
Surgical Suture,Braided Polyester,Silicone Coated (PET) 

Nonabsorbable,Synthetic

Synthetic Non- Absorbable

Silicone, Uncoated

EP    : 0.5 to 7
USP  : 7/0 to 5

Permanent

Polyester Polyethylene Terephthalete (PET)

Green, White

Braided

Definition

Material

Coating

Structure

Colour

Size

Mass Absorption

Ethylene Oxide Gas

Cardiac Valve Repair
General Surgery
Cardiovascular Procedures
Neurosurgical Procedures

Permanent

Tensile Strenght Retention

Sterilization Method

Main Indication

Polisil
Surgical Sutures  
Non-Absorbable
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Polisil

8 mm

PS1765
5/0

1,0
45 12 Wh�te

PS1766
5/0

1,0
45 12 Green

PS1302
7/0

0,5
45 12 Green

10 mm

PS1452
6/0

0,7
45 12 Green

13 mm

PS1482
6/0

0,7
75 12 Green

1/4 
Spatula
340 M�cron 

        

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

 

        

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

 

        

3/8 
Spatula
280 M�cron 

        

PS1573
6/0

0,7
75 12 Green

PS1587
6/0

0,7
75 12 Green

PS1903
5/0

1,0
75 12 Green

PS1916
5/0

1,0
75 12 Green

PS2455
4/0

1,5
45 12 Wh�te

PS1604
6/0

0,7
45 12 Green

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

 

        

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

 

        

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

 

        

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

 

        3/8 
Reverse Cutt�ng
560 M�cron

        

3/8 
Spatula
280 M�cron 

        

6mm x 3mm x 3mm Teon Pledget

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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Unit
Pcs

PS1408
6/0

0,7
45 12 Green

1/2 
Spatula
340 M�cron 

        

PS1756
5/0

1,0
45 12 Green

8,1 mm

1/4 
Sabre
380 M�cron 

        

PS5531
4/0

1,5
60 12 Green



16 mm

PS3008
3/0

2,0
75 12 Green

PS3011
3/0

2,0
90 12 Green

PS2515
4/0

1,5
90 12 Green

1/2 
Round Body,Taper Po�nt 
 

        

1/2 
Round Body,Taper Po�nt 
 

        

3/0

1/2 
Round Body,Taper Po�nt 
 

        

PS3012 90 6 5 Green 5 Wh�te
2,0

6mm x 3mm x 1.5mm Teon Pledget

3/0
PS5923

2,0
90 12 Green

Polisil
USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Unit
Pcs

web : www.bozt�bb�.com
ema�l: boz@bozt�bb�.com160

3/8 
Ins�de Cutt�ng

        

4/0
PS2560

1,5
75 12 Green

3/0
PS3040

2,0
75 12 Green

17 mm

PS2582
4/0

1,5
75 12 Green

PS2587
4/0

1,5
90 12 Green

PS3066
3/0

2,0
90 12 Green

PS3606
2/0

3,0
75 6 5 Green 5 Wh�te

PS3609
2/0

3,0
75 12 Green

PS3613
2/0

3,0
90 12 Green

PS3615
2/0

3,0
90 6 5 Green 5 Wh�te

PS3617
2/0

3,0
90 12 Green

PS2579
4/0

1,5
75 12 Green

1/2 
Round Body,Taper Po�nt  
 

        

1/2 
Round Body,Taper Po�nt  
 

        

1/2 
Round Body,Taper Po�nt  
 

        

3mm x 3mm x 1.5mm Teon Pledget

Surgical Suture,Braided Polyester,Silicone Coated (PET) Nonabsorbable,Synthetic



PS3067
3/0

2,0
90 6 5 Green 5 Wh�te

PS3616
2/0

3,0
90 6 5 Green 5 Wh�te

PS3618
2/0

3,0
90 12 Green

1/2 
Round Body,Taper Po�nt  
 

        

6mm x 3mm x 1.5mm Teon Pledget

1/2 
Tapercutt�ng
   
 

        

4/0
PS2570

1,5
90 12 Green

PS3592
2/0

75 6 5 Green 5 Wh�te
1/2 
Tapercutt�ng
   
 

        

3,0

7mm x 3mm x 1.5mm Teon Pledget

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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Unit
Pcs

17 mm

PS5762
3/0

2,0
75 12 Green3/8 

Round Body,Taper Po�nt  
 

        20 mm

PS2688
4/0

1,5
75 12 Green

PS2695
4/0

1,5
90 12 Green

PS5843
3/0

2,0
75 12 Green

PS3148
3/0

2,0
90 12 Green

PS3651
2/0

3,0
75 6 5 Green 5 Wh�te

PS3653
2/0

3,0
90 12 Green

PS2706
4/0

1,5
75 12 Green

PS3648
2/0

3,0
75 12 Green

PS3650
2/0

3,0
75 12 Green

1/2 
Round Body,Taper Po�nt  
 

        

