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Medical device production license
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Quality management system certificate:

CERTIEICATE

QUALITY MANAGEMENT
SYSTEM CERTIFICATE

Certificate No.: 24720010022R0S-1

CERTIFICATION
e i

This is to certify that

Jinan Shangrun Tongda Composite Material Co., Ltd.

Organization Code: 913701266648775935

Registration Add.:  Shanghe Economic Development Zone Jinan City,

Shandong, P.R.China
Cerfification Add * . Shanghe Economic Development Zone Jinan City,
shandong. PR.China

18 1 col

GB/1 19001-201

11 with

6/150 9001:2015

[his cert ificate i covering the followin: scope:

The production ef disinfectant praducts (73% aleoho! disinfectant and hand
washing gel disinfectant) within the gualification scope, medical hygienic
materials and dressings (plasters products), disinfectantproducts. 75% alcohol
disinfectants, hand gel'disinfectants,daily preicclivesmasks, medical hygienic
materials and dressings (plaster products), and daily protective products within
the qualificationscope. Production of mask)

asiie Date:  2020-04-02

Expury Date: 2023-(4-01

Registratitn No:  SDCB-2020-(HK08

GRT 19001

Shandong ChengBiao Certification Technology Co.,Ltd.

Registration Add:Room 407 liaxin Business Building, No. 154 Huayuan
Road,Licheng District.Jinan City, Shandong, P, hina
Website:Hitp://www.sdebrz.com




Registration Form for foreign trade operatars
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EC Deklaracja zgodnosci

Manufacturer;

Jinan Shangrun Tangda Caomposite Material Co., Ltd.
Shanghe Economic Development Zone , Jinan City,
Shandong Province . China

Scadett Liu

Tel: B 53158773122 | L‘ ‘
E-mail-2597875051@aqcom | ‘ /

1200 Eli-Repraseatative:

— =

We, the fifanulaciirer, herepriffrdeciprqplbptifs fedits INNOVATIONS
Name: DispGsableimedical mask
Type: NONﬂTmm

Model: 17 5cmx Q%n ' x&
meet the provisions of Directive 93/ EG which apply to them.

The medical device has been assigned to class | according to Annex 1X of the Direclive
9M42/EEC. It bears the mark

following the pracedure relating to the EC Deciaration of Conformity set out in Annex VIl of
Directive 93/42/EEC.

whose single_ Auli

Luxus Lebenswelt
Kochstr, jgd
DIMDI:
LinSun -
Tel: 0049-1745605732
E-mail: info.

This Ceclaration of Conformily covers all medical devices as spetified in the product list
belonging to this declaration.

The above mentioned declaration of conformity is exclusively under the responsibility of
Jinan Shangrun Tangda Camposite Material Co., Lid.
Shanghe Economic Development Zone . Jinan Cty. Shandong Province . China

Dabatf af
e Seagm Tmgh tesit Rt . 41

/)Fr Tth 2000 ﬁﬁ“ﬁ’%ﬁ;@ﬁﬂﬁﬂ

Legally binding signature, Funciion
Tothoired Sigsatereie)

Place, date

EC Daciaration of Confonnity

Page 11



Anlage 1
(zu & £ abs 1 Nr 3 DIMDIYY
Formularmirmmer H0301878

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

Formblatt fiir Medizinprodukte, auBer In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Zusténdige Behbrde / Competent authaority

Code
DE/CAZ0

|Bezeichnung / Name
Bezirksregierung Dilsseldorf, Dezernat 24

Staal f State Land / Federal state
Deutschland Nordrhein-Westfalen

|ort/ City Postleitzahl / Postal code
|Diisseldorf / 40474

Stralte, Haus-Nr. { Streel. house no.
Cecilienallee 2

Telefon / Phone Telefax{ Fax
+49-211-4750 +43-211-4752671

| E-Mail / E-mail
|dez24.mpg@brd.nrw.de

Anzeige / Notification
|Registrierdatum bei der zustandigen Behdfde ] Reaistiernummer’/| Registration number
Registration date at competent authority DE/CA20/01-Luxuslebenswelt-181/20
16.04.2020 e -

Typ der Anzeige / Nofification type

[ Erstanzeige / Initial notification

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

| Frihere 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
|l Hersteller / Manufacturer
|5 Bevolimachtigter / Authorised Representative
|1 Einfihrer / Impaorter
O Verantwortlicher fir das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
[ Betrieb oder Einrichtung (aufbereiten) nach § 256 Abs. 1 MPG i. V. m. § 4 Abs. 2 MPBetreibV
Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
O Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 21. V. m. § 10 Abs. 3 MPG
Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3} Medical Devices Act, MPG




Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00301878

Anzeigender / Reporting organisation (person)

Code
DE/0000047791

Bezeichnung / Name
Luxus Lebe nswelt GmbH

Staat / State
Deutschiand

Land / Federal state
Nordrhein-Westfalen

Ort / City
Willich

Postleitzahl / Postal code
47877

Strafte, Haus-Nr. / Street, house no.
Kochstr. 1

Telefon / Phone
0049-1715605732

.T&lefa: / Fax

E-Mail / E-mail
lni'n.n@luxmlw.da

Hersteller / Manufact | _‘
riMan urer &éﬁ*

Bezeichnung / Name
Jinan Shangrun Tongd

Epoaite Material Co. , Ltd.

