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MASCARILLAS QUIRURGICAS
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-
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- -
" -

FABRICADAS SIGUIENDO NORMA EN1
TEST REPORT HOMOLOGADO



Caracteristicas Mascarillas Quirurgicas IIR:

-98%

Eficacia de . 299,8% SEGON
Filtracion ENSAYOS__S_GS;_

Bacteriana/

T BFE

g TP

175mm x 95mm

BAJA RESISTENCIA 21 6 UN SOLO USO
RESPIRATORIA Presion de

(presion diferencial resistencia a las .
<a 60 Pa/cm?) salpicaduras/ No esterilizadas
kPa

3 Capas

Estas mascarillas presentan marcadoCEy estan fabricadas conforme a Directiva

93/42/CEE relativa a productos sanitarios y siguiendo norma EN 14683:2019. Test
Report homologado por SGS.

Packaging:

BOLSA 25 UDS
29*17 cm

CAJA MASTER

ILLAS QUIRURGICAS

— - : E:?%Z?Ezeriﬁf.“, & 2.100 UDS

=) (84 BOLSAS)
53*43*46 cm

CAJA 50 UDS
21*10*9 cm

CAJA MASTER
- 2.500 UDS

(50 CAJAS)
53*43*46 cm




EC Declaration of Conformity

Munufacturer: whose single Authorized EU-Representative:

Luxus Lebenswelt GmbH
Kochstr.1, 47877, Willich, Germany
DIMID: DE/0000047791
Lin Sun
Tel: 0049- 1715605732
E-mail: info.m@luxuslw.de

We, the manufacturer, herewith declare that the products

Disposable medical face mask

meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class I according to Annex IX of the Directive
93/42/EEC. It bears the mark

following the procedure relating to the EC Declaration of Conformity set out in Annex VII of
Directive 93/42/EEC.

This Declaration of Conformity covers all medical devices as specified in the product list
belonging to this declaration.

The above mentioned declaration of conformity is exclusively under the responsibility of

Fioo b forg
YL P B T B A
|FOSHAN HEFENG MEDICAI

[EQUIPMENT CO.,LTD

[i6hin, ManGh 2t To00

Place, date

wature, Function

EC Declaration of Conformity
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Informe de kn prueba Fecha: 18 de junio de 2020 Pigina 1 de 3

La(s) siguiente(s) muestra(s) ha(n) sido presentada(s) ¢ identificada(s) en nombre del cliente como:

Descripcion  de la
muestra
W* de referencia intermo

de SGS

N* de modelo :

Color de ln muestra +  (AJAZUL elaro

Fabricants :

Pais de origen :  China

W* Articulo -

N de lote ;Mo se ha facilitado

Prucha realizada :  Prucbafs) seleccionada(s) a peticidn del solicitante
Fecha de recepeitn de la ¢ 19 de mayo de 2020

muesira

Periodo de la prucha ¢ 19 de mayo de 2020 - 18 de junio de 2020

Resultado(s) de la prusba  : A menos que se indique lo contrario, los resuliados que se muestran en este informe de la prucha se refieren
imicamente a las) muestra(s) analizada(s), para més detalles, véase(n) la(s) siguiente(s) pdgina(s).

Firmado por y en nombre de

SGS-CSTC Standards Technical Services (Shanghai) Co., Led Testing Center

[firma ilegible] [firma ilegible]

Sara Guo (Ejecutiva de Cucntas) Dongjing Liu (Firmante Autorizado)

{MARC

/_.--—""" ductef e Inté ado de Inglés|
/ N2g521

[zello: Servicias de Prueba & Inspeccidn (resto del sello én idioma china)]
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Péigina 2 de 3
(EN 14683:2019 Anexo B)

1# 2# I 4 5%
(BPE), % 99,9 99,9 99,9 9,9 99,9

Obscrvaciones: Requisitos de cumplimiento: Tipo [295%, Tipo T=98%, Tipo IR >98%
* Esta norma de ensayo no estd dentro del dmbito acreditado en el centro de ensayos de 5G5S Shanghdi, siendo [levada a cabo por un laboratorio
externo acreditado por la CMA (China Metrology Accreditation - Acreditacidn de Metrologia de China).

(EN 14683 :20194+AC:2019 Anexo C)

lurado de Inglés

Muesira: A
Miimera ¥ ubicacién de la prusha @ 5 zonas aleatorias para cada muestra { N2 g521
Parimetros de acondicionamiento  :  Minimo de 4 horas a 21450C y 8525% R.H.
Zona de |a prueba ¢ 4.9cm2
Tasa de flujo : 8 Umin
1# 4 3# 4% 58
Presion diferencial k1] 30 27 0 k11]
AP (Pa/em)

Observaciones: Requisitos de cumplimiento: Tipo I<40 Pafcm?, Tipo 11<40 Pa/cr?, Tipo [TR=<60 Pa/cm?®

(150 22609 :2004, Presién 16,0 kPa)

