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KINESTAR

Medical Exam Disposable
Powder Free Nitrile Glove
KINGSTAR INC is a leading China
Medical Exam Disposable Powder Free
Nitrile Glove manufacturers, suppliers
and exporter. Medical exam disposable
powder free nitrile gloves are suitable in
work environments where there is

possible contact with bodily fluids,
microorganisms, and chemicals. They do
) _ — not contain natural rubber latex and are
www.antigentestdevice.com IS0 (E
an excellent alternative for those

suffering from Type | allergies.

KINGSTAR INC is Medical Exam Disposable Powder Free Nitrile Glove manufacturers
and suppliers in China who can wholesale Medical Exam Disposable Powder Free Nitrile
Glove. We can provide professional service and better price for you.

Product Introduction

Medical exam disposable powder free nitrile gloves offer high flexibility, tactilitytear and
chemical resistance. They can be used in daily life and examination.

Specification

Packing Specification: 100pcs/box, 10bxs./CTN
Box Dimension: 22*11*7.3cm

Carton Dimension: 38%23.5*23.5cm

Weight: S-4.5KG  M-5KG L-5.3KG XL-5.6KG

Tel: +86-574-62338878 Phone: +86-13858300666 E-Mail: info@nbkingstar.com
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Medical exam disposable
powder free nitrile glove

Super elastic | Durable | No leakage

Product Feature and Application

Medical exam disposable powder free nitrile gloves are stretch proof. They have super
wear resistant. And they have high puncture resistant.
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No leakage

Freedom from holes
effective isolationof
viruses and bacteria
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Super
wear-resistant

Super resilient
more puncture resistant

Touch screen
smooth
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Durable
Hard to break

Product Details

Nitrile Butadiene Rubber=95%
Titanium dioxide

Zinc oxide

Surfactant
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Warning and precaution
1. Medical exam disposable powder free nitrile gloves are single use products and should

be used for one procedure and patient only.
2. When wearing gloves, do not wear rings or other ornaments, and trim nails smoothly.

Tel: +86-574-62338878 Phone: +86-13858300666 E-Mail: info@nbkingstar.com
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3. Wear regardless of left and right hands, please choose gloves suitable for your hand
specifications.

4. Do not use if the gloves are contaminated due to packaging damage.

5. It is strictly prohibited to directly irradiate strong light such as sunlight or ultraviolet rays.

Storage and stability
Medical exam disposable powder free nitrile gloves should be stored in a cool, dry, dark

environment without corrosive gases.
The following is the certificates of Medical exam disposable powder free nitrile gloves.
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SATRA

TECHNOLOGY

PPE REGULATION (EU) 2016/425
MODULE C2 CERTIFICATE

Issued to:

-
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This is to certify that the following products tested under SATRA reports referenced: STEO308238 &
CHMO0309438/2109/JH have been found to satisfy the requirement of PPE Regulation (EU) 2016/425
Module C2 EU quality control system for the final product for and on behalf of SATRA Technology Europe
Limited

EU TYPE EXAMINATION PRODUCT GROUP

CERTIFICATE NUMBER REFERENCE PRODUCT TYPE CLASSIFICATION

" EN ISO 374-1:2016+A1:2018
Disposable

2777/15662-01/E00-00 nitrile glove )
EN ISO 374-5:2016

Dated:

e =

Sagnad By (Alan Weston)

For and on behalfl of SATRA Technology
Europe Limited

The issuance of this certificale is subpect fo the company maintaining its manufacturing and qualily system fo the required
standard.

SATRA Technology Europe Limiled. Bracelown Business Park Clonee Dublin 15 D15 YN2P. Republic of irslend,
[Notified number 2777)
Tad: #353 (0} 1 437 2484 Wb, waw salras sone com
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Motied Bady- ZT77 SATRA cusiomes number: P2Z1015

EU Type-Examination Certificate

Certificate number: 2777/15662-01/E00-00
This EU Type-Examination Certficate covers the following product group(s) supported by testing to the relevant
standardsftechnical specfications and examnation of the technical file documentation:
Faliowing 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:
G001 Desposable Nitrile Gloves, Powder-Free

Colour: Blue

Slzes: Classification:

S/7, M/B, /9, XL1O EN ISO 374-1:2016+A1:2018 [Type B Level EN ISO 374-4:2019 Degradation %
40% Sodium Hydroxide (K) 6 1.1
30% Hydrogen Peroxide (P) 4 89
37% Formaldehyde (T) -] 6.1

