Company No.

TOP GLOVE SDN. BHD. N
The World’s Largest Manufacturer of Gloves

TOP QUALITY, TOP EFFICIENCY | GOOD HEALTH, SAFETY FIRST & BE HONEST

A member of Top Glove Corporation Bhd, a Public Listed Company on Bursa Malaysia & Singapore Exchange.
[ FACTORY9 |: Lot 4969, Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor D.E., Malaysia.
 ‘iiidititets I TR D ] sales@topglove.commy @ www.topglove.com
[BUSINESS DIRECTION] : To Produce Consistently High Quality Gloves At Efficient Low Cost.
[ FAciLITIES  |: 42 Factories (Malaysia, Thailand & China), 682 Production Lines, 64 Billion Gloves Per Annum, 18,000 Employees.
[ MARKET | : Exports to 195 countries worldwide with Marketing Offices in the USA, Germany and Brazil.

DECLARATION OF CONFORMITY

Manufacturing Site : TOP GLOVE SDN. BHD
: Lot 4969, Jalan Teratai, Batu 6,
Off Jalan Meru, 41050 Klang,
Selangor Darul Ehsan
Malaysia

European Authorized Representative : Top Glove Europe GmbH
Bliersheimer Str. 80 A,
47229 Duisburg,
Germany.
Tel.: +nSSinRetN.
Fax:

Name of Device . Latex Examination Gloves
Type : Powdered

Classification : Class |, Non Sterile
Conformity Assessment Procedure : Annex VII

Conformity Route . Self Declaration

We herewith declare with our own responsibility that above mentioned product(s) with CE
mark is fully compliance with Essential Requirement of the EC Council Directive 93/42/EEC
14" June 1993 concerned medical devices, amended by Council Directive 2007/47/EC.

Competent Authority : Bezirksregierung Dusseldorf,
Postfach 300865, 40408 Duisseldorf.

Registration Date : 31 March 2010

Registration No : DE/CA20/02-TOPGLOVEB-01/10

DoC Issuance date : 29" July 2020

DoC Expiry date : 291 July 2021

Name: Pn. Noor Akilah Saidin
Designation: Deputy General Manager, RA
RA/DOC/R1/090/07/20/09/LPWN/M

BE HONEST AND NO CHEATING” DP 191119/TGT

- “TO PREVENT CORRUPTION & BRIBERY. CORRUPTION & BRIBERY IS A CRIME.




\\ BioMax
l Rﬂbbel' BIOMAX RUBBER INDUSTRIES SDN BHD
BloMax Ruhber Industries SDN BHD

DECLARATION OF CONFORMITY

I, LOO CHEE HOW, hereby declare that the below mentioned medical device

(A)

(B)

(C)

(i
(i

(i)

complies with all the requirements under the Act;

has been classified according to the classification rules as specified in First Schedule on Rules of
Classification of Medical Device; and

conforms to requirements specified in APPENDIX 1 of Third Schedule on Essential Principles for
Safety and Performance of Medical Devices under Medical Devices Regulations 2012

Particulars of medical device

Generic name: Medical Examination Gloves

Specified name: Latex Examination Gloves

Brand/model: SUN GLOVES

Manufacturer: Biomax Rubber Industries Sdn Bhd

Country of origin: Malaysia

Manufacturing site: Lot 3612, Off Jalan Kuala Selangor, Batu 19, Mukim Darul Sg Buloh, 47000 Sungai
Buloh, Selangor, Malaysia

Risk -based classification: A

Classification rule: 5

(Note: according to First Schedule on Rules of Classification of Medical Device)
GMDN code: 47173

Medical device registration number or any approval code: Not applicable

Quality Management System certificate (“QMS”)

Conformity Assessment Body issuing the certificate: DQS Certification (M) Sdn Bhd
Certificate number: 510302 MP2016

Issuance date: 17 January 2019

Expiry date: 16 January 2022

Standard Applied

The product meets all the provisions of the 1SO 13485 which apply to this declaration relates is in
conformity with the following applied harmonized standard :-

1ISO 13485:2016 : Medical Device Quality Management System

SO 14971:2007 : Medical Devices — Application of Risk Management To Medical Devices
SO 10993-1 : Evaluation and testing within a risk management system

SO 11193-1: 2008: Single-use Medical Examination Gloves

| am fully responsible with all the information provided in this declaration. This declaration of conformity is valid
from 3 March 2019. | fully understand and acknowledge that it is an offence under Section 76 of the Medical device
Act 2012 [Act 737] to make, sign or furnish any declaration, certificate or other document which is untrue,

Factory: Lot 3612, Off Jalan Kuala Selangor,Batu 19,Mukim Darul Sg.Buloh,47000 Selangor Darul Ehsan, Malaysia.

