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Certificate of Compliance

No. 0H200315.JSGUD?S
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Certificate's Jiangsu Sunshine Group Co., Lid.
Holder: Xingiao Town, Jiangyin City, Wuxi City, Jiangsu,
P.R.China

Certification ECM
Mark:

ITcCdAd

— Cert

Product: Medical Disposable Protective Clothing
Model(s): 160, 165, 170, 175, 180, 185
mﬂ Verification to: Standard:

EN 14605:2005+A1:2009,
EN 14126:2003+AC:2004, EN ISO 13688:2013,
EN 340:2003

o)
S

A

related to CE Directive(s):
R 2016/425 (Personal Protective Equipment)

Remark: This document has been issued on a voluntary basis and upen request of the manufacturer. It is
our opinion that the technical documentation received from the manufacturer is satisfactory for the
requirements of the ECM Certification Mark. The conformity mark above can be affiked on the products
accordingly to the ECM regulation about its release and its use.

Additional information and clarification about the Marking:
The manufacturer is responsible for the CE Marking process. This document has been
issued on the basis of the regulation on ECM Voluntary Mark for the certification of
products. RGO1_ECMrev.3 available at: www.entecerma.it

Issuance date: 15 March 2020
Expiry date: 14 March 2025

Reviewer Approver
Technical expert ECM Service Director
Amanda Payne Luca Bedonni
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Ente Cerlificazione Macchine Sl
Via Ca' Bella, 243 - Loc. Castelle di Senravalle - 40053 Valsameggia (BO) - TALY
B +39 051 6705141 & +32 051 4705156 = infol@entecermalit & www.enfeceima.it
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Fiscal Year 2020
FDA REGISTRATION CERTIFICATE

Certificate No.: JF-FDA-0321-0093

Certificate Holder:

JIANGSU SUNSHINE GROUP CO., LTD.
Xingiao Town, Jiangyin City,
Wuxi, Jiangsu, 214426, CHINA

has completed the FDA Establishment Registration (as manufacturer , foreign
exporter, contract manufacturer ) and Device Listing with the US Food & Drug
Administration.

Registration Number: N

Owner/Operator Number: 10063463
Device Listing:

Device# Product Codes Device Name
Non-surgical isolation gown
D376513 OEA S e
{Disposable Protective Clothing)

Registration Expiration Date:  2020-12-31

J&F TECHNOLOGY SERVICES LLC has verified and declares that the above stated
facility is registered with the US Food & Drug Administration, Center for Drug
Evaluation and Research, Office of Drug Registration and Listing pursuit to the Code
of Federal Regulation 21 CFR 207, on the data state above, and makes no other
representations and warranties, nor does this certificate makes other
representations and warranties to other person or entity other than the name
certificate holder, for whose sole benefit it is issued. [&F TECHNOLOGY SERVICES LLC
assumes no liability to any person or entity in connection with the foregoing. J&F
TECHNOLOGY SERVICES LLC is a private registration agent and is not affiliated with
the US Food and Drug Administration.

J&F TECHNOLOGY SERVICES LLC.
2424 Morris Ave 818 Union

NEW JERSEY 07083
United States
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DECLARATION OF CONFORMITY

According to REGULATION (EU) 2017/745 -Article 19, Annex IT and Annex I1IL

Whose Authorized Representative:
Name:: Lotus NL B.V,
Address: Koningin Julianaplein 10,1e
Verd, 2595A A, The Hague, Netherlands.
E-mail: peter@lotusnl.com

Manufacturer:
Company name:Jiangsu sunshine group co.,ltd
Address:No.18, Taoxin Road. Xingiao Town,
Jiangyin city. Jiangsu Province, P.R. China
Tel: +86 0510-86121888

We, the manufacturer, herewith declare that the products

Medical Device Basic
Product Name Model
Device Class UDI-DI
Medical disposable protective clothing y el
i Gowns (Annex Coverall
(non sterile)
VIIT of MDR)

meet the provisions of the REGULATION (EU) 2017/745 which apply to them.
Conformity Assessment Route: Article 19, Annex Il and Annex 11T according to REGULATION
(EU) 2017/745.

Applicable Standards:

ISO 13485:2016
ENISO 10993-3: 2009
EN 1041:2008

ISO 10993-1: 2018
EN 14126-2003

ISO 14971:2019
ENISO 10993-10: 2013
EN 15223-1:2016
We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above

meet/s the provisions of the REGULATION (EU) 2017/745. We agree to develop, implement and

maintain a documented post-production monitoring process.

