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Fastsorb

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

Definition

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

Material

Polyglycolic Acid (PGA)
Coating

Calcium Stearate and polycaprolactone
Structure

Braided

Colour

Beige (undyed)

Size

EP :0.4t08

USP : 8/0to 6

9302(@ web : www.boztibbi.com
email: boz@boztibbi.com

Tensile Strenght Retention
7 Days 75 %

Mass Ahsorption
42 days

Sterilization Method
Gamma lIrradiation

Main Indication

Gynaecology (episiotomies)

Urology

Ophtalmic surgery ( conjunctive suturing)
Odontology (oral mucosa)

Pediatric surgery

Skin closer - intracutaneous, Subcutaneous.

Ligatures
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Fa Sts 0 rb Surgical Suture, Polyglycolicacid (PGA) Fast Absorbable,Synthetic,Braided,Undyed

Product USP Length Unit

Needle Length and description No EP (cm) PCSs
12 mm
3/8 4 6/0
R Cutti \_/ FS1545 75 12 Undyed
330 Micron v 07
13 mm
1/2 O 6/0
Round Body, T: Point u FS1563 75 12 Undyed
3§3nMic?'o¥1 aperrom — 0.7
172 o 5/0
Round Body,Taper Point \/ FS1886 75 12 Undyed
380 Micron — 1,0
3/8 \% 6/0
R Cutti FS5912 75 12 Undyed
3§56I§I??crgnmg 7 e 0,7
3/8 4
Reverse Cutting \_/ ) = FS1929 S/0 75 12 Undyed
380 Micron 1,0
3/8 5/0
Reverse Cutting o/ gg FS1941 45 12 Undyed
Premium 380 Micron 1,0
16 mm
Fs1og9 | 210 75 2 Undyed
1,0
1/2 ® ’
Round Body, Taper Point U —0_ FS2503 4/0 - . Undyed
1,5
6/0
FS1673 75 12 Undyed
0,7
3/8 4 5/0
Reverse Cutting v — FS2019 10 75 12 Undyed
4/0
FS2539 75 12 Undyed
1,5
4/0
FS2557 75 12 Undyed
3/8 A -
Inside Cutting v — 3/0
FS3038 75 12 Undyed
2,0
19 mm
4/0
7 FS2639 s 75 12 Undyed
:Rae{vserse Cutting v > 3/0
FS3108 75 12 Undyed
2,0
20 mm
1/2 w © Fs2228 | 0 75 12 Undyed
Round Body, Taper Point —_ 1,0

93@2(@ web : www.boztibbi.com
email: boz@boztibbi.com
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Fa Sts 0 rb Surgical Suture, Polyglycolicacid (PGA) Fast Absorbable,Synthetic,Braided,Undyed

o Product  usp Length Unit
Needle Length and description No EP (cm) PCSs Color
20 mm
4/0
FS2683 75 12 Undyed
1/2 | \_J ©_ 1.5
Round Body, Taper Point ) 3/0
FS3141 75 12 Undyed
2,0
3/8 N4 5/0
308 e o/ —y | Fs22s0 | 75 12 Undyed
22 mm
1/2 ® 4/0
Round Body, Taper Point w —0_ FS2745 1,5 " * saved
25 mm
4/0
FS2787 75 12 Undyed
112 . \_J ® -
Round Body, Taper Point —0_ FS3251 3/0 75 12 Undyed
2,0
3/0
V FS3273 75 12 Undyed
3/8 S —w -
Reverse Cutting 2/0
FS3756 75 12 Undyed
3,0
26 mm
FS3785 2/0 75 12 Undyed
1/2 ©) 3,0
Round Body, Taper Point U —0_ 0
FS4214 75 12 Undyed
3,5
2/0
FS3821 75 12 Undyed
3,0
Reverse Cutting FS4236 75 12 Undyed
3,5
3/0
FS3345 75 12 Undyed
2,0
30 mm
3/0
FS3368 75 12 Undyed
2,0
2/0
FS3857 75 12 Undyed
o \_/ =8
Round Body, Taper Point
— FS4243 0 75 12 Undyed
3,5
FS4607 1 75 12 Undyed
4,0

%Z@)

