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Definition

Natural Non-absorbable
Material

Natural Silk

Coating

Silicon Coated, Paraffin Wax, Uncoated
Structure

Braided, Twisted

Colour

Black, Ivory, methylene blue
Size

EP :0.2to7
USP:10/0to 5

%@z(@ web : www.boztibbi.com
email: boz@boztibbi.com

Surgical Sutures
Non-Ahsorhabhle

Tensile Strenght Retention
Moderate Loss

Mass Absorption
Permanent

Sterilization Method
Ethylene Oxide Gas

Main Indication

Ligatures

Skin Closure

Oral Surgery
Neurosurgery
Cardiovascular procedures
Ophthalmic procedures
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[
s I I k Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary

L Product USP Length Unit c
olor
Needle Length and description No EP (cm) Pos
6 mm
= 9/0
gr{gula N = SB1120 30 12 Black
200 Micron 03
3/8 NS = 8/0
Spatula N = SB1153 45 12 Black
220 Micron 0,4
6,55 mm
3/8 s = 8/0
Spatula N = SB1174 45 12 Black
220 Micron 0,4
7,6 mm
1/2 Uy, % 6/0
: SB5522 75 12 Black
R Cutt N
330 Micron * — 07
8 mm
1/2 e 8/0
N/ SB1197 45 12 Black
Spatula
2§0 ll\JIIicron - =€ 0.4
= SB1399 6/0 45 12 Black
ac
gr{gma = == o
330 Micron 5/0
SB1761 45 12 Black
1,0
glsdB dy,T: Point \_/ @ SB1297 710
ound Body, Taper Poin 45 12 Black
230 Micror); P — 0,5 o
g/8d Body, Taper Point ) © SB1209 8/0 45 12 Black
oun ody, laper Foin 2
230 Micror); P ~ — 0,4 a
3/8 \ 4 7/0
R Cutti N SB1308 45 12 Black
280 Micron * "% 05
8/0
SB1201 45 12 Black
3/8 N =< 0,4
Spatula —/ | = 7/0
230 Micron SB1282 45 12 Black
0,5
= 6/0
gr{gma N2l ¢ | SB1414 45 12 Black
280 Micron 0,7
10 mm
5/0
3/8 round Body, Taper Point @ SB1810 75 12 Black
330 Micron N~ — 1.0 o
3/8 _/ N SB1495 6/0 45 12 Black
R Cutti ac
330 Micron % 07

%vz(@ web : www.boztibbi.com
email: boz@boztibbi.com
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[
s I I k Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary

. nit
Needle Length and description Pro'\?ctjct LIJESPP L?;g;h gcs Color
13 mm
6/0
3/8 o SB1581 45 12 Black
0,7
Smem e = o0
SB1591 75 12 Black
0,7
3/8 o 5/0
Round Body, T: Point SB1913 75 12 Black
380 Micron " N~ — 10
3/8 ® 4/0
Round Body, Taper Point N/ — e SB2437 75 12 Black
430 Micron 1,5
3/8 6/0
Reverse Cutting v W4 SB1613 45 12 Black
330 Micron —y 0,7
3/8 i 6/0
Reverse Cutting v W S B1 61 7 45 12 Black
330 Micron \_/ — 0,7
5/0
SB1931 45 12 Black
3/8 v 10
Egblel\rns_e Cutting v —
icron 4/0
SB2446 45 12 Black
1,5
16 mm
6/0
SB1653 45 12 Black
0,7
5/0
SB1993 75 12 Black
1,0
1/2 O :
Round Body, Taper Point U - SB2505 4/0 s 0 ok
ac
1,5
3/0
SB3006 75 12 Black
2,0
\V4 3/0
1/2 SB3019 75 12 Black
Reverse Cutting U " 2,0 %
6/0
SB1667 45 12 Black
0,7
4 SB1671 6/0 75 12 Black
3/8 acl
Reverse Cutting w % 07
5/0
SB2015 45 12 Black
1,0

