IKINGI/\ | MEDICAL  KF-AF10(sC)

PREOTECTING PEOPILE CE 0598

EN 149:2001+A1:2009 FFP2 NR

PARTIKELFILTER-
HALBMASKE

-EN 149:2001+A1:2009 FFP2 NR

-6er Karton - Apothekenversion

-Einzelverpackt

-Deutsche Beschriftung

-Deutsche Anleitung

-SGS Zertifikat mit Modul D

-EN1SO 9001:2015 TOV Rheinland

-EN ISO 13485:2016 TUV Rheinland

-Produktionskapazitdt von mehr als 40 Millionen Masken pro Tag.
Typ2R, FFP2 und FFP3 Masken sofort verfiighar - iiber 20 Sorten

C€0598
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Certificate CN20/42082

The munagement'symm of

Guangdong KINGFA SCI.
&TECH. Co., Ltd.

No.28, Delong Avenue, Shijiao Town, Qingcheng District,
Qingyuan City, Guangdong Province, 511545, P.R. China

has been assessed and certified as meating the requiremants of

Regulation (EU) 2016/425

Module D

For the foliowing activiies

Manufacture of FFP1/FFP2 Protective Respirator

(Note: all praducts marked CE0598 must have a valid EU Type
Examination Certificates issued under Module B or a valid EC type
examination certificate issued under Article 10 of the PPE Directive
89/686/EEC.)

This certificate is valid from 10 June 2020 until ¢ June 2023
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 26 May 2023

Issue 1. Certified since 10 June 2020

Authorised by
<A e
SGS FIMKO OY, Notified Body 0598

Takemotie 8, FI00380 Helsinki, Finland
£+358 9696 361 f+358 96925474 www.sgs.com
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UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-884
Respiratory protective devices, filtering half masks to protect against particles manufactured by

Guangdong Kingfa Sci.&Tech. Co., Ltd.

28 Delong Avenue, Shijiao Town, Qingcheng District, Qingyuan City, Guangdong Province,
China
are tested and evaluated according to

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 3, it is approved
that the product meets the requirements of the regulation.

Product Definition

Brand Name: KINGFA Model: KF-A F10(SC)
Filtering half mask
Classification: FFP2 NR

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 11 product models given above, with;

e Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.

®  Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 29/06/2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety

requirements.

2163

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR code

Necip Fazil Bulvan Keyap Sitesi E2 Blok No:44/84 Yukan Dudullu Umraniye - ISTANBUL - TURKEY T:+90 216 455 80 80

UNIVERSALCERT.COM

UNIVERSAL Modul B Zertifikat CE2163
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Certificate

Standard ISO 9001:2015
Certificate Registr. No. 01 100 1430282

Certificate Holder: GuangDong Kingfa Science and Technology Co., Ltd.
Unified Social Credit Code: 91441802077867032A
Registration Address: No. 28, Delong Road, Qingcheng Dist.
Shijiao Town, Qingyuan City, 511545 Guangdong, P. R. China
Operation Address: same as above

Scope: Design and Manufacturing of Modified Plastics;
Design and Manufacturing of Masks and Non-Powered Air-
Purifying Particle Respirator

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

é Validity: The certificate is valid from 2020-07-19 until 2023-07-18.
5 It remains valid subject to satisfactory surveillance audits.
g First certification 2014
g
This certificate information can be searched on CNCA official
website http://www.cnca.gov.cn
H
§ g
;g 2020-06-08 . —
TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéln
Ei www.tuv.com (( DAkﬁic% A TUVRheinland®
E DM AN S0 Precisely Right.
2
=

TUV Rheinland ISO 9001:2015 Zertifikat
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é TUVRheinland®
Precisely Right.

2020-06-15

To Whom It May Concern,

This is to confirm that a certification audit was carried out on behalf of TUV Rheinland
LGA Product GmbH Notified Body (CE0197) as follows:

Applicant : GuangDong Kingfa Science and Technology Co., Ltd.

