Our company are registered IAF (1662066471)
for ISO 13485,14001 ,45001 and 50001

LINGH=&

rACE MASK
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Linghe industrial founded "Emma Enterprise” in 2016,and then in 2019, to improve the
construction and design standards of air-conditioning projects, it was newly established as
"Linghe International co. Ltd.". In 2020, we will expand the scope of services and set up a
medical devices manufacture to provide the best products with excellent quality and professional
attitude for customers.

The company has a professional team. During the manufacturing process, the specialized
technicians strictly require and closely control, and uphold the professionalism to do the best.
We look forward to taking a responsible and honest attitude, pursuing the concept of sustainable
business and growth, and ensuring the highest quality to fulfill all expectations of customers.



- The melt-blown non-woven fabric is also known as the "heart of the mask”,
disperses the molten plastic through high-speed hot air, and spins the
polymer melt through the spinneret of the ultra-fine nozzle, making it a
high-performance melt-blown filter media.

- Unique electrostatic electret technology, bacteria, particles and droplets are
being captured by its electrostatic adsorption.

Exclusive nano zinc composite technology, inhibit the growth of bacteria.
- Effective filtering for dust, pollens, droplets and bacteria.
- Fiber fineness with an averaging below <5 um.

High porosity structure and small pore size to deliver outstanding filtration
efficiency and low breathing resistance.

Made of Polypropylene which is eco-friendly, biodegradable, non-toxic,
non-irritating and light-weight.

- Available in blue ,black,orange,pink and green.




-+ Content : 100% Polypropylene

- Classification . Melt-blown/Corona discharge
- Color @ Blue ,black,orange,pink and green.

- Width : 175MM

- Basis Weight : 25GSM

- Customizable width and weight upon request.

Storage Condition:
1. The best storage environment is below 20°C, it should not be placed in a
high temperature/humidity environment, which will affect the electrostatic

effect.

2. Avoid direct sunlight exposure.



- Length/roll : 1500M +/-5%

- Weight/roll : 6.5kg +/-5%

+ Out. Diameter . 60cm +/-5%
- Inner Diameter of paper tube : 7.2cm
-+ Out. Diameter of paper tube . 8.4cm
-+ 3 Rolls per carton
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Taiwan Textile Research Institute

TTRI;

TEST REPORT TUCHENG
o 0ct.16,2020 : Sep. 24,2020 ‘
ata: bate of Recey
TAGETTT6 1PC (P1f5) NIL
Report Mo Quantity; Page Ordet/Pages: Ref. No
Llnghe International co. Ltd.(U3353) Mask

Heport Title: [tem
No. 2, Gongvequ 40th Bd., Xitun Dist., Taichung City 407, Taiwan (R.0.C.)
Address

?

Test Methods

ASTM F2100-2019 4.3

ASTM F2259-2017

Flow rate:28.1

{Literfmin)

ASTM F2100-2019 9.2
EN 14683:2019 Annex C

Test  Items Test Results
Sub-Micron Particulate 1 98.68
Filtration Efficiency(%) -f 98.72
(0.1 zm PSLY 3 98. 66
4 a 98.72
5 08.71
ave. 98.70
m ge Pressure I | 5T 7
(mH20/ crri) 2 %
3 A7
| 4 4.0 ]
5 3.7
Flammability - N1

(as Received)

| ASTM F2100-2019 9,5
| CBSC 16 CFR 1610-3008

Mote: ImmH20=9.8Pa.

Mpte: Air Bxchange Pressure takes 5 masks for testing.
Mote: Flammability takes 20 samples for testing.
Mote: “DMIT:Did Mot Ignite.

Wote: Sample description is given by the client: Linghe Medical Mask (Non-Sterile)

Note: test report 1s.the t "B l issued by the testi n
gh the bunb?gnor it qha? no ? 4

instit
determine the legitimacy of the p

éOH as requested
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Taiwan Textile Research Institute

TEST REPORT UICHENG

Ot 16,2000 B .l__ﬁcp.Qd,EQQO
TAGRITT6 1BC (P2/5) NIL
Report No Guanti Page Order/Page Ref, No.i
Ling Internatlon1] co. Ltd. (LTE*E) Mask

Report Title: ; LiEm:
Mo, 2, Gongyequ 40th Rd., Xitun Dist., Taichung City 407, Taiwan (R.0.C.)