Staat f State -

= » %

Ort / City

Jinan City ,

Stralte, Haus-Nr. / house

anghe Eq WB“WE ot

[ —
—PReniEan/ A Singong Province

No.26, Kaiyuan
Telefon / Phone A T Telefax / Fax
0086-531-58773356 ﬁ.-;ﬁu

E-Mail | E-mall V// /NF

.

Sicherheitsbeauftragte

r fiir Medizinprodukte nach § 30 Abs. 2 MPG 9)
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Bezeichnung / Name
Lin Sun

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Willich

Postleitzahl / Postal code
47877

Stralie, Haus-Nr. / Street, house no.
Kochstr. 1

Telefon / Phone
0043-1715605732

.Telefax ! Fax

E-Mail / E-mail
info.m@luxusiw.de




Anlage 1
{zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularmummer 00301878

Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon { Phone .Talafax ! Fax

E-Mail / E-mail

Erstanzeige / Initial notification
[J Anderungsanzeige / Notification of change

1 1
\
\

L\ \ X / /
L\ \ J‘

B«F-f:;l—

BEST MEDICAL INNOVATIONS

o

h

i #
" _;"
#




Anlage 1
(Zu % 4 Abs, 1 N, 1 DDV
Formularnummer 00301878

Medizinprodukt (Erstmaliges Inverkehrbringen) / Medical device (First placing on the market)

Klasse / Class

1

11 - steril / sterile

O 1 - mit Messfunktion / with measuring function

71 - steril und mit Messfunktion / sterile and with measuring function

Clia

[yl

Cn

110 - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im Sinne der Verordnung
(EU) Nr. 722/2012
manufactured utilising tissues of animal origin in terms of Commission Regulation (EU) No 722/2012

[ Aktives implantierbares Medizinprodukt / Active implantable medical device

[ Aktives implantierbares Medizinprodukt - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im
Sinne der Verordnung (EU) Nr. ?22},3012
Active implantable medn:ai device -manufactured utilising tissues of amimal origin in terms of Commission
Regulation (EU) No 7221262

App (Software auf mabilen Endgeraien} Cjalyes & nein/no

|Nummer(n) der Bescheinigung(er) / Certificate number(s) '

Handelsname des Produktes / Trade name of the device
|Disposable Mediml.'_lask

Produktbezelchnuhgi Name of davice «
Disposable Medical Mask

Nomenklaturcode | Nomeﬁdanwe code
115-230

Momenklaturbezeichnung / Nomenclaturﬁ-lenn
Maske, sonstige

Kategoriecode / Category code
10

Kategorie / Category
Produkte zum Einmalgebrauch

Kurzbeschreibung deutsch / German short description
Es wird verwendet, um Mund, Nase und Kiefer des Benutzers zu bedecken. Es wird in normalen
medizinischen Umgebungen verwendet, um Mund und Nasenhdhle zu tragen und das Ausatman oder
|Verspriihen von Schadstoffen zu verhindern.

Kurzbeschreibung englisch / English short description
It is used to cover the user's mouth, nose, and jaw. It is used in ordinary medical environments to wear
|and block the mouth and nasal cavity from exhaling or spraying poliutants.




Anlage 1
{zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularmummer 00301878

Medizinprodukte (Aufbereiten) / Medical devices (Reprocessing)

O Gruppe A/ Group A
O Gruppe B / Group B

[ Semikritische Medizinprodukte / Semicritical medical devices

L1 Gruppe A/ Group A
] Gruppe B / Group B
[l Gruppe C/ Group C

Mummer der Bescheinigung / Certificate number

[] Kritische Medizinprodukie / Critical medical devices

[ Dampfsterilisation / Steam sterilisation
[ Gassterilisation / Gas sterilisation

[l andere [ others

Sterilisationsverfahren / Sterilisation procedures

[ Strahlensterilisation / Radiation sterilisation

Angewandtes Verfahren / Applied procedure

Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
| affirm that the information given above is-correct to the best.of my knowledge:

Ort

City Willich

Datum

Date

Mame

2020-04-09

Lin Sun

Unterschrift
Signature

Bearbeitungsvermerke / Processing notes

Mur von der zustandigen Behtrde auszufullen / To be filled in only by the competent authority

Bearbeiter / Person responsible
Frau Nadine Schlingmeier

Telefon / Phone
0211-475-3853




Medical

Registration Notification

Reference Number: JH-ERA-20662V00
Issued Date: April 24, 2020

This Verification will be automatically void if the Notification is rejected by the EU Authorities or upon termination of the EAR.