1/2 
Round Body,Taper Po�nt  
 

        

1/2 
Round Body,Taper Po�nt  
 

        6mm x 3mm x 1.5mm Teon Pledget

1/2 
Round Body,Taper Po�nt  
 

        6mm x 3mm x 3mm Teon Pledget

1/2 
Round Body,Taper Po�nt  
 

        

Surgical Suture,Braided Polyester,Silicone Coated (PET) Nonabsorbable,Synthetic



25 mm

PS3258
3/0

2,0
75 12 Green

PS3262
3/0

2,0
90 12 Green

PS3730
2/0

3,0
75 6 5 Green 5 Wh�te

PS3733
2/0

3,0
75 12 Green

2/0
5 Green 5 Wh�te

1/2 
Round Body,Taper Po�nt  
 

        

PS3737 90 6
3,0

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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Unit
Pcs

PS3741
2/0

90 12 Green
3,0

PS3263
3/0

2,0
90 12 Green

PS3729
2/0

3,0
75 6 5 Green 5 Wh�te

PS3732
2/0

3,0
75 12 Green

PS5826
2/0
3,0

90 6 5 Green 5 Wh�te

26 mm

PS4221
0

3,5
90 12 Green

25 mm

PS3738
2/0

3,0
90 12 Green

1/2 
Round Body,Taper Po�nt  
 

        

1/2 
Round Body,Taper Po�nt  
 

        

3mm x 3mm x 1.5mm Teon Pledget

6mm x 3mm x 1.5mm Teon Pledget

3mm x 3mm x 1.5mm Teon Pledget

1/2 
Tapercutt�ng
   
 

        

1/2 
Round Body,Taper Po�nt  
 

        

PS3788
2/0

3,0
75 12 Green

PS4217
0

3,5
75 12 Green

Surgical Suture,Braided Polyester,Silicone Coated (PET) Nonabsorbable,Synthetic

PS3727
2/0

3,0
75 12 Green

PS4191
0

75 12 Green
3,5

1/2 
Round Body,Taper Po�nt  
 

        

PS3322
3/0

2,0
90 12 Green

1/2 
Round Body,Taper Po�nt  
 

        



30 mm

PS3860
2/0

3,0
75 12 Green

PS4247
0

3,5
75 12 Green

PS3400
3/0

2,0
75 12 Green

PS3892
2/0

3,0
75 12 Green

1/2 
Round Body,Taper Po�nt  
 

        

3/8 
Reverse Cutt�ng

        

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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Unit
Pcs

Surgical Suture,Braided Polyester,Silicone Coated (PET) Nonabsorbable,Synthetic

PS4611
1

4,0
75 12 Green

PS3370
3/0

2,0
75 12 Green

1/2 
Reverse Cutt�ng

        

PS4268
0

3,5
75 12 Green

PS4623
1

4,0
75 12 Green

40 mm

PS4369
0

3,5
75 12 Green

PS4714
1

4,0
75 12 Green

PS5007
2

90 12 Green
5,0

1/2 
Round Body,Taper Po�nt  
 

        

35 mm

3/8 
Reverse Cutt�ng

        

PS3935
2/0

3,0
75 12 Green

36 mm

1/2 
Reverse Cutt�ng

        

PS5514
0

3,5
75 12 Green

1/2 
Round Body,Taper Po�nt  
 

        

PS5515
1

4,0
75 12 Green

PS5036
5,0

75 12 Green

45 mm

21/2 
Round Body,Taper Po�nt  
 

        



50 mm

PS4814
1

4,0
75 12 Green

PS5067
2

5,0
75 12 Green

PS4049
2/0

3,0
75 12 Green

55 mm

PS5173
5

7,0
75 12 Green

PS5181
5

7,0
75 12 Green

1/2 
Round Body,Taper Po�nt  
 

        

Stra�ght
Reverse Cutt�ng

        

1/2 
Tapercutt�ng
   
 

        

1/2 
Round Body,Taper Po�nt  
 

        

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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Unit
Pcs

Surgical Suture,Braided Polyester,Silicone Coated (PET) Nonabsorbable,Synthetic



USP 
EP

Product 
No

ColorNon-Needle Suture
Length
(cm)

PS2962
3/0

2,0
13x60 12 Green

PS2965
3/0

2,0
17x45 12 Green

PS3554
2/0

3,0
13x60 12 Green

PS3559
2/0

3,0
17x45 12 Green

PS4150
0

3,5
17x45 12 Green

PS4560
1

4,0
17x45 12 Green

POLISIL 
Non-Needle Suture

13x60 cm

17x45 cm

POLISIL 
Non-Needle Suture
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Unit
Pcs