IEI Items Test Results Test Methods
Synthetic b_{}_o{l Penetration 1 Mane Seen -.'5.5:"515'. FA100-2019 9.4
Pressure:80 mmig 2 MNone Seen ASTM F1862-2017

|3 None Seen
4 N;m Seen
5 Mome Seen ]
] Mone Seen
7 None Seen
.3 Mone .‘:'u_e-::ﬁ :
l-_'a-‘ Mone Seen SN :
10 Mone Seen
_I I 4 None Seen
_12 Mone Scen
I3 N y None Scen 7
14 | None Seen
15 Mone Seen
16 Mone Seen

Mote: Sample JEScr|pt|on ig given by the elient: Linghe Medical Mask {Non-Sterile)

Note: The test report is.the test results issued by the testing_in %ti'utmn as requested
g}; the cn:um]i}gncr it baﬁ not determine the lenlnmaw of the flm
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Taiwan Textile Research Institute

: TEST REPORT TUCHENG
_— Oct.16,2020 - ISC’;.Qd,Z[}?G
TAGRITTG IPC (P3/35) NIL
Report No.: Huantity Page Ovder/Pages Hef. No.: _
Linghe International co. Ltd,{U3353) Mask

|."-5'-|||i Title: L b
Mo, 2, Gongyequ 40th Rd., Xitun Dist., Taichung City 407, Taiwan {(R.0.C.)

Addres

| Test  Items Test Results Test Methods
Synthetic Blood Penetration [ 17 Wone Seen : ﬁ';h”.".'d Fll.ll-iiﬂ_-iﬂl'? 0.4
Pressure 80 mmilg 18 MNone Seen ASTM F1862-2017
19 Mone Seen
20 Mone Seen
21 Mone Seen
| 22 1 I\-:Jnf' Seen
. -Efi Nonf.; l.‘i;aér:.
24 None Sesn"_
2% None Seen = |
T::ﬁ None SEEr;
7 None Seen P
_2,3 - None Seen Lz
24 Nene Seen
30 - None Seen
3 None Scen
32 Mone Seen

Note: Sample déscription is given by the client: Linghe Medical Mask (Non-Sterile}

Note: The test report is. the test resylts issued by the festing_.institution as requested
Ey the consignor, it Shaﬁ not determine the legitimacy of the pmélun:t
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Taiwan Textile Research Institute

TEST REPOR1 TUCHENG - 3
.. 0ct.16,2020 Ernony S0 -24,2020 ) ' COPY
TLES m il e I I
TAGI 776 1FC (P4/5) NIL
|.'.:-_:-|I M Quantity !I::__I .__|.||I "-'1":'|_-_"|--.: ] ) J:l _-__:__. -
Linghe International co. Ltd.(U3353) Mask

|l'l:-|||llil'!| ltem
' MWo. 2, Gonpyegu 40th Rd., Xitun Dist., Taichung City 407, Taiwan (R.0.C.)

Address

Test | tems Test Results ITr:sl Mz thods
Bacterial Filtration l 99,8 ASTM F2100-2019 9.1
Efficiency (BFE)(%) 2 99.6 ASTM F2101-2019
| Staphylococcus aureus 3 996 ]
ATCC 6538 4 99.7
E 9.8

Mote: Control average: 2407 CFU.

Mote! Mean particle size: 2.9 pm,
Mote; Testing side: outside of Specimen.
Mote: Testing area: 39.5 cmd,

Mote: Flow rate : 28.3 Limin.

Note: Sample description is given by the client: Linghe Medical Mask (Mon-Sterile)

Note: The test report is.the. test resuylts issued by the testing.in
¥ t% 7 ha??

qtituténn as requested
£ consignor, 1t s not determine the” legitimacy of the product.



Follow FDA | En Exgafial

22t U.S. FOOD & DRUG

STRATION

Hersw | Food | Drage | Medical Daviced | Radasion-Fmiting Prodicis | Vacsine, Riccd & Riclagics | Animal & Vetidnasy | Coimatics | Tohascs Pradict

Establishment Registration & Device Listing & 0

Mewr Seaich Back To Search Resats
ESnan i hraT:
LiseSHE INTERRATICRAL 20 LTD
R 3, dngrdo 86 Mo, XAun Dist
Taishung Taschung - Deitred. TW AGT0H

SHaua; Aot Aavaing Assignment Of Reghdrmion humber
Dt OF Regisirsbon Siaus: 2021

* Professional & Qualified Manufacturer

DOffieaal Coerespandmnt:
Jel

héar- 3. Jrgriae B He., Mitun st
Taishirrg Taenung . Dasics TW 4070
Fhone; B3S-& 74734333

* 1SO13485 Approved Quality Management
System Standard

* Uphold integrity and honesty |
to elevate customer value. croe © @ s oo e new =

