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Product Category:

Medical Device Family:

Validity of this declaration:

Conformity Assessment Route:
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OSA Masks Revision: AX
Manufacturer: Fisher & Paykel Healthcare Ltd

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

Fisher & Paykel Healthcare SAS
10 Avenue du Québec, Batiment F5, BP 512, Villebon-
sur-Yvette, 91946 Courtaboeuf Cedex, France

Nasal and/or Oral Interfaces for Delivery of Respiratory
Gases

OSA Masks
Annex |l (for class lla and above)

This Declaration of Conformity, for each model listed,
is valid from the start date recorded against the model
and for as long as the model is listed on the DoC.
When a model is no longer covered by the DoC, a
discontinued date is added.

concerning medical devices.

We, the manufacturer, declare under our sole responsibility that the stated medical devices
meet the transposition into national law, the provisions of Council Directive 93/42/EEC

All supporting documentation is retained by the manufacturer.

above):

Identification number:

Notified Body (for class llaand TUV SUD Product Service GmbH

Ridlerstr 65,D-80339 Minchen, Germany

0123

Approval

Name Title

Date and

‘Slgnature N ‘ Location

James Thompson Regulatory Affairs { ‘ t/ 17 May 2021
Author Manager (et Auckland, NZ

Created using TMP-140_N — Parent procedure JI
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OSA Masks Revision: AX
REF Product Description Class | SMDN MODrUle | startDate | DiecOnfiniec
BRE1 SU F&P Brevida Nasal Pillows Mask XS-S U Model |lla 57815 Rule 2 scl 1 11/Aug/16
BRETMU F&P Brevida Nasal PillowsMask M-L. U Model la 57815 Rule 2 scl 1 11/Aug/16
BRE1SMU 5P Drevida Rasal Pillows Mask XS-SM-LU -y 57815 Rule 2 scl 1 11/Aug/16
BRE1SMSL F&P Brevida Nasal Pillows Mask XS/M-L SL la 57815 Rule 2 scl 1 11/Aug/16
BRE1SA F&P Brevida Nasal Pillows Mask XS8-S A Mode!l |lla 57815 Rule 2 scl 1 28/Jul/16
BRE1MA F&P Brevida Nasal PillowsMask M-L A Model fla 57815 Rule 2 scl 1 28/Jul/16
BRE1SMA &P Drevida Nasal Pillows Mask XS-SMLA g 57815 Rule 2 scl 1 28/Jul/16
ESN2SA F&P Eson™ 2 Nasal Mask — Small A lla 57815 Rule 2 scl 1 25/Nov/15
ESN2MA F&P Eson™ 2 Nasal Mask — Medium A lla 57815 Rule 2 scl 1 25/Nov/15
ESN2LA F&P Eson™ 2 Nasal Mask — Large A lla 57815 Rule 2 scl 1 25/Nov/15
ESN2SU F&P Eson™ 2 Nasal Mask — Small U lla 57815 Rule 2 scl 1 25/Nov/15
ESN2MU F&P Eson™ 2 Nasal Mask — Medium U lla 57815 Rule 2 scl 1 25/Nov/15
ESN2LU F&P Eson™ 2 Nasal Mask — Large U lla 57815 Rule 2 scl 1 25/Nov/15
ESN2SS F&P Eson™ 2 Nasal Mask — Small/Small lla 57815 Rule 2 scl 1 25/Nov/15
ESN2MM F&P Eson™ 2 Nasal Mask — Medium/Medium lla 57815 Rule 2 scl 1 25/Nov/15
ESN2LL F&P Eson™ 2 Nasal Mask — Large/l.arge lla 57815 Rule 2 scl 1 25/Nov/15
ESN2ML F&P Eson™ 2 Nasal Mask — Medium/Large lla 57815 Rule 2 scl 1 25/Nov/15
ESN2SSL F&P Eson™ 2 Nasal Mask — Small SL lla 57815 Rule 2 scl 1 25/Nov/15
ESN2MSL F&P Eson™ 2 Nasal Mask — Medium SL lla 57815 Rule 2 scl 1 25/Nov/15
ESN2LSL F&P Eson™ 2 Nasal Mask — Large SL lla 57815 Rule 2 scl 1 25/Nov/15
ESN2MLSL F&P Eson™ 2 Nasal Mask — Medium/Large SL  |lla 57815 Rule 2 scl 1 25/Nov/15
EVF1XA Evora Full Mask Extra Small A Model lla 57814 Rule 2 scl 1 17/May/21
EVF1MA Evora Full Mask Small-Medium A Model lla 57814 Rule 2 scl 1 17/May/21
EVF1LA Evora Full Mask Large A Model lla 57814 Rule 2 scl 1 17/May/21
EVF1XXA Evora Full Mask Dbl Seal XS/XS A Model lia 57814 Rule 2 scl 1 17/May/21
EVF1MMA Evora Full Mask Dbl Seal S-M/S-M A Model lia 57814 Rule 2 scl 1 17/May/21