This is certified that, According to Medical Device 93/42/EEC(MDD), we accepted the
appointment to be the Authorized European Representative for products which listed in the
attached agreement between below manufacturer and Luxus Lebenswelt GmbH.

Manufacturer: Jinan Shangrun Tongda Composite Material Co., Ltd.

Address: No.26, Kaiyuan Road, Shanghe Economic Development
Zone, Jinan City, Shandong Province, China
The Manufacturer deglared that the Medical Device complies with de Directive including all
essential requirements.

According to Medical Device 93/42/EEC(MDD), the European Databank on Medical Devices
(EUDAMED) is established as of May 1;2011, the German Competent Authority is notified of
the Manufacturer’s Medical Devices and has allocated registration numbers shown in:

Disposable Medical Mask
Nomenclature code: 15-230
Registration Number: DE/CA20/01-Luxuslebenswelt-181/20

Where the manufacturer affixes the CE marking to the product listed they must ensure that all
the requirements of the appropriate EU directive(s) and standards have and continue to be
met.

Luxus Lebenswelt GmbH

Kochstr. 1, 47877, Willich, Germany.
info.m@luxusiw.de

CE marki "’EE'@E' isted they, pustiensure that ¢
e EU diredtival(s)and . yg_l;é:d ntinue to t

......l..:;..!.P.‘.:.'.'.L.'.'.-.&.iia;‘.-.-r-;r-;_.--.--1 ERrvras
Simon Dien
Dinty ussd o E L Reprasssilalss sy-semanis



‘:‘;’# Luxus Lebenswelt GmbH
#? WMedical Kachstr 1, 47877, Willich, Germany

EU Representative Agreement

[Iocument Numbe M -ER A0

This agreement will be valid for 1 years fiom 2020,04 210 2021 04 1 Part A could choose o renew
the agreement by then, otherwise this agreement will ba terminated automaticatly. ik & 5 4 20 i

‘P, 112020504 211 £2021 104 111, B o PR TR R 3 £ (] sl

Contact Person(il £ A.): | Scarlett Liul

Parl A (£ 77) |
Neme(%ii#y | Jinan Shangrun Tongda Gomposite Materal Ca., Lid_ )
Add{ i fi), No.26. Kaiyuan Road, Shanghe Economic Development Zone, Jinan I

City, Shandong Province, China, b I SS]
Zip Core( ). 251600 i

TelFax(Bl &l il 15). | 0086-531-587731 iz

| E-mail( ).

Party B (7. 1)

| Nama( )
ALAULAL) £
DIMD! Cote:

My

' Tax l‘}l_u_r_r}b; g

=

-\'\
\\\

—...——;"-'
City

 Postal code

+ o Pieoy INNEVRTIONS
| prrﬂEH-.:}ﬁaen N

P

| Sireet, house no.

_u'fﬁsué'i'ﬁrﬁzaﬂn

5 :___;__d‘@m @brd nrw.de

Party A hereby appoints Party B as the authorized Eurdpean Representative for thair Medical Device
with CE mark, Party B accepts the appainiment to be the authardzad European Representative for

agreement as follow, the appointed product categories set cut In below form
FIAE & 27 HCER ™ I . 2, FAREPHTHh M i, EBA. B+, #LHE
ity MCElTY R IE, RS SR 2 0 W F 3

Party Ain the market of European Union (£.U) , EEA and Switzerland, Turkey. Rolh parties entor fhic [Foren
w
K

1

No. | Product Name/s" i & [ Models/ 4 g

Disposable Medical Mask

Page /8§

= 1
CO1/vE-2Z0190424 L-



':l:'. Luxus Lepenswelt GmbH
o.l Mediral Kechsir 1, 47877 Willich. Genmany

L. Obligations and Liabilities of Party A
YT
1. Paﬂyﬁmmmmmllmmdmiwmmmesufsammdum eegary with CE madk io
Parly B. I Party A :an not provide the required techmicsl file 1o Party B within 3 days after
approval of CE certification or befors using CE mark for “saff deciaration” products, this agresmant
will be tenminated autamaticaily. Pary A shoukd take an any aftereffect Dy tsal, The technical fles
should be the elactronic copy (PDFWORDIIPS vision), the wiitten oy would be submilted if
ragquired by the competent authorily. Detail of the requiremants of the submitted flles as Tollowdng:
B R S R S T CEi.k =0T R ek o o B I A E
FURANE L RSO . T3 S g L S MG B VAR BT RAES 2 A R
THCEM A e rimy, Ao i frani s, b AR PRI G L e $E W
T 8] B EPDFAWORDH JPGiHR 2, LN L RS e LN e
WA P e s
(i} Declaration of contormity, 77 7% i
{if) Copy of the labe, packaging and instructions for use (i all lmnouages requested by tha
cauniries where the device ismarkeled), ki, (¥, W0 SR (IR | IS R &
MHIRE A
() Motifled Body cerification (where
{iv) Post markst survedllance pfocdss 3  wigiAce FECOME ana coirpaints. processes: and
daba, |0 L R ; B, O R
{v) Technical doy ¥ st dance investigation being inderiaken by the
Memiber St ! T (KR ERLredt Pt Sl
(i) Relevnm cﬂin_:al E s P B

s S % o BEam

Party B anirpreviee-Saity B vdih g : g it 1 i
in EU, othapi reEement will atically, Prrry A S —
aftersffect by i é‘ - L

