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BETTER AG

Spitzenqualitat zum Herstellerpreis

BETTER AG
General-Guisan-Str. 8
6300 Zug, Schweiz

@dem

Medizinische Einwegmasken

Produkt: Medizinische Einwegmasken
EN 14683:2019

Spezifikation: 17,5cm x 9,5cm
Anzahl der Schichten: 3 Lagen
Haltbarkeitsdauer: 3 Jahre

Verpackungsbox:
Menge: 50 Stiick/Karton
GroBe: 18 x 10x 7

Verpackungskarton:
Quantitat: 40 Stiick/Karton

Grof3e: 52x38x30

Kontakt: Tel: DE:+493062933420
CH: +41(0) 715880248
E-mail: info@OdemShop.de
Shop: www.OdemShop.de




DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex I+l of Regulation (EU) 2017/745

Applicable Standards

EN ISO 14971:2019

EN ISO 15223-1:2016

EN ISO 10993-1:2020

EN ISO 10993-5:2009

EN ISO 10993-10:2010

EN ISO 20417: 2021

EN 14683:2019+AC:2019 Type IIR

Remark

The declaration of conformity is valid in connection
with the release technical document
CE/MDR-XL-01.

All the supporting documentation is retained at the
premises of the manufacturer.

The Declaration of Conformity is exclusively under

the sole responsibility of the manufacturer.

Manufacturer

Name: Hubei Xianlu Medical & Health Products Co.,Ltd.
Address: 2-218 Building 2 No.35 Development Avenue,
Jinping Industrial Park Xiulin office, Shishou City, Hubei,
China 434400

SRN: CN-MF-000011495

Product Information

Name: DISPOSABLE FACE MASK (NON-STERILE)
Model: 17.5*9.5cm, 14.5*9.0cm

EMDN: T020604

Basic UDI-DI:

Classification: Class I, According to Rule 1, Annex
VI, Regulation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable

2021.12.13

Position:GM Place:Hubei/China
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(Sample Description) Face mask
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Statement

LA R M EAedbff A SR R,

This report is invalid without the approver’s signatures and special seal of inspection,

RE AR PONY o SR FHAREAGERTAR, L (P RARXPEI IR R4, EMALZA
LM ARG, g, T CPONY |, R WARMARHERT A, ARaaRE Tk &,
The pattern and characters of "PONY" and "i#J2" used in this report are protected by the tmdmmrk law of the People’s Republic of

China. Any unautherized usage, counterfeit, forgery and alteration of trademarks of "PONY" and "1 J2" are the violations of the law.
The PONY has the right to pursucall legal liabilities of the subject of the delict.

AR R AR e AT S, TR Al A B A (O BRSO R AR A N ) AAEE B
gt P . BIEE R EAR G R oSS S o
I the applicant has any questions about the results, shall provide a written retest application with the original report, and prepay the retest
fees to PONY within fifteen days since the approval date (as an exception. it shall be within five days since the date received for the
primary agriculture products report).
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4 BRI EF G, AR R L, e R RS A SN, AR AR IE A ey H iR,
After the applicant finishes the procedure mentioned above, PONY shall arrange the retest as soon as possible, If the retest result
accords with the applicant dissent, PONY shall refund the retest fees.

5T I MACRAEEAT L6 S8, AT, RALPAEALA IR,
Tests that can not be repeated and tested shall not be e n‘rlnd out again.

6. RIS A RS oAt A 50 G, TR SR Al A
The appltt..mt should undertake the responsibility for the provided samples’ representativeness and document authenticity. Otherwise,

PONY has not any relevant responsibilities,
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AR AT PR S B 0, AU AR Wr MAE G a4 o T AR TN AT L SR T R O TR R AR R A
— i R, RELARAGUEAT ik T 1,
This report is only responsible for th provided sample. The test results only represent the evaluation of the tested sample. PONY will
not be responsible for any economical or legal liability generated from direct or indirect usage of the test report
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BRI AGAT WA RS S AL Y R
PONY has the right to dlspu.».c the tested sample alter approval of the test report,

o

CAEALPGE ARG RIS B, PR Rl . BRI FHRAERTRE LS
PONY assures objectivity and impartiality of the test, dl‘ld fulﬁlls the obligation of confidentiality for applicant’s commercial information,
and technigue document.

