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Shield Works PPE

With 15 years of China manufacturing experience
and a team of over 50 project managers and
engineers, we have the infrastructure and
knowledge to ensure that all medical products
are supplied by approved manufacturers to
required national standards. This eliminates the
risk of bulk shipments being impounded by
customs at port of entry.

The SW PPE Logistics Department is here to
ensure your supply gets to where it needs to be
with zero unnecessary delays. Our Planning &
Ops coordinators are highly experienced and
knowledgeable in customs regulations in China
and all major overseas markets including the USA
and the EU, especially in those related to PPE
such as face masks.

The close relationships we have with customs
agents and brokers built over 15 years of supply
chain management in China means we always
stay on top of the ever-changing customs rules.
Nothing catches us by surprise.

We can charter entire cargo planes, converted
passenger planes and organize regular air freight
and sea freight.

Take the hassle, stress and risk out of this vital
part of your supply chain by engaging with SW
e = i today.

&

Nick Cunningham QVCS Mark Jacobs Mark Clayton FMATT
President & Founder CEO CFO
Major in HM Royal Marines (ret'd) st Class Mechanical Engineer Vice-Chairman of British Chamber of

Commerce Guangdong;
2019 Peace Laureate

www.shielworksmfg.com | www.shieldworks3pl.com | www.shieldworksppe.com

www.shield.works | www.china2west.com
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Hand Protection - Nitrile Gloves

Nitrile Cloves

e 100% latex free - made from durable, puncture

resistant, protein and powder-free nitrile

e Highly elastic and super soft

e Rolled rim to facilitate easy donning

e Designed to give a natural rubber-like feel

e Textured finger tips

e Protects against a wide variety of chemicals

Quality Standard

Complies with EN 455 AND EN 374

Complies with ASTM D6319

SKU: SW-NIGLV

Packaging details

100 pcs per carton /1000 pcs per box

Carton Size: 33.5x26.5x26.5cm

G.W.: 6 KG

CBM: 0.02 KG

V.W.: 4.7 KG

Certifications
[FDA_ [cE
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Type Powder-free, unsterile

Material Nitrile butadiene rubber (NBR)

Color Blue, White, Purple, Pink, Black,
Red

Model Ambidextrous, with rolled rim

Storage Protect from heat, humidity,

strong light and ozone

Size/overall length as per EN 455-2

XS, S, M, Land XL 240 mm
(2230mm for USA)

Impermeability as per EN 455-1

AQL 1.5, 2.5, 4.0 Available

Durability, in original package if
stored as per din 7716, ISO 2230

Min. 5 years
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Jepartment of Health & Human Services

SEARCH

(p2Y U.S. FOOD & DRU

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

510(k) Premarket Notification

|
© FDAHome © Medical Devices @ Databases =l e

510{} | DeMNovo | Registration & Listing | Adverse Ewents | Recslls | PMA | HDE | Classification | Stsndards

CFR Title 21 | Radiation-Emitfing Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

New Search Back To Search Resulis

Device Classification Name Folymer Patient Examination Glove

510(K) Number K110981
Device Name POWDER-FREE NITRILE PATIENT EXAMINATION GLOVES
Applicant SHANDONG YINGHONG MEDICAL PRODUCTS CO., LTD

12390 EAST END AVE.
Chino, CA 91710
Applicant Contact Frank Liu
Correspondent SHANDONG YINGHONG MEDICAL PRODUCTS CO., LTD
12390 EAST END AVE.
Chino, CA 91710

Correspondent Contact Frank Liu
Regulation Number 880.6250
Classification Product Code LZA

Date Received 04/07/2011
Decision Date 07127201
Decision Substantiafly Equivalent (SESE)
Regulation Medical Specialty General Hospital
510k Review Panel General Hospital
Summary Summary,

Type Traditional
Reviewed By Third Party No
Combination Product No

Page Last Updated: 05/11/2020

Note: If you nead help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | Sh37 | Tiéng Viét | S+= 0 | Tagalog | Pycckuit | &x =1 | Kreydl Ayisyen | Francais | Polski | Portugués | ltaliano | Deutsch | BZEEE | —
| English

1
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'/- Essued o Shandong IntcobMedical Products Co. Lid
Ciwiang Road, Maoshan Industrial Park
SATRA Grgern
Shandong
TECHNOLOGY 282505
China
Motfied Body: 2777 SATRA customer member: P1720

EU Type-Examination Certificate

Certificate number: 2777/11804-01/E00-00

This EU Type-Examination Cerificate covers the following product group(s) suppored by testing to the relevant
standardsftechnical 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 |l of the PPE Regulation (EU) 2016/425 as a Category Ill product.

