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Summary

* Product Brand: Sunway Medical, Inc.

*  Product Description: Fully Enclosed / Anti-fog, Protective Safety Goggle
*  Supplier Ref Number: ~ SW-0613

*  Product Country of Origin: China

* Product Name Submitted: Protective Safety Goggle

* Name of Reg. Authority: UL / POSI / PEL / SGS

*  Product Standards:
UL - E41613
POSI: 1S013485 : 2016 Cert
PEL - Report No. PL 2004867
SGS — No. GZHL2005014983CE

* Product Mktg Lic Number: 914403007992014 4/02/07
*  Product Shelf Life: 2yr

* Product Intended Use: Fully Enclosed Eye Protection
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CERTIFICATE &

PUOUSsSI
CERTIFICATE

This is to certify that the Quality Management System of

SUNWAY (SHENZHEN) PRODUCTS LIMITED
Business license number: 91440300799201478B

Registered Address: 101, 201, East of 301, 401 &501, Building E, Junxuan Company, No.16 Yinkui Road,
Kuixin Community, Kuichong Street, Dapeng New District, Shenzhen, Guangdong Province, China
Audit Address: 101, 201, East of 301,401 &501, Building E, Junxuan Company, No.16 Yinkui Road, Kuixin

Community, Kuichong Street, Dapeng New District, Shenzhen, Guangdong Province, China
applicable to

Production and sales of disposable medical isolation clothing, medical isolation face
shield, medical isolation eye mask, disposable medical coverall isolation clothing, medical
isolation shoe cover(in the filing certificate); Production and sales of daily protective face

masks; Production and sales of disposable protective clothing(export only)

has been assessed and registered by POSI against the provisions of
1SO13485:2016
This registration is subject to the company maintaining a quality management system,

to the above standard, which will be monitored by POSI.

Please consult the website: www.posicert.com
The certificate information is also available on the CNCA official website: http://cx.cnca.cn.

ACCREDITED

MANAGEMENT SYSTEMS

CERTIFICATION BODY General Manager

Certificate Registration No: 381200045R0M
Initial issue date : 2020.06.11 Issue date : 2020.06.11  Valid until: 2023.06.10

Shanghai POSI Certification Co., Ltd.
Room 1002A, No.1500, Century Avenue, Pudong New Area, Shanghai ,China.Email:info@posicert.com
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SUNWAY (SHENZHEN) PRODUCTS LIMITED.
101, EAST OF 301, 401 8501, BUILDING E, JUNXUAN COMPANY, NO.16 YINKUI ROAD, KUIXIN
COMMUNITY, KUICHONG STREET, DAPEND NEW DISTRICT, SHENZHEN, 518115, CHINA

Sampile Descrption : DISPOSABLE MEDICAL GOGGLES
Style / em No. | SW-0613
As abowe test tem and its I g %o the are provided and confrmed by the

appicant. ses:mumnm«mmnmumvmmsmm in terms of the accuracy, suilabiily,
reliabdity oefand integrity accordingly.

sesensnnne .

Sample Receiving Date : May 08, 2020

Test Performing Date : May 08, 2020 to May 11, 2020

Test Performed : Selecied test{s) as requested by applicant

Test Resull(s) : For further details. pleass refer to the following pageds)

Signed for and on bahat of
SGS-CSTC Standards Technical Services Co., Lid Guangzhou Branch

mxnm-nu

nunmé
\A --.'\..:....}
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SGS

Test Report
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Material

Test Report No.: GZHL2005014983CE Date: May 11, 2020

Test Conducted: Based on BS EN 166-2001 P | ayo-pi Sp ions

Number of Tested Sample: _18_ pleca(s)

Test Results: Datalls shown as f g table

Page 2 of 13

Clause

Test Method/Requirement
Deslgn and facturing requl

61

General construction
Eye-proteciors shall be free from peogections, sharp edges or other defects which are
licely to cause discomdort or injury during use.

Pass

714

712

Materials

No parts of the eye-protecior which are in contact with the wearer shal be made of
materials which are known fo cause any skin irritation.

Headbands

Headbands, when used as the principal means of retention, shall be at least 10 mm
wile over any portion which may come Into contact with the weares's head.

| Headbands shall be adustable or salf-adjusting.
Basic, particular and optional requi

Baslc requirements

Field of vision

The size of the field of vision is defined in conjunction wth the appropriate head-form
descrived n clause 17 of EN 168:2001.

Eye-proteciors shall exhibit a minimum field of vision defined by the two ellipses in
Figura 1 when placed and cantered at a distance of 25 mm from the surface of the
eyes of the appropriate head-form. The horizontal axis shall be parallel to and 0,7 mm
below the height of the line connecting the centres of the two eyes.

The horizontal length of the alipses shall be of 22,0 mm, the vertical width of the
ellipsas shal be 20,0 mm. The cantre distance of the two ellipses shalbed=c + 6
mm, where ¢ Is the puplllary distance. The puplliary distance Is 64 mm for the medum
head-form and 54 mm Toe the small head-form, if not specified differently by the
manufacture

The test shall be camied out in accordanca with clause 18 of EN 168:2001.

]
\
J

Pass

148D & erwwd CN Jeceren b gy com

Te chmen Ser metmetnity ol ipwtiag | inmpn i tepuet & serthu i plvens sentert we ot teieptare (B6.1T0) 6387

o SIMED |82 ETEEAS | B ENITY) e agupg e O
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| Resunt

7421

Test Method/Requirement
S jgmatic and pri 6 retrocth

Tﬁommmdmnmﬂumeasure'dbymrdwmmmooupednoalnchuse:
of EN 187:2001. This clause refers also 1o an oplional method for use in specific circumstances; the

details of this method are given in annex A of EN 167:2001
-

71244

oculars ring one eye

The refra power of ur slars covering one eye shall be

d by the meth Mfied in 3.1 of EN 167:2001 (non-cofrective oculars ),
and by the methods specified in EN 1ISO 8580.3
(comective oculars).
The permissible tob for ocutars without corrective effect are given in Tabie 2.
The permissible deviations for the vertex powers of oculars with corective effect are
specied in EN 1SO B980-1 and EN 1SO 8980-2. Oculars that comply with EN 1ISO
8680-1 and EN ISO 8880-2 shall be categorised as dass 1.
For class 2, the deviations in veriex refractions may be 0,06 m-1 higher than for class

Tabte 2 — Powrisuble laberaniot 166 AICHNS Soners of Lmeunied 6cilar wimeut covedtve sftect
P e

Cutesl sans Soverea rev e Aahgran rebeevve Proevte whatve
L

Y NI o, -y

-

' w' .
' L oo ow
3 ‘a2 a2 0
NOTE Db and O e £ ietactive pOwars in S P perciss mwnchens

NA

71212

M d oculars and d ocul ring both oyes
The ref power charact of mounted oculars or unmounted oculars
cavering both eyes shall be measured by the methed specified in 3.2 of EN 167:2001
at the visual centre of the ocuiar.

ible Lok for ocufars without eflect are given in Table 3.
The permissil i for vertex p of with ive effect are as
defined in 7.1.2,1.1. Deviations that woukl pand to class 3 shall not be
permitted.
NOTE The difference in prismabc refractive power specified for an eye-p
depends not only on the prismatic refractive power of each ocular, but aiso on the
posiion of the oplical axis of the ocular in relation lo the axis of vision, and therefore

[

the shape of the frame. i is dore y to use repl it for which
the o inp

ic power within the pe [ limes for the
frame n

146 00 wmart CA Iuecrecrings saw

Araciioe To chath #ot mabastary of Wethy | FMpeTian rmpent & TRrEIREN. Watas saniect wh o1 femphans (I8 AT

SI0R0 | AN-20) EVEEES { E-JNETRUINI www s b ot
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| Clause Test Method/Requirement Result
| Tabte 8o o vnvied a4olirs oo e s

Opucy cass renis DMWEe B ARG 1TICTY pIwer
e poww m"’
oyl |o-nf
C - v
M s
e o L1
' o i an | am | em
L] LA e ) as LF
1 A2 o 1 a>s (3
-a>:
NOTE ), e ), mw S wetactve posens 1 B tee prcpol merdies. For cpes ces 1 fw aes of
T g R S e e . - T

| " Cover plates
7.14.243 | The refractive powers of covar plates shall comply with the tolerances for optical class NA
i 1 given in Tables 2 and 3.

