1.1

1.2

2.1

2.2

Polozka ¢. 1:

Objednavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Dodavatel

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Telefon:

Kdpna zmluva ¢. 220232202_Z2

uzatvorena v zmysle §409 a nasl. Obchodného zakonnika

l. Zmluvné strany

Centrum socidlnych sluzieb - AVE

Sportovcov 671/23, 01841 Dubnica nad Vahom, Slovenska republika
00632384

2021382396

IBAN: SK4581800000007000507313
0901 918565

INVY Trade, s.r.o.

Gelnicka 29, 04011 KosSice, Slovenska republika
46047069

2023197264

SK2023197264

+421907545805

Il. Predmet zmluvy

VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Klacové slova:
CPV:

Druhly:

Rukavice nitrilové nepudrované zdravotnicke
Rukavice nitrilové nepudrované

18141000-9 - Pracovné rukavice

Tovar; Sluzba

Funkéna a technicka Specifikacia predmetu Zmluvy:

Rukavice nitrilové nepudrované pre zdravotnikov

Nitrilové rukavice nepudrované pre zdravotnikov

Nitrilové rukavice nepudrované zdravotnicke, velkost M | ks 15000

Nitrilové rukavice nepudrované zdravotnicke, velkost L ks 25000

Nitrilové rukavice nepudrované zdravotnicke

100 al.200 ks v bal, modré,nepudrové,prava,lava ruka,ISO 9001,
1ISO13485,1ISO14001,ENISO21420,EN374-1,EN374-2,
EN16523,EN374-4,EN374-5,Nariadenie o OOP(EU)2016/425 KAT
Il TYP B, EN455-1 az 4

AQL /Acceptance Quality Limit/

1,0

23

Osobitné poziadavky na plnenie:

Vratane dopravy na miesto plnenia zakazky
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PoZaduje sa predlozit este pred uzavretim zmluvného vztahu vlastny navrh pinenia zakazky, ktory bude obsahovat nazov
produktu, znacku, vyobrazenie produktu a certifikaty o zhode, SUKL kod.

Pozaduje sa predlozit podrobny cenovy rozpis do 5 dni odo dfia uzavretia zmluvy, podrobny cenovy rozpis obsahuje
jednotkovu cenu bez DPH, s DPH, celkovu cenu zékazky bez DPH, s DPH

Predmet pinenia musi spifiat véetky technické vlastnosti uvedené v technickej $pecifikacii.

Novy, doposial nepouzity tovar v originalnom obale.

Ak predmet pinenia nebude spifiat’ vetky technické poziadavky, kupujici ma pravo odstupit od zmluvy.

Dodavatel doda tovar spolu s fakturou, splatnost faktury je 14 dni odo dfia dorucenia objednavatelovi.

Predavajuci nie je opravneny postupit pohladavky zo Zmluvy v zmysle §524 a nasl. Zak. €. 40/1964 Zb. Obcgiansky zakonnik v
zneni neskorsich predpisov, bez predchadzajuceho suhlasu kupujuceho. Pravny ukon, ktorym budu postupené pohladavky
predavajuceho v rozpore s dohodou kupujuceho podla predchadzajucej vety, bude v zmysle §39 Obc&ianskeho zakonnika
neplatny. Suhlas kupujuceho je zaroven platny len za podmienky, Ze bol na takyto ukon udeleny predchadzajici pisomny
suhlas Statutarneho organu zriadovatela kupujuceho.

Nazov Upresnenie

2.4 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

Stat: Slovenska republika
Kraj: Trenciansky

Okres: llava

Obec: Dubnica nad Vahom
Ulica: Sportovcov 671/23

3.2 Cas / lehota plnenia zmluvy:
05.04.2023 07:30:00 - 31.05.2023 14:00:00

3.3 Dodavané mnozstvo/ rozsah zmluvného pinenia:

Jednotka: 1 zakazka
Pozadované mnozstvo: 1,0000

3.4 Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju Obchodnymi podmienkami elektronickej platformy
verzia 1.2, uc¢inna odo dna 3.11.2022 , ktoré tvoria neoddelitefnu prilohu tejto Zmluvy.

IV. Zmluvna cena
4.1 Celkova cena predmetu Zmluvy bez DPH: 416,67 EUR
42 Sadzba DPH: 20,00
4.3 Celkova cena predmetu Zmluvy vratane DPH: 500,00 EUR

V. Zaverec¢né ustanovenia

5.1 Tato Zmluva bola uzavretd automatizovanym sp6sobom v ramci Elektronického kontraktaéného systému a v zmysle
Obchodnych podmienok elektronickej platformy verzia 1.2, u¢inna odo dfia 03.11.2022, ktoré tvoria jej prilohu &. 1.

5.2 Tato Zmluva nadobuda platnost’ dfiom jej uzavretia a uc€innost za podmienok definovanych v Obchodnych
podmienkach elektronickej platformy uvedenych v bode 5.1 tejto zmluvy.

5.3 Tato Zmluva vratane jej priloh predstavuje Uplnd dohodu zmluvnych stran o jej predmete. VedlajSie dohody k tejto
zmluve neexistuju.
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5.4 Tato Zmluva je vyhotovena v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmlav Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri zmluv Trhoviska.

5.5 Tuto Zmluvu bude mozné menit' a dopliiat' za podmienok stanovenych prislusnymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a ¢islovaného dodatku podpisaného oboma zmluvnymi stranami.

5.6 Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronickej platformy verzia 1.2, u¢inna odo dria 03.11.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 220232202

V Bratislave, dna 31.03.2023 12:06:02

Objednavatel:
Centrum socialnych sluzieb - AVE
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:

INVY Trade, s.r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 220232202

Zakazka

Identifikator 720232202

Nazov zakazky Rukavice nitrilové nepudrované zdravotnicke

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/337157
Dodavatel

Obchodny nazov INVY Trade, s.r.o.

ICO 46047069

Sidlo Gelnicka 29, Kosice, 04011, Slovenska republika

Datum a Cas predlozZenia 24.3.2023 9:52:26

Hash obsahu navrhu pinenia /mR/e8ZRgF7fldaLt7KXAKia8iyJRUk4oGuT7ADtU7g=

Dodéavatelom uvedeny popis viastného navrhu plnenia:
Nazov : Valeria ( TOP GLOVE) - SUKL : P 71001, 100ks balenia, kartén 20baleni

Prilohy:
Valeria Nitril Examination Gloves.pdf (certifikaty a fotky a oboznamenie sa s produktom)
Certyfikat - rekawiczki (2).pdf (cert. 374-5)








(r Issued to: Top Glove Sdn Bhd

Lot 4969 Jalan Teratai
SATRA

Off Jalan Meru

TECHNOLOGY 41050 KLANG
Selangor D E
Malaysia

Notified Body: 2777 SATRA customer number: P0130

EU Type-Examination Certificate

Certificate number: 2777/10648-04/E00-00

This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant
standards/technical specifications and examination of the technical file documentation:
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and
safety requirements of Annex Il of the PPE Regulation (EU) 2016/425 as a Category Ill product.

