
Surgical Suture, Polyglycolicacid (PGA) 
Fast Absorbable,Synthetic,Braided,Undyed

Synthetic absorbable, coated, short term 
wound support and short term mass absorption.

Calcium Stearate and polycaprolactone

EP    : 0.4 to 8
USP  : 8/0 to 6

7 Days 75 %

Polyglycolic Acid (PGA)

Beige (undyed) 

Braided

Definition

Material

Coating

Structure

Colour

Size

Mass Absorption

Gamma Irradiation 

Gynaecology (episiotomies)
Urology
Ophtalmic surgery ( conjunctive suturing)
Odontology (oral mucosa)
Pediatric surgery

subcutaneous.Skin closer - intracutaneous, 
Ligatures

42 days

Tensile Strenght Retention

Sterilization Method

Main Indication

Fastsorb
Surgical Sutures  
Absorbable
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Fastsorb

12 mm

FS1545
6/0

0,7
75 12 Undyed

13 mm

FS1563
6/0

0,7
75 12 Undyed

FS1886
5/0

1,0
75 12 Undyed

FS5912
6/0

0,7
75 12 Undyed

FS1941
5/0

1,0
45 12 Undyed

FS1929
5/0

1,0
75 12 Undyed

16 mm

FS1989
5/0

1,0
75 12 Undyed

FS2503
4/0

1,5
75 12 Undyed

FS1673
6/0

0,7
75 12 Undyed

FS2019
5/0

1,0
75 12 Undyed

FS2539
4/0

1,5
75 12 Undyed

FS2557
4/0

1,5
75 12 Undyed

FS3038
3/0

2,0
75 12 Undyed

19 mm

3/8 
Reverse Cutt�ng
330 M�cron 

        

4/0

1/2 
Round Body,Taper Po�nt 
330 M�cron  
 

        

1/2 
Round Body,Taper Po�nt 
380 M�cron  
 

        

FS2639 75 12 Undyed
1,5

3/8 
Reverse Cutt�ng
330 M�cron  
 

        

3/8 
Reverse Cutt�ng
380 M�cron 

        

3/8 
Reverse Cutt�ng
Prem�um 380 M�cron 

        

FS3108
3/0

75 12 Undyed
2,0

1/2 
Round Body,Taper Po�nt   
 

        

3/8 
Reverse Cutt�ng 

        

20 mm

FS2228
5/0

75 12 Undyed
1,0

3/8 
Ins�de Cutt�ng

        

3/8 
Reverse Cutt�ng

        

1/2 
Round Body,Taper Po�nt   
 

        

USP 
EP

Product 
No

ColorNeedle Length and description
Unit
Pcs

Length
(cm)

Surgical Suture, Polyglycolicacid (PGA) Fast Absorbable,Synthetic,Braided,Undyed
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3/0
FS3141

2,0
75 12 Undyed

1/2 
Round Body,Taper Po�nt   
 

        

FS2683
4/0

75 12 Undyed
1,5

20 mm

FS2250
5/0

1,0
75 12 Undyed

22 mm

FS2745
4/0

1,5
75 12 Undyed

25 mm

FS2787
4/0

1,5
75 12 Undyed

FS3251
3/0

2,0
75 12 Undyed

FS3273
3/0

2,0
75 12 Undyed

FS3756
2/0

3,0
75 12 Undyed

26 mm

FS3785
2/0

3,0
75 12 Undyed

FS4214
0

3,5
75 12 Undyed

FS3821
2/0

3,0
75 12 Undyed

FS4236
0

3,5
75 12 Undyed

30 mm

FS3368
3/0

2,0
75 12 Undyed

3/8 
Reverse Cutt�ng

        

2/0

1/2 
Round Body,Taper Po�nt   
 

        

FS3857
3,0

75 12 Undyed

1/2 
Round Body,Taper Po�nt   
 

        

3/8 
Reverse Cutt�ng

        

1/2 
Round Body,Taper Po�nt   
 

        

3/8 
Reverse Cutt�ng

        

1/2 
Round Body,Taper Po�nt   
 

        

FS4243
0

3,5
75 12 Undyed

FS4607
1

4,0
75 12 Undyed

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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Fastsorb Surgical Suture, Polyglycolicacid (PGA) Fast Absorbable,Synthetic,Braided,Undyed

Unit
Pcs

FS3345
3/0

2,0
75 12 Undyed
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30 mm

FS2885
4/0

1,5
75 12 Undyed

FS3396
3/0

2,0
75 12 Undyed

35 mm

FS3915
2/0

3,0
75 12 Undyed

FS4299
0

3,5
75 12 Undyed

FS4305
0

3,5
90 12 Undyed

FS4643
1

4,0
75 12 Undyed

FS4648
1

4,0
90 12 Undyed

FS3422
3/0

2,0
75 12 Undyed

FS3932
2/0

3,0
75 12 Undyed

40 mm

FS3981
2/0

3,0
75 12 Undyed

3/8 
Reverse Cutt�ng

        

1/2 
Round Body,Taper Po�nt   
 

        

3/8 
Reverse Cutt�ng

        

FS3988
2/0

3,0
90 12 Undyed

FS4367
0

3,5
75 12 Undyed

FS4628
1

4,0
75 12 Undyed

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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Fastsorb Surgical Suture, Polyglycolicacid (PGA) Fast Absorbable,Synthetic,Braided,Undyed

Unit
Pcs

1/2 
Round Body,Taper Po�nt   
 

        

FS4374
0

3,5
90 12 Undyed

37 mm

FS3954
2/0

3,0
90 12 Undyed

1/2 
Round Body,Taper Po�nt   
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40 mm