/7
atory: Xiaoming Lu Sigmnure:\/(’t l/i—’ =

)3-0Y-1020

Jiangsu sunshine  group co.,ld
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Australian Government

Department of Health
Therapeutic Goods Administration

Public Summary

Summary for ARTG Entry: 332463 XZ PTY LTD - Gown, isolation, single use
ARTG entry for Medical Device Included Class 1
Sponsor XZPTY LTD
Postal Address 518/4 Seven Street, Epping, NSW, 2121
Australia
ARTG Start Date 25/03/2020
Product category Medical Device Class 1
Status Active
Approval area Medical Devices
Conditions

- The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or imposed on the ARTG entry. Refer Part 4-5,
Division 2 (Conditions) of the Therapeutic Goods Act 1989 and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods {Medical Devices) Regulations
2002 for relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or cancellation of the ARTG entry; may be a criminal
offence; and civil penalties may apply.

Manufacturers
Name Address
Jiangsu Sunshine Group Co Ltd Xingiao Town Jiangyin City
Wuxi, Jiangsu, 214426
China
Products
1. Gown, isolation, single use
Product Type Single Device Product Effective date 25/03/2020
GMDN 35492 Gown, isolation, single use
Intended purpose The medical disposable proteclive clothing (below called protective clothing for short) is made of

spun-bonded non-woven fabric and adopts PE breathable film composite technology. The production
environment has reached the environmental standard of 100,000 class clean workshop. The whole
production process meets the technical requirements of the medical protective clothing, also meet the
requirements of GB19082-2009 (medical disposable protective clothing technical requirements), it has
guod antl-statlc perfarmanoe hydm -static pressure, filtering efficiency, anti-synthetic blood penetration,
gation and other indicators can meet the standard requirements, it can
eﬂectwely ressl dust and water The pmhechve clothlng can be used for the medical staff in the common
ward of the i ly p g the virus from the patient spreading to the medical
staff with the air or the lig uid
The technical requirements are applicable to the protective clothing that provides bamier and protection for
the medical staff to contact the potentially infectious patients’ blood, body fluids, secretions, airborne
particles and elc. The protective clothing should be dry, clean and free from mildew. No adhesion, cracks,
holes and other defects are allowed on the surface, the connecting parts of protective clothing can be
processed by stitching, bonding or heat bonding. The needle hole of the stitching seam should be sealed,
and the stitch spacing should be 8-14 stitches per 3cm. The stitching should be even and straight, without
jumping needle. The parts after bonding or heat bonding should be flat, sealed without bubbles. the zipper
of the protective suit with zipper shall not be exposed, and the zipper shall be self-locking. The protective
clothing is composed of hooded jacket and trousers, which is one-piece structure,should be reasonable,
easy to wear and take off, and the binding part should be close. The elastic retainer is used for
cuff.ankle.cap face and waist,drawstring retainer or buckle is also used for cap face and waist, The size of
p ive clothing is divided into 160, 165, 170, 175, 180 and 185.The hydro-static pressure at key parts
of the protective clothing shall be no less than 1.67kPa(17cmH20). The meisture permeability of protective
clothing should be no less than 2500g/{m2-d), resistance to synthetic blood penetration. The water level
on the outside of the protective clothing shall not be lower than grade 3. The breaking strength of materials
in key parts of protective clothing shall be no less than 45N,
The filtration efficiency of non-oil particles in key parts of proteciive clothing and joints should be no less
than 70%. The electric quantity of protective clothing shall not be greater than 0.6pClpiece. The protective
clothing should meet the requirements of the microbial indications in GB15979. Received certificate of
compliance ECM Mark:European Conformity. Verification to Standard:EN 14605:2005+A1:2009,
EN14126:2003+AC:2004, EN ISO 13688:2013, EN 340:2003. Related to CE Directive(s) R2016/425.
Received FDA registration certificate (JF-FDA-0321-0093).

Specific Conditions
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EC-Declaration of Conformity

Manufacturer: JIANGSU SUNSHINE GROUP CO., LTD
Taoxin Road 18, Xingiao Town, Jiangyin City, Jiangsu
Province
Device Name and Medical Disposable Protective Clothing
Variants:
Maodel(s): 160,165,170,175,180,185
Standard: EN 14605:2005+A1:2009
EN 14126:2003+AC:2004, EN 1SO 13688:2013,
EN 340:2003
Conformity CE Directive(s) R 2016/425
Assessment Route: (Personal Protective Equipment)

We hereby to certify that under our sole responsibility the above mentioned product
conforms to the provisions of the following EC Council Directives and Standards. All
Supporting documentations are retained under the premises of the manufactuer.

