
Surgical Suture, Monofilament Polyamide (PA) 

Nonabsorbable,Synthetic

Synthetic Non-Absorbable

Uncoated

EP    : 0.2 to 5
USP : 10/0 to 2

Moderate Loss

Nylon 6 and Nylon 6.6 (PA)

Blue, Black, Undyed

Monofilament

Definition

Material

Coating

Structure

Colour

Size

Mass Absorption

Ethylene Oxide Gas

General Soft tissue approximation or ligation
Cardiovascular
Opthalmic  Surgery
Neurosurgical Surgery
Plastic Surgery

Permanent

Tensile Strenght Retention

Sterilization Method

Main Indication

Monamid
Surgical Sutures  
Non-Absorbable
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USP 
EP

Product 
No

ColorNeedle Length and description

4 mm

MA1001
11/0

0,1
10 12 Black

MA1023
10/0

0,2
15 12 Black

MA1099
9/0
0,3

30 12 Black

5 mm

MA1045
10/0

0,2
13 12 Black

MA1107
9/0
0,3

13 12 Black

MA1133
8/0

0,4
13 12 Black

6 mm

MA1065
10/0

0,2
30 12 Black

MA1068
10/0

0,2
45 12 Black

MA1066
10/0

0,2
30 12 Black

MA1162
8/0

0,4
15 12 Black

10 mm

MA1488
6/0

0,7
45 12 Black

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

        

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

        

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

        

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

        

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

        

3/8 
Spatula
150 M�cron M�cropo�nt  

        

3/8 
Spatula
150 M�cron  

        

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

        

1/2
Reverse Cutt�ng
330 M�cron 

        MA1495
6/0

0,7
45 12 Black

3/8 
Reverse Cutt�ng
330 M�cron 

        

Length
(cm)

Monamid

MA1129
8/0
0,4

13 12 Black

MA1118
9/0
0,3

30 12 Black

Surgical Suture, Monofilament Polyamide (PA) Nonabsorbable,Synthetic
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Unit
Pcs

6,6 mm

1/2 
Cobra
150 M�cron 

        

MA5520
10/0

0,2
60 12 Blue

MA5521
9/0
0,3

60 12 Blue



13 mm

MA1612
6/0
0,7

45 12 Blue

MA1619
6/0

0,7
75 12 Blue

3/8 
Reverse Cutt�ng
330 M�cron 

        

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Monamid
Unit
Pcs
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16 mm

MA1672
6/0

0,7
75 12 Blue

MA2012
5/0

1,0
75 12 Blue

MA1667
6/0

0,7
45 12 Black

MA2017
5/0

1,0
45 12 Blue

MA2536
4/0

1,5
45 12 Blue

MA2542
4/0

1,5
75 12 Black

MA3021
3/0

2,0
45 12 Black

MA3027
3/0

2,0
75 12 Blue

1/2 
Reverse Cutt�ng

        

3/8 
Reverse Cutt�ng

        

19 mm

MA2201
5/0

1,0
45 12 Blue

3/8 
Reverse Cutt�ng

        

MA2207
5/0

1,0
75 12 Blue

MA2638
4/0

1,5
45 12 Blue

MA2642
4/0

1,5
75 12 Blue

MA3120
3/0

2,0
45 12 Blue

MA3121
3/0

2,0

45 12 Black

3/8 
Ins�de Cutt�ng

        

Surgical Suture, Monofilament Polyamide (PA) Nonabsorbable,Synthetic



MA2659
4/0

1,5
45 12 Blue

MA2663 4/0

1,5

75 12 Blue

MA3125
3/0

2,0
75 12 Blue

3/8 
Ins�de Cutt�ng

        

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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151

Unit
Pcs

19 mm

20 mm

MA3162
3/0

2,0
75 12 Blue

MA3165
3/0

2,0
45 12 Black

24 mm

MA3235 3/0
2,0

45 12 Blue

25 mm

MA2802
4/0

1,5
45 12 Blue

MA2811
4/0

1,5
45 12 Blue

1/2 
Reverse Cutt�ng

        3/8 
Reverse Cutt�ng

        