FS4005
2/0

3,0
75 12 Undyed

45 mm

FS4421
0

3,5
75 12 Undyed

FS4771
1

4,0
75 12 Undyed

FS5034
2

5,0
75 12 Undyed

FS2911
4/0

1,5
75 12 Undyed

50 mm

FS4037
2/0

3,0
75 12 Undyed

FS4453
0

3,5
75 12 Undyed

3/8 
Reverse Cutt�ng

        

FS4811
1

4,0
75 12 Undyed

FS5065
2

5,0
75 12 Undyed

65 mm

FS4864

1/2 
Round Body,Taper Po�nt   
 

        

Stra�ght
Reverse Cutt�ng

        

1/2 
Round Body,Taper Po�nt   
 

        

USP 
EP

Product 
No

ColorNeedle Length and description
Length
(cm)
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Fastsorb Surgical Suture, Polyglycolicacid (PGA) Fast Absorbable,Synthetic,Braided,Undyed

Unit
Pcs

1/2 
Round Body,Taper Po�nt   
 

        

FS4712
1

4,0
75 12 Undyed

FS4718
1

4,0
90 12 Undyed

FS5001
2

5,0
75 12 Undyed

1/2 
Round Body,Taper Po�nt   
 

        
1

4,0
100 12 Undyed
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FASTSORB  
Non-Needle Suture

FS1373
6/0

0,7
150 12 Undyed

FS2325
4/0

1,5
150 12 Undyed

FS2934
3/0

2,0
150 12 Undyed

FS3510
2/0

3,0
150 12 Undyed

FS4113
0

3,5
150 12 Undyed

FS4531
1

4,0
150 12 Undyed

FS4907
2

5,0
150 12 Undyed

USP 
EP

Product 
No

Color
Length
(cm)Non-Needle Suture

150 cm

web : www.bozt�bb�.com
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Unit
Pcs



Prospectus
Prospektüs

FASTSORB
Emilebilir Cerrahi Ameliyat İpliği
Absorbable Surgical Sutures

Please select your language
Lütfen dilinizi seçiniz



“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. "

TANIM
FASTSORB gl�kol�k as�d�n homopol�mer�nden oluşan sentet�k, ster�l, em�leb�l�r 
cerrah� degrade pol�gl�kol�k as�t (PGA) �pl�kt�r. Pol�gl�kol�k as�d�n amp�r�k formülü 
(-O-CH -CO-O-CH -CO-)n şekl�nded�r. Pol�mer z�nc�r� gama ışınımı �le bozunur. 2 2

FASTSORB kals�yum stearat (C H O Ca) ve pol�kaprolakton (C H O )n, 36 70 4 6 10 2

karışımından oluşan b�r kaplama malzemes� �le kaplanmıştır. FASTSORB �pl�k ve 
kaplama maddes� �nert, kolajen yapıda olmayan, ant�jen�k ve p�rojen�k olmayan 
malzemed�r.
FASTSORB �pl�k boyasız, doğal bej renkted�r.

KULLANIM ALANI
FASTSORB �pl�k, oftalm�k uygulamaların da dah�l olduğu genel yumuşak doku 
kapanması ve/veya bağlanmasında kullanılır. Kalp-damar ve s�n�rsel dokularda 
kullanılmaz. FASTSORB �pl�k tek kullanımlıktır. 

ETKİLERİ
Cerrah� PGA �pl�k dokuda haf�f b�r şek�lde akut yangı reaks�yonu göstereb�l�r ve 
f�bröz bağ doku oluşumu ortaya çıkar. H�drol�z sonrasında PGA �pl�ğ�n 
mukavemet� azalır ve em�l�m� gerçekleş�r. H�drol�z sonucunda su ve karbond�oks�t 
meydana gel�r ve vücut dışına atılır. Kütle kaybını tak�ben kopma mukavemet�n�n 
azalması �le em�l�m başlar. PGA �pl�k 7gün �çer�s�nde or�j�nal ger�lme 
mukavemet�n�n yaklaşık %75 �n� muhafaza eder, 42 gün �çer�s�nde �se ger�l�m�n� 
kaybeder.

KULLANILMAMASI GEREKEN YERLER
Em�leb�l�r �p olmasından dolayı uzun sürel� doku desteğ� gereken kapanmalarda 
kullanılmamalıdır. Kalp-damar ve s�n�rsel dokularda kullanılmamalıdır.

UYARILAR
Yara ayrılması r�sk�, uygulanan bölgeye ve kullanılan sütur malzemes�ne göre 
değ�şt�ğ�nden kullanıcının yara kapaması �ç�n süturu kullanmadan önce 
em�leb�len süturların kullanıldığı cerrah� prosedürler ve tekn�klere aş�na olması 
gerek�r. Doktorlar hastalarda kullanılacak süturu seçmeden önce �n v�vo 
performansı (ETKİLERİ kısmının altında) d�kkate almalıdır.  
Der�de 7 günden fazla kalan c�lt süturları bölgesel tahr�şe sebep olab�l�r. Bu 
durumda kes�lmel� ya da uzaklaştırılmalıdır. 
Bazı durumlarda, özell�kle ortoped�k prosedürlerde, dış destekler�n 
�mmob�l�zasyonu cerrahın sağduyusuna göre yönlend�r�lmekted�r. 
İpl�k dışarı atılab�leceğ� ve em�l�m gec�keb�leceğ� �ç�n bu durum, em�leb�l�r �pl�kler�n 
zayıf kan akımının olduğu dokuda kullanımında göz önünde bulundurulmalıdır. 
İpl�kler�n kordon, safra ya da ür�ner s�stemdek� g�b� mevcut olan tuz çözelt�ler� �le 
uzun sürel� teması taş oluşumuna sebeb�yet vereb�l�r. 
Tekrar ster�l etmey�n�z. Açılmış poşetler� ve kullanılmayan �pler� �mha ed�n�z. 
Kontam�ne veya �lt�haplı yaraların tedav�s� �ç�n kabul ed�len cerrah� uygulamalar 
�zlenmel�d�r.