Earster Huang
'Y U.S. FOOD & DRUG —E—
* Continuous improvement and = ey

optimization through production e ke e e e o A O

Please note the FOA DUNS Portal is a tool 1 assis? you o identifying a DUNS number asscciated with a firm. Dun and Bradatreel's suggested firm information is
based on search paramaeters you entered. Please nobe responsitility for obtaining valid frm data ressces with the imporier and filer,

| DUNS Number: 65-018-0554 |

Facility Name: LING HE INTERMATIONAL INDUSTRIAL CO.. LTD

* Monthly capacity over 30 million pcs S iy e e S

* FDA No. 50306263

Hesdgiful Liniks

* D-U-N-S No. 65-918-0554 Bl » coniernns




3-PLY non-woven fabric provides greatest
protection over droplet, bacteria and

pollutant. .



A Style: Adult

A Type: Flat

A Size:17.5cm X9.5cm 0.5 cm

A Quantity: 50 PCS/BOX, 40 BOXES/CARTON

A Validity: 5 YEARS
A Barcode:

4719881700027 ‘




runcTion
rACE MASHK

High density structure with waterrepellent function,
which preventdroplet and moisture penetration.

Non-Absorbency




y Outer layer

— Water-repellent
non-woven fabric
Polypropylene

Filter layer

Nano Zinc Composite
Melt-blown
non-woven fabric

Inner layer

Hydrophilic non-woven
Polypropylene/Polyethylene




A Bacterial Filtration

4 Efficiency (BFE)

A 1 | By
AT T — A Particle Filtration

Efficiency (PFE
v ) 95% above

Exclusive nano zinc compositenon-woven,
inhibit the growth of bacteria.

P
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LINGHE s
Medical Mask

FOR KIDS

@ rurple © Purple @ Yelow @ Orange

Orange (' Pink @ Black
‘ Green ‘ Blue

MRDE IN TRIWAN CE @ PCS




'8 N A Soft expandable ear-loop

without pulling and irritation.

A Ultrasonic edges to prevent
from dust/bacteria entering.

PP ———
— — ar—— & .' -

e - =

A Adjustable nosepiece and
form-fitting design.
= —————
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Taiwan Textile Research Institute

TEST REEPORT TUCHENG
Date: Oct. 16,2020 Date of Receipt: Sep. 24,2020

Report Nlr.:mt@u:uﬂiw: 1PC Page (J‘i‘(lL't'-"]JEl}_"L'.‘élgP]‘f:"} Ref. No.: NIL
|hqmn1'h1hq¥l"ghc International co. Ltd.(U3353) Ttem: Mask
.ldihTmA:NO' 2, Gongyequ 40th Rd., Xitun Dist,, Taichung City 407, Taiwan (R.0.C.)
Test [tems Test Results :Tcst Methods
Air Exchange Pressure | 1 4.0 "ONS 14774 TS017-2018 9.4 |
(mmH20/ cini ) 2 3.8 | (NS 14777 T4039-2003
3 3.7 "
T
5 4.0

Note: Air Exchange Pressure takes 5 masks for testing.

Note: Sample description is given by the elient: Linghe Medical Mask (Non-Sterile)

Note: ¢ test report is.the test resylts issued by, the testing.institution as requested
P:} t|[1 haﬁ Hetermlne ?heyl y 51‘ the pméuct. q

¢ consignor, 1t § not cgitimac
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Taiwan Textile Research Institute

TEST REFORT TUCHENG
Date: Oct . 16,2020 Date of Receipt: S¢p. 24,2020

eport Mo 2L 14y antiby: IPC_ page Order/Pagestt2/3)_Ref. No.: Nk
H(I“m_:.T”]L__Linghu:r [nternational co. Ltd.(U3353) B Mask
;EHLHUSrZNOI 2, Gongyequ 40th Rd.. Xitun Dist., Taichung City 407, Taiwan (R.0.C.)
| Test  Ttems : Test Results Test Methods
| Bacterial Filtration E 99.8 (NS 14774-T5017-2018 9.2 |
| Efficiency (BFE)(%) 2 99,5 ' (NS 14775 T4037-2003
| Staphylococcus aureus 'j" 'T' ws
| ATCC 6538 4 ' 99.6
| P A nQ@UUNNGr &'

Wote: Control average: 2407 CFU.

Note: Mean particle size: 2.9 pum.

Note: Testing side: outside of specimen.
Note: Testing area: 39.5 cmi.

Note: Flow rate : 28.3 L/min.