Product reference: Description:

697024575 Five fingered disposable nifrile non-sterile gloves.
Blue 687024575 601-605

Violet 697024575 631-635

White 697024575 641-645

Black 697024575 651-655

Sizes: Classification:

6X5, 6.5/5, TM, 8L, 9rxL EN IS0 374-1:2016+A1:2018 Mype B Level EM 374-4: 2013
40% Sodium Hydroxide (K) & -115%
30% Hydrogen peroxide (P) 2 -9.5%
37% Formalkdehyde (T) 3 74%
EN 150 374-5: 2016
Protection against Bacteria and fungi Pass
Protection against viruses Pass

Standards/Technical specificatons applied:
EN 420 2003+A1: 2008; EN 150 374-1:2016+A1:2018; EN 150 374-5:2018

Technical reports/Approval documents:
SATRA: CHTO2TB438/1848
SG5: QDHL 180601311307, CH-TXCA420074520, CH:TX: 8420020333, CH:TX: 8420020243 CH:TX: 0420026500-1, CH:TX:
B420014853-1, CH:TX: B420026318-1, CHTX: 0420614850
T T21842857-2

Signed on behalf of SATRA: Ak Tara Saunders T S Geoff Graham
Date first issued: 3000172015
Date of issuwe: 3012013 Expiry date: 30/01/2024

\ Page o2

EATRA Technokogy Europe Limfied. Smacetown Busiress Park, Conee. DEYRDP. Repubiic of Insiand
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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 cerificate 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 eguipment once you have drawn up an EU declaration of product
confarmity. Please note:

ra

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

Full details of the cerification and product are contained within the manufacturer's technical
documentation.

Where a transiation of this certificate exists, the Englizh language version shall be considered
as the authontative text.

Cenrtification iz limited to production underiaken at the sites listed in the manufacturers technical
documentation.

Ongoing manufactured product shall be consistent with the product(s) cedified and listed on
this cerlificate.

The Mamufacturer shall infform SATRA of any changes to the cerified product or technical
documentation.

This cerificate shall be kept together with the relevant technical documentation in a safe place
by the client named on this cerificate. Production of this certificate and other documentation
may be required by a representative of the EC member state government.

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

SATRA Technology reserves the right to withdraw this cerificate if it s found that a
condition of manufacture, design, materals or packaging have been changed and
therefore no longer comply with the reguirements of Regulation 2016/425.

Page2of2
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Al
INTCO
Document Number INTCO*CE*DC*NBR*OOl. ‘ Version: A/l
EU DECLARATION OF CONFORMITY

Manufacturer Authorized Representative

Name: Shandong Intco Medical Products Name: Lotus NL B.V.

Co., Ltd.

Address:  Qiwang  Road, Naoshan Address: Koningin Julianaplein 10, le Verd,
Industrial Park. Qingzhou, Shandong, 2595AA, The Netherlands

China

Declares that the MDR described hereafter
Product name and model:
Disposable Nitrile (NBR) Gloves
UMDNS code: 11882

UDI-DI: (XS, S, M, L, XL, XXL)

Blue Gloves: 6970245756014 / 6970245756021 / 6970245756038 / 6970245756045 / 6970245736052 /
6970245756069

White Gloves: 6970245756410 / 6970245756427 / 6970245756434 / 6970245756441 / 6970245756458 /
6970245756465

Black Gloves: 6970245756519 / 6970245756526 / 6970245756533 / 6970245756540 / 6970245756557 /
6970245756564

Violet Gloves: 6970245756311 / 6970245756328 / 6970245756335 / 6970245756342 / 6970245756359/
6970245756366

Meet the provisions of the Council Regulation EU 2017/745 which apply to them.