ÖNLEMLER
FASTSORB �pl�ğ�n veya d�ğer tüm cerrah� �pl�kler�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. 
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.
PGA �pl�kler, kullanım karakter�st�ğ�n� arttırmak �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. 
Yüksek sıcaklıklara uzun süre maruz bırakmaktan kaçınınız.
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; yaranın açılması, ş�şme, ger�lme ya da 
gen�şlemen�n oluştuğu bölgeler�n kapatılmasında yeterl� yara desteğ�n�n 
sağlanamaması, yaşlı, yanlış beslenen ya da aşırı zayıf hastalarda yara 
�y�leşmes�n�n gec�kmes�nden dolayı rahatsızlık çeken hastalarda yeterl� yara 
desteğ�n�n sağlanamaması, enfeks�yon, m�n�mal akut doku yangı reaks�yonu, 
�pl�ğ�n c�lt üzer�nde 7 günden daha fazla kalması durumunda bölgesel tahr�ş, 
�pl�kler�n zayıf kan akımının olduğu dokuda dışarı atılması ve em�l�m�n gec�kmes�, 
uzun sürel� tuz çözelt�ler� �le temasta ür�ner s�stemde ve safrada tortu (taş) 
oluşumu ve yaradak� geç�c� bölgesel tahr�ş� �çermekted�r.

PİYASAYA ARZ-SUNUŞ ŞEKLİ
FASTSORB �pl�kler ster�l, örgülü, boyanmamış (bej) olarak U.S.P. 8/0 ve 6 (metr�k 
0.4-8.0) arasında, değ�ş�k boylarda, �ğnel� olarak mevcuttur.
FASTSORB �pl�kler b�r, �k� veya üç düz�nel�k kutularda bulunmaktadır.
FASTSORB �pl�kler ster�l olarak arz ed�l�r.

DEPOLAMA
025 C'n�n altında ve güneş ışığından uzakta depolayınız.

Nemden koruyunuz.
Son kullanma tar�h�nden sonra kullanmayınız.

,Örgülü,Kaplamalı 2292

TSTERILIZE
2

Katalog numarası

Paket zarar görmüşse kullanmayınız

YYYY

YYYY-MM

Tek kullanımlık

Yıl

Yıl-Ay

o25

Güneşten uzak tutunuz

Nemden koruyunuz

ETİKETLEMEDE KULLANILAN İŞRETLER
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FASTSORB Kullanma Tal�matı

Cerrah�, Pol�gl�kol�k As�t
Hızlı Em�leb�l�r PGA Sütur
Sentet�k, Mult�f�laman, Örgülü, Undyed



“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.”

DESCRIPTION
FASTSORB Surg�cal Degraded Polyglycol�c ac�d (PGA) suture; synthet�c, ster�le, 
absorbable, �s homopolymer of glycol�c ac�d. The emp�r�cal formula of polyglycol�c 
ac�d �s (-O-CH -CO-O-CH -CO-)n. The polymer cha�n �s degraded by gamma 2 2

rad�at�on. FASTSORB �s coated w�th the m�xture of calc�um stearate (C H O Ca) 36 70 4

and polycaprolactone (C H O )n. The suture and coat�ng mater�al are �nert, 6 10 2

noncollagenous, nonant�gen�c, and non-pyrogen�c. 
FASTSORB suture �s undyed �n natural be�ge color.

INDICATIONS
FASTSORB suture �s �nd�cated for use �n general soft t�ssue approx�mat�on and/or 
l�gat�on, �nclud�ng use �n ophthalm�c procedures but not for use �n card�ovascular 
and neurolog�cal t�ssues. FASTSORB suture �s for s�ngle use only.

ACTIONS
PGA suture el�c�ts a m�n�mal acute �nflammatory react�on �n t�ssue and �ngrowth of 
f�brous connect�ve t�ssue. Progress�ve loss of tens�le strength and eventual 
absorpt�on of PGA suture occurs by means of hydrolys�s gradually and decreases 
the strength �n the body. After hydrolys�s �t's executed from the body as carbon 
d�ox�de and water. Absorpt�on beg�ns as a loss of tens�le strength followed by a loss 
of mass. PGA suture reta�ns approx�mately 75% of the or�g�nal tens�le strength 
(Break Strength Retent�on-BSR)  �n 7 days. It looses �ts strength �n 42 days.

CONTRAINDICATIONS
The sutures be�ng absorbable should not be used where extended approx�mat�on 
of t�ssue �s requ�red. The sutures should not be used for card�ovascular and 
neurosurg�cal t�ssue.

WARNINGS
Users should be fam�l�ar w�th surg�cal procedures and techn�ques �nvolv�ng 
absorbable sutures before employ�ng 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. 
Phys�c�ans should cons�der the �n v�vo performance (under ACTIONS sect�on) 
when select�ng a suture for use �n pat�ents.
Sk�n sutures wh�ch must rema�n �n place longer than 7 days may cause local�zed 
�rr�tat�on and should be sn�pped off or removed as �nd�cated. 
Under some c�rcumstances, notably orthoped�c procedures, �mmob�l�zat�on of jo�nt 
by external support may be employed at the d�scret�on of the surgeon.
Cons�derat�on should be taken �n the use of absorbable sutures �n t�ssues w�th 
poor blood supply, as suture extrus�on and delayed absorpt�on may occur. 
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 open packages and unused sutures.
Acceptable surg�cal pract�ce should be followed for the management of 
contam�nated or �nfected wounds.

