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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




SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Vinyl Gloves

Vinyl Gloves

e DOP, DEHP-free

Available both powder-free and powdered

Practical barrier for wide range of applications

Soft, good fit, feel and performance

Available in sizes from XS to XL

Quality Standard

Complies with EN 455 AND EN 374

Complies with ASTM D5250

SKU: SW-VIGLV { VINg_ =

Packaging details

100 pcs per carton /1000 pcs per box

L]
L=

Carton Size: 33.5x26.5x265cm

G.W.:6 KG
C€ FPA
CBM: 0.02 KG
V.W.: 4.7 KG
[ ] [ ] [ ]
certlflcatlons Type Powder-free, unsterile
m m Material Vinyl
Color Transparent
Model Ambidextrous, with rolled rim

Protect from heat, humidity,
strong light and ozone

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

Storage

Size/overall length as per EN 455-2

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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ﬁ/ﬁ U.S. FOOD & DRUG

June 20, 2019

Anhui Intco Medical Products Co. Ltd
% Derek Tian

Official Correspondent

Intco Medical Industries, Inc.

805 Barrington Ave

Ontario, California 91764

Re: K190095
Trade/Device Name: Powder-Free Clear Vinyl Patient Examination Gloves
Regulation Number: 21 CFR 880.6250
Regulation Name: Non-Powdered Patient Examination Glove
Regulatory Class: Class |
Product Code: LYZ
Dated: March 21, 2019
Received: March 26, 2019

Dear Derek Tian:

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. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. 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 (see above) into either class Il (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.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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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) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; 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 https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). 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 (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

For Elizabeth Claverie, M.S.
THT4B2: Disinfection, Reprocessing and Personal
Protection
Acting Assistant Director, THT4B1: Sterility Devices
DHT4B: Division of Infection Control
and Plastic Surgery Devices
OHT4: Office of Surgical
and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Enclosure
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
FeRREnd BINg AeutinGEeation Expiration Date: 06/30/2020
Indications for Use See PRA Statement below.

510(k) Number (if known)
K190085

Device Name
Powder-free clear vinyl patient examination gloves

Indications for Use (Describe)
A patient examination glove is a disposable device intended for medical purposes that is worn upon the examiners' hands

or fingers to prevent contamination between patients and examiners

Type of Use (Select one or both, as applicable)
(] Prescription Use (Part 21 CFR 801 Subpart D) @ COver-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to 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 information is estimated to average 79 hours per response, inciuding the
fime to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate 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

Office of Chief Information Officer

Paperwork Reduction Act (PRA) Staff

PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OME number.”

PSC Publethieg Servien (J01) 4436740 EF

FORM FDA 3881 (7117} Page 1 0f 1
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/- Fssued to: Shandong IntcolMedical Products Co. Lid ﬂ\l
Ciwiang Road, Maoshan Industrial Park
SATRA Grgers
Shandong
202506
China
Motfied Body: 2777 SATRA customer member: P1720

EU Type-Examination Certificate

Certificate number: 2777/11030-03/E00-00

Thizs EU Type-Examination Certificate covers the following product group(s) supported by testing fo 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:

Clear — 697024575 xxX Disposable vinyl Powdered and Powder-Free, non-sterile gloves
Yellow — 697024575 200K

Blue — B97024575 20X

White — BI70245T5 XXCX

Size Blue White Clear “Yellow Classification:

BX5 221 23 20 21 EM IS0 374-1:2016/Type B Level Degradation %
75 >3 292 202 212 Sodium Hydroxide 40% (K) 6 -15.9
Hydrogen peroxide 30%(P) 2 221
&M 223 233 203 213
Formaldehyde 37% (T) 3 152

gL 224 234 204 214

EN IS0 374-5:2016
A 225 235 205 215 Protection against bacteria and fungi Pas=
Protection against viruses Pass

Standards/Technical specificatons applied:
EM 420: 2003+A1: 2008; EN 388:2016; EN IS0 374-1:2018; EN 150 374-5:2016

