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Mascherine chirurgiche facciali
ad uso medico-TipolIR

Monouso / hon-sterile

CARATTERISTICHE

Mascherine chirurgiche facciali ad uso medico di Tipo Il R, non riutilizzabili, dispoibili in confezione carto-
ne 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'ambiente 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 oIl

Una volta usate, le mascherine monouso debbono essere immediatamente smaltite in un sacchettino di
plastica ben chiuso all'interno del bidone della raccolta differenziate.

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?

Formato: Box (50 pezzi), Busta (10 pezzi);

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 fiamme 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.

C € EN14683:2019+AC2019Tipo IR
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ISTRUZIONI PERL'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.

- J

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 I'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.

Formato: Busta (10 pezzi) Formato: Box (50 pezzi)

C € EN14683:2019+AC2019Tipo IR
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XIAMEN PROBTAIN NONWOVEN INC. (hereinafier referred ta 25 Probtain) was established in
2005 and aver since then, Probtain has been cancentrating itself on the research and technological
applications of PP spunband non-woven fabirics for mare than ten years as one of the earlisst
players in the industry domestically.

There are four wholly-owned
subsidiaries of Probtain:
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10 PCS/PACK, 5 PACKS/BOX,
40BOXES/CTN,52x38x34CM
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2/9/2020 Elenco dei dispositivi medici

Area tematica Dispositivi medici | Archivio banche dati

= Stampa | B Scarica il dataset

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: 1968967
Codice attribuito dal fabbricante:

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:30/08/2020

DISPOSITIVO MEDICO/ASSEMBLATO FABBRICANTE/ASSEMBLATORE
IDENTIFICATIVO DATA FINE
NOME PARTITA
TIPOLOGIA DI ISCRITTO AL CODICE ATTRIBUITO DAL CLASSE DATA PRIMA IMMISSIONE RUOLO CODICE
COMMERCIALE CND DENOMINAZIONE IVA/VAT NAZIONE
DISPOSITIVO REGISTRAZIONE REPERTORIO FABBRICANTE/ASSEMBLATORE CE PUBBLICAZIONE IN AZIENDA ALE
E MODELLO NUMBER
BD/RDM COMMERCIO
I- XIAMEN
Classe |
MASCHERINE PROBTAIN
1- non
CHIRURGICHE l FABBRICANTE MEDICAL CN
MASCHERINE  sterile
Dispositivo 1968967 N IR FACCIALI AD 01/07/2020 TECHNOLOGY
CHIRURGICHE e senza CO., LTD.
USO MEDICO - o .
STANDARD  funzioni
TIPO IR
di SUNGO EUROPE
MANDATARIO 857821659801 NL
misura B.V.

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

www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_RICERCA 11


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
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DICHIARAZIONE DI CONFORMITA

Declaration of Conformity

Dispositivo medico denominato:
Medical device called:

Mascherina chirurgica facciale ad uso medico — Tipo IIR
Single-use Medical mask — Type IIR

La scrivente societa MY BENEFIT S.R.L., con sede in Via G. Leopardi, 46/A — 41123

Modena (MO) — Italia, importatore e distributore del Dispositivo Medico denominato:
The writing company MY BENEFIT S.R.L., located in Via G. Leopardi, 46/A — 41123 Modena (MO) — Italy,
importer and supplier of Medical Device called:

Mascherina chirurgica facciale ad uso medico — Tipo IIR
Single-use Medical mask — Type IIR

In conformita all’allegato VIl della direttiva 93/42/CEE sui Dispositivi Medici, recepita
in Italia con D.Lgs 46/97 e della direttiva 2007/47/CEE recepita in Italia con D.Lgs
37/10, dichiara, sotto la propria responsabilita, che il dispositivo medico di cui
all’oggetto soddisfa tutte le disposizioni applicabili prescritte, ed € conforme ai
“Requisiti Essenziali” di cui all’allegato | delle richiamate Normative,;

In accordance to annex VII of 93/42/EEC Directive regarding Medical Devices, put into effect in Italy by DLgs
46/97, and of 2007/47/CEE Directive put into effect by D.Lgs 37/10, declare under its own responsibility that

the Medical Device above mentioned satisfies all the required applicable provisions, and it is compliant to
“Essential Requirements” mentioned in Annex | of the above mentioned Directives;

A tale scopo la scrivente garantisce e dichiara sotto la propria responsabilita che:
For this purpose, the writing guarantees and declares under its own responsibility that:

- il Dispositivo € da considerarsi appartenente alla Classe I;
- this medical device is to be considered belonging to “Classe I”

- il Dispositivo NON E' UNO STRUMENTO DI MISURA;
- this medical device IS NOT A MEASURING INSTRUMENT

- il Dispositivo NON E’ DESTINATO AD INDAGINI CLINICHE;
- this medical device IS NOT INTENDED TO BE USED TO PERFORM CHEMICAL TESTS

- il Dispositivo NON CONTIENE ALCUNA SOSTANZA che pu0 essere considerata

come specialita medicinale;
- this medical device DO NOT CONTAIN ANY SUBSTANCE that can be considered as Medicine;

- il Dispositivo viene commercializzato in confezione NON STERILE;
- this medical device is provided in NON STERILE packaging

MY BENEFIT s.r.l. - Via Giacomo Leopardi46/A —41123 Modena (MO)
PI./C.F.03281200364 —Tel. +39059 828941 -Fax 0522 1840570

www.mybenefit.it
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Il Fabbricante MY BENEFIT S.R.L. conserva a disposizione delle Autorita Sanitarie
Competenti il Fascicolo Tecnico contenente tutta la documentazione di cui
all’Allegato VIl della direttiva 93/42/CEE e 2007/47/CEE per un periodo di cinque anni

dall’'ultima data di fabbricazione del Dispositivo in oggetto.

The producer MY BENEFIT S.R.L keeps available of Relevant Health Authorities the “Technical File”
containing all the documentation required in the Annex VII of 93/42/EEC and 2007/47/EEC Directives, for a
period of 5 years from latest production date of mentioned Medical Device.

Si dichiara pertanto che il dispositivo in oggetto e conforme a quanto prescritto dalla
Direttiva 93/42/CEE e che viene immesso in commercio con la marcatura CE, secondo

guanto disposto dall’Articolo 17 delle Direttive 93/42/CEE e 2007/47/CEE.
Therefore we declare that the mentioned Medical Device is compliant to what prescribed by 93/42/EEC
Directive and it is being marketed whit “CE Mark”, according to article 17 of 93/42/EEC and 2007/47/EEC

Directives.

La presente dichiarazione di conformita ha validita di 5 anni dalla data di emissione.
This conformity declaration has validity for 5 years from the issue date.

Data e firma:
Modena, il 10/09/2020

MY BENEFIT s.r.l. - Via Giacomo Leopardi46/A —41123 Modena (MO)
PI./C.F.03281200364 —Tel. +39059 828941 -Fax 0522 1840570

www.mybenefit.it
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MEDICAL DEVICES-QUALITY MANAGEMENT
SYSTEMS CERTIFICATE

Certificate No.: CQC19QY20047R0S/46500

We hereby certify that
Xiamen Probtain Nonwoven INC./ Xiamen Probtain Medical

Technology Co, LTD.

Unified Social Credit Code: 91350200776019243B

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 20,2019 Valid until: November 19, 2022 :

After a surveillance cycle, the certificate is valid only when used together with an Acceptance Notice of Surveillance Audit issued by cae.”
Please access www.cqc.com.cn for checking validity of the certificate. Y

il Stgne&b_y g TR

CHINA QUALITY CERTIFICATION CENTRE

Section 9, No.188, Nansihuan(the South Fourth Ring Road) Xilu(West Road), Beijing 100070,China
http:/fwww.cqge.com.cn

D 0005167

20184/




EC Declaration of Conformity

Xiamen Probtain Medical Technology Co.,Ltd.

MBha TRy 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

Maodel: MP2017

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 § September
2007.
Applied standards:
EN 14683:2019+AC:2019, EN ISO 15223-1:2016, EN 1041:2008, EN 1SO 14971:2012, EN
B2366-1:2015+AC:2015, ISO 10993-1:2018, ISO 10993-5:2008, ISO 10993-10:2010, ASTM
D4169-2016, EN ISO 11607-1:2019, EN ISO 11607-2:2019, EN ISO 11737-1:2018, EN ISO
11737-2:2019, 1ISO 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;

Signature:
Name: i'liﬂ;

Position: General

EU Declaration of Conformity
MR-CE-01-07(A/1) Page 111



Certificate CN20/608242

The managerment systam of

XIAMEN PROBTAIN MEDICAL

TECHNOLOGY CO., LTD.

No.1 Building, No,6 Jian Road, Tong'an District.
Xiamen, Fujian, 381100 P.R. China

has been assessad énd cetifed as meating the requirements of

1S0 13485:2016

EN ISO 13485:2016

Desgin and Manufacture of Sterile and Non-sterile 'Slna;::l::u::::
masks, Sterile and Non-sterile Single use Medical face masks,
Non-sterile medical protective masks

This ceriificate is valid from 25 August 2020 until 24 August 2023
S and remahs valld subject to satisfactory surveillance audits,

Re certification audit due before 18 July 2023
. Issue 1. Certified since 25 Augus! 2020

Authonisad by

=

SGS Unitar Kingdam L1d
Rossmore Busingss Fatk- Ellasitiere Port - Cheshira | CHES 3EN. UK
t4d (01151 3506666 f +44 (0]151 360-6600 wowe. 535,00

HC 5GS5 12485 2016 0118

Pags 101

G

v

UKAS

MANAGEMENT
SYSTEMS
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EC Certificate Production Quality Assurance System: Certificate CN20/608241

The management systam 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 baen assessed and cerlified as meeting the reguinements of

Directive 93/42/EEC

~onmedical devices, Annex V
Restricted to the aspecu of manutacture concerned with securing and
maintaining sterile conditions

{ For he followng products
Sterile Single Use Surgical masks (type |, Type Il, Type IIR)

Where the above scope Includes class [Ib or class 1l madlmldwicaisk.a valld E'.'-‘ Type Examination
Certificate according to Annex il is a mandatory requirement for each device in ulﬂﬂm fo this certificata
1o pru:llh;t device on the market,

. This cerfificate is valid from 26 August 2020 untii 24 May 2024
and remains valid subject to satisfactory surveillance audis.