£n l1a superficie interior

18 ] i# 45 5 [ TH# b
Aprobado Aprobado Aprobado Aprobado | Aprobado | Aprobado Aprobado | Aprobado
G 19% 11# 128 134 14# 154 164
Aprobado | Aprobado | Aprobado | Fallide Aprobado | Aprobado | Aprobado | Aprobado
17# 158 19# 208 218 pol ] 234 248

| Aprobado | Aprobad Aprobado | Aprobado | Aprobado | Fallido Aprobado
254 268 278 28# 294 0% 3l# iz
Aprobado | Aprobado | Aprobado | Aprobado | Aprobado | Aprobado | Aprobado | Fallido
| Mimmero de aprobados: 29 i
[ Resulado general: Aceptable
Observaciones:

1} Requisitos dcu.mpiumum Tipo I: M/A, Tipo IT: N/A, Tipo [TR: =16,0kPa
1}l.ud:mncud:'Lumpﬂ'ﬁmed:unlperﬁmcd:hmmnllammﬁrgmmhpmudchcémlaﬂmwwm

3) Condiciones y temperatura de la prucha (21£5)°C, humedad relativa (85£10)%

4) Se cumple un limite de calidad aceptable del 4,0% para un plan de muestreo dnico cuando 29 o mds de los 32 ejemplarcs
sometidos a prucba muestran resultados de aprobacidn

[sello: Servicios de Prueba e Inspeccidn (resto del sello en idioma aum;)}
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: Pégina 3 de 3
TRES CEMTIMOS
OE EURDY
1# 24 kT 4 L]
CFUlg 1 I 2 4 5

Observaciones: Requisitos de cumplimiente: Tipo 130 CFU/g, Tipe 1130 CFLVg, Tipo IIR<30 CFLVg

e

La declaracién de conformidad que consta en este informe de la proeba se hasa inicamente en los valores medidos por el laboratorio y no tiene
€0 cuenta sus respectivas incertidumbres.

***Fin del informe***

[rello: Serviclos de Prueba ¢ Inspeccidn (resto del sello en idioma china)f
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Don Marc Coubet Prades, Intérprete Jurado de
inglés, en virtud de titulo otorgado por el
Ministerio de Asuntos Exteriores, Unidn Europea
v Cooperacidn de Espofia, certifica que lo que
antecede es ung traduccidn fiel y completa al
espafial de un documento redoctado en lenguga
inglesa.

En Madrid, o 22 de septiembre de 2020

MARC CAUBET PRADE

raductor bursda delng i f English Sworn Tramslator
Cf Charaina, 316 75C

Mare Coubet Prodes, Sworn Translator of
English, appointed by the Spanish Ministry of
Forelgn Affoirs, Euvropean Unifon and
Cooperotion, does hereby certify thot the
preceding translation is o complete and
[faithful rendering in Spanish of the original in
English.

Madrid, 22 September 2020

2R220 Majadahonds (Madrid), Egpadia
Tels (+34) 660 987 D31
caubgtagmail.com | wewwimarccaubet.e
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L “p - Luxus Lebenswelt GmbH
9,9 Medical Kochstr. 1, 47877, Willich, Germany

EU Representative Agreement

Document Number: JH-ERA-20473VO0

This agreement will be valid for from 2020.3.30 to 2054 5.26 . Part A could choose to renew the
agreement by then, otherwise this agreement will be terminated automatically 4+ & 17 % 614 2020
HE3HI0 E20244E5026H . FLG P FERESASE AR LA

Part A (177)
Name( % ) Foshan Hefeng Medical Equipment Co.. Lid.
Add{Hahl); No.4-1. Legiang Road, Leping Town, Sanshui District, Fashan City,
Guangdong Province, China
Zip Code(ifim): 528100
Caontact Person{li& £ L) | NANCY HE
Tel/Fax(fi £ ik/iG ). | +8675787781123
E-mall( i §ii): KYOT@NHKAIYANG,.COM -
Party B (7. /)
Name( & ) Luxus Lebenswelt GmbH
Add( Huhik): Kochstr. 1, 47877, Willich, Germany
DIMDI Code: DE/0000047791 - T
Tax Numbsar: DE305829099 LUX!
Cantacl Parson: Lin Sun woeh
| TellFax: 0048-1715608732
| E-mail: Info m@luxusiw.de
| Competent authority( £ % ik (5.6)
| Name Bezirksreglerung Dusseldor!, Dezernat 24 s
Federal state Mordrhein-Westfalen on
City Dusseldorf -
Postal code 40474 ]
Sirest, house no. Ceaciliznalles 2
Phone/Fax +40-211-4750 / +49-211-4752671
E-mail dez24 mpa@brd.nrw.de

agreement as follow, the appointed product categories set out in below form:,
B E e E 0 CERST ™ R M BT, Zo 82 R i i, om0 o e ko
R CER S PR B GE AU B P ol bi B s S R L < e

