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1 Stk./PP Bag 10 Stk./PP Bag 100 Stk./Ukt ‘ C € 0624

SIZE: M EAN: 4260676530324

SIZE: L EAN: 4260676530171

SIZE: XL EAN: 4260676530331
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Chengbei industrial zone, Zhucheng ave,, Xinzhou district,

I CROWN NAME DISPOSABLE HYGIENE PRODUCTS FTY,, LTD.
Wuhan, Hubei, 431400, China

LOTUS NL B.V.
Koningin Julianaplein 10, le Verd, 259544, The Hague, Netherlands

IMPORTEUR SUNBEAM INTERNATIONAL GMBH
Schumanstr.12, 52146 Wiirselen, Germany
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HYGISUN Infektionsschutzkittel

GEBRAUCHSANLEITUNG
3 T e

1. Schliipfen Sie zuerst 2. Knoten Sie die 3. Knoten Sie nun die
mit den Armen in den oberen hinteren unteren hinteren
Schutzkittel und legen Bander zu einer festen Bander zu einer festen
Sie ihn dann Uber die Schleife. Schleife.
Schultern.

1. Losen Sie die unte- 2. Lésen Sie nun die 3. Nehmen Sie den 4. Der Schutzkittel
re hintere Schleife obere hintere Schleife. Schutzkittel ab, indem kann nun entsorgt
zuerst. Sie an den oberen werden.

Bandern ziehen.

Achtung!
Beim Ausziehen Kon-
takt mit Aulenseite
vermeiden. Nur In-
nenseite berihren!

CROWN NAME DISPOSABLE HYGIENE PRODUCTS FTY., LTD.
Chengbei industrial zone, Zhucheng ave., Xinzhou district,

Wuhan, Hubei, 431400, China

m LOTUS NL B.V.
Koningin Julianaplein 10, le Verd, 2595AA, The Hague, Netherlands

IMPORTEUR SUNBEAM INTERNATIONAL GMBH

Schumanstr.12, 52146 Wiirselen, Germany 4 2 6 0 6 7 6 5 3 O 1 7 1
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According to REGULATION (EU) 2016/425.
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Manufacturer: Whose Authorized Representative:
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Company name: Crown Name Disposable Name:: Lotus NL B.V.
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Hygiene Products Fty., Ltd. Address: Koningin Julianaplein 10.1le

Address:Chengbei Industrial Zone, Zhucheng Verd, 2595AA, The Hague, Netherlands.
Avenue, Xinzhou District., Wuhan, Hube1 E-mail: peter@lotusnl.com
China Tel: +86-27-82761385extention 1802
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We, the manufacturer, herewith declare under our sole responsibility that the PPECategory 111

CN308B CN308Y

)

(X
.Q

“Disposable 1solation gown with round collar, neck with ties, adjustable with lace at
waist, elasticated cuffs, color blue(CN308B) or yellow(CN308Y)”

- 1is in conformity with the provisions of REGULATION (EU) 2016/425 and with the

national standard transposing harmonized standards EN 14126:2003+AC:2004;

- is identical to the PPE which is the subject of EU type-examination (Module B)
N° CE 0784200148-00-00 1ssued by CENTRO TESSILE COTONIERO ¢
ABBIGLIAMENTO S.p.a. Piazza Sant’Anna 2, 21052 Busto Arsizio, ITALY,
notified body 0624,
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the PPE is subject to the conformity assessment procedure ... (either conformity
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to type based on internal production control plus supervised product checks at

+
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random intervals (Module C2) under the supervision of the notified body n. 0624,
CENTRO TESSILE COTONIERO ¢ ABBIGLIAMENTO S.p.a.
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CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Haag

Lotus NL B.V.

T.a.v. de heer X. Wei
Koningin Julianaplein 10
2595 AA 's-Gravenhage

Datum: 7 april 2020
Betreft: aanmelding medisch hulpmiddel klasse 1

Geachte heer Wei,

Graag bevestig ik hierbij de ontvangst op 28 maart 2020 van de mededeling ex
artikel 5 van het Besluit medische hulpmiddelen (BMH) dat bedrijf Crown Name
Disposable Hygiene Products Fty., Ltd. met Europees gemachtigde Lotus NL B.V.
onderstaand medisch hulpmiddel, ingedeeld in risicoklasse I, aflevert. Het
product is onder volgend kenmerk geregistreerd. Ik verzoek u om in alle verdere
correspondentie betreffende dit product het bijbehorende kenmerk te vermelden.

Disposable medical face mask(non-sterile) with ties,Disposable medical
face mask(non-sterile) with earloops
(geen merknaam) (NL-CA002-2020-50105)

Toekomstige wijzigingen in bovengenoemde gegevens - waaronder een
eventuele wijziging van de indeling in risicoklasse in verband met wijzigingen van
Europese regelgeving inzake de classificatie van medische hulpmiddelen, en aan
voortschrijdend wetenschappelijk inzicht (zie art.9, lid 3 van Europese Richtlijn
93/42/EEG) - dient u te zijner tijd mede te delen.

Volledigheidshalve wijs ik u erop dat het - ongeacht uw mededeling - verboden
is een medisch hulpmiddel ter aflevering voorhanden te hebben, dan wel af te
leveren indien niet aan de voor dat medisch hulpmiddel geldende regels gesteld
bij of krachtens de Wet op de Medische Hulpmiddelen (WMH) wordt voldaan. Met
name wijzen wij u op de Nederlandse-taaleis, de eisen voor het ter beschikking
houden van de technische documentatie en de plicht tot het hebben van een Post
Market Surveillance- en vigilantiesysteem.