Address : No.28, Delong Road, Qingcheng Dist., Qingyuan City, 511545,
Guangdong, P.R.China

Standards : ENISO 13485:2016

Scope :  Design and Development, Manufacture and Distribution of
Disposable Medical Face Masks (non-sterile).

Date : 2020-06-10~12

Report No. : 17054679 002

No nonconformities were established what would affect the overall effectiveness of
the QM-system. Therefore the auditors will recommend that TUV Rheinland LGA
Product GmbH Notified Body (0197) Certificate for a Quality Assurance System
should be issued.

PP

prior

q

Yours sincerely,

5 g
TUV RHEINLAND (SHENE«EN) Co., Ltd.

® TOV, TUEV and TUV are registered brand marks. Any use and
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EU DECLARATION OF CONFORMITY

This declaration of conformity is issued under the sole responsibility of the manufacturer:

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

address
NO.28 Delong Avenue, Shijiao Town, Qingcheng District, Qingyuan City,

Guangdong Province, China

Product name Particle Filtering half mask

Model/ Serial No. KF-A F10(SC) FFP2 NR

Applicable Regulation: | PPE Regulation 2016/425

Notified body for EU UNIVERSAL- NB 2163

type-examination .
{Module B) Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu Umraniye /

ISTANBUL / TURKIYE

Certificate number 2163-PPE-884
{Module B)

Notified body for EU SGS FIMKO OY - NB 0598
type-examination

{(Module D) Takomotie 8, FI-00380 Helsinki, Finland

Certificate Certificate CN20/42082
number(Module D}

We declared that given information on the above statement and attached documents/records are
true and correct to the best of our knowledge.

Signed for and on behalf of:GUANGDONG KINGFA SCI.&TECH. CO., LTD.

{date of signature):2020-6-30

(title of signatory):General Manager

(signature):

EU Deklaration
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KINGFA [MEDICAL KINGFA & &l %

ROTECTING A -

MANUFACTURER'S AUTHORIZATION FORM

To: Whom it may concern

We,

GUANGDONG Kingfa SCI. & TECH. CO., LTD.

No.28, Delong Avenue, Shijiao Town, Qingcheng District,
Qingyuan City, Guangdong Province,

CHINA

and

KINGFA SCI. & TECH. (Europe) GmbH
Kasleler Str. 45

65203 Wiesbaden

GERMANY

. who are established and reputable manufacturers of meltblown fabric, masks
(TYPEZ2R, FFP2 & FFP3), isolation gowns, protective clothing, gloves and other medical
products, do hereby authorize and certifies NYNEX satellite OHG, Robert-Bosch-Str,
20, 64293 Darmstadt, GERMANY to distribute the above mentioned goods
manufactured by us.

We hereby declare our full guarantee and warranty for the goods offered for supply by
NYNEX satellite OHG.

Moreover, we hereby declare that we supply NYNEX satellite OHG directly and without
intermediaries.

GUANGDONG Kingfa SCI. Kingfa SCI. & TECH. (Europe) GmbH
& TECH. CO,, LTD.

Name: Leo Cao Name: Leo Woo
Titel: Overseas Marketing Director Titel: General Manager
4 ¢ A
A Faery
Signature: | Signature: -
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Test Report

(20200 WSZFHL NO.W0708

Product Name Particle Filtering half mask
Client Guangdong KINGFA SCL.&TECH.Co..Ltd.
Manufacturer
Test Type Entrusted _inspection
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Test Report

[2020] WSZ FHL NO.W0708 Page 1 of 6
Specification KF-AF10(SC)
Product name Particle Filtering half mask
Brand =
. Guangdong KINGFA SCL&TECH.Co.,Ltd./28 Delong Avenue, Shijiao Town, Qingcheng
Client/Add/Tel s ; ; : .
District, Qingyuan City, Guangdong Province, China/—
Manufacturer/ ST
Add/Tel )
Sample grade FFP2 Sample number GWW0708-2020
Sampl Receiving date of
PR 110 pes ReERRIOSE 21/05/2020
quantity sample
- S - Article number/Batch
Test type Entrusted inspection =
number/Style number
Test date 23/05/2020~29/05/2020 Testing sites Testing room

