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About of Glikolak Surgical Sutures

zz Material
Poly [glycolide(90%)-co-lactide(10%)] , Synthetic

é. Colour
Violet Purple and Undyed

1 Structure

Braided-Multiflament

@ Coating
Calcium Stearate, %30 Glycolide, %70 Lactide

Glikolak sutures are synthetic, stripped, absorbable, sterile surgical sutures made from polygly-
colide and lactide. Stripped sutures have special coating material. Coating of the sutures were
made with Calcium Stearate and Poly (Glycolide Lactide) (30/70) mixture.

Glikolak sutures have violet colour to make surgical operations easier. Natural colouring agents

were used in colouring process. Glikolak sutures are manufactured with or without stainless steel
needle, at 8/0 range, and with various lengths between 30cm to 150cm.

Main Indication

w= Tensile Strength
2nd week ~ %75 wound support

@ Gastrointestinal W Gynaecology
Surgery

G‘ Absorbtion
~55-70 days

@ Ophthalmic % Orthopedics
Surgery

|<>| USP - EP Range
USP: 8/0-2 EP: 04-5

@7@ Urology @ Skin Closure

2.

% Sterilization
EO (Ethylene Oxide)

% Ligatures

We are developing solutions for the needs of health sector with materials manufactured in our own facilities. We are adapting to current technological conditions and constantly update our product range.
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Glikolak

Surgical Suture, Poly[glycolide(90%)-co-lactide(10%)](PGLA)
Absorbable,Synthetic,Braided

L Product USP Length Unit
Needle Length and description No EP (cm) PCSs Color
6 mm
3/8 8/0
Reverse Cutting \f\j M GL1165 45 12 Violet
150 Micron Y 0,4
. GL1256 45 12 Violet
R Cutt N
150 Micron =" 05
3/8 = 810 |
Spatula 5 = GL1155 o4 30 12 Violet
230 Micron
3/8 e 710
Spatula N — GL1253 45 12 Violet
2§0 Micron N = 0,5
8 mm
1/2 e 6/0
N GL1394 30 12 Violet
Spatula =< ole
31‘5)0 Il\JIIicron -/ = 0,7
1/4 = 6/0
Spatul N~ GL1405 45 12 Violet
32(? II\JII?cron ~—r ) = 0,7
1/4 GL1404 6/0 30 12 Violet
Spatula 5 —=c 0
340 Micron 5/0
GL1764 45 12 Violet
1,0
3/8 ) o 710
Round Body, T: Point GL1299 45 12 Violet
2§3nMic?o?1l aperrom ~ —e 0,5
3/8 6/0
Round Body, Taper Point \—/ @ GL1432 75 12 Violet
280 Micron — 0,7
3/8 8/0
Spatul . GL5827 45 12 Violet
Zgg IldI?cron ~— = 0,4 oe
3/8 6/0
Spatul / GL1413 45 12 Violet
25(? Ildliiron N~ s = 0,7 e
10 mm
3/8 ) 5/0
Round Body, Taper Point /" GL1803 45 12 Violet
S I
3/8 v 6/0
. GL1496 45 12 Violet
R Cutt
330 Micron * N~ — 07
3/8 6/0
N/ == | GL1450 i
Spatula 45 12 Violet
2g0 Micron N S = 0,7
3/8 < 5/0
N~ GL1790 -
Spatula = 75 12 Violet
3§0 Micron =/ = 1,0
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G I i ko I a k Surgical Suture, Poly[glycolide(90%)-co-lactide(10%)](PGLA)
Absorbable,Synthetic,Braided

