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NINGBO PINMED INSTRUMENTS CO., LTD.

Declaration of Conformity

Manufacturer:
Ningbo Greetmed Medical Instruments Co., Ltd.
Addresa: 18F-3, No.1 Building, Wante Business Centre, Hi-Tech Zone, 315042 Ningbo,

REPUBLIC OF CHINA
Tel: 86-574-87739070 Fax: 86-574-87722360

European Representative:

Shanghai International Holding Corp. GmbH (Europe)
Addresa: Eiffestrasse 80, 20537 Hamburg, Germany

Product Name: see attachment
Size: 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.

DIRECTIVES

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

devices (MDD 93/42/EEC).
Standard Applied: All applicable harmonized Standard (publish in the Official Journal of the

European Communities)

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

Place, Date of Issue: Ningbo,Jan.23t

Signature: 75— /ftb‘; '/%';_

Name: Li Guirong
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33031000375

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

ATTACHMENT:

Product name

Size

Classification (MDD, Annex
IX)

I(Rule 4 of Annex IX)

Elastic tape 5cmx10m,10cmx10m,15cmx1
0Om, 20cmx10m

Paper tape 1.25¢cm x 9.14m, 2.5cm x I(Rule 4 of Annex IX)
9.14m, 5cm x 9.14m

PE tape 1.25cm x 9.14m, 2.5cm x I(Rule 4 of Annex IX)

9.14m, 5cm x 9.14m, 7.5cm
X 9,14m

IV dressing, non-woven

8x6cm, pad 2x2cm

I{ Rule 4 of Annex IX)

IV dressing, (transparent) PE

smx7cm

I( Rule 4 of Annex IX)

Postoperative plaster with pad,
non woven

5cm x 7cm, 8cm x 10cm,
15cm x 10cm, 20cm x 10cm,

25cm x 10cm, 30em x 10cm,
35cm x 10cm

I(Rule 4 of Annex IX)




NINGBO PINMED INSRUMENTS CO., LTD.

Prohlaseni o shodé

Vyrobce:
Ningbo Greetmed Medical Instruments Co., Ltd.

Adresa: 18F-3, No. 1 Building, Wante Business Centre, Hi-Tech Zone, 315042 Ningbo,
CINSKA LIDOVA REPUBLIKA

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

Evropsky zastupce:
Shanghai International Holding Corp. GmbH (Europe)
Adresa. Eiffenstrasse 80, 20537 Hamburk, Némecko

Nazev produktu: viz piiloha
Klasifikace (MDD, priloha IX): viz piiloha
Zpasob hodnoceni shody: Pfiloha V.3

Timto prohlasujeme, Ze vySe uvedené produkty splituji podminky transpozice do narodniho préava,
ustanoveni nasledujicich smérnic a norem Rady (ES). Veskeré podklady jsou vedeny v provozovné
virobce.

SMERNICE

Vseobecné platné smérnice:

Smérnice o zdravotnickych prostredcich: SMERNICE RADY 93/42/EHS z 14. ¢ervna 1993 o
zdravotnickych prostfedcich (MDD 93/42/EHS)

Pouzité normy: véechny platné harmonizované normy (zvefejnéné v Ufednim véstniku Evropskych
spoleéenstvi)

Notifikovany subjekt: TUV SUD Product Service GmbH, Ridlerstr. 65, 80339 Mnichov, Némecko

Identifikaéni éislo: CEo123

Misto, datum vydani: Ningbo, 23. ledna 2016
Podpis: [neditelny podpis] [razitko]
Jméno. Li Guirong

Pozice: generalni feditel




NINGBO PINMED INSRUMENTS CO., LTD.

PRILOHA:

Nazev produktu

Velikost

Klasifikace (MDD, pfiloha
IX)

Elasticka naplast semxiom,locmxiom,15cmx1 | I(Pravidlo 4 Prilohy IX)
om, 20cmx10m

Papirova naplast 1,25¢m X 9,14m, 2,5¢m X I(Pravidlo 4 Pfilohy IX)
9,14m, 5cm X 9,14m

PE néaplast 1,25¢m X 9,141m, 2,5¢m X I(Pravidlo 4 Piilohy IX)
9,14m, 5cm X 9,141, 7,5¢m X
9,14m

1.V. (intravendzni) kryti, 8x6em, polstarek 2x2cm I(Pravidlo 4 Pfilohy IX)

netkany textil

1.V. (intravenézni) kryti PE 6mx7cm I(Pravidlo 4 Prilohy IX)

Pooperacni naplast z netkané | 5cm x 7em, 8em x 10cm, I(Pravidlo 4 Prilohy IX)

textilie s polstaikem

15cm X 10cm, 20¢m X 10cm,
25cm X 10¢m, 30¢m X 10¢m,
35cm X 10cm




Tlumoénicka dolozka

Jako tlumoénik z Jazyk(i)...anglického a ruského. .. Jmenovany rozhodnutim krajského
soudu v Praze z¢ dne 7. 11. 2001 ¢, J- Spr. 4108/2001 stvrzuji, Ze preklad souhlasi doslovné s textem
pfipojené listiny.

Praha, /7 7}/ ,;ZZ;‘-/@?

Interpreter’s clause

As a sworn interpreter of English and Ru
Court in Prague on November 7, 2001, under fil
present translation corresponds in full to the original

ssian, appointed by the decision of the Regional
¢ No. Spr. 4108/2001, I confirm hereto that the
language of the attached document.

This translation is registered in the translator’s records under No. ? ?C/“AJC/ ﬂ

Prague, oié' )(z Ao