Sample state

Meeting the requirements of testing Sample description

Test standard(s)

EN 149:2001+A1:2009 Respiratory protective devices-Filtering half masks to protect against
particles- Requirements,testing, marking

Test items

Visual inspection, practical performance, finish of parts, compatibility with skin, flammability,
carbon dioxide content of the inhalation air, material, head harness, field of vision, penetration of
filter material, breathing resistance, total inward leakage

Test conclusion

The sample upon testing, the test items meet the requirements of the..

S\ AR R o
g Na\AY sl

A
A

standard. The detail of test results see on Pages 2-6.
> L)

Issue dgte: 2%, 425,72020

Note

For the entrusted sample test, the technical responsibilities are
undertaken for the test results of the supplied samples only.

Approver: Reviewer:
pp / i\% %\p'){

Chief Tester: T?)'%
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Test Report

[2020) WSZ FHL NO.W0708 Page 2 of 6

Single item

S.No. ¥ i Unit Technical requirements Test  result
Test item q ¢ deciion
Particle filtering half masks shall be
offered for sale packaged in such a g ; _
\ 2 Packaging withstands mechanica
Packaging | — | way that they are protected against 5
. damage and contamination.
mechanical damage and
i contamination before use.
I Yogual , : Qualified
inspection Materials used shall be suitable to
withstand handling and wear over
; g. ‘\ Materials withstand handling
Material | — | the period for which the particle ok
filtering half mask is designed to be )
used.
Sample 1 has the feeling of
Head .
comfortable wearing
harness — | Head harness should be comfort. =
Sample 2 has the feeling of
comfort 3
comfortable wearing
. Security Sample 1: All fastenings are firm.
Practical s : ; .
2 " A of — | Fastenings are safe and reliable Qualified
periormance fastenings Sample 2: All fastenings are firm
Sample 1: Having a wider visual
Field of . . field
s — | Field of vision is acceptable - - -
vision Sample 2: Having a wider visual
field

Parts of the device likely to come :

Finish of part it N hall Parts of the device have no
inish of parts — | into contact with the wearer sha :

3 & sharp edges and burrs Qualified

have no sharp edges or burrs.

Materials that may come into contact AR 5 pes all don’t cause
P Compatibility with skin | with the wearfer's skin shall r.xot. be' irritation el
known to be likely to cause irritation T S pcs all don’t cause
or any other adverse effect to health. irritation
The Sample is burning

A.R. | Burning time:0.1s

When tested,the particle filtering half : :
The Sample is burning |
- mask shall not burn or not to s g
Flammability s Burning time:0.1s g
5 — | continue to burn for more than 5s : - Qualified
The Sample is burning,

after removal from the flame. o | B
T.C. | Burning time:0.1s

The Sample is burning,

Burning time:0.1s
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Test Report

[2020] WSZ FHL NO.W0708 Page 3 of 6
SN Unit |  Technical requirement Test result . e
.No. 4 3 ni echnical requirements est resu
Test item q dscliion
Sample 1 0.5960%
Carbon dioxide content Sample 2 0.6040%
6 . iy, =+ =1.0% (by volume) £ 2 Qualified
of the inhalation air Sample 3 0.6025%
Average 0.60%
N . Sample 1: neither facepiece nor strapy
After undergoing S.W., none of A ;
. d have mechanical failure
the particle filtering half masks - =
. Sample 2: neither facepiece nor straps
shall have suffered mechanical - :
7 . have mechanical failure
failure of the facepiece or - -
" /S Sample 3: neither facepiece nor strap
it - raps. e
7 Material # have mechanical failure Qualified
After undergoing S.W. and Sample 1: no collapse
T.C. , none of the particle S 160 1
ample 2 : no collapse
filtering half masks shall not 2 B
collapse. Sample 3: no collapse
The head harness shall be : _
designed so that the particle All (.>f 5 pieces panticle
filtering half mask can be A.R. filtering half mask meet
donned and removed easily. the requirements
8 Head harness — | The head harness shall be Qualified
adjustable or self-adjusting and All of 5 picces particle
shall be sufficiently robust to T.C. filtering half mask meet
hold the particle filtering half the requirements
mask firmly in position
The field of vision is The ¢ e d
e two samples both have a wider
9 Field of vision — | acceptable if determined so in sual field p Qualified
visual fie
practical performance tests.
A.R. 0.1% 0.1% | 0.1%
Sodium .
. = =6% S.W. 0.1% | 0.1% | 0.1% | Qualified
chloride
Penetration MSH+T.C{ 0.1% | 02% | 0.1%
10 of filter
material AR. 02% | 0.2% | 0.3%
Paraffi
! . Tl = <6% SW. | 02% | 03%| 02% | Qualified
oi
M.S+T.C] 04% | 0.5% | 04%
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Test Report