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



Fa Sts 0 rb Surgical Suture, Polyglycolicacid (PGA) Fast Absorbable,Synthetic,Braided,Undyed

o Product USP Length Unit
Needle Length and description No EP (cm) PCSs Color
30 mm
4/0
FS2885 75 12 Undyed
15
3/8 4 FS3396 3/0 75 12 Undyed
Reverse Cutting W 2,0
FS4628 1 75 12 Undyed
4,0
35 mm
FS3915 2/0 75 12 Undyed
3,0
0
FS4299 75 12 Undyed
3,5
0
1/2 o FS4305 90 12 Undyed
i 3,5
Round Body, Taper Point .
FS4643 1 75 12 Undyed
4,0
1
FS4648 90 12 Undyed
4,0
FS3422 3/0 75 12 Undyed
3/8 N 20
Reverse Cutting - 2/0
FS3932 75 12 Undyed
3,0
37 mm
1/2 O 2/0
Round Body, Taper Point —e FS3954 3.0 90 12 Undyed
40 mm
FS3981 2/0 75 12 Undyed
3,0
1/2 © 2/0
Round Body, Taper Point - FS3988 20 90 12 Undyed
0
FS4367 75 12 Undyed
3,5
0
FS4374 90 12 Undyed
3,5

93@2(@ web : www.boztibbi.com
email: boz@boztibbi.com
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Fa Sts 0 rb Surgical Suture, Polyglycolicacid (PGA) Fast Absorbable,Synthetic,Braided,Undyed

o Product Length Unit
Needle Length and description No LIJE“T’,P [C?‘) PCSs Color
40 mm
FS4712 1 75 12 Undyed
4,0
1/2 © 1
Round Body, Taper Point —0_ FS4718 90 12 Undyed
4,0
2
FS5001 75 12 Undyed
5,0
3/8 N Fsaoos | 20
Reverse Cutting v 3,0 & 12 Undyed
45 mm
0
FS4421 75 12 Undyed
3,5
1/2 ©
Round Body, Taper Point —0 _ 1
FS4771 75 12 Undyed
4,0
2
FS5034 75 12 Undyed
5,0
. 4/0
Straight -V FS2911 75 12 Undyed
Reverse Cutting —y 15
50 mm
2/0
FS4037 75 12 Undyed
3,0
0
FS4453 75 12 Undyed
1/2 © 35
Round Body, Taper Point —H_ 1
FS4811 75 12 Undyed
4,0
2
FS5065 75 12 Undyed
5,0
65 mm
1/2
Round Body, Taper Point
1
FS4864 100 12 Undyed
4,0
®
<).:

%@

web : www.boztibbi.com
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Fa Sts 0 rb Surgical Suture, Polyglycolicacid (PGA) Fast Absorbable,Synthetic,Braided,Undyed
ProQ D eng

O cedie < . OI10
. »
150 cm
6/0
FS1373 150 12 Undyed
0,7
4/0
FS2325 150 12 Undyed
1,5
3/0
FS2934 150 12 Undyed
2,0
FASTSORB 210
Non-Needle Suture FS3510 150 12 Undyed
3,0
0
FS4113 150 12 Undyed
35
1
FS4531 150 12 Undyed
4,0
2
FS4907 150 12 Undyed
5,0

%@z® web : www.boztibbi.com
email: boz@boztibbi.com
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Prospektuis
Prospectus

FASTSORB

Emilebilir Cerrahi Ameliyat ipligi
Absorbable Surgical Sutures

Latfen dilinizi seginiz
Please select your language

%Z" | gyreicAL
SUTURES



B Kullanma Talimat:

[1rR] FASTSOR

Cerrahi, Poligikolik Asit
Hizlh Emilebilir PGA Siitur

Senteti, Multiflaman, Orgi, Undyed

FASTSORB glikolik asidin homopolimerinden olusan sentetik, steril, emilebilir
cerrahi degrade poliglikolik asit (PGA) iplikir. Poliglikolik asidin ampirik formili
{:0-CH,-CO-O-CH,-CO-)n seklindedir. Polimer zinciri gama isinimi e bozunur.
FASTSORB ka\s\yum stearat (CoH-0.Ca) ve polkaproakion (GH,0)n,
TSORB iplik ve
kaplama maddesi inert, kolalen yapida oimayan, antjenik ve pvm]emk olmayan
malzemedir

FASTSORB plkboyasz, dogal b renktedi

KULLANIMALANI
FASTSORS iplik, oftalmik uygulamalarin da dahil oldugu genel yumusak doku

@panmasi ve/veya baglanmasinda kullanilrr. Kalp-damar ve sinirsel dokularda
Kellanimas. FASTSORB plk ik kil

ETKILERI
Cerrahi PGA iplik dokuda hafif bir sekilde akut yang: reaksiyonu gosterebilir ve
fibréz bag doku olusumu ortaya cikar. Hidroliz sonrasinda PGA ipligin

meydana gelrvo vicut disina si: Kl kaybim tkdben kopma mulkavematinin
azalmasi ile_emilim PGA iplik 7gin _igerisinde _orjinal gerime
akavemeini yakiagik %78 nl munafaza eder, 42 gin lgesinds 15 gedimini
kaybeder.