7122 | Transmittance

Oculars without filtering action Pass

Qaulars intended to protect the eyes agail h or ch hazards anly,

and cover plates, shall have a luminous fransmittance greatar than 74,4 % when
measured as given in dause 6 of EN 1672001 (based on CIE source A (2856 K)).

71221

zgommnmum(ﬂm)wmmplwmmm

n.

The transmittance of oculars with filtering action shall meet the requirements given n
the specific standards relating to the vanous types of ocular (see 7.2.1).

Goggles and face-shields which claim to provide p jon against optical radi
shall provide at least the same level of pe gainst opbical radiation as given by
a filter of any scale nrumber declared usable with the eyep by the manufi

or suppler. Testing shall be In with ciause 6 of EN 1672001

71222

Varlations In transmittance (Oculars without filtering action are exempt from this

71223 roq

Oculars without ive effoct
Varations in luminous transmittance shall be measured in accordance with clause 7
of EN 167:2001.

1742234

of the lumi ransmitlance around the visual centre(s) P1 NA
(and P2) shall not exceed the values of Table 4.

The relative déference in lumi P3 left and nght eye shall
nat the values of Table 4 or 20 % whi Is graater

1

I

)
&

s

-
.
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i
i

nueRiMe 3
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Das o 215
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712232

7123

Oculars with corrective effect (prescription oculars)
The requirements of 7.1.2.2.3.1 shall also apply o prescripbon oculars, with the
provision that varkations in luminous transmittance which &re due 10 thickness
variations inherent in the design of the ocular are not taken into account. providing the
luminous transmitance at no ponl deviates by mare than a factor of 2,68 (one shade
number) from its value at the visual centre

The IR and UV transmatiance shall meet the req of the spacified shade
_number at every point on the ocular

NA

Diffusion of light

The diffusion of light shall be measured in accordance with one of the reference
methods specfied in clause 4 of

EN 167:2001

The maximum value of the reduced luminance factor shall be.

wo— for wekdng flters,
m°

nlsﬁ“—n for ocudars used in eye-protecions aganst high speed particies,
™

050 f‘ for al other oculars.
m -l

Pass
Sea annex

Quality of material and surface

Except for a marginal area 5 mm wide, oumushallbcﬁuiunmysmmum
defects likedy 1o impalr vision in use, such as bubblk

spots, pitting, mousd marks, scouring, grains, podmg scalmgmdum!ulaﬂm
The assesament shall be carried out in d with the d specified in
clause § of EN 167:2001,

Pass

744

Robustness

7141

Minimum robustness

This requirement relates only %o cover plates and oculars with filteving effect and need
not be assessed if these items are intended to meet the requirements for increased
robustness of resistance to high speed particles. in which case the requirements of
7.9.4.2 or 7.2.2 shak be met.

The requirement foe mini robust is satisfied if the ocular wilhstands the
application of a 22 mm nominal dameter steel ball with a force of (100 £ 2) N, when
whkh clause 4 of EN 168:2001

Allewon To Chach s SaTwatiry o tedivg | Madeciian 0pert & Cariteus. phess LONIE) ba 3 Wighans (06-1EE K109

SAL e . SR DA S L
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of the - n— -

On 50 testing the following defects shall not cocur:

° a) ocular fracture . an ocutar shall be considered to have fractured if it cracks through

s entire thickness inlo two of more pieces, o if more than 5 mg of the ocular maledial

Materlal becomes detached from the surface away from the one in contact with the ball, or
the ball passes through the ocular,
b) ocular deformation : an ocular shall be considered 1o have been deformed il a mark
appears on the white paper on the oppasite side to the one on which the force is
applied.
7.142 | Increased robustness

Unmounted oculars

The oculars shall withstand the impact of 8 22 mm nominal dameter steel ball, of 43 g
minimum mass, striking the coular at a speed of approomatedy 5, 1 mis, when tested
n accordance wih 3.1 of EN 166:2001.

On so testing the following defects shall not cccur:

7.1.4.21 | a) ocular fracture : an ocutar shall be considered to have fractured ff it cracks through Pass
its entire thickness into two or more pleces, of If more than 5 mg of the ccular material
becomes detached from the surface away from the one struck by the ball, or ¥ the ball

passes through the ocular;

b) ocular deformation @ an ocular shall be considered 1o have been deformed if 8 mark
appears on the while paper on the cpposite side to that struck by the ball
Complete eye-protectors and frames

The complete eye-protector or frame shall withstand the lateral and frontal impacts of
a steal ball striking at & spacified spead

The dameter of the sleel ball and the corresponding impact speed are given in Table
s

Tabie 3 g voste oy
Goggles Face-ahiits
[:n e T
L) . — ] e

L K2 PR Ss. &
wowet of appezomately & |
The tast shal be in d with the method specified in 3.2 of EN 168:2001,
7.1.4.22 | Il aspectacie is claimed fo have laleral protection it shall not be possible for the ball to Pass
strike the |atersl impactponts without first striking the kateral pratection

On s0 tesling the following defects shall not occur:

a) ocular fracture : an ocufar shall be considered to have fractured if it cracks through
15 entire theckness into two or more pleces, or If more than 5 mg of the ocular material
bacomes detached from the surface away from the one struck by the ball, or f the ball
passes through the ocuar;

b) ocutar deformation : an ocular shall be considered to have been deformed If a mark
appears on the white paper on the cpposile side Lo that struck by the ball,

c) coular housing or frame fracture : an ocutar housing or frame shall be considered to
have faled If it saparates Into two or more pleces, or ¥ it Is no konger capable of
holding an ocular in position, or if an unbroken ocular detaches from the frame, or ¥
the ball passes through the housing

or frame;
d) Iateral protection falure - the lateral protection shall be considered %o have falled If it

AIETIET Tr CARCh e wbRTTCTY Of WETEE  FMBeTIER WERT) & 1RTIMate Suare CawIrT oa o Slephery H6-1T11 1INT
1 et (N Deccrecnfegs eaw

| |‘I‘I" 1904 MR 51000 |- DNSTEMES | B5-J0 KT ¢ g g on
T

Memter of the SGS Group (SGS SA) I\




2 SUNWAY  gunway (SHENZHEN) PRODUCTS LIMITED

Test Report
of the
Material

SGS

Test Report No.: GZHL2005014983CE Date: May 11, 2020 Page 7 of 13
Clause Test Method/Requirement ‘Result
Wemmhnmmﬂmknmmmovmmmom of It one or
more parfichkes b hed from the surface remote from the impact point, or if it

alows the ball to penetrate completely, or # it partially or totally detaches from the
eye-protector, of If Its component parts become separated.