3/8 
Ins�de Cutt�ng

        

3/8 
Reverse Cutt�ng

        

3/8 
Ins�de Cutt�ng

        

MA3758
2/0

3,0
75 12 Blue

MA5513 3/0
2,0

45 12 Blue1/2 
Tapercutt�ng
   
 

        

26 mm

MA3812
2/0

3,0
75 12 Blue

MA3344
3/0

2,0
45 12 Blue

MA3347
3/0

2,0
75 12 Black

MA3348
3/0

2,0
75 12 Blue

1/2 
Reverse Cutt�ng

        

3/8 
Reverse Cutt�ng

        

Surgical Suture, Monofilament Polyamide (PA) Nonabsorbable,Synthetic



MA3358
3/0

2,0
45 12 Blue

MA3820
2/0

3,0
45 12 Blue

MA3823
2/0

3,0
75 12 Blue

3/8 
Ins�de Cutt�ng

        

MA4254
0

3,5
100 12 Blue

MA4255
0

3,5
100 12 Black

1/2 
Round Body,Taper Po�nt   

        

30 mm

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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Unit
Pcs

3/8 
Reverse Cutt�ng

        

26 mm

MA4276
0

3,5
75 12 Blue

1
BlueMA4631 75 12

4,0

MA4615 1

4,0
100 12 Blue

1
BlueMA4610 75 12

4,0

3/0
MA3392 90 12 Blue

2,0
1/2 
Reverse Cutt�ng

        

MA3884 2/0

3,0
75 12 Blue

MA3398 3/0

2,0
75 12 Blue

MA3399 3/0

2,0
75 12 Black

MA3893 2/0

3,0
75 12 Black

MA3894 2/0

3,0
75 12 Blue

MA3902 2/0

3,0
75 12 Blue

3/8 
Reverse Cutt�ng

        

3/8 
Ins�de Cutt�ng

        

Surgical Suture, Monofilament Polyamide (PA) Nonabsorbable,Synthetic



1/2 
Round Body,Taper Po�nt   

        

35 mm

MA4309 0

3,5
100 12 Black

MA4298 0

3,5
45 12 Blue

MA4652 1

4,0
100 12 Black

MA4664 1

4,0
100 12 Blue

40 mm

MA4377
0

3,5
100 12 Blue

3/8 
Reverse Cutt�ng

        

MA4370
0

3,5
75 12 Black

1/2 
Round Body,Taper Po�nt   

        

MA4725 1

4,0
100 12 Black

MA4726 1
100 12 Blue

4,0

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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Unit
Pcs

MA4317 0

3,5
75 12 Black

1/2 
Reverse Cutt�ng

        

MA3936
2/0

3,0
75 12 Blue

38 mm

MA5510 0

3,5
75 12

MA5512
2/0

3,0
75 12

1/2 
Reverse Cutt�ng

        

1/2 
Round Body,Taper Po�nt
LOOP   

        

1/2 
Reverse Cutt�ng

        

MA4387
0

150 12 Blue
3,5

MA4401
0

3,5
100 12 Black

MA4402
0

3,5
100 12 Blue

Black

Black

Surgical Suture, Monofilament Polyamide (PA) Nonabsorbable,Synthetic



1/2 
Reverse Cutt�ng
Heavy

        

3/8 Reverse Cutt�ng

        

MA4405
0

3,5
100 12 Black

MA4758
1

4,0
75 12 Blue

45 mm

MA4781
1

4,0
150 12 Blue

MA4789
1

4,0
75 12 Blue

50 mm

MA4464
0

3,5
150 12 Black

MA4465
0

3,5
150 12 Blue

MA4828
1

4,0
150 12 Black

MA4829
1

4,0
150 12 Blue

40 mm

1/2 
Round Body,Taper Po�nt,
LOOP   

        

3/8 
Reverse Cutt�ng

        

1/2 
Round Body,Taper Po�nt
LOOP   
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USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)

Unit
Pcs

60 mm

MA4077
2/0

3,0
75 12 Blue

Stra�ght
Reverse Cutt�ng

        61 mm

MA4083
2/0

3,0
100 12 Blue

Stra�ght
Reverse Cutt�ng

        

