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ICAL REPORT

A, for testing in accordance with
5.2 dexterity and EM 374-2.2014

Work Requested
Samples of gloves, see Table 1, wer
EM 420:2003+A1:2009 clauses 5.1 | and

Sizes submitted for Colour of samples
testing submitted

7=10

Siza: 10
Weight: 7.29

G

MER 3549

dard Clause { Property Result
EN 420: 2003 + A1: |31 Lengthand fit See note w
e 52  Dexterity Level 5
T2 Adr leak Sea note +
EN 374-2: 2014
er leak

meet the minimum length requirements specified in Table 1
F , the standard therefore requires that the manufacturer shall clearly
nded application of the gloves and the reason why t loves do not

Ienglh requirements.

ote + - As per clause 4.3 Remarks of EN 374-2; 2014,
applicable and only the water leak test has been carried

overinflating the test is deemed not

WRP Asia Pacific SénBhd ' [ ~ Signed:
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4 hours in a conditioned environment maintain } oG
c:arned out within the same environment.

Testing

Samples for testing were condifioned
and (50+5) % relative humidity. Testing

Requireme
T

love size
Minimum length / mm

11

Performance level
Diametar of dexterity pin
Jfmim

Table 3 - Hemé T4-2: 2014
Ma leak to be
ak test detected
Mo leak to ba
ater leak test de

»ﬁﬂc Sdn Bhd 9 Signed:
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Test Results

A M

Table 4 - EN 420:2003 + A1:2009 Test Resul s identified as NBR 3549
Clause ( Test t Results Uoh Re
Length /mm
Left Right
7 256 249
Camments on fit; Satislactory
8 250
ove length, " Sea note
camfart and fit Bommste ot i, [ ]
§ :
10 [

Size Minimum pin diameter / mm
5.0
52 5.0 5
9 5.0
10 5.0

able 5 - EN 374-2:2014 Test Resulls of gloves identifi

Clause ( Test Test Resu Uahd Result
essure Used 2.44 kPa

Leaks

7.2 Air leak test

+ 2.8 mmHz0
Mot applicable

10
Sample size Leaks
7 Mo leaks de
7.3 Water leak test 8 Mo leaks detect A Pass
9 leaks detected
10

aks detected ‘

WRP Asia Pacific Sdn Bhd
CHMO258458 /1723 /2 /SPT
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s DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

10903 New Hampshire Avenue
Document Control Center - WO66-G609
Silver Spring, MD 20993-0002
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August 7, 2014

WRP Asia Pacific Sdn. Bhd.

Mr. Kirk Penner

Head of Department

Product Management & Regulatory Affairs
Lot 1, Jalan 3, Kawasan Perusahaan
Bandar Baru Salak Tinggi,

43900 Sepang,

Selangor Darul Ehsan,

MALAYSIA 43900

Re: K133168
Trade/Device Name: Dermagrip Powder Free Blue Nitrile Patient Examination
Gloves Non-Sterile
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Gloves
Regulatory Class: 1
Product Code: LZA
Dated: July-1,2014
Receiyed: July 3, 2014

Dear Mr. Penner:

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 CosmeticAct (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 requirements, 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 (seeiabove) into either class II (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.



Page 2= Mr. Penner

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

If you desire specific advice for your device on-our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, pleasé 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
httpa//www.fda’gov/MedicalDevices/Safety/ReportaProblem/default. htm:for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http://www.fda.gov/MedicalDeviees/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Tejashri Purohit-Sheth, M.D.
Te]a.sﬁn (Puroliit-SlietIi, M.D. Clinical Deputy Director
DAGRID/ODE/CDRH  FOR

Erin I. Keith, M.S.

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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Form Approved: OMB No. 0810-0120

Expiration Date: January 31, 2017 ‘
See PRA Statement below.

