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PINMED NINGBO PINMED INSTRUMENTS CO., LTD.

Declaration of Conformity

Manufacturer:

Ningbo Pinmed Instruments Co., Ltd.
Address: Room (22-1)(22-2), No.455, East Zhongshan Road, Yinzhou District, 315040 Ningbo,
PEOPLE'S REPUBLIC OF CHINA

Tel: 86-574-87739070 Fax: 86-574-87722360

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

Product Name: see attachment

Model: see attachment

UMDNS Code: see attachment

Classification (MDD, Annex IX): see attachment
Conformity Assessment Route: Annex V.3

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 manufacturer.

Ningbo Pinmed Instruments Co., Ltd. is exclusively responsible for Declaration of Conformity
DIRECTIVES

General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning medical

devices (MDD 93/42/EEC).

Notified Body: TUV SUD Product Service GmbH. Ridlerstr 65, 80339 MUnchen, Germany
Identification number: CE0123

(EC) Certificate(s): G2S 095729 0009 Rev. 03
Expire date of the Certificate: 2024-05-26
Place, Date of Issue: Ningbo, 2020-02-28
Signature: 7?— ﬂkf /\%

o ¥ Ar Jo
Name: Li Guirong

Position: General Manager
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PINMED NINGBO PINMED INSTRUMENTS CO., LTD.

Attachment:
Product Name Model UMDNS Code | Classification (MDD,
Annex IX)
Plaster, non-woven material | 5Xx7cm, 8x10 cm, 11325 I s (Rule 1 of Annex
with absorbend pad 15x8 cm, 10x6 cm, X)
10x10 cm, 15x10 cm,
20x10 cm, 25x10 cm,
30x10 cm, 35x10 cm
Non-woven IV dressing 8x6 cm, pad 2x2 cm 11325 I's (Rule 1 of Annex
IX)
Transparent IV dressing 6x7 cm 11325 I's (Rule 1 of Annex
IX)
Transparent dressing 10x12 cm 11325 I's (Rule 1 of Annex

X)
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Prohlaseni o shodé

Vyrobce:

Ningbo Pinmed Instruments Co., Ltd.

Adresa: Room (22-1)(22-2), No.455, East Zhongshan Road, Yinzhou District, 315040 Ningbo,
CINSKA LIDOVA REPUBLIKA

Tel: 86-574-87739070 Fax: 86-574-87722360

Evropsky zastupce

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

Nazev produktu: viz pfiloha

Velikost: viz pfiloha

UMDNS kéd: viz ptiloha

Klasifikace (MDD, pf¥iloha IX): viz pfiloha

Zpusob hodnoceni shody: Pfiloha V.3

Timto prohlasujeme, ze vySe uvedené produkty splfiuji podminky transpozice do narodniho prava,

ustanoveni nasledujicich smérnic a norem Rady (ES). Veskeré podklady jsou vedeny v provozovné

vyrobce.

Spoleénost Ningbo Pinmed Instruments Co., Ltd. je vyhradné odpovédnad za prohlaseni o shodé.
SMERNICE

VSeobecné platné smérnice:

Smérnice o zdravotnickych prostfedcich: SMERNICE RADY 93/42/EHS z 14. &ervna 1993 o

zdravotnickych prostfedcich (MDD 93/42/EHS).

Notifikovana osoba: TUV SUD Product Service GmbH. Ridlerstr 65, 80339 MUnchen, Némecko
Identifikacni Cislo: CE0123

(EC) certifikat(y): G2S 095729 0009 Rev. 03

Datum vyprseni platnosti certifikatu: 2024-05-26

Misto, datum vydani: Ningbo, 2020-02-28

Podpis: necitelny podpis razitko
Jméno: Li Guirong

Pozice: generdlni feditel
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PRILOHA:
Nazev produktu Model UMDNS kéd | Klasifikace (MDD, pfiloha IX)
5x7cm, 8x10 cm,
Pooperacni naplast, 15x8 cm, 10x6 cm,
netkana textilie, 10x10 cm, 15x10 cm, 11325 I s (Pravidlo 1 Ptilohy IX)
absorbcni polstarek 20x10 cm, 25x10 cm,
30x10 cm, 35x10 cm
IV Kanylové kryti po|§t§);2kcrznx'2 - 11325 I's (Pravidlo 1 Pilohy IX)
Transparentni IV kryti 6x7 cm 11325 I s (Pravidlo 1 Ptilohy IX)
Transparentni kryti 10x12 cm 11325 I s (Pravidlo 1 Ptilohy IX)