Created using TMP-140_N - Parent procedure JI-651
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REF J‘PrOd'0ctDescriptiqn Class gonZN o m) n?b.:rle Sta‘lthate’ | g;stzontm‘ued .
EVF1LLA Evora Full Mask Dbl Seal Lrg/L.rg A Model lla 57814 Rule 2 sci 1 17/May/21
EVF1XU Evora Full Mask Extra Small U Model lla 57814 Rule 2 scl 1 17/May/21
EVF1MU Evora Full Mask Small-Medium U Model la 57814 Rule 2 scl 1 17/May/21
EVF1LU Evora Full Mask Large U Model lla 57814 Rule 2 scl 1 17/May/21
EVF1XMLU Evora Full Mask Fit Pack/XML U Model lla 57814 Rule 2 scl 1 17/May/21
EVF1XXU Evora Full Mask Dbl Seal XS/XS U Model lia 57814 Rule 2 scl 1 17/May/21
EVF1IMMU Evora Full Mask Dbl Seal S-M/S-M U Model lla 57814 Rule 2 scl 1 17/May/21
EVF1LLU Evora Full Mask Dbl Seal Lrg/Lrg U Model lla 57814 Rule 2 scl 1 17/May/21
EVF1XSL Evora Full Mask Extra Small Sleep Lab lla 57814 Rule 2 scl 1 17/May/21
EVF1MSL Evora Full Mask Small-Medium Sleep Lab lla 57814 Rule 2 scl 1 17/May/21
EVF1LSL Evora Full Mask Large Sleep Lab ila 57814 Rule 2 scl 1 17/May/21
EVF1XMLSL Evora Full Mask XML Fit Pack Sleep Lab lla 57814 Rule 2 scl 1 17/May/21
EVO1SU Evora Nasal Mask Small U Model lla 57815 Rule 2 scl 1 14/Jan/20
EVO1MU Evora Nasal Mask Medium U Model lla 57815 Rule 2 scl 1 14/Jan/20
EVO1LU Evora Nasal Mask Large U Model Hla 57815 Rule 2 scl 1 14/Jan/20
EVO1WU Evora Nasal Mask Wide U Model lla 57815 Rule 2 scl 1 14/Jan/20
EVO1SMLU Evora Nasal Mask FitPack/SML U Model lla 57815 Rule 2 scl 1 14/Jan/20
EVO1SSU Evora Nasal Mask Dbl Seal S/S U Model lla 57815 Rule 2 scl 1 14/Jan/20
EVO1MMU Evora Nasal Mask Dbl Seal M/M U Model lla 57815 Rule 2 scl 1 14/Jan/20
EVO1LLU Evora Nasal Mask Dbl Seal L/L U Model lla 57815 Rule 2 scl 1 14/Jan/20
EVO1SSL. Evora Nasal Mask Small Sleep Lab lla 57815 Rule 2 scl 1 14/Jan/20
EVO1MSL Evora Nasal Mask Medium Sleep Lab lla 57815 Rule 2 scl 1 14/Jan/20
EVO1LSL Evora Nasal Mask Large Sleep Lab la 57815 Rule 2 scl 1 14/Jan/20
EVO1WSL Evora Nasal Mask Wide Sleep Lab lla 57815 Rule 2 scl 1 14/Jan/20
EVO1SMLSL Evora Nasal Mask FitPack/SML Sleep Lab ila 57815 Rule 2 scl 1 14/Jan/20
HC401U f\sﬁf‘é’;‘(‘ez % ONSZiL;“aSk lia 57815 Rule2scl1 | 24/Apri03 22/Dec/20
HC405U Z:S'?:;'gz ?g‘;%igasa' Mask lla 57815 Rule 2scl1 | 22/Sep/03