Resistance to ageing
745 NOTE Cower plates and glass oculars are exempt from these tests. Tha exemption does not apply to
coated of laminated glass.
Stabllity at an elevated temperature
7151 Assembled eye-protectons shal show no apparent deformation when lested by the Pass
method specfiad in clause 5 of EN 1682001,
Resistance 1o radiation (oculars only)
Oculars shall be subjected 1o the test for to ubraviclet radiation in
accordance with the method specified in clause 6 of EN 168:2001
Al the end of the test, oculars shall meet the following requirements.
a) The relatve change of luminous transmittance shall not be greater than the values
spectfied in Table 6,
M for welding fiters the relative ch of the | transmittance is larger than the
values specified in Table 6 but the actual value of luminous Irmsm)ﬂmcemm-ns
within the range specified by #s shade ber, a second imadiation is
mﬂammmclmﬁolEN 1682001 onmoumeounpia Tnotolawochungo
of luminous lransmitlance due o the second irradistion shall not be greater than the
values specified in Table 6 and the aclual value of luminous transmittance shall Pass
7.4.52 | remain within the range specified by See annex
its shade number. 485
b) The value of the reduced luminance factor shall not exceed the permissible imits
gvenin 7123,
Tovte b A u_‘.-‘ Ca
- - e
- . -
~ ) -
"a A N
. s P
ax axg 2
L il 1 a0Ke b -
Resistance to corrosion
746 Aftar having undergone the test for resi o 1 specified in clause 8 of EN NA
e 168:2001, all metal parts ofthe eye-prolecior shall display smooth surfaces, free from
, when they are [ by a traned observer
Resistance to
747 Eyo-wuomshallb-mhdnmmmmmmmammmm?d Pass
o EN 168:2001 and shal be 1o be 1 y It no part of the eye-protector
ignites or to glow after removal of the steel rod.
72 | Particular requiremants ‘
724 | Protection against optical radiation |

R R Ty e

Amuatas:fe sead e euthenciuity o tnmng | lnapechus ieput § senifcuts. Smass santont oo of e anane (96204 K18

‘I'I’I MR 50060 | I | ISS0R0NEI ¢ e o

Marder ol e 565 Grawp {535 SA
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Clause Test Mothod/Requirement Result
7244 Welding filters NT

NT
NT
Sunglare filters for industrial use
T4 —&ae EN 172. NT
7245 Welding Fitters with switchable luminous transmittance NT
Zav -see EN 379.

722

Protection against high-speed particles
Eye-protectors imended to provide protection against high-speed particles shall
wihstand the impact of a 6 mm nominal diameler steed ball of 0,85 g minimum mass,
siriking the cculars and the lateral protection af cne of the speeds given in Table 7.
Eye-proteciors for pe gainst high-speed p shall also meet the
requiremants for ncreased robustness given in 7.1.4.2,

Takte T Raspuirommnnts telsiog 16 prateston sgenmt

B
Tyse ot m--‘-—-nn Wedaum evrgy mooct 1B | Wgh energy mpactiAl
e e 20 fnie woinis
B . ot A e it
_ Gogomes . . Mot sppmcatie
F e sty - -

The test shall be in accordance with the method specified in clause 9 of EN 163:2001.
It =hall not be possible for the ball 1o sirike the Iateral impact point without first striking
1he lateral protection.

On 50 testing the following defects shal not ocour:

8) ocular fracture : an ocular shall be considered to have fractured f it cracks through
s enlire thickness ino two or more peaces, of if more than S mg of the ocular material
becomes detached from the surface away from the one struck by the badl, or if the ball
passes the ocular;

b) ocular deformation : an ocudar shall be conskiered to have been deformed if a mark
appears on the while paper on the opposite side 10 that struck by the ball,

©) ocular housing or frame failure : an ocular housing or frame shall be considered 1o
have failed if it separates into two or more peces, or If it 5 no longer capable of
hoiding an ocular in pasition, or If an unbroken ocutar detaches from the frame, or it
the ball passes through the housing of frame;

d) lateral protection falwre : the lateral pe jon shall be consideread to have falled if #
fractures through its entire thickness into two or mare separate pieces, or if one or
more particles becomes detached from the surface remote from the impact point, or £
T allows the ball 1o p o if it p y of totaly detaches from the
ye-p L or ifits P parts par
ﬁgmmmwwmmmuumcm

L y

Protection against molten metals and hot solids
Eye-proteciors inlended to provide inst molten metals and hot sokds
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Clause Tost Method/Requirement Rosult
shal be deced to be satisfactoey Il
a) the eye-prolecior is efther a goggle or a face-shield;
b) the wewing area of cculars for face-shields has a mnimum vertical centre-line
depth of 150 mm when mounted in the appropriate housing;
¢) faca-shields cover the eye-ragion reclangle of the appropriate head-form as
assessed in accordance with 10.2 of EN 168:2001;
d) the eye-protecior satisfies the requirements for one of the three iImpact energy
gvenin7.22;

&) when tested and assessad in accordanca with 10.1 of EN 168:2001 thay prevent
the adberence of molien metal 1o the particn of the eye-peotector which affords
protection to the eye-region rectangke ABCD shown in Figure 11 of EN 168:2001;
n of oculars for goggles, and all types of framas, housings,
mmmdwsmmwﬁmm7smwummmﬂm
EN 168:2001;
g) comph of ocudars for face-shiekis does not occur within 5 5 when
wummnmnildENiumlJi

and spl: of
Ewmm:h:wmstdmpmn(mm)mwmdlqum (face-
shields) shad be tested in accordanca with the methods specified in clause 12 of EN
168:2001. The results shall be considered to be salisfactory if:
|)mpnkoramlon:obunhnnlppunln!haomlumgmdefmdbymm

circles when g goggles for p Against No account shall be
lakonofanyoumeaounﬂonoploadmmcoowmmvaomoogewlmom
724 tor. NT

b) face-shiekds cover the eye.region rectangle of the appropriate head-form as
described in 10.2.2.2 of EN 1682001 as assessed In accordance with 10.2 of EN
168:2001
Acditicaally, face-shields for protection against splashes of liquids shall have a
g area with a vertical centre-line depth of 150 mm when mounted n
"‘W
Protection ag large dust par
E, P for use large dust particies shall be tested in accordance weh
725 mmemodspodﬂodmctauuﬂoterusﬂzm‘l The resuk shall be considered to NT
be satisf: y if the ref after the test is not less than B0 % of ks value before
the test.
Pmmnndwg-nmumanunlau
Ey for use ag; gases and fine dust particles shall be lested in
726 el with the h fiod in clause 14 of EN 168:2001, They shall be
Wuwumryﬁmpnkov app n the area d
the eya-protector. No account shall be taken of any such coloration up o a
mmmaem-m.mmmmmw

thcllonlodmlmm

for i ‘sﬁoneicul elactric arc shall be face-shields
727 orty TMyshIlenoneﬂpﬂaMlleMdmsdhprm NT
- shal be radiussed, chamfered or otherwise treated 1o oliminate sharp edges.
Ocufars shall have a mnimum thickness of 1.4 mm and & scale number of 2-1,2 or 3-
1.2.