Product reference: Description:

EB201 Nitrile examination powder free gloves available in:
Black, White, Red, Pink, Blue, Light Purple, Green, Forest Green, Cool Blue, Cornflower
Blue, Violet Blue, Marlin Blue, Sky Blue, Dodger Blue, Pearlescent Pink, Harmony Blue,

Avocado.
Sizes: Classification:
6 (XS) —10 (XL) EN ISO 374-1:2016/Type B Level EN374-4:2013
37% Formaldehyde 6 3.1%
40% Sodium Hydroxide 6 -25.6%
30% Hydrogen Peroxide 2 17.0%

EN ISO 374-5:2016
Resistance to Bacteria and Fungi  Pass
Resistance to Virus Pass

Standards/Technical specifications applied:
EN 420: 2003+A1: 2009; EN ISO 374-1:2016; EN I1SO 374-5:2016

Technical reports/Approval documents:
SATRA: CHM0265112/1749/EN/A, CHM0265112/1749/EN/B, CHM0265112/1749/SPT, CHM0272621/1826/JS,
CHMO0275215/1836/LH, CHM0275215/1836/LH/E, CHM0275215/1836/LH/D, CHM0275215/1836/LH/A/Final
TUV: 7191143339-CHM16-01-RC

Signed on behalf of SATRA: o> Hannah Coe @-«L@-—A Geoff Graham
Date first issued: 25/06/2018
Date of issue: 14/03/2019 Expiry date: 25/06/2023

k Page 1 of 2

J

SATRA Technology Europe Limited. Bracetown Business Park. Clonee. D15YN2P. Republic of Ireland.







TERMS AND CONDITIONS

The following conditions apply in addition to SATRA’s standard terms and conditions of business and
those given in the current certification agreement.

The certificate holder is licensed to mark the products detailed within this certificate in accordance with
Annex V (Module B) of the Regulation (EU) 2016/425 of the European Parliament and of the council of
9th March 2016 on personal protective equipment once you have drawn up an EU declaration of product
conformity. Please note:

1. Where the product is classified as category Il then CE Marking of production is reliant on
current compliance with Regulation 2016/425 module C2 or Module D. (Except that specifically
produced to fit an individual user).

2. Full details of the certification and product are contained within the manufacturer’s technical
documentation.

3. Where a translation of this certificate exists, the English language version shall be considered
as the authoritative text.

4, Certification is limited to production undertaken at the sites listed in the manufacturers technical
documentation.

5. Ongoing manufactured product shall be consistent with the product(s) certified and listed on
this certificate.

6. The Manufacturer shall inform SATRA of any changes to the certified product or technical
documentation.

7. This certificate shall be kept together with the relevant technical documentation in a safe place

by the client named on this certificate. Production of this certificate and other documentation
may be required by a representative of the EC member state government.

8. This certificate relates only to the condition of the testable items at the time of the certification
procedure and is subject to the expiry date shown.

9. SATRA Technology reserves the right to withdraw this certificate if it is found that a
condition of manufacture, design, materials or packaging have been changed and
therefore no longer comply with the requirements of Regulation 2016/425.

Page 2 of 2
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QAS:

CERTIFICATE

SIRIM QAS International hereby cerifies that

TOP GLOVE SDN. BHD.
LOT 4969, JALAN TERATAI
BATU 6, OFF JALAN MERU
41050 KLANG

SELANGOR DARUL EHSAN
MALAYSIA

has implemented a Quality Management System complying with

ISO 9001 : 2015

QUALITY MANAGEMENT SYSTEMS - Requirements

Scope of certification

MANUFACTURE & SUPPLY; AND DISTRIBUTION OF

1) NON-STERILE NATURAL RUBBER LATEX EXAMINATION GLOVE;
2) NON-STERILE SYNTHETIC RUBBER LATEX EXAMINATION GLOVE;
3) STERILE NATURAL RUBBER LATEX SURGICAL GLOVE;

4) STERILE SYNTHETIC RUBBER LATEX SURGICAL GLOVE.

Issue date : 12 April 2020
Original certification date : 30 December 2019
Expiry date : 30 April 2023
Certificate no. :  QMS 03514

s

Mohd Azanuddin Salleh
Chief Executive Officer
SIRIM QAS International Sdn. Bhd.

This cenificale is granted subjed to the trma and conditions as siated in the Cerification Agreament







ENTREPRENE

TOP GLOVE SDN. BHD. oo sy GIpEER

TOP QUALITY, TOP EFFICIENCY, WEES ov ot 8 Youma

GOOD HEALTH, SAFETY FIRST & BE HONEST %
ey

* A member of Top Glove Comoration Bhd, Public Listed Company on Bura Malvysis
AWARDED  Latex Examination, Nitrle, Surgical, Vinyl & Household Gloves Manulacturer and Exparter

150 9001 The World's Largest Rubber Giove Manulaclures 19 i 200
¥ i . P i - . (e IO Rlaliywia’s
Ofce - Lod 4848, Jalan Terzad, Nt 6, O Jaley Many 41050 Kiang Selancor 1) 6 Watayska WW':; e

& Faclory 8 Tel: 10.0000 1992 /1005 Fax 603-2332 341021291
E.mad - safea(onglovecomury Wibsta © wane kpgove com my

WHNEEMHl To Producor Consinion®y High Ousity Gioves A Effcend Low Cot
L_ _FACILITIES | 27 eacodes (Malsysia, Thadand & Clwal), 35 ProducSon Lines, £4 Biion Gigves Per Arnum, 11,00 Emglopees
['—_HIR_HE | Exports ko meve than 198 couries workduide with Marketng oficas ir e USAaed Garmary,

EC DECLARATION OF CONFORMITY

Manufacturer's Name : TOP GLOVE SDN. BHD
Manufacturer's Address : Lot 4968, Jalan Teratai, 6™ Mile, Off Jalan Meru,
41050 Klang, Selangor D. E. Malaysia

European Authorized Representative : Top Glove Europe GmbH
Bliersheimer Str. 80, D-47229 Duisburg
Deutschland/Germany
Tel.:+49-{0)2065-76421-0, Fax:+49-(0)2065-76421-19

Name of Device : Nitrile Examination Gloves
Type : Powdered and Powder Free
Classification : Class |, Non Sterile
Conformity Assessment Procedure : Annex VI

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
10893 concemed medical devices, amended by Council Directive 2007/47/EC.

Competent Authority : Bezirksregierung Disseldorf,
Postfach 3008685, 40408 Disseldorf.