R L ) : Rl TR SN R 0 T L i kg

SRR B 5‘1;:?:53» it B ES M ED kﬁA—L‘ILIMNé\égﬂWS

3. IFthare are any Ehanats aifiroducts anc updats of fechiical e, Parly A shall nolify Party B with
change notificatior in E0AN a5 possiile. Party A shall send islavant Information
ta Party 8's email lisled a5 E upon changing informetinn: infe: mi@hausheide.
MRS, A o Wi AR A ke e
illiﬂ*_&%ﬁlu‘.'ﬁi'l [ 1 1 T ) & -

4. W any acoidentinsar accident. of -pRCSHNGBING ANy Seiuus soveiss Sesn duting chnicai
investigation  in  premarke slageieer davse A15 & of CGuseling  for Auithonzed
Represantativee/MEDDIEY 2500 Jsnuary 2092)") happens within boundary of E.U EEA snd
Switzerland, Turkey, Farty A shall heip Party B to investigate the reason in time, and camplete the
initial report together with Party B Party 4 ehall prasent the iMwestigation resunand final regart by
Farty B acowding 10 MOD 93142EES (MDD premuats) (VO SRTHEC (VDD momucts) and the
Guidance of wigilance syetam If 5a accident of live prodult lappens gt of EU Party & shall

Page 28 CONVE-201 80424



". "0 Luxus Lebenswelt GmbH
Mechical Kodhstr | 47877 Willieh Genmany

natfy Party B az soan aumhla and Bart B oshould make decisinn whather 1o regorl to
competent authorly ar not.

If the above mentiohad accidentmesr aceident of oroducis was known by Party & al first Partv &
miust send notification o the emall of Fary B as stipulated n Arficle 2 harsof in two calendar days
and provide the complete repar of e investigation, snalysis and dispasal result of the
accident/near accident 1o Party B by E-misil or other effective means in writing within ane week
after refevant accidant happened.

B R i FEa S L s AL D e il Lk 120 2 gl Al o oacen w
BRI B ke | S Guitlne Ior Authonzed Represenistives | MECDEY. 2.5107 (2012 &
VA WA o e Lt T Gt S At ChA L%
Al A 5 MOD 93MZEED (MDD 7 000 0% VDD SETIES | IVDD FEh O R
BT B A m el o 2 AR WEERNSENE . 8 CE WLN . TR, o e
ilbm.ﬁil.l?l*- "_FJ'..*ﬂIZ'-IZTI'.'th .;\J-f...-i.l v WAL S v R T Ry T =il iy os
A RE | SRR, i T R e e IERER R, O T oy L M el
ol Lokt S8 TR ST I T P Qe A (T T SRR T T L P (v HIETSS
‘W H—E ﬂ'lllffﬁ.r'r."ﬂ 1"-‘_ Jif g o I il
. Party A shall be responsils for any business disputs related 1o ther Proauct protiems. such g
medical accidents or clarns for compensation conceming quality that arise affer sals: Farty B shail
asslst Paty A fo handle the dispue _Ipl__:?ﬁ:umnce with the authorizafion of Pary & Al tha
I tNesgRina Hand during Party B's Handling ot e acoident shall be
bome by Party 4 Far Be =i O thie St of the Tl Sid ol sllerwance for PART Bi's
i MRk for the ness of jnveetiganon aralysis arv disposaiof
L Pegquire Py A Lo pay in advanee Befora Party 8 FeCalves such

4]

the anciden| iiitle
payment llad 1o refuse to pay on benail of Pty & or tzke reldvant measures,
P . % LS WA | - g i
BN AR o

k. AU

I

years,
releeant

and tha

Lotaliln B o T rancimmgdl A tien
< B transineg) oo

LB MG imminmE s e MOEMBSFT IR | gl
'{Ef AR L, o TN ) TR R B
R, el

7. Party A must notice Bary o t v o |n3{ea¢u antl the rasull of gisposal on the accident of
Products immedistely, and-SEmy 4 shayld m{IMnsim, Shsak-lp any of the ecord according Lo
Ihe 5% ariicha on the atiove
S B P T R Wkl MRS R S M AT UL,
WRICRI IS, . R se s e

B. Party A should appoint one persans as he primacy linkmean wha connect with Party B and deal
with the: narmat daily grind aceording lo this agreement. information of both Parties inkman shoukd
be writlen iy Page one The informatisn delivered le the prmacy Inkman who connect with [Party 4