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

UYARILAR
Yara ayrimas risd, uyguanan bilgeye ve kullanizn situr malzemesine gére
degistiginden kullanicinin  yara kullanmadan
emilebilen siturlarin kullaniidigi oy prossdirer Ve tokniere asina omasi
gersKir. Doklorar hastalarda kullaniacak situru_segmeden 6ncs in vivo
TKILERI

Deride 7 giinden fazla kalan cilt siturlan blgesel tahrise sebep olabilir. Bu
durumda kesimeli ya da uzaklastirimalidir.

Bazi durumlarda, ozellikle ortopedik prosedirlerde, dis desteklerin

 emilebilriplklerin

zayif g
iplikierin kordon, safra ya da iriner sistemdeki gibi meveut olan tuz ozeltleri ile

Tekrar
Kontamine veya iltihapli yaralarin tedavisi igin kabul edilen cerrahi uygulamalar
izlenmelidir

ONLEMLER
FASTSORB pligin veya diger tiim cerrahi iplilerin kullaniminda iplige ve igneye
zarar vermekten kaginimalidir. Forseps veya igne tutucu gibi cerrahi aletlerin

Igne uglarinin ve baglant: bélgesinin hasar gérmemesi igin, baglanti ucu ve igne

Igneleri yeniden sekillendirmek, giiclerini  kaybetmelerine v bilkill me va
Kirimalara karsi direnglerinin azalmasina neden olabilir. Istem disi_igne
atmelarindan kgl Igin klricionn cemshi ne klanrken ikatn
olmalari gereki

PGA lpiker, kllanim kerakteisigiol artirmak ign cerrahi sarra ve cerrahin
tecriibesine bagl olarak garant altina alinan kabul gérmis diiz ve kare digim
teknikleri le beraber lave diigmler gerektirr.

Yiksek

Kondamine ve kuleubmami rinle! bigesel ve tesis gerelsinimlerine uygun
olarakimha edi
Kullanian gneler-Kesicialet kaplarina iz

YANETKILER

Bu cihazin kullanimina bagi yan etkiler; yaranin agilmasi, sisme, geriime ya da
genislemenin olustugu bolgelerin kapatimasinda yeterli yara desteginin
saglanamamasi, yasl, yanlis beslenen ya da asin zayif hastalarda yara
yilesmesinin gecikmesinden dolay! rahatsizlik geken hastalarda yeterl yara
desteginin saglanamamasi, enfeksiyon, minimal akut doku yangi reaksiyonu,
inin cit Gzerinde 7 gindan daha fs2a kalmas) durumunds boigesl tais.
ipliklerin zayifk atim:

Ui strel tuz gosettiat e temasta. (riner Sidemde ve sairada tort (5]

PIYASAYAARZ-SUNUS SEKLI
FASTSORB iplikler steri, 6rgiili, boyanmarmis (bej) olarak U.S.P. 810 ve 6 (metrik
0.4-8.0) arasinda, degisik boylarda, igneli olarak meveuttur.

FASTSORB pl 3
FASTSORB plikler steril olarak arz ediir.

25'Cinaltinda ve giines isigindan uzakta depolayiniz.
Nemden koruyunuz.
Son kullanmatarihinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN ISRETLER

[ p— Katdog e

s
wal o

VY A ot v ‘T Nemden koruyunuz
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o FASTSORB Instruction for Use
Surgical, Polyglycolic Acid
Rapid Absorbable PGA Sut
Symhetc, Mflament Braided, Undyed

DESCRIPTION

FASTSORB Surgical Degraded Polyglycolic acid (PGA) suture; synthetic, sterile,
absorbable, is homopolymer of glycolic acid. The empirical formula of polyglycolic
acid is (-0-CH,-CO-O-CH,-CO-Jn. The polymer chain is degraded by gamma
radiation. FASTSORB is coated with the mixture of calcium stearate (C..H,,0.Ca)
and polycaprolactone (C,H,0,)n. The suture and coating material are inert,
noncollagenous, nonantigenic, and non-pyrogenic.
FASTSORB suture is undyed n natural beige color.

INDICATIONS
FASTSORB suluro s indicaled for use n genera of ssue approximation andor
ligation, including us ut not for use in

S
ACTIONS

reaction in tissue and ingrowth of
florous, connectve fisaue. Progress:ve Joss of tensie sirengh and eventual
tho sttength n he body. Aer hyarolvas 6% oxocuiod fom the body as carbon

followed byaloss
of mass. PGA suture retains approximately 75% of the original tensile strength
Break in7 days.

CONTRAINDICATIONS
The sut

of tissue is required. The sutures should not be used for cardiovascular and
neurosurgical tissue.

absorbable sutures

dehiscence may

Brysicians should cansider the in vvo performancs (under ACTIONS aection)
when selectingasuture for use in patients.

