=) 1
'_.' I':“' g DR Bl D Za sk R M AR e T St e e L W b e B e &
=2 File No: CE/MDR-EEXI-01-02 Ver: A =|
[eas . " Y=
= Declaration of Conformity =
= . . . . =
= Regarding Medical Device Regulation(2017/745) =

o<} P
== =
= 2
" bk}
5= 5
5225 Manufacturer =
b : =]
== Name: Hunan EEXI Technology&Service Co., Ltd. B
=3 =2
"Eﬁi Address: No.6, North of Pingtou road, Liuyang Hi-tech industrial development zone, :-f:-.:.',_‘;“-:
Yt 5 H=
=5 Hunan, China =
=1 =
S <y
= European Authorised Representative 533
34 Name: SUNGO Europe B.V. =
=4 Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands ]
o=y el
TeT by
Y= ——
o =S
==t Product 52
<] Fo=r
9 " 5 P
gf:: Name: Disposable Medical Face Mask o<
S fi% Model: Flat-type: YX005 14.5*9.0cm A8
T LS
= =)

Nee= UDI-DI: - ==

7 NG
7 — Wiz
,f.;}: Classification: | i:
" . s b . el
=4 Rule: According to Rule 1, Annex VIlI, EU Medical Device Regulation (2017/745) Eg:.,
S =
e ==
A . Aol
==t Conformity assessment procedure: Annex 1+l b
=y We confirm our product meets the requirements of Regulation (EU) 2017/745 and the b
::.‘-: 7 . :.": <]
= following harmonized standards. =
P fre=i
" (2
= =
E;{,: EN ISO 14971: 2012 =
ég‘ EN ISO 152283-1: 2016 1=
= ISO 10993-1: 2018 =
o] =<4
= =
= EN ISO 10993-5: 2009 b=
< PPt
= EN ISO 10993-10: 2013 V=
= 24
=2 EN 1041: 2008 s3]
= WOLOG gD =
== EN 14683:2019+AC: 2019 Type | W é;& ==
s 1 =
= >/ £ N7 =
= S\ S
= L . o=
==! = ~ ]
= W Wan \7/5 =7
= B Qg A |~
= ; \\WizzN o =
(2 i
5::.»*‘.'}';5’1;:-'.:';1_-5-:-.'-'_t:;:'l'.g;s_'vv-.-:agf.f.g'-_--.-T-e_'-q:'g:'f._t;v-.-.'-a:;:i:'g;.g'-r-.-:,1.;1:&:,:2_-&-:‘;;:".:; NN R |
[S=uvs e o ithveerrtittyy cortifivey coptiityy vortth vy s enfitivyy ol 7 NN XK AR
AN o éﬁiﬁi’&!ﬁﬁ}},ﬁ, =N QN

—




ll/La sottoscritto/a Sante Di Renzo, per conto di SANTE DI RENZO,

avente giusta delega da parte del Fabbricante o del Mandatario per
I'inserimento dei dati

dei dispositivi medici sotto riportati, convalida in data 16/09/2020 le seguenti
informazioni:
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Progressivo di Sistema:1994899

Nome commerciale e modello: DISPOSABLE MEDICAL FACE MASK

Codice attribuito dal fabbricante (identificativo catalogo): Y X005

Ruolo dell"utente che ha inserito il DM: ALTRO SOGGETTO DELEGATO DAL
FABBRICANTE

Fabbricante: HUNAN EEXI TECHNOLOGY & SERVICE CO., LTD.
Mandatario: SUNGO EUROPE B.V.

Classificazione CND: MASCHERINE CHIRURGICHE STANDARD
Nomenclatore GMDN completo: GMDN non dichiarato

Classificazione CE: Classe | non sterile e senza funzioni di misura

Allegati secondo cui é stato marcato il dispositivo: Allegato VII

Legame con altri DM: No

Documentazione Allegato

Etichetta:TIPO 1 BAMBINI (YX005) label.pdf

Istruzioni per I'uso:TIPO 1 BAMBINI (YX005)INSTRUCTION PAPER.pdf

Dati Tecnici

Misura (ove applicabile): 14,5 x 9 cm

Presenza Tessuti/Sostanze: No

Presenza Medicinali: No

| materiali prevalenti costituenti il confezionamento primario del DM
necessitano di condizioni speciali di smaltimento: No

Sterile: No

Monouso: Si

Latex - durante il processo di lavorazione il prodotto € venuto a contatto con
molecole di lattice: No

Latex - il prodotto e il suo confenzionamento sono privi di lattice: Si

Materiali costituenti il DM a diretto contatto con il Paziente

Materiale: FIBRE

Materiale: POLIPROPILENE
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ll/La sottoscritto/a dichiara di essere consapevole delle sanzioni previste in
caso di dichiarazioni false o mendaci (art.76 del Testo unico, D.P.R.
28.12.2000, n. 445).
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Test Report (Electronic version)
VERIFICATION WEBSITE: www. gttc. net.cn
VERIFICATION CODE: ECUA-8716-44
No:20R001104MO ISSUE DATE %k H3#H:2020-05-29
APPLICANT: HUNAN EEXI TECHNOLOGY&SERVICE CO., LTD.

RACHAL
gﬁDRESii NO. 6, NORTH OF PINGTOU ROAD, LIUYANG HI-TECH INDUSTRIAL DEVELOPMENT ZONE, HUNAN,
: CHINA

INFORMATION CONFIRMED BY APPLICANT % Fil\iEfE E.:
DISPOSABLE MEDICAL FACE MASK — ¥ fH:sti Fi 22 F 11 2 1004
MODEL ~ Z*5: YX005

SIZE R ~F: 14.5cmX9cm

STANDARD ADOPTED 6 46 % -
EN 14683:2019+AC:2019 <Medical face masks—Requirements and test methods> (EMH O FXR 5 riE:)

DATE RECEIVED/DATE TEST STARTED: 2020-05-09
FE 2 H /T H#: 2020-05-09
CONCLUSTON &:it:

Bacterial filtration efficiency (BFE) M
AP I e (BFE)

Microbial cleanliness M
T TR

Differential pressure M

s 1%

Note: “M”-Meet the standard’ s requirement “F”-Fail to meet the standard’ s requirement “———"-No comment

REMARK :

MODIFIED CONTENT: MODIFIED CLIENT CONFIRMED INFORMATION.

AR BREIIAERER.

This report replaces test report 20R001104 which has become invalid automatically.
AR E A 20R0011044R 75, [FAIHT20R0011044% EAE K -

ALL THE TESTED ITEMS ARE TESTED UNDER THE STANDARD CONDITION (EXCEPT FOR INDICATION).
AHR A HPORL B A TN I E Y TE AR BIARAE R A 4 T T CREIRD o

COPIES OF THE REPORT ARE VALID ONLY RE-STAMPED.

SEME FI AR NS5 S B E TR

THE EXPERIMENT WAS CARRIED OUT AT No. 1, ZHUJIANG ROAD, PANYU DISTRICT, GUANGZHOU, GUANGDONG, P.R.CHINA.
R R IEAS I e g T B X BRY LR 15

APPROVED BY (%%
wanf; iy

I AR
WanLi Hu ENGINEER

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, PR.China. Tel: +86-20-61994598 61994599
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Test Report {Electronic version)
No: 20R001104MO

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599
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IElectronic version)

Test Report

No: 20R001104MO

Bacterial filtration efficiency (BFE)
MU E (BFE)

Test method: EN 14683: 2019+AC: 2019 Annex B
IR A E: EN 14683:2019+AC:2019 Fffs%B

Test principle:

R

A specimen of the mask material is clamped between a six-stage cascade impactor and an aerosol chamber. An aerosol
of Staphylococcus aureus is introduced into the aerosol chamber and drawn through the mask material and the
impactor under vacuum. The bacterial filtration efficiency (BFE) of the mask is given by the number of colony forming
units passing through the medical face mask material expressed as a percentage of the number of colony forming units
present in the challenge aerosol.

8 1 B RHRRE JEAE AN B RS AR IR = 2 ], & EMEARFMAEZ AR BRE, HERT
RS FIEE D BFRAERS . DB AR IE R (BFE) 25 T-i i 5 A 11 SRR 1 B 06 T 1l o 0 5 S IR &
W B TR B AL B B, D E B R

Test equipment:
TR
Incubator
EMEEE ]
Electronic balance

AT R

Autoclave

EVAP SRW kT

Experimental system for bacterial filtration efficiency (BFE) of mask
FERAA AL JERL% (BFE) SEG R4t

The environmental conditions of the laboratory and test condition:
SR 58 IR S AR AT R A

Total bacteria: 0 CFU/plate

YU 8% 0 CFU/IML

Total fungi: 0 CFU/plate

HEMH: 0 CRU/IML

Blank experiment: Aseptic growth

THEER: LRAK

Test environment temperature: 24.5°C, Relative humidity: 56.0%
MAIREEIRE: 24.5°C, AARE: 56. 0%

Culture medium: TSA agar medium

REFRILAHR: TSAEF R RE 773

Culture temperature: 37°C, Culture time: 48h

FEREEIRIRE: 37°C, FEMILIRATIE: 48h

Test bacteria : staphylococcus aureus ATCC 6538

ARG S & BRIFATCC 6538

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, PR.China. lel: +86-20-61994598 61994599
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Test Report

No: 20R001104MO
Concentration of bacterium: 5.0x10°> CFU /ml
BRI SE: 5.0X 105 CFU /ml
Positive control average (C): 1.9x10® CFU
PHAE 2 FIE (O« 1.9X10% CFU
Negative monitor count: <1 CFU
B #%{E: <1 CFU
Test area: 49 cm 2
MEHAR: 49 cm?
Flow rate: 28.3 I/min
SMHGE: 28.3 1/min
Dimensions of the test specimens: 15cm>15cm
RS 15emX 15em
Pretreatment: Condition each specimen for 4 h by exposure to a temperature of (2145)°C and a relative humidity of
(8515)%
b7 RE (21£5) C. AHXREE (85+£5) WIAEGrH AL #4h
Mean particle size: 3.0 pm
BRI EZ: 3.0 pm
The medical face mask in contact with the bacterial challenge: inside
1SR 5 40 B O ek i . L2

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599
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Test Report

No: 20R001104MO

Results A 45 31 :
BFE Requirement . .
Sample T sy - Classification| Conclusion
B g | HELERE TORER ga | EWE
(%) (%)
1 30 98.42
2 53 97.21
3 43 97.74 95 Type 1 Pass
4 30 98.42 EN 14683:2019+AC:2019 =
5 35 98.16
Remarks &{%:

For each test specimen calculate the bacterial filtration efficiency B, as a percentage, using the following formula:
S TAEAMGARE, 3L T A ST 4 BT S B B o i 2

B=(C—-T)/C x 100

where T H

B is bacterial filtration efficiency (BFE), %;

B——ZH R R, %

C is positive control average;

C——PFAME V- 241

T is the total plate count for the test specimen.

TR it THACZ AN

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, PR.China. lel: +86-20-61994598 61994599
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No: 20R001104MO

Microbial cleanliness

iR AEY

Test method: EN ISO 11737-1:2018, Membrane filtration
MR A% ENISO 11737-1:2018 fiFid jE vk

Test principle:

R

Take the required samples from the original packaging. Weigh a certain amount of sample and placed in a sterile

500 ml bottle containing 300 ml of extraction liquid (1 g/l Peptone, 5 g/l NaCl and 2 g/l Tween 20). The bottle is laid

down on an orbital shaker and shaken for 5 min at 250 rpm. After this extraction step, 100 ml of the extraction liquid

is filtered through a 0.45 pm filter and laid down on a TSA plate for the total viable aerobic microbial count. Another

100 ml aliquot of the same extraction liquid is filtered in the same way and the filter plated on Sabouraud Dextrose

agar (SDA) for fungi enumeration. The plates are incubated for 3 days at 30°C and 7 days at (20 to 25)°C for TSA and

SDA plates respectively. The total bioburden is expressed by addition of the TSA and SDA counts.

MG GE AL e B P 7 A, 7R TG B AR TR AR — E AR A TR G R, S A 300m ] A UK
(1g/1H1E ANk, 5g/1NaClAI2g/1M#R20) o 7E250rpm 4% A [A]5min, E=H100mIZEHGHE, 0. 45mfHy 5

RS, R BERRECE BITSASEAR b, 0052 40 58 B v B, B 100m] REHU,  FHO. 45mmf¥ R SIS, K A

JHCE BISDAFAR b, T 5 B TR BB XU TSARISDAT AR /3 HIFE30°C R FR3 R A20~ 25 CHFRTR . &

FIB A= 5 FH TSARISDA TH AU R e

Test equipment:

PR e

Constant temperature incubator
ERIEREE

Electronic balance

BT R

Pressure steam sterilizer
JE 757K
Biosafety cabinet

a7/ k7 i)

The environmental conditions of the laboratory and test condition:

S = IR R A AR K A«

Test environment temperature: 24.5°C, relative humidity: 56.0%

MARIABIE T : 24, 5 CAIXTIEEE: 56. 0%
Test environment monitoring: total bacteria: 0 CFU/plate, total fungi: 0 CFU/plate, blank experiment: sterile growth

DRI W di a2 0 CFU/IML, HEE &% 0 CFU/IL, =HA%ER: LEAK

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, PR.China. lel: +86-20-61994598 61994599
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Test Report

No: 20R001104MO

Results JUliA %5 R -
Bacteria Fungi Mlcrqblal Requirement . .
Sample cleanliness Classification| Conclusion
pg | O oL I P ) boRER mE | W
(CFU/g) (CFU/g) (CFU/g)
(CFU/g)
1 7 3 10
2 9 2 11 <30 Pass
3 6 3 9 EN 14683:2019+AC:2019 | Type I A
4 8 8 16 =
5 10 2 12

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, PR.China. Tel: +86-20-61994598 61994599
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Test Report

No: 20R001104MO

Differential pressure

EhE

Test method: EN 14683:2019+AC:2019 Annex C
W75 EN 14683:2019+AC:2019 fff5C

Test principle:

R

This procedure was performed to evaluate the differential pressure of the medical face mask material by measuring the
air exchange pressure through a measured surface area at a constant air flow rate.

;El; FER R g 22 A, el A DA R intsod i O 22 I e R T AR (W 5 F EBERDRE, AT I 5 25 A8 46 1)

Test equipment:

TR

GTTC-YLC-1 Apparatus for differential pressure
GTTC-YLC-1H B % /3 2 Ml A%

The environmental conditions of the laboratory and test condition:

SR 3 A SR AR AT

Air flow: 8 I/min

SARFEE: 8 1/min

Test area: 4.9cm?2

RIS : 4. 9cm?

Pretreatment: Condition each specimen for a minimum of 4 h by exposure to a temperature of (2145) ‘C and a relative
humidity of (8545)%

AL A R (21£5) C. MXHBEE (85E£5) WAL K T-4h

General location of the areas of the mask the differential measurements: specimen center

B YA WA X VA= R £ AR

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, PR.China. Tel: +86-20-61994598 61994599
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Test Report

No: 20R001104MO

Results A 45 R :
. . Requi
Sample Differential pressure equirement Classification| Conclusion
oy Bz BARZR mE | BmR
(Pa/cm? ) (Pa/cm? ) -
1 28.0
2 25.3 <40 P
3 251 EN 14683:2019+AC:2019 | Type I a
4 22.9 §
5 23.3

—— &R &GS H (End of Report)

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, PR.China. Tel: +86-20-61994598 61994599



	页 1