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50

2515 XP Den Haag

T 070 340 6161

http://hulpmiddelen.farmatec.nl

Inlichtingen bij:
T.I. van Langeveld - Baas

medische_hulpmiddelen@
minvws.nl

Ons kenmerk:
CIBG-20201034

Bijlagen

Uw aanvraag
28 maart 2020

Correspondentie uitsluitend
richten aan het retouradres met
vermelding van de datum en het
kenmerk van deze brief,

Pagina 1 van 2
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Tevens wijs ik u er voor de goede orde nog op dat de registratie van uw
mededeling betreffende de aflevering van het bovengenoemde product slechts een
administratieve handeling betreft. Deze ontvangstbevestiging behelst dan ook
geen besluit betreffende de kwalificatie van het desbetreffende product als
medisch hulpmiddel in de zin van art. 1 WMH, noch betreffende de indeling in
risicoklasse I.

Let op: de notificatie van uw MDD klasse I product vervalt per 26 mei 2020.
Valt uw MDD klasse I (laag risico) product onder de nieuwe VERORDENING (EU)

2017/745 (MDR) onder een hogere risicoklasse? Dan mag uw product tot en met
uiterlijk 25 mei 2024 op de markt blijven als MDD klasse I product.

De Minister voor Medische Zorg en Sport,
namens deze,

Afdelingshoofd
E Irmat

M.J. van de Velde

Dhr. M.J. van de Velde

Pagina 2 van 2
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Infektions-Schutzkittel
gem. EN 14126
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PRODUKTFOTO

Hinweis: Die Infektionsschutzkittel sind Ublicherweise gelb, aufgrund der aktuellen
Materialknappheit sind sie in der Farbe blau gefertigt. Wir garantieren die gleiche
Materialqualitat und -funktionalitat.
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PRODUKTSPEZIFIKATION

@@

CROWN NAME

GROUP

CROWN NAME (WH) UNITED CO., LTD.
TECHNICAL DATA SHEET

Date: 2020/3/17

PRODUCT: PP/PE Isolation Gown, neck with ties or velcro, waist with ties, elastic wrists

Code: CN308

BASE MATERIAL FOR GOWN
PP laminated with PE 40gsm =+ 10%, yellow

OTHER BASE MATERIALS:

Velcro

RIMENSIONS OF FINISHED PRODUCT:

lLength A 115+2cm
Width B 135+2cm
Sleeve Length Cc 58+1cm
Armhole Width D 26+1cm
Shoulder Width E 22+1cm
Neck Tie Length F 29+1cm
Waist Best Length G 87+2cm
PACKAGING QUANTITY

Inner packaging:

Outer packaging:

10 pieces per bag

10 bags per outer carton

>

100 pieces per outer carton (x 2%)

SIZE OF CARTON

L —49¢m x W — 32cm x H — 40cm
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CE CERTIFIKAT

CE 0784200148 00 00

CENTROCOT Notified Body Nr. 0033
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© Centro Tessile Cotoniero e Abbigliamento S.p.A.

IH-F Innovation experience |- Piazza S Anna, 2 - 21052 B rsizio (VA)

EU TYPE-EXAMINATION CERTIFICATE
n° CE 0784200148 -00-00

According to “Regulation (EU) 2016/425 of the European Parliament and of the
Council” of 9" March 2016 on Personal Protective Equipment and repealing Council
Directive 89/686/EEC

Centro Tessile Cotoniero e Abbigliamento S.p.A.
P.zza Sant’Anna, 2 - 21052 Busto Arsizio (VA) - ltalia

EEC Notified Body N° 0624

- in view of the firm’s application submitted on: 30t October 2019;

- in view of the positive results of the Technical File verification submitted by the
manufacturer together with the above mentioned request;

- in view of the manufacturer’s declaration stated in the Technical File attached to
the above mentioned request

- having verified that technical specification of design and manufacture is in
compliance with basic requirements specified in annex Il of Regulation (EU)
2016/425 and that technical manufacturing documentation is in compliance with
above mentioned specifications;

- in view of the positive test results carried out on the basic model representative of
production according to paragraph 4 of annex V of Regulation (EU) 2016/425.

Issues to:

CROWN NAME DISPOSABLE HYGIENE PRODUCTS FTY.LTD
Changhang building, Rm 1805, No. 69 Yanjiang Avenue - China

the EU Type-Examination Certificate concerning the following PPE model:
PROTECTIVE GOWN AGAINST INFECTIVE AGENTS
Code CN308
Category: Il (third)

The model of Personal Protective Equipment is subject to conformity to type assessment according to
Section 19 c) of Regulation (EU) 2016/425 (Module C2 or D)

Page 1/3

ACCREDIA

LENTE ITALIANO DI ACCREDITAMENTO

PRD N°® 163B LABN° 0033
LAT N° 226

Signatory of EA, IAF and ILAC
Mutual Recognition Agreements
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E CENTROCOT

: 3 © Centro Tessile Cotoniero e Abbigliamento
Innovation experience | - Plazza S.Anna, 2 - 21052 Busto Arsiz
tel 0331 6671

Basic type description

Gown CN308 Disposable lab coat with round collar, opening at back with hook
and loop tape on the neck, adjustable with lace at waist,
elasticated cuffs.

Fabric: Polypropylene + polyethylene film 42 g/m?, color yellow

Variations description

Knitted cuffs — 100% polyester.

Neck with ties instead of hook and loop tape.

M - XXL
Standards

EN ISO 13688:2013 Protective clothing - general
requirements

EN 14126:2003+ Protective clothing - Performance

AC:2004 requirements and tests methods for

Type PB6B protective clothing against infective
agents

EN 14325:2004 Protective clothing against chemicals

- Test methods and performance
classification of chemical protective
clothing materials, seams, joins and
assemblages

Performance levels

EN 14126 Class 6 Resistance to penetration by
contaminated liquids under
hydrostatic pressure.

