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Mascherina chirurgica 3 strati
monouso / non-sterile

wl Produttore: Y ’\ / | B f Importatore:
Xiamen Probtain Nonwoven Inc. y ene lt My Benefit Srl

No. 6, Jian Road, Tong An District, X Via Giacomo Leopardi, 4§/a -41 123 Modena MQ
Xiamen, Fujian, China 361100 i l b enessere della salute wwwmybenefitit  info@mybenefitit
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MASCHERINE CHIRURGICHE - TIPO IIR

CARATTERISTICHE

Mascherine chirurgiche facciali ad uso medico - Tipo lIR non riutilizzabili, disponibili in confezione cartone
da 50 o in buste da 10 pezzi.
Il loro uso & consigliato laddove non sia possibile adottare la distanza minima di sicurezza anti-contagio:

« Nell'lambiente di lavoro; « In ambiti sanitari ed ospedalieri;
« In ambienti affollati o ad uso pubblico;

Utilizzate principalmente per creare una barriera tra la bocca e il naso di chi le indossa, le mascherine IIR
possiedono una maggiore resistenza alla proiezione (spruzzi) di fluidi corporei sulla superficia esterna
rispetto al tipo l o Il.

Confezionamento: Busta 10 pz. / Box 50 pz. / Imballo 2000 pz.

Materiale (3 strati):

1. Superficie esterna: Polipropilene tessuto-non-tessuto 25 g/m?
2. Filtro: Polipropilene melt-blown 25 g/m?
3. Superficie interna: Polipropilene tessuto-non-tessuto 20 g/m?

Dimensioni: 17.5* 9.5 cm

Tipo: Tipo Il R - monouso / non sterile

Standard Filtrazione: EN 14683: 2019+AC2019

Progressivo di registrazione Dispositivo Medico: 1968967
Condizioni di conservazione: mantenere in condizione buie,
secche e ben ventilate, lontano da flamme libere e fonti di inquina-
mento.

Shelf life: 3 anni dalla data di produzione

Mascherine chirurgiche ad uso medico, testate per assicurare specifici livelli di protezione nei confronti
della penetrazione di saliva ed altri fluidi biologici attraverso le mucose di naso e bocca. Le mascherine
forniscono una protezione nei confronti della diffusione dell'influenza sia bloccando le goccioline di
secrezioni respiratorie emesse dalle persone malate che le indossano, sia impedendo che le medesime
goccioline o spruzzi di secrezioni o altri fluidi biologici raggiungano le mucose di naso e bocca.

EN 14683: 2019+AC2019 Tipo lIR E’ un dispositivo medico.
Conforme al regolamento EU 2017/745 Leggere le avvertenze e le istruzioni per I'uso.
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MASCHERINE CHIRURGICHE - TIPO IIR

ISTRUZIONI PER L'USO
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1. Aprire la confezione ed estrarre la maschera, posizionando il clip nasale verso I'alto

2. Appoggiare la maschera sul volto, coprendo naso, bocca e mento, e tirare I'elastico alle orecchie

3. Aggiustare il clip nasale alla forma del naso

4, Aggiustare la posizione della mascherina per un’indossatura confortevole

5. Assicurarsi di Indossare la mascherina correttamente (lato esterno BLU, lato interno BIANCO)
Non toccare la superficie interna della mascherina con le mani.

Prima di utilizzare la mascherina, lavare le mani con disinfettante, alcool o sapone. Apporre alla radice del
naso, spingere la mascherina sul mento e aggiustare gli elastici dietro alle orecchie fino ad un’indossatura
confortevole.

Se, durante l'uso, dovesse rendersi necessario rimuovere la maschera, evitare contatto con mani/ naso /
bocca e la superficie esterna della maschera, per evitare possibili contagi. Quando la si getta, ripiegarla
rivolgendo I'esterno verso il centro e disporne nei rifiuti indifferenziati richiudendola dentro un sacchetto
di plastica.

La maschera &€ monouso, non riutilizzabile o reciclabile. Mantenere in condizione buie, secche e ben venti-
late, lontano da fiamme libere e fonti di inquinamento.

IMPORTANTE

La maschera & in grado di filtrare alcuni agenti contaminanti, ma un utilizzo scorretto pud causare conta-
gio e conseguente malattia, fino alla morte. Materiali in diretto contatto con la pelle possono causare una
reazione allergica in certi individui ipersensibili.

EN 14683: 2019+AC2019 Tipo lIR E’ un dispositivo medico.
Conforme al regolamento EU 2017/745 Leggere le avvertenze e le istruzioni per I'uso.
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PROBTAIN

COMPANY
PROFILE

There are four wholly-owned
subsidiaries of Probtain:

ENEBLHHRVBRAR (BREBRG) MILF2005F, HFEIHERK, RENMERS.
PR A TR TS AR 2 — KB G B eI B LTS R ARMME, ARMARLESH
F@WITRENE. BT RRLERRF. DEAR. RUEZHRRZNE, S5M0F 7T FELHH~ L
S MBI,

XIAMEN PROBTAIN NONWOVEN INC. (hereinafter referred to as Probtain) was established in
2005 and ever since then, Probtain has been concentrating itself on the research and technological
applications of PP spunbond non-woven fabrics for more than ten years as one of the earliest
players in the industry domestically.

ENEEETHEARAR (BIMEMIFIEGREENCARE®) , T UFRERHM X, MHA00mM+HRESERRDEALEEENTE
=, BIUMENERGER, BEETENRNRE, KBXITHHEET DERME—REREM. DABF, AHES. FRE2H
RARA, KERFREMEEERARSHREOENELER DY ARALEE.

FEETRALFEMUERTANSESL, ERTEOSBEMEN00G, BREFXBHUKNISILEOSEEF20%5, B
4F=BENI1005 o

Xiamen Probtain Medical Technology Co.,Ltd.( GREENCARE ), located in Probtain’ s factory zone, possessesa 4500ni 0f100,000
grade clean workshop and 1,0000 grade clean sterile biochemical laboratory.It implements strict quality management system and
is well equipped with a complete set of testing facilities. For years, Probtain has focused on the applications & technological
development of nonwoven fabric on medical, hygiene, personal care, public health emergency, respiratory health and safety. Its

IARIHESEEAFMITHE, TEERL6124n, HRE5%
S HEHPPYREEF L 320cm (SSSEI&H) . 240cm (SSMS)
160cm SS, 240cm S, 180cm S, /=& &11£9180000, [ZARS
MEAFETFRESR. FREE RUVEE. HARESR, 2E
REBEHBFMERER, E£rF-HISSMS, SSS. SMSEELH, A
BRNB. TEE%, SHRE. BIGERHLE, EARNEE,
FUBKS, R, BRI, 1EKMZEKEMEE,

Probtain (Jiangxi) Eco-Products Co.,Ltdis located in Ruijin City
Jiangxi Province, covering a 16124nf.It owns 5 automatic PP spun-

representative product of GREENCARE medical and personal protective masks are selected as the leading brand of national security

protection products

There are 22 automatic production lines for disposable medical masks, with a daily production capacity of 3 million pieces. And 20
automatic production lines for KN95 foldable mask, providing adaily capacity of 1 million pieces.

bonded nonwoven production lines: 320cm (SSS, under construct-
ion) ,240cm(SSMS), 160cm(SS), 240cmS, 180cmS, with a total
annual output of 18000 metric tons, products have been widelyap-
plied in medical and hygiene products,environmentally friendly
packaging, agric-ultural covering and daily household products.

ENEEERIEMHERAR (BMEMAFHEGreenFibre®) , 23000 75K

IE#R, TUMEANEFESE. THHECRRADERAMENER

ek, FafZNATAR, B, EFF—RENAPETN. SEEET
FEHARLE, HERH,

XiamenProbtain Heyue Hygienic Mat-erials Co., LTD. (GreenFibre) occupiesa
23,000mwork-shop. It is expertised in R& D and pro-duction of laminated
nonwoven, nonwoven composite fabric, material application in hygienic
products. Products are widely used in women and baby,medical and other
disposablepersonal care fields.

EEREBPEMERAR (BMEMIESGreenneat) , T UFEERM X, H4000m*ERZER, FLENRL 5T,
HEHMZTFENLEL, B00ZBMELEFIRT, KF=mE: FAKR. BiPK. BEXE, AEX300HE. %o
EREFEHHHRE. FREEHR. ERKBLSHENARS.

