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Declaration of Conformity — European Union Doc. No: REG-76
Respiratory Humidifiers Revision: C
Manufacturer: Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, New Zealand

Authorised Representative: Fisher & Paykel Healthcare (UK)Ltd
Unit 16, Cordwallis Park, Clivemont Road,
Maidenhead SL6 7BU, United Kingdom

UMDNS Product Category: Heated Humidifiers
Medical Device Family: MR800 and HC550 series
Conformity assessment Route: Annex Il

We, the manufacturer, declare that the stated medical devices meet the transposition into
national law, the provisions of Council Directive 93/42/EEC of 14 June 1993 concerning
medical devices.

All supporting documentation is retained by the manufacturer.

Quality System Standards: ISO 13485: 2003
Product Standards Applied: Refer to RR-6, RR-23 and the relevant Essential
Requirements for the list of standards applied
Notified Body: TUV SUD Product service GmbH
Ridlerstr 65, D-80339 Miinchen, Germany
Identification number: 0123
(EC) Certificate(s): G109 11 10815 018 Valid until 19 March 2015
Approval
Name Title ‘ Signaturel Date
lvy Cheng Eﬁgfﬂ'g:w F@Lfairs d&% 31/Mar/2010
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Respiratory Humidifiers Revision: C
REF Product Description Class | GMDN Code Start Date

MR810ADU | HUMIDIFIER MR810 230V DANISH Iib 12050 14/Apr/04

MR810AEK | HUMIDIFIER MR810 230V UK/MALAY | IIb 12050 04/Feb/04
MR810AEU | HUMIDIFIER MR810 230V EN/FR/SP llb 12050 04/Feb/04
MR810AFU | HUMIDIFIER MR810 230V FR/DU/GE llb 12050 04/Feb/04
MR810AGU | HUMIDIFIER MR810 230V GE/FRAT b 12050 04/Feb/04
MR810ALU | HUMIDIFIER MR810 230V IT/PT/SP b 12050 04/Feb/04
MR810ANU | HUMIDIFIER MR810 230V SW/FI/NO b 12050 26/May/04
MR810ARU | HUMIDIFIER MR810 230V RUS/POL lb 12050 02/Sep/04
MR850ADU | HUMIDIFIER MR850 230V DAN DK b 12050 15/May/00
MR850AEK HUMIDIFIER MR850 230V ENG UK lb 12050 01/Sep/98
MR850AEU | HUMIDIFIER MR850 230V EN/SP/FR llb 12050 20/Dec/99
MR850AFU | HuMIDIFIER MR850 230V F/D/G EU lIb 12050 19/0ct/98

MR850AGC | HUMIDIFIER MR850 230V GE/FR CH b 12050 09/Nov/04
MR850AGU | HUMIDIFIER MR850 230V GE/FR EU Ilb 12050 09/Mar/99
MR850ALU | HUMIDIFIER MR850 230V I/S/P EU b 12050 18/Dec/99
MR850ANU | HUMIDIFIER MR850 230V NO/SW/FI lIb 12050 20/Dec/99
MR850ARU | HUMIDIFIER MR850 230V RU/PO/HU | IIb 12050 27/Jun/02

MR880ADU | HUMIDIFIER MR880 230V DAN DK ilb 12050 19/Feb/10
MR880AEK | HUMIDIFIER MR850 230V UK b 12050 15/Feb/05
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MR880AEU | HUMIDIFIER MR880 230V EN/SP/FR | lib 12050 19/Feb/10
MR880AFU | HUMIDIFIER MR880 230V F/D/G EU lib 12050 29/Sep/06
MR880AGU | HUMIDIFIER MR880 230V GE/FREU | Iib 12050 19/Feb/10
MR8B0OALU | HUMIDIFIER MR880 230V I/S/IPEU_ | b 12050 19/Feb/10
MR880ANU | HUMIDIFIER MR880 230V NO/SW/FI | ib 12050 19/Feb/10
MR880ARU | HUMIDIFIER MR880 230V RU/PO/HU | lib 12050 19/Feb/10
HC550AGU | HUMIDIFIER HC550 230V G/F/l EU Iib 12050 07/0ct/04
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/Hlavickovy papir Fisher & Paykel/ OVERENY PREKLAD

Prohlaseni o shodé - Evropska unie Strana 1 ze 3 stran
Dychaci zvlhéovade Cislo dokumentu: REG 56
Revize: C
Vyrobce: Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Novy Z¢land

Autorizovany reprezentant: Fisher & Paykel Healthcare (UK) Ltd
Unit 16, Cordwallis Park, Clivemont Road,
Maidenhead SL6 7BU, Spojené Kralovstvi

Mezinarodni oznadeni kategorie vyrobk: Vyhtivany zvlhéovad
Skupina zdravotnickych prostredki: MR800 a HC550 série
Hodnoceni cesty shody: Ptiloha II

My, vyrobce, prohlasujeme, Ze uvedené zdravotnické prostfedky, v souladu s narodnimi zékony, spliuji
ustanoveni Smérnice Rady 93/42/EHS ze 14. &ervna 1993 o zdravotnickych prostfedcich.
Veskere podklady jsou zachovany u vyrobce.