Te: . Fox - S



TECHNICKY LIST VYROBKU

Reliable, Responsible, Remarkable

LATEXOVE RUKAVICE

Vyrobca: BIOMAX RUBBER INDUSTRIES SND BHD 5
Nazov vyrobku: Latexové vSetrovacie rukavice : S Qi o
Vel’kosf_ XS, S, M’ L’ XL @ - Single use - Non-Sterile - Ambidextrous (00 f5er
POPIS VYROBKU

Jednorazové latexové vySetrovacie rukavice, nepudrované alebo s pudrom, obojruéné. DiZka rukavic
odpoveda koncovému pouzitiu, pretoze nebezpecie pre oblast zapastia je minimalna. Rézne
farebné prevedenia. Pouzivaju sa na krytie a ochranu ruk.

NORMY
Rukavice patria do |. kategdrie zdravotnickych pomdcok podla Smernice 93/42 EHS.
ISO: 13485

BALENIE
100 ks v boxe/XS, S, M, L

URCENIE
Rukavice su ur€ené na pouzivanie v oblastiach, najma: priemyselné odvetvia, ob&erstvenie,
upratovanie, laboratéria, profesionalna hygiena a starostlivost, oSetrovatelstvo, domacnost.

EXPIRACIA
Datum expiracie je 5 rokov od datumu vyroby, potom sa zacinaju znizovat' vlastnosti a odolnost
materialu.

SKLADOVANIE
Rukavice je nevyhnutné uchovavat na chladnom a suchom mieste od 10 do 30 °C, mimo zdrojov
tepla a priameho slne¢ného Ziarenia.

NAVOD NA POUZITIE
Y

LIKVIDACIA

Pouzité rukavice sa likviduju v zmysle narodnych pravnych predpisov. V ziadnom pripade ich
nevyhadzujte do separovaného odpadu. Odporuc¢a sa nasledovny postup:

1. Bezné prostredie: pouzité ochranné prostriedky dajte do plastovej tadky alebo vreca a pevne
uzatvorte. Vrece €i tasku treba vyhodit do nevytriedeného komunalneho odpadu (Cierny

kontajner).

2. Kontaminované prostredie: S pouzitimi rukavicami zaobchadzajte ako s nebezpecnym odpadom.
3. Je potrebné umyt ruky a postupovat podta vSetkych hygienickych pravidiel.

Dodavatel:
STATUS S, s.r.o., Lipova 10927/21, 036 08 Martin, SR

Cce



Ref. No.: I
Order No.: NN

I ()i icsic
7 Ministry of Forel
/| Pulrajaya
T OBEWASq 4
'EAN ¥

[HIS IS TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 93/42/%
SA (O.EARC.) PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIY
AUTHORIZED REPRESENTATIVE (EC REP) OF:

NAME: BIOMAX RUBBER INDUSTRIES SDN BHD

ADDRESS: LOT 3612, OFF JALAN KUALA SELANGOR, BATU 19, MUKIM DARUI
SG BULOH, 47000 SUNGAI BULOH, MALAYSIA

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.
The Manufacturer declares that the Class | * device complies with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations as per the Council Directive

93/42/EEC article 14 requirements, including the EC Declaration of Conformity (according to Annex VII) confirming }!‘Pl.- A
their Class | medical device, as stipulated here below, is fulfilling the applicable requirements of the ﬂ)fg?lc[ﬁ\mﬁ@live !
93/42/EEC. i

The notification of the following medical device(s) has been completed by Obelis s.a. (O.E.AR.
compliance with the Council Directive 93/42/EEC - article 14 requirements

CLASS | MEDICAL DEVICE(S): PLEASE SEE ANNEX A - LIST OF DEVICES (1 PAGE

As of the 05/05/2016, and as long as the Manufacturer will continue complying with the hereah
requirements*®, he therefore:

- Is required to affix the CE marking on this device;

- May place this device in the European EU and EEA territory,

. CEO et |
Obelis sa f it

Obelis European Authorized Representafve Centeris'a memberiof

EAY the European Association of Authorizéd Fepresentatives {E:AA.R.),
AR ISO 9001 : 2008 and ISO 13485 : 20083 ceriified i :actotdance o
N the profession of a European Authorized Representative.