DEPARTMENT OF HEALTH AND HUMAN §|
Food and Drug Administration

Indications fo

510(k) Number (if known)
K133168

Device Name
Dermagrip Powde itrile Patient Examination Gloves Non-Sterile

Indi Use (Describe)

A patient examination glove is a disposable device i/ﬂi‘urposcs that is worn on the examiner's hand or

AR

finger to prevent contamination between patient and

Type of Use (Select one or bo
) [ prescription 21 CFR 801 Subpart D) B Over-The-Counter U

IF NEEDED.

lly signed by Sreekanth Gutala -S
N: c=US, 0=U.S. Government, ou=HHS, ou=FDA,
S ou=People, 0.9.2342.19200300.100.1.1=2000540490,

cn=Sreekanth Gutala-S
Date: 2014.08.07 13:21:07 -04'00'

he n time for this collection of information is estimated to average 79 hours per re:
review instructions, search existing data sources, gathe aintain the data needed and complete

and review the collection of information. Send comments reg rden estimate or any other aspect
of this information collection, including suggestions i n, to:
l man Services

perwork Reduction Act (PRA) Staff
AStaff@fda.hhs.gov
or sponsor, and a person is not required to respond to, a collectio
information unless it displays a currently valid OMB number.”
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By Royal Chi ‘
EU Type Examinati ificate 6
Kawasan Perusahaan P
Bandar Baru
: , Sepang d

This is l:hp WRP Asia Pacific Sdn Bhd
Lot 1, Jalan 3

Selangol
43500
Malaysia

Holds Certificate Ng CE 688314 p
’uw er Free Nitrile Gloves 9

on the basis that BSI camried out the rel ination procedures under the requirements with the
Regulation {EU) 2016/425 of the Eu nd Council relating to Personal Protective Equipm
Regulation (PPE) Annex V {mdg relevant health and safety requirements specified in

c© ‘.;P‘

Far and on behalf of BS[ %
Baody for the
[Notified Bndv

Drs. Dave Hagenaars, Managing Director
Previous N Dﬂﬂé
Date: 2019-09-12

2018- 04-26

‘ m: 2019-05-12 o, Wyesiy
/;F"*\ 9 Page: 1 of 6
RyA [ 58 a .making excelle

bt issued by and ramains the propesty of BST Groug The Nmnrﬂardsgllcn 9, 1066 EP Amsterdam, Tha Netharlands and

0 :

>

ried emsmiediatedy upon reguest.

checsT s validdy telephons +31 20 3460780, An secronic certificate cag b the i 2
B5] Group The Netherlands B\, registored in the Netherlands unde @ 284, at John M. Kmynespiein 5, 1066 EP Amsterdarn, The Metherlands
A mesmiber af BSI Group of Compansas, (

»




EU Type Examination
Mo. CE 688314

SF

Product 5 tion

o

%

d micro-organism hazards.
Description: Powder Free Ni [ Gloves manufactured from 100% nitrile synthetic
j iene) not containing natural rubber latex. of gloves

smooth surface that assists in donning the gloves without usi powder on
surface. The glove is available as either Sterile or indicated.

9 The main features of this protective
- Beaded cuff
= Micro-organisms penetrati

el

Protective glove for use against

2a

- Diam of palm/back of hand (Ambidextrous)

Resistance to penetration by blood borne tested to
Resistance to degradation by chemicals to EN 3744
Resistance of clothing materials netration by blood-borne pathogens to 150 16604:2014 ‘

o% P

Effective Date: 2019-05-12

First 2
Latest 12 P@w‘w Date: 2023-04-26
Page: 2of B

This certificate hias bomn issurd by and remains the propesty of BST Gro eriangds B, John M, Keymesplein 9, 1066 EP Amstordam, The Nether
should b returned mmmediotely upon roquest
T ¢heck 5 validity telephons +31 20 3460780,

B85 Group The Netharands B\, ne in
A member of BS1 Group of _—

riificate can be authenticated prline.

5 wndar number 33364284, at John M. Keynesploin 8, 1066 EP Amsterda



\ [ @ 4
"m Examination Certifi a 9 P
00

Mo. CE 688314
{Continued)
ﬁ posable gloves (WRP NBR 3549) 9

General reqguirements I EN 420:2003+A1:2009

Dexterity: Level 5

ﬁ ce to penetration to EN 374-2:2014 a
Resistance to chemical permeation to p’il-l:m:lﬁ (
Test method EN 16523-1:2015
o n-Heptane (1) — level 1
40% Sodium hydroxide (K) = ]
96% Sulp {L) = level 0
37% (T)—level 5
H peroxide (P) - level 5
against micro-organism risks %‘Mlﬁ
Bacteria and fungi (Test method EN 37
Viruses (Test Method 150 16604 2004)
Resistance to d? by chemicals to EN 374-4:2013
n-He ;
40% roxide (K) -9.0%
96% Sulphuric acid (L) 100%
37% Formaldehyde (T) -39.1%
a 30% Hydrogen peroxide 40.5%
’ 5 v“

