Priloba £ 2 vyzvy €. 3 - ,Ochranné jednorazové ridka® v rimei zriadeného DNS Ochranné,
rdravotnicke pomécky a hygienické potreby*

NAVRH NA PLNENIE KRITERIA NA VYHODNOTENIE PONUK
A IDENTIFIKACNE UDAJE UCHADZACA

Obchodné meno uchddzada: Liaug % 5.0,

Sidlo uchidzata: ..L%EQ}J.# Aoca.iw f 9* D::ua '?E hmnu
1C0: LhOlpRg

Meno a priezvisko ftatutimeho zistupeu o TRARMOY

I¢* DPH: L2 202 ZRECUNY e

Nazov banky: OATRA DALKA BB

Cislo Gt (IBAN);

Telefénne Sislo: Wauon

E-mailovi adresa: T T %’m\qa@%m. .gom

Predmet zikazky: .Ochranné jednorazové rifka®

Kritérium na vyhodnotenie poniik:
najniZiia cena za cely predmet zikazky v EUR s DPH

Jednorazové ridka v mnodstve 50 000 ks
s tvarujticim pasikom, ploché, 3-vrstvové
v slilade s opisom predmetu tejto vizvy

Cena wvedend uchadzafom obsahuje vietky ndklady, ktoré uchddzadovi venikni
v sivislosti s plnenim predmetnej zdkarky.

Som - Mpesemrplatitel'om DPH (nehodiace sa prefkorinite)

Ak uchidzal nie je platitel'om DPH, na thio skutoénost’ upozomi verejného obstardvatela. Ak
uchiédzal nie je platcom DPH, nim uvedend cena bude povalovand za konedni aj v pripade,
ak by sa poas plnenia predmetu zakazky stal platitelom DPH. V pripade, ak uchédzat je
platiteFom DPH, aviak jeho sidlo je v inom &lenskom Stite EU alebo sidli mimo EU, uvedie
v ponuke cenu, klord bude rozdelend na nim navrhovani cenu bez DPH, viiku DPH a aj cenu
s DPH podla slovenskych privnvch predpisov (20%), aj ked' samotnl DPH nebude v silade
s komunitimym privom fakturovat’,

v.oSARURE. . dia. 02900

L T

podpis !‘-‘tn!ur.ﬁm:hu zistupeu,
peliatka \Cor PoAMyy

Lonatel




[Product namel Disposable Medical Masks

[Model and specification] Non-sterile flat earhook type:

Ispecification] 175mm X 95mm:

[ Medical Device Registration Certificate No.]  Fujian
Machinery Note 20202140193 (pr(wmnnl.l)

[Production License No] Fujian Medicine Supervisory
Equipment Production License No.20200523 (provisional)

[Executive standard] YY/T 0969-2013

[prodiction batch No.production date, expiry date

packaging code .
[Manufacturer] Xiamen Eagledon Pharmaceutical Co., Ltd.
[Residencel : no. 220-226, Meihe third road, Xike light ind-
ustrial park, Tongan district, Xiamen city, Fujian province,
China.
: The second floor of Building 2,

] see the

\\\\Disposable Medical Mask

SN RBE (vFE)
ST AR 1 #8814 95% &4
SHARN G

BATERIA FILTRATION RATE(BFE)
biock more than 958 of bacteria




EC DECLARATION OF CONFORMITY

Manufacturer: Xiamen Eagledon Pharmaceutical Co., Ltd
No. 220-228, Meihe 3™ Road, Xike Light Industrial Park
Tongan, Xiamen City, China

European Representative: Lotus NL B.V.
Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague,
Netherlands.

Product name: Disposabie Medical Mask

Model: 17,5 x'9,5 cm

Type: Type I (according to EN 14683:2019)
Classification MDD: I class, rule 1

Cohformity Assessment Procedure: Annex VII of Directive 93/42/EEC

We, Xiamen Eagledon Pharmaceutical Co., Ltd, manufacturer of the above
products, hereby declare under sole responsibility for this declaration of
Conformity that the referenced products comply with all relevant provisions of
Directive 93/42/EEC, and its transposition into national laws. The products
comply with the essential requirements of Annex I, further applicable standards
and/or normative documents as listed in the applicable technical documentation.
All supporting documentation is kept under the premises of the manufacturer.

Place and date of iss

Xiamen, 05.05.202

Name position and signature“’df authorized person




C€

DECLARATION OF CONFORMITY

According to REGULATION (EU) 2017/745 -Article 19, Annex II and Annex III.

Manufacturer: Whose Authorized Representative:
Company name: Xiamen Eagledon Pharmaceutical ~Name:: Lotus NL B.V.

Co., Ltd. Address: Koningin Julianaplein 10,1e
Address: No. 220-228, Meihe 3rd Road, Xike Light Verd, 2595AA, The Hague, Netherlands.
Industrial Park Tongan, Xiamen, Fujian Province, E-mail: peter@lotusnl.com

China

Tel: -+ [

E-mail: zhangyu@eaglehealthltd.com

We, the manufacturer, herewith declare that the products

Medical Device Basic
Product Name Model
Device Class UDI-DI
I, Rulel N N2
on-sterile fla
Disposable medical mask(non-sterile) Masks (Annex
earloop type
VIII of MDR)

meet the provisions of the REGULATION (EU) 2017/745 which apply to them.
Conformity Assessment Route: Article 19, Annex II and Annex III according to REGULATION
(EU) 2017/745.

Applicable Standards:

150 13485:2016
ENISO 10993-5:2009

EN 1041:2008

1SO 14971:2019
ENISO 10993-10:2013

EN 15223-1:2016

150 10993-1:2018
EN 14683:2019+AC

We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the REGULATION (EU) 2017/745. We agree to develop, implement and

maintain a documented post-production monitoring process.

Name of 2 : Zhang Mingwang Signature:

Positiorn & -\General Manager ~ Date: 2020.

Place: Luj Xiamen Eagledon Pharmaceutical Co., Ltd.

