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Definition
Synthetic absorbable, coated, mid term wound
support and mid term mass absorption.

Material

Polyglycolic Acid (PGA)
Coating

Calcium Stearate and polycaprolactone
Structure

Braided - Multifilament

Colour

Violet (dyed) or Beige (undyed)
Size

EP :041t08

USP :8/0to 6

93@2(@ web : www.boztibbi.com
email: boz@boztibbi.com

Surgical Sutures
Absorhable

Tensile Strenght Retention
2. Week 75 % - 3. Week 50 %

Mass Ahsorption
60-90 days

Sterilization Method
Ethylene Oxide Gas

Gastrointestinal Surgery

Gynaecology

Opthalmic Surgery

Orthopedics

Urology

Skin closer - intracutaneous, subcutaneous.
Ligatures
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G I I ko So rb Surgical Suture, Polyglycolicacid (PGA) Absorbable,Synthetic,Braided

Needle Length and description P’°,\‘l"c‘>‘°* UESPP L?gr?];h I‘,’g': Color
6 mm
3/8 = 8/0
N GS5401 45 12 Violet
Spatul
Zgg ijllﬁ:ron N~ == 0,4
GS1156 8/0 45 12 Violet
3/8 N < 0,4
Spatula — == 7/0
230 Micron GS1252 30 12 Violet
0,5
6,6 mm
1/2 T ~r 8/0
GS5519 60 12 Violet
Cob U/
21(3)0 rI\al‘licron =t 0,4
g({bzra N/ D GS5518 0 60 12 Violet
280 Micron v 0,5
8 mm
GS1193 8/0 30 12 Violet
1/2 \ A < 0.4
Spatula Z == 8/0
230 Micron GS1195 45 12 Violet
0,4
710 .
12 D — GS1272 os 45 12 Violet
350 Mieron o = 610
1
GS1395 45 12 Violet
0,7
1/2 5/0
Spatul N GS5526 45 12 Violet
32(? IL\JIIﬁ:ron -/ = 1,0
1/4 = 8/0
Spatula GS1190 45 12 Violet
215:)0 Micron — == 0,4 o
1/4 == 710
Spatul >~ GS5876 45 12 Violet
2gg ll\JIIﬁ:ron — =t 0,5
GS1268 70 45 12 Violet
0,5
GS1404 6/0 30 12 Violet
0,7
1/4 A = 6/0
spataa — =& | GS1405 o 45 12 Violet
GS1406 6/0 45 12 Undyed
0,7
GS1764 5/0 45 12 Violet
1,0

gzvz(@ web : www.boztibbi.com
email: boz@boztibbi.com
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G I I ko So rb Surgical Suture, Polyglycolicacid (PGA) Absorbable,Synthetic,Braided

Needle Length and description P’?\?;‘C* UESPP Lfgr?];h I‘,’g': Color
8 mm
4
gp{a4t.ula . <> GS2362 0 45 12 Violet
430 Micron =) = 1,5
= 4/0
g,ﬁma 5 — GS2363 45 12 Violet
430 Micron 1,5
3/8 8/0
Round Body, T: Point GS1207 30 12 Violet
2§(lJmMicrc')or); aperrom ~ — 0.4
6/0 _
GS1413 45 12 Violet
0,7
3/8 6/0 .
Round Body, Taper Point \t;_,\fi © GS1426 45 12 Violet
280 Micron — 0,7
5/0 .
GS1768 45 12 Violet
1,0
10 mm
3/8 © 6/0
Round Body, Taper Point g —0 GS1480 75 12 Violet
280 Micron 0,7
3/8 M 6/0 |
Reverse Cutting ~ —% GS1496 07 45 12 Violet
330 Micron '
3/8 \4 6/0
| ~— GS1492 45 12 Violet
R Cutt
3§6/ehl;lsiirol:1 "o " el 0,7
3/8 6/0
Inside Cutting & A GS1508 45 12 Violet
280 Micron — 07
12 mm
3/8 4 6/0
R Cutti \__/ GS1541 45 12 Violet
330 Micron Rt 07
3/8 \_// = 6/0
Spatula GS1523 45 12 Violet
250 ijllicron v == 0,7
13 mm
6/0 .
GS1560 45 12 Violet
1/2 ©) 0,7
Round Body, Taper Point
S e e 610
GS1564 75 12 Violet
0,7

%;

web : www.boztibbi.com
email: boz@boztibbi.com
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G I I ko So rb Surgical Suture, Polyglycolicacid (PGA) Absorbable,Synthetic,Braided

o Product USP Length Unit
Needle Length and description No EP (cm) PCs Color
13 mm
1/2 6/0 _
Round Body, Taper Point U © GS1561 45 12 Violet
330 Micron \_J —e 0.7
1/2 O, 5/0
Round Body, Taper Point GS1885 75 12 Violet
380 Micron P — 10
1/2 o 5/0
Round Body, Taper Point GS1894 75 12 Violet
430 Micron o O" - — 1,0
GS1580 6/0 45 12 Violet
I0le
3/8 " o 07
Round Body, Taper Point
330 Micron — 6/0 |
GS1590 75 12 Violet
07
3/8 O 5/0
Round Body, Taper Point \_/ 75 12 Violet
380 Micron —e | GSM
GS2432 4/0 45 12 Violet
318 " o 5
Round Body, Taper Point o«
430 Micron — 4/0 _
GS2434 60 12 Violet
1,5
3/8 4 5/0 _
R Cutti \__/ GS1928 75 12 Violet
380 Micron " 1,0
3/8 4 4/0
R Cutti GS2456 75 12 Violet
Beueine Cutng =
Spatula GS1605 45 12 Violet
25?0 IL\JIIicron \// e 0,7
3/8 = 5/0
Spatula K/ GS1873 60 12 Violet
3§0 Micron v s = 1,0
3/8 7N 4/0
Trocar \_/ GS2416 45 12 Violet
330 Micron = 15
16 mm
GS1990 5/0 75 12 Violet
1,0
GS1992 5/0 75 12 Undyed
1,0
1/2 v ®
Round Body, Taper Point — GS2503 4/0 75 12 Undyed
1,5
GS2504 4/0 75 12 Violet
1,5

%z@’ web : www.boztibbi.com
email: boz@boztibbi.com
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G I I kO So rb Surgical Suture, Polyglycolicacid (PGA) Absorbable,Synthetic,Braided

Needle Length and description P’?\?;‘C* UESPP L?é‘r?];h I‘,’g': Color
16 mm
1/2 © 3/0 ,
Round Body, Taper Point U —0_ GS3005 2.0 75 12 Violet
GS1674 6/0 75 12 Violet
0,7
V GS2014 5/0 45 12 Undyed
1,0
g!\grse Cutting v = 4/0
GS2540 75 12 Violet
1,5
GS3025 3/0 75 12 Violet
2,0
GS2140 5/0 45 12 Violet
1,0
A GS2144 5/0 75 12 Violet
1,0
3/8
Inside Cutting v — 4/0
GS2557 75 12 Undyed
1,5
GS3039 3/0 75 12 Violet
2,0
17 mm
1/2 U © GS2584 410 75 12 Violet
Round Body, Taper Point —e_ 15
18 mm
Gsss25 | 20 75 12 Violet
1,0
1/2 ® 4/0 _
Round Body, Taper Point U —0_ GS2613 15 75 12 Violet
2/0 .
GS3624 75 12 Violet
3,0
3/8 ® 3/0 _
Round Body, Taper Point v e | GS3085 20 75 12 Violet
19 mm
7 GS1706 6/0 75 12 Violet
0,7
g!\grse Cutting v s 4/0
GS2640 75 12 Violet
15
3/8 - 5/0
R Cutti GS2211 45 12 Violet
Revee cutrs S ==

24

93172®

web : www.boztibbi.com
email: boz@boztibbi.com



G I i koso rb Surgical Suture, Pol

lycolicacid (PGA) Absorbable,Synthetic,Braided

20 mm
GS2229 fl(? 75 12 Violet
1/2 ®
Round Body, Taper Point w — GS2685 4/0 75 12 Violet
1,5
GS3142 3/0 75 12 Violet
2,0
1/2 @ 4/0 .
T cuting \J o | osz73 | 75 12 Violet
GS2250 f/(? 75 12 Undyed
GS2716 41.I50 45 12 Undyed
4 GS2719 ‘:I: 75 12 Violet
3/8 — :
Reverse Cutting v = 310
GS3164 45 12 Violet
2,0
GS3168 3/0 75 12 Violet
2,0
GS3663 2/0 75 12 Violet
3,0
22 mm
GS2747 4:/;) 75 12 Violet
3/0
GS3196 75 12 Violet
112 © 20
Round Body, Taper Point —
GS3671 2/0 75 12 Violet
3,0
1
GS4575 75 12 Violet
40
GS2763 4/0 75 12 Violet
3/8 W4 1,5
Reverse Cutting v S
GS3214 ?;I(? 90 12 Violet

