29 SUNWAY s unwAY (SHENZHEN) PR

Disposable
Isolation
Gown




29 SUNWAY  5UNWAY (SHENZHEN) PRODUCTS LIMITED

Contents

 Finished Product Photo
* CNAS Test Report

* Material Test Report — * License
* Medical Devi
* Product Test Report edical Device
i * Registration
* Certificates of the Company — Certificate
* Packing Information * Management System

Certification

) Factory Photos — ¢ Record of Foreign
* GMP Photos Trade Operations
* Photo of Company

* CE (Claim of Conformity

* FDA Listing Certificate



S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

Finished Product Photos




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

%{},- ; ﬂ_ L/A:[é B RAR S HIRA

G is NO.0O2 AC Testing Service Co.Ltd.(Foshan)

TQSﬁm RQM Secusty webatn: wawSd-sz.ong.on

CNAS Test s

Rep()l‘t Report Nos ZPLI26224344 Page 1013

Applicant informaticn

Appiicant Nunu : SUNWAY (SHENZHEN) PRODUCTS LIMITED
Azpican! Adsreas ¥

Manafaciorar : SUNWAY SHENZHEN) PRODUCTS LIITED

Sample ldccmation

Sarrphe Descripion : Drapoaatie Pactectaw Clothing

Sarrple Ocantity i 3 pmces

Colour : Ble

Suw xpechication : Sw.osn.g
Muxs pur enk wen 1 a8atgin’

- Sampie Recening Dute : 20200518

- Report Date 1 20200520

= Thw crgnal sarrple & aticked on he Lo paper.

Text Pecformed
Judgument scconding to:
FMafar to GEJT 38482-2020 Testdex-Nom fabimes for goans  Leved 11
- Sub teatin) an by L For cutaly, sefer o atlached pagels).
Pronounce

Thm semadis xtoan i tha rezar sefer only 10 sam phels) leatud urlexs olhervme slates,

Al e e are park d in the wecupt Hhe noted cases.

Except for the reguremarnt of 1he chenl, the leat resudts and the confomiy pdgement of s sepor! do not ke he
enoerisinty of the Seat rescits ario saccount,

Signed for mnd on behat of
CNTAC Testing Service Co. Lo (Foahan)
Approved by

e

FETRLOAY CARRA Y SRS O, . N 5 AT, g -
otz (86 T57 PGSR INAOM5E Fac 36450633 HigNewatclan oo
BNGREARPR.
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S0 AP N
.. (el O[5 pureBRBRARSERLE

25T Nonez <7 CNTAC Testing Service Co. Ltd.(Foshan)

CNAS Test

Testing Report Wm.m:’;m
R Report Nos ZPLI2EI2434A Page 20l 3
eport o
Test Reaul Reguirnenmnts Judpgarrart

1. Tenalle Strength  G&/7 2421832070 atp methed
Som s lexl, CHE turafie tes! macting, leaitng speed W00mmimin, gaupe hengh200mm.
Ural: <N»

Lengfrmise 420 Lengthwise 2 20 Puas
Crosswae ara Croaswise 2 20

-~

- Surating strength SE7 774012008 Dostvage bavaing meftod
The lex! arus of derrg o F3c o'
Urst: <kPan
Runlt 16 240 Pass

3. Maxs devistion rate per unit sesa SA/T 291812000
The teat srea of champ i3 0.250mx0.200m.
Uil <%
Ml o H~rl Paxs

- Hydrostatic Pressure QR 24278782017
Dtatlet waler temperatorn i 210, The rete of mcrusae of waler prussure o 100 admin.
Textng surbece: fuce

Urst: <kPa»
Marrum vabe 158 218 Paxs
L + 1.¥haHy Pr e i for CMA & CNAS snd haes no vl in bew.