Seal/Stam



CELAB®
Via Maira snc
04100 Latina
Italy

| CERTIFICATE

Certificate Number UCN : 802776235221

Job : J29826

Date of Issue : 2020-03-24

Certificate valid up to 1 2024-03-23

Brand Name . yingjun

Type : Disposable Medical Masks
Model N 2 176mm*95mm

Manufacturer : Xiamen Eagledon Pharmaceutical Co., Ltd
Address : No.220-228, Meihe 3rd Road, Xike Light Industrial Park, Tongan,
Xiamen City; China

Standard Used : EN 14683:2005, EN ISO 10993-1:2009+AC:2010

Conclusion :

After inspection of ‘the technical documentation issued by the customer, and in his request, we express our
opinion that the product meets the technical requirement of the following directives and standards:

93/42/EE C Medical devices (MDD)

This opinion is only valid for the directive, the equipment and configuration described, in conjunction with the
test data detailed above and with compliance with all applicable legal-requirement forthe product .
The following manufacturer documents was inspected:

Presence of Declaration of conformity template v OK
Presence of test report u icated in the declaration of conformity v OK
Test report reference : B_

Presence of c € symbol in the product label. v OK
Presence of instruction manual v OK
Use of valid Harmonized standard in the declaration of conformity v OK
Presence of product description in the technical construction file v OK

Copyright of this Certificate is owned by CELAB® Italy and may not be reproduced other than in full and with the
prior approval of the General Manager. Use of this certificate is subjected to Celab regulation available on Celab
web site.

Check the authenticity of this certificate and related information before use in the web site
www.celab.com introducing the UCN number in the ‘Check document authenticity’ area. You will see
copy of this certificate and regulation on certificate use. This document is released only for scope
allowed by laws- Do not use this document without full understanding of regulation.

Massimiliano Bertoldi
General Manager— CELAB ")
www.celab.com '

Doc 121 Voluntary Certificate rev 3.32
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CE
TEST REPORT

For

Disposable Medical Masks
Model: 1775mm*95mm

Brand: Eagledon

Report No.: ENC2003192GZ01E1

Date of Issue: Mar. 26, 2020

Prepared For
Xiamen Eagledon Pharmaceutical Co., Ltd
No.220-228, Meihe 3rd Road, Xike Light Industrial Park, Tongan, Xiamen City,
China

Prepared By
East Notice Certification Service Co., Ltd.
1/F, Haohui Commercial Building, Zhuji Street, Dongpu Town, Tianhe District,
Guangzhou City, China
TEL: +
FAx: I

r only to the sample(s) tested unless otherwise stated and the sample(s) are retained for 30 days only. The document is

be reproduced except in full with our prior written permission. The document is available on request and the brief
ssable and confirmed at http://www.enc-lab.com.

1/F, Haohui Commercial Building, Zhuji Street, Tel:-+ Fax:

Dongpu Town, Tianhe District, Guangzhou City E-mail: enc@ enc-lab.com  Http:// www.enc-lab.com
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Report No.: [ NN

Page 1 of 4

TEST REPORT
EN 14683:2019

Medical face masks — Requirements and test methods

Report reference No. .........ccccvvveeeeeeee. Y
Tested by oo, :

Review by (+ Signature). ........................ :

Approved by (+ signature) ..........ccccceeoe 3
Date of iISSUE .......veeeveeeeiiiiiiieeeeeeee el

Contents .....ooeeiiee e :

Samliu

Yemig

Ray zhou
Mar. 26, 2020
Total 4 pages

Testing laboratory

NAME oo : East Notice Certification Service Co., Ltd.

AAIeSS ... . 1/F, Haohui Commercial Building, Zhuji Street, Dongpu Town,
Tianhe District, Guangzhou City, China

Testing location .........cccccoevieiviiiiiiceeeen, . Same as above

Application

NN F=T 0 0 1 Y. Xiamen Eagledon Pharmaceutical Co., Ltd

AdAress .....coovviiiiiiee el No0.220-228, Meihe 3rd Road, Xike Light Industrial Park,
Tongan, Xiamen City, China

Manufacturer

NAME....ooeeeeee el Xiamen Eagledon Pharmaceutical Co., Ltd

AdAress.......oovvviiiiiiee No.220-228, Meihe 3rd Road, Xike Light Industrial Park,

Tongan, Xiamen City, China

Test specification

Standard ..o : EN 14683:2019

Test procedure .........ccoevveviiiicieeeeeeenn, Medical Devices Directive 93/43/EEC
Procedure deviation ...........cccccuiiiieennnnn. : N/A

Non-standard test method ...................... : N/A

Test Report Form/blank test report

Test Report Form NO. ..........cvvviiiiiiiieiennnes . ENC14683-A2

TRF originator. .....cccccooveeeiiiiiiiiiiiiiin, . ENC

Test item

Description .......ccceeeeeiiiiiiieecee e : Disposable Medical Masks
Brandname ...........cccoovrviiiiiie, . Eagledon
MoOdel.....eiieiiiiieie e : 175mm*95mm
Classification...........cccovieiiiiniii e, : Typel

1/F, Haohui Commercial Building, Zhuji Street,
Dongpu Town, Tianhe District, Guangzhou City

efer only to the sample(s) tested unless otherwise stated and the sample(s) are retained for 30 days only. The document is
ot be reproduced except in full with our prior written permission. The document is available on request and the brief
sessable and confirmed at http://www.enc-lab.com.

Tel:+ I

E-mail: enc@ enc-lab.com

Fax:+ [

Http:// www.enc-lab.com




S Report No.: [N

Page 2 of 4
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efer only to the sample(s) tested unless otherwise stated and the sample(s) are retained for 30 days only. The document is
ot be reproduced except in full with our prior written permission. The document is available on request and the brief
sessable and confirmed at http://www.enc-lab.com.

1/F, Haohui Commercial Building, Zhuji Street, Tel:-+ Fax:+

Dongpu Town, Tianhe District, Guangzhou City E-mail: enc@ enc-lab.com  Http:// www.enc-lab.com




e A Repclt No- IS

Page 3 of 4
Test results:
Bacterial filtration Differential Splash resistance Microbial
Sample - . .
No efficiency (BFE), pressure Pressure cleanliness Verdict
A (%) (Palcm?) (kPa) (cful/g)

The filtration efficiency percentages were calculated using the following equation:

%BEF=

x 100

C = Positive control average
T = Plate count total recovered downstream of the test article
Note: The plate count total is available upon request

er only to the sample(s) tested unless otherwise stated and the sample(s) are retained for 30 days only. The document is
t be reproduced except in full with our prior written permission. The document is available on request and the brief
essable and confirmed at http://www.enc-lab.com.