L Product Length Unit
Needle Length and description No lIJESPP (crg) PCSs Color
12 mm
1/2 o 5/0
Round Body, Taper Point N\ GL1836 45 12 Violet
430 Micron — 10
13 mm
6/0
GL1560 45 12 Violet
1/2 ) ©) 0.7
Round Body, Taper Point —0_ 6/0
330 Micron GL1564 75 12 Violet
0,7
5/0
GL1894 75 12 Violet
1/2 ©) 10
Round Body, Taper Point u —e 5/0
430 Micron GL1900 90 12 Violet
1,0
3/8 ® 6/0
Round Body, T: Point GL1580 45 12 Violet
3??(lJmMic?or)': aperrom N — 0,7
3/8 ® 5/0
Round Body, Taper Point o/ GL1914 75 12 Violet
3§gnMic?o% aperrom — 1,0
3/8 O 4/0
Round Body,T: Point v GL2434 60 12 Violet
—
3/8 7 GL1626 6/0 45 12 Violet
R Cutti iole
P?gfnrisl?m lg’::?:(r)]gMicron v — 0,7
16 mm
5/0
U o GL1990 o 75 12 Violet
1/2 ,
Round Body, Taper Point U - 5/0
GL1994 75 12 Violet
1,0
4/0
GL2504 75 12 Violet
1/2 o 15
Round Body, Taper Point U —e_ 3/0
GL3005 75 12 Violet
2,0
5/0
GL2021 75 12 Violet
1,0
3/8 \__/ ° 4/0
Reverse Cutting =% | GL2540 . 75 12 Violet
GL3025 3/0 75 12 Violet
2,0
5/0
3/8 v A GL2144 75 12 Violet
Inside Cutting — 1,0

%z(@ web : www.boztibbi.com
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Glikolak

Surgical Suture, Poly[glycolide(90%)-co-lactide(10%)](PGLA)

Absorbable,Synthetic,Braided

L Product Length Unit
Needle Length and description No lIJESPP (cr?n PCSs Color
16 mm
4/0
GL2557 75 12 Undyed
1,5
3/8 \__/ - 410
Inside Cutting = | GL2553 . 45 12 Violet
3/0
GL3039 75 12 Violet
2,0
17 mm
1/2 ® 5/0 |
Round Body, Taper Point U —H0_ GL2165 1,0 75 12 Violet
18 mm
1/2 © 4/0 |
Round Body, Taper Point U —0_ GL2613 15 7 12 Violet
19 mm
6/0
GL1706 75 12 Violet
0,7
5/0
GL2206 75 12 Violet
4 1,0
3/8 — 4/0
Reverse Cutting v GL2640 75 12 Violet
1,5
3/0
GL3109 75 12 Violet
2,0
20 mm
5/0 _
GL2229 75 12 Violet
1,0
GL2685 410 75 12 Violet
1ole’
1/2 w O 1,5
Round Body, Taper Point —e_ 4/0
GL2690 90 12 Violet
15
3/0
GL3142 75 12 Violet
2,0
4/0
GL2716 45 12 Undyed
15
3/0
3/8 v GL3164 45 12 Violet
Reverse Cutting v Y 2,0
2/0
GL3663 75 12 Violet
3,0
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Glikolak

Surgical Suture, Poly[glycolide(90%)-co-lactide(10%)](PGLA)
Absorbable,Synthetic,Braided

L Product USP Length Unit
Needle Length and description No EP (cm) PCSs Color
25 mm
GL2788 4/0 75 12 Violet
1,5
3/0
1/2 o GL3252 75 12 Violet
Round Body, Taper Point U —e 2.0
2/0
GL3746 100 12 Violet
3,0
2/0 )
GL3724 75 12 Violet
3,0
25 mm
4/0
3/8 v v GL2804 75 12 Violet
Reverse Cutting —d 1,5
4/0
GL2812 45 12 Violet
1,5
AN
GL3284 45 12 Violet
Inside Cutting 2,0
2/0
GL3763 75 12 Violet
3,0
26 mm
GL3313 3/0 75 12 Violet
1/2 O 2,0
Round Body, Taper Point —e 0
GL4220 90 12 Violet
35
4/0
GL2852 75 12 Violet
1,5
318 S —= a0
Reverse Cutting GL3346 75 12 Violet
2,0
2/0
GL3822 75 12 Violet
3,0
30 mm
GL3369 3/0 75 12 Violet
2,0
1/2 . u @ GL3858 2/0 75 12 Violet
Round Body, Taper Point —e 3,0
2/0
GL3865 90 12 Violet
3,0
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G I i ko I a k Surgical Suture, Poly[glycolide(90%)-co-lactide(10%)](PGLA)
Absorbable,Synthetic,Braided

