SHAOXING UNDIS MEDICAL
TECHNOLOGY CO., LTD

ADD: No.12 Yuexing Technology Park,No.11 Fanrong Road,Binhai New Area, 312366
Shaoxing,Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA
Tel: 0086-575-85215008 Web: www.undis.cn

Declaration of Conformity

Manufacturer: Shaoxing Undis Medical Technology Co.,Ltd
Address: No.12 Yuexing Technology Park,No.11 Fanrong Road,Binhai New Area,312366
Shaoxing,Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA

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

Product Name: Nebulizer Masks for Single Use
Specification: Nebulizer Mask

Catalegue Code: QP70018,M

Model No: WHQ-01-03

UMDNS Code : 10226

Classification(MDD, Annex V3). Ila
Conformity Assessment Route: Annex V, Rule 2

Product Name: Nebulizer Masks for Single Use
Specification: Nebulizer Mask

Catalogue Code:  QP70018,L3

Model No: WHQ-01-05

UMDNS Code : 10226

Classification(MDD, Annex V3): ITa
Conformity Assessment Route: Annex V, Rule 2

Product Name: Nebulizer Masks for Single Use
Specification: Oxygen Mask

Catalogue Code:  OP03019,M

Model No: YQZ-01-03

UMDNS Code : 10226

Classification(MDD, Annex V3): ITa
Conformity Assessment Route: Annex V, Rule 2
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SHAOXING UNDIS MEDICAL
TECHNOLOGY CO., LTD

ADD: No.12 Yuexing Technology Park,No.11 Fanrong Road,Binhai New Area, 312366
Shaoxing,Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA

Tel: 0086-575-85215008 Web: www.undis.cn
Product Name: Nebulizer Masks for Single Use
Specification: Oxygen Mask

Catalogue Code:  OP03020,L3

Model No: YQZ-01-05

UMDNS Code : 10226

Classification(MDD, Annex V3): IIa
Conformity Assessment Route: Annex V, Rule 2

Product Name: Nebulizer Masks for Single Use
Specification: Non-rebrething Oxygen Mask
Catalogue Code:  OP03029,M

Model No: YQZ-02-03

UMDNS Code : 10226

Classification(MDD, Annex V3): Ila
Conformity Assessment Route: Annex V, Rule 2

Product Name: Nebulizer Masks for Single Use
Specification: Non-rebrething Oxygen Mask
Catalogue Code:  OP03028,L3

Model No: YQZ-02-05

UMDNS Code : 10226

Classification(MDD, Annex V3): Ila
Conformity Assessment Route: Annex V, Rule 2

Product Name: Nebulizer Masks for Single Use

Specification: Aerosol therapy masks for Nebulizer Masks for Single Use
Catalogue Code:  WHQ-00-03,M

UMDNS Code : 10226

Classification(MDD, Annex V3): ITa
Conformity Assessment Route: Annex V, Rule 2

Product Name: Nebulizer Masks for Single Use

Specification: Aerosol therapy masks for Nebulizer Masks for Single Use
Catalogue Code:  WHQ-00-05,L3

UMDNS Code : 10226

Classification(MDD, Annex V3): lla
Conformity Assessment Route: Annex V, Rule 2



SHAOXING UNDIS MEDICAL
TECHNOLOGY CO,, LTD

ADD: No.12 Yuexing Technology Park,No.11 Fanrong Road,Binhai New Area 312366
Shaoxing,Zhejiang Province,PEOPLE'S REPUBLIC OF CHINA

Tel: 0086-575-85215008 Web: www.undis.cn

We herewith declare that the above mentioned products meet the transposition into
national law, the provisions of the following EC Council Directives and Standards, All
supporting documentations are retained under the premises of the manufacture

Directives
General applicable directives
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC
Notified Body : TUV SUD Product Service GmbH, Ridlerstr.65 80339 MUNCHEN

Germany
Identification number: CE 0123
(EC) Certificate(s): G2 084374 0009 Rev 01
Expire date of the Certificate: 2024-05-26

Place,Date of lssue: Shaoxing Aug 16™ 2023

Signature: I

Name: Chen Yijiang
Position: Regulatory Affairs Manager




Ovéreny preklad = jazvka anglického

SHAOXING UNDIS MEDICAL
TECHNOLOGY CO., LTD

Adresa: No.12 Yuexing Technology Park, No.11 Fanrong Road, Binhai New Area, 312366
Shaoxing, Zhejiang Province, CINSKA LIDOVA REPUBLIKA
Tel: 0086_-575—8521 5008 Web: www.undis.cn

Prohlaseni o shodé

Vyrobce: Shaoxing Undis Medical Technology Co., Ltd

Adresa: No.12 Yuexing Technology Park, No.11 Fanrong Road, Binhai New Area, 312366
Shaoxing, Zhejiang Province, CINSKA LIDOVA REPUBLIKA

Evropsky zastupce: Lotus NL B.V.
Adresa: Koningin Julianaplein 10, 1e Verd, 2595AA Haag, NIZOZEMI