Note: Sample description 1s given by the client: Linghe Medical Mask (Non-Sterile)

Mote: The test report 1s.the test resylts 1ssued by the testing institution as requested
Ey lﬁe cuns?gnur, 1t shaﬁ not determine thtyleglllmacy of the product. q
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Taiwan Textile Research Institute

RERM|E LWME
TEST REPORT TUCHENMNG

SR Ei8421 (04-24269527)

7

4T 8 A ¥ -/ R A 4 5 1N

Date ol lssue 2020.11.24 i!l!-l]“n‘l ||I and Test Start: 2020.11.04

TH 45 A T - oW mER AN RLT g

“_t'||| art Mo TFFF?EUTIS _{!||.|I|1il'._ HT’ Pape DhvderTPames (F1/6) Hef \hll % EI

L& 46 33 FRIE T R i H R 2 5l(U3353) IL--' M O

Report Title: tim

Rk 407 BOTEUE TR

ER R 2 B 2 B A
| 7T 1 29.5 | EN 14683:2019 Annex €
: (Palent) | 2 28.7 '

| | 3 28.3

, | 4 78.2

| | 5 29.5

ot WCELAPTIEMI AR WE S SPHEROR (FEE)




- TREIEE2] (D4-24269527)
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Taiwan Textile Research Institute

a0 mh i T Iy
RERIRE LWHE
TEST REPORT  TUCHENG
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A g PN AL 4 B KR
lssue:  2020.11.24  Date of Receipt and Test Start: _ 2020.11.04

Wi o Al O TR b % i

Report No._TFFKOT6 _ Quatiey 1 Page OrderPages: (P2/6) ot Mo = B
b 0 3 SRS R ER &S U3353) SN OF

e T !
Report Title [tiem

AL g0 e TR

|5 B | B i |3 B 7 &
| amiEsEs: E T | EN 14683:2019
| BE17:120 muHg (16.0 kPa) 2 I A | 150 22609:2004
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i1 5 i

Date of lssues _2020,11.24

it 5 iy 3

L& 36 30

Report Title

TIR

Revort Ny TFFOKO76 i %
i < R R B H IR 458 U3353) AR =

by TRETETFLL (UE-L242090200)
RMAEEA IS EER S TSP
Taiwan Textile Research Institute
AR IR S

TEST REPORT

EX- %1
TUCHENG

1A R b s ] -_||:

(5] Il]..-E;!.r1'l::|l| and Test Start; __2_‘;'_%9_._”._._&"{

r S H piey X i 35
LiF Page Order/Pages {F3/6) Ref. No

E H &

H

Item

AL 407 G TR R 2%

&% ® = B

(% % 5 =

| g Et
| EES7:120 mmde (16.0 kPa)

| EN 14683:2019

| 180 22609:2004

19 HESEE iir

; |
iy ﬁa;\
20 IS e, ey
E thlslier oy R e
s 2 C 25
21 IS ~ o
; '?E ':' ¢ -"'?-’I‘.,K !‘L
2 HPE sy,

32 HES R

i RESLEA IR ERE N FHRRORE (ARHE)




TIR

st B iBH#2] (04-24269527)
BB EAFOE EE G SIS
Taiwan Textile Research Institute

RIS LMHE
TEST REPORT  TUCHENG

.'E'\-ri'.'l |I'!| '!L-"- |-.! _'|| .--._|':||

Date of lssue %ngﬂ_l‘i Diate of El:-.'u 1pt 1 and Test Start: 2020.11.04

"':_ e Ay ._I R r-i_ |.| -|i "I i -I EE. g o ..;.I; o

Report No. _TFF9KO76 1,!'|lr|||hr'- lﬁ- - |J ¢ Order/Pages: (F4/6) !*I.--I No. -_é = —
e SRERE R ER A S(U3353) S1+ 8 O

1’.--1 I|1. ¥ LETT

'{'—l-‘i!r_ 407 G miE TS

EXEER: H OB oL P % B F 3
| B R |1 15.7 | EN 14683:2019

| (cfulg) | 2 18.3 | BN 150 11737-1:2018
: 3 15.4

f 4 17.9

: |5 11.7

ot ESEEPRIEIE R TR My

THIEMOR (RREH)




EeEIE#2] (04-24269527)
l I R RIEEA OIS E G STASTPh
Taiwan Textile Research Institute
HERIRE LW E
TEST RE I‘HI..] I"'UCHENG
6+ 8 M S 1 /TS A e 6 0

]F.|11-|||.i*~.:-l,||'_ 2020.11.24 !':.-|I5:' i Hl‘it pi ||||| Test Start: 2020.11.04

