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This Declaration of Conformity is issued under the sole responsibility of the manufacturer' The

device(s)iaccessories covered by this Declaration are in conformity with all regulations or directives

below.

1. Ohiect of the declaration:

BiPAP A40 ProProduct Name:
BiPAPProduct

BiPAP non-andNVASIVEtoisr intended440 roP ventilato provideThe
weItadu and ighingtreat patientsto pediatricSUnvasive pportventilatory

Obstructive respiratory
1 lbs with Sleep (osA)Apneaover 0 (22 )kg

fa ureor resplratoryinsufficiency
beto usedIt notis intendedlifefornis intendedotdevice portsupThis

andhometheboth tnbeto usedIS ntendedc,AS transport
caresub-acutelaboratories,sleen ASsuchncli setti pical hospitals,gs

andrSwheelchaiassuchlicationsartableandnstituti ons

lntended PurPose:

Part Number(s) listed in this section comp

BiPAP A40 Pro, lnternational
B|PAP A40 Pro, BL
BiPAP A40 Pro, FR
B|PAP A40 Pro, UK
BiPAP A40 Pro, lT
B|PAP A40 Pro, CA
BiPAP A40 Pro, CA w/Heated Tube Humidifier
B|PAP A40 Pro, AU
B|PAP A4O PTO, DE
BiPAP A40 Pro lnternationalw/ Heated Tube Humidifier
BiPAP A40 Pro lnternationalw/ Heated Humidifier
BiPAP A40 Pro, EE
BiPAP A40 Pro, ES
B|PAP A40 Pro, ES w/Heated Humidifier
BiPAP A40 Pro, ES WHeated Tube Humidifier
BiPAP A40 Pro, FR WHeated Humidifier
BiPAP A40 Pro, FR w/Heated Tube Humidifier
BiPAP A40 Pro, UK MHeated Humidifier
BiPAP A40 Pro, UK WHeated Tube Humidifier
BiPAP A40 Pro, lT w/Heated Humidifier
BiPAP A40 Pro, lT WHeated Tube Humidifier
BiPAP A40 Pro, ND
BiPAP A4O Pro, IA
B|PAP A40 Pro, lA wl Heated Humidifier
BiPAP A40 Pro, MHeated Tube Humidifier
B|PAP A4O PTO, BR
B|PAP A40 Pro, AR
Belife 40 Pro
B|PAP A40 Pro Titration Rental Program lN

rNx3100s19
BLX31OOS19
FRX31 OOS14
GBX31 OOSl 9
tTX3100521
cAX3100S12
CAX31OOT12
AUX31OOS19
DEX31OOS13
tNX3100T19
rNX3100H19
EEX31 OOSl 9
ESX31OOS19
ESX31OOH19
ESX31 OOTl 9
FRX31OOH,14
FRX31OOT14
GBX31OOH19
GBX3lOOT19
rrx3100H21
ITX31OOT21
NDX3lOOS19
rAX3100S19
rAX3100H19
tAx3100T19
BRX31OOS18
ARX31OOS19
SPX31OOS19
RrNX3100S19
RAUX3100S19

ly with all directives indicated

BiPAP A40 Pro Titration Rental P ram AU

in DoC unless otherwise noted
Product Part
Number(s) and
Descriptions:
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RBLX31 OOS19
RBRX31OOS19
RCAX3100S12
REEX31OOS19
RFRX3100S19
RDEX31OOS13
RGBX31OOS19
RtTX3100S21
RNDX3100Sl 9
RESX31OOS19

B|PAP A4O PrO Rental Program BL
B|PAP A40 Pro Titration Rental Program BR
BiPAP A40 Pro Titration Rental Program CA
BiPAP A40 Pro Titration Rental Program EE
B|PAP A40 Pro Titration Rental Program FR
BiPAP A40 Pro Titration Rental Program DE
B|PAP A40 Pro Titration Rental Program GB
BiPAP A40 Pro Titration Rental Program lT
BiPAP A40 Pro Titration Rental Program ND
B|PAP A40 Pro Titration Rental Program ES

Product
Options/Accessories
Part Number(s) and
Descriptions:

See DoC Trilogy Accessories (REG 2100716) for compliance information
for Detachable Battery Pack, USA/INTL (PN 1043570)

See DoC Detachable Battery Module (REG 2102803) for compliance
information for Detachable Battery Module, USA/INTL (PN 3000DBM)

See DoC ln-Use Case MDR (REG 2102335) for compliance information
for the ln-Use Case.