1/F, Haohui Commercial Building, Zhuji Street, Tel:-+ Fax:+S| G

Dongpu Town, Tianhe District, Guangzhou City E-mail: enc@ enc-lab.com  Http:// www.enc-lab.com




Report No.: EEEEEEE
Page 4 of 4

APPENDIX A
PHOTO(S) OF PRODUCT

r only to the sample(s) tested unless otherwise stated and the sample(s) are retained for 30 days only. The document is

be reproduced except in full with our prior written permission. The document is available on request and the brief
ssable and confirmed at http://www.enc-lab.com.

1/F, Haohui Commercial Building, Zhuji Street, Te- I o<

Dongpu Town, Tianhe District, Guangzhou City E-mail: enc@ enc-lab.com  Http:// www.enc-lab.com




CELAB®
Via Maira snc
04100 Latina
Italy

| CERTIFICATE

Certificate Number UCN : 802776235221

Job : J29826

Date of Issue : 2020-03-24

Certificate valid up to 1 2024-03-23

Brand Name : yingjun

Type : Disposable Medical Masks
Model N 2 176mm*95mm

Manufacturer : Xiamen Eagledon Pharmaceutical Co., Ltd
Address : No.220-228, Meihe 3rd Road, Xike Light Industrial Park, Tongan,
Xiamen City, China

Standard Used : EN 14683:2005, EN ISO 10993-1:2009+AC:2010

Conclusion :

After inspection of the technical documentation issued by the customer, and in his request, we express our
opinion that the product meets the technical requirement of the following directives and standards:

93/42/EE C Medical devices (MDD)

This opinion is only valid for the directive, the equipment and configuration described, in conjunction with the
test data detailed above and with compliance with all applicable legal requirement for the product .
The following manufacturer documents was inspected:

Presence of Declaration of conformity template v OK
Presence of test report usi ated in the declaration of conformity v OK
Test report reference : BS_

Presence of c € symbol in the product label. v OK
Presence of instruction manual v OK
Use of valid Harmonized standard in the declaration of conformity v OK
Presence of product description in the technical construction file v OK

Copyright of this Certificate is owned by CELAB® Italy and may not be reproduced other than in full and with the
prior approval of the General Manager. Use of this certificate is subjected to Celab regulation available on Celab
web site.

Check the authenticity of this certificate and related information before use in the web site
www.celab.com introducing the UCN number in the ‘Check document authenticity’ area. You will see
copy of this certificate and regulation on certificate use. This document is released only for scope
allowed by laws- Do not use this document without full understanding of regulation.

Massimiliano Bertoldi 7
General Manager— CELAB ( _

www.celab.com

Doc 121 Voluntary Certificate rev 3.32
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Annex : Regulation for Voluntary Certification Activities

1.  Release of certificate

These certificates are issued on a voluntary basis on request of manufacturer.
The certificate is released for product af ter inspection of the documentation relativ e to the technical construction file.
This Certificate is released only after that, is opinion of a CELAB approved technician, that the technical construction file (test reports, documentations,
instruction manuals) demonstrate that the essential requirements indicated in the directives himself was covered.
Note: the technical requirement are related to the physical propriety of a product and his production process and not the legal requirements of directives.
When the opinion is positive, the certificate is released.
The inspection provided by CELAB is not relative to: The product; The production; The law requirements; The work performed or that will be performed by
Notified Bodies.
The Inspection cover ONLY the following aspects ( where applicable):

* Presence of declaration of conformity;

* Presence of test report as indicated in the cettificate ;

¢ Presence of CE symbol in the product label template;

¢ Presence of Instruction manual,

¢ Use of actual harmonized standards as for EU official Journal;

* Presence of production description in the technical construction file.

2. Validity of certificate
All certificate have 4 y ears of validity. After such time the certificate will not be any more valid.

3. Withdraw of certificate
The certificate are withdraw if there is a reasonable justification that the product do not comply with the requirement of a directive, or when this agreement was
not addressed.

4. Responsibility of manufacturer
As many directives require use of a Natified Body, in such case is responsibility of producer or his representative in Europe to follow all applicable directives
requirement and contact.
This regulation will always be consigned together with the certificate and is a part of them, use of the certificate without text of this regulation is not allowed or
accepted.
Is responsibility to the manufacturer to comply with CE marking law prescriptions.

5. Responsibility of CELAB
CELAB take no responsibility on product tested except that, in case of advice from market, CELAB will inv estigate on such compliant and, if found acceptable,
the certificate will be withdraw.
CELAB is not responsible for the product, the production, the importing, the distribution, the sales, the adv ertisement, the technical assistance, the consulting or
as EU mandatories.
Certificate is the result of technical opinion, given as a private owned company. There is no any warranty that the product will comply with all requirements of
directives or a law.
CELAB is not responsible for CE marking of the product indicated in the certificate.

6. Responsibility of user of certificate
Is responsibility of the user of the certificate to comply with all laws requirements. Only as a general reference, the user of certificate will need to get copy of test-
report from his supplier and be responsible for technical construction file. User of the certificate take full legal responsibility on such use.
Such certificate are not legal requirements except when used between private company as a specfific contract agreement between them.
User of certificate need to full comply with applicable requirements indicated in such directives. User of certificate are not allowed to induce the market on a
diff erent destination of use of the certificate different from what stated in this agreement. Use of certificate of conformity is restricted to expert in CE Marking field
that can fully understand scope of this certificate and is not for general public.
This certificate cannot be publicized in a misuses or in a way that It can confuse general public. The user of the certificate will Always do not use the certificate
for customs control or public authority requirement control.

