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LINGHE Medical Face Mask (Non-Sterile)
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DECLARATION OF CONFORMITY c €
Regarding Medical Device Regulation (EU) 2017/745 | [

Manufacturer: Linghe International co. Ltd.

Address: Mo. 3, Jingmao Bth Rd.,, Xilun Dist., Taichung Cily 407013,
Taiwan (R.0.C.)

SUNGO Europe BV,
Address: Olympisch Stadion 24, 1076DE Amsterdam, hetherlands

Product Name: LINGHE Medical Face Mask (Mon-Sterile)
TW-bestO1

Class |

Rule 1, Annex VIll, Regulation (EU) 2017/745
Annex [1+11l of Regulation (EU) 2017/745

/
Basic UDI-DI: !

‘Wae herewith declare that the above-mentioned products meet the requirements of
Medical Device Regulation (EU) 2017/745 and the following harmonized standards.
EN ISO 14871:2012 EN ISO 15223-1:2015
EN 1041:2008+A1:2013 ISO 10993-1:2018
EN ISO 10983-5:2008 EN IS0 10993-10:2013
EN 14683:2019+AC:2019 T

O ekvalf o SUNGO Enrope offiee. ot I EEAE
EL REM At §inmipnamey) ol e ol afod !
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artment of Health & Human Services

Follow FDA | En Espaiiol

SEARCH

ADMINISTRATION

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

Establishment Registration & Device Listing

© FDAHome © Medical Devices @ Databases 'gl o
New Search Back To Search Results
Proprietary Baokumo Mask; BOLE Mask; Brest Mask; Careyou Mask; HE RUN Mask;
Mame: HOMNG ZHUN Mask; HuangChau Hospital Mother Mask; IDR Mask; JIN

HOMG 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 RESPIRATOR) FOR GENERAL
Name: PUBLIC/HEALTHCARE PERSONNEL PER IIE GUIDANCE

Product Code:

Device Class: Not Classified

Registered
tablishment LINGHE INTERNATIONAL 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

FPage Last Updated: 12/21/2020

Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Flayers.

Language Assistance Available: Espafiol | £33 | Tiéng Viét | 2=01 | Tagalog | Pyccsmit | <=1 | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | BE3E | —2
| English

artment of Health & Human Services

Follow FDA | En Espariol

U.S. FOOD & DRUG I

ADMINISTRATION

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

Establishment Registration & Device Listing

© FDAHome @ Medical Devices @ Databases 'g' =
Mew 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 .1 SURGICAL, EUA AUTHORIZED
Name: : x
Product Code:
Device Class: Not Classified
Registered
Establishment  LINGHE INTERNATIONAL COQ. LTD.
Name:
Registered
Establishment 3017812380
Number:
Owner/Operator: Linghe International co Lid.
Owner/Operator
N 10078445
Establishment . . . .
Operations: Contract Manufacturer; Manufacturer; Specification Developer

Page Last Updated: 12/21/2020

Mote: If you need help accessing information in difierent file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | £3= 37 | Tiéng Viét| =01 | Tagalog | Pyccxmit | £ =0 | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B&EE | —
| English




partment of Health & Human Services

p2Y U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices

Radiation-Emitting Products

Follow FDA | En Espariol

Vaccines, Blood & Biologics

Establishment Registration & Device Listing

© FDAHome @ Medical Devices ® Databases

Animal & Veterinary | Cosmetics

SEARCH

Tobacco Products

LT

Mew Search

Back To Search Results

Proprietary Name:
Classification Name:
Product Code:

Device Class:

Regulation Number:
Medical Specialty:
Registered Establishment

Careyou Respirator; LINGHE Respirator
RESFIRATCOR, SURGICAL

2
878.4040
General & Plastic Surgery

LINGHE INTERNATIONAL CQ. LTD.