Class 6 Resistance to penetration by
infective agents due to mechanical
contact with substances containing
contaminated liquids.

Class 3 Resistance to penetration by
contaminated liquid aerosols.

Class 3 Resistance to penetration by
contaminated solid particles

EU type-examination certificate No.CE 0784200148-00-00 — Crown Name Page2/3

ACCREDIA

PRD N® 163B LAB N°® 0033
LAT N°® 226

Signatory of EA, 1AF and ILAC
Mutual Recognition Agreements
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S . © Centro Tessile Cotoniero e Abbigliamento S.p.A.
Innovation experience | - Piazza S.Anna, 2 - 2 Susto Arsizio (VA)

Clothing to be worn to protect against infective agents
Other uses than those listed above are excluded.

The test results are included in the report: 20RA00516,
20RA00517, 20RA00527, 20RA00529

Validit

The following information are listed on the label inside the

garment:

» CE marking =  Standardized pictograms
= Company name . Maintenance symbols

= Atrticle code L] PPE category

= Standards

= This certificate has 5-year validity from issue date. On expiration
date the Manufacturer will be responsible to require the renewal.

. Any change on model and materials object of this Certificate
shall be notified and then approved by Centrocot.

This certificate must be filed by the manufacturer and must be shown, if requested, to the Body that performs controls or to the surveillance authority

Busto Arsizio,

Issue date:
141 April 2020
Expiry date:
14t April 2025

General Manager
Dr. Grazia Cerini

—

EU type-examination certificate No.CE 0784200148-00-00 — Crown Name Page 3/3

ACCREDIA

L'ENTE ITALIANO DI ACCREDITAMENTO

PRD N°® 163B  LAB'N® 0033
LAT N 226

Signatory of EA, IAF and ILAC
Mutual Recognition Agreements
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TEST REPORTS
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of  20/02120
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Samplazs antaentificationa

Sample  0LADOASG
Faceipt data/D1/2020

Sample recaq date: g/D1/2020

Messrs

CROWNAME DIEPOABL.E HYGIEr PRODUCTS
FTY. D

Changng Building, R1BDS, n. 69, Ying Avenue
wWLiHA - CN

Description: snwaven fabric usto manufacture gc Hom CN308

Calor yellay

Compositionlo% polypropylenpotyethylene film

Mass par urea 42 g/im?

Batpling cad cut by: customer

Thia Taat Rett consists of the foving results

90702  Protoe clothing. Menetra by blaad and bodyds. Synthetic blooddhod

40112 Protee clolthing. Punatre' by biood and otherdy fuds-borm petieas, Phi-X1 74 bactehage method
90123  Protes clathing. Wet bacal penetration

90134  Protee clothing. Pengtra: by biplogically sontinated serosola

HIEE Profes eluthing. Penetral by bivlpgleally conlinaled powdars

Protective ching. Ponetrationy blood and bocluids. Syntheticyod method

Froduct stand

Test mathod

Tost solution

Test equipmae;

Time and praca protocal
Test time

Specimaenyd dinajonsa
Mumber of spnene
Specimens cotioning
Protreatmont

Test bagan or  07/02/2020
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UNi EM 1412004
SO 66037 4+ UNEN 14126:3 Par. 4.1.4.1
Synthetic bl
Penetration | cell
FProcadure 1
5 min for eagrageure tested
(Fhx75) mm
3
24 hat (21 +C - (GO % 10)% UR
Mo
Tast endar an: FiD22020
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Hasults for nple

SBpecima’] OkPa
Spaciman®2 OkPa
Specima”3d OkPa
Spesimay1 1.75k1Pa
Specimat? 1.75kMa
Spacima”"d 1, 75kPa
Specima®l 3.5kPa
Specima™? 2.5kMa
Specime’d 3.5xPua
Specima® 7kFa
Specima®? TkMa
Specime”d 7ThFua
Specimn®l T4kPa
Specimea"2 11kPa
Specima’ld 14kFPa
Specima®1 20kP
Specima®2 20kFa
Spedcima*d 20kPa

Pass, Tha spmen rasist to peneton and synthetic blidoesn't pass throuhe fabric.
Fail, The epaen doesn’y resist icnaetration and tho syolic Bioad pass thrh the fabric,

remuaie o

Pans
Pass
Paz
Fass
Pass
Pass
Pass
Pass
Pagss
Paux
Pass
Fass
Pass
Pass
Pass
Fass
Fass
Pazs

Frotective ¢hing. Penetratioy blood and ottbady fluids-borathogens. Phi-X} bacteriophage thod

Ll BN 1412004

GO 166044 + LN En 141284 Par, 4.1.4.1
Fanatrationt call

BocteriophaPhi-X 174 {ATGC 16-8B1 LOT: CNCM 12}
(75x¥5) inm

Plaaue-tare units (F1L)

FProduct stand

Tes! method

Test aguipme

Marmme of {est :roorganism
Specimens dnsions
FPenatration sey method

Murmber of spnens 2
Frocedurs Frocedune [
Protrestmant Mo

Test began o $0/02/2010 Test wnded on:  13/02/12020

Results Tor snle 2OLADQREE L S RN U |\, B
Pro-test ttariophaga titer FU/ml
Past-tesicteriophage liter FLIfm
Tost prowe kPa

15t specin

20l apecn

3rd spacin

Negativentrol {palyethylen O urm)
Fositive irol

Pass. The spnan regist o penelen and micro-organivaed for test doesraas thraugh the fak
Fail The spemn doesn't resist tonedration and microanism wvsed {or testss (hrough the fabri

SOOI 1 - -’ 1| PR

54E+008

5.2E+Q0D8
20.0
Passa
Pass
Paas
Pass

Fail

The aample B tha tast whsa the | particles don’t perate them through thample to one deterad prassure and dof't come found plaguwdus

10 call lysis.