93%@

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



[
s I I k Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary

Needle Length and description Pro'\?:ct LIJESPP L?cr:rg;h gg'st Color
16 mm
5/0
SB2023 75 12 Black
7 1,0
g!\grse Cutting v e S 4/0
SB2542 75 12 Black
1,5
6/0
SB1683 75 12 Black
0,7
5/0
SB2145 75 12 Ivory
1,0
AN
5/0
ﬂi?e Cutting v — SB2146 o 75 12 Black
4/0
SB2558 75 12 Black
1,5
3/0
SB3041 75 12 Black
2,0
18 mm
5/0
SB2176 75 12 Black
1,0
1/2 © 4/0
Round Body, Taper Point U — e SB2614 s 75 12 Black
3/0
SB3082 75 12 Black
2,0
3/8 ® 0
Round Body, Taper Point v - SB4164 35 75 12 Black
5/0
A SB2192 0 75 12 Black
3/8 :
Inside Cutting v — < 3/0
SB3094 75 12 Black
2,0
19 mm
N4 SB5418 >/0 75 12 Black
3/8 ac
Reverse Cutting v - 10
4/0
SB2641 75 12 Black
1,5
3/8 AN 4/0
Inside Cutting v —— | SB2662 s 75 12 Black

Dzvz(@ web : www.boztibbi.com
email: boz@boztibbi.com
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[
s I I k Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary

. nit
Needle Length and description Pro'\?ctjct LIJESPP L?;g;h gcs Color
20 mm
5/0
SB2231 75 12 Black
1,0
4/0
SB2687 75 12 Black
1,5
1/2 ® '
Round Body, Taper Point U — SB3145 3/0 1 Black
75 acl
2,0
2/0
SB3649 75 12 Black
3,0
4/0
v SB2711 75 12 Black
1,5
1/2 ‘
Reverse Cutting U . 3/0
SB3163 75 12 Black
2,0
1/2 AN 4/0
M2 g U o | sers | 75 12 Black
5/0
SB2251 75 12 Black
4 1,0
3/8
Reverse Cutting v =% | sparzo | 4° 75 12 Black
1,5
3/0
SB3171 75 12 Black
2,0
2/0
SB3664 75 12 Black
3,0
5/0
SB2257 75 12 Black
1,0
3/8 \__/ A al0
Inside Cutting — SB2732 s 75 12 Black
3/0
SB3183 75 12 Black
2,0
22 mm
1/2 O 4/0
Round Body, Taper Point U — e S$B2749 - 75 12 Black
3/0
AN SB3221 75 12 Black
1/2 U — 20
Inside Cutting 2/0
SB3687 75 12 Black
3,0

93(32(@

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



[
s I I k Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary

L Product USP Length Unit c
olor
Needle Length and description No EP (cm) PCs
25 mm
3/8 ¥ 4/0
Reverse Cuttlng v %E‘ SB28°7 15 75 12 Black
5/0
SB2279 45 12 Black
1,0
5/0
SB2282 75 12 Black
1,0
3/8 A 4/0
. . — SB2813 45 12 Black
Inside Cutting 15
3/0
SB3286 75 12 Black
2,0
2/0
SB3764 75 12 Black
3,0
26 mm
4/0
SB2831 75 12 Black
1,5
3/0
SB3315 75 12 Black
1/2 ) 2,0
Round Body, Taper Point —e_ 2/0
SB3789 75 12 Black
3,0
0
SB4218 75 12 Black
3,5
SB3337 310 75 12 Black
ac
1/2 N 20
Reverse Cutting U ] 0
SB4231 75 12 Black
3,5
4/0
SB2854 75 12 Black
1,5
3/0
3/8 W SB3347 75 12 Black
Reverse Cutting v " 2.0
2/0
SB3825 75 12 Black
3,0
0
SB4238 75 12 Black
3,5