93@2(@ web : www.boztibbi.com
email: boz@boztibbi.com
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G I I koso rb Surgical Suture, Polyglycolicacid (PGA

i ii i ) Absorbable,Sinthetic,Braided

24 mm
4/0 _
GS5524 75 12 Violet
1,5
1/2 V| esssaz | 20 75 12 Violet
Reverse Cutting ey 2,0
2/0 _
GS3692 75 12 Violet
3,0
25 mm
4/0 _
GS2788 75 12 Violet
1,5
3/0 _
GS3252 75 12 Violet
2,0
L i U <>® 2/0
Round Body, Taper Point o« GS3746 100 1 Violet
3,0
2/0 _
GS3724 75 12 Violet
3,0
1/2 U © | esarg | 2° 75 12 Violet
Tapercutting = 3,0
4/0 _
4 GS2804 75 12 Violet
3/8 — L
Reverse Cutting v 2/0
GS3757 75 12 Violet
3,0
4/0 _
GS2812 45 12 Violet
1,5
3/8 v jA Gsszea | O 45 12 Violet
Inside Cutting < 2,0
2/0 _
GS3763 75 12 Violet
3,0
26 mm
5/0 _
GS2292 75 12 Violet
1,0
4/0 _
GS2828 75 12 Violet
1,5
1/2 ) 310
Round Body, Taper Point U —_ GS3313 75 12 Violet
2,0
3/0 _
GS3318 90 12 Violet
2,0
2/0 _
GS3786 75 12 Violet
3,0

%@Z(@

web : www.boztibbi.com
email: boz@boztibbi.com



G I i koso rb Surgical Suture, Pol

lycolicacid (PGA) Absorbable,Synthetic,Braided

26 mm
0
GS4215 75 12 Violet
3,5
1/2 ®
Round Body, Taper Point —e_
U GS4592 1 2 12 Violet
4,0
1/2 A 0 -
) U GS4230 75 12 Violet
Reverse Cutting — 3,5
3/8 ® 4/0
Round Body, Taper Point v - e GS2841 s 75 12 Violet
3/0
GS3345 75 12 Undyed
2,0
3/0
4 GS3346 75 12 Violet
3/8 v —_— 2,0
Reverse Cutting
2/0
GS3821 75 12 Undyed
3,0
2/0
GS3822 75 12 Violet
3,0
30 mm
3/0
GS3369 75 12 Violet
2,0
3/0
GS3374 90 12 Violet
2,0
1/2 © 2/0
Round Body, Taper Point —@_ | GS3858 75 12 Violet
3,0
0
GS4244 75 12 Violet
3,5
1
GS4608 75 12 Violet
4,0
2/0
4 GS3882 75 12 Violet
1/2 U — i
Reverse Cutting 0
GS4266 75 12 Violet
3,5
2/0
1/2 U © GS3843 75 12 Violet
Tapercutting = 3,0

%z(@ web : www.boztibbi.com
email: boz@boztibbi.com
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G I I ko S 0 r b Surgical Suture, Polyglycolicacid (PGA) Absorbable, Synthetic,Braided

30 mm
4/0
GS2887 75 12 Violet
1,5
3/0
GS3397 75 12 Violet
2,0
3/8 N
Reverse Cutting A S 2/0
GS3891 75 12 Violet
3,0
0
GS4273 75 12 Violet
3,5
32 mm
1/2 O) 3/0
Round Body, Taper Point - GS5508 0 75 12 Violet
35 mm
3/0 )
GS3411 75 12 Violet
2,0
2/0 .
GS3916 75 12 Violet
3,0
1/2 v ® GS3922 2/0 9 12 Violet
Round Body, Taper Point —e_ 3,0
0 .
GS4300 75 12 Violet
3,5
1 .
GS4644 75 12 Violet
4,0
\4 GS3423 3/0 75 12 Violet
3/8 v — 20
Reverse Cutting
2/0 _
GS3933 75 12 Violet
3,0
36 mm
1/2 O 3/0 _
Round Body, Taper Point e GS5509 20 75 12 Violet
¥4 1 .
1/2 GS4675 75 12 Violet
Reverse Cutting % 4,0

93(72(@

web : www.boztibbi.com
email: boz@boztibbi.com
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G I I koso rb Surgical Suture, Polyglycolicacid (PGA) Absorbable,Synthetic,Braided

37 mm
2/0 _
GS3950 75 12 Violet
3,0
1/2 © GS4337 0 75 12 Violet
Round Body, Taper Point —e_ 35
1 .
GS4681 75 12 Violet
4,0
2/0 _
GS5507 75 12 Violet
3,0
1/2 v GS4354 0 90 12 Violet
) % 3,5
Reverse Cutting
2 .
GS4994 75 12 Violet
5,0
40 mm
2/0 _
GS3982 75 12 Violet
3,0
0 .
GS4368 75 12 Violet
3,5
0 .
GS4375 90 12 Violet
3,5
1/2 ® 1 ,
Round Body, Taper Point e GS4713 40 75 12 Violet
1 .
GS4719 90 12 Violet
4,0
2 .
GS5003 75 12 Violet
5,0
2 .
GS5006 90 12 Violet
50
0 .
GS4397 75 12 Violet
3,5
1 .
GS4745 75 12 Violet
4,0
1/2 N
Reverse Cutting % GS4749 1 90 12 Violet
4,0
2 .
GS5019 75 12 Violet
5,0

%vz(@ web : www.boztibbi.com
email: boz@boztibbi.com
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G I i koso rb Surgical Suture, Pol

lycolicacid (PGA) Absorbable,Synthetic,Braided

40 mm
1/2 4 2 .
GS5023 90 12 Violet
Reverse Cutting A o 5,0
1/2 N7 0 75 12 Viol
Tapercutting ] GS4363 35 folet
1 .
GS4756 75 12 Violet
4,0
3/8 4
Reverse Cutting —y
GS4408 0 75 12 Violet
3,5
45 mm
0 .
GS4422 75 12 Violet
3,5
1 .
GS4772 75 12 Violet
1/2 ® 4,0
Round Body, Taper Point —0_ 2
GS5035 75 12 Violet
5,0
2 .
GS5040 90 12 Violet
5,0
1 .
D GS4766 75 12 Violet
1/2 = 40
Tapercutting 2
GS5738 75 12 Violet
5,0
0 .
4 GS4432 75 12 Violet
3,5
3/8 —%
Reverse Cutting 1
GS4787 40 75 12 Violet
Straight 4 4/0
Reverse Cutting —y GS2909 45 12 Violet
‘ 1,5
48 mm
1/2 © 1 2 Vio
Round Body, Taper Point —e GS4796 4.0 & folet

%@ZGD

web : www.boztibbi.com
email: boz@boztibbi.com
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G I I ko S 0 r b Suriical Suture, Poliilicolicacid (PGA) Absorbable,SInthetic,Braided

50 mm
0 .
GS4454 75 12 Violet
3,5
0 .
GS4459 90 12 Violet
3,5
1 .
GS4812 75 12 Violet
4,0
1/2 O 1
Round Body, Taper Point —0_ GS4818 90 12 Violet
4,0
2 .
GS5066 75 12 Violet
5,0
2 .
GS5070 90 12 Violet
5,0
1/2 N 0
Reverse Cutting % | GS4471 . 75 12 Violet
60 mm
3/0 ,
Straight 4 GS3492 75 12 Violet
Reverse Cutting — 2,0
2/0 '
GS4074 75 12 Violet
3,0
63 mm
1 .
3/8 @® GS4858 75 12 Violet
Blunt e 4,0
64 mm
0
GS4500 90 12 Violet
@ 35
3/8 —Y
Blunt 1
GS4861 90 12 Violet
4,0

%@Z(@ web : www.boztibbi.com
email: boz@boztibbi.com
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G I I kO So rb Surgical Suture, Polyglycolicacid (PGA) Absorbable,Synthetic,Braided

Product USP Length Unit
Non-Needle Suture
No EP (cm) Pcs crollen
6x45 cm
GS2950 3/0 6x45 12 Violet
2,0
2/0 )
GLIKOSORB GS3543 6x45 12 Violet
Non-Needle Suture 3,0
GS4137 0 6x45 12 Violet
35
GS4563 1 6x45 12 Violet
4,0
10x50 cm
GS2954 3/0 10x50 12 Violet
GLIKOSORB 20
Non-Needle Suture 2/0
GS3548 10x75 12 Violet
3,0
12x45 cm
GS2344 410 12x45 12 Violet
1,5
GS2958 3/0 12x45 12 Violet
2,0
GLIKOSORB 2/0
Non-Needle Suture GS3552 a0 12x45 12 Violet
0 .
GS4145 12x45 12 Violet
35
GS4554 1 12x45 12 Violet
4,0
17x45 cm
GS2966 3/0 17x45 12 Violet
GLIKOSORB 2,0
Non-Needle Suture 2/0
GS3558 17x45 12 Violet
3,0
150 cm
GS1737 5/0 150 12 Violet
1,0
GLIKOSORB 4/0 .
Non-Needle Suture GS2326 s 150 12 Violet
GS2935 3/0 150 12 Violet
2,0

%@Z®

web : www.boztibbi.com
email: boz@boztibbi.com
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G I I koso rb Surgical Suture, Polyglycolicacid (PGA) Absorbable,Synthetic,Braided

150 cm
GS3511 2/0 150 12 Violet
3,0
GLIKOSORB GS4114 0 150 12 Violet
Non-Needle Suture 3,5
1 .
GS4532 150 12 Violet
4,0
250 cm
GS2332 410 250 12 Violet
1,5
GS2942 3/0 250 12 Violet
2,0
GLIKOSORB 2/0 )
Non-Needle Suture GS3518 20 250 12 Violet
0 .
GS4121 250 12 Violet
35
1 .
GS4541 250 12 Violet
4,0

%@Z@J web : www.boztibbi.com
email: boz@boztibbi.com
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Prospektus
Prospectus

GLIKOSORB

Emilebilir Cerrahi Ameliyat ipligi
Absorbable Surgical Sutures

Latfen dilinizi seciniz
Please select your language

" | SURGICAL
SUTURES




Kullanma Talimat:

