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DOKUMENTATION

Mund-Nasen-Schutz / OP Maske EN14683

9 Speranza | mgmgm

sorT-Medical Mas!

re Earioop Face Masks - Masques de procédure avec boucles auriculaires

de procedimiento con cintas elasticas
- Gesichtsmaken mit Ohrenschiaufen

BFE>P5%
Blue - Bleu-Azul-Blau

Masks i
Masoues [sTERILE[EQ] [sTERILE] (R)

(Bois! & speaientontiar-ask motrad (rvm) 170080 XINXIANG CITY RONGJUN MEDICAL DEVICES CO., LTD.

(Claur) Mo
(For mors detalis, please refer (o the user manval) [ Name of the production enterprise ]
Xinxiang City Rongjun Medical Devices Co., Ltd.
[ Address ] East to 308 Provincial Highway,
South to Changtan Laoan Cross Road
[ Tel of the production enterprise ] 0373-8909218

+ Complied with ASTM F2100 Level | Standards for Face Masks [ Tel of Hangzhou Branch ] 0571-82675507

+ B, Odortess - Non Irmating - Comfortanble Fit - Latox Free [ Enterprise website of the 1 hitp:/Avenw.
[ Enterprise email of the p. 1 j i




Xinxiang Rongjun Medical Devices Co. Ltd.

EU Declaration of Conformity

Manufacturer:

Product Name:

Relevant EC Directive:

Standard:

Xinxiang Rongjun Medical Devices Co. Ltd.

On the eastern side Highway 308, Laoan Shizo South
Road, Changyuan Country, Xinxiang City,

Henan Province, China

Medical Mask W20200593
NMPA No. 20172640642

This product is a class | medical device according to
Annex VIl of Regulation (EU) 93/42/EEC, which is used
in the patient environment to protect the patient.

The product complies with the following harmonized
standard: EN 14683:2019

We herewith declare that above mentioned product complies with the requirements
of regulation (EU) 93/42/EEC. All supporting documentations are retained under the
premises oft the manufacturer.

Signature:

Xinxiang Rongjhrg
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CERTIFICATE

With EU Directive
Medicul devices Directive (MDD 93/42/EEC)

Certificate No.: NEI3 e XRMOL1E77

Holder: Xinxiang City Rongjun Medieal apparstos Co., Lod.

On the eastern side Highway 38, Laocan Shiri South Rosd |
Chasgvasn County, Xinzing Ciry, Henan Provinee,Chine

Product: Medical mush
Model(s): Tepe—1 Type—lIl
Standards: EN 146832014

Based upon the voluntary assessment of the product sample and Techmical
Construction File, the apparatus s deemed to meet the reguirements of the
above standards and EC directives.

of the products are in compliance with lhe specification of the sample
submitted for assessment and detailed in the technical file.

Certification Body
For mud o= fekadl i

M) () € [iK, SEVICES GIDUR LIMITED

_________

The CF marking may be used if all relevant and effective EC directives are
complied with.

NIML (UK) Certification Services Group Limited
Chase Bosiness Centre 3%/41 Chase Side Sowthgate, London, England

.
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Test Report SL52025257797101TX Date:June 06,2020 Page 1 of 3
XINXIANG CITY RONGJUN MEDICAL APPARATUS CO_, LTD.

ON THE EASTEM SIDE HIGHWAY 308, LAOAN SHIZI SOUTH ROAD, CHANGYUAN COUNTY, XINXIANG
CITY, HENAN PROVINCE, CHINA

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

sample Description . Medical face mask

sample Color . Blue

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

sample Receiving Date  :  May 18, 2020

Testing Period - May 18, 2020 - Jun 06, 2020

Test Resuli(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 page(s).

signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co_, Lid Testing Center
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Sara Guo (Account Executive) Dongjing Liu (Authonzed Signatory)

Unless otherwlse agread in writing, this document ks lssuad I}:r trm 11:|:-n'||:-a.|'|1,.I Mra-nt t-n its General Condiflons of Serdce printed
cuarlaaf, awallable on request or accassible al it iwws 03 oo - @ RN arul far alectranic format documants,
sublact to Tarmse and Condithana Tor Elactronle Documaenta a 'FH.I'J.""""'"!!T"!"""TI"'I!I.-.u:: - " uﬁww
Attenbion is drawn to the limdalion of Habkility, Indemnification and junisdiction ssues definaed n. ANy cumant s
sdvised that Information containad haraan reflacts the Company’s findings at tha tima uf ifs mtarventiaon cnly mnd within the lim#s of
Client's inafructions, il any. The Company's sole responsibility is io its Clienl and this document does nol exonsrale parlies 1o &
transaction rem exercising all their nghts @nd obligations under (he ransaction docuements. This document cannol be regroduesed
=11 except In full, withaut prior writtem approval of the Company. Any unauthorized afteration, Tﬂr?a ry of falziflcation of the content ar
o 1 I o appaarance of this decument is unlawlul and offendars may be prasecuted fo the fullast exiant of the law. Unless ciherwise staled the

radalts ahawn in this tead report refer anly to the sampled a) testad and such samplads] are redained for 30 days afily.
t.g' l'lipE than 4 hmgmm Alteantian T"JI.?:I‘_-EE'I the -f‘ulh-.'llhl.l!:-' aftasting finspection report & cerliNegte, plagss conltact us ot telephane: [B6-T55)B307 1443,
= ar omail CN.Doccheckigsags. com
g [n 1o tﬂ"ﬂaﬁuﬂnmm-mmxduumu&mmm 200233 t (BE-21)E10006688  f (98-21) GADSATEY WA SOSFOUP. COM.EN
I _F*E L& ﬂ‘tﬁﬁ'miﬂﬂﬂ kel AR 200233 | {B6-21) 61402668 | (B6-21) 64858763 8 sgs.chinadisgs.com