Regisiration Date : 31 March 2010

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

Date 3 b Danﬂm‘;hirliw
v

Namig: Pn Noor Akilah Saidin
Designation: QA Deputy General Manager

ce [ma| [tea] [&] sy

GERMANY
“To Prevent & Against Corruption” and “Be Honest, No Cheating”







DEPARTMENT OF HEALTH AND HUMAN SERVICES

: Form Approved: OMB Mo, 0910-0120
Food and Drug Administration Expiration Date: 063012020
Indications for Use Swe PRA Slatemant below.

e ————————

510(k) Number {if known)
Ki72921

Dovice Name x
Nitrile Examination Powder Free Glove, While

Indications for Usa {Dasenbo)

A patient examination glove is a disposable device intended for medical purpose that is worn on the examiner's hand or
finger lo prevent contamination between patient and examiner.

Type of Use (Select one or both, as apphcablo)

[C] Preseription Use (Part 21 CFR 801 Subpart D) (< Over-The-Counter Use (21 CFR 801 Subpan C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only lo requirements of the Paperwork Reduction Act of 1995,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of informalion Is estimaled lo average 79 hours per response, Including the
time to review instructions, search existing dala sources, gather and maintain the dala needed and complete
and review the collaction of Information. Send comments regarding this burden estimate or any olher aspect
ol this information collection, including suggestions for reducing this burden, to:

Depariment of Health and Human Services

Food and Drug Adminkstration

Office of Chief Information Officer

Paperwark Reduction Adl (PRA) Staff

PRASIaM@da. hhs gov

"An agency may nol conduct or sponsor, and a person s nol required fo respond fo, 8 collaction of
informalion unless it displays a cumrently valid OME number.”

FORM FDA 3881 (TH7)

Page 10of 1
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DEPARTMENT OF HEALTH AND HUMAN SERVICES | Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: 06/30/2020

Indications for Use Seo PRA Staloment below.

510(k) Number (if known)
K172023

Device Name - . —_—
Niirile Examination Powder Free Glove Tested for Use with Chemotherapy Drugs, Rlue

Indications for Use (Descnbo) i ‘ ) .
A patient examination glove is a dispasable device intended for medical purpose that is worn on the examiners hand or

finger to prevent contamination between patient and examiner.

These gloves were lested for use with Chemotherapy Drugs as per ASTM D6978-05 standard practice for assessment of
medical gloves to permeation by chemotherapy drugs:

Chemotherapy Drug Permeation

The following chemicals have been tested with these gloves.

Chemotherapy Drugs Concentration Rreakthrough Detection Time in Minutes
Carmustine (BCHUY) 3.3 mg/iml 15.9
Ciplastin 1.0 mg/ml =240
Cyclophosphamide (Cytoxan) 20.0 mg/ml =240
Dacarbazine (DTIC) 10.0 mg/ml > 240
Doxorubicin Hydrochloride 2.0 mg/ml > ?’ig
Etoposide (Toposar) 20.0 mg/ml >2
Fluorourucil 50,0 mg/m] =240
Paclitaxel (Taxol) 6.0 mg/ml > 240
Thiotepa 10.0 mg/ml 47.3

Please note thal the following drugs have low permeation time ;
Carmustine (BCNU): 15.9 minutes and Thiotepa: 47.3 minutes

Type of Use {Saloct one or both, as applicable)
[ Prescription Use (Part 21 CFR 801 Subpart D) (<] Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies anly to requirements of the Paperwark Reduction Act of 1985,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.”

The burden time for this collection of information is estimaled lo average 78 hours per response, Including the
time to review Instruclions, search existing data sources, gather and maintain the data needed and complete
and review the colleclion of information. Send comments regarding this burden estimate or any other aspect
ol this Information collection, induding suggestions for reducing this burden, 1o

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Statf
PRASIaM@)da. hhs.gov

“An agency may nol conducl or sponsor, and a person is nol required o respond lo, a collection of
information unless it displays a currently valid OMB number,*

FORM FDA 3881 (TH1T7) Page 1 of1
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DEPARTMENT OF HEALTH AND HUMAN SERVIC i
idefitypt HUM. E3 | :urm Approved: OMB No, 0910-0120
e Administration Ewpiration Date: 06/30/2020
Indications for Use Sce PRA Statement balow.
— — — — II I
5100 Number (if knowi)
g172913
Ll
Device Name

Nitrile Fxamination Powder Free Glove Tested for Use with Chemotherapy Drugs, Blue

——

indications for Use [izcmﬁj
A patient examination plave is a disposable device intended for medical purpose that is womn on the examiner's hand or

finger to prevent contamination between patient and examiner.

These gloves were tested for use with Chemotherapy Drugs as per ASTM D6078-05 standard practice for assessment of
medical gloves lo permeation by ehemotherapy drugs:

Chemotherapy Drug Permeation
The following chemicals have been tested with these gloves.

Rreakthrough Detection Time in Minutes

Chemotherapy Drugs Concentration

Carmustine (BCNU) 3.3 mg/ml 15.9

Ciplastin 1.0 mg/mil > 240

Cyclophosphamide (Cytoxan) 20.0 mg/ml > 240

Dacarbazine (DT1C) 10.0 mg/ml > 240

Doxorubicin Hydrochloride 2.0 mg/ml > 240

Etoposide (Toposar) 20.0 mg/ml =240

Fluorourucil 50,0 mg/m) > 240

Paclitaxel (Taxol) 6.0 mg/ml > 240

Thiotepa 10.0 mg/ml 473

Please note that the following drups have low permeation time :

Carmustine (BCNU): 15.9 minutes and Thiotepa: 47.3 minutes

Type of Use muhdmnrmnnpﬂmbl

gwmwncﬁnmmm (5] Over-The-Courter Use (21 CFR 801 Subpart C)
= CONTINUE ON A SEPARATE PAGE IF NEEDED. S

This section memmmdmpmmmmmm 1645,
»pO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

Food and Drug Administration
Office of Chief Information Officer
Paporwork Reduction Act {PRA) Stalf
PRAS!afM@/da.hhs gov
'Anugmcrmuynuwmrﬁnrapmmdapmhnquﬁudhmm collection
informalion unless il displays a currently valid OMB number.” &2 o

FORM FDA 3881 (THT) Page1of1 [ —————
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TOP GLOVE SDN. BHD. Rev: 1 (May 2017)

SECTION III: PERFORMANCE SPECIFICATION

3.1

[FY
(]

33

34

3.5

3.6

Dimensions
Description Size Standard
Length (mm) All Sizes 300 +/- 10
XS 76 +/-3
S 84 +/-3
. M 04 +/-3
alm Wid
Palm Width (mm) L 105 +/-3
XL 113 +/-3
XXL 123 +/-3
Finger : 0.15 +/-0.02
Thick (mm) All Sizes (Typical value: 0.14 - 0.17)
*sigts vall Palm : 0.14 +/-0.02
(Typical value: 0.13 - 0.16)
Phvsical Properties
. Standard
. Before Aging After Aging
. Min 500 Min 400
Elongation at Break (%) (Typical .‘,,:]uc: 500 - 600) (Typical value: 400 - 550)
Min 14 Min 14
Tensile Strength (MPa) (Typical value: 14 - 20) (Typical value: 14 - 20)

from Holes ) )
ﬁ:: dsg.l:plre size and allowable number of non-conforming gloves in r,he_ sa:pples rthall be
determined in accordance 1o Sampling Plan 1SO 2859-1 Single ﬂnnml using inspection and
acceptable quality level as stated in Section 1I: Performance Requirements.

i s
;;mw[:;:fsim and allowable number of non-conforming gloves in }he samples for both
major and minor defects shall be determined in accordance to Sampling Plan ISO 2859-1
Single Normal using inspection and acceptable quality level as stated in Section II:
Performance Requirements.