250 cm

POLISIL 
Non-Needle Suture

PS4543
1

4,0
250 12 Green

Surgical Suture,Braided Polyester,Silicone Coated (PET) Nonabsorbable,Synthetic



Prospectus
Prospektüs

POLISIL
Emilemeyen Cerrahi Ameliyat İpliği
Non-Absorbable Surgical Sutures

Please select your language
Lütfen dilinizi seçiniz



Kullanma Tal�matı
POLISIL* POLİESTER İPLİK

EMİLEMEYEN, CERRAHİ  İPLİK, U.S.P/ Eur.Ph./ TS-5503

TR

“EASSI ( Avrupa Cerrah� Sütur Sanay� B�rl�ğ�) çeş�tl� sütur ürün karakter�st�kler�n� sezg�sel ve res�msel olarak tanımlamak �ç�n tasarlanmış b�r s�stem gel�şt�rm�şt�r. Sembol kullanımına Tıbb� 
C�haz D�rekt�f� (Med�cal Dev�ce D�rect�ve) (MDD 93/42/EEC) �z�n vermekted�r ve çoklu d�l tercümes�ne gerek kalmadan üret�c�ler�n kullanıcılarına b�lg� sağlamasına �mkan tanımaktadır. "

BOZ TIBBİ MALZEME SANAYİ VE TİCARET A.Ş.
Sağlık Sokak No:33/5 Sıhh�ye/ANKARA/TÜRKİYE
Tel:+90 (312) 435 50 80-81  Faks:+90 (312) 435 41 26
web: www.bozt�bb�.com e-ma�l: boz@bozt�bb�.com
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Katalog numarası

Paket zarar görmüşse kullanmayınız

YYYY

YYYY-MM

Tek kullanımlık

Yıl

Yıl-Ay

EO

o25

Güneşten uzak tutunuz

Nemden koruyunuz

ETİKETLEMEDE KULLANILAN İŞRETLER

Issue date: 11.09.2012

Boyalı, Emilemez , Örgülü, K aplamalı

IfU-PS-rev-03-05-05-2017 

TANIM
POLISIL Poly(et�len teraftalat) tan oluşan, pol�ester, em�lemeyen, örgülü 
yapıda, ster�l cerrah� �pl�kt�r. Yüksek moleküler ağırlığa sah�p, uzun z�nc�rl�, 
l�neer pol�esterlerden  elde ed�l�r. 
POLISIL cerrah� �pl�k düzgün br şek�lde s�l�kon elastomer kaplıdır veya 
kaplamasızdır . Yüksek tutunma gücüne sah�p kaplama maddes� reakt�f 
değ�ld�r.  Em�lemeyen özell�ktek� kaplama b�leş�m� kayganlaştırıcı görev 
görür; dokudan kolay geç�ş ve kullanım kolaylığı sağlayarak kaplanmamış 
örgülü �p�n f�z�ksel özell�kler�n� �y�leşt�r�r.
POLISIL �pler kullanıma en uygun şek�lde ürülmüş ve görünürlüğü arttırmak 
�ç�n yeş�le boyanmıştır. Boyar madde D&C Yeş�l #6'dır.
POLISIL �pler Amer�kan Farmakopes� (USP) ve Avrupa Farmakopes�ndek� 
em�lemeyen cerrah� �pler �ç�n kabul ed�lm�ş olan tüm gerekl�l�kler� karşılar.

KULLANIM ALANI 
POLISIL �pl�k kalp-damar, oftalm�k ve s�n�r cerrah�s� uygulamaları dah�l, 
genel yumuşak doku kapanmasında ve/veya bağlanmasında kullanılır. 
Cerrah� Mult�cron İpl�k tek kullanımlıktır.

ETKİLERİ
Cerrah� POLISIL �pl�k dokuda haf�f b�r şek�lde akut yangılanma cevabı 
göstereb�l�r, bu tepk�y� �p�n çevres�nde derecel� oalrak f�bröz bağ doku 
oluşumu tak�p eder. İpl�k materyal�n�n ve s�l�kon kaplamanın farmakoloj�k 
olarak b�r etk�s� yoktur.

KULLANILMAMASI GEREKEN YERLER 
B�l�nen yoktur.

UYARILAR
Yaranın açılma r�sk�, uygulama bölges� ve kullanılan malzemeye göre 
değ�şeb�ld�ğ� �ç�n kullanıcılar POLISIL �pl�ğ� kullanmadan önce em�leb�l�r 
olmayan cerrah� �pler�n kullanımına �l�şk�n cerrah� yöntem ve tekn�klere aş�na 
olmalıdır.
Tekrar ster�l etmey�n�z. Açılmış poşetler� ve kullanılmayan �pler� �mha ed�n�z.
İpl�kler�n kordon , safra ya da ür�ner s�stemdek� g�b� mevcut olan tuz 
çözelt�ler� �le uzun sürel� teması tortu oluşumuna sebeb�yet vereb�l�r. Enfekte 
ve kontam�ne olmuş yaralarda kabul ed�leb�l�r cerrah� uygulamalar tak�p 
ed�lmel�d�r.