A ‘Hrst Issued: 2018-04-26 f Effective Date: 201 1 ‘
Latest Issue: 2019-09-12 0 Expiry Date: 20

Page: 3of 6

This certficate has been |mufans the progesty of BSI Groug The Netherdands BV, John in 9, 1056 EP Amsterdam, The Netherlands and
should be ret mmediately LRGN request

Tor ek # ephone +31 20 34507810, An ehactronic cedificate can be authe: |‘ ‘

wtharands BA, regitered in the Netberands under number 33264 M lﬁ.c':.rncspirm 5, 1066 EP Amsterdam, The Metherlan
B51 Group of Companies, n
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EU Type Examinatio
Mo. CE 6883

o SV
Vel 00 )
o shoves o mnbo

9 Resistance to chemical permeati 4-1:2016
0 Test method EN 165&1.)9
n-Heptane (1) — level 1 0
y 40% Sodiu de (K) -
= IEvel 5
ide (P} - level 4

37% Form
6 uoric acid — level 1 P

Resistance to penetration by blood N 374-5:2016

Pass ‘
by chemicals to EN 374-4:2013 a

cation (Continued)

’ Model — Nitrile multipurpose gloves
Performance: General roquiu

v

Resistance to deg

n-Heptane %
40% Sodi ide [K) -16.3%

e . i
. L ‘_‘P‘
» P *

Page4of6

First Issued: 2018- %26 : 2019-05-12
Latest Issue: 2019-09-12 2023-04-26
been issued by and remans the progerty of BSI Groug Th Nc’htr.ﬂ n M, Koynesplein 9, 1066 EP Arsterdam, The Natherla
burned emimediabely upon request
chiedk is valicly telephens 231 20 MG07BEL An sectranic ce @ uthenticated gnling.
851 Group The Netherlands B.Y, registoned in Tﬁcm ber 33264784, at John M. Beynospicin 5, 1066 EF Amsterdam, The Nethe

& mesmber af BSI Group of Companias,

L
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pe Examination Certificate

MNo. CE 688314

Certificate Administration Dﬁ ‘
Technical File Reference: TF/PP

ment Record

Comments BSI Internal report No.
arch 2018 First issue. 0086:18:8888423
December 2018 Addition of madels Nitri 0086:18:9665354 (
March 2019 Revision to add vi

ible for keeping the Notified Body advised of changes to
ure of the product.

‘thanges to any aspect of the

is responsible for ensuring that the Notified Body is
the Certificate in respect of

utilised in the manufacture of the product, failure
roduct manufactured following the introduction of such ch

rocess, Annex VIIT {_I'-'lodl.ie D), for the product :

C

Fi 18-04-26 Eﬁcﬁw$12
o 2023-04-26

La T 2019-09-12 Expiry Date

Page: Saf 6
This cortificate has been igsued by and remains the propesty of B

5 h 5 B, John M, Keynesplein 9, 1066 EP Amsterdam, The Netherdands and
should b returned immediately upon reguest
uthenticated grjline.

To check s valicRy telephone +31 20 3460780, An sectranic o2

nels under number 33264384, at Joha M. Keynesplein 8, 1066 EP Amsterdam, The 35!: P

BE] Group Thi: Netharlands B\, registoned
& memiber of BS1 Group of Cormpaniss,

P 4



L i

EU Type Examina é
No. CE 688314 o
"m: Sdn Bhd Powder Free Nitrile Gloves a ‘

Kawasan Perusahaan
Bandar Baru Salak Tinggi

Sepang
EEIHignr

Y o

AR

First Issued: 2018-04-26 Effective Date: 201
Latest Issue: zmmno Expiry Date:
Keynesplein 9, 1066 EP Pnﬁt.mdwn. Tha Notherlands and

This cerficete

by aﬂd mmms the property of BSI Growg The Metherfands B
should be'rety ey Lp
check g vali e +312|:I 346EI?BD An Eectranic cerfificale can ba a
# é M. Keynespinin 9, 1066 EP Amsterdam, The Methedands

