l
C € Declaration of Conformity C €

Manufacturer JiangSu Webest Medical Product Co., Ltd.
Address Yingchun Rd., Industrial Park , 211700 Xuyi, Jiangsu
European Representative :  Shanghai International Holding Corp. GmbH(Europe)

. Address: Eiffestrasse 80,20537 Hamburg Germany

Product :

» Sterile Infusion Sets for Single Use

= Sterile Syringes for Single Use

» Sterile Three-way Stopcocks for Single Use
» Sterile Heparin Caps for Single Use

= Sterile Dental Needles for Single Use

* Scalp Vein Set for Single Use

» [.V. Cannula for Single Use

* Hypodermic Needle for Single Use

» Infusion Set with Burette

* Transfusion Set

» Three Way Stopcock and Extension Tube

» Syringe for Insulin

» L.V. Flow Regulator for Single Use

» Solution Administration Set for Infusion Pump

Classification: (MDD Annex IX. rule XII): Ila
We herewith declare that the above mentioned product meet the provisions of the
following EC Council Directive and Standards (MDD 93/42/EEC Ammended by

2007/47/EC).
Directives

General Applicable Directive: MDD 93/42/EEC Ammended by 2007/47/EC
Standard: All applicable harmonized standard

Notify Body: TiiV SGD Product Service GmbH, Ridlerstr. 65,80339 Miichen, Germany
Number of NB: CE0123

Certificate: No. G2 056464 0018 Rev.01

Date CE Certificate is expired: ~ 2023-07-08

Date CE mark was affixed: Not Yet

Place, Date: Xuyi Jiangsu .

Signature: ),9)}-8 A\

Name: Mr. Jinggang Chen

Position: Management Representative




Prohlaseni o shodé

Vyrobce: JiangSu Webest Medical product Co., Ltd.

Adresa Yingchun Rd., Industrial Park, 211700 Xuyi, Jiangsu

Evropsky zdstupce: Shanghai International Holding Corp. GmbH (Evropa)
Adresa: Eiffestrasse 80, 20537 Hamburg Némecko

Produkt:

e Sterilni infuzni sety na jedno pouZziti

e  Sterilni stfikacky na jedno pouZziti

e Sterilni trojcestné uzaviraci kohoutky na jedno pouziti
e Sterilni heparinové uzavéry na jedno pouziti

e Sterilni dentdlni jehly na jedno pouziti

e Sady na zily na pokoZce hlavy na jedno poufziti

e Intravendzni kanyly na jedno pouziti

e Hypodermické jehly na jedno pouziti

e Infuzni sety s kyvetou

e Transfuzni set

e Trojcestné uzaviratelné kohouty a prodluzujici hadicka
e Inzulinové stiikacky

e Regulator intravendzniho pritoku na jedno pouZiti

e Set pro podavani roztoku infuzni pumpou

Klasifikace: (MDD Pftiloha IX, pravidlo XIl): lla

Prohlasujeme timto, Ze vySe uvedené produkty splfuji ustanoveni nasledujici Smérnice Rady a
Standardd (MDD 93/42/EHS v plném znéni 2007/47/EC).

Smérnice
Obecné platna smérnice: MDD 93/42/EHS v plném znéni 2007/47EC
Standard: VSechny platné harmonizované standardy
Notifikovana osoba: TGV SiD Product Service GmbH, Ridlerstr. 65, 80339 Miichen, Némecko
Cislo notifikované osoby: CE0123
Certifikat: ¢islo G2 056464 0018 Rev.01
Datum expirace CE certifikatu: 2023-07-08
Datum pfipojeni znacky CE: neuvedeno
Misto, datum: Xuyi Jiangsu, 2022.8.5
Podpis: necitelny,
Jméno: Mr. Jinggang Chen

Pozice: zdstupce vedeni
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