Xiamen ProbtainProtective Products Co., Ltd.(greenneat), a wholly-owned subsidiary of Probtain, is located in the
factory zone of Probtain, with a clean workshop of 4000m2. It has more than 300 skilled sewing workers and owns a
vertical production structure of printing, cutting, and sewing, with 20 years experience and development in this trade.
Its representative products issurgical gowns, protective gowns and isolation gowns, with a monthly capacity of 3 million
sets. Besides, it also produces non-woven environmental friendly shopping bags, Eco friendly packaging products,
creative non-woven storage goods of household etc.
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22/10/2020 Elenco dei dispositivi medici

Area tematica Dispositivi medici | Archivio banche dati

Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante:

Codice fiscale fabbricante:

Partita IVA / VAT number fabbricante:

Codice nazione fabbricante:

Denominazione mandatario:

Codice fiscale mandatario:

Partita IVA / VAT number mandatario:

Codice nazione mandatario:

Tipologia dispositivo:

Identificativo di registrazione attribuito dal sistema BD/RDM:
Codice attribuito dal fabbricante: mp9017-iir

Nome commerciale e modello:

Classificazione CND:

Descrizione CND:

Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD):

Elenco dispositivi individuati

Dati aggiornati al:18/10/2020

DISPOSITIVO MEDICO/ASSEMBLATO

IDENTIFICATIVO NOME DATA FINE
TIPOLOGIA DI ISCRITTO AL CODICE ATTRIBUITO DAL CLASSE  DATA PRIMA IMMISSIONE
COMMERCIALE CND
DISPOSITIVO REGISTRAZIONE REPERTORIO FABBRICANTE/ASSEMBLATORE E MODELLO CE PUBBLICAZIONE IN
BD/RDM COMMERCIO
|-
Classe |
MASCHERINE
T020601 - non
CHIRURGICHE
MASCHERINE  sterile
Dispositivo 1968967 N MP9017-1IR FACCIALI AD 01/07/2020
CHIRURGICHE = e senza
USO MEDICO -
STANDARD  funzioni
TIPO IIR

di

misura

<< < Pagina:1 > >> Num. Pagine:1 Num. Dispositivi:1

www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_RICERCA

[ Stampa | B Scarica il dataset

FABBRICANTE/ASSEMBLATORE

RUOLO
AZIENDA

FABBRICANTE

MANDATARIO

DENOMINAZIONE

XIAMEN
PROBTAIN
MEDICAL

TECHNOLOGY
Co., LTD.

SUNGO EUROPE
B.V.

PARTITA
IVA/VAT
NUMBER

857821659801

NAZIONE

CN

NL

m


http://www.salute.gov.it/portale/temi/p2_4.jsp?lingua=italiano&tema=Dispositivi%20medici%20e%20altri%20prodotti&area=dispositivi-medici
http://www.salute.gov.it/portale/documentazione/p6_2_8_1.jsp?lingua=italiano
http://www.salute.gov.it/
http://www.dati.salute.gov.it/dati/dettaglioDataset.jsp?menu=dati&idPag=1
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_FIRST
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_DEC
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_INC
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_LAST

j

EU Representative

SUNGO Eurcpe BV,
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex li+1ll of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971: 2012
EN ISO 15223-1: 2018
EN 1041.2008+A1:2013
1ISO 10993-1: 2018

EN ISO 10993-5: 2009

EN ISO 10993-10: 2013

EN 14683:2019+AC:2019

Remark

The declaration of conformity is valid in connection
with the release technical document MR/MDR-01.
Al the supporting documentation fc refained af the
premises of the manufacturer.

The Declaration of Conformily is exclusively under
the sole responsibility of the manufacturer.
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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

“W‘*”m*‘r*i’f”r‘*w

\ ‘f\'(‘-'.:""q

Manufacturer A

Name: XIAMEN PROBTAIN MEDICAL % '8
TECHNOLOGY CO., LTD (%]
Address: 4th Floor,No.1 Building,No.6 Ji'an ,,{:,@
Road, Tong'an District,Xiamen, Fujian,China s

Product Information

Name: Disposable Surgical Mask g
Color Variants: Light Blue,Dark Blue,Light Green,Pink,
Yellow,Black,Red,White %3
Model: MP9017 p

3 i
Specification: 17.5x9.5cm/14.5x9.5cm %%
GMDN: 35177 ¥ )

Classification: Class |
Basic UDI: 805551988 MYBMASKMED XS (ADULT) ¢ A{ A
805551988 MYBMASKKIDS VL (CHILDREN)

Declaration

We herewith declare that the above-mentioned ¥

Date: JUNE 29,2021

Position: &M Place: Fujian/China A

fw‘l -
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MEDICAL DEVICES-QUALITY MANAGEMENT 5
SYSTEMS CERTIFICATE )

Certificate No.: CQC19QY20047R0S/46500
We hereby certify that

Xiamen Probtain Nonwoven INC./ Xiamen Probtain Medical
Technology Co, LTD.

Unified Social Credit Code: 8135020077601924 3B

4th Floor,A Area 2th Floor,1th Building,Ji'An Road, Tong’An District, Xiamen,Fujian
Province,P.R.China /4th Floor,1th Building,Ji'An Road, Tong'An District, Xiamen,Fujian
Province,P.R.China

by reason of its
Quality Management System

has been awarded this certificate for compliance with the standard

YY/T 0287-2017 / ISO 13485:2016

The Quality Management System Applies in the following area:

Manufacture of Disposable Medical Sanitary Materials and Nursing Supplies Within Qualifications

Certified since: November 20,2019 Valid from: November 20,2012 Valid until: November 19, M

After a surveillance cycle, the certificate is valid only when used together with an Acceptance Notice of Surveillance Audit issued by CQ!
Please accass www.cge.com.cn for chacking validity of the certificate.

~ Signed by: LuMei

CHINA QUALITY CERTIFICATION CENTRE

Section 9, No.188, Nansihuan(the South Fourth Ring Road) Xilu(West Road), Beijing 100070,China
http:/iwww.cqe.com.cn
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Certificate CN20/608242

The management system of

XIAMEN PROBTAIN MEDICAL
TECHNOLOGY CO., LTD.

No.1 Building, No.6 Ji'an Road, Tong'an District,
Xiamen, Fujian, 361100, P.R. China

has been assessed and certified as meeting the requirements of

1ISO 13485:2016
EN ISO 13485:2016

For the following activities

Desgin and Manufacture of Sterile and Non-sterile Single use Surgical
masks, Sterile and Non-sterile Single use Medical face masks,
Non-sterile medical protective masks

This certificate is valid from 25 August 2020 until 24 August 2023
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 18 July 2023

Issue 1. Certified since 25 August 2020

Authorised by

SGS United Kingdom Ltd
Rossmore Business Park  Ellesmere Port  Cheshire CH65 3EN UK
t +44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com

HC SGS 13485 2016 0118

Page 10f 1

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.com/terms_and_conditions.htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at

to sgs.com/en/certfied-clients-and-p rifiec-client-directory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this d is unlawful and off may be pro: d to the fullest

extent of the law.

Gk
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EC Certificate Production Quality Assurance System: Certificate CN20/608241

The management system of

XIAMEN PROBTAIN MEDICAL
TECHNOLOGY CO., LTD.

No.1 Building, No.6 Ji'an Road, Tong'an District
Xiamen, Fujian, 361100, P.R. China

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions

For the following products

Sterile Single Use Surgical masks (type I, Type II, Type IIR)

Where the above scope includes class llb or class lll medical device(s), a valid EC Type Examination
Certificate according to Annex Il is a mandatory requirement for each device in addition to this certificate
to place that device on the market.

This certificate is valid from 25 August 2020 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 25 August 2020

and first certified by SGS Belgium NV since 25 August 2020

Certification is based on reports numbered CN/TSN/ 9518

Authorised by

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD5008 - Certificate CE1639 AnnexV_EN rev. 01

Page 1 of 1

This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/www.sgs.com/en/certified-
client oducts/certified-client-directory. Any unauthorized atteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.
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RUER (0 RIER G0 Rl P/ RS HHaERAD BEMERHAERSR
E=EETrREaRas Xiamen Probtain Medical Technology Co,, EROE Disposable Medical Face 91350212MA333XCGO9R  Er2ECE
Ltd Mask Sterile Single Use

Surgical masks (type I,
Type |I, Type IIR)

IR ENRSRAR Probtain (Jiangxi) Eco-Products Co.Ltd. ERO=E Disposable Surgical 91360781558479655U Er2ECE
Mask
ENEEETREERAT Xiamen Probtain Medical Technology ERAOE Disposable Surgical 91350212MA333XCGIR  =EFDA
Co.Ltd Mask
EN=EErAsaRas (FHE.  Xiamen Probtain Medical Technology Co.,  3EERLOE MP9011 91350212MA333XCG9R  EXZECE

F]: Xiamen Probtain Nonwoven  Ltd
Inc.)