ÖNLEMLER
POLISIL �pl�ğ�n ve d�ğer tüm cerrah� �pler�n kullanımında �pl�ğe ve �ğneye 
zarar vermekten kaçınılmalıdır. Forseps veya �ğne tutucu g�b� cerrah� 
aletler�n kullanımına bağlı ezme, veya  çarpma hatalarından kaçınılmalıdır.
POLISIL sütur, kullanım karakter�st�ğ�n� arttırmak �ç�n kabul görmüş düz ve 
kare düğüm tekn�kler �le cerrah� durum ve cerrahın deney�m�ne bağlı olarak 
�lave düğüm tekn�kler� gerekt�rmekted�r. 
İğne uçlarının ve bağlantı bölges�n�n hasar görmemes� �ç�n, bağlantı ucu ve 
�ğne ucu arasındak� mesafen�n üçte b�r� (1/3) �le yarısı (1/2) arasındak� 

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 �ç�n kullanıcıların cerrah� �ğne kullanırken 
d�kkatl� olmaları gerek�r.
Kontam�ne ve kullanılmamış ürünler� bölgesel ve tes�s gereks�n�mler�ne 
uygun olarak �mha ed�n�z. 
Kullanılan �ğneler� “kes�c� alet” kaplarına atınız.

YAN ETKİLER 
Bu c�hazın kullanımına bağlı yan etk�ler; yara açılması,  uzun sürel� tuz 
çözelt�ler� �le temasta ür�ner s�stemde tortu oluşumu, enfeks�yon, akut doku 
yangı reaks�yonu, yara  çevres�nde geç�c� bölgesel tahr�ş şekl�nded�r. 

PİYASAYA ARZ-SUNUŞ ŞEKLİ 
POLISIL cerrah� �pl�kler ster�l, örgülü yapıda, yeş�l ve boyasız olarak (beyaz), 
USP  7/0 ve 5 (metr�k 0,5 �le 7) arasında, değ�ş�k boyarda �ğnel� ve �ğnes�z 
olarak bulunur.
POLISIL �pl�kler boyasız ve yeş�l renkte, Pol�tetrafloroet�len (PTFE) plej�tlere 
takılı b�ç�mde de bulunur.
POLISIL �pl�kler yarım, b�r, �k� veya üç düz�nel�k kutularda bulunmaktadır.
Cerrah� POLISIL �pl�k tek kullanımlıktır.

DEPOLAMA
25°C n�n altında ve güneş ışığından uzakta depolayınız.
Nemden koruyunuz.
Son kullanma tar�h�nden sonra kullanmayınız.



Instruct�ons for Use

POLISIL* POLYESTER SUTURE
NONABSORBABLE, SURGICAL SUTURE, U.S.P/ Eur.Ph./TS-5503

GB

“EASSI(The European Assoc�at�on of Surg�cal Suture Industry) has developed a system of symbols wh�ch �s des�gned to descr�be var�ous suture product character�st�cs �n an �ntu�t�ve, p�ctor�al manner. 
The use of symbols �s perm�tted by the Med�cal Dev�ce D�rect�ve (MDD 93/42/EEC) and enables compan�es to prov�de �nformat�on to the customer w�thout hav�ng to prov�de mult�l�ngual translat�ons.”

BOZ TIBBİ MALZEME SANAYİ VE TİCARET A.Ş.
Sağlık Sokak No:33/5 Sıhh�ye/ANKARA/TÜRKİYE
Tel:+90 (312) 435 50 80-81  Faks:+90 (312) 435 41 26
web: www.bozt�bb�.com e-ma�l: boz@bozt�bb�.com
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See �nstruct�on for use

-

Issue date: 11.09.2012

Dyed ,Non-absorbable , Braided , Coated 

DESCRIPTION
POLISIL polyester suture �s a nonabsorbable, bra�ded, ster�le, surg�cal 
suture composed of Poly (ethylene terephthalate). It �s prepared from f�bers 
of h�gh molecular we�ght, long-cha�n, l�near polyester. POLISIL suture �s 
un�formly coated w�th s�l�cone elastomer or uncoated.  The h�ghly adherent 
coat�ng �s a relat�vely nonreact�ve. Coat�ng compound wh�ch �s 
nonabsorbable, acts as a lubr�cant and mechan�cally �mproves the phys�cal 
propert�es of the bra�ded uncoated suture by �mprov�ng easy passage 
through t�ssues and overall handl�ng qual�t�es. POLISIL suture �s bra�ded for 
opt�mal handl�ng propert�es and dyed green to �ncrease v�s�b�l�ty. The dye �s 
D&C Green #6. POLISIL suture meets all requ�rements for nonabsorbable 
surg�cal sutures establ�shed by the Un�ted States Pharmacopoe�a (U.S.P) 
and European Pharmacopoe�a (E.P.).