2. Tha chent sequires st lext and sequirements sccording to GEUT 554422020 standard
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%’ﬂf?i— Cob 0[5 BUtsBREmABSERAR

SiuNooez 7 CNTAC Testing Service Co. Ltd.(Foshan)

CNAS Test
Report

Testing Report g..,.'::: 1573503384

Neport Nos ZFLJ2EI2484A

wasmsss Ens of Repor! sseses

PR TR A AR YT ARG O—. . IR 5, MAR, hastang s g G
Tz |06 TET RORS0G1MNMA0MESE Fac M6A5062) HigNewaiclangcn )
SNEREAARR. RTORENZEA - BANMRSERAS. AWTIRE.
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170000113982

Material Test
Test Report
Report R

Mo 20R0001 16 lsawe Dtz BO20-05-0]

Applicant: SUNWAY (SHENZHEN) PRODUCTS LIMITED

Address: 101, EAST OF 300, 400& 3501, RUILDING E JUNXUANM COMPANY, NOU 16 YIS ROAD,
F}{::IV COMMUNITY, KUICHONG STREET, DAFERG NEW DISTRICT, SHENZHEN,
Y

Indormration confirmed by applicans:
Drisposahle medical protective gowns
Cruaniity: ben picces

Type: SW-0611

Srandard Adopicd

EN 1379512009 =Sergcal clithing and drapes- Requircmicnts asd besl mothods, Past 1 Surgical drapes and pownas
Diater Boceived Thate Test Startexd: 2020-04-10

Conclusson:

Cleanlimess-microorgnism| Sbell]

The resistasce 1o dry migrobis] penceration] Shell]

The resistamce 1o wet hacional penciration] Shell]

Seatic hydrostatic reststance] Shell]

Breaking strength| Shelludry siaic]

Breakang strevgth| Shell:wet stato|

Lint and oiher particles generatson in the dry staic]Shell]
Bursting strengih] Shell:dry statc]

Bursting strengib]Shall:wel stane]

z

A 4 4

EIXr¥rz

Nt "M "-Mees the ssandans requirement “F-Fail 10 meet the standands rog B "

Hirmuark:

TR W IESE SPCHES 1 M AR (IR MRS USRI PR REACP I

Copica of the report are valid caly re-

The expeniment wis canred sat w0 Mo, 1, Fhajiang Resd. Panya Detrio, Gaangsbos, Guasghong PR Cking.

Inspection & Testing servioes

Approved By, Nan Ma
Ham Mg Engineer

Page | of 5




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

Ly rire A icmidnasit
_GTTC 170000113982 o \I ORATLIY

Material Test

Test Report

Report oo
Cleanliness—nlcroorgnisa(CFU/100ca® ) [Shelll
(EX IS0 11T37-1:2018, Nesbrane filtration method)
F

=0
20 (Surglcal gown: standard performance
= 0 tical product area)
1% 0 (EN 13795-1:20019)

he 0

ance to dry microbial penetration{CF) {Shell]

612: 2005, The Tourth generution of spares of bacillus subtilis ATOC 9472,
tration of 1he spores: 1, 9% 10% (FU/2 talcum powdor, Sasple: 12, Vibrat lon
Mreguency : 20800 times/ain, Yibration tise:30wuin)

The resist

Requireaent
in 38 =300
0 a7 (Surgical gown: stundard performance
s 29 less critical product areal
4 45 (EN 13796-1: 20090
58 39
68 16
w3l
88 37
an 48
108 57

The resistance to wet bacterial penetration(Shell]
(EX IS0 22610: 2006, Temp: 24, 5T, Bh:56. 0% , The distance of agar to plates brim:3am,

Carrier material 300 polyurethane (PU))
Rogquirement

The harrier index: T’w bharrier index:

= 1.4 =2,

= 11 : urgical gown: standard perforsance
= 1.1 critical product area)

1= 1.4 (EN 13706-1:20019)

5 1.3

Static hydrostatic resistancelcaig 0) (Shell]
(EX 1S0 811:2018, Stendily increasing suter pressure: [0cely O/min, Tesperature of the

Wator:20,2°C ,Face down and face side tested)
Requlreawnt

1= 17. 3 =20

= 68. 1 (Sargical gown: standard performance
= 52.3 critical product arca)

1= 50. 6 (EN 13796-1:2019)

5= 19, 2

w\\nﬂ and Cerg, »

= %y,
& 2
= @
~ =
-2
2 <

Inspection & Testing servioes

PAGE 3 OF §




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

Ly s FE femdRast:

GTTC 170000113982 o

Material Test
Test Report
Report ————

Breaking strongth(X) (Sholl dry state]

(EN 20073-3:1992, Dry state, The distunce between the closps:200mm Rate: 100mm,/in)
(EN 29073-3:1992 oqv 150 9073-5:1989)
Requiresent

