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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

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: Disposable Catheter Mount
Specification: Catheter mount 15 cm 15F/22M-15M*DS,Extended Tube-Expandable
Catalogue Code:  450-001-015

Model No: 2215110
UMDNS Code : 11167
Classification(MDD, Annex V3): lla

Conformity Assessment Route: Annex V, Rule 2

Product Name: Disposable Catheter Mount

Specification:Catheter mount 15 cm 15F/22M-22F*DS2 Extended Tube-Expandable
Catalogue Code:  440-001-015

Model No: 2215111

UMDNS Code : 11167

Classification(MDD, Annex V3): Ila

Conformity Assessment Route; Annex V, Rule 2

Product Name: Disposable Catheter Mount
Specification:Catheter mount 10 cm 22F-15M
Catalogue Code:  410-005-010

UMDNS Code : 11167

Classification(MDD, Annex V3): Ila

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: Disposable Catheter Mount
Specification:Catheter mount 15 cm 22F-15M
Catalogue Code:  410-005-015

UMDNS Code : 11167

Classification(MDD, Annex V3): Ila

Conformity Assessment Route: Annex V, Rule 2

Product Name: Disposable Catheter Mount
Specification:Catheter mount 10 cm 15M/15F
Catalogue Code:  430-005-010

Model No: 2315130

UMDNS Code : 11167

Classification(MDD, Annex V3): Ila

Conformity Assessment Route: Annex V, Rule 2

Product Name: Disposable Catheter Mount
Specification:Catheter mount 15 cm 15M/15F
Catalogue Code:  430-005-015

Model No: 2315130
UMDNS Code : 11167
Classification(MDD, Annex V3): Ila

Conformity Assessment Route: Annex V, Rule 2

Product Name: Disposable Catheter Mount
Specification: Catheter mount 15 cm 15F/22M -15M *DS
Catalogue Code:  430-001-015

Model No: 2315110

UMDNS Code : 11167

Classification(MDD, Annex V3): Ila

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: Disposable Catheter Mount
Specification;Catheter mount 10 cm 15F/22M -15M *DS
Catalogue Code:  430-001-010

Model No: 2315110

UMDNS Code : 11167

Classification(MDD, Annex V3): IIa

Conformity Assessment Route: Annex V, Rule 2

Product Name: Disposable Catheter Mount
Specification: Catheter mount 15 cm 15F/22M-22F* DS2
Catalogue Code:  420-001-015

Model No: 2315111

UMDNS Ceode : 11167

Classification(MDD, Annex V3): ITa

Conformity Assessment Route: Annex V, Rule 2

Product Name: Disposable Catheter Mount
Specification:PVC Catheter mount 10cm 15F/22F
Catalogue Code:  420-005-010

Model No: 2315131

UMDNS Code : 11167

Classification(MDD, Annex V3): Ila

Conformity Assessment Route: Annex V, Rule 2

Product Name: Disposable Catheter Mount
Specification:PVC Catheter mount 15 cm 15F/22F
Catalogue Code:  420-005-015

Model No: 2315131

UMDNS Code : 11167

Classification(MDD, Annex V3): ITa

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

Product Name: Disposable Catheter Mount

Specification:PVC Catheter mount,Elbow w/o sampling port 15cm 22M/15M
Catalogue Code:  430-004-015

UMDNS Code : 11167

Classification(MDD, Annex V3): 1E]

Conformity Assessment Route: Annex V, Rule 2

Product Name: Disposable Catheter Mount

Specification:PVC Catheter mount,Elbow w/o sampling port 10cm 22M/22F
Catalogue Code:  420-004-010

Model No: 2315123

UMDNS Code : 11167

Classification(MDD, Annex V3): ITa

Conformity Assessment Route: Annex V, Rule 2

Product Name: Disposable Catheter Mount

Specification:PVC Catheter mount,Elbow w/o sampling port 15cm 22M/22F
Catalogue Code:  420-004-015

Model No: 2316123

UMDNS Code : 11167

Classification(MDD, Annex V3): Ifa

Conformity Assessment Route: Annex V, Rule 2

Product Name: Disposable Catheter Mount
Specification:PVC Catheter mount, Elbow with sampling port 10cm 22M/22F
Catalogue Code:  420-001-010

Model No: 2315122
UMDNS Code : 11167
Classification(MDD, Annex V3): Ila

Conformity Assessment Route: Annex V, Rule 2



UNRJIS SHAOXING UNDIS MEDICAL
TECHNOLOGY CO., LTD

ADD: No.12 Yuexing Technology Park,No.11 Fanrong RoadBinhai New Area 312368
Shacxing.Zhejiang Province PEOPLE'S REPUBLIC OF CHINA
Tel: 0086-575-85215008 Web: www.undis.cn

Product Name: Disposable Catheter Mount
Specification:Catheter mount 18cm Expandable Tube+22M/15F Connector+15M

Connector
Catalogue Code:  430-006 015
Model No: 2215130
UMDNS Code : 11167
Classification(MDD, Annex V3). HE:
f’ {,' Conformity Assessment Route: Annex V, Rule 2

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 Issue: Shaoxing Aug 16", 2023

-

g‘a}, Signature:_| )

Name: Cher‘ Yijiang
Position: Regulatory Affairs Manager




™
"
‘

&

Ovéreny preklad z 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: 0086-575-85215008 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: Jednorazova spojka katetru

Specifikace: Spojka katetru 15 cm 15F/22M-15M*DS, roztaZitelna
Katalogoveé ¢islo: 450-001-015

Model €.: 2215110

Kéd UMDNS: 11167

Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Priloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru
Specifikace: Spojka katetru 15 cm 15F/22M-22F*DS2, roztaZitelna
Katalogove Cislo: 440-001-015

