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1 Of 2 Medical Devices

Registration No.: DD 60140740 0001

Report No.: 15070840 008
4
<P

Manufacturer: V&Q Manufacturing Corporation .[_Q}
4A Fuyuan Road, Pengchang Toy &
Xiantao City
433018 Hubei
China

Products:

Expiry Date:

The Notified Body § &*?” rements of Annex V of the directive 93/42/EEC have
been met for the & amed manufacturer has established and applies a quality

Bdic surveillance, defined by Annex V, section 4 of the
he market of class llb and class Il devices covered by this

ficate according to Annex lll is required.
m

assurance sys
aforementiog
certificate
W\

Notified Ba

+¢& iU A= i
&Qg’ 2heinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,
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NEDON V&Q Manufacturing Corporation
#B1614 Optical Valley Times Square

LABORATORIES Guanshandadao Hongshan District
Wuhan City, Hubei Province,

CHINA

Flammability of Clothmg Textiles Final Report

Test Article: VQNO185W-3
Study Number: 947950-S01
Study Received Date: 22 Feb 2017
Test Procedure(s): Standard Test Protocol (STP) Number: 801-STP0073 Rev 06

o

Summary: This procedure was performed to evaluate the flammability of plain ,‘;O \)Q
by measuring the ease of ignition and the speed of flame spread. The pa 4@‘ O
separate materials into different classes, thereby assisting in a judgment ¢ @ Q‘ g

hod
V 4'@% testing |
ting was

SQ R Parts 210,

Test Article Side Tested: QOutside Surface Q AV'
s S

and protective clothing material. The test procedure was performed in 2
outlined in 16 CFR Part 1610 (a) Step 1 - testing in the original state
after refurbishing, was not performed. All test method accepta
performed in compliance with US FDA good manufacturing practi
211 and 820.

Orientation: Machine

Test Criteria for Specimen Classification (See 16 @

Class ce Textile Fabric

1 Q n time 23.5 seconds
2 "‘-" v\ Pable to plain surface textile fabrics
3 ..fb Burn time <3.5 seconds

2S are to be tested if, during preliminary testing,
g than 3.5 seconds or the test articles exhibit an
2 repllcates are to be tested if no flame spread is
icle exhibits flame spread and it is equal to or greater
Ad is equal to or greater than 3.5 seconds. In accordance

The 16 CFR Part 1610 standag E

only 1 test article exhibits § @.

-'t.
average flame spread lg @
observed upon pretim' 6’
than 3.5 seconds, Qj

with the standard pr this study.
OQ
O
Time of Flame Spread
DNI
DNI
DNI
DNI
DNI
— YA ]k'ﬂ.:
StudriDirectnr Brandon L. Williams Sltw:iﬁ.ur Cumpletmn Date
) {1 IIII Ml Ili IHIIIIIIHIIIIIIIII | III
947950-501
fow BO1-FRTOO/ 30001 Rev B

Page 1 of 1

These results refate only 10 the test article ksted n this report.  Reports may not be reproduced except m ther entrety.  Subsect 10 NL terms ana conditions al www nelsoniabs oo
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NEDON V&Q Manufacturing Corporation
#B1614 Optical Valley Times Square

LABORATORIES Guanshandadao Hongshan District
Wuhan City, Hubei Province,

CHINA
Synthetic Blood Penetration Resistance Final Report

Test Article: VQNO185W-3
Study Number: 947953-S01
Study Received Date: 22 Feb 2017
Test Procedure(s): Standard Test Protocol (STP) Number: 801-STP0012 Rev 0€

Summary: This procedure was performed to evaluate surgical facemasks ang (,}"‘
clothing materials designed to protect against fluid penetration. The purg 61
simulate an arterial spray and evaluate the effectiveness of the test artig @

possible exposure to blood and other body fluids. The distance from th (at\ tip of
the cannula is 30.5 cm. A test volume of 2 mL of synthetic blood V 4 ng plate
method.

referenced in
performed in an
’ Instead, testing was
ental chamber held at

&
This test method was designed to comply with ASTM § ,C?' é
EN 14683:2014) with the following exception. ISO 22G#EFu
environment with a temperature of 21 + 5°C and a re <
performed at ambient conditions within one minute g 0 @
those parameters.

% & <
.Q
All test method acceptance criteria were me O compliance with US FDA good
manufacturing practice (GMP) regulations 2 Q d}v 820.
& &

Number of Test Articles Tested:
Number of Test Articles Passed; Q, ?' “‘i

Test Sig
@

Pre-Conditig
Test Copg

acceptable quality limit of 4.0% is met for a normal single

passing results.

at 21 £ 5°C and 85 £ 5% relative humidity (RH)
: H

Results: Per ASTI
sampling plan Q
0*2
Hg
Synthetic Blood Penetration
None Seen

w (k. ZxF
Study Directo Brandon L. Williams Study Completion Date

9-1?953-501
PO, Boa 571830 | Murrey, UT 8 g ke City, UT B4123-6600 USA bsm 801-FRTOO012-0002 Rev 7
wars nalsoniabs com - elephons BDM 290 7H00 - Fac B0 00 TOGHE . salesSnelaniaka ooy Pm 1 nf 1

These resulls relate only 10 the lest article sted in s repon.  Reports may not De reproduced except 1 hes entrely  SuDmect 10 NL terms and condtions at www nelsoniabs com
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LABORATORIES Guanshandadao Hongshan District
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CHINA

Latex Particle Challenge Final Report

...................................................... c0BBDDBPBOIR o v o v v v v b e e