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

WARNIN
Uders Should be famiiar with surgisl procedures and techniques involing
mplo isk of

Under:

Reshaping needles may cause them to lose strength and be less resistant to
bending and breaking. Users should exercise caution when handiing surgical
needles toavoid inadvertent neede sticks.

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

Dispose of contaminated and unused products are in accordance with local and
facility requirements. Discard used needles in ‘sharps” containers.

ADVERSE REACTIONS
Adverse effects associated with the use of the device include wound dehiscence,

stretching, or distension occur, failure to provide adequate wound support in

eldery, malnourished or debiltted oaliens, or in palients suffering from
ing, infection,

Conut reschon oeatvod iteton whan ki suhnen are o i place for greater

than 7 days, suture extrusion and delayed absorption i tissue with poor blood

supply, Y
salt solution such as urine and bile occurs, and transitory local irritation at the
wound site.

HOW SUPPLIED

FASTSORB sutures are available as sterile, braided, undyed (beige) strands in
sizes 8/0 thru 6 (metric sizes 0.4 — 8.0) in a variety of lengths, with a variety of
needles. FASTSORB sutures are available in one, two and three dozen boxes.
FASTSORB suture s supplied sterile

STORAGI

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

SYMBOLS USED ON LABELLING

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

poor’

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

as those found in the urinary or biliary tracts may resultin caloulus formation. Do
ize. D

Acceptable surgical practice should be followed for the management of
contaminated orinfected wounds.

PRECAUTIO!
In handiing OASTSORE or any other suture materials, care should be taken to
avoid damage to needle and suture. Avoid crushing or crimping damage due to

To avoid damaging needle poins and swage areas, grasp the needle n an area
‘one-third ( (1/2)of the poin!

N
™ [ET—
Yrvy ] coecnscmorn T ool

2 YYYY-MM expiy Date, Year-Mortn
[STERILE] R ] sterle : odaton

Bafch Number

c € 2292
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FASTSORB

Chinrge, Acde polygcolgue
sorbable rapide Suture

Symihbtase, Mlifiament Tresss, Non colors

Mode d’emploi

D

DESCRIPTION

La suture dacide Polyglycolique Dégradée Chirurgicale (PGA) FASTSORB ;

synthétique, stérile, absorbable, est I homopolymere de Iacide glycolique. La formule

empirique de ['acide polyglycolique est (-0-CH-CO-O-CH-CO-n. La chaine du
FASTS

foncée ala pointe. L i

4 la_manipulation des aiguilles chirurgicales pw éviter les piqires d'aiguilles

accidentales.

Les suturs PGAQU sont afbes pour sugmertr les caractéisiques de manipulation

demandent

supp\em?ﬂlalrﬁs ‘comme garanti par les Girconstances chirurgicales o les expériences

duchirurgien.

EvierTonpositon prolongé auxtempératures levées.

La disposition des produits contaminés et non utiisés est en conformité avec les
Jeter ! 6 ‘pour

AS
de calcium stéarate (C,H,0,Ca) and polycaprolactone (C.H,O,)n. La suture et le

L
INDICATIONS
L

“objets pointus”

EFFETSSECONDAIRES

I plaie,
\e manque de snuuen de plaie pour les zones de gonﬂemem dextension ou

des tissus mous en général couvrant aussi les procédures ophtalmiques mais non pour
T les L
estdestine a une utlisation unique.

EFFICACITE
La suture de PGA suscite une réaction aigue faible dans le tissue et une croissance des.
Une perte bsorpi

plaie pour les pafients
oot 200 T o o ot s, Iiockan, a rescion et aigue
minmale inan ocae dans o c2 ol 3 sutus est plus da 7 ours sur 3
Toxirusion de sulie ot [absorpion reardée dans o 1ssue avec uno foumure fals
sangume laf formation do calul dans les voies uinairos ot bilares lorsqul exte un
ol polongs ave la soluton do 5o commo l bil dur of fitaion locale
orovses e 2o e

e corps.

L'Absorption

42jours.

CONTRE-INDICATIONS
Les sulres i sont_absoroatiesno dfvrt pa e st of une

CexSilare ds FASTORD sontdisponitiesan esso s, sérles. sans coulour (bege)

ns les dimensions de 8- thru 6 (dimension métrique 0.4 — 8.0) dans une variéts de

longuours, avos une varétd daigulles. Los suturos 06 FASTSORB sant dsporibles
a L

CONSERVATION

25°Cetgarder!

Cardiovascuilres st peuroenirgioask

AVERTISSEMENTS

Les ulisaturs davent 8o amilers v les proceduresof tchniues crinugieses
mpl carle risque.