1"!;_:'; e ] I\.II_ t‘i I ‘I'l; I| |-| X HE |'- E f 'I

]‘!-r'||. o ,-'*~.-|.| i WE’E‘&D?& lll".lil_“li_rl‘ I_{'G-'—- } o {,Ill-ul I'I-.I :-_L [FIT.IrE,] i' | \\”-. - .-_E E‘]
LS S HIESE SR ER A S(U3353) L OR

i‘h'l,l' it Tikle: em

hE 407 SR T TR

|5 B ® B : B e 8 |8 B H *

| S () |1 : 99.4 | EN 14683:2019 Annex B

| B E R 2 _ 99.7 |

| ATCC 6538 3 : 99.2 hﬁil?__ ae

| |4 | 9.5 i i £N

; | 5 : 99.4 : Rl W
5. PIRGAATTHIEAR ¢ 1835 CFU - N

it FERIE 3.2 um-

E: HIEE - AR -

i Al 395 cm

af: HISUAE: 28.3 Limin -
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B FINAL REPFORT  Repon Mo MSC-202009-050-CE-RO|
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Fipure 1. The shaery Ld1.|.|| l|'-c|r|'i||l.||ﬂgy :lf L '?2'? LI:H‘\. after being |¢'L-J|L'\d for 24 b
nder 100X nvenied micnscope
a. Blank (B): culiure medinm
b Megative controd (RC): HIPE
@ Positive controd (T 105 DMS0
il Test smplbe {8k LINGHE MEDICAL FACE MASK (MNon-scnile)

Tolsmtor Lahorsfory Ca, Lil-Oencte Toncolagy Tesing Labossony Pt Mo |0

B, AR, 3, Nad, Soc 3, Hheagn Hul . Phabes City, hsbacka Ciossty 12, Vit (RAOLC) Tol: [R56-T) BSTMET

A

=1 FINAL REPORT  #epon to.; MSC-20208.050.08-R01

Appendix 1. Qualitative mnl'ﬁhnlngi:a.t grading of eytotoxicity

|Grade| Reactivity | Comditions of all cultires |
| [Dizcrete intracytoplasmic granules, oo cell bysis, no
] Mong : s |
I:I'\D||IJL|HJ\.II of cell growth
Mol imore than 20% ol ibe cells are mund, lonsely |
altached nnd without mbacytoplasmic granules, o
| Hlighi show changes in morphology, occassosal lysed cells
arg presenl; only alight growth inhibition i
! | abaorved.
| | Mol mare than 50% of the cells are moend, dl.wml-:ﬂ
2 Mld mirncytoplasmic granules; nol more than 50%

\growth inhibation is ohserved,
MNod mare than 7% of the cell loyers contain
roundod cells or ane bysed; cell layers not completely

| Mauderat g i
xaii desdroyed, bud mare than 508 growih inhibithon is

l.1|h|.|‘ms|
= N’curl'\r comylsle ar complat deatrsciion of the cell |
4 Seven: > i
1 |kayers.
Mustar | aborstory Cn.. Lid famotic Tovkelogy Testing Labomiory Page B | A/20

R AT, 21, Neuk oo I Shempy B, Phebei Ciry, Mainch Coumry 500, Tabwan (000 Tel; (588-2) 2519807




‘%‘ FINAL REPORT

Repont Mo MSC-200000050-CE-RDI

QUALITY ASSURANCE STATEMENT

The Quality Assurance personnel had inspected the conduct of different phases of

the study according 10 a predetermined study schedule. To the best of our knowledge,

there were no deviations from the study plan and standard operating procedures that

would affect the imegrity of this study. This repont has been audited by the QA

personnel in accordance with the approprisie standard opersling procedures of
Master Laboratory Co., Lid. deseribed the methods and procedunes used in the study,
and the reporied results accurmtely reflect the raw data generated during this stady,

Listed below are the phases in this study that were sudited by the QA personnel and

the dates the audits were performed and findings reported to facility management

(FM).

Inspeetion record:
Diate of
pection

Phase

|Saudy protocol, Personne| quality and e anticle,
(Srudy hase)
09.20.2020 | Date of dosing. (Process bass)

(M35, 2020

16 50
09212020

05,29 102

[hane Htp-\.'\ﬂl.'I Dute Reporied

9,30,2020 |Environment, equipmest, snd SOP. (Facility base)

IF.-1ud:r system, sludy roport, raw data, and final repon.