The medical device has been assigned to class I according to Annex VI of the Regulation EU

2017/745. It bears the mark ( €

CONFORMITY ASSESSMENT ROUTE: EU 2017/745, Annex | & VIl

I'his Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.
The above mentioned declaration of conformity is exclusively under the responsibility of

Company: Shandong Intco Medical Products Co., Ltd,
Address: Qiwang Road, Nacshan Industrial Park. Qingzhou, Shandong, China

Shandong 2019-05-06 ) Chi Yongtao Plant manager

Place , date Legally binding signature, Function
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Certificate GB16/871585

Shandong Intco Medical
Products Co., Ltd.

No.9888 Qiwang Road,
Naoshan Industrial Park,
Qingzhou,

Shangdong,

262500 China.

Itis certified that the manufacturer's technical file and the PPE product detailed on
page 2 have been assessed and found to be in accordance with

EC Directive 89/686/EEC

EC Type-examination

This certificate is valid from 12 May 2016 until 21 April 2023
Issue 1. Certified since 12 May 2016

Authorised by

SGS United Kingdom Limited, Notified Body 0120

Unit 2028 Worle Parkway, Weston-super-Mare, B$22 8WA, United Kingdom
t+44 (0)1934 522917f +44 (0)1934 522137
e-mail sgsprodcert@sgs.com www. sgs.com

SGSEC 031011

This certificate remains the property of SGS United Kingdom Ltd to whom it must be retumed on request.
Page 1 of 2
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Certificate GB16/871585, continued

Shandong Intco Medical
Products Co., Ltd.

EC Directive 89/686/EEC

EC Type-examination
Issue 1

PPE Product

Synguard (logo) disposable nitrile gloves, ambidextrous NBR disposable
gloves with a nominal palm thickness of 0.08mm, which are available in two
colour options: Blue & White, and five nominal hand sizes: XS, S, M,L &
XL.

Itis certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found to be in accordance with the
requirements of Council Directive 89/686/EEC. When examined the PPE
satisfied the requirements in the relevant harmonized standard:

EN 374-1:2003 (Protective gloves against chemicals and micro-organisms)
including clause 5.2 with EN 374-2:2003 inspection level 2, but excluding
the minimum requirements for clause 5.3.2 (EN 374-3:2003 permeation

(= level 2) with three reagents from the list in Annex A of EN 374-1:2003).

The manufacturer's information notice [INTCO-TF appendix D instructions
for use], in English, has been inspected and found to have addressed all of
the relevant requirements of the standard. However, the detailed content of
the information notice is the responsibility of the manufacturer, as are
translations into other languages.

This certificate is issued on the strict condition that appropriate checks on
manufactured PPE, as detailed in Article 11 of the Directive are
implemented and maintained while the model is in production.

Certification is based on technical file specification: INTCO-TF, Rev A1
dated 2016-2-15.

SGS Reference Number GB/PP 234995

This certificate remains the property of SGS United Kingdom Ltd to whom it must be retumed on request.

Page 2 of 2
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SGS

Test Report Mo.: SHHL1 70301 07 19M0-01 Cate: MAR. 28, 2017 Page:10f5

QINGDAC HARDLINES LAB

THE TEST REPOAT IS TO SUPERSEDE THE TEST REPORT Mo.: SHHL1703010713MD
DATE: MAR. 22, 2017

The following sample(s) was'wera submitiad and identifiad by the client as:

Sample Description :BLUE NITRILE EXAMINATION GLOVES

SGS Raf. No. : QDHL17030042090T

LOT Mo. :5516-201 70104

Sample Receiving Date MAR. 13,2017

Tesfing Period MAR. 13, 2017 TO MAHR. 22, 2007

Test Pariormed :SELECTED TEST{S) AS REQUESTED BY APPLICANT

Test Reguestad :1. FREECOM FROM HOLES (ASTM DE&313-10 CLAUSE
6.1.2)

2. PHYSICAL DIMENSIONS (ASTM DE313-10 CLAUSE

6.1.2)

3. PHYSICAL PROPERTY CHARACTERISTICS (ASTM
DE319-10 CLAUSE 6.1.4)

4. POWDER RESIDUE FOR POWDER FREE GLOVES
{ASTM D6319-10 CLAUSE 6.1.5)

Test Rasuit(s) :FOR FURTHER DETAILS, PLEASE REFER TO THE
FOLLOWING PAGE(S)
Conclusion :THE SUBMITTED SAMPLE MET THE TEST

REQUIREMENT.

semssms e,

Signed for and on behalf of
SGS-CSTC Standards Technical Senices (Shanghai) Co., Ltd.