EN=EETREERAT (FREX  Xiamen Probtain Medical Technology FEAOE MP9011 91350212MA333XCGOR  =EEUA
& Xiamen Probtain Nonwoven Co.Ltd
Inc.)



EC Declaration of Conformity

Xiamen Probtain Medical Technology Co.,Ltd.

Vianutackire No.1 Building, No.6 Ji'an Road, Tong'an District, Xiamen City, Fujian
Province, 361100, P.R. China

European MedPath GmbH

Representative: Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

Product Name: Sterile single use surgical mask

Model: MP9017

GMDN Code: 35177

UMDN Code: 12-458

Classification (MDD, Annex IX): Class Is, Rule 1.
Conformity Assessment Route: Annex V of MDD 93/42/EEC

We herewith declare that the above mentioned products meet the transposition into national
law, the provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.
Xiamen Probtain Medical Technology Co.,Ltd. is exclusively responsible for the declaration
of conformity.

DIRECTIVES
General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning

medical devices (MDD 93/42/EEC). Amended by DIRECTIVE 2007/47/EC of 5 September
2007.

Applied standards:
EN 14683:2019+AC:2019, EN ISO 15223-1:2016, EN 1041:2008, EN ISO 14971:2012, EN
62366-1:2015+AC:2015, ISO 10993-1:2018, ISO 10993-5:2009, ISO 10993-10:2010, ASTM

D4169-2016, EN ISO 11607-1:2019, EN ISO 11607-2:2019, EN ISO 11737-1:2018, EN I1ISO
11737-2:2019, ISO 11135:2014.

Notified Body: SGS Belgium NV

Noorderlaan 87, BE-2030 Antwerpen, Belgium
NB Identification number: 1639
(EC) Certificate(s): CN20/608241

Expire date of the Certificate: 24 May 2024
Start of CE Marking: Sep. 2020

Place, Date of Issue: Xi itv. 2020-09-01

Signature:

Name: 3(!]3‘3}'3
Position: General

EU Deélaration of Conformity
MR-CE-01-07(A/1) Page 1/1



9-10 CIBG

CIBG Registration Certificate CIBG
Ministerie van Volksgezondheid,
Welzijn 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: 26 april 2021
Betreft: notificatie medische hulpmiddelen klasse I

Geachte heer Luo,

Hierbij bevestig ik de ontvangst op 22 april 2021 van de notificatie van de
medische hulpmiddelen klasse I, die bedrijf XIAMEN PROBTAIN MEDICAL
TECHNOLOGY CO.,LTD , met Europees gemachtigde SUNGO Europe B.V., als
fabrikant overeenkomstig Verordening (EU) 2017/745 (MDR) op de markt wenst
te gaan brengen.

De producten zijn onder volgend kenmerk geregistreerd. Ik verzoek u om in alle
verdere correspondentie over een of meer van deze producten het bijbehorende
kenmerk te vermelden en het bij telefoongesprekken bij de hand te houden.

Disposable Isolation Gown

(geen merknaam) (NL-CA002-2021-58431)
Disposable Medical Face Mask

(geen merknaam) (NL-CA002-2021-58430)

Ik wijs u erop dat medische hulpmiddelen die op de markt gebracht worden
volgens de MDR over een systeem voor hulpmiddelindicatie (UDI) moeten
beschikken! en dat fabrikanten, gemachtigden en importeurs in de Europese
databank voor 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 producten overeenkomstig de huidige wet-
en regelgeving hebt genotificeerd.

Zodra Eudamed volledig in gebruik is, wordt de fabrikant of diens gemachtigde
geacht binnen achttien maanden bovenstaande hulpmiddelen te registreren in
Eudamed.3

1 0.g.v. art. 29 MDR.
2 0.g.v. art. 31 MDR.

3 www.camd-europe.eu/wp-content/uploads/2018/05/FAQ MDR 180117 V1.0-1.pdf. Zie vraag en
antwoord nummer 20.

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50

2515 XP Den Haag

T 070 340 6161

http://hulpmiddelen.farmatec.nl

Inlichtingen via:
medische_hulpmiddelen@
minvws.nl

Ons kenmerk:
CIBG-20212218

Bijlagen

Uw aanvraag
22 april 2021

Correspondentie uitsluitend
richten aan het retouradres met
vermelding van de datum en het
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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
Farmatec

Dr. M.J. van de Velde
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CIBG Registration Tracking

CIBG

NOTIS

> My cases
> Notify medical devices
» Change products

> Apply for cerfificale of free sale

> Find products

Mederlands

CIBG
Ministerie van Volksgezondheid,
Welzifn en Sport

SUNGO Europe B.V. | Log out

Notify Class | medical devices

General data

NOTIS number 20212218

Date of receipt 4/22/2021

Status Finalised

Date finalised 4/26/2021
Client details

Name SUNGO Europe B.V.
Contact person concerning this Luo, dhr. R.
notification

Manufacturer details

Authorised representative of XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,LTD

manufacturer

Address 4th Floor;No.1 Building,No.6 Ji&#39;an Road,Teng&#39;an District,

Zipcode

City Xiamen Fujian

Country CHINA

Products

Brand

name Group name Article. Model(s) Class Status
Disposable Medical Fa MDR [ BEV
Disposable Isolation MDR T BEV

Documents

Date File Title

4/26/2021 20212218-0007.pdf 20212218

4/26/2021 20212218-0006.pdf MDR Klasse I AR meerdere producten

4/22/2021 20212218-0003.doc: Product information

4/22/2021 20212218-0004.pdf Product information
4/22/2021 20212718-0001.pdf

4/22/2021 20212218-0002.pdf

Declaration of Conformity,

Declaration of Conformity.
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SUNGO Europe B.V.
SUNGO/ECR/NED/MDR/01 V2.0

Ref. No.:  MORIeJo MA 1924 -

MDR EU REP Agreement

Party AFJ5: XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.LTD

Additisit:  4th Floor,No.1 Building,No.6 Ji‘an Road, Tong'an
District,Xiamen,Fujian China

ContactBRA: H& Y Jianli Kang
TeldiE: +86 18205948176

Fax{£ ¥ : +86

Emaillf#§:  kangjianli@probtain.com

Sterdam, Netherlands

E-maili§i#: ec.rep@sungogroup.com

Party A hereby appoints Party B as the EU authorized Representative for their Medical Device with
CE mark and Party B accepts the appointment to be the EU authorized Representative for Party A
in the market of European Union (E.U.). Both parties enter this agreement as follow:

T AL fr 277 HCERRIT /™ ARG K, 2 M2 W 5 i, V5 210 3% ICER T ™ fhie
B BB E T ol

1. Party A B

1.1 Party A assures to provide the updated technical files of each product category with CE mark

to Party B (Product categories relevant information please see the appendix A). If Party A can
not provide the required technical file to Party B within 30 days after approval of CE
certification or before using CE mark for “self declaration” products, this agreement will be
terminated automatically, Party A should take on any aftereffect by itself. The technical files
should be the electronic copy (PDF/WORD/JPG/TXT version), the written copy would be
submitted if required by the competent authority. Detail of the requirements of the submitted
files in appendix B.
I B ERAE IAIES RS 10 2. 05 A 55— KRB CE b P ity O EASCRS (7 g CEA
UERP s B OLHE ) . B A A, HIFHIE B2 G 30K, o fan e
i FICEdsicz 1. TR VE IR LT 5 0 SRR ICER A LR, AL B #h %2, HJr Rl
HBLIT S| RSB JG SHEs TPTAATEHE A o SCRY SCPE . SCAT LAPDFWORDIJPGITXT 4 28
EEF R 22 ARSI S AT RIS e A 2,7 A S i A s, i
WA

1.2 Party A shall keep the Party B informed of any changes or updates of the mentioned
information in attachment 1 at all times.