L Product USP Length Unit
Needle Length and description No EP (cm) PCs Color
30 mm
0
GL4244 75 12 Violet
35
0
1/2 @ GL4250 90 12 Violet
Round Body, Taper Point —e 3.5
GL4608 1 75 12 Violet
4,0
1 .
GL4614 90 12 Violet
4,0
1/2 U ----- O 2/0
Round Body, Taper Point u —e GL3854 io 75 12 Violet
GL3397 3/0 75 12 Violet
2,0
GL3891 2/0 75 12 Violet
3,0
3/8 v
Reverse Cutting e o 2/0 )
GL3895 90 12 Violet
3,0
0 .
GL4273 75 12 Violet
35
35 mm
GL3916 2/0 75 12 Violet
3,0
GL4300 0 75 12 Violet
1/2 | ©
Round Body, Taper Point —
GL4644 1 75 12 Violet
4,0
1 .
GL4649 90 12 Violet
4,0
GL3423 30 75 12 Violet
2,0
4
3/8 v 2/0 .
Reverse Cutting ——p | GL3933 20 75 12 Violet
1 .
GL5881 75 12 Violet
4,0
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G I i ko I a k Surgical Suture, Poly[glycolide(90%)-co-lactide(10%)](PGLA)
Absorbable,Synthetic,Braided

o Product USP Length Unit
Needle Length and description No EP (cm) PCs Color
40 mm
GL3982 2/0 75 12 Violet
3,0
0 .
GL4368 75 12 Violet
3,5
0 !
GL4375 90 12 Violet
3,5
1/2 ®
Round Body, Taper Point —e GL4713 1 - 12 Violet
4,0
1 .
GL4719 90 12 Violet
4,0
2 .
GL5003 75 12 Violet
5,0
0 )
GL4399 90 12 Violet
3,5
4
1/2 - 1 |
Reverse Cutting GL4749 0 90 12 Violet
2
GL5019 75 12 Violet
5,0
3/8 N 0
Reverse Cutting ~——% | GL4408 a5 75 12 Violet
45 mm
GL4772 1 75 12 Violet
4,0
1 .
1/2 ©) GL4775 20 12 Violet
Round Body, Taper Point —e_ 4,0
GL5035 2 75 12 Violet
5,0
2/0 !
GL4022 75 12 Violet
3,0
4 0 -
3/8 GL4432 75 12 Violet
Reverse Cutting —y 3,5
GL4787 1 75 12 Violet
4,0
Straight .V 4/0 _
Reversg Cutting — GL2909 i 45 12 Violet

%@
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G I i ko I a k Surgical Suture, Poly[glycolide(90%)-co-lactide(10%)](PGLA)
Absorbable,Synthetic,Braided

L Product UsP Length Unit
Needle Length and description No EP (cm) PCSs Color
50 mm
0 .
GL4454 75 12 Violet
3,5
0 .
GL4459 90 12 Violet
3,5
1 .
GL4812 75 12 Violet
4
1/2 o 0
Round Body, Taper Point —e_ 1
GL4818 90 12 Violet
4,0
2 .
GL5066 75 12 Violet
5,0
2 .
GL5070 90 12 Violet
5,0
1/2 V4 GL5078 2 75 12 Violet
Reverse Cutting —y 5,0
60 mm
4/0 .
GL2923 75 12 Violet
1,5
Straight 4 3/0
Reverse Cutting —w GL3492 75 12 Violet
‘ 2,0
2/0
GL4074 75 12 Violet
3,0
63 mm
1
3/8 ® GL4858 75 12 Viol
Blunt (G 40 iolet
64 mm
® 1
3/8 =] GL4861 ) 12 Violet
Blunt 4,0
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Glikolak

Surgical Suture, Poly[glycolide(90%)-co-lactide(10%)](PGLA)

