Medical
Coverall

Class |

Product details

The coverall is a high performance It provides isolation and protection
composite nonwoven fabric that pro- against potentially infectious blood,
vides a high level of moisture man- body fluids, secretions and airborne
agement and breathability, without particulate matter exposed to by
reducing protection. It designed as medical staff during work.

protective clothing for medical staff in
medical institutions.

¢ Name: Medical Coverall
e Sijze: S, M, L, XL, XXL, XXXL

* Intended Use: Coverall is used to
prevent physical, chemical and bio-

. LOT] |BatchCode Catalogue number
logical external factors from harm- A |Wemingsanarrecanions | | nonetae
ing the human body. The product medica device (] | Manufacture Date
is for Single use only, and provided “ ManufactureName Address Name and Address of European Union Representative
c € CE Symbol ® Do not reuse” are "single use, "Use only once

non-sterile.
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CERTIFICATE OF NOTIFICATION

This is to certify that, according to the council regulation 2017/745/EU, SUNGO Europe B.V.
performed all notification duties and responsibilities as the European authorized representative of:

Applicant: Jiangsu Ninestone Medical New Material Co.,Ltd.
Address: No.2 Nianfang road Urban Industrial Zone Jichuan Street, Taixing

The Manufacturer has provided SUNGO Europe B.V. with all the appropriate declarations according
to the 2017/745/EU Regulation requirements including the EC Declaration of Conformity confirming
that his medical device, as stipulated here below, is fulfilling the applicable requirements of the
European Council Regulation 2017/745/EU.
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Product(s): Medical face mask. Medical coverall
Type(s): Medical face mask: 17.5%9.5cm
Medical coverall: S, M, L, XL, XXL, XXXL
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Product Classification: Class I

Where the manufacturer affix’s the CE marking to the product listed they must ensure that all the
requirements of the appropriate EU regulation(s) have and continue to be met.

The notification of aforementioned device has been completed by the European Representative in
Netherlands. The Netherlands Competent Authority is notified of the manufacturer's medical
devices and has allocated registration.

Issued: Mar. 31 2020
Cert. No.: EU252518
Expiration Date: Mar. 30 2025
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*This is not a CE mark and is only
provided as a template for informational

SUNGO CONTACT INFORMATION
Email: info@sungoglobal.com Website: www.sungoglobal.com
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B Applicant :
HE Nama: Jiangsu Ninesiona Medical New Material Co.,Lid. “
5 ; Address: No.2 Nlanfang road, Urban Indusirial Zone, Jichuan Streat, Talxing City, Nangsu ;
EC Representative -
: MNamea: SUNGO Europe B.W.
2 Address: Olympisch Sladion 24, 1076DE Ameterdam, Nethedands
= .
= A
o Product v
',' Mama: Coverall 1:
: Type: S,M,L XL XXL,XNXL YOOKL
- Classification: Class | (MDD, Annex 1X), Rule 1(A1 non-invasive devices ane in class [) :
) Conformity Assessment Route: Annex VIl i |3
L. ¥ |
- We confiem our product can meet the requirement of Medical Device Directive 83/ 2/EEC) 2|8
and the following harmanized standards. # |5
8l EN IS0 14071:2012 §i
s = EN IS0 15223-1:2016 A
LI EN 1041:2013 = El
i EN ISO 10993-1:2008/AC:2010 1
EN IS0 10603-5:2000 s
EN IS0 10083-10:2013 A !
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