. Issue 1, Certified since 25 August 2020

aﬂd ﬁrst certffied by SGS Belgium NV since 25 August 2020

: _; oo (Certficaion s based.on reporis numbered CNITSN/ 3518

Authorised by

S

SGS Belgium NV, Notified Body 1639

SG3 Hotge Noordarlaan 87,2030 Antwarp Belgium
E+32 (0)3 5454843 § 32 [0 SAS-4B-4G Wiew, s s.com

LEMES008 - Cwtificals CEVRY Arned EN e 01

Page1of 1
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XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,LTD MR-MDR--02 ver.A/0

(€

EC Declaration of Conformity

Manufacturer
Manufacturer:XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,LTD
Address: 4th Floor,No.1 Building,No.6 Ji'an Road,Tong'an District,Xiamen,Fujian,China

EC Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076 DE Amsterdam, Netherlands

Product
Name: Disposable Surgical Mask, Model number MP9017
UMDNS-Code: 12447

Type: 17.5cm X 9.5cm,14.5cm X 9.5cm,12cm X 8.5cm

Classification: The medical device has been assigned to class | rule1 according to Annex
VIII of the Medical Device Regulation(EU 2017/745).

Conformity Assessment Route:Annex I+

We confirm our product meet the requirement of Medical Device Regulation and the
following harmonized standards.

EN 1SO13485:2016

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008+A1:2013

EN I1SO 10993-1:2009/AC:2010
EN I1ISO 10993-5:2009

EN ISO 10993-10:2013

IEC 62366-1:2015

EN 14683:2019+AC:2019

April 21st, 2020

Date Legally binding sighature, Function




CIBG REGISTRATION

CIBG

Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Hazg

SUNGO Europe B.V.

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

Datum: 29 mei 2020
Betreft: aanmelding medisch hulpmiddel klasse I

Geachte heer Luo,

Graag bevestig ik hierbij de ontvangst op 18 mei 2020 van de mededeling ex
artikel 5 van het Besluit medische hulpmiddelen (BMH) dat bedrijf XIAMEN
PROBTAIN MEDICAL TECHNOLOGY CO.,LTD met Europees gemachtigde SUNGO
Europe B.V. onderstaand medisch hulpmiddel, ingedeeld in risicoklasse I, aflevert.
Het product is onder volgend kenmerk geregistreerd. Ik verzoek u om in alle
verdere correspondentie betreffende dit product het bijbehorende kenmerk te
vermelden.

Disposable Isolation Gown
(geen merknaam) (NL-CA002-2020-51458)

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

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

Ministerie van Volksgezondheid,

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50
2515 P Den Haag

T 070 340 6161
bttec/fhylpmiddelen.fammatecnl

Inlichtingen bij:
T.1. wan Langeveld - Baas

medische_hulpm id delenid
minvws.nl

Ons kenmerk:
CIBG-20202272

Bijlagen

Uw aanvraag
18 mel 2020

Comespondentie wisiuwtend
richten aan het retouradres meat
vammelding van de datum en hat
kanmerk van deze brief.
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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 het bovengenoemde product slechts een
administratieve handeling betreft. Deze ontvangstbevestiging behelst dan ook
geen besluit betreffende de kwalificatie wan het desbetreffende product 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.]. van de Velde

gedefinieerd.
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Ref. No.:  moRJedo A 1924 -

MDR EU REP Agreement

Party AF75: XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.LTD

Additht:  4th Floor,No.1 Building,No.6 Ji‘an Road,Tong'an
District,Xiamen,Fujian China
Contactik B A: HE# Jianli Kang

Telif: +B6 18205948176
Faxfé H: +86
Emailif#:  kangjianli@probtain.com

Add#iit: Olympisch S
ContactBt £ A : SUNGO

E-mailli{#§: ec.rep@sungogroup.

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:

W75 AT 2,77 HCEBT = W B AL, 2 S w (L o, h A O O 1 M CE By e e
PR BN %E il

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 (PDFAVORDIJPGITXT version), the written copy would be
submitted if required by the competent authority. Detail of the requirements of the submitted
files in appendix B.
P BRAE AGE S R ) £ e b b - R CE R Sy BeRr R SCRS O HIECET
U= 5 LB k) .t SO 7 DIESS SOB I B2 S5 103092 14, i R ] 7
HCE R il Z i, (PRI ILER 15 ERCER A SRS, R ix HEikZ, HhiRkE
EI SIS R AT AL W TS S P, ST VIPDFIWORD/JPG/TXT R 4
EEAT R AE . ST JAT T0MCE s St Mt A M 207, B SRS B s, 1
LA B B

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.
BB PH A RS PE A (A A B 7, 0 A i B 2 T

1.3 If any accidentinear accident of products, including any serious adverse event during clinical
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investigation in premarket stage, happens within boundary of E.U., Party A shall help Party B
lo invesligate 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), lisled as follows:
UrTSR 7 i £ B RS89 K2 e ol i R LR 7 O G A T B 2 T R B ),
TG WL R LT R IR, JE I 20— P IBE T S % 4457 ( MEDDEV 2.12-1
reve, Jan, 2013) Section 5.1.7 b # (1 WIER P4 B MR 2 UG IR 55
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,
LR A 2 AR A R ORI A Y ) | RS W Ak A~ IR - W Ay
RGN G2 I 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.
FETZER AR A ) SREEARIL™ AL MR O ROVFIER R IE 2 B i) R I BLRL By g
A BRI SRR MO T, I AR T AR TSR H 100 L
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.
Jofth: LR (A RVROEME I SRR L SRR FVIT L O DA BT A R
ity (B AS IR M AL e 2 [ de30 1 o

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 Parly B as soon as
possible, and Part B should make decision whether to report to competent authority or not.
O CRCBH LI AR 23 %) JEMDR 2017/746 (MDR/™ 8D Il (08 £ &6/ Mla
RIS ] P ) £ T4t U e LR AR . Il CERRAE M= 8, Uik HESE SR A R
Yo AUHRERREIZ A, HHZ KR R E R R s,

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 complele 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.

R RGA MR O G R WA, AR e AR 2 0
e RPURRL. WEMEEERE. e RIS AR, Tl T al LA R SIS B
Z:n.lh-n-

1.4 Party A should keep the complete sales list of all of the products exporting to any areaof 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 valid ity of
the data.

WO U TR SR ML R BT A7 G (T R . (1S OEMIRI BT L) o 787 G il 5 B b -2 1Y)
W, AL, BT U RS e, a2 HEn i PRSI mE. .
PV g L R 0 S 0y Wl 70 0 o

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.
B R T (A ol AR O UR . AR SRS L, B T SR 2 L
Obo AT ALEOERAE . BT, KR, I 4 MR,

1.8 Party A should appoint one or two persons as the primacy linkman who connect with Party B
and deal with the normal daily grind accerding to this agreement. Infarmation of both Parties'
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linkman should be written in appendix C.
WHTRE—E A, (FRW, LIS P Ao CERBUTAL Y £ 0 JEE Eyil, A ARl
%ﬁHEﬂWWMHﬁEﬂ:ﬂﬂﬁ%hﬂﬂ%ﬁﬁﬂiﬁh%ﬁwmﬁtﬁa.

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 RLA A GRB A e i TR, R, # i 2 el R R B D R
el e R PR e R R S5 AT A I S S AR N, P
AT B, WA AR N RICEM SiE FERIRE L™ il it N7 3 g 4L

1.8.Part A shall notify of the intention to Part B to carry out a clinical investigation for MOR, or the
intention to carry out a performance evaluation for VDR performed in EU.
Ty ISEIE 1 2 A S TR 9T R T A i b, B VS LA % BN R0 T R i R
Mt

2. PartyB Z.h

2.1 About the register for Party A's products with CE mark to relevant competent autharity 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 adjusted accordingly. The details of the application
shall be in the attachments of this agreement, (The charges of praducts register in EU shall be
paid accordingly by Party A and a contract may be signed separately if necessary )
HJF R CEUE B ™ dh BRI R S R W P i D) L7 BE AL CE 7 i [ 8 i
wAE, W R e, ST A0 I SO it s, £ LTHMBATIE,
H 25 S AR 7 0 H e, S LI EV N 22 2 7 BT AE Tl 4 2% 48 24 g vtk o i
RECPE. R W B SO M B A B R i 2. ok “ il el R e, S fC R
RS2 H 0 AT a0, B B B LR R TN € < T R
W IFTMR S B 8L 53 A IR AT & )

If it needs any expenditure by the compelent 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 Parly B will be given a warning, penalty and even the
qualification of the European Representative will be revoked.

AT B A fl LR HUM B 15 0 S St o B H e i, s AT M Z AN
LAt At ¥R A BN, VU0 B R X5 T 46 e e S M B il 0 T A0 1 55
W ARYERRER TR, 2P 2 0%, Wk, M E AR AT -

2.2 Party 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 |ast 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
campetent authority within ten working days.

ST Rl R - KRR MCER &/ S AR PRSP, 6 R, (R RIE L MR
[Ee S0P A A SRR — 3= R |45, = ELIGCSH 10 24 00 % 2 SR fH CERR M P i i
A CRERROBEAL N A . 2 itdE104 CAE L1 Py i S BB 0 2 @

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

complain records are deemed confidential infermation; Party B have the obligation to send

them to competent authority if necessary. Part B should maintain and keep them secret.
LTATT W HZER S s e, & T o o SO e 0 L 4R RE a8 OO Bl o

I B |
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U SRR O ST (AL i e (r

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.