Surgical Suture, Monofilament Polyamide (PA) Nonabsorbable,Synthetic



Prospectus
Prospektüs

MONAMID
Emilemeyen Cerrahi Ameliyat İpliği
Non-Absorbable Surgical Sutures

Please select your language
Lütfen dilinizi seçiniz



TR MONAMID*

“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
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Nemden Koruyunuz

ETİKETLEMEDE KULLANILAN İŞRETLER

Boyalı, Emilemez , Monofilaman
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Boyasız, Emilemez ,Monofilaman

TANIM
MONAMID Naylon 6 veya Naylon 6,6 olarak anılan uzun z�nc�rl� al�fat�k 
pol�merler z�nc�rler�nden oluşan, em�lemeyen, ster�l, monof�laman cerrah� 
�plerd�r. MONAMID cerrah� �pl�kler dokudak� görüneb�l�rl�ğ� arttırmak amacı 
�le mav� (C.I. renk �ndex no: 74160) ya da s�yaha (C.I.-renk �ndeks no. 77266) 
boyanmıştır.
MONAMID �pler boyasız olarak da arz ed�leb�l�r. 
MONAMID �p ler Amer �kan Farmakopes� (U.S.P.) ve Avrupa 
Farmakopes�nde (E.P.) em�lemeyen cerrah� �pl�kler �ç�n kabul ed�lm�ş olan 
tüm gerekl�l�kler� sağlar.

KULLANIM ALANI
MONAMID �pl�k kalp-damar, oftalm�k ve s�n�r cerrah�s� uygulamaları dah�l, 
genel yumuşak doku kapamasında ve/veya bağlanmasında kullanılır. 
MONAMID �pl�k tek kullanımlıktır.

ETKİLERİ 
Cerrah� MONAMID �pl�k dokuda  haf�f b�r şek�lde akut yangı reaks�yonu 
göstereb�l�r, bu tepk�y� �p�n çevres�nde derecel� olarak f�bröz bağ doku 
oluşumu tak�p eder. Naylon �pl�k em�lmeyen �p olsa da, naylonun organ�zma 
�ç�nde �lerleyen h�drol�z�, zamanla �p�n kopma gücünde derecel� b�r kayba 
neden olab�l�r.

KULLANILMAMASI GEREKEN YERLER
Uzun sürede organ�zma �çer�s�nde meydana geleb�lecek mukavemet 
kaybına bağlı olarak, kopma dayanımı d�renc�n�n kalıcı olması �stend�ğ� 
yerlerde naylon kullanılmamalıdır.

UYARILAR 
Yaranın açılma r�sk�, uygulama bölges� ve kullanılan malzemeye göre 
değ�şeb�ld�ğ� �ç�n kullanıcılar MONAMID �pl�ğ� kullanmadan önce em�leb�l�r 
olmayan cerrah� �pler�n kullanımına �l�şk�n �lg�l� cerrah� yöntem ve tekn�klere 
aş�na olmalıdırlar.
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.
Tekrar ster�l etmey�n�z. Açılmış poşetler� ve kullanılmayan �pler� �mha ed�n�z. 
Enfekte ve kontam�ne olmuş yaraların ele alınmasında kabul ed�leb�l�r 
cerrah� uygulamalar tak�p ed�lmel�d�r.

ÖNLEMLER 
MONAMID �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 kaçınınız.
MONAMID �pler kullanım karakter�st�ğ�n� artırmak �ç�n, cerrah� şartlara ve 
cerrahın tecrübes�ne bağlı olarak garant� altına alınan kabul görmüş düz ve 
kare düğüm tekn�kler� �le beraber �lave düğümler gerekt�r�r. Monof�laman 
�plere düğüm atılmasında �lave düğümler�n kullanımı özell�kle uygundur.
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, zamana bağlı olarak 
mukavemet kaybı, uzun sürel� tuz çözelt�ler� �le temasta ür�ner s�stemde tortu 
(taş), enfeks�yon, m�n�mal akut doku yangı reaks�yonu ve yara bölges�nde 
geç�c� tahr�ş� �çermekted�r.