Dot S B A o 0 S0 A A0 S, R S A 2,
1.3 If any accident/near accident of products, including any serious adverse event during clinical
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SUNGO Europe B.V.
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investigation in premarket stage, happens within boundary of E.U., Party A shall help Party B
to investigate the reason in time, and complete & submit the initial INCIDENT report together
with Party B by using the standard "Manufacturer's Incident Report’, to the competent
Authority within the timeframe required by the Section 5.1.7 of Guideline's on a Medical
Devices Vigilance System(MEDDEV 2.12-1 rev8, Jan, 2013), listed as follows:
B 27 it T K LR 1A 822 0 Al A S CEI S 2 v A T T 2 7 S L ),
W7 BB A 2 A B, 9F R 2 — ke e FOEETT AW K R 45 (MEDDEV 2.12-1
rev8, Jan, 2013) Section 5.1.7 e (0 W BE 14 72 BN 2 WIAG R 4
Serious public health threat: IMMEDIATELY (without any delay that could not be justified) but
not later than 2 calendar days after awareness by Party A of this threat.
PRI A L A A SERIR A (AR ARVELEAT E F B s A8 |, 3R PN BRAE AN RER - B 7y
RIRZIRIG 24 ISR H
Death or UNANTICIPATED serious deterioration in state of health: IMMEDIATELY (without
.any delay that could not be justified) after party A established a link between the device and
the event but not later than 10 elapsed calendar days following the date of awareness.
SETEREEAM M BEIRBL™ Bl ks RIS (R RV R K IE 2 B 4838 ) R I B W 5 1
A A BRI SO S OIS, (S AN SLE T R B% S 2 1040 A .
Others: IMMEDIATELY (without any delay that could not be justified) after Party A established
a link between the device and the event but not later than 30 elapsed calendar days following
the date of awareness of the event.
Joftn: SEEPRSE R AVEERT L Y80 i i%) , RS Py FETVABETT 38 WURT S0 I
Jeis AHREARLE T R I Z 2 F 230 4R H .

Party A shall present the investigation result and final report to Party B according to
MDR(REGULATION (EU) 2017/745) (MDR products) and the Guidance of vigilance system. If
the accident of the product happens out of E.U., Party A shall notify Party B as soon as
possible, and Part B should make decision whether to report to competent authority or not,

HTTNAE (RO G AR 92375 4) JEMDR 2017/745 (MDR7™: i) Ml (B A1) s
(RIS ] PN 1) £ 7740 o VR #2230 . Il CERR B =5, SLadide. Wt bR 76 Rk i
bh, BGNRREMZ T, HHZ e RS ES M0,

If the above mentioned accident/near accident of products was known by Party A at first,
Party A must notify Party B in one working day and provide the complete report of the
investigation, analysis and disposal result of the accident/near accident to Party B by E-mail
or other effective means as soon as possible.

iR ORSER. WO O S AR, RO T A NS 2 R
Jei, XEHE MESRE A, S AT R ERAE R T W e A A R R e
Z:a.}j‘n

1.4 Party A should keep the complete sales list of all of the products exporting to any area of E.U.
by electrical documents in English at least 10 years after the last batch product's
manufacturing, in order to be provided by Party B for the using to be transferred or inspected to
the relevant competent authorities of E.U., Party A shall assure the accuracy and the validity of
the data.

F H YRR S I FR R AT 7 B R B B . (OSSOEMBORI IR B o 785% SL R 72 I % /b 4R 30
], BHMHESCCT WP CPIER R e B, DA% Z7BE TR S A i, .
5 I R O B P A W e A b

1.5 Party A must notice Party B the complaint record and the result of disposal on the accident of
products immediately, and Party A should save, transfer, check-up any of the record according
to the clause 1.4,
BT tond 2 U P (0 Sl e R R HRIDRAL SR, B T N L G 2, A B
Ab, BTAIR S RAE . . R, J4I81.4%0000 5.

1.6 Party A should appoint one or two persons as the primacy linkman who connect with Party B
and deal with the normal daily grind according to this agreement. Information of both Parties’
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linkman should be written in appendix C.
PHTE—E N, ENH, 2RI WA, BRI 2 H K E . AbBE AP
AR P FL T SO NS Ty AT e te AL g (=) .
1.7 Party A shall fully realize the risk of selling its products to EU market without product
registration to relevant competent authority of E.C. If it caused by Party A, such as delay,
omittance or conceal of files submission, Party A should take the aftereffects such as warning,
penalty or even the results that the CE certificate will be withdrawn, and the distribution of its
products in EU market will be prohibited.
T BLAE A REN A Al iy TR 42, 4618 . Bk 1 MGG TR B O VA B0 4 Y A 1k
W TSR A KUK . G el T R, e an AT & R AT 0, W Y R
ALK, B, HE U R RCE™ Bl IRk L= 5 s NN ) =E

1.8.Part A shall notify of the intention to Part B to carry out a clinical investigation for MDR, or the
intention to carry out a performance evaluation for IVDR performed in EU.
W5 NEB RN 25 £ W SR T B W A e ik TR, SRR IS W15 26 SRR 17 1 T
it

2. PartyB Z.J5

About the register for Party A’s products with CE mark to relevant competent authority of E.C.
(Details are in appendix D), Party A shall apply it in written to Party B and supply all the files
and forms needed. Party B shall review it within 7 working days, and submit to competent
authority of the country in which Party B is located (Netherlands) within 5 days. If Party A’s
application is returned/rejected by Party B or the competent authority for the contents of the
submitted files, the above schedule will be ad justed accordingly. The details of the application
shall be in the attachments of this agreement. (The charges of products register in EU shall be
paid accordingly by Party A and a contract may be signed separately if necessary.)

5 CHUAFCEGE V™ SR B e G LD |, 4 A B EE CE P 5 i 530
ﬁ%%.%%mmﬂ%mwﬁ.#%ﬁ%ﬁ%ﬁm%%tﬁﬁmﬁwﬁﬁﬁ,%Lﬁ%%ﬂﬂﬁ.
HZTT RBHAETAD T H e ipnd, 54 T4 Az LITHTEE IR 4 24 P M R i B0 &
SEASCAF o AERE e T VP 540 2 SO v T D ) e LB MRIB RIARHA A B, ASFEH
RAEZ 5o JAECPEIA A VG404, W%t KUT7 LIRS B 1 e i s CFic & 2= 9%
W IR S B3 I B 53 A B I AT D

&Y
2

If it needs any expenditure by the competent authority, only after getting Party A's approval,
then Party A can take on the payment. If Party A’s products register fails by Party B's reason,
according to EU relevant laws Party B will be given a warning, penalty and even the
qualification of the European Representative will be revoked.

B S A ] WA o 3 008 98 0 o B A 5 B T (1, 2 iR 21K
At BUMEHT TR 2 (RN, FP 7 0 M 5 5 4% A S A Al = 2 W HE R 11 4
m.mﬁm%ﬁ%%W&ﬂ-&W%%ﬂ%ﬁ,ﬁﬁ‘mmm%mm&%%%mﬂﬁu

2.2 Parly B shall reserve technical files of each category of Party A's products with CE mark, and
take up the responsibility of keeping, confidentiality and submission. The technical files shall
be reserved at least 10 years after the last batch product's manufacturing. Once competent
authority needs the technical files (including new edition technical files which had already
registered) of each category of Part A's products with CE mark. Party B should send them to
competent authority within ten working days.

5 REGR B 054 KR I CERR &7 S B o TR b, 3¢ TR PR R A Y5 it
(B SXRIED RGBT W e 4 s . — HRS T MR EHABCERR ™ S
AT G2 REEA S OHIRA) | 205 SUSAEA0A TAF [ Pyl A KK 34524

2.3 Party B would not be responsible for the file content. All the docu ments, such as sales list and

complain records are deemed confidential information: Party B have the obligation to send

them to competent authority if necessary. Part B should maintain and keep them secret.
LTI RIS W FE il 277 % St s TR N SR S S 188 1 1 ¢
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ORISR o O AT (A% (s 4T

2.4 Party B permits Party A to use part B's name and address for the purpose of inclusion/printing
on all packaging, labeling and instruction for use, of products that carry CE Marking and that
have been represented by Party B.

LT7 AR LI AR R MR CERRE M A 7% L% . b, EMIT0. ROAEAME b ifitnenZ,
Ti R hE AT Fa R 7 K R R 22

2.5 Party B shall keep following files of party A's products with CE mark at the disposal of the
national authorities, at least five years after the last batch product's manufacturing. Minimum
documents are:

1) Declaration of conformity,

2) Copy of the label, packaging and instructions for use (in all languages requested by the
countries where the device is marketed),
-3) Notified Body certificate (where relevant),

4) CIl?'ost market surveillance process and data, vigilance reports and complaints, processes
and data,

5) Technical documentation relevant to market surveillance investigation being undertaken by
the Member State,

6) Relevant clinical data / notification,

7) Details of any distributors / suppliers putting the CE marked devices on the market,

8) Incident reports and corrective actions taken.