Creatard using TMP-140_N — Pareni procedure JI-651
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- o S GMDN MDD rule Discontinued
REF Product‘ Description Class Code number 1 Start Date Date ;
HC405US g‘;’}‘g{;ﬂ;;océggk';'asa' Mask - Small lla 57815 Rule 2scl1 | 16/Nov/11
HCA405UL (FS'?r’]‘g]‘g“égocggfk';]asa' Mask - Large lla 57815 Rule 2scl1 | 16/Nov/11
HC406U g?;‘g:;"; ﬁ%ep";isk?‘ Mask lla 57815 Rule2scl1 | 13/Sep/05
HCA407U fé?ﬁ;ffﬁl’?oc‘é‘igasa' Mask lia 57815 Rule 2scl1 | 07/Apr/o4
Opus Nasal Pillows Mask 7
HC482U (Single & 10 Pack) lla 57815 Rule 2 scl 1 06/Mar/0
F&P Pilairo Q Nasal Pillows Mask
400421 (Single & 10 Pack) lla 57815 Rule 2 scl 1 4/Oct/13
400421SL F&P Pilairo Q Nasal Pillows Mask — SL lla 57815 Rule 2scl1 | 9/0ct/13
(Single & 10 Pack)
Zest™ Petite Nasal Mask
400439U (Single & 10 Pack) lla 57815 Rule 2 scl 1 16/Feb/09
Zest™ Nasal Mask
400440U (Single & 10 Pack) lla 57815 Rule 2 scl 1 27/Nov/08
Zest™ Plus Nasal Mask
400441U (Single & 10 Pack) lla 57815 Rule 2 scl 1 26/May/09
Zest™ Q Petite Nasal Mask
400444U (Single & 10 Pack) lla 57815 Rule 2 scl 1 26/Mar/12
Zest™ Q Standard Nasal Mask
400445U (Single & 10 Pack) lla 57815 Rule 2 scl 1 20/Oct/11
Zest™ Q Plus Nasal Mask
400446U (Single & 10 Pack) lla 57815 Rule 2 scl 1 02/Apr/12
400449 F&P EsonNasal Mask — Small Ifa 57815 Rule 2 scl 1 19/July/12
400449SL F&P Eson Nasal Mask SL — Small lla 57815 Rule 2 scl 1 18/Mar/14
400450 F&P EsonNasal Mask — Medium Ifa 57815 Rule 2 scl 1 19/July/12
400450SL F&P EsonNasal Mask SL - Large lla 57815 Rule 2 scl 1 31/Jan/14
400451 F&P Eson Nasal Mask — Large lla 57815 Rule 2 scl 1 19/July/12