Packaging Defects gy

The Sample size and allowable number of non-conforming in the samples fﬂ}' regulatory.
visual and critical packaging defects shall be determined in accordance to Sampling Plan ISC
2859-1 Single Normal using inspection and acceptable quality level as stated in Section 11
Performance Requirements (Gloves Counting=100 pes by weight per Dispenser).

Powder Free Residue
Maximum 2 mg per glove

Prepared by:

Date: 17® May2017
Quality Product Management System Division

Checked by:
Eva Vinoni Bt Mustafa
Senior Manager, QA

Approved by:
Noor Akilah Saidin
Deputy General Manager, QA
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ADMINISTRATION

:4 7Y U.S. FOOD & DRUG
.=

April 26, 2018

Top Glove SDN. BHD.

Noor Saidin

QA Deputy General Manager
Lot 4968, Jalan Teratai,

Batu 6, Off Jalan Meru

41050 Klang, Sclangor
Malaysia

Re: K172923

Trade/Device Name: Nitrile Examination Powder Free Glove, White, Black, Orange
Nitrile Examination Powder Free Gloves Tested For Use With Chemotherapy
Drugs, Blue

Regulation Number: 21 CFR 880.6250

Regulation Name: Patient Examination Glove

Regulatory Class: |

Product Code: LZA, LZC

Dated: March 27, 2018

Received: April 9,2018

Dear Noor Saidin:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include requircments for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration, Please note: CDRH does not evaluate information related to contract liability warranties.
We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into cither class 1T (Special Controls) or class 111 (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.







- Noor Saidin K172923

be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
made a determination that your device complies with other requirements of the Act or any Federal

tes and regulations administered by other Federal agencies. You must comply with all the Act's
requircments, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803); good
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR
1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification™ (21 CFR Part
807.97). For questions regarding the reporting of adverse cvents under the MDR regulation (21 CFR Pan
803), please go to hitp://www. fida.gov/Medical Devices/Safel y/ReportaProblem/default.htm for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice
(hitps://www.fda.aov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn

(http: www.fda.gov Trainine/CDRHLcam). Additionally, you may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website

o /Avww.fda. 2ov/DICE) for more information or contact DICE by email (DICE@.fda.hhs.gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,

Geeta K.
Pamidimukkala -S

for Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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TOP GLOVE SDN. BHD. e

PRODUCT SPECIFICATION
_ Nitrile Powder Free Examination Gloves (Palm Textured)

SECTION I: PRODUCT DESCRIPTION

1.1 Type Nitrile Examination Glove, Powder Free, Online Single
Chlorinated, Non-sterile

1.2 Material 100% Synthetic Nitrile Latex

1.3 Color Blue

1.4 Design and Feature Ambidextrous, palm textured, beaded cuff

1.5 Powder No powder lubricant added

1.6 Storage Condition The gloves shall maintain their properties when stored in a dry
condition. Avoid direct sunlight.

1.7 Shelf-Life The gloves shall have shelf life of 5 years from the date of
manufacture with the above storage condition.

1.8 Packing Style 100 pes gloves x 10 dispensers X 1 carton

1.9 Size Marking The size of gloves shall be marked in the check box on every

carton with black ink.

SECTION II: PERFORMANCE REQUIREMENTS
(Sampling Plan — I1SO 2859 Single Normal)

| i Inspection | Acceptable
# Characteristics ] Quality Level Reference Standard
2.1 | Dimensions S2 4.0 ASTM D6319-10 (2015)
2.2 | Physical Properties S2 4.0 ASTM D6319-10 (2015)
”3 Freedom from Holes Gl 1.5 In-house practice
| (Air Pump Test)
2.4 | Visual Defects: ‘
(i) Major Visual Gl 2.5 In-house practice
(i1) Minor Visual 4.0
2.5 | Packaging Defects: G e
(1) Regulatory ; :
(ii) Visual Gl 4.0 In-house practice
(iii) | Critical (incl. Gloves Counting) S2 4.0
2.6 | Powder Free Residue = . :gm gﬂﬂg gg : ﬂ
2.7 | Mix Size / Mix Glove / Mix Hand Not Allowed
**Unacceptable at any level

Page 1 of 2







PS-NPFPT-CW77-BB-300-1 5-NS

Rev: | ( Feb 2020)
TOP GLOVE SDN. BHD.

SECTION 1II: PERFORMANCE SPECIFICATION

3.1

L
L

33

34

35

36

Dimensions
Description Sizc B Standard
Length (mm) All Sizes 300 +- 10
XS 76 +/-3
S 84 +/-3
. M 94 4/-3
Palm Width (mm) L 105 +/- 3
XL 113 4/-3
XXL 12343
Finger : 0.15 +/-0.02
Thickness (ram) All Sizcs (Typical value: 0.14 - 0.17)
*single wall Palm : 0.14 +/-0.02
(Typical valuc: 0.13 - 0.16)
Physical Propertics
Standard
e Before Aging After Aging
) o . Min 500 . Min 400
Elongation at Break (%) (Typical valuc: 500 - 600) (Typical value: 400 - 550)
Min 14 Min 14
Tensile Strength (MPa) (Typical valuc: 14-20) | (Typical valuc: 14 -20)
Freedom from Holes

The sample size and allowable number of non-conforming gloves in the sm:.tq:ll r._ha]l be
determined in accordance to Sampling Plan ISO 2859-1 Single N_nmmt using inspection and
acceptable quality level as stated in Section II: Performance Requircments.

Visual Defects ) )
The sample size and allowable number of non-conforming gloves in the samples for both

major and minor defects shall be determined in accordance to Sampling Plan 1SO 2859-1
Single Normal using inspcction and acceptable quality level as stated in Section 1L

Performance Requircments.