LTTRARE T LA R HCE bl W AT e MORMIL 328 24 o 11 /D ORAE B Ja — b
i aE. Iz g 48 A Wy 45

NFFE P

)fn%. WAk, W EEA O TR AR E A

B)AEHAIET GEFEH

4) LS B AR . B AR, A AR

5) L5 WS A3 574 TR0 i 0 0 A 4 Sy AR S

6)AH G Al AR H 48 e B

7)22 810 )y CEbR BT M2 B TR0 5 Ayt

8) M i B R A 1EAT i

2.6 Party B must keep Party A informed in all matters that may be connected to the devices placed
on the market in the EU. At the minimum, the exchange of information concerning following
shall be covered.

LT REBRIP Ty P AT 45 R AR LT BT (s 8, 44

2.6.1Safeguard Clause {4/ % i

‘Where a Member State ascertains that a medical devices. when correctly installed,
maintained and used for their intended purpose may compromise the health and/or safety of
patients, users or, where applicable, other persons, or the safety of property, it shall take all
appropriate interim measures to withdraw such devices from the market or prohibit or restrict
their being placed on the market or put into service.”

If the relevant Competent Authority contacts the Party B about its interim measures to
withdraw Party A’s device(s) from the market or prohibit or restrict their being placed on the
market or put into service, Party B should immediately communicate such measures to Party
A and advise Party A as to the implications of this decision.
When the Commission finds that national measures taken under the Safeguard Clause “are
unjustified, it shall immediately so inform the Member State which took the measures and the
manufacturer or his authorized representative”.

If the relevant Competent Authority contacts Party B, Party B should immediately
communicate such information to Party A and advise Party A as to the implications of this
decision.

“ A S T R RE LA R AR R WAL S R, RS faE
B A GERIN JCAt A S (8 i ERI i Gond s 7SR 47385 244 4 I B8 426 s 0
REBETT B E i3 A% ab ol bR 2% Lok .
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m%ﬁx&ﬁ%Mﬁﬁkﬁ@hmﬁ%wimmmm%‘%m&mmtmwmwmmﬁﬁaﬁ,
Lﬁﬁﬁ@ﬁﬂ%%%%Wﬂm@-%WWﬁﬁHﬁ&Eﬂ%%%ﬁs
%m&@&%m%m%%mm%ﬁﬂ.wawﬁm%mmﬁm&ﬁm‘Mﬁﬁﬁﬁﬁﬁﬁﬂﬂ
%.
m%ﬁ%iﬁﬁﬁﬂﬁaﬁ.Lﬁﬁﬁ%%ﬁ%ﬁ%ﬁ$ﬁﬁ@.#mﬁﬁ@&M%ﬁWW%
AR

2.6.2" %M Vigilance

If the relevant Competent Authority contacts Party B about its assessment outcome of an
incident of Party A's medical device, Party B should immediately communicate such
information to the manufacturer and advise Party A as to the implications of this decision.
SO Y Rl R T 2 0 TR R ISE . 77 RSt RS £ 54 9 B
T 77 e 3 M s ez

* Party B shall notify any information about the products with CE mark within boundary of E.U.
to Party A, including any claims of customers that produce the same CE marked products.
&ﬁm%ﬁﬁ%ﬁkc&%%ﬁ&mﬁwM&Mﬁ@@ﬁﬂwﬂwm&wﬁﬂWﬁ}

2.6.3If any accident/ near accident of products (CE marked products, premarket clinical

investigation products and performance evaluation products) happens within boundary of E.U.,
Party B shall notify Party A within 3 working days after receiving the claims of customers and
feedback about the product, and execute vigilance system of medical device products under
the assisting of Party A, and also make initial report, investigation result and final report to
competent authority of country in which the accident happens.

WA AT CERREI™ A, bl B H RS fr 7= i L, R REATVERE VP 007 Gl K S8 Py A b
ﬁ#%%ﬂ.cﬁw&MﬂﬂmmHXWﬁﬁ%WHWﬂ&mmﬁaﬁEWHW&NQMWﬁ.
FAEWRTT Wb F U, [ ik b i SERMIERAR S . 275 5 O e IR 4 i)
RS AR R B 7 4 e ot

2.7 Upon receiving the notice about the intention to carry out a clinical investigation for MDR, and

the intention to carry out a performance evaluation for IVDR in EU, Party B shall notify
communicate the information on the manufacturer and on the device to the Competent
Authorities of the Member State in which he has his registered place of business. If any
serious adverse events during clinical investigation, i.e. in the premarket phase, Party B Shall
fully record and immediately notify to all Competent Authorities of the Member States in which
the clinical investigation is being performed.

T3t BN P Ty 3 T (600 N P R AT 1297 By e AR Rl A A 14 067 14 4% B R
AEVEA R RI IS, AR D2 60588 4 7 £ [ ML HUCA. 7o i RN 5 v s 2 7o ot A
&ﬁ%-Lﬁﬁ&wﬂmmﬁ%%m%#ﬁwﬁm&ﬁﬁwmﬁﬁﬂmmmﬁﬁﬁa

2.8 Party B shall appoint one or two persons as the primacy linkman whose responsibility is to

3.
3.1

connect with Party A and deal with the normal daily grind according to this agreement. The
information of both Parties’ linkman was written in appendix C.

Lﬁ%ﬁwuﬁ1k.Www,aﬂﬁm%~ﬁﬁk.mﬁmﬁ%QWﬁ%wmw\ﬁﬂmmw
%ﬁWMﬁmmeﬁLW:ﬂﬂﬂ%k%ﬁ%ﬁﬂﬂ%ﬁ@W&%Mﬁ(%}a

Jurisdiction & Duration &4 5% ¥

This agreement is subject to the laws and jurisdiction of The Kingdom of Netherlands.
AU U B B2 R 4

3.2 This agreement is valid for the duration till 2025/3/5 and it becomes immediately effective from

the signature date of Company A.
S B A HR B, A0 £202543 51 .

3.3 During the implementation of the agreement, this agreement will be terminated automatically

when:;
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FEMMSCRAT I A, R 30 I g A by L L 3h 2% gk ] 3
1) The day upon Part A’s CE Certificate be withdrawn temporarily, be closed or be recalled by
the notified body.
O EICEE 1318 Mol R AL WL 2 i 5 MM IEZ
2) Party A can not provide the required technical file to Party B within 30 days after approval of
the CE certification or before using CE mark for “self declaration” products. During 60 days
from the date of this agreement terminated, Party A could transact the routine affairs as the
authorized European Representative while Party A could appoint new European
Representative and change the CE certification. Party B should report the invalid agreement to
the notify body for record.
T EAMEES AUHAIE 152 J5 1302 14, kg « FARE ™ 7 GG HICE SR 2 0, 19h% 11
PO CTr T & BRI CER A SCR, Ahhiy HERA . (AR Z HIRHB0R N, H i
(5 5 3 B R A 2 2% W D CEiE 4 SR, 225 0T LA o stk i 47 (i ik AR H W

< F5 o LT RIS Y 5 KA L BB A UM R

3) Party A doesn’t payoff the service fee according to this agreement and refuse to explain on
the deadline.
F 75 AT H b M 1 3 05 OB P sk i s a4 CERIMS B, AR,

-~

Company A: ,ﬂl% [é) wh

Company B: __ Jg. 5 .15
Date
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Appendix A

For the following product categories:
115 CEIAIIE (17 i 4 F

1 Disposable Medical Face Mask

SUNGO Europe B.V.

