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POWDER FREE NITRILE DISPOSABLE

EXAMINATION GLOVES
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NITRILE Examination Gloves
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HanSoft nitrile disposable gloves are manufactured from
high quality acrylonitrile butadiene rubber. Our gloves
adhere to stringent uncompromising quality control
specifications as per reputed international standards. The
gloves have been designed for use in a variety of sectors with
special emphasis on the healthcare industry. Our gloves have
been designed to minimize tackiness and to provide better
grip, comfort.

They offer greater chemical resistance and higher tensile
strength in comparison to the traditional latex and vinyl
counterparts. Moreover, nitrile gloves eliminate risk to latex
allergy whilst maintaining excellent tactile sensitivity and
dexterity. Textured surface of the gloves promotes nimble
handling of materials and instruments.

Description: Medical examination gloves are used for preventing contamination between caregivers and patients. These

gloves are used during procedures that do not require sterile conditions: drawing blood for a blood test being an example.

Some of these gloves also protect the wearer from harm caused by dangerous chemicals and pharmaceuticals.

Intended Use: Medical examination gloves are used for preventing contamination between patients and healthcare providers.

www.stlukelifesciences.com

In Compliance with:

+ CE Certified

Design & Features

« European Medical Device Directive + Type tested to EN 455-1,2,3 4
93/42/EEC (Class 1)

+ ASTM D6319 & ASTM D3578(2)

« MDA

+ FDA and FDA 510k Registered

Powder free, non-sterile
Acrylonitrile Butadiene Rubber

Blue (Standard). Other Colors can be customised on request

X-Small, Small, Medium, Large, X-Large

Store in a cool, dry place, avoid

excessive heat (40°C, 104F).

Open box should be shieded from exposure
to direct sun or fluorescent lighting.

Quatity and Standard EN455-1, 2, 3,4 and ASTM D6319,

ASTM D3578(2) /\/\/\_{]
2

Finger texture, Palm Texture, Beaded and Powder free



St Lukell”

POWDER FREE NITRILE DISPOSABLE
EXAMINATION GLOVES

DIMENSIONS & PROPERTIES

Length (mm) 2300

Thickness Measurements (mm)

Min. 0.15
Palm (centre of palm) : Min. 0.09
Physical Properties: Before Ageing After Ageing
Tensile Strength (MPa) 214 214
Elongation (%) 2500 2400

Watertightness

Physical Properties

Visual Inspection (Minor)

Made In Malaysia

Marketed by :
St. Luke Lifesciences Pvt. Ltd.
""""" : # Plot No:1-A,2,3(Part), 8" Street,

Balaji Nagar, Nerkundram,
Chennai-600107, India.
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POWDER FREE - NON STERILE
AMBIDEXTROUS - SINGLE USE ONLY
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NITRILE Examination Gloves

POWDER FREE - NON STERILE
AMBIDEXTROUS - SINGLE USE ONLY
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NITRILE Examination Gloves
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Certificate &4

CERTIFICATE OF COMPLIANCE —
EU DECLARTION OF CONFORMITY

EU DECLARATION OF CONFORMITY

Manufacturer Name : WORLDEX MEDIC SUPPLIES SDN BHD
(1376223-P)

Address : 9, Jalan Puteri 5/18, Bandar Puteri
Puchong, Puchong, Selangor, Malaysia.

Name of Medical Device : (1)-Nitrile Examination Gloves
: (2)-Natural Latex Examination Gloves

Features : ambidextrous with rough / textured
fingertips and rolled-edge cuffs

Conformity Route : Self Declaration
Quality Management System : ISO 13485:2016
Packing Centre QMS : ISO 9001:2015

SGS Test Report : EN 455 (1/2/3/4)
: ASTM D6319 (1) / ASTM D3578 (2)

We, hereby declare that the devices as listed above meet the applicable
provisions of the medical device(s) Directive 93/42/EEC, and the product
conforms to EN 455 directive.