No. | Product Namel/™ i ¢ B Models/M & | Classification/
| ) i
1  Disposable medical face mask HE-SUD1 ||
| e N N HE-SUD2,
Page 1/8 CO1/VB-20190424
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%% 0 i Luxus Lebenswelt GmbH
l"’ Medical Kochstr. 1, 47877, Willich, Germany

| HF-5UD3,
HF-SLID4,
HF-SMO01
HF-sSMDZ2
HFE-SMO3
HF-SM04
2 Medical protective mask HE-MPO1
HF-MPO2
HF-MP03
HF-MP(O4

1 .
I o, T L e,
‘ !

l.  Obligations and Liabilities of Party A
A g 3L %
1. Party A assures to provide the updated technical files of each product
Party B. If Party A can not provide the required technical file to Party B ;
approval of CE certification or before using CE mark for “salf declaration” products, this agreement
will be terminated automatically, Party A should take on any aftereffect by itsall. The technical files
should be the electronic copy (PDFAWORDVIPG! vision), the written copy would be submitted if
required by the competent authority. Detall of the requirements of the submitted files as following:
@R e N ES R Z R R - A AHCERS TRy, BIrmmATE, MU 5l irs
B PZRR30 K, W AR R HCERR LN, B gREsz Fans
WCERATHEN, FHKAAAR. WHkEhEmT EMMTER. DALY T o ©
9 LI PDFAVORDIUPGHE SURY (i — e, Wi Cf A S EE v n ey
B Ry TR et 3R i 7
(i} Declaration of conformity, {1 2466
(ii) Copy of the label, packaging and instructions for use (in all languages requested by the
countries where the device |s marketed), ¥, 4%, RS HBE (B LiiMEERnEY
(]
(iil) Motified Body certification (where relevant), & L80F8 (FHEM -
(iv) Post market surveillance process and data, vigilance repors and complaints. processes and
data, LilifeHEE A . SR AR AR, bR
(v) Technical documentation relevant to market surveillance mnvestigation being undertaken by the
Member State, 5i& 90 I b e e o o 7 Stk A e f
{vi) Relevant clinical data / notification, ¥ %09 la & 8 i
(vii} Details of any distributors | suppliers pulling the CE marked devices on the market,
SEHIP A CERRE BT BE MRS Wit
{viii) Incident reports and corrective actions laken. TR S 2 TR Eil
2. Before each product listed in this agreement is placed into the EU market, Party A must notify
Party B and provide Party B with product labeling updated and details of any distributors /suppliers
in EU, otherwise this agreement will be terminated automatically, Party A should take on any
aftereffecl by itself.
A R R BE A AL IR B i R 2 iy, WO SRS 7 . 3 ERN T RO
iR LHERBESHEHLNEE, SUESUAESY, PARELET RUFEED.

Page 2/8 CO1/VE-20150424
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':i"‘ \ Luxus Lebenswelt GmbH
9,¢ Medical Kochstr. 1, 47877, Willich, Germany

3. If there are any changes of products and update of technical file. Parly A shall notify Party B with
change nofification In electronic copy a5 soon as pussible. Parly A shall send relevant information
to Party B's emall listed as below within one week upon changing information: info.m@luxusiw.de.
PR O, TEACTEE RS, TR B R 2 s U e pR iR A M
i SRR 7 DU PR info.m@luxusiw.de.

4. 1f any accidenl/near accident of producisiincluding any serous adverse evenl during clinical
investigation in premarket stage)(see clause A1.S e of “Guideline for Authorized
Representatves(MEDDEV 2.5M10){January 2012)") happans within boundary of E.U.EEA and
Switzerland, Turkey, Party A shall help Party B to investigate the reason in time, and complete the
initial report together with Party B. Party A shall present the investigation result and final report to
Party B according fo MDD 83/42/EEC (MDD products) WOD 88/78/EC (IVDD products) and the
Guidance of vigilance system. If the accident of the product happens out of E.U.. Party A shall
nolify Party B as soon as possible, and Pant B should make decision whether to report to
competent authority or not.
if the above mentioned accident/near accident of products was known by Party A at first, Pariy A
must send nolification to the email of Parly B as stipulated in Article 2 hereofl in two calendar days
and provide the complete report of the investigation. analysis and disposal result of the
sccident/near accident to Party B by E-mail or gther effective means in writing within ocne week
after relevant accident happened.
iRk ShEERC ML B EEA R . - RICZ 50 e F e R Al L ESETE Ll Ala i M BT EL
S P B R IEM (1F W “Guideline for Authorized Representatives ( MEDDEY 2.5/M10) (2012 '
1HY, THEEAHBGZ ARERE. HRZT—EO R cmntGRE. B hsE (BH IR
gk %) & MDD 83/42/EEC (MDD 7™ # ) I IVDD 98/79/EC (VDD =& f1 (S# £
Biog» HEnund @A e 2 A G R RS REREERE . Wi CE MM, gk, Rt
BRME S, BRI, b e R ER MR,

Bt b A PR A R el . PSR EE T A AR M TR
B LRz g b T, fEa i, dbEAMET. St ms ey, Bt T
R W AAENREF~ER NN ERL Y.