PRECAUTIONS
In handl�ng FASTSORB or any other suture mater�als, 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. 
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.
PGA 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 exper�ences of the surgeon.
Avo�d prolonged exposure to elevated temperatures.
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 the dev�ce �nclude wound deh�scence, 
fa�lure to prov�de adequate wound support �n closure of the s�tes where expans�on, 
stretch�ng, or d�stens�on occur, fa�lure to prov�de adequate wound support �n 
elderly, malnour�shed or deb�l�tated pat�ents, or �n pat�ents suffer�ng from 
cond�t�ons wh�ch may delay wound heal�ng, �nfect�on, m�n�mal acute �nflammatory 
t�ssue react�on local�zed �rr�tat�on when sk�n sutures are left �n place for greater 
than 7 days, suture extrus�on and delayed absorpt�on �n t�ssue w�th poor blood 
supply, calculus format�on �n ur�nary and b�l�ary tracts when prolonged contact w�th 
salt solut�on such as ur�ne and b�le occurs, and trans�tory local �rr�tat�on at the 
wound s�te.    

HOW SUPPLIED
FASTSORB sutures are ava�lable as ster�le, bra�ded, undyed (be�ge) strands �n 
s�zes 8/0 thru 6 (metr�c s�zes 0.4 – 8.0) �n a var�ety of lengths, w�th a var�ety of 
needles. FASTSORB sutures are ava�lable �n one, two and three dozen boxes. 
FASTSORB suture �s suppl�ed ster�le.

STORAGE
oStore below 25 C and keep away from sunl�ght. Protect from hum�d�ty. Do not use 

after exp�ry date.

Undyed ,Absorbable , Braided , Coated 2292

Do not resterilize

Manufacturer

STERILIZE
2

Catalogue Number

Do not use if pack age is damaged

YYYY

YYYY-MM

Attent�on, See �nstruct�on for use

-

FASTSORB
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Instruct�on for Use
Surg�cal, Polyglycol�c Ac�d
Rap�d Absorbable PGA Suture
Synthet�c, Mult�f�lament, Bra�ded, Undyed



"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.

DESCRIPTION
La suture d'ac�de Polyglycol�que Dégradée Ch�rurg�cale (PGA)  FASTSORB ; 
synthét�que, stér�le, absorbable, est l' homopolymère de l'ac�de glycol�que. La formule 

2emp�r�que de l'ac�de polyglycol�que est  (-O-CH -CO-O-CH -CO-)n. La cha�ne du 2

polymère est dégradé par la rad�at�on de gamma. FASTSORB est revêtu avec le mélange 
de calc�um stéarate (C H O Ca) and polycaprolactone (C H O )n. La suture et le 36 70 4 6 10 2

matér�el de revêtement sont �nertes, non collagènes, non ant�gén�ques et non pyrogènes. 
La suture de FASTSORB n'est pas te�nt et a la couleur de be�gne naturel. 

INDICATIONS
La suture de FASTSORB est �nd�quée pour l'ut�l�sat�on dans l'approx�mat�on et/ou l�gature 
des t�ssus mous en général couvrant auss� les procédures ophtalm�ques ma�s non pour 
l'ut�l�sat�on dans les t�ssus card�ovascula�res et neurolog�ques. La suture de FASTSORB  
est dest�ne à une ut�l�sat�on un�que. 

EFFICACITÉ
La suture de PGA susc�te une réact�on a�gue fa�ble dans le t�ssue et une cro�ssance des 
t�ssus connect�ves f�breux.  Une perte progress�ve de force de tract�on et une absorpt�on 
éventuelle de la suture PGA  surv�ennent par hydrolyse peu à peu et d�m�nue la force dans 
le corps. Après l'hydrolyse, le carbone d�oxyde et l'eau sont rejetés du corps. L'Absorpt�on 
commence par la perte de la force de tract�on poursu�v�e par la perte de masse.  La suture 
de PGA ret�ent env�ron les 75% de la force de tract�on dans 7 jours. Elle perd sa force dans 
42 jours.

CONTRE-INDICATIONS
Les sutures qu� sont  absorbables ne do�vent pas être ut�l�sées où une approx�mat�on 
extens�ve de t�ssue est requ�se.  Les sutures ne do�vent pas être ut�l�sées pour les t�ssus 
card�ovascula�res et neuroch�rurg�caux. 

AVERTISSEMENTS
Les ut�l�sateurs do�vent être fam�l�ers avec les procédures et techn�ques ch�rurg�cales 
couvrant les sutures absorbables avant l'emplo� pour la fermeture de pla�e, car le r�sque 
de déh�scence de la pla�e peut var�er avec la zone d'appl�cat�on et le matér�el de suture 
ut�l�sé. Les phys�c�ens do�vent cons�dérer la performance �n v�vo (sous la sectıon 
EFFICACITÉ) en cho�s�ssant la suture pour l'ut�l�sat�on chez les malades.
Les sutures ép�derm�ques qu� do�vent rester en place plus de 7 jours peuvent causer une 
�rr�tat�on local�sée et do�vent être découpées ou enlevées de cette zone comme �nd�qué. 
Dans certa�ns cas, notamment dans les procédures orthopéd�ques, l'�mmob�l�sat�on du 
jo�nt par le support externe peut être ut�l�sé à la d�scrét�on du ch�rurg�en. 
Etant donné que le f�l peut être rejeté et que l'absorpt�on peut se retarder, cette s�tuat�on 
do�t être tenue en compte lors de l'ut�l�sat�on des f�ls absorbables dans le t�ssu ou la 
c�rculat�on du sang est fa�ble. L'ut�l�sateur do�t être fam�l�er aux procédures et techn�ques 
ch�rurg�cale.
Comme avec tout corps étranger, le contact prolongé de toute suture avec les solut�ons 
de sel, telles que celles trouvées dans les vo�es ur�na�res ou b�l�a�res peuvent résulter à la 
format�on de calcul. Ne pas réstér�l�ser. Détru�re les sachets ouverts et les sutures non 
ut�l�sées.
Une prat�que ch�rurg�cale acceptable  do�t être poursu�v�e pour la gest�on des pla�es 
contam�nées ou �nfectées. 