The Netharands B.Y, registered in the Metherdands onder num

mesmiber af BS] Group of Companes.
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ﬁ SATRA :m:a::;:?:‘::;mi 9‘

a Classification: 9
8 izes: EN IS0 374-1:2016/Type B EN 374-4:2013

< G

ia Pacific Sdn Bhd
Jalan 3

43900 SEPANG
Selangor Darul Ehsan
Malaysia

l TECHNOLOGY

Motified Body 0321

This is to certify that the product group refare
Product Reference
WRP NER 3

; Date first issued:
nce "WRP NBR 3549" oumprlsmw
jant.

on
isposable gloves, available in blue, violet and black

BIXS — 11/XXL Degradation %
n-Hepta 1 36.7
5 ida (K) 6 a0
ric Acid (L) 0 00
hyde (T} 5
Hydragen paraxide (P) 5 .5

EN IS0 374-5:2016
Protection against bacteria and Fungi

Technical reports:
SATRA: CHWZWE&H?ESJ’CU , CHMO258458/1723/CLIC/Issue 2, CHM

CHMO258458M17 3PDG252694¢1 740, CHMO263035/1741/CL/A, C
CHMO2647 CHMWTBEHMHENFB
éubjac: to an EC Type-examination in accord
5 been shown to satisfy the relevant provision

i Testing to the following standard: :2009; EN IS0 374-1:2016; EN IS0 374-5:
i Examination of the relevant techni ntation.
You are thersfore licensed to & prod isted above in accordance with Article 13 of

any redevant ameanding Di you have drawn up an EC dedlaration of product

ith Article 10 of the PPE Directive (B9/686/EEC)
for the complex category through: ‘

1. Full details product are contained in the nmufaulurar’a Iachnlwl file

2. This i is ed subject to the conditions on the reverse side of t

3. CE Ma uction is also refiant on current compliance with EC Article 11

4. Where a tion of this cerlificate exists, the English Iungg considered as the authoritative text

Date 11/01/2018

SATRA Technolegy 'I:er(na.w‘;'ntlnm'U'\"ﬂ,,:.T!Iﬂln‘gI| Marthampronshire, NN 16 850, Unived Kingdom

Signed:

Signed:

RA
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DOC. #:Epic N-13_01-01_Nitrile PF Surgical _Data_Sheet
REVISION #:2
DATE: 10 December 2019

Page 1of 1
Data Sheet
Nitrile Powder Free Non-Latex Surgical Gloves, Sterile
Reorder # Size: 5% : EP-13-55 Size: 72 : EP-13-75
6 : EP-13-60 8 : EP-13-80
62 T 'EP-13-65 82 : EP-13-85
7 : EP-13-70 9 : EP-13-90

Style Number

WRP NBR PF 75-SP

Product Part #

402xx.10472100

510K #/ MDL #

K000971 / D036529

Design and Feature

Hand Specific, straight fingers, smooth (SH9) and beaded cuff

Type Powder free and Gamma-sterilized surgical gloves
Material Nitrile (latex-free)
Color White
Surface Treatment Single Chlorination
Powder Free Residue (mg/glove) <2
Dimension - Palm Width (mm) Size: 5% :72+4 Size: 72 :95+5
6 :77+5 8 11026
6Y2 :83+5 82 :108+6
7 189+ 5 9 11146
Dimension - Length (mm) Size: 5% : Min 278 Size: 72 : Min 287
6 : Min 280 8 : Min 288
6Y2 : Min 280 82 »Min 290
7 : Min 283 g : Min 290
Dimension - Weight (g) Size: 5% :11.0t4 Size: 72 :15.0t4
6 11204 8 :16.0+4
6% :13.0£4 8Y2 :17.0£4
7 :14.0+4 9 :18.0+4
Single-wall Finger 0.16 £ 0.02
Thickness Palm Min..0.14
(mm) Cuff 0.13 + 0.02
Physical Before Aging Before Aging After Aging
Properties Tensile Strength (MPa) Min. 17 Min. 12
Ultimate Elongation (%) Min. 650 Min. 490
Modulus at 500% (MPa) Max. 7.0 N/A
Force at Break (N) Min. 9 Min. 9
Packing Inner Wallet 1 Pair Gloves
Mode Pouch 1 Inner Wallet
Dispenser 50 Pouches
Carton 6 Dispensers
Glove Marking No marking
Lot # identification on Finished Goods Lot Number Structure: YMMPPPPSS
= Year of Packing P =WRP’s PWO
MM = Month of Packing SS =Size