¥ PR e rrgns e
SR TN RARESRARSREAN 08 MR GHNE) | I ( GETTY ¢ R agag con

Meroer of the S35 Group (SGS SA;
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Clause Test Method/Requirement Result
' Face-shields shall satisfy the requirements for area of coverage defined In clause
€2.4 (b) and shall have a viewing area with a minimum vertical centre line depth of
\ 150 mm when mounted in the approprate housing

NOTE Tre L ola ceubar of 1.4 rmem was derved from o setes of tests n
Germary on a

range of manerials, inchiding polycarbonate, cellloss acetale and ceildose pogionate. The distance of the
| mmasteniaf undes tost

fom B ehectic ase was @ toainal 300 mm and the Arc CoNStons wike as folloes
Currant = 12 kA max,

Vakage = 380 - 400V ;

Frequency = 50 Hz nominal ;

Durastion = 1 & max.

* Lateral Protection

Eve.

728 | Eyop Isimed %o provida lateral protection shall pass the ataral region NT
| | coverage assessmenl detailed in clause 19 of EN 168.2001.
Optional requirements
73 Optional requirements are specified for additional ch tics of eye-proleciors NT

which may be found to be beneficial to the user for op

Resistance to surface damage by fine particles
If oculars are bed as 10 surf, ge by fne particles they shall
731 have a reduced luminance factor of not more than NT
-
" following the test specified in clause 15 of EN 168:2001.
_ NOTE This procedure doas Nl insels (esislance o aiasion
Resistance to fogging of oculars
732 If oculars are describad as resistant 1o fogging thay shal remain free from fogging for NT
S5 2 minimum of B 5 when tested in accordance with clause 16 of EN 168:2001,
‘Oeul-swnhm:!udmmmlnhm
743 Ocutars which are claimed 1o have enh; d reflect n the infrared shall have a NT
; mean speciral reflectance greater than 60 % within the wavelength range 780 nm to 2
000 nm when measured in accordance with clause 8 of EN 167:2001.
Protection against high speed particles at of tamp
Eye-protectors Intended 10 provide protection against high-speed particles at

extremes of lemperature shall withstand the impact of a 6 mm nominal diameter steel
| ball of 0.86 g minimum mass, striking the oculars and the lateral protection at one of
the speeds given in Table 7. The impacts are carmed out after the eye-protectors have
| been conditioned al extremes of temperature ((55 £ 2) °C and (-5 £ 2) "C) using the
method specifed in clause 9 of EN 165:2001
It shad not be possile for the ball Lo strike the lateéral impact point without first striking
7.34 | the lateral prolection. NT

On so testing the Tollowing defects shall not occur:

a) ocular fracture : an ocutar shall be considered to have fractured if it cracks through

s entire thickness Inko two or more pleces. o If more than 5 mg of the ocular matertal

becomes detached from the surface away from the one struck by the ball, or f the ball

passes through the ocular;

b) ocular deformation : an ocular shall be considered to have been deformed If @ mark
_ sppears on the while paper on the opposile side Lo that struck by the ball,

H
$
1
f
i
i
3
1
{
i
i
3
:
$
}
!
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Clause

Test Method/Requirement

Result

¢} ocular housing or frame failure © an ocular housing or frame shall be considered Lo
have failed If it separates Into two or more peces, or £ it is no konger capable of
holding an ocular in position, or i an unbroken ocular detaches from the frame, or If
the ball passes through the housing or frame;
d) lateral protection fallure : the |ateral protection shall be conskiered to have fatled ff it
mmmwlmmmelmmmmmmm or if one or
more parti d from the surface remote from the impact point, or if
l|almmballhnpme¢mmmotslely of It it partially or tolaly detaches from the
teclor, or if its
mmmmmwmm&mwmwmumdmm

10

The facturer shall provide with each eye-p  ref ocular and
replacement frame at laast the following IMonnwon

(#) name and address of the manufacturer;

(b) the number of this standard;

(c) the eye-protector moded dentification;

(g} for ge, use and

(e} specdic | ctions for ing and fi

(f) detalls of the field of use. protection capabilities and parformance characteristics;

Eﬁuﬂsdwiﬂhmarﬂmm Instructions for fitting shall be
mmmhmwmmungpmmum

(h} the ob o pp , for the
Mwww_mwnm

3

(i) the type of packaging suitable for port. if apphicable;

(j) the significance of the marking on the frame and the ocular;

(k) & warning that optical class 3 oculars are not intended for long term use, if
b,

(ha wemlno concernng the compatibdity of mn\g (seo notes {4), (5)and (6) 10
Table 12);

(m) & waming thal materials which may come inlo contact with the wearer's skin could
cause allergic to susceplible individuals

(n} a waming that scraiched or damaged oculars should be replaced;

(o)a that eye-p gainst high speed parts wom over standard
ophthalmic spectacies may transmit impacts. thus creating & hazard to the wearer.

5|1%(5|3%|%

(p)anohhmvwmudpmwonmmﬁhnhwmaoxwd

Q then the Wmsmuummmmme
ldtuTkmd:ldyaﬁerMmpulhm i.e. FT, BT or AT, if the impact letler = nol
followed by the letter T then the eye protector shal only be used against gh speed

particies at room lemperalure.

E
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SGS

Test Report No.: GZHL2005014983CE Date: May 11, 2020 Page 120f 13
Remark:
1. NA = Not applicable.
2. NT = Not fested as per client’s request.
3. This lest was subcor 1o Guangdong ir ong lesting tab y for op ic optics prod and
Guangzhou Inspectond testing | y for ophthalmic optcs product:
Model: SW-0613
Annex 1: Rofndhopovnrh:ﬁ
W‘r-ww mom power Prismatic power (cmim)
Sample Horizontal
-3 Verticus | ASS0sEment
Loft Right Left Right Baso out | Basein
1 .04 -0.04 0.01 0.00 007 ! 0.05 Pass
z £.03 -0.03 001 0.00 0.10 ! 0.05 Pass
3 .04 -0.05 0.00 0.02 0.10 ! 0.05 Pass
Annex 2: Transmittance test
Sample No. Luminous transmittance Assessment
P Leflt 90.6% Pass
Right 90 6% Pass
5 Left 91.0% Pass
Right 91.1% Pass
6 Left 91.0% Pass
Right 20.7% Pass
Annex 3: Diffusion of light test results:
Maximum reduced luminance coefficient
Sample No. Assessment
Left Right Requirements
4 0.20 024 e g e
5 0.27 0.23
[ 028 0.30 un-;,"—. -

Pass
.s..;'; B AL ht b ey e s - Pass
Pass

[ —ad
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Test Report No.: GZHL2005014983CE Date: May 11, 2020 Page 13 0f 13
Annex 4: Resk 1o ult diation (oculars only) test
g Assessment
No, Loft Right Roquirements
T n -
4 0.0% 0.0% [ T e Pass
| Lol -k ‘ - ‘
- -
5 04% 04% - a Pass
" e
e un
6 0.3% 01% - - Pass
LL b AL el "
Annex 5: Resistance to ultraviolet radiation (oculars only)-Diffusion of light test resuits:
Maximum reduced luminance coefficient
Sample No. Assessment
Left Right Reguirements
4 033 034 11T g Pass
5 0.35 0.36 e - Pass
6 0.34 0.30 S ot Pass
Sample Photo(s|
Sampie photo

i

MR 510000 | BG-20 1 | fe ROV *

RO
Abwion b i
»3veet n
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| ANSIUL 84 emal-scale test data does not Eemaln 1o Dullﬂ'ﬂa materials, rumlsnlngs and related contents. ANSI/UL 94

