EU-Konformitatserklarung
EU-Declaration of Conformity
Dokument-Nr./ Document No. LKO08-CE001-01

Wir / we WENZHOU LEIKANG MEDICAL TECHNOLOGY CO., LTD,

Address . Room 401,4th floor, Building No.21, No.89 fengfang road,

Economic Development zone, Ouhai District Wenzhou. Zhejiang Province,PRC

erkldren in alleiniger Verantwortung,dass das Produkt

Declare under our sole responsibility that the product

Partikelfiltrierende Halbmaske:3D Facial FFP2 Protectivemask/Modell:LK-008
Particle filtering half mask:3D Facial FFP2 Protectivemask/Modell:LK-008

mit der EU- Baumusterpriifbescheinigung

Is in conformity with the EU-Type Examination Certificate CE 2163-PPE-972
Ausgestellt von der notifizierten Stelle UNIVERSAL CERTIFICATION
Mit der Kenn-Nr.2163-KKD-972 & SURVEILLANCE SERVICE TRADE.Ltd

Issued by the Notified body with Identification
No.2163-KKD-972

und mit der folgenden Harmonisierungsrechtsvorschrift der Union unter Anwendung der

aufgefiihrten Norm iibereinstimmt:

and is in compliance with the following Union harmonisation legislation by application of the listed standard
listed standard

Bestimmungen der Verordung Number sowie Ausgabedatum der Norm
Provisions of regullation Number and date of issue of standard

Verordnung iiber personliche Schutzausriistungen
Verordnung (EU) 2016/425 X X K EN149:2001+A1:2009
Personal Protective Equipment Regulation

iiberwachung der Konformitat mit der UNIVERSAL CERTIFICATION (NB2163)

Bauart auf der Grundlage einer intermen
Fertigungskontrolle mit uberwachten

Produktprufungen in unregelmaigen Zertifikat-Nr. CE 2163-PPE-972
Abstanden (Modul C2) durch: Certificate No.

Surveillance of conformity to type based on

Internal production control plus supervised EU-Importeur: GreenSun Germany GmbH
Product checks at random intervals(Module EU-Importer: Max-Planck-Str 36 61118

C2)by:

Wenzhou,China/23.11.2020

Ort und Datum/Place and date




UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-KKD-972

Respiratory protective devices, filtering half masks to protect against particles manufactured by

Wenzhou Leikang Medical Technology Co., Ltd.
Room 401, 4th floor, Building No. 21, Wenzhou National University Science Park, No. 89 Fengfang Rd.
Economic Development Zone, Oubai District, Wenzhow, Zhgjiang 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 5, it is approved
that the product meets the requirements of the regulation.

Product Definition

Brand Name: LEIKANG Model: LK-008
Filtering half mask
Classification: FFP2 NR

Henbymmbdm«lnuﬂmtiﬁedbodynmbaﬂléS)mdmﬂxCEmlk.n
shown below, on the Category 11 product models given above, with;

o lssuing an appropriste EU Declanation of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.

o Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
bymhaedonAlm?(Mo‘nhC!)ofAnmt(Moduhb)oﬁhe
regulation no later than | year from the beginaing of serial production

This certificate is initially issued on 07/07/2020 and will be valid for $ years, if there is no

change in the relevant harmonised standard affecting the essential health and safety
requirements.

5. g

UNIVERSAL CERTIFICATION
Director

i
I
§



Verify the validity with the QR code

O
UNIVERSAL

CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-972/01
Respiratory protective devices, filtering half masks to protect against particles manufactured by
Wenzhou Leikang Medical Technology Co., Ltd.

Room 401, 4th floor, Building No, 21, Wenzhou National University Science Park, No. 89 Fengfang Rd.
Economic Development Zone, Ouhai District, Wenzhou, Zhejiang Province, China

Continues 10 fulfil the requirements of
EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the evaluation of test reports and internal quality control audit reports according 1o EN
149+A1:2009 and Personal Protective Equipment Regulation (EU) 2016/425 Annex VII (Module
C2). This certificate implies that the manufactured products show below are in conformance with
mewovedEUlypcﬂumimionmoddmdmben@hmudmemm

Product Definition
EU Examination Certificate
) Class ™ Serial No Date | lssuing NB No
LEIKANG / LK-008 | FFPINR | 2163-PPE-972 | 07.07.2020 2163

Herebydnmn:ﬁculuisalmwedwuunoﬁfndbodymnber(zlﬁ)ndc-ﬁxmuk.u
shown below, on the Category 111 product models given above, with;

. mmgnwsumuﬁmorcmnymmwwm
Equipment Regulation (EU) 2016/425 Annex 9.