Absorbable,Synthetic,Braided

Product | USP Length Unit
Non-Needle Suture No EP (cm) PCs Color
6x45 cm
3/0 .
GL2950 20 6x45 12 Violet
GLIKOLAK 0
Non-Needle Suture GL4137 - 6xd5 12 Violet
1 .
GL4563 6x45 12 Violet
4,0
12x45 cm
4/0
GL2344 12x45 12 Violet
1,5
3/0
GL2958 12x45 12 Violet
2,0
GLIKOLAK 2/0 .
Non-Needle Suture GL3sS2 | | 12x45 12 Violet
0 .
GL4145 12x45 12 Violet
35
1 .
GL4554 0 12x45 12 Violet
17x45 cm
3/0 12 Violet
GLIKOLAK GL2966 20 17x45 iole
Non-Needle Suture
1
GL4559 40 17x45 12 Violet
10x50 cm
0 .
GL4140 10x50 12 Violet
GLIKOLAK 35
Non-Needle Suture
3/0
GL2955 10x75 12 Violet
2,0
10x75 cm
GLIKOLAK GLass0 | 10x75 12 Violet
Non-Needle Suture 4,0
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Surgical Suture, Poly[glycolide(90%)-co-lactide(10%)](PGLA)

|
G I I ko I a k Absorbable,Synthetic,Braided

150 cm

GLIKOLAK
Non-Needle Suture

5/0
GL1737 150 12 Violet
1,0
4/0
GL2326 150 12 Violet
1,5
3/0 ,
GL2935 150 12 Violet
2,0
2/0 _
GL3511 150 12 Violet
3,0
0 .
GL4114 150 12 Violet
35
1 .
GL4532 40 150 12 Violet
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Prospektus
Prospectus

GLIKOLAK

Emilebilir Cerrahi Ameliyat ipligi
Absorbable Surgical Sutures

Latfen dilinizi seciniz
Please select your language

" | SURGICAL
SUTURES




D GLIKOLAK Wallanma Taman

Corraht PolGlkol(00%)ko1aki( 10%)
Emilobilr P
Semoi i, Orgls, VislotUndyed

ONLEMLER
Ciltte 7ginden fazla kalan dikisler lokal tahrise neden olabilr ve bu durumda dikisler
kesimeli ya da gikanimalidir. Baz kosullarda ozelikle ortopedik prosedirlerde; cerrahin

Zayif kan dolagiminin oldugu dokularda dikis atma ve geg emilim olabileceginden,

TANIM
GLIKOLAKiiur, 10 Llakii'

bir kopolimerden olusmus. esnck yapida, sentelk, emilebil
Kapolmerin ampitk il (G0, n(CH0n selndedi:
rlerepitesirimes fomeydanagei:

GLIKOLAK siturun kapl e it mitarda kantrian ks sirat
(S211,0,Co) o 30 kol o 470 K0 (C OG0 ormlinde .7l
Rozrammantad. GLIKGUAK s, anh organzmnads klamiaconda smiobir vo g

rise neden olmaz. Kopolimer ve kaplama maddesi kalsiyum siterat, nonantienik,

steril cerrahi ikt
ultflaman situr, fiberlerin

GLIKOLAK cerahi pler USP 810 ve 2 (metk 0.05) rasinda, defisk boylarda, Gnesiz

veya cesilli tip ve boylarda paslanmaz celik ignelere takil olarak meveuttur:

i minan Ak i mor (GG Viek o, 5 C.1.4 60735 FDA Par 743803 |
g

be).

)8!
‘Siturlar Monogrami” gerekliiklerini ve Avrupa Farmakopesinde (E.P.) tanimianan ‘Steril
Sentetik Emilebilen Orgiili Siiturlar Monogram; 01/2008:0667gerekliiklerini, bazi

KULLANIMALANI
GLIKOLAK siltur oftaimik

ETKILERI

GLIKOLAK veya diger siturlarin kullaniminda ipiige ve igneye zarar vermekien

Kaginimalidrr. Forseps veya igne tutucu gibi cerrahi aletlerin kullanimina bagh ezme veya
ahatalarindan kagininiz

{ine ilannin ve bagian bogesinin hasar gomees! iin, bagiant ucu ve Kine ucu

ncans mosatont e B 1)l yan (13, sk Heman utan enion

yeniden sekillendirmek, gulerini kaybetmelerine ve bukiime ve kinimalara karsi

direnglerinin azalmasina neden olabilr. Istem disi igne batmalarindan kaginmak igin