Component - Plastics

File Number: E41613

Covestro Deutschland AG [PC Resins] N
Chempark, Gebaeude B207, Leverkusen 51368 DE c us
Makrolon: 2400 + (z)(f1), 2407 + (2)(f1), 2408 + (z), 2456 + (z), 2458 + (2), AL2447 + (f1), AL2447 +
MAS402 (f1)

Polycarbonate (PC), pellets
(1) - Suitable for outdoor use with respect to exposure to Ultraviolet Light, Water Exposure and Immersion in accordance with UL
T46C

(2)- Material designation and color code may be followed by up to three letters and/or three numbers (does not include grades
which are separately recognized with above material designation and suffix)
+ - Material designations may be followed by a six digit numerical code denoting color.

Flame Rating

2.7 mm, ALL HEB
3.0 mm, ALL HEB
6.0 mm, ALL HB
0.75 mm, ALL vz
1,5t0 2.6 mm, ALL V-2
Flammability Classification IEC B0E95-11-10, -20
3.0 mm, ALL
6.0 mm, ALL
2.7 mm, ALL
0.75 mm, ALL
1510 2,6 mm, ALL
Electrical 1
Hat-wire Ignitian (HWI) UL 746
1.5t0 2.6 mm PLC3
2.7 mm PLC3
3.0 mm PLC 2
6.0 mm PLCO
High Amp Arc Ignition (HAI) UL 745
1.5t0 2.6 mm PLCO
2.7 mm PLCO
3.0 mm PLCO
6.0 mm PLCO
Comparative Tracking Index (CTI) PLC 2 UL 746
Dielectric Strangth 25k\Vimm ASTM D149
High Voltage Arc Tracking Rate (HVTR) PLC O UL 746
Volume Resistivity 1.0E+15 ohms-cm ASTM D257
Volume Resistivity 1.0E+15 ohms-cm IEC 80053
Arc Resistance PLC 5 ASTM D485
Electric Strength 25 kMimm IEC B0243-1
Page 10of2 Form Number: E41613-235136
UL and the LIL logo are rademarks of UL LLE Copyright £ 2017 All Rights Reserved. | wiww.ulcom Report Date: 812211969

Last Revised: 2016-02-09
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Test Report

Shenzhen Precision Eyewear
Testing & Inspection Services Co., Ltd. %

Test Report

Applicant:

Address of Applicant:

Date of Receiving Samples:

Testing Period:

Description of Samples

Report No.: PL 2006003-1 Page 1of 10
SUNWAY (SHENZHEN) PRODUCTS LIMITED

101, 201, East of 301, 401 8501, Building E, Junxuan Company, Mo.16 Yinkui
Road, Kuixin Community, Dapeng New District, Shenzhen, China

June 01, 2020

June 01, 2020 to June 22, 2020

The submitted ple and wprhe i ien wasiwere submitted and identified bylon behalf of client;
Sample Name: Disposable Medical Goggles
Model No.: SW-DE13
Device Type: [Clspectacles ] Goggles  [] Face Shields
Quantity 9 Pairs
Mate rial: Plastic
Scale No.: Mot provided
Lenses Type: Clear
Frame Color: Transparent blue/White headband
Lenses Color: Clear
Manufacture/Brand: Mot provided
Buyer : Nat provided
Dimension: Mat provided
PO, No.: Mot provided
Country of Origin: China
Country of Destination: Mot provided
Tests Conducted: As requested by m-wﬁﬂ r, ;i?__am.d page(s) for detalls.
H SERVICE %
To be continued

Issus 3

Dateof Issted: ~* July 06, 2020

For and on behalf of:

Sherzhen Precision Eyewear

Testing & Inspection Services Co., Ltd.

¥ 1%
Manager: WenHua Li
TE. BuknghAb. o, 68 Foad, Danang Shangzhong vilage, Hemggang Twn, Longgang DIsia, Srerzhan, Gangdang, Ghna
1 ok + 36- 075584 264042 Faon: + 86- 075542 3248 E-rnadl: o el e wear o, el 0EC o - e S T




2 SUNWAY  gunway (SHENZHEN) PRODUCTS LIMITED

w N -
Test Report | 75 sqmormsongons  fosws CNAS &,
p 5 Testing & Inspection Services Co., Ltd. ’,I/’//"S\\\\‘ Nl  crusizn
Test Report ReportNo.: PL 20060031  Page 2 of 10
Conclusion:
Jested Samples | Required Standard(s) Results
Submitted ANS|/ISEA Z87 .1 -2015 O« sonand E tional P l Eve
Samples and Face Protecion Devices, only test the related parameters, please | BPass [JFail
refer to “ Tests Conducted Summary” for detadls
. 9. X ng akang Shangzhong gang Town, Langgang . 9.
Tel: +85-0755-84 264042 Fa +85-0755-84263248 E-mal nofodawwar ony Wi Wy el evene s com
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Test Report

SUNWAY (SHENZHEN) PRODUCTS LIMITED

4 Shenzhen Precision Eyewear
Testing & Inspection Services Co., Ltd. = 77

A
AN e

sty AP
focus CNAS v

e a]
FrZi A,

Test Report Report No,: PL 2006003-1 Page 3 of 10
Tests Conducted Summary
CLAUSES REQUIREMENTS RESULTS
5, General Reguirements
5.1 Opfical Requirements
511 Optical Quality
5.1.2 Lumincous Transmission (Applicable for clear lenses)
51.3 Haze (Applicable for dear plano lenses) P
514 Refradive Power, Astigmatism, Resolving Power, Prism and Prism
Imbalance for Plano Protectors (Exemgt from the reguirement for the Biter P
lemses of shade S or higher,)
5.2 Phiysical Requirements P
521 Drop Ball Impact Reskstance (Prolector first tested 1o and meeting the P
requirements of Section 6.2 are excempt from drop ball impact testing. )
522 Ignifion (exclusive of texiles or elasic bands) P
523 Comosion Reskstance of Metal Components L L
{No Matal Part)
5.2.4 Minimum Coverage Area P
5.3 Markings P
5.4 Other Requirements
5.4.1 Vented Gogghes: The vanted poron shall be such hat the opanings
exchude spherical objects 1.5mm (0.06 in.) in diameler or greater and shall MA
be no dired straight-line p
5.4.4 Frames for Replacsable or Removable Lenses: Shall be supplied with
detalled spedfiications on the required lens bevel design or maunting MA
technigue and nominal lens sizing
5.5 Replaceable Lenses
551 Round lenses measuring 50 mm shall have a dimensonal NA
Goggles tolerance of + 0.2 mm;
Rectangular lenses measuing 51 x 108 mm shallhave a NA
dimansional tolerance of + 0.8 mm.
552 Welding Helmets and Hand shiekds NA
Ak, ] - karg akang Shangehong gang awn, Longgang . Guangang, G
Tl + 850755 54 26404 2 Fan: +55-0755- B426324 5 E-rall: in o ko e wear oo e "Wekrsibes v gl -ervee arcom
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Test Report