. Takingaﬂmmsmmywmmemmmlimuubm
mndnham;endtyofpo&wﬁonndmfwniyofdnmmfmdmmme
type described in the EU type examination certificate.

This certificate is issued on 07/07/2020 and will be valid for one year, until 060772021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement.

000{1"'/}
— SumKACMAZ
UNIVERSAL CERTIFICATION

Director
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TECHNICAL ASSESSMENT REPORT

REPORT DATE / NO: 07.07.2020/2163- KKD-972

Manufacturer: Wenzhou Leikang Medical Technology Co., Lad
Address: Room 401, 4th foor. Building No. 21, Wenzhou National University Science Park, No, 89 Fenglang Rd

Feonomic Development Zone, Ouhai District, Wenzhou, Zhejiang Province, Chin

y the test results obtained from Trust Right Testing
ind Certification Service (Zhongshan) Lid. aceredited by IAS (International Accreditation Service), signatory 1o ILAC

MRA_ with number TL-861 for the product identified below, dated 12.06.2020 with Serial No R20200049 based on EN
149: 2001 + Al: 2009 standard and the technical file dated 01 July 2020 Version 01 prov

This rey given above, manufacturer prepared according 1

d by the manufacturer. The

sling of the product is conducted under our supervision for testing from the manufacturing site of the client

of the manufacturer, and risk evaluation against the essential health safety requirements and the test

heir relation with Essential Requirements of Personel Protective Equipment Regulation and found to
| g

be appropnate

art of the EU Type Examination Certificate isswed 1o the manufacturer The test

This report is an annex and an

results and issued certificate beloags only to the tested model. The technical report consists of a total of 6 pages

Product Description: Particle Filtering Half Mask
Chassification: FFP2 NR
Trademark: LEIKANG Model: LK-008

UFR3SG 12122018 Rev Pege
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION
EU 2016425 CORRESPONDING RISKS FOR THE PRODUCT

1.1 Design principles

111, Ergonomics
F!Enuk»duioﬂﬂwml-mu*daﬁﬁii“knmw&ﬁww
normally whilst enjoyimg appropeiate prosection of the highest prossible fevel The test resuts with human subyects dad nat roport amy probiem with the
ergonomass of the product.

1.1.2. Levels and classes of protection

LA2.1. Highest level of protection possible
‘l\:qﬂ'—hdo(pm»teui-onw—hkﬂiﬁhq—d“&m»hu-hdumua'nn-h
efective wse during the period of exposuse to the risk of sormal performance of the acuvity.

1.1.2.2. Classes of protection appropriate to different levels of risk
mmmmdunmumud-uuuummm«m—
be taken into nocount in the design of the PPE,

1.2, Innoceousness of PPE

1.2.1. Abstnce of risks and other inherent nuisamce factors
m-uu»mﬂ-m-am&d‘amm*hn*mdnm#
dcd-uhh'suﬁedﬁhmﬁbhm‘ﬂqﬁdhwmm-iumuhwb-
hazardous comtem for healdy.

1211, Ssitable comstituent materials
'l\tmdwhm&*wm~dﬁp&mmmﬁ*ﬁ'&dkﬂundm
The maserial sclecton is processed in the sechnical manufacturimg process and documented.

1.2.1.2, Satisfactory surface condition of all PPE parts in contact with the wser
Anymoﬁn!FEh's’-o_auilidkweonbuﬂh-*«ﬁbmmkhdu‘-ﬁ:—p*
Mpﬂuummwumm.wndeIhum

1213, Mavimum permessible user impediment
A-ymutym.m.kﬂ.mnuu‘ud—qmmu-ﬁ-&-—m”
movements which endanger the user or other persons.

13 Comfort and effectiveness

mmnwumunow-omumm-uuu»—--muum
mdm.bu'qhid-ﬁ—m&m»kwndhp-ubk#lkﬁmi—&pﬂ:oﬂ
unsuhmmanwnummn-mwumq—aum—d-.—
range of sires.

