


 

 





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
Co., Ltd.
Address: No. 220-228, Meihe 3rd Road, Xike Light
Industrial Park Tongan, Xiamen, Fujian Province,
China
Tel: +
E-mail: zhangyu@eaglehealthltd.com

Name:：Lotus NL B.V.
Address: Koningin Julianaplein 10,1e
Verd, 2595AA, The Hague, Netherlands.
E-mail：peter@lotusnl.com

We, the manufacturer, herewith declare that the products

Product Name Medical
Device

Device
Class Model Basic

UDI-DI

Disposable medical mask(non-sterile) Masks
I, Rule1
(Annex

VIII of MDR)

Non-sterile flat
earloop type

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:
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

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 a : Zhang Mingwang Signature:

Position h : General Manager

Place: Fuji

Seal/Stam

Date：2020. 05. 05

Xiamen Eagledon Pharmaceutical Co., Ltd.
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CELAB®  
Via Maira snc  
04100 Latina 
Italy 
celab@celab.com 

CERTIFICATE 
 

Certificate Number UCN : 802776235221 
Job    : J29826 
Date of Issue    : 2020-03-24 
Certificate valid up to  : 2024-03-23 
 
Brand Name   : yingjun 
Type     : Disposable Medical Masks 
Model N   : 175mm*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/EEC 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 ✔ OK 
Presence of test report u icated in the declaration of conformity  
Test report reference : B  ✔ OK 

 
Presence of symbol in the product  label.  ✔ OK 

Presence of instruction manual  ✔ OK 
Use of valid Harmonized standard in the declaration of conformity  ✔ OK 
Presence of product description in the technical construction file  ✔ 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 certi ficate 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

mailto:celab@celab.com
http://www.celab.com/
http://www.celab.com/


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

Eas
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

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
TEL: +

FAX:



The result efer only to the sample(s) tested unless otherwise stated and the sample(s) are retained for 30 days only. The document is
issued by not be reproduced except in full with our prior written permission. The document is available on request and the brief
informatio ssessable and confirmed at http://www.enc-lab.com.

East n
1/F, Haohui Commercial Building, Zhuji Street, Tel:+ Fax:+ 4
Dongpu Town, Tianhe District, Guangzhou City E-mail: enc@ enc-lab.com Http:// www.enc-lab.com

Report No.:
Page 1 of 4

TEST REPORT
EN 14683:2019

Medical face masks — Requirements and test methods
Report reference No. ............................... :

Tested by ................................................. : Samliu

Review by (+ Signature). ......................... : Yemig _____ __

Approved by (+ signature) ....................... : Ray zhou _____ __

Date of issue ............................................: Mar. 26, 2020

Contents .................................................. : Total 4 pages

Testing laboratory
Name ....................................................... : East Notice Certification Service Co., Ltd.

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

Testing location ....................................... : Same as above

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

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

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

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

Test specification
Standard ................................................. : EN 14683:2019

Test procedure ..................................... : Medical Devices Directive 93/43/EEC

Procedure deviation ................................ : N/A

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

Test Report Form/blank test report
Test Report Form No. .............................. : ENC14683-A2

TRF originator. ........................................ : ENC

Test item
Description .............................................. : Disposable Medical Masks

Brand name ............................................. : Eagledon

Model....................................................... : 175mm*95mm

Classification............................................ : Type I



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

Eas n
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

Report No.:
Page 2 of 4

Testing

Summary of testing

All tests were found satisfactory in accordance with Classification Type I in EN 14683:2019.



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

Eas
1/F, Haohui Commercial Building, Zhuji Street, Tel:+ Fax:+8
Dongpu Town, Tianhe District, Guangzhou City E-mail: enc@ enc-lab.com Http:// www.enc-lab.com

Report No.:
Page 3 of 4

Test results:

Sample
No.

Bacterial filtration
efficiency (BFE),

(%)

Differential
pressure
(Pa/cm2)

Splash resistance
Pressure
(kPa)

Microbial
cleanliness

(cfu/g)
Verdict

The filtration efficiency percentages were calculated using the following equation:

%BEF=
C
T�C
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



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

Ea
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

Report No.: E
Page 4 of 4

APPENDIX A
PHOTO(S) OF PRODUCT

------END OF REPORT------
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CELAB®  
Via Maira snc  
04100 Latina 
Italy 
celab@celab.com 

CERTIFICATE 
 

Certificate Number UCN : 802776235221 
Job    : J29826 
Date of Issue    : 2020-03-24 
Certificate valid up to  : 2024-03-23 
 