Page1is LO1/VE-20190474

TS 2

S LE
r1.4

il e E
e



-:l::, Luxus Lebenswelt GmbH
y Mediral Kaochstr 1, 47877 Willich, Germany

twy Party B shall be deamed ae dslhlary (1] P.laru.r A dnd rhe instriction provided by ihEl pnmaw
linkman who connect with Party A shail be deemied as the instruction lram Parly A
AT A RN, ST R A, EREG T LT OEE . e kR
SERMAREE T ACTms A FEET 0 S E e . ATk IR AR
BN LR Py, TR A R S A R e R AR

9. Party A shall fully reafize the risk of selling its products to EU. EEA and Swiss, Turkey matkel
without product registration to relevant competent autharity of E.C. 1t causad by Pay A, such as
talar atbmbance o sunttal of Han Sukeipsise Dy A she il Sk (S aftaaRnste Sk oe
warning, penalty of even the results that the O certificate will be withdrswi, and the distribution of
it products in EL, EEA. and Swiss, Turkay market will be prohibited
U WA DR el R WD N R T iR R A R
g = =0 1L S 8 M ) P R SRR R P Y B TR BT 8 |
EABE N CEA Rl .ciBrs, TRl Gle . Ba B F AT a1 GE i R
HEN T B EEA TR, R

10. Party A shall notify of the intentlan lo Party B lo camy oul a clinical investigation for MDD or
AIMDD, and the intention to carry out & pedormance evaluation for VDD padormed in EU, EEA
and Swise, Turkey
WEERWL i, EEA Jl bk L W B R G R A R i i
. B A A AL T ”r]‘i,,}l‘ﬁff'll ¥

11, Parly B is md:ﬁn A ?f fr Iiah:lily relating (o \he medcel devices manufaciured by

Party A [\
WA

8 T R ) WIS A v it

sibke for the perforrmanca of ite products g will fold Party B harmiess
ity Glaim arising rrl:rrr1har us-c of the producis manufaciured by Party A

e HERR | LR A
s LI S TR

rein arndnad by
v respongibilities
M and counsel,
Iy to enplo ey A shall bear all
£ calsed uesl ol Party B

o ST EDIC ALY NMOV&TI@’F&-#SW e L,

11T O S TR i S o T BRI 8 DR T TR S S

U AR SN TR VTG M
STTTER AT

Parny B
1, Aboud the reglsterﬂ'gﬁ lruldé with CE nyark o relevant compatent authorty of EC.,
Parly A shall apply il in wrilten o Party B and supply &l ihe files and forms needed. Parly B shall
review it within 7 working days, and submit [o compelen authorty of the counlry in which Pany B is
located (Cermany) within § days. IF Pady A's application & retutnediraiactad by Party B or the
competent authority for (he contents of the submited files, lhe above schsdule will be Fdjustad
accordingly,
I i neade any avpanditurs by the comnotant aumhorty anly afier aatinn Doy b'e anmrowal then
Party A can lake on the paymenl. Il Party A's produsts register Bails by Farly B's reason, according
o GermanyEU relevani laws Parly B will be given a waming penalty and even the qualification of
Fage 418 COVE-20190424
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0%, Luxus Lebenswelt GmbH
" Medical Kochstr 1. 47877 Willich, Germany

ihe European Representative will be revoked.
R S CE 4 it RS AT TR0 CE M il 8T R T
#m:h;# AL G 3 T A MR R S R M S TR TS, B A TR T T
Tl rE b iE 6% 1% L] AR g 2 e L AT 3 e g S e L ik FRL
P o TR Y A O 2 T IR AR L - fL i e 2
SR b AL IO S e R DR R ST R T R S L I
AT AL RO Y e T LT R A T B N e, W AR IR
BRI SR, R R e e e
2. Pany B shall reserve lechnical files of each calegory of party A's products with GE mark. The
technical files shall be reserved for at least ten yaass alter manutaciunng of the last batch of
products. Once compatent aulhority needs the leshnical files (including new edition of the lechnical
files which had already regislerad) of sach categony of parl A = products with GE mark. Party B
snould send them to competent authorty within ten workdays,
ZHBHRER G — ks CE b WIS R, o Ul STl G R e T Bt
fE. - HECHEER S R CE b s e b SRR L MR L &
b6 e M W B B Rl A
3, Upun iecsiving e GE iuuimi\.fuu fiiwn, Pty £ shail yave a ool suempl b Fady & wittin 5
working days. s the eu it PartyBhave recelved all the renilired fles. Sany B would not
al Ihﬁ -:Ig.{:umren!s sich as sakes (151 and cemplain records ara
B have the obligaiimn 1o serd tam ta competent authority
AN and kean them senred
S e i T S CRRE Rl i e |
‘ P2l ik