PRÉCAUTIONS
Lors de la man�pulat�on du FASTSORB ou d'autres matér�aux de suture, on do�t être 
attent�f à év�ter d'endommager la suture et l'a�gu�lle.  Ev�ter les endommagements comme 
le broyage et le serrage résultant de l'appl�cat�on des out�ls ch�rurg�caux comme le 
forceps ou le porte-a�gu�lle. 
Pour év�ter d'endommager les po�nts de l'a�gu�lle et les zones de d'étampe, agr�ppez 
l'a�gu�lle dans une zone t�erce   (1/3) à une-dem�   (1/2) de la  d�stance de l'extrém�té  

foncée à la po�nte. Le remodelage des a�gu�lles peut leur causer une perte de force et les 
rendre mo�ns rés�stantes à la flex�on et à la rupture.  Les ut�l�sateurs do�vent fa�re attent�on 
à la man�pulat�on des a�gu�lles ch�rurg�cales pour év�ter les p�qûres d'a�gu�lles 
acc�dentales.
Les sutures PGA qu� sont tra�tées pour augmenter les caractér�st�ques de man�pulat�on 
demandent la techn�que ch�rurg�cale acceptée des nœuds dro�ts et carrés avec des jets 
supplémenta�res comme garant� par les c�rconstances ch�rurg�cales et les expér�ences 
du ch�rurg�en.  
Ev�ter l'expos�t�on prolongée aux températures élevées. 
La d�spos�t�on des produ�ts contam�nés et non ut�l�sés est en conform�té avec les 
ex�gences locales et d'�nstallat�on. Jeter les a�gu�lles ut�l�sées dans des conteneurs “pour 
“objets po�ntus”. 

EFFETS SECONDAIRES
Les effets  seconda�res l�és à l'ut�l�sat�on de l'appare�l couvrent la déh�scence de la pla�e, 
le manque de sout�en de pla�e pour les zones de gonflement, d'extens�on ou 
d'élarg�ssement, le manqué de sout�en de pla�e pour les pat�ents souffrants étant donné 
de leur âge, la malnutr�t�on ou leur fa�blesse, l'�nfect�on, la réact�on �nflammato�re a�gue 
m�n�male, l'�rr�tat�on locale dans le cas où la suture reste plus de 7 jours sur la peau, 
l'extrus�on de suture et l'absorpt�on retardée dans le t�ssue avec une fourn�ture fa�ble 
sangu�ne, la format�on de calcul dans les vo�es ur�na�res et b�l�a�res lorsqu'�l ex�ste un 
contact prolongé avec la solut�on de sel comme la b�le d'ur�ne et l'�rr�tat�on locale 
prov�so�re dans la zone de pla�e.  

COMMERCIALISATION
Les sutures de  FASTSORB sont d�spon�bles en tresse s, stér�les, sans couleur (be�ge) 
dans les d�mens�ons de  8-0 thru 6 (d�mens�on métr�que 0.4 – 8.0) dans une var�été de 
longueurs, avec une var�été d'a�gu�lles. Les sutures de  FASTSORB sont d�spon�bles 
dans des bo�tes à une, deux et tro�s douza�nes. Les sutures de FASTSORB sont stér�les. 

CONSERVATION
0Conserver sous la température de  25 C et garder lo�n des rayons sola�res.  

Protéger de l'hum�d�té. 
Ne pas ut�l�ser après la date l�m�te de consommat�on. 
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Mode d’emplo�
Ch�rurg�e, Ac�de polyglycol�que
PGA absorbable rap�de Suture 
Synthét�que, Mult�f�lament, Tressê, Non coloré

FASTSORB



"قامت الرابطة الأوروبية الصناعية للمعدات  الجراحية (EASSI) بتطوير نظام مصمم لتعريف مختلف خصائص منتجات المعدات الجراحية بشكل مرئي وبديهي. كما أن إدارة  الأجهزة الطبية
 (MDD 93/42/EEC) (Medical Device Directive)  أتاحت إمكانية استخدام الرموز  وتوصيل المعلومات من المصنعين إلى المستخدمين مباشرة دون الحاجة إلى الترجمة لعدة لغات"

التاثيرات الجانبية 
التاثيرات الجانبية المتعلقة بالخيوط الصناعية ،  انتفاخ الجرح ، عدم توفير الدعم اللازم للجروح في حالة حدوث تورمات وانتفاخات وشد في مناطق 

الخياطة لغلق الجرح ، عدم توفير الدعم الكافي للجروح لدى المسنين والذين يعانون من سوء التغذية او الذين يعانونم من ضعف شديد يؤدي الى 
تاخير التئام والتحام الجروح. حدوث تخريش في المواقع التي تستعمل فيها الخيوط بعد 7 أيام من التطبيق ، امكانية حصول انفكاك في الخياطة في 

منطقة الانسجة الحيوية ذات الدوران الدموي الضعيف وقلة الامتصاص. تكوين حصى وترسبات في الجهاز البولي لدى تماسه لفترة طويلة مع 
المحاليل الملحية، مع حدوث تخريشات في المناطق التي استخدم فيها.   

اشكال عرضه في الاسواق 
يتم عرضه في الاسواق على شكل خيوط رابيدسورب *FASTSORB نسيجية غير مصبوغة باطوال مختلفة تتراوح مابين (0٫4 – 8 متر) 

  U.S.P إلى 6 مع الابرة.  خيوط رابيدسورب *FASTSORB متوفرة في علب تحتوي على دزينة احادية او ثنائية او ثلاثية. 
رابيدسورب *FASTSORB الجراحية معقمة

التخزين 
يجب ان تتم عملية التخزين في دؤجات حرارة اقل من 25 درجة مئوية وبعيدة عن اشعة الشمس والرطوبة. لا تستخدموا الخيوط منتهية 

الصلاحية. 