LA AR LI M USCE b iy B0 = SA 8 . B, GBS, BRI il ep 2.
J ARRIHL A Ja (K 2 A

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) Post market surveillance process and data, vigilance reports and complaints, processes
and data,

3) Technical documentation relevant to market survelllance investigation being undertaken by
the Member State,

B) Relevant clinical data / nofification,

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

8) Incident reports and corrective actions taken.

COTRIRR T B LCE bl ™ B AT KRR R A% M I, S it Eh = a1 11
PR, A A A MU,

NFF &S

ybr. tde, WMl R LT R A

B)yA ALY CRE N

&) LG IR A R R, R

5)45 WR e B I ol M A e i R

B YA K2 s A e i

TV )y CER T S MM STk 274 4¢

8) 4 it ity e SRR 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.

T SRR 5 AT AT IR Ll By RS B, B

2.6.18afeguard Clause (4" % &

‘Where a Member State ascertains that 8 medical devices, when correctly installed,
maintained and used for their intended purpose may compromise the health andfor safety of
patients, users or, where applicable, other persons, or the safety of property, it shall take all
approprigte 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 Commissien 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.

Y PR BT G Ak e S R I L R TR R, W ek
B, M. GERIED HARA GO P 0 (e Rl v Ay, N T TOIT A 36 M et i 1
Hrlasr AL A, Skl sl iR w2 b L
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mmﬁmhﬂ%@ﬁﬁ&wmamﬁﬁwmmmmmm.%mﬂmwtmmmmm&ﬁﬁaﬁ.
Lﬁﬁﬁ%ﬁﬁﬁ%%@Wﬁﬂﬁ-ﬁﬁ$ﬁ¢ﬁ%mmmmﬁﬁm,
KR A U S B A T, R RIE SR RS e R B IR, ot 0 LR s e
&,
m%ﬁﬁiﬁﬁﬁﬁﬂaﬁ.Zﬁth%m&%wwwwmﬁ.%Wﬁﬁﬂmﬁmﬁwwx
Wz,

2.6.2% 1% 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
infermation to the manufacturer and advise Party A as to the implications of this decision.
SRR YRR T A0 T R SR A PR POE L5 v ) s 2 A
T HE 7 10 A M e ke

* 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.
L7 A TR (04T Yo CE v i 4 R W phy o 47 f S (0 4528 - ) ) s P A

26.3If any accident/ near accident of products (CE marked products, premarket clinical
investigation products and performance evaluation products) happens within boundary of E.\J.,
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 aiso make initial report, investigation result and final report to
competent autharity of country in which the accident happens.
WA ATCE bk 8™, b 7 0 e Lk f e 2, CLB BT VR RE VY 65 A% G PRI e N 5k sy
s EAER, 2 W RN kR AT 8 A = WL UR Bk B T 8D L2 L 1A A 3 B A5,
WETT I F A B, WA IR Y. 20 i e R A G IR i
ErEE BRI AR S AT R AL O

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 IVOR 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 registerad 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.

LAy BECEMTR P 0 T (e ek G 7 9 b I e 20 -, A G2 17 1l 26 ol A
FEVEA T RMRLE 015 0 40 e S0 7 139 10 2 A LI CA. USRS A e 4 P i A
BRI A JEIH 5 o S0 8 0 A A 7 7 0 B 3 2 0

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

CAMIRRE —~F A (ONH, 20 A, LB SR I AR AR L
AR MR AETR MY I A RO Mo NRIKES 1 3 (e A A i M B (=)

3. Jurisdiction & Duration &4 5% % iH
3.1 This agreement is subject to the laws and jurisdiction of The Kingdom of Netherlands,
A I 7 2 I el 2

3.2 This agreement is valid for the duration tiil 2025/3/5 and it becomes immediately effective from
the signature date of Company A.
AT e Ui RS P B TRVAL S - ¢ T #2025:3 5511

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

£/
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CE B AT WEITI A, 00 D0 S L3 0 1 [ 183
1) Theday upon Part A's CE Certificate be withdrawn temporarily, be closed or be recalled by
the noftified body.
'WIATFICEE I sl R iU 0 1 B 3 Bk 2
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 lerminated, Party A could transact the routine affairs as the
authorized European Representative while Paty A could appoint new European
Representative and change the CE certification, Party B should report the invalid agreement to
ihe netify body for record.
PR ARARIE 5.2 551980714, o “ W™ T ah AL HICE R iR 2 30, {hsRsdy
POV O & SURAYCER A U, AH-La k. 1F FHREZ HIRMBO KA. N T el
A B 7 B L P S I 45 4 40 08 T8 LAl A 17 e ik B 2 H

- e LRI S R U R R A N L

3) Party A doesn't payoff the service fee according to this agreement and refuse to explain on
the deadline.
WA 8T 1 W I B 5 B0 B9 4 0 U e i WL TR,

Company B: ___3)9. 5 1Y

Date

6/11
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Appendix A

For the following product categories:
i CEAIE (1977 b 4 -

1 | Disposable Medical Face Mask

SUNGO Europe B.V.
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Appendix B
SRR Ll (AR 30
Contents I a8
Part A
| R et Address of MEUWGUSTEU | o ermaritenenn
2 :yg:iahrr;g of all manufacturing sites covered by the quality B S 0 B 4 S e
3 | Product description i 7% i i ids
14 2;22:::: ri:samel classification of the device and T S I
3.2 | List of accessories (if applicable) PR GERIND
3.3 | Specification, model and article numbers Hitkl . B8 3 1f 4
3.4 | Chosen conformity assessment path S 3 N+
3.5 | Intended use I A ik
3.8 | Integral parts of the sales unit EENHEE T GERIM)
A brief product history (including  existing (R BEL e T o O I R
3-7 | regulatory approvals) it
4 | List of harmonized standards I H] kst o
5 | GSPR checklist O i A HIE e b e
& | Overall manufacturing and inspection plan of the product r fin B A Tl B )
7 | Risk analysis T4 G o7
8 | Clinical report Il 141 1%
9 | Labelling, inl. Product labels and package labels b, (Ui bR, falbhRy
10 | Instruction for use, patient information, advaitlsing material | ] #0, BEEL. TEMHE
11 | Declaration of conformity 1 £ 1 1
Part B . :
2 |y e sty system apecfc b 7 e A AR
13 | Detailed descriptions of the product | PEAIY T iR
13.1] Design drawings and product specifications i P A b R R
13 2| Packaging and specification LS WP M s
13.3| Description of the manufacturing processes i P O P e
13 4| Raw materials and suppliers R
14 | Test, verification and evaluation report LA A A1 S R IE | e
14.1| Sterile method and validation K R G (R, KT ) G
14.2| Packaging verification (if applicable) fU3RasE GERIN )
Chemical, physical and biology test, verification o, P e . BT ek
14.3| and evaluation report filidl i
15 | Clinical datas It A i 4l
16.1] Preclinical Evaluation, Expert Opinions R A i, AT
15.2| Clinical plan i M 4
15.3| Clinical datas i AR
15.4] Clinical Summary, Expert Opinions [l SOt
15.5| Clinical report I AR 3
15.6| Relevant Literature A 2 ik
18 | Post market surveillance system Bl B4

ATt 7 31 AT T BN 1] IR 1A Al L2 P 0T o e 795 G (L I s

Technical documents (the |atest version) including Part A&B shall be submitted to the
EU representative in written or electronic form if required,
B 7 AN -BL LB H . Documents in SUNGO are not limited to the

above-mentioned content,
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Appendix C

S R A RSN DS A
Party Affi ;. XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.LTD
Addillhl:  4th Floor,No.1 Bullding,No.6 Ji‘an Road, Tong'an District, Xiamen,Fujian China
Contactlit & A: Hegk ¥ Jianli Kang
Teltif:
Mob T-Hl: 18205948178
E-mailli#i:  kangjianli@probtain.com

Party BZ 70 SUNGO Europe B.V

VAT: NL857821659B01

Addifl it Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
Contactif i \: SUNGO Secretary

Telttiif; +31(0)2021 11108

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

R B B

Wy SBAHOEM —Fr, — b Fib S BT e L R VR TR PTTT T C S W B 1]
RO A el Y B n i S it e -7 B T -2 0, it — 7R
H I 5| A2 B 0T LE,

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.
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Appendix D

(CE™ Ik M i R0 R 1. BT RIZEH L) Registration conditions, procedure and
submissions

- IR %11 Prerequisites of Application
125 AR CEE Flm™ b ol S A e i, 48 iy oL S e 5 B
ATtk A R CE ™ 5 b T S % oy s B it F AT b s 75 5 S A e I
The manufacturer who has obtained CE certificate (self declaration or issued by Noiified Body)
for their products may decide whether to go through the registration procedure according to the
actual exporting situation in the European Union.
2.(FR R TCER S BAT DI i R, L A B el i 2 X HH I RK R 17 4
i, WS R LA CE Ly ™ i P il A M2, T e AR 2 B i, WA
A R R “ Bk OOl & S IWCHLATIS " (% SCIG: (T4
PFICBLB X OYCE/™ i, (0™ ST T2 B, A%, B Be) | H ] i 1 .
PN, BESy DLl 8 Sl DR 0%, Tk 0 B i ALAEEE S i A
(o8 s Sl | PR ATl O B o 2 (i
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
experted 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 ANALAER A Sl I G [ KA S LA B R o 5 ] e S (g a2
# 5 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.

T Wi RE: Application procedure:

A0SR ™ i RS S CE R o 188 (o g 8 T, 2 R T % I P 22 A 1 i T e B
EFATHOC L RIS i Jeb, 250020 W WA 0] i a8 16 AU N A 2% 14
T LA T IL ML If the manufacturer decides to register the GE 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.

200 T RO M A 5 R AT 2 D P BB A ETFIY SUSTLE - i A
MG BR AT, AR LG, R A L Ol 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.

BE, 2% IR0 MG il B R 5 RO R I B, W e PR3 A A
frif) iR ¥R i & (5 B T {7 . At present, the Nethedand Health administration Bureau
conditionally open the relevant CE registration information which means the CE registration
information platform is not yet open to public.