Brand Name   : yingjun 
Type     : Disposable Medical Masks 
Model N   : 175mm*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/EEC 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 ✔ OK 
Presence of test report usi cated in the declaration of conformity  
Test report reference : BS ✔ OK 

 
Presence of symbol in the product  label.  ✔ OK 

Presence of instruction manual  ✔ OK 
Use of valid Harmonized standard in the declaration of conformity ✔ OK 
Presence of product description in the technical construction file  ✔ 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 certi ficate 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

mailto:celab@celab.com
http://www.celab.com/
http://www.celab.com/
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Annex : Regulation for Voluntary Certification Activities 
 

1. Release of certificate 
These certif icates are issued on a v oluntary  basis on request of manuf acturer. 
The certif icate is released f or product af ter inspection of  the documentation relativ e to the technical construction f ile. 
This Certif icate is released only after that, is opinion of a CELAB approv ed technician, that the technical construction f ile (test reports, documentations, 
instruction manuals) demonstrate that the essential requirements indicated in the directiv es himself  was cov ered.  
Note: the technical requirement are related to the physical propriety  of a product and his production process and not the legal requirements of  directiv es. 
When the opinion is positiv e, the certificate is released. 
The inspection prov ided by  CELAB is not relativ e to: The product; The production; The law requirements; The work perf ormed or  that will be perf ormed by 
Notif ied Bodies. 
The Inspection cov er ONLY the f ollowing aspects ( where applicable):  

• Presence of declaration of  conf ormity ; 
• Presence of test report as indicated in the certif icate ;  
• Presence of CE symbol in the product label template; 
• Presence of Instruction manual; 
• Use of  actual harmonized standards as f or EU official Journal;  
• Presence of production description in the technical construction f ile. 

       
2. Validity of certificate 

All certif icate hav e 4 y ears of v alidity. After such time the certificate will not be any more v alid. 
 

3. Withdraw of certificate 
The certif icate are withdraw if  there is a reasonable justif ication that the product do not comply  with the requirement of  a directiv e, or when this agreement was 
not addressed. 
 

4. Responsibility of manufacturer 
As many directiv es require use of a Notif ied Body , in such case is responsibility  of producer or his representativ e in Europe  to f ollow all applicable directiv es 
requirement and contact. 
This regulation will alway s be consigned together with the certif icate and is a part of them, use of the certif icate without text of this regulation is not allowed or 
accepted. 
Is responsibility to the manuf acturer to comply  with CE marking law prescriptions. 
 

5. Responsibility of CELAB  
CELAB take no responsibility  on product tested except that, in case of  adv ice f rom market, CELAB will inv estigate on such compliant and, if  found acceptable, 
the certif icate will be withdraw. 
CELAB is not responsible f or the product, the production, the importing, the distribution, the sales, the adv ertisement, the technical assistance, the consulting or 
as EU mandatories. 
Certif icate is the result of technical opinion, giv en as a priv ate owned company . There is no any  warranty  that the product will comply with all requirements of 
directiv es or a law. 
CELAB is not responsible f or CE marking of  the product indicated in the certif icate. 
 

6. Responsibility of user of certificate 
Is responsibility of  the user of  the certificate to comply with all laws requirements. Only as a general ref erence, the user of certif icate will need to get copy of  test -
report f rom his supplier and be responsible f or technical construction f ile. User of the certif icate take full legal responsibility  on such use.  
Such certif icate are not legal requirements except when used between priv ate company as a specif ic contract agreement between them.  
User of certif icate need to f ull comply  with applicable requirements indicated in such directiv es. User of certificate are no t allowed to induce the market on a 
diff erent destination of  use of  the certif icate different f rom what stated in this agreement. Use of certif icate of conf ormity i s restricted to expert in CE Marking f ield 
that can f ully understand scope of this certif icate and is not f or general public.  
This certif icate cannot be publicized in a misuses or in a way  that It can conf use general public. The user of  the certif icate wil l Alway s do not use the certif icate 
f or customs control or public authority  requirement control. 
 