5. Party A shall be responsible for any business dispute related to their product problems, such as
medical accidents or claims for compensalion concaming quality that arise after sale. Parly B shall
assist Party A 1o handle the dispule in accordance with the aulhorization of Party A All the
expenses occurred outside the china mainland during Parly B's handling of the accident shall be
borne by Party A. Party A should pay 2ll of the cos! of the Iraffic and other allowance for PART B's
employes or advisor in the china mainland for the need of investigation, analysis and disposal of
the accident. Parly B is entitled to require Parly A to pay in advance. Before Party B receives such
payment Party B is entitled to refuse to pay on behalf of Party A or take relevant measures.

WAy W Ve UE A O S L T R S R BT S e B M R S i il . 2 RHER R
HrEh P IR RE . FE AU, LG R ENAR R T MIE KR, AL h P AR,
DR i, RUEEARSF. FHAOERORE. ZAnESEa RS TESEE.
THPEE UMY, R ARE, ZHoRIERPAE RS, SRR
ZANER 2, ZAHEE RO A R R R .

B. Party A should keep the complete sales list of all of the products exporting to ag
and Switzerland (including the OEM products) by electrical documents in Ej

Page3/a
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validity of the data.
BRI R REEARUS - . L 02 Frf e dh i & ( LISOEMBEISEHEN S o SR
fEre R R T, SR LU T AT R R R L% 2 BRI R EEA
-y, B, WM R ItE . a f,

7. Party A must notice Party B the complaint record and |he result of dispasal on the acciden! of
products immediately, and Farty A should save, transfer, check-up any of the record according 1o
the 5" article on the above.

PR EI R SR EREE AT, MEIRAEESE. BT EEENERZ TS,
PR RO, AL, B Bl LRSS R kB HE,

8. Party A should appoint one persons as the primacy linkman who connect with Party B and deal
with the normal daily grind according 1o this agreement. Information of both Parties’ inkman should
be written in Page one. The information delivared to the primacy linkman who connect with Party A
by Party B shall be deemed as delivery 1o Party A and the instruction provided by the primacy
linkman who connect with Party A shall be deemed as the instruction from Pariy A,

Homde — A (ERW., ZA eSS BaA, FEMEESZ A3eE ., E8 A it EhN
EERMET L. AU AMDES FAERE RTINS 0. SRk A
AP ERRE M, WD ASNAREERRIFR SRS =,

9. Parly A shall fully realize the risk of selling its products to EU, EEA and Swiss, Turkey market

without product registration to relevant competent authority of E.C. If it caused by Party A, such as
delay, admiltance or conceal of files submission, Parly A should lake the aftereffects such as
warning, penalty or even the results that the CE cerlificate will be withdrawn, and the distribution of
its preducts in EU, EEA, and Swiss, Turkey market will be prohibited,
WO TSR A RE AR dh e, B, REEFEREmERT RO Rl SR A e
WdimM EEA RiR-E. RH I 2. nRGFY RN, 2L REGeilasiK
HEARLS % EEA MR-L AR, MR RN, B HENTAY CE~Riffomtt =
HNERRE A EEA M-, LHIEZMER.

10. Pary A shall notify of tha intention to Party B to carry oul a clinical investigation for MOD or
AIMDD, and the intention to carry out a perfermance evaluation for IVDD performed in EU, EEA
and Swiss, Turkey.

W e R Z O TERK . EEA B -k B b B H A IR S MG AR A R B f R R
bk S 2 R A L W S AT R R e R, )

11. Parly B is released by Party A of any liability relating fo the medical devices manufactured by

Party A,
WUl ageils, 0 o T A Sy B TR e o R L (R (
12. Party A will be fully responsible for the performance of its products and will hold Party B harmiess
againsl any liability claim arising fram the use of the products manufactured by Party A.
7 AL R IR B . TR R L AR W I B RE AL R R T
fif 4 e M AR A 0 2K
13. Any liabilities for damage to any third party alltribuled to service stipulated b
Party B, Party A shall baar all iabilities for damage and undertake 1o &
of Parly B to any third party. i it is required for Party B to employ,ani
especially 1o employ legal counsel o provide consullation and legzal afyéhn
relevant fees caused by the employment and pay such fees in advand ;.-. (Pa]
SALZ, f TR R OGS B R IR 2 T = AW TRE . P NS £ SRR
ez At aeE. RZ A FEERBINCE0E A, 5N :

acain_provided by
¥ #etsibilities

Paged | & CO1/VE-20190424
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T RN S R i e R, O A R WO AR OGN,