fhe ary of E.G,,

i = 1'4,4ﬁ- "'—-_—-r;lm R L T
o PRSI D ey NN O AT H@My Pary A

ye of aummplaint o fesdback on Many A8 products and sasist Pary Ao
dical device products, and also make Ihe mitial repon together with
=5 B it report, inveshigaton resulls and the final repodt o
campsiant aulthorily B MECH the acadenis napoe
LR CE Rl 0 i nfe) ANV D) AT R SR AR
O AR AT ) "1‘ LR I.IJIUJL PRSI, ST A GRS SR
IEFEHEN IR, U s A M o b e IR R b
. Party B shall appoinl one persons as the primacy linkman whose responsibility 1 to conmect with
Party A and deai with e normal dally grind accosding o this agreement. The informanan of both
Partiss” linkman was sritten in first nage of this cantract
O A (RN SRR BERAL T T e L R W
ERLPRIA M F e, Ty R AR TR A
7. Party B shall assist Party A to comprefiending te condition of the same products within boundary
of E.U, and send the related infarmation tn Parly & in time

Page 51 8 GO AE-201 50424
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':'.'I Luxus Lebenswelt GmbH
o" Nethici Kochstr 1. 47877 Willich, Germany

TR I R T b A W e E AR RS T
Parly B shall keep all tecninical files and information of Party &'s m confidentiality,
LT IER 5 AR G B (i
SERVICE FEE %% /1
Party A shall pay the service fees to Party B separately aucording 1o the agreement for the relevant
service provided by Parly B
B AT AR M A S (R s (e e
Provided that Party A requires Party B 1o provide the service beyond scope stipulated harein, both
parlies shall agree relevant fees separately in wiifing
SO REPP T L2y SR AU 2 A s T A 1 R 9.

IV. Others

1.

Written Form Clause 151 77 4,
Amendmenls o this Cantrac! shall only be valid whan given n writing. The requirement of form

may only be waivedn wri Lﬂﬂ?ﬂh‘:rﬂl aareements or madificatitng are not valid.
AR I EEL T (7 -"n'x'- W R 2 B S T A ¢ e i)
IS |1 L% f

Contract La

the agreement

: b of afyivg nd enforceable

provision sHail which most clesely camespends legally and ecanomicslly Lo that which
the Pﬂrﬁf?‘.ﬁfﬂ aye iniendsd within the meaning and purpose of the agreement
and any faler m a‘m’t: i haq considered this isaus when concluding the agresments.
If the invalidity of any pro & 10 gimaaEsure 0l performance of tme (fime-Hmil or date)

staled thorein, a medstife of parormance which mos! closaly corresponds to the orginal

measure in & legally admissible way mus! be agreed for 1his provision.

UEE AP DR IR SRR I A TR AR 2P o . DON BT A A0S M T, e S P 2 L T

il BRI IS R T R, |l W 3 o | S 7 ] e Al
IR A AR A S P, GRE AR B S b e s A TR AL A

FRBGE I SR E . B A R R e, ke SOk EMLE . LB R
SR L0 oy Bl e

This agreement is subject to the requirement specified in fhe <EU 93/42/EEC Directive 1998=, <EU
200TIAVIEEC Direclive 2007>, <EU 88/79/EC Dirgctive 2003= and the < MEDDEV 2.12. 1 REV.B
January 2013= Shaould there be any conflicts between this agreement and <EU 9342/EEC Direcive
1998=, <EU 2007/4T/EEC Directive 2007>, <EL 98/7S/EC Directive 2003= and lhe <~ MERDEV

Page 8/8 CO1AVE-20190424
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%.'p Luxus Lebenswalt GmbH
Medical Kochstr 1, A7877, Willich, Germany
2 121 REV.A January 2013 shll be folowed as standards. f he ragisafion 2hove mpaate or
charige, Party A and Party B should actively negaliate and communicate to ansure that fhe
requiramants of tha maw ragidatinon are met
FUHR T ORI T T Y SIMIEES e UE T Y Z00TIATIEES 159
CUEFERES T IR HHE TEEIT B TIOBTOIEC 1% 1 CHEATEL FER e O b D 7l Bkctbid dede
YOAHEY W i) mheE Bl S S B CE dede, e | IRRLHE S REE . Wi
SRR A R
Luring the implamentation of the agresment, tis Agrasment Wil oe lesminaiea auremiatically when;
FERARBCIT RO a1 30 0000 g e i s 2 i 1 |
{aj The day upon Part A's CF Conificats be withdrawn lemporarnty, be cosed or be recalied by the
natified body.
{Wilen e abuve sinsiled s fepen, Pariy A f gl f deuumripiis (Tie Tl el iy
processes o avoid he lunther consequénces;
RTINS G GE 50 Mol LM 9 ARG HI0YL iy
(L '_a;—" & i ='.-" i TN NG i 0 T e a0

1 Feas0its wiy CE Crertificates haing withdrawn, baing closad o
Py S L 7 B s o L e EE )

SR

| i
. R, | o B o B AT A
s ik 7 ™ e & ;i
i syoneree lecninical o (o @ H wilhin 30 of the
on or DB%&EWMMQNN-QMW fromm e