Leogth Length =2
s 124,
2% 122
= 127
1= 126
he 125
Nidth:

12 608
o= 661 critical product area)
3= 65.0 (EN 13795-1:2019)

18 608

o 641

Breaking strengthi(X) [Shell:wet state]

(EX 20073-3: 1992, %1 stnte, The distance botweon the o lamps: 200em Kate: 100m /'min)
(EN 29073-3: 1992 oqv 150 5073-3:1989)
Requiresent

Length 2220

- e 00

Nidth Vidth =20

Iz 59.9 (Surgical gown: standard performance
e SN criticnl product area)

3= 67.1 (BN 13795-1:2019)

= e

5% 65.7

Lint and other particles generation in the dry stnte{Shell

{EX 1S0 9073-10:2004, Size of particles counted:3 um—2
(EN 1S0 9073-10:2004 idr ISO SOT3-10:2003)

Sem)

Roquirosent
Coofficiont of linting: Coefficient of Vinting:
A: Face =4.0
1Is 2.2 (Surgical gown: standard performance
= critical product area)l

(EN 13795-1:2019)

WRRAATREW
WL PSP IR0 = o S

-
PR E NN

PAGE 4 OF §
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— - GTTC— XN Nl o

Ly ri% A femidnasi

170000113982

Material Test
Test Report
Report No:20R000116

Bursting strongrhiiPa) [Shell dry state)

(EN 1S0 13938-1:1999, Dry state, Test area:i0cn?® )
Roguirosent
1= s =40
o= sl (Surgical gown: standard performance
3= 172 critical prodoct arca)
% 193 (EN 13795 1:2019)
e 176

Bursting strongthikPa) [Shell eet state]

(EX IS0 13938-1:1999, %ot state, Test area: 10cen® )
Roquiromont

15 164 =2

Is 175 (Surgical gown: stundard performance
In 168 critical prodoct urea)

Im 178 (EN 13795-1:2019)

|2 I8}

&

Inspection & Testing wrvivg

PAGE S OF 5




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

ntertek

Total Quality. Assured.
TEST REPORT

Product Test
Report

Applicant: Date: Apr 30, 2020

Sample Description:

The Following Sample Was Submitted And Identified By/On Behalf Of The Applicant As:
Sample Name :| Non-Sterile Surgical gowns
Size(s) Range Hi
Styles/Models No. H i
Classifications Claimed :| Standard performance
Color Blue
End Uses :| Non-Sterile Surgical gowns
Standard :| EN 13795-1:2019
Brand 2
Manufacturer :

Date received/ Test Started :| April 13, 2020
Date Final Information -
Confirmed
Prepared And Checked By:
For Intertek Testing Services Shenzhen Ltd. Guangzhou GDD Branch

Lin Lin
General Manager

(VRGO  Posex oro

Intertek Testing Services Shenzhen Ltd. Guangzhou GDD Branch
3/F, Hengyun Building, 235 Kaifa Ave., Guangzhou
ic & Te ical Dy District, Guangzhou,China
LIRS ATILZ w11 PR K4} 2 v

Can / pennytao

HHIRHE

P FFHARIFR KPR KN 235 SiiE K 3t
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode:510730
www.intertek.com




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

ntertek

Total Quality. Assured.
TEST REPORT

Product Test
Report

Original Sample Photo

Prepared And Checked By:
For Intertek Testing Services Shenzhen Ltd. Guangzhou GDD Branch

(=

— -

Lin Lin
General Manager

Can / pennytao

Intertek Testing Services Shenzhen Ltd. Guangzhou GDD Branch
3/F, Hengyun Building, 235 Kaifa Ave., Guangzhou
i ical D District, Guangzhou,China

& P
PYIRPEIT RS AR RS AT 2 ) M IF R 4 20w
P RS AR IR X PR KIE 235 Sz k3 i
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode:510730
www.intertek.com




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

ntertek

Total Quality. Assured.
TEST REPORT

Product Test
Report

Conclusion:

The Resistance To Dry Microbial Penetration (CFU)
The Resistance To Wet Bacterial Penetration
Cleanliness Microbial / Bioburden

Lint And Other Particles Generation In The Dry State
Hydrostatic Head Test As Received

Bursting Strength(kPa)