Dzvz(@ web : www.boztibbi.com
email: boz@boztibbi.com
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[
s I I k Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary

o Product | USP Length Unit c
olor
Needle Length and description No EP (cm) PCs
30 mm
3/0
SB3371 75 12 Black
2,0
2/0
SB3859 75 12 Black
3,0
1/2 ®
Round Body, Taper Point —0_ 0
SB4245 75 12 Black
35
1
SB4609 75 12 Black
4,0
2/0
SB3883 75 12 Black
3,0
M 0
1/2 U ——W% | SB4267 75 12 Black
Reverse Cutting 3,5
1
SB4624 75 12 Black
4,0
4/0
7 SB2886 75 12 Black
3/8 v 15
Reverse Cutting e 3/0
SB3399 75 12 Black
2,0
30 mm
2/0
SB3893 75 12 Black
3,0
0
3/8 v 4 SB4274 75 12 Black
Reverse Cutting % 3,5
1
SB4630 75 12 Black
4,0
35 mm
2/0
SB3917 75 12 Black
3,0
1/2 ® 0
Round Body, Taper Point e SB4301 25 75 12 Black
1
SB4646 75 12 Black
4,0

%@

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



[
s I I k Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary

L Product USP Length Unit c
olor
Needle Length and description No EP (cm) Pcs
35 mm
3/0
SB3425 75 12 Black
2,0
2/0
3/8 v SB3934 75 12 Black
Reverse Cutting e 3,0 *
1
SB4663 75 12 Black
4,0
37 mm
0
SB4339 75 12 Black
1/2 | © >0
Round Body, Taper Point —0_ 1
SB4683 75 12 Black
4,0
SB4353 0 12 Black
75 acl
1/2 v 5
Reverse Cutting e 1
SB4695 75 12 Black
4,0
40 mm
2/0
SB3983 75 12 Black
3,0
1/2 ® 0
Round Body, Taper Point
ound Body, Taper Poin — SB4370 75 12 Black
3,5
1
SB4716 75 12 Black
4,0
2
SB5004 75 12 Black
5,0
1
SB4746 75 12 Black
40
172 N
Reverse Cutting — 2
SB5020 75 12 Black
5,0
0
SB4409 75 12 Black
3,5
1
3/8 M B4757 12 Black
Reverse Cutting % S > 4,0 " *
1
SB4759 90 12 Black
4,0

%vz(@ web : www.boztibbi.com
email: boz@boztibbi.com
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[
S I I k Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary

L Product | USP Length Unit
Needle Length and description No EP (cm) PCs Color
45 mm
1/2 © SB5037 2 75 12 Black
Round Body, Taper Point —0_ 5,0 o
N4 1
3/8 SB4788 75 12 Black
Reverse Cutting Y 4,0
. 3/0
Straight -V SB3463 75 12 Black
Reverse Cutting V- 2,0
50 mm
Straight 7 2/0
Reverse Cutting 'y SB4048 75 12 Black
‘ 3,0
60 mm
3/0
SB3493 75 12 Black
Straight 7 20
Reverse Cutting h—d
2/0
SB4076 75 12 Black
3,0

%@

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



[
S I I k Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary

Product | USP Length Unit
Non-Needle Suture
No EP cm) | Pes el
10x75 cm
4/0
SB2340 10x75 12 Black
1,5
3/0
SB2956 10x75 12 Black
2,0
2/0
SB3549 10x75 12 Black
SILK 3,0
Non-Needle Suture 0
SB4142 10x75 12 Black
35
1
SB4552 10x75 12 Black
4,0
2
SB4929 10x75 12 Black
5,0
12x45 cm
0
SB5840 12x45 12 Black
SILK 3,5
Non-Needle Suture
1
SB5839 12x45 12 Black
4,0
13x60 cm
4/0
SB2348 13x60 12 Black
1,5
3/0
SB2963 13x60 12 Black
2,0
2/0
SILK B 1 12 Black
Non-Needle Suture SB3355 3,0 3x60 o
0
SB4148 13x60 12 Black
35
1
SB4558 13x60 12 Black
4,0