INDICATIONS
POLISIL 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
POLISIL suture el�c�ts a m�n�mal acute �nflammatory react�on �n t�ssue, 
followed by gradual encapsulat�on of the suture by f�brous connect�ve t�ssue. 
Both polyester f�ber suture mater�al and the s�l�cone coat�ng are 
pharmacolog�cally �nact�ve. 

CONTRAINDICATIONS
Not known.

WARNINGS
Users should be fam�l�ar w�th surg�cal procedures and techn�ques �nvolv�ng 
non-absorbable sutures before employ�ng POLISIL 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. 
Do not re-ster�l�ze. D�scard open and unused sutures. 
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. 
Acceptable surg�cal pract�ces must be followed for the management of 
contam�nated or �nfected wounds.

PRECAUTIONS
In handl�ng POLISIL 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. 
Mult�cron 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�rcumstances 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 th�s dev�ce �nclude wound 
deh�scence, calcul� format�on �n ur�nary and b�l�ary tracts when prolonged 
contact w�th salt solut�ons such as ur�ne and b�le occurs, �nfect�on, m�n�mal 
acute �nflammatory t�ssue react�on, and trans�tory local �rr�tat�on at the 
wound s�te.

HOW SUPPLIED
POLISIL sutures are ava�lable as ster�le, bra�ded, green, and undyed (wh�te) 
strands �n U.S.P. s�zes  7/0 to 5 (metr�c s�zes 0,5 - 7) �n a var�ety of lengths, 
w�th and w�thout permanently attached needles. POLISIL sutures, green 
and undyed, are also ava�lable attached to Polytetrafluoroethylene (PTFE) 
pledget. POLISIL sutures are ava�lable �n half, one, two, and three dozen 
boxes. POLISIL suture �s for s�ngle use only.

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

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



POLISIL*

"EASSI (Assoc�at�on d'Industr�e de la Suture European de Ch�rurg�e) a développé un système conçu pour �dent�f�er comme �ntu�t�ve et �magée les caractér�st�ques des d�fférents produ�ts de suture. Le D�rect�ve sur les 
D�spos�t�fs Méd�caux (Med�cal Dev�ce D�rect�ve) (MDD 93/42/EEC) perm�s à ut�l�ser le symbole et �l permet les �nformat�ons aux ut�l�sateurs des fabr�cants sans obl�ger à tradu�re en plus�eurs langues.

BOZ TIBBİ MALZEME SANAYİ VE TİCARET A.Ş.
Sağlık Sokak No:33/5 Sıhh�ye/ANKARA/TÜRKİYE
Tel:+90 (312) 435 50 80-81  Faks:+90 (312) 435 41 26
web: www.bozt�bb�.com e-ma�l: boz@bozt�bb�.com
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Année
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oConserver sous 25 C

Proté

Emballage recyclable

Issue date: 11.09.2012

Avec peinture , non absorbable , tressé, revêtu 

IfU-PS-rev-03-05-05-2017 

DESCRIPTION
POLISIL est un f�l ch�rurg�cal stér�le, tressé, polyester, non résorbable 
const�tué de Poly (éthylène tereftalat). Ils sont obtenus de polyester l�néa�re à 
longue chaîne de haute masse molécula�re. Le f�l ch�rurg�cal POLISIL est 
revêtu avec l'élastomère de s�l�cone ou non revêtu. 
La mat�ère de revêtement de haute force d'�mplantat�on n'est pas réact�ve. La 
compos�t�on de revêtement non résorbable ag�t comme lubr�f�ant, fac�l�te le 
passage par le t�ssu et amél�ore les part�cular�tés phys�ques du f�l tressé non 
revêtu.
Les f�ls POLISIL sont tressés de façon adéquate pour l'ut�l�sat�on et coloré en 
vert pour augmenter la v�s�b�l�té. Le colorant est D&C vert #6. Les f�ls POLISIL 
sont conformes aux ex�gences valables pour les f�ls de suture non résorbables 
de la Pharmacopée Européenne (E.P.) et la Pharmacopée Amér�ca�ne 
(U.S.P.).

INDICATIONS
Le f�l ch�rurg�cal POLISIL est ut�l�sé pour la fermeture ou le raccordement des 
t�ssus mou en général y compr�s les appl�cat�ons card�ovascula�re, 
ophtalm�ques et nerveux. Le f�l ch�rurg�cal POLISIL est pour ut�l�sat�on un�que.