D@

GLIKOSORB

Corahi Pogiclc Ast

Emilebiir PGA Sit

St Mltiaman, Orgl, Undyedvilt

GLIKOSORB glikolik asidin homopolimerinden olusan sentetik, steril, emilebilir
cerrahi poliglikolik_asit (PGA) ipliktir. Poliglikolik asidin ampirik _formils
(-0-CH,-CO-0-CH,-CO-)n sekiindedir. GLIKOSORB kaplama malzemesi kalsiyum
sioarst (CH.0.Ca) ve polikaprolakion (CHOn karigimindan alusur.
‘GLIKOSORS iplik ve kaplama maddesi inert, kolajen yapida olmayan, antienik ve
ik omayan maisomedi Dokada raat GorirebIic Sagiamar lon mor
rengine boyanmistir D&C Violet No.2 C.I. #60725/ Solvent Violet 13)

KULLANIMAL

GLIKOSORS iplk, oftalmik uygulamalarin da dahil oldugu genel yumusak doku
kapamasi velveya inda kullanilr, Kelp-damar ve sinirsel dokularda
kullaniimaz. GLIKOSORB iplik tek kullanmiiktr

ETKILERI

Cerrahi P volirtz

hafif bir sekilde akut

direni I Istem dist igne kaginmak igin
kullanicilarin cerrahi igne kullanirken dikiatli olmalari gerekir. PGA iplikler, kullanim
Karakteristigini arttirmak igin cerrahi sarllara ve Gerrahin tecriibesine bagh olarak
garanti altina alinan kabul gormils diz ve kare digim teknikleri ile beraber ilave
digimler gerekirr.

imha ediniz.
Kullanilan igneleri *kesici alet” kaplarina atiniz.

YANETKILER

Bu cihazin kullanimina bagl yan etiiler; yaranin agimasi, sisme, geriime ya da
genislemenin olustugu bolgelerin kapatiimasinda yeterli yara desteginin
saglanamarmasi, yasli, yaniis beslenen ya da asin zayf hastalarda ya da yara
iyilesmesinin_gecikmesinden dolay! rahatsizlik_eken hastalarda yeterli yara
desteginin saglanamamasi, enfeksiyon, minimal akut doku yang reaksiyonu, ipligin
it izerinde 7 fazla kalmas: durumunda pliklerin zayif
kan akiminin oldugu dokuda disan atimas: ve emiimin gecikmesi, uzun sireli tuz
cozeltieri ile temasta riner sistemde ve safrada tortu (tas) olusumu ve yaradaki
gecici bdlgesel tahrisi igermekledir

enimi garcakiesi HIGrolg scnuconda s ve karbandiokalt moydana ool vo vicul
disia st Kl keyoi tskibenkopms mukavemeﬂnm ‘azalmasi ile emilim baslar.
inal

yak\aw 7 mnaiags cder USF &0 v DOk lanir lgdnct hflsca
arijinal gerilme mukavemetierinin yaklasik %50 sini, USP 7-0 ve daha kick olanlar
o0 orinal gerime makavemationmin yakiagk 540 m oruar. mplamasyondan
sonra orijinal gerime mukavemetlerinin tamamini dordincii ve besinci haftalarda
kaybeder. 60-90 giin igerisinde ise tamani el

KULLANILMAMAS| GEREKEN YERLER
Emilebilir ip olmasindan dolay! uzun siireli doku destegi gereken kapanmalarda
Kalp-

UYARILAR
Yara aynimasi riski, uygulanan bolgeye ve kullanilan siitur malzemesine gore
degistiginden kullanicinin yara kapamas icin situru kullanmadan once emilebilen
oktoriar
hastalarda kullanilacak sturu segmeden once in vivo performansi (ETKILERI
kisminin altinda) dikkate almalidir
Deride 7 giinden fazla kalan ciltsiturlan boigesel tahrise sebep olabilir Bu durumda
siiturlar kesiimeliya da uzaklastinimalicir

cerrahin sagduyusuna gore yonlendirimektedir. Iplik disan atilabilecegi ve emilim
gecikebileced igin bu durum, emilebilir ipliklerin zayif kan akiminin oldugu dokuda
kulaniminda goz Gniinde bulunduruimalidir. Ipliklerin kordon, safra ya da driner
sistemdeki gibi mevaut olan tuz gdzeltileri ile uzun sireli temasi tas olusumuna
sebebiyet verebilir Tekrar steril etmeyiniz. Agilmis posetleri ve kullaniimayan ipleri
imha ediniz.

Kontamine veya itihapli yaralarin tedavisi igin kabul edilen cerrahi uygulamalar
izlenmelidir

ONLEMLER

PGA ipligin veya diger tim cerrahi ipliklerin kullaniminda iplige ve igneye zarar
vermekten kaginiimalidir. Forseps veya igne tutucu gibi cerrahi aletierin kullanimina
bagl ezme veya garpmahatalarindan kagimiiz

or gl ,Saglant ucu ve e vy
arasindaki 1/3) le yarisi neleri
yeniden sekillendimek, giiglerini kaybetmelerine ve biikiilme ve kinimalara kars

" i
‘GLIKOSORE iplikler drgild, boyanmis (mor) ve boyanmamis olarak U.S.P. 8/0 ve 6

GLIKOSORB iplkler bir iki veya ¢ diizinelik kutularda bulunmaktad.
GLIKOSORB iplikler steril olarak arz edilr.

OLAM
25 G aiinda vegines s indanuzakiadepolaymz
Nemden koruyun.

Sonkullanma arinden sonra kullanmayiniz

ETIKETLEMEDE KULLANILAN ISRETLER
TRED Boyasiz Emilebilir Orgilis Kaplamali

PRS-

Tek kullanimik

Tolaar steril etmeyiniz

®
S
[™ ¥

\ Gnesten uzak tuunuz

25Cn allinda muhafaza ediniz

YYYY ] G v
2 Y'Y Y-MM Son kullnma tarbi, Yi-Ay

Nemden koruyunuz

Gerl donisimii pakel

STERILE Sterl EO: Etenoksit é

Dikkal, Kullanma klavuzuna bakiniz
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GLIKOSORB Instruction for Use
Surgcal, Poygelc Acid

Absorbable PGA Sul

Synineti, Moliflamont,Braided, UndyodNiolt

D

To avoid damaging needle points and swage areas, grasp the needle in an area one-
third (1/3) to one-half (112) of the distance from the swaged end to the point.
Reshaping

and breaking.

DESCRIPTION

GLIKOSORB Surgical Polyglycolic acid (PGA) suture; synthetic, sterile, absorbable,

i homopolymer of glycolic acid. The empirical formula of polyglycolic acid is

(-0-CH,-CO-0-CH,-CO-)n. GLIKOSORB is coated with the mixture of calcium

stearate (C,H,0,Ca) and polycaprolactone (C,H..0,)n.The suture and coating
i

PGA sutures, which are treated to enhance handiing characteristics requires the
accepted surgical technique of flat and square ties with additional throws as

Avoid prolonged exposure to elevated temperatures.
Dispose of and unused products are in accordance with local and

(D&C VioletNo. 2 C.1. #60725/ Solvent Violet 13) to enhance visibility in tissue.

INDICATIONS
GLIKOSOR sutu s incicate for use i genarsl sot ssue approximation andior
ligation,

GLIKOSOI

ACTIONS
PGA suture elicits a minimal acute inflammatory reaction i tissue and ingrowth of

mmus conneclyve tssue. Prograssive loss of tensll strangth and eventusl
absor

facilityrequirements. Discard used needles in “sharps” containers.

ADVERSE REACTIONS
Adverse effects associated with the use of the device include wound dehiscence,
failure to provide adequate wound support in closure of the sites where expansion,
stretching, o distension occur, failure to provide adequate wound support in elderly,
malnourished or debilitated patients, or in patients suffering from conditions which

ay delay wound healing, infection, minimal acute inflammatory tissue reaction
localized irritation when skin sutures are left in place for greater than 7 days, suture

poor blood supply,

in urinary and biliary tracts when prolonged contact with salt solution such as urine

suengm nthe bocy. Afr hydrolysis i executed from the body as carbon dioxide
followed by a loss of mass.

HOW SUPPLIED

tthree weeks,
of the original ol ongth (reak Srangin Retonion BSR)  etaned o sizes
6-0 and larger and approximately 40% of its original tensile strength (Break Strength

(Break Strength Retention-BSR) is lost between four and five weeks post
implantation. In 60-80 daysitis totally absorbed.

CCONTRAINDICATIONS
‘The sutures being absorbable should not be used where extended approximation of
tissue is required. The sutures should not be used for cardiovascular and
neurosurgical tissue.

WARNINGS
Users should be familiar with surgical procedures and techniques involving

e site of application and Phy hould

GLIKOSOR
800 thru 6 (msmc sizes 0.4 — 8) in a variety of lengths, with a variety of needles.
GLIKOSORB sutures are available in one, two and three dozen boxes. GLIKOSORB
suture s supplied sterile.

STORAGE

Store below 25 °C and keep away from sunlight. Protect from humiity. Do not use
after expiry date.

SYMBOLS USED ON LABELLING

Do not reusel

O o s s

y
consider the i vivo performance (under ACTIONS section) when selecting a suture
forusein patients.

Skin sutures which must remain in place longer than 7 days may cause localized

u

Consideration should be taken in the use of absorbable sutures in tissues with poor

blood suppl;

As with any foreign body, prolonged contact of any suture with salt solutions, such as

those found in the urinary or biliary tracts may result in calculus formation. Do not re-
teril

orinfected wounds.

