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: 6 juli 2020
Betreft: notificatie medisch hulpmiddel klasse I

Geachte heer Wei,

Hierbij bevestig ik de ontvangst op 6 juli 2020 van de notificatie van het
medische hulpmiddel klasse I, dat bedrijf WULIANDEWEI MEDICAL
TECHNOLOGY(FUJIAN) CO.,LTD, met Europees gemachtigde Lotus NL B.V. , als
fabrikant overeenkomstig Verordening (EU) 2017/745 (MDR) op de markt wenst
te gaan brengen.

Het product is onder volgend kenmerk geregistreerd. Ik verzoek u om in alle
verdere correspondentie over dit product het bijbehorende kenmerk te
vermelden en het bij telefoongesprekken bij de hand te houden.

Medical Surgical Mask
(geen merknaam) (NL-CA002-2020-52443)

[k wijs u erop dat medische hulpmiddelen die op de markt gebracht worden
volgens de MDR over een systeem voor hulpmiddelindicatie (UDI) moeten
beschikken' en dat fabrikanten, gemachtigden en importeurs in de Europese
databank voor Europese hulpmiddelen (Eudamed) moeten worden
geregistreerd?, Bijlage VI van de MDR bevat de bij de registratie te verstrekken
gegevens.

Op dit moment is Eudamed nog niet in gebruik, zodat het wat betreft het
bovenstaande voldoende is dat u uw product overeenkomstig de huidige wet- en
regelgeving hebt genotificeerd.

Zodra Eudamed volledig in gebruik is, wordt de fabrikant of diens gemachtigde
geacht binnen achttien maanden bovenstaand hulpmiddel te registreren in
Eudamed.?

' 0.g.v. art. 29 MDR,
2 0.g.v. art. 31 MDR.
,l. aMa-europe . ND-CONLE I0ads Jis/U L
antwoord nummer 20.
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Bezoekadres:
Hoftoren
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2515 XP Den Haag
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Inlichtingen bij:
M.P. Meijer - Michiels
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minvws.nl

Ons kenmerk:
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Bijlagen

Uw aanvraag
6 jul 2020

Correspondentie witsiuitend
richten aan het retouradres met
vermelding van de datum en het
kenmerk van deze brief.
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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 1.

De Minister voor Medische Zorg en Sport,
namens deze,

Afdelingshoofd
Farmatec

Dr. M.]). van de Velde
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NOTIS

Lotus NL B.V. | Log out

My Notify Class | medical devices

> Notify medical devices

> Change products

> Apply for certificate of free sale General data
_ NOTIS number 20203347
» Find products
Date of receipt 7/6/2020
Status Finalised
Date finalised 7/6/2020
Client details
Name Lotus NL B.V.
Contact person concerning this Wei, dhr. X.
notification

Manufacturer details

Authorised representative of WULIANDEWEI MEDICAL TECHNOLOGY(FUJIAN) CO.,LTD
manufacturer
Address 4TH FLOOR,FATORY BUILDING B,NO./9 YATAI ROAD,QUANZHOU ECONOMIC

AND TECHNOLOGICAL DEVELOPMENT ZONE

Zipcode 362000

City QUANZHOU , FUIIAN

Country CHINA
Products

Brand

name Group name Article number(s) Model(s) Class Status

Medical Surgical Mask MDR I BEV

Documents

Date File Title

7/6/2020 20203347-0004.pdf MDR Klasse I Bevestiging AR 1 product

7/6/2020 20203347-0005.pdf 20203347

7/6/2020 20203347-0002.pdf Declaration of Conformity

7/6/2020 20203347-0001.pdf Product information
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DECLARATION OF CONFORMITY

¥ _ w

~
g.
2

4
*l
-

N

L
= L

."l'_"l'

- i -

o

X

E

f://-r
X

X
]

TRIIRU,

%\

AN

+

%

J'l*
o
X/

AN

-

W
;:;F\\\;

f\
¢

NS

Y
W

s
N7
#‘l-

t

i

A
LR

W
©

¢
\

-
4

. w
*
¢
ﬁ‘-i‘.l.

Y
R

5

AL/
ANy
QN

*
U

Y,

Q
TR

o
‘i

‘-ll
&

According to REGULATION (EU) 2017/745 -Article 19, Annex I and Annex IIL.