132, Lightmess and design strength

PPE must be as light 3s possible without prejudscng design strongth and efficiency.
mm-Mww-mmmﬁiwswmwﬁumhwmnm
l—&q‘de&eﬁmd-ﬁm*--hkhﬂuﬁ-d‘

1.4, Information sspplied by the manufacturer
'l\cmﬂmieunwbyhmd”ﬂ-ﬁ-ms#-&_ﬁ—a—"dﬂ-*—b-

a) h“b&“““&”‘h&“qﬂn“iﬁa—'g

b) mmmmmummmcummm—-u»
m—hnum*aQMamﬁh*lhmﬂhmm

<) m-wh‘qﬁﬁdmbﬂukﬂumd’MWbQMH-ﬁu

d)  Suitable PPE accessorics md the characteristics of spgeoprissc sparc parts.

€)  The clmses of protection appeopesate © differont levels of risk and the corresponding limits of use:

f)  The obsolescence deadlincor period of obsolescence of PPEor certaim of its componcees.

£)  The type of packaging suitablc for transport.

h) The significance of any markings{sec 2.12)

i) Where sopropriate the references of the Directives appiied insccordance with Article(6) (b).

J)  The name. address and sdentification mumber of the notificd body imvoly d im the design stage of the PPE
'lbnmMnhmMM—thl—hﬁwwndhnﬂ--—dd—-—
’/-“\\
Esd .
X "“v
\ ) |

UFR3E3 12122018 Revd :n el -
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CERTIFICATION

2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2.1. PPE iscorperating adjustment sysiems
lfmmmqn—.&&—ht'—d“mo-ﬁmmhnmw
unmsentionally i B Kecsocable conditivns of wse.

2.5 PPE for the face, cyes and respiratory system
mm‘h-ﬁﬁgmﬂldvﬁcﬁmnhmﬂk'—'ﬂ
n-muumam——.mawmusmmnmdﬁuumol.-
actvies of the wser.

If mecessary  sach PPE must be trestod or provaded with means 10 PECVest misting-up.
udmwh“ﬁ‘m-kﬂﬂ&mdMImu

24 PPE sabject @ ageing
l!iiha--.t&-paﬁ—du-m-h#“h“‘t-‘dy-dm-ﬂ«.lm
k“dmd“—hmd*mn-ﬁb‘d"EN.u—M-‘-hm
"&*viﬂbbﬁ:--m-‘nﬂ-&-ﬂﬁdtcm&m-n&lhMM
h*&”c—.ﬂnﬂm“-‘m“bmﬁd‘wbﬂd’ﬁ-\aﬂdu
effectne comditaons of stoexse. e, Cicanmg. son g and mamscnance
m#dﬂ“-mmt”.k“n“*ﬁ—h“-:d-“m
Mn&“.—-l*ﬁu“oﬂ-d"{”u&m-&h“
—u‘ﬁﬂﬁ-&uﬁdnhﬁk*u»kw«ﬁuﬂ'bt-l--t'n'snum.t
e sctuncr mont grve that miormaton = by sntractoes The peodact i for sigle usc and tosted witd simulased weaneg comdtionmg.

2.6. PPE for wse in poteasially cxplosive atmospheres
rrtuh-hmw—qﬁ-—hw-l“h“nm-lﬂhhmdam

Mu“—-#ﬂy.mnwmn#

2K PPE for interveation ia very danzerous sitmations
mm-ﬂnu—nmmamnwm“—Mhmuwh
Mmﬁm-ﬁ-#‘.—m.—-‘—mwwu».@
mm-abmu-&-uma*-m—m-mmuw*mbyuuu
wu-ntm-u—-uaunuo—-dsmaw—uunuu--umum
0 Bt 1 can be perocived by the sser m the foresecable condxons of usc

nmm-—.—-mnuwumnnw
mmm-—ﬂ_u“mamnunh“m-ﬁm_u
m-l*d.-tquhﬂﬂlﬂd_wd-“-‘

m&_-mhhﬁwdhus‘d‘nheﬁ-—i-hd
N’m«..mmhhﬂbﬁdhﬂd.m‘ﬂoh“hmm-hmdwh
packing and i the manufacurcr’'s B0cs

3. ADDITIONAL REQUIREMENTS SPECTFIC TO PARTICULAR RISKS

3.10.1. Respiratery protection

PPE imtended for e protection of e roparatony m—*I”bmh-ﬂwiﬂqﬂbaw
m-‘h-*“-#ww
mwiw-&uw!ﬁ-hd—'—lnm—h”*ﬁmdhmﬂﬁ”?ﬁaq
supphy from an cxernal weooileacd sowroc
m*-ﬁd*m‘”md!ﬁ—h“um-ﬂm”s--—w"
”dmhf—hﬁnﬂd—“-ﬁumwd—,
mmd&ﬁ-—dhwﬂnmﬂhkmdﬁﬁhmmw—m
mmhoﬂ*h-’n.umbﬁunmdh-.
mm—hﬂdﬁm&Md&m“-mﬂhm*n—'ddﬁMmﬂ
10 employ e PPE correctly.
hu-dn—;q-—xu—ta-n-n-—am--——uhu“am filsers kept in thew origmal
pasiagg

.—‘ kL ‘\‘

UFRIE 12122008 Revl \Pagedts
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Technical Axsessment of EN 149; 2001 + Al: 2009 Standard and other Standards it refers to, Clauses Comesponding to the

(EU) 2016425 lation, Essential Health and Safety Requirements given above.