Packaging Defects o
The Sample size and allowable number of non-conforming in the samples for regulatory,

visual and critical packaging defccts shall be determined in accordance to Snmp!ing P'Ia_n 1SO
2859-1 Single Normal using inspection and acceptable quality level as stated in Section I1:
Performance Requirements (Gloves Counting=100 pes by weight per Dispenscr).

Powder Free Residue
Maximum 2 ing per glove
Prepared by: Date: 17 May2017
Quality Product Management System Division
Checked by: Approved by:
Eva Vinoni Bt Mustafa Noor Akilah Saidin
Senior Manager, QA Decputy General Manager, QA

Page 2 0f2







PS-NPFPT-CW77-BB-300-1.5-NS Rev: 1 ( Feb 2020)
TOP GLOVE SDN. BHD,

PRODUCT SPECIFICATION
Nitrile Powder Free Examination Gloves (Palm Textured)

SECTION I: PRODUCT DESCRIPTION

1.1 Type Nitrile Examination Glove, Powder Free, Online Single
Chlorinated, Non-sterile

1.2 Material 100% Synthetic Nitrile Latex

1.3 Color Blue

1.4 Design and Feature Ambidextrous, palm textured, beaded cull

1.5 Powder No powder lubricant added

1.6 Storage Condition The gloves shall maintain their properties when stored in a dry
condition. Avoid dircet sunlight.

1.7 Shelf-Life The gloves shall have shelf life of 5 years from the date of
manufacture with the above storage condition.

1.8 Packing Style 100 pes gloves x 10 dispensers x | carton

1.9 Size Marking The size of gloves shall be marked in the check box on cvery

carton with black ink.

SECTION II: PERFORMANCE REQUIREMENTS
(Sampling Plan — ISO 2859 Single Normal)

i I i tabl
# Characteristics mllf'::]{m Qhu:f:;} Lm:::l Reference Standard
2.1 | Dimensions S2 4.0 ASTM D6319-10 (2015)
2.2 | Physical Propertics S2 4.0 ASTM D6319-10(2015)
Freedom from Holes I . :
23 (Air Pump Test) G 1.5 In-house practice
24 | Visual Defecls:
(i) Major Visual Gl 2.5 In-house practice
(1) Minor Visual 4.0
2.5 | Packaging Defects: = .
(1) Regulator :
(iii) | Critical (incl. Gloves Counting) S2 4.0
. o ASTM D6319-10 (2015)
2.6 | Powder Free Residue N=35 - ASTM D6124-06 (2011)
2.7 | Mix Size / Mix Glove / Mix Hand Not Allowed

**[nacceptable at any level

Page 1 of 2








AKBON RUBRLE DEVIIOPMENT LABDEATORY, INC

Progress Through Innovation, Technology and Customer Satisfac

November 22, 2019

- TEST REPORT -
PN 127526

CHEMICAL ANALYTICAL SERVICES

Prepared For:

Noor Hazwa Hashim
Top Glove Sdn. Bhd.
Lot 4969, Jalan Teratai,
Batu 6, Off Jalan Meru
41050 Klang, Selangor D.E.

Malaysia
Approved By: \%J
Ana C. Barbur
Manager

Chemical, Microbiological, & Pharmaceutical Sarvi

An A2LA Accredited Testing Laboratory — Certificate Numbers 255.01 & 255.02 E
@ ISO 9001:2008 Registered I1SO 9001:2008
Hogistered

ACCREDITED

A Testing Lab
"o Seomhers TR 0T B DA B

Lefors and reports stw lor e erthnes Lie of 1 C4E0H 15 wiibm they ale addnessed and shall no be repitduced fatenl i L, wathout tha witten permessan of Auon Rubber Devewoment
Laboratory, e [ARDL] Tie @lormabon conlased heen apples 1o The specic material, paoducts oF PrOCELses iesled o evaludied o wamanty of iy kind i heven comnineed of mpded
The babdty of ARDL. Int. 6had be Drivied 12 1he amount of comiderabon o fof senndes ARDL InC o Bocred foxd by AJLA for the el methody baled on the atached scope

www.ardl.com | 2887 Giichrist Rd. | Akron, Ohio 44305 | answers@ardl.com | Toll Free (800) 830-ARDL
Fax (330) 794-6610 | Worldwide (330) 794-6600







AREON HUBRER DEVELOPVENT LABCRATONY, INC Progress Through Innovation, Technology and Customer Satisfactic

November 22, 2013

Noor Hazma Hashim

Top Glove Sdn. Bhd.

Page 10of 2-PN 127526

SUBJECT: Permeation testing per ASTM D 6978-05 on sample submitted by the above company.

RECEIVED: One bag of blue gloves identified as Nitrile Examination Powder Free Glove, CW77.

TESTING CHEMOTHERAPY DRUGS:

Table 1. List of the Testing Chemotherapy D nd Expiration

TESTING CHEMOTHERAPY DRUGS DRUG SOURCE
Cammustine (BCNU) Sigma Aldrich; Lot# 015M4004V; Expiration 04/2016
Thiotepa Sigma Aldrich; Lot# SLBM7142V, Expiration 02/2016

COLLECTION MEDIA:
The collection media which were selected are listed in Table 2.

llection Medi ! D

TEST CHEMICAL AND CONCENTRATION COLLECTION MEDIUM

Carmustine (BCNU). 3.3 mg/ml (3,300 ppm) 10% Ethanol Aqueous Solution
Thiotepa, 10.0 mg/ml (10,000 ppm) Distilled Water
TESTING CONDITIONS:
Standard Test Method Used: ASTM D 6978-05
Analytical Method: UVVIS Spectrometry
Testing Temperature: 35.0°C+2.0
Collection System: Closed Loop
Specimen Area Exposed. 5.067 cm2
Selected Data Points: 25Mest
Number of Specimens Tested: ANest
Location Sampled From: Cufi area

wwuw.ardl.com | 2887 Gilchrist Rd. | Akron, Ohio 44305 | answers@ardl.com | Toll Free (800) 830-ARDL
Fax (330) 794-6610 | Worldwide (330) 794-6600







Noor Hazma Hashim
Top Glove Sdn. Bhd.

Page 2of 2—-PN 127526

EEUTIQN METHOD OF CHEMICAL PERMEATION: UV/VIS ABSORPTION SPECTROMETRY:

Instrument: Perkin Elmer UV/VIS Spectrometer Lambda 25 _

UVIVIS Absorption Spectrometry was used to measure the absorbance of test chemicals which permeated through

the specimens into the collection medium. The collection medium was circulated in a closed loop at 11 mliminute of
was performed according to the programmed schedule by means

flow rate through the testing period. Data collection : .
of UV Winlab software from the Perkin Elmer Corporation. The list of the charactenstic wavelengths is shown below.