EFFICACITE
Le f�l ch�rurg�cal POLISIL peut man�fester une fa�ble réact�on �nflammato�re 
a�guë dans le t�ssu, cette réact�on est su�v�e d'une format�on d'une t�ssue 
collagène f�brose. Le matér�el du f�l et le revêtement en s�l�cone n'ont pas 
d'effets pharmacolog�ques.
CONTRE-INDICATIONS
Aucun reconnus

AVIS
Le r�sque d'ouverture de pla�e pouvant var�er selon la zone d'appl�cat�on et le 
matér�el employé, les ut�l�sateurs do�vent être fam�l�ers aux méthodes et 
techn�ques ch�rurg�cales concernant les f�ls ch�rurg�caux de suture non 
résorbables avant l'ut�l�sat�on du POLISIL.
Ne pas restér�l�ser. Détru�re les sachets ouverts et les f�ls non ut�l�sables. Le 
contact des f�ls avec les solut�ons de sel présents dans le cordon, la b�le ou le 
système ur�na�re peut donner l�eu à la format�on de calcul. Poursu�vre les 
appl�cat�ons ch�rurg�cales acceptables pour le tra�tement des pla�es �nfectées 
et contam�nées.

PRECAUTIONS
Ve�ller à ne pas endommager le f�l et l'a�gu�lle lors de l'ut�l�sat�on du f�l POLISIL 
et tous les f�ls ch�rurg�caux. Ev�ter les erreurs comme le broyage et le frappé 
résultant de l'ut�l�sat�on des out�ls ch�rurg�caux comme le forceps ou le porte-
a�gu�lle.
Selon la s�tuat�on ch�rurg�cale et l'expér�ence du ch�rurg�en,  POLISIL  suture 
nécess�te des techn�ques de nœuds supplémenta�res avec des techn�ques de 
nœuds dro�ts et carrés af�n d'amél�orer la caractér�st�que Af�n de ne pas 
endommager les po�ntes d'a�gu�lle et la zone de connex�on, ma�ntenez-le 
entre le tro�s�ème (1/3) et le dem� (1/2) de la d�stance entre 

l'attache et l'axe de l'a�gu�lle. Remodeler les a�gu�lles, �l peut perdre leur force 
et rédu�re leur rés�stance à la flex�on et à la rupture. Les ut�l�sateurs do�vent 
fa�re attent�on lorsque vous ut�l�sez des a�gu�lles ch�rurg�cales pour év�ter les 
baguettes à a�gu�lles �nvolonta�res.
El�m�nez les produ�ts contam�nés et �nut�l�sés selon les ex�gences rég�onales 
et de l'us�ne.
Mettez les a�gu�lles usées dans les boîtes "out�ls de coupe".

EFFETS SECONDAIRES
Les effets seconda�res l�és à l'ut�l�sat�on de cet appare�l sont l'ouverture des 
pla�es, la séd�mentat�on dans le système ur�na�re par le contact prolongé avec 
les solut�ons de sel, l'�nfect�on, la réact�on m�n�mal d'�nflammat�on a�guë et 
l'�rr�tat�on prov�so�re dans la zone de pla�e.

COMMERCIALISATION
Les (�ls ch�rurg�caux POLISIL ex�stent dans d�fférentes ta�lles entre U.S.P. 7/0 
et 5 (métr�que 0.5 -7), sont stér�les, tressées, en couleur verte et sans couleur 
(blanc), avec ou sans a�gu�lle.

Les f�ls POLISIL ex�stent également en vert et sans couleur attachés sur les 
plég�tes polytetrafluoroethylene (PTFE).
Les f�ls POLISIL sont commerc�al�sés dans des bo�tes a une. deux et tro�s 
douza�nes.
Le f�l ch�rurg�cal POLISIL est pour ut�l�sat�on un�que. 

CONSERVATION
Conserver sous température 25°C et lo�n du rayonnement sola�re
Protéger de l'hum�d�té.
Ne pas ut�l�ser après la date l�m�te de consommat�on.



POLISIL

"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) (Med�cal Dev�ce D�rect�ve)  أتاحت إمكانیة استخدام الرموز  وتوصیل المعلومات من المصنعین إلى المستخدمین مباشرة دون الحاجة إلى الترجمة لعدة لغات"
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web: www.bozt�bb�.com e-ma�l: boz@bozt�bb�.com
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ملون، غیرقابل للإمتصاص، متشابك، مصفح 

IfU-PS-rev-03-05-05-2017 

التعریف :
تتكون خیوط مولتیكرون POLISIL من بلوي (ترفتالات أثیلان)، بولیستر غیر قابل للامتصاص، ذو 

تركیب نسیجي مضفر، خیوط معقمة للجراحة، ذو كثافة نوعیة عالیة، سلسلة طویل، ینتج من مادة 
البولیستر الخطي.