Manufacturer: Whose Authorized Representative:
Company name: Wuliandewei Medical Name:: Lotus NL B.V.
Technology(Fujian) Co.,LTD Address: Koningin Julianaplein 10,1e
Address: 4th Floor, Factory Building B, No.79 Yatai Verd, 2595A A, The Hague, Netherlands.
Road, Quanzhou Economic And Technological E-mail: peter@lotusnl.com
Development Zone, Fujian, China.
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We, the manufacturer, herewith declare that the products
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Medi | "
Product Name edleal - NHGuice Model
4 Device | Class

I, Rulel
Medical surgical Mask Masks (Annex Ear-loop

_ | VIII of MDR)
meet the provisions of the REGULATION (EU) 2017/745 which apply to them.
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Conformity Assessment Route: Article 19, Annex I and Annex III according to REGULATION
(EU) 2017/745.
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Applicable Standards:

ISO 13485:2016 IS0 14971:2012 ISO 10993-1:2018
ENISO 10993-5:2009 ENISO 10993-10:2013 EN 14683:2019+AC

EN 1041:2008 EN 15223-1:2016
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We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above
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meet/s the provisions of the REGULATION (EU) 2017/745. We agree to develop, implement and
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maintain a documented post-production monitoring process.
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i MediCat Technology (Fujian)
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Place: Quanzhou, China
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TESTING
Sl  cnas L0599
Test Report SL52025269837601TX Date:June 20,2020 Page 1 of 3
WULIAN DEWEI MEDICAL TECHNOLOGY (FUJIAN)CO., LTD.

5TH FOOR, A102, FACTORY BUILDING, 79 YATAI ROAD, QUANZHOU ECONOMIC AND TECHNOLOGICAL
DEVELOPMENT ZONE, FUJIAN PROVINCE

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description . (A) Disposable medical face mask or surgical mask

Sample Color . (A)Blue

Lot No./Batch No. . Not provided

Test Performed . Selected test(s) as requested by applicant

Sample Receiving Date : Jun 08, 2020

Testing Period : Jun 08, 2020 - Jun 20, 2020

Test Result(s) . Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following pagel(s).

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

5]
: l/}w*'aiw] P A
Oé a

Sara Guo (Account Executive) Dongjing Liu (Authorized Signatory)

Unless otherwise In this document Is Issued by the Company subject ln s General Conditions of Service printed

ovarieal, avallable on mquutorlcmﬂ:bh at hitp /'www sgs.com/any/ Terms-and-Conc 5. ASpX and, fumhunndmmm
subject o Terms and Conditions for Electronic L A Al hOp iwww sg: +.m-r"‘a.f"T“r'r- N Hion 1 4._.. MG 1
Attention s drawn to the imitation of liability, Indomrﬁﬁutmn ant dictic ore L
advised that information contained hereon reflacts the Gompony'i ndings at lh. lll'lll ol' Iu Intmnllnn lﬂd wlmln thl lim ol‘
Client’s instructions, i any, The Coc:mny 8 sole nip-omlbl I8 10 its Clent and this documen does sxonerale paries o a
transacton from mmi:inn all their rights and obl er the transaction doocuments. This document cannot be woed
except In full, without prior written approval of the ump-tn)' Any unauthorized alteration, or falsification of the content or
appearance of this document is unlawlut and offenders may be rotmud 1o the fullest axtent of the law. Unless otherwise sialed the
results shown in this test report refer only to the sample(s) tested and such nmph(l] are retained for 30 days only

O N R -

L} 'mlh’h‘m Attention. To check the authanticity of testing 'inspection repoart & certificate plosses contact us llirliphn;ﬂ B6-735)8J07 1443,
- or email. CN Dﬂf:t:"lﬁt:lli!iqs com

30010 | 3" Bulkding No. 328 Yishan Road Yuhus Distict Sharghai Chira. 200233 ! (86-21)61400668 ! (B6-21) 54958763 WaW.SgSgFOUp.COM N

PN - LS -SCENLNE0EISE MR 200233 | (86-21)61400666 ! (B6-21) 54956783

Member of the SGS Group (SGS SA)



9GS

Test Report SL52025269837601TX Date:June 20,2020 Page 2 of 3

Test Result

EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test Methods

2 P rm n

Clause 5.2.2 Bacterial filtration efficiency (BFE) {

(EN 14683 :2019 Annex B)

14 o4 34 4 54
(BFE), % 99.7 99.8 99.8 99.8 99.6

Remark: Performance Requirement: Type 1295%, Type 11298%, Type lIR298%

* This test standard is not within the accredited scope in SGS Shanghai testing centre, it is carried out by external
laboratory accredited by CMA (China Metrology Accreditation).