Technical reports/Approval documents:
SG5: CH:TX. 7420016048, CH:TX:7420018055,QDHL 17030038870T, QDHL17030039380T, CH-TX: 8420028491-1,
CH:TX:-B420028400, CH-TX: 1042061886, CH:TX:1042058408
SATRA: CHTO272448/1814. CHTO285339/1821, CHTO280247/1803
T T21842857-1, T18223458-EEC18-WBH_CR1, 7181221088-CHM18-TSL

Signed on behalf of SATRA: & Bunnary Anita Brennan cillotip ol Jacque Glasspocl
Date first issued: 06082018
Date of issue:  09/01/2020 Expiry date:  06/08/2023
\-._ Fage 1 072 -/j

EATRA Terhmokogy' Eurnpe Limiled. Seacsiown Business Park. Clones. DISWRDP. Republe of Insand.
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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 cumrent certification agresment.

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
Sth March 2016 on personal protective equipment once you have drawn up an EU declaration of product
confarmity.

Please note:

10.

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

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

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

Ceriification is limited to production underiaken at the sites listed in the manufaciurers technical
documentation.

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

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

Where results obtained during type testing are within the budget of uncertainty when compared
to the pass requirement, classification or performance level, then it iz the responsibility of the
manufacturer to ensure that the factory production control and manufacturing tolerances are
such that the product placed on the market meets with the atated requirements, classifications
or performance levels.

This certificate 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 govermment.

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

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

Pag=2of2
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QM
INTCO

Dioscwment Nuimlbwe INTCO-CE-DC-PVC-001 Wersion: AL

EU DECLARATION OF CONFORMITY

Manufacturer Authorized Representative

Neeme: Shandong Inteo Medieal Products Vo Lotus ML BV,

Co., Lid.

loddress iwang Ravad, Maoshan Adldress Koningin Julianaplein 10, le Verd,
Industrial Fark. Qingrhou, Shandons, 159544, The Netherlands

China

Declares that the MDR deseribed herealter
Praduct name and moge!
Disposable Yinvl (PVC) Gloves
LMDNS code: 11882
UDI-DI: 6970245751019 [ 6970245751026 [ 6970245751033 / 6970245751040
U T2I45T51057

Meet the provisions of the Council Regolation EU 2007745 which apply to them.

[he medical deviee has been assigned o class | according o Annex VW of the Regulation El

C€

CONFORMITY ASSESSMENT ROUTE: EU 2017/743, Annex | & VIf

MU TI45, 1t bears the mark

This Declaration of conlommity is valid in connection with the release document for the

respective batch of produced devices

[he above mentioned declaration of conform ty is exclusively under the responsibility of

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

Shandong  2019-05-08 _Chi Yongtao  Plant manager

Fiaea | dale Legally Birvdivag sigoalure, Furmshion
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TAS

171021110579

ol R o) K=

TEST REPURT

STFWT20200450
P ST ‘
Product Name f}K }ri PVC %E
ZFCHAL I _
Trust  Unit Iij f[.r\ oL ’?’{’ I% Tf diIJ Itl—llil '{—J BE /A\f HJ
/—[—_: j.‘s.’;f.: EF_" 1&: _ - :
Manufacturer llj ’4]-‘ 9%/}:”{' I%Ffﬂilj 1:% ﬁ IKE%/Z}: ﬂ
36025 ) »
Test Category %EC'?EIZ“.*’? ﬁgﬁ

INEHENGENIPERESmEiEknl

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS
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(i) oW ok &
Report BT
Bty
STFWT20200450 2 1O il
Page 1 of
Mg L
R 7 S i Specification Type
Product Name RIEPVC FH 1] br .
Trademark
FHE iy [EE] &
'**E“_‘ LI R FERH BRI ) AT PR 2 ) : A 18266365220
Trust Unit lel
e i S B 2%
,;11'? { 1-.| 1 2 /\l'.f i b o
Manufacturer WRRRETHANRAR Sample Grade
Fion ¥ IEFEH M
Sample 20 H Sample Receiving 2020-02-06
Quantity Date b
o
FaGRRIAER | L5 /5% S -
IR —
Test Category RiERRR Serial Number i
FESRE
Samples 6 i) sk 1)
Conditions 3
B R 2 ) 2
S AR
Documentand | GB 15979-2002  {— P4 F 124 I & 1246 brfie )
Decide
Accordance
o I8 £ i A
ﬁﬁiﬁ' ik FERRZHL S0, PRI H 754 GB 15979-2002 b IEEK . \
Conclusion <X
' R 1 0 2020-02-1
ignatuimbate’ | 115
# E ARG R AR SO TR I E A, AR LS8 00 51 H sl h e RF & BT
Remarks AR AR K FE .
4,45 252
[~ L 2 =
fit - ,,éb—- o 4 A 4
r Examiner k fb/f-b)