7. Scope of the certificate.

The ONLY Scope of this kind of certificate is :

e Allow the manufacturer to demonstrate to a customer that a product was tested without need to give him test reports (if both accepted by manufacturer and

by the customer);

e Allow a private customer to have an evidence that an independent 3th part have inspected the documentation on voluntary basis.
The certificate provide an added value for manufacturer in situation where the manufacturer don’t want to provide to his customer the test reports ( if not
required by law).
Such certificate will need to be used only as demonstration that a sample of a product was really tested between companies that recognize this agreement.
Such certificate are not required by law ( as they are voluntary certificate), and are intended to be used between private company for commercial issue. These
certificate where not to be used to demonstrate conformity of the product to authority or for government control. The certificate are not an authorization by
CELAB to put the CE marking on the product.
The Certificate is not a legal requirement for CE marking activities. Is the opinion of CELAB that manufacture can provide the CE marking in the product IF he
comply with all prescription of the directives. The Certificate is not a declaration of conformity or an attestation of conformity. Note that some directive require
use of Notified Body, the certificate of conformity and the certificate of compliance are NOT related to Notified Body work and are not related to law
requirements.
The certificate is a Technical Opinion issued by CELAB to the manufacturer of the product where, after review of document issued by manufacturer, CELAB
certify his opinion regarding the conformity between the product and the prescription of the standard and/or the technical requirement of the directive.
The certificate where not issued in the role or the task of Notified Body or accredited testing laboratory or accredited certification body. Warning : do not confuse
this certificate with certificates issued by notified bodies. In case of doubt on using this certificate, do not use it and consult a consultant or expert or contact
CELAB for request of information at celab@celab.com

8. Technical construction File storage
The technical construction file is normally not stored in CELAB archives, after review of CELAB the documents were not archived in the CELAB databases. Is
responsibility of the manufacturer that the documents is available for law requirements. CELAB is not responsible for the storage of the technical construction
file.
Note : that the technical construction files for activ ties related to CE marking will need to be available in Europe.

9. CE Marking General information’s
All person/company/body involved on a CE marking product are responsible to perform all task indicate in the directive. Full text of directive can be found in
European Union Web Site : http://ec.europa.eu/growth/index en
We recommend to search in such web site full information about CE marking related directives.

Doc 121 Voluntary Certificate rev 3.32
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QUAL ITY MANAGEMENT SYSTEM CERT I F | CAT 10N

Registration NO: IIEENENNNINNENE
Xiamen Eagledon Pharmaceutical Co., Ltd.
Unified social credit code: i
Registered Address:NO.220-228 ,Meihe third road ,Xike Light Industrial park ,Tongan
District, Xiamen city ,Fujan province, China
Office Address:NO.220-228 ,Meihe third road ,Xike Light Industrial park ,Tongan District,

T e e e e e e e ]

S ————————— e e

—

g Xy

Xiamen city ,Fujan province, China
E Production Address:NQ.220-228 ,Meihe third road ,Xike Light Industrial park ,Tongan

District, Xiamen city ,Fujan province, China

ST

=

.

Established Quality Management System Accord With
GB/T 19001-2016 idt ISO9001:2015 standard

Through the certification scope is as fol lows

Production of disposable daily protective masks and disposable medical masks

The release date for the first time: 30-04-2020
Approval of the first | Approval of the second Approval of the third

The issuance date: 30-04-2020

survelllance audit surveillance audit surveillance audit

Will be valid until: 29-04-2021

(This certificate within the period of validity at least once annually must accept

supervision and audit,in order to be valid and post supervision qualified label )

LR L

Certificate of fimitation and applicability 1o the 2+ i Union Certifi officlal website or call zhongtal Union Certification

comprehensive query, this certificate information can also be In the natlonal Certification and accreditation supervision and

administration commission official website (vww.cnca.gov.en).No.1 Office Build.no.2,bacer road, the The second

e R L R LR R LR L R L R L LR R L L L LT

paragraph east third ring road chenghua district.chengdu,sichuan( (610052).

ZhongTai Union Certification Co., LTD.
Tel: N \ww.ztcccorg

This certificate Is valld only 90 days after the epidemic situation of new ¢ irus infection and p
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QUALITY MANAGEMENT SYSTEM CERTIFICATION
Registration NO: NG

Xiamen Eagledon Pharmaceutical Co., Ltd.
Unified social credit code: I
Registered Address:NO.220-228 ,Meihe third road ,Xike Light Industrial park ,Tongan

T T O e e

District, Xiamen city ,Fujan province, China
Office Address:NO.220-228 ,Meihe third road ,Xike Light Industrial park ,Tongan District,
Xiamen city ,Fujan province, China

Production Address:NO.220-228 ,Meihe third road ,Xike Light Industrial park ,Tongan

T R, O U, O

T T T T T T T T T T T T LT

District, Xiamen city ,Fujan province, China
The establ ishment of the medical device qual ity management system for
compliance with the requirements of the system

YY/T0287-2017/1S013485:2016 standard

B

Through the certification scope is as fol lows

Production of disposable medical masks

The release date for the first time: 30-04-2020
Approval of the first | Approval of the second Approval of the third

The issuance date: 30-04-2020

surveillance audit surveillance audit surveillance audit

Will be valid until: 29-04-2021

(This certificate within the period of validity at least once annually must accept

supervision and audit,in order to be valid and post supervision qualified label )

S e S e S e S e S e S S e S e S S e S S RS RS S S S S e S R S e S e S S RS S N S N S N S S e S e S O S R S R e S S e e e e e e e e e e

Issuer:

Certificate of fimitation and applicability to the zhongtai Unlon Certification officlal website or call zhongtai Union Certification

comprehensive query, this certificate information can also be in the national Certification and accreditation supervision and

administration commission official website (www.cnca.gov.n).No,1 Office Build,no.2,bacer road, the The second

nnnnnnnn

| d paragraph,east third ring rosd chenghua district,chengdu,sichuan( (610052).
ZhongTai Union Certification Co., LTD.
Tel: www.ztccc.org
( This certificate is valid only 90 days after the ic situation of new ¢ irus infection and f
} A F S 6)—/“ rrrrr e e
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Technicky list vyrobku

Vyrobok

Kvalita

Lab test

Material

Rozmer/prislusenstvo

Balenie

Uéel pouzitia

Pouzitie

Zivotnost’

Medicinske rusko, 3 vrstvové, nesterilné

Norma EN 14683, Typ |

BFE % > 95%
Diferencny tlak (Pa/cm?) <294
Odolnost vodi striekajucej vode pod tlakom (mm Hg) NevyZaduje sa
Mikrobialna Cistota CfU/g <18