Il. Obligations and Liabilities of Party B

LA R L &

1. About the register for Party A's products wilth CE mark to relevant competent authority of E.C..
Party A shall apply it in written to Party B and supply ail the files and forms needed. Party B shall
review it within 7 working days, and submit 1o competent authority of the country in which Party B is
located {Gemmany) within 5 days. If Parly A's application is relurnedirejected by Party B or the
competent authority for the contents of the submitted files, the above schedule will be |adju5ted
accordingly.
If it needs any expenditure by the competent authority, only after getling Party A's approval, then
Party A can take on the payment. If Parly A's praducts register fails by Party B's reason, according
io Germany/EU relevant laws Parly B will be given a waming, penzity and even the qualification of
the Eurcpean Representative will be revoked.
B gEE 7 2 W CE FRab = BB i e 2 S RS T CE & Rl i e s 20y, fissh ey
Moy, HBOERFAFSNENCHENE iR, SZFNBLIE. o TRA8E7 T
(ERSERWE, 5 TAEHMBEL FFERER TSR B S CmRe s, BREd T8
PETHAFTENEREZ S YRR AR ER S, et M ez Rl
EEHEENAGE LEFiICRE S ERIE CRES, SR AAEHIhZ TN T, R
dF R L MEE, B EEF D RE TR E e e ST A . SR,
WM kLR, AT WE. MR TR VR A TE

2. Party B shall reserve tachnical files of each category of party A's products with

products. Once competent authority needs the technical files (including newje
files which had already registared) of each category of part A's products wi
should send them to competent authority within ten workdays.
LHRPEER A —NEGEH CE RESRNEALE. BINFELRCER
i, EREEEW S L RERE CE i RMER LY (FOERMER R
fiiede 10 LA ARRERE Ew SR,

3. Upon receiving the CE technique fites, Party B shall gave a elecironic receipt to Party A within 3
warking days. It's the evidence that Party B have received all the required files. Party B would not.
be responsible for the file content All the documents, such as sales list and complain records are
deemed confidential information; Party B have the obligation to send them to competent authority i
necessary. Part B should maintain and keep them secrel.

AR O CE A S H NS LR H A, A MR, S 7,
FcER A, AR O R, ZAME SRR, RSNl B
HERC B IUR T R RE. WS .

4. Party B shall notify any information about the products with CE mark within the Boundary of EC.,
including any ciaims of customers and the competition company tha! produce the same CE marked
products, to Party A.

ZHEEEH % CE PRl EEN T MR (EEERGiEfERETS e B ilimB s,

5. If any serious accident of products happen within boundary of E.C., Party B shall notify Parly A
within two calendar days of complaint or feedback on Party A's products and assist Party A to
execute vigilance system of medical device products, and also make the inilial report together with

Page 5/8 CO1/VE-20190424
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IV. Others
1.

Party A. Party B shall then present the initial report, investigation results and the final report to

competant authority of country in which the accidents happen.

WRHAT CE WEM™RIER BN A R, RSN 2T A SR RS E

WA AR AIEREY . ARSI FRERD, AP —-ERETRYKRSE. ZH 0%
RGP R S et

. Party B shall appoint one persons as the primacy linkman whose responsibility is to connect with

Party A and deal with the normal daily grind according fo this agreement. The information of both
Parties’ linkman was written in firsl page of this contracl.

LA WA A W, ZRUF 0 B A, ESIB R S PR E, BRGNS
W m BT T, B AR it e thil pham -,

- Party B shall assist Party A to cemprehending the condition of the same products within boundary

of E.U, and send the related information to Party A in time.
L EREh L T AR R R A S . RN R Wy,

. Party B shall keep all lechnical files and information of Party A's in confidentiality.

Lolimind B bRl R
SERVICE FEE & #H
Party A shall pay the service fees to Party B separalely according to the agreement for the relevant
senvice provided by Party B.
W G R O REAERE S, SN R (T2 RS R HL.
Provided thal Party A requires Party B to provide the service beyond scope stipulated herein, both
parties shall agree relevant fees separalely in writing.
e 0 R LA R L E Z AR B, T AU 1 S e T .

Written Form Clause 5{ 7.0
Amendments 1o this Contract shall anly be valid when given in writing
‘may cnly be waived in writing. Verbal collateral agreements or modificatio

(Cf e SR VR D RE R TS

Contract Language 4% 14

This agreement exisls in English and Chinese language. The Chinsse version is an exacl
duplicate of the English version.

EHp R A, TSR TR RN E T e .

Severability clause o 3k &

If any provision of this agreement or a provision Incorporated hersin at a later date is or shall
become invalid in whole or in part, or if this agreement or any modification thereof is found to
have a gap, this shall not affect the validity of the remaining provisions. It is, however, the
express intention of the parties to maintain the validily of the other provisions of the agreement
under all circumstances. In place of any invalid provision or to fill a gap. a valid and enforceable
provision shall be agreed which most closely corresponds legally and economically to that which
the parties intended or would have intended within the meaning and purpose of the agreement
and any {ater modifications, if they had considerad this issue when concluding the agreements.
If the invalidity of any provision is due fo a measure of performance or time (time-limit or date)
stated theren, a measure of performance which most closely corresponds lo the original
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measure in a legally admissible way mus! be agreed for this provision.