EN ISO 374-5:2016
Protection against Bacteria and Fungl  Pass
Protection against Viruses Pass

StandardsTechmcal specifications applied:
EN ISO 21420:2020; EN IS0 374-1:2016+A1:2018; EN ISO 374-52016

Technical reporis/Approval documents.
SATRA: CHT0304430/2045, CHMO304803/2046/LC/A, CHMO30£803/2046A.CB

Date first issued: 01/02/2021
y . Date of issue: 010272021
) o of SATRA: (E&i Quincay Brown Expiry date: 010272026
k g 0l 3 ‘)
SATRA [ Fa Clorss CASYMOP Repubic of inderd

Tel: +86-574-62338878 Phone: +86-13858300666 E-Mail: info@nbkingstar.com
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NOA

QUALITY MANAGEMENT SYSTEM
CERTIFICATE

This is to Certify that the QUALITY MANAGEMENT SYSTEM of

— . . —— -

has been assessed by NOA Certification and found fo comply with

GBI/T 19001-2016 idt 1ISO9001:2015

for the scope of

Production and sales of Class | medical device (disposable medical nitrile
examination gloves) within the scope of the license

Certificate Number, NOA2104486

L
Unified Social Credit Code: 9137 1426MASTXOWT48
inktial Certification Date: 28 Apr. 2021 =
Sunellance AuttPass Label: (T :;:‘:.m:,;@ T Certification Manager

156 5001 ACCREDITED

MANGEMENT
CERTIFICATION

oottt
MANAGEMENT SYSTEMS ITioN ARRAM

CERTIFICATION BODY Please scan lhe QR code

above by WeChat to check
certificate validity.

Certificate Issue Date: 28 Apr. 2021 Certificate Expiry Date: 28 Apr. 2024
This certificate is issued by NOA testing & certification, the certificate holder shall accept surveillance audit by NO& and

the certificate shall be renewed by NDA prior to (ts explry date as required. To verify the validity of certificate, please
visit wwwnoagroup.arg . The certificate infarmation is also available on the CNCA official website: www.enca.goven .

NOA Certification Service

Add.:Building 26 Lane 2777 East Jinxiu Road Free Trade Zone Shanghai.China  Email:noai@noagroup.org

Tel: +86-574-62338878 Phone: +86-13858300666 E-Mail: info@nbkingstar.com
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We, the manufacturer, herewith declare under our sole responsibiity that ihe above-mentioned products
meet the provisions of the Reguiation (EU) 2017/745 on Madical wwﬁtumm

dnmmdaﬂonsmrﬂaneduﬂwhpw

|y W
: fg,‘-}/
(v7=% EU DECLARATION OF CONFORMITY
H According to Art. 18 of Regulation (EU) 2017/745 on Medical Devices
il manufacturer: - -
§ : - — » - - -—
E1 - - ——
;¢
: ' - - — -
i —
: L
i/ Trademark: Purism
H
‘ : SRN: Not available yet
. :; European Representative: MedPath GmbH
o Mies-van-der-Rohe-Strasse 8
: 80807 Munich, Germany
il{l  SRN: CN-MF-000008079
il Trade name: Nitrile Examination Gloves
oL
i|{|  Specification: XS, S M,L XL
: Product Name: Nitrile Examination Gloves
il Product code / Catalogue GOO1
: : number:
[/ Basicupt: 697428940G001H3
it} classification acc. to MDR Ax. Class 1.Rale1
¢ Viii:
;: Applied Standard & Common EN ISO 14971: 2017 EN ISO 15223-1: 2016
H b o EN 1041:2008+A1:2013 SO 10993-1:2018
1
: ENISO 10993-11:2017 EN ISO 10993-10:2010
: EN455-1:2020 EN455-2:2015 EN455-3:2015
b EN455-4:2009
it
‘: Conformity assessment MDR Article 19 + Annex |l + Annex il
§ : procedure:
il¢l  CEcertificate No.: NA.
Ht
i Name and ID of the Notified N.A.
: : Body:
0
{
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4
b
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Phone: +86-13858300666

E-Mail: info@nbkingstar.com
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Certificatle CN21/42301
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ISO 13485:2016
EN ISO 13485:2016

For o folowng acovisas
Manufacture of Non-sterile Single-use Medical Nitrile Examination Gloves

This ceificate is valid from 20 Apdl 2021 until 19 Apnl 2024
and remains valid subject io saisfactory surveilance audits.
Ra cartification audt due before § April 2024

Issua 1. Certifiad since 20 April 2021
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