Viklefova 1795/10 Zizkov Ph +4
130 00 Praha 3
1CO: 246 72 769 CliniPharm

DIC:CZ 24672769

EC Declaration of Conformity

Manufacturer: CliniPharmas.r.o.

settled at Viklefova 1795/10
130 00 Prague 3
Czech republic

Medical device range: Sterile medical devices for single use
Product: WITHDRAWAL CANNULA
Type (ref): GREEN / BLUE / RED

e (Classification: Is acc. Annex 9 rule 2

We hereby declare that above-mentioned products are in conformity

- with provision of EC regulations 93/42/EEC including revision 200747/EEC, annex V

- with provision of technical and material specification CPH-TS-CSP-01, EN I1SO 15223-
1, EN ISO 11135-1, EN ISO 14971 and other relevant EN/ISO standard mentioned
in technical documentation

- with provision of marking and labeling products which contain or presence
dangerous substances (carcinogenic, toxic material, phthalates etc.)

- under the supervision of ITC Zlin, Czech republic as a Notified Body of No. 1023

- with the certificate No. 14 0085 QS/NB valid from 25.2.2014 until 21.01.2019

The products are marked with CE 1023.

Date: 28.02.2014 Radovan Hrusa
general manager

CliniPharma s.r.o. zapsana v obchodnim rejstifku vedeném Méstskym soudem v Praze, oddil C, vioZka 165055
Bankové spojeni: CSOB a.s. Radlicka 333/150, Praha, Ceska republika, BIC(SWIFT): CEKOCZPP
CZK ucet: 236569834/0300 * EUR account: 254146747/0300; IBAN: CZ4503000000000254146747




CliniPharma s.r.o.
Viklefova 1795/10 Zizkov
130 00 Praha 3

1€0. 246 72 769

DIC: CZ246 72 769

ES Prohlaseni o shodé

Vyrobce: CliniPharma s.r.o.

se sidlem Viklefova 1795/10
13000 Praha 3
Ceska republika

Rozsah zdravotnickych

prostifedk: Sterilni zdravotnické prostfedky na jedno pouiiti
Produkt: ASPIRACNI TRN

Typ (ref.): ZELENY/MODRY/CERVENY

Klasifikace: Is podle ptilohy 9 pravidla 2

Prohlasujeme, 7e vy$e uvedené produkty jsou ve shodé s

- ustanovenimi ES smérnice 93/42/EHS ve znéni 2007/47/EHS, pfiloha V

- ustanovenimi technické a materidlové specifikace CPH-TS-CSP-01, EN 1SO 15223-1, EN 1SO
11135-1, EN 1SO 14971 a daldimi pfislusnymi EN/ISO normami uvedenymi v technické
dokumentaci

- ustanovenimi o oznatovéani a znaceni produktt, které obsahuji nebezpeéné latky
(karcinogenni, toxické materialy, ftalaty atd.)

- pod kontrolou ITC Zlin, Ceska republika, jako notifikované osoby €. 1023

- certifikdtem &. 14 0085 QS/NB platnym od 25/2/2014 do 21/1/2019

Produkty jsou oznafeny znatkou CE 1023.
[podpis] [razitko]

Datum: 28/2/2014 Radovan Hrusa
generalni reditel




Tlumocnicka dolozka

Jako tlumoénik z jazyk(i)...anglického a ruského... jmenovany rozhodnutim krajského
soudu v Praze ze dne 7. 11. 2001 &. j. Spr. 4108/2001 stvrzuji, ze pieklad souhlasi doslovné s textem
pfipojené listiny.

Tlumoénicky tkon je zapsan pod pofadovym &islem ........ e . ..tlhumoénického deniku.

Praha, 20V 2odY

Interpreter’s clause

As a sworn interpreter of English and Russian, appointed by the decision of the Regional
Court in Prague on November 7, 2001, under file No. Spr. 4108/2001, I confirm hereto that the
present translation corresponds in full to the original language of the attached document.

This translation is registered in the translator’s records under No. ..........cccoeee

Prague,

godieny
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