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Aerogen Ltd., Declaration of Conformity Template: EU/ROHS and Australia

Declaration of Conformity

Legal Manufacturer Name and
Address:

Aerogen Ltd

Galway Business Park,
Dangan

Galway

Ireland

Manufacturing Facility Name and
Address:

Aerogen Ltd

Mé&M Qualtech Ltd
Parkmore Business park West
Ballybrit

Co. Galway

Ireland

Notified Body Name and Address:

(NSAI) -The National Standards Authority of
Ireland,

1 Swift Square, Northwood,

#e

Santry,

Dublin 9,

Ireland.
Notified Body Identification Number: | 0050
Declaration of Conformity #/Revision | RA015 Rev AE

Product(s)/Family Name(s):

Aerogen Solo Nebulizer System

Technical File (s) #:

RAO018- Aerogen Solo Nebulizer System

EU Device Classification:

Class Ila per Annex 1X, Rule 11 of the Medical
Device Directive 93/42/EEC as amended by
2007/47/EC.

EU Conformity Assessment Route:

Annex I (Excluding 4)

Australian Device Classification:

Class Ila as per Schedule 2 to the Therapeutic
Goods (Medical Devices) Regulations 2002.

Australian Declaration of
Conformity:

Clause 1.8 — Schedule 3 of the Australian
Therapeutic Goods (Medical Devices)
Regulations 2002.
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Aerogen Ltd., Declaration of Conformity Template: EU/ROHS and Australia QF273 Rev B

Standards Applied: RAO018 Section 2.2 Standard Compliance
Start of CE Marking August 2007
RoHS Not all products listed on this declaration of

conformity may be subject to the requirements
of Directive 2011/65/EU of the European
Parliament and of the Council of 8 June 2011
on the Restriction of Certain Hazardous
Substances in Electrical and Electronic
Equipment. For products which are subject to
the requirements of Directive 2011/65/EU, this
Declaration of Conformity serves as the

manufacturers RoHs declaration.

Manufacturer’s Declaration:

Herewith, we Aerogen Ltd. (The Legal Manufacturer), hereby declare that the product(s)
listed in Schedule 1 of this declaration of conformity (RA015) which bear(s) the

CE Marking, are in conformity with the Essential Requirements of EC Directive 93/42/EEC
of 14 June 1993, as amended by 2007/47/EC, Directive 2011/65/EU of the European
Parliament and of the Council of 8 June 2011 on the Restriction of Certain Hazardous
Substances in Electrical and Electronic, Schedule 1 and Clause 1.8 of Schedule

3 of the Australian Therapeutic Goods (TGA) Medical Devices Regulation 2002,

By applying the CE mark on the product(s) listed in Schedule 1 of Declaration of Conformity
RAO015 Aerogen Ltd., is declaring that all the legal requirements for CE

marking is achieved and the product(s) can be marketed, sold and distributed throughout the
EEA as outlined by the European Commission and in the Australian Market. The products
listed in Schedule 1 apply to all the regulations/directives as outlined on this Declaration of

Conformity.
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Aerogen Ltd., Declaration of Conformity Template: EU/ROHS and Australia QF273 Rev B

CE Product and Quality Management System Certificates Applicable:

1. CE Product Certificate: MDD Annex II excluding (4), (Registration Number:
252.509) approved by The National Standards Authority of Ireland located at 1 Swift
Square, Northwood, Santry, Dublin 9, Ireland on the 17" April 2020 and valid until
26" May 2024.

2. Quality System Certificate: EN ISO 13485:2016 (Certificate Number: MD19.3129),
issued by The National Standards Authority of Ireland located at 1 Swift Square,
Northwood, Santry, Dublin 9, Ireland, effective from 19% June 2019 with an expiry
date of 27" February 2022.

Date of Issue:

Signature:

~—

Name/Title: James Langan =Saépior Director QA/RA

Aerogen Solo Nebulizer System
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Aerogen Ltd., Declaration of Conformity Template: EU/ROHS and Australia

