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Synthetic Non-Absorbable Permanent

Polypropylene (PP) Permanent

No Coating Ethylene Oxide Gas

Monofilament Microsugery

Skin closure
Colowr Cosmetic Surgery
Blue, Black, Undyed Cardiac Surgery
Vascular Surgery
EP :0.2to5 Ophthalmic procedures
USP :10/0 to 2 Neurosurgical procedures
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

o Product Length Unit
Needle Length and description No LIJE?,P [cr?m) Pos Color
5 mm
3/8 O ML1047 10/0
Round Body, Taper Point 13 12 Black
130 Micron " ~ — 02 ac
5.1 mm
3/8 ® 9/0
Round Body, Taper Point ~ ML1110 13 12 Blue
100 Micron — 0,3
6 mm
; ML1161 60 12 Blue
Round Body, Taper Point N
130 Micron " —0_ 0,4
3/8 o 710
i N ML1255 75 12 Blue
Round Body, Taper Point
ZggnMic?or); aperrom ~ — 05
3/8 o 6/0
Round Body, Taper Point Nl ML1387 45 12 Blue
150 Micron " ~ — 0,7
6.5 mm
3/8 N = ML1172 8/0 45 12 Bl
Spatula ue
130 Micron ~ == 04
8 mm
3/8 o 710
Round Body, Taper Point ML1292 60 12 BI
220 Micron " —~ — 05 -
3/8 o
) 6/0
Round Body, Taper Point N2
220 Micron, Tor T on N e | ML1422 . 60 12 Blue
Black Needle '
Round Body, Taper Point N ® ML1293 70 60 12 Blue
220 Micron —/ - 05
Black Needle ’
8/0
ML1212 60 12 Blue
3/8 N ® 04
Round Body, Taper Point \__/ —e_
230 Micron 8/0
ML1213 75 12 Blue
0,4
3/8 ®
Round Body, Taper Point N 8/0
230 Micron " N —e_ | ML1211 60 12 Blue
Black Needle 0.4
ML1300 710 45 12 B
3/8 N o 05 we
Round Body, Taper Point _/ -
280 Micron — 7/0
ML1305 60 12 Blue
05
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

Product USP Length Unit

Needle Length and description No EP (cm) Pos Color
8 mm
ML1425 6/0 4 12 BI
5 e
3/8 S ® 0,7 ’
Round Body, Taper Point N
280 Micron <).: 6/0
ML1430 60 12 Blue
0,7
3/8 = 7/0
Spatul N ML1284 75 12 BI
Zgg ll\JIIia::ron \_/ = = 0,5 v
9 mm
3/8 7/0
i ~— © | ML1313
Round Body, Taper Point < 75 12 Blue
230 Micron " N~ e 05
10 mm
1/2 o ) 6/0
Round Body, Taper Point N ML1463 75 12 Blue
280 Micron " N — 07
3/8 o 7/0
' N/ O ML1326 60 12 Blue
Round Body, Taper Point ;
220 Micron " \—/ e 05
3/8 - 7/0
Round Body, Taper Point N © ML1324 75 12 Blue
230 Micron \—/ - 0,5
Black Needle
ML1477 6/0 60 12 BI
e
3/8 X,/ @ 0,7 !
gggnﬁ_Body,Taper Point \J «
icron - ) 6/0
ML1483 75 12 Blue
0,7
3/8 -
Round Body, Taper Point . O 6/0
280 Micron, Porron N — ML1476 . 60 12 Blue
Black Needle ’
5/0
ML1801 60 12 Blue
3/8 10
Round Body, Taper Point 5 ®.: 5/0
330 Micron — ML1802 75 12 Blue
1,0
3/8 A4 6/0
R Cutti ML1497 45 12 Blue
340 Micron ~— — 07
12 mm
3/8 v o 7/0
Round Body, Taper Point ML1346 75 12 Blue
2§(l)mMic?or); aperrom " — 0,5
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