M

Melody Zhang
Authorized Signatory
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SGS

Test HEPI:IH Mo SHHL1703010719MD-01 Date: MAR. 28, 2017 Page: 2 of 5
Test Conducted:

ASTM DE319-10 Standard Specification for Mifrile Examination Gloves for Medical Application

Mumber of test sample 1 244 pes

Accaolerated aging condition : 70,166 h

Defects obsarved bafore tastng :  Nodefect

Test Raesult : Pass

Clausa  Test ltems Result Mote

6.1.2 Fraadom from Holes Pass #1
6.1.3 Physical dimensions Pass #2
6.1.4 Physical property characteristics Pass #3
6.1.5 Powdar Residus For Powder Free Gloves Pass #4
Notes @ #1- Test details sesa test result 1.

#2- Tesi details see test result 2.

#3- Test details sea tast result 3.

#4- Test details ses test result 4.

# 5- The sampla selcting amount for Freedom from Holkes s deviated to 200 pcs as
accessed by SGS.

# EB- The sample selectng amount for Physical dimensions and Physical property
characteristics is deviated to 12 pcs per test as accessed by 5G5.

#7- The hardnass of the glove is mailariaks = 35 IRHD as per cliant's claim.
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Hand Protection - Nitrile Gloves

SGS

Test Report  No.: SHHL1703010713MD-01 Date: MAR. 28, 2017 Page:30f5

Test Result:

1. Freadom from Holes

Sample Quantity: 200

ACL: 25 Accept: 10 Hajpct: 11 Found:0
2 Dimensions

Sample Quantity: 13

ACL: 40 Accapt: 1 RHeject: 2 Found:0

A Length Width Thickness at fimger Thickness at palm

Size | Sample No. B o G aak

1 245 a5 0.084 0.059

2 246 g5 0.099 0.062

3 235 a5 0.103 0.055

4 243 g5 0.098 0.058

5 240 g5 0.106 0.062

[& 242 g5 0.093 0.060

M ¥ 245 28 0.103 0.061

3 8 246 36 0.094 0.058

9 245 g5 0100 0.059

10 243 o4 0.093 0.056

11 243 a5 0.088 0.058

12 245 04 0.089 0.0E3

13 243 85 0.0 0.060

Found 0 0 4] 0

Requiremeants: ses tabls 1

Table 1 Dimensions and tolerances
MNOTE: Sizing that falls within the folerance overlaps between two szes may ba labeled as a size
range including both sizes, for exampla, smallimedium and madium/iarge.

" i Size Tolarance,
Dasgmaton 6] 6% | 7 | 7% B [ % 5 mm
Width by see, mm 75 B3 B3 95 102 108 114 pa ]
. ¥x-small | small [ unisze | medium | large | X-Large
A 70 B0 a5 o5 110 120 +10
Length, mm 220 220 230 230 230 230 in.
Thickness, mm
Fingear 0.05 Min.
Palm 0.05 Min.
gyt gl el R gl b g ol Al i i i sy
B o B e e Bt ¢! Rl f;'.?”m' - .’JS"J.ﬁ;Ef?;':.., i ,.,,f::d'm;',':' 2 rpee
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£ o i1a dacaman b aaiweful med oflasden Tay 58 prasssoed b tha
IH|. i mm. itk i et [ nr'irm ¥ o iae lln:H:_. uh: il-d lu-\:ll nmll lIl mm- S nu .-‘.‘ldlfl ar| h
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Hand Protection - Nitrile Gloves