=S IMEEE IR Y M CBE CHL 14 ) Registration required documents (electronic version
in English)
A A ol bR Rk B C 24535 L) Application form(the format provided by EU
REP)
2.CEif15: CE Certificate;
B4 KW IMCETER st (35 T PART AFIAF LIS, WSHACHOHE . TR T F020 h Al A 1
WCFE U R 220 PPDF/JPGITXT ) « each product categories CE technical file (exce pt Part A,
Clinical data and risk management must be submitted; documents only accept electranic copy
(PDF/JPGITXT version).
4.7 dh BT T &1L (latest DECLARATION OF CONFORMITY ) -
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S TTRCRUBIK R 0T, O Ao L do o HLft) Product sales list exported ta EU
market. (the format provided by EU REP)
6. i b AT 0 o P B R S B Legally owned enterprise trademark or brand
photos;
7. DTSRRI CER & 7 i B . Picture of exparted product in original package
and label with CE mark.
8. kIR A I 7 Ly sk LLE . Contact information and website,

P, ERICAYET 9 % Withdraw and invalidation of registration

1.CEUE 155 Heol [ MW REHL M T L 2201, 9l s CF certificate invalid or withdrew or canceled
by releasing authority.

2.5 ORI 200 B R P s P sk e Termination or expiration of EC REP
Agreement.

Bl BRI A S I IR i S The product has been registered but
there is no record of exporting to the EU region in a long-term.

4. 1L, Others
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Statement

LAE R GRS NE. GMEEfplt AR £,
This report is invalidwithout speeial seal of inspection, cross-pape seal ind the approver's signatures.

1L ABETEMKNEN PoNyT . AT SRR ENTE EE (PRARARENGREL B0, STRER
P SR AT . thit. i PONYT . HERT BMARBRERTY, RREIMRELY LEETIE,
The patter und characters of "PONY" and ™ # /2" used in this report are pratected by the trademark law of the People’s Republic of
Ching. iny unsuthorized usage, countgrfeit, forgery and alteration of trademarks of "PONY" and "i# 2" are the violations of the law.
The PONY hos the right to pursueailJegal Tiabilities of the subject of 1l delict.

O de il S A oA B, TS A Rk B AR A S TR R E L R A ) d A E
Pk S p . R A R A E A L i, ‘
If the applicant has any questions about the results, shall provide'a written retest application wath the enginal report, and prepay Jhie retest
fees to PONY withm fifiten days since the approval date{@s an exception, if shall be withif ¥ive days since the date received [or the
primary agriculture products repot).

4 B EHpENER EFEES, ATELARSREN. R I8R5 RN RN, ARA4EETEHE M Dol
Adter the applicant finishes the procedure migntioned above, PONY shall acrunge the retest as soon as possible. if the retest result
aecords-wath the applicant dissent, PONYSshall refuned the retest fees '

5. R RN A RRE AT o R s OrabiT AL B, Be s F R,
Tests that can not be repeated and tested shal) not be carried our again.,

Bvide e A A ek a L B A, TR IR AR
The applicant should undertake the responsibility for the provided samples’ representativenessGind decument authenticity. Otheryise,
PONY has not any relevant résponsibilities

T, A (kA g I B, RS SR st PR A, o TR AL O S RN R R A BRI e
— i E WAL A P 12 TR AT 22 i ik FRAYE,
ThisG¢pert is ouly responsible for the pravided Sample. The test resulis only represent the evaluation of the rested sumple, PONY will
nphbe responsible for any economitil vt legal Hability penerated from direct orindirect usage of the test reporiy

KO A A L S AU AR
PONY has the right to disposdihe dited sample by rules, affieCapproval of the test report.

PR SR T (Y R W R P L T el R FA LR RIS,
PONY assures objgctivily sadimpartiality of the testianid fu)iils the obligation of confidentialitysfor applicant's commergfa) infiarmation,
and technigue dociiment

10, FAR4E fappdbit cIT. WM. e, ESsSaibilrdh 8 (o D) S Ev MBS R B, Rty
A} L AR b oh i 42 N »
The repast is.invalid in case of illegal thunsfer, embizzlement, imposture, modifieakion or any altering, repriditing sxeept in full,
without npproval of PONY. PONY shifl mvestizaie and affix the applicant’s [L‘ﬂ!\i liahility sccordingly

R e R L L L e O P T T T P P P TR

A 7 A (Anaiccounterfeiting Description’;

(1) 346 BT £ — 10
The test report has exclusive report.code. , . \

(208 208 4 &) 5 D sk 5 97 ] SRTR R SR A AT " PONY " 5 (A 48\ X i A Seab R S 43 3 o, SRS 2 S AT PONY
P B .
Thatest report s printed by anti-copying paper whose surfitec'shiows YPONY " security print swith spegi lic antisounterfeiting
technigue. Security print will disappear afler copying. Dughibates arnot expected to give SPONY % sgourity print under any
CITCUMBIENCES, )

B T T e e T R T s S Rl e, XL L

. A [E R 95 Tk
400-819-5688 KAERG e T
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B L2 E - (010} 83055000 FLEEE: (027) RI00TIZT b At K ke . 1045158627755

Ed T (021) 64851999 SR EERE (0431)85(150008 & E R 4 g (0311RSITAG00 8 B (05T7)RE2TI060
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(Test Results)
No. GOLD239C189575L1 1o, L300 (pagelof3)
(Sample Description) Disposable Surgical Mask (Sample Specification) le 341,
?’&FEHQ fir XIAMEN PROBTAIN MEDICAL Ll ; TR
{Applicant) TECHNOLOGY CO.LTD (Trade Mark)
s = Al =1
FIPEC £ RS 2020.01.28
. 1 2020-08-04 {Manufacturing Date F-wk20200128
(Received Date) LY 202
= B 0 Ay
ke 2020-08-04~2020-08-13 Frinehe —
(Test Date) (Sample Grade)
B SR - A2 Ers el
(Sample Status) Et Natmal (Test Type) Commissioning Test |
u | HEEK
i - . o
KA R 7L See next page i sﬁ,ﬂgiﬁem] To meet the
(Test frems) bl i requirements
RS

LT i See next page
(Test Methods) ATFH pag

It 22 B A I SRy ik 18 2 K SRR A A 5%
(Main Instruments) Respirator particle filiration efficiency and airflow resistance tester etc.
LS, OFEE MPY017
Model: Planar MP9017
% 2 AP R L, BTSSRI B IR A w
EE Manufacturer/ Tested company: - XIAMEN PROBTAIN MEDICAL TECHNOLOGY
i CO.LTD
o 3. B0 R 5 5 L AT S R
The information of sample was provided by the applicant
4 %A A Rt B R A A

The testing methods mentioned in this report were designated by the applicant.
i éK
(Edited by)
A
(Checked by) ggﬂl
AR T
(Approved by) % ')}/L ‘{/‘5

=XEM 2020 £ 08 JT 13 é |

(Issued Date)

© Hotline 400-819-5688 U A A TR
www.ponytest.com 251k bR i S AR 66 B | o S 10 4%, 010-83055000 1% Fl: 010-82619629
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(Test Results)

No. GOLD239C189575L1 552 0, 3£3 VL (page2of3)
75 e i 2 (L R IUEAT S R UPTREA
(S/N) (Test Item) (Unit) (Test Result) (Test Method)
=>99.99
Y it pE R (BFE) 99.96 BS EN 14683:2019
1 Bacterial filtration % 99,82 iy B
efficiency(BFE) 99.96 Appendix B
99.91
A B C
1-1 23.2
{2 26.9
1-3 26.3 26.1
1-4 26.2
1-5 27.8
2, K> 231
IR | 287
2-3 27.0 26.9
| 24 29.6
2-5 26.2
3-1 27.6
e 35 1.0 BS EN |i533:2¢}19.
- Differential i:}essure' Pafern’ 3-3 27.1 27.0 RES C
- Appendix C
, 3-4 23.0
3-5 26.5
4-1 25.%:
42 23.0 |
43 26.7 26.0
4-4 25.7
4-5 29.1
5-1 26.9
5-2 22.4
5-3 29.0 25.8
5-4 243
5-5 26.2

@ Hotline 400-819-5688 L B
www.ponytest.com gl b IHE  HAAER 66 B S 5 1 101 U5 010-83055000 {55 010-8261962Y
PONT-BGIS6-01A-1-A-1-01-20194 ot hik o SRt ol BRI 66 Sl 1 SR
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(Test Resulis)
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(8/N)

fur ) F
(Test Ttem)

A

3 0L, _-}”E 3 UL (page 3 of3)

: i
(Unit)

il 55 %
(Test Result)

Fa N A7 ik
(Test Method)

o, | e

Microbial cleanliness

=

1

<]

BS EN 14683:2019

cfu/g =1

bftse D

<1

Appendix D

=]

P IE )
Splash resistance
pressure

324551 > 16.0
Splash resistance pressure of
32 samples were all greater
than 16.0

kPa

[SO 22609:2004

it Note:  A-UFFR ST X 48 Y Test Specimen number-Test area number: B2 4 Ml g 14 4800 He 5 2 Differential pressire for each test
areay C-FETEUE 01 PE FE 22 The averaged differential pressure for each test specimen.,
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i Photo:
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Test Report

TEST REPORT FOR KIDS MASK

PERAT]

: A :
m CNAS &

Efﬁ? TESTING
KA el cuasLosss
SL52035272538801TX Date:July 08,2020 Page 1 of 5

XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.LTD
4TH FLOOR, NO.1 BUILDING, NO.6 JI'AN 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

5G5S Internal Ref No.
Siyle No.