QF273 Rev B

Schedule 1
Marketing Product Description Device Classification | GMDN code
Reference
Number
AG-AS3000-UK Solo Starter Kit (UK) Class lIA 35457
AG-AS3000-AP Solo Starter Kit (AP) Class lIA 35457
AG-AS3000-IN Solo Starter Kit (IN) Class IIA 35457
AG-AS3000-NE Solo Starter Kit (NE) Class 1A 35457
AG-AS3000-SE Solo Starter Kit (SE) Class I1A 35457
AG-AS3000-5C Solo Starter Kit (SC) Class lIA 35457
AG-AS3000-CN Solo Starter Kit (CN) Class IIA 35457
AG-AS3000-DK Solo Starter Kit (DK) Class lIA 35457
AG-AS3000-JP-MQ Solo Starter Kit (JP) Class lIA 35457
AG-AS3000-JP-PH Solo Starter Kit (JP) Class lIA 35457
AG-AS3000-JP-CV Solo Starter Kit (JP) Class lIA 35457
AG-AS3000-RB Solo Starter Kit (RB) Class lIA 35457
AG-AS3000-CE Solo Starter Kit (CE) Class I1A 35457
AG-AS3000-EE Solo Starter Kit (EE) Class I1A 35457
AG-AS3000-AU Solo Starter Kit {AU) Class lIA 35457
AG-AS3001 Aerogen Solo Il Neb Class IIA 35457
pouched
AG-AS1055 Solo Vented Elbow Class lIA 35457
AG-AS1075 Solo Mask Kit (Intl) Class lIA 35457
AG-AS3010 Solo Adult T-Piece 22mm Class IIA 35457
(FRU)
AG-AS3010-EU Solo Adult T-Piece 22mm Class 1A 35457
AG-AS3020 Solo Pediatric T-Piece Class IIA 35457
15mm
AG-AS3025 Solo Pediatric T:Piece Class IIA 35457
Adapter Kit
AG-AS3035 Solo Pediatric T-Piece Class lIA 35457
12Zmm
AG-AS3036 Solo Pediatric T-Piece Class lIA 35457
10mm
Solo Continuous Class 1A 35457
AG-AS3075 Nebulization Tube Set (5
Pack)
Solo Continuous Class IIA 35457
AG-AS3085 Nebulization Syringe (5
Pack)
Solo Continuous Class lIA 35457
AG-AS3095 Nebulization Syringe (50
Pack)
AG-AS3100 Solo Nebuliser (5 Pack) Class lIA 35457
AG-AS3100-AP Solo Nebuliser (AP) (5 Class lIA 35457
Pack)
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Aerogen Ltd., Declaration of Conformity Template: EU/ROHS and Australia

