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CE DECLARATION OF CONFORMITY

Product Family Name: Surgical Face Masks

Device Name, Part Number: Single Use, Type | & || Surgical Face Mask REF FM3-1
Single Use, Type |, II, & lIR Surgical Face Mask, REF FM3-2

GMDN Code: 35177 Surgical Face Mask, Single-Use

UMDNS Code: 12458 Masks, Surgical
Applicable Council Directives: Medical Device Directive 93/42/EEC amended by 2007/47/EC

Risk Classification: Class |, Non-Sterile (Rule 1, MDD Annex |X)

Harmonized Standards to which conformity is declared:
Safety/Efficacy: BS EN 14683:2019
Medical Device QMS: EN ISO 13485:2016

OEM Manufacturer For: Madison Medical Limited
C/O Foshan Nanhai Plus Medical Co., Ltd

Shatou, Jiujiang Town, Nanhai District,
Foshan City, GUANGDONG, 528208

P.R. China

Authorized Representative
in the European Community : Element Packaging LTD
For Madison Medical Tallis House, 2 Tallis Street
London, EC4Y 0AB, United Kingdom

Notified Body: TUV Rheinland LGA Products GmbH
Tillystrabe 2, 90431 Nurnburg, Germany

This {Jeuice Family has been assessed with respect to the conformity assessment procedures
described in Annex Il excluding section 7 of Council Directive 93/42/EEC, as amended, and

found to comply.

We declare, under our sole responsibility, that the above-mentioned products conform to the
_-speclﬂed Directives and Standards and is eligible to carry the CE Mark. The Device History File
is retained at the premises of the Manufacturer and its Authorized Representative.

Signature of Authorized Person:

_{Z %_ Zﬂlﬂfo‘r’ v

Name \\/u Ko Vond Date Signed

Head Quality & Regulatory Affairs/ 7
Management Representative ‘% Af 4.
Foshan Nanhai Plus Medical Co., Ltd
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TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Foshan Nanhai Plus Medical Co., Ltd
Shatou, Jiujiang Town,
Nanhai District, Foshan City
528208 Gu%nhqdong Province

ina

has established and applies a quality management system for medical devices
for the following scope:

(see attachment for scope)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled., The quality management system is subject to yearly surveillance.

Effective Date: 2019-02-28
Certificate Registration No.: SX 60132673 0001
An audit was performed. Report No.: 17024628 008

This Certificate is valid until: 2020-07-06

Certification Body

=" Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-02-28

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel - +49 221 B06-1371 Fax: +49 221 806-3935 e-malil.cert-validity@de tuv.com http //www tuv.com/safety




Attachment to
Certificate

Report No.:

Organization:

Scope:

o

AKKS

10/020h 0408 @  TUV. TUEV and TUV are registered trademarks Utilisation and application raaires prior approval

Registration No.:

- . Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2019-02-28

. ®
TUVRheinland

TUV Rheinland e
LGA Products GmbH
TillystraBRe 2, 90431 Niirnberg

SX 60132673 0001
17024628 008

Foshan Nanhai Plus Medical Co., Ltd
Shatou, Jiujiang Town,

Nanhai District, Foshan City

528208 Guangdong Province

China

Manufacture of Disposable Surgical Kits, Surgical Drapes,
Surgical Gowns, Disposable Surgical Procedure Packs,
Sterilization Wrap, Medical Face Masks;

Certification Body




EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60132672 0001
Report No.: 17024628 008

Manufacturer: Foshan Nanhai Plus Medical Co., Ltd
Shatou, Jiujiang Town,
Nanhai District, Foshan City
528208 Guangdong Province
China

Products: Aspects of manufacture concerned with securing and
maintaining sterile conditions of Sterile Surgical Drapes,
Sterile Surgical Gowns, Sterile Disposable Surgical
Procedure Packs, Medical Face Masks

Replaces Approval, Registration No.: DD 60120306 0001

Expiry Date: 2022-07-29

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class lll devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.

Effective Date: 2019-02-28

Date: 2019-02-28

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10020h 0408 ®  TUV, TUEV and TUV are reqistered trademarks. Utiisarion and pplication reauires prior ppro al
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Foshan Nanhai Flos Medical Co., Ltd.
Shaton Jinjiang Town, Nanhai District, Foshan
City, Guangdong Province, China, 528203

Your wedice of Vour referese Disde:
EIE-2020 DI-34-2020

[ Analysis Report 20.01616.05 |

Roquirad tosts -
EN 14683 (2019) + AC EN 14683 - anner B (2019)  Bacterial Slirstion eMficiency
(u19) +AC

EN14683(2019) +AC  EN 14653 tmmer C (1015)  Medical face masks - Bresthability
(u19) +AC (2019) (differeatial preszure)

EN 14683 (2018) + AC EN 14683 -§525(2019)  Microbisl cleankness om masks
([2019) AC (2018)