Registered Address: Bd. Général Wahis 53-1030 Brussels | Registered Office Address: A\ Terneren 84 BA4S 1040 Bruasels--Belgum »
T: +silinieieitiebiiid | 7 + SisiSailitality Frmai; mail@obelis.net | Website: www.obelis.net

setent authorities




PAI SU QUAN NUGC CHXHCN VIET NAM
TAI MA-LAI-XI-A
CHUNG NHAN / HOP PHAP HOA LANH SUf
CONSULAR AUTHENTICATION

1.Qucgia......... ... VigtNam

Country
Gidiy b, tal lidu nay
Thiz public document

2.do Ong (83) ..., Mohd Ridduan Mohd Nor g
has been signed by
3. véi chitc danh v LAnh sy
acling in the capacity of Sfos Gooa -
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bears the seal/stamp of
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Ref. no.: NIENNENEGEE
Order No: \ituiitiin

Annex A" — List of devices

(Article 9, section 1 of the Directive 93/42/EEC on medical devices)

Commercial Generic Device Short description and  GMON code

*k
Name Term intended use Class Rule

Medical
Examination
Gloves are to he
used by
covering user'’s
hands /
Donning by
inserting the
hand inside the
gloves. Medical
Examination
Gloves are
meant for single

Latex Medical
N/A Examination | Examination
Gloves ' Gloves

47173 I 5

use only.

* Annex A Is part of the Agreement. ” ) = h

* The here above preduct list classification is based on the cla=5m'nt ion claim of the manufacturer and under its sole responsibllity (MDD
93!I2XEE{ article 2 & Annex IX; MEDDEV 2.4/1 Rav. 9, chapter 3.1 & 3.3)

Manufacturer's Name Obelis S.A. BECI

Signature: Signature:

Date: J Date:_ﬁ_{/@ S [/¢

Stamp: Stamp: Stamp:

Signature: /

Date;

_ -

- hnﬂ cuun}e,

Page 1 of 1

Version 4, revised on 18.11.2014




Navod na pouzitie a udrzbu jednorazovych rukavic

Navod na nasadenie rukavic




Priloha & 2 vyzvy & 2 - ,Ochranné jednorazové latexové rukavice* v ramci zriadeného DNS
»Ochranné, zdravotnicke pomécky a hygienické potreby*

NAVRH NA PLNENIE KRITERIA NA VYHODNOTENIE PONUK
A IDENTIFIKACNE UDAJE UCHADZACA

Obchodné meno uchddzaéa: 5‘«\\953‘%\0 ...............................
Sidlo uchadzada: l“90\'4’« A% [2A O TR TARTIN

......................................................................

1CO: LyoA51 29

.........................................................................

Meno a priezvisko $tatutdrneho zastupcu 1600 | PRAMLY,

.........................................................................

IC DPH:

Nézov banky:
Cislo 6étu (IBAN ):
Telefonne &islo:
E-mailova adresa:

Predmet zikazky: ,,Ochranné jednorazové latexové rukavice®

Kritérium na vyhodnotenie ponik:

Z twho: Cena v EUR bez DPH | Vyika DPH Cenav EUR s DPH
Jednorazové latexové rukavice

v mnoZstve 98 000ks (velkost M) 10015,60 200,6 12018,72
Jednorazové latexové rukavice

v mnoZstve 45 000ks (velkost' L) 4599,00 20"/0 55‘ 18,80
Jednorazové latexové rukavice

v mno2stve 7 000ks (velkost XL) 715,40 2o%, 858,48

Cena uvedena uchidzatom obsahuje vietky niklady, ktoré uchddzadovi vznikni
v stvislosti s plnenim predmetnej zikazky.