GLIKOLAKipliki i
teknikler ile cerrahi durum ve cerrahin deneyimine bagh olarak lave dugam teknikleri
gerektimektedir.

ediniz

Kullanilan igneleri“kesici alet”kaplarinaatiniz,

YANETKILERI

Bu cihazin kullanimina bagh yan etiller; yara bélgesinde gecici tahris, akut doku yang!
reaksiyonu, kizankiik ve deri alt dikislerin emilimi srasinda sertlesme  sekindedr

LIKOLAK
PIYASAYASUNUS SEKLI

‘GLIKOLAK siturlar steri, i, boyanmis (mor) ve boyanmamis (dogal), U.S.P.8/0 ve 2
(melrik 0.4-5) arasinda, deisik boytarda, Gesil tip ve ebatlarda pasianmaz Geik igneli
veyaignesiz olarak meveuttur.

GLIKOLAK siltur,
olabilr

Ipiklerbir,
GLIKOLAK

meydana gelrr. Hidrolizden sonra karbondioksit ve su sekiinde viicuttan atir. Emilim,

DEPOLAMA
25°Chnin altinda ve giines s1gindan uzakta depolayiniz.

IKOLAY fa sonra
m.mal gerime Kwetiin 75 i emgw gostermistir. En az 21- Y G dok

Orjinal Mukavemetin
Yakiask Kalan Yizdosi
GUKOLAK

Implantasyon Gini

KULLANILMAMASI GEREKEN YERLER
Emilebilir ip olmasindan dolayi uzun sirell doku kapanmas: gereken yerlerde
Kullanimamaiidr:

UYARILAR

aranin agim sk wyulama bdiges ve Kulanian maizemeye e degisebiddicn
kullaniciar yara kapamas: igin sufuru klan snce emilebilr corrahi ipiKlerin
Killandg “coean yonsam vo Sokmiiere-agins oA Dokiomar noselands
Kullaniacak sGiur secimi yaparken in-vivo perormansi (ETKILERI" baliminde) goz
Gninde bulunduruimaldir.

Bu

ayifvelveya yara yetersiz
olan yas\lhasta\amauyguno\mayabmr
Iplier or sistemde bulunan tuz gzslieri e uzun sireli tomas: tas
mluwmunanedenwlabmr

LIKOLAK emiebilt bir situr oldudundan: yayims, gerimis, sismis ya da ilave destek
Senen yarh bogalatn KapanmaBings o ok enilomeyen S da Kol

‘Son kullanmatariinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN ISRETLER
Tek kullanimik

Boyasiz Emilebic Orgil Kaplamal

Tekrar sterl etmeyiniz Katalog numarast

25Cn altinda muhafaza ediniz
Ginesten uzak tutunuz

Yy 0 g am i

Nemden koruyunuz

2 YYYY-MM Son kullanma tarihi, Yil-Ay @

Soo
Boya, Emiabi,Oril, Kaplama c € 2292

Ger donisimla paket

Dikat, Kulanma kilavuzuna bakiniz
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GLIKOL AK Instruction for Use
Surgical, Polllycolde(00%) coracide( 10%)

Absorbable PGLA Sul

Syninsto, Mliament, Braded, Violetncyed

DESCRIPTION
GLIKOLAK

As GLIKOLAK is an absorbable suture material, the use of supplemental non-absorbable

tretching, or distension,

Acceptable surgical practice should be followed for the management of contaminated or
inecladwounds

composed of a copolymer synthesized !mm 90% glycolide and 10 % L-lactide 4dsrweﬂ
from glycolic and lactic acids). mpirical formula of the copolymer
(L .5 B, Miiamen suure s conasing af lemaniary s whicn are
assembled by braiding
GLIKOLAK sutire s paparad by osing suur matrl v it composed of
jal parts calcium slearal (C,.Hv(O C ) and 30% glycolide and 70% \actlda
(lC H,0,)m(C.H,0,)n 7). When GLIKOLAK suture is introduced into
ing orbanam- s ‘beorbed by fhal organam cass po umdoe tesve miaton.
Copolmer an he coating wih cacum siearals nave been ound 16

S n7
and should be sripped off or Tomavos Uner some Sheurmtinces, noramy arhopsge
o

Conciserason shoid b taken i he use o sbsorbable suures i tssues withpoor oo

upply, as suture extrusion and delayed absorp!

