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TECHNICAL SPECIFICATIONS

Supro SUI Vaginal tape
TOT KIT
TN HELICAL KIT |
SUPR\@ _VAGINAL TAPE
S e i e . .
Netntes i v varyionien | CYSTOCELE KIT
CYSTOCELE
MESH FOR INCONTINANCE:

Raw Material: Polypropylene Monoflament 150 micron thread
Structure  : Knitted
Weight : 85 g/m?

Thickness : 420 micron
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TECHNICAL SPECIFICATIONS

MESH FOR HERNIA:

Raw Material: Polypropylene 100 micron Monoflament thread
Structure  :Knitted
Weight 145 g/m?

Thickness :320 micron

MESH FOR INCONTINANCE:

Raw Material: Polypropylene Monoflament 150 micron thread
Structure  :Knitted

Weight : 85 g/m?

Thickness :420 micron
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TECHNINE SPECIFIKACHA

SUPRO SUI SLAPIMO NELAIKYMO JUOSTELE/VAGINAL TAPE
JUOSTELES ISMATAVIMAL 10X450 MM (1X45 CM.}
MEDZIAGA ~POLIPROPILENAS

SVORIS ~ 85 G/M2

STORIS ~ 420 MIKRONY

Implantas jvedamas su: |

Daugkartinio naudojimo 2 Transobturatarinais jvedéjais, S formos, Kodas ATOT-RL:

Daugkartinio naudojimo Retrogaktiniu jvedéju, % apskritimo formos, Kodas AVB:




IECCERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex |l

M.2018.106.9577-1 Design Examination Certificate Was Prepared for Class lll Products Defined in This Certificate,

Cormpany Name

Company Address

Related Directives and Annex

Product

GMDM

Certfificate Number
Report Number
Inifial Assessment Date
Registration Date
Revision Date /No
Expiry Date

quality aseronce sysfern, which s subject fo periodic suvelionce cudis, defined by Annex |, seclion §
of 1h§ fmemeniiorgsd direciive. According io Annex i, section 4 an EC design- exarmination oedﬁzaie is

UDEM hereby declares that ihe fequirerments of Annex I, excluding section 4 of the direclive $3/42/EEC
have been met for the Isted preducts, The above named manufactuer hias estobished ard appiies a
ihe Class il devices on the markal. This cerfificate remdns as the F!operiy of UDEM

fecuired for

Intemationct Cerfification Auding Trcining Cenrs Indusiry ond Trade inc. €o. o whom i

upon recuest. The aoove

ove named company and U
the regisiralion of ihe cerlificate. Usage of the CEmark s under the res iy of the marfaciuerwith the
compistion of EC Declaralion of Conforrily. The above mentiched compon
wilty the opproved prociuct 1o UDEM. If UDEM wil not renew the expiy date of 11 cerliicale In question, the
menlioned company shoud stop placing the product onthe markef, The curency of the certiicate can

b2 checked roughwww.udemcom, i

Addrres: Mullukent Mahallesi 2073 Sokak (Eski 93 Sokak) Mo:10 Cankaya - Ankara ~ TURKEY
Phone: +90 0312 443 0390 Fax: +900312 4430376
E-mail: info@udemitd.com.dr  www.udem.com.ir

: M.2018.106.9577 %’QA
: MD.3466.18 an A
:15.12.2017 UDEM | ification
: 24.04.2018 Auditing

¥ and Trad
: 23.04.2023

: Klas Medikal Cihazlar Sanayi MUmessillik ic ve Dis Tic. Lid. Sti.

: Ramazanogiu Mahallest Yildinm Sokak No: 1 Pendik ISTANBUL 7 TURKEY

: MDD 93/42/EEC Medical Devices Directive - Annex |}
(Excluding Section 4)

: Neurosurgical Sponge - Class lil, Sterile
Mesh for Incontinence - Class lib, Sterile
Mesh for Hernia - Class llb, Sterile
Surgical Incise Drape = Class Is
Antimicrobial Drape ~ Class s

1 13702, 47783, 47986, 47985, 60300, 47783

i st De retumed
Dmmﬁkeepccqs\gﬁﬁ ibds cerfificate for 5 vears from
Usleatiett

y st nofify i chonges relatad
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Connector

Refarence Working Diarneter Blade cut
tength fe

gé;ﬁisigggnopmr cable # o i a0 iy
: K5 330 330 mm 5 men 17 mm Axial
T5 330 330 mm 5 mm 12 mm Radial
CE 470 % 470 mm Simim 17 mm Radial
C5 250 % 250 mm 5 mm 17 mm Rac!

* box of § individuaily packoged units

Ergonomic handle allowing o precise surgical gesture.
IK5 330 model developed for gastrointestinal surgery.

= (C5 330 model dedicated fo gynecological surgery.
é Double action curved blades facilitating the dissection.
z; Moncpolar coa?ulahon with extra long elecirical insulation up fo the
% aclive pomon of th . . :
§ Induvidualiai
f Fackqgmg box of 25 mdwuduaﬂy packaged unifs. supakuotos

MD Class lib
Made in France
Ses instructions for use

P Gaetiined pitwn

VECTEC

Bioparc - Vichy - Hauterive
03270 Hauterive
FRANCE

Phone : +33 (0)4 70 58 41 70
Fax : 433 (0)4 70 58 41 79
c@vectec fr
www.vectec fr
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@{%‘1 | ATTESTATION / CERTIFICATE N° 30168 rev. 0

/,Tﬁj % L N E Déilvrée & Paris le 25 septembre 2015
1 e .