Rouuity containog W faper felor only 9 Inptonulsols
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Protactive ihing. Wet bactal penetration

Product stand

Toit method

Spucimuns citioning
MName of testcroorganism
Culture madi

Daonor materi

Testing time
Fratreatment

Test bagan ¢ 10/D2/2020

200 ADORS

UK EM 14-2004
LMD ERIS0810:2006 + NI EX126:2004 Par. 4.1,
4 ha (20 £C o (65 + 5% U.R
Staphylocos aureus (ATCC 28 LOT: DSMI568-00
Mutrend agldesid LOT! 239077
Pﬂlyuretharncnwbranm: thisk 3O
5 slops of hinutes
Mo

Tast ended on:

1a3/02r2020

T e
.’-. .\\.
'f"n"uhl\“\

LAE N® 130

L

regult

............

Braak thigh time

Dlinee from agar surh to brim o pelrt di {mm); 3

Contration of test swenewon (CFU/a): x 10+

(rainy

terval

“ntcnios |
2% wpaoiny |

1= sirnin

min

=TS

“n¥ colani

¥l dish 1 (%1) 0-15

)]

n* colonias 7Y colonies
th spoc

Q

1]
TR T

n“lonies

ecimen

Avem

Fidigh 2 (%2) | 1630

{1

L)

{

i dlsh 3(X3) | 3045

f}

Fidimh 4 (%4) | 35-60

i}

b

kidish 5 (X5) | 5078

L 1

]

¥

‘wirl dish 6

1497

04

204

-

197

04

204 _

Ly (EPPY

Land
ta {P) = Barrier index

bo (A} = 6 - (CUMT+OI24CIUIMI CUMA IS )

wilr,

CuU = XAST

CU = (X2 + X1MT

CU = (X3 + X2+ X1y
CU = (X4 + X3+ X3 17T

CLE s (X5 + Xa + X322 + XAWT

Tooe B+ Xd + X3+ + XY

6.0

i.0

8.0

M1}, XA, X4 o XS fyer of colonles on 18 platas in one repte tost
& Ambar of colonios nthw top aide {plard referatice)

Raiuly tonlamed lleilrﬁ.[.l'!.'\rﬁ rnfnr dnl:.} 'itl i{mimrml’n:m
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Pretective thing. Penetratiby biologically ctaminated aeros
Froduct stand UMY EM 142004
Test methed ISO/DIE 222008 + UNI BEMN 1482004 Pary 4 1.4 3
Marme af teatnrnarganisem Staphylocos aurgus (ATGCE 85LOT. DSM 795-041
Culture medi Mutrient agixad LT 239077
Test aquipm Parspax boith Colilson atomize
Specimans mngoos Diameater 2am
Number of sgmenas 4
Fretreatment No
Tast pegan ¢ 11/02/2020 Test grdded v 13/02/2020
Rasulls for nple 20LADOBE * UM result
Micro-onisms extract to mbrane REFERER (Value A)
T8t spegzn CFry 2739
2nd spmen GFU M4
Ird spen CFU 284
4th specan GFU 294
Average) CFL 292.0
Micra-oraiismse extract to mibrane specimenalua B)
15t spocn CFuU 0
2nd spewen CFU 4]
ard speczn i 0
1k specin CFU 0
Average) Cru 0.0
Penatrat ratio {A/ED) 0 CFY =5
Protecilve ching. Penetratiaoy biolagically caminated powds
Product stand UNI EN 1412004
Test method Ui EMISOR12:2008 + ECT-20+ LN] BN 14126:20Par. 4.1.4.4
Marnc of test 'roorganiam Spores of Bius subtilis (ATCC @ LOT, Sinigen 7 $0817/8-9)
Cullure madic TGE agar (Cd LOT. t8255548)
Teal equipme Vibkrating apatus
Mumber of spnane in
Lpeciftans dinsions (Z00x200) m
Tes! time 30 minutas
Fretrealmenl NG

Tast began o 12/02/2020 Test anded on:  4/023/2020
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Results fornple . ZREAROBL .. et o ot ool ML rasult
Taleur gantration CFU/g T.TE+DOT
13t specen GrL 0
and spaetan CFU 0
Ard spewan g D
Ath apeden GFLU 0
5th spewn CFL 0
Gth specn GEU 0
Tth speesn CFuU 0
Bth spemn CFL o
9th specan GFuU 1]
10Mbh spoen CFU 1]
Avarage CFU 0.0
Fenetrat 10 GFU =
(") no acerted by Accredia
lzsue date srobiological Latatory Managar
20/02/2020 dott. GiovanTanchis
| P S
End of Tast Rep20RA0061E
fRoaulls contairmi it report refor Gnty & Watbhofasls S e R Report 2000516 ‘Pagey 5
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@" CROWN NAME (WH) UNITED CO., LTD.