G dahiscance do a plaie pout varer avec 1 zone dapplcaion et le matérel de suturo

utiisé, Les physiciens doivent considérer la_performance in vivo (sous la section

EFFIC

L 7 une

Dans certains cas, notamment dans les procédures orthopédiques, fimmobilisation du
joint par o

Etantdomne que e f peut it rojte ot que Fabsorption peut e etrder ceto sitution

doit étre tenue en compis le lutiisation des fls absorbables dans le i

reuiton i cang oo i, lsatoLr o o famier o proedeiren o tespiouoe
chirurgicale.

corps étranger, le de toute sut

de.

Tormalion do cac Ko pat estonioor D 1 sachels Guverte 1 s Sy o
utiisées.

Une pratiue chirurgials acceplale. dot ére paursuie pour I geston des plaies

contaminées ouinfects

PRECAUTIONS

Lors de la manipulation du FASTSORB ou d'autres matériaux de suture, on doit étre.
vite

le broyage et le serrage résultant de lapplication des outi's chirurgicaux comme le

forceps ou e porte-aiguil

Pour éviter d'endommager les points de laiguille et les zones de d‘étampe, agrippez

aiguille dans une zone tierce  (1/3) a une-demi (1/2) de la distance de fextrémite.

Ne pas utiiser aprés la date limite de consommation

SIGNES UTILISES POUR L'ETIQUETAGE

Protégercu sl
wl Forcan
Yy o oue de producton, Année:

Conserverdans un leu sec.

Embalags ecyclable

2 YYY Y-MMbate dexpiation, Annés - mois

STERILE] R ] sterie & Radiaton Macton, Vi s ranctonn

Node sére

o
BRLD sans peinture, absorbable, tressé, revétu
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BOZ TIBBI

MALZEME SANAYIi VE TICARET A.S.

Declaration of Conformity

Manufacturer BOZ TIBBi MALZEME SANAYi VE TICARET A.S.
Address Saglik Mah. Saglhk 1 Sk. No:33/5 Cankaya / ANKARA / TURKIYE
FASTSORB
Product Name Surgical, Polyglycolic Acid (Rapid PGA) Suture
. Sterile, Synthetic, Rapid Absorbable, Braided, Multifilament, Undyed,
Properties Coated, With or Without Needles, Single Use
Dye Undyed (natural,beige)
Insulation/Coating Calcium stearate + polycaprolactone
Product Models For product models see page 2
Lot No 2101001 cocnos 2112099
GMDN No 17471
Classification Class lll, Rule 8

We herewith declare that the above mentioned products meet the provisions of the following EC Council Directives and
Standards.All supporting documentations are retained under the premises of the manufacturer and the notified body.

It conforms to Conformity Assesment Route Annex 2 of 93/42/EEC

DIRECTIVES

General applicable directives:

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

Standards:

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

Notified Body UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S.
Mutlukent Mahallesi 2073 Sokak No:10 Umitkoy-Cankaya ANKARA TURKIYE
Notified Body No CE 2292
European Authorised EMERGO Prinsessegracht 20 2514 AP The Hague The Netherlands
Representative Phone +31.70.345.8570 - Fax +31.70.346.7299 — EmergoEurope@ul.com
Certificate Certificate No Certificate Date | Date of Validity
EC Desing Examination M.2018.106.9177-1 15.01.2018 14.01.2023
Certificate
Full Quality Assurance M.2018.106.9177 15.01.2018 14.01.2023
System
Place, Date Ankara, 10.11.2021
Signature
Name Adil BOZ
Position General Manager
Document Code : Effective Date: Revision No: Revision Date: Number of Pages:

YT-DC-FS 11.09.2012 08 10.11.2021 1/6




BOZ TIBBI

MALZEME SANAYi VE TICARET A.S.

Surgical, Polyglycolic Acid (Rapid PGA) Suture Product Models

Synthetic, Sterile, Rapid Absorbable, Multiflament, 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:

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

Suture Lenghts :

Variety of lengths, from 10 cm to 500 cm

Needle Lenghts :

Variety of lengths, from 3 mm to 150 mm

Needle Shapes :

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

Needle Properties:

Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium
Thin Line, Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre,
Micropoint, Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar
Point, Taper Point, Inside Cutting, Inside Cutting Premium, Inside Cutting Premium
Thin Line, Inside Cutting Slim Blade, Square Body, Blunt Point, Ball Point.
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APPLICABLE STANDARDS LIST