Model €.: 2215111

Kod UMDNS: 11167

Klasifikace (MDD, Priloha V3): Il a

Cesta posuzovani shody: Pfiloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru
Specifikace: Spojka katetru 10 cm 22F-15M
Katalogové ¢&islo: 410-005-010

Kéd UMDNS: 11167

Klasifikace (MDD, Pfiloha V3): Il a

Cesta posuzovani shody: Priloha V, pravidlo 2
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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: Jednorazovéa spojka katetru
Specifikace: Spojka katetru 15 cm 22F-15M
Katalogove &islo: 410-005-015

Kéd UMDNS: 11167
Klasifikace (MDD, Pfiloha V3). Ila
Cesta posuzovani shody: Priloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru
Specifikace: Spojka katetru 10 cm 15M/15F
Katalogove gislo: 430-005-010

Model &.: 2315130

Kod UMDNS: 11167

Klasifikace (MDD, Pfiloha V3): Ila
Cesta posuzovani shody: Priloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru
Specifikace: Spojka katetru 15 cm 15M/15F
Katalogove ¢islo: 430-005-015

Model €.: 2315130

Kod UMDNS: 11167

Klasifikace (MDD, Pfiloha V3): Ila
Cesta posuzovani shody: Ptiloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru

Specifikace: Spojka katetru 15 cm 15F/22M -15M *DS
Katalogove &islo: 430-001-015

Model &.. 2315110
Kéd UMDNS: 11167
Klasifikace (MDD, Pfiloha V3): ila

Cesta posuzovani shody: Pfiloha V, pravidio 2
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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: Jednorazova spojka katetru
Specifikace: Spojka katetru 10 cm 15F/22M -15M *DS
Katalogové €islo: 430-001-010

Model &.: 2315110

Kod UMDNS: 11167

Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Priloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru
Specifikace: Spojka katetru 15 cm 15F/22M-22F* DS2
Katalogove ¢islo: 420-001-015

Model &.: 2315111

Kod UMDNS: 11167

Klasifikace (MDD, Priloha V3): Ila

Cesta posuzovani shody: Ptiloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru
Specifikace: PVC Spojka katetru 10 cm 15F/22F
Katalogové €islo: 420-005-010

Model &.: 2315131

Kod UMDNS: 11167

Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Pfiloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru
Specifikace: PVC Spojka katetru 15 cm 15F/22F
Katalogove &islo: 420-005-015

Model €. 2315131
Kéd UMDNS: 11167
Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Ptiloha V, pravidlo 2
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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: Jednorazova spojka katetru
Specifikace: Spojka katetru z PVC, kolinko bez vzorkovaciho portu 15 cm 22M/15M
Katalogove Cislo: 430-004-015

Koéd UMDNS: 11167
Klasifikace (MDD, Pfiloha V3): Ila
Cesta posuzovani shody: Ptiloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru

Specifikace: Spojka katetru z PVC, kolinko bez vzorkovaciho portu 10 cm 22M/22F
Katalogove €islo: 420-004-010

Model €.: 2315123

Koéd UMDNS: 11167

Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Priloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru

Specifikace: Spojka katetru z PVC, kolinko bez vzorkovaciho portu 15 cm 22M/22F
Katalogove ¢islo: 420-004-015

Model ¢&.: 2315123

Kod UMDNS: 11167

Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Priloha V, pravidlo 2

Nazev vyrobku: Jednorazova spojka katetru

Specifikace: Spojka katetru z PVC, kolinko bez vzorkovaciho portu 10 cm 22M/22F
Katalogoveé Cislo: 420-001-010

Model ¢.: 2315122
Kod UMDNS: 11167
Klasifikace (MDD, Pfiloha V3): Ila

Cesta posuzovani shody: Ptiloha V, pravidlo 2
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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: Jednorazova spojka katetru
Specifikace: Spojka katetru 15 cm, roztazitelna +22M/15F, konektor+15M
Katalogove ¢islo: 430-006-015

Model €.: 2315130

Kéd UMDNS: 11167

Klasifikace (MDD, Priloha V3): Ila

Cesta posuzovani shody: Priloha V, pravidlo 2

Timto prohlasujeme, Ze vySe uvedené vyrobky spliuji transpozici do narodniho prava,
ustanoveni nasledujicich smérnic a norem Rady ES. Veskera podplrna dokumentace je
uchovavana v arealu vyrobce.

Smérnice

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

Identifikacni Cislo: CE 0123

(ES) Certifikat: G2 084374 0009 Rev. 01
Datum exspirace certifikatu: 26.05.2024

Misto, datum vydani: Shaoxing 16. srpna 2023

Podpis; Neditelny podpis

HRANATE RAZITKO
SHAOXING UNDIS MEDICAL
TECHNOLOGY CO.,LTD

Jméno: Chen Yijiang
Funkce: ManaZer registraci
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PREKLADATELSKA DOLOZKA

Ja, PhDr. Stanislava Karaskova, I1C: 72305789, soudni prekladatelka jazyka ceského, jazyka

anglické¢ho a portugalskeho zapsana v seznamu tlumoéniku a piekladatelt vedeném Ministerstvem
spravedinosti Ceské republiky, timto stvrzuji, Ze jsem osobné provedla pieklad pripojené listiny a ze
tento preklad souhlasi s textem pfedmétmné listiny. P provadéni ptekladu nebyl piibran konzultant.

Tento tkon je zapsin v evidenci tkonii pod éslem polozky: /74¢ 960 / Lold

V Rosicich dne ﬁl P. Lot3
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