Validity of this Declaration is from 28-04-2021 till 27-04-2024

Certified and Issued by,

Abb%.s.

Euro Certification & Inspection Ltd

WORLDEX MEDIC SUPPLIES SON BHD (1376223-P)
9, Jalan Puteri 5/18, Bandar Puteri Puchong, Puchong, Selangor, Malaysia
Tel: +603 B0OG68 9825 ; Email: jerel@worldexasia.com

www.stlukelifesciences.com
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CERTIFICATE OF COMPLIANCE - CE

RTS # EURO CERTS ¢ EURO CERTS ¢ EURO CERTS ¢ EURO CERTS ¢ EURO CERTS ¢ EURO CERTS ¢ EURO CERTS ¢ EURO CERTS ¢ EURO CERTS ¢ EURO CERT.
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CERTIFICATE A ZERTIFIKAT A CERTIFICAT A CERTIFICATO A 2 A CERTIFIKAT

St Lukef('

Certificate of Compliance

C€

Certificate No.: 67DF275

We hereby declare that the technical data and the test report of product submitted
by the Manufacturer complied with the requirement of Directive 93/42/EEC on
Medical Devices (NDD): Medical Device Regulation (EUD 2017/745 and Regulation
(EEC 2016 /425 on personal protective equipment (PPE).

Manufacturer

Name : WORLDEX MEDIC SUPPLIES SDN BHD

Co. Reg. No. | 1376223-P

Address 1 9, Jalan Puteri 5/18, Bandar Puteri Puchong,
Puchong, Selangor, Malaysia

License

Export : Malaysian Rubber Board Licensed Manufacturer

: License No.: Temporary License/A/05/9420

This certificate is issued under the following conditions:
1. It applies only to the quality system maintained in the manufacture of above referenced models and
it dows not substitute the design or type-examination procedures, if requested
2, The certificate remaing valid until the manufacturing conditions or the quality systems are changed
3. The certificate validity is conditioned by positive results and or surveillance audits.

The CE mark as shown above can be used, under the responsibility of the manufacturer, after completion
of an EC Declaration of conformity and compliance with all relevant EC Divectives. The statement ia
based on a multiple evaluation of samples and test reporta from SG8 of above mentioned product. It does
not imply an assessment of the whole production

Validity of this certificate can be verified at www.eurocerts.co.uk/verification

Date of Certification 28" April 2021
1# Surveillance Audit Due 27 April 2022
2" Surveillance Audit Due 27" April 2023
Certificate expiry(subject to the company maintaining its 27" April 2024

system to the required standard)

V&

Authori ignatory

This certificate @ the property of BURD CERTS & INSPECTION LTD and shall be returned immediately on request.
Kemp House 160 City Road, London, EC1V 2NX
Website: www.eurocerts.co.uk

www.stlukelifesciences.com




Certificate €4

CERTIFICATE OF COMPLIANCE —
FDA U.S FOOD AND DRUG ADMINISTRATION (LZA)

FDA CERTIFICATE OF REGISTRATION

B This certifies that:
| WORLDEX MEDIC SUPPLIES SDN. BHD.
| No.9, Jalan Puteri 5/18 ,
| Bandar Puteri Puchong,
| 47100 Selangor,Malaysia.
has been registered and has listed the following medical device with the U.S. Food and Drug Administration
| for FY 2021 pursuant to Title 21, 807 et seq. of the United States Code of Federal Regulations:

| Establishment Registration: 10081878
M Device Classification Name: LATEX / NITRILE EXAMINATION GLOVE
| Product Code LZA, LYY, IWP
: Regulation Number: 880.6250
(@ Official Correspondent: Dato' Jerel
No.9, Puchong, Selangor, MY 47810
Phone: 60122771252 ; Email: datojerel@gmail.com

"

Euro Certification and Inspection Ltd will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the vear stated above. Euro Certification and Inspection Ltd
makes no other representations or warranties, nor does this certificate make any represefations or warranties
1o any person or entity other than the named certificate holder, for whose sole establishment by the

U.S. Food and Drug Admimistration. Euro Certification and Inspection Ltd assumes no liability to any
person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a registration number
does not i any way denote approval of the establishment or its products. Any representation that creates an
impression of official approval because of registration or possession of a registration number 1s nusleading
and constutes misbranding.”