PRECAUTIONS
Inhandiing PGA or
to needle and suture. Avoid crushing or crimping damage due to application of

Donotuselfpack ageis damaged Store below 25C

®
S
®

P [e—— <

X oep avey om sndgnt

7* Protect flom hurmidity
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GLIKOSORB
Chiriri, Ackl paygcolaue
PGA absorbable Sut

S yminétiquo, Mutiiament Trsse, Non colore!Vilet

Mode demploi

[F~3

DESCRIPTION

GLIKOSORB Suture dAcide Poliglycolique ; synthétique, stérile, absorbable, est u
homapolymers de facde gicolque. La formule empinque de facde glyclue es\
(o 0-). GLIKOSORB

Pour éviter d'endommager les points de laiguille et les zones de détampe, agrippez
raiguille dans une zone tierce  (1/3) & une-demi (1/2) de la._ distance de lexirémité
Pt h

Le
a Ia manipulation des aigulles chirurgicales pour éviter les piqures daiguilles
accidentales. Les sutures PGA qui sont tralées pour augmenter les caractéristiques de
maniualon demandenta echniqu chinrgaleaccepié des poaude drofs ol cariés
avec des. les
otnamcesdrerargen

(c./ N 5.0 ot poiaprilacons (G100 Lo auurs 1o matérs!de revbloment sont
(D&C

La disposition des produits contaminés et non utiisés est en conformité avec les
Jeter it ‘pour

o e ) pour

INDICATIONS
La suture de GLIKOSORB etiou

EFFETS SECONDAIRES

pour lusage dans les tissus cardiovasculaires et neurologiques. La sulure de
GLIKOSORB est pour utiisation unique.

EFFICACITE
La sulure PGA suscite une réaction inflammatoire aigue minimale dans le tissue et une
fibreux. Une force et une absorpi

force dans e
ops. Aprs ycrlyse, ol es rjtée du cope comme carbane dioyde el eau.

L‘Absorption commen ot de for extansble suivie dune pets o
masse: La sutura do. PGArétcent approximaivement los. 78% do i force extansible

. environ les 50%

dolaforce ¢ les USP

Leseffets I
lo marue de soulen do plie pourles sones do confement dexensen ou
de plaie pou

oo S o o oo falocsarocton s riachon mammetars igoe
minimale, liritation locale dans e cas ol la suture reste plus de 7 jours sur la peau,
Textrsion ds sutus e Fabsorpton etrdée, dans I tssus avc e fourure fibls
sanguine, la formation de calcul dans les voies urinaires et biliaires lorsquil existe.
conthct prolongé avec Ia saltion do 56l comm Ia bl durne of imiation locals
provisoire dans a zone de plaie.

COMMERCIALISATION
Les sutures GLIKOSORB tesce, taiien

dans les dimensions de 80 ot (mmenmn mélrique 0.4 - §) dans une o
Suturos GLIK

les. Elle
perd a totalité de sa

60-90jours.
CONTRE-INDICATIONS
L

it yd oSt

CONSERVATION

Protéger de Mhumidit.
I

L
cardiovasculaires et neurochirurgiques.

AVERTISSEMENTS

Les utisaturs doivent i familers avec los procédures ot techniques chirurgicales

couvrant les su Iaie, car e risque.
otle matril do suure

uiisé. Les physmnens Coont contccrer o porormanes n e (aoss 15 soetn

EFFI

Le 7, une

Dans certains cas, notamment dans les procédures onthopédiques, immabilisation du

jointpar
Comme une exiusion de sulure ot une absorpion reardée peuvent survenir dans
il

Tosrenron mmpm cotosituaton
-anger, le contact

les solutions.

ormlion o e e pas re-stériliser. Deétruire les sachets ouverls et les sutures non
utiisées.

Une praiue chirgcale acceptable doit tre pouruiie pour Ia geston des plaies

contaminées ou nfectée:

PRECAUTIONS
Lors de la manipulation de PGA ou dautres matériaux de suture, on doit étre attentif &
éviter drendommager la suture et aiguile. _Eviter les endommagements comme le

oule porte-aiguille.

SIGNES UTILISES POUR L'ETIQUETAGE

wal Favricant

YYYY (] ot ot ot

‘Sans peinture, absorbabl,
resss, rové

0
I

Conserversous 25°C.

Protsger du solll

Qi

2 YYYY-MMbate diexpiration, Année - mois.
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BOZ TIBBI

MALZEME SANAYI VE TICARET A.S.

Declaration of Conformity

Manufacturer

BOZ TIBBi MALZEME SANAYi VE TICARET A.S.

Address

Saglik Mah. Saglk 1 Sk. No:33/5 Gankaya / ANKARA / TURKIYE

Product Name

GLIKOSORB

Surgical, Polyglycolic Acid (PGA) Suture

Sterile, Synthetic, Absorbable, Braided, Multifilament, Undyed or

Properties Violet colored, Coated, With or Without Needles, Single Use
Violet coloring material D&C Violet no.2- C.l. 60725
Dye Undyed (natural,beige)

Insulation/Coating

Calcium stearate + polycaprolactone

Product Models For product models see page 2
Lot No 2101001......... 2112099
GMDN No 17471

Classification

Class lll, Rule 8

We herewith declare that the above mentioned products meet the provisions of the following EC Council Directives and
Standards.All supporting documentations are retained under the premises of the manufacturer and the notified body.
It conforms to Conformity Assesment Route Annex 2 of 93/42/EEC

DIRECTIVES

General applicable directives:
- Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 Included Amendment
2007/47/EC concerning medical devices (MDD 93/42/EEC).

Standards:

-For Applicable Standards see page 3,4, 5and 6

Notified Body

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S.
Mutlukent Mahallesi 2073 Sokak No:10 Umitkoy-Gankaya ANKARA TURKIYE

Notified Body No

CE 2292

European Authorised

EMERGO Prinsessegracht 20 2514 AP The Hague The Netherlands

Representative Phone +31.70.345.8570 - Fax +31.70.346.7299 — EmergoEurope@ul.com
Certificate Certificate No Certificate Date | Date of Validity
EC Desing Examination M.2018.106.9177-1 15.01.2018 14.01.2023
Certificate
Full Quality Assurance M.2018.106.9177 15.01.2018 14.01.2023
System
Place, Date Ankara, 10.11.2021
7
Signature
Name Adil BOZ
Position General Manager
Document Code : Effective Date: Revision No: Revision Date: Number of Pages:
YT-DC-GS 11.09.2012 08 10.11.2021 1/6
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Surgical, Polyglycolic Acid (PGA) Suture Producf Models

Synthetic, Sterile, Absorbable, Multifilament, Braided, Undyed or Violet colored 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:

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

EP:

04 0507 1 15 2 3 35 4 5 6 6 7 8

Suture Lenghts :

Variety of lengths, from 10 cm to 500 cm

Needle Lenghts :

Variety of lengths, from 3 mm to 150 mm

Needle Shapes :

1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties:

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.

Document Code :
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APPLICABLE STANDARDS LIST

Document Number

Title of Document

1. Harmonised Standards

EN ISO 13485: 2016

Medical devices - Quality management systems - Requirements for regulatory purposes (1ISO
13485:2016)

EN ISO 14971:2019

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

EN 556-1: 2001

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

EN 1422:2014

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

EN ISO 15223-1:2016

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)

EN 1041: 2008+A1:2013

Information supplied by the manufacturer of medical devices

EN ISO 11135:2014

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

EN ISO 11137-1:2015

Sterilization of health care products - Radiation - Part 1: Requirements for development, validation
and routine control of a sterilization process for medical devices (ISO 11137-1:20086, including Amd
1:2013)

EN ISO 11137-2:2015

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

EN ISO 11138-1:2017

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

EN ISO 11138-2:2017

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

EN ISO 11737-1: 2018

Sterilization of health care products - Microbiological methods - Part 1: Determination of a
population of microorganisms on products (ISO 11737-1:2018)

EN ISO 11737-2:2020

Sterilization of health care products - Microbiological methods - Part 2: Tests of sterility performed
in the definition, validation and maintenance of a sterilization process (1ISO 11737-2:2019)

EN ISO 10993-1:2020

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

EN ISO 10993-3:2014

Biological evaluation of medical devices - Part 3: Tests for genotoxicity, carcinogenicity and
reproductive toxicity (ISO 10993-3:2014)

EN ISO 10993-4:2017

Biological evaluation of medical devices - Part 4: Selection of tests for interactions with blood (ISO
10993-4:2017)

EN ISO 10993-5:2009

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

EN ISO 10993-6:2016

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

EN ISO 10993-7:2008

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

EN ISO 10993-11:2018

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

EN ISO 10993-12:2021

Biological evaluation of medical devices - Part 12: Sample preparation and reference materials
(1SO 10993-12:2021)
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Document Number

Title of Document

EN ISO 10993-13:2010

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

EN ISO 10993-18:2020

Biological evaluation of medical devices - Part 18: Chemical characterization of medical device
materials within a risk management process (1SO 10993-18:2020)

EN I1SO 11607-1:2020

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

EN ISO 11607-2:2020

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

EN ISO 14644-1:2015

Cleanrooms and associated controlled environments - Part 1: Classification of air cleanliness by
particle concentration (ISO 14644-1:2015)

EN ISO 14644-2:2015

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)