o Product Length Unit
Needle Length and description No LIJE?DP [cr?n) Pos Color
13 mm
1/2 o 5/0
Round Body,T: Point U ML1882 75 12 Blue
320 Micron " \/ e 10
1/2 6/0
Round Body, Taper Point U © ML 1565 75 12 Blue
330 Micron — 0,7
6/0
12 ML1566 75 12 Blue
0,7
gggnﬁ,Body,Taper Point &jj ®.: 6/0
eren ML1569 90 12 Blue
0,7
1/2 5/0
Round Body, Taper Point v @ ML1884 75 12 Blue
380 Micron — 1,0
1/2 4/0
Round Body, Taper Point U @ ML2427 75 12 Blue
430 Micron — 1,5
5/0
L ML1898 75 12 Blue
1/2 U @ 1,0
Eggnla_Body,Taper Point U « p
icron pa— 4/0
ML2428 75 12 Blue
1,5
3/8 v O 710
Round Body,T: Point ML1363 60 12 Blue
230 Micron " \_/ —C 05
3/8 v ©O) 6/0
Round Body, Taper Point ML1571 60 12 Blue
280 Micron \_/ — 0,7
710
ML1365 75 12 Blue
3/8 o os
Round Body, Taper Point /. ;
280 Micron \\_/ —H_ 6/0
Black Needle ML1572 60 12 Blue
0,7
6/0
ML1582 45 12 Blue
3/8 O 07
Round Body, Taper Point
3§(l)mMicrc'>or); aperrom R — 6/0
ML1592 75 12 Blue
0,7
ML1584 6/0
3/8 v O o 60 12 Blue
Round Body, Taper Point ’
330 Micron \/ — 610
ML1588 75 12 Blue
0,7
3/8
Round Body, Taper Point \_/ © ML1593 6/0 90 12 Blue
330 Micron \/ —0_ 0,7
Black Needle
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

o Product Length Unit
Needle Length and description No LIJE?DP [cr?n) Pos Color
13 mm
3/8 O 5/0
Round Body, Taper Point \__/ e ML1910 60 12 Blue
380 Micron 1,0
3/8 ) o 5/0
Round Body, Taper Point ML1917 75 12 Blue
380 Micron " \_/ — 10
3/8 7 6/0
R Cutti ML1612 45 12 Blue
3§6/el\slsi?:rol:1 " N/ —l 0,7
3/8 = 6/0
Reverse Cutting v v ML1621 75 12 Blue
330 Micron \_/ — 07
3/8 7 5/0
R Cutti ML1927 45 12 Blue
380 Micron N — 1,0
218 c M ML2454 410 45 12 BI
ti
5ggel\l;lsiirol;| " v e 1,5 "
i 6/0
gr{zgula N > ML1606 75 12 Blue
280 Micron N == 07
16 mm
5/0
ML1987 45 12 Blue
1,0
1/2 ) 4/0
Round Body, Taper Point U e ML2506 '5 75 12 Blue
3/0
ML3007 75 12 Blue
2,0
6/0
ML1658 920 12 Blue
0,7
5/0
. ML1998 90 12 Blue
i 1,0
1/2 \_/ ® ‘
Round Body, Taper Point U —e ML2514 4/0 o0 0 N
ue
1,5
3/0
ML3010 90 12 Blue
2,0
ML1997 5/0 90 12 BI
ue
1/2 U o 1,0
RBciundkBﬁdy, (Tialper Point U — e 410
ack Needle ML2499 45 12 Blue
1,5
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

o Product  USP Length Unit
Needle Length and description No EP (cm) Pos Color
16 mm
5/0
3/8 ©
Round Body, Taper Point v —0_ ML 2007 10 & 12 Blue
5/0
ML2009 90 12 Blue
3/8 . © 10
Round Body, Taper Point — e
N 4/0
ML2524 90 12 Blue
1,5
6/0
ML1669 45 12 Blue
0,7
6/0
ML1672 75 12 Blue
0,7
5/0
ML2017 45 12 Blue
1,0
3/8 W4 5/0
Reverse Cutting o/ oy | M2t26 | % 12 Blue
4/0
ML2536 45 12 Blue
1,5
4/0
ML2541 75 12 Blue
1,5
3/0
ML3027 75 12 Blue
2,0
6/0
ML1681 45 12 Blue
07
5/0
A ML2141 45 12 Blue
3/8 1.0
Inside Cutting v —C 4/0
ML2556 45 12 Blue
1,5
3/0
ML3041 75 12 Blue
2,0
17 mm
6/0
ML1690 75 12 Blue
07
1/2 ) 5/0
Round Body, Taper Point U N ML2164 10 75 12 Blue
3/0
ML3060 75 12 Blue
2,0
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