PİYASAYA  ARZ-SUNUŞ ŞEKLİ
MONAMID �pl�kler s�yah, mav� veya renks�z (şeffaf), ster�l, monof�laman 
U.S.P.  10/0 ve  2 (metr�k 0,2-5) arasında, değ�ş�k boylarda, �ğnel� ve �ğnes�z 
olarak mevcuttur. 
MONAMID �pler Pol�tetrafloroet�len (PTFE) plej�tlere takılı b�ç�mde de 
bulunur.
MONAMID �pl�kler b�r, �k� ve üç düz�nel�k kutularda bulunmaktadır.

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



GB MONAMID*

“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.”
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Undyed ,Non-absorbable , 
Monofilament 

DESCRIPTION
MONAMID nylon suture �s a nonabsorbable, ster�le surg�cal monof�lament 
suture composed of the long-cha�n al�phat�c polymers Nylon 6 or Nylon 6,6. 
MONAMID sutures are dyed black (C.I. color �ndex no: 77266) or blue (C.I. 
color �ndex no: 74160) to enhance v�s�b�l�ty t�ssue. The suture �s also 
ava�lable undyed (clear). 
MONAMID suture meets all requ�rements establ�shed by the Un�ted States 
Pharmacope�a (U.S.P) and European Pharmacope�a for nonabsorbable 
surg�cal suture.

INDICATIONS
MONAMID 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. MONAMID suture �s for s�ngle use only.

ACTIONS
MONAMID suture el�c�t a m�n�mal acute �nflammatory react�on �n t�ssue, 
wh�ch �s followed by gradual encapsulat�on of the suture by f�brous 
connect�ve t�ssue. Wh�le nylon �s not absorbed, progress�ve hydrolys�s of the 
nylon �n v�vo may result �n gradual loss of tens�le strength over t�me.

CONTRAINDICATIONS
Due to the gradual loss of tens�le strength wh�ch may occur over prolonged 
per�ods �n v�vo, nylon suture 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 MONAMID suture for wound 
closure, as the 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 rester�l�ze. D�scard open packages and unused sutures. Acceptable 
surg�cal pract�ces must be followed for the management of contam�nated or 
�nfected wounds.

PRECAUTIONS
In handl�ng MONAMID 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. 
MONAMID sutures, wh�ch are treated to enhance handl�ng character�st�cs, 
requ�re 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.  The use of add�t�onal throws may be part�cularly appropr�ate when 
knott�ng monof�laments.
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, gradual loss of tens�le strength over t�me, calculus 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
MONAMID sutures are ava�lable as ster�le, monof�lament, black, blue or 
undyed (clear) strands �n U.S.P s�zes 10/0 thru 2 (metr�c s�zes 0,2-5) �n a 
var�ety of lengths w�th and w�thout permanently attached needles. 
MONAMID sutures are also ava�lable attached to Polytetrafluoroethylene 
(PTFE) pledget.
MONAMID sutures are ava�lable �n one, two, and three dozen boxes.

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

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



MONAMID*

"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.
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Avec peinture , non absorbable , monofilament 

IfU-MA-rev-03-05-05-2017 Issue date: 11.09.2012

Sans pe�nture, non absorbable, 
monof�lament 

DESCRIPTION
MONAMID est un f�l ch�rurg�cal ster�le, monof�lament, non résorbable 
composé de longues cha�nes de polymères al�phat�ques d�ts Nylon 6 ou 
Nylon 6,6. Le f�l ch�rurg�cal MONAMID est coloré en bleu pour augmenter la 
v�s�b�l�té dans le t�ssu (C.I. no d'�ndex de couleur: 74160) ou en no�r avec nr. 
d'�ndex 77266.
Les f�ls MONAMID sont conformes aux ex�gences valables pour les f�ls de 
suture non résorbables de la Pharmacopée Amér�ca�ne (U.S.P.) et la 
Pharmacopée Européenne (E.P.).