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

; A
\/ Shenzhen Precision Eyewear HlacMRA CNAS _?:

I

e
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o
e STHG
Testing & Inspection Services Co., Ltd. =70 gl cjiie 12240

“eedy | i

SHIEAT]
=

Iﬁ-_t_ﬂﬂm ReportNo.: PL 2006003-1 Page 4 of 10
Tests Conducted Summary
CLAUSES | REQUIREMENTS RESULTS
6. Impacd Protecior Requirements
6.1.1 Protectors Marked for Impact Rated Protectors:
Impactrated protectors and replaceable componants shall meet the NA
impact requirements and marking require ments in this standard. (No Glaimed)
612 Frames and Shells: NA
Frames shall mesat with high mass impact and high velocity impact o Clakmad
{Exemgt from the penetration requirement. ) ™ )
6.1.3 Lateral { Side ) Coverage NR
6.2 Impact Requirements.
6.2.2 High Mass Impact A
623 High Vielocity impact NA
624 Penedtration Test (lenses only) MA
7. Optical Radiafion Protecior Requirements
71 Prowectors with Chear lenses. WA
7.2 Protedlor providing Fillrations of Optical Radiation
NA
7.21 1
21,2 Visinde Light Fibers (Refer to ANSI Z80.3-2010) {(Qlear Lenses)
T.213 Variations in Luminous. Transmitian ce JoA
{Qlear Lensas)
81 Droplet and Splash Hazard P
10 Instruction, Use and Mainlenance P
Remark 1: P = Pass; F = Fall; NA = Not Applicable, NR=Nol Required: X=Checked;
4, a B karg akang Shangzhong gang kown, Longgang n 9
Tidz +85-0755-54 26404 2 Fas +36-0755- 4263248 E- ol iAo o6l pue VYT, ‘iNteeB e trtati o Gt SFCOR
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Test Report

SUNWAY  syNwAY (SHENZHEN) PRODUCTS LIMITED

-w * Shenzhen Precision Eyewear %& CNAS um

N TESTNG
Testing & Inspection Services Co., Lid. ""-r.ﬁ.w" “~agl® oz i20
Test Report Report No.: PL 2006003-1 Page 5of 10
Test Results
Optical Quality —Clause 5.1.1 & 9. 1/Physical Requirements —Clause 5.2
Defects
Sample No. Commant Results
Observed Absent
200600301 X - P
Requirements:
1. Oplical Quality: Protector lenses shall ba free of sidae, bubbles, waves and other visible defeds which would
impair their opfiical quality.

2. Physical Requirements: Proleciors shall be free from projecions, sharp edges or other defects which are
lkely io cause discomior or injury during use.

Luminous Transmission (Apply for Clear Plano Lenses only) —Clause 512 & 71882

Luminous Transmission (%)
Sample No. Results
Lt Right
2006003-01 801 80.5 P
Requirements:

Clear plano, reader, magrifier and prescription lenses shall have a luminous transmission not bess than B5%.
Measurement Uncertainty (if necessary):

Haze (Apply for Clear Plano Lenses only) —Clause 5.1.389.3

Haze (%)
wple No. Results
Laft Right

200600301 08 o7 P
Requirements:

Clear plano lens shall exhibit not more than 3% haze.
Measurement Lincertainty (if necessary):

4, ] B kang akang Shangzhong pang lawn, Longgang n, . l
Tel + 85-0755 -84 26404 2 Fau: +86-0755- 8426304 8 E-mal: it pel-ave weer o Wikl ot el ety o
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Test Report
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* Shenzhen Precision Eyewear K
Testing & Inspection Services Co., Ltd.

\
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i

Test Report ReportNo.: PL2006003-1  Page 6 of 10

Test Results

Refractive Power, Astigmatism, Resolving Power —Clause 5.1.4& 9.4

Spherical Astigmatic Resalving
Sample Mo, Location Power (D) Power (D) Results
Left +0,03 0.05 More than 20
2006003-08 P
Right 0,03 0,06 Mare than 20
[ spectade! Reader +- 006 20.06 Pattem 20
E Goggla{Ful-hea +-006 20,06 Pattem 20
s pir ator
5pe [ Faceshield windawes!
Loose- ftting ater Mo requirement Patbern 20
[] welding helmet lenses +(-006 2006 Patiemn 20
Measurement Uncerlainly (if necessary):
Prismatic Power and Prism Imbalance for Plano Protectors —Clause 5.1.4 £9.4
Horizontal Imbalance (&) Prismatic (&)
Sample No. Verlical Results
Imbalance (&) | Base Out | Basein Left Right
200600309 0,08 Q.02 - 0.04 0,10 P
Requirement:
[] spedacke/Reader =025 =0.50 =025 =0,50
B Goggle/Ful- facepiece
1 1
kalor 0,125 0,50 50125 0,25
[] Faceshield windows /
T T 1
Loose- fiting — =03 =075 =0125 =037
D ‘Weldding helmet lenses 2025 a0.75 &0.25 #0.50
Measuremeni Unceriainty (il necessary):
m _mﬂnd.nmgsmmhlhqm 'I:ml.:rw'qm.mnﬁm.._ ;Eri-
Tl +SE-0755 -S4 2042 Fan: +36-0755-B263248 E-rdl Iy ool v 0T, VBRGSO
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T
74 N
: Shenzhen Precision Eyewear iaciizs CNAS N
. % —— ]
Testing & Inspection Services Co., Lid. -,,J_;;:‘T:I—-I,I\\\I&,.\ “~all® crusion
Test Report ReportNe.: PL 20060031 Page T of 10
Test Results
Drop Ball Impact Resistance —Clause 52,1 £9.6
Impact Defects
Sample No. Comment Results
° | Position | Obsarved Absent
2008003-03 Left % - P
200600304 Right X - P
2006003-05 Left X - P
200600306 Right X = P
Requirements:
A comglete device shall Tall if any of he fllowing occurs:
= Lens{Lens only) fraciure
- piece fully detached from the inner surface
- penstraiion of the rearsurface
- lens not retained
Ignition — Clause 5.2.2 & 9.7
Continued combustion
Sample No, Comment Results
Observed Absent
200600307 X - P
Requirements:
The frame shall be no confinued combusiion after withdrawal of the fest rod.
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Test Report Report No.: PL 20060031 Page & of 10
Test Results

Minimum Coverage Area —Clause 5.2.4

o Minimum
Sample No. Type Coverage area Comment Results
Position
Pass Fail
LLeft X =
2006003-02 Adult
Right X -
Requiremenis:

1. For adult: the frame, lens housing or carmer and lens(es) shall cover in plane view an anea of not less than
40 mim in width and I3 mm in height (eliptical) in front of sach eye, centered on the geomeirical center of the
lems.

2. For children: the frame, lens housing or camier and lens(es ishall cover in plane view an area of not less than
mm lin widhh and 28 mm in hesght (e Biptical), centered on the geometrcal center of the kens.
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Test Report ReportNo.: PL2006003-1  Page 9 of 10
Test Results
Markings— Clause 5.3
Result of observed
Sample No., Type = Comment Results
Pass Fail
2005003-01 | Complete Device, Clear X - [°]
Requirement:

Al protectors shall bear the permanent and kegible marking in specified locations as shown the below:

Marking Requirement

Lenses & Replacement Lenses

B Marking for Complete

[Magnifiers )

Type of Mark ] Frams
[ Spectactes|[] AN Other Diewice {na replaceable parts)
15l proteciors shall bear the markings below.
B8] Manufacturer's Mark or Logo Yes Yes Yes Yes
<] Standard (Plano, Reader, T o T

[] Coverage (small head sizes)

H

H

[The following shall be required only when cleims of imp act rating, a specific lens type andfor use a made by the
imanufacturner.