Laboratdrny test preukazuje sulad vyrobku s eurdpskou normou EN
14683:2019 TYP |, laboratdrny test preukazuje BFE = 98,5%,

3 vrstvova ochranna maska bez latexu, 1. vrstva - vonkajSia strana 25 gsm netkana
textilia, 2. vrstva - 25 gsm meltblown filter, 3. vrstva - vnutornd, strana 25 gsm
netkand textilia

Tvarova maska s rozmermi 17,5 x 9,5 cm, z vonkajSej strany ultrazvukom
pripevnené gumicky na uchytenie, bez latexu

Primarne: 50 kusov v baleni s oznacenim Sarze v krabicke

Alternativne: 50 kusov v baleni v polyetylénovom obale s priloZzenym
informaCnym Stitkom

Spdsob pouzitia medicinskych tvarovych masiek napomaha prevencii rozSirovania
velkych Castic vydychovanych pouzivatefom (kychanim, kaslanim) k inym osobam
alebo do prostredia. Tekutiny ktoré sa dostanu do kontaktu s vonkaj§im povrchom
tvarovych masiek sa nevstrebu do vnutornej Casti masky, t.j. nedochadza ku prieniku
k peram alebo kozi nositela.

Medicinske tvarové masky su vyuzivané na Specialne Ukony/procedury. Kvéli
infekEnym opatreniam st masky jednorazové a vyhadzuju sa po kazdom pouziti.

Odporucana skladovacia doba: 3 roky od datumu vyroby.
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Navod na nasadenie ruska




Navod na odstranenie riska
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ODPORUCANIA A VAROVANIA
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Prekladatelka; In ;
g. Dana Bedndrova, Jozefa Kronera 3951/20. Martin +421 -
prekladv@finefox sk ’ ‘ .
davatel: THR .
Zadsvatel STATUS S, s.t. 0., Lipové 10927/2]. Martin

Preklad & 101 /2020

z jazyka anglického do jazyka slovenského

Predmet prekladu: Vyhlasenie o zhode

Polet strian prekladanej listiny: 7
Pocet strian preloZenej listiny: 7

Pocet odovzdanych vyhotoveni: 1

Martin, 25, 08, 2020




EC DECLARATION OF CONFORMITY

Manufacturer: Xiamen Eagledon Pharmaceutical Co., Ltd

No. 220-228, Meihe 3 Road, Xike Light Industrial Park
Tongan, Xiamen City, China

European Representative: Lotus NL B.V.

Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague,

Netherlands.
Produt.:t name: Disposable Medical Mask
Model: 17,5x9,5 cm
Type:

Type I (according to EN 14683:2019)
Classification MDD: I class, rule 1

Conformity Assessment Procedure: Annex VII of Directive 93/42/EEC

We, Xiamen Eagledon Pharmaceutical Co., Ltd, manufacturer of the above
products, hereby declare under sole responsibility for this declaration of
Conformity that the referenced products comply with all relevant provisions of
Directive 93/42/EEC, and its transposition into national laws. The products
comply with the essential requirements of Annex 1, further applicable standards
and/or normative documen

ts as listed in the applicable technical documentation.
All supporting documentati?ﬂ’@ kept under the premises of the manufacturer.

Xiamen, 05.05.202

Name position-and signature of authorized person
)




DECLARATION OF CONFORMITY

"N Y
8 AN Y

TN P

According to REGULATION (EU) 2017/745 -Article 19, Annex I and Annex I11.
Whose Authorized Representative:
Company name: Xiamen Eagledon Pharmaceutical  Name:: Lotus NL B.V.

£ Kb, Address: Koningin Julianaplein 10,1¢
Address: No. 220-228, Meihe 3rd Road, Xike Light  Verd, 2595AA, The Hague, Netherlands,
E-mail: peter@lotusnl.com

Manufacturer:

vy ¢ Davrk . 4
Industrial Park Tongan, Xiamen, Fujian Province
China
 Tel -

E-mail: zhangyu@eaglehealthltd.com

We, the manufacturer, herewith declare that the products
7 V feal | dce | 7 | Basic
3 y Medic: svice as
Product Name Tedical Device Model bacomped
= — Device | Class | D =
— o JCYISR. | T A S
[ 1, Rulel
D ble med : \ Non-stenle flat
1sposable medical mask{non-sterile) Masks (Anhex
carloop type

o i - - VIl of MDR) | _ul. 1
mect the provisions of the REGULATION (EU) 2017/745 which 1‘P|‘lf" 10 them.
Conformity Assessment Route: Article 19, Annex I and Annex 11I according to REGULATION

(EU) 2017/745,

N T N —

3 Applicable Standards:

13

% ISO 13485:2016 ISO 14971:2019 ISO 10993-1:201%
‘ ENISO 10993-5-2009 ENISO 10993-10:20]3 EN 14683:2019+AC
% EN 1041:2008 EN 15223-1:2016

L
[

e

:
:

We. the manufacturer, herewith declare with sole responsibility that our product/s mentioned above

i
.% meet/s the provisions of the REGULATION (EU) 2017/745. We agree to develop, implement and
B
g;{ maintain a documented post-production momitoring process
%
3
g 4 | Name of):‘) Zhang Mingwang  Signature: |
: ’
g Positios i seneral Manager  Date: 2020. w
o { _
Place: Ruii Xiamen Eagledon Pharmaceutical Co., Lid |
L \

.g"
Seal/Stant

) L
O VOO 20O
AR SRR AN
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wtificate Number UCN - 802776235221
b 1 J29826
ate of Issue . 2020-03-24
ertificate valid up to : 2024-03-23
rand Name : yl'n'giun "
ype . Disposable Medical Masks, =
Aodel N : 175mm *95mm
Janufacturer  : Xiamen Eagledon Phapnxémw Co., Ltd",
Address : No.220-228] Meitie 3¢d Road, Xike Light industrial Park, Tongan, % ¢
Xiamen Cifyy China” 3 | s

Standard Used - EN 14683:2005, EN IS0 10993-1:2009+AC;2010"

Conclusion N g~ 7
After inspection of the technical documentation issued by the customer,
opinion that the product meefs the technical requirement of the following direc
aW42/EE C Medical devices (MDD) - I K

3 g ‘ I % L IR 1 ;
This opinion_is only valid for the a'recq‘ve. the equipment and configuration described, in conjunclion with the
test data detailed above and with compliance with all applicable legal:réquirement lor the product .
The following manutactirer documents Wwas inspected:. .| } e

and in his requeslt, we express our
tives and standards:

[ Prasence of Declaralion of conformity template’ _______ 3 T VoK
"Presence of les! réport using standards as indicated in the declaration of conformity | v OK |
| Test report reference : Dkl : |
| Presence of c € symbal in the product label. v OK |
Prssanca o istucibn manid oK

Use of valid Hamonized standard in the declaration of conformity I v OK B
o v OK |

f‘ﬁ}_gé&ée'b! product descrption in the technical construction file

Copynght of this Cenrtificate is owned by CELAB® Italy and may not be reproduced other than in full and with the
| prior approval of the General Manager. Use of this certificale is subjected to Celab regulation available on Celab

web sile.