Approver
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Testing Results
STFWT20200450 k£ 2 WHE 2 W
Page 2 of 2
FENITRE
5 | KRR iy HARBER wetman | T
Serial Test Items Unit Requirement Results
Judgment
MEFHWH S | CFUg <200 16
K — A1 AAth
i
g | 2 e enamy — R K
i -
1 w " & %
i} W LR R — Afa th F A
b
gfﬁﬂnﬂz%ﬁbﬁﬁ = AT KA
TIHM%EME | CFUg <100 8
B A N
1\%§
AR A =
-
o
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(I 2 2 R LUK { oy PN 02 74 R LIUE {rarmeal s § N R % 192 4 W2 L SN NVA/NE O 34
2, BRI S AR FRONEE KSR & R SRS AGI BA 2 BE
ERL
3. FREOAS IR JC AT . WAL . HHEN TR
4. RSN S TRASOICRL
Points For Attention
1. This Report Is Invalid If Without “The Text Report Special Seal” Or The Official Seal

Of The Institute. \
2. The Reproduction Is Invalid If Without Being Confirmed By “The Text Report Special {
Seal” Or The Official Seal Of The Institute. 'Eﬂ)
3. This Report Is Invalid If Without Signature Of The Major Tester And The Examiner And 4
The Approver.

:,'2‘..

This Report Is Invalid If In Any Form By Any Means Altered.

FRgR RLR HhE . TT55 8 28 M 1T e DX it I i K 1 665
The Institute Add: Lingang Road 166, Lingang Economic Park , Gaogang, Taizhou.Jiangsu
RS AU BB LIS 0523-86989901

The Institute Complain Tel:0523-86989901

R A I HLRADIE 55 I . 0523-86989959

The Institute Businese Tel:0523-86989959

IR FEILfEIT: 0523-86989939

The Institute Fax:0523-86989939

Frga A BLF B4 : 225300

The Institute Post:225300

foaef LA I hE . www jstfzx.com

The Institute Web:www jstfzx.com

RIS PR HRHE : 1735889887 @qq.com

The Institute E-mail:1735889887 @qq.com
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Test Report No. 7191203047-EEC19-WBH
dated 28 Jan 2019

Moks: This report & issued subject [ the Tesing and Cestification Reg.gm of the TOW 500 Group and the PER Singapare
Genaral Temms and Condtions of Business of TOV 200 PSE Ple 181, in addtion, this repon & govemed by the
tems 52 out wiin this report.
SUB.JECT: Add valee,
Testing of Disposable Vinyl Gloves (PVC) submitted by R e
Shandong Intco Medical Products Co., Lid. on 16 Jan 2019,
TESTED FOR:
Shandong Intco Medical Products Co., Lid.
Mo 98588 Ciwang Road, Nacshan Industry Park, Qingzhou, Shandong, China
TEST DATE:
18 Jan 2019
DESCRIPTION OF SAMPLES:
Sample
SN | Product Description Colour Lot No. Size | received Manufacturer
{pisces)
: ¥ Shandong Intco
j [Pmas IR S| o f M 200 Medical Products
L & Co., Ltd.
Lot size as specified by dient: 35,001 to 150,000 pieces
METHOD OF TEST:
EM 455-1:2000 Medical glowves for single use
Part 1: Reguirements and testing for freedom from holes
Phone : +65-6883 1333 Regional Head Office:
T 500 PSE Pee Led. Fex - <E5ETTEL6TD Tiv 50D Asia Pacic Pre. Ltd.
Fia.1 Science Fark Drive S-mail: enquiriesin-seoetog 1 Bcience Dark Oree, £12-01