Table 3 Characteristic Wavelengths used in UVIVIS Absorption Spectrometry

TESTING CHEMOTHERAPY DRUGS WAWVELENGTH (nm)
Carmustine (BCNU) 229
Thiotepa 199

SAMPLE CHARACTERISTICS:

Table 4, Thickness characterislics for the

Testing Thickness (mm) Average Weight/Unit Area
Chemotherapy Drugs # #2 #3 (mm) (g/m2)
Carmustine (BCNU) 0.098 0.099 0.096 0.098 100.4
Thiotepa 0.089 0.103 0.083 0.098 5
RESULTS:
Table 5 P ion T esulls on: le Examin Powder F l C
MINIMUM AVERAGE
BREAKTHROUGH STEADY STATE
Tﬁ:ﬂgﬂgggggﬁ;ﬁg:us DETECTION TIME PERM. RATE OTHER OBSERVATIONS
(Specimen1/2/3) (Specimen1/2/3)
_ (Minutes) (pg/em/minute) |
Carmustine (BCNU), 50.3 06 Moderate swelling and sligh
3.3 mg/mi (3,300 ppm) {50.3,52.8,53.2) (0.6,0.6,0.7) degradation
Thiotepa, 150.6 0.2 Slight swelling and no
10.0 mg/mi_(10.000 ppm) (150.6,160.4,160.5) (0.2,0.2,0.2) degradalion
;l
Tiffan{’L. Heller L
pssistant Manager :.Ta C. Barbur, M.S,
Pharmaceutical Services Chemical, Microblological and Phamaceutical Services

AKRON RUBBER DEVELOPMENT LABORATORY, INC.







CRS REF : SAT/20/0248
DATE RECEIVED : MAR 02, 2(

DATE REPORTED: MAR 14, 2(
PAGE: | of |

Report No. : CRSSA/02648/20

TEST REPORT
Product Desciption : Powder Free Nitnle Examination Gloves
Country of Ongn : Malaysia
Size - Medium
Quantity Tested - S pieces
Test Conducted - Powder Content
Test Method : EN455 Part 3:2015
Testing Penod 5 02 Mar 2020 - 08 Mar 2020

On testing the samples, the following results were obtained:-

SIZE Average Powder Mass per Glove
M 0.26 mg

Note:  Upon Customer’s request, this report has been issued in more than one original. Only the first original is a
legally binding document and may be used for any legal purpose, including payment. (Original 1-3)

SGS (MALAYSIA) SDN. BHD.

7

e

CHEE TUCK CHOON g

B.Sc. MMIC

SECTION HEAD

This o ol s d bry the Cosmpany suby uum-mﬂ:‘ﬂ"“mwmmﬂ-_—-n—m s

b ic forrmal o wbgect 1o T and Condslions lod Elact & D e gl SOy SO T B s L purediet span T wrrrey -s-ChO el BRDY -
m_m“mnm?nmm“.mumtﬂmmtmﬂu [ rerr——T ul-:unth”iﬂ--dhﬂ
and withis the limits of Clisni's instructions. i eny. The Company's sols resp Lty o 1o me Chent and Bhis document doss ol sxonersis partiss to & Wafdsttion from sxsrcising all the
obligalions uder (he ramsection documsenty. Thes & it camnot be reproduced sacept in hull, witheul pricr writien spproval of the Company. Any wnauthorioed alisrsiion, Torgery or falsll

contant of sppsarEnce of this document ia unlawhil and oMenders may be prosscutad 1o the Futleal satand of the e, Unbsss otharwiss sistsd the results shown i this 1t report refer only to 1
rttad and such sample(s) &7 retained for seven dirys [perishable food sampie] of three montha onfy.

SGS (Malaysia) Sdn. Bhd. | Lot 4, Persiaran Jubli Perak, Seksyen 22, 40300 Shah Alam, Selangor, Malaysia
(Company No. 10871-T) | 1t +6 (03) 54818282 f+6(03) 54818215 www.sgs.com

| Member of B SG5 Geo








CRS REF : SAT/20/0248
DATE RECEIVED : MAR 02, 2020
DATE REPORTED: MAR 14, 2020

PAGE: | of |
Report No.  : CRSSA/02647/20
Product Description : Powder Free Nitrile Examination Gloves
Country of Origin - Malaysia
Size - Medium
Quantity Tested : 13 picces
Test Conducted : Force at Break During Shelf Life and After
Test Method : Challenge EN 455 Part 2:2015
Ageing : 70+ 2 Deg C for 168 hrs
Testing Period - 02 Mar 2020 - 14 Mar 2020
Force at Break, N
SI1ZE SAMPLE NO. BEFO GING AFTER AGING
M 1 82 84
2 8.1 B2
k] 79 6.5
4 T3 79
] g5 6.6
[ 9.2 0.3
7 87 7.2
8 88 7.4
9 93 7.1
10 8.0 7.9
11 92 7.3
12 6.3 7.1
13 8.1 7.1
Median g2 73
Requirement = 6.0 = 6.0

Note:  Upon Customer's request, this report has been issued in more than one original. Only the first original is a
legally binding document and may be used for any legal purpose, including payment. (Original 1-3)

SGS (MALAYSIA) SDN, BHD.

7

CHEE TUCK CHOON
B.Sc. MMIC
SECTION HEAD

SGS (Malaysia) Sdn. Bhd | Lot 4, Persiaran Jubli Perak, Seksyen 22, 40300 Shah Alam Selangor, Malaysi
(Company No. 10871-T) _! 1+6 (03) 4818282 146 (03) 54818215 www.5gs.com ‘ ' i
r : Lk, i

Member of e 5G5S Geoes 1505 541







Report No.

Product

Description

Country of Ongin

Size

Quantity Tested
Test Conducted
Test Method
Testng Period

: CRSSA/02646/20

TEST REPORT

Powder Free Nitrile Examination Gloves
Malaysia

Medium

13 picces

Dimensions

EN 455 Part 2:2015

02 Mar 2020 = 08 Mar 2020

Based on subminted samples, the following results obtained :-

CRS REF : SAT/20/0248

DATE RECEIVED : MAR 02, 2020
DATE REPORTED: MAR. 14, 2020
PAGE: 1 ol ]

Size M M M M M M M M M M M M M Median
Width 98 |98 |9 |98 |98 |97 |98 |97 |98 |97 |96 |97 |97 |97
Length 250 | 255 | 250 | 255 | 251 | 250 | 252 | 252 | 250 | 254 | 252 | 253 | 252 | 252

Note:  Upon Customer’s request, this report has been issued in more than one original. Only the first original is a
legally binding document and may be used for any legal purpose, including payment. (Original 1-3)

SGS (MALAYSIA) SDN. BHD.

7

fhze.

CHEE TUCK CHOON
B.Sc. MMIC
SECTION HEAD
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4 U.S. FOOD & DRUG
““'-... ADMINISTRATION

April 26,2018

Top Glove SDN. BHD.