لا تقم بإجراء التعقيم مرة أخرى

المصنع
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التعريف :
ان خيوط رابيدسورب *FASTSORB حامض البولي جليوكول PGA تتكون من الهوموبوليمرات ، معقمة واصطناعية وقابلة للامتصاص للاستعمالات 

O-CH-)يتم تغليف رابيدسورب  -CO-O-CH -CO-)n  2الجراحية. تضمحل سلسلة البوليمر مع اشعة غاما. صيغة حامض البولي جليوكول هي 2

C)ان مادة التغليف لخيوط  H O )n. والبولي كابرولاكتين (C H O Ca) بخليط من مادة سترات الكالسيوم  والبولي كابرولاكتون FASTSORB*6 10 2 36 70 4

رابيدسورب *FASTSORB  مواد خاملة، وليست بتركيب الكولاجين، مواد ليست مثيرة للحساسية او مولدة للحمى.
خيوط رابيدسورب *FASTSORB غير مصبوغة وانما تحمل ل

مجالات الاستعمال
تستعمل خيوط رابيدسورب *FASTSORB في كافة العمليات الجراحية لغلق جروح الاسجة الناعمة الرخوة بشكل عام وكذلك في الربط بما فيها تطبيقات 

اوفتالاميك، تستخدم خيوط رابيدسورب *FASTSORB لمرة واحدة فقط. ولكن ليس للاستخدام في أنسجة القلب والأوعية الدموية والعصبية.

التاثيرات
وتليف في الانسجة الرابطة. يتم امتصاصه تدريجيا عن  عند استعمال خيوط رابيدسورب *FASTSORB الج
طريق التحلل المائي، ويمكن ان يحدث تراجع في مقاومته للشد. يطرح إلى خارج الجسم على شكل ثاني اوكسيد الكاربون والماء بعد تحلله. تبدا عمليه الامتصاص 

مع بداية ضعف مقاومته للشد مع الزمن يعقبها تناقص في الكتلة. لوحظ أنه يحافظ على نسبة 75% من قوة الشد الاصلية بعد زراعة رابيدسورب 
*FASTSORB  الجراحية خلال فترة 7 ايام. مع بدأ فقدان كتلتها تبدا بفقدان مقاومتها للقطع وتبدأ عملية امتصاصها خلال 42 يوم بفقد قابليته للشد. 

وز فيها استخدامه 
يجب عدم استخدامه في المناطق التي تتطلب بقاء الخيوط الجراحية لمدة طويلة كي يلتئم الجرح وذلك بسبب قابليته على الامتصاص. يجب عدم الإستخدام في 

أنسجة القلب والأوعية الدموية والعصبية. 

التحذيرات 
بسبب أن خطورة حدوث انفتاح بالجروح (فتق) تختلف من منطقة الى اخرى وتختلف ايضا حسب المواد المستعملة، فانه يجب على مستخدمين الخيوط الجراحية 

ان يكون لهم اطلاع على الطرق الجراحية والتقنيات المالوفة المتعلقة باستخدام الخيوط الجراحية غير القابلة للامتصاص قبل استخدامها. يجب على الطبيب 
رية في الجسم. المختص أن ياخذ بعين الاعتبار كفاءة اداء الخيوط (في قسم التأثيرات) في ا

قد تحدث تخريشات موقعية بعد اكثر من 7 ايام من الاستخدام ، لذا يجب نزعه من مكانه او قطعه . في بعض الحالات قد يستوجب تثبيت المنطقة كي لا 
تتحرك عن طريق ربطها وخاصة في حالات جراحة العظام والاطراف وهو امر متروك للجراح المسؤول. 

 FASTSORB* يجب الاخذ بعين الاعتبار التاخر بعملية الامتصاص والخياطة في الانسجة ذات الدوران الدموي البطئ عند استعمال خيوط رابيدسورب
الجراحية. يجب عل المستخدم ان يكون لديه المام وتجربة جيدة طرق وتقنيات الاستعمال . لا يجوز اعادة تعقيمة. اتلفوا العلب ذات التغليف المفتوحة حتى لو 
ري البولية اذا طالت فترة تماسها مع المحاليل  كانت الخيوط غير مستعملة. من الممكن ان تسبب هذه الخيوط تكوين الحصى في الغدة الصفراء او الحالب 

الملحية الموجودة في تلك الاجهزة الحيوية. 
يجب تطبيق الممارسة الجراحية المقبولة لإدارة الجروح الملوثة أو المصابة.

التدابير 
تجنب الحاق الضرر بالابرة او خيوط رابيدسورب *FASTSORBالجراحية عند الاستخدام. تجنب الوقوع في اخطاء عملية سحق او ضغط او التواء الخيوط 

خلال استخدام الادوات لجراحية مثل الملاقط او الماسكات وغيرها من الادوات.
رة إلى  لتجنب نقاط إبرة والمناطق الأرجح بالتعرض للأضرار، يجب أن يتم توجيه الإبرة في ثلث المساحة (3/1) إلى النصف (2/1) من مسافة 

هذه النقطة. إعادة تشكيل الإبر قد تسبب فقد القوة وتكون أقل مقاومة للثني والكسر. يجب على المستخدمين توخي الحذر عند التعامل مع الإبر الجراحية 
لتجنب وخز الإبر غير المقصود.

مثلما يجري في عملية الخياطة باستخدام الخيوط الجراحية في كافة انواع الجراحة، فانه يتم استخدام تقنيات العقدة المستوية والمربعة التي تعتبر من الطرق المضمونة 
والمرتبطة بخبرة وتجربة الجراح وشروط الجراحة، وذلك من اجل زيادة قابليته على الاستعمال المطلوب. 