SGS

Test Report Mo.: SHHL1703010718MD-01 Date: MAR. 28, 2017 Page:40f 5

3. Tensile Proparties

Sampla Cuantity: 26

AGL: 40 Accept: 1 Reject: 2 Found:0

Samole Baiore ageing Aftar ageing
NDF' Tensile strangth Ulimate Elongation Tensile strength Ulimate Elongation
MPa F MPa %
1 21.6 B56.7 2r.a 7333
2 a2 7487 ) B 833.3
3 346 7496 23.2 7067
4 iy 1023.3 32.2 893.3
5 29.3 9967 248 680.0
6 23.3 967 2949 g10.0
I 21.9 952.5 28.1 8067
8 30.4 1016.7 295 806.7
9 205 1040.0 327 8567
10 34.1 1058.8 34.3 1023.3
11 28.3 1030.0 30.1 g53.3
12 17.1 8267 2h.1 B4B.7
13 255 976.6 323 9280.0
Found [1] [1] 0 0

Hequireaments: see table 1
Table 1- Physical requirements

Bafore aging After aging
Tensila strength | Ulimate Elongation Tensile strangth Ulimate Elongation
14 MPa Min. 500% Min. 14 MPa Min. 400% Min.

4. Powder Residue for Powder Free Gloves

Test liem Test Method Reguirement Test result Rating
Powder residua Clause 7.6 | Have a powdar residus limit of 2.0 mg. 0.45 Pass
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QUALITY PROTECTION EQUIPMENT

Hand Protection - Nitrile Gloves

SGS

Test Report Mo.: SHHL1703010718MD-01 Date: MAR. 28, 2017 Page:5of 5

Sample Photo:
Sample as receved (Sze M)

SGS autheniicate the photo on original report only

***End of Report™*
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Hand Protection - Nitrile Gloves

SGS

Analysis Report SHAHG1926089102A01 Date: Dec. 5, 2012 Page 1 of 6

SHANDONG INTCO MEDICAL PRODUCTS CO., LTD.
MO.9888, QMWANG ROAD. NAOSHAN INDUSTRY PARK, QINGZHOU, SHANDONG, CHIMA

THIS REPORT IS TO SUPERSEDE TEST REPORT NO.SHAHG1926089101
Sample Mama: Disposable Mitrile Gloves

Above information and sample{s) was'were submitted and confirmed by the client. 3GS, however,
assumes no responsibility to verify the accuracy, adeguacy and completeness of the sample information

provided by client.

e Esmes mne

SGS Job No.: QDHL1911018592M0-01

Date of sample received: 25 Now. 2019

Testing Period: 25 Nov. 2019 — 02 Dec. 2019

Test Requestad: Selected test (5) as requested by client.
Test Mathod: Please refer to next paga(s).

Test Rasults: Please refer to next paga(s).

Signed for and on behalf of

S5GE5-CETC Standards Technical Services (Shanghai) Co., Lid.

fi

Helen Liu
Approved Signatory
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Nitrile Gloves

SGS

Analysis Report SHAHG1926089102A01 Date: Dec. 5, 2019 Page 2 of 6

Summary of Rasults:

Test ltem Test Method Result Conclusion

Matural Latex ldentification FTIR, PY-GCMS, UV-VIS Sea results

Mote: Pass: Meei the requirements;
Fail: Does not mest the requiremeants;

/- Mot apply to the judgment.

Test ltem: Matural Latex Identification

Sample Description: See Photo

Test Mathod:

1: Major composition check: With reference to ASTM E1252-98(2013), analysis was performed by Fourier
Transform Infrared SpectromeatenFTIR);

22 Major composition check: With reference to 130 172572013, analysis was performed by Pyrolysis Gas
Chromatography Mass Spectrometry({PY-GCMS);

3: Determination of aqueous extractable protein: With refarance to ASTM D57 12-15, analysis was parformed
by Uktraviclet and Visible Spectromaetry (UV-VIS);
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Nitrile Gloves

SGS

Analysis Report SHAHG1926089102A01 Date: Dec. 5, 2019 Page 3af 6
Test Besuit:
Tast tam Result
Major compaosition chack by FTIR Major composition is Acrylonitrile-butadiene rubber
Major composition chack by PY-GCMS Major composition is Acrylonitrile-butadione rubber
Determination of agueous extractable
protein(pg/mi) Mot detectad

Remark:
1: py'ml = microgram par milliitar
2: Detection limit of agueous axtractable protein is 2pgml

Conclusicn:
As par test specified above, the submitted sample was found to be material Acrylonitrile-butadiene rubber.
It was not made of natural latex.

