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GUANGDONG KINGFASCLE& TECH: CO..LTD.

Address:NO.28, Delong Avenue Shifizo Town,QingchengDistrict,
Qingyuan City, Guangdong Province, ,China.

Tel: +86 020-6622-1744

Share Info C nant Service LLC Reprascntanzburo
L-l—! Heerdter Lohweg §3,40549 Dusseldorf

GUANGDONG KINGFASCILATECH. CO.LTD.
Address: Noaa Deimg amue.saal&ao Wﬁ-

Tel: +86 020-3622-1744

Sharelnfo CQﬂSIJ'I'lQ‘I'I‘l Service LLC| W

Distributed by: SMART MEDIC
24 Rue FEYDEAU 75002 PARIS, FRANCE




SMART MEDIC

DESCRIPTIF

Masque médical non tissé(70%) et tissu fondu (30%)
3 couches de protection

Taille 17,5cm x 9,5cm

Fixation par boucles élastiquées

Efficacité de filtration bactérienne >98 %

Couleur bleue
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IKINGI/A | MEDICAL

PROTECTI NG

P E

OPLE

EU Declaration of Conformity

according to the REGULATION (EU) 2017/745 OF THE EUROPEAN

PARLIAMENT AND OF THE COUNCIL

Class | Medical Device

(non-sterile)

Representative (ER):

Manufacturer: GUANGDONG KINGFA SCI.&TECH. CO., LTD.

Address: N9.28 Delor?g Avenue, Shijiao T(?wn, Qin'gcheng District,
Qingyuan City, Guangdong Province, China

Single Registration

Number (SRN) of the | --

Manufacturer:

European

Share Info GmbH

Address:

Heerdter Lohweg 83, 40549 Dusseldorf

Single

Registration
Number (SRN) of ER:

DE-AR-000005132

We, the manufacturer, declare under our sole responsibility that

the
medical
device(s)

Product Name:

Medical surgical mask

Type/model, identification
of product allowing traceability

(Where applicable):

KF-C P01(R), KF-B P01(R), KF-K P01(R), KF-IPO1(R),
KF-B P01(R-BD), KF-L PO1(R), KF-J PO1(R), KF-B PO8(R),
KF-B PO9(WK), KF-B PO6(R), KF-B PO6B(R)

Intended Purpose:

Medical surgical masks providing barrier to minimize the direct
transmission of infective agent between staff and patients are
principally intended for use by healthcare professionals in an
operating room and other medical settings with similar requirements,
additionally, protect the wearer against splashes of potentially
contaminated liquids. This is a single-use, non-sterile device.

Classification:
(Annex VIl of the MDR)

Class | Medical Device

Basic UDI-DI:

KF-C PO1(R): 697316340KF-CP01(R)83
KF-B PO1(R): 697316340KF-BP01(R)7J
KF-K PO1(R): 697316340KF-KP01(R)CB
KF-1 PO1(R): 697316340KF-IP01(R)B9

KF-B PO1(R-BD): 697316340KF-BP01(R-BD)W4
KF-L PO1(R): 697316340KF-LP01(R)CU
KF-J PO1(R): 697316340KF-JP01(R)BS
KF-B PO8(R): 697316340KF-BP08(R)93
KF-B PO9(WK): 697316340KF-BPO9(WK)TB
KF-B PO6(R): 697316340KF-BP06(R)8M
KF-B PO6B(R): 697316340KF-BP06B(R)R8

Conformity assessment route:

EU Declaration of Conformity + Technical
Documentation (Annex Il) + Technical

Documentation on Post-Market Surveillance (Annex

10
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IKKINGF\ | MEDICAL

PROTECTI NG

PEDPEBLE

is/are in conformity with the relevant provisions and requirements of the Council
and the parliament regulation (EU) 2017/745 for medical device and all applicable
harmonized standards and Common Specification. All supporting documents are
retained under the premises of the manufacturer.

Applied
harmonized
standards and
Common
Specification

Regulation (EU) 2017/745

EN 14683: 2019+AC: 2019

EN ISO 10993-1: 2018

EN 1041: 2008

EN ISO 10993-5: 2009

EN ISO 14971: 2019

EN ISO 10993-10: 2010

EN ISO 15223-1: 2016

EN ISO 13485: 2016

EN 62366-1:2015

MEDDEYV 2.7.1: 2016

Notified Body:

Not Applicable

Address: Not Applicable
Identification .
Number: Not Applicable

EC Certificate(s):

Not Applicable

Signed on:

2021-6-2

Signature (on behalf of the manufacturer) : GUANGDONG KINGFA SCI.&TECH

CO., LTD.
Name of authorized signatory: Linanjing
Position held in the company: General Manager c G

Place: Qingyuan, China
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GUANGDONG KINGFA SCLATECH.CO.,LTD.
MO28 DELONG AVENUE, SHIIAD TOWN, QINGCHENG DISTRICT, QINGYUAN CITY, GUANGDONG
PROVINCE, CHIMA,

The following sample|s) wasiwere submilted and identified on behall of the chent as:

Sample Description o (A)Desposable medical maskMedical surgical mask
Composition ¢ [A)Polypropylene