BNt Werminated, Paty A could transact the Il affairs an (e suihorzed
APued while: Party & conld anpoind s Enidnsan Raprerantative aned rFhange
! Sty Bk report the inyvalio aareement o the notity body for recond,
WP v, e P LT N« RS LI T E R i (s g
a ] ML (HEMIBOT N o Rl g
AR SR 1 AL 300 LIS e g 5. Eolg
0L 0 SRS B A A e o L by
(e} Party A dossn'| payoff the servica fog Becording fo this agreement and refuss io Bapiain on the
deadine,
P A e L0 T DR 0 i s REHWINL LA e

ho olher nghls o obligations S8 applied 1o Pany A of Party 8 ofher lhan specified in his agresman.
BRI, W 2 P R ALY
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JINAN SHANGRUN TONGDA COMPOSITE MATERIAL CO., LTD.
Shanghe Economic Development Zone,
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A FDA Fiscal Year 2020 %

ﬁ CERTIFICATION OF REGISTRATION g

g ; This certifies that: %
kA

Lo e

EX
) has completed the FDA Establishment Registration and Device Listing with the US Food & Drug E:—a:
4 Administration, through kA

&

-

Owner/Operator Number: 10063110 Q
Device Listing: p I

Device# Code ™ . Device Name

D375346 LYW - ACCESSORY, SURGICAL APPAREL
(Disposabie Protective Face Mask)

q...-‘.K
A4
AT
-

G @

P
p_ "

o ¥

ZCOC Services, LLC will mnﬁm—t that au..h&ﬂh*z‘.l?ﬂﬁmm Mu‘ leu':rﬁlmi_\_nd pr&g@lﬁm qF'lhEs rcrttﬁcalc until the
end of the calendar vear s.h_:fflf above, un less said n*@ﬁhﬂqn is, igmmutudaf‘lamsmm df thiswertificate. ZCQC Services, LLC

s
L

e
s o

mikes no other T{'.ljrt’ﬁﬁ‘.’?l;!..tl-.t'\l';?.ﬁ. ar warranties, mor rfup:c Abisreeriificats makg py wepresentatigng ar warranties to any person or
entity other than the named certificate holder, for whose sole benefit it is issued. This certificate does nol denote endorsement or
approval of the certificate-holder'sgeviee or ﬁ,‘sﬁﬁ_ﬁdpmrm by the ULS. Fooe and Drug Administration. ZC0C Services. LLC assumes

o |iabihl}' to any person or entity in connection u*c'ﬁ‘lh'_fhn'going.

s | o e

3
2.5

Pursuant to =1 CFR 8o7.39, “Registration of a device establishment or assignment of a registration number does not in any way

2

S
-y

denate approval of the establishment or its products. Any representation that creates an impression of official approval because of

registration or possession of a registralion number is misleading and constitules mishranding.” The LLS. Food and Drug

Administration does not issue a certificate of registration, nor does the LLS Food and Drug Administration recognize a certificate of
registration, ZCOC Services, LLC is not affiliated with the LLS. Food and Drug Administration.

B

s ol el e

ZCQC Services, LLC

C‘Z-«-cvg’rt/&ﬂu

U.5. Food and Drug Administration

Tell: 1-888-INFO-FDA, (1-888-463-6332) Executive Director

Add:10903 New Hampshire Avenue Issued: 17/03/2020

Silver Spring, MD 20993 Cert. No.: 20200317001
:r',,}‘ Email:webmail@oc.fda.gov Expiration Date: 12/31/2020 J'I‘ 35
Website: www fda.goy ]
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No. GOL32FTV843305L1a

w g R

(Test Results)

W10, JL3 U (page 1 of3)

—hERHOSR (R
LR : . FE AR s
(Sample Desripticn) Dusf;ssilfsn;ziif;;ask (Sample Specification) 17.5cm*9.5cm
; i el ek S A R PR 4 ) ge
lf*%ﬂ% Jinan Shangrun Tongda Tj'ﬂ'ﬂ —
PP Composite Material Co.,Ltd. (Toasts buck)
S1FE 0 EPHMEIS | 2650 42 5 5 26 H
(Received Date) Bk o 20200526001
e H 1 B 4
{Test Date) e e {Samr;l:z Grade) p——
i e i ] 282 ) I
{Sample Staus) o€ ::_Nurrmal ( Test Type) Commissioning Test
W i TR
it i B\ WL " il B2 18 : ﬂ
(Test ltems) l L F'ﬁ DOERERL puge (Test Eim-imnmenn T I!J.:ﬂ[ the
i requirements
Ko T T
(st Mthdsig™ | - | SO QR R o
A EE RV N ﬁmmﬁw WE B
(Main Instruments) . | Respirator par lem ency and airflow resisiance tester eic.
[BELRSE: T
Model: a—n = §
T - £ 7 S ;m’{ﬂm]qsﬁa “Ml%‘ﬂf Are¥
anufaeturer']l Bﬁng%ﬁm hangron Tengda G;TIRBEII Ma Co,
4. U~ i A e ﬁﬂﬁfﬂ v 1 -