Co. Ry - PER002E6TR E’E’! e Page 1of 3

Sirgapore 1108221
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Test Report No. 7191203047-EEC19-WEBH
dated 28 Jan 2019

PsR '-}mu.",u:”

RESULTS:
Sample: Disposable Vinyl Gloves (PVC), Size M
Table: Results for EN 455-1:3000
Mo. of Mumber | Actual no. of Inferred

Clause Tests Requirements | non-compliers tested non-compliers ite
allowed (pieces) | (pieces) | found (pieces) b
g | Freedom | Shallnot leak 7 200 2 Passed

27 ks

Yeo Poh Kwang Waong Bes Hui
Higher Associate Engineer Product Manager
Medical Health Services (MAM)

APPENDIX:

Page 2 of 3
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Test Report No. 7191203047-EEC19-WBH
dated 28 Jan 2019

P3BE Zingapore

Plaass nots that this Report i issued under the folloeing terms -

1.

This report applies fo the sample of the specific productiegquipment given at the time of its testing'calibration.  The results are not used to
indicate or imply that they are applicable to other similar Bems. |n addition, such resulls must n:tb-e%edbuninatemlrrphhatﬂﬂ s0D
FSB apgeoves, recommends or endorses the manufacturer, supplier or wser of swuch productequipmend, or that TUV SUD PSE m any way
“guarantees” the [ater performance of the product'equipment. Unless othenwise stated in this report, no tests were conducted to determine
long term effects of using the specific product'equipment.

The sample's menfioned in this ropost isfare submitbed'supphcdimanufactured by the Client TOV S0D PSE thercfore assumes ro
responsibility for the accwacy of informafion on the brand name, mode! numiber, cdgn of manufaciure, conssgnment or ary informiation
supplied.

Mathing in this report shall k= irtenereted to mean that TOV SUD PS8 has verified or ascertained any endorsement or marks from any ofker
testing awthority or bodies that may be found on that samgle.

This repoet shall not be reproduced whally or in parts amd no reference shall be made by the Client to TOW 50D PSE or ko the report or resuits
furrizhed by TUW SU0 PSB in ary advestisements or sales promotion.

Unless othermise stated, the tests wars caried out in TUW SUD PSB Ple Lid, Noi Scisncs Park Deive Singapors 118221

July 2041

Page3of 3
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Test HEPGI"[ Mo.: QDHL19010016590T Drate: JAM.20.2019 Page: 1 of 4

SHANDOMNG INTCO MEDICAL PRODUGTS CO., LTD
NO.9888, OMWANG ROAD, NACSHAN INDUSTRY PARK, QINGZHOU, SHANDONG, CHINA

The following sample{s) waswera submitied and identified by the client as:

Sample Description : DISPOSABLE VINYL GLOWVE (PVC) COLOR: CLEAR

Sample Beceiving Date  : JAN.16,2019

Testing Period :JAN.16,2010 TO JAN.29,2019

Test Performed : SELECTED TEST(S) AS REQUESTED BY APPLIGANT

Test Aaquesiod : EN 455-2-2015 MEDICAL GLOVES FOR SINGLE USE — PART 2:
REQUIREMENTS AND TESTING FOR PHYSICAL PROPERTIES

Test Result(s) : PLEASE REFER TO THE FOLLOWING PAGE(S)

Conclusion : THE SUBMITTED SAMPLE MET THE TEST REQUIREMENT.

Remark: Unless otherwisa stated the results shown in this test report refer only to the sample{s) tested.