TECHNICAL DATA SHEET

Date: 2020/3/17

PRODUCT: PP/PE lsolation Gown, neck with ties or velcro, waist with ties, elastic wrists

Code: CN308
BASE MATERIAL FOR GOWN
PP laminated with PE 40gsm + 10%, yellow
QITHER BASE MATERIALS:
Velcro
DIMENSIONS OF EINISHED PRODUCT:
Length LA 115+2¢m
Width B 135+2cm
Sleeve Length & SB+1cm
Armhole Width B 26+ 1cm A
Shouder Width E 22&1cm
Neck Tie Length F 28+1cm
Waist Bast 1 ength (5 B7+2cm
B
BACKAGING QUANTITY T
Inner packaging: 10 pleces per bhag
Outer packaging: 10 bags per outer carton

100 pieces per outet carton (+ 2%)
SIZE OF CARTON
L —49cm x W - 32cm x H- 40cm
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Test Reprt 20RA517
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Messrs
CROWNAME DISPOELE HYGIENPRODULCTS
FTY. L1
Changhg Building, Rn805, n.69, Yang Avenue
WUHARM CN

Samplos and ntifications

Sample LAGDOBHEA

Raceipt date: 01/2020

Sampia receiy date: 049/01/2020

Degcription:  hwawvoen fabrlc usar manufasture goviam GN30E
Color: yvellow

Composition: 1% polypropylene oiyathylene film

Mass per unita 42 gim?

Sampling can mit by! austanar

Thia Teat Repoaonziata of the foldng rasults

QD270 Protec clating, Teosile Sgth, Strip roethod

QU2 Frotec clothing. Tearing siglh. Irapezoid met

20400 Proleo clothing. Abraston artindale)

B0EPT Frotac clothing. Rasistang damaga by rapeatisxing

80841  trotac clothing. Perforatio

70821 Protec clething, textile. ph-agueous axlract

TEZRA  Crotac ciothing. Aromatic Inas derdved fromm atrmdarants (wilhen aatlon

Proteciive cling. Tansile Streth. Strip methac

Product standa UM ERM 1412604

Test method UM EM GO 1i4-1:2013 + UNE ENAZ5:20048 Par. 4.9 NEEMN 14126:2004 F 44,2
Stanelard atrooxsee 0 noemal eonddiing (2004 2370 - (F)WLLR,

Rale of uxtansh {100£10) rrund

Fretension app 7N

Width tast (60 £ 0.6) mm

Larngihit lesl . (100 1) reen

Sipasieens corans candilicaned

Mumber of maacd Specinons & 1or direction

Mumbzer of disced spedinnsns 0

Texst pogan on: UDTRI0NZ20 Mest ended on: Q1/2020
I=-tﬁ:t:ll:n eff.:rﬁ.mhud ] mpﬁH risfor ur'ny ber erl el ul’s;lf.:is.. ' ' " ) ' ' ' s o ‘ Tl'ﬁ:’ﬂ Rl!rﬂtl.‘lrltl ‘2[@'05'17 Page p'ﬁ
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Resuits for sala  A0LAOOBYT e e e s e s e e oo

Longitudir
1at specin

2nd speckn
drd specin
4th spicin
Sth spesin

Averaga

Maxirnunongation (average

¢V, of threaking force
GV, of algation

Traneveres

15t specin
Z2nd specin
3rd specin
4th specin
5th specin
Avarage

Maximumongation {(average

GC.V. of theeaking foraa
C.V. of elcation

Protective ching. Tearing sirgth. Trapezoid mod

Froduct standa
Tast maothod

Slundard atrnowera In normeal condbinng

Tzt equipmen

Rate of extensi

Bpecimen dimeon

Lenght west

Usaful length oaring strength

Fearng slrengl

MNumbor of meeod spacimands
MNurnmbar of discad spechnens
Test began on: 3101/2020

LINT E® 1412004
UMl EN 150 8-4:1998 + UNI EN 2520085 Par. 4.7 + | EN 14126:2004 P4.1.2

(20:2)"C - (65% .M.
Bynamometeoe ©.R.E.

(100 x 10) mnin
{70+ 1) 154 ) mum

{25 £ 1) mm
(64 1ymm

Avarage of lhghest peaks

5
O
Tast ended on:

PRSI COMBINS i W0Eor Faler only (K IDELHE VARG,

A RRNI FpprofususalE pon et B utherront Gonts Tessis Golens Atbighanmsnia 524,

f01/20:20

It b apaenlay oof gl Feeigiz by Office of Faeag coce EDTH0Y2Y and of ighly Ouadified Loborstonssocgtion aecording to by
v AR (VA ThAAAT autlgr s 10 Curey Ul apresen ey progrenames by ey of Linbaeesity and Stifie Besearcts snd Tachng,

LAR NY L

rusyll

48.8
53,3
58.0
60.5
52.0
i)
113
6.5
8.7

ns
0.7
33.3
1.9
328
a2
B1.0
iR
8.8

Test Report 2L00517
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Rusulty fur sala 20LA00881
taaring of 1lengiudinal direc

AUy
.
Ny e .-") e

o e
iy -
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Tearing fe warpwise - 15t weimen

2l specen

3rd gpecin

Ath epecin

sth specin

Averago

V. forcesaring

tearing of thransverssl dirgcti

Foarng fa waflwise -1sl sprman

4nd spacin

Ird specin

4th specin

H5th spochh
Averages

C.V. forcesaring

FPratective ching. Abrasion (Mindale)