خیوط مولتیكرون POLISIL مغلفة بمادة السلیكون المرنة بشكل منتظم او تكون غیر مغلفة. مادة 
التغلیف غیر متفاعلة وذات تماسك عالي. التغلیف غیر القابل للامتصاص یكسبھ خاصیة انزلاقیة. عمل 
على تحسین الخواص الفیزیاویة للخیوط المضفرة غیر المغلفة وذلك في تسھیل الاستعمال والمرور من 

خلال الانسجة الحیویة. 
ان خیوط مولتیكرون POLISIL ذات حیاكة نسیجیة مضفرة بأفضل شكل حیث تم صبغھا باللون 
الأخضر لتمیزھا عن الانسجة الحیویة بسھولة. المادة الصبغیة المستخدمة دي و سي اخضر 6#. 

خیوط مولتیكرون POLISIL تحمل كافة المواصفات التي تتطابق مع المواصفات الامریكیة والأوروبیة 
المتعلقة بالخیوط غیر القابلة للامتصاص. 

مجالات الاستعمال
تستعمل خیوط مولتیكرون POLISIL الجراحیة في عملیات القلب والاوعیة الدمویة الجراحیة ، 

وجراحة الاعصاب والاوفتالمیك، وفي مجالات غلق جروح الانسجة الناعمة (الرخوة) بشكل عام او في 
عملیة ربطھا. خیوط مولتیكرون POLISIL للاستعمال مرة واحدة فقط.

التاثیرات
یمكن أن تؤثر خیوط مولتیكرون POLISIL على الانسجة بعمل تفاعل معھا على شكل التھاب او تھیج 

خفیف ، ھذا التاثیر سیؤثر تدریجیا وبشكل منتشر على اطرافھ في النسیج الحیوي. ویتبعھ لیف في 
المنطقة. لیس للمادة التي یتكون من الخیط ومادة التغلیف أي تأثیر من الناحیة الدوائیة. 

الاماكن التي لا یجوز فیھا استعمالھ 
لا توجد.

التحذیرات 
بسبب أن خطورة حدوث انفتاح بالجروح (فتق) تختلف من منطقة الى اخرى وتختلف ایضا حسب المواد 

المستعملة، فانھ یجب على مستخدمین خیوط مولتیكرون POLISIL ان یكون لھم اطلاع على الطرق 
الجراحیة والتقنیات المألوفة المتعلقة باستخدام الخیوط الجراحیة غیر القابلة للامتصاص قبل استخدام 
خیوط مولتیكرون POLISIL. لا یجوز اعادة تعقیمھ . اتلفو اكیاس التغلیف المفتوحة حتى لو كانت 

الخیوط غیر مستعملة. من الممكن ان تسبب ھذه الخیوط تكوین الحصى في الغدة الصفراء او الحالب 
والمجاري البولیة اذا طالت فترة تماسھا مع المحالیل الملحیة الموجودة في تلك الاجھزة الحیویة. یجب 

اتباع الطرق الجراحیة المقبولة في الجروح المتلوثة او المصابة والملتھبة. 

التدابیر 
تجنب الحاق الضرر بالابرة او خیوط مولتیكرون POLISIL عند الاستخدام. تجنب الوقوع في اخطاء 

عملیة سحق او اصطدام الخیوط خلال استخدام الادوات الجراحیة مثل الملاقط او الماسكات وغیرھا من 
الادوات.

من اجل زیادة قدرات خیوط مولتیكرون POLISIL تكون تقنیات العقدة المستویة والمربعة ستكون عقد 
كافیة مضمونة مع لزوم عقد إضافیة، بالإضافة الى ضمانات تجربة وخبرات الجراحین وشروط 

ومواصفات الجراحة. خیوط مولتیكرون مناسبة للمزید من اجراء العقد فیھا.
لتجنب نقاط إبرة والمناطق الأرجح بالتعرض للأضرار، یجب أن یتم توجیھ الإبرة في ثلث المساحة 

(3/1) إلى النصف (2/1) من مسافة واحدة من نھایة الإبرة إلى ھذه النقطة. إعادة تشكیل الإبر قد تسبب 
فقد القوة وتكون أقل مقاومة للثني والكسر. یجب على المستخدمین توخي الحذر عند التعامل مع الإبر 

الجراحیة لتجنب وخز الإبر غیر المقصود.

التخلص من المنتجات الملوثة وغیر المستخدمة یجب أن یكون وفقا للمتطلبات المحلیة والمرافق ذات 
الصلة. 

یجب القاء الإبر المستخدمة في حاویات النفایات "الأدوات الحادة".

التاثیرات الجانبیة 
التأثیرات الجانبیة لھذه المادة: فتح في الجروح وانفكاك الخیاطة من الممكن ان تحدث ترسبات عند تماس 
خیوط مولتیكرون  POLISILلفترة طویلة مع المحالیل الملحیة الموجودة في الجھاز البولي. تھیجات في 

الانسجة عند مناطق التلامس، تخریش في المنطقة واطرافھا. 