SUNGO/ECR/NED/MDR/01 V2.0

j

—UREEA N E CEXE)

2 Disposable Isolation Gown

!
| Class I
|

Class I

—RIEREA CERED

| it | ¥



Appendix B
PR BREAR R CHAR T H )

SUNGO Europe B.V.
SUNGO/ECR/NED/MDR/01 V2.0

Contents CHER
Part A
5 gzr:r; entzt?\?;al Address of Manufacturer/ EU IR BRI 2 5 . Mt
isti f all i it b i ' Ty
2 [ aystam o o oG sits covered by the QuaIY | g 5 b ST
3 | Product description P dh iR
4 a{r:z:::‘tmensame, classification of the device and R BB R4 K
3.2 | List of accessories (if applicable) R GERED
3.3 | Specification, model and article numbers Bitg ., Y RikY
3.4 | Chosen conformity assessment path OV 12
3.5 | Intended use P g AR
3.6 | Integral parts of the sales unit ERMH T GERR
A brief product history (including existing B G CELETNA 4 B i
3.7 | regulatory approvals) )
4 | List of harmonized standards 3 BB 2
5 | GSPR checklist AR R
g_| Overall manufacturing and inspection plan of the product | /= s P AR A 7 Bl R e R
7 | Risk analysis JRUG 2
8 | Clinical report Il AR 5t
9 _| Labelling, inl. Product labels and package labels bigE, G EBRAE, RS
10 | Instruction for use, patient information, advertising material | /4 i . BEGE. TEE
11_| Declaration of conformity P34 1]
Part B o
i | (T etieh Senesrminy s Ly Sy salc 5 A el B R
13 | Detailed descriptions of the product VEAH I ™ dhdtA
13.1| Design drawings and product specifications BB S AR
13.2| Packaging and specification (R T
13.3| Description of the manufacturing processes A e A5 R
13.4| Raw materials and suppliers JEFEL R T
14 | Test, verification and evaluation report R 110§ S [ | et
14.1| Sterile method and validation K T AN LA HER , KT GE
14.2| Packaging verification (if applicable) G G
Chemical, physical and biology test, verification L2, BRI RS, Wi ki
14.3| and evaluation report e
15 | Clinical datas i o H i
15.1] Preclinical Evaluation, Expert Opinions R G PR, B3,
15.2| Clinical plan Ve
15.3| Clinical datas iy A B
15.4| Clinical Summary, Expert Opinions R g, 5B,
16.5| Clinical report I A
15.6| Relevant Literature 28 ik
16 | Post market surveillance system Eilia iy 24

ATB S 7 ST 2 T SE 16 RSB AR IS UL P 1750k Hl - SRS 02 S B A
Technical documents (the latest version) including Part A&B shall be submitted to the

EU

representative in written or electronic form if required.

Bl 7 SCPFASBR §-BA B AT 9135 H . Documents in SUNGO are not limited to the

abo

ve-mentioned content.
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Appendix C

(P ZXFF-EIMA PN LUZER )
Party AHi75:  XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO. LTD
Addiifit:  4th Floor,No.1 Building,No.6 Ji'an Road, Tong'an District,Xiamen,Fujian China
ContactfX RA: Mgk 7 Jianli Kang
Teldii;:
Mob-F#l: 18205948176
E-maillii%i:  kangjianli@probtain.com

Party BZ 7j: SUNGO Europe B.V.

VAT: NL857821659B01

Addithhil: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
Contactlft # A: SUNGO Secretary

Telifiif: +31(0)2021 11106

E-maillli #i: ec.rep@sungogroup.com

(AR B

B CXTTPAERT T, — Fab FiR (s BT s . Uk R T A R AT T S WA B ]
mﬂﬂ,mmmr&ﬂmwmmm&ﬁ-ﬁ%ﬁﬁﬁ%%ﬁ%%qﬁzwﬁm.mﬂﬁwﬁﬁm
EHLE SR AR G A F

If any of the above information is changed, adjusted or canceled, the manufacturer and EU
REP shall inform the other party in email or written form without delay, If any mistake arise from
one party failed to notify the other party timely, the related responsibility shall be undertaken by
the guilty party.

N
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Appendix D

(CE™ dh Bk 10 & RO KM BIF IR B0 ) Registration conditions, procedure and
submissions

« W %14 Prerequisites of Application
1R QMM CEIE Y™ 8 (R BRI 5 15 A 7 0 LK LB IX 7 0
RTEE, AR A AL CER 5t 11 R b X ISR, AT Pl S 75 1 B 00 o4t
The manufacturer who has obtained CE certificate (self declaration or issued by Notified Body)
for their products may decide whether to go through the registration procedure according to the
actual exporting situation in the European Union.
2.(H, WA RICERfh— AT DB i R, L= 5 o e Gl SCH HEC ST 5
(K, HOHE BRSO CE BT 28 ™ & (F e A, 4 i i ORI R A R v, AR
&N%ﬂﬁ%ﬁmwmiﬂqgmmm"umﬁmumazmuﬁmmM"m&z&m=ﬁwﬁ
ﬁﬂﬁ%%ﬁmcaﬁm.mFMMHMzﬁtﬁﬁ&w,%m&‘mwtﬁ).Hwﬁﬁﬁﬁ
wmmm,%w“um%ﬁgmzxmmmmmm".ﬁmwmw&ﬁm@m&ﬁﬂ$%ﬁﬂﬁ
WEETFH. BN, dmser s, Rk
But, if the manufacture plans to export products to EU market and exports in their own name,
the manufacture shall apply to the EU REP firstly according to the CE product access rule of
medical device, and then the EU REP shall submit all the application files. ‘Export to the EU
market in manufacturer's own name’ means the manufacturer's information showed on any
place (including product inside, outer package, operation manual, etc.) of any CE products
exported to EU region. The product must apply for registration in EU region in advance.
Otherwise, the resulting consequences shall be undertaken by the manufacturer.
S VRAEA 25 i R0 A ST T L JE o 1 B A [ 5 L X WS TR B ™ B
%% T4, If successfully registered in the Netherlands, in principle, there is no need to apply for
the relevant product registration in other EU countries and regions.

« Wi FEF: Application procedure:
1 SRAE T D e CER S P P50 & FAEM, 257 W 17 85 4 1 B f CHEBE H Wi I de s 42
SERTATAH G 8 04 SR BRI 5 i ek, 8RR e W A 0] IS Rk 4 CRACH I 22 Ak
BRI Gl % E M. If the manufacturer decides to register the CE products, the
manufacturer shall firstly apply to their EU REP and submit all relevant materials including
completed application forms. The EU REP shall review the documents and then submit them to
the Netherlands Health administration Bureau for registration.
25 T 7 R A IR RS 48 AT SRR A7 24 1A BT S A 0 R e S B % e, 1
L IR EORAEAT . A MR UG, RS R B s T4 I the submitted
documents are not complete or have errors, the Netherlands Health administration Bureau will
return the application and may cause delay of the registration. The manufacturer shall revise
and supplement the application documents according to the requirements, and then re-apply
the CE registration through EU REP.
3, ff > TR AT IO B I R RSB, RICE A ERTE, B A T PORLIES AT N
i) A0 A5 B T . At present, the Netherand Health administration Bureau
conditionally open the relevant CE registration information which means the CE registration
information platform is not yet open to public.

o JPERERAC T 0 SCPHCU L HL TR : Registration required documents (electronic version
in English)
1ALl R b s Rk 46— L 1H) Application form(the format provided by EU
REP)
2.CEill15: CE Certificate;
3.4 KIF G IICEAR LIF: (B T PART ASSS AR, WIS 15 F045 g 4002 0 0 14
A 32 1 F-PDF/JPGITXT) ¢ each product categories CE technical file (except Part A,
Clinical data and risk management must be submitted; documents only accept electronic copy
(PDF/JPGITXT version).
477 IR 1 A (latest DECLARATION OF CONFORMITY) ;
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SUNGO Europe B.V.

SUNGO/ECR/NED/MDR/01 V2.0
S.tH IRCRUIX M 4, Ol St e g 4 {t) Product sales list exported to EU
market.(the format provided by EU REP)
6. A0 b B AT 10 B ) SR Legally owned enterprise trademark or brand
photos;
7.0 53 S RERI CE AR 2 7 S b 25 09 H8 1. Picture of exported product in original package
and label with CE mark.
8. LI AR A SR 4 s kbl . Contact information and website.

VH. EFICH9HH 5 % % Withdraw and invalidation of registration

1. CEUE+5 R R nfl IR S A WM A8 . 5% BH L UC1: CF certificate invalid or withdrew or canceled
by releasing authority.

2.5 WAy 5k CCHAC A i) (o Termination or expiration of EC REP
Agreement.

3R BRI R H I L K (32 55, The product has been registered but
there is no record of exporting to the EU region in a long-term.

4. 3tfth. Others
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XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,LTD
NO.6 JFTAN ROAD, TONG'AN DISTRICT, XIAMEN, FUJIAN, CHINA

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description

Sample Color
Composition

Style No.

Model No.
Lot No.
Manufacturer
Other Info.