Created using TMP-140_N - Parent procedure JI-651
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o GMDN MDDrule |, .~.. |Discontinued
REE | Bioduct Descliption’ Class |Code  |number | StartDate | . ,
400451SL F&P Eson Nasal Mask SL — Large lla 57815 Rule 2 scl 1 18/Mar/14
400452 Eson™ Medium/Large Nasal Mask lla 57815 Rule 2 scl 1 19/July/12
400453 F&P Eson™ Nasal Mask — Small / Small lla 57815 Rule 2 scl 1 7/Dec/12
400454 F&P Eson™ Nasal Mask — Medium / Medium lla 57815 Rule 2 scl 1 7/Dec/12
400455 F&P Eson™ Nasal Mask — Large / Large la 57815 Rule 2 scl 1 7/Dec/12
- i
HC431U FIe;xsﬁt M HC431 Full Face Mask (Oronasal) lia 57814 Rule 2 scl 1 06/Apr/04
(Single & 5 Pack)
Flexifit™ HC432 Full Face Mask (Oronasal)-
HC432U COMBO (Single & 5 Pack) lla 57814 Rule 2 scl 1 26/Sep/06
Flexifit™ HC432 Full Face Mask (Oronasal)-
HC432UL Large (Single & 5 Pack) la 57814 Rule 2 scl 1 30/Aug/06
Flexifit™ HC432 Full Face Mask (Oronasal)-
HC432UM Medium (Single & 5 Pack) la 57814 Rule 2 scl 1 12/Sep/06
Flexifit™ HC432 Full Face Mask (Oronasal)-
HC432US Small (Single & 5 Pack) ila 57814 Rule 2 scl 1 30/Aug/06
i+ T™M —_X_
HC432UXL Flexifit™ HC432 Full Face Mask (Oronasal)- X- 1y, 57814 Rule2scl1 | 13/Decl07
Large (Single & 5 Pack)
™ -
400470A Forma™ Full Face Mask (Oronasal)- Small lla 57814 Rule 2scl1 | 07/0ct/08
(Single & 5 Pack)
Forma™ Full Face Mask (Oronasal)- Medium
400471A (Single & 5 Pack) lla 57814 Rule 2 scl 1 07/0ct/08
™ _
400472A Forma™ Full Face Mask (Oronasal)- Large lla 57814 Rule 2scl1 | 08/Oct/08
(Single & 5 Pack)
Forma™ Full Face Mask (Oronasal)- X-Large
400473A (Single & 5 Pack) lia 57814 Rule 2 scl 1 15/0ct/08
Forma™ Full Face Mask (Oronasal)- Small
400470U (Single & 5 Pack) Hla 57814 Rule 2 scl 1 27/Nov/08
Forma™ Full Face Mask (Oronasal)- Medium &
400471U Large (Single & 5 Pack) lla 57814 Rule 2 scl 1 27/Nov/08
™ .
400472V Forma™ Full Face Mask (Oronasal)- Large lla 57814 Rule2scl1 | 4/Jun/09
(Single & 5 Pack)

Creatad using TMP-140_N - Pareni procedure JI-651
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: i i GMDN MDD rule , Discontinued
REF P,roduct Description Class Code number Start Date Date
T - X~
400473U Forma™ Full Face Mask (Oronasal)- X-Large ), 57814 Rule2scl1 | 27/Novi08
(Single & 5 Pack)
™ _ i
400474U Forma™ Full Face Mask (Oronasal)- Medium 1, 57814 Rule2scl1 | 4/Jun/o9
(Single & 5 Pack)
400475 Simplus Full Face Mask (Oronasal)- Small lla 57814 Rule 2 scl 1 12/Mar/13
400475SL Simplus Full Face Mask SL (Oronasal)- Small lla 57814 Rule 2 scl 1 28/Mar/13
400476 Simplus Full Face Mask (Oronasal)- Medium lla 57814 Rule 2 scl 1 12/Mar/13
400476SL Simplus Full Face Mask SL (Oronasal) -Medium |lla 57814 Rule 2 scl 1 28/Mar/13
400477 Simplus Full Face Mask (Oronasal)- L.arge lla 57814 Rule 2 scl 1 12/Mar/13
40047751 Simplus Full Face Mask SL (Oronasal)- Large lla 57814 Rule 2 scl1 28/Mar/13
400478 Simplus Full Face Mask (Oronasal)- Med/Large |lla 57814 Rule 2 scl 1 12/Mar/13
400479 Simplus Full Face Mask (Oronasal)- Small/Small |lla 57814 Rule 2 scl 1 12/Mar/13
400480 Simplus Full Face Mask (Oronasal)- Med/Med lla 57814 Rule 2 scl 1 12/Mar/13
400481 Simplus Full Face Mask (Oronasal)- lla 57814 Rule2scl1 | 12/Mar/13
Large/Large
Oracle™ Oral Mask
HC452U (Single & 10 Pack) lla 57816 Rule 2 scl 1 20/Sep/04
Flexifit™ 407NIV Nasal Mask
HC407NIV (Single & 10 Pack) lla 57815 Rule 2 scl 1 16/Feb/05
Flexifit™ 431NIV Full Face Mask (Oronasal)-
HC431NIV (Single & 5 Pack) Ha 57814 Rule 2 scl 1 23/Febl05
Oracle™ 452NIV Oral Mask
HC452NIV (Single & 10 Pack) lla 57816 Rule 2 scl 1 16/Feb/05
900HC452 Oxygen Pressure Port Connector lla 42601 Rule 2 scl 1 22/Feb/02
VIT1SU F&P Vitera Full Face Mask (Oronasal)- Small U |lla 57814 Rule 2 scl 1 25/Mar/19
VIT1MU Z&P Vitera Full Face Mask (Oronasal)— Medium lla 57814 Rule 2 scl 1 25/Mar/19