See DoC Shielded DC Power Cord (REG 2102753) for compliance
information for the Shietded DC Power Cord

See DoC DC Power Cords (REG 2101724) for compliance information
for the Dc Battery Adapter Cable

See DoC Universal Battery Pack2 (REG 2102976) for compliance
information for the Universal Battery Pack.

See DoC BiPAP Hardware Accessories (REG 22851) for compliance
information for the BiPAP Hardware Accessories.

Basic UDI-DI: N/A

Control lndicator:
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The object of the Declaration (product part numbers and if applicable the component part numbers)

that are described above as included in this DoC is / are in conformity with the following regulations /
directives. lf optional accessories that are used in combination with the product (medical device), but

are CE marked on their own are referenced in this DoC, they are excluded further on as these optional

accessories have their own DoC.

ESX31OOT19
FRX31OOH14
FRX31OOT14
GBX31OOH1
GBX31OOT19
rTX3100H21
trx3100T21
NDX31OOS19
rAx3100s19
tAx3100H19
rAx31 o

10 Mar 2020

BRX31OOS18
ARX31OOS19

23 Oct2O20

19SPX3110 Nov 2020
RtNX3100S19
RAUX31OOS19
RBLX3lOOS19
RBRX3lOOS
RCAX31OOS
REEX3lOOS
RFRX3lOOS
RDEX3lOOS
RGBX3lOOS
R|TX3100S21
RNDX31OOS19
RESX31OOS19

19
12
19
19
13
r19

Dec 1 5,2020

47 083 Portable electric ventilatorGlobal Medical
Device
Nomenclature code
(GMDN) and
Description
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EU Directive Council Directive
devices amended

93l42lEEC of 14 June 1993 concerning medical
up to and inclusive of Gouncil Directive

2A07H7tEC (MDD)
Risk Classification Class llb based on Annex lX and Rule 9

Conformity Assessment Annex ll Excluding 4
Route

Notified Body Name,
Address, and lD

TUV SUD Product Service GmbH
Ridlerstrase 65
80339 Munich, Germany
0123

ued EC Certificate: G1 015581 0611
The products listed on this Declaration of Conformity have been
assessed and/or tested in a typical configuration as described in the
Manufacturer's accompanying documentation in accordance with the
product standards listed below.

Refer to Attachment A.

Standards

EU Directive Directive 20111651EU of the European Parliament and of the Council
of 8 June 2011 on the restrictions of the use of certain hazardous
substances in electrical and electronic equipment, amended up to
and inclusive of Directive (EUl201711202 (RoHS)

Risk Classification Category 8, medicaldevice, according Annex I
Standards The products listed on this Declaration of Conformity have been

assessed and/or tested in a typical configuration as described in the
Manufacturer's accompanying documentation in accordance with the
product standards listed below.

Refer to Attachment A
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2. Mandatory information:

Signature (signed for and on behalf of
Respironics, lnc)

RESPIRONICS

Date of lssue: 21 June 2021

Name: Nicole Beale Place of lssue: Monroeville, PA, USA

Title: Sr. Manager, Regulatory Affairs

document was created using the template information listed below:

Governing Document:
QSP 7.9-064, wl 7.9-808

Document Number: FRM 4450 Version: 11 ol7

Manufacturer Respironics, lnc.
1001 Murry Ridge Lane,
It/lurrysville, PA 15668, USA

EU Authorized
Representative (AR):

Respironics Deutschland GmbH & Co. KG
Gewerbestrasse 17
8221 1 Herrsching, Germany
Tel: +49 8152 93060

ISO Quality Certificates
Issued:

The Manufacturer is certified bY

the following:
Product Service GmbH to

EN ISO 13485 Certificate. Q5 015581 0609
MDSAP ISO 13485 Certificate: QSG 015581 0610

CONFIDEN'I
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3. Attachment A Standards and/or common specifications

Standard TitleStandard

Medicaldevices - Q ms - Requirements

ulato SESfor
ent systeuality managemEN ISO 13485: 2016

StandardGeneral
equipment - Part 1: Genera I requirements for

and essentialbasic s ce
Medical electricalEN 60601-

1:2006/Al :2013
Collateral Standards

nts rfoul remeeneralt-21 reqent PartedM electricalical ipmequ
ral ardstandCollaterformanceessentialand pebasic safety

testsrldarementsuietic comElectrom

EN 60601-1-2;2015

foreral rementsulP 1art Gen-6: reqedM aical ricallect ipmentequ
standard Usabilance c lateralolessentiaand

EN 60601-1-
6:20101A1:2015

fornGe era rementsPart 8:1 requiulrcaMed electrical pmenteq
dardstanance Collateralessentialandcbasi performsafety

nlaa rm Sand foridancetests ystemseneralG irements, gurequ
sedm electricaicalandelectricamedical

EN 6060{-1-
8;20071A11:2017

eneralG ulrements1Part 1 reqelectricalcal ulMedi eq pment
standardateralance Collnda essentialIfo basic safety perform
icalmeddent anmfor electricaedicalrements equ ipmulReq
entronmenvtheusedS thein homeectriel CA

Particular Standards
Medical electrical equipment - Part 2-80:
for basic safety and essential performance of ventilatory support

Particular requirements

insufficiefor ventiui

ISO 80601-2-80:20{8

Medical electrical equipment Part 2-61: Particular requirements
for basic safety and essential performance of pulse oximeter

ent

EN tSO 8060{-2-
6{:2019

Medical electrical equipment - Part 2-74: Particular requirements
for basic safety and essential performance of respiratory
humid n ment

ISO 80601-2-74:2017

bit
Biological evaluation of medical devices - Part 1: Evaluation and
testi

ISO 10993-1:2018

Biological evaluation of medical devices. Part 3: Tests for
enotoxi carci toxiand

EN ISO 10993-3:2014

Biological evaluation of medical devices - Part 5: Tests for in vitroEN ISO 10993-5:2009

Biological evaluation of medical devices - Part 10: Tests for
irritation and skin sensitization

EN ISO .l0993-10:2013

Biological evaluation of medical devices. Parl17: Establishment
of allowable limits for leachable substances

EN ISO {0993-17:2009
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Standard Standard Title
ISO {8552-1=2017 Biocompatibility evaluation of breathing gas pathways in

healthcare applications - Part 1: Evaluation and testing within a
risk management process

lSO r8562-2:2017 Biocompatibility evaluation of breathing gas pathways in
healthcare applications - Part 2: Tests for emissions of particulate
matter

ISO 18562-3:2017 Biocompatibility evaluation of breathing gas pathways in
healthcare applications - Part 3: Tests for emissions of volatile
organic compounds (VOCs)

ISO 18562-4:2017 Biocompatibility evaluation of breathing gas pathways in
healthcare applications - Part 4: Tests for leachables in
condensate

Other Standards
Accompany Documents and Labeling
EN 1041:2OO8|A1:2013 lnformation supplied by the manufacturer of medical devices

EN ISO 16223-1:2017 Itledical Devices - Symbols to be used with medical device
labels, labelling and informatlon to be supplied. Part 1: General
requirements

Software
lEc
62304:2006/A1:2015

Medical device software - Software lifecycle processes

Risk Management
EN ISO 14971:2019 Medical devices - Application of risk management to medical

devices
UsabiliW
IEC 62366-1=2015 Medical devices - Part 1: Application of usability engineering to

medical devices
RoHS
EN IEC 63000:2018 Technical documentation for the assessment of electrical and

electronic products with respect to the restriction of hazardous
substances

Gleaning and Disinfection
EN ISO 17664=2017 Processing of health care products - lnformation to be provided by

the medical device manufacturer for the processing of medical
devices
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