EN ISO 14644-3:2019

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

EN ISO 14644-5:2004

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

EN ISO 14630:2012

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

2. Pharmacopeia

EP 10.0-01/ 2008:0667

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

EP 10.0-01/ 2008:0666

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

USP 43/ NF 38

United States Pharmacopoeia Official Monographs / Absorbable Surgical Suture

3. Other Standards

EN 868-5: 2018

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

EN ISO 10993-10:2013

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

EN ISO 11137-3:2017

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

EN ISO 15223-1:2021

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

EN 17141:2020

Cleanrooms and associated controlled environments - Biocontamination control

ISO 8601-1:2019

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

ISO 13781:2017

Implants for surgery — Homopolymers, copolymers and blends on poly(lactide) — In vitro
degradation testing

TS 4020/ MAY 2016

Surgical needles

TS 4169/ FEB 1984

The Determination Of Hazardous Residues In Plastics Used For Health Purposes
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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 Inoculation Methods

EN ISO 20417:2021

Medical devices - Information to be supplied by the manufacturer (ISO 20417:2021)

CEN ISO/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 Fall

4.2. Guidance MEDDEVs

MEDDEV 2. 4/1 Rev. 9
June 2010

MEDICAL DEVICES: Guidance document - Classification of medical devices

MEDDEV 2. 2/3 rev.3
June 1998

‘Use-by’ date for medical devices

MEDDEYV 2.7/1 revision 4
June 2016

Clinical Evaluation: A Guide for Manufacturers and Notified Bodies Under Directives 93/42/EEC

and 90/385/EEC

MEDDEYV 2.12/2 rev2
January 2012

Post-Market Clinical Follow-up Studies

MEDDEYV 2.12-1 rev 8
January 2013

Guidelines on a Medical Devices Vigilance System

4.3. NB-MED Documents

NB-MED/2.5.1/Rec5-rev4

Technical Documentation

NB-MED/2.5.1/Rec6-rev4

Renewal of EC Design-Examination and Type-Examination Certificates

NB-MED/2.5.2/Rec1-rev4

Subcontracting - QS related

NB-MED/2.12/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

Guidance on BASIC UDI-DI and changes to UDI-DI

MBCE 2015:2 Future EU medical device nomenclature - Description of requirements
March 2018
MDCG 2018-3 Rev.1

i Guidance on UDI for systems and procedure packs
June 2020
eI Definitions/descriptions and formats of the UDI core elements for systems or procedure packs
October 2018
MDCG 2018-5

uDI i t to medical device software

October 2018 RESHRCHISHREN
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Document Number

Title of Document

TR0 2hiaeS Clarifications of UDI related ibilities in relation to article 16
Getobor 2048 a responsibilities in relation to article
MpcG 2 7 Provisional iderati rding | i iated with the UDI datab.
Dctober 2018 rovisional considerations regarding language issues associated with the atabase
MDES 20994 MDCG guiding principles for issuing entities rul basic UDI-DI
January 2019 g g principle suing entities rules on basic UDI-
MDCG 2019-2 Guidance on application of UDI rules to device-part of products referred to in article 1(8), 1(9) and
February 2019 1(10) of Regulation 745/2017
MDCG 2019-4 T o ; ;
; Timelines for registration of device data elements in EUDAMED
April 2019
Npes 20135 Registration of legacy devices in EUDAMED
I 1 |
April 2019 g gacy
MDCG 2019-7 Guidance on article 15 of the medical device regulation (MDR) and in vitro diagnostic device
June 2019 regulation (IVDR) on a ‘person responsible for regulatory compliance’ (PRRC)
MDCG 2020-3 Guidance on significant changes regarding the transitional provision under Article 120 of the MDR
March 2020 with regard to devices covered by certificates according to MDD or AIMDD
MDLG 20207 Guidance on PMCF plan template
April 2020 R
Mbac 2hanse Guid PMCF evaluation report t lat
April 2020 uidance on evaluation report template
MDCG 2020-15 MDCG Position Paper on the use of the EUDAMED actor registration module and of the Single
August 2020 Registration Number (SRN) in the Member States
MDCG 2020-18
iti DI assi f le | & Read
Decarmbaranan MDCG Paosition Paper on UDI assignment for Spectacle lenses & Ready readers

MDCG 2021-1 Rev.1
May 2021

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

MDCG 2021-09

MDCG Paosition Paper on the Implementation of UDI requirements for contact lenses, spectacle

May 2021 frames, spectacle lenses & ready readers
MDCG 2021-10 The status of Appendixes E-I of IMDRF N48 under the EU regulatory framework for medical
June 2021 devices

MDCG 2021-13 Rev.1
July 2021

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

MDCG 2021-19

Guidance note integration of the UDI within an organisation’s quality management system

July 2021
MDCG 2021-25 Application of MDR requirements to "legacy devices" and to devices placed on the market prior to
October 2021 26 May 2021 in accordance with Directives 90/385/EEC or 93/42/EEC

4.5. Directive

EC-DIRECTIVES ON
MED. DEVICES/ 2007

Guidelines on A Medical Devices Vigilance System

KM-FR-85
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ECDESIGN EXAMINATION]|
CERTIFICATE |

93/42/EEC Directive of Medical Devices Annex II, Section 4
With the expire of the certificate M.2018.106.9177 the validity of the certificate

Company Name

Company Address

Manufacturing and Storage

Related Directives and Annex

Product

Certificate Number
Report Number

Initial Assessment Date
Registration Date
Revision Date /No
Expiry Date

The EC desing examination certificate refers to the above mentioned product. UDEM hereby declares that the
requirements of Annex Il, section 4 of the 93/42/EEC Directive have been met for the listed products. The above
named manufacturer has established and applies a quality assurance system, which is subject to periodic surveillance
audits, defined by Annex II, section 5 of the aforementioned directive. This certificate remains as the property of
Cenfre Industry and Trade Inc. Co. o whom it must be returned
X UDEM must keep a copy of this certificate for 5 years from the
regisiration of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with the completion
of EC Declaration of Conformity. The above mentioned company must notify all changes related
with the approved product to UDEM. If UDEM will not renew the expiry date of this certificate in question, the

UDEM International Certification Auditing Trainin:
upon request. The above named company an

M.2018.106.9177-1 will also end.

: Boz Tibbi Malzeme Sanayi ve Ticaret AS.

: Saglik Mh. Saglik 1 Sk. No:33/5 Sihhiye Cankaya ANKARA / TURKEY

: 29 Ekim Mh. Necip Fazil Blv. No:71 Yenikent Sincan ANKARA / TURKEY

: 93/42/EEC Medical Devices Directive - Annex |l (Section 4)

: Single use, Sterile, Synthetic Monofilament/Multifilament, Absorbable
Surgical Sutures - Class il

117471, 13908, 16584, 45814

Product Types are attached.

1 M.2018.106.9177-1
:MD.3532.1B
:07.11.2017
:15.01.2018

: 14.01.2021/01

1 14.01.2023

HE Centre Industry
and Trade Inc. Co.

& &

Yty

A&

|UDEM

J

mentioned company should stop placing the product on the market. The validity of the certificate can be checked

through www.udem.com. tr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: info@Qudemlid.com.ir www.udem.com.ir




This document containing 2 (two) pages is the Annex of the Certificate with the revision

iy’ number 01, with the number M.2018.106.9177-1 and with the registration date of

SR 15.01.2018 and with the revision date of 14.01.2021 issued for “Boz Tibbi Malzeme Sanayi

/Le' ve Ticaret A.S.” by UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic.

= A.S. that is giving service as Notified Body with the ID No: 2292 according to 93/42/EEC
Medical Devices Directive.

UDEM

Polyiglvcolide{90%)-co-lactide(10%)] (PGLA) GMDN NO:17471

Synthetic, Sterile, Absorbable, Multifilament, Braided, Undyed or Violet colored 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: 8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2

EP: 04 0507 1 15 2 3 35 4 5

Suture Lenghts : Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm

Needle Shapes : 1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties: 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.

Poly(glycolide(90%)-co-lactide(10%)] (Rapid Absorbable PGLA) GMDN NO:17471

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

EP: 04 0507 1 15 2 3 35 4 5

Suture Lenghts : Variety of lengths, from 10 cm to 500 cm

Needle Lenghts: Variety of lengths, from 3 mm to 150 mm

Needle Shapes: 1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties: 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.

Polyglycolic acid (PGA) GMDN NO:13908

Synthetic, Sterile, Absorbable, Multifilament, Braided, Undyed or Violet colored 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: 8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2, 3, 4, 5 6

EP: 040507 1 15 2 3 3545 6 6 7 8

Suture Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts: Variety of lengths, from 3 mm to 150 mm

Needle Shapes: 1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line, Reverse ing
Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting, Lancet, Spatula, Taperquikiae, TaperpOingiPlus,
Trocar Point, Taper Point, Inside Cutting, Inside Cutting Premium, Inside Cutting Premium Thin Ling~iris »>

Square Body, Blunt Point, Ball Point. UDErA 18
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This document containing 2 (two) pages is the Annex of the Certificate with the revision

iy’ number 01, with the number M.2018.106.9177-1 and with the registration date of

PR 15.01.2018 and with the revision date of 14.01.2021 issued for “Boz Tibbi Malzeme Sanayi
/Lé‘ ve Ticaret A.S.” by UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic.
UD E:_ A.S. that is giving service as Notified Body with the ID No: 2292 according to 93/42/EEC

Medical Devices Directive.
Polyglvcolic acid (Rapid Absorbable PGA GMDN NO:13908

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

EP: 040507 1 15 2 3 35 45 6 6 7 8

Suture Lenghts: Variety of lengths, from 10 cm to 500 cm

Needie Lenghts: Variety of lengths, from 3 mm to 150 mm

Needle Shapes: 1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties: 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.