Product  USP Length Unit

Needle Length and description No EP (cm) Pos Color
17 mm
5/0
ML2169 90 12 Blue
3/8 o ® 1,0
Round Body, Taper Point b/ —0 4/0
ML2595 90 12 Blue
1,5
18 mm
1/2 ® 4/0
Round Body, Taper Point U —0_ ML2615 15 [ 12 Blue
19 mm
5/0
3/8 N4 ML2207 o 75 12 Blue
Reverse Cutting v v 4}0
ML2642 75 12 Blue
1,5
20 mm
5/0
ML2230 75 12 Blue
1,0
4/0
ML2684 75 12 Blue
1/2 ® 15
Round Body, Taper Point w — 3/0
ML3143 75 12 Blue
2,0
2/0
ML3647 75 12 Blue
3,0
5/0
ML2234 9 12 Blue
R 1,0
1/2 w """" ' ® 4/0
Round Body, Taper Point U —0_ ML2696 90 12 Blue
1,5
3/0
ML3155 90 12 Blue
2,0
1/2 U © 4/0
Round Body, Taper Point o ML2697 90 12 BI
Black Needle U —C 15 -
5/0
ML2249 45 12 Blue
3/8 v -
Reverse Cutting v v 4/0
ML2715 45 12 Blue
1,5
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

o Product  USP Length Unit
Needle Length and description NoO Ep (cm) Pos Color
20 mm
4/0
ML2721 75 12 Blue
1,5
3/8 7 3/0
Reverse Cutting v e ML3166 20 45 12 Blue
3/0
ML3169 75 12 Blue
2,0
5/0
ML2253 45 12 Blue
1,0
4/0
A ML2726 45 12 Blue
3/8 15
Inside Cutting v — 3/0
ML3178 45 12 Blue
2,0
3/0
ML3182 75 12 Blue
2,0
22 mm
1/2 ® 5/0
Round Body, Taper Point w — ML2267 10 & 12 Blue
1/2 \_J. © 410
Round Body, Taper Point u — ML2753 15 9% 12 Blue
3/0
12 U A | wiszis 45 12 Blue
Inside Cutting — 2.0
5/0
ML2270 90 12 Blue
3/8 "o 10
Round Body, Taper Point + -
\__/ 410
ML2758 90 12 Blue
1,5
25 mm
4/0
ML2785 45 12 Blue
1,5
ML3253 310 75 12 BI
1/2 © 20 *
Round Body, Taper Point — 2/0
ML3725 75 12 Blue
3,0
0
ML4194 100 12 Blue
3,5
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

Product  USP Length Unit

Needle Length and description No EP (cm) Pos Color
25 mm
ML2796 40 90 12 Blue
15
1/2 i ® ML3261 3/0 ) 12 Blue
Round Body, Taper Point - — 2,0
U ML3735 2/0 75 12 Blue
3,0
ML3744 2/0 90 12 Blue
3,0
4/0
1/2 U @ ML2795 s 90 12 Blue
Round Body, Taper Point - — ’
Black Needle 3/0
ML3260 90 12 Blue
2,0
ML2806 410 75 12 BI
ue
3/8 v 15
Reverse Cutting v v 3/0
ML3272 45 12 Blue
2,0
4/0
ML2811 45 12 Blue
15
AN
3/8 v : 3/0
Inside Cutting < | ML3283 . 45 12 Blue
2/0
ML3761 45 12 Blue
3,0
26 mm
ML2830 4/0 75 12 Blue
15
1/2 ) ML3787 2/0 75 12 Blue
Round Body, Taper Point —e 3,0
ML4216 0 75 12 Blue
3,5
1
ML4591 75 12 Blue
4,0
ML2853 4:/;) 75 12 Blue
3/8 [ s | 30
Reverse Cutting L3348 20 75 12 Blue
ML3823 2/0 75 12 Blue
3,0
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