QF273 Rev B

AG-AS3200 Solo Nebuliser (10 Pack) Class lIA 35457
AG-AS300-AP Solo Nebuliser (AP) (10 Class lIA 35457
Pack)
AG-AS3300 Solo Convenience Kit (5 Class lIA 35457
Pack)
AG-AS3300-AP Solo Convenience Kit (AP) Class I1A 35457
(5 Pack)
AG-AS3350 Solo Convenience Kit (10 Class IIA 35457
Pack)
AG-AS3350-AP Solo Convenience Kit (AP) Class 1A 35457
(10 Pack)
AG-AS3450 Solo T-Piece Plug Class IIA 35457
AG-AS3500 Aerogen Solo Nebuliser Class lIA 35457
AG-AS3600 Solo Nebuliser (25 Pack) Class lIA 35457
Aerogen Solo OR Class IIA 35457
AlAbdRUEC Convenience Kit (5 Pack)
Aerogen Solo OR Class 1A 35457
i Convenience Kit (AP)
AG-AS5000-MQ, Aerogen Solo Nebulizer Class IIA 35457
Aerogen Solo Nebulizer Class IIA 35457
AG-AS5000-PH Kit INTL
AG-AS7000-EU Aerogen Ultra Class IIA 35457
Aerogen Ultra Starter Kit Class 1A 35457
AG-AS7500-AP (AP)
Aerogen Ultra (10 pack) Class I1A 35457
AG-AS7000-AP (AP)
AG-AS7500-EU Aerogen Ultra Starter Kit Class 1A 35457
AG-PX1000-UK Pro-X Controller Kit (UK) Class lIA 35457
AG-PX1000-NE Pro-X Controller Kit (NE) Class lIA 35457
AG-PX1000-SE Pro-X Controller Kit (SE) Class llIA 35457
AG-PX1000-SC Pro-X Controller Kit (SC) Class 1A 35457
AG-PX1000-AP Pro-X Controller Kit (AP) Class lIA 35457
AG-PX1000-IN Pro-X Controller Kit (IN) Class l1A 35457
AG-PX1000-RB Pro-X Controller Kit (RB) Class I1A 35457
AG-PX1000-CE Pro-X Controller Kit (CE) Class lIA 35457
AG-PX1000-AU Pro-X Controller Kit (AU) Class lIA 35457
AG-PX1000-EE Pro-X Controller Kit (EU) Class 1A 35457
AG-PX1050-IN Pro-X Controller (IN) Class IIA 35457
1076302 NIVO Nebuliser (5 Pack) Class 1A 35457
1079421 NIVO Pro-X Controller Kit Class lIA 35457
—Eng EU
1079422 NIVO Pro-X Controller Kit Class IIA 35457
— UK/IE
1079424 NIVO Pro-X Controller Kit Class lIA 35457
—Eng INTL
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Aerogen Ltd., Declaration of Conformity Template: EU/ROHS and Australia QF273 Rev B
NIVO Pro-X Controller Kit Class IIA 35457
ABREBaS — Northern EU
NIVO Pro-Z Controller Kit- Class lIA 35457
1079423 AU/NZ
NIVO Pro-X Controller Kit Class l1A 35457
llzaesd —Southern EU
1082695 NIVO Pro-X Controller Kit Class IIA 35457
—Scand EU
1082696 NIVO Pro-X Controller Kit Class lIA 35457
-INTL
AG-UC1000-UK Aerogen USB Controller Class lIA 35457
(UK)
AG-UC1000-NE Aerogen USB Controller Class lIA 35457
(NE)
AG-UC1000-SE Aerogen USB Controller Class IIA 35457
(SE)
AG-UC1000-5C Aerogen USB Controller Class lIA 35457
(SC)
AG-UC1000-RB Aerogen USB Controller Class lIA 35457
(RB)
AG-UC1000-CE Aerogen USB Controller Class IIA 35457
(CE)
AG-UC1000-EE Aerogen USB Controller Class IIA 35457
(EE)
AG-UC1000-AU Aerogen USB Controller Class 1A 35457
(AU)
AG-UC1000-IN Aerogen USB Controller Class IIA 35457
(IN)
AG-UC1000-AP Aerogen USB Controller Class 1A 35457
(AP)
AG-AP1040-UK Aerogen AC/DC Adapter Class 1A 35457
(UK)
AG-UC1040-AU Aerogen USB Controller Class lIA 35457
AC/DC (AU)
AG-UC1040-AP Aerogen USB Controller Class IIA 35457
AC/DC (AP)
AG-AP1040-EU Aerogen AC/DC Adapter Class lIA 35457
(EU)
AG-UC1040-UK Aerogen USB Controller Class IIA 35457
AC/DC (UK)
AG-UC1040-EU Aerogen USB Controller Class lIA 35457
AC/DC (EU)
AG-UC1500-UK Aerogen Solo USB Class lIA 35457
Controller Starter Kit (UK)
AG-UC1500-AP Aerogen Solo USB Class lIA 35457
Controller Starter Kit (AP)
AG-UC1500-AU Aerogen Solo USB Class 11A 35457
Controller Starter Kit (AU)
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Aerogen Ltd., Declaration of Conformity Template: EU/ROHS and Australia QF273 Rev B
AG-UC1500-NE Aerogen Solo USB Class lIA 35457
Controller Starter Kit (NE)
AG-UC1500-SE Aerogen Solo USB Class lIA 35457
Controller Starter Kit (SE)
AG-UC1500-5C Aerogen Solo USB Class 1A 35457
Controller Starter Kit (SC)
AG-UC1500-RB Aerogen Solo USB Class IIA 35457
Controller Starter Kit (RB)
AG-UC1500-CE Aerogen Solo USB Class IIA 35457
Controller Starter Kit (CE)
AG-UC1500-EE Aerogen Solo USB Class 1A 35457
Controller Starter Kit (EE)
AG-UC1500-IN Aerogen Solo USB Class lIA 35457
Controller Starter Kit (IN)
AG-UC2000 Replacement Aerogen Class lIA 35457
USB Controller
Aerogen Solo USB Class lIA 35457
AG-UC2500-NE Controller Starter Kit (NE)
Aerogen Solo USB Class lIA 35457
AG-UC2500-5C Controller Starter Kit (SC)
Aerogen Solo USB Class lIA 35457
AG-UC2500-SE Controller Starter Kit (SE)
Aerogen Solo USB Class lIA 35457
AG-UC2500-UK Controller Starter Kit (UK)
Aerogen Solo USB Class lIA 35457
AG-UC2500-RB Controller Starter Kit (RB)
Aerogen Solo USB Class 1A 35457
AG-UC2500-CE Controller Starter Kit (CE)
Aerogen Solo USB Class lIA 35457
AG-UC2500-EE Controller Starter Kit (EE)
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