Polydioxanone (PDO) GMDN NO0:16584

Synthetic, Sterile, Absorbable, Monofilament, Violet colored 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: 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2

EP: 05071 15 2 3 35 4 5

Suture Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts: Variety of lengths, from 3 mm to 150 mm

Needle Shapes: 1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties: 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.

Poly[glycolide(75%}-co-caprolactone(25%)] (PGCL) GMDN NO:45814

Synthetic, Sterile, Absorbable, Monofilament, Undyed or Violet colored Surgical Sutures are loop, single or with double needie
or without needle, and in the following USP, EP, Suture Length, Needle Length, Needle Shape and Needle properties:

UsP: 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2

EP: 0,71 15 2 3 35 4 5

Suture Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts: Variety of lengths, from 3 mm to 150 mm

Needle Shapes: 1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties: 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 Bade,
Square Body, Blunt Point, Ball Point.
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| ECCERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

M.2018.106.9177-1 Design Examination Certificate Was Prepared for Class lll Products Defined in This Certificate.

Company Name

Company Address

Manufacturing and Storage

Related Directives and Annex

Product

Ceriificate Number
Report Number

Initial Assessment Date

: Boz Tibbi Mailzeme Sanayi ve Ticaret A.S.

: Saghk Mh. Saglik 1 Sk. No:33/5 Sihhiye Cankaya ANKARA / TURKEY

: 29 Ekim Mh. Necip Fazil Blv. No:71 Yenikent Sincan ANKARA / TURKEY

£

: 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

: Single use, Sterile, Synthetic Monofilament/Multifilament, Absorbable

Surgical Sutures - Class il

117471, 13908, 16584, 45814

Product Types are attached.

1 M.2018.106.9177
: MD.3532.1B

:07.11.2017

Registration Date :15.01.2018

Revision Date /No : 14.01.2021/01
Expiry Date :14.01.2023

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive have been 4
met for the listed products. The above named manufacturer has established and applies a quality assurance system,
which is subject fo periodic surveillance audits, defined by Annex Il, sectfion 5 of the forementioned directive. According
to Annex Ii, section 4 an EC design- examination certificate is required for placing the Class lll devices on the market.
UDEM's responsibility for class | devices covered by the EC sertificate is imited fo manufacturing issues related to
safeguarding and maintaining sterile conditions, if the device is sterile; and manufacturing issues related fo product’s
conformity with metrological requirements, if it has measurement function. This cerfificate remains as the property of
UDEM International Certification Auditing Training Cenire industry and Trade Inc. Co. to whom it must be returnedupon
request. The above named company and UDEM must keep a copy of this cerfificate for 5 years from the registration
of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with thecompletion of EC
Declaration of Conformity. The above mentioned company must notify alf changes relatedwith the approved product
to UDEM. If UDEM will not renew the expiry date of this cerfificate in question, thementioned

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
E-mail: infoQudemltd.com.ir www.udem.com.ir

Auditing Training
and Trade Inc. Co.




This document containing 2 (two) pages is the Annex of the Certificate with the revision
iy number 01, with the number M.2018.106.9177 and with the registration date of 15.01.2018
SR and with the revision date of 14.01.2021 issued for “Boz Tibbi Malzeme Sanayi ve Ticaret
/L&' A.S.” by UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. that is
giving service as Notified Body with the ID No: 2292 according to 93/42/EEC Medical Devices

Directive.

A

UDEM

Poly[glycolide(90%)-co-lactide{10%)] (PGLA) GMDN NO:17471

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

EP: 04 0507 1 15 2 3 35 4 5

Suture Lenghts : Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm

Needle Shapes : 1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties: 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.

Polylglycolide{90%)-co-lactide(10%)] (Rapid Absorbable PGLA) GMDN NO:17471

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:

use: 8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, O, 1, 2

EP: 04 0507 1 15 2 3 35 4 5

Suture Lenghts : Variety of lengths, from 10 cm to 500 cm

Needle Lenghts: Variety of lengths, from 3 mm to 150 mm

Needle Shapes: 1/2, 3/8, 1/4, 5/8, Straight, J, SKi

Needle Properties: 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.

Polyglycolic acid (PGA) GMDN NO:13908

Synthetic, Sterile, Absorbable, Multifilament, Braided, Undyed or Violet colored 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: 8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2, 3, 4 5, 6

EP: 040507 1 15 2 3 3545 6 6 7 8

Suture Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts: Variety of lengths, from 3 mm to 150 mm

Needle Shapes: 1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line, Reverse ing
Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting, Lancet, Spatula, Taper i

Square Body, Blunt Point, Ball Point. uD
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This document containing 2 (two) pages is the Annex of the Certificate with the revision

R number 01, with the number M.2018.106.9177 and with the registration date of 15.01.2018
PR and with the revision date of 14.01.2021 issued for “Boz Tibbi Malzeme Sanayi ve Ticaret
@ A.S.” by UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. that is

— < - giving service as Notified Body with the ID No: 2292 according to 93/42/EEC Medical Devices
UDEM gDirecgtive

Polyglycolic acid (Rapid Absorbable PGA) GMDN NO:13908

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:

use: 8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2, 3, 4, 5 6

EP: 040507 1 15 2 3 35 45 6 6 7 8

Suture Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts: Variety of lengths, from 3 mm to 150 mm

Needle Shapes: 1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties: 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.

Polydioxanone (PDO) GMDN NO:16584

Synthetic, Sterile, Absorbable, Monofilament, Violet colored 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: 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2

EP: 05071 15 2 3 35 4 5

Suture Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts: Variety of lengths, from 3 mm to 150 mm

Needle Shapes: 1/2, 3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties: 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.

Poly[glycolide{75%)-co-caprolactone{25%)] (PGCL) GMDN NO:45814

Synthetic, Sterile, Absorbable, Monofilament, Undyed or Violet colored 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: 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2

EP: 0,71 15 2 3 35 4 5

Suture Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts: Variety of lengths, from 3 mm to 150 mm

Needle Shapes: 1/2, 3/8, 1/4, 5/8, Straight, J, SKi

Needle Properties: 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,

Square Body, Blunt Point, Ball Point.
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CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

M.2020.106.13692-1 Design Examination Ceriificate Was Prepared for Class lll Products Defined in This Certificate.

Company Name : Boz Tibbi Malzeme Sanayi ve Ticaret A.S.

Company Address : Saglk Mahallesi Saglik 1 Sk. No:33/5 Cankaya ANKARA / TURKEY

Manufacturing and Storage : 29 Ekim Mahallesi Necip Fazil Bulv. No:71 Yenikent Sincan
ANKARA / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il {(Excluding Section 4)

Product : Single use, Sterile Nonabsorbable Surgical Sutures - Class Il and Class lIg
Single use, Sterile Nonabsorbable Teflon Pledget - Class |l

: 13910, 38000, 13909, 13909, 13906, 31744, 13909, 15971

Product Types are aftached.

Certificate Number 1 M.2020.106.13692
Report Number : MD.3532.1B

Initial Assessment Date :08.11.2019 UDEM In’ré‘hg,o 1]

Registration Date :29.06.2020 Auditing Train

Revision Date /No - and Trade Inc. Co.
Expiry Date :27.05.2024

UDEM hereby deciares that the requirements of Annex I, excluding sectiion 4 of the 93/42/EEC Direcfive have been met
for the listed products. The above named manufacturer has established and applied a quality assurance system, which is
subject to periodic surveilance audits, defined by Annex |, section 5 of the forementioned directive. According to Annex
Il, section 4 on EC desigr- examination certificate i required for placing the Class lit devices on the market. UDEM's responsiolity
for class | devices covered by the EC ceriificate is imited to manufacturing issues related o safeguarding and maintaining
sterile condifions, if the device s sterile; and manufactuing issues refated to product’s conformity with metrological requirements,
if it has measurement function. This certificate remains as the property of UDEM Intemational Certification Auditing Training
Cenire Indusiry and Trade Inc. Co. fo whom it must be retumed upon request. The above named company and UDEM
must keep a copy of this certificate for 5 years from the regisiration of the cerfificate. Usage of the CE mark is under the
responsibiity of the manufaciurer with the completion of EC Declaration of Conformity. The above mentioned company
must nofify alf changes related with the approved product to UDEM. if UDEM will not renew the validity of this certificate
in question, the mentioned company should stop placing the product on the market. The validity of the
certificate can be checked through www.udem.com.ir.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 031244303746
E-mail: infoQudemltd.com.ir www.udem.com.ir




This document containing 3 (three) pages is the Annex of the Certificate with the number

M.2020.106. 13692 and with the registration date of 29.06.2020 issued for “Boz Tibbi

/‘& Malzeme Sanayi ve Ticaret A.S.” by UDEM Uluslararasi Belgelendirme Denetim Egitim

a Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
UDEM  according to 93/42/EEC Medical Devices Directive

Surgical Silk Suture Product Models GMDN No: 13910 Class Iif

Natural, Sterile, Nonabsorbable, Multifilament, Braided, Black or Undyed colored, Silicon Coated, Surgical Sutures
are loop, single or with double needle or without needle, and in the following USP, EP, Thread Length, Needle
Length, Needle Shape and Needle properties:

usP: s/o, 8/6, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0,1, 2, 3, 4
EP: 03040507 115 2 3 35456 6
Thread Lenghts : Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm

Needie Shapes : 1/2,3/8,1/4,5/8, Straight, J, SKi

Needle Properties:

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

Surgical Polypropylene {PP) Suture Product Models GMDN No:13909 Class il

Synthetic, Sterile, Nonabsorbable, Monofilament, Blue 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, Thread Length,
Needle Length, Needle Shape and Needle properties:

UsP: 10/0, 9/0, 8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2
EP: 0203 04 0507115 2 3 35 45
Thread Lenghts : Variety of lengths, from 10 cm to 500 cm

Needle Lenghts :

Variety of lengths, from 3 mm to 150 mm

Needle Shapes :

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

Needle Properties:

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.