Noor Saidin

QA Deputy General Manager
Lot 4968, Jalan Teratai,

Batu 6, Off Jalan Meru
41050 Klang, Selangor
Malaysia

Re: K172923

Trade/Device Name: Nitrile Examination Powder Free Glove, White, Black, Orange
Nitrile Examination Powder Free Gloves Tested For Use With Chemotherapy
Drugs, Blue

Regulation Number: 21 CFR 880.6250

Regulation Name: Patient Examination Glove

Regulatory Class: |

Product Code: LZA, LZC

Dated: March 27, 2018

Received: April 9, 2018

Dear Noor Saidin:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices markeled in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include requircments for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration. Please note: CDRH does not evaluate information related to contract liability warranties.
We remind you, however, that device labeling must be truthful and not mislcading.

If your device is classified (see above) into cither class I (Special Controls) or class 111 (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements

concerning your device in the Federal Register.







- Noor Saiam

be advised that FDA’s issuance of a substantial cquivalence determination does not mean that FDA
made a determination that your device complies with other requirements of the Act or any Federal

tutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803); good
manufacturing practice requircments as sct forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR

1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to Imp:fm;ww_ﬁl:_l_,gm'e’hh:dic:llI}c-.'iu:n_:_sa_.{tj:ﬂ_‘c_l;.r!Humrnal’@jqrmd_efmllt.ht[n_ for the CDRH's
Office of Surveillance and Riometrics/Division of Postmarket Surveillance.

For comprehensive regulatory information about medical devices and radiation-cmitting products, including
:nformation about labeling regulations, please sec Device Advice
{m_ms:e'mwui._t"_q:;gqx;'hh:dic;ﬂ[}cxju:-:-s.fngiceﬁ;gg.ll_m_im_;@d{in|idnngef] and CDRH Learn

ip www . fda eov Training/CORHLeam). Additionally, you may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website
(hitp: /www.fda.gov/DICE) for more information or contact DICE by email (DICE(@ fda.hhs.gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,

Geeta K.
Pamidimukkala -S

for Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure







CRS REF : SAT/20/0248

DATE RECEIVED : MAR 02, 2020
DATE REPORTED: MAR 14, 2020
PAGE: | of |

Report No. @ CRSSA/02645/20

TEST REPORT

Product Description Powder Free Nitrile Examination Gloves

Country of Origin Malaysia

Size - Medmum

Quantity Tested : 200 pieces

Test Conducted - Freedom from holes

Test Method - EMN455 Part 1:2000

Testing Period : 02 Mar 2020 - 08 Mar 2020

Based on submitied samples, the following results obtained :-

Acceptable Quality Limit (AQL) : 1.5 Accepl : 7 Found : 2

Result . Within AQL

Note:  Upon Customer’s request, this report has been issued in more than one original. Only the first original is a
Iegally binding document and may be used for any legal purpose, including payment. (Original 1-3)

SGS (MALAYSIA) SDN. BHD.

CHEE TUCK CHOON

B.Sc. MMIC

SECTION HEAD
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TOP GLOVE SDN. BHD. (compnyto 220331 OF ME YEARS
TOP QUALITY, TOP EFFICIENCY, n"‘*f-‘fé‘im
GOOD HEALTH, SAFETY FIRST & BE HONEST , |

* A mamber of Top Glove Corporaton Bhd, Publc Listed Company on Baran Mabyvysin
AWARDED  Latex Examinal:or, Nirte, Sumpical, Vingl & Household Gloves Manulacturer ang Exparisr

TP CLOwY

150 9001 The World's Largesl Rubber Glove Manulachwer oy
Corsorste Cfcs - Lot 4660, Jalan Tersral, Doty A, 0 Ja'aq Mary 41000 Kty Selww 0 F Wiy bl afing Maliysias
& Factory § Tel: BA0-3302 1092 [ 1805 Fox BOO-3302 B10 7 1201 Entprpining hpard

Emal : soeaiongiove ooy Webdds © wane kopg o com my
|_BU.HES$ DRECTICN] o Pocduce Conamtonity High Cumiity Goves A ERconl Low Geat
[ EACILITIES : 27 Backories (Makiyuia, Thadand & Clra), 235 Prsdu San Lines, 24 Bdtion Gigves Per Anum, 11,000 Empioyoes
r' “MARKET i Experts ko moe Pan 195 couriiey workhuide with Madertng ofices in T USA and Gemmany,

EC DECLARATION OF CONFORMITY

Manufacturer's Name : TOP GLOVE SDN. BHD
Manufacturer's Address : Lot 4969, Jalan Teratal, 6™ Mile, Off Jalan Meru,

41050 Klang, Selangor D. E. Malaysia

European Authorized Representative : Top Glove Europe GmbH
Bliersheimer Str. 80, D-47229 Duisburg
Deutschland/Germany
Tel.:+49-(0)2065-76421-0, Fax:+49-(0)2065-76421-19

Name of Device : Nitrile Examination Gloves
Type : Powdered and Powder Frea
Classification : Class |, Mon Sterile
Conformity Assessment Procedure : Annex VI

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
1893 concermed medical devices, amended by Council Directive 2007/47/EC.

Competent Authority : Bezirksregierung Disseldorf,
Postfach 300865, 40408 Dissaldor.

Registration Date : 31 March 2010

Registration No : DE/CA20/02-TOPGLOVEB-0110

Date - L Dﬂmrﬁ;!jl/iw
2

Name: Pn Noor Akilah Saidin
Designation: QA Deputy General Manager

ce [ma| [tea] [&F] G

“To Prevent & Against Corruption” and “Be Honest, No Cheating”







LAMPIRAN 1
Attachmeni 1

M\. P.w: W‘T‘

Regaraton Na :

Butie-butir peranti parubatan yang didaftarkan
Partulans of P negetered madical device

Hama Perant! Porubatan
Macical Davica Namd

NITRILE EXAMINATION POWDER FREE GLOVES

Brand TOP GLOVE
CLASS A -

FAMILY

TO WEAR ON HANDS OF HEALTHCARE PERSONNEL TO PREVENT CONTAMINATION
BETWEEN HEALTHCARE PERSONNEL AND THE PATIENT.