Document Number

Title of Document

1. Harmonised Standards

EN ISO 13485: 2016

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

EN ISO 14971:2019

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

EN 556-1: 2001

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

EN 1422:2014

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

EN ISO 15223-1:2016

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

EN 1041: 2008+A1:2013

Information supplied by the manufacturer of medical devices

EN ISO 11135:2014

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

EN ISO 11137-1:2015

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

EN ISO 11137-2:2015

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

EN ISO 11138-1:2017

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

EN ISO 11138-2:2017

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

EN ISO 11737-1: 2018

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

EN ISO 11737-2:2020

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

EN ISO 10993-1:2020

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

EN ISO 10993-3:2014

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

EN ISO 109934:2017

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

EN ISO 10993-5:2009

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

EN ISO 10993-6:2016

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

EN ISO 10993-7:2008

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

EN ISO 10993-11:2018

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

EN ISO 10993-12:2021

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

Title of Document

EN ISO 10993-13:2010

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

EN ISO 10993-18:2020

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

EN ISO 11607-1:2020

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

EN ISO 11607-2:2020

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

EN ISO 14644-1:2015

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

EN ISO 14644-2:2015

Cleanrooms and associated controlled environments - Part 2: Monitoring to provide evidence of
cleanroom performance related to air cleanliness by particle concentration (ISO 14644-2:2015)

EN ISO 14644-3:2019

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

EN ISO 14644-5:2004

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

EN ISO 14630:2012

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

2. Pharmacopeia

EP 10.0-01/ 2008:0667

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

EP 10.0-01/ 2008:0666

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

USP 43/ NF 38

United States Pharmacopoeia Official Monographs / Absorbable Surgical Suture

3: Other Standards

EN 868-5: 2018

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

EN ISO 10993-10:2013

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

EN ISO 11137-3:2017

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

EN ISO 15223-1:2021

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

EN 17141:2020

Cleanrooms and associated controlled environments - Biocontamination control

ISO 8601-1:2019

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

I1SO 13781:2017

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

TS 4020/ MAY 2016

Surgical needles

TS 4169/ FEB 1984

The Determination Of Hazardous Residues In Plastics Used For Health Purposes
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Document Number

Title of Document

TS 10410/ OCT 1992

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

EN ISO 20417:2021

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

CEN ISO/TR 24971:2020

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

4, Guidance Documents

4.1.

ASTM Documents

ASTM F1929-15

Standard Test Method for Detecting Seal Leaks in Porous Medical Packaging by Dye Penetration

ASTM F1980-16

Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices

ASTM F1840 - 10(2016)

Standard Terminology for Surgical Suture Needles

ASTM F88 / F88M - 15

Standard Test Method for Seal Strength of Flexible Barrier Materials

ASTM D5276 - 19

Standard Test Method for Drop Test of Loaded Containers by Free Fall

4.2,

Guidance MEDDEVs

MEDDEYV 2. 4/1 Rev. 9
June 2010

MEDICAL DEVICES: Guidance document - Classification of medical devices

MEDDEV 2. 2/3 rev.3
June 1998

‘Use-by’ date for medical devices

MEDDEYV 2.7/1 revision 4
June 2016

Clinical Evaluation: A Guide for Manufacturers and Notified Bodies Under Directives 93/42/EEC
and 90/385/EEC

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

4.3.

NB-MED Documents

NB-MED/2.5.1/Rec5-rev4

Technical Documentation

NB-MED/2.5.1/Rec6-rev4

Renewal of EC Design-Examination and Type-Examination Certificates

NB-MED/2.5.2/Rec1-rev4

Subcontracting - QS related

NB-MED/2.12/Rec1-revi1

Post-Marketing Surveillance (PMS) post market/production

NB-MED/2.13/Rec1-rev3

CE-Marking of pre-MDD devices

4.4, MDCG Documents

MD,CG ARewd Guidance on BASIC UDI-DI and changes to UDI-DI

April 2021

MpCD 2102 Future EU medical device nomenclature - Description of requirements
March 2018

Mbeg.auias Revid Guidance on UDI for systems and procedure packs

June 2020

MDGo 20154 Definitions/descriptions and formats of the UDI core elements for systems or procedure packs
October 2018

MIpES 201 UDI assignment to medical device software

October 2018
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Document Number

Title of Document

e i Clarifications of UDI related responsibilities in relation to article 16
October 2018 P
MDCG 2018-7
October 2018 Provisional considerations regarding language issues associated with the UDI database
MDCG 2019-1 - . - - .
January 2019 MDCG guiding principles for issuing entities rules on basic UDI-DI
MDCG 2019-2 Guidance on application of UDI rules to device-part of products referred to in article 1(8), 1(9) and
February 2019 1(10) of Regulation 745/2017
MDCG 20194 6 i : ; : ;
; Timelines for registration of device data elements in EUDAMED
April 2019
Mplg a1t Registration of legacy devices in EUDAMED
April 2019 s psy
MDCG 2019-7 Guidance on article 15 of the medical device regulation (MDR) and in vitro diagnostic device
June 2019 regulation (IVDR) on a ‘person responsible for regulatory compliance’ (PRRC)
MDCG 2020-3 Guidance on significant changes regarding the transitional provision under Article 120 of the MDR
March 2020 with regard to devices covered by certificates according to MDD or AIMDD
MBGA 20207 Guidance on PMCF plan template
April 2020 P P
MDGC 2020-8
i n PMCF evaluati rt t lat
April 2020 Guidance o C uation report template
MDCG 2020-15 MDCG Position Paper on the use of the EUDAMED actor registration module and of the Single
August 2020 Registration Number (SRN) in the Member States
DCG 2020-18
MBES 2020 MDCG Position Paper on UDI assignment for Spectacle lenses & Ready readers
December 2020