o Product  USP Length Unit
Needle Length and description No EP (cm) Pos Color
30 mm
4/0
ML2875 75 12 Blue
1,5
1/2 O 3/0
Round Body, Taper Point - ML3372 0 75 12 Blue
2/0
ML3861 75 12 Blue
3,0
0
ML4246 75 12 Blue
3,5
1
ML4615 100 12 Blue
4,0
1
ML4610 75 12 Blue
4,0
ML3378 | 0
1/2 U o ’o 90 12 Blue
Round Body, Taper Point - ’
\—/ 20
ML3867 90 12 Blue
3,0
ML3390 310 75 12 BI
ue
1/2 4 2,0
Reverse Cutting -
2/0
ML3884 75 12 Blue
3,0
3/0
ML3398 75 12 Blue
2,0
2/0
ML3894 75 12 Blue
3/8 V4 3,0
Reverse Cutting —y 0
ML4276 75 12 Blue
3,5
1
ML4631 75 12 Blue
4,0
35 mm
3/0
ML3413 75 12 Blue
1/2 ® 2,0
Round Body, Taper Point — e 210
ML3919 75 12 Blue
3,0
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

o Product  USP Length Unit
Needle Length and description No EP (cm) Pos Color
35 mm
0
ML4302 75 12 Blue
1/2 ©) 3.5
Round Body, Taper Point —_ 1
ML4652 100 12 Blue
4,0
3/0
ML3426 75 12 Blue
2,0
o4 2/0
3/8 ML3936 75 12 Blue
Reverse Cutting e 3,0
0
ML4321 75 12 Blue
3,5
1
ML4662 75 12 Blue
4,0
40 mm
2/0
ML3990 100 12 Blue
3,0
0
ML4377 100 12 Blue
3,5
0
ML4371 75 12 Blue
3,5
ML4726 1 100 12
BI
1/2 _ ©) 40 ue
Round Body, Taper Point —e
1
ML4715 75 12 Blue
4,0
2
ML5011 100 12 Blue
5,0
2
ML5002 75 12 Blue
5,0
— ML4387 0 150 12 BI
1/2 0O 35 ”e
Round Body, Taper Point —0_
LOOP 1
ML4737 150 12 Blue
4,0
1/2 ® 1
Round Body, Taper Point —0_ ML4733 100 12 Blue
Heavy 4,0
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M o n o p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

o Product  USP Length Unit
Needle Length and description NoO Ep (cm) Pos Color
40 mm
ML4402 0 100 12 BI
ue
12 N 35
Reverse Cutting el 1
ML4751 100 12 Blue
4,0
2/0
ML4009 100 12 Blue
3,0
3/8 N 5
Reverse Cutting =% | ML4413 100 12 Blue
3,5
1
ML4760 100 12 Blue
4,0
45 mm
1
1/2 _ © ML4781 150 12 Blue
Round Body, Taper Point — 4.0
LOOP ’
Straight ) 4 2/0
Revad Cutting v | Mao28 | 75 12 Blue
50 mm
1
ML4820 100 12 Blue
112 © 40 ’
Round Body, Taper Point — 2
ML5071 100 12 Blue
5,0
; 0
ML4465 150 12 Blue
1/2 © 35
Round Body, Taper Point —
LOOP 1
ML4829 150 12 Blue
4,0
1/2 \V4 1
Reverse Cutting - ML4837 1o 100 12 Blue
60 mm
3/0
Straight \4 ML3495 75 12 Blue
i 2
Reverse Cutting —y 0
, 2/0
ML4077 75 12 Blue
3,0
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M o n 0 p ro I e n Surgical Suture,Polypropylene (PP) Nonabsorbable,Synthetic, Monofilament

Pr t Length Unit
Needle Length and description Ohfg'c o [Crﬁ) o Color
90 mm
1
@Outside: 4 mm ML4887 2X50 12 Blue
@lnside: 2.5 mm 4,0
Length: 40 mm

3/8

Inside Cutting
Vinyl Tube

—
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Prospektuis
Prospectus

MONOPROLEN

Emilemeyen Cerrahi Ameliyat ipligi
Non-Absorbable Surgical Sutures

Latfen dilinizi seginiz
Please select your language

%Z" | gyreicAL
SUTURES



® Kullanma Talimats
MONOPROLEN* POLIPROPILEN IPLIK
EMILEMEYEN CERRAHI IPLIK, U.S.P/ EurPh./ITSEK

TANIM

Kontamine ve kullaniimamis iriinleri boigesel ve tesis gereksinimlerine
uygun olarak imha ediniz.
Kullanilan igneleri*kesici alet’ kaplarina atiniz.