Name:
Registered Establishment
e 3017812380
Owner/Operator: Linghe International co_ Lid.
Owner/Operator Number: 10073445
z % . Contract Manufacturer; Manufacturer; Specification
Establishment Operations: Devaloper

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 | S8 | Tiéng Viét | 1= 01 | Tagalog | Pyccsmit | 2! | Kreydl Ayisyen | Francais | Polski | Portugués | ltaliano | Deutsch | B#38 | —J+

| English

Accessibility | Contact FDA |

Health & MHuman Serveces

5. FOOD & DR

ADMINISTRATION

Home | Food | Dugs | Medicel Davices

Establishment Registration & Device Listing

& DS Hir g Madical Davicas ©

Iatak
Kawy Seanch

Proprselary Mame:
Classiflication Nameg:

Careers

Radiation-Emitling Prodecls

| FDABasics | FOIA | NoFEARAct | Nondiscrimination | Website Policies / Privacy

Follow FOWI | En Espafiol

SEARTH

Vatcines, Biood & Biclogics | Animal & Veterinady | Cosimelics | Tabacoo Producls

Baci To Search Results

LINQHE Medical face misk
MASE. SURGICAL

Prouct Code:

Device Clasa: 2

Ragulation Numiber: ETE 4040

Madical Specialty: Ganarsl & Plastic Surgary
Fpistered ESUBIShMANt | WOHE INTERNATIONAL £O.LTD.
Registered Establishment .

Nambbr INTEIZME0

Crwmer/Operasor: insgengiipnal
OrameriOparaior Numbae: 1007 EHS

Eslablishment Oporabons:

Pape Last Upasted: 12212020

Coniract Manistacherer, Forgign Exporter, Manufactures
Specfication Deveaper

Hobe: I you need help scoussing miormabion in dflerend fie formats, see Imitructon for Downlpading Wiewers & Plarens
Lenpuage Assistanca Avadable: Expafnl | ER=3 Tliﬁ'ﬂ Wil | TR0 | Tapalog | Pycenad | &s =2 | Kreysl Ayisyen | Frangas | Polsic | Portuguis | Rekisso | Destsch | Br| ~n

| Engiisn

Accesuibiling Connct FDA Carears

FIA FRasics FOLA Mo FEAR At Nondscrimination Website Poloies | Privacy
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-0 Ministerie van Volksgezondheid,
Welzifn en Sport

= Retouradres Postbus 16114 2500 BC Den Haag

SUNGO Europe B.V.

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

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

Geachte heer Luo,

Hierbij bevestig ik de ontvangst op 6 november 2020 van de notificatie van het
medische hulpmiddel klasse I, dat bedrijf Linghe International co. Ltd., met
Europees gemachtigde SUNGO Europe B.W. , als fabrikant overeenkomstig
Verordening (EU) 2017/745 (MDR) op de markt wenst te gaan brengen.

Het product is onder volgend kenmerk geregistreerd, Ik verzoek u om in alle
verdere correspondentie over dit product het bijbehorende kenmerk te
vermelden en het bij telefoongesprekken bij de hand te houden.

LINGHE Medical Face Mask (Non-Sterile)
(geen merknaam) (ML-CADD2-2020-54166)

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

databank wvoor Europese hulpmiddelen (Eudamed) moeten  worden
geregistreerd®. Bijlage VI van de MDR bevat de bij de registratie te verstrekken
gegevens.

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

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

! p.g.v. art. 29 MDR.
2 p.g.v. art. 31 MDR.

¥ www cami-eurcpe. eufwp-content/uploads/ 2018/05/FAQ MDR 180117 V1.0-1.pdf. Zie vraag en
antwoord mummer 20,

Farmabec

Bezoekadres:
Haftoren

Rijnstraat 50

2515 XP Den Haag

TOFD 340 6161
htte//hdpmisdelen farmates. ol

Inlichtingen bij:
T.1. van Langeveld - Baas

midische_hulpmiddeleng
minwws.nl

ons kenmark:
CIBG-20205366

Bijlagan

Uhw aanvraag
& november 2020

Covrespondentie witshitend
richtan ;an het retouradres met
verrmeiding van de datwm en het
kenvnerk van deze briaf,