MDCG 2021-1 Rev.1
May 2021

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

MDCG 2021-09

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

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

MDCG 2021-13 Rev.1
July 2021

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

MDCG 2021-19

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

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

4.5. Directive

EC-DIRECTIVES ON

MED. DEVICES/ 2007

Guidelines on A Medical Devices Vigilance System

KM-FR-85
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ECDESIGN EXAMINATION]|
CERTIFICATE |

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

Company Name

Company Address

Manufacturing and Storage

Related Directives and Annex

Product

Certificate Number
Report Number

Initial Assessment Date
Registration Date
Revision Date /No
Expiry Date

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

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

M.2018.106.9177-1 will also end.

: Boz Tibbi Malzeme Sanayi ve Ticaret AS.

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

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

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

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

117471, 13908, 16584, 45814

Product Types are attached.

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

: 14.01.2021/01

1 14.01.2023

HE Centre Industry
and Trade Inc. Co.

& &

Yty

A&

|UDEM

J

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

through www.udem.com. tr.

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




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

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

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

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

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

UDEM

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

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

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

EP: 04 0507 1 15 2 3 35 4 5

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

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

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

Needle Properties: Round Body,Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line, Reverse Cutting
Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus,
Trocar Point, Taper Point, Inside Cutting, Inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade,
Square Body, Blunt Point, Ball Point.

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

Synthetic, Sterile, Rapid Absorbable, Multifilament, Braided, Undyed Surgical Sutures are loop, single or with double needle or
without needle, and in the following USP, EP, Suture Length, Needle Length, Needle Shape and Needle properties:

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

EP: 04 0507 1 15 2 3 35 4 5

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

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

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

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line, Reverse Cutting
Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus,
Trocar Point, Taper Point, inside Cutting, Inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade,
Square Body, Blunt Point, Ball Point.

Polyglycolic acid (PGA) GMDN NO:13908

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

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

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

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

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

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

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

Square Body, Blunt Point, Ball Point. UDErA 18

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
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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
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| ECCERTIFICATE

Full Quality Assurance System

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

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

Company Name

Company Address

Manufacturing and Storage

Related Directives and Annex

Product

Ceriificate Number
Report Number

Initial Assessment Date

: Boz Tibbi Mailzeme Sanayi ve Ticaret A.S.

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

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

£

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

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

Surgical Sutures - Class il

117471, 13908, 16584, 45814

Product Types are attached.

1 M.2018.106.9177
: MD.3532.1B

:07.11.2017

Registration Date :15.01.2018

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

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

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

Auditing Training
and Trade Inc. Co.




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

Directive.

A

UDEM

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

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

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

EP: 04 0507 1 15 2 3 35 4 5

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

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

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

Needle Properties: Round Body,Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line, Reverse Cutting
Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus,
Trocar Point, Taper Point, Inside Cutting, Inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade,
Square Body, Blunt Point, Ball Point.

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

Synthetic, Sterile, Rapid Absorbable, Multifilament, Braided, Undyed Surgical Sutures are loop, single or with double needle or
without needle, and in the following USP, EP, Suture Length, Needle Length, Needle Shape and Needle properties:

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

EP: 04 0507 1 15 2 3 35 4 5

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

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

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

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line, Reverse Cutting
Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus,
Trocar Point, Taper Point, Inside Cutting, Inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade,
Square Body, Blunt Point, Ball Point.

Polyglycolic acid (PGA) GMDN NO:13908

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

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

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

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

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

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

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

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

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

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

Polyglycolic acid (Rapid Absorbable PGA) GMDN NO:13908

Synthetic, Sterile, Rapid Absorbable, Multifilament, Braided, Undyed Surgical Sutures are loop, single or with double needle or
without needle, and in the following USP, EP, Suture Length, Needle Length, Needle Shape and Needle properties:

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

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

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

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

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

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line, Reverse Cutting
Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus,
Trocar Point, Taper Point, Inside Cutting, Inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade,
Square Body, Blunt Point, Ball Point.

Polydioxanone (PDO) GMDN NO:16584

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

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

EP: 05071 15 2 3 35 4 5

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

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

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

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line, Reverse Cutting
Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus,
Trocar Point, Taper Point, Inside Cutting, Inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade,
Square Body, Blunt Point, Ball Point.