YANETKILER
MONOPROLEN ipligin kullanimina bagli yan etkiler uzun siire tuz

Ol MONOPROLEN, pchpmpuemn izotekik istain siereoizomerinden
olusan, sentetik bir ineer igin maviye

Griner sistemde , enfeksiyon, minimal
akut doku yangilanma reaksiyonu, yara boigesinde gegici tahrisi

(C.1.#61568 veya C.. #74160) ve siyah (C.| w77265;boyanm.;ur

KULLANIMALANI

MONOPROLEN iplik kalp-damar, oftalmik ve sinir cerrahisi uygulamalar:
dahil, genel yumusak doku kapanmasinda velveya baglanmasinda
kullanilir.

ETKILERI
Cerrahi MONOPROLEN iplik dokuda hafif bir sekide akut yangilanma

. bu tepkyi ipin olarak fibréz bag
doku olusumunu Lekwp eder. MONOPROLEN iplik emilemez ve doku
enzimlerince

PIYASAYAARZ-SUNUS SEKLI

Boyanmis veya renksiz MONOPROLEN iplikler U.S.P. 10/0 ve 2 (metrik
0.2-5.0) arasinda steril olarak meveuttur.

MONOLENE _iplikler degisik boylarda, igneli olarak arz_edilirler.
MONOPROLEN iplikler boyanmis ve renksiz sekilde, politetrafloroetilen
(PTFE)
MONOPROLEN iplikler bir, iki veya iig diizinelik kutularda bulunmaktadr.
MONOPROLEN iplik tek kullanimiiktir.

DEPOLAMA
25°C’

MONOPROLEN anfekiona drendidr vé sonvadan olusabiecek snds
formasyonu ve ipligin atiimini en aza indirmek veya ortadan kaldirmak igin
enfekte veya kontamine olmus yaralarda basarili bir sekilde
kullaniimaktadir. Dokulara yapismamasi MONOPROLEN ipligin gikarilip,
alinmasini kolaylastirr.

KULLANILMAMASI GEREKEN YERLER
Bilinen yoktur.

UYARILAR

Yaranin agilma riski, uygulama bolgesi ve kullanilan malzemeye gore
degisebildigi icin kullanicilar MONOPROLEN ipligi kullanmadan once
emilebilir olmayan cerrahi iplerin kullanimina liskin igili cerrahi yontem ve
tekniklere asina olmalidr.
Tekrarsteril Al imha ediniz.
Ipliklerin kordon, safra ya da driner sistemde meveut olan tuz gozeltileri ile
Enfekte ve kontamine yaralarda kabul ediebilr cerrahi takip

9
Nemden koruyunuz.
Son kullanma tarihinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN ISRETLER
)
() Boyasz, Emilemez Monofilaman
Katdog rumaras

=

Tek kullanimik

®
)

Tekrar ster etmeyiiz

edilmelidir

ONLEMLER

MONOPROLEN ipligin kullaniminda iplige ve igneye zarar vermekten
kaginiimalidir. Forseps veya igne tutucu gibi cerrahi aletlerin kullanimina
bagli ezme veya garpma hatalarindan kaginimalidir. Yeterli diigiim
emniyeti icin, tek ipligin diiz, kare diigiimlenmesi seklindeki kabul gormis
cerrahi teknik gerekidir. Polipropilen cerrahi iplik ile diigiim atarken ilave
dagamlerin kullanimi ozellile uygun olur.

Igne uglarinin ve baglanti balgesinin hasar gérmemesi icin, baglanti ucu ve
igne ucu arasindaki mesafenin (gte biri (1/3) ile yansi (1/2) arasindaki
kisimdan tutun. igneleri yeniden sekillendirmek, giiglerini kaybetmelerine
ve biikillme ve kinimalara karsi direnglerinin azalmasina neden olabilir.
Istem disi igne batmalarindan kaginmak igin kullanicilarin cerrahi igne
kullanirken dikkatli olmalari gerekir.

v N
N Ginestenuzak iz

YYYY ] Gt .

2 YYY Y-MM on kutanma tarii, ik-Ay
Geri donidsimid paket
STERILE Sterl £0: Etlencksit é
Dikkat, Kullanma kiavuzuna bakimiz

c € 1014

0
(O 6y, Emiemez . Monofilaman
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@ Instructions for Use
MONOPROLEN* POLYPROPYLENE SUTURE
NONABSORBABLE SURGICAL SUTURE, U.S.P/ Eur.Ph/TSEK

DESCRIPTION

MONOPROLEN polypropylene suture (clear or pigmented) is a
monofilament, non-absorbable, sterile surgical suture composed of an
isotatic crystalline stereoisomer of polypropylene, a synthetic linear
polyolefin. The suture is pigmented blue (C.1. #61568 or C.I. #74160) and
black (C.I. #77266) to enhance visibility.