issued in Paris on September 25th, 2015

Le progres, une passion a partager

Certification
Médical-Santé
Notified Body N° 0459

ATTESTATION CE /EC CERTIFICATE

Approbation du Systéme Complet d'assurance Qualité/ Approval of full Quality Assuranice System
ANNEXE il exciuant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux
ANNEX Il excluding section 4 Directive S3/42/EEC concerning medical devices
Pour les dispositifs de classe lll, un certificat CE de conception est requis
For class HI devices, a EC deslgn certificate is required

Fabricant / Manufacturer
VECTEC

Z.A, Bioparc
03270 HAUTERIVE FRANCE

Catégorie du(des) dispositif(s) / Device(s) category
Instruments chirurgicaux endoscopiques 2 usage unique : ciseaux, pinces, crochets, aiguilies de
pneumopéritoine, trocarts, systémes de rétractation laparoscopique, manipulateurs utérin et
rectal et cables de connexion électrique pour des applications en chirurgie et électrochirurgle
digestive, gynécologique et urologique.

Disposable surgical endoscopic instruments - scissors, forceps, hooks, pneumoperitoneum needles,
trocars, laparoscopic retraction systems, uterine and rectal manipulators and electrical connection cables
for the area of surgical and electrosurgical applications for digestive, gynaecological and urological
surgeries.

Voir détails sur addendum / Smgwchment for additional information

Le LNE/G-MED afteste qu'a 'examen des résultats figurant dans e rapport référoncé P142535, le systéme d'assurance qualité -
pour fa conception, Ia production et le contrdle final - des dispositifs médicaux énumérés cl-dessus est conforme aux axigences
de I'annexe Il excluant le point 4 de la Directive 93/42/CEE.

LNE/G-MED cerlifios that, on the basis of the results contained in the file refersnced P142535, the quality system - for design,
manufacturing, and finsl inspection - of medical devices listed here above complies with the requirements of the Directive S3/42/EEC, annsx

It excluding section 4

La validité du présent certificat st soumise a une vérification périodique ou imprévue
The validity of the certificate is subject to periodic or unexpected verification

Début de validité /Effective date : October 12th, 2015 (included)
Valable jJusqu'au /Expiry date : October 11th, 2018 {included)

> LNE - 30168 rev. 0 Cécile VAUGELADE
G-MED Certification Division Manager

GMED_B25003.01.2003

Laboratoire national de métrologie et d’essais « fuabissement public & caractére Industriel et commercial

LNE/G-MED » Organisme notifié n°® 0459
I, rue Gaston Bolssier -~ 75724 Paris Cedex |5 » TEL ;01 4043 3700 » Fax 0] 40 42 3737 » wwwlnefr o wwwemed. fr
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Le progris, uoe passion & partager

Addendum au certificat n° 30168 rev.0 page 3/3
Addendum of the certificate n° 30168 rev.0
Dossiers / Files N° P142535

Centification
Médical-Santé
Identification des dispositifs / Identification of devices
“::;:f:’:;/ Description FR /EN qu: / G“;:“N
. T e
50| ot
i e o 37200
S0 | b 37100
ot T
| e Wy e
K5 330 ?f;aéz‘gﬁ‘;z‘;:xi ;“g‘gfg x b 37100
R it
bl e e e DT b 37388
65 330 ﬁiii?o‘?:f:ﬁ?,?}ig - b 37388
D5 330 f;:;‘;:;;‘;’:g?:ﬁf"e “ iIb 37388
MD5 330 gz;z‘:;:}‘:r’g;ggg?m fib 37388
H5 330 gg;:;ig‘fgggk‘”a"e lib 35105
HS 330L g:;z;;gfg‘o’s;"m iib 35105
LNE/G-MED | (0459

ADD

LNE/G-MED » Organisme notifié n® 0459
1, nue Gasion Bolssier - 75724 Paris Cedex 15 TéL : 01 40 43 3700 » Fax s 01 4043 37.37 » wawine | « wwwgmod fr

On behalf of the Certification Director
Cécile VAUGELADE
G-MED Certification Division Managet

720 DM 0701-31 rov 5 du 28/07/2015

Laboratoire national de métrologie et d’essals « frabiissement publlc & carserbie Indusiriel et conmercial
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PERFORATEUR AMNIOTIQUE STERILE
‘A USAGE UNIQUE

Perforateur plastique stérile permettant la rupture

des membranes : ‘
- atraumatique pour le col et la présentation feetale,

- courbure physiologique.

Longueur 250 mm. -
~ |llgis 25 cm

Stérilisation a l'oxyde d'éthyléne
Composition Plastique moulé réf ABS sans latex et PVC

Classe lla stéril . .

Cons;ormite' D?rcsctiv:93/42l CEE (marqua.gc CE) CE \ Aucun nettoyage -
Emballage Sachet pelable individuel stérile N 4
Conditionnement Boite de 150 pigces ZymejlmaS . aucun trempage'
s aucune désinfection,

 AUCUN RISQUE‘
DE TRANSMISSION !

Kablys vaisiaus vandenius
nuleisti , kodas 01.400

PINCE COUPE CLAMP
A USAGE UNIQUE _

 Pince en plastique utilisée p
 le retrait des clamps de Bahr.
Longeur : 120 mm.
 Stérile a usage unique,

Stérilisation a l'oxyde d'éthyléne

Composition Polyamide

Classe lla stérile

Conformité Directive 93/42/ CEE (marquage CE)
Emballage Sachet pelable individuel
Conditionnement Boite de 100 clamps

kﬂéferer‘me 01.159 - v . ~ Référence 01.1024 Pince coupe clamp & usage unique
La boite de 100 pieces 45,00 €ur 53,82€mC - ~ La boite de 25 unités 72,50€HT 86,71€mc

tel 33 (0)1 34 04 99 50 - fax 33 (0)1 34 04 88 44
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