Remark:

1: Natural latex contain poly(isoprens) and agueous axtractable protain.

2: Per US FDA recommendation dated an 2015 March. it is recommended not to state the wording *MOT
COMNTAIN latex” and the wording “Free of latex™ in any medical devise.
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QUALITY PROTECTION EQUIPMENT

Hand Protection - Nitrile Gloves

SGS

Analysis Report SHAHG1926089102A01 Date: Dec. 5, 2019 Page 4 of 6
Represantative attachments
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Nitrile Gloves

S6GS

Analysis Report SHAHG1926089102A01 Date: Dec. 5, 2019 Page 5 of 6

1: The above contents and datum in this repont were composited from spectrum expression and technical
practica, which should not be used for trade setflement, safely protection, medical treatment and public health,
anvironment monitoring, laws and regulations judgment.

2: This repart is reference material for consignor only, consignor must not issue the report include related
datum to public medium and internet unless achiev ed service part permission, othenwise consignor should
undertake the dus probable obligations. If the publishing damage benefit and prestige of sarvice part, consignor
should compensate for it Consignor should use the report with discretion, risks, loss and legal aftermath which

lead to using of contents and datum in this report should be responsible for themssalves.

Linissn ofharsins agrasd is wriing, this docunsenl is isssed by tha Compary sshjsc o iln Gesarsl Condbices of Bsrvice prinsad
oveclenl, svalabls on requast o scosxsizls 51 hilp e, sge. comven Terme-sid-Cord s ons maps and, for shecironic loomst focuments,
sutimcl lo Farrm and Conditions for Emcrans: Decarers al Rl i, T Tt Tt~ A B L T rs-g-Chmarmear L s,
Al fiaf im awn 1o e ntatien of by, ndamnt !uuu it Sl Taties Seliaes tharsie: Any 2 R e e
mivnad 1hal indarmanins coninines hiesan ko ﬁu COMEpary -:Il'nu-r-pl 1 1 fime OF S inieeverans anly Bnd weEhin the Gmis of
Cieal'y meirscions, (T sy The Compeny's sabe SLARY da o i Char and this doswmeat s wol ewpneiEla pariies 1o o
Iranssciion from -.n—.-ung sll thair rights sad nth.l iorm usder Bhe franasciion dncumeabe This nrol e

mecwps in full, witowd price aritien appeovsl of e Compeny. doy ussuSarizes slsmion, fo S5 Tatelh #fian. r} W Ccertant
mepearance of [his docummnl kel s olesders may by prosesubed bl lules)s2ten] = e los. Onees sihsesise slebed S
.nuh-. l-‘numllnlhc-lnﬂlﬂ.-:l tlr o I,. tath Hrrullf]:ll'lbl

Pl P B30T 1840

_meﬁmmﬁmm:ﬂmﬁm Pt i UERE -2 61 a05R) TERE (BG-2104000T0  wwwaghpmap om.m
| - Ll -8 E W LSeasE e M 002 EHL (-2 ASE  HLBG-Z160 S 0 gchinagfageoom

Meenbae of the 565 Group (553 54)
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Hand Protection - Nitrile Gloves

SGS
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Sample photo:

SHA1S-260891.001

S35 authenticata the photo on original repaort onty

*** End of Report ***
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Nitrile Gloves

Instruction Manual

[General name] Disposable Nitrile gloves

[Size & Standard] Size: XS, X, M, L, XL. Standard: 10 pcs/box, 12 pcs/box, 20 pcs/box, 50 pcs/box,
60 pcs/box, 80 pcs/box, 100 pcs/box

[Manufacturer] SHANDONG INTCOMEDICAL PRODUCTS CO.LTD

[Contact] Qiwang Road, Naoshan Industrial Park, Qingzhou, Shandong, China, 262500,
0536 - 6136888

[Structure composition & Description] For patient examination.
Made of Nitrile. For single-use only. Non-sterile gloves.