%vz(@ web : www.boztibbi.com
email: boz@boztibbi.com
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[
S I I k Surgical Suture, Silk, Silicone Coated Nonabsorbable, Noncapillary

Product | USP Length Unit
Non-Needle Suture
No EP cm) | Pes el
17x45 cm
5/0
SB1740 17x45 12 Black
1,0
4/0
SB2351 17x45 12 Black
1,5
3/0
SB2964 17x45 12 Black
2,0
SILK 2/0
Non-Needle Suture SB3560 17x45 12 Black
3,0
0
SB4151 17x45 12 Black
35
2
SB4938 17x45 12 Black
5,0
1
SB4561 17x45 12 Black
4,0
150 cm
SILK 3/0
Non-Needle Suture SB2936 20 150 12 Black
180 cm
3/0
SB2940 180 12 Black
2,0
2/0
SB3516 180 12 Black
3,0
0
SB4119 180 12 Black
35
SILK SB4539 1 180 12 Black
Non-Needle Suture 4,0
2
SB4914 180 12 Black
50
3
SB5107 180 12 Black
6,0
4
SB5133 180 12 Black
6,0

93%@

web : www.boztibbi.com
email: boz@boztibbi.com
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Emilemeyen Cerrahi Ameliyat ipligi
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Kullanma Talimati

@

iPEK
EMILEMEYEN, CERRAHI IPEK IPLIK, USP/ EP/TS5505

Igne uglarinin ve baglanti bdigesinin hasar gérmemesi igin, baglanti ucu ve igne
ucu arasindaki mesafenin tcte biri (1/3) e yarisi (1/2) arasindaki kisimdan tutun
Igneleri yeniden sekillendimek, giiclerini kaybetmelerine ve bikilme ve
kinlmalara kars! direnclerinin azalmasina neden olabilir. Istem disi igne

 keginmal igin cerrahi igne kullanirken dikkatli

TANIM
Cerrahi ipek iplik, fibroin ad verilen organik polimerden olusan emilmeyen, steri,

olmalari gereki
Kontarmine ve kuHam\mam\§ iirlnleri bbigesel ve tesis gereksinimlerine uygun
olarakimha edini

kesicalet

cerrahi iplikiir. Bu protein Bombisida familyasinin evcillestirimis Bombisis mori
(B. gin dog:

UspP
USP 7/0 ve 8/0 bilkiii veya brgilii olarak meveuttur. Cerrahi ipek iplik, siyah
boyanmis ve parafin mumu (vaks) veya silikon ile kaplanmistir. Siyah boyar
madde Hematein HCK dir (C.1.-renk indeks no. 75290) Ipek iplik kendi dogal
renginde de (ivori-fildisi) meveuttur. Ham (virgin) ipek, serisin zamki
uzaklastirimamis ve lifleri bir arada tutar sekide de arz ediimektedir. Ham ipek
metilen mavisi (C.I. renk indeks no 52015) ile maviye veya hematin ile siyaha
boyanmistir.
Carahi ok iplkir, Amerika Bifsik Deviatr Famakopes! (U.S.P) Emilbi
yan Cerrahi Dikis Iplileri Monografi ve Avrupa Farmakopesi (E.P.) Steri
Orgilhipok Ipk Monograf sartarina uygundor.