The U.S. Food and Drug Adnunistration does not issue a certificate of regisreation, nor does the U.S. Food and

Drug Admmistration recognize a certificate of registration. Euro Certification and Inspection Ltd is not afflicated

with the U.S. Food and Drug Administration
|

i Abby V. S,
j EURO OERT‘ “c Executive Director
2105 Vista Oeste St NW Suite E Albuquerque, NM 87120 Euro Certs
Email: f[da@eurocerts.co.uk ¢+ Web: www.eurocerts.co.uk

05 July 2021

www.stlukelifesciences.com




Test Report St Lu ke\:{'

JOB REF NO. : 2020-04-02-003
DATE RECEIVED : APR 02, 2020
DATE REPORTED: APR 15, 2020
PAGE: | of 4

Test Report No. : CRSSA/200437126-CA36672

Company
TEST REPORT
Sample Description : Nitrile Examination Powder Free Glove
Other Detail - RA/031/02/2020/D1
Size : Medium
Quantity Tested : 200 pieces
Test Conducted : Freedom from holes
Test Method : EN455 Part 1:2000
Testing Period : 02 Apr2020 — 15 Apr 2020

Based on submitted samples, the following results obtained :-

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

Result : Within AQL

SIGNED FOR AND ON BEHALF OF
SGS (MALAYSIA) SDN BHD

SECTION HEAD
IKM No. MW/3983/6401/12/14

mmnwuummunmmammm available on request or accessibie at MIp 'www 598 ComeryTemms-and-Conditions aspx and. for
electromic format documents. subject to Terms and Attention is drawn to the kimitation of
Bability mmmmwwmmdmm-mummmu&anmmuumd-m
only and within the limits of Client's Hany. The s sole is to its Client and this does not parties to a all their nghts and

under the This cannot be except m Nl without prior written approval of the Any m. of the
content of appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Uniess otherwise stated the results shown in this test repor refer only 1o the
samphe(s) tested and such sample(s) are retained for 14 days only for perishable food samples. 30 days only for non-pershable 10od sampies. and 90 days onfy for fats ods and feed samples

Lot 4, Persiaran Jubll Perak, Seksyen 22, 40300 Shah Alam, Selangor Darul Ehsan, Malaysia.
|.umnez1mao c.uommrm www 508 com

WNBOSGSC'M(SGSSAI

www.stlukelifesciences.com




Test Report St Lu ke\:{'

JOB REF NO. : 2020-04-02-003
DATE RECEIVED : APR 02, 2020
DATE REPORTED: APR 15, 2020
PAGE: 3 of4
Test Report No. : CRSSA/200437126-CA36672
Company 2
TEST REPORT
Sample Description H Nitrile Examination Powder Free Glove
Other Detail 1 RA/031/02/2020/D1
Size - Medium
Quantity Tested ¥ 13 pieces per each
Test Conducted 3 Force at Break During Shelf Life and After Challenge
Test Method § EN 455 Part 2:2015
Ageing 3 70 + 2 Deg C for 168 hrs
Testing Period : 02 Apr2020 - 15 Apr 2020
Force at Break, N
SIZE SAMPLE NO. BEFORE AGING AFTER AGING
M 1 8.1 6.7
74 6.4
3 7.4 8.3
4 07 6.3
5 7.8 74
6 83 7.6
7 84 6.6
8 6.4 8.4
9 7.8 8.7
10 9.0 6.5
11 84 8.7
12 8.0 73
13 79 6.2
Median 79 7.3
Requirement > 6.0 > 6.0
SIGNED FOR AND ON BEHALF OF
SGS (MALAYSIA) SDN BHD
.
CHEE TUCK CHOON
SECTION HEAD
IKM No. W3983/6401/12/14
mmumnuwmh-mmummmMumum-wuu
slectronic format documents, subject to Terms and for El 8t hitp 'wew 3gn comien'T erms-and-ConditionsT erms <-Oocument asgs. Attention is drawn to the limitation of
Rability Indemnification and Jursdiction wsues defned thereen Any holder of this GoCUment i advised that MorMation contained Nereon reflects the Company s fndings at the time of it iNtervention
only and within the limits of Client's. Hany. The s sole s to s Client and this does not parties to from all thewr rights and
under the This CANNOt be reproduced except i Nl without pror written approval of the Any forgery or of the
contert or appearance of this document is undawlul and offenders may be prosecuted to the fullest extent of the law Unless otherwise staled the results shown in this test report refer only to the
twsted and such for 14 days andy for pariahable food sampées. 30 days only for non-perishable tood sampies and 90 days onfy for fata ofs and fued sampies.
l Lot 4, Permiaran Jubk Perak. Seksyen 22, 40300 Shah Alam, Selangor Dand Ehsan, Malaysia
1 +6{03) 7627 00B0 1 +6 (03) 7627 0082 www.2gs com
Member of the SGS Group (SGS SA)