Tensile Strength As Received

TERZTDID

Note: M = Meet Standard's Requirement F = Below Standard's Requirement
# = No Comment N/A = Not Applicable

Prepared And Checked By:
For Intertek Testing Services Shenzhen Ltd. Guangzhou GDD Branch

Lin Lin
General Manager

Page 3 Of 9

Can / pennytao

Intertek Testing Services Shenzhen Ltd. Guangzhou GDD Branch
3/F, Hengyun Building, 235 Kaifa Ave., Guangzhou
ic & T ical De District, Guangzhou,China
IRYNR AT A5 17 PR 7)) I AIX 43 24 ]
TS EARTFRIXIFR AN 235 S1iE KH 3 #
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode:510730
www.intertek.com




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

ntertek

Total Quality. Assured.
TEST REPORT

Pr O du Ct Te St Tests Conducted (As Requested By The Applicant) Number:

Re p O rt 1 The Resistance To Dry Microbial Penetration (CFU):

(EN ISO 22612:2005, The Fourth Generation Of Spores Of Bacillus Subtilis ATCC 9372, The Concentration Of
The Spores: 1.6x10°CFU/G Talcum Powder, Sample:12, Vibration Frequency:20800 Times/Min, Vibration Time:
30 Min)
1# 7 <300
2# 3 (Surgical Gown:
3# 10 Standard Performance
4# 18 Less Critical
5# 2 Product Area)
6# 3 (EN 13795-1:2019)
7# 5
8# 12
9# 1
10# 3

Remark : Test was conducted by external provider.

2 The Resistance To Wet Bacterial Penetration:
(EN ISO 22610:2006, Temp:24.5°C, RH:56.0 %, The Distance Of Agar To Plates Brim:3 mm,
Carrier Material:30 um Polyurethane (PU))

The Barrier Index: Requirement

1# 6.0 The Barrier Index 22.8
2# 6.0 (Surgical Gown:

3# 6.0 Standard Performance
a# 6.0 Critical Product Area)
S# 6.0 (EN 13795-1:2019)

Remark : Test was conducted by external provider.

Can / pennytao
Page 4 Of 9

Intertek Testing Services Ltd. GDD B h
3/F, Hengyun Building, 235 Kaifa Ave., Guangzhou
ic & ical D District, Guangzhou,China
YRR BANE S AT R F 1 MIFRIX S 25
P R HARTF R IXTF R 235 51ris K 3 4
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode:510730
www.intertek.com




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

ntertek

Total Quality. Assured.
TEST REPORT

PI' 0 du Ct Te St Tests Conducted (As Requested By The Applicant) Number:

Re p O rt 3 Cleanliness Microbial / Bioburden

As Per BS EN 13795-1:2019 Surgical Clothing And Drapes — Requirements And Test Methods Part 1: Surgical Drapes
And Gowns And EN ISO 11737-1:2018 Sterilization Of Health Care Products — Microbiological Methods — Part 1:
Determination Of A Population Of Microorganisms On Products.

Trial 1 Trial 2 Trial 3 Trial 4 Trial 5 CFU/100cm?*
Cleanliness microbial / 68 16 44 68 40 <300
Bioburden

CFU = Colony Forming Unit
< = Not more than

Sample Received Condition: Sample In Unopened Original Package.

Tested Component(s) :
(1) Blue Surgical Gowns

Can / pennytao

Page 5 Of 9

Intertek Testing Services Shenzhen Ltd. Guangzhou GDD Branch

3/F, Hengyun Building, 235 Kaifa Ave., Guangzhou

ic & Te ical D District, Guangzhou,China

PRYIRHE TR AR AT R A R PRI 546
RS MR RARTER K PR Kl 235 4 4iiiz K 3 t
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode:510730
www.intertek.com




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

ntertek

Total Quality. Assured.
TEST REPORT

Pr O du ct Te St Tests Conducted (As Requested By The Applicant) Nomber:
Re p O rt 4 Lint And Other Particles Generation In The Dry State:

(EN ISO 9073-10:2004, Size Of Particles Counted: 3pm~25pm)
(EN ISO 9073-10:2004 Idt ISO 9073-10:2003)

Coefficient Of Linting: Requirement

A: Face Coefficient Of Linting
<4.0

1# 2.0 (Surgical Gown:

2# 21 Standard Performance

3# 2.1 Critical Product Area)

4# 21 (EN 13795-1:2019)

5# 2.0

B: Face

1# 23

2# 2.2

3# 2.2

4# 2.2

S# 2.2

Remark : Test was conducted by external provider.