Surgical Poly{vinylidene difluoride} (PVDF} Suture Product Models GMDN No: 13909 Class [ii

Needle properties

Synthetic, Sterile, Nonabsorbable, Monofilament, Blue colored, Uncoated, Surgical Sutures are loop, single or with
double needle or without needle, and in the following USP, EP, Thread Length, Needle Length, Needle Shape and

UsP: 10/0, 9/0, 8/0, 7/9, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2
EP: 0203040507 115 2 3 3545
Thread Lenghts: Variety of lengths, from 10 cm to 500 cm
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This document containing 3 (three) pages is the Annex of the Certificate with the number
et M.2020.106. 13692 and with the registration date of 29.06.2020 issued for “Boz Tibbi
/ rb Malzeme Sanayi ve Ticaret A.S.” by UDEM Uluslararasi Belgelendirme Denetim Eg&itim
_L_a,_ Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
UDEM according to 93/42/EEC Medical Devices Directive

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm
Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKi
Needle Properties: 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, Spatuls, 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.

Surgical Polyamide 6-6,6 (PA) Suture Product Models GMDN No: 38000 Class lil

Synthetic, Sterile, Nonabsorbable, Monofilament, Blue or Black colored, Uncoated Surgical Sutures are with or
without Teflon pledget accessory, loop, single or with double needle or without needie, and in the following USP, EP,
Thread Length, Needle Length, Needle Shape and Needle properties:

uspe: 10/0, s/o, 8/0, 7/0, 6/0, 5/0, 4/C, 3/0, 2/0, O, 1, 2

EP: 02 0304 05071 15 2 33545

Thread Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm

Needle Shapes : 1/2,3/8, 1/4,5/8, Straight, i, SKi

Needle Properties: 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.

Surgical Polyester {PET) Suture Product Models GMDN No: 13906 Class Il

Synthetic, Sterile, Nonabsorbable, 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, Thread Length, Needle Length, Needle Shape and Needle properties:

UsP: 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2, 3, 4, 5

EP: 05071 152 3 35 45 6 6 7

Thread Lenghts: Variety of lengths, from 10 cm to 500 cm

Needie Lenghts : Variety of lengths, from 5 mm to 110 mm

Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKi

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line,
Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting,
Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar Point, Taper Point, Inside Cutting, Inside
Cutting Premium, Inside Cutting Premium Thin Line, inside Cutting Slim Blade, Square Body,
Blunt Point, Ball Point.
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This document containing 3 (three) pages is the Annex of the Certificate with the number

M.2020.106. 13692 and with the registration date of 29.06.2020 issued for “Boz Tibbi
Malzeme Sanayi ve Ticaret A.S.” by UDEM Uluslararasi Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
according to 93/42/EEC Medical Devices Directive

Surgical Polytetrafluoroethylene (PTFE) Suture Product Models GMDN No: 13909 Class il

Synthetic, Sterile, Nonabsorbable, Monofilament, Uncoated, White (Undyed)} colored Surgical Sutures are loop,
single or with double needie or without needle, and in the following USP, EP, Thread Length, Needle Length, Needle
Shape and Needle properties:

UsP: 6/0, 5/0, 4/0, 3/0, 2/0

EP: 071 15 2 3

Thread Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 5 mm to 110 mm

Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKi

Needle Properties: 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.

Surgical Stainless Steel Wire Product Models GMDN No:15971 Sinif Iib

Sterile, Nonabsorbable, Monofilament, Uncoated, Natural Metalic Colour Surgical Sutures are loop, single or with
double needle or without needie, and in the following USP, EP, Thread Length, Needle Length, Needle Shape and

Needle properties:

UsP: 5/0, 4/0, 3/0, 2/0, O, 1, 2, 3, 4,5, 6, 7
EP: 115 2 3 3545 66738 9
Thread Lenghts: Variety of lengths, from 10 cm to 500 cm
Needle Lenghts : Variety of lengths, from 10 mm to 150 mm
Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties:

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 Bedy,
Blunt Point, Ball Point.

Surgical, Polytetrafluoroethylene {PTFE} Pledget Product Models GMDN No: 31744 Sumf 1l

Sterile, Nonabsorbable, Non-woven, White colored and in the following dimension ranges:

Width =3 mm..... 150 mm

Length =3 mm ......150 mm

Height =1mm......... 2mm
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CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

M.2020.106.13692-1 Design Examination Ceriificate Was Prepared for Class lll Products Defined in This Certificate.

Company Name : Boz Tibbi Malzeme Sanayi ve Ticaret A.S.

Company Address : Saglk Mahallesi Saglik 1 Sk. No:33/5 Cankaya ANKARA / TURKEY

Manufacturing and Storage : 29 Ekim Mahallesi Necip Fazil Bulv. No:71 Yenikent Sincan
ANKARA / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il {(Excluding Section 4)

Product : Single use, Sterile Nonabsorbable Surgical Sutures - Class Il and Class lIg
Single use, Sterile Nonabsorbable Teflon Pledget - Class |l

: 13910, 38000, 13909, 13909, 13906, 31744, 13909, 15971

Product Types are aftached.

Certificate Number 1 M.2020.106.13692
Report Number : MD.3532.1B

Initial Assessment Date :08.11.2019 UDEM In’ré‘hg,o 1]

Registration Date :29.06.2020 Auditing Train

Revision Date /No - and Trade Inc. Co.
Expiry Date :27.05.2024

UDEM hereby deciares that the requirements of Annex I, excluding sectiion 4 of the 93/42/EEC Direcfive have been met
for the listed products. The above named manufacturer has established and applied a quality assurance system, which is
subject to periodic surveilance audits, defined by Annex |, section 5 of the forementioned directive. According to Annex
Il, section 4 on EC desigr- examination certificate i required for placing the Class lit devices on the market. UDEM's responsiolity
for class | devices covered by the EC ceriificate is imited to manufacturing issues related o safeguarding and maintaining
sterile condifions, if the device s sterile; and manufactuing issues refated to product’s conformity with metrological requirements,
if it has measurement function. This certificate remains as the property of UDEM Intemational Certification Auditing Training
Cenire Indusiry and Trade Inc. Co. fo whom it must be retumed upon request. The above named company and UDEM
must keep a copy of this certificate for 5 years from the regisiration of the cerfificate. Usage of the CE mark is under the
responsibiity of the manufaciurer with the completion of EC Declaration of Conformity. The above mentioned company
must nofify alf changes related with the approved product to UDEM. if UDEM will not renew the validity of this certificate
in question, the mentioned company should stop placing the product on the market. The validity of the
certificate can be checked through www.udem.com.ir.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 031244303746
E-mail: infoQudemltd.com.ir www.udem.com.ir




This document containing 3 (three) pages is the Annex of the Certificate with the number

M.2020.106. 13692 and with the registration date of 29.06.2020 issued for “Boz Tibbi

/‘& Malzeme Sanayi ve Ticaret A.S.” by UDEM Uluslararasi Belgelendirme Denetim Egitim

a Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
UDEM  according to 93/42/EEC Medical Devices Directive

Surgical Silk Suture Product Models GMDN No: 13910 Class Iif

Natural, Sterile, Nonabsorbable, Multifilament, Braided, Black or Undyed colored, Silicon Coated, Surgical Sutures
are loop, single or with double needle or without needle, and in the following USP, EP, Thread Length, Needle
Length, Needle Shape and Needle properties:

usP: s/o, 8/6, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0,1, 2, 3, 4
EP: 03040507 115 2 3 35456 6
Thread Lenghts : Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm

Needie Shapes : 1/2,3/8,1/4,5/8, Straight, J, SKi

Needle Properties:

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

Surgical Polypropylene {PP) Suture Product Models GMDN No:13909 Class il

Synthetic, Sterile, Nonabsorbable, Monofilament, Blue 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, Thread Length,
Needle Length, Needle Shape and Needle properties:

UsP: 10/0, 9/0, 8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2
EP: 0203 04 0507115 2 3 35 45
Thread Lenghts : Variety of lengths, from 10 cm to 500 cm

Needle Lenghts :

Variety of lengths, from 3 mm to 150 mm

Needle Shapes :

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

Needle Properties:

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.

Surgical Poly{vinylidene difluoride} (PVDF} Suture Product Models GMDN No: 13909 Class [ii

Needle properties

Synthetic, Sterile, Nonabsorbable, Monofilament, Blue colored, Uncoated, Surgical Sutures are loop, single or with
double needle or without needle, and in the following USP, EP, Thread Length, Needle Length, Needle Shape and

UsP: 10/0, 9/0, 8/0, 7/9, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2
EP: 0203040507 115 2 3 3545
Thread Lenghts: Variety of lengths, from 10 cm to 500 cm
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This document containing 3 (three) pages is the Annex of the Certificate with the number
et M.2020.106. 13692 and with the registration date of 29.06.2020 issued for “Boz Tibbi
/ rb Malzeme Sanayi ve Ticaret A.S.” by UDEM Uluslararasi Belgelendirme Denetim Eg&itim
_L_a,_ Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
UDEM according to 93/42/EEC Medical Devices Directive

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm
Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKi
Needle Properties: 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, Spatuls, 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.