INDICATIONS
MONOPROLEN suture is indicated for use in general soft tissue
approximation and /or ligation, including use in cardiovascular, ophthalmic
and neurosurgical procedures.

ACTIONS
MONOPROLEN suture elicits a minimal acute inflammatory reaction in
tissue, which is followed by gradual encapsulation of the suture by fibrous
connective tissue. MONOPROLEN suture is not absorbed and it is not
degraded or weakened by the action of tissue enzymes. As a monofilament,
MONOPROLEN auturs, tesists Involvement n infacton snd has besn
andinf

iimisa ot o forason and auure oxnision, The ack of 3dherence
totissues has facilitated removing of MONOPROLEN suture.

CCONTRAINDICATIONS
Notknown.

WARNINGS
Users should be familiar with surgical procedures and techniques involving
nonabsorbable sutures before employing MONOPROLEN suture for wound
closure, s risk of wound dehiscence may vary with the site of application
and the suture material used. Do not resteriize. Discard opened packages
and unused sutures. 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. Acceptable surgical practce must be
followed for infected or

PRECAUTIONS
Im handiing tris suture maerial,caro should be taken to avoid damage ©
needle and st imping

applcation of surgmal nenumaonts suah 23 rceps o Doedle holders.
Adequate knot security requires the accepted surgical technique of flat,
square ties of single suture strands. The use of additional throws is

P pprop
To avoid damaging needle points and swage areas, grasp the needle in an
area one-third (1/3) to one-half (1/2) of the distance from the swaged end to
the point. Reshaping needles may cause them to lose strength and be less
resistant to bending and breaking. Users should exercise caution when
inadvertent

Dispose of and unused product dance with local
and facility requirements. Discard used needles in “sharps” containers.

ADVERSE REACTIONS
Adverse effects associated with the use of MONOPROLEN suture include
wound dehiscence, calcul formation in urinary and biliry tracts when
d bile occurs, infection,
minimal acute mﬂammamry tissue rsacuon and transitory local irritation at
the wound site.

HOW SUPPLIED

MONOPROLEN sutures pigmented or clear, are available as sterile strands
in USP sizes 10/0 to 2 (metric sizes 0.2 to 5). MONOPROLEN sutures are
available in a variety of lengths, with permanently attached needles.
MONOPROLEN sutures, pigmented and clear, are also available attached
to Polytetrafluoroethylene (PTFE) pledgets. MONOPROLEN sutures are
available in one, two, and three dozen boxes. MONOPROLEN suture is for
single use only.

STORAGE

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

SYMBOLS USED ON LABELLING

s

Do notreuse!

®
®

Donotuseifpack agels damaged

[™ [

vy (] oo ot

7* Profect fom hurmicly

Attentio, Sea istrucion for se.

c € 1014

2 YYYY-MM Exgie Date, Year-onin
STERILE[EO] sterile EO: Ethylene oxide.
Bofch Number

[
(D 0y, on-absorbabie Monoflament
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Mode d'emploi
MONOPROLEN* FIL POLYPROPILENE
FIL CHIRURGICAL NON RESORBABLE, U.S.P/ Eur.Ph.ITSEK

Le remodelago des igulles peutlour caser ung porte do force o lesrendre
moins résistantes a la flexion et & la rupture. Les utilisateurs doivent faire
atantion & a menipulation des aigulles chinglcales pour évier ios pigOres
a a.gumes accidentales.

DESCRIPTION

La suture MONOPROLEN polypropyléne (claire ou pigmentée) estun mono-
ament,nor-absarbable. siéle et chirurgicale composée dune crysialine
isotatique stéréoisomére dupolypropyléne, aun _polyoléfine linéaire
Synihelique. La sulure oot pigmentée en bleo. (G #6156 or G1. #74160)
and black (C.I. #77266) pour augmenter la visibilite.