3G5-CSTC Standards Technical Services {Qingdao) Co., Ltd.
Approved by:

i
C} LA L

Zhou Xinkuan, SK
Lab Manager

Unisas gbaneise sgresd v wriing, Ibis documend B bausd by lie Ge srapay schincd o ils Gerees| Condibions of Sarvice prisled
ravmtie |, nanlinhi v ar os pusel or s oses i wi e [ D mge comdea T rﬂq}ﬁ_ﬁ ;‘_ ], for lIh'JlrI'u:I:lrul |-'||:'w1|1
:n..-.-u'r-n...wrm- avh 11 B bl DT e Xl e

e L L e L ] gll'ﬂ.!. k2 WL T

sctvimd that |rfomestias contsired Reraar imiiscta e Gompamys Srdinga o the Hrea.af 118 inkarvam iy ‘anky "mn ] wiitin: e Hendta ol
Clanrs lmunetinn, Hare. Tna Campany's sola seapaneid Bty B is e Claen ansd thin dezamarl oass net .'m:'wv.v. PN WA
1arrshgion Far earsoiang o Mk fgaih s 8 Voes irader rr.~|... m.dt\..-n-.-ﬂ-.T\l.q.d ..... o wab A e PaRTOd e d
w0 b, withau p'l Y rlnmlu s of tha p-; mavihorioed o larstian, forgery or febdlcetion of tha conlest or
:ﬂllﬂ'lr:l-:lhld H:HII'HBIrr pﬂurl:llldl:'l‘lh.lhllwllnl !‘III

A 5

il i1 R TRE NIOT1 b
teamkiin

565 Cantog, Mo, 45, Dot S, Laoshan Disirict. Gingeon, Cha 28801 o ST RO £
|1 (g2 BERRNES | [BS-SXAOOEESE e —
Mamnee of the 55 Group (565 54)




SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Vinyl Gloves

SGS

Test HEPGI“[ Mo.: QDHL19010016590T Date: JAN.20,2010 Page: 2 of 4

Test Conductad:

EN 455 2-201 5 Medical gloves for single use — part 2: Requirements and testing for physical

properties
MNumber of test sample : | 78 Pieces
The type of gloves . | examination/procedure gloves c)
Manufacturing batch coda 4 1
Sze | Examinafion/procedure gloves: 5, M, L. XL
Defects obsarved before tasling : | No defects
Clause  Test lloms Besult hiote
4 Dimensions — -
4.2 Length Pass #1
43 Width Pass #1
5 Sirength — -
5.2 Force at break Pass #2
53 Force at break after challenge testing Pass #2
Motes : #1  Seseresult
#2 Seeresult 2
Test Rasult:

1. Dimensions

Sample Quantity: 4 x 13 pcs

Size s
Llengthimm} [ 245 | 244 | 244 [ 245 | 246 | 248 | 245 | 245 [ 247 [ 248 | 244 [ 240 [ 245
Width{imm) | 86 2n 29 i8] ar 20 | 89 24 20 ] [T?] aa as

Size M
Lengthimm) | 260 | 240 | 243 | 244 | 246 | 245 | 242 [ 261 | 241 | 245 | 266 | 245 | 249
Width(mm) | 98 GB G8 o7 ' ag a9 o8 06 0a 0E 0a 0&

Sizo L
Length{mm}) | 264 | 250 | 251 | 260 | 248 | 250 | 245 | 264 | 262 | 250 | 260 | 248 | 256
Widthimm} | 107 | 105 | 108 | 107 [ 106 | 106 | 106 [ 107 | 106 [ 106 | 107 | 106 | 105

Size XL
Lengthimm) | 262 | 251 [ 251 | 254 [ 243 | 240 | 240 [ 2564 | 248 [ 251 | 240 | 248 | 250
Widthimm}) | 114 | 114 | 115 | 115 [ 114 | 115 | 114 [ 116 | 116 [ 115 | 115 | 115 | 115

Median value:
S, Length {mm): 245 M, Length (mm)j: 245 , Length (mm): 260 XL, Length {mm): 250
Width (mm): 28 Width (mm): 98 Width {mmj}: 106 Width (mm): 115
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Vinyl Gloves

SGS

Test Fleport Mo.: QOHL18010016590T Date: JAN.20.2019 Page: 3 of 4
Requirements: saa table 182
Table 1 Dimensions for surgical glowes Table 2 Dimensions for
examination/procedure
gloves
SR | Memrhegl | Memaa Sze Wiedian lengih | Median widh
3 —550 E‘},‘_d: in mm in mm
Extra small =80
55 2250 T2r4 TE
= - Small 80+10
ol TTE5 Mediom =240 9510
?-5 ?g :3 ‘g Carge 10210
= Extra Lar =
75 2270 9515 3 L
8 =270 102+6
85 =280 108+6
g =280 114186
a5 2280 12116
2. Strength
Sample Cuantity : 26pcs
Size M
Force at
braak(N) 47 [ 46 | 45 | 41 | 44 | 42 | 456 | 41 | 42 | 46 | 45 | 42 | 43
Force at break
after
challengs 41 | 48 [ 51 | 45 | 40 | 48 | 40 | 51 | 48 | 43 | 44 | 40 | 48
testing({N}
Median valuea:

Force at break during shelf life (M): 4.4
Forca at break after challenge testing (N): 4.6

Requiremeants; soo table 3
Tahle 3 — Median values of force at break

Force at break

in Mewlon
Surgical gloves Examination/procedure gloves
a) b c)
Throughout shelf life tested =080 =§,0 =38

according to 52 and within 12
maonths of manufacture tested
according to 5.3

a) Reguirements for all surgicsl gloves.

by Reguiremenls for al examination gloves, excepl gloves made from themmoplastic materals [eg.
podyvinyleharide, palyethylane)..

£} Reguirkments for gioves made frem themmeplastic materials (.9, pelyvinyichicnde, pefysihyiene)

Unisas ohansiss sgresd (1 \rlm Ihl. H:um i i s u.- “l _Dl'llﬂlf sebinct iv 13 Garsesl Corclions of Sarves primled
Dy, Aaplinhi s ST B8 SET O 35 e Ty |m:~-;_'%w4 o e 1T E34TLY | Baacas imnts
Rt B0 Taives aivd Lond ek n “a e p F- T T s Ti n.: -!'l.rmrm.
IR o A D U |l Bon 1 | By, B ey e B e e ql i [l

mtvignd that infomeatian o :rl:lrld Asrmar reflacia tha Canzany's Sndngs r I.hl tima af ||| numunn anky n1: nrh n ﬁu |'|'\ﬂ.l '.r'
Canfs imsinctions, H ary. Tha Campsny's .w- saRpoNEEdB I8 A2 s Clinl Brad (FAS COrsamani Go B4 NE! ACATEIAN AT 10 &
Irriagion VPam erirciaing ol Bk s Rrad AIGARDTS il If: Famsdi .j.;..n- oy, This deeisy e a8 it Be ropridiced
mrazl n i, s paor 1- Wien :zu bl ormparrp. Ary unmdharioed whar, [oegary or deblbostion of the contasl o
xp:mr:-:luu Az b urim J:d:I'hrdrlr::rbﬂpruu::lwl:hh.lh:lwlln ml
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Hand Protection

- Vinyl Gloves

SGS

Test Report

Sample Photo:

Mo.: QOHL180100165080T Date: JAN.26.2019 Paga: 4 of 4

Racown ad sampla

5G5S authenticate the photo on original report only

***End of Report™*
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Vinyl Gloves

Instruction Manual

[General name] Disposable Vinyl 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 Vinyl. 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 O WDN B

[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
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Hand Protection - Vinyl Gloves

< | TEMPERATURE LIMITATION:
‘i" 10°C. . 30°C SINGLE-USE
——
)
AV | Keep AwaY #h | KEEP AWAY
7Iga | FROM SUNLIGHT FROM RAIN

DISPOSE IMMEDIATELY
AFTER USE

INTERNATIONAL

‘ ®| RECYCLABLE

<

[ 7z]
(7]
(7]

CE BEDA (ko



SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Hand Protection - Vinyl Gloves

e N BRI
PEOPLE’S REPUBLIC OF CHINA

59T 2 bl A 0 BIE)
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

FEHEMBREERILS: HHRE 20160022 5 | HHEME 20160023 T | FHHAE
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

ApEpl: LWRARRAETHSERA S

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

AEFFTHREREES: BHAHEMA” & 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:

/

HvE: 7 R
Remark: ff @
PR
{1

2046247

'-5?'.-’\’;/;‘{

5, T
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Certificate CN13/10046

The mariagement system of

Shandong Intco Medical
Products Co., Ltd.