INDICATIONS
Le f�l ch�rurg�cal MONAMID est ut�l�sé pour la fermeture et/ou le 
raccordement des t�ssus mous en général y compr�s les appl�cat�ons 
card�ovasscula�res et nerveuses. Le f�l MONAMID est pour ut�l�sat�on 
un�que.

EFFICACITE
Le f�l ch�rurgöcal MONAMID peut man�fester une fa�ble réact�on 
�nflammato�re a�gue dans le t�ssu,cette réact�on est su�v�e d'une format�on 
d'un t�ssu collagène f�breuse.B�en que le f�l en nylon so�t un f�l non 
résorbable, l'hdyrolyse du nylon qu� avance progress�vement dans 
l'organ�sme peut causer une perte de la force de rupture du f�l.

CONTRE-INDICATIONS
En fonct�on de la perte de rés�stance qu� peut surven�r dans l'organ�sme à 
long terme, le f�l en nylon ne do�t pas être ut�l�sé pour les cas où l'on dés�re 
une rés�stance de rupture permanente.

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 de MONAMID.
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.
Ne pas restér�l�ser. Détru�re les sachets ouverts et les f�ls non ut�l�sables.
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 
MONAMID et tous les f�ls ch�rurg�caux. Ev�ter les erreurs commme le 
broyage et heurt résultant de l'ut�l�sat�on des out�ls ch�rurg�caux comme le 
forceps ou le porte-a�gu�lle.
 Les f�ls MONAMID nécess�tent des techn�ques de noeuds supplémenta�res 
avec des techn�ques de noeuds dro�ts et carré selon la s�tuat�on ch�rurg�cale 
l'expér�ence du ch�rurg�en peut augmenter la caractér�st�que d'ut�l�sat�on.
L'ut�l�sat�on des noeuds supplémenta�res sont notamment convenables 
pour le nouage des f�ls monof�laments.

Pour que les extrém�tés des a�gu�lles et la rég�on de connex�on ne so�ent pas 
endommagées, ten�r de la part�e se trouvant entre le t�ers (1/3) de la d�stance 
entre l'extrém�té de la connex�on et l'extrem�té de l'a�gu�lle et sa mo�t�é (1/2). 
Reformer les a�gu�lles peuvent causer la perte de force et la d�m�nut�on de 
leur rés�stance contre les flex�ons et les ruptures.Les ut�l�sateurs do�vent être 
prudents lors de l'ut�l�sat�on des a�gu�lles ch�rurg�cales pour év�ter les p�qûres 
d'a�gu�lles �nvolonta�res.
Détru�re les produ�ts contam�nés et non ut�l�sés selon les ex�gences 
rég�onales et d'�nstallat�on.
Jeter les a�gu�lles usées dans les conteneurs “po�ntus”.

EFFETS SECONDAIRES
Les effets seconda�res l�és à l'ut�l�sat�on de cet appare�l sont, l'ouverture de 
pla�e, la perte progress�ve de rés�stance, 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�male d'�nflammat�on a�gue et l'�rr�tat�on prov�so�re dans la zone 
de pla�e.

COMMERCIALISATION
Les f�ls MONAMID ex�stent dans les couleurs no�res, bleues ou �ncolores 
(transparents),stér�les,monof�laments  dans d�fférentes ta�lles entre   10/0-2 
(métr�que 0.2-5.0) avec ou sans a�gu�lle.
Les f�ls MONAMID se trouvent auss� branchés à des tampons d'ouate en 
Polytétrafloroethylène (PTFE).
Les f�ls MONAMID sont commerc�al�sés dans des bo�tes à une, deux et tro�s 
douza�nes.

CONSERVATION
OConserver sous température 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 l�m�te de consommat�on. 
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غیر ملون، غیر قابل للإمتصاص، أحادي اللیف

التاثیرات الجانبیة 
من الممكن ان تحدث تھیجات مؤقتة في مناطق الجروح او ترسبات او اصابات او التھابات او 

تفاعلات التھابیة عند تماسھ لفترة طویلة مع المحالیل الملحیة الموجودة في الجھاز البولي.