Test Article: VQNO185W-3-1
VQNO185W-3-2
VQNO185W-3-3
VQNO185W-3-4
VQNO185W-3-5
Study Number: 947951-S01
Study Received Date: 22 Feb 2017

Test Procedure(s). Standard Test Protocol (STP) Number: 801-STP0005 O

61«2/ &
*9' assed
\/ &

QQ
of

Summary: This procedure was performed to evaluate the non-viable pa |
the test article. Monodispersed polystyrene latex spheres (PSL) we
through the test article. The particles that passed through the test argy

\‘
particle counter. ,[..é’
Three one-minute counts were performed, with the test articlg ,C?* @ ults averaged
Three one-minute control counts were performed, withou . before and after
each test article and the counts were averaged. Control g Q @ Btermine the average
number of particles delivered to the test article. The fj O @ ated using the average
number of particles penetrating the test article comp E ontrol values

1 a laser

The procedure employed the basic particle 2 in ASTM F2299, with some

exceptions; notably the procedure incorpore ge. In real use, particles carry a
charge, thus this challenge represents a g Q neutralized aerosol is also specified
in the FDA guidance document on su Q‘ V\ ethod acceptance criteria were met
Testing was performed in cnmpllan & lifacturing practice (GMP) regulations 21

CFR Parts 210, 211 and 820.
Test g \
Q/ *'@
elative humidity (RH) at 0758; 21°C, 23% RH at 1030

Area

Laburatu
Average Filtr

Results: 6.‘1@ é Q-O
: ?' (! Article Counts Average Control Counts  Filtration Efficiency (%)
,Oé

35 13,428 99.74

34 13,140 99.74
31 13,057 99.76
31 13,190 99.76
42 13,286 99.68

ACCRAEDITED

udy Director Brandon L. Williams Study Completion Date
|||IT||l||||ﬂ|||ﬂ| IW [ ||I||| U
94?951+5D1
o BO1-FRTOOO5-0001 Rev 4

Page 1 of 1

These results relate only o the test articie kstad i this report.  Reports may not be reproduced except @ thes anbrety.  Subyec! to NL terms and condtions at www nelsoniabs oo




TUVRheinland

1 of 2 Certificate

y The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization
|

V&Q Manufacturing Corporation &
4A Fuyuan Road, Pengchang Toy%

e G AR
U EI
. China V &

@

Q
has established and applies a quality mjg 0
for the fg

Manufacture and [ 44, E

dical devices

al Devices

Q‘ﬁ ; é}\ mcluded}

& <
Proof hag 4'?/ ?’ Q‘ﬁl@ pequirements specified in

&

(see atta

485:2016

rgement system is subject to yearly surveillance.

2018-02-12
SX 60122785 0001
ed. Report No.: 15070840 005
1s valid until: 2020-07-24

Certification Body

DAKKS

Deutsche
Akkrediticrungsstelie
D-ZM-14169-01-02

Date 2018-02-12

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tal « 440 994 QNS 1974 Caw: 440 991 BRAE T0%TE & emeaddecaet s bhiddidssimmstas o e e Thoamane ¥rg Aroumiie afoty
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PROTECTIVE BREATHING

MASK

Anti-fog/Anti-droplets/Anti-dust
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& 5 i1 A-Rapport d'Evaluation
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( € Documentation Review
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Hunan Kanglial Med) QOQ&

Co., Ltd. o) o
105 Longyang South § @é OOQ
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our apson that the Techncyy Cocumentabon
shayed with us by the manuiaciurer s compat bie
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The manufacturer s respansbie for the CE Marking
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Declaration of Conformity

Manufacturer:
Name: Hunan Kanglilai Medical Instrument Co. , Ltd.

Add:108 longyvang south road, bajiaclou community,
hanshou county, changde c.r'ty}__‘fg\unan province.

~
Product Name : Medical face mask

S
Risk Class of the Device: The medical devig
I, rule 1 according to ANNEX VIII, Mec
/745.
2017 £ @ “« Mo
As a manufacturer, we declare thatt @
The product concerned has been nf:, red under a quality

management system according { Q al Device REGULATION
(EU) 2017/745. &.@ v‘
Following the procedure r Q;'i aration of Conformity set out in

ANNEX IX of Medical Q@’ N (EUT) 2017/745.

@*
-@‘ {..
This Declaration \')Q 0 in conncction with the release document

tl
Jor the respe @Q— Q
é\ ®
Q'

! devices.,

Qe-
«1—‘3}& @
&

&
Pl

+@ cntative:
Q& s Service & Consulting GmbH
£

()Iwrr 51"13}{!3“ 34/2, 69124,

rerg. Germany Manujacturer: é’\_) >
P 4+49 175 4870 819 w
Dimdi Code: DE/0000048234

B g ; date:
E-mail: info@llins-service.com




Verification of Conformity

Applicant: V&Q Manufacturing Corporation

Address: #B1614 Optical Valley Times Square Guanshandag
Wuhan City, Hubei Province China

Product(s): Surgical mask

Type(s): VQNO185B-3, VQNO186G-3

The submitted sample of the above product has beg related
European standards EN 14683:2014 Surgical Mas

Nelson Laboratories, \)Q @?.

Test Report(s) No.: 957829-501, 9479 Q,
6 \>Q

&

-S01, 947953-S01
terential Pressure (Delta P)
Hical Masks

Type: Bacterial Filtratj
Mlcmbta] CI

&‘b Q Q.

The test result and techny +<»} Q‘;i listed devices is conformity with the
ied standard.

= ¢ ZERTIFIKAT € CERTIFICAT

8

:

requirements of Medicg
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