تجنب تعريضه لدرجات الحرارة المرتفعة لفترات طويلة. 
التخلص من المنتجات الملوثة وغير المستخدمة يجب أن يكون وفقا للمتطلبات المحلية والمرافق ذات الصلة. تجاهل الإبر المستخدمة في حاويات النفايات "الحادة".
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جراحي، حمض بولیجلیكولیك 
خیاطة بي.جي.إیھ قابلة للامتصاص بسرعة

اصطناعي، متعدد الشعیرات، مضفر، غیر مصبوغ

FASTSORB
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Declaration of Conf ormi 

Manufacturer BOZ TIBBİ MALZEME SANAYİ VE TİCARET A.Ş. 

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

FASTSORB 
Product Name Surgical, Polyglycolic Acid (Rapid PGA) Suture 

Properties 
Sterile, Synthetic, Rapid Absorbable, Braided, Multifılament, Undyed, 
Coated, With or Without Needles, Single Use 

Dye Undyed (natural,beige) 

lnsulation/Coating Calcium stearate + polycaprolactone 

Product Models For product models see page 2 

LotNo 2101001 ......... 2112099 

GMDN No 17471 

Classifıcation Class ili, 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 of 93142/EEC 
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 see page 3, 4, 5 and 6 
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Surgical, Polyglycolic Acid (Rapid PGA) Suture Product Models 

Synthetic, Sterile, Rapid Absorbable, Multifilament, Braided, Undyed 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: 
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8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, O, 1, 2, 3, 4, 5, 6 

0,4 0,5 0,7 1 1,5 2 3 3,5 4 5 6 6 7 8 

Varietv of lenoths, from 1 O cm to 500 cm 

Varietv of lenoths, from 3 mm to 150 mm 

1/2, 3/8, 1/4, 5/8, Straiqht, 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 Bodv, Blunt Point, Ball Point. 
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APPLICABLE STANDARDS LIST 

Document Number 1 

1. Harmonised Standards 

EN ISO 13485: 2016 

EN ıso 14971:2019 

EN 556-1: 2001 

EN 1422:2014 

EN 15015223-1:2016 

EN 1041: 2008+A1:2013 

EN ıso 11135:2014 

EN ıso 11131.1:2015 

EN ıso 11131.2:2015 

EN ıso 11138-1:2011 

EN ıso 11138-2:2011 

EN 150 11737-1: 2018 

EN ıso 11131-2:2020 

EN ıso 10993.1:2020 

EN ISO 10993-3:2014 

EN ıso 10993-4:2011 

EN ISO 10993-5:2009 

EN 150 10993-6:2016 

EN ıso 10993.1:2008 

EN ıso 10993.11:2018 

EN ıso 10993.12:2021 
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Title of Document 

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

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

Sterilization of medical devices - Requirements for medical devices to be designated "Sterile" - Part 
1: Requirements for terminally sterilised meqical devices 

Sterilizers for medical purposes - Ethylene oxide sterilizers - Requirements and test methods 

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

Sterilization of health care products - Radiation - Part 1: Requirements for development, validation 
and routine control ofa sterilization process for medical devices (ISO 11 137-1 :2006, including Amd 
1 :2013) 

Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose (ISO 
11137-2:2013) 

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 11138-2:2017) 

Sterilization of health care products - 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) 

Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk management 
process (ISO 10993-1:2018, including corrected version 2018-10) 

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 11 : Tests for systemic toxicity (ISO 10993-11 :2017) 

Biological evaluation of medical devices - Part 12: Sample preparation and reference materials 
(ISO 10993-12:2021) 
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Document Number 

EN ıso 10993-13:201 o 

EN ıso 10993-18:2020 

EN ISO 11607-1 :2020 

EN ıso 11601-2:2020 

EN ıso 14644-1:2015 

EN ISO 14644-2:2015 

EN ıso 14644-3:2019 

EN ıso 14644-5:2004 

EN ıso 14630:2012 

2. Pharmacopeia 

EP 10.0-01/ 2008:0667 

EP 10.0-01/ 2008:0666 

USP 43/ NF 38 

3. Other Standards 

EN 868-5: 2018 

EN ıso 10993.10:2013 

EN ıso 11137-3:2011 

EN ıso 1s223-1:2021 

EN 17141:2020 

ISO 8601-1 :2019 

ıso 13181:2011 

TS 4020/ MA Y 2016 

TS 4169/ FEB 1984 
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Title of Document 

Biological evaluation of medical devices - Part 13: ldentifıcation and quantifıcation of degradation 
products from polymeric medical devices (ISO 10993-13:2010) 

Biological evaluation of medical devices - Part 18: Chemical characterization of medical device 
materials within a risk management process (ISO 10993-18:2020) 

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) 

Cleanrooms and associated controlled environments - Part 1: Classifıcation of air deanliness by 
partide concentration (ISO 14644-1 :2015) 

Cleanrooms and associated controlled environments - Part 2: Monitoring to provide evidence of 
deanroom performance related to air deanliness by partide 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) 

Non-active surgical implants - General requirements (ISO 14630:2012) 

European Pharmacopoeia 10.0-01/ 2008:0667 Sutures, Sterile Synthetic Absorbable Braided 
Monograph 

European Pharmacopoeia 10.0-01/ 2008:0666 Sutures, Sterile Synthetic Absorbable Monofılament 
Monograph 

United States Pharmacopoeia Official Monographs / Absorbable Surgical Suture 

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 10: Tests for irritation and skin sensitization (ISO 
10993-10:201 O) 

Sterilization of health care products - Radiation - Part 3: Guidance on dosimetric aspects of 
development, validation and routine control (ISO 11137-3:2017) 

Medical devices - Symbols to be used with information to be supplied by the manufacturer - Part 1: 
General requirements (ISO 15223-1 :2021) 

Cleanrooms and associated controlled environments - Biocontamination control 

Date and time - Representations for information interchange - Part 1: Basic rules 

lmplants for surgery - Homopolymers, copolymers and blends on poly(lactide) - in vitre 
degradation testing 

