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R EmOSH T ETEG I BRAT (EN14683) FZER (ASTM) o
Commonly recognized standards of medical face masks are EN14683 (EU) and ASTM (USA).

EX#% European Union
RRARBIARIPIE MESZI5E Type |, Typell, Type IR,
protection penformance levels of EN14683, from low to high are Type |, Type Il ,Type lIR.

EETHEHOSMENTS TypellR
3A medical face mask meets requirements of Type IIR

SMURI= EXTFEOSETIRIE EN14683 EN14683 EN14683

Test Test reading of TYPE | TYPE Il TYPE IIR
3A Medical Face Mask

YIS =98% =95% =98% =98%

BFE (Bacterial Filtration

Efficiency)

OZRIMNEE <49 <29.4 <29.4 <49

Differential Pressure

(Pa/CM?)

BRIREE 120mmHg TER THEK 120mmHg

Synthetic Blood Resistance Not Required Not Required

(mmHg)

MEMEE <30% <30% <30% <30%

Microbial Cleanliness




FEARUSAZEIRRIBAIF M ME5E5R :ASTM Level, Leve2, Level3,
Protection performance levels of ASTM, from low to high are Level 1, Level 2, Level 3.

SXRFEOZEEEFTS ASTM Levell
3A medical face mask meets requirements of AsTM level 1

SMIIE] EXTEOEXRHE EN14683 EN14683 EN14683

Test Test reading of TYPEI TYPEII TYPEIIR
3A Medical Face Mask

YRR =98% =95% =98% =98%

BFE (Bacterial Filtration

Efficiency)

OZRINEE <4.0 <4.0 <4.0 <5.0

Differential Pressure

(mmH20/CM?)

B MKES 120mmHg 80 120 160

Synthetic Blood Resistance

(mmHg)

FEMA — —K —R —R

Flame Spread Class1 Classl Classl Classl




2, 0001AE—#8 2, 000 masks per shipper carton

50" O0E—Z 408—78 50 masks per box; 40 boxes per shipper carton
FER: 18x10x9.5 EX Inner box: 18 x 10x 9.5 cm
SMERT: 53x37x40 EX Shipper Carton: 53 x 37 x40 cm

EEH: 9.5KG GW: 9.5 KG
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Department of Health
Therapcutic Goods Administration

Australian Register of Therapeutic Goods Certificate
Issued to
Lohas Holding Pty Ltd
for approval to supply

Lohas Holding Pty Ltd - Mask, surgical, single use

ARTG ldentifier 333796

ARTG Start date 9/04/2020

Product Category Medical Device Included Class 1

GMDN 35177

GMDN Term Mask, surgical, single use

Intended Purpose To be worn over nose & mouth during medical/surgical procedures to

prevent bi-directional flow of micro-organisms.

Manufacturer Details Address Certificate number(s)

3A Medical Products Co Ltd Yu An Industrial Park
, Liu An, 230001
China

ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject to the following
conditions:

- - The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or
imposed on the ARTG entry. Refer Part 4-5, Division 2 (Conditions) of the Therapeutic Goods Act 1989

and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry
1. Mask, surgical, single use
Product Specific Conditions

No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG Identifier: 333796

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 9/04/2020
Phone: 1800 020 653

Email: info@tga.gov.au




Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00304117

Allgemeine Anzeigepflicht nach 88 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to 88 25 and 30 (2) Medical Devices Act, MPG

Formblatt fir Medizinprodukte, aul3er In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Zustandige Behorde / Competent authority

Code
DE/CAOQ05

Bezeichnung / Name
Behorde fiir Gesundheit und Verbraucherschutz, Referat V43

Staat / State Land / Federal state
Deutschland Hamburg

Ort / City Postleitzahl / Postal code
Hamburg 20539

StralRe, Haus-Nr. / Street, house no.

BillstralRe 80

Telefon / Phone Telefax / Fax
+49-40-428280 +49-40-427310017
E-Mail / E-mail

medizinprodukte@bgv.hamburg.de

Anzeige / Notification

Registrierdatum bei der zustandigen Behdrde Registriernummer / Registration number
Registration date at competent authority DE/CAQ05/MP-238321-2778-00
03.06.2020

Typ der Anzeige / Notification type

Erstanzeige / Initial notification

O Anderungsanzeige / Notification of change
] Widerrufsanzeige / Notification of withdrawal

Fruhere Registriernummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG
[ Hersteller / Manufacturer
Bevollméchtigter / Authorised Representative
OJ Einfuhrer / Importer
[J Verantwortlicher fir das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to 8 10 (1) and (2) Medical Devices Act, MPG
O Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPG i. V. m. § 4 Abs. 2 MPBetreibV
Institution (processing) pursuant to 8 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
[ Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2i. V. m. § 10 Abs. 3 MPG
Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG




3A Medical Products Co. Ltd, Yu An
Industrial Park, 230001 Liu An. PR

China

Your notice of Your reference Date

17-03-2020 03-04-2020
Analysis Report 20.01605.03

Required tests :

EN 14683 (2019) + AC EN 14683 - annex B (2019)  Bacterial filtration efficiency

(2019) + AC (2019)

EN 14683 (2019) + AC ISO 22609 (2004) Medical face masks - Splash Test

(2019)

EN 14683 (2019) + AC EN 14683 - annex C (2019)  Medical face masks - Breathability

(2019) + AC (2019) (differential pressure)

EN 14683 (2019) + AC EN 14683 - §5.2.5 (2019) Microbial cleanliness on masks

(2019) AC (2019)

Identification Information given by the client Date of receipt

number

T2006058 REF 2001 17-03-2020

Lot 202001202

Sylvie Niessen
Order responsible

This report may be reproduced, as long as it is presented in its entire form, without written permission of Centexbel.
The results of the analysis cover the received samples. Centexbel is not responsible for the representativeness of the samples.
In assessing compliance with the specifications, we did not take into account the uncertainty on the test results.

CENTEXBEL e textile competence centre ® www.centexbel.be ¢ www.vkc.be

GENT e Technologiepark 70 * BE-9052 Zwijnaarde, Belgium ¢ phone +32 9 220 41 51 e fax +32 9 220 49 55 * gent@centexbel.be
GRACE-HOLLOGNE o Rue du Travail 5 ¢ BE-4460 Grace-Hollogne, Belgium ¢ phone +32 4 296 82 00 * g-h@centexbel.be
KORTRIJK ¢ Etienne Sabbelaan 49  BE-8500 Kortrijk, Belgium ¢ phone +32 56 29 27 00 ¢ fax +32 56 29 27 01 ¢ info@vkc.be

VAT BE 0459.218.289 « IBAN BE44 2100 4729 6545 « BIC GEBABEBB
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