~a

[2020] WSZ FHL NO.W0708 Page 4 of 6
Test  result
. Technical Facing Facing Facing Lyingon| Lyingon| Single item
SNa Test item Unit : - : ; " . : .
requirements | Exercises| directly | vertically | vertically the left | theright decision
ahcad upwards | downwards side side
0.2 0.2 0.3 0.2 0.3
A.R. 0.2 0.3 0.2 0.3 0.2
0.3 0.2 0.3 0.2 0.3
0.3 0.2 0.3 0.2 0.3
Inhalati S.W.
Bl <07 03 | 03 0.2 03 | 02 | Qualified
30 L/min
0.2 0.3 0.3 0.3 0.3
0.3 0.3 0.2 0.3 0.3
T.C. 0.2 0.3 0.3 0.2 0.3
0.3 0.2 0.3 0.3 0.2
12 13 1.3 1.3 1.2
A.R. 1.3 1.2 13 1.2 1.3
1.3 13 1.2 1.3 1.3
13 1.2 12 1.3 1.3
Breathing | Inhalation
fp ||=ENE 0 Imbar | <24 | sw. 12 | 13 1.3 12 | 13 | Qualified
resistance | 95 L/min
1.3 1.3 1:3 133 1.2
1.3 1.2 1.3 1.2 1.3
TC. 13 1.3 1.2 13 1.3
12 1.3 1.3 1.3 12
1.8 1.9 1.9 2.0 1.9
AR. 1.8 1.8 2.0 1.9 1.8
1.9 1.9 19 1.9 1.9
1.9 1.9 1.9 19 1.9
Exhalation s
. =3.0 S.W. 1.9 1.8 2.0 1.8 1.8 Qualified
160 L/min
1.8 1.9 1.9 1.9 1.9
1.9 1.8 2.0 1.9 1.9
TC: 1.8 1.9 1.9 2.0 1.9
1.9 1.9 1.9 2.0 2.0
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Test Report

[2020]) WSZ FHL NO.W0708 Page 5 of 6
oS Technical Single item
S.No. Test Unit u., Test result e "
siéi requirements decision
. El E2 E3 E4 ES TIL
Exercises
(%) | (%) (%) (%) (%) (%)
I* 1:1 1.7 1.5 1.5 1.1 14
2 14 22 2.0 2:3 1.6 1.9
At least 46 out of
h G
the 50 individual | ) ol 3 | 08 | 12 | 12| 12 | o8 | 10
exercise results
shall be not t .
- SRl Senctgale # o7 | 12|16 ] 16 | 09 | 12
Total than 11%;
inward And in addition,at ' .
12 = L 1.0 1.7 1.7 2.0 123 1.5 Qualified
leakage least 8 out of the 10
individual wearer
S > 67 1.0 1.9 1.7 157 13 1.5
arithmetic means
for the total inward - i % 54 575 ie i
leakage shall be not ’ ' ’ - ' ’
greater than 8%.
TC.| 8 0.6 1.3 1.4 1.3 0.7 1.1
9% 0.6 1.4 1.5 1.2 0.7 1.1
10% 1.1 1.7 1.6 157 1.1 1.4
Note
The end
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SUPPLEMENTARY TEST REPORT