LEE N VAVERDEE 3w SR Tl B e RS I T T R R EHLE M R
L SRR AN, B A s, B Rl s TSRS @3S M A A
GEE S ERNBER LT RS, SENRERRLES. SO Y e 4 A A &
BRIBIEETT A H 0, Rraeik S A D RE, SR i e, LG e e
FOR L i e

This agreement is subject to the requirement specified in the <EL 93/42/EEC Directive 1998>. <EUJ
2007/47/EEC Direclive 2007>, <EU 98/T8/EC Directive 2003> and the < MEDDEV 2.12-1 REV.8
January 2013=. Should there be any conflicts between this agreement and <EU 93/42/EEC Directive
1868>, <EU 2007/47/EEC Directive 2007>, <EU 98/T9/EC Directive 2003> and the < MEDDEV
2.12-1 REV.8 January 2013> shall be followed as standards. If the regulation above update or
change, Party A and Parly B should actively negotiate and communicate lo ensure that the
requirements of the new regulation are met

R (IRt TIRATUEMNYG Q3M2EEC 1540, (UM% FESF EMIIZ007/M47/EEC Hi4).

SRR T b il SHAAN98VO/EC %) A (B RIS SR ZERN BT, WAk

T UESD o Gl B, LGRS B0 GEMD . b ERERRE TR, W2

BP0, R B

During the implementation of the agreement. this agreement will be terminated automatically when:

CEMRART W oy F S N At B A9 1 222 L T A

(a) The day upon Part A’s CE Certificate be withdrawn temporarily, be closed or be recalied by the
notified body.

(When the above mentioned Lhings happen, Party A Is obligated to accomplish the following

processes 1o avoid the further consequences:

A1 CE A $5 18 0 bk e LR LA R 7S 52 D e al . 3

(W Eg0s: -BEE, WHEEARAZ MG FERIE. Sl radirr

P E T 9 L BP

- Brief statement in written about the reasons why CE Cerificate being mﬂgﬂ "'n # 3
being recalied by the notified body. 41 % 5 S UE -+ 0 5 44/ B i AT

g o -~

- Written statement of non-sales if there are no products under the withdrawn, closed or recalled
CE Certificate exporting to EU, EEA and Swiss, Turkey market, or if there are products exporting,
a written statement of sales would be reguired with the sales lists, risk assessmenls and the
measures and limelable lo cover the risk.)

S0 RE U A BUCELE SR (1 I 2 S B i i Ol M i L REEASI L. LM Z W
B, AEH, HHAESHE, @R, W EH WA, Ee i e
0 DS B TR T Ay A e b e B R (ke )

(b} Party A can not provide the required tachnical file to Party B within 30 days after approval of the
CE centification or before using CE mark for “self declaration” products During 80 days from the
date of this agreement terminated, Parly A could tranaact the routine affairs as the aulharized
European Representative while Pany A could appoint new European Representative and change
the CE certification. Party B should report the invalid agreement to the natify body for record.
LA R T T2 B30 R M. SF AEPH >R rENECER T2, Rt
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LR ERMCER R xem, AR RN ETENSTN. MTRE ERy
il F B R I CEGE 1S MR L, Z o BB T e M R S, 7 i
M b HOH s i B A SRS E.

(c} Party A doesn't payoff the service fee according lo this agreement and refuse to explain on the

deadline.
WU S b B T A R P S R R IR ), LR TR

N ather nghts ar obligations are applied to Party A or Party B other than specified in this agreement
ks, W, Za AT TR,

e Lbeey

Kochalr.1, 47877 Willich, Germany

=
Com ﬁm;

Simeon Qlan
L Only used lor EU Repressntative agraemants
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TESTING
CNAS L0599

CLASE 82 TRES CENTINIOS
i f A B ncniFrevn
R
Informe de la prueba Fecha: 18 de junio de 2020 Pdgina 1 de3

La(s) siguiente(s) muestra(s) ha(n) sido presentada(s) e identificada(s) en nombre del cliente como:

Descripcion de la

muestra

N° de referencia interno

de SGS

N° de modelo 1

Color de la muestra : (A)AZUL claro

Fabricante s

Pais de origen : China

N° Articulo 1

N° de lote :  No se ha facilitado

Prueba realizada :  Prueba(s) seleccionada(s) a peticion del solicitante
Fecha de recepcion de la @ 19 de mayo de 2020

muestra

Periodo de la prueba : 19 de mayo de 2020 - 18 de junio de 2020

Resultado(s) de laprueba : A menos que se indique lo contrario, los resultados que se muestran en este informe de la prueba se reﬁﬁ'en
Gmicamente a la(s) muestra(s) analizada(s), para més detalles, véase(n) la(s) siguiente(s) pagina(s).

Firmado por y en nombre de

SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

[firma ilegible] [firma ilegible]

Sara Guo (Ejecutiva de Cuentas) Dongjing Liu (Firmante Autorizado)

[sello: Servicios de Prueba e Inspeccion (resto del sello en idioma chino)]

L2

Anmquuencuerdehmnmnopnresmm,hSomdadumeelpmmwdccumnmmménuusCnndlmnuGpm]udeScmc:umqmwmeimmo.dispom‘blesapeﬂmdnomeshhsena
menos que se acuerde lo contrario por escrito, Ja Sociedad emite ¢ p con sujecion a sus Condiciones G en el anverso, disponibles a peticién o accesibles en hittp:/fwww.sgs.com/en/Terms-and-