Proposed Care Instruction :

Test Performed

Sample Receiving Date
Testing Period
Test Result(s)

Signed for and on behalf of

(A-G)Mask

(A)light blue;(B)green;(C)dark blue;(D)black;(E)red;(F)pink;(G)yellow
(A-G)Spunbonded nonwovens, melt blown nonwovens

(A)MP9017-Lt.blue (B)MP9017-G (C)MP9017-DB (D)MP9017-BK (E)MP9017-R
(F)MP9017-P (G)MP9017-Y

MP9017

M21-0282

XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,LTD

Sample Dimension: 17.5*9.5 / Type/ Level: [IR

Selected test(s) as requested by applicant

Jun 04, 2021
Jun 04, 2021 - Jun 18, 2021

Unless otherwise stated the results shown in this test report refer only to the
sample(s) tested, for further details, please refer to the following page(s).

SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

i (e

Sara Guo (Account Executive)

SGS does not verify authenticity of any Brand/Trademark of products. Buyers must check if the product

is genuine with the Brand/Trademark owner directly.

o EBRGMWERE
Inspection & Testing Services 5 =
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COMPONENT LIST / List of Materials

Sa':lnple Component Description Color Remark
o. No.
A 1 face cover light blue
B 3 face cover green
C 5 face cover dark blue
C 6 ear loop dark blue
D 7 face cover black
D 8 ear loop black
E 9 face cover red
E 10 ear loop red
F 11 face cover pink
G 13 face cover yellow
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Test Result

pH Value

(ISO 3071:2020; 0.1mol/L KCL extraction)
- Unit 1 3 5
pH Value - 6.4 6.3 6.3
- Unit 6 7 8
pH Value - 6.6 6.4 6.4
- Unit 9 10 11

pH Value - 6.4 6.4 6.4
- Unit 13
pH Value - 6.3
Note:

1) pH value of extraction medium: 5.7
2) Temperature of the extraction solution: 20.3°C
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Azo Dyes (Direct Reduction & Colorant Extraction)
Textile: According to EN ISO 14362-1:2017 — Analysis was conducted with GC-MS/HPLC-DAD.

Test Item(s) Cas No Result (mg/kg)
13 1+3+5
Direct Colorant Direct Colorant
Reduction Extraction Reduction Extraction
4-Aminobiphenyl 92-67-1 ND ND ND ND
Benzidine 92-87-5 ND ND ND ND
4-Chlor-o-toluidine 95-69-2 ND ND ND ND
2-Naphthylamine 91-59-8 ND ND ND ND
o-Aminoazotoluene 97-56-3 ND ND ND ND
5-Nitro-o-Toluidine/2-Amino-4-Nitrotoluene 99-55-8 ND ND ND ND
4-Chloroaniline 106-47-8 ND ND ND ND
4-_Met.hoxy-_m-Phenerned|am|ne/2,4- 615-05-4 ND ND ND ND
Diaminoanisole
4,4'-Diaminodiphenylmethane, MDA 101-77-9 ND ND ND ND
3,3"-Dichlorobenzidine 91-94-1 ND ND ND ND
3,3'-Dimethoxybenzidine 119-90-4 ND ND ND ND
3,3'-Dimethybenzidine 119-93-7 ND ND ND ND
4,4:-mlethylen§di-o-Tquidine/3,3'-DimethyI- 838-88-0 ND ND ND ND
4,4'-Diaminodiphenylmethane
p-Cresidine 120-71-8 ND ND ND ND
4,4'-Methylene-bis-(2-chloroaniline) 101-14-4 ND ND ND ND
4,4'-Oxydianiline 101-80-4 ND ND ND ND
4.4'-Thiodianiline 139-65-1 ND ND ND ND
o-Toluidine 95-53-4 ND ND ND ND
4-Methyl-m-Phenylenediamine/2,4-
Toluyle)r:diamine,YI'DA 95-80-7 ND ND ND ND
2,4,5-Trimethylaniline 137-17-7 ND ND ND ND
4-Aminoazobenzene 60-09-3 ND ND ND ND
O-Anisidine 90-04-0 ND ND ND ND
Conclusion Pass Pass Pass Pass
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Test Item(s) Cas No Result (mg/kg)
6+7+8 9+10+11
Direct Colorant Direct Colorant
Reduction Extraction Reduction Extraction
4-Aminobiphenyl 92-67-1 ND ND ND ND
Benzidine 92-87-5 ND ND ND ND
4-Chlor-o-toluidine 95-69-2 ND ND ND ND
2-Naphthylamine 91-59-8 ND ND ND ND
o-Aminoazotoluene 97-56-3 ND ND ND ND
5-Nitro-o-Toluidine/2-Amino-4-Nitrotoluene 99-55-8 ND ND ND ND
4-Chloroaniline 106-47-8 ND ND ND ND
4-.Metlhoxy-'m-Phenerned|am|ne/2,4- 615-05-4 ND ND ND ND
Diaminoanisole
4,4'-Diaminodiphenylmethane, MDA 101-77-9 ND ND ND ND
3,3'-Dichlorobenzidine 91-94-1 ND ND ND ND
3,3'-Dimethoxybenzidine 119-90-4 ND ND ND ND
3,3'-Dimethybenzidine 119-93-7 ND ND ND ND
4,4:-mlethylenclad|-o-ToIU|d|ne/3,3'-D|methyI- 838-88-0 ND ND ND ND
4,4'-Diaminodiphenylmethane
p-Cresidine 120-71-8 ND ND ND ND
4,4'-Methylene-bis-(2-chloroaniline) 101-14-4 ND ND ND ND
4,4'-Oxydianiline 101-80-4 ND ND ND ND
4,4'-Thiodianiline 139-65-1 ND ND ND ND
o-Toluidine 95-53-4 ND ND ND ND
4-Methyl-m-Phenylenediamine/2,4-
Toluylendiamine, TOA 95-80-7 ND ND ND ND
2,4,5-Trimethylaniline 137-17-7 ND ND ND ND
4-Aminoazobenzene 60-09-3 ND ND ND ND
O-Anisidine 90-04-0 ND ND ND ND
Conclusion Pass Pass Pass Pass

Requirement: 30mg/kg

Note:
ND = Not Detected

Reporting Limit = 5 mg/kg (for individual compound)

Remark:

+Direct reduction refers to the extraction and reduction according to EN ISO 14362-1:2017 clause 10.2 and

relevant clauses.

+Colorant extraction refers to the colourant extraction and subsequent reduction according to ISO 14362-1:2017
Clause 10.1 and relevant clauses

4-Aminodiphenyl (CAS No. 92-67-1), 2-Naphthylamine (CAS No. 91-59-8) and 2,4-Diaminoanisole (CAS No.

615-05-4) can be indirectly generated from some colorants which do not contain these amines azo bound. The
use of banned azo colorants cannot be reliably ascertained without additional information.
In case PU is used, e.g. PU Foams or coatings, it cannot be ruled out that MDA (CAS No. 101-77-9) and TDA

(CAS No. 95-80-7) can be released from PU material, not from banned azo colorant. Similarly, for pigment prints,
MDA will be released from a chemical fixing agent.
EN ISO 14362-1:2017 will enable further cleavage of 4-AAB (CAS No. 60-09-3) to non-forbidden amines: aniline
and p-phenylenediamine. If aniline and/or p-phenylenediamine is not found, 4-AAB is considered as “n.d.” (i.e.

<5.0 mg/kg). Otherwise, EN ISO 14362-3:2017 will be employed to verify the presence of 4-AAB.
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Sample Photo
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Product information is provided by applicant without verification of authentication of the brand.

***End of Report***
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XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO., LTD.
NO.6, JI AN ROAD, TONG AN DISTRICT, XIAMEN, FUJIAN, CHINA

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description :  (A)Disposable surgical mask

Sample Color . (A)Blue

Lot No./Batch Code : M20-0112

Test Performed :  Selected test(s) as requested by applicant

Sample Receiving Date : Sep 24,2020

Testing Period : Sep 24, 2020 - Oct 14, 2020

Test Result(s) :  Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

Owd

Sara Guo (Account Executive) Dongjing Liu / Hailian Xuan (Authorized Signatory)

Helew — Yuor
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Test Report SL52035298987601TX Date:October 14,2020
Test Result

EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test Methods

Clause 5.2 Performance Requirement

Clause 5.2.2 Bacterial Filtration Efficiency (BFE)
(EN 14683:2019+AC:2019 Annex B)

Page 2 of 5

Sample: A
Test Side . Inside
Test Area . Approximately 60 cm?
Flow Rate : 28.3 L/min
Pre-Conditioning : Minimum of 4 hours at 21+5°C and 85+5% R.H.
Dimensions of test specimen ;. ~170mm x 170mm
Positive Control Average . 2374.5CFU
Negative Monitor Count : <1CFU
Mean Particle Size : 3.0X0.3um
Test bacteria . Staphylococcus aureus ATCC 6538
Test Item Specimen No. Result
1 99.9%
Bacterial Filtration Efficiency 2 99'9%
(BFE) 3 99.9%
4 99.9%
5 99.9%

Remark:
1) Performance Requirement: Type |=95%, Type [1==98%, Type IR =98%

2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if

necessary to allow for an AQL(Acceptable Quality Level) of 4%.