Chasification] Particle Filering Hall Mask
Tha mak sidgect 0 evaluston based on (e best reseits and 1 file provaded by e i “ died 1.

Fivering Efficiency and mavsmum Tosal lnwand Loskage Classfied m 1992

Mask i chassfiod S slaghe shif) wme. NI
mmmMWan~mm~mn—n—w-an~-——
wechanicd dmage. the mamks we o plastic sealed dags in e cord bon The pachapmg desipr and 1 procdinct w commbirnd 1o woatmd o
Toresoeabli conditiens of ust hased on dhe vivead insgetion eslits pves i e bet regon

Materianli Matoriads used 1o porticle filtering Malf mmks, fing 10 the simled wewing o ey Stioneg wein Yo
w»mu—u.-ﬂmnummmummuuuuouunuﬂuw
undo.m«mummun—-&mnu-m—m-.—n-.——-.n—n-
-hnu.lhmmmmhh--ﬂnﬂnnwmdﬁ-ﬂ“um-u‘uhﬂ
ol sty of usen

Based o B tost resalts, Be masks dud mot collapne when subgect % Iated wewing and Atotng Neo -
perted during the p ol perfe Sean by Marman sibgente
Mmm:mmuu-uupu-u.mw* o Suanle P Jeonnded e B
mamsfactuer

Paactical Performance -

muma-‘muummu-m-,m-mum-u-mm-.u,-.-.u
ﬂs.bnlt'-umumu-‘.uu-.mmuumnuhnm—du“f“ cartoops comfont
secunily of Eastonengs and firld of vison anmw&uﬁnﬂmu-.-—mwdﬁd—
s

i 1
A B " [ » | u-.-"—-.-w-osn
_ 2 Hond harvess comfon 2 0 Poutive rewsits wre obtamed from the 1es
3 Secwrty of fatenings 2 | 0 subpects
3 ek o€ i Sl Newmpereem

Conditioning ; (A K ) As Recorved, coging

Pindad of Partni The tost regueet mm&mmufu&ﬂ‘m“no—m—--“-n.t—mn-
wdpes and 40 ot contain bues.

Totad Inwand Loakage!
n-rmumumauwu«-mnulomuu---—lmmn.-ﬁuu-d-wnm-u—
condution of the eveercises delined w e sindard The samglen wod o o 1ot ae wiye d w e equed @ B Sed e
T de and as d. The face & d&*nmdnwlhmﬂhwmm-l
foe ek excervizn s avaslable in the test report

W was ropomed that:
MW“dd”nmnm-—hn-ﬂl«-wmﬂbll\.ﬂnw-mmIA\-IO.D‘-
Anauleuclw-lw&ul'nm-uu—inae-!»ﬁm\dm\mms.lsuo.l\

Accordag 1o the reperiad ressits, the prod, mocts the Bmits for FFPL and FPP2 classification.

" Pesetration of filter materisk: Sodivn Chonde Testag

: ey Scdivm Chiloride Tasting Requirements in accordanse with —
ol 9% Limin max (%) EN 1492001 + A12009
AR) . 22
(AR) - 04
(AR) . 02 FFPM <20% Fahtering balf mamks G e
sw) . 1.8 sequitoments of Be sumaxd
SW) . 04 FFP2<6% ENEN 492000 - AL200S |
(SW) . o | given n 792 s eange of e |
MS.TC) - 6 mas FIPL FFIT dasscs.
IMS.TC) . 04
IMSTC) . 1 LX) |
Conditioning : (M S ) Mechanical th B Lmm = 10& =

(1€ ) Temperatare Conditioning
(AR ) As Reveived, onginal
(5. W) Simudsted wearng Sremment

UFR-M3 12122018 RevOl Rage dlsl -
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| Penotrasian of Ster maneriad: : Paatfis O Toving