INDICATIONS
Lasutura MONGPROLEN estndlqué pourfapproimstion tiou Igaturs des
tissus mous en généal y inclus les application:

t etnon utilisés est en conformité avec
e exigences ocaros ot aimaiatation seter 08 aiguilles utiisées dans des
‘conteneurs “pour “objets pointus”.

EFFETS SECONDAIRES

Les effets secondaires lies a lutilisation du fil MONOPROLEN sont la
sédimentation dans le systéme urinaire par le contact prolongé avec les
solutions de sel, Ia formation du calcul dans les voies urinaires et biliaires
lorsqu'un contact prolongé est nécessaire avec les solutions salées comme
\unne et Ia bille, Iinfection, la réaction minimale dinflammation aigue et

ophtalmiques etnerveuses.

EFFICACITE

La suture MONOPROLEN manifeste une faible réaction inflammatoire aigue
dans e tissue,suvi dun formaton e lssue colagere flbreuse. La sulire
MONOPLEN nfest pas absorbée et est Faction
des enzymes du tissu. Comme un monoiiament 18 ssre MONGRROLEN,
résiste contre linfection et elle est utiisée avec succés pour la formation de
sinus_susceptible de se présenter postérieurement et minimaliser ou
Supprimorkorciotcu il ans o5 pliGe FoEi66S O COAMINGZs. LoMmanas

é tissusa é INOPROLEN.

CCONTRE-INDICATIONS
Aucunes reconnues.

AVERTISSEMENTS

Les utilisateurs doivent étre familiers aux procédures et techniques
chirurgicales concernant les sutures non absorbable savant demployer la
suture MONOPROLEN pour la fermeture des plaies, ~car le risque de
déhiscence de plaie peut varier avec la zone d'application et le matériel de
suture utilisé. Ne pas  restériliser. Détruire les sachets ouverts et les sutures
non utilisées. Comme avec tout corps étranger, le contact prolongé de toute
suture avec les solutions de sel, telles que celles trouvées dans les voies

Une pratique chirurgicale acceptable doit étre poursuivie pour la gestion des
plaies contaminées ou nfectées.

PRECAUTIONS

En manipulant ce matériel de suture
dlendommager la suture et I
broyage et
e forceps oule porte-aiguille

on doit &tre attentif & eviter
iquille. Eviter les endommagements comme le
{de rappication comme

rtlefil
estnoué en carré ou aplati est nécessaire. Il convient notamment utiise des
nosuds supplémentaires en faisant des noeuds avec le fil chirurgical en
polypropylén

Pour éviter d' endammager les points de Iaiguille et les zones de d'étampe,
agrippez laiguille dans une zone tierce  (1/3) a une-demi  (1/2) de la
distance de 'extrémité foncée a a pointe.

CCOMMERCIALISATION

Les suiures do MONOPROLEN pigmentées ou daires sunt disponiies
stériles en tresses et dimensions  USP 10/0 to 2 (dimensions métriqut

25). Les sutures de MONOPROLEN sont disponibles dans une variét ¥
longueurs _avec des aiguilles attachées en permanence. Les sutures
MONOPROLEN,
tampons douate and Polytétrafluoroethyléne (PTFE) . Les sutures
MONOPROLEN sont disponibles dans des boites a un, deux et trios
douzaines. La suture MONOPROLEN est pour utilisation unique.

coNsERvATIoN
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BOZ TIBBI
MALZEME SANAYI VE TICARET AS.

Declaration of Conformity

Manufacturer

BOZ TIBBi MALZEME SANAYi VE TICARET A.S.

Address

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

Product Name

MONOPROLEN

Surgical, Polypropylene (PP) Suture

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

Properties accessory, loop, single or with double needle or without needle,
Single Use
Dye Blue coloring material (C.l.-color index no 61568)

Insulation/Coating

Uncoated

Product Models

For product models see page 2

Lot No

2101001 2112099

---------

GMDN No

13909

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, and Route Annex 2 article 4 of the 93/42/EEC directive.

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 List see page 3 and 4

Notified Body

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

Notified Body No

CE 2292

European Authorised

EMERGO Prinsessegracht 20 2514 AP The Hague The Netherlands

assurance system

Representative Phone +31.70.345.8570 - Fax +31.70.346.7299 — EmergoEurope@ul.com
Certificate Certificate No Certificate Date Date of Validity

EC Design Examination | v, 5459 106.13692-1 29.06.2020 27.05.2024

Certificate

EC Certificate full quality | y; 5950 106.13692 29.06.2020 27.05.2024

Place, Date

Signature
Name
Position

Ankara, 14.06,2021

Management Representative

Document Code :
YT-DC-ML

Number of Pages:
1/4

Revision Date:
14.06.2021

Revision No:
08

Effective Date:
11.09.2012




BOZ TIBBI
MALZEME SANAYI VE TICARET A.S.

