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RespiLAB™
Prohlaseni o shodé zdravotniho prostfedku.

Dovozce:

umbrellaline 2010 s.r.o.

ICO: 03874851 DIC: CZ03874851

Ostrava, Marianské Hory, Kopaniny 917/10, 709 00

zapsané u Krajského soudu v Ostravé, oddil C, viozka 61686

Popis vyrobku:

RespiLab™ - Jednorazové zdravotnické rousky
RespiLab™ - Jednorazové zdravotnické rousky
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Vyrobce

GANZHOU ZHUANGYUANLANG SANITARY PRODUCTS CO,, LTD.

THE NO. 4 BUILDING, STANDARD WORKSHOP PHASE |, CHANCHENG NEW DISTRICT, ANYUAN
COUNTY, GANZHOU CITY, JJANGXI PROVINCE, Cina

Zplnomocnény zastupce zdravotniho prostredku EC REP

CMC Medical devices & Drugs S.L |
C/ Horacio Lengo n18 C.P 29006, Spanélsko

Datum prohlaseni:
2.11.2020

Zbozi bylo testovano nezavislymi akreditovanymi zkusebnimi laboratofemi
dle nize uvedenych pfislusnych norem.

Pouzité normy:
EN 14683:2019,1SO 13485:2016

Eduard Rojicek
Vedouci nakupniho oddéleni

Tento dokument byl pfelozen, origindl zobrazen nize, veskera odpovédnost vyhrazena
zplnomocnénému zastupci pro Evropu spolecnosti: (EC|REP) CMC Medical devices & Drugs S.L,
Spanélsko.



Originalni dokument: Zplnomocnény zastupce

EC REP CERTIFICA “MC EC REP CERTIFICA

CMC MEDICAL DEVICES & DRUGS SL
NO. CMC/CE/2020/21082020.8

ANNEX I Medical Device Prod

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the European Authorized Disposable Medical Mask Non-Sterile
Representative of
GANZHOU ZHUANGYUANLANG SANITARY PRODUCTS CO., LTD.
THE NO. 4 BUILDING, STANDARD WORKSHOP PHASE I, CHANCHENG NEW
DISTRICT,ANYUAN COUNTY, GANZHOU CITY, JIANGXI PROVINCE

The certificate remains valid until the expiration agreement of EC REP, manufacturing
conditions, the quality system or relevant legislation are changed. The validity is conditioned
by positive results of periodic surveillance audits.

The product liability rests with the manufacturer in accordance with applicable directive and
standard, after fulfilling of the relevant EU legislation requirements, the manufacturer shall
affix relevant CE marking to all above mentioned models of the medical device.

Complies with the applicable essential requirements of the council directive 93/42/EEC on
medical devices as amended.

The products in Annex I was registered in Spanish MOH with number RPS/1982/2020

Issued on: 21/08/2020

www.cmcmedicaldevices.com www.cmemedicaldevices.com

Originalni dokument: Prohlaseni o shodé

EC Declaration of Conformity THE NO. 4 BUILDING, STANDARD WORKSHOP PHASE I, CHANCHENG NEW
DISTRICT,ANYUAN COUNTY, GANZHOU CITY, JIANGXI PROVINCE

Manufacturer: whose single Authorized EU-Representative:
‘GANZHOU ZHUANGYUANLANG SANITARY CMC Medical Devices & Drugs S.L.
PRODUCTS CO., LTD. Horacio Lengo N° 18, CP 29006, Malaga,

Spain, Place, date Z‘/{ﬂlﬂ ’WA Legally binding ¥

THE NO. 4 BUILDING, STANDARD
WORKSHOP PHASE I, CHANCHENG NEW
DISTRICT, ANYUAN COUNTY, GANZHOU
CITY, JIANGXI PROVINCE

We, the manufacturer, herewith declare that the products

Disposable medical mask (non sterile)

ZY12050

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

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

following the pfdcedure 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 menti of ity s exc under the ibility of i

‘GANZHOU ZHUANGYUANLANG SANITARY PRODUCTS CO., LTD.

EC Declaration of Conformity
EC Declaration of Conformity
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Originalni dokument: Registrace vyrobce

La notificacion se ha realizado correctamente.

Cadigo de Expediente: RPS/19582/2020

Fecha Registro: 21/08/2020 13:27:22
N©° registro General: RPS5/1982/2020
Oficina: ETEL

M@ registro Oficina: RPS/1982/2020

Reaisteo do Responsables de Productos anitaries - 95/ 1982/2020
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Originalni dokument: Kvalita vyroby zdravotnickych prostredkd
ISO 13585:2016
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CERTIFICATION
EUROPE e

Certificate of Registration

Certificate NO:  10137129M

CERTIFICATION
EUROPE .o
NEE
101371294
This is to Certify that the Medical Devices Industry Management System of

Ganzhou Zhuangyuanlang Sanitary

Products Co., Ltd.
Building 2, Lithium Battery Industrial Park, Chancheng New 3
Area, Anyuan County, Ganzhou City, Jiangxi Province, China
Has been audited to the following Medical Devices Industry Management System standard:
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ISO13485:2016

This system is valid for the

Manufacturing, sales of labor protection products, health
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) Date of issue: Aug. 19, 2020 Date of expiry: Aug. 18, 2023
AT 2020-08-19 UEBFRAE: 2023-08-18
This certificate will not remain valid only if the certified organization
accepts at least one surveillance audit annually within the validity
period of the certificate in which the surveillance au

mark is in the designated position on the certificat
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I Medical Device
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TeSt Report (Electronic versiom)

Verification Website: www.gttc.net.cn
Verification Code: NBKW-2412-44

No:20R001911 Issue Date: 2020-06-08

Applicant: GANZHOU ZHUANGYUANLANG SANITARY PRODUCTS CO., LTD.

Address: THE NO. 4 BUILDING, STANDARD WORKSHOP PHASE I, CHANCHENG NEW DISTRICT,
ANYUAN COUNTY, GANZHOU CITY, JIANGXI PROVINCE

Information confirmed by applicant:

Disposable medical mask(non-sterile)

Quantity: 60 pieces

Type: ZYL2050

Manufacture's name: GANZHOU ZHUANGYUANLANG SANITARY PRODUCTS CO., LTD.

Classification: Type IIR

Standard Adopted:
EN 14683:2019+AC:2019 <Medical face masks-Requirements and test methods>

Date Received/Date Test Started: 2020-05-26

Conclusion:

Bacterial filtration efficiency (BFE)
Microbial cleanliness

Differential pressure

T XK

Splash resistance pressure

Note: "M"-Meet the standard's requirement "F"-Fail to meet the standard's requirement "---"-No comment

Remark:

All the tested items are tested under the standard condition (except for indication).

Copies of the report are valid only re-stamped.

The experiment was carried out at No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China.

Approved By: uw uu

. . Inspection & Testing service:
WanLi Hu Engineer P ¢
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Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599



RespiLAB™

Zdravotnicka trivrstva
jednorazova rouska




