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CE Notification Confirmation

This is to confirm that, according to the council directive 93/42/EEC (MDD), SUNGO
Europe B.V. performed the notification duties and responsibilities as the European
authorized representative of:

XIAMEN MIAOXING TECHNOLOGY CO., LTD
5Floor, No.333-4tongfu Road, Tongan District, Xiamen, China P.C
36100

The Manufacturer has provided SUNGO Europe B.V. with the EC Declaration of
Conformity confirming that the medical device, as stipulated here below, is fulfilling the
applicable requirements of the European Council Directive 93/42/EEC.

According to 93/42/EEC (MDD), the European Databank on Medical Devices (EUDAMED)
is established as of May 1 2011. The Netherlands Competent Authority is notified of the
manufacturer's medical devices and has allocated registration number.

Face Mask

Class | according to Annex IX of 93/42/EEC
GMDN: 35177

CIBG Number: NL-CA002-2020-50484

Where the manufacturer affix’s the CE marking to the product listed they must ensure that
all the requirements of the appropriate EU directive(s) have and continue to be met.

This document should be used together with the compelence authorily notification fetter and the
Declaration of Conformity issued by the Manufacturer. This document will become to be invalid once the
notification status is changed or the EAR agreement is terminated.
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SUNGO Europe B.V. : 1

Reference Number: EUCAND0200 Olympisch Stadion 24, 1076DE Amsterdam, Netherlands |

Issue date: May.08, 2020

{
SUNGO Europe B.V. I Authorized Signature

Olympisch Stadion 24,1076DE  Onlyused for the EU Representative Signature
Amsterdam, Netherlands |

ec.rep@sungogroup.com

EU Declaration of conformity

CE

ACCORIDING TO ANNEX IV of regulation (EU)2017/745 ON MEDICAL DEVICES

Manufacturer : XIAMEN MIAOXING TECHNOLOGY CO.,LTD

Manufacturer address :5Floor , No.333-4Tongfu Road ,Tongan district ,xiamen ,china P.C 361000
Product name : disposable mask

Model /speciification MX-01/175MM*95MM

SRN: NOT AVAILABLE yet

Authorized representative name: SUNGO Europe BV

VAT ' NL857821659B01

ADD : Olympisch stadion 24,1076DE Amsterdam.Netherlands
Contact : SUNGO secretary

Email: : ec.rep@sungogroup.com

Basic UDI AND the referred device : not available yet
Classification according to MDR : CLASS| ,RULE1

Standards EN 14683:2019
Confirmity assessment procedure :class i :EC conformity declaration according to annex i
+annex Il

We, the manufacturer , herewith declare under our sole resposibility that the above mentioned
products meet the provisions of the regulation (EU)2017/745 on the medical devices (MDR ) . ALL

Supporting documentations are retained um of the manufacturer.
s MESE N

Signature: <5 Xlar@’ﬁ gfljna ,2020-04-28
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After the applicant finishes the procedure mentioned above. PONY shall arrange the retest as soon as possible. [ the retest result
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5, A "ls,:.} '(_f.- i l*.‘J'»z.' I, it ‘.= #. 74,; s g LA LA
Tes tn. that can not be r FLPL-I ed and tested sha mu be carried out again.

6. Zedeif et ab e UM A A A L R B, & AR (2 AR e e AR
The applicant should undernake the responsibility for the provided s JTI1|1|\. rgprm.nlu veness and document authenticity, Otherwise,
PONY has not any relevam responsibilities.

LRt A ST oF PG AT IAS I . DA 60 SRR A

AR

S 0
This report is only responsible hlr! he provided snmp]t. The test results only represent the evaluation of the tested sample. PONY will
not be responsible for any economical or legal lability generated from direet or indirect usage of the west repon.

8. AL T, AR A HF 3 P AT ARG
PONY |m~. l e IIL.lll lU dispose the tested sample by rules, afier approval of the test repon,

g E TN E A, AR P R(EE, HAZS T T LB RirEElS
Lol b, sTEILPEmMd {50, AL FHLLFRFE

sures uh|;,~,|:|\1l\ and impartia I|II.\ of the test, and fullnlh the obligation of confidenti |Im for applicant’s comimercial information,
and technique document.

W) B S E TR Ry RACA B A, AR

port is invalid in case of illegal transfer, embezzlement, imposture, modification or any altering, reproducing except in full,
without approval of PONY. PONY shall investigate and aftix the applicant’s legal lability accordingly.

A] 53 JJ'l’ B { Anti-counterfeiting I)HLrlpllnlﬂ

ive report code,
¢ 14|, 413 'Y }\|ﬁ 'f: -{]- "PONY" /ﬂ‘l,pi}‘,'?_ i T e 4 .} *.1 .:l, 5;| 5]: T/‘ it {] PONY"

T}u :nl report is pnmul by anti-copying paper whose surface shows "PONY " security pnul with \['\LLlhl anticounterfeting
technigue. Sceurity print will disappear after capying. Duplicates are not expeeted to give "PONY" security print under any
circumstances.

x| Ele 55 Ak IR
0 400-819-5688 ySERLIIATIIART I
WWW.PONYTEST.COM A5 PONY4008195688 EE

S o3 (0451158627755

* - (0311)833T6660 EMWEE
(0991) 6684186 24
(0471) 3450025 <

Fo010) 83055000 FR EEE
1 (021) 64851999 4
L (D532)8RTO6R66
CTSS)IZA0S0H09
1 (022) 23607888 &
DS 12362997900

(U27) R3997127
s (043 ir\‘r'num
C U1 IRTIIO6N
C(URAT1IRVAS06T

- (05T77)88271060
S (0551)63843474
" (020) 89224310
(0392)53508048
S (028) BTT02708

o 129) S9608THES

£+ (037183806807
D (0351) 7555762 T MK % ¢ % 1 (057487977185

¥ 4,
WV & U
PONN '
Pony Testing Imemauoml Group

o s R
(Test Results)
No. BOYMAGWRS882617L1 551 51, 3L2 B (page 10f2)

JAE Specification:
17.5X9.5¢cm
A% Model: *Ffii %Y Plane

FEdh 4 Fr 115 (JEKE) facemask FE i ke

(Sample Description) (non-sterile) (Sample Specification)

: BT BT PR A ) gty
ZHGHAL XIAMEN MIAOXING bR

(Applicant) TECHNOLOGY CO., (Trade Mark)
LTD

] A= ek S A2 7% [TH Manufacturing
I = e
§”.T— B 2020-04-14 {Manufacturing Date or H, Dat(i; 20200470 H
(Received Date) Lot No.) Ak s Manufactunng
2 Lot No.: 202004
ol | o A
B HH 2020-04-14~2020-04-22 P et
(Test Date) (Sample Grade)

L= i Aar I0 278 1) ZFER
(Sample Quamity) : (Test Type) (Commissioning Tesl)

: o ol 45, e A B S
LETPIN 5 Notraal ﬁ&ﬂ%hﬁ fEE E‘FR
(Sample Slalus) (Test Environment) (To meet the requirements)

3w H

(Test Items)

L IVIRZA
(Test Methods)
JR R B R W BT R 40 Electric Heating Constant Temperature Incubator
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Instructions for use

Name: disposable Medical Face Mask (non-sterile)

Intend Use: The Face Masks are intended to be worn to protect

both the patient and healthcare personnel from transfer of microorganisms,
body fluids and particulate material. These face masks are intended for use
in infection control practices to reduce the potential exposure to blood and
body fluids. This is a single use, disposable device(s), provided non-sterile.
A Cautions: 1. Check the package completeness before using. Check the
label, manufacturing date and validity time, to make sure the product is in valid date.
2. Do not use if the package damaged.

3. Do not reuse. Reusing may cause cross-contamination.

Instruction for use:

1. Open the packaging pouch and take out the mask.

2. Place the side with nose piece upward. Hang the ear loops

on the ears.

3. Press the nose piece to fit the bridge of the nose, then press

the nose piece and pull the lower end of the mask to the lower jaw.

4. Adjust the mask so that it covers the bridge of the nose to the

lower jaw in order to get the best protection effect.

Storage: The product should be stored in a cool (Min 15 C )dry

area, away from heat and direct sunlight.

Shelf life: 3year

Symbols meaning:

Do not reuse” are'aingie

Bach Code use, “Use only onée

N [— -
medical device
H turer Name
CE [oeomo

Manufacture Date

Name and Address of
EuropeanUnion

ﬂgb@

ADJUSTABLE NOSE BRIDGE CLIP PRECISION WELDING EAR STRAP

Aluminume-plastic strip inside Wear firmly, not easy to fall off
perfect fit different nose

THREE-LAYER OF PROTECTION HIGH ELASTIC EARLOOP

MASK DESIGN

Adjust size according to face shape  Good elastic earloop
No oppression to ears

Packing: CTN SIZE:52*38*30cm
50pcs/box 2000pcs/ctn NET Weight: 8kg

Medical protection
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