] Impact Mark {Impact Rated Plano,

P s Moy rifios) + 287+ BT+ 287+
5 Clear
[ Welding W Shade W Shade W Shade
O UV Fiker U scale number U scale number
Lens Type |[] Visible Light Fitter L scale number L scale number
[ IR Filter R scale number R scale number
[ vanable Tint v v
O Specia Purpose lens 5 5 5
5] Splash / Droplet D3 D3
tse [ Dust D4 D4
[ Fine Dust 05 05
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Testing & Inspection Services Co., Ltd. ,:?TE\:\ “Segll® Crocien

Test Report ReportNo.: PL2006003-1  Page 10 of 10

Test Results

Droplet and Splash Hazard — Clause 8.1

Shows ared coloration
Sa No. Comment
mple . bt Result{s)
200600208 X - F
Requirements:
The droplets and for Bguid splash shall not cause a red coloration within efther of the two circles.

Instruction, Use and Maintenance —Clause 10

Result of observed

Sample No. Comment Rasults
Pass Fail

200600301 x - P

Requirement:

A reasonable probablity of injury that canbe prevenied per applicable federal and state
regulafions base on fhe work environment, refer io annex J of this standards for details.
Allwarnings, cautions, instrudions and limitations shall be provided with the protector by the
manufaciurer and inform wears as to their meaning.

Froteciors which exhibit broken parts, distorlion, or excessive scralches on lens, are unsuilable
3. Inspeciions | for use and not be wom. Eve and face proteciors that have been subject to an impact shall not
be use and shall be discarded and replaced.

a. Reasonable shall be taken during the use and storage of proteciors so that they are not

sulject lo unnecessary abuse,

1. General

2. Instructions.

4::*;::“ b, Wihen ane protector is being used by more than one person, it is recommended that it be
deaned and disinfected prior 1o use by another person, following the manufaciurer’s
instruciions.

5 Training Shall train in the proper use, applicalion, inspeclion, mainlenance, storage, illing and Emilasions
of eye and face proleciors,

—~— Report End —

The fesi report is eflecive only with both signature and specialized stamp. The resull]s) shown in this mport mfer only © the samplels)
Reaba ol, Wilhoul wrimen ap prosalof PEL (Preciion Eyewesr Testing & inepadion Co., Lid. ), fis report can't b m prduced aocepl in bl

d, Dakang She
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SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED
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MANAGEMENT SYSTEM CERTIFICATE

Certilicate No.: 117 20 QU 0V22-01 ROM
This is to certify the quality management systems of

Sunway (Shenzhen) Products Limited

Unified Social Credit Code  914403007992014738

Registered Address 101, kast of 301, 401, 501, llm mc«w—y
10# Yinkui Rood, Kuixin
Dapeng New District,

Auditing  Adklress 101, 201, Bst of 301, 401, 501, E Buliding, Junximan
Comnpany, |umn-a.m:mn.nm
New District, Shenzhen, Guangdong, China

has been assessed and registered as meeting the requirements of
GB/1T19001-2016/1509001:2015

Scope of approval

Production and Sales of Temts, Production and Export of Lighting Fixtures

Flest Certification: 13 Jan 2000
ey Dates 12 Jacs 2023

-
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SUNWAY (SHENZHEN) PRODUCTS LIMITED
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S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

Packaging Information

(Pcs) Length Width Height
/Carton
(cm) (cm) (cm)

3pcs/box 200pcs 52.00 39.00 35.00 14.00 15.00

£ IECERTIFICATION
[F= i & 3 B CEEE )

[N a m e] Protective Goggles

LA %5 1 sw-0613

[Modell swos13

[ FESaksr] PVC T0%. PC 23%. F2EH 7%

[ Main components] 70% PvC. 23% PC. 7% Elastic Rope

[#iTFrHE] GB14866-2006

[ standard 1 GB14866-2006

(e ] 181748

[ Packing Spec.] lset/bag

(G2 24

[ validity] 2 years

[4r=H ] 202045 - 10H

[ Production Date] 2020.05.10

[#t#c5]1 202005

[ Production LOT] 202005

[ Y RPN o Shae s A R 2w

[ Mmanufacturer] Sunway (Shenzhen) Products Limited

[ A=tk Y EII0 ET DS i e e e 16 5

[address 1 FH4mledi] fF101. 201, 3017, 401. 501

101, 201, east of 301, 401&501,Building E, junxuan Company,
Mo.16 Yikui Road, Kuixin Community, Kuichong street,

Dapeng new district, Shenzhen.
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Factory Photos




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

GMP Photos
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Photo of the Company
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CE

Notification
Confirmation

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

Cs.y_ngo
CE Notification Confirmation

This Is to confim thal, according o the council directive B3M2/EEC (MDD), SUNGO
Europe BV performed the notification duties and responsbiSes as the Ewropean
authorized representative of.

SUNWAY (SHENZHEN) PRODUCTS LIMITED
101,East of 301,401&501,Building E, Junxuan Company,No.16
Yinkui Road, Kuixin Community, Kuichong Street, Dapeng New

District, Shenzhen, 518119,China

The Manufscturer has provided SUNGO Ewope B.V. with the EC Declaration of
Conformity confirming thet the medical device, as sSpulated bere below, is fulfiling the
appicable requrements of the European Coundl Directive 9342 EEC,

According to 9342EEC (MDD), the European Databank on Medical Devices (EUDAMED)
is established as of May 1 2011. The Netherdands Competent Authority & nolifed of the
manufactures's medical devices and has allccated registration number.

Disposable Medical Goggles
Class | according 1o Annex IX of SGU2EEC
GMDN: 58376
CIBG Number: NL-CA002-2020-50589

Where the manutactiurer ax's the CE marking 10 the product listed they must ensure that
all the requraments of the appropriate EU directive(s) have and continue to be met.

fofor and' e




CE Claim of

Conformity

CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Haag

SUNGO Europe B.V.
T.a.v. de heer Luo
Olympisch Stadion 24
1076 DE Amsterdam

Datum: 6 mei 2020
Betreft: aanmelding medische hulpmiddelen klasse I

Geachte heer Luo,

Graag bevestig ik hierbij de ontvangst op 17 april 2020 van de mededeling ex
artikel 5 van het Besluit medische hulpmiddelen (BMH) dat bedrijf SUNWAY
(SHENZHEN) PRODUCTS LIMITED met Europees gemachtigde SUNGO Europe
B.V. onderstaande medische ht ), deeld in risicokl, 1, aflevert.
De producten zijn onder volgend kenmerk geregistreerd. Ik verzoek u om in alle
verdere correspondentie betreffende een of meer van deze producten het
bijbehorende kenmerk te vermelden.

