- Ny
_ 4% |ZENMED
QB Sct| s v swux

SDY /4%‘}}%0 M

DISPOSABLE STERILE U SHAPED COVER
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OPS ADVANCED DISPOSABLE STERILE U SHAPED COVER

Reference(s) 20.051.01

Description U-shaped cover 235 x 260 cm, slit 20 x 100 cm, liquid-
absorbing part 75 x 140 cm —A40Y9 1
Material disposable, sterile - s p¢. ZA
The cover consists of three layers: the upper is made of non-
woven material - absorbs liquids well, the middle is made of |
polyethylene, impermeable, the lower layer is made of a
protective non-woven material.
The product has a three-level packaging - /&% 7. 3
The cover is packed in sterile packaging, with a sterility 10%
control system, i. sticker with packaging sterility and 4
production data

Main Materials TRIFLEX
Barrier hot-meit
Laminate
76 gsm

Packaging on Pack 42X60 cm

Manufacturer ZENMED TIBBI CIHAZLAR VE SAGLIK URUNLERI SAN. VE TiC. LTD. STI.
SO 13485:2016

Regulation in compliance with Medical Devices Directive 93/42/EEC

HP: High perfarmance according to EN 13795 standard

MDD Class: | sterife
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Mah. 2567 Sk. No: 1/11 Bagailar - istanbul - Tirkiye

Tel: +90 212 445 45 25 Fax: +90 212 445 4549 » www.zenmed.com.tr
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Set TIBBI CIHAZLAR VE SAGLIK

URUN. SAN. VE TiC. LTD. STi.

VIENKARTINIS STERILUS U FORMOS RINKINYS

PARAMETRAI

VIENKARTINIS STERILUS U FORMOS RINKINYS

Kodas (-ai)

20.051.01

ApraSymas

U formos apklotas 235 x 260 cm, pl §ys}0 x 100 cm, skyséius
sugerianti dalis 75 x 140 cm; /&g[/-

MedZiaga vienkartinio naudojimo, sterili; /¢ v Ao
Apklotas sudarytas i§ trijy sluoksniy: virSutinis i§ neaustines
medZiagos - gerai sugeria skys¢ius, vidurinis - i$ polietileno,
nepralaidus, apatinis - apsauginis neaustinés medziagos
sluoksnio; — 424 . //g Z

Produktas turi trijy lygiy pakuote; 204 A3

Apklotas jpakuotas steriliame jpakavime, su sterilumo kontrolés

sistema, t.y. lipdukas squakuotés sterilumo ir gamybos
duomenimis. ~ #OY. 7 4

Pagrindinés medZiagos - TRIFLEKS
Kar3to lydymo barjeras
Laminuotas
76GSM
Pakuote Sterilizuota pakuoté 42 x 60 cm
Gamintojas Zenmed Tibbi Cihazlar ve Saglik Uriinleri San. Ve Tic. LTD.
STI
ISO 13485 :2016
Reglamentavimas Atitinka Medicinos prietaisy Direktyva 93/42/EEB
HP: aukstos eksploatacinés savybés pagal EN 13795 standartg
MDD klasg: I sterilus
T € Q mm
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CERTIFICATE
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EC Certificate

Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V
Certificate Number: 1984-MDD-18-504

We hereby declare that an examination has been carried out following the
requirements of the national legislation to which the undersigned is subject,
transposing Annex-V of the Directive 93/42/EEC on medical devices. We certify
that the production quality system conforms with the relevant provisions of the
aforementioned legislation.

Organization:

ZENMED TIBBi CIHAZLAR VE SAGLIK URUNLERI
SANAYIi VE TICARET LIMITED SIRKETi

Mahmutbey Mahallesi 2567. Sokak no: 1 i§ yeri no: 11, 21 Bagcilar, istanbul, Turkey
Products: Sterile Disposable Surgical Gown, Drapes, Drapes and Gowns Sets

The certificate is valid till expiration date, subject to successful completion of
periodical surveillance audits. Please contact Kiwa for details.

Report Number:  M.5071.03

Date of first issue: 20 April 2018

Date of last issue: 02 December 2020

Revision Number: 02

Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.S. has audited the quality system restricted to the
aspects of manufacture concerned with securing and maintaining sterile conditions
in accordance with MDD Annex V and found that the quality system meets the
applicable requirements in MDD Annex V.

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

MQM%

Muhtesem Gdkhan Yiicel
02 December 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90: 216 593 25 75 , Fax: +80 216 593 25 74
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com
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EB sertifikatas
Gamybos kokybés uztikrinimo sistema pagal

Medicinos prietaisy direktyva 93 /42EEBV prieda
Sertifikato numeris: 1984-MDD-18-504

Pareiskiame, kad patikrinimas buvo atliktas laikantis Zemiau pasiradiusiam
asmeniui taikomy nacionaliniy teisés akty reikalavimy, perkeliandiy Direktyvos
93/42/EEB dél medicinos prietaisy V priedg. Patvirtiname, kad produkcijos
kokybés sistema atitinka atitinkamas auk&&iau paminéty teisés akty nuostatas.

Organizacija:

ZENMED TIBBI CIHAZLAR VE SAGLIK URUNLERI SANAYI VE
TICARET LIMITED SIRKETI
Mahmutbey Mahallesi 2567. Sokak. No: 1/11 is yeri no. 11, 21 Bagcilar / Stambulas i
Turkija
Produktai: Steriliis chirurginiai chalatai, apklotai, apkloty ir chalaty rinkiniai
Sertifikatas galioja iki galiojimo pabaigos, jei sékmingai atliekami periodiniai priezitiros
auditai. Norédami gauti daugiau informacijos, susisiekite su Kiwa.
Ataskaitos numeris: M.5071.03
Pirmo iSdavimo data: 2018 balandzio 20d.
Paskutinio i§davimo data: 2020 gruodzio 02d.
Patikrinimy skaiéius: 02
Galiojimo data: 2024 geguzés 27d.

Kiwa Belgelendirme Hizmetleri AS. atliko kokybés sistemos auditg, apribotg gamybos
aspektais, susijusiais su steriliy sglygy uZtikrinimu ir palaikymu pagal MDD V prieda, ir
nustaté, kad kokybés sistema atitinka taikomus MDD V priedo reikalavimus.

Kiwa Belgelendirme Hizmetleri AS. yra notifikuotoji jstaiga pagal Tarybos direktyva
93/42/EEB dél medicinos prietaisy, kurios identifikavimo numeris: 1984

Parasas
Muhtesem Gokhan Yucel
Turkija, Stambulas, 2020 gruodzio 02d. Notifikuotos jdtaigos vadovas

Direktorius
Runaldas Zubé ,,
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