‘Check the authenticity of this certificate and related information before use in the web site
3 introducing the UCN number in the ‘Check document authenticity’ area. You will see

copy of this certificate and regulation on certificate use. This document is released only for scope

allowed by laws- Do not use this document without full understanding of regulation.
Massimiliano Bertoldi gL
General Manager ~ CELAB (i

e Y

www.celab.com

Doc 121 Voluntary Certificate rev 3.32




CE
TEST REPORT

For
Disposable Medical Masks
Model: 175mm*95mm

Brand: Eagledon

Report No.: ENC2003192GZ01E1

Date of Issue: Mar. 26, 2020

Prepared For
Xiamen Eagledon Pharmaceutical Co., Ltd
No.220-228, Meihe 3rd Road, Xike Light Industrial Park, Tongan, Xiamen City,
China

Prepared By
East Notice Certification Service Co., Ltd.
1/F, Haohui Commercial Building, Zhuji Street, Dongpu Town, Tianhe District,

Guangzhou City, China

10 the sample(s | Lesied unieds ctharmise Aned and Ihe sample(s) ate retaned Sor 30 days ooty The document
roduced axcapt o KA Wi oot prior welien pormisson The documant is svalatie Of Neuedl and the b
W and conbrmed a1 i Mwvww anc4a% com

LF, Hoohwi Comemercal Bulding, Zhyj Street Te! vkt Fax e+
Dangpe Town, Tinohe Davict, Guangahou Cry E.mai: enc enclab (iyvt. MDA W
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TEST REPORT

EN 14683:2019
Medlcal face masks —_

sk Requirements and test methods
of' mfererce No. :

D
ested DY -

Samliy
eview by (* Signalture),

Yemig

:“F,;.\'O\Ied by (+ signature) ...

Ray zhou
Nate of ISSue ...

..........................

Mar. 26, 2020

Conlents ...................... _*7_ : Total ‘)a(‘-,es

Testing laboratory S

NG v ecsistiesscaprmmmmessnsciscsbusiiniissmmsssaiion : East Notice Certification Service Co., Lid.

AQGIESS «oociiiiniiianncnns ii AR 3

r‘.u’lfeSS ......................... I[F‘ Ha{)hiv,' COmmeeral :’;Ul‘dlr‘.g‘ Zhli}l S!”;,c! DC"'ng TC‘/JY‘:.

Tianhe District, Guangzhou City, China

| Application == —
= L L - Xiamen Eagledon Pharmaceutical Co., Ltd

NOCKOBS ormesmasssssismmmassssans No.220-228, Meihe 3rd Road, Xike Light Industrial Park,
S : Tongan, Xiamen City, China

Manufacturer — ———

Name............ Xiamen Eagledon Pharmaceutical Co., Ltd

Address.........,

No0.220-228, Meihe 3rd Road, Xike Light Industrial Park

o < ocs Tong gan, Xiamen (,m L,Pnna
Tesl specification

SEOUAIG «.ccivvviimmniii s G EN 14683:2019
Test procedure

vensamneennnennens - N@dical Devices Direclive 93/43VEEC
| Procedure devialion ...................

NIA

NO" standard test me lhod vt NIA
| | Test Report Form!blank test reponr - - -
| Test Report Form NO. ....coccivviciievicienianne. - ENC14683-A2
| TRF oniginator. ... ENC
?st il-er.n

| Descniption Disposable Medical Masks

| Brand name .........ooveeeecininiinn Eagledon

B 175mm*95mm

Classification........... T . T

oy 43 Tha A Oie(s) tenied unlads

OPerMee 250008 and he sirndinl ) e felined or 30 days or w d et
oed matept in Gl with oW pOOr wiilien parmssion. The document & avirdable o0 roaue 2 e b
¢
s a0 femod o WD Awwe orc-Aaly cor
. X , . . X X
1 1%, Haohu Commerosl Bulding, Zhu Stroet o Foc -
| - : -
Ol DJ' . ,Yn s, Tianhe District, Guangzhou City E-mal onolS erc-lah com  HR o C-Lad. Oom
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Testing

Summary of testing

All tesls were founc

. - A -
™ 4
:




L o

EPe

Testre sults:

No. %) (Palcm?)

The filtration efficiency percentages were ca
C-T
NJEE" AT X ‘r.;._l
(
C = Positive conlrol average

T = Plate count otal recovered downsiream

Note: The plate count total is avallable upon

l Bacterial filtration Differential
Sample efficiency (BFE), pressure

Splash resistance
Pressure
(kPa)

culated using the foliowing equation

of the tes! artcle

Microbial
cleanliness
(cfulg)

» 2

ge J of

Verdict




| ES VYHLASENIE O ZHODE
flgrobca: Xiamen Eagledon Pharmaceutical Co, Ltd
C. 220-228, Meihe 3. Road, Xike Light Industrial Park,
|| Tongan, Xiamen City, Cina
7astupca pre Eurdpu: Lotus NL B.V.
Koningin Julianaplein 10, 1e Verd, 2595AA, Haag,
Holandsko
Nazov vyrobku: Jednorazova medicinska maska
Mode: 175%x95cm
Typ: Typ | (podla nariadenia EN 14683:2019)
Klasifikacia SZP