DIRECTIVES

General applicable directives:

Personal Protective Equipment: Related to (EU)2016/425(Personal Protective
Equipment) .

o

Website: http:;“/www.china-sunshine.com!m/index.phc [Ifafothers?en=en

4 "g\
Start of CE Marking: Not Yet {
Place, Date of Issue: Jiangyin, 2020 I ﬁ

Signature/Date:
General Manager:
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Test Report

(20200 WSZ FHL NO.0842

Product Name Medical disposable protective ¢lothing (Non-sterile)

Applicant Jiang Su Sunshine Group Co.. Ltd

Manufacturer ——

Test Type Entrusted _inspection
/AR

Jiangsu G u-u]fdn Testing Technolngy Co.,Ltd

‘.L
RBEEE



Test Report

[2020] WSZ FHL NO.0842 Page | of 3
Medical disposable protective Specification 160
Product name ; 4
clothing ( Non-sterile ) Biand Y,
Applicany/Add
e "f;"l Jiang Su Sunshine Group Co., Lid /Xingiao, Jiangyin/ 13815131713
/Tl
Manufacturer/ Sl
AddTel
Sample grade = Sample number GWO0842-2020
i "
Sﬂmpl e - Receiving date of I
quantity sample
Article number/Baich
Test v Entru i i 9 = Fooo10
e pifed o number/Style number il &
Test date 2020402/25-2020/03/03 Test site Testing room

Sample state | Meet the requiremenis

Test
. i © GB 19082-2009 {Technical requirements for disposable protective clothing for medical use}

Water permeability. Moisture permeability. Synthetic blood penetration resistance. Surface
O moisture resistance. Breaking strength. Breaking elongation. Filtering efficiency. Antistatic,
Appearance. Model Specification { One-piece pose) . Microorganism. Electrostatic atienuation
performance

The sample upon examination, the projects meet the
standard , the specific test results see page 2-3.

Teat

conclusion

The sample information is provided by Applicant.
Note This report is only responsible for samples received.

Approver: / ﬂ ,@ m-iwwmﬁﬁ minsunmrw

I



Test Result

[2020] WSZ FHL NO.0842 Page 2 of 3
MNumber| Unit Technical requirements Test Result o
i I
Test_itein 4 decision
! Water permeability kPa Z1.67 0.8 Qualified
2 Moisture permeability gm? + d) =2500 6870 Qualified
3 Synthetic blood penetration - >Level 2 Level 6 Qualified
resislance
18 Level 4
+ Surface mioisture resistince ZLevel 3 2 Level 4 Qualified
i# Level 4
. lengthwise 98
5 Breaking N =45 Qualified
strength the widih 45
; lengthwise 35.5%
Breaking
6 ; = =15% Qualified
elongation the width 108%
90.4%,
Key position = =708 49,79,
material
99.4%
7 | Filter efficiency Qualified
90.2%
seam — 270% 99.4%
90.2%
8 Antistatic uC/PC =0.6 0.19 Qualified
Deceddl 7 ni <200 L1X 102
colony count
Escl;::;lichla = Negalive WNot detected
?::’md".':;“ - Negative Not detected
9 Microorganism Slaphﬂ]F Qualified
yiaeons = Negative Not detected
Us qurcus
Hemolytic N .
s T Negalive Not detected
Fungal celcay cfulg =100 24
count




Test Result

[2020] WSZ FHL NO.0842 Page 3 of 3
Number| Test jtem | Unit Technical requirements Test  Result S:!::;:;m
0.2
Elecirostatic 0.2
10 | sassinme =05 03 Qualified
performance 02
0.3
Protective clothing should be dry, clean, mildew
free, the surface is not allowed to adhesion, cracks,
holes and other defects. The joint parts of protective
clothing can be stitched, bonded or heat-bonded. The The stilch specing & 12
i Aboaacines: | holes of the stitch shall -he sealed, and the stitch i o S Qualified
spacing shall be 8-14 stitches per 3cm. After Meet the resoivemonts L N
processing, such as bonding or heat bonding, 1o be .»;';__’i i3
flat. sealed, no bubbles.Zipper fitied protective =
clothing zipper can not leak, pull head should be P i
able to self - lock. e
Model | Body Pusi Skeve | cum | INSTER Model: 160
kength | cincumfe lengih averape Dieviation
S 160 | 165 | 120 84 | 18 | 24 Body lengi | 163.6 | -1.4
11— 165 169 125 B 18 P st 120.3 0.3
1z | Seeebeton | o [0 (173 | 130 oo | i€ |2 ) | saiaus Qualified
Bt o 175 7| 13s 93 | 18 | 24 Semelag | 842 | 02
posel 180 | 181 140 9 | 18 | 24 Cull 18.1 0.1
185 188 145 99 18 24 INSTEP 24.1 0.1
Devistion | T2 +2 +3 | £2 | L2
Now:

The End