[Range of application] For medical and nursing staff, typically used for examination and to prevent
cross-infection between doctors and patients.

[Notes]

. For adults only;

. To be used in 10°C - 30°C.

. Before using, please trim your fingernails to avoid any damage.

. Don’'t wear any accessories when using the gloves.

. One-time using and can not be reused.

. Please do not use if the package is damaged.

. After using, Dispose of the product as bio-hazardous waste per institutional protocol.

~N O oA WDN P

[Contraindications]

1. If you have any discomfort, please stop using it immediately.

2. Please keep away from corrosive chemical such as acid-base and organic solvent, to avoid any
damage.

[Instructions] Open the box, and take the gloves out of packaging and wear
[Storage] Store in a cool dry place, relative humidity < 80%, avoid direct sunlight.

[Date of manufacture] Refer to product box
[Validity period] 5 years



SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Nitrile Gloves

TEMPERATURE LIMITATION:
10°C - 30°C SINGLE-USE

KEEP AWAY & | KEEP AWAY
FROM SUNLIGHT ‘ Ill‘ FROM RAIN

DISPOSE IMMEDIATELY
RECYCLABLE AETER USE
ED/A Ay

[ 7z]
(7]
(7]

INTERNATIONAL



SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Nitrile Gloves

e R I
PEOPLE’S REPUBLIC OF CHINA
YT 2 bl 1 ]
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

WEHRE: BHEALEMRE 20160020
Certificate NO.: Approved by Shandong Weifang food drug safety system20160020

FERARH: —KETHEREFE | —ShMHLBREFE | —KEPCREFE
Product(s): Disposable nitrile examination gloves | Disposable latex
examination gloves | Disposable vinyl examination glove

HEBERE, XS .S, M, L, XLIXS.S. M, L, XLIXS .S, M, L, XL
Model: XS . S. M. L. XL|XS .S, M. L. XLIXS.S. M, L, XL

EREMREEREILS: BHEKRE 20160022 5 | H#H ML 20160023 5 | B HERE
20160024 =

Registration certificate(s): Shandong Weifang feed system of drug safety SIUP
20160022 | Shandong Weifang feed system of drug safety SIUP 20160023 | Shandong
Weifang feed system of drug safety SIUP 20160024

gl WRFAE T B R E

Manufacturer: Shandong Intco Medical Prodncts Co.,Ltd

AErEpVER: LRSS EMNTHELEFITAXG 3% 9888 F
Address of manufacturer: No.9888,Qiwang Road, Naoshan economic development
area, Qingzhou, Shandong Province

AEFEFTREERTS: GHA%EWHAE™% 20160008 5
Manufacturing License (s): Record by Shandong (Lu) Weifang (Wei) drug safety food
machinery 20160008

WA LR R EETFEREAEFEHE.
This is to certify that the above products have been registered to
be manufactured and sold in China.

WA EHE: 20184 10 A 17 H

This certification valid until: ’,»-""“'.“" .
’ M e
‘ VALY
&k A S &
Remark: f g o
{i= % -2
204624F 1 18 HI
L2 2 §
W, P 4 ) '.;1
5, f " }, } ‘__.-"-.r
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Hand Protection - Nitrile Gloves
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QUALITY PROTECTION EQUIPMENT

Hand Protection - Nitrile Gloves

P
oy

Certificate CN12/10046

The management system of

Shandong Intco Medical
Products Co., Ltd.

Qiwang Road, Naoshan Industrial Park, Qingzhou City,
Shandong Province, 262500, P.R. China

Unified Social Credit Code 91370781561439654L

(}(‘,l
(h% i
-.Q

SGS.

has been assessed and cerlified as meeting the requirements of

ISO 9001:2008

For the following activiies

Manufacture of non sterile powder-free NBR (Nitrile Butadiene Rubber)
and PVC (Poly Vinyl Chloride) patient examination gloves

Further clarifications regarding the scope of this certificate and the applicability of
150 9001:2008 requirements may be ablained by consulting the organization

This certificate is valid from 10 April 2017 until 15 September 2018

and remains valid subject to satisfactory surveillance audits.
Recertification audit due a minimum of 60 days before the expiration date
lssue 4. Certified since 27 January 2013