Disposable Medical Face Mask
(geen merknaam) (NL-CA002-2020-50600)

=
(geen merknaam) (NL-CA002-2020-50599)

Di: bl dical P Gowns
(geen merknaam) (NL-CA002-2020-50598)

T ige wijzigil in b de geg s - waaronder een

eventuele wijziging van de indeling in risicoklasse in verband met wijzigingen van
Europese regelgeving inzake de classificatie van medische hulpmiddelen, en aan
voortschrijdend wetenschappelijk inzicht (zie art.9, lid 3 van Europese Richtlijn
93/42/EEG) - dient u te zijner tijd mede te delen.

Volledigheidshalve wijs ik u erop dat het - ongeacht uw mededeling - verboden
is een medisch hulpmiddel ter aflevering voorhanden te hebben, dan wel af te
leveren indien niet aan de voor dat medisch hulpmiddel geldende regels gesteld
bij of krachtens de Wet op de Medische Hulpmiddelen (WMH) wordt voldaan. Met
name wijzen wij u op de Nederlandse-taaleis, de eisen voor het ter beschikking
houden van de technische documentatie en de plicht tot het hebben van een Post
Market Surveillance- en vigilantiesysteem.

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50

2515 XP Den Haag

T 070 340 6161

http://hulpmiddelen farmatec.nl

Inlichtingen bij:
1.1 van de Leuv

medische_hulpmiddelen@
minvws.nl

Ons kenmerk:
CIBG-20201509

Bijlagen

Uw aanvraag
17 april 2020

Correspondentie uitsluitend
richten aan het retouradres met
vermelding van de datum en het
kenmerk van deze brief.
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CE Claim of

Conformity

Tevens wijs ik u er voor de goede orde nog op dat de registratie van uw
mededeling betreffende de aflevering van de bovengenoemde producten slechts
een administratieve handeling betreft. Deze ontvangstbevestiging behelst dan ook
geen besluit betreffende de kwalificatie van de desbetreffende producten als
medisch hulpmiddel in de zin van art. 1 WMH, noch betreffende de indeling in
risicoklasse I.

De Minister voor Medische Zorg en Sport,
namens deze,

Afdelingshoofd

7 M.J. van de Veld:
Dhr. M.J. van de Velde

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED
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FDA

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

Thes docatnent peovides sotificat

of the

Certification of FDA Registration Service

Ownen Opetanae No.: 10064363
Registration No - 3014331592

-

ber assigacd 1o e chent's esuabladunent.

Esublshment: SUNWAY [SHENZHEN) PRODUCTS LIMITED
E Huilding Junxuss company, | 6¥ Yk Road, Kuxin commanity, Keichong
stroet, Dapeng New Distnct, Shenzhen, Guangdong, S15119, CHINA

RS

)

e | i, | T | o | e
DATEWI Vverepe MsH Respireor, argial Noewfacamer
Da7esse Laerepe LYu Mlll:.lcll(':ﬁﬁ:‘lhl Manlacape
o SRR <D SUIT, SURGICAL P
HOTH Bt OfiA q'"“"';:'.'”mm Menfacunce
INO54TR e KA | MASK sCAVENGING PRURe
D63 Rlatae S CAP, SURGICAL RIS
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SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

AR R

D034 Munfaaps

FDA

Q

};44 [

Mr. Field Fu
SHENZHEN JOYANTECH CONSULTING COLLTD
www celifs.com

Certification No.: FDA 20200005 Validay: March 25, 2020 - Dec, Mst, 2020
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FDA

Business Trade
Name : sunway
(shenzhen)
Establishment
Registration or FEI
Number : 3014331592

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

New Search®

Establishment
Name Registration Sl
7 Registration
Number
8 Yr
SUNWAY (SHENZHEN)
PRODUCTS LIMITED® CHINA 3014331592 2020
e  accessory, surgical apparel - Accessory,Surgical Apparel; SUN-V
Blocklite/ Sunvia/ Sun Valley, Disposable Medical Protective Gowns,
size 165/175/185/190/195; SUN-V Blocklite/ Sunvia/ Sun Valley, Manut
Disposable Protective Clothing, size 165/175/185/190/195; SUN-V anufacturer
Blocklite/ Sunvia/ Sun Valley, Medical Disposable Goggles 1©
e  respirator, surgical - SUN-V Blocklite/ Sunvia/ Sun Valley,
Disposable Medical Face Mask Manufacturer
e  cap, surgical - Cap,Surgical 12
Manufacturer
e  cover, shoe, operating-room - Cover,Shoe,Operating-Room 13
Manufacturer
e  dress, surgical - Dress,Surgical *
Manufacturer
e non-surgical isolation gown - Non-Surgical Isolation Gown 1°
Manufacturer
e  suit, surgical - Suit,Surgical ¢
Manufacturer
e  mask, scavenging - Face mask; Protective mask KN95 17
Manufacturer




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

FDA

m A SUN-V Blocklite/ Sunvia/ Sun Valley,
Disposable Protective Clothing, Size
165/175/185/190/195; SUN-V Blocklite/

Sunvia/ Sun Valley, Medical Disposable

Goggles
» Respirator, Surgical - SUN-V Blocklite/ Sunvia/ Manufacturer

1 resuit found Sun Valley, Disposable Medical Face Mask
for Establishment New Search
Registration or
Business Trade
Name : sunway
(shenzhen)

Establishment

Name Registration Current Can't findwhat you're looking for? Try a new search

Registration
Number
A Yr
v

SUNWAY (SHENZHEN) s
INA Noni
Fon T CHI 0 number listed 2020

o Accessory, Surgical Apparel - SUN-V Blocklite/ Manufacturer mA
Sunvia/ Sun Valley, Disposable Medical
Protective Gowns, Size 165/175/185/190/195; B
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FDA

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

New Search

Proprietary Name:

Classification
Name:

Product Code:
Device Class:

Regulation
Number:

Medical Specialty:
Registered

Establishment
Name:

Back To Search Results

SUN-V Blocklite/ Sunvia/ Sun Valley, Disposable Medical
Protective Gowns, size 165/175/185/190/195; SUN-V
Blocklite/ Sunvia/ Sun Valley, Disposable Protective Clothing,
size 165/175/185/190/195; SUN-V Blocklite/ Sunvia/ Sun
Valley, Medical Disposable Goggles

ACCESSORY, SURGICAL APPAREL

W

1
878.4040

General & Plastic Surgery

SUNWAY (SHENZHEN) PRODUCTS LIMITED

Owner/Operator:  SUNWAY (SHENZHEN) PRODUCTS LIMITED

Owner/Operator 10064363
Number:

Establishment

Operations: Manufacturer

Page Last Updated: 03/30/2020

Note: If you need help accessing information in different file formats, see Instructions

for Downloading Viewers and Players.

Language Assistance Available: Espaiol | #5486 37 | Tiéng viét | 3=

Of | Tagalog | Pycckmit | 4s.- | Kreyol

Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B A58 | 5 | English

FOA

New Search

Proprietary Name:

Back To Search Results
SUN-V Blocklite/ Sunvia/ Sun Valley,
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SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

FDA

SUN-V Blocklite/ Sunvia/ Sun Valley,
Disposable Protective Clothing, Size
165/175/185/190/195; SUN-V Blocklite/
Sunvia/ Sun Valley, Medical Disposable

Goggles

o Respirator, Surgical - SUN-V Blocklite/ Sunvia/ Manufacturer
Sun Valley, Disposable Medical Face Mask

Can't find what you're looking for? Try a new search

FOA
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