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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lia, lIb or lil)

No. G116 08 61155 014

1, Jalan 8, Pengkalan Chepa 2
Industrial Zone

16100 Kota Bharu, Kelantan
MALAYSIA :

|
|
i
\
Manufacturer: TERANG NUSA SDN. BHD.
1
EC-Representative: ULMA INTERNATIONAL GMBH |

Pfaffenweg 35
89231 Neu-Ulm
GERMANY
Product Sterile Surgical Gloves
Category(ies): Sterile Radiation Reducing Surgical Gloves

The Certification Body of TUV SUD Praduct Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex |l.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex |l (4) certificate
is mandatory. See also notes overleaf.

Report No.: MYQMHO0716048-721416112
Valid from: 2016-11-13
Valid until: 2021-11-12
Date, 2016-10-20 ‘~4
Stefan Preill

TOV SUD Product Service GmbH is Notified Body with identification no. 0123
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ZERTIFIKAT @ CERTIFICATE ¢

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or lIl)

No. G116 08 61155 014

Facility(ies): TERANG NUSA SDN. BHD.

Product Service

1, Jalan 8, Pengkalan Chepa 2, Industrial Zone, 16100 Kota

Bharu, Kelantan, MALAYSIA
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ZERTIFIKAT © CERTIFICATE ¢

Preklad z anglického jazyka

Product Service

ES Osvédceni

Systém komplexniho zabezpecovani jakosti
Smérnice 93/42/EHS o zdravotnickych prostfedcich (MDD), Priloha Il kromé (4)
(Prostfedky tfidy lla, lib nebo Ill)

¢. G11608 61155 014

Vyrobce:

Zastupce v ES:

Vyrobkovalé
kategorie:

TERANG NUSA SDN. BHD.

1, Jalan 8, Pengkalan Chepa 2
Industrial Zone

16100 Kota Bharu, Kelantan
MALAJSIE

ULMA INTERNATIONAL GMBH

Pfaffenweg 35
89231 Neu-Ulm
NEMECKO

Sterilni chirurgické rukavice
Sterilni chirurgické rukavice snizujici radiaci

Certifikaéni organ TUV SUD Product Service GmbH prohladuje, Ze vySe uvedeny vyrobce ma
zavedeny systém zabezpe&ovani jakosti pro navrh, vyrobu a vystupni kontrolu pfislusnych
prostiedk( / kategorii prostfedk( v souladu se smémici MDD Pfiloha II. Tento systém
zabezpecovani jakosti spliiuje poZzadavky této smémice a je pravidelné kontrolovan. Pro
uvedeni na trh prostfedk tfidy Il je nutné jesté osvédéeni dle Pfilohy Il (4). Viz rovnéz

poznamky na druhé strané.

Zprava ¢.:

Platnost od:
Platnost do:

Dne 20.10. 2016

MYQMHO716048-721416112

13.11. 2016
12.11. 2021

04052768740908

Necitelné

Stefan Preiss

TUV SUD Product Service GmbH je notifikovanou osobou s identifikaénim €. 0123
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ES Osvédceni

Systém komplexniho zabezpecovani jakosti
Smeérnice 93/42/EHS o zdravotnickych prostfedcich (MDD), Priloha Il kromé (4)
(Prostredky tridy lla, Ilb nebo Ill)

C. G1160861155014

Zavod(y): TERANG NUSA SDN. SHD.
1, Jalan 8, Pengkalan Chepa 2, Industrial Zone, 16100 Kota
Bharu, Kelantan, MALAJSIE
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Product Service

TUV®




Tlumo¢nicka dolozka

Jako tlumoénice jazyka eského a anglického ustanovena dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &,j. Spr. 698/91 stvrzuji, ze mnou provedeny pfeklad souhlasi s textem piipojené listiny.

Tlumoénicky tikon je zapsan v deniku pod pof. €. 4 gc dne 2016.
77 i,

Translator’s Clause:

As a certified translator to English appointed by the decision of the Regional Court in Prague on November 15,
‘ 1991, file. No. Spr. 698/91, I hereby certify that my translation corresponds with the original attached document.
The translation is recorded in the translator’s book of records under No. on ,2016.

Tlumo¢nice /  Translator K