Fruchect stacds

Test mathod

humber of merad epacimene
THsl St

Prassura on apmen

Standard atmoare for condltioning
Abradant

Type of falt use

End test

Prefreatment

Taat bugan on: 31/01/2020

2

1st speciT
2rd spacir
ard specin
Brel speirT
L.ower valy

Fruwuiy comsined in tepor ridoer anly (o foaied nfacls

UM EM 1412004

LI EEM S30:5 Met, 2 + UN EN BE:2005 Par, 4,41
2

Maar tinghad

Y kb

(2002)"C - (63%R.HM,

abrasive papel

WO

1% hole

[

Test atwlerd ot M2020

Mumber of bing effetive/lowenlt in which it wassaerved bhe anod of fast

Acpuartial roproduciontls raparl mast be authornzom Contro Teacile Colone Abbigharnantg BRA,
Instituta nemtiar of Bial Haglatry OHicn of Rede ot FOISOYFF and of tighly Coaliflied F il aten waociAtioet seaending (o e
rAG (02T MR DREY Authon Do 10 carry oul aRPEEEaArch B cgranuined By dinintey of [Bniversily aoel Shiic Rvaearct aogd Taekng

®# Z E 2 Z 2 Z

2 2 2 Z2 Z 2

LAR W™ D

rasul

37.2
9.1
arz
28.2
29.3
3.2
14.2

11.4
158.2
15.2
15.1
11.8
13.9
121

N EN BZE2004 1 41,2

rings
mngs
riings
rirg s

Hes

result

S00
1000
10400
1000

300
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Protective ching. Resistance damagy by repad flaxing

froduat Stand Lk EM 1412004

Tael methodd UNIEN (5C2i4,1998 Mel, B + UEN 143252005 P i+ URE ENT4120:208ar. 1.1.2

Standard atmaere in normal conening (2002307 - (B H.

Tast aquipmel Flexlameatar

Stroke length e mobite disk (11,7 % 0,35

Mobile disk fremoy (.53 10L4) Mz nprassion polse pamnte

Specimanes dinstone (105x60) M

Murnber of oy 100300 cyele

MNumber of nared spacimensz 3 for directior

Test bagan or  31/01/2020 Test anded an;,  3/2/2020

Results forgale | ZOLAOOBGT i s e e s s L FRBMUE
Maxirnun cction langitudinal
Lowest va ater 100.000 gys 2 « Nutlt
Maximun taveraa tiratetion
Lowest va after 100,000 cys 2 ~ Null

Varificatinn anpsariphan of tha dage LN EN 180 785
0 Any deterionn

1 Ligghil aderterionm

2 Mederated drioration

G fimpaortand deoralion

Rupth af tho cks UNMIEN 150 785
R Ady Gra
"AN Superihcracks or of the layf finish, not invalvithe atveolar or middbysr penetrating.

"B Canadrsg coacks bt that i el grogs the intermiary layer o, in the « of covering to an v layer, that dosen'tiose the support of ke,
"G Crossinracks the suppon oiza.

"% Crascks sugh the whole mabl

Pratective ching. Pedaration

Produot stund: Ui EMN 1412004

Test mathod U EM 863:F + UM EN 143255 Par. 4.10 + UN] E4426:2004 Par. 4.1

Tekt apparstus Chynamaomety

Bpucimarns soronig 279 ha (23 & 2- (50 + 5% LR

Téxt condilinns {20 £ 2)°C - (L 4)%LLR.

Rate of Cxlensi 100 mm/imin

Tast bagan on 31/01/2020 Tast snded on: 01/2020

Results for sale. . 20LA0DBG1 .M raault
Puncturs retance
181 speci 4 5.30
2nd specin 4 5.07
Srd spacin | 65.48
4 th specin i 5.53
Lowear vah ! hi

Ficlr:".ulllﬁ ;'ijf\l.ﬂllf1ﬁ\'j by et peslonr aridy b meletm'l nin'r.t!-'. ‘ ‘ N o Thlﬁt Rapc&n 2(‘0051'? ' PHQG &

M partal Ft‘:j!h’}f"uﬁ“al'iliﬁ rapart pavkd B atRonsoen Caclen Teadaile i Al’:l‘li[)“ﬂl'l'w’ﬂ'lh'l 1t
Frstule minbir of Hhal Fagratey Qe of Rean eode EOVHYZY and of Ughly Qualilicd Laboralonaserislion aocosdiog bo oy
T TDE T DB siabn gt o CRrfry Gub Gpgredeieh regrammas Ly Aintety of Linvaraily sngd Slifis Resoaae ond Toohi,
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Protective ching, taxtile. pH aquaous axtract

rrocdicl stad LB EM 150 iR8.2013

Tanrt meatheod VNI FROISC 3020060 + LN FR OEERGEH:2010 Par 4,

Tt eaquaigirnen pHanester witirmbined ghiiss el

MNumber of mewad spacimens 3

Extraction solin K 00 mioldi

pH ol U gxtron sobdton 5.3

Temperature octracting soteton BN

Resietance toiting ¢z

Test began o 03/02/2020 Tusl eoded o H02/2020

Rasuns for 2a)e. . BOLABGREY . s s s s e s cmnssemn o gAML s

Mean pH ue of 2° and 3" eicts

Protective ching. Aromatic angs derived frome colorantz {(whut oxtraction)

2.Gemyliding

Frrcaetueck sl LM EM 120 88:2012

Test mathed LML EMN 1432007 + UM EN ISGB6685:2013 Par. 4.2

Tesl equipriier GE-MS and drmation with LC-MIS

LNREOIOUNIE Of Sap e 10

Tost began o T14H01/2020 Tast endad on: Wo212024

Reesulte for sala 200 AODBGY P .
4-aminobanyl O2-65
banzidine 92-87 Vkg
4-chloro-cluidine OH-GL ¥kg
2-naphthying 91-5¢ ikg
oc-amincasivene 87-5G kg
2-amino-drotoliens 90. 55 Wkg
4.chloroanc 1081 whi
Z 4-diamirnisale G500 kg
4 4. diamitiphcnyimethano 1o1-7 Wha
3 d-dichleenzidine .04 Itkg
a-diarnsidi {3, 3'-dimethoxybadine) 110- 3]
o-tofidineg ¢'-dimethylbenzidi 119-t g
3. 4-dimeltd 4'-diaminodipbvlmeathans 830-8¢ |
p-cresiding-methory-3-methniting) 120-7- thg
3, Y-dictdud A-diaminodiphdimethane 101-1¢ kg
4 d'-diamiriphenyi ether 107-8L ko
4 4'-diamirlphanyl sulphide 139-6< k)
e-toluidine L3k Tl ]
2. 4-1olusnaming 0580 kg
2.4.8 trimelaniline 147-17¢ Kg
o-anisiding-methoxyaniline) 90-04. g
4-aminGaznzaeng 80-09- kg
2. 4-xylidine Yok fkg