Trieda |, pravidio 1

Postup posudzovania zhody: Priloha VIl Smernice 93/42/EHS

My, Xiamen Eagledon Pharmaceutical Co., Ltd., vyrobca vy$sie uvedenych vyrobkov,
tymto Eestne vyhlasujeme na nau viastni zodpovednost, Ze vyssie uvedené vyrobky
splfiaji ustanovenia Smermice 93/42/EHS a jej transpozicie do vnatrostatnych pravnych
poriadkov. Produkty spifiaji podstatné poziadavky Prilohy |, dalsie uplatnitelné standardy

a/alebo normativne dokumenty ako je uvedené v prisludnej technicke) dokumentacii.
Véetka podporna dokumentacia je uchovavana v priestoroch vyrobcu,

v Miesto a datum podpisu:

Xiamen, 05.05.2020

Meno, pozicia a podpis opravnene] osoby
(neéitatelny podpis)
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CE

VYHLASENIE O ZHODE

Podfa NARIADENIA (EU) 2017/745 - élanok 19, priloha Il a priloha Il
Vyrobca:

Spinomocneného zastupcu:
Nazov spoloénosti: Xiamen Eagledon Meno: Lotus NL B. V.
Pharmaceutical Co., Ltd.

Adresa: Koningin Julianaplein 10, 1e
Adresa: C. 220-228, Meihe 3. Road, Xike Verd,

2595AA, Haag, Holandsko
Light Industrial Park Tongan, Xiamen, Fujian E-mail: peter@lotusnl.com
Province, Cina
Tel:

E-mail: zngngygmagiehegnhltd.ggm

My, vyrobea, tymto vyhlasujeme, Ze vjrobky

Nazov vyrobku | Zdravotnicka
-

| Trieda pomécky | Model Zakladny
: | _pomdcka ‘ ‘ o ‘ UDI-DI
' Jednorazova | | pravidio 1 | Nesteriina ploché
medicinska maska l Maska l

|__(nesterilna) |

(pritoha ViII. ‘

prevedenie na
| Nariadenia)

__ gumiky

splfaj’ ustanovenia NARIADENIA (EU) 2017/745, ktoré sa na ne vztahuju.

Spdsob posudzovania zhody: Clanok 19, Priloha Il A Priloha Il NARIADENIA (EU) 2017/745.
Prislusné normy:

ISO 13485:2016

ISO 14971:2019 ISO 10993-1:2018
ENISO 10993-5:2009 ENISO 10993-10:2013 EN 14683:2019+AC
EN 1041:2008 EN 15223-1:2016

My, vyrobca, tymto prehlasujeme, Ze sme vyhradne zodpovedni za to, 2e nad/nase vysSie
uvedeny/é vyrobok/vyrobky splfia/ji ustanovenia NARIADENIA (EU) 2017/745. Sahlasime s tym,

Ze budeme vyvijat, implementovat a udrZiavat zdokumentovany proces monitorovania po vyrobe.

Meno opravneného podpisujiceho: Zhang Mingwang  Podpis: necitatelny

Pozicia v spoloénosti: generalny riaditel

Datum: 05. 05, 2020
Miesto: Fujian, Cina

Xiamen Eagledon Pharmaceutical Co., Lid.
Pediatka: okrithla peciatka

L=




SELAB

Via Maira snc

04100 Latina

iTaliansko

¢elab@c_elab com

Cislo osvedéenia UCN

Vec 1J298 26

Déatum vydania . 24.03. 2020

Osvedéenie platné do :24.03. 2024

Obchodna znacka : yingjun

Typ - jednorazova medicinska maska

Model N - 175 mm* 95 mm

\yrobca . Xiamen Eagledoq Pharmaceutical Co., Ltd.

Adresa C. 220-228, Meihe 3. Road, Xike Light Industrial Park. Tongan,
Xiamen City, Cina

Pouzity $tandard - EN 14683:2005, EN 1SO 10993-1:2009+AC:2010

Zaver:

Po preskamani technickej dokurmentécie vydanej zakaznikom a na jeho Ziadost potvrdzujeme, ie
produkt splfia technické poziadavky nasledujicich smernic a noriem:

93/42/EHS Zdravotnicke pomdcky (Smernica o medicinskych pomdckach)
Toto _stanovisko plati iba pre uvedend smemicu, opisané vybavenie a konfigurdciu v spojeni s
vy$Sie uvedenymi Gdajmi o skigkach a v silade so v8etkymi uplatnitelnymi zékonnymi
poZiadavkami na vyrobok.

Skontrolovali sa nasledujice dokumenty vyrobcu:

PredioZené Vyhlasenie o zhode B v OK
PredioZeny protokoWonem uvedenych vo vyhlaseni o zhode J OK

| Protokel o skiske: (il |

| Na etikete vjrobku je uvedeny symbol CE | VOK

 PredloZeny navod na pouZitie VoK |

| Pouzitie platnej harmonizovanej normy vo vyhlseni o zhode Vv OK

| PredioZeny opis vyrobku v technickej dokumentacii vOK |

Autorské préava k tomuto certifikdtu so viastnictvom spoloénosti CELAB ltaly a nesma sa

reprodukovat’ inak ako v plnom rozsahu a po predchédzajicom sihlase generdlnehc naditels
PouZitie tohto certifikétu podlieha predpisom Celab dostupnym na webovej stranke Celab.2

Skontrolujte pravost tohto certifikitu a suvisiace informacie pred pouzitim na web stranke

www.celab.com zadanim UCN ¢&isla do policka ,Overte pravost’ dokumentu. Uvidite képiu
tohto certifikatu a usmernenie o pouiivani certifikitu. Tento dokument sa vydava iba pre

rozsah povoleny zakonmi. Nepouiivajte tento dokument bez Gpiného porozumenia
usmernenia,

Massimiliano Bertoldi
Generdlny riaditel - CELAB

yovew celab, com

viastnoruéay podpis




CE
PROTOKOL O SKUSKE

Pre
Jednorazové medicinske masky
Model: 175mm*95mm
Znacka: Eagledon
Cislo protokolu: _
,t Déatum vydania: 26. marec 2020
| Pripravené pre

Xiamen Eagledon Pharmaceutical Co., Ltd.

% 220-228, Meihe 3, Road, Xike Light Industrial Park, Tongan,
Xiamen City, Cina

Vykonal

% East Notice Certification Service Co., Ltd.