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

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

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

EP: 0,71 15 2 3 35 4 5

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

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

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

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line, Reverse Cutting
Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus,

Square Body, Blunt Point, Ball Point.
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CERTIFICATE

Full Quality Assurance System

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

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

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

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

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

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

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

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

Product Types are aftached.

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

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

Registration Date :29.06.2020 Auditing Train

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

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

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




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

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

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

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

Surgical Silk Suture Product Models GMDN No: 13910 Class Iif

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

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

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

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

Needle Properties:

Round Body,Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin
Line, Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint,
Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar Point, Taper
Point, Inside Cutting, inside Cutting Premium, Inside Cutting Premium Thin Line, Inside
Cutting Slim Blade, Square Body, Blunt Point, Ball Point

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

Synthetic, Sterile, Nonabsorbable, Monofilament, Blue colored, Uncoated, Surgical Sutures are with or without Teflon

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

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

Needle Lenghts :

Variety of lengths, from 3 mm to 150 mm

Needle Shapes :

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

Needle Properties:

Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line,
Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting,
Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar Point, Taper Point, Inside Cutting,

Inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade, Square
Body, Blunt Point, Ball Point.

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

Needle properties

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

UsP: 10/0, 9/0, 8/0, 7/9, 6/0, 5/0, 4/0, 3/0, 2/0, 0, 1, 2
EP: 0203040507 115 2 3 3545
Thread Lenghts: Variety of lengths, from 10 cm to 500 cm

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

Full Quality Assurance System

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

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

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

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

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

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

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

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

Product Types are aftached.

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

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

Registration Date :29.06.2020 Auditing Train

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

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

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




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

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

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

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

Surgical Silk Suture Product Models GMDN No: 13910 Class Iif

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

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

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

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

Needle Properties:

Round Body,Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin
Line, Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint,
Straight Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar Point, Taper
Point, Inside Cutting, inside Cutting Premium, Inside Cutting Premium Thin Line, Inside
Cutting Slim Blade, Square Body, Blunt Point, Ball Point

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

Synthetic, Sterile, Nonabsorbable, Monofilament, Blue colored, Uncoated, Surgical Sutures are with or without Teflon

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

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

Needle Lenghts :

Variety of lengths, from 3 mm to 150 mm

Needle Shapes :

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

Needle Properties:

Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line,
Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting,
Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar Point, Taper Point, Inside Cutting,

Inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade, Square
Body, Blunt Point, Ball Point.

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

Needle properties

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

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

Needle Lenghts : Variety of lengths, from 3 mm to 150 mm
Needle Shapes : 1/2,3/8, 1/4, 5/8, Straight, J, SKi
Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin

Line, Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight
Cutting, Lancet, Spatuls, Tapercutting, Taperpoint Plus, Trocar Point, Taper Point, Inside
Cutting, inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim
Blade, Square Body, Blunt Point, Ball Point.

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

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

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

EP: 02 0304 05071 15 2 33545

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

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

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

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin
Line, Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight
Cutting, Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar Point, Taper Point, Inside
Cutting, Inside Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim
Blade, Square Body, Blunt Point, Ball Point.

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

Synthetic, Sterile, Nonabsorbable, Multifilament, Braided, Silicon coated, Green or White colored Surgical Sutures are
with or without Teflon pledget accessory, loop, single or with double needle or without needle, and in the following
USP, EP, Thread Length, Needle Length, Needle Shape and Needle properties:

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

EP: 05071 152 3 35 45 6 6 7

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

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

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

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

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

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

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

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

EP: 071 15 2 3

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

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

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

Needle Properties: Round Body, Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line,
Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting,
Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar Point, Taper Point, Inside Cutting, Inside
Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade, Square Body,
Blunt Point, Ball Point.

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

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

Needle properties:

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

Needle Properties:

Round Body,Reverse Cutting, Reverse Cutting Premium, Reverse Cutting Premium Thin Line,
Reverse Cutting Slim Blade, CC Needle, Cobra, Diamond, Sabre, Micropoint, Straight Cutting,
Lancet, Spatula, Tapercutting, Taperpoint Plus, Trocar Point, Taper Point, Inside Cutting, Inside
Cutting Premium, Inside Cutting Premium Thin Line, Inside Cutting Slim Blade, Square Bedy,
Blunt Point, Ball Point.

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

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

Width =3 mm..... 150 mm

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

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

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

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

Company Name : Boz Tibbi Malzeme Sanayi ve Ticaret AS.

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

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

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

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

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

Product Types are attached.

Certificate Number 1 M.2020.106.13692-1

Report Number : MD.3532.1B

Initial Assessment Date :08.11.2019

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

Expiry Date 1 27.05.2024 ' )

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

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

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
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
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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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