LOT 4568, JALAN TERATAI BATU &,
OFF JALAN MERL,

KLANG

41050 SELANGOR

APPENDIX /

[na. [NAME AS PER DEVICE LABEL [ipENTIFIER BRIEF DESCRIPTION OF Jiafl/” %
1 NITRILE EXAMINATION POWDER FREE GLOVES [No2-§ SINGLE USE GLOVES [ ¥ £
2 INITRILE EXAMINATION POWDER FREE GLOVES [No2-x5 ISINGLE USE GLOVES | i
3. INITRILE EXAMINATION POWDER FREE GLOVES [noz-m [SINGLE USE GLOVES | *

n INITRILE EXAMINATION POWDER FREE GLOVES [Mo2-L ISINGLE USE GLOVES \ % {:,-"'
5 [NITRILE EXAMINATION POWDER FREE GLOVES [Mo2-xL SINGLE USE GLOVES A5

[NITRILE EXAMINATION POWDER FREE GLOVES o300 SINGLE USE GLOVES N\ 0y

OF HEATY







DEPARTMENT OF HEALTH AND HUMAN SERVICES Feem Approved: OMB No. 0910-0120

Food and Drug Adminlstration Expiration Dale: January 31, 2021
Indications for Use Soo PRA Statamant balow.
m‘-—'—*—'—_—' ” |ﬂ"ll_ e — = — —
K191279
Dervics Namo

Sterile Latex Surgical Powder Free Gloves

indications for Uisa (Doscrbe)
Sterile Latex Surgical Powder Pree Gloves s to be wom on the hands of healtheare professionals during surgery lo

prevent cross contamination between healthcare personnel and the paticat.

Tmﬂmﬁﬁdmwml.ﬂw.]
[ Presaription Use (Part 21 CFR 801 Subpart D) (<) Over-The-Gountor Use (21 CFR 801 Subpart €)

——————————————————— = — S
CONTINUE ON A SEPARATE PAGE IF NEEDED.

mmwumlomdh Paperwork Reduction Act of 1885.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of infonnalion Is estimaled lo average 70 hours per responsa, including the
firne o review instructions, search exdsling mm.gmmmuhmeummmwm
ammmmum.m@mmmwmmmmmwdnmm
of this information collection, including suggestions for reducing this burden, to:
ol Hoalth and Human Services

Food and Drug Administration

Office of Chiof Information Officer

meknﬂmmmim} Slafl

PRASallg@ida. hhs.gov

'ﬁnwm&rnﬁmewammkm mequined lo respond lo, a enllection af
information unloss it displays a currenlly valid OMB number.”
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Adminisiration Expiration Date: January 31, 2021

Indications for Use Soo PRA Stalomont below,
510(k) Number [if known) N .
K191279
Davico Name
Sterile Nitrile Surgical Powder Free Gloves Tested for Use with Chemuotherapy Drugs
Indications for Use (Describa) o _
Gloves Tested for Use with Chemotherapy Drugs is to be wom on the hands of

Sterile Nitrile Surgical Powder Free
healtheare professionals during surgery 1o prevent Cruss contamination between healtheare personnel and the patient.

These gloves are tested for use with Chemotherapy Drugs as per ASTM 1D6978-05 Standard Practice for Assessmenl of
Medical Gloves to Permeation by Chemaotherapy Drugs.

Drug Permeation
The following chemicals have been tested with these gloves.

Breakthrough Netection Time in Minutes

Chemotherapy Drug Concentration

Carmustin (BCNU) 3.3mg/ml 3.0
Cisplatin 1.0mg/ml >240
Cyclophosphamide (Cytoxan) 20.0mg/m 240
Dacarbazine (DTIC) 10.0mg/ml =240
Doxarubicin Hydrochloride 2.0mg/ml >240
Etoposide (Toposar) 20.0mg/ml >240
Fiuorouracil 50.0mg/ml =240
Paclitaxel (Taxol) 6.0mp/ml =240
Thiotepa 10.0mp/mil 162

* Please note that the following drugs have extremely I;:w permeation times:
Carmustin (BCNU) : 8.0 minutes and Thiotepa : 16.2 minutes

Type of Use (Selec] one or both, as applicabls)
[ Pressrigtion Use (Part 21 CFR 801 Subpart D) [ Over-The-Counter Use (21 CFR 801 Subpait C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This secilon applies only to requiremants of the Papenwork Reduction Act of 1895,
*DQ NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW,”

memutm for this collection of Information Is eslimaled lo average 79 hours per response, Including the
time 1o review instructions, search exdsiing dala sourcos, galher and mainlain the data needed and completo
and review tho collection of informaltion. Send comments regarding this burden estimata ar any other aspecl
of this information collection, including suggestions for roducing this burden, 1o

Department of Health and Human Services

Faad and Drug Administralion

Office of Chief Information Ofcar

Paperwork Reduction Acl (PRA) Staff

PRASI@Ia hhs gov

“An agency may nol conduct or sponsor, and a parson s nel required to respond to, o collection of
informalion uniess fi displays n currenily valid OMB number.”

FORM FDA 3281 (8/14) Pageiof1 [ T
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
Administration

Food and Drug Farm Approved: OMB No. 0910.012g

Expiration Date: 08/30/2020

Indications for Use See PRA Statcmeni bolow
=—_-—_—._,._--—' e ——— I
ﬂm T ﬁf _— = e — ‘———-—__'———___—_-_—\____
K172923
Device Name -

Nitrile Examination Powder Free Glove, Orange

Indications for Use (Doscriba)
A patient examination glove isa disposable device inlended lor medical purpose that is worn on the examiner's hand or
finger lo prevent contamination between patient and examiner.

Type of Use (Soioct one or bolh, as appcabl)
[J Prescription Use'(Part 21 CFR 801 Subpant D) ] Over-The-Counter Use (21 CFR 201 Subpart C)

—_——

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Acl of 1995,
DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden Hmhrﬂismlacﬂmﬂiﬁﬂmahhesﬁmt&diummg&?ﬂhuurspermma_i‘mdhg the
lime to review instructions, search existing data sources, gather and maintain the data needed and complele
and review the collection of information. Send commenls regarding this burden estimale or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration

Oiffice of Chief Information Officer

Paperwork Reduction Act (PRA) Staif

PRAStaffi@fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond lo, a collection of
information uness it displays a currently valid OMB number.*

—
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¢ CEPTUOUKAT & CERTIFICADOD ¢ CERTIFICAT

RTIFIKAT CEHTI-FII:‘.ATE * E?-';E:,‘TE“EH‘"{.'F-

**** B rod dusrc VD signated by

Ao O T 4
FELE  hmnns

T k™ ZLG-BS-244.10.08

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V

(Devices in Class lia, lib, 11)

No. G2 055729 0008 Rev. 01

Manufacturer: Top Glove Sdn. Bhd.

Lot 4969, Jalan Teralai Balu 8

Off Jalan Meru

41050 Klang, Selangor D.E.

MALAYSIA
Product Latex and Nitrile Surgical Powderfree
Category(ies): Glove, Sterile

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer hasimplemented a quality assurance system for manufacture and finalinspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance, For
marketing of class lib and lll devices an additional Annex |ll certificate is mandatory. See also notes

overleaf.

Report No.: MYQMHO0319070Rev2-721423225
Valid from: 2020-02-19
Walid until: 2024-05-26

Date, 2020-02-19 c :

Christoph Dicks
Head of Certification/Notified Body
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