Pagina 1 wan 2
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Taiwan Textile Research Institute
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Date:  2020.10.15 P of Receip:  2020.09.24  TEST REPORT  TUCHENG
I A A B 1@ . MENE-AR £ W
Report Mo, TEF91774 —_Quantity: —”T Page Orde r."P:lm-htH”} Ref, ?\;".: = /A
W& 36 90 R G A A F1(U3353) sk gy O
Report Title: Itom:
i by} AT e TG Rt R 20
Address;
EENEEANYN YT T T T T .
| 0 i ) { 1 | 9.8 (NS 14774-T5017-2018 9.2 |
b € A |2 9.5 (NS 14775 T4037-2003
| ATCC 6538 1 j 998
4 ' 99,6
5 [ .7
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Taiwan Textile Research Institute

. R LhE
Date:  2020.10.15 B o Receipt:  2020.09.24  TEST REPORT  TUCHENG
L & 0 T ¥ MEHE AR R FEH .
Report Nn..m GQuantity ___Ll'um. Orde h"l-‘:m ;[PH}} Ref. No.: ® H
AR 436 35 o IR A (R 45 1 (U3353) ,,.{,-*_gﬁ.m“ 15
Report Title: Ttem:
Mkt 407 wrep P L T e - 28
Addresas:
(i W W H ' H B & R Fol I
| RN ! 4.0 (NS14774 TS017-2018 9.4
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Taiwan Textile Research Institute
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Dates 20201016 fyecoe nf;fim; 2020.09.24 TEST REPORT  TUCHENG
A A8 0 "y ETE-"NR RLFHR
Report No.: TFE9L775 - Cuantity; . Iﬁ: I-"n“-f]nlpw'llnhw{mml Ref ;in.: EE g
05 10 ’#ﬁ:ﬂﬁ"ﬁﬁ.&f‘d‘#mﬂ'ﬂ[ljiﬁ} Wity OF
Report Title: ltem:
bk 407 e EUEIRETD-RIE
Adledress:
| B W B f BB a L E B x5 ®
EEEETEG) |1 | 9.9 | EN 14683:2019 Annex B
 EEEREEE [2 : 99.7
ATCEC 6538 3 | 99.7
| 4 i 99.8
5 | 99.6
) ®
T T R P @z AmiszEsm szt {-
Taiwan Textile Research Institute
B & it & ) R | LHBE
Datis: 2020.10.16 Date of Receipt mzﬂ'mi TEST REFORT TUCHENT
AL e 48, T ni LA TR Ty L P&
Report Mo TFF3IT715 Quantity:. 1 Page l'I:‘*h’l’l'|I-|;:1a-ll:ﬂﬁ:I Ref. Np.: E——E
e s 0 &mﬂﬂﬁtﬁﬁﬁﬁﬁﬂﬂmsm oy O
Report Title: [ teme
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Taiwan Textile Research Institute
IR L L
Date; 2020.10.16 140 of Recwipt;  2020.09.24  TEST REPORT  TUCHENG
45 1 B i@ & W=k H s:x.“.r':d;
Heport No.: L3 dLEs uantity: g I':p.s. ”nlrﬂhlm“{?jf.l: _Ref. No.: _E 8
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Report Tithe: Mveme
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Taiwan Textile Research Institute
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Date:  2020.10.16 g of Receipt; 2020.09.24  TEST REPORT  TUCHENG
Ak & A6 i ¥ MmENR A LS Sl
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Report Title: Item:
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Address:
# B 1A B El - B B F &
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3 98.66 FE:28.1 (Liter/min)
4 98.72
5 98.71
T 98.70
ERTHRENE 1 3.7 ASTM F2100-2019 8.2
(mH20/ errd) 2 4.1 EN 14683:2019 Annex C
3 3.7
4 4.0
5 3.7
AR DNT ASTM F2100-2019 9.5
CPSC 16 CFR.1610-2008
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, |6 ! S
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