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CAIRE . .
2200 Airport Industrial Dr, Suite 500
Bail Ground, GA 30107, USA
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| CAIRE Medical Technology (Chengdu) Co.,
CAIRE Ine. Ltd.
| 2205 Airport Industrial Drive No. 48 Qingma Road, South Section
Balt Ground, GA 30107 USA Chengdu Modeanm Industeial Park
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| Pidudisl, Chengd 611730, Schuan Ghina |
CAIRE Medical lialy Sl Via 10 | SAIRE Medical Ltd. |
Repair Facilities Canada e b i
L | — oA | United Kingdom ‘g
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T P T o S5 CAIRE Medical Germany GmbhH
?‘a{gfg’ t:itmg‘ ib‘;tmﬁff' ggﬂg r | Arnold-Hoveler-Strasse 2,
e TCRURRGAR, - 40764 Langenfeld. Germarny | :
GMED SAS (0459)
. da | 1, rue Gaston Boigsier
Nﬁﬁﬁﬂﬂ Bﬂd}' 75015 PARIS
France |
| | | Medical Product Service GmbH (MPS) | fEEE
Authorized Representative Borngasse 20 ;
PR R | 30619 Braunfels, Germany e
: iling Qxygen Concentrators (Eclipse Oxygen System, NewlLife Intensity 10, Newlife
Product Families Elite, VisicnAire, Saros 4000, Companion 5, and FreeSiyle Comfori)
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MDD Device Classification Class (la (MDD Appendix IX, Rule 11) i
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| Global Medical Davice Nomenclature | 1 2873~ Stationary Oxygen Concentrators
| 31321-Portable Oxygen Concentrator
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- Start of CE Marking

t Exlipse Oxygen System: 1 4 Mﬁfﬂ;‘t 2007
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Newlife Intensity 10: 08 October 2008
Newlife Eite; 22 April 2019
VisionAire: 02 June 2008
FreeSiyle Comfort: 01 March 2018
Saros 4000: 05 March 2020

This declaration appl
superseded by another dec

&

es to all CE marked
| aration or withdrawn. |, the undersi
above meets the essential requirements and conforms to the fol

Council Directive 93/42/EEC, Medical De
Amendment 2007/47/EC (Cerlificate 3127

Companion 5:05March2020
devices manufactured from date of issuance until it is either

gned, hereby declare the equipment specified

lowing, as certified by GMED SAS, NB 0459,

vices Directive (Annex I, excl
)

uding section 4) and

» ENISO 13485:2018, Quality Management Systems (Certificate 31276)

These devices also conform to the following

Directive(s):
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| ATTESTATION / CERTIFICATE N° 31275 rev. 14
Delivrée a Paris le 10 fevrier 2021
Issued in Paris on February 10th, 2021
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GROUPE LNE

ATTESTATION CE / EC CERTIFICA TE

Approbation du Systéeme Complet d'assurance Qualité/ Approval of full Quality Assurance System
ANNEXE H excluant le point 4 Directive 93/42/CEE refative aux dispositifs médicaux
ANNEX (] excluding section 4 Directive 95/42/EE0 concerning medical devices

Pour les dispositifs de classe il, un certificat CE de conception est requis
For class Hll devices, a EC design certificate is required

Fabricant / Manufacturer

Voir document complémentaire GMED / See GMED additional document
n® 37985

GMED atteste qu'a I'examen des résultats figurant dans le rapport reférencé T001040, le Sysieme d'assurance qualité - pour la

conception, la production et e controle final - des dispositifs médicaux énumérés ci-dessys est conforme aux exigences de
Fannexe Il excluant ie point 4 de la Directive 93/142/CEE,

GMED certifies that, on the basis of the results contained in the file referenced 7001040, the quality system - for design, manufacturing, and

final inspection - of medical devices listed here above complies with the requirements of the Directive 93/42/EEC, annex I exciuding section

Debut de validité / Effective date - February 10th, 2021 {included)
Valable jusqu'au / Expiry date :  May 26th, 2024 (included)
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GMED - 31275 rev. 14

Modifie le certificat 31275-13 Technical Director

GMED - Socigta par Actions Simplifice au capital de 300 000 € Organisme Notifié/Notified Body n° 0459
Siege social - 1, rue Gaston Boissier - 75015 Paris « Tél. : 01 40 433700 e gmed.fr
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' Document complémentaire GMED n° 37985 rev. 0
GMED additional document n® 37985 rev. 0
Dossier(s) / File(s) N° T001040

page 1/2

GROUPE LNE Délivré a Paris le 09/02/2021

Issued in Paris on 02/09/2021

Fabricant / Manufacturer:

CAIRE Inc.
2200 Airport Industrial Drive, Suite 500
Ball Ground, GA 30107 USA

ldentification des dispositifs / Identification of gevices
~ Description du Dispositif Médical Classe du Dispositif Médical
Medical Device Description Medical Device Class .
_________ \VisionAire o -
| _Newlife Family
N “ Eclipse
| ___ Spirit___
—  HeliossRange
" __Sprint/Stroller lia
L —___Liberator
——_Freestyle Comfort
Flowmeter, SureFlow
—___Saros 4000
,,,,,, Companion 5
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Les produits couverts par ce certificat sont référencés sur la
liste des produits par le GMED en date du 25 Mai 2020.

The products covered by this certificate are listed on the product list

* . .fj:‘ / DocuSigned by:
GMED Dratrice (s
iy . EFJIBOABBARDIAS .
GMED - N® 37985 rev. 0

On behalf of the President
Béatrice LYS
Technical Director

GMED » Sociéie par Actions ~mplfiée au capital de 200 006 £ Urganisime Notifid/Nonfia

Siege social« 1, rue Gaston Boissier - 75015 Parig » Tat

d Body n® (459
- UV 404337 00 « gmyed fr

720 GMED 09014 rev 1 dy 15052020
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| | P Document complémentaire GMED n° 37985 rev. 0 page 2/2
1B i — | GMED additional document n° 37985 rey. 0 |
| g Dossier(s) / File(s) N T001040

Délivré a Paris le 09/02/2021
| Issued in Paris on 02/09/2021
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GROUPE LNE

Sites couverts et Activités / Locations and Activities
Sites / Locations | Activités /7Efivities | o
CAIRE Inc. Y- P

Headquarters & design

2200 Airport Industria Drive, Suite 500
Ball Ground, GA 30107 USA

CAIRE Inc, o

2205 Airport Industrial Drive
Ball Ground, GA 30107 USA

CAIRE Medical Technology (Chengdu)
co., Ltd, |

No. 48 Qingma Rd, South Section,

Chengdu Modem Industrial Park
Pidu district, Chengdu, Sichuan 611730 China

Siége social & conception ' '

Fabrication & contréle final
Man Ufacturing & final co ntrof

Fébrication & contrdle final l

Manufacturing & final control |

CAIRE Medica] Germany GmbH Fabrication & controle final
Arnold-Hoveler Strasse 2 - | Manufacturing & final controf
40764 Langenfs|d Gerrnany

GMED] 0459

GMED --N° 37085 rev. 0

Béatrice LYS
Technical Director

GMED » Société par Adtions Simplifiée

f Au capital de 300 000 € » Organisme Notitié/No
Sigge social : 1, rye Gaston Boissiar -

Ulad Body n® (0459
73015 Paris » Tal, ; 01 40433700 o gmed.fr

720 GMED 09014 rav 1 du 15/08/2020
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