اشكال عرضھ في الاسواق 
یتم عرضھ في الاسواق على شكل خیوط مولتیكرون POLISIL المعقمة ذات التركیب المضفر وبدون 

لون (ابیض) او باللون الاخضر باطوال تتراوح ما بین (0٫5 – 7 متر)  U.S.P 0/7  و 5.
خیوط مولتیكرون POLISIL متوفرة باللون الأخضر او عدیم اللون. كما تتوفر بشكل معلق فیھا 

البلیجات البولي ترافلورواثیلان.
خیوط مولتیكرون POLISIL متوفرة في علب تحتوي على دزینة احادیة او ثنائیة او ثلاثیة. خیوط 

مولتیكرون POLISIL تستخدم لمرة واحدة فقط.

التخزین 
یجب ان تتم عملیة التخزین في درجات حرارة اقل من 25 درجة مئویة وبعیدة عن اشعة الشمس 

والرطوبة.
لا تستخدموا الخیوط النافذة الصلاحیة. 
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Declaration of Conf ormity 

Manufacturer BOZ TIBBİ MALZEME SANAYİ VE TİCARET A.$. 

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

POLISIL 
Product Name Surgical, Polyester (PET) Suture 

Synthetic, Sterile, Non-Absorbable, Multifilament, Braided, Silicon 

Properties 
coated, Green or White colored Surgical Sutures are with or without 
Teflon pledget accessory, loop, single or with double needle or 
without needle, Single Use 

Green coloring material {D&C Blue#6 C.1.61565) 
Dye White (Undyed) 

1 nsulation/Coati ng Silicon coated 

Product Models For product models see page 2 

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

GMDN No 13906 

Classifıcation Class 111, Rule8 

We herewith declare that the above mentioned products meet the provisions of the fo/lowing 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 artic/e 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 concerning medical devices (MDD 93/42/EEC). 
Standards: 
-For Applicable Standards List see page 3 and 4 
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Surgical, Polyester (PET} Suture Product Models 

Synthetic, Sterile, Non-Absorbable, Multifilament, Braided, Silicon coated, Green or White colored 
Surgical Sutures are with or without Teflon pledget accessory, 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-PS 

710, 610, 5/0, 4/0, 3/0, 2/0, O, 1, 2, 3, 4, 5 

0,5 0,7 1 1,5 2 3 3,5 4 5 6 6 7 

Varietv of lenaths, from 1 O cm to 500 cm 

Varietv of lenı::ıths , from 5 mm to 11 O mm 

1/2, 3/8, 1/4, 5/8, Straiı::ıht, 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. 

Effective Date: 
11.09.2012 

Revision No: 
08 

Revision Date: 
14.06.2021 

Number of Pages: 

2/4 



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 15011135:2014 

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 15011737-1: 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 

EN 150 10993-10:2013 

EN 150 10993-11:2018 

EN 150 10993-12:2012 

EN 150 10993-18:2020 

EN 15011607-1:2020 

EN 150 11607-2:2020 

Document Code : 
YT-DC-PS 

Title of Document 

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 for the development, validation and 
routine control ofa sterilization process for medical devices (ISO 11135:2014) 

Sterilization of medical devices - Requirements for medical devices to be designated "Sterile" - Part 1: 
Requirements for terminallv 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 
microon::ıanisms 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 orocess (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, includinQ corrected version 2018-1 O) 

Biological evaluation of medical devices - Part 3: Tests for genotoxicity, carcinogenicity and reproductive 
toxicitv (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 loca! 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 for 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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Document Number 

EN 15014644-1:2015 

EN 150 14644-2:2015 

EN 150 14644-3:2019 

EN 150 14644-5:2004 

EN 17141:2020 

EN 150 20417:2021 

T5 10410/ OCT 1992 

T5 4020/ MAY 2016 

A5TM-F1929-15 

A5TM-F1980-16 

A5TM F1840 -10(2016) 

A5TM F88 / F88M - 15 

A5TM 05276 - 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 

NB-MED/2.5.2/Rec1-rev4 

N B-MED/2.12/Rec1-rev11 

NB-MED/2.13/Rec1-rev3 

EC-D1RECTIVE5 ON MED. 
DEVICE5/ 2007 

Document Code: 
YT-DC-PS 

Title of Document 

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 tor Detecting Seal Leaks in Porous Medical Packaging by Dye Penetration 

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

Standard Terminology tor Surgical Suture Needles 

Standard Test Method tor Seal Strength of Flexible Barrier Materials 

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

MEDICAL DEVICES: Guidance document - Classifıcation of medical devices 

'Use-by' date tor medical devices 

Clinical Evaluation: A Guide tor 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 Design-Examination and Type-Examination Certifıcates 

Subcontracting - QS related 

Post-MarketinQ Surveillance (PMS) post market/production 

CE-Marking of pre-MDD devices 

Guidelines on A Medical Devices Vigilance System 
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