management process 
(ISO 10993-1 :2018, including corrected version 2018-1 O) 
Biological evaluation of medical devices - Part 3: Tests for genotoxicity, carcinogenicity and reproductive 
toxicity (ISO 10993-3:2014) 
Biological evaluation of medical devices - Part 4: Selection of tests for interactions with blood (ISO 10993-
4:2017) 

Biological evaluation of medical devices- Part 5: Tests for in vitro cytotoxicity (ISO 10993-5:2009) 

Biological evaluation of medical devices- Part 6: Tests for local effects after implantation (ISO 10993-
6:2016) 

Biological evaluation of medical devices part 7: Ethylene oxide sterilization residuals (ISO 10993-7:2008) 

Biological evaluation of medical devices - Part 10: Tests tor irritation and skin sensitization (ISO 10993-
10:2010) 

Biological evaluation of medical devices - Part 11: Tests for systemic toxicity (ISO 10993-11 :2017) 

Biological evaluation of medical devices - Part 12: Sample preparation and reference materials (ISO 
10993-12:2012) 
Biological evaluation of medical devices - Part 18: Chemical characterization of materials (ISO 10993-
11:2017) 

Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier 
systems and packaging systems (ISO 11607-1:2019} 

Packaging for terminally sterilized medical devices - Part 2:Validation requirements for forming, sealing 
and assembly processes (ISO 11607-2:2019) 
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EN 17141:2020 

EN ISO 20417:2021 
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TS 4020/ MA Y 2016 

ASTM-F1929-15 

ASTM-F1980-16 

ASTM F1840 -10(2016) 

ASTM F88 / F88M - 15 

ASTM D5276 - 19 

MEDDEV 2. 4/1 Rev. 9 

June 2010 

MEDDEV 2. 2/3 rev.3 
June 1998 

MEDDEV 2. 7/1 revision 4 
June 2016 

MEDDEV 2.12/2 rev2 
January 2012 

MEDDEV 2.12-1 rev 8 

January 2013 

NB-MED/2.5.1 /Rec5-rev4 

NB-MED/2.5.1 /Rec6-rev4 

N B-MED/2.5.2/Rec1-rev4 

NB-MED/2.1 2/Rec1-rev11 

NB-MED/2.13/Rec1-rev3 

EC-DIRECTIVES ON MED. 
DEVICES/ 2007 
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Cleanrooms and associated controlled environments - Part 1: Classifıcation of air cleanliness by particle 
concentration (ISO 14644-1 :2015) 

Cleanrooms and associated controlled environments - Part 2: Monitoring to provide evidence of cleanroom 
performance related to air cleanliness by particle concentration (ISO 14644-2:2015) 

Cleanrooms and associated controlled environments - Part 3: Test methods (ISO 14644-3:2019, 
Corrected version 2020-06) 

Cleanrooms and associated controlled environments - Part 5: Operations (ISO 14644-5:2004) 

Cleanrooms and associated controlled environments - Biocontamination control 

Medical devices - lnformation to be supplied by the manufacturer 

Methods For Sterility Control (For Medical Purposes) 

Part 3- Application Of Medicines, Medical And Surgical Materials To lnoculation Methods 

Surgical needles 

Standard Test Method for Detecting Seal Leaks in Porous Medical Packaging by Dye Penetration 

Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices 

Standard Terminology for Surgical Suture Needles 

Standard Test Method for Seal Strength of Flexible Barrier Materials 

Standard Test Method for Drop Test of Loaded Containers by Free Fail 

MEDICAL DEVICES: Guidance document - Classifıcation of medical devices 

'Use-by' date for medical devices 

Clinical Evaluation: A Guide for Manufacturers and Notifıed Bodies Under Directives 93/42/EEC and 
90/385/EEC 

Post-Market Clinical Follow-up Studies 

Guidelines on a Medical Devices Vigilance System 

Technical Documentation 

Renewal of EC DesiQn-Examination and Type-Examination Certifıcates 

Subcontracting - QS related 

Post-Marketing Surveillance (PMS) post market/production 

CE-Marking of pre-MDD devices 

Guidelines on A Medical Devices Vigilance System 
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