1000m| Water Leak
Powder Free Residue
Major Visual Inspection
Minor Visual Inspection

Product Shelf Life 5 years upon manufactured date.
Pre-shipment | Dimension N=13 (EN455-2); S-2, AQL 4.0 (ASTM)
Inspection Physical Properties N=13 (EN455-2); S-2, AQL 4.0 (ASTM)

G-I, AQL 0.65
N=3 pairs
G-I, AQL 1.5
G-, AQL 2.5

Product Conformance

. ENA455 Parts 1, 2, 3 and 4 - In compliance with European Medical
Device Directive 93/42/EEC (CE Class lla)

. In compliance with the provisions of Regulation (EU) 2016/425

and type tested to EN420:2003+Al1:2009, EN SO 374-1:2016,

EN374-2:2014, EN 16523-1:2015, EN374-4:2013 and EN ISO 374-

5:2016; CE2797

ASTM D3577

Quality Assurance

US FDA Quality System Regulation (QSR)

EN 1S09001:2015

EN 1SO13485:2016 & 1SO13485:2016 Quality Management
Systems

Note: The above information is a guideline of typical performance values and characteristic of the product; and not to be used as actual

product specifications
/ e
e

—
e
—t
e
i

Your Partner In Protection”
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Confirmation Page
P o Crmseis | p
’ DRLM Home (mainMenu.htm) ﬁ 0
~ Products Listing j
tration Successful ‘

Facility: WRP ASIA PACIFIC SDN. BHD., SALAK TINGGI, SEPAI langor, MALAYSIA

You have successfully updated your regi isting information for 2020. a
Your registration will be vali h , 2020.
Be sure to print this pacords. p

n istration renewal period is October 1 - December 31, 2020.

g your facility and listing devices does not, in any way, constitute pproval of your facility or devices.

ou may contact the FDA with any questions at reglist@cdrh.fda.gov.

The Owner/Op Number for this Regi i p
Facility Info i ‘
Registr: .

00!

Importer:
> Facility Name:
WRP ASIA PACIFIC SDN. BHD.
Address:
LOT 1, JALAN 3,, KA\ ERUSAHAAN BANDAR BARU
43900, MALAYSIA

acility URL:

Other Business Trade Name(s):

Owner/Operator Infi ion
Owner/Operator N p
s ccess.fda.gov/drim/drim.htm?_flowExecutionKey=_c16E9E5F9-55C6-2F7C-1AA A0577C_k02169CC4-46CE-9A9B-5D1B-B78... 1116

y s N



111212019 Confirmation Page o
on
S| Abdul Hamid
ol

mpany:
WRP ASIA PACIFIC SDN. BHD.

Address: PERUSAHAAN , BANDAR BARU SALAK TINGGI ‘

R, 43900, MALAYSIA

Telephone:
60 -3 - 87061486
Fax:
E-
DUNgber:
Official Correspondent Information

Contact Name:
Hasnah - Abdul Hamid
Company: 6

hasnah@wrpworld.com

€

K TINGGI

WRP ASIA PACIFI

LOT1,JALAN3, KAWASAN PERUSAHAAN
SEPANG,SELANGOR, 43900, MA

e:
60 - 3 - 87061486

Fax:
E-mail: gmh orld.com

DUNS Number:

Business Name:
WRP USA INC

Address: 700 Massillon rd

Uniontown, Ohio, 44685, UNITED STATES

Phone:
330 - 89610

mjs@wrp-usa.com

https:/iwww.access.fda.gov/drim/drim.htm?_fi n| 9-55C6-2F7C-1AA3-05B401A0577C_k02169CC4-46CE-9A9B-5D1B-B78. ..