Nazev vyrobku: Jednorazovy nebulizér s kyslikovou maskou
Specifikace: Nebulizér s kyslikovou maskou

Katalogoveé Cislo: QP70018,M

Model €. WHQ-01-03

Kéd UMDNS: 10226

Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Priloha V, pravidlo 2

Nazev vyrobku: Jednorazovy nebulizér s kyslikovou maskou
Specifikace: Nebulizér s kyslikovou maskou

Katalogové cislo: QP70019,L3

Model &.: WHQ-01-05

Kod UMDNS: 10226

Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Pfiloha V, pravidlo 2

Nazev vyrobku: Jednorazovy nebulizér s kyslikovou maskou
Specifikace: Kyslikova maska

Katalogové Eislo: OP03019,M

Model €.: YQZ-01-03

Kod UMDNS: 10226

Klasifikace (MDD, Priloha V3): Ila

Cesta posuzovani shody: Priloha V, pravidlo 2



Ovéreny preklad = jazyka anglického

SHAOXING UNDIS MEDICAL
TECHNOLOGY CO., LTD

Adresa: No.12 Yuexing Technology Park, No.11 Fanrong Road, Binhai New Area, 312366
Shaoxing, Zhejiang Province, CINSKA LIDOVA REPUBLIKA

Tel: 0086-575-85215008 Web: www.undis.cn

Nazev vyrobku: Jednorazovy nebulizér s kyslikovou maskou
Specifikace: Kyslikova maska

Katalogové ¢&islo: OP03020,L3

Model ¢&.: YQZ-01-05

Kéd UMDNS: 10226

Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Priloha V, pravidlo 2

Nazev vyrobku: Jednorazovy nebulizér s kyslikovou maskou
Specifikace: Kyslikova maska bez zpétného vdechovani
Katalogové &islo: OP03029,M

Model &.: YQZ-02-03

Kod UMDNS: 10226

Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Ptiloha V, pravidlo 2

Nazev vyrobku: Jednorazovy nebulizér s kyslikovou maskou
Specifikace: Kyslikova maska bez zpétného vdechovéni
Katalogové €islo: OP03028,L3

Model €.: YQZ-02-05

Kod UMDNS: 10226

Klasifikace (MDD, Pfiloha V3): IIa

Cesta posuzovani shody: Priloha V, pravidlo 2

Nazev vyrobku: Jednorazovy nebulizér s kyslikovou maskou
Specifikace: Aerosolova maska pro jednorazovy nebulizer s kyslikovou maskou
Katalogove ¢islo: WHQ-00-03,M

Kod UMDNS: 10226

Klasifikace (MDD, Pfilcha V3): Ila

Cesta posuzovani shody: Priloha V, pravidlo 2

Nazev vyrobku: Jednorazovy nebulizér s kyslikovou maskou
Specifikace: Aerosolova maska pro jednorazovy nebulizér s kyslikovou maskou
Katalogové ¢islo: WHQ-00-05,L3

Kod UMDNS: 10226

Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Pfiloha V, pravidlo 2
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Ovéreny pieklad = jazyka anglického

SHAOXING UNDIS MEDICAL
TECHNOLOGY CO., LTD

Adresa: No.12 Yuexing Technology Park, No.11 Fanrong Road, Binhai New Area, 312366

Tel: 0086-575-85215008

Shaoxing, Zhejiang Province, CINSKA LIDOVA REPUBLIKA
Web: www.undis.cn

Timto prohlaSujeme, Ze vySe uvedené vyrobky splfiuji transpozici do narodniho prava,
ustanoveni nasledujicich smérnic a norem Rady ES. VeSkera podplrna dokumentace je

uchovavana v arealu vyrobce.

Obecné platné smérnice

Smérnice

Smérnice o zdravotnickych prosttedcich: SMERNICE RADY 93/42/EHS
Oznameny subjekt: TUV SUD Product Service GmbH, Ridlerstr. 65-80339 MNICHOV

|dentifikacni Cislo:
(ES) Certifikat:

Datum exspirace certifikatu:

Misto, datum vydani:
Podpis: Necitelny podpis

Hranaté razitko
SHAOXING UNDIS MEDICAL
TECHNOLOGY CO., LTD

Jméno: Chen Yijiang
Funkce: Manazer registraci

Némecko

CE 0123
G2 084374 0009 Rev. 01
26.05.2024

Shaoxing 16. srpna 2023



.

PREKLADATELSKA DOLOZKA

Ja, PhDr. Stanislava Kariskova, IC: 72305789, soudni piekladatelka jazyka ceského, jazyvka

anglického a portugalského, zapsana v seznamu tlumoénikti a pickladatelt vedeném Ministerstvem
spravedlnosti Ceské republiky, timto stvrzuji, ze jsem osobné provedla picklad pfipojené listiny a e
tento pteklad souhlasi s textem pfedmétné listiny. PH provadéni piekladu nebyl pribran konzultant.

Tento tkon je zapsin v evidenci dkoni pod ¢éislem polozky: A"{O Q (0 / Lf).f 3

V Rosicich dne 2 J. P JJOJ 3
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PhDr. Stanislava Karaskova