1/F, Haohui Commercial Building, Zhuji Street, Dongpu Town, Tianhe District,
Guangzhou City, Cina

| reL.

or

5 i L\ . pokal rie o Udent Bak 8§ vaorks
Vysledky uvedend v 10omio protokole 53 vzTahul Ba ra tesiovany vaorky (voorky), B

(vy“(my“ uchowdvar) iba 30 dni. Dokumant vydiva ENC, tento Sokument ni i melnd rapiodukoval iba v plrom rozsahuy
" nadim predchadzatcm piscencym sGhiasom Dokument j& & dispoZici na podiadane a struéng informacse o jeto
legalizach jo modné posUdd 3 potvidil nd strinke hp Hwew 8nC-Wb com

Okrdahia pediatka ENC
Notice Cerfcaton  1F, Hachu Commencd Bussng 20 v, To E: <> -
- Dongpu Town, Tianhe Dt Guangehou Gy Emalt eroBenciticom  Fep My socst com

-




Cislo protokolu: (G

Strana 1 z0 4
PROTOKOL O SKUSKE |
EN 14683:2019 |
] Medicinske tvarové masky - poziadavky a skigobné metody
Referenéné &islo protokolu o skidke.. . i
Testoval ..o - Samliu ‘
Preskumal (+ podpis) ...~~~ . Yemig oknihla peéiatka a podpis ENS
l Schvalil (+ podpis)...............~ . Ray Zhou
o | DOIOVYIN ..o : 26. marec 2020
|l Dokl - celkom 4 strany
| Skidobné laboratérigm ——
Nazov e E2SEUNOtice Certification Service Co., Ltd.
T i - 1IF, Haohui Commercial Buikding, Zhuji Street,
_ Dongpu Town, Tianhe District, Guangzhou City, Gina
Testovacie miesto L TOVNAKE ako vyBSie
Pouzitie —
| e L - Xiamen Eagledon Pharmaceutical Co., Ltd.
\ Adresa Cmm————— . . 220228, Meihe 3. Road, Xike Light Industrial
) Park, Tongan, Xiamen City, Cina
 Specifikacia skasky
SMIVRIRY o conciisniesisscs s 5 . EN 14883:2019
Skasobny postup ... - Smernica o medicinskych poméckach
Odchyika POBUPRY ., oy vcisiiiiosscoiiiimiicton st nevztahuje sa
| Nestandardna skugobna bR . nevztahuje sa |
| Skadobny protokol | prazdny skasobny protokol ‘
Skusobny protokol & ... 1 ENC14683-A2 b
levodca B s e S st . ENC
] Polozka testu '
‘ 3, <, DU RUR RO . - Jednorazové medicinske masky l
l Obchodna znadka ...................ccccccoceuennnn.o..... Eagledon
FModel e e : 175mm*95mm ’
\ﬁasiﬁkacia ................................. S LTANSERT ‘Typ1

v edend v lomio protokole sa vz¥ahul iba na teslovand vzorku {vzorky). pokial nie je uvedené inak a vzorka
\(?:mysxchov;:aﬂ iba 30(; dni. Dokument vydava ENC, tento dokument nie je mo2né reprodukovat iba v pinom rozsahy

s nadim predchadzajicim pisomnym sOhlasom. Dokument je k dispozich na poZiadanie a stnuéné informacie o jeho
legalizaci je mozné posudit 3 potvrdif na stranke hitp:/fwww enc-lab.com.

Okrihla pediatka ENC

East Notice Cenificat

1, Haohwi Commercial Buiding. Zhuj Steet,  Tel: +JUININNENN - NN
Dongpu Town, Tianhe Distict, Guangzhou Cty  E-mat enc@encibcom  hitpivwww enc b com




2NC Cislo protokoiu: [N

Strana2z0 4

| Testovanie

|
\

' SOhrn testoy

, Vysledky uvedent v tomlo pro

b3 na testavan

U VIO (vaork

¥}, DO nig 10 uveder
Dokument vyddiva ENC, tento dokument nie e

(vzorky) sa uchoviyy
. ;

: reprodukovat a

_ M plsominyrr Xokument e & Zich na poZiadanie
' X a polvweds WWW G0 o

:

Y T . Xl. g £ A

, Okrihla pediatka ENC

' East Notice Certification  1#

Dangpu Town, Tianhe Dx




,mtonmu

udinn Ol Y ' -
Fax s Urferentny tak Odoinost vols Mk rodudine Zirver

naviendinel trdcie P
- > L e sinekan Aret o Lien
‘f"“ 8FE) peC A stenie (clug)

‘ APA|

peccanth ULNNOAH Arcie 34 vypodilal POMOCOU Nasledujuce| roviice

»
{
| !

RBEF & e « 100
.

Cw Premer potiviael Lontroly
1 = Cofovy podel doltdiek 2iskanych v umers oky testovaného vyrobku

Porndmia Celovy podel dodhlek jo k dapozics N podiadane

4
Vsledhy uvedend v tomio protoksle &a vefshun) Da na tesiovany vaomuy (VIorky), pos af nia jo uvedend Inak & VIOMNS
(vzorky) 88 uehavivap ba 30 onl. Dokument vwddva ENC, 1o Gokuman! nee |8 mane reprodukoval Da v pInom mXsahu
s nadim peedchddI oM pisomaym suhlasom. Dohument j8 k SSpOce Na podiadanie & strudnd iInformace o pho
WOak2 A jo Mmaind OB & pOtvral na strbnke IR WKW B0S Qb com

( Okrihla pediatka ENC

A East Nobios Coatfication 1. Heohu Commercil Buldng. 2 Street. Tl T

. Dongpu Town, Tarhe Desinct Guangzhou Ciy  Emait engeno-l o rep A anc-ab Corm




PREKLADATELSKA DOLOZKA

Preklad som vypracovala ako prekladatelka zapisand v zozname znalcov, timodnikoy
a prekladatefov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky
odbore jazyk slovensky — anglick§ pod evidenénym ¢islom 970215

Preklad je zapisany v denniku pod &islom 10172020

Prekladané histiny suhlasia s preloZzenymi listinami

74roveft vyhlasujem, 2e som si vedomd ndsledkov vedome nepravdiveho prekladu
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