Surgical Polyamide 6-6,6 (PA) Suture Product Models GMDN No: 38000 Class lil

Synthetic, Sterile, Nonabsorbable, Monofilament, Blue or Black colored, Uncoated Surgical Sutures are with or
without Teflon pledget accessory, loop, single or with double needle or without needie, and in the following USP, EP,
Thread Length, Needle Length, Needle Shape and Needle properties:

uspe: 10/0, s/o, 8/0, 7/0, 6/0, 5/0, 4/C, 3/0, 2/0, O, 1, 2

EP: 02 0304 05071 15 2 33545

Thread Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm

Needle Shapes : 1/2,3/8, 1/4,5/8, Straight, i, SKi

Needle Properties: 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.

Surgical Polyester {PET) Suture Product Models GMDN No: 13906 Class Il

Synthetic, Sterile, Nonabsorbable, 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, Thread Length, Needle Length, Needle Shape and Needle properties:

UsP: 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2, 3, 4, 5

EP: 05071 152 3 35 45 6 6 7

Thread Lenghts: Variety of lengths, from 10 cm to 500 cm

Needie Lenghts : Variety of lengths, from 5 mm to 110 mm

Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKi

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line,
Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting,
Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar Point, Taper Point, Inside Cutting, Inside
Cutting Premium, Inside Cutting Premium Thin Line, inside Cutting Slim Blade, Square Body,
Blunt Point, Ball Point.
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This document containing 3 (three) pages is the Annex of the Certificate with the number

M.2020.106. 13692 and with the registration date of 29.06.2020 issued for “Boz Tibbi
Malzeme Sanayi ve Ticaret A.S.” by UDEM Uluslararasi Belgelendirme Denetim Egitim
Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
according to 93/42/EEC Medical Devices Directive

Surgical Polytetrafluoroethylene (PTFE) Suture Product Models GMDN No: 13909 Class il

Synthetic, Sterile, Nonabsorbable, Monofilament, Uncoated, White (Undyed)} colored Surgical Sutures are loop,
single or with double needie or without needle, and in the following USP, EP, Thread Length, Needle Length, Needle
Shape and Needle properties:

UsP: 6/0, 5/0, 4/0, 3/0, 2/0

EP: 071 15 2 3

Thread Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 5 mm to 110 mm

Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKi

Needle Properties: 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.

Surgical Stainless Steel Wire Product Models GMDN No:15971 Sinif Iib

Sterile, Nonabsorbable, Monofilament, Uncoated, Natural Metalic Colour Surgical Sutures are loop, single or with
double needle or without needie, and in the following USP, EP, Thread Length, Needle Length, Needle Shape and

Needle properties:

UsP: 5/0, 4/0, 3/0, 2/0, O, 1, 2, 3, 4,5, 6, 7
EP: 115 2 3 3545 66738 9
Thread Lenghts: Variety of lengths, from 10 cm to 500 cm
Needle Lenghts : Variety of lengths, from 10 mm to 150 mm
Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKI

Needle Properties:

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 Bedy,
Blunt Point, Ball Point.

Surgical, Polytetrafluoroethylene {PTFE} Pledget Product Models GMDN No: 31744 Sumf 1l

Sterile, Nonabsorbable, Non-woven, White colored and in the following dimension ranges:

Width =3 mm..... 150 mm

Length =3 mm ......150 mm

Height =1mm......... 2mm
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CERTIFICATE

EC Design-Examination Certificate
93/42/EEC Directive of Medical Devices Annex Il, Section 4

With the expire of the certificate M.2020.106.13692 the validity of the certificate
M.2020.106.13692-1 will also end.

Company Name : Boz Tibbi Malzeme Sanayi ve Ticaret AS.

Company Address : Saghk Mahallesi Saghk 1 Sk. No:33/5 Cankaya ANKARA / TURKEY

Manufacturing and Storage  : 29 Ekim Mahallesi Necip Fazil Bulv. No:71 Yenikent Sincan
ANKARA / TURKEY

Related Directives and Annex : 93/42/EEC Medical Devices Directive — Annex Il (Section 4)

Product : Single use, Sterile Nonabsorbable Surgical Sutures - Class il
Single use, Sterile Nonabsorbable Teflon Pledget - Class |l

13910, 38000, 13909, 13909, 13906, 31744, 13909, 15971

Product Types are attached.

Certificate Number 1 M.2020.106.13692-1

Report Number : MD.3532.1B

Initial Assessment Date :08.11.2019

Registration Date :129.06.2020 Auditing Training Centre Industry
Revision Date /No - and Trade Inc. Co.

Expiry Date 1 27.05.2024 ' )

The EC design examination certificate refers to the above mentioned product. UDEM hereby declares that the “‘—J
requirements of Annex Il, section 4 of the 93/42/EEC Direcfive have been met for the listed products. The above r
named manufacturer has established and applied a quality assurance system, which is subject to periodic surveillance
audits, defined by Annex I, section 5 of the aforementioned directive. This certificate remains as the property of
' N
S —_—

UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returned
upon request. The above named company and UDEM must keep a copy of this certificate for 5 years from the
registration of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with the completion
of EC Declaration of Conformity. The above mentioned company must notify all changes related
with the cpﬁroved product fo UDEM. If UDEM will not renew the validity of this cerfificate in'question, the mentioned
compcgy should sg_op placing the product on the market. The validity of the cerfificate can be checked through
www.udem.com. r.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
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This document containing 3 (three) pages is the Annex of the Certificate with the number

M.2020.106. 13692-1 and with the registration date of 29.06.2020 issued for “Boz Tibbi

/f& Malzeme Sanayi ve Ticaret A.S.” by UDEM Uluslararasi Belgelendirme Denetim Egitim

a Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
UDEM according to 93/42/EEC Medical Devices Directive

Surgical Silk Suture Product Models GMDN No: 13910 Class Il

Natural, Sterile, Nonabsorbable, Multifilament, Braided, Black or Undyed colored, Silicon Coated, Surgical Sutures
are loop, single or with double needle or without needle, and in the following USP, EP, Thread Length, Needle
Length, Needle Shape and Needle properties:

USP: s/0, 8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2, 3, 4
EP: 030640507 115 2 3 35456 6
Thread Lenghts : Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm

Needle Shapes :

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

Needle Properties:

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

Surgical Polypropylene {PP} Suture Product Models GMDN No: 13909 Class lii

Synthetic, Sterile, Nonabsorbable, Monofilament, Biue 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, Thread Length,
Needle Length, Needle Shape and Needle properties:

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

EP: 0203 04 0507115 2 3 35 4 5

Thread Lenghts : Variety of lengths, from 10 cm to 500 am

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm

Needle Shapes : 1/2,3/8, 1/4,5/8, Straight, J, SKi

Needle Properties: 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.

Surgical Poly{vinylidene diflucride} (PVDF}) Suture Product Models GMDN No: 13909 Class Il

Needle properties

Synthetic, Sterile, Nonabsorbable, Monofilament, Blue colored, Uncoated, Surgical Sutures are loop, single or with
double needle or without needle, and in the following USP, EP, Thread Length, Needle Length, Needle Shape and

usPp: 10/0, 9/0, 8/0, 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2
EP: 0203040507 115 2 3 3545
Thread Lenghts: Variety of lengths, from 10 cm to 500 cm
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Needle Lenghts : Variety of lengths, from 3 mm to 150 mm
Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SK!
Needle Properties: 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.

Surgical Polyamide 6-6,6 {PA) Suture Product Models GMDN No: 38000 Class 1li

Synthetic, Sterile, Nonabsorbable, Monofilament, Blue or Black colored, Uncoated Surgical Sutures are with or
without Teflon pledget accessory, loop, single or with double needle or without needie, and in the following USP, EP,
Thread Length, Needle Length, Needle Shape and Needle properties:

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

EP: 02 0304 05071 15 2 33545

Thread Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm

Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKi

Needle Properties: 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
Cutiting, Inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim
Blade, Square Body, Blunt Poirit, Ball Point.

Surgical Polyester (PET) Suture Product Models GMDN No: 13906 Class ili

Synthetic, Sterile, Nonabsorbable, 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, Thread Length, Needle Length, Needle Shape and Needle properties:

UsP: 7/0, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2, 3, 4, 5

EP: 05071 152 3 35 45 6 6 7

Thread Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 5 mm to 110 mm

Needle Shapes : 1/2,3/8, 1/4,5/8, Straight, J, SKi

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line,
Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting,
Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar Point, Taper Point, Inside Cutting, Inside
Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade, Square Body,
Blunt Point, Ball Point.
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Surgical Polytetrafluoroethylene (PTFE} Suture Product Models GMDN No: 13909 Class il

Synthetic, Sterile, Nonabsorbable, Monofilament, Uncoated, White {(Undyed) colored Surgical Sutures are loop,

single or with double needie or without needle, and in the following USP, EP, Thread Length, Needle Length, Needle
Shape and Needle properties:

USP: 6/0, 5/0, 4/0, 3/0, 2/0

EP: 071 15 2 3

Thread Lenghts: Variety of lengths, from 10 cm to 500 cm

Needle Lenghts : Variety of lengths, from 5 mm to 110 mm

Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKi

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line,
Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoeint, 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.

Surgical, Polytetrafiuoroethylene (PTFE) Pledget Product Models GMDN No: 31744 Sif Iif

Sterile, Nonabsorbable, Non-woven, White colored and in the following dimension ranges:

Width =3mm.... 150 mm

Length =3 mm ....150 mm

Height =1mm........ 2mm
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