5  Hydrostatic Head Test As Received (EN ISO 811:2018, Pressure Gradient At 10 cm/min Water Pressure):
i

Requirement
Specimen 1 Over 20 cm H,0 >20 cm H,0
Specimen 2 Over 20 cm H,0
Specimen 3 Over 20 cm H,0
Specimen 4 Over 20 cm H,0
Specimen 5 Over 20 cm H,0
Median (Mg) Over 20 cm H,0
Lower Quartile Value (L) Over 20 cm H;0

Can / pennytao
Page 6 Of 9

Intertek Testing Services Shenzhen Ltd. Guangzhou GDD Branch
3/F, Hengyun Building, 235 Kaifa Ave., Guangzhou
ic & Te jical D District, Guangzhou,China
BRI S AT T M IFAE

P PR

Al

PR MAFFEAR TR X IT R Kl 235 S54iiE K8 3 1%
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode:510730
www.intertek.com




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

ntertek

Total Quality. Assured.
TEST REPORT

Pr O du Ct Te St Tests Conducted (As Requested By The Applicant) Number:

6  Bursting Strength(kPa):

Report

Dry State Requirement

(EN ISO 13938-1:1999, Dry state, Test Area: 10 cm? )

1# 102 240 kPa

2# 130 (Surgical Gown:
3# 121 Standard Performance
4# 117 Critical Product Area)
S# 124 (EN 13795-1:2019)
Wet State

(EN ISO 13938-1:1999, Wet state, Test Area: 10 cm? )

1# 122 240 kPa

2# 130 (Surgical Gown:
3# 136 Standard Performance
4# 124 Critical Product Area)
5# 128 (EN 13795-1:2019)

Remark : Test was conducted by external provider.

Can / pennytao

Page 7 Of 9
Intertek Testing Services Shenzhen Ltd. Guangzhou GDD Branch

3/F, Hengyun Building, 235 Kaifa Ave., Guangzhou

ic & T ical D District, China

SRYITH A RA N 5 41 B2 S TP A IX 53 24 )
R R BRI RIX TF R K 235 44iiiz KM 3 t
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode:510730
www.intertek.com




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

Total Quality. Assured.
TEST REPORT
Number:
r O u c e S Tests Conducted (As Requested By The Applicant)
Rep Ort 7  Tensile Strength As Received (EN 29073-3:1992, 5-cm Cut Strip Test, Tensile Testing Machine, CRE):
Requirement
Dry
Sleeve Back Panel Front Panel
Directi
Specimen 1 51.0N 113.1N 104.1N
Specimen 2 46.4 N 108.6 N 109.9 N
Specimen 3 489N 100.6 N 109.0 N
Specimen 4 509N 105.6 N 1145N
Specimen 5 48.0N 109.4 N 111.0N
Median (M4) 48.9 N 108.6 N 1099 N
Lower Quartile Value (L) 48.0 N 105.6 N 109.0N =20N
Nidth Directi
Specimen 1 103.1N 59.0N 573N
Specimen 2 101.1N 60.8 N 56.9 N
Specimen 3 100.4 N 56.2 N 61.0N
Specimen 4 97.5N 58.7N 546N
Specimen 5 99.8 N 61.8 N 58.8 N
Median (M) 100.4 N 59.0N 57.3N
Lower Quartile Value (L) 99.8N 58.7N 56.9 N 220N
Can / pennytao
Page 8 Of 9
Intertek Testing Services Ltd. GDD B h
3/F, Hengyun Building, 235 Kaifa Ave., Guangzhou
ic & ical D District, Guangzhou,China
YRR BANE S AT R F 1 MIFRIX S 25
P R HARTF R IXTF R 235 51ris K 3 4
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode:510730
www.intertek.com




SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

ntertek

Total Quality. Assured.
TEST REPORT

Product Test D

Report sinen

Wet
Sleeve Back Panel Front Panel

Length Direction

Specimen 1 54.2N 120.4 N 118.0N

Specimen 2 575N 1194 N 1240N

Specimen 3 52.8N 1245N 1154 N

Specimen 4 615N 1250N 1149 N

Specimen 5 55.2N 1134 N 116.6 N

Median (Mq) 55.2N 1204 N 116.6 N

Lower Quartile Value (L) 542N 119.4 N 1154 N >20N
Specimen 1 1119N 56.9 N 59.5N

Specimen 2 104.0 N 548N 542N

Specimen 3 108.0 N 55.5N 48.0N

Specimen 4 1119N 59.7 N 55.8N

Specimen 5 1059 N 599N 554N

Median (Mg) 108.0 N 569N 554N

Lower Quartile Value (L) 1059 N 555N 542N 220N

Remark : N = Newton

End of Report

This report is made solely on the basis of your instructions and/or information and materials supplied by you. It is not intended to be a

recommendation for any particular course of action. Intermkdoesnotameptant/tyofcamoranynmerrsmrubll/lymanypermn omerman
the Client in respect of this report and only accepts liability to the Client insofar as is expressly ined in the terms and
Intertek’s provision of services to you. Intertek makes no warranties or representations either express or implied with respect to this report save
as provided for in those terms and conditions. We have aimed to conduct the Review on a diligent and careful basis and we do not accept any
liability to you for any loss arising out of or in connection with this report, in contract, tort, by statute or otherwise, except in the event of our
gross negligence or wilful misconduct. No copy of the test report(except for full text copy) shall be made without the written approval by
Intertek.

Can / pennytao

Page 9 Of 9
Intertek Testing Services Shenzhen Ltd. Guangzhou GDD Branch

3/F, Hengyun Bunldlng 235 Kaifa Ave., Guangzhou

ic & Té D District, Guangzhou,China

SRYIR TR AN 551 B2 Al MIFRIX 4 24w

ST ER T BT RIX FF RO 235 S 4inia K 3 th
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode:510730
www.intertek.com
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Certificates of

the Company
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Certificates of N
the Company ERED. BUEAHKRSES 202033523 5

fedb B EPIM LTS SRR AR

EEfLEA ES

il i A ESe ]

ST R

& 5 AT P B R R M AT I R SR 16 S BYFAE E BRI B 101, 301
. 401, 501

EEEER ! Eﬁ%ﬁﬁ!ﬁﬂﬁﬁ?ﬁ&ﬁﬂ!ﬁﬁ 16 EEFF4F E S 101, 301

Eeps i SR KT S M SR R RIS 16 SRHTAT E U5 101 301

2002 SEEE T (=) . 6501, 6302, 6803, 6BO4. G805, GBOG. BBOT,
G908, 6809, GB10, BS12, 6313, 6B15, 6816, 6320, 6821, 6BZ2, 6823,
G824, GA26, 6R26. 6827, AE2E. GR30. 6831, AA32, GE3Z, 6B34. GR40
NN SEESMESE-TE) . 6841, 6345, 6546, 6854, 6855,
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2017 SEArRE R (23D ¢ 01, 02, 03, 04, 05, 06, 07, 08, 09, 10,
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S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

EFSRREHEEBLT
@ xm
. EWER
Certlﬁcates Of CUEF | FYIBUTRSS RS SERAT HE(ERICE  914403007992014788
ERREA | T SUREA | T
YA KB AT R YA K AT R
the Company I
YA KB R
EREitt ;E::EE:AWEIOL 301 FHEES @FERE202003110316
1. 501
EFBRET (2

o) ¥oERSEE SRaNERSEE2020333238

0, 6812, 6813, 6815, 6816, 6820, 6821, 6822, 6823, 6824, 6825, 6826, 6827, 6828, 6

830, 6831, 6832, 6833, 6834, 6840 (ISWEMATREESHIZ@NT) , 6841, 6845, 634

“EEm 6, 6854, 6855, 6856, 6857, 6858, 6863, 6864, 6865, 6866, 6870, 6877, LAL2gIhE
BEFEANNT SR, U EXSITASNARERE. BIFR~RBINUr2017E5KE6R

(=2¢) : 01, 02, 03, 04, 05, 05, 07, 08, 09, 10, 11, 12, 13, 14, 15, 16, 17, 18, 1
9, 20, 21, 22, LIEEBIFAMMIBARNARTSR?, LELSIPOANMRSNE. i
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Certificates of

the C b (o o . 0%
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Certificates of
the Company