Tiwatbostion  Taformeion given by e cheat T afrecaipt
mamber

TI006094 SFMWO0! 18-03-2020
Syivia Nisssen

Crder

“Thin reperd may e seprdaces, s kg a0 prescrds s i i fors, s ek pessamise o Lesieabel




Asalysis Report 200161605
Dute 01-08-2000
Fuge 26

Date of ending the test 27-03-2000

Standard used EN 14683 - annex B (3018) = AC (2016)

Product standard EN 14683 (2019) + AC (2019)

Mask description Homwowen face mask. 3-ply- blue outside / white
insid

Number of tested masks - 3

BFE Area tested : =40 o

Masks conditioning - 1= 5°C and B5= 5% BH

Side of the mask in comtact with the Inner side

bactarial challengs :

‘bactesial strain used : Saplyiococons aurens ATCCG538

Bacterial challenge per fest : 1700 - 3000 CFU

‘Total test tima = 1 min deliverinz challenge + I min_ witheus

Flow rate : 28.3 Vmin.

Positive contrel Tests performed with oo filter material in the air
stream

Negative control ‘Test performed withour challenge




Asalysi Report 200151605
Dute: 01-08-2030
Fuge 36

Resalts
B=Bacterial filtration efficiency (%)
LT
i= % ¥ 100

With C = mean of the total plare counts for the positive contral mmns
T = total count for the tested mack

# Mask B (%4)
o
=R
99
X
99,
Mzan particle size of the bacterial 28 pum
challenge aerozal :
Contrals
Mean positive controls 2507 CFU
Megative contrel <1CFU

Tty of Yvetic Rogater



Asalysia Report 200151505
Diie 01-08-2020
Fuge &6

24-03-2020
EN 14683 - annex C (2018) + AC (2019)
EN 14683 (2019) = AC (2019)

HNomwoven face mazk, 3-ply: blus outside / white mside
5

3 (sea figurg)

Diisc whose diameter is 2.5 cm

4.9 cm®

8 Vmin

From the mside of the mazk io the outside
2= 5"Cand B5=5%RH

—* |Metal} nasal sirip

Ve Roogter




nﬁm Asalysis Report 300161605
Dute: 1-08-2030
7 e x] =

Mask | | Mask? | Mask3 | Mak4 | Mask§
453 430 432 414 357

373 375 344 379 317

281 420 363 485 30.7
T ELE] 50 T pLE]
365 333 308 =T 353
anr aTo 344 EL¥] 355
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Asalysis Report 200161605
Das C1-04-3020

Page 615

Microbial cleanliness on masks
Date of ending the test 30-03-2020
Standard used EM 14683 - §5.2.5 2019) AC (2019)
Product standard EN 14683 (2019) + AC (201%)
Mumber of tested masks 5
Exfraction liquid Peptone 1g/1, NaCl 5g/1 & Tween 20 2g1
Extraction volume 300 ml
Extraction fime Smin.
Filtration volume 100 ml
Culture media TSA (Tryptic Soy Agar)
SDA (Sabowrand Dextrose Agar with chloramphenicol)
Incubation conditions 3 days at 30°C (TSA)
7 days at 20-25°C (SDA)
Results
#Mazk | Mask weight CFU*mask Microbial cleankiness
=
Aerobic Fungi count | F CFLVmask ECFUg
microbial (8DA)
count
(bacteria)

1 336 30 =] =13 =11

2 331 21 3 24 (]

3 3.34 =3 =3 =6 =2

4 3.30 24 =3 =27 =9

5 331 =3 =3 =] =2
Tarformed =i T i 5 v of Vet Foginr




Date: 01/03/2020

AUTHORISED DISTRIBUTOR LETTER

To whom it may concern:

This letter is to CERTIFY, the Following below mention is an AUTHORISED DISTRIBUTOR in the country
of The United Kingdom of Great Britain and Northern Ireland.

For any assistance please contact:

Company Name: Element Packaging LTD

Registered Address: Tallis House, 2 Tallis Street, London, EC4Y 0AB, United Kingdom
Company Registration Number: 09471486

VAT Number: GB 223000973

General Email Address: info@myelement.co.uk

Telephone Number: +44 20 3633 0535

Website: www.myelement.co.uk

Element Packaging Limited has the responsibility to Promote, Distribute, Sale and Marketing and offer
technical assistance for Madison Medical Limited .

This agreement is Effective: 01 March 2020 valid until 1%t December 2022

If you have any questions please do not hesitate to contact me.

Best regards

Simon Tan
Business Development, VP
Madison Medical Limited

l|Page
Madison Holding Ltd / Madison Medical Ltd
RM P3 10/F PH 3, Kaiser Est, 9-11 Hok Yuen Street, Hung Hom, Kowloon
Tel: +852 2506 9133, Fax: +852 2506 9228
hoes ; / ) .


http://www.madison-medical.com/
mailto:Info@Ag-madison.com
mailto:info@myelement.co.uk
http://www.myelement.co.uk/
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