Parallin Ol Testing Reguretnents in sccordmoe
Candition o 95 Limin e (%) | wit EN 1492001 + A1;2009 Resch
AR} . 16
AR) . 58
AR | . 4 M E0N Filtermg half masks flsll the.
W) ! . 43 requuenents of the standard
‘, .""" W) | . (5 et EN EN 1492008 = AL 2009
W) | S 47 gives 8 7.9.2 i range of the
NS TC) . a2 FRPS S 1% FIPL, FIT2 clusses
MS.TC) . X
1C) . 58
Conditioning | (M 5.) Mechanical Strengh
(1.0 ) Tonpersass Condonning
(AR As Reveived. onipial
! S W ) Semalmed weanng weanest
Al Campeadility with skis: fn Pracocal Perfennance report. ¢ likeldood of mask murerials is contit with the akin casing imeanion o ofier
T10 niverse effest on bealth was not d (No segarve onpractical perfommance wad TIL test resalts)
: - bo
Comdin | 0 Vivesd inspestion Requiraments in sevardunse Resut
AR) - B foe O Firenng half msk Pawed
Arsste AR) . Bum for 0 AT —— Laborstory clasms St e
wm ey . Bun foe On connining 10 bum for sestend icema i not bum for
| ey - Burn foe O more thin § 5 afler $ seconds and fulfils e
Condientng 1 (A R.) As Reconod, orgial

R (V.C) Tomperstuse Condimanny
Carbon diavide content of the whalisinn alr

An sverage
Condisen No.of | COycoment of the ishalusion air | CO\ cmtent of  Ragquisements m sccondanee wilk
Arnly Sancle 44 by vodaime the ssdulaton EN 192000 + AL009
.12 ' 8
IAR) . [F1) Pasend
1 QO gontent of the ishalason w
AR)__§ - 0 0,26 %] shall not excend an average of Fibering half masks
an_ | o T R~
| T IAR) As Revorved, onipasd
Al Mead b » I Perfo sl THL sest repons no adverse effocts have boon reported for donning and renave of the mak aleo the
R L) sevedis of these et indicates (har e head harnes e capadle of helbisg e mank firmly enmgh
™ Mdﬂmhm“m.-m“mwhuwdmm*hukb“
Ancle :
" Exhalation Valve(s): The madel wndear mmection have so valves
Breathing Ress Bkt
NMM‘*”M&OM*)-MJﬂmmJMM
Arscle ‘nmﬂ.ﬂﬁiﬂ”-h“‘h!ﬂl.m-‘mmMi-ﬁlh“rﬂsh)ﬂ.‘-‘”
16 u—um-mmm-——-uhmw-ﬂwnm&-uum

Pawed.
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Neslihan EKE BIRTORK WM Suat KACMAZ
PPE Expert General Manager
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Clogging: Nus k15 mor apphiod 10 Pamicks Fikonng Half Mask whech is mer reusable
(T vimgle vbift war devices, We clagrmg (s is apineed st For pramabls dovices tewt o mandatory )

Demeuntable Parts: There are ns domosatable parts of the mank

Testing: Al lests conduced scoceding to Clause £ of thes seancard w availabie @ the test repert and are evidusted in Sy report for qual ficaton

ml clmaficanos of the mask.

king - Packaging: N ko nwauwmmummuuwsmm
mwdﬁuuum Iuding the staus of 90 BN 1492001+ A1 2009 sandard. B ond date of
ﬂmmuw“umuaﬂnm-ummmmm-unu
» g and fioe Do dewgn. Venified on e Asnes 9.1 of e technical file

The techmscal documentatos for maak desgn (dray shse cvalwned for markn i dawng LK 408, The sk tamplate (drawing)
“uunammnuwummr«ad“ Type of mank, the refemnce 1o
EN 149+ A1 2009 semdard and classificamon inchadieg the seasabily of the mask The manfactarer s pristed CE mark with sur Notilied
Body member. The mask & 2ot bave sub-assernblics. Even de sested sample by the do not caery rking mformanen as
-l-uu-d“&-ﬂ-ﬂth-mm—b-ﬂ# Model dawing LK-008 evists in
e techmesl file of he 4 Armen 6 of tochaical file

' lafermaton to be supplied by the masets In cach of the smallest Ily natable packazing 2 the pradsct. mplomarcnon

(matallatin INSTWCTIONS ) pre-use cmtrols, warmng and wage lnit worage and of | presograrms are defimed User
““hh“&ﬂbhﬁﬁ*ﬂ“”“ﬂmm-m
smallent Jable package, Asnex § of techmeal

| APPROVED RY
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