MANAGEMENT SYSTEM CERTIFICATE

Certificate No.: 11720 QU 02201 ROM
This is to certify the quality management systems of

Sunway (Shenzhen) Products Limited

Unified Social Credit Code  914403007992014788

Registered Address 101, sast of 301, 401, 501, nm.mcm-y
10# Yinkui Rood, Kulxin
Dapeng New District,

Auditing  Adklress 101, 201, u:‘uuos 401, 501, E Bullding, Junximn
Company, 1 mumm Dapeng
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 Expart of Lighting Fixtures
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S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

Packaging Information

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

1pcs/bag 100pcs 43 43 12.50 13.50
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Factory Photos
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Photo of the Company




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 hulp ), deeld in risicokl I, 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)

Toekomstige wijzigingen in bovengenoemde gegevens - 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.

Pagina 1 van 2




SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

C Clalm O 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

Conformity I

De Minister voor Medische Zorg en Sport,
namens deze,

Afdelingshoofd

el

DF M.J. van de Veld:
Dhr. M.J. van de Velde
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S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

S T
FDA R

Certification of FDA Registration Service

Thes docetnent peovides sotification of the registrath ber assigacd 1o the chest’s eaabladunent.

o

Esublshmen: SUNWAY [SHENZHEN) PRODUCTS LIMITED
Addres: E Huilding Junxuss company, | 6¥ Yk Road, Kuxin commanity, Keichong
stroet, Dapeng New Distnct, Shenzhen, Guangdong. S18119, CHINA

Ownen Opetanae No.: 10064363
Registration No - 3014331592

e o e e

DATEWI Vverepe s Respiceor, argial Noewfacamer
Da7esse Laerepe LYu Hlll:.lcll[':fm:'lhl Manlacape
o SR <ER SUIT, SURGICAL P
HOTH Bt OfiA .‘m““,‘:'.'”mm Menfacunce
e, i KA | MASK sCAVENGING PRURe
D63 Rlatae S CAP, SURGICAL AL




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

MO TR
OQ.?W-‘ R &ﬁ

Mo lacnmer @

FDA

Exeospe

D6 Munlanaps
! idd [~
Mr. Field Fu
SHENZHEN JOYANTECH CONSULTING COLLTD
www celifs.com
Centification No.: FDA 20200005 Validay: March 25, 2020 - Dec. Mst, 2020




29 SUNWAY  sUnwAY (SHENZHEN) PRODUCTS LIMITED

Business Trade
Name : sunway
(shenzhen)

FDA Establishment
Registration or FEI
Number : 3014331592

Establishment

New Search®

. . Current
Nar7ne Registration Registration
Number
. 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,
Disposable Protective Clothing, size 165/175/185/190/195; SUN-V Manufacturer
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

mA 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

1 result 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) -
INA No number
PRODUCTS LIMITED SERNA Mo tac 2028

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




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

FDA

Owner/Operator:  SUNWAY (SHENZHEN) PRODUCTS LIMITED
New Search Back To Search Results
mbzromm 10064363
Proprietary Name: SUN-V Blocklite/ Sunvia/ Sun Valley, Disposable Medical ’
Protective Gowns, size 165/175/185/190/195; SUN-V Establishment
Blocklite/ Sunvia/ Sun Valley, Disposable Protective Clothing, Operations: R
size 165/175/185/190/195; SUN-V Blocklite/ Sunvia/ Sun
Valley, Medical Disposable Goggles .
s ACCESSORY, SURGICAL APPAREL -
Name: ' Page Last Updated: 03/30/2020
it Do LYU Note: If you need help accessing information in different file formats, see Instructions
= for Downloading Viewers and Players.
Device Class: 1 Language Assistance Available: Espaiol | #5486 37 | Tiéng viét | 3=
Hemer Of | Tagalog | Pycckmit | 4s.- | Kreyol
N:u 878.4040 Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B &g | .4 | English
Medical Specialty: General & Plastic Surgery FOA
Registered
Establishment SUNWAY (SHENZHEN) PRODUCTS LIMITED New Search Back To Search Results
Name:
Proprietary Name: SUN-V Blocklite/ Sunvia/ Sun Valley,
———




S SUNWAY  gynway (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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