'
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(ﬁﬁ?ate of R

QUALITY MANAGEMENT SYSTEM -

gy P

ap01:2015
Holds FM 13934 R
ﬁéﬁ Management System which complies with the /ﬂ 9001:2015 for the

Design and manufacture of natural rub rubber sterile surgical gloves, sterile ‘
and non-sterile examinati n urological balloon catheters,

c© o F

For and on behalf of BSI: : E hﬂ—P

Q Chris Cheung, Head of Compliance & Risk - Asla
Crlyrlal qistration 1-12-03 ve Date: 2019-04-15

1 2021-12-20

: 2019-04-15
9 Page: 1 of 1

..making excellenc

»

' 4

Iy &nd remains the propety of BS1 and & bound by the cn

avthenticated poling.

ted at woww.bsi |;Fc|ha| comy ClentDirectony or telephone +&03 2242 4

¥ rtgardlng ll'(' scop | af this tl:'thutI: and tha npﬂhrdbl'ﬂ‘p’ of L 001501 5 nnds moy be obtained by consultng the crganizotion.

Infarmaticn and Contact: BS, Kiternark Court, Diavy -’-Wﬂuc Kz
BS] Assurance LK Listed, regisberad in England under num
A Member of the B51 Eruup of Companias,

S BPP. Tal: + 44 245 Q8D 5000
=wick High Read, London WS 4801, LK,
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Certificate oftéi‘stration
STEM - ISO 13485:2016 & EN IS0 13&

This is to | p
H Mo MD 99288 ﬁ
- n a Quaality Management System which complies with the of 150 13485:2016 & EN IS0

3485:2016 for the following scope: a
and synthetic rubber sterila surgical
and non-sterile exa

o and et G P
00
» ﬁm« dk ép

Far and on behalf of B5I:
Stewart Brain, Head of Compliance & Risk - Med

By Royal Charter ‘
«

o

QUALITY

O

Design and manufa

Original Reg v 2005-10-21 ive Date: 2019-04-15

Revision Date: 2019-04-15 ry Date: 2021-12-20
3 Page: 1of 1
a o -making excellence

praed electrorcaly and remairg the property of BSL and is bourd by the canditic T coil

UKAS
e

ons reganding the wope of ths certificabe and the applicability of 150 134858 134852016 reguirements may be obtared by
organizalion,
tificata k= walid anly i providad origingl goples are in conplete sel

MES PP Tel; + 44 34% O8] 5000

Information and Contact: BSI, Kenmark Court, Davy Avenue, Kno w@
higwick High Road, Londan Wd AL, UK

BEI Azsurance UK Limibed, registered in England umym
)

A Member of the BSI Group of Companies.
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DOC. #: NITRILE_EXAM_GLOVES_200-Data Sheet
REVISION #0

DATE: 16" APRIL 2020

PAGE 1 OF 1

DATA SHEET
NITRILE EXAMINATION GLOVES, POWDER FREE, NON-STERILE
Reorder # Size: : XS
S
M
L
XL
Product Part # 112xx.112111930

510K #/ MDL #

N/A

Design and Feature

Ambidextrous, textured surface at fingers (E1) and beaded cuff

Type Powder free and non-sterile examination gloves
Material 100% nitrile (Acrylonitrile-butadiene)
Color Blue (PMS2726)
Surface Treatment Chlorination on donning side
Powder Free Residue (mg/glove) <2
Dimension Palm Width (mm) Length (mm)
Size: : XS <80 Min. 240
) 80+ 10 Min. 240
M 95+ 10 Min. 240
L 110+ 10 Min. 240
XL 2110 Min. 240
Weight Size: : X8 25+03
S 3.0£03
M 35+0.3
L 40+03
XL 45+0.3
Single-wall Thickness Finger Spec
(mm) Palm Min. 0.05
*All sizes Cuff Min. 0.05
Min. 0.05
Physical Properties Before Aging EN/ASTM Spec
Tensile Strength (MPa) Min 14
Elongation (%) Min 500
Force at Break (N) Min 6
Physical Properties After Aging EN/ASTM Spec
Tensile Strength (MPa) Min 14
Elongation (%) Min 400
Force at Break (N) Min 6
Packing Mode 200 gloves by weight per dispenser and 10 dispensers per carton
Glove Marking No marking.
Lot # identification on Finished Goods Lot Number Structure: YMMPPPPSS (9 digits)
Y = Year of Packing
MM = Month of Packing
PPPP = WRP's Packing Work Order # (PWO)
Ss = Size (00=XS, 01=S, 02=M, 03=L and 04=XL)
Recommended Shelf Life 5 years upon manufactured date.
Pre-shipment Dimension N=13; Median
Inspection Physical Properties N=13, Median
1000ml Water Leak G-l;AQL 1.5
*Single-Normal Powder Free Residue N=5
Sampling Plan Major Visual Inspection G-I, AQL 2.5
Minor Visual Inspection G-I, AQL 4.0
Product Conformance « Medical Device: in compliance with European Medical Device Directive

