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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 II+l of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971: 2019

EN ISO 15223-1: 2016
EN 1041:2008+A1:2013

,1ISO 10993-1: 2018

EN ISO 10993-5: 2009
ENISO 10993-10: 2013
EN 14683:2019+AC:2019 Type IIR

Remark

The declaration of conformity is valid in connection
the  release  technical  document

CE/MDR-DY-01-02,

All the supporting documentation is retained at the

Manufacturer

Name: Guangzhou Dayun Medical Technology Co.,
Ltd.
Address: No0.632, Xintang Avenue, Xintang Town,

Zengcheng District Guangzhou, Guangdong, China

Product ln,formatibn

Name: Disposable Medical Mask (Non-Sterile)
Model : DY-01 (17.5cm X 9.5¢m), DY-02 (14.0cm X
9.0cm), DY-03 (12.0cm X 7.0cm), TGL-03 (17.5 X
9.5cm) ' : \
GMDN: 35177 :

Basic UDI- DI: 697308854mask0122

Classification: Class |
Declaration

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
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(Test Report)

No. GOLLSF8P189175L1

\ PRI O (R )
FF i % 75 Disposable medical mask (Non-sterile)

(Sample Description)

ik PN IE BT R A A
LA Guangzhou Dayun Medical Technology Co.,Ltd.

(Applicant)
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Statement
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CRRE RN SR, MEHET A A ST,
This report is invalid without special seal of inspection, cross-page seal and the approver's signatures.
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.Lﬁ%ﬁ@ﬁ&M“mw”.“%&”*#ﬁﬁﬁuﬁi%?ﬁ.ﬁx«¢ EAR LA IFE) /Y, BTAZR
FAzdER g g mAtF H . ik, Fi& CPONY” | “ER” FARY ﬁﬁ%kﬁﬁ’ﬁb AT RE A T kAT
The pattern and characters of "PONY" and "#% /2" used in this report are protected by the trademark law of the People's Republic of
China. Any unauthorized usage, counterfeit, forgery and alteration of trademarks of "PONY" and "il§ JE" are the violations of the law.
The PONY has the right to pursueall legal liabilities of the subject of the delict.
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R RS S e L, T RS ARZ ART AN (MARFEREFTRELFZAREIAN) HAEERRD
Rk I, Fl R’rwua*&ﬁﬁ%#a‘”’ri‘ﬁﬁiﬁm%,
If 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).

4 BN TIE TG, APERRARTHIN. LR DNEREFA AN, ALGFRTFIE000 A%,
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.
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AT E LA AN R, FEATEAR], R PAEMFRIURA,
Tests that can not be repeated and testccl shall not be carried out again.

6. BAefixt Ao oy KA M A T A0 L F b 5, TR AR 4 RARARAEATAR K T 1,
The applicant should undertake the responsibility for the provided samples’ representativeness and document authenticity. Otherwise,
PONY has not any relevant responsibilities.

7. AARAALST B ARG 0 . SRS A AUR B AT AR 2 43R, 2T TARSATH A B R . AR B 5 A 6 AR AR R R
—kEER, $$usz&ﬁ7f#¢¢$&
This report is only respensible for the 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.

8. ASALA L AR B L Ty RAL I AT A &,
PONY has the right to dispose the tested sample by rules, afier approval of the test report.

9. ASPARARIE DA G RIS E b, AT RACLAT A T AT & BRI AL BATIR G L 4
PONY assures objectivity and impartiality of the test, and fulfills the obligation of conﬁdenhal;ty for applicant's commercial information,
and technique document.

10, A4REAA fakik. A, FHA. BE. RERBGEIEGILS (ELLHHR) SALEETHRN LR, A
AFat Lk AT A P 5 LA B R A e,
The report 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 affix the applicant’s legal liability accordingly.
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A 749519 (Anti-counterfeiting Description) :

(1) REH5EE—0h;
The test report has exclusive report code.

(2) ARE KR 4 ] 5 B AR R EP ), SRER AT AT "PONY " Br th 4k | i FF P ELs R AF ELPP, BP S 44 R 2 A7 "PONY "
R ES:S
The test report is printed by anti-copying paper whose surface shows "PONY" security print with specific anticounterfeitng

technique. Security print will disappear after copying. Duplicates are not expected to give "PONY" security print under any
circumstances.
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400-819-5688 FeTE ik JEMEAT S % o
WWW.PONYTEST.COM x5 PONY4008195688 mES
L FLBE. (010) 83055000

EEFEE T (021) 64851999
# BE BT (0532)88706866

2. (027) 83997127 wh R T 3 % . (0451)58627755

. (0431)85150908 & £ £ % I % . (0311)85376660 2 | 5% - (0577)88271060
£ (0411)87336618 B &R F L%, (0991) 6684186 A fm i ih & (0551)63843474
B E  (0755)26050909 £1 (0371)69350670  nf Aok sy TR E (0471) 3450025 54 LR E . (0200 89224310
RA T T (022) 23607888 1 (029) 89608785 AL s % I £ ; (0571)85806807 1 EEE: (0592)5568048
AW EEE (0512)62997900 KRB EHRE: (0351) 7555762 T & £ B F . (0574)87977185 M AP E . (028) 87702708
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(Test Results)
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L1 A7 The 3 3
ﬁ:””%ﬁ‘ ] Disposable medical mask i uniﬁ‘ﬁ:" : 14.5cm *9.5cm
(Sample Description) (Nonsterile) (Sample Specification)
LRl 7 ik s BT B A BR 2 =] 2

%H;%lﬁ Guangzhou Dayun Medical - zﬁﬁ)l;g 3 e

(opplicans) Technology Co.,Ltd. (Tradeiaik)

1/ H 11 Sha it e H Rt S 20201008
(Received Date) (Mamufachuring Dase 20201008

or Lot No.)

-/ ) 1 M [ A

Rl F 2020-10-09~2020-10-20 FR R SR ieEets

(Test Date) (Sample Grade)

FEAIRES =t N ] ZHEA I
(Sample Status) IE# Normal (Test Type) Commissioning Test

K5 S ; Ho BB Fr e ER

(Test Items) T UL See next page (Test Environment) To meet the requirements

Forill 7 5 kol
(Test Methods) W T I See next page
Fit F 3 B Ay (I 90 V6 /B O3 @ < i 1 a1 o

(Main Instruments)

Respirator particle filtration efficiency and airflow resistance tester etc.

R

(Note)

1.5 DY-02

Model: DY-02

2 AP AL/ R AL ) NEIE BT R A TR A

Manufacturer/Tested company: Guangzhou Dayun Medical Technology Co.,Ltd.
3.BL AR S B 2R R rR A e

The information of sample was provided by the applicant

4% 4% P ksl )5 vk R AR A 4R 52 .

The testing methods mentioned in this report were designated by the applicant.
S5.PRMEARHE: BS EN 14683:2019 (TIR #4)

Limit Standard: BS EN 14683:2019(Type IIR)

il A .
(Edited by) 5& ﬂ';
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(Checked by) %% %g
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(Approved by) % % ¢
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(Issued Date)

© Hotline 400-819-5688

www.ponytest.com

PONY-BG186-01A-1-B-1-01-2019A

WS IR 22 7] Pony Testing International Group Co. Ltd.

S dihl: AESOTHRERE XA 66 ST 1 b S 2 101

Address: 101,5F Building 1, No.66 Jindai Road,Haidian District, Beijing, China

Ry Hhl: b stilivdivg (< B o6 Tl 1 ik

Testing address: Building 1, No.66 Jindai Road,Haidian District, Beijing, China

3% 010-83055000 {£7T: 010-82619629
Tel:010-83055000 Fax:010-82619629
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(Test Results)

No. GOLLS5F8P189175L1 %270 3L3 U (page2 of3)
F5 R/ UBIRE LA MR {H (RIESES FATEL R A 757
(S/'N) (Test Item) (Unit) (Limit) (Test Result) (Evaluation) (Test Method)

99.91
ML IERCR (BFE) 20 i BS EN 14683:2019
1 Bacte'rial filtration % =98 99.91 Pas: B 33 B
efficiency(BFE) 99.95 Appendix B
99.72
A B C
1-1 222
1-2 223
1-3 23.4 21.8
1-4 20.2
1-5 21.1
2-1 27.1
2-2 20.9
2-3 21.9 25.6
2-4 25.7
2-5 322
3-1 25.0
9 - BS EN 14683:2019
% Differeﬁi);jl%ressure P/ =l ;; ::i 22.0 :fli‘f: Hr C
i 2 Appendix C
3-4 23.2
3-5 29.4
4-1 23.7
4-2 24.5
4-3 21.3 21.8
4-4 16.8
4-5 22.9
5-1 224
92 22.2
5-3 22.1 213
5-4 21.7
5-5 17.9

© Hotline 400-819-5688
www.ponytest.com

PONY-BG186-01A-1-B-1-01-2019A

WS AL AR A T B 24 7 Pony Testing International Group Co. Ltd,

2 bbbl AbmoaimEe XA 66 e 1 SHE S 2100

Address:101,5F Building 1, No.66 Jindai Road,Haidian District, Beijing, China
Rk b mt s KR 66 Sl 1 ke

Testing address: Bailding 1, No.66 Jindai Road,Haidian District, Beijing, China

B 3% 010-83055000 1ETL: 010-82619629
Tel:010-83055000 Fax:010-82619629
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(Test Results)

No. GOLL5F8P189175L1 F30, H3T (page 3 of 3)
S Sl Sy | R R 5 B | RS
(S/N) (Tesr [tem) (Unit) (Limit) (Test Result) (Evaluation) (Test Method)

L 32 MRS > 16.
T Splash r;f(tgcg oy £ | #&
3 Splash resistance kPa =16.0 P & i = b 1SO 22609:2004
PRLEI) 32 samples were all greater Pass
P than 16.0
20
4 BS EN 14683:2019
EN 1 320
u e e A
4 B R L cfulg <30 13 e W5 D
Microbial cleanliness Pass ;
Appendix D
16
20
&1 Note: A-BURES 5 -l (X 33 % %5 Test Specimen number-Test arca number; B-5 35 [X 3840 [k /12 Differential pressure for each test area:
| C-15 4~ B0 45 2 The averaged differential pressure for each test specimen.
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@ Hotline 400-819-5688

www.ponytest.com
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(End of Report)

U5 JE A AR A3 7 B 23 ] Pony Testing International Group Co. 1.td
crvldehl: AESTOTEE TR 66 SFE 1 5455 122 101
Address: 101 5F Building 1, No.66 Jindai Road, Haidian District. Beijing, China
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010-83055000 010-82619629
Fax:010-82619629

AT
Tel:010-83055000

SR 1 e
Testing address: Building 1, No.66 Jindai Road,Haidian District, Beijing, China