09302020 | 09302020 |

HL 30 2020 05303030 | 0930 0
(Study hase)
Quality Asswramce unit in charge
\|: . )
i ) W 3. seso
Ying Chun Chen Date
Masier Laboraiory Co., Lid-CGenetic Toxkology Testing Laboratory Page Me. 20

Rm. A2, IF., No.2, Sec. 2, Shengyl .. Zhubel City, | inchu Cosnty 300, Taias (RUC) Tel: (3862) 251726117

A

= FINAL REPORT

Repent Mo MSC-H000-030-CE-RO1

Table 1. Cytotoxicity evaluated using neutral red stain

Test flem Cell lysis (%) Cirade

Blank (B) il 1]
Mepgative control {WC) 0 o
Positive contral (PC) 100 4
Test sample extract (S) il o

Table 2. The results of MTT assay for evaluation of cell viability

Test ltem A'shtrbance Viability (%) Martality {%)
(0D 70 )

Blank (B} 0.52720.027 100 LU
Megative control (NC) (5024004 1 a5 5
Paositive contral () 0.069£0.001 13 1)

Test sample extract (8] D42820.014 #1 %
50% test sample extract 447 10,042 15 15

Maser |Labarmtery Co, Lid Cienetie Tonicolegy Testing Laboratory

K AN, IF Mol See. I Sheagyi R, Mabel City, Halrcha Cosncy 30, Taisss (R 00T Tel: (38417 25 1 7le

Page Mo, T




Repart Mo, E20 10 HIE T

Appiicant:
Addiurin:

ez
lac
page 1ol 3

Test Report

Lingha insenmational oo Lsd
M, 3, Jiegrnan Bth R, Mitos Disk, Ticharyg City 807013, Tisbwas
ROG)

Thi following Samplels ) wadwerd Sulemified Bnd entified on behall of the Cent aic

Priduct name

Clasmfizanon
Bt e

Earmpls quanity

Basgle Recormd
Crapin:
Tasting Penod

Test Reguiramant:
I T

Maink

Beat-01

Lirgha

Langhe indernaficnal oo, L

M. 3, Jngmao fh R, Jeun Dist., Talchung City 807013, Taiwan
ROCH

Lewel 3 barviar

1 ho-Snnascuve ot (I8 St 1 TR M, Lt Nere I st
working day peoduce SO000 Pos to #00k Pos (Mow working lots as

How I ASETAA NN 120 B A6 TN 200 2R HITAN
200 e o tves man-spRECUiTe it ot 500 Pes

e 15, XD

D 15, - Dec. 38, 20040

it of Tl ShenL M Sl Sdm(a ) of b Sample I8 Bo00NG i e

standard ASTH F2100-2008

Tost Rosull(s): Poase relal 1o T loliowirng pags(s)
Tast Methed: Fanss reler i me Ilmag RAGSCE]

Compded by

Foenerwenl try

A TR, YR E BRI [P Jrnce Pasw. Sl comanaty

Ripart Mo 520021 S00M0E

[
Summary of assossmEnT
itams TestMamods | o | Lo | Toml | Assessment
et et | ASTM P18z u 1 e P
Tighal M kg P 08 I
Rty
Pasa Fibquansma satiifed,
Tha clausas wans il squnsd
Fatl Bieuirmersnt not aitnbed. Refter i Mo "Rl detain” tacton i mis inlermason
RA Fequisernert nol aopdeabis

* Asseysmani rimies only 1o Ross Spociany which were tesind aed are the Subject of thes report
Tt Fesullis):

Summary: This procedune was peromed i evaluats surgical inoemanks and other types of prolectve
cloifing malarals dasigned 10 prolect against fluid penatraton. The purpose of this protedure is 1o
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Numbar of Test Aticias Tested © o
Numbar of Test Amcles Passed: 98

Teil Sicla (e T T ]
Pra-Conilaerg Whrminiim of 4 howrs 8 710 5T and B W el BurmaSly [RH)
Test Coretiinng 223 ond 8% BH

Resuits: Per ASTM F1R82 ared 50 23809, on acoeptable quality limit of 4.0% s mot for a single
EAMpRNg plan whan 20 of mone of M X2 teilid Spatumang Ahiw Daseing fesults.
Teat Preasuis: 160 mmig (1.0 kPa)

RIS DRV, VT PHERNEE S S00N0E P Sanrts oxnasel




PRAM:

B s
;M

S

o R
& #:

f B0 (k)