Conﬂmmy,mdmdehﬂ‘ usﬁnmm ico, con sujecion a las Condiciones Generales de los D Electroni mmifmwmmmmnﬂmmmwzhmmde
P bilidad, la y les de jurisdiccid quuduﬁumﬂmpmhldvmelcmlqwunltdem que la ida en el mismo refleja las husi de 1a Sociedad en el de su
hmwnﬁhlhlmmmymdnlmllmudﬂ- i del Cliente, La responsabilidad exclusiva de la Soci elplnwnmClmeyeudoummmmammd:mhmlmdemdndeqmmdosmm}'
en virtud de los d i6n. Este d no puede ser reproducido excepto en sl totalided, sin la aprabacidn previa por escrito de la Sociedad. Toda alteracion, falsifitacion o izada del
odnpewdnl ) ! uﬂimnylm podrin ser p dos con todo el peso de la ley. &mmqueuhﬂiuhmwhbsmhbsquﬁgmndmhﬁamdahpmbunnﬁmmmmullts}mushﬂs]
da(s) y dicha(s] ".,......... va(n} durante 30 dias.
: Paira comy I § de este informe y conificado d\.pruch-lscmsqnwmw.purlaml POTIEARE ET CONTRES CORNOSOTNS POF lclv;lixu: (BHT53) 8307 1443, o por votreo elecutuwn: CN. Doccheck(s! sp:.mm

3 Builing, No.889, Yishan Road, Xnim District Shanghai, China 200233 t {80«21) 61@02.666 £(80-21) 64958763 WAWW.SZEEIOUp.COM.COm

¢ sgs.chinafalsgs com :

Miembro de SGS Group (SGS SA)



Pigina 2 de 3
(EN 14683:2019 Anexo B)
1# 2# 3# 4# 5#
(BPE), % 99,9 99,9 99,9 99,9 99,9

Observaciones: Requisitos de cumplimiento: Tipo 1=95%, Tipo [1=>98%, Tipo IIR >98%
* Esta norma de ensayo no esta dentro del dmbito acreditado en el centro de ensayos de SGS Shanghadi, siendo llevada a cabo por un laboratorio
externo acreditado por la CMA (China Metrology Accreditation - Acreditacién de Metrologia de China).

Cléiusula 5.2.3 Respirabilidad ~
(EN 14683 :2019+AC:2019 Anexo C)

e Jurado de Inglés

Muestra: A K
Numero y ubicacion de la prueba 5 zonas aleatorias para cada muestra (masc N2 6521
Parametros de acondicionamiento Minimo de 4 horas a 21+50C y 85+5% R.H.
Zona de la prueba 49 cm2
Tasa de flujo 8 1/min
1# 2# 3# 4% 5t
Presion diferencial 30 30 27 30 30
AP (Pa/cm2)

Observaciones: Requisitos de cumplimiento: Tipo I<40 Pa/cm?, Tipo I1<40 Pa/cm?, Tipo IIR<60 Pa/cm?

Cliusula 5.2.4 Resistencia a las salpicaduras
(ISO 22609 :2004, Presion 16,0 kPa)

Penetracién en la superficie interior

1# 2# 3# 44 S5# 6# Ti# 8#
Aprobado | Aprobado | Aprobado | Aprobado | Aprobado | Aprobado [ Aprobado [ Aprobado
O# 194 11# 12# 13# 14# 15% 16#
Aprobado | Aprobado | Aprobado [ Fallido Aprobado | Aprobado | Aprobado [ Aprobado
17# 18# 19# 20# 21# 22# 23# 24%#
Aprobado Aprobado Aprobado Aprobado Aprobado Aprobado Fallido Aprobado
25# 26# 27# 28# 294 30# 31# 32#
Aprobado Aprobado Aprobado Aprobado Aprobado Aprobado Aprobado Fallido
Numero de aprobados: 29 '

Resultado general: Aceptable

Observaciones:

1) Requisitos de cumphmlenm Tipo I: N/A, Tipo II: N/A, Tipo IIR: =16, OkPa

2) La distancia de la superficie de la superficie de la mascarilla quirdrgica hasta la punta de la canula es 300£10mm.

3) Condiciones y temperatura de la prueba (21+5)°C, humedad relativa (85+10)%

4) Se cumple un limite de calidad aceptable del 4,0% para un plan de muestreo tnico cuando 29 o més de los 32 ejemplares
sometidos a prueba muestran resultados de aprobacién

[sello: Servicios de Prueba e Inspeccién (resto del sello en idioma chino)]