Sarmple Color
Manufacturer

Lot No./Batch No,
Country of Destination
Country ef Crigin

Item Mo,

Test Performed

Sample Receiving Date

Testing Period
Test Result(s}

Unlass iharwiss

oeeirrigal, l'ﬁllllthM il
subject 1o Terms and Conditions for Elsctronic. hetpcit ..
Arlsntion is grawn to e |imdation of Ilmlnf Iwmnﬂumn and [arsdie
adviasd (1Al Infomalion contained herson rellscls P Coem pany
Clinr's. mstruchons, if any. The Com ‘s sole responsi
transaction from .ur\dmg &l thalr and abli ndar ths transaciion d-pmm-n
wxoept in full, without prio) rmﬂhwll af tha I'orq

paarance of s dogument ks u and-offandars may e rlrwum Ao the hllntnehnl the lmw, U
rasiille shown in this ia ur-poﬂnhrunlﬂnmnumpm::ll snd such aampla(s) an retained for 39 days anly
AtEmtan Te chach (M8 SuMantciiy of (aeing /e pec
orwmpil- G rlc!c:vﬂ ghags. cam

PE LW - BTETUSSEIEIEE M 20003
f

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

TJHL2006003587MD

MP3017 14.5"9.5CM

{A)blue

XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO..LTD
Mot provided

EUR

China

MPS017 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).

rvisn agragd in wrmnn this decumart i mn b]' the Gomnln)' subject o jts Gnﬂerl! Canditions nf hr\'lw printad
i 0 mlfh i M TRrme-ar mﬂm Tor whegiranic famat docunmre,
ﬂﬂmlﬂﬂn‘hl n-ﬂmmrﬂ.

pi
L1 M ll m Hl'nl of il Im-mnﬂlnﬂ mh' and ﬂl'ihll'l 1I‘III lmﬂl o
B o its. Clisnt and this :lnuum-n‘l dn-ll niod axcnetale porbles o o
mant cannot be toproduced

my- Any unauthorzsd & ﬂ ar h|l|m|bﬂ ol the conlenl ar
rdisa pifisrates stabed the

Hom raparn & cartificeie, please comiae ue of isjephame (IE-TESEMT 1443

I (BB-21) GTE0REEE | §B5-21) S4O5E7EI WL SGEOUR o, cn
[{B6-21) VMGREE | (B5-21) GAGSATRS # sgs.chinadlsgs com

Disiiel Sarghai Chin. 200233

Membarof the SGS Group (SGS 84)
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Test Report SL52035272538801TX Date:July 08,2020 Page 2 of 5
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

o _/,E i) 2= < el o

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

Uniess oinarwise agread |n wiiting, tis documsn |s ssued oy rhe Company subject wo ite Gensrsl Conditions of Gervice printed

oyarbaal, avallalde of (equos! or accessible ol M!ﬁ_.n'_-'w [ I.:aMn'nrl.'Turmu-nlll.!-Cun ang naps gnd, Tof alecironio fermal Gocuments,
silioct o Tarms and Coadfions for Elcitonlo [T

OEEE

pisments at b LR By r{%ﬁlmﬂ'l lars -:Tﬁrrnl. e-a-Dagumenl. jesge
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Test Report SL52035272538801TX Date:July 08,2020

Test Result

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

Clause 5.2 Performance Reguirement

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 © 28.3 I/min
Positive Control Average . 2242.5 CFU
Negative Monitor Count . <1CFU
1# 2# 3# 44
(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 2 8l/min

1# 2# 3# 44
Differential 2pressure 30 30 30 29

AP (Pa/cm?)

Page 3 of 5

5#
29

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

advisad hal nlommation contained heoson efects the Company's

T appenrnnce of this dotument is unieedul and offendiecs miy B# rulm:uu-ﬂ o T Tuflesl axiEn)

i, et & Tedling Sanvies rhwparimiliy bt e e o ¥
3 GhDoech

p—— - — —— — St ' T e

mmmwwmww 200233 | {B5-21) 81402666 1 (B6-21)54058TED
i i ﬂiﬁilmﬂaﬂﬂﬂﬁﬂﬁﬂ lﬁ. 033 D{EG-2)0WDGE 1 (BG-21) BamsETEl
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Test Report SL52035272538801TX Date:July 08,2020 Page 4 of 5
Clause 5.2.4 Splash Resistance
(ISO 22609 :2004, Pressure 16.0 kPa)
Penetration on inside surface
1# 2# 3# 4# 5# 6# T# 8#
Pass Pass Pass Pass Pass Pass Pass Pass
o# 10# 11# 12# 13# 14# 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 Il: N/A, Type IIR: >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) (CFUlg)
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/qg, Type 1130 CFU/g, Type IIR<30 CFU/g

Uniess pifarwiss agread |n wilting, tie documan! | seued oy the Curnnanr pubject o k2 Gensrsl Conditions of Bervice printed
oyarbieal, ayallalde of feduiest or sodessible ol it e iige eamian Tnnme-atd-Condilidng aags gnd, of aliecironis fermal Gocuments
silijoc! e Torms and Condificns for Elictronio Dasiments st 'ﬂﬁi:ﬂ'n_‘:ggm mfn Tarts-and-Condiflans T ﬂl.-_ﬂ-]ﬁ;ﬂ.sl el g
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Test Report SL52035272538801TX Date:July 08,2020 Page 5 of 5

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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TEST REPO‘RT (Elecizonic versziom)
v - W
VERIFICATION WEBSITE: www.gttc.net.cn :
VERIFICATION CODE: HDLE-3766-24
No:200109316 ISSUE DATE: 2020-05-07

APPLICANT: XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO., LTD
ADDRESS: ATH FLOOR, BUILDING 1, NO.6 JI' AN ROAD TONGAN DISTRICT, XIAMEN, CHINA

INFURMATION CONFIRMED BY APPLICANT:
DISPOSABLE SURGICAL MASK
QUANTITY: FIFTY PIECES

DATE RECEIVED/DATE TEST STARTED: 2020-05-07

CONCLESTON:
BACTERIAL FILTRATION EFFICIENCY W
COLIFORM GROUP M
TOTAL AMOUNT OF BACTERIAL COLONY M
TOTAL AMOUNT OF FUNGUS COLONY M
PSELDOMONAS AERUGINOSA \
STAPHYLOCOCCUS AURELS ]
HEMOLYTIC STREFTOCOCCUS W
APPEARANCE[3 PIECES] M
STRUCTURE AND SIZE[3 PIECES] W
NOSE CLIP[3 PIECES] W
MASK STRING[3 PIECES] |
RESISTANCE AGAINST PENETRATION BY SYNTHETLIC BLOOD M
PARTICLE FILTRATION EFFICIENCY W
FLAME RETARDANT PERFORMANCE |
NOTE: “M™ —MEET THE STANDARD' S REQUIREMENT  “F™ -FAIL TO MEET THE STANDARD'S REQUIREMENT
*—" =K} COMWMENT
K EHARE -

THIS REPORT 15 THE ENGLISH TRANSLATION VERSION OF THE REPORT 2000551040,

ALL THE TESTED ITEMS ARE TESTED UNDER THE STAMDARD CONDITION (EXCEPT FOR INDICATION).

COPIES OF THE REPORT ARE VALID ONLY RE-STAMPED.

THE EXPERIMENT WAS CARRIED OUT AT No. 1, PHUJIANG ROAD, PANYL DISTRICT, GUANGZHOU, GUANGDONG, P.R. CHINA,

APPROVED BY ';;’P %’ '-L
ZiShan Guo SENIOR ENGINEER
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No:200109316

BACTERTAL FILTRATION EFFICIENCY (%)

(YY 0469-2011 ANNEX B, TEST BACTERIA: STAPHYLOCOCCUS AUREUS ATCC 6538, TEST AREA:
40em® , FLOW RATE: 28. 3L/min, MEAN PARTICLE SIZE: 3.0 pm, RESULT OF THE POSITIVE
CONTROL: 1.9 107 CFU, RESULT OF THE NEGATIVE CONTROL: <<1CFU)

REQUIREMENT
BFE; 9.5 =45
BFE, 99.2 (YY 04689-2011)
BFE; 599.0
COLIFORM GROUP
(GE 15979-2002 ANNEX B)
REQUIREMENT
NOT DETECTED MUST NOT BE DETECTED

(YY 0469-2011)

TOTAL AMOUNT OF BACTERIAL COLONY (CFU/g)

(GB 15979-2002 ANNEX B)
REQUIREMENT
<20 = 1M
(YY 0469-2011)

TOTAL AMOUNT OF FUNGUS COLONY (CFU/g)

(GB 15979-2002 ANNEX B)
REQUIREMENT
NOT DETECTED MUST NOT BE DETECTED
(YY 0468-2011)

PSEUDCMONAS AERUGINOSA

{GB 159792002 ANNEX B)
REQUIREMENT
NOT DETECTED MUST NOT BE DETECTED
(YY D469-2011)

STAPHYLOCOCCUS AUREUS

{GB 15979-2002 ANNEX B)
REQUIREMENT
NOT DETECTED MUST NOT BE DETECTED
(YY 0469-2011)

HEMOLYTIC STREPTOCOCCUS
(GB 15979-Z2002 ANNEX B)
REQUIREMENT
NUOT DETECTED MUST NOT BE DETECTED
(YY 0466-2011)

APPEARANCE[3 PIECES]
(YY 0469-2011 5.1)
REGUTREMENT
PASS THE APPEARANCE OF THE MASK SHOLBEPH

(YY 0469-2011)

BE: THEHEEEIRIS EE-020- 61904 508/ 804558
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TEST REPORT {Electronic version)
No:200109316
STRUCTURE AND SIZE[3 PIECES]
(YY 0469-2011 5.2)
REQUIREMENT
STRLCTURE: PASS AFTER WEARING THE MASK, IT SHOULD BE
SPECIFICATION (em) ¢ ABLE TO COVER THE WEARER' S NGSE, MOUTH
LENGTH WIDTH TO JAW, AND SHOULD CONFORM TO THE DESIGN
1% 17.4 g, 3 SIZE AND TOLERANCE.
24 174 9,2 (YY (469-2011)
8t 17.4 g, 1
NOSE CLIP[3 PIECES]
(YY 0469-2011 5.3)
REQUTREMENT
PASS THE PLASTIC NOSE CLIP SHOULD BE ATTACHED

TO THE MASK. THE NOSE CLIP LENGTH SHOULD
NOT BE LESS THAN 8. Ocm.
(YY 0469-2011)