Sample Cabar c o (A)Blus

Style Mo : KF-BPOR)

Lot Mo, 25004230

Manufaciurer c o GUANGDONG KINGEA SCLEATECH.CO_LTD.
Coundry of Destination ¢ European Union

Tesl Parfarmad ¢ Salected lest{s) as requested by applicant

Sample Recaiving Date Ot 13, 2020

Tesling Pariod ¢ Ot 13, 2020 - Oct 26, 2020

Tesl Rasull{s) : Unless otherwise stated the results shown in this test report refer anty o the

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

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

g&w& (e g

Sara Guo {Account Executive) Heden Xuan (Authorized Signatory)
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SGS

Test Report BLSZ045300144501TX Date:Dctober 26,2020 Page 2 of 5§

Test Result

(EMN 14683:20189+AC: 2019 Annax B)

Sample: A
Tast Sida o Ineside
Test Araa : Approximately 60 cm®
Flow Rata : 283 Limin
Pre-Conditioning : Minimum of 4 hours at 2125°C and 85+5% R.H.
Dimensions of tesl speciman ;=17 imm x 155mm
Positive Control Average L vl e 2
Magative Monitor Count =5 FU
Maan Particle Size 3020 3pm
Tas!t baclara ¢ Slaphylococcus aureus ATCC 6538
Tasi Hem Specimean Mo. Result
1 o0.7%
Bacterial Filtration Eficiency = 0.8%
{BFE) 3 o0 2%
4 90.9%
5 o9.8%

Remark:

1} Pedormance Requirement: Type 1=295%, Type II=08%, Type IR =98%

2) The numbsar of spacimens thal shall be tested is mindmum 5, but can be greater and shall be increased il
necessany lo allow for an AQL{Acceptabla Quality Lavel) of 4%.
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SGS

Test Report SL5Z2045300144501TX Date:October 26,2020 Page 3 of §

Clayse 522 Breathabilily
{EN 14683 :2019+AC:2019 Annex C)

Sample: A
Test Side :  Randomiy test in differant location {1 around and 4 away from the centric
paint) on each of the 5 masks
Pre-Conditioning 2 Minimum of 4 hours at 21:59C and B525% RLH.
Test Area 4.9 emd
Flow Rata > B Fmin
Specirman Ma., Test Area Mo, Different Pressure for each The average value for each test
{asted area {Pafcm®) spacimen {Palom?®)
1-1 389
1-2 383
1 1-3 29.4 34
1-4 2.4
1-5 322
2-1 d42.8
2-2 314
2 2-3 A0.6 |
2-4 29.6
2-5 2.6
31 282
3-2 29.2
3 33 32.0 0
3-4 a0.7F
35 27.6
4-1 354
4-2 34.1
4 4-3 332 32
4-4 30.0
4-5 282
51 5.5
5-2 35.0
5 53 41.2 32
5-4 286
55 29.9
Famark:

1} Perdormance Requirement; Type 1=40 Palcm?, Tvpe <40 Pafem®, Type IIR<60 Palfcm®
2} The numbar of spacimens thal shall be tested s minimum 5, but can be greater and shall be increasad if
necassary o aflow for an AQL{Acceptable CQuality Level of 4%.
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SGS

Test Report SLSZ045300144501TX Date:Octobear 26,2020 Fage 4 of 5

{IS0 22609 2004)

Sampla: A
Tast Blood Pressuns ;. 1B.0KPa
Pre-Conditioning : Minimum of 4 hours al 2125°C and 8525% R_H.
Distance of the mask 1o the lip of cannula 2 3 T0Mmm
Tast Panaftration on Taesl Panaltralion on :
Specimend inside surfsce - — Specimend inside surface b
1 Mona Seen Pass R Mone Saan Pass
2 MNomne Saan Pass 18 Mons Sean Fass
3 Nona Seen Pass 189 Mone Sean FPass
4 MNone Saan Pass 20 Mone Sean Fass
5 Mone Sean Pass 21 Mons Saan Pass
G MNome Saan Pass 22 Moans Sean Fass
T Mone Sean Pass 23 Mons Saen Pass
8 MNome Saan Pass 24 Mone Sean Fass
o Mona Sean Pass 25 Mons Saean Pass
10 MNone Saan Pass 25 Mons Sean Fass
RE] Nona Seen Pass 27 Mone Sean Pass
12 MOne Saan Pass 28 Mone Sean Pass
13 Mone Sean Pass 29 Mons Saan Pass
14 MNome Saan Pass 30 Mons Sean Fass
15 Mona Sean Pass 31 Mons Saean Pass
16 MNomne Saan Pass 32 Mone Sean Fass
Mumber of Pass: 32
Crearall rasult: Acreplabba
Ramark:

1} Pedormance Reguirement Type I NA, Type H: NfA, Type IR 216.0kPa

2} Testwas conducted within 60s after remaval from conditicning chamber.

3} An acceptabla qualily limit of 4.0% ks mel for a single sampling plan when 29 or mobe of the 32 bested
specimens show pass resulls.
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Test Report SL52045300144501TX Date:October 26,2020 Page 5 of §
Sample Photo

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