93/42/EEC (CE Class I)

EN455 Parts 1, 2, 3and 4

Personal Protective Equipment of Complex Design Category Ill, in
European  Regulation © (EU) 2016/425, type tested to EN
420:2003+A1:2009, EN ISO 374-1:2016 Type b, EN 374-2:2014, EN 374-
4:2013, EN 374-5:2016 & EN 16523-1:2015, CE 2797

ASTM D6319

Quality Assurance

US FDA Quality System Regulation (QSR)
1ISO9001 Quality Management Systems
+ 1SO13485 Quality Management Systems

Note: The above information is a guideline of typical performance values and characteristic of the product; and not to be used as
actual product specifications.

r=
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Your Partner In Protection”™




YOUR REF : 10289821

DATE RECEIVED : FEB 12, 2016
DATE REPORTED: FEB 24, 2016
PAGE: 1 of 1

Report No : CRSSA/03055/16

Company 2 Messrs. SGS (Malaysia) Sdn. Bhd.
No. 26, Jalan Anggerik Vanilla 31/93, Kota Kemuning,
40460 Shah Alam, Selangor D.E.

TEST REPORT
Client : WRP Asia Pacific Sdn Bhd
Product Description : Dermagrip Nitrile Ultra LS Powder Free Exam Gloves
Lot No. : 602003402
Size : M
Quantity Tested : 200 pieces
Test Conducted : Freedom from holes
Test Method : EN455 Part 1:2000
Testing Period : 12 Feb 2016 — 24 Feb 2016

Based on submitted samples, the following results obtained :-
Acceptable Quality Limit (AQL) : 1.5 Accept : 7 Found : 4

Result :~Within AQL

SGS (MALAYSIA) SDN. BHD.

LIM MENG HOE
B.Sc.(HONS) MMIC
ASSISTANT LAB MANAGER

This document is issued by.the Company subject to its General Conditions of Service printed overleat, available on request.of accessible at http:/www.sgs.com/en/Terms-and-Conditions.aspx and, for
electronic format documents, subject to Terms and Conditions for Electronic Documents at_http://www.sas.com/en/Terms-and-Conditions/Terms-e-Document.aspx . Attention is drawn to the limitation of
liability, indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon reflects the Company's findings at the time of its intervention only
and within the limits of Client's instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a transaction from exercising all their rights and

igations under the i This document cannot be reproduced except in full, without prior written approval of the Company. Any unauthorized alteration, forgery o falsification of the
content or appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the results shown in this test report refer only to the sample(s)
tested and such sample(s) are retained for seven days (perishable food sample) or three months only.

SGS (Malaysia) Sdn. Bhd. No.26, Jalan Anggerik Vanilla 31/93, Kota Kemuning, 40460 Shah Alam, Selangor Darul Ehsan, Malaysia
(Company No. 10871-T) | t+6(03)5121 2320 f+6 (03)5121 9082 www.sgs.com

Member of the SGS Group (SGS SA)



Report No
Company

CRSSA/03056/16
Messrs. SGS (Malaysia) Sdn. Bhd.

YOUR REF : 10289821
DATE RECEIVED : JAN 26, 2016
DATE REPORTED: FEB 10, 2016

PAGE: 1 of 1

No. 26, Jalan Anggerik Vanilla 31/93, Kota Kemuning,

40460 Shah Alam, Selangor D.E.

Client

Product Description
Lot No.

Size

Quantity Tested
Test Conducted
Test Method
Testing Period

TEST REPORT

‘WRP Asia Pacific Sdn Bhd
Dermagrip Nitrile Ultra LS Powder Free Exam Gloves
602003402

M

13 pieces
Dimensions
EN 455 Part 2:2015

12 Feb 2016 — 24 Feb 2016

Based on submitted samples, the following results obtained :-

Size M M M M M M M M M M M M M Median
Width
Median: 95+10mm 95 |95 94 1196 |95 95 95 |9 |95 95 |94 |95 94 |95
Length 243 {7242 | 245 | 246 | 245 | 246 | 240 | 245 | 242 | 246 | 241 | 240 | 241 | 243
Median: >240mm
Acceptable Quality Limit (AQL) : 4.0 Accept : 1 Found : 0

SGS (MALAYSIA) SDN. BHD.

