A cLAMOX O

Declaration of Conformity

(Directive 93/42/EEC as amended by directive 2007/47/EE
and RoHS directive 2011/65/EU, EcoDesign directive 2012/1194/EU)

Manufacturer: Glamox AS
Adress: Bruksvegen 7
2260 Kirkener
Norway
Product: Ceiling, trolley, wall and Table standing LED

luminaire for medical
Product name: LHH G2/LHH G2 CCT

We declare under sole responsibility that above listed products confirms with the standards
listed.

Reference Date of issue Name

EN-60601-1 2012 General requirements (lighting)
EN-60601-1-6 2010 Collateral standard: Usability
EN 60601-2-41 2009 Particular requirements for the safety of

surgical luminaires and luminaires for
diagnosis

Application of usability engineering to
medical devices

EN 60601-1-2 2014 Electromagnetic compability —
Requirments and tests.

EN 62366 2008

Place and date: Kirkenzr, 20 April 2016

Name and signature of
authorized persons:

N =
Lars Andersson Wehlin Geir Sylte
Factory Manager Laboratory Manager

Doc.No: PME-305-0044.Rev0
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Page 1 of 2

Product

Applicant
Manufacturer
Factory

Ratings

Trade mark

Model / Type Ref.
Principal characteristics

A sample of the product was tested
and found to be in conformity with

Validity

Additional information

Additional model(s)

Date of issue 22-04-2016

\}\G\S\&V&Y\ \Jendootn

Nastaran Vadoodi
Certification Department

Nemko AS

Luminaire for medical use

Glamox AS

Birger Hatlebakks veg 15
6415 MOLDE

Norway

Glamox AS

Birger Hatlebakks veg 15
6415 MOLDE i
Norway

Glamox AS, BU Luxo Production Kirkenzer
Bruksveien 7

2260 Kirkeneer

Norway

100-240VAC, 50-60Hz, 60VA, Class |

LUXO

LHH G2

LED luminaire, for mediéal use. No applied part

MED EN 60601-1:2006;A1
EN 60601-1-6:2010;A1
EN 62366:2008;A1
EN 60601-2-41:2009;A11
LITE . EN 62471:2008
EMC EN 60601-1-2:2007

This certificate documents conformity with the standards shown, and also applies as license for
use of Nemkos name and certification mark. The certificate and license is valid as long as the
applicable conditions are complied with, and provided that any changes to the product are notified

to Nemko for acceptance prior to implementation.

New standards or amendments to the standards may imply that the product design must be

updated and/or that re-testing and re-certification is necessary.

(1) See page 2
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Gaustadalléen 30, P.O. Box 73 Blindern, 0314 Oslo, Norway
TEL +47 22 96 03 30 FAