Face Masks

Key Product Specs:
e FDA Registered
e BFE>=95




Product Display

Photo Detail Packing




Business & Medical Licenses
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Company Info

Daogqi is located in No8 HeLi Road XianTao where is just in the west of WUHAN 80 kilometers, On the north of Han
shui and South of the Yangtze river. It also enjoys Janghan plain of the good reputation :home of gymnastics. It is
in 1988 that our company has been founded which is focused on developing new products and has got 8 national

patents.




Test Report
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CE Notification

(Sungo
CE Notification Confirmation

This is to confirm that, according to the councl directive S3/42/EEC (MDD), SUNGO
Europe B.V. performed the notification duties and responsdiities as Me European
authonzed representatve of

Xiantao Daoqi Plastic Co., Ltd.
No.83 Wagou New District, Pengchang Town, Xiantao City, Hubei
Province, China

The Manufacturer has provided SUNGO Ewope B.V. with the EC Declaration of
Conformity confinming that the medical devics, as stpulated here below. s fulllling the
‘appiicable requirements of the European Counci Directive SU42/EEC

According fo §342EEC (MDD), the European Databank on Medical Devices (EUDAMED)
is established as of May 1 2011, The Nethedands Competent Authority is notified of the
‘manufacturer's medical devices and has sliocated registraion number.

Face Mask
Class | according to Annex IX of SM2EEC
GMON: 35177
CIBG Number: NL-CA002-2020-50528

Where the manufacturer affix's the CE marking to the product listed they must ensure that
ol the of the EU have and continue 1o be met

ThS documant ANOU D6 sed Kgeir with the competance suttorty notficstion letir and the

RUIBACN Status & changed r (6 EAR Agroament i Jaminaled

Reterance Number EUCANDO20S
Issue cate: May.06, 2020

" o
SUNGO Europe B.V. %—‘vﬂ-pf‘
Otympsch Stadion 24, 10780E

Amsserdam,
o rep@ungogroup com —

File No: CE-TCF-001

EC Declaration of Conformity
Regarding Medical Device Directive(93/42/E5C)
including Directive 2007/47/EC

Applicant
Name: Xiantao Daogi Plastic Co., Ltd.
Address:No.83 Wagou New District,Pengchang Town,Xiantao City,Hubei Province,China

EC Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product

Product Name: Face Matk
Product type: DQSM0)
Size: 17.5%9.5ei

Classificaon: Class | (MDD, Annex IX), Rule 1(All non-invasive devices are in class I)
Confortiity Assessment Route: Annex VI

\We confirm our product can meet the i of Medical Device Dis

and the following harmonized standards.

EN 14683:2019

EN ISO 14971:2012

ENISO 15223-1:2016

EN 1041:2013

EN ISO 10993-1:2009/AC:2010
EN ISO 10993-5:2009

EN ISO 10993-10:2013




Nelson Test Repor

— Selina
Xiantao Daogi Plastic Co., Lid
No.8, Heli Rd
LABORATORIES Xiantao City, Hubei Provi 433000
CHINA

Microbial Cleanliness (Bioburden) of Medical Masks GLP Report

Sample ID - DQO0S ; DQVO7 ; DQVOS ; DQO0Y ; DQO10.
DQ-140828-NL

776192

03 Sep 2014 f

Test Procedure(s): Standard T (STP) Number. STP0036 Rev 09
Protocol Detail S) Number. 201403119 Rev 01

Summary: The testing was conducted in with EN 14683:2014, with the exception of
‘approximate volumes of eluent used when the extraction procedure and a temperature range
of 30-35°C used for aerobic incubation

Results:
Bioburden When bioburden results are calculated usind’a validated computer spreadsheet program,
manual calculations may differ siightly due to rounding

UnitNumber  TestAdicle  Weight (g) Aerobic Wm

1 DQO0S 25 < <24
2 DQo07 28 < <21
i)

3 DQo08 26 <3 <31—F <23
4 DQo0g 23 <3 <26
5 DQO10 28 < <21
Recovery Efficiency utD

Note: The results are reported as colony forming units (CFU) per mask

<= No Organisms

UTD = Unable to determine

Acceptance Criteria: The data are reported by Nelson Laboratories, Inc. (NLI) and the sponsor
performs any statistical analysis and determines the acceptance criteria.

Posiive ControlsMoniors:  Bacilus atrophaeus
Extract Flukd:  Peptone Tween® with Sodium Chioride
Extract Fluid Volume: ~300 mL
Extract Method: ~ Orbital Shaking for § minutes at 250 rpm
Plating Method  Membrane Filtration
Agar Medium:  Tryptic Soy Agar
Sabouraud Dextrose Agar with Chioramphenicol
Recovery Efficiency  Exhaustive Rinse Method
Aerobic Bacteria:  Plates were incubated 3 days at 30-35°C, then enumerated
Fungal Plates were incubated 7 days at 20-25°C, then enumerated.
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Xiantao Daoqi Plastic Co., Ltd
No 8, Hell Rd
LABORATORIES Xiantao City, Hubei Provi 433000
CHINA

Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) GLP Report

cesessenc.

Test Article:  DQO01; DQ002; DQOO3; DQO04; DQO0S
Purchase Order.  DQ-140828-NL
Laboratory Number. 776193
Study Received Date: 03 Sep 2014
Test Procedure(s): St rd Test Protocol (STP) Number: STP0004 Rev 11
Pr tail Sheet (PDS) Number. 201402824 Rev 01

mmﬁmmmbywmnngmupwm
bacterial control counts to downstream

deliversa T
delivery. The challenge delivery is maintained af 500 colony forming nits (CFU) with a mean
particle size (MPS) at 30 ym £ 03pm. The di were drawn through a six-stage, viable
particie, Andersen sampler for collection. This procedure’aliows cible bactenal challenge o be
delivered to test materials. This test method complies rzm—o7 and EN146832014,
Annex B.

mmvmmmmmwmmmu on either side of
the test article using a manometer, at a constant flow rate. o comply with
MIL-M-36954C. s.monu‘zwmmpmmsuuaaszuu gt Af.

Al test method acceptance criteria were met.

TestSide: Inside
BFE Area Tested: ~456 cm”
BFE Flow Rate:  28.3 Liters per minute (Limin)
Detta P Flow Rate: 8 Umin
Conditioning Parameters. 85 + 5% relative humidity (RH) and 21 + 5°C for a minimum of 4 hours.

Results:

Test Article Number Percent BFE (%) Detta P (mm H;Olem’) Detta P (Palom’)
DQO01 998 32 31
DQoo2 998 33 28
DQO03 %7 a3 23
DQO04 %98 33 21
DQO0S 998 33 e

Positive Control Average: 2,434 CFU
Negative Monitor Count. <1 CFU
MPS: 3.0 um
Test Article Dimensions:  ~140 mm x ~1556 mm

o A “E:/ 125 7004

Study Director Sarah Smit. BS. Study Completion Date
™ FRID004000t A 13
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POSI Certificate

I
< POSI _ IS IASE
IBEEEIASE
CERTIFICATE AT
The Certification Body of HiEY
1 Shanghai POSI certification Co., Ltd.
it i Al i B B AT PR ]
Xiantao Daog Plastic Co., Ltd. IR LRSI 5
Registered Address:No.83 Wagou New District,Pengchang Town Xiantao City,Hébei Province,China RS : BRLEURTEHNIZGHTS 5
I Audit Address: No.83 Wagou New District,Pengchang Town, Xiantao City,Hubei Province,China
F S L(AFME:  91429004181667161H
Business license number: 914290041816671§1H
=y nagem. TR RR, Frit R 7% 5 i i -
Production and sales of disposable medical maskdisgosabia riedical cap(within the scope of the P B R 1. — VM)
i P 1o TR e o e g g Fag
k clothes,bed sheets, sterilzed plast FEXMBRE G (. WE. W) QLRSS OURH).
covers,sleeve covers,aprons)(exports only)
audit was performed, proof has baen furnished that the requirements according to LHHRPE, R R R RS TR bR R,
RQLEsae’s 15013485:2016
Srefom.: 45 9. 20$MD00036
Certificate Registration Noi POSIMDO0036 HRREL W, 2019.0522 ABHGEA M. 2019.05.22 MM 20220521
Initial issue date:2014.05.22 Issue date: 2019.05.22 Valid until:2022.05.21
General Manager Y
i ™ ENTRTEEN. W —
Pos. B T L L P P S rye———
on the CNCA offcit webste. b cnca .
‘Shanghai POSI Certification Co., Ltd. EAMA
Room 10024, No.1500, Century Avenue, Pudong New District, Shanghai c ,: :: : f : :{ 5;',7 “ll; | o;’u
N 2 S St Ry s, Wifi: 486-21-68583895 Email: info@posicert.com
2 A PO - IREEIA
e POSI - BEESIASE N % =1 ZSIAGE M




FDA Registration

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

XIANTAO DAOQI PLASTIC CO., LTD.

No. 83 Wagou New District, Pengchang Town , Xiantao Hubel,
CHINA 433018

has completed the FDA
manufacturer ) and Device Listing with the US F ooul & Dirug r.dmmhn-lun. through

US. Agent for FDA SUNGO TECHNICAL SERVICE INC
Communications: 6050 W EASTWOOD AVE APT 201, CHICAGO,
ILLINOIS 60630, USA
Telephone; +1-855-057-7779 / E-mail: sungo groupityahoo com

Registration Number: 3011140825
Device Listing#: Sce annex

SUNGO Technical Service Inc. will tonfirm that vuch reglaration remains effective wpon request and
presentation of this cert{ficete unil the end of the calendr year stated ahrve, wnless said registration (s
terminated after (sswance ‘of this certificate. SUNGO Technical Service Inc. makes mo ovher
representations or warrancies, hor does this certificate make any representations or warranties to any
person ar ewity other thanthe named certificate holder, for whove sole benefit it is tssued This
certificate does not denite endorsement or approval of the certificate-holder s device or exsablishment
by the US. Food wnd Drug Administration. SUNGO Technical Service Inc. asswmes mo liahlity to any
erson or.gnticy In| conmection with the foregotng

Pursuant t0 21 CFR 80739, "Reglstration of a device establishment or assigmment of a registrasion
numbze does not in any way denote approval of the establishment or ity proctucts. Amy representation
Ihat creites an impression of officlal approval decawse of registration or possexsion of @ registration
puseber is misleading and consitutes mishranding. “ The US. Food and Drig Adminisaration does not
Liswe a certificate of registration, nor does the US. Food and Drug Administration recognise @
vertificate of registration. SUNGO Technical Service Inc. 1s not afffated with the U.S. Food gnd Drug
Adminixtration

(éungo

auuoocamwruv! 021-8882805; Weosre
3" Floor, nnwoc-uym ‘Shanghai 200122, PR China



Product Package Info

50Pcs / Box

Size: 18*10*8 cm
Material: non-woven

Color: Blue
Weight: 11b

40Containers/ Carton (2000 Pcs)

50 Pcs per Container, 40 boxes per Carton
2000 Pcs per Carton
Carton Dimension: 52*38*34 cm

G.W.:8kg