KULLANIMALANI
Cerrahi ipek iplik kalp-damar, oftalmik ve sinir cerrahisi uygulamalari dahil, genel

ETKILERI

Cerrahi ipek iplik dokuda hafifbir sekilde akut yang reaksiyonu olusturabilir. Bu

reaksiyonu ipin fibréz akip eder.

ipek iplik emilmeyen ip olmakla birikte protein yapisindaki ipek lflein organizma
ipin kopma bir azalmaya

neden olabilr

KULLANILMAMASI GEREKENYERLER
ipege kars;
Uzun sirede organizma erisido maytana geleblecek mukavem keybina
bagh olarak, kopma dayanimi direncinin kalici olmast istendigi yerlerde ipek iplik
kullanimamalidir.

UYARILAR
Yara ayrimasi riski, uygulanan bolgeye ve kullanilan siitur malzemesine gére
degistiginden kullanicinin yara kapamas icin SILK situru kulanmadan once
emiebilr omayan siurlarn kulanidi cerahi prosedirier ve eknilere asina
olmasi geret

Tom cmani \p\erde oldugu gibi, uzun siireli tuz gozeltleri ile temasta, driner

Enfekte veya kontamine yaralarin tedavisinde kabul edlir cerrahi uygulamalar
takip edilmelidir
Yedi giinden fazla kalan deri dikisleri bolgesel deri isii tahrise neden olabilir ve

ONLEMLER
Ipek ipligin ve diger tim cerrahi iplerin kullaniminda iplige ve igneye zarar
vermekten kaginiimalidir. Forseps veya igne tutucu gibi cerrahi aletlerin

Silk iplikler, uygulama_ 6zeliklerini artimak igin, cerrahi durum ve cerrahin
deneyimine badli olarak yeterli digim givenigi icin ilave dikislerle birlikte kabul

YANETKILER

Bu cihazin kullanimina bagii yan etiiler hastada alerjik reaksiyon olarak biinen
ipege duyarlii, akut doku yang! reaksiyonu, yara Gevresinde gegici bolgesel
tahrisiigermektedir.

PIYASAYAARZ-SUNUS SEKLI

Cerrahi ipek ipliler U.S.P. 10/0 ve 5 (metrik 0.2-7.0) arasinda, degisik boylarda,
igneliveya \gnes\zclarak meveuttur,

Ipekipier ik veya s duzinslik utuardabulunmaldadrt

Ipekiplik

DEPOLAMA
25°C'nin altinda ve giines iigindan uzakta depolayiniz.
Nemden koruyunuz.

Son kullanma tarihinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN ISARETLER

Boyase Ememez, Bkl

Tek kullanimlik Soresiz

Soya, Emiemez, BUkim,

Tekrar ster etmeyiniz
Kapla

Katalog numaras:

A scinamiamiaaacons
YYYY d] Uretim tarhi, Vil Q

N Ginsgten uzak tatunuz

[ T —
AN

2 YYY Y-MM Son kulanma tari, YikAy

STERILE| Sterl EO: Etlenokst

SeiNo

Boyall Emilemez, Orgild, Kaplama
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Instructions for Use

(o5

NONABSORBABLE, SURGICAL SILK SUTURE, USP/ EP/TS5505

To avoid damaging needle points and swage areas, grasp the needle in an area
one-third (113) to one-half (112) 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 handiing surgical

DESCRIPTION
Silk suture is a nonabsorbable, sterile, surgical suture composed of an organic

Dispose of contaminated and unused producls are n accordance wit local and
shar

protein called fibroin. This protein is derived from the species
Bombyx mori (B. mori) of the family Bombycidae. Silk sutures are processed to
remove the natural waxes and gums. Above USP 7/0itis braided. USP 7/0 and 810
available braided or twisted. Silk suture is dyed black and coated with paraffin wax
orsilicone. Black dye is Hematein HCK ( C. |.-color index no. 75290). SILK suture s
also available in its natural color, ivory. Virgin silk suture is available in which the
sericin gum is not removed and serves to hold the filaments together. Virgin silk
1 )or Y

rps” containers

ADVERSE REACTIONS
Adverse effects associated with the use of SILK suture include, allergic response

HOW SUPPLIED
SILK sutures are available in U.S.P sizes 10/0 to 5 (metric sizes 0.2 -7.0) in a

blished by the United States
(u < P) for Nonabsorbable. Surglca\ Suture Monogram and the of

on-needled.
ILK t

P).