Surgical needles 

The Determination Of Hazardous Residues in Plastics Used For Health Purposes 

Effective Date: 
11.09.2012 

Revision No: 
08 

Revision Date: 
10.11.2021 

Number of Pages: 
4/6 



Document Number Title of Document 

TS 10410/ OCT 1992 Methods For Sterility Control (For Medical Purposes) 

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

EN 150 20417:2021 Medical devices - lnformation to be supplied by the manufacturer (ISO 20417:2021) 

CEN 150/TR 24971 :2020 Medical devices - Guidance on the application of ISO 14971 (ISO/TR 24971 :2020) 

4. Guidance Documents 

4.1. ASTM Documents 

ASTM F1929-15 Standard Test Method for Detecting Seal Leaks in Porous Medical Packaging by Dye Penetration 

ASTM F1980-16 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices 

ASTM F1840 -10(2016) Standard Terminology for Surgical Suture Needles 

ASTM F88 / F88M - 15 Standard Test Method for Seal Strength of Flexible Barrier Materials 

ASTM D5276 - 19 Standard Test Method for Drop Test of Loaded Containers by Free Fail 

4.2. Guidance MEDDEVs 

MEDDEV 2. 4/1 Rev. 9 MEDICAL DEVICES: Guidance document - Classifıcation of medical devices 
June 2010 

MEDDEV 2. 2/3 rev.3 'Use-by' date for medical devices 
June 1998 

MEDDEV 2.7/1 revision 4 Clinical Evaluation: A Guide for Manufacturers and Notifıed Bodies Under Directives 93/42/EEC 
June 2016 and 90/385/EEC 

MEDDEV 2.12/2 rev2 Post-Market Clinical Follow-up Studies 
January 2012 

MEDDEV 2.12-1 rev 8 Guidelines on a Medical Devices Vigilance System 
January 2013 

4.3. NB-MED Documents 

N B-MED/2.5.1 /Rec5-rev4 Technical Documentation 

N B-MED/2.5.1 /Rec6-rev4 Renewal of EC Design-Examination and Type-Examination Certifıcates 

N B-MED/2.5.2/Rec1 -rev4 Subcontracting - QS related 

NB-MED/2.1 2/Rec1-rev11 Post-Marketing Surveillance (PMS) post market/production 

NB-MED/2.13/Rec1-rev3 CE-Marking of pre-MDD devices 

4.4. MDCG Documents 

MDCG 2018-1 Rev.4 

April 2021 

MDCG 2018-2 

March 2018 

MDCG 2018-3 Rev.1 

June 2020 

MDCG 2018-4 

October 2018 

MDCG 2018-5 

October 2018 
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Guidance on BASIC UDi-Di and changes to UDi-Di 

Future EU medical device nomenclature - Description of requirements 

Guidance on UDi for systems and procedure packs 

Defınitions/descriptions and formats of the UDi core elements for systems or procedure packs 

UDi assignment to medical device software 
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Document Number 

MDCG 2018-6 

October 2018 

MDCG 2018-7 

October 2018 

MDCG 2019-1 

January 2019 

MDCG 2019-2 

February 2019 

MDCG 2019-4 

April 2019 

MDCG 2019-5 

April 2019 

MDCG 2019-7 

June 2019 

MDCG 2020-3 

March 2020 

MDCG 2020-7 

April 2020 

MDGC 2020-8 

April 2020 

MDCG 2020-15 

August 2020 

MDCG 2020-18 
December 2020 

MDCG 2021-1 Rev.1 

May 2021 

MDCG 2021-09 

May 2021 

MDCG 2021-1 O 

June 2021 

MDCG 2021-13 Rev.1 

July 2021 

MDCG 2021-19 

July 2021 

MDCG 2021-25 

October 2021 

4.5. Directive 

EC-DIRECTIVES ON 
MED. DEViCE$/ 2007 

Document Code : 
YT-DC-FS 

Title of Document 

Clarifıcations of UDi related responsibilities in relation to article 16 

Provisional considerations regarding language issues associated with the UDi database 

MDCG guiding principles tor issuing entities rules on basic UDi-Di 

Guidance on application of UDi rules to device-part of products referred to in article 1 (8), 1 (9) and 
1 (1 O) of Regulation 745/2017 

Timelines tor registration of device data elementsin EUDAM ED 

Registration of legacy devices in EUDAMED 

Guidance on article 15 of the medical device regulation (MOR) and in vitro diagnostic device 
regulation (IVDR) on a 'person responsible tor regulatory compliance' (PRRC) 

Guidance on signifıcant changes regarding the transitional provision under Article 120 ofthe MOR 
with regard to devices covered by certifıcates according to MDD or AIMDD 

Guidance on PMCF plan template 

Guidance on PMCF evaluation report template 

MDCG Position Paper on the use ofthe EUDAMED actor registration module and ofthe Single 
Registration Number (SRN) in the Member States 

MDCG Position Paper on UDi assignment tor Spectacle lenses & Ready readers 

Guidance on harmonised administrative practices and alternative technical solutions until 
EUDAMED is fully functional 

MDCG Position Paper on the lmplementation of UDi requirements for contact lenses, spectacle 
frames, spectacle lenses & ready readers 

The status of Appendixes E-1 of IMDRF N48 under the EU regulatory framework tor medical 
devices 

Questions and answers on obligations and related rules tor the registration in EUDAMED of actors 
other than manufacturers, authorised representatives and importers subject to the obligations of 
Article 31 MOR and Article 28 IVDR 

Guidance note integration of the UDi within an organisation's quality management system 

Application of MDR requirements to "legacy devices" and to devices placed on the market prior to 
26 May 2021 in accordance with Directives 90/385/EEC or 93/42/EEC 

uidelines on A Medical Devices Vigilance System 
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