Som —Niesom-platite'om DPH (nehodiace sa preikrtnite)

Ak uchadza¢ nie je platitefom DPH, na tito skuto&nost’ upozorni verejného obstaravatela. Ak
uchédzal nie je platcom DPH, nim uvedena cena bude povaZovana za koneéni aj v pripade,
ak by sa potas plnenia predmetu zdkazky stal platitefom DPH. V pripade, ak uchadza je
platitel'om DPH, av3ak jeho sidlo je v inom &lenskom $tite EU alebo sidli mimo EU, uvedie




v ponuke cenu, ktord bude rozdelena na nim navrhovani cenu bez DPH, vysku DPH a aj cenu

s DPH podra slovenskych pravnych predpisov (20%), aj ked’ samotnii DPH nebude v silade
s komunitdmym pravom fakturovat’,

v Mewe - e A0 L2000 .Y

...........................................................

me:n%)t

podpis Statutdmeho zastupcu,

pediatka \GOR  PaAniLL
Y oLATEE




TECHNICKY LIST VYROBKU

LATEXOVE RUKAVICE

Vyrobca: TOP GLOVE SND. BHD
Nazov vyrobku: Latexové vSetrovacie rukavice
EU autorizovany zastupca: TOP GLOVE EUROPE GmbH
Velkost: XS, S, M, L, XL

POPIS VYROBKU

Jednorazové latexové vySetrovacie rukavice, s pudrom/bez padru, obojruéné. DiZka rukavic
odpoveda koncovému pouZzitiu, pretoZze nebezpecie pre oblast zapastia je minimalna. Rézne
farebné prevedenia. Pouzivaju sa na krytie a ochranu ruk.

NORMY
Rukavice patria do |. kategérie zdravotnickych pomécok podfa Smernice 93/42 EHS.
ISO 9001:2015 and ISO 13485:2016 Quality Management System

BALENIE
100 ks v boxe/XS, S, M, L

URCENIE
Rukavice su ur€ené na pouzivanie v oblastiach, najma: priemyselné odvetvia, obCerstvenie,
upratovanie, laboratoria, profesionalna hygiena a starostlivost, oSetrovatel'stvo, domacnost.

EXPIRACIA
Datum expiracie je 5 rokov od datumu vyroby, potom sa zacinaju znizovat' vlastnosti a odolnost
materialu.

SKLADOVANIE
Rukavice je nevyhnutné uchovavat na chladnom a suchom mieste od 10 do 30 °C, mimo zdrojov
tepla a priameho sine¢ného Ziarenia.

NAVOD NA POUZITIE
Rukavice je nutné nasadzovat na suché ruky. Pred pouzitim sa uistite, €i nie su poSkodené.

LIKVIDACIA

Pouzité rukavice sa likviduju v zmysle narodnych pravnych predpisov. V Ziadnom pripade ich
nevyhadzujte do separovaného odpadu. Odporuca sa nasledovny postup:

1. Bezné prostredie: pouzité ochranné prostriedky dajte do plastovej tasky alebo vreca a pevne
uzatvorte. Vrece &i taSku treba vyhodit do nevytriedeného komunalneho odpadu (Cierny

kontajner).

2. Kontaminované prostredie: S pouzitimi rukavicami zaobchadzajte ako s nebezpeénym odpadom.
3. Je potrebné umyt ruky a postupovat podta vSetkych hygienickych pravidiel.

e ) 7| |1

Dodavatel” s 568, L || | % SGS
STATUS S, s.r.o,,
Lipova 10927/21, 036 08 Martin, SR 3 =




TECHNICKY LIST VYROBKU

LATEXOVE RUKAVICE
Vyrobca:
TOP GLOVE SND. BHD

Nazov vyrobku:
Latexové vSetrovacie rukavice

EU autorizovany zastupca:
TOP GLOVE EUROPE GmbH

Standard

Top Glove ASTMD3578 EN 455

Thick

Cce
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Dodavatel: R _
STATUS S, s.ro., A A A= Y.
SIRIM el B #~or cexniFicaT on

CERTIFED T0 M3 150 124052018

Lipova 10927/21, 036 08 Martin, SR