Tn hading GLIKOLAK.or any other suturs materal. care shouid be taken fo avoid
0 needle and suture. Avoid crushing or crimping damage due to application of

surgicansrumentssuch s forcops o nescleholdrs

GLIKOLAK suture has been presented in USP 810 to 2 (metric sizes 0.4 and 5) gauge
sizes in a variety of engif, as non-needled or attached to stanless stcel needles of
(D&C Violet No. 2 C.1. # 60725,
FONRaNT4.3802 | Seivon Vet 13) 1 anhance bl 1 esue. Toe i s 168
avalable nihe undyed naurl beige) o
LAK suires et Unted States Pharmacaposia (U SF) roqurements as
Goscioga 1 the U5 Monograph fo AboorbaRE Surgea Suires and Eur
Phamacoposia (E.P.) requirements as described in the E.P. “Monograph for Sures,

, rae thoceedis i anarss one 7

4 (172 l
may cause them to ey Sirengih and be less resstant to bending and breaking. Users

GLIKOLAK sulre wtich ae resed to anhance handing charecarisis reques the
scospted surgicltchriaue offat and square s withacdionsl hrows ss waanied
surgical circur experiences oft
voidprlongod exposurs o Bvated lenpersturs

f contaminated and unused products are in accordance with local and facilty
eeements Dacardsseanastiosin “sharps” containers.

slight oversize in some gauges,
INDICATIONS
GLIKOLAK suture is indicated for use in general soft tissue dlor

Adverse reactions associates with the use of GLIKOLAK sutures include transitory local
imitation at the wound site, acute inflammatory tissue reaction, er and induration
during the absorption process of subcuticular sutures. Like all foreign bodies GLIKOLAK

Vigation,inclucing use i ophthaic procedures but ot fr use n Cardiovascular and
neurological iss
ACTIONS

GLIKOLAK

HOWSUPPLIED

GLIKOLAK suture is available sterile, as braided dyed (violet) and undyed (natural)
sirands in sizes 810 10 2 (metic sizes 0.4 - 5) n a variely of lengths, as non-needed o
attached ] t iable one, tw

suture occurs by means of hydrolysis gradually and decrease the strength in the body.
After hydrolysis it is executed from the body as carbon dioxide and water. Absorption

mal and in-vitro hydrolysis studies indicate that GLIKOLAK suture retains
Spproximately 75% of e orgnal tensits stengih (Break Sirength Retention BSR) at
two weeks post implantation. This suture provides tissue suppering during 21-28 days

Days implantation

28 Days (60 and arger)

CONTRAINDICATIONS
This suture, being absorbable, should not be used where extended approximation of
tissue s required.

WARNIN

Users should be familiar with surgical procedures and techniques involving absorbable
, as risk of

the sie of applicaion and the suture material used. Physicians should consider the in

The use o this suture may be inappropriate in elderly malnourished or debiltated
patients,
As with any foreign body, prolonged contact of any sulure with salt solutions, such as

GLIKOLAK sutures for

vae be\ow 25°C and keep away from sunlight. Protect from humidiy. Do not use after

@ Do net reserize

™ [Er——

YYYY O] ot tbanscre veor

SYMBOLS USED ON LABELLING

Undyed Absorbable, Braided.
Coates

Catalogue Number

Store below 25°C

Keep awayfrom sunight

Attenton, Sea instrucon for ise

2 YYY Y-MM Eoiy Dst,Year-Mantr
STERILE[EO] Stere £0: Enyene oxide
Bateh Nomber

B 0y Avsorbatie, Breises, Costed

c € 2292
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GLIKOLAK Mode d’emploi

Chirurgie, Polylglycolique(90%)-colactide(10%)]

PGLA absorbable Sut
Synthétique. Multfiament, Tress?, Violet/Non coloré

DESCRIPTION
La suture de GLIKOLAK. tune

Des practiques chirurgiques acceptables doivent &tre suivies pour la gestion des plaies
contaminées etinféctées

PRECAUTIONS

L

dolvent 8tre découpées ou enlevées comme Indiqué. Sous certaines circonstances,
notamment des procédures orthopédiques, limmobilisation des joints by un support externe

st exilo omposs par un copolymere yningise G 80% do gycoldo ot 10 % Cincids

La
(CH,0)m(CHO)n. La sulure de muli-flament consiste aux fibres élémentaires qui sont
assemblés pariressage.