INDICATIONS
SILK sutt

ILK

STORAGE

ligation,

ACTIONS

SILK sulur el an acut nflammalory reacton  ssue, which s folowed by a
e by While silk sutures

are not absorbed, pregresswe degradahon o the proleinaceous sk ber i vivo

CONTRAINDICATIONS

The use of this suture is contraindicated in patients with known sensitviies or

allergies to silk. Due to the gradual loss of tensile strength which may occur over
rolonged periods in vivo, silk should not be used where permanent retention of

tensile strength is required

WARNINGS

Users shou be tamiar wih surial procedurs. and techniues invoting
LK suture for s risk of

waund dehiscence may vary with the site of application and the sulure malema\

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

D i
Acceptable surgical practice should be followed for the management of
contaminated or infected wounds.
Skin sutures which remain in place for periods of longer than seven days may
caused localized topical iritation and the extended portion of suture may be
snipped offafter ive to seven days.

PRECAUTIONS

any other
to needle and suture. Avoid crushing or crimping damage due to application of

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

Donotuse after expiry date.

SYMBOLS USED ON LABELLING
Undved oo

A
[SAT— okt

™ T

YYyY ] oo ortionsoctsere Q3

Catalogue Number
Store below 25C

Keap away fiom sunlght

? Protect fiom humidity

Atention, See insruction for use

2 YYY Y-MM expiy Date, Year-bontn

STERILE] Sterie EO: Ethylene oxide

Satch Number

Dyed Non-absorbable raided , Coated

)
(KR Ve Nomabsrbable aided  Coned

c € 1014
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Mode d'emploi

@

FIL DE SOIE CHIRURICAL NON RESORBABLE, USP/ EP/TS5505

Chez les fils soyeux, on nécessite les techniques de noeud carré ou plat chirurgical

Pour que les extrémités de laiguille et la région de connection ne s'endommagent
pas, tenez par Ia parlie entre lo tiers (1/3) de la distance entre fextremilé do

DEFINITION

etlamoité (112). des aiguilles

CPesn Tuptures, I faut que es utlisateurs soiont attents lrs dé 1usage de Farulle

Le fil soyeux chirurgical est un fil chirurgical steril, non absorbable, composé par des.
. A o . ,

Bormbisis mori (B.mori) domestiquée de la famille de Bombisida. La cire et les colles.
se trouvant dans la nature du fil Soyeux natirel ont été éliminées par traitement. Il a
une structure tissée au-dessus de USP 7/0 . l existe en USP 7/0 et 8/0 courbé ou
tsst.L teint en noi o

licon T

(cire)
(C.l-nrde lindex

I ICK
o o 75280, Lo Soyeux existe dans sa couleur el (ivoire).La série de
sole vierge (vign) est ofert sans félminaion de alle o enant e fles loutes
ensem! dindex
G couleur 520180 oo avec namatine
L

Fils

Defrurelos prodis con t & I les et de
nstal

EFFETSADVERSES
Les effets adverses vis-a-vis de Iuilsation de cet appareil couvrent la sensitivté au
zols connus comme wne réaction sllérgiqus chez s petier. |a résctlon
plaie.

de Sulure Chirurgicaux non absorbables des Etats-Unis d'Amérique et & la
Monographie des Fils Soyeux Tressés Stériles de la Pharmacopée Européenne
(EP).

CHAMP D'UTILISATION
Lol soyeux cmvurg\ca\ estutisden géncraldans a fermeture el igation des
tissus mous, y incluses les applications des chirurgies cardiovasculaires,
ophtamiques etnerveuses.