a7-62- |

kg

Resuila containod 0 tepen relor only 1© walond Wiegis,

A parbai rapraducdomin reperh inost be suthonaon Canrg Taswibie Cotong Abbiglinnnig Sis,

Instititer mewnkes of Fhal Fegiatiy Ol vl Fivae deadiy FOISYTT aiuwl vl Gighdy TRoalitiead | mbrersboarng woiadinn oo ey 1o gy
TR (“i:.'f'l?’"lﬂ‘.?ﬁ?} Al 2ol o calty Col Sppredesoch progoaneres By Snidtoy of Divduers by oo S0 Bopgesargh geed Tenching,

1AB N® L

8.3

. result
<1
< 1
<1
LA |
= 1
< 1
=1
<1
=
=1
=1
< 1
=1
< 1
=1
<1
=1
=
<1
=1
< 9

= 1

<1
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Issue date PPE Laboratoanager
( 1' dott ssa Valerizarangon

27022020
Lo ny. MO o
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Messrs

LA N® O3 L

CROWNAME DISPO\BLE HYGIENPRODUCTS

FTY. L’

Changhg Building, R 805, n.6Y, Yang Avenue

WUHAI- CN

Samples andntifications

Sample ILAQDBT

Raceipt dete /01/2020

Sample receiy data: 0%/01/2020

Dascription: nwoven gown enN308, size M
Sarmpting carl oul by: custemar

Sample LADOBT 4

Receipt date:fQ172020

Sample recei) date: 889412020

Description: nmwoven geown iterhi300, sizn L.
Sampling can aul by: customar
Sample LAGOBTS

Rucaip! dale:'01/2020

Sample receiy date: 098/01/2020

(escription: Twoven gown itend308, sizo XL
Sampling catr ool Sy Costomear

Thia Tast Repeansiats of tha fobing rosults

FOO  Protes clething. Size

TN Proten clothing. Control Goonoimic raguirames
70160 Protac clothing. Control oeclfic deetgn reguirznts

Protoctivo chlng. Size

Praduct standa LENIEM (S0 B8:2013
Teat methon UIME EAM 350 BRMNO Par, B
Test began on  2502/2020 Toast ondaed on JD2/2020

Reaults for gsata  Z0LAOOBT S e

Sira analvd
Total lengl
Width
Rosplts for safa 20LAO0DRT4
Size anahyl
Tatal iengt
Widih
fosulls contained in w;ﬁuh rislor unly‘:u lasted utacis,

Ao griarbial Fopiccduc i ni Al et e bl O
Insuter ingmiiean al Ml Ragistey CHTee Al Ko cesd

0 Twnerlap £3000r 4 Abduyglineoeanio SEa.

IO AT sund e Bigghily Qreoadifiod b pdaog st beaecnatiog
rd G QUM TIRAHE D) Antbwdi2eed we ey ot apip engesaceds proogrannnes Dy vinasiey of Fheorsity apad oty Faosge

3

wacfiraeg bl
sheand Tog ey

Jresualt

v
112.0
&T.3

rosult.

L
133.5
888

Test Report 2000528
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LAB N 3L

Results for gala... .. 20LARRSTL .. oo LR, . ORTPURUTSR .. | | SR
Size anasd XL
Total e G 1405
Width L T4.5

Protective ching. Control ofgonomic requirents

FProduct stand UNEEN 150388:2013

Test methad LI EM 1SO05388: 2013 Far. «

Murnbar of prypes testod 1

Sleu M

Test began o 25/0212020 Test ended on: 5/02/2020

Rasuits for sele Z0LALRBTI ko UM o rasult

The garment in accordance v secllon 4 EN 1536868:20113

Protective ching. Cantrol of ecific design recamaents

Proscluct siand L ER 1301008
Murmner of progpes iestad 1
Slze M
Test began w 25/02/2020 Tesl envud o 80212020
Regults far sale . | ZpLAOQBYTI . K CAML LRI
Raéguirames
There are noatures which may ect liquid chamicalsd held them onte thbric surface, a.g. untectec compliant
poackets et
The Glolingalt e rade 5o thal wesrer s haedol omvernant and shee as oo lable soseille compliant
") noy accread by Accradia
I=sue date FPE Lahoratoanager
ZF0O22020 Y, cdott.ssm Valerimrangoni

(, SIaney N...i.".b 2:-4..31,J..,([(,\__.!.\;g_, n

ingd of Test RepoDRADOSZE

Flusll Gontnag mCHe retad Gty 10 1stEdfents, Tust Ruport 2000525 Pagmf 2
A parial FaproauCHEIi ropen Ml e aunenim Goniro Taasia Gotm o Adbaliarneno S5,
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DOKUMENTATION

INFEKTIONSSCHUTZKITTEL gemafd EN 14126

ZERTIFIKATE

QUALITATSMANAGEMENT
DIN ISO 9001:2015

STERILE PRODUKTION
DIN ISO 13485:2016

DIN ISO 13485:2016
DIRECTIVE 93/42/EEC



Certificate CN14/21396

Crown Name Disposable Hygiene
Products Fty., Ltd.

Chengbei Industrial Zone, Zhucheng Avenue, Xinzhou District,
Wuhan City, Hubei Province, P.R. China

Unified Social Credit Code 91420117755148433P L Rl
has been assessed and certified as meeting the requirements of SGS

1ISO 9001:2015

For the following actvities

Manufacture of sterile and non sterile nonwoven medical devices:

Surgical Gowns, Surgical drapes, Face masks, Caps, Overalls, Shoe covers,
Sleeves, Head covers, Table Cover, Isolation gown, Air-laid paper, Surgical kits
(surgical gown, surgical drape, face mask, cap) (Only for export)

Further clarifications regarding the scope of this certificate and the applicability of

1S0 9001:2015 requirements may be obtained by consulting the organisation

This certificate is valid from 20 December 2018 until 19 December 2021

following a re-certification audit on 13 November 2018

and remains valid subject to satisfactory surveillance audits.

Recertification audit due a minimum of 60 days before the expiration date.

lssue 4. This certificate was previously valid from 22 October 2014

until 15 September 2018
Authorised by

SGS United Kingdom Ltd U K A S

Rossmote Business Park Ellesmere Port Cheshire CHB5 3EN UK MANAGEMENT
t +44 (0)151 350-6666 f+44 (0)151 350-6600 www Sgs.com SYSTEMS
The certification information can be verified on the web site of Certification and Accreditation
Administration of the People’s Republic of China www .cnca .gov.ol 0005

HC SGS 9001 20150118
Page 10f 1

This document | sued by the Company subject to s General Condbons of
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Certificate CN14/21395

The management system of

Crown Name Disposable
Hygiene Products Fty., Ltd.

Also trading as Crown Name (WH) United Co., Ltd.

Chengbei Industrial Zone, Zhucheng Avenue, Xinzhou District,
Wuhan City, Hubei Province, 431400, P.R. China

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

The scope of registration appears on page 2 of this certificate.
This certificate is valid from 21 October 2020 until 21 October 2023
and remains valid subject to satisfactory surveillance audits.

- Re certification audit due before 25 April 2023
- Issue 6. Certified since 22 October 2014

This is a multi-site certification.
Additional site details are listed on the subsequent page.

Authorised by

SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CHB5 3EN UK
t+44 (0)151350-6666 f+44 (0)151 350-6600 www.5qs.com

HC SGS 13485 2016 0118 M2

Page 10f 2
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This document is issued by the Company subject to its General Conditions of
Certficaton Services accessible at

Attenton is drawn to the lmitations of kabilty, indemnication and urisdictional
Issues established therein. The authenticity of this document may be verfied at

hiftp./wrww. 505 com/en/certfied-clents-and-productsicentiSed-chent-directory
Any unauthorized alieration, torgery or falsific aon of the confent or appearance
of this decument is unlawful and oflanders may be prosecuted o the fullest
extent of the law.
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Certificate CN14/21395, continued

Crown Name Disposable
Hygiene Products Fty., Ltd.

Also trading as Crown Name (WH) United Co., Ltd.

ISO 13485:2016
EN ISO 13485:2016

Issue 6

Detailed scope

Manufacture of sterile and non sterile nonwoven medical devices:
Surgical Gowns, Surgical drapes, Face masks, Caps, Overalls,
Shoe covers, Sleeves, Head covers, Table Cover, Isolation gown,
Surgical kits (surgical gown, surgical drape, face mask, cap)

Additional facilities

Changhang Building Rm.1805 18/F, No. 69, Yanjiang Avenue,
Wuhan City, Hubei Province, 430021, P.R. China

This document s issued by the Company subject ib ts General Conditions of
Certification Services accessible at
Atterbon is drawn 1o tha limitations of Eabilty, indemnification and jerisdictonal Page 2 of 2
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EC Certificate Production Quality Assurance System: Certificate CN18/41065
The management system of

Crown Name Disposable Hygiene
Products Fty., Ltd.

Also trading as Crown Name (WH) United Co., Ltd.

Chengbei Industrial Zone, Zhucheng Avenue, Xinzhou District,
Wuhan City, Hubei Province, 431400, P.R. China

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions

For the following products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 01 October 2020until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 2. Certified since 24 November 2015

and first certified by SGS Belgium NV since 16 December 2019.

Certification is based on reports numbered CN/SZH/ 8618

This is a multi-site certification.
- Additional site details are listed on subsequent pages.
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SGS Belgium NV, Notified Body 1639

SGS House Noorderiaan 87 2030 Antwerp Belgium
1+32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.595.com
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Any unauthorized alleration, forgary o falsification of the content or appearance
of this document is unkmwful and offenders may be prosecuted o the fullast
extent of the law.




Certificate CN19/41065, continued

Crown Name Disposable Hygiene
Products Fty., Ltd.

Also trading as Crown Name (WH) United Co., Ltd.

Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions

Issue 2

Detailed scope

Sterile Surgical Kits (Surgical Gown used to protect the patient
from contamination, Surgical Drape, Face Mask,
Cap used to protect the patient from contamination)

Additional facilities

Changhang Building Rm.1805 18/F, No. 69, Yanjiang Avenue,
Wuhan City, Hubei Province, 430021, P.R. China
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' d by the Company subject to its General Conditions of

Cartification Services accessible at'

Aflention is drawn 1o the limitations of Kabikty, indemnification and punisdictonal
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of this document is unlawdul and offenders may be proseculed fo the fullest
extont of the law.
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