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' DECLARATION OF COMPLIANCE

Manufacturer: Ecolab Production Italy Srl - Viale del Lavoro, 10 - 45100 Rovigo - Italia

product: CITROCLOREX 2% MD

Classification: Medical Device in compliance with 93/42/EEC Directive Regulation 15, as
amended by Directive 2007/47/EC ‘
Class IlIa

Ecolab Production Italy Srl, therefore, declares that
the product is in compliance what is provided in 93/42/EEC Directive, as amended by
Directive 2007/47/EC for Medical Devices, and belongs to the family TF002 “Medical
devices: Disinfectant Products, Active substances Chlorhexidine Digluconate”.
The whole supportive documentation is retained at the Manufacturer site.
Notified Boby: TUV SUD Product Service GmBH Zertifizierstelle-Ridlerstrasse 65-D-80339
Munchen

CE Certificate: N° G1 16 06 23078 017, c E 0123 Issued On 13/06/2016,
expiring on 22/06/2021

Ecolab Production Italy Srl assures

- The application of the complete Quality Assurance system audited by the notified
Authority, which after checking that the above quoted product complies with the
requirements of annex II excluding 4 of 93/42

- The compliance of the product with the essential requirements described in enclosure I of
Directive 93/42/EEC , as amended by Directive 2007/47/EC.

- This declaration is issued under our own responsibility

The present declaration is referring to batches manufactured within the period of validity of

the above mentioned TUV certificate.

Ecolab Production Italy Sri
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Dr. Simone Mori

Management Representative

Data of release

23/06/2016
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ECOLARB Ecolab Production Italy S.r.l.

Everywhere It Matters. Preklad z anglického jazyka Sede amministrativa
Centro Direzionale Colleoni
Via Paracelso, 6
20864 Agrate Brianza (MB)
Tel. 039 6050.1
Fax 039 6050.300

Vyrobce: Ecolab Production Italy Srl-Viale del Lavoro, 10-45100 Rovigo - Italie

vyrobek: CITROCLOREX 2% MD

Klasifikace: zdravotnicky prostiedek ve shodé s pravidlem 15 smérnice 93/42/EHS ve

znéni smérnice 2007/47/ES
Trida lla

Ecolab Productionltaly Srl proto prohlasuje, ze
tento vyrobek je ve shodé s ustanovenimi smérnice 93/42/EHS ve znéni smeérnice
2007/47/ES pro zdravotnické prostiedky a patfi do skupiny TF002 “Zdravotnické
prostiedky: dezinfekéni vyrobky, u¢inna latka chlorhexidin diglukonat®.
Kompletni dokumentace s podklady je uchovavana v zavodé vyrobce.
Notifikovana osoba: TUV SUD Product Service GmBH Zertifizierstelle-Ridlerstrasse 65-D-

80339 Mnichov

CE osvédéeni: & G116 06 23078 017, CE 0123, vydano dne 13.06. 2016,
plati do22.06.2021 )

Ecolab Production Italy Srl zarucuje
- pouzivani Uplného systému zabezpeceni jakosti auditovaneho notifikovanym organem,
ktery pfezkoumal, ze vy$e uvedeny vyrobek spliiuje pozadavky Pfilohy Il smérnice 93/42
kromé casti 4;
- shodu vyrobku se zakladnimi pozadavky popsanymi v Pfiloze | smérnice 93/42/EHS ve
znéni smérnice 2007/47/ES.
- Toto prohlaseni je vydano na nasi odpovédnost.
Toto prohladeni se vztahuje na $arze vyrobené v dobé platnosti vySe uvedeného osvedceni od

TOV.

Ecolab Production Italy Srl

necitelné
Dr. Simone Mori
zastupce vedeni

Datum vydani

23.06.2016

Pozn. prekl.: Original obsahuje dalsi text v italském jazyce



Tlumo¢nicka dolozka

Jako tlumoc¢nice jazyka ¢eského a anglického ustanovena dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &.j. Spr. 698/91 stvrzuji, ¢ mnou provedeny preklad souhlasi s textem pripojené listiny.
Tlumocnicky tkon je zapsan v deniku pod pof. &. 7  § } dne 74 2016.

Translator’s Clause:

Asa certified translator to English appointed by the decision of the Regional Court in Prague on November 15,
1991, file. No. Spr. 698/91, I hereby certify that my translation corresponds with the original attached document.
The tran$lation is recorded in the translator’s book of records under No. on ,2016.
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