EFFETS
Le il soyeux chirurgical peut former une réaction Iégére acoute sur le tissu. Cete
réaction est poursuivie par la formation graduée du tissu conjonctif fibreux autour du
i

structure de proteine dans Forganisme avec le temps peut causer une diminution
graduelle dans la résistance de a rupture du fil,

CAUTION DE NON UTILISATION
Onne doitp:

délai, on ne doit pas utiiser le fil soyeux ou lon désire que la résistance de
rendurance de rupture soit permanente.

AVERTISSEMENTS

Comme le isque de séparation de plaie change selon la région apphquee otle
matériel de suture utiisé, Tutlisateur, avant dutiliser Ia asuture de SOIE pour la
fermets de i e, doit 8ifo e aus procédures et ischnidues cHrurghas

Camme chez tous les fis chinugicau. dans e long contact ave les soluons
salin

o
On doit i h le traitement des
plaies infectées ou contaminées.
L tant plus de sept

O dot nter dandommagr o 1 ot Flgulle fors do utlisstion du i soyour ot de

tous les autes fls chirurgicax. Evitez les erreurs com ent ou le heurt

venant de lutiisation des appareils chirurgicaux comme e veape ou e pori:
iguile.

Chez les fils soyeux, on nécessite les techniques de noeud carré ou plat chirurgical
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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. Saglik 1 Sk. No:33/5 Cankaya / ANKARA / TURKIYE
SILK
Product Name Surgical, Silk Suture
Natural, Sterile, Non-Absorbable, Multifilament, Braided, Black or
Properties Undyed colored, Silicon Coated, Surgical Sutures are loop, single or

with double needle or without needle, Single Use
Black; Hematein HCK (C.l. — colour index no. 75290)

Dye Undyed — Natural colour
Insulation/Coating Silicone Coated

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

GMDN No 13910

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 direclive.
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

. UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S.
Notified Body 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 Design Examination | v 5450 106.13692-1 29.06.2020 27.05.2024
Certificate
EC Certificate full quality | \ 2920,106.13692 29.06.2020 27.05.2024
assurance system

Place, Date Ankara, 14.06.202
Signature
Name
Position Management Representative
Document Code : Effective Date: Revision No: Revision Date: Number of Pages:

YT-DC-SB 11.09.2012 08 14.06.2021 1/4




BOZ TIBBI

MALZEME SANAYi VE TICARET A.S.

Surgical, Silk Suture Product Models

Natural, Sterile, Non-Absorbable, 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, Suture Length, Needle Length, Needle Shape and Needle properties:

USP:

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

EP:

03 04 0507 1 15 2 3 35 4 5,6,6

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 Round Body,Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium
Properties: 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-SB

Effective Date: Revision No:
11.09.2012 08

Revision Date: Number of Pages:
14.06.2021 2/4




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 (ISO 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 (ISO 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 (1SO 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 (1SO 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 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 (I1SO 10993-
4:2017)

EN ISO 10993-5:2009

Biological evaluation of medical devices- Part 5: Tests for in vitro cytotoxicity (1SO 10993-5:2009)

EN ISO 10993-6:2016

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

EN ISO 10993-7:2008

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

EN ISO 10993-10:2013

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 (ISO 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 (ISO 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 (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 (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 I1SO 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

MEDDEV 2. 2/3 rev.3
June 1998

‘Use-by' date for medical devices

MEDDEV 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

MEDDEY 2.12-1 rev 8
January 2013

Guidelines on a Medical Devices Vigilance System

NB-MED/2.5.1/Rec5-rev4

Technical Documentation

NB-MED/2.5.1/Rec6-rev4

Renewal of EC Design-Examination and Type-Examination Certificates

NB-MED/2.5.2/Rec1-revé4

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
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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.

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. AS.

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

T:03124430390 F:03124430376 info@udemltd.com.ir www.udem.com.tr
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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

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. c:r.d L TG
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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
¥ Sentre industry
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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

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
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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.
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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
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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
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_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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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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