LIM MENG HOE
B.Sc.(HONS) MMIC
ASSISTANT LAB MANAGER

This document is issued by the Company subject to its General Conditions of Service printed overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for
electronic format documents, subject to Terms and Conditions for Electronic Documents at http://www.sgs.com/en/Terms-and- Comimons/Terms e-Documem aspx

liability, indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon
and within the limits of Client’s instructions, if any. The Company's sole responsibility is to its Client and this document does fot exonernle pmles to a transaction from exercising all their rights and

under the

. Attention is drawn to the limitation of

he Company s findings at the time of its intervention only

This document cannot be reproduced except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the

content or appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the results shown in this test report refer only to the sample(s)
tested and such sample(s) are retained for seven days (perishable food sample) or three months only.

SGS (Malaysia) Sdn. Bhd.
(Company No. 10871-T)

No.26, Jalan Anggerik Vanilla 31/93, Kota Kemuning, 40460 Shah Alam, Selangor Darul Ehsan, Malaysia

t +6(03) 5121 2320 f+6 (03) 5121 9082 www.sgs.com

Member of the SGS Group (SGS SA).




YOUR REF : 10289821

DATE RECEIVED : JAN 26, 2016
DATE REPORTED: FEB 10, 2016
PAGE: 1 of 1

Report No : CRSSA/03057/16
Company : Messrs. SGS (Malaysia) Sdn. Bhd.
No. 26, Jalan Anggerik Vanilla 31/93, Kota Kemuning,
40460 Shah Alam, Selangor D.E.
TEST REPORT
Client : WRP Asia Pacific Sdn Bhd
Product Description : Dermagrip Nitrile Ultra LS Powder Free Exam Gloves
Lot No. : 602003402
Size : M
Quantity Tested g 13 pieces per each (During Shelf Life and After Challenge)
Test Conducted : Force at Break During Shelf Life and After Challenge
Test Method : EN 455 Part 2:2015
Ageing : 70 °C for 168 hrs
Testing Period : 12 Feb 2016 — 24 Feb 2016
Force at Break, N
SIZE SAMPLE NO. DURING SHELF LIFE AFTER CHALLENGE
M 1 6.6 6.4
2 7.0 6.3
3 6.9 6.6
4 6.6 59
5 6.8 6.4
6 5.8 5.7
7 6.3 7.4
8 7.6 6.7
9 5.8 6.6
10 6.4 5.9
11 5.7 6.4
12 7.0 6.3
13 6.2 6.0
Median 6.6 6.4
Requirement >6.0 >6.0

SGS (MALAYSIA) SDN. BHD.

LIM MENG HOE
B.Sc.(HONS) MMIC
ASSISTANT LAB MANAGER
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We, WRP Asi ¢ Sdn Bhd, being the man \% medical devices as describea
hereafter: P

p Dermagrip Nitrile ﬂr Free Exam Glove, Non Sterﬂ

9 eXS D1100-24

’ p ‘Size S: D1101-24
Size M: D1102-24 9 ‘
Slze L: D1 p

P 4 ﬂ
a ¢ that the above product in Cla; factured per Rule 5 of Anne in conformity with
> o the procedure relating to laration of conformity set o 11, and meet the
4

requirements of Council Directive 93/42/EEC which appl der the supervision of the ‘
ification number of 2797.

notiﬂgyﬁ Standards Institution, and can'@i
0 product is in conformity Wiﬂ@v‘om of Regulation (EU) 201 ghe such is

the case, with the national standard transposing harmonized standar o 0:2003 +A1:20009,
> EN ISO 374-1:2016, -2:2014, EN 16523-1:2015, E\m d EN ISO 374-5: 2016 is ‘
re set out in Module D of R« i ) 2016/425 is identical to

subject
dde subject of EC certificate o No. CE 688314 issued by

ilding, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. o
b Dorje at WRP Asia 99‘ Bhd, on April 24, 2020. pa

r. Leong Wai Ledng p '
President p
WRP Asia 3 9
Rep! ffice in EU
ﬁ) Handelsges.m.b.H p
ﬁ inger Allee 5/25 9
A-1190 Vienna p
Austria ao ﬂ ‘
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- P