MARBRHEE—LBEREHHTH

M BN EF R 008741 8

LINGHE Medical Face Mask (Non-Sierile)
RIS —RATVHEEE BN W

i 4

BAPE-LEPH U TEE . Wbl S

¥ Wk

SREART RROERLL
SRREY RS R

P fatEcfEots
2%

MR EHTEME "SR RH(14040)  F— FoEpRm -

Eha

el ST P T T T SOy -
B2k 40 E0 0T

¥ |

E E &S

M 016749




|_1-

TWHE TR OGIOIITONTE W

mi%ﬁﬁ%Tﬂm

WA s B ARARFRRG
§ # o ErTELER

L]

A A%
Rk =

i vHEERINGEIER 138
A % o B FEARE[FRAS N R ¥
' HEEH | |
|

*ngrb ;
T

TEBAY TR GIERITONT

ﬂﬁ%%ﬁ#Tﬁm

:I. ﬁ E 2 .ﬁ : @-fﬂﬂﬁ'f £ 5
e B L

* A ME®
EHMRGERRFES =+ 4

P E R EINNR00H 158

(& x = BENAHZ[RNARG ¥| i
gsEd | o ?uﬁ“ulﬂ:

u.u.n ALY

D BT S B S 0,




partment of Health & Human Services
Follow FDA | En Espariol

(p2Y U.S. FOOD & DRUG I <:-cv

ADMIMNISTRATION

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing & o
© FDAHome @ Medical Devices @ Databases

MNew Search Eack To Search Results

Proprietary Baokumo Mask; BOLE Mask; Brest Mask; Careyou Mask; HE RUN Mask;

Name: HONG ZHUN Mask: HuangChau Hospital Mother Mask: IDR Mask: JIN

HOMNG Mask; JUN TING Mask; LINGHE Medical face mask; Singfa Mask;
Sunforest Mask; Universal Mask: Whole Mask; XIN CHUAN Mask: YU

CHUN Mask
Classification  FACE MASK (EXCEPT N95 RESFIRATOR) FOR GENERAL
Name: PUEBLIC/HEALTHCARE PERSOMNNEL PER IIE GUIDANCE

Product Code:

Device Class: Mot Classified

Registered

Establishment LINGHE INTERMATIONAL CO. LTD.
Name:

Registered

Establishment 3017812380

Number:

Owner/Operator: Linghe International co Ltd.
Owner/Operator

e 10078445

Establishment Contract Manufacturer; Foreign Exporter; Manufacturer; Specification
Operations: Developer

Page Last Updated: 12/21/2020

Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
Language Assistance Available: Espafiol | &35 | Tiéng Viét | =01 | Tagalog | Pyccruii | <=1 | Kreydl Ayisyen | Francais | Polski | Portugués | ltaliano | Deutsch | BEE | —2
| English
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Jepartment of Health & Human Services
Follow FDA | En Espariol

U.S. FOOD & DRUG KO

ADMINISTRATION

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing & o
© FDAHome @ Medical Devices & Databases
New Search Back To Search Results
Proprietary Careyou Surgical Mask EUA Authorized; HuangMother Hospital Medical
Name: Face Mask EUA Authorized; LINGHE Medical Face Mask EUA
Authorized

Classification
Name:

Product Code: | OMF |
Device Class: Mot Classified

MASK, SURGICAL, EUAAUTHORIZED

Registered

Establishment  LINGHE INTERNATIONAL CO. LTD.

Name:

Registered

Establishment 3017812380

Number:

Owner/Operator: Linghe International co_ Lid.

Owner/Operator

e 10078445

Establishment § . . ;
Operations: Contract Manufacturer; Manufacturer; Specification Developer

Page Last Updated: 12/21/2020

MNote: I you need help accessing information in diffierent file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | 8837 | Tiéng Viét | =20 | Tagalog | Pyccawi | 2=_=1 | Kreydl Ayisyen | Francais | Polski | Portugués | ltaliano | Deutsch | HEE | —52
| English




Department of Health & Human Services

(plY U.S. FOOD & DRUG

ADMINISTRATION

Medical Devices

Radiation-Emitting Products

Follow FDA | En Espaiiol

Vaccines, Blood & Biologics

Establishment Registration & Device Listing
© FDAHome @& Medical Devices @ Databases

Page Last Updated: 12/21/2020

Animal & Veterinary | Cosmetics

New Search

Back To Search Results

Proprietary Name:
Classification Name:
Product Code:
Device Class:
Regulation Number:
Medical Specialty:

Registered Establishment
Name:

Registered Establishment
Number:

OwneriOperator:
OwneriOperator Number:

Establishment Operations:

Careyou Respirator, LINGHE Respirator
RESPIRATOR, SURGICAL

MSH

2

878.4040

General & Plastic Surgery

LINGHE INTERNATIOMAL CO. LTD.