MASK STRING[3 PIECES]

(YY 0469-2011 5.4)
REQUIREMENT

PASS MASKE STRING SHOULD BE EASY TO WEAR. THE

BREAKING STRENGTH AT THE CONNECTION
POINT BETWEEN EACH MASE BELT AND THE
WASK BODY SHOULD NOT BE LESS THAN LON,
(YY 0468-2011)

RESISTANCE AGAINST PENETRATION BY SYNTHETIC BLOOD

(YY 0469-2011 5.5, SURFACE TENSION OF SYNTHETIC BLOOD:(. 042%/m)
REQUIREMENT
NO PENETRATION NO PENETRATION APPEARED ON THE INSIDE OF
MASK.
(YY 0468-2011)

PARTICLE FILTRATION EFFICIENCY (%)

(YY 0469-2011 5.6.2, AIR FLOW: 30L/min, AEROSOL: NaCl, AEROSOL CONCENTRATION:
15mg/m® , TEMP: 24.0°C, RH: 37.1%)
REQUIREMENT
MINIMUM 99. 639 =30
(VY 0468-2011)

FLAME RETARDANT PERFORMANCE (=)
{YY 0469-2011 5.8)

REQUTREMENT
2 0.0 =5
28 0.0 (YY 0468-2011)
3# 0.0

End of Report
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FDA Registration Confirmation

This is to confirm that, as the US Agent, we have completed the registration activation
confirmation for the FDA Establishment Registration and Device Listing with the US Food &
Drug Administration for the Fiscal Year 2020 of

XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO., LTD
4" Floor, No.1 Building, No.6 Ji'an Road, Tong'an District Xiamen,
Fujian, 361100, CHINA

The facility registration and device listing information:

The Owner/Operator Number: 10062942

Device Listing No. Product Code Product Name(s)
D374915 FYF Caps
D374916 FRL Bed Shest
e e i
D374918 KHA Face Mask
D374918 FYE Surgical Gown
D374920 KME Bed Mattress
D374921 OEA Isolation Gown
D388717 LYU Disposable mask
D389718 QKR Disposable mask

SUNGO Technical Service Inc. will confirm that such registration remains effective upon request and
presentation of this attestation until the end of the calendar year stated above, unless said registration is
terminated after issuance of this attestation. SUNGO Technical Service Ine. makes no other representations or
warranties, nor does this atestation make any representations or warranties fo any person or entity other than
the named atrestation holder, for whose sole benefit it is issued. This antestation does not denote endorsement
or approval of the artestation-helder’s device or establishment by the U.S. Food and Drug Administration.
SUNGO Technical Service Inc. assumes no liability to any person or entity in connection with the foregoing,

Pursuant to 21 CFR 807.39, "Registration of a device establishment or assignment of a registration number
does not in any way denote approval of the establishment or its producis. Any representation that creates an
impression of official approval because of registration or possession of a registration number is misleading
and constitutes misbranding.” The U.S. Food and Drug Administration does not issue a attestation of
registration, nor does the U.S. Food and Drug Administration recognize a atfestation of registration,
SUNGO Technical Service Inc. is not affiliated with the U.S. Food and Drug Administration.

Reference Number: 2007US069518-1
Reissue date: Apr.27, 2020

p

e T L

Jr
Only usad lor the US Agent Sigrature




SUNGO Technical Service Inc.
6050 W EASTWOOD AVE APT 201
CHICAGO, ILLINOIS 80630, USA
sungo.group{@yahoo.com

Authorized Signature
Only used for the US Agent Signature
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Test Report {(Electronic version)

Verification Code: IDIL-0611-24
Verification Website: www.gttc.net.cn

No:20R005210 Issue Date: 2020-08-13

Applicant: XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO., LTD
Address:  4TH FLOOR, BUILDING 1, NO.6 J’AN ROAD TONGAN DISTRICT, XIAMEN, CHINA

Information confirmed by applicant:
Disposable surgical mask

Quantity: 80 pieces

Type MPO017

Standard Adopted:
ASTM F 2100-2018 <Standard Specification for Performiance of Materials Used in Medical Face Masks>

Date Recelved/Date Test Started: 2020-08-04

Conclusion:

Bacterial filtration efficiency (BFE) M
Differential pressure M
Resistance to penetration by synthetic blood M
Flammability M
Note: "M"-Meet the standard's requirement "F'-Fail to meet the standard's requirement "---"-No comment

Remark:

All the tested items are tested under the standard condition (except for indication).

Copies of the report are valid only re-starnped.

The experiment was carried out at No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China.

Approved By: Zi 5"I.M Gie
ZiShan Guo Senior Engineer

Page 1 of 10
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No: 20R005210

Bacterial filtration efficiency (BFE)
Test Method: ASTM F 2101-2019

Test principle:

The medical face mask material is clamped between a six-stage cascade impactor and an aerosol chamber. The
bacterial aerosol is introduced into the aerosol chamber using a nebulizer and a culture suspension of Staphylococcus
aureus.The aerosol is drawn through the medical face mask material using a vacuum attached to the cascade impactor.
The six-stage cascade impactor uses six agar plates to collect aerosol droplets which penetrate the medical face mask
material. Control samples are collected with no test specimen clamped in the test apparatus to determine the upstream
aerosol counts.The agar plates from the cascade impactor are incubated for 48 h and counted to determine the number
of viable particles collected. The ratio of the upstream counts to the downstream counts collected for the test specimen
are calcu lated and reported as a percent bacterial filtration efficiency.

Test equipment:

Incubator

Electronic balance

Autoclave

Experimental system for bacterial filtration efficiency (BFE) of mask

The environmental conditions of the laboratory and test condition:
Total bacteria: 0 CFU/plate

Total fungi: 0 CFU/plate

Blank experiment: Aseptic growth

Test environment temperature: 24.5°C, Relative humidity: 56.0%
Culture Medium: TSA agar medium

Culture temperature: 37°C, Culture time: 48h

Test bacteria : staphylococcus aureus ATCC 6538

Concentration of bacterium: 5.0x105 CFU/ml

Positive control average (C): 1.9x10® CFU

Negative monitor count: <1 CFU

Test area: 49 cm 2

Dimensions of the test:'specimens: 15cmx15¢cm

Flow rate: 28.3 1/min

Pretreatment: Condition each specimen for 4 h by exposure to a temperature of (21+5)°‘C and a relative humidity of
(85+5)%

Mean particle size: 3.0 pm

The medical face mask in contact with the bacterial challenge: inside

B rimEBEEKIRBIS H13%:020-61994598/61994599
A M T H A E S R RAEE 1S H3%:020-37721161/66348638
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Results:
BFE Requirement Performance .
Sample T (%) (%) Level Conclusion
1 8 99.58
2 6 99.68
3 6 99.68 >98 Level 3 Pass
4 12 99.37 ASTM F 2100-2019
5 7 99.63
Remarks:

For each test specimen calculate the bacterial filtration efficiency B, as a percentage, using the following formula:

B=(C—-T)/Cx 100

where

B is bacterial filtration efficiency (BFE), %;

C is positive control average;

T is the total plate count for the test specimen.
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Test Report

No: 20R005210

Differential pressure
Test method: EN 14683:2019+AC:2019 Annex C

Test principle:
This procedure was performed to evaluate the differential pressure of the medical face mask material by measuring the
air exchange pressure through a measured surface area at a constant air flow rate.

Test equipment:
GTTC-YLC-1 Apparatus for measuring differential pressure

The environmental conditions of the laboratory and test condition:

Air flow: 8 I/min

Test area: 4.9cm?

Pretreatment: Condition each specimen for a minimum of 4 h by exposure to a temperature of (21+5) ‘C and a relative
humidity of (85+5)%

Test location: Top left, Bottom left, Middle, Top right and Bottom right

Inspection & Testinf services

Page 5 of 10
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No: 20R005210

Results:
Requirement Performance .
Sample 1 2 3 4 5 (mmH, O/em? ) Level Conclusion
Top left 114 | 107 | 110 108 | 109
Bottom left | 118 [ 120 [ 119 | 114 | 105
Middle 110 | 116 | 115 | 105 |-110
Measured
value
(Pa) :
Top right 115 | 120 |-120 | 116 | 119 <6.0 Level 3 Pass
ASTM F 2100-2019
Bottom right .| 113 | 109 | 113 | 105 | 109
Average 114 | 114 | 115 | 110 110

Differential pressure 238|238 2401 229 229

(mmH, O/em? )

B rimEBEEKIRBIS H13%:020-61994598/61994599
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Resistance to penetration by synthetic blood
Test method: ASTM F1862/F1862M-2017

Test principle:

A volume of synthetic blood is disbursed at a specimen mask by a pneumatically controlled valve from a set distance to
simulate the impact (splatter) of blood or other body fluid onto the specimen.. The velocity and volume of fluid are set
to simulate a given healthcare scenario. Any evidence of synthetic blood penetration on the inner facing of the medical
face mask (side contacting the wearer’s face) constitutes a failure. Results are reported as pass/fail. Specimen medical
face masks are evaluated at velocities of 450, 500, and 635 cm/s. These correspond to the velocityexiting a small
arterial puncture at human blood pressures of 10.7, 16.0, and. 21.3 kPa (80, 120, and 160 mmHg). Test results are
reported at each velocity or corresponding pressure, and the medical face mask is rated at the highest corresponding
blood pressure for which medical face mask specimens demonstrate an acceptable quality limit of 4.0.

Test equipment:

Test apparatus for synthetic blood penetration LFY-227
Air compressor

Graduated cylinder

Electronic balance

Targeting plate

The environmental conditions of the laboratory and test condition:
Condition each specimen for a minimum of 4 h by exposure to a temperature of (21+5) ‘C and a relative humidity of
(85+5)%

B rimEBEEKIRBIS H13%:020-61994598/61994599
A M T H A E S R RAEE 1S H3%:020-37721161/66348638



EFHE

GTTC

Test Report

No: 20R005210

Results:
Measured value .
Requirement Performance .
Sample Pressure (mmHg) Level Conclusion
160 mmHg

1 pass
2 pass
3 pass
4 pass
5 pass
6 pass
7 pass
8 pass
9 pass
10 pass
11 pass
12 pass
13 pass
14 pass
15 pass
16 pass
17 pass >160 Level 3 Pass
18 pass ASTM F 2100-2019
19 pass
20 pass
21 pass
22 pass
23 pass
24 pass
25 pass
26 pass
27 pass
28 pass
29 pass
30 pass
31 pass
32 pass

Final result pass

Remarks:

An acceptable quality limit of 4.0 % is met for a single sampling plan when 29 or more o
show "pass" results.

B rimEBEEKIRBIS H13%:020-61994598/61994599
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Test Report

No: 20R005210

Flammability
Test method: 16 CFR Part 1610

Test principle

Each specimen cut from the textile shall be inserted in a frame, brushed if it has a raised-fiber surface, and held in a
special apparatus at an angle of 45°. A standardized flame shall be applied to the surface near the lower end of the
specimen for 1 second, and the time required for the flame to proceed up the fabric a distance of 127 mm (5in) shall be
recorded. A notation shall be made as to whether the base of a raised-surface textile fabric ignites or fuses.

Test equipment:
Flammability apparatus
Drying oven

Brushing device

The environmental conditions of the laboratory and test condition:
Pretreatment: the specimens shall be dried in the oven for 1 h at 105°C
Type of gas: tetrane

B rNHEBXRIIEIS H3%:020-61994598/61994599
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Results:
Burning time before
washing
Sample F'”‘;‘;Z‘S"'W Requirement Perflt_)g\rlr;?nce Conclusion
Length Width
(Face) (Face)
1 IBE IBE
2 IBE IBE
3 IBE IBE
4 IBE IBE
5 IBE IBE
lass 1
Average IBE IBE Class 1, Normal Class 1, qumal
Flammability Flammability Level 3 Pass
Final result IBE ASTM F 2100-2019
Flammab!llt_y o
characteristic

Remarks:
IBE---Ignited, but extinguished.

End of Report
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7 Sponsor:
ﬁ NElSOn Labs Jianli Kang
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Xiamen, Fujian, 361100

CHINA
Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) GLP Report

Test Article: Product Name: Disposable Surgical Mask
Model: MP9017
Lot No.:20200319
Study Number: 1291233-S01
Study Received Date: 21 Apr 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0004 Rev 18
Deviation(s): None

Summary: The BFE test is performed to determine the filtration efficiency of test articles by comparing
the bacterial control counts upstream of the test article to the bacterial counts downstream. A suspension
of Staphylococcus aureus was aerosolized using a nebulizer and delivered to the test article at a constant
flow rate and fixed air pressure. The challenge delivery was maintained at 1.7 - 3.0 x 10° colony forming
units (CFU) with a mean particle size (MPS) of 3.0 £ 0.3 ym. The aerosols were drawn through a six-
stage, viable particle, Andersen sampler for collection. This test method complies with ASTM F2101-19
and EN 14683:2019, Annex B.

The Delta P test is performed to determine the breathability of test articles by measuring the differential
air pressure on either side of the test article using a manometer, at a constant flow rate. The Delta P test
complies with EN 14683:2019, Annex C and ASTM F2100-19.

All test method acceptance criteria were met.

Test Side: Inside
BFE Test Area: ~40 cm?
BFE Flow Rate: 28.3 Liters per minute (L/min)
Delta P Flow Rate: 8 L/min
Conditioning Parameters: 85 = 5% relative humidity (RH) and 21 £ 5°C for a minimum of 4 hours
Test Article Dimensions: ~166 mm x ~160 mm
Positive Control Awverage: 2.2 x 10° CFU
Negative Monitor Count: <1 CFU

MPS: 2.7 ym
Trang Truong electronically approved 10 Jun 2020 22:53 (+00:00)
Study Director Trang Truong Study Completion Date and Time
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com brd FRT0004-0001 Rev 22

Page 1 of 4

These results apply to the samples as received and relate only to the test articlelisted in this report. Reports may not be reproduced except intheir entirety. Subject o NLterms and conditions at wwwnelsonlabs.com.



Study Number 1291233-S01
’ﬁ NEISOI‘] LabS, Bacterial Fiitration Efficiency (BFE)

A Sotera Health company and Differential Pressure (Delta P) GLP Report

Results:

Test Article Number Percent BFE (%)

99.9
>99.9
>99.9

99.9
>99.9°

@ There were no detected colonies on any of the Andersen sampler plates for this test article.

Test Article Number Delta P (mm HZO/cm Delta P (Pa/cm

ga W DN

50.5
2 5.1 50.4
3 4.9 48.2
4 5.4 53.0
5 5.5 54.0

The filtration efficiency percentages were calculated using the following equation:
C = Positive control average
x 100 T = Plate count total recovered downstream of the test article
Note: The plate count total is available upon request

% BFE =

Test Article Preparation: The test articles were conditioned for a minimum of 4 hours at 21 + 5°C and
85 + 5% RH, prior to BFE and Delta P testing.

Test Method Acceptance Criteria: The BFE positive control average shall be maintained at 1.7 —
3.0 x 10° CFU.

The MPS control average of the challenge aerosol shall be maintained at 3.0 + 0.3 um.

The Delta P test flow rate shall be maintained at 8 L/min throughout the testing.

Procedure:

BFE: A culture of S. ayreus, ATCC #6538, was diluted in peptone water (PEPW) to yield challenge level
counts of 1.7 —3.0 x 10° CFU per test article. The bacterial culture suspension was pumped through a
nebulizer at a controlled flow rate and fixed air pressure. The constant challenge delivery, at a fixed air
pressure, formed aerosol droplets with a MPS of approximately 3.0 ym. The aerosol droplets were
generated in a glass aerosol chamber and drawn through a six-stage, viable particle, Andersen sampler
for collection. Test articles, positive controls, and reference material received a one minute challenge
followed by a one minute vacuum cycle.

801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com brd FRT0004-0001 Rev 22
Page 2 of 4



Study Number 1291233-S01

~< NEISOI‘] Labs, Bacterial Filtration Efficiency (BFE)

A Sotera Health company and Differential Pressure (Delta P) GLP Report

The Andersen sampler, a sieve sampler, impinged the aerosol droplets onto six soybean casein digest
agar (SCDA) plates based on the size of each droplet. The agar plates were incubated at 37 + 2°C for
48 + 4 hours and the colonies formed by the bacteria laden aerosol droplets were then counted and
conwerted to probable hit values using the positive hole conversion chart provided by Andersen. These
converted counts were used to determine the average challenge level delivered to the test articles. The
distribution ratio of the colonies on each of the six agar plates was used to calculate the MPS of the
challenge aerosol.

Delta P: The Delta P test simply measured the differential air pressure on either side of the test article
using an incline, "U" tube, or digital manometer. Testing was conducted at a flow rate of 8 L/min
(volumetric). At least one reference material is included with each set of test articles.

The Delta P values were reported in mm water/cm? and Pa/cm? of test area and calculated using the
following equation:

Delta P M

taP=—

elta A

Where: M = Awerage mm of water of the test replicates per test article
A = Area of the test article holder (cm?)

The test article holder used in the Delta P test has a test area of 4.9 cm>.

801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com brd FRT0004-0001 Rev 22
Page 3 of 4



Study Number 1291233-S01
ﬁf NEISOH Labs, Bacterial Filtration Efficiency (BFE)

A Sotera Health company and Differential Pressure (Delta P) GLP Report

Quality Assurance Statement

Compliance Statement: The test was conducted in accordance with the USFDA (21 CFR Parts 58, 210,
211, and 820) Regulations. This final report reflects the raw data.

Study Initiation 08 May 2020

Phase Inspected by Quality Assurance: 20 May 2020
Delta P Measurements

Audit Results Reported to Study Director 27 May 2020

Audit Results Reported to Management 28 May 2020

Denise Anderson Supenvisor

Trang Truong Study Director

Data Disposition: The study plan, raw data and final report from this study are archived at Nelson
Laboratories, LLC or an approved off-site location.

Nicole Widmer electronically approved 10 Jun 2020 21:23 (+00:00)
Quality Assurance Date and Time
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com brd FRT0004-0001 Rev 22

Page 4 of 4



-+ Sponsor:
ﬁ Nelson Labs. Jianli Kang
. Xiamen Probtain Medical Technology Co., Ltd.

A Sotera Health company 4th Floor, No. 1 Building. No. 6 Jian Rd.
Tong'an District

Xiamen, Fujian, 361100

CHINA

Latex Particle Challenge GLP Report

Test Article: Product Name: Disposable Surgical Mask
Model: MP9017
Lot No.:20200319
Study Number: 1291232-S01
Study Received Date: 21 Apr 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0005 Rev 07
Deviation(s): Quality Event (QE) Number(s): QE22125

Summary: This procedure was performed to evaluate the non-viable particle filtration efficiency (PFE) of
the test article. Monodispersed polystyrene latex spheres (PSL) were nebulized (atomized), dried, and
passed through the test article. The particles that passed through the test article were enumerated using
a laser particle counter.

A one-minute count was performed, with the test article in the system. A one-minute control count was
performed, without a test article in the system, before and after each test article and the counts were
averaged. Control counts were performed to determine the average number of particles delivered to the
test article. The filtration efficiency was calculated using the number of particles penetrating the test
article compared to the average of the control values.

The procedure employed the basic particle filtration method described in ASTM F2299, with some
exceptions; notably the procedure incorporated a non-neutralized challenge. In real use, particles carry a
charge, thus this challenge represents a more natural state. The non-neutralized aerosol is also specified
in the FDA guidance document on surgical face masks. All test method acceptance criteria were met.

Test Side: Inside
Area Tested: 91.5 cm?
Particle Size: 0.1 ym
Laboratory Conditions: 22°C, 23% relative humidity (RH) at 0815; 22°C, 23% RH at 0920
Awverage Filtration Efficiency: 99.62%
Standard Dewviation: 0.151
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Deviation Details: Controls and sample counts were conducted for one minute instead of an average of
three one minute counts. This change shortens the total test time for each sample but will still provide an
accurate determination of the particle counts. An equilibrate is a dwell period where the challenge is being
applied to the test article for a certain period of time before test article counts are counted. The equilibrate
period was reduced from 2 minutes to a minimum of 30 seconds which is sufficient time to clear the
system of any residual particles, and establish a state of stable equilibrium before sample counts are
taken. Test method acceptance criteria were met, results are valid.

Results:
14,454 99.69
2 40 13,515 99.70
3 41 13,442 99.69
4 44 13,435 99.67
5 87 13,471 99.35

Test Method Acceptance Criteria: Ambient background particles detected through the test system
must be below 1% of the challenge total (<100 particles).

Procedures:

Test Set-up: Testing was conducted in an ISO Class 5 (class 100) HEPA filtered hood. The inlet air to
the test system was filtered through a 0.2 ym rated air filter. The particle generator outlet was clamped
off and the number of background particles within the test system was wverified to be <100 particles at
1 cubic foot per minute (CFM). The flow rate through the test system was maintained at 1 CFM * 5%.

An aliquot of the PSL was aerosolized using a particle generator, mixed with additional filtered air, dried
and passed through the test system. The particles delivered were enumerated using a laser based
particle counter.

Test Procedure: A test article was placed into the holder and the system was allowed to stabilize. The
number of particles being delivered to the test article was determined (no medium in air stream) as one-
minute control readings were taken prior to and after every test article. Control count averages were
maintained at a level of 10,000-15,000 particles per cubic foot. One-minute counts were recorded for the
test article between the control counts.

The PFE of each test article was determined by using the following equation:

% PFE = x 100

Where: C = Combined average of the control counts
T = Average test article counts
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Quality Assurance Statement

Compliance Statement: The test was conducted in accordance with the USFDA (21 CFR Parts 58, 210,
211, and 820) Regulations. This final report reflects the raw data.

Study Initiation 08 May 2020

Phase Inspected by Quality Assurance: 18 May 2020
Latex Test

Audit Results Reported to Study Director 19 May 2020

Audit Results Reported to Management 20 May 2020

Suzanne Plympton Supenvisor

Trang Truong Study Director

Data Disposition: The study plan, raw data and final report from this study are archived at Nelson
Laboratories, LLC or an approved off-site location.
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Synthetic Blood Penetration Resistance GLP Report

Test Article: Product Name: Disposable Surgical Mask
Model: MP9017
Lot No.:20200319
Study Number:  1291234-S01
Study Received Date: 21 Apr 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0012 Rev 09
Deviation(s): None

Summary: This procedure was performed to evaluate surgical facemasks and other types of protective
clothing materials designed to protect against fluid penetration. The purpose of this procedure is to
simulate an arterial spray and evaluate the effectiveness of the test article in protecting the user from
possible exposure to blood and other body fluids. The distance from the target area surface to the tip of
the cannula is 30.5 cm. A test wvolume of 2 mL of synthetic blood was employed using the targeting plate
method.

This test method was designed to comply with ASTM F1862 and ISO 22609 (as referenced in
EN 14683:2019 and AS4381:2015) with the following exception: ISO 22609 requires testing to be
performed in an environment with a temperature of 21 + 5°C and a relative humidity of 85 £ 10%. Instead,
testing was performed at ambient conditions within one minute of removal from the environmental
chamber held at those parameters.

All test method acceptance criteria were met.

Number of Test Articles Tested: 32
Number of Test Articles Passed: 32
Test Side: Outside
Pre-Conditioning: ~ Minimum of 4 hours at 21 + 5°C and 85 + 5% relative humidity (RH)
Test Conditions: 20.0°C and 23% RH

Results: Per ASTM F1862 and ISO 22609, an acceptable quality limit of 4.0% is met for a normal single
sampling plan when 229 of 32 test articles show passing results.

Test Pressure: 120 mmHg (16.0 kPa)

Test Article Number Synthetic Blood Penetration

1-32 None Seen
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Test Method Acceptance Criteria: The output of synthetic blood passing through the targeting hole
before and after every set of test articles must be <5% (20.10 g) in difference from the theoretical output
of 2 mL.

Procedure: A clean cannula was fixed onto the front of the valve and the reservir was filled with
synthetic blood. The reservoir pressure and timer were set to allow a differential weight of 95-102%. This
was achieved by setting the valve timer to 0.5 seconds and 1.5 seconds, collecting and weighing the
amount of fluid before and after the targeting hole, and then calculating the weight differences for the
deliveries. After the reservoir pressure and timer duration had been adjusted, the 2 mL spray was werified
by dispensing three spurts in a row through the targeting hole into a graduated cylinder and weighing.
After ewvery 16 test articles, synthetic blood was delivered into a graduated cylinder and weighed to
ensure the test apparatus was still delivering 2 mL of synthetic blood.

Each test article was tested within one minute of removal from the conditioning chamber. The facemask
was mounted on the test article(s) holding fixture and positioned 305 mm (12 in) from the cannula. The
mask was then subjected to the 2 mL wolume spray, which moved from the cannula in a horizontal path
perpendicular to the facemask. This procedure used a targeting hole that blocked the initial, high-
pressure portion of the synthetic blood stream and allowed only the fluid traveling at the target velocity to
hit the center of the mask. Each test article was observed for penetration within 10 seconds of dispensing
the synthetic blood against the target area.
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Quality Assurance Statement

Compliance Statement: The test was conducted in accordance with the USFDA (21 CFR Parts 58, 210,
211, and 820) Regulations. This final report reflects the raw data.

Study Initiation 08 May 2020
Phase Inspected by Quality Assurance:
. y ety 14 May 2020
Penetration Test
Audit Results Reported to Study Director 19 May 2020
Audit Results Reported to Management 20 May 2020

Denise Anderson Supervisor

Trang Truong Study Director

Data Disposition: The study plan, raw data and final report from this study are archived at Nelson
Laboratories, LLC or an approved off-site location.

Loxane Konesavanh electronically approved 22 May 2020 15:16 (+00:00)
Quality Assurance Date and Time
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Flammability of Clothing Textiles GLP Report

Test Article: Product Name: Disposable Surgical Mask
Model: MP9017
Lot No.:20200319
Study Number:  1291235-S01
Study Received Date: 21 Apr 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0073 Rev 06
Deviation(s): None

Summary: This procedure was performed to evaluate the flammability of plain surface clothing textiles
by measuring the ease of ignition and the speed of flame spread. The parameter of time is used to
separate materials into different classes, thereby assisting in a judgment of fabric suitability for clothing
and protective clothing material. The test procedure was performed in accordance with the test method
outlined in 16 CFR Part 1610 (a) Step 1 - testing in the original state. Step 2 - Refurbishing and testing
after refurbishing, was not performed. All test method acceptance criteria were met.

Test Article Side Tested: Outside Surface
Orientation: Machine

Test Criteria for Specimen Classification (See 16 CFR Part 1610.7):

Class Plain Surface Textile Fabric
1 Burn time 23.5 seconds
2 Not applicable to plain surface textile fabrics
3 Burn time <3.5 seconds

The 16 CFR Part 1610 standard specifies that 10 replicates are to be tested if, during preliminary testing,
only 1 test article exhibits flame spread and it is less than 3.5 seconds or the test articles exhibit an
average flame spread less than 3.5 seconds. Five replicates are to be tested if no flame spread is
observed upon preliminary testing, if only 1 test article exhibits flame spread and it is equal to or greater
than 3.5 seconds, or if the average flame spread is equal to or greater than 3.5 seconds. In accordance
with the standard, 5 replicates were tested for this study.
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Results:
1 DNI
2 DNI
3 DNI
4 DNI
5 DNI

DNI = Test Article did not ignite

Test Method Acceptance Criteria: Flame length must be approximately 16 mm (~% in) from the flame
tip to the opening in the gas nozzle.

Procedure: Test articles were prepared by cutting the material into approximately 50 x 150 mm
swatches. Preliminary testing to establish the orientation and side of the test article to test was
performed. The side and orientation that burned the fastest was used to test the test articles. Each test
article was clamped into the specimen holder and placed in an ovwen maintained at 105 % 3°C
for 30 £ 2 minutes. The test articles were then placed in a desiccator for a minimum of 15 minutes prior to
testing.

The flame length of the flammability tester was adjusted to approximately 16 mm prior to testing. Test
articles were placed on the flammability rack and the stop cord was strung through the guides. The
flammability timer was zeroed and testing was started. When the flame reached the stop cord, the timer
stopped, and the results were recorded. Testing was terminated for test articles that did not exhibit flame
spread beyond the initial application of the flame.
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Quality Assurance Statement

Compliance Statement: The test was conducted in accordance with the USFDA (21 CFR Parts 58, 210,
211, and 820) Regulations. This final report reflects the raw data.

Study Initiation 08 May 2020
Phase Inspected by Quality Assurance:
P y nary ..u. 14 Mar 2020
Sample Preparation / Conditioning
Audit Results Reported to Study Director 17 Mar 2020
Audit Results Reported to Management 18 Mar 2020

Denise Anderson Supervisor

Trang Truong Study Director

Data Disposition: The study plan, raw data and final report from this study are archived at Nelson
Laboratories, LLC or an approved off-site location.

Eric Stembridge electronically approved 28 May 2020 16:38 (+00:00)
Quality Assurance Date and Time

FRT0073-0001 Rev 9

801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com myf
Page 3 of 3



ma
nﬁﬁ

]!
RE

o

(R

O mums




@ 8 % 5 1 o.;ﬁﬂaﬁa
GREENOARE PROBTAIN










SN My Benefit’

il benessere della salute

Numero Verde——— My Benefit s.r.l.
800 910 515 Via Giacomo Leopardi, 46/A- 41123 Modena (MO)
Tel. 059 828941 - email: info@mybenefit.it www.mybenefit.it

\

D —