Surgical, Polypropylene (PP) Suture Product Models

Synthetic, Sterile, Non-Absorbable, 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, Suture 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:

02 03 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.

Document Code :
YT-DC-ML

Effective Date: Revision No:
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APPLICABLE STANDARDS LIST

Document Number

Title of Document

EP10.0-07/2018:0324

European Pharmacopoeia 10.0-07/ 2018:0324 Sutures, Sterile Non-absorbable Monograph.

USP 43/ NF 38

United States Pharmacopoeia 4191 Suture / Official Monographs- Nonabsorbable Surgical Suture

EN ISO 13485: 2016

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

EN ISO 14630: 2012

Non-active Surgical Implants- General Requirements

EN ISO 14971:2019

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

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 (1SO 11135:2014)

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 ISO 15223-1:2016

Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied
- Part 1: General requirements (I1SO 15223-1:2016, Corrected version 2017-03)

EN 1041: 2008+A1:2013

Information supplied by the manufacturer of medical devices

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 (1SO 11138-1:2017)

EN ISO 11737-1: 2018

Sterilization of medical devices - 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 1422:2014

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

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 10993-1:2020

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

EN 1SO 10993-3:2014

Biological evaluation of medical devices - Part 3: Tests for genotoxicity, carcinogenicity and reproductive
toxicity (1ISO 10993-3:2014)

EN I1SO 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 (1ISO 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 (1SO 10993-7:2008)

EN ISO 10993-10:2013

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

EN ISO 10993-11:2018

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

EN ISO 10993-12:2012

Biological evaluation of medical devices - Part 12: Sample preparation and reference materials (ISO
10993-12:2012)

EN ISO 10993-18:2020

Biological evaluation of medical devices - Part 18: Chemical characterization of materials (1ISO 10993-
11:2017)

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 (1SO 11607-2:2019)

KM-FR-85
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APPLICABLE STANDARDS LIST

Document Number

Title of Document

EN ISO 14644-1:2015

Cleanrooms and associated controlled environments - Part 1: Classification of air cleanliness by particle
concentration (1ISO 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 (1SO 14644-2:2015)

EN ISO 14644-3:2019

Cleanrooms and associated controlled environments - Part 3: Test methods (1SO 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 17141:2020

Cleanrooms and associated controlled environments - Biocontamination control

EN ISO 20417:2021

Medical devices - Information to be supplied by the manufacturer

TS 10410/ OCT 1992

Methods For Sterility Control (For Medical Purposes)
Part 3- Application Of Medicines, Medical And Surgical Materials To Inoculation Methods

TS 4020/ MAY 2016

Surgical needles

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

MEDDEV 2. 4/1 Rev. 9
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

MEDDEV 2.12-1 rev 8
January 2013

Guidelines on a Medical Devices Vigilance System

NB-MED/2.5.1/Rec5-revd

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-revi1

Post-Marketing Surveillance (PMS) post market/production

NB-MED/2.13/Rec1-rev3

CE-Marking of pre-MDD devices

DEVICES/ 2007

EC-DIRECTIVES ON MED.

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

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. and Trace j _.'

Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkéy — Cankaya — ANKARA

T:03124430390 F:03124430376 info@udemltd.com.tr www.udem.com.tr
Sayfal/2




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.

3 ertification
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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
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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.

UDEM Uluslararas: Belgelendirme Denetim Egitim Merkezi San. ve Tic. AS
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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

UDEM Uluslararas! 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.tr www.udem.com.tr
Sayfa3/3

UDER IntNg
Auditing Traini

nire indusiry

LS

and Trade Inc. Co.




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

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S
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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
E-muail: infoQudemlid.com.ir www.udem.com.ir




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

M.2020.106. 13692-1 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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This document containing 3 {three) pages is the Annex of the Certificate with the number
\-_ﬁ.-i M.2020.106. 13692-1 and with the registration date of 29.06.2020 issued for “Boz Tibbi

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

I / 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 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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