Authorised by

$6S United Kingdom Ltd U
Rossmore Business Park Eliesmere Port Cheshire CHE5 3EN UK MAQ,J‘ :Emsim
t-+44 (0)151 350-6666. f+44 (0)151 350-6600 www.sgs.com
The cettification information can be verified on the web site of Gertification and Accreditation 0005
Administration of the People’s Republic of China www.cnca.gov.cn

SGS9001-8 01 0614

Page | of 1
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Hand Protection - Nitrile Gloves

Certificate CN14/10163

The management system of

Shandong Intco Medical
Products Co., Ltd.

Qiwang Road, Naoshan Industrial Park, Qingzhou City,
Shandong Province, 262500, P.R. China

has beein assessed and certified as meeting the requirements of

ISO 13485:2003

For the following activities

Manufacture of non sterile powder-free NBR (Nitrile Butadiene Rubber)
and PVC (Poly Vinyl Chloride) patient examination gloves

Effective Date 10 April 2017 Expiry Date 31 December 2018
Re certification audit due before 8 December 2018

Valid subject to satisfactory survelllance audits.

Isste 4. Certified since 28 April 2014

Authorised by
Jan Saundars — Business Manager

SCC Accredited
CB-MS

6

ocsm
Accrédité CCN

SGS:United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CHEB5 3EN UK
1 +44 (0)151 350-6666 f+44(0)151 350-6600 Wiww.sas.com
CMDCAS recognised registrar

SGS 13485 CMDCAS 0311

Page 1 of 1
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Hand Protection - Nitrile Gloves

Certificate CN13/10016

The management system of

Shandong Intco Medical =
Products Co., Ltd. =, ,
s _S6S

Qiwang Road, Naoshan Industrial Park, Qingzhou City,
Shandong Province, 262500, P.R. China

has been assessed and certified as mesting the requirements of

ISO 13485:2003
EN ISO 13485:2012

For the following activities

Manufacture of non sterile powder-free NBR (Nitrile Butadiene Rubber)
and PVC (Poly Vinyl Chloride) patient examination gloves

This certfficate is valid from 10 April 2017 until 27 January 2019
and remains valid subject fo satisfactery surveillance audits.
Re certification audit due before 8 December 2018
Issue 4. Certified since 27 January 2013

Authorised by

UKAS
MANAGEMENT
SYSTEMS

0005

SGS United Kingdom Ltd

Rossmore Business Park Ellesmére Port Cheshire  CHES 3EN. UK
t+44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com
8GS 13485-2 1114

Page 1 of 1
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Document Number: SWPPE-CE-NIGLV-001 Version: 001

EC DECLARATION OF CONFORMITY

Authorized Representative

Manufacturer

Name: China 2 W ices Limi
Name: SHANDONG INTCO MEDICAL PRODUCTS ame: China 2 West Services Limited

CO.LTD

Address: Flat /RM 16E, Neich Tower, 128 Gloucester

Rd, Wanchai, HongKon
Address: Qiwang Road, Naoshan Industrial Park, giong

Qingzhou, Shandong, China

Declares that the MDD described hereafter

Product name and model:

Five fingered disposable nitrile non-sterile gloves.

The product is certified to meet the Essential requirements and relevant provisions of

EC Directive: 89/686/EEC
Standard(s)/Directive(s):

EN 374-1:2003

EN 374-2:2003

ENISO 374-1:2016+A1:2018/Type B
EN ISO 374-5:2016

as shown in the CE Certificate:
2777/11804-01/E00-00

This Declaration of conformity is valid in connection with the release document for the respective batch of
produced devices.

The above-mentioned declaration of conformity is exclusively under the responsibility of

Company: China 2 West Services Limited
Address Flat /RM 16E, Neich Tower, 128 Gloucester Rd, Wanchai, HongKong

Zhuhai China, 2020-04-29

Place, date

Mark Clayton, Group CFO
Expiry date: 2021-04-29 Legally binding signature
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For serious inquiries, contact us for more information and an accurate quote.
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China Headquarters: +86 (0)756 3828390
US Head Office: (+1) 650 666 0050
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www.china2west.com
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