اشكال عرضھ في الاسواق 
یتم عرضھ في الاسواق على شكل خیوط مونولون MONAMID مونوفلامان بالوان زرقاء او 
سوداء او عدمة اللون (شفاف) معقمة باطوال تتراوح ما بین (0٫2 – 5 متر) U.S.P 0/10 و 2.

تتوفر خیوط مونولون مرتبطة مع تترافلوروإیثیلین (PTFE) أیضا.
خیوط مونولونMONAMID  متوفرة باطوال مختلفة مع الابرة او بدونھا. خیوط مونولون 

MONAMID متوفرة في علب تحتوي على دزینة احادیة او ثنائیة او ثلاثیة. خیوط مونولون 
MONAMID 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. 

MONAMID*

التعریف :
تتكون خیوط مونولون MONAMID الجراحیة من النایلون 6 أو النایلون 6٫6 من بولیمیرات الفاتیك 
سلسلیة طویلة، غیر قابلة للامتصاص، حیث انھا خیوط معقمة. تم صبغھا باللون الأزرق (معامل رقم  

 74160 للتلوین) او الأسود (معامل رقم  77266 للتلوین) وذلك لتسھیل تمییزھا عن الانسجة 
الحیویة. كما یمكن ان تكون الخیوط غیر ملونة أیضا. تتمیز خیوط مونولون MONAMID بكافة 

المواصفات الفنیة المطابقة للمواصفات الامریكیة (.U.S.P) والأوروبیة في مجال الادویة. 

مجالات الاستعمال
تستعمل خیوط مونولون MONAMID الجراحیة في عملیات القلب والاوعیة الدمویة الجراحیة ، 

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

التاثیرات
یمكن أن تؤثر خیوط مونولون MONAMID على الانسجة بعمل تفاعل معھا على شكل التھاب او 

تھیج خفیف ، ھذا التاثیر سیؤثر تدریجیا وبشكل منتشر على اطرافھ في النسیج الحیوي. خیوط 
مونولون MONAMID النایلونیة غبر قابلھ للامتصاص فإن عملیة الھدرجة الجاریة في أوساط 

الاحیاء المجھریة تؤدي الى فقدان في متانة الخیط مما قد تؤدي الى قطعھ. 

الاماكن التي لا یجوز فیھا استعمالھ 
یجب عدم استخدامھ في الأماكن والمواقع التي تتطلب بقاء الخیوط لفترة طویلة واستمرار مقاومتھا 
للقطع ، وذلك بسبب احتمال فقدان مقاومتھ للقطع في الأوساط التي تشھد فعالیات للاحیاء المجھریة.

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

المواد المستعملة، فانھ یجب على مستخدمین خیوط مونولون MONAMID ان یكون لھم اطلاع على 
الطرق الجراحیة والتقنیات المألوفة المتعلقة باستخدام الخیوط الجراحیة غیر القابلة للامتصاص قبل 

استخدام خیوط مونولون MONAMID. 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 او الكوردون 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 مونولون MONAMID 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 مونولون MONAMID تكون تقنیات العقدة المستویة والمربعة ستكون 
عقد كافیة مضمونة مع لزوم عقد إضافیة، بالإضافة الى ضمانات تجربة وخبرات الجراحین وشروط 

ومواصفات الجراحة. خیوط مونوفلامان 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".



BOZ TIBBİ 
MALZEME SANAYİ VE TİCARET A.Ş . 

Declaration of Conformity 

Manufacturer BOZ TIBBİ MALZEME SANAYİ VE TİCARET A.S. 