Created using TMP-140 N - P
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. e e ‘ GMDN MDD rule : ' | Discontinued
REE. Product Description ” Class |~ o Cimbes | (StartDate. s

VIT1LU F&P Vitera Full Face Mask (Oronasal)- Large U |lla 57814 Rule 2 scl 1 25/Mar/19
VIT1SSU g&mli;l?//g(:rzznl:bjll Face Mask (Oronasal)— lla 57814 Rule 2 scl 1 25/Mar/19
VIT1TMMU ;il;i;/g?ﬁezﬂlnface Mask (Oronasal)- lla 57814 Rule 2 scl 1 25/Mar/19
VIT1LLU Egr:gjgz;gelzﬂll Face Mask (Oronasal)- lla 57814 Rule 2 scl 1 25/Mar/19
VIT1IMLU &izia/;;?izrl;&éllgace Mask (Oronasal)- lla 57814 Rule 2 scl 1 25/Mar/19
VIT1SSL F&P Vitera Full Face Mask (Oronasal)- Small SL |lia 57814 Rule 2 scl 1 25/Mar/19
VIT1MSL ng Vitera Full Face Mask (Oronasal)- Medium lla 57814 Rule 2 scl 1 25/Mar/19
VIT1LSL gﬁ‘P Vitera Full Face Mask (Oronasal)- Large lla 57814 Rule 2 scl 1 25/Mar/19
VITTMLSL Eﬂil;’il\J/rirt]%zrl;gllstce Mask (Oronasal)— la 57814 Rule 2 scl 1 25/Mar/19
VIT1SZ F&P Vitera Full Face Mask (Oronasal)- Small Z |lla 57814 Rule 2 scl 1 25/Mar/19
VIT1MZ ;&P Vitera Full Face Mask (Oronasal)- Medium lla 57814 Rule 2 scl 1 25/Mar/19
VIT1LZ F&P Vitera Full Face Mask (Oronasal)- Large Z |lla 57814 Rule 2 scl 1 25/Mar/19
VIT1SSZ gigﬁ//'stz:u}:;“ Face Mask (Oronasal)- lla 57814 Rule 2 scl 1 25/Mar/19
VITIMMZ {Tﬁizit\f;:\?{(/?e‘c:ji:lr:;ce Mask (Oronasal)- lla 57814 Rule 2 scl 1 25/Mar/19
VIT1LLZ EerJE:;SeF;H Face Mask (Oronasal)— lla 57814 Rule 2 scl 1 25/Mar/19
VITIMLZ ,F\:Aizil\J/rlS[irl;zI!ZFace Mask (Oronasal)- lla 57814 Rule 2 scl 1 25/Mar/19

Created using TMP-140_N - Parent procedure JI-651
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OSA Masks Revision: AX
GMDN Code | Term
42601 Tube/mask breathing circuit connector, reusable
57814 CPAP/BPAP face mask, reusable
57815 CPAP/BPAP nasal mask, reusable
57816 CPAP/BPAP oral mask
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