7. Scope of the certificate. 
The ONLY Scope of this kind of certif icate is : 

 Allow the manuf acturer to demonstrate to a customer that a product was tested without need to giv e him test reports (if both accepted by  manuf acturer and 
by the customer); 

 Allow a priv ate customer to hav e an evidence that an independent 3th part hav e inspected the documentation on v oluntary basis.  
The certif icate prov ide an added v alue f or manuf acturer in situation where the manuf acturer don’t want to prov ide to his cust omer the test reports ( if  not 
required by  law). 
Such certif icate will need to be used only  as demonstration that a sample of  a product was really  tested between companies that recognize this agreement. 
Such certif icate are not required by  law ( as they  are v oluntary  certif icate), and are intended to be used between priv ate company  f or commercial issue. These 
certif icate where not to be used to demonstrate conf ormity  of the product to authority or f or gov ernment control. The certif i cate are not an authorization by 
CELAB to put the CE marking on the product. 
The Certif icate is not a legal requirement f or CE marking activ ities. Is the opinion of  CELAB that manuf acture can prov ide the CE marking in the product IF he 
comply with all prescription of the directiv es. The Certif icate is not a declaration of conf ormity or an attestation of conf ormity. Note that some directive require 
use of  Notif ied Body , the certif icate of  conf ormity and the certif icate of  compliance are NOT related to Notif ied Body  work and are not related to law 
requirements. 
The certif icate is a Technical Opinion issued by CELAB to the manuf acturer of the product where, af ter rev iew of document issued by manuf acturer, CELAB 
certify his opinion regarding the conf ormity between the product and the prescription of the standard and/or the technica l requirement of  the directiv e. 
The certif icate  where not issued in the role or the task of Notified Body or accredited testing laboratory or accredited certif ication body. Warning : do not conf use 
this certif icate with certif icates issued by notif ied bodies. In case of  doubt on using this certif ic ate, do not use it and consult a consultant or expert or contact 
CELAB f or request of  inf ormation at celab@celab.com  
 

8. Technical construction File storage 
The technical construction file is normally not stored in CELAB archiv es, after rev iew of CELAB the documents were not archiv ed in the CELAB databases. Is 
responsibility of the manuf acturer that the documents is av ailable for law requirements. CELAB is not responsible f or the sto rage of the technical construction 
f ile. 
Note : that the technical construction files f or activ ities related to CE marking will need to be av ailable in Europe.  
 

9. CE Marking General information’s 
All person/company/body inv olv ed on a CE marking product are responsible to perf orm all task indicat e in the directiv e. Full text of directiv e can be found in 
European Union Web Site : http://ec.europa.eu/growth/index_en  
We recommend to search in such web site full inf ormation about CE marking related directiv es. 
 

mailto:celab@celab.com
http://ec.europa.eu/growth/index_en










Technický list výrobku

Výrobok Medicínske rúško, 3 vrstvové, nesterilné

Kvalita Norma EN 14683, Typ I
BFE % ≥ 95%
Diferenčný tlak (Pa/cm² ) ≤ 29,4
Odolnosť voči striekajúcej vode pod tlakom (mm Hg) Nevyžaduje sa
Mikrobiálna čistota CfU/g < 18

Lab test Laboratórny test preukazuje súlad výrobku s európskou normou EN
14683:2019 TYP I, laboratórny test preukazuje BFE ≥ 98,5%,

Materiál 3 vrstvová ochranná maska bez latexu, 1. vrstva - vonkajšia strana 25 gsm netkaná
textília, 2. vrstva - 25 gsm meltblown filter, 3. vrstva - vnútorná, strana 25 gsm
netkaná textília

Rozmer/príslušenstvo Tvárová maska s rozmermi 17,5 x 9,5 cm, z vonkajšej strany ultrazvukom
pripevnené gumičky na uchytenie, bez latexu

Balenie Primárne: 50 kusov v balení s označením šarže v krabičke

Alternatívne: 50 kusov v balení v polyetylénovom obale s priloženým
informačným štítkom

Účel použitia Spôsob použitia medicínskych tvárových masiek napomáha prevencii rozširovania
veľkých častíc vydychovaných používateľom (kýchaním, kašlaním) k iným osobám
alebo do prostredia. Tekutiny ktoré sa dostanú do kontaktu s vonkajším povrchom
tvárových masiek sa nevstrebú do vnútornej časti masky, t.j. nedochádza ku prieniku
k perám alebo koži nositeľa.

Použitie Medicínske tvárové masky sú využívané na špeciálne úkony/procedúry. Kvôli
infekčným opatreniam sú masky jednorazové a vyhadzujú sa po každom použití.

Životnosť Odporúčaná skladovacia doba: 3 roky od dátumu výroby.



NÁVOD NA POUŽITIE 

Popis  

Skladovanie 

Likvidácia  

Návod na nasadenie rúška 

1.

6.



Návod na odstránenie rúška 

1.

ODPORÚČANIA A VAROVANIA 

1.

8.
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