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

MONAMID 
Product Name Surgical, Polvamide 6-6,6 (PA) Suture 

Synthetic, Sterile, Non-Absorbable, Monofilament, Blue or Black 
colored, Uncoated Surgical Sutures are with or without Teflon pledget 

Properties accessory, loop, single or with double needle or without needle, 
Single Use 
Blue coloring material (C.I . - colour index no 74160) 

Dve Black colorina material (C.I. - colour index no. 77266) 

1 nsu lation/Coati na Uncoated 

Product Models For product models see oaae 2 

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

GMDN No 38000 

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 suppoıting 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 concernino medical devices (MDD 93/42/EEC). 
Standards: 
-For Applicable Standards List see page 3 and 4 
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Surgical, Polyamide 6-6,6 (PA) Suture Product Models 

Synthetic, Sterile, Non-Absorbable, Monofılament, Blue or Black colored, Uncoated 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 Lenahts : 

Needle Shaoes : 

Needle 
Properties: 

Document Code : 
YT-DC-MA 

10/0, 9/0, 8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, O, 1, 2 

0,2 0,3 0,4 0,5 07 1 1,5 2 3 3,5 4 5 

Varietv of lenaths, from 1 O cm to 500 cm 

Varietv of lenaths, from 3 mm to 150 mm 

1/2, 3/8, 1/4, 5/8, Straight, 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, Sauare Bodv, 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 

USP43/ NF 38 

EN ıso 13485: 2016 

EN ıso 14630: 2012 

EN ıso 14911 :2019 

EN ıso 11135:2014 

EN 556-1: 2001 

EN ıso 15223-1:2016 

EN 1041: 2008+A1 :2013 

EN ıso 11138-1:2011 

EN ıso 11138-2:2011 

EN ıso 11131.1 : 2018 

EN ıso 11131-2:2020 

EN 1422:2014 

EN 868-5: 2018 

EN ıso 10993.1:2020 

EN ıso 10993.3:2014 

EN ıso 10993-4:2011 

EN ıso 10993-5:2009 

EN ıso 10993-6:2016 

EN ıso 10993.1:2008 

EN ıso 10993.10:2013 

EN ISO 10993-11:2018 

EN ıso 10993.12:2012 

EN ıso 10993-18:2020 

EN ıso 11601-1 :2020 

EN ıso 11601-2:2020 

Document Code : 
YT-DC-MA 

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 tor 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 tor terminallv sterilised medical devices 
Medical devices - Symbols to be used with medical device labels, labelling and intormation to be supplied 
- Part 1: General reauirements /ISO 15223-1 :2016, Corrected version 2017-03) 

lntormation 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 tor ethylene 
oxide sterilization processes (ISO 11138-1:2017) 

Sterilization of medical devices - Microbiological methods - Part 1: Determination ofa population of 
microoroanisms 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 tor 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, includina corrected version 2018-1 O) 
Biological evaluation of medical devices - Part 3: Tests tor genotoxicity, carcinogenicity and reproductive 
toxicity (ISO 10993-3:2014) 
Biological evaluation of medical devices - Part 4: Selection of tests tor interactions with blood (ISO 10993-
4:2017) 

Biological evaluation of medical devices- Part 5: Tests tor 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 tor 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 tor terminally sterilized medical devices - Part 1: Requirements tor materials, sterile barrier 
systems and packaging systems (ISO 11607-1 :2019) 

Packaging tor terminally sterilized medical devices - Part 2:Validation requirements tor torming, sealing 
and assembly processes (ISO 11607-2:2019) 

Effective Date: 
11.09.2012 

Revision No: 
08 

Revision Date: 
14.06.2021 
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APPLICABLE STANDARDS LIST 

Document Number 

EN ıso 14644-1 :2015 

EN ıso 14644-2:2015 

EN ıso 14644-3:2019 

EN 150 14644-5:2004 

EN 17141 :2020 

EN 150 20417:2021 

T5 10410/ OCT 1992 

T5 4020/ MA Y 2016 

A5TM-F1929-15 

A5TM-F1980-16 

A5TM F1840 - 10(2016) 

ASTM F88 / F88M - 15 

A5TM 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 2.1212 rev2 
January 2012 

MEDDEV 2.12-1 rev 8 

January 2013 

NB-MED/2.5.1/Rec5-rev4 

N B-MED/2.5.1 /Rec6-rev4 

NB-MED/2.5.2/Rec1-rev4 

NB-MED/2.12/Rec1-rev11 

NB-MED/2.13/Rec1-rev3 

EC-D1RECT1VE5 ON MED. 
DEVICE5/ 2007 

Document Code : 
YT-OC-MA 

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 - lntormation 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 
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