A menos que s¢ acuerde lo contrario por escrito, Ia Sociedad emite ¢l p i con sujecio asusCmdluon.esGmeralmdeSenncmuwummeimvm.m ibles a peti ibles en A
mmwnmtdslooommmm la S "‘euned, con sujecion @ sus Condici 1’ deSmmmwmelmvmd:m‘hlwapmumsﬁlﬁmhﬂp.ﬁ'\\rﬁwmmﬂﬂm@d’ s
Cuminms.upuynulmodelns en formato 2k ico, con sujecion a las Condich Gi des de los Dr El i u:hm:ﬁwwwsgwm’mﬂmﬂ-cwlmnﬂmmmmmxCabesn\alathl&nlméude
Ia resp idn y las i de jurisdiccion que se definen al respecio. Se advierte a ier titular de este o que la ida en ¢l mismo refleje las Tusi de la Sociedad en el de su
mwuydwwdehcumummmw&lm{ah F bilidad exclusiva de la Socied esplucunsuMleymdowmmnwmch&ms*mﬁotwlqodemmdewwdolmdmchosy
nbhmumsmnmddllmbmmnldlinhammm“ d ducido excepto en su totalidad, sin la aprobacion previa por escrito de la Socied: falsificacion o
oelupemdal eallnuylns fr pndrinurpmcewdmmnbdodwmdelalq .‘\mnmquamdnmbmnhmu,lusmhqunﬁgmmdpmﬂmﬁmdekpmbamnﬁmmmmalm}mmm)

) y dicha(s) ( duranite 30 dias.
Atencion: Pura comprobar 1a nutenticidad d: wte informe v certifiendo de pruchas @ inspecciones, por [avir, pngase en contac con nosins por lelefime: (86-755) RI0T7 1443, o por corren electrdniee: UN Doccheek@sgacom
3 Builing, No.889, Yishan Road, Xubui District Shanghai, China 200233 t(80-21) 61402666  £(80-21) 64958763 WWW.SESETOup.com.com : = : I

' ¢ sgs.china@ses com

Miembro de SGS Group (SGS SA)
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Pégina 3 de 3
1# 24 3# 44 5#
CFU/g 1 1 2 4 5

Observaciones: Requisitos de cumplimiento: Tipo 130 CFU/g, Tipo 11<30 CFU/g, Tipo IIR<30 CFU/g

a

La declaracién de conformidad que consta en este informe de la prueba se basa tinicamente en los valores medidos por el laboratorio y no tiene
en cuenta sus respectivas incertidumbres.

***Fin del informe™***

[sello: Servicios de Prueba e Inspeccion (resto del sello en idioma chino)]

N 6521

-«

Amulqueunuudebwnﬁmopormi&h&umedﬂemﬁeelmmkdnwmhmnmuuaComltmnnﬂG@mﬂhdﬂﬁerv:mimmmelm.ﬂmmb]wamménomulbhﬂnh

menos que s¢ scuerde lo contrario por eserilo, 1a Soci cibn & sus Condic en el anverso, disponibles a peticion o accesibles en htip:/www.sgs.coms
Cmdnmmyndmdthdmmhmdmﬁdm.m ujecitn a las Condiciones Generales de los D Electrbni &WmewﬂmmmmﬁbMMtha
|2 responsabilidad, la i izacitn y las de jurisdicei qnludefmmllm Seddmamh\lunmhrélﬁu que la ida en ¢l mismo reflja-las conclusiongs de la Sociedad en el de sy
mwym&lﬂuﬂuthMCMmh usi umeunmCbﬂuymdnmunnmlhn&tmﬁﬂnh{pﬂ&mﬂhkdwﬂuﬂhﬂmx
obligaciones en virtud de los d idn. Este d mpﬂ:wmwmmw sin la aprobacidn previa por escrito de 1a Sociedad. Toda alteracitn, falsificacion o
a el aspecto del pre: d n:lm,iu fr wdrhmpmmhmbdodpmdlhhy Anmqnwafndlmhmmhmmmﬂmmdmnmmhmhunﬁmﬁmunuh(s}mwlﬂm

lizada(s) y dicha(s) (! = durante 30 dias, ¥
Atencion; Pare comprobar la iutenticid: -lcﬁumltmtounﬁau!odepmb.unmmm porFavot pmgﬁscmwmomnnmmpunb]éﬁmn (86-TS5) K307 1443, 0 por cotren electrtnion: CN.D IS CH
3+ Builing, No,889, Yishan Road, Xubui District Shanghai, China 200233 £ (B0-21) 61402666 E(SMIJHD.'ESTGI WWW.SZSErOup COm.com . - X '

' +  esgachina@sgs com i
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TRES CENTIMOS

CLASE 87 DE EURO

I o
Don Marc Caubet Prades, Intérprete Jurado de Marc Caubet Prades, Sworn Translator of
inglés, en virtud de titulo otorgado por el English, appointed by the Spanish Ministry of
Ministerio de Asuntos Exteriores, Union Europea Foreign Affairs, European Union and
y Cooperacion de Espafia, certifica que la que Cooperation, does hereby certify that the
antecede es una traduccion fiel y completa al preceding translation is a complete and
espaiiol de un documento redactado en lengua faithful rendering in Spanish of the original in
inglesa. English.
En Madrid, a 22 de septiembre de 2020 Madrid, 22 September 2020

MARC CAUBET PRADES

Traductor Jur»da de Ingici / English Sworn Translator
C/ Charaisaa, 36 29C
28220 Majadahanda (Madrid), Espania
Tel.: (+34) 660 987 031
caubet@gmail.com | www.marccaubet.es