Member of the SGS5 Group (SGS SA)



3GES

Test Report SL52025257797101TX Date:June 06,2020 Page 2 of 3

Test Result

Medical Face Masks-Requirements and Test Methods
(EN 14683:2019)

Clause 5.2.2 Bacterial filtration efficiency (BFE)Y
(EN 14683 2019 Annex B)

1# 2# 3# 4# 5#
(BFE), % 991 989 99.0 98.7 98.9

Remark: Performance Requirement: Type 1==95%, Type 11=298%( Type IIR =98% }
* This test standard is not within the accredited scope in 5G5S Shanghai testing Tentre, it is carried out by external
laboratory accredited by CMA (China Metrology Accreditation).

Clause 5.2.3 Breathability (Differential Pressure)
(EN 14683 2019 Annex C, Flow rate 8 /min)

1# 2 3 A# o

Differential pressure AP
(Palcm?) 50 53 o1 o4 50

Remark: Performance Requirement: Type I<40 Pa/cm?, Type 11<40 Pafcmﬁ,% 11R=60 Pafc@

Clause 5.2.4 Splash Resistance
(IS0 22609 2004, Pressure 16.0 kPa)

Penetration on inside surface
1# 2# 3# A4# 5# 6# T# 8#
Pass Pass Pass Pass Pass Pass Pass Pass
O# 10# 11# 12# 134# 14# 15# 16#
Pass Pass Pass Fail Pass Pass Pass Pass
17# 18# 19# 204 21# 22# 23 244
Pass Pass Pass Pass Pass Pass Pass Pass
25# 26# 27# 28# 294 30# 31# 32#
Pass Pass Pass Pass Pass Pass Pass Pass
MNumber of Pass: 31
Overall resuli: Acceptable

Hemark:

1) Performance Requirement Type |- N/A, Type II: N/A, Typ

IR: =

1ﬁ_m<PQ

2) Distance of the medical face mask target area surface to the tip of cannula is 300£10mm.
3) Condition and Test temperature (2125) C, relative humidity (85x10)%

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

l}l:l.-lmﬂ-ﬂ B

LEREE:

Sgoonien .frf.n. g

r|5.-f||c|:||:m ImsuEs
ndings at the ima of its interventian nnl

06, GO

Unless otherwlse agread in writing, this l:II:I'CIJI'ﬁlB'I'Il s EELIEEI by th:E '|.-.:I:II'I'IIZIB‘.TI'hI S-l.ﬂ]l&[:[ to its Genersl Conditlons of Servica printed
owvariaaf, availlabis on request or aceasslble alh
sublect to Tarms and Conditions for Elactronlc
AHention is drawn to the limHaticn of Hability, indemnification an

advised that information contained harson reflects the Company's
Ghientl's instruclions, il fmy. The l:l'.'ll‘l'l_pﬂll'!' 5 sole responsibility is 1o ils Cliemnl and this document does Il-:ﬂr exonErale panies 1o a
transaction from sxercising all their fghls and obligations undar ihe ransaction documenis. This documenl cannal be regrodeced
except i full, withaut prior writters approval of the Company. Any unzsuthorized afaration, for
GppERaranca '.'.“ this doecumant is unlawful and cHenders may ba prosecuted to the fullest axiant
ragults S-i'l'ﬂ'i'll'l in thi= tasl rau-:-rl rafar nnI:..' L[] l"'IE aamplala] tﬂBlﬁﬂ ﬂﬂ'lf isch 35""'!}'&13] Bre "B"IE"'IE'U rl:lr-a'] lj-B!rﬂ only,

Bﬁl} rar ﬁlﬂ{!tr{lﬂ'l} r'l.'-\'l'i'l'lElt ':|l:|-l'.'=|.|r'|'b-B|'l|B

Ji jlF-'fﬁl:r this

and within tha limis of

Drocument,
documand =

ary or falzifleation of the confant or
ihe law, Linless clharwiss slatad the

Altention. To chack the awlhanticsty of =306 (ns o report & certiflicate, pleass alpfifone: |BE-T55) B30T 144 3,
T L] |I cich

- z‘mﬁqlﬁmrﬁmmmm&mmm 200233 t{BB-01) 0400856 (25-01)B408E7ES WSSO0, SO £
|=I=E - $TESLBEISIRS AR owzss | (B-20GIA00N 1 (56-21) A0S b sgechinafiegs com

Member of the SGS Group (365 SA)



zeno
Bleistift

zeno
Bleistift

zeno
Bleistift


Test Report SL52025257797101TX Date:June 06,2020 Page 3 of 3
Clause 5.2.5 Microbial Cleanliness
(EN 150 11737-1:2018)

1# 2# 3# 4# o
CFU/g 28 19 22 28 27

Remark: Performance Requirement: Type =30 CFU/g, Type 130 CFU/g, Type 1IR=30 CFU/g

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*™**
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