&it
(Note)

mnl]:m of sample was provided by the applicant
RS T e S

he testin hads mentioned in this report were designated by the F plicant.
S.Jithi F%‘ i % GOLI2FTV843305L1 (2020 £ 07 1 06 f’l FED MR
.‘ﬁh"t C32FTVR4330511 Fe NS IRERE, A B Ry, Bl
25 9l 2020 4 07 J] 10 1

Tl‘lls report replaces test report No. GOL32F7V843305L1 issued on 2020.07.06
and shall prevail. Test report No. GOL32F7V843305L1 is invalid and have no
any legal force. 2020.07.10

bA ¥4)
{Edited by)
WA
{Checked by) “_;j‘ l@ }E‘Z
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PONY

{Test Results)
No. GOL32F7V843305L1a 20, JE3 T (page20r3)
Fr& it B RE| BT frim e ey i
(S'N) {Test ltem) {Unit) {Test Result) (Test Method)
99.78
408 i 8 99.48 BS EN 14683:2019
1 Bacterial filtration % 99.66 itat B
efficiency 99,70 Appendix B
99.61
W |t | ol
43 Test | AMILZ The
Specimen Ditferential averaged
number-Te | Pressure for differential
F ok eachtest | pressure for
mmber | T | SO
o 11 s 1
1-2 33.0
1-3 208 302
1-4 27.0
1-5 336
2-1 32.5
22 7 W
B 23 e uy U
. = e BS EN 146832019
2 Differential Pores i ik gt C
pressure =2 3516 ~ Appendix C
3.2 311
WE 31.2 319
a4 34.2
35 281
4-1 26.7
4-2 276
4-3 336 30,6
<4 30.3
4-5 34.9
3-1 312
52 31.8
5-3 35.8 32.8
5-4 352
3-5 299
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(Test Results)
No. GOL32F7V843305L1a H3 UL, 33 0 (page3 of3)
5 Far 157 = L LR ECES Fr U ik
(5 M) (Test ltem) {Unit) {Test Result) {Test Method)
fiuilk I 4 32 i >16.0
3 | Splash resistance | kPa | Splash resistance pressure of 32 samples | 1SO 22609:2004
pressure were greater than 16.0
=1
LSRR pl BS EN 14683:2019
4 Microbial efulg <1 W5 D
cleanliness b =1 Appendix D
=) > " A <

A Photo: ||

BT 43
(End of Report) :
© Hotline 400-819-5688 U L TR B 2
www.ponytest.com Frollaht: JEorbe [ RUANER 66 L 1 B4 2 A 5 L o) 111§ 1083035000 1§ /A 010-A36 | 9629

PEINY-BG 18000 A L Ae 10120194 Hrdifht: FENClM B RAEE 65 B | B



hjfi"-.’.‘.h, Ay

Ll 2, -




—XEEROSESTF
R=23.5%12.5*20cm

MADE IN CHINA

i Purl’s Health | Puri’s Health
i T il

DISPOS)

BEST MEDLICAL INNOVATIONS









VOoRADL

MEDICAL MASK

(NON-STER ILE

|




FREEEREE S EERARE—RENRMENFE £ EBEET
SEEAE L, BELLOALERRAFES, RI00E A, BF708 FH—REE
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Jhan shangrun Tongda compositemateralCo. Ltd. B a high-tech
enterprsethat ntegrates research and devebpm ent, production and saks of
epidem k preventbnm ateriak.thas a dustfree purification w orkshop of
20000 squarem eters and m ore than 3000 em pbyees.30 sets ofdsposabk
medialmask ullrasonicm ach ne w ith daily outputof700000 pieces, Hore
than 1000 spotweldingm achihes,There are 150sets okn95 resprators.

D Eposablemedialm asks now produce 15 m illen © 20 m illon pieces a day,
M ore than 10m illon piecesofKn95 respratorare producedperday.0.
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L Dbserv.m;u& microscope # Aarosol medium filtration & Salt medium filtration
foor fiber distribution of melbkywn cloth rate detection equipment rate detection equipment



MARHMAEEAT RGN (235, BETAESHUANBHEIE, ™E
HE 25, () MR 1A 24 SR RO B0 IR R O B 4P AT

Atpresent, there are 3 sets ofadvanced me kbbwn clt fiter detection
nstrum ents.1 setoffberdistrbution observatonm croscope formeltblbwn
cbth,Strictly contro |[Shangrun Tongda w illescortyou for yoursafety.




“EpglE, BOEE , SHEAELSENFRAREESE LG SME 2
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Professionalm anufacturing, dedcated service,Shangrun Tongda, w ith
excelenfproductquality, w illushera new chapterofham onbbus and healhy
develbpm enthetw een enterprise and society.
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