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

Unified Sacial Credit Code 91370781561439654L

has been assessed and cerlified as meeting the:requirements of

ISO 9001:2008

For the following activities

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
1S0 9001:2008 requiraments may be abtained by consulting the arganization

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
Issue 4. Certified since 27 January 2013

Authorisad by

o

65 United Kingdom Lid UKAS
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK MA;‘,‘E?E;*‘SENT
t+44 (0)151 350-6666. f+44 (0151 350-6600 www sgs.com
The cettification information can be verified on the web site of Certification and Accreditation 0006
Administration of the Peaple’s Republic of China www.cnca.qov.cn

SGS9001-8 01 0614

Page 1 of 1

This socument s issued by ihe Company subjéot to ita General Conditions of
Cerliffaation mmwammmmm m_mmm
Adtention js drawn to the
mmmwmmemmwvd s dicument ey b verlied ot
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of thiz
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Hand Protection

Certificate CN14/10163

The management system of

Shandong Intco Medical
Products Co., Ltd.

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

has been assessed and cerfified as meeting the requirements of

ISO 13485:2003

For the fallowing 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.

Issue 4. Certified since 28 April 2014

Authonised by
Jan Saunders - Business Manager

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CHES JEN UK
t+44 (0j151 350-6666 f+44 (0)151 350-8600 www.sas.com
CMDCAS recognised registrar

565 13485 CMDCAS 0311

Page 1 of 1

muMnWhyWWVWMbMNMd

Certfication Sarvices acosssible o comylerms._and_conditions tm
mbmﬁﬁimﬁ v, indemnfication and jurisdictionai
feous i o dmm_mh-wa

flk

falsfcaiion of the wortart e waﬁ&mwmﬂmm
ffanders may be prosecited to the fulest sxtant of the fa.

SCC Accredited
CB-MS
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OCSM
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Certificate CN13/10016

The management system of

Shandong Intco Medical  =®
Products Co., Ltd. =,

5 |
Qiwang Road, Naoshan Industrial Park, Qingzhou City, s SGS
Shandong Province, 262500, P.R. China ¥ 3

has been assessed and certified as meeting 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 certificate is valid from 10 April 2017 until 27 January 2019
and remains valid subject to satisfaciory surveillance audits.

Re certification audit due before 8 December 2018

Issue 4. Certified since 27 January 2013

Authorised by m

UK
MANAGEMENT
SYSTEMS

0005

SGS United Kingdom Ltd
Rassmore Business Park Ellesmere Port Cheshire CHES 3EN UK
t+44 (01151 350-6666 f +44 (0)151 350-6600 www.sgs com

SGS 13485-2 1114

Page 1 of 1
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Document Number: SWPPE-CE-NIGLV-001 Version: 001

EC DECLARATION OF CONFORMITY

Authorized Representative

Manufacturer

Name: China 2 West Services Limited
Name: SHANDONG INTCO MEDICAL PRODUCTS dame: China 2 West Services Limite

CO.LTD

Address: Flat /RM 16E, Neich Tower, 128 Gloucester
Address: Qiwang Road, Naoshan Industrial Park, Rd, Wanchai, HongKong
Qingzhou, Shandong, China

Declares that the MDD described hereafter

Product name and model:
Disposable Vinyl Gloves Powdered and Powder free, Non-Sterile

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

Annex Il of the PPE Regulation EU 2016/425 as a Category lll product.

Standard(s)/Directive(s):
EN 455-1:2000

EN 455-2-2015

EN 420:2003+A1:2009

EN 388:2016

EN ISO 374-1:2016/Type B
EN ISO 374-5:2016

as shown in the CE Certificate and test report:
2777/11030-03/E00-00 7191203047-EEC19-WBH

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

US HQ: +1 714 600-4929 | China HQ: +86 756 382-8390 info@shieldworksppe.com  www.shieldworksppe.com | www.shield.works




shieldworksppe.com

Get in touch

For serious inquiries, contact us for more information and an accurate quote.
shieldworksppe.com

info@shieldworksppe.com

China Headquarters: +86 (0)756 3828390
US Head Office: (+1) 650 666 0050

Part of the C2W Group - Supply Chain Management Experts in China since 2005.
www.china2west.com
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