Attention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein.
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Clause 5.2.3 Breathability
(EN 14683 :2019+AC:2019 Annex C)

Sample: A
Test Side : Randomly test in different location (1 around and 4 away from the centric
point) on each of the 5 masks
Pre-Conditioning : Minimum of 4 hours at 21+5°C and 85+5% R.H.
Test Area : 49cm?
Flow Rate : 8 1l/min
Specimen No. Test Area No. Different Pressure for each The average value for each test
tested area (Pa/cm?) specimen (Pa/cm?)
1-1 31.8
1-2 25.7
1 1-3 24.8 30
1-4 36.0
1-5 33.2
2-1 31.8
2-2 29.1
2 2-3 36.6 34
2-4 38.6
2-5 32.1
3-1 26.9
3-2 29.5
3 3-3 28.3 28
34 27.0
3-5 30.6
4-1 39.4
4-2 27.2
4 4-3 30.7 32
4-4 31.7
4-5 29.6
5-1 32.3
5-2 26.1
5 5-3 27.3 29
5-4 29.5
5-5 28.6
Remark:

1) Performance Requirement: Type 1<40 Pa/cm?, Type 11<40 Pa/cm?, Type IIR<60 Pa/cm?
2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if
necessary to allow for an AQL(Acceptable Quality Level) of 4%.
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Clause 5.2.4 Splash Resistance
(1ISO 22609 :2004)

Sample: A

Test Blood Pressure . 16.0kPa

Pre-Conditioning : Minimum of 4 hours at 21+5°C and 85+5% R.H.

Distance of the mask to the tip of cannula : 300£10mm

Test Penetration on . Test Penetration on .
; . Conclusion - o Conclusion
Specimen# inside surface Specimen# inside surface
1 None Seen Pass 17 None Seen Pass
2 None Seen Pass 18 None Seen Pass
3 None Seen Pass 19 None Seen Pass
4 None Seen Pass 20 None Seen Pass
5 None Seen Pass 21 None Seen Pass
6 None Seen Pass 22 None Seen Pass
7 None Seen Pass 23 None Seen Pass
8 None Seen Pass 24 None Seen Pass
9 None Seen Pass 25 None Seen Pass
10 None Seen Pass 26 None Seen Pass
11 None Seen Pass 27 None Seen Pass
12 None Seen Pass 28 None Seen Pass
13 None Seen Pass 29 None Seen Pass
14 None Seen Pass 30 None Seen Pass
15 None Seen Pass 31 None Seen Pass
16 None Seen Pass 32 None Seen Pass
Number of Pass: 32
Overall result: Acceptable
Remark:

1) Performance Requirement Type I: N/A, Type II: N/A, Type lIR: 216.0kPa

2) Test was conducted within 60s after removal from conditioning chamber.

3) An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32 tested
specimens show pass results.
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Clause 5.2.5 Microbial Cleanliness
(EN 14683:2019+AC:2019 Annex D and EN ISO 11737-1:2018)

Sample: A
. . Total Bioburden, Total Bioburden,
Test Specimen# Mask Weight(g) (CFU/mask) (CFUJg)
1# 3.31 3 0.91
2# 3.28 3 0.91
3# 3.28 18 5.49
A# 3.32 18 5.42
5# 3.30 <3 <0.91

Remark: Performance Requirement: Type 130 CFU/g, Type 1130 CFU/g, Type IIR<30 CFU/g

Sample Photo

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

“*End of Report***
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XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,.LTD
4TH FLOOR, NO.1 BUILDING, NO.6 JTAN ROAD, TONG'AN DISTRICT, XIAMEN, FUJIAN, CHINA

THIS REPORT CANCELS AND SUPERSEDES THE TEST REPORT NO. SL52035260218001TX

DATE: Jul 01, 2020

ISSUED BY SGS (SHANGHAI)

UPDATED SAMPLE INFORMATION

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description

SGS Internal Ref No.
Style No.

Sample Color
Manufacturer

Lot No./Batch No.
Country of Destination
Country of Origin

Item No.

Test Performed

Sample Receiving Date
Testing Period
Test Result(s)

(A)3 ply face mask medical - for kids (Claimed Type IIR)

TJHL2006003587MD

MP9017 14.5*9.5CM

(A)blue

XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,LTD
Not provided

EUR

China

MP9017 14.5*9.5CM

Selected test(s) as requested by applicant

Jun 11, 2020
Jun 11, 2020 - Jul 01, 2020

Unless otherwise stated the results shown in this test report refer only to the
sample(s) tested, for further details, please refer to the following page(s).
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Comment:

EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test (A)
Methods

Clause 5.2 Performance Requirement

Clause 5.2.2 Bacterial filtration efficiency (BFE) M
Clause 5.2.3 Breathability M
Clause 5.2.4 Splash Resistance M
Clause 5.2.5 Microbial Cleanliness M
Clause 5.2.6 Biocompatibility EXCLUDED

Remark: M=Meet EN 14683:2019+AC:2019 Performance Requirement (Type IIR)
F=Below EN 14683:2019+AC:2019 Performance Requirement (Type IIR)

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

Sara Guo (Account Executive) Dongjing Liu / Hailian Xuan (Authorized Signatory)
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Test Result

EN 14683:2019+AC:2019 Medical Face Masks-Reqguirements and Test Methods

Clause 5.2 Performance Requirement

Clause 5.2.2 Bacterial filtration efficiency (BFE)
(EN 14683:2019+AC:2019 Annex B)

Sample: A
Conditioning Parameters : Minimum of 4 hours at 21+5°C and 85+5% R.H.
Dimensions of test specimen : ~145 mm x 150 mm
Test Area : ~60 cm’
Test Side : Inside
Flow Rate : 28.31/min
Positive Control Average . 22425 CFU
Negative Monitor Count . <1CFU
1# 2# 3# 4#
(BFE), % 99.9 99.8 99.9 99.9

Remark: Performance Requirement; Type 1295%, Type 11298%, Type IIR 298%

Clause 5.2.3 Breathability
(EN 14683 :2019+AC:2019 Annex C)

Sample: A
Test number and location : 5 random areas for each specimen (face mask)
Conditioning Parameters : Minimum of 4 hours at 21+5°C and 85+5% R.H.
Test Area . 49cm?
Flow Rate : 8 l/min

1# 2# 3# 4#
Differential pressure
AP (P ajcmf)’ 30 30 30 29

Remark: Performance Requirement: Type 1<40 Pa/cm?, Type 11<40 Pa/cm?, Type IIR<60 Pa/cm?®

5#
99.9

S5#
29

Page 3 of 5
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Clause 5.2.4 Splash Resistance
(ISO 22609 :2004, Pressure 16.0 kPa)

Penetration on inside surface
1# 2# 3# A# 5# 6# T# 8#
Pass Pass Pass Pass Pass Pass Pass Pass
o# 10# 11# 12# 13# 144 15# 16#
Pass Pass Pass Pass Pass Pass Fail Pass
17# 18# 19# 20# 21# 22# 23# 24#
Pass Pass Pass Pass Pass Fail Pass Pass
25# 26# 27# 28# 29# 30# 31# 32#
Pass Pass Pass Pass Pass Pass Pass Pass
Number of Pass: 30
Overall result: Acceptable
Remark:

1) Performance Requirement Type I: N/A, Type II: N/A, Type lIR: >16.0kPa

2) Distance of the medical face mask target area surface to the tip of cannula is 300+10mm.

3) Condition and Test temperature (21+5)° C, relative humidity (85+10)%

4) An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32 tested
specimens show pass results

Clause 5.2.5 Microbial Cleanliness
(EN 14683:2019+AC:2019 Annex D and EN ISO 11737-1:2018)

. Total Bioburden, Total Bioburden,
Mask Weight(g) (CFU/mask) (CFUIg)
Sample Number
1# 2.74 3 1.09
2# 2.76 3 1.09
3# 2.79 <3 <1.08
4# 2.79 3 1.08
5# 2.70 6 2.22

Remark: Performance Requirement: Type 130 CFU/g, Type 1130 CFU/g, Type IIR<30 CFU/g
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Sample Photo

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

*»**End of Report***
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