3017812380

Linghe International co. Lid.
10078445

Contract Manufacturer; Manufacturer; Specification
Developer

Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Flayers.
Language Assistance Available: Espafiol | €385 37 | Tiéng Viét | 2= | Tagalog | Pyccxmii | 22=! | Kreyol Ayisyen | Francais | Polski | Porfugués | Italiano | Deutsch | BEEE | o~

| English

SEARCH

Tobacco Products

& O

Accessibility | ContactFDA | Careers | FDABasics | FOIA | MNoFEARAct | Nondiscrimination | Website Policies / Privacy




epartment of Health & Human Services

Follow FDA | En Espafiol
SEARCH

p2Y U.S. FOOD & DRUG

ADMINISTRATION

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing .
© FDAHome © Medical Devices @ Databases

New Search Back To Search Results

Proprietary Name: LINGHE Medical face mask

Classification Name: MASK, SURGICAL

Product Code: EXX

Device Class: 2

Regulation Number: 878.4040

Medical Specialty: General & Plastic Surgery

Registered Establishment | \NGHE INTERNATIONAL CO. LTD.

Registered Establishment

i 3017812380

Owner/Operator: Linghe International co. Lid.

Owner/Operator Number: 10078445

Contract Manufacturer; Foreign Exporter; Manufacturer,

Establishment Operations: Vit e

Page Last Updated: 12/21/2020
Mote: If you need help accessing information in diffierent file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | £38=37 | Tidng Viét | 3=01 | Tagalog | Pyccsnit | =) | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B35S | —
| English
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DECLARATION OF CONFORMITY
Regarding Medical Device Regulation (EU} 2017/745

Lingha ntemational co. Lid,
Mo, 3, Jngrnao 8th Rd,, Xitun Disl., Taichung City 407013,
Tahan (RO.G)

SUNGO Euwcpa BV,
Ohmplach Siadion 24, 10TE0E Amaterdam, Nelhedands

Product Name LINGHE Madonl Foos Mo (Mon-Slaa)
Tiv-bnasil
Classification Cliven |

Rt 1, Snrex VI, Reguiation (ELU) 20177745
Anne: 11+l of Regulation (EU) 2017/745

Baske UDIDE= i)

Wi horawith deciara ihat the above-mantioned products mooet e mequinements of
Madical Devica Regulation (EL 2017745 and tha following harmonized slardands,
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CIBG
Ministerie van Volksgezendheld,
Welziin en Spont

= Reboursdres Postbus 16104 2500 BC Den Hasg

SUNGOD Eurcpe B.V.

T.a.v. de heer R. Luo
Otympisch Stadion 24
1076 DE Amsterdam

Datum: 20 november 2020
Betreft: notificatie medisch hulpmiddel klasse |

Geachte heer Luag,

Hierblj bevestlg ik de ontvangst op & november 2020 van de notificatie van het
medische hulpmiddel klasse 1, dat bedriff Linghe International co. Ltd., met
Europees gemachtigde SUNGO Europe B.W. , als fabrikant overeenkomstig
Verordening (EU) 20177745 (MDR) op de markt wenst te gaan brengen.

Het product is onder volgend kenmerk geregistreerd, Tk verzoek u om in alle
verders correspondentie over dit product het bijbehorende kenmerk e
vermelden en het bij telefoongesprekken bij de hand be houden,

LINGHE Medical Face Mask {Non-Sterile)
{geen merknaam) (NL-CADDZ-2020-54166)

Ik wijs u erop dat medische hulpmiddelen die op de markt gebracht worden
volgens de MDE over een systeem woor hulpmiddelindicatie (UDI) moeten
beschikken' en dat fabrikanten, gemachtigden en importeurs in de Europese

databank woor Europese hulpmiddelen (Eudamed) —moeten  worden
geregistreerd”. Bijlage VI van de MDR bevat de bij de registratie te wverstrakken
gegevens.

Op dit moment is Eudamed nog niet in gebruik, zodat het wat betreft het
bovenstaande voldoende is dat u uw product oversenkomstig de huidige wet- en
regelgeving hebt genotificesrd,

Zodra Budamed volledig in gebruik is, wordt de fabrikant of diens gemachtigde
geacht binnen achttien maanden bovenstaand hulpmiddel be registreren in
Eudamed.?

1 @.g.v. st 30 MDE,
'i'¢|.|u-4l!- 31 MDE,
3

-SLrBDE. P e Dok ent upioadsy 20 TRI0S/FAD MDE 1B01IT V1.0-10dl 2 vrasg en
antwoord numener 20.
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