Standardy systému kvality: ISO 13485:2003

Uplatnéné normy vyrobku: Odkaz na RR-6, RR-23 a pfislugné zékladni pozadavky pro
seznam pouZzitych norem

Certifika¢ni organ: TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Mnichov, Némecko

Identifika¢ni ¢islo: 0123

(CE) Certifikat(y): G109 11 10815 018 platny do 19. bfezna 2015

Schvéleni:

(J ménoﬁr Funkce £ Podpisi Datum ’

Ivy Cheng InZenyr regulaénich zaleZitosti -DZ /necitelny/ 31. bfezna 2010 ‘
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Dychaci zvlhcovace

Strana 2 ze 3 stran
Cislo dokumentu: REG 56

e Revize: D -

REF Popis vyrobku R Tf‘lda éNIDN kéd Dailizz;hé_ieni vyroby
MR810ADU Zvlh¢ova¢ MR810 230V Dénsko 1Ib 12050 14. duben 2004
MRS810AEK Zvlhéova¢ MR810 230V UK/Malay 1b 12050 4. tnor 2004
MRS810AEU Zvlh¢ova¢ MR810 230V EN/FR/SP I1b 12050 4. tnor 2004
MR810AFU Zvlhéova¢ MR810 230V FR/DU/GE b 12050 4. unor 2004
MR810AGU Zvlh¢ova¢ MR810 230V GE/FR/IT I1b 12050 4. inor 2004
MR810ALU Zvlhé¢ova¢ MR810 230V IT/PT/SP I1b 12050 4. tnor 2004
MR810ANU Zvlh¢ova¢ MR810 230V SW/FI/NO IIb 12050 26. kvéten 2004
MRS810ARU Zvlh¢ova¢ MR810 230V RUS/POL 1Ib 12050 2. zari 2004
MRS850ADU Zvlh¢ova¢ MR850 230V DAN DK I1b 12050 15. kvéten 2000
MRS850AEK Zvlh¢ova¢ MR850 230V ENG UK 1Ib 12050 1. zari 1998
MRS850AEU Zvlh¢ova¢ MR850 230V EN/SP/FR 1Ib 12050 20. prosinec 1999
MRS8S0AFU Zvlh¢ova¢ MR850 230VF F/D/G/EU IIb 12050 19. tijen 1998
MR850AGC Zvlh¢ova¢ MR850 230V GE/FR CH b 12050 9. listopad 2004
MRS850AGU Zvlh¢ova¢ MR850 230V GE/FR EU IIb 12050 9. biezen 1999
MRS8S0ALU Zvlhéova¢ MR850 230V I/S/P EU IIb 12050 18. prosinec 1999
MRS850ANU Zvlh¢ovac MR850 230V NO/SW/FI IIb 12050 20. prosinec 1999
MR850ARU Zvlhéova¢ MR850 230V RU/PO/HU b 12050 27. Gerven 2002
MR880ADU Zvlh¢ova¢ MR880 230V DAN DK I1b 12050 19. tnor 2010
MRS880OAEK Zvlhc¢ova¢ MR880 230V UK IIb 12050 15. tnor 2005
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Dychaci zvlh¢ovaé Cislo dokumentu: REG 56
Revize: D

REF Popisvjrobku | Ttida| GMDNkéd | Dat.zahajeni viroby
MRS8S80AEU Zvlh¢ovad MR880 230V EN/SP/FR b 12050 19. tnor 2010
MR880AFU Zvlh¢ovad MR880 230V F/D/G EU 1Ib 12050 29. srpen 2006
MR880AGU Zvih¢ovad MR880 230V GE/FR EU 1Ib 12050 19. Gnor 2010
MRS880ALU Zvlh&ovaé MR880 230V 1/S/P EU lla 12050 19. Gnor 2010
MR880ANU Zvlh¢ovad MR880 230V NO/SW/FI Ila 12050 19. Gnor 2010
MRS8S80ARU Zvlh&ovaé MR880 230V RU/PO/HU Ila 12050 19. Gnor 2010

| HC350AGU Zvlh¢ovat HC550 230V G/F/I EU Ila 12050 7. Fijen 2004
TLUMOCNICKA DOLOZKA

Jako tlumocnice jazyka hebrejského a anglického, jmenovana dekretem 1
ministra spravedlnosti ze dne 26. fijna 2005, pod. ¢.j. 206/2005-ODS-ZN, i
timto stvrzuji, Ze preklad souhlasi s textem pripojené listiny. 1
V ptekladu jsem provedla opravy perem na stranach: .. / ... textu, pricemz kazda
z oprav je opatiena peceti a parafou.

Tlumocnicky ukon je zapsan pod por. ¢islem: /y‘-j/zo/‘z’demku
Odmeénu Gctuji za .... /... stran v souladu s pfislusnou vyhlaskou
CHBlkDl - o Sl K¢, dokladem ¢islo ........ st g

Otisk kulaté peceté: Podpis tlumocnice:
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