[2020) WSZ FHL NO.W0708 Page 6 of 6
Facial dimensions of ten test subjects:
Subject Face Length Face Width Face Depth | Mouth Width
(mm) (mm) (mm) (mm)
1 120 130 109 59
2 122 140 115 65
3 119 160 139 55
4 112 122 119 63
5 110 130 118 60
6 115 119 110 59
7 112 123 113 55
8 103 130 100 50
9 118 139 130 63
10 115 129 120 50
The end
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HALBMASKE

Einzelverpackt
C€0598 -

EN 149:2001+A1:2009 FFP2 NR

PARTIKELFILTER-
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EU-KONFORMITATSERKLARUNG

<——90.00 mm

Wi erkizren hiermit, dass die folaanden Punkta der
EU- K

U
Schutzausrustung (PSA) entsprachen.

Diese Konformitatsarkiarung wied unter alieiniger Verantwortung das
Hersteliers erstelt

[Nam o und Anscheift]

GUANGDONG KINGFA SCIZTECH. CO, LTD.

No.28 Delong Avenuz, Shijiao Town, Qingcheng District,
Qingyuan Gity, Guangdong Province,China.

[Model. Nr.] KF-AF10(SC) FFP2 NR
[ArwrandD are Vorordnung/Norm{en)]
Diese PSAsteht in Einklang mitcler einschisgigen Harmonisierung -
smchtswrschriften Veromnung (EU) 2015425 und, wenn desdar
Fallist, mit d2n harmonisiertan Nomen EN148:2001 + A1:2009.
[ Kontormi titsbew artungsvortahnon]
EG-Baumusterprifbescheinigung Nr :2163-PPE-884

S wvon (Name / tele)
UNNERSAL- NB2163
A ‘ertetung: ip Fazil Buban Kayap E2 Bick N
44/84 Yukan Dudully Umraniye / ISTANBUL / TURKIVE
Diese PSA unterliegt dler Konformiatvon Modul D mit dem Typ
basirend auf dar Qualitat
Die dsP erbigt duchdas
SGS AMKO OY (NB 0535)
[Vorrotor der BC]
Lotus NL BV,

Koningin Julisnaplein 10, 1e Verd, 2566 A4 The Hague, Netherands.

[Fmennam & GUANGDONG KINGFA SCISTEGH €O, LTD.
[ Qingyuan City, Provincz, China
[Datum dor Ausstellung) 2020-11-28

[Unkirschit] N

QUALIFIED CERTIFICATE

Pariti Fitaring Halt Mask

MODEL:

KF-AF10(SC)

SIZE:
23x12em
BRAND:
KINGFA

EXECUTIVE STAN

EN 149:2001+A1:2008

MAIN COMPONENTS:

PP nonwoven 52%, PP melt-biown 24%
QM nonmwoven 24%

GUANGDONG KINGFA 50, & TECH (D, LTD.
No.28 Delong Avenve, Shijao Town,

Disirict, Gingyuan Cty, Guangdong Provinea,

MADE IN CHINA

15
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KINGI\ | MEDICAL
EN 149:2001+A1:2009 FFP2 NR
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C€0598
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YEFR T : 650x575x545mm

KINGFA [MEDICAL

PARTIKELFILTER-
Lagor- und Tranaportbedingun,
HAL Haiten Sie cie Mesken in der Vernackung bis zur
Verwendung von direktem Sonneniicht oder

EN 14:20014A1:2008 FFP2 MR Zwischen -30C bis 70°C . und roativa
Lutttauchtigreit n Korrosives
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GUANGDONG KINGIA SCLE TEOIL COLLTD.
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IKINGFA | MEDICAL

PARTIKELFILTER-
HALBMASKE

EN 149:2001+A1:2008 FFP2 NR

GUANGDONG KINGFA SCIL.& TECH. CO.LTD.
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