www.stlukelifesciences.com




Test Report St Lu ke\:{'

JOB REF NO. : 2020-04-02-003
DATE RECEIVED : APR 02, 2020
DATE REPORTED: APR 15, 2020

PAGE: 2 0f4
Test Report No. : CRSSA/200437126-CA36672
Company 3
TEST REPORT
Sample Description : Nitrile Examination Powder Free Glove
Other Detail : RA/031/02/2020/D1
Size 3 Medium
Quantity Tested 3 13 pieces
Test Conducted 2 Dimensions
Test Method : EN 455 Part 2:2015
Testing Period ] 02 Apr 2020 — 15 Apr 2020
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 92 92 94 92 93 94 |93 92 92 92 93 92 92 |92

Length
Median: > 240mm 256 | 256 | 253 | 260 | 259 |258 |254 |260 |254 |251 |256 |251 |254 |256

SIGNED FOR AND ON BEHALF OF
SGS (MALAYSIA) SDN BHD

CHEE TUCK CHOON
SECTION HEAD
IKM No. M/3983/6401/12/14

This document is issued by the Company subject to i3 General Conditions of Service primed overieal, svailable on request o accessible at Mitp 'www g% comen'T anms-and-Conditions aspx and. for

electromc format documents, subject to Terms and for at_hitp f'www 3gs comien/T erms-and-ConditionsT erms - Document aspa. Attention is drawn to the limitation of

Rabiity Indemnification and JUNsdichion ssues defined therwn Any holder of this document & advised that Information contaned hereon reflects the Company's findings at the tvme of its intervention

only and within the limits of Client's. # any. The C ‘s sole = to s Client and this document does not exonerate parties to 3 transaction from exercising all thew rights and

under the This cannot be 0xcopt in Wl without prior written approval of the Any forgery or of the

u-n-u--——udn-nu-—-u-u-ul--u-y-mnuw—-duuu—mmu--amhuum*mhn
ach are retained for 14 days ondy for pertshable 10od samples. 30 days only for non-perishable food sampies. and 90 days onfy for fats. oits and feed samples.

Lot 4, Persiaran Jubk Perak. Seksyen 22, 40300 Shah Alam, Selangor Darul Ehsan, Malaysia.
1 +6{03) 7627 0080 1 +6 (03) 7627 0082 www.sgs com
T

Member of the SGS Group (SGS SA)

www.stlukelifesciences.com




LET US GROW
TOGETHER

©

We sincerely appreciate your support in expanding our business

For more information and clarifications, please contact our Directors

St Luk\

Dr Manohar Aldo
+91 88677 89777

Address
# Plot No: I-A, 2, 3 (Part), 8th Street, Balaji Nagar, Nerkundram, Chennai - 600 107, India.

www.stlukelifesciences.com
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