LasuroGLIkOL

lasu
Lors de la manipulation du GLIKOLAK ou d'aulres matériaux de suture, on doit ére attentif &
I Eviter |

des parts dgaux o calcum serst (C,H,0,Ca) st 30% de givcoldo ot 0% do Isclde
(OO 06 IS Ty: Lorsdus 1 suure do. GLIKGLAK et mrodue cans un
o s iloa eorh pa oot raasme cavaan une igbrs iatos & tam. La

tre non antigens, non

Pour éviter

points de faiguile ot . agrippez laiguille
(112) e’

L

L

Lasuture de GLIKOL
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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 Cankaya / ANKARA / TURKIYE
GLIKOLAK

Product Name Surgical, Poly[glycolide (90%)-co-lactide (10%)] (PGLA) 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 Poly(glycolide-co-lactide)(30/70) + Calcium stearate

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, 5 and 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

Signature
Name Adil BOZ
Position General Manager
Document Code : Effective Date: Revision No: Revision Date: Number of Pages:

YT-DC-GL 11.09.2012 07 10.11.2021 1/6
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BOZ TIBBI
MALZEME SANAYi VE TICARET A.S.

Surgical, Poly[glycolide (90%)-co-lactide (10%)] (PGLA) Suture Product 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

EP:

04 0507 1 156 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.
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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 (ISO
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

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 11137-1:2006, 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 (1ISO
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 (ISO 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 (1ISO 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 (ISO 10993-18:2020)

EN ISO 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 (1SO 14644-5:2004)

EN ISO 14630:2012

Non-active surgical implants - General requirements (1SO 14630:2012)

2. Pharmacopeia

EP 10.0-01/ 2008:0667

European Pharmacopoeia 10.0-01/ 2008:0667 Sutures, Sterile Synthetic Absorbable Braided
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 (1SO 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

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)
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Document Number

Title of Document

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. 8
June 2010

MEDICAL DEVICES: Guidance document - Classification of medical devices

MEDDEYV 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

MEDDEV 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/Recé-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-
revii

Post-Marketing Surveillance (PMS) post market/production

NB-MED/2.13/Rec1-rev3

CE-Marking of pre-MDD devices

4.4. MDCG Documents

MDCG 2019-5
Registration of legacy devices in EUDAMED
April 2019 g gy
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
MD(_:G £HRET Guidance on PMCF plan template
April 2020
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Document Number Title of Document
MDGC 2020-8
. luati
April 2020 Guidance on PMCF 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 - ;
December 2020 MDCG Position 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 Position 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
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
MDCG 2020-7
i | lat
April 2020 Guidance on PMCF plan template
MDGC 2020-8
April 2020 Guidance on PMCF 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
NERR el MDCG Position Paper on UDI assignment for Spectacle lenses & Ready readers
December 2020
MDCG 2021-1 Rev.1 Guidance on harmonised administrative practices and alternative technical solutions until
May 2021 EUDAMED is fully functional :
MDCG 2021-09 MDCG Position 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

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
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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

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

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S
Mutlukent Mahallesi 2073. Sokak {Eski 93 Sokak} No:10 Umitkdy — Cankaya — ANKARA
T:03124430390 F:03124430376 info@udemltd.com.ir www.udem.com.tr

Sayfa1/3 and Trade inc. Co.



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
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
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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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This document containing 3 (three) pages is the Annex of the Certificate with the number
Wa'  M.2020.106. 13692-1 and with the registration date of 29.06.2020 issued for “Boz Tibbi
/ r&. Malzeme Sanayi ve Ticaret A.S.” by UDEM Uluslararasi Belgelendirme Denetim Egitim
. LA_ 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, 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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