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Disposable Shog Covers

Product: Disposable shoe covers 100 pcs.

Manufacturer: Hubei Ingenuity Medical
EC REP: MedPath GmbH
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Product Description

* The disposable shoe covers are ideal for use in medical
clinics, laboratories and hospitals.

* Dust-resistant, waterproof and non-slippery product
* Antibacterial protection

e The shoe covers are classified as class | under MDR
under EN 13688:2013

Technical specifications

Material CPE (Chlorinated Polyethylene)
Color Blue

Size 15x41cm

Thickness 15 pm

Weight 3g+0.2

Waterproof Yes

Antibacterial Yes

Packaging 1 bsx = 40 sets x 100 pcs.
Medical Device Yes
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Declaration of conformity

EU DECLARATION OF CONFORMITY

According to Art. 19 of Regulation (EU) 2017/745 on Medical Devices

Manufacturer: Hubei Ingenuity Medical Products Co., Ltd.

No. 1 West of Industrial Park Road, Yanglinwei Town,
433000 Xiantao City, Hubei Province, China

Trademark: "m
;3 InMed
.
. Healthcare&PPE
SRN: Not available yet
European Representative: MedPath GmbH
P Mies-van-der-Rohe-Strasse 8
80807 Munich, Germany
SRN: Not available yet
Product Name: Shoe covers
Product code / Catalogue number:  INM-SC 101, INM-SC 201
Basic UDI: 697442339

Classification acc. to MDR Ax. VIIl:  Class |, rule |

Applied Standard & Common EN 13688:2013 EN ISO 14971:2012 EN 1041:2013
Specification: EN ISO 15223-1:2016  EN ISO 10993-10:2013
EN ISO 10993-1:2009/AC:2010 EN ISO 10993-5:2009

Conformity assessment procedure: Annex Il + Annex |ll of MDR
Registration number: DE/CA61/00167703

We, the manufacturer, herewith declare under our sole responsibility that the above-mentioned products
meet the provisions of the Regulation (EU) 2017/745 on Medical Devices (MDR), and the provision of the
Regulation (EU) 2016/425 on personal protective equipment. All supporting documentations are retained
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Test report
Hubei Ingenuity Medical Products Co., Ltd. d Hubei Ingenuity Medical Products Co., Ltd.

Henithears8PPE

Hubei Ingenuity Medical Products Co., Ltd. Technical Test o | Susce moisue v 5 T

4 l nivie No. Test ems Unit requirements Test Method Results resistance requirements

Weniinesrearre
clause Conctislod The total mumber
GB 15979-2002

TEST REPORT The protective shos 4 of bacterial cfu/g <20 Avpeodin B <20 qualified

colonies

:InMed

HeaitnearasPre

v
(4

"

cover should be free
Report No.:INM2022051701 ; GB 15979-2002 not checked
of mildew, and the 5 coliform bacteria cfig not checked out X qualified
Item:CPE Shoe Cover surluce diould not = = |59:d;t:m = ::cm
Ve udomonas -2002 cl
bvedetachisichas | ooy | e 6 i cfug not checked out i qualified
Size: 15*4lcm 3g 1 Appearance ! impusities, adhesion, requirements | qualified seruginosa Appendix B ot
S ylococcus GB 15979-2002 not checked
cracks, and breskage. 7 | S cfg not checked out g qualified
LOT: 220415 ‘The connection part aureus Appe out
f the sho hemolyti GB 15979-2002 not checked
bt 8 8 cfu/g not checked out ) qualified
Test Date: 20220517 should be flat and streptococcus Appendix B out
tight. total number of GB 15979-2002
9 cfu/g <100 1 s <20 qualified
X

Kind of inspection: Sample inspection of qualified products before Protective shoe fungal colonies
covers should be
sized to cover the
Test Department: Quality Inspection Department (outsourced laboratory) user's feet and legs.
Specifications and
Sample Qty: 1000pcs dimensions should
. . conform to the
Sampling basic number: 100000pcs design dimenions of

delivery

the logo, tolerance:
. Test standard:  (GB/T 24218 3- 2010 National Standard Textile o

OV 4 i i v & ion and The f the Meet the
Nonwovens Test Method Part 3} . {YY/T 1633-2019Disposable medical protective shoe . ‘onstruction as , structure o N—— et —

cover) . {GB 15979- 2002 National Standard Hygienic standard for disposable sanitary Specification protective shoe cover requirements
articles) should be reasonable
and easy to put on
and take off.

The protective shoe
cover should be
designed with a

closure, which can be
closed by elastic
closure, drawstring
closure or strapping.
3 Weight ® 3202 (Tolerance: Average 286 Meet the qualified
=10%) requirements

>001 Meet the
4 Thickness (nm) Average 0,015 qualified

Water (kPa) 2167 Meet the
5 ) -~ Average 204 ) qualified
impermeability requirements
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ANEXA din data 09.06.2021 e - - . - 3 N
LA AVIZUL DE FUNCTIONARE : : . '
Nr. 7111/19.08.2020 al MEDPLAZA HEALTH SRL , - e - - :
- - ) Prezentul document este valabil numai insofit de avizul inifial.
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Thank you!

© medplaza
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