10. *U'x M fdbit, &M, WA, &K, K2 N dEe A (2L EHE) Rt EER AN LAY AR, KRG
SEA L AT P A ik T (E
I'hn, report 1s invalid in ease of illegal transfer, embezzlement, imposture, modification or any altering, reproducing except in full,
without approval of PONY. PONY shall investigate and affix the applicant’s legal liability uccordingly.

B T L e T T R R TP e T T P PR P T PP T R P T Ty S e e T e e T Ty S

A ALYl (Anti-counterfeiting Description) :

(1) dp-54h 5 A —ah;
The test rupurl has exclusive report code.

(2) 305 R 5F BB AR Ep b, SRR AT T AT "PONY " b 43 | G R S R A S . B A #1F & A7 "PONY T
sk,
The test report is printed by anti-copying paper whose surface shows "PONY" security print with specific anticounterteiting
technique. Security print will disappear afier copying. Duplicates are not expected to give "PONY " security print under any
circumstances.
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(Test Results)
No. BOYQMQIR869707L1 1T, 32 T (page 1 of 2)
J% Specification:
T s FF i A 17.5%9.5¢m
_ [1 5% Face mask - . s
(Sample Description) (Sample Specification) 45 Model: %Y
Plane
WG AL 527 1A
ZAE L 47
! HUBEI Xianlu S
(Apphcaul) Medlcal&Health (Trade Mark)
Products Co.,Ltd.
- 427 H ) Manufacturing
% e il o =2
BIF: H —— 7 EARAES Date: 2020.04.01
(Received Date) (Manuricm;ng Daeor | spegpe Manufacturing
gt Lot No.: 20200401
w F l:i —\— ? 7
s 2020-04-09~2020-04-22 bk —
(Test Date) (Sample Grade)
R E $0pcs S 5 ZFEA I
(Sample Quantity) (Test Type) (Commissioning Test)
=T P e ) SRLEZS N
Frai 4% 52 4 Packing Intact &@Jgiﬁ' ) ¥4 '3}"#
(Sample Status) (Test Environment) (To meet the requirements)
S W X
R HRH JLF BT See the next page
(Test Items)
v B
R T
(Test Methods) M, F UL See the next page
P EE Ve HLAE IR S 7548 Electric Heating Constant Temperature Incubator

(Main Instruments)

0 I B R G A Bacterial filtration efficiency detector 2% ete.

RIE
(Note)

PR FRAE Limit on: EN 14683: 2019
A7 507 Production: ALAlRE ST BA &4 B A §] HUBEI Xianlu
Medical&Health Products Co.,Ltd.
Z AL AL Inspection: i AGAl FE S 97 P4 S A BR 4 & HUBEI Xianlu
Medical&Health Products Co.,Ltd.
DL RE &0 (5 B B i it

The information of above sample was provided by the applicant.

i) A
(Edited by) ]&;H?,
#HZAN -2~ §
(Checked by) Cj—F) £
HEAEN -
(Approved by) J)g
g {
SR A 2020-04-22
(Issued Date)
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PLCHEh:  RIFOTRAILICSC A3 99 S S . 60, TR L. T3
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HiG: 021-37895599
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(Test Results)
No. BOYQMQJR869707L1 952 08, JE2 VT (page2of2)
BRA
Y GRS : P ' ; R
(J,L‘,'”if‘f”;,fﬂf"l;on Horil i (Limit) Kt ah B 4 B
iy D e shl (Test Items) 1 ®Y I IR #Y (Test Results) (Sample Description and Number)
and Number)
Typel | Typell | Type IR
No.l 99.2
No.2 99.4
Mg | e gl el
(Bl 10 =95 | =98 =98 | No3 | 994 EN 14683: 2019
Bacterial filtration
eHiAEEHBEETR . || 0 =5l f Golis L L e repeenEs
No.4 99.3
REGHZUZIZLC ]y ARSI (LR T A RS S
15 Face mask
No.5 99.3
EAE, Palm® <40 <40 <60 35.5 EN 14683: 2019
Differential pressure
B T Ta et e Gt e e e s A M A W i E o
Splash resistance / / =16.0 =>16.0 EN 14683
....... {225 ) Il | =20 & [0 S (ol X e || i
b R SR T o R
BEVRIEIL g | <39 | <39 <30 2 EN 14683:
Microbial cleanliness

FE G4 4 fII (Sample Number and Photo ):

© Hotline 400-819-5688
www.ponytest.com
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Pony authenticate the photo on original report only
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(End of Report)
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