Jlause 5.2.3 Breathabili Differential Pressure)¥
(EN 14683 :2019 Annex C, Flow rate 8 I/min)

 w [ 2# | 3% |  a® | &
Pa/cm®

Remark: Performance Requirement: Type I<40 Pa/cm®, Type l1<40 Pa/cm®, Type IIR<60 Pa/cm®

Clause 5.2.4 Splash Resistance
(ISO 22609 :2004, Pressure 16.0 kPa)

Penetration on inside surface
% | o# | 3% | 4 | S# | e# | 7# | 8%
 Pass | Pass | Pass | Pass | Pass | Pass | Pass | Pass
9% | 1wo# | v# | 12# | 13% | 14 | 15 | 16#
Pass | Pass | Pass | Pass | Pass | Pass | Pass | Pass
 17# | 18# | 19# | 20# | 21# | 22 | 23# | 24%
 Pass | Pass | Pass | Pass | Pass | Pass | Pass | Pass
 25# | 26# | 27# | 28# | 20# | 30# | 3% | 328
 Pass | Pass | Pass | Pass | Pass | Pass | Pass | Pass
NumberofPass: 00000 8 0000000000000

Remark:

1) Performance Requirement Type I: N/A, Type II: N/A, Type IIR: =16.0kPa
2) Distance of the medical face mask target area surface to the tip of cannula is 300£10mm.
3) Condition and Test temperature (21+5)° C, relative humidity (85+10)%

4) An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32 tested
specimens show pass results

Unless otherwise agreed In writing, this document Is Issued by the Company subject o s General Conditions of Service printed
ovarieal, avallable on requast or accessible at hittp 'www sgs.com/any Terms-and-Conditions.aspx and, for electrone format documents,
subject 10 Terms and Conditions for Electronic Documents at hilp fwww 503 com'en/ Terma-and-Condgitions/ Terms-e-Document asp
Attention is drawn to the limitation of liability, indemnification anc diction issues defined therein. older C Jocument is
advised that information contained hereon reflacts the Company’s findings at tha tima of its intervantion only and within the limits of
Client’s instructions, i any, The Company’s sole responsibility is 10 its Clent and this document does sxoneratle panies o a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except In full, without prior written approval of the Company. Any unauthorized alteration, ary or falsification of the content or
appearance of this documen is unlawlul and ofenders may be prosecuted 10 the fTullest axtent of the law, Unless otherwise siated the

TN G @

of results shown in this test report refer only 1o the sample(s) tested and such sample(s) are retained for 30 d only.
ffl‘k’w”“imﬁ' Attention. To check the authanticnty r:Y!utliﬁg'|-1q.p'n+jfrnﬁr-pnrlﬂ.rlr‘!'ﬁr;f:tll oase contact us !timpl'l?n- (B6-T55)18J07 1443,
s ' or amail: CN Docchecki@sgs. com
110 | 3" Buikding No 389 Yishan Road Xuhus District Sharghal Chisa 200233 { (85-21)67402666 | {B6-21) 645658763 WWW.5(5group.com.cn
SN - LN -SILCENLNEISISE MR 200233 | (86-21) 61402666 ! (B6-21) B4568763 8 sgs.china@sgs.com

Member of the SGS Group (SGS SA)



Test Report SL52025269837601TX Date:June 20,2020 Page 3 of 3
2.5 Mi lin

(EN 14683: 2019 Annex D)

1# 2H 3# as 5#
CFU/g <1 <1 <1 <1 <1

Remark: Performance Requirement: Type 130 CFU/g, Type 1130 CFU/g, Type IIR<30 CFU/g
# These test results are copied from report No. SL52025256958201TX Date: May 27,2020
Sample Photo

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

***End of Report***

Unless otherwise agreed In writing, mmmmmmmcmm-mmmnwcmmdsmmm
overieaf, avallable on requast or accessible at -r-LLL %.com/an/Terms-and-Condition: ondfnrmhmudmm
mmwmwmm.mm 5 8L NOD Jiwww 803 COMBn Terms-and-Condition lin--_
mumnmmmdlmwmﬁmm unsdiction issues ofined therei " 0l

advised that Information contained hereon reflacts the Compan ding llllullmal'mlmllﬁnn mdwlmlnm-llnﬂlol
Client’s instructions, i any. The wg_ummcum-mm-mmm sxonerale paries o a
transaction from mrulnluy all their r the transaction documents. This document cannot be reproduced
except In full, without pricr written val of the p-anr Any unauthorized alteration, or falsification of the content or

S AR R R and offenders may be ted 10 the fTullest axtent of the law, umumwn
results shown in this test report refer only to the sample(s) and such sample(s) are retained for 30 days

Q w"ﬂw Attention To check the authanticity of testing /inspection repart & certificate, please contact us st !Il'phﬂl:ll (B6-T55)8307 1443,
or email. CN Docchechi@sgs com

N o sl (10 | "Bulking No 288 Ystan Road YXehs Distict Sharghai Chiea. 200233 ! (86-21)61402685 1 (B6-21) B4956763 WWW.SGSGOUP.COM.CN
Tese i g ‘#l-.l:l $ICEMLNE0SITE MM 200233 | (86-21)61402006 1 (B6-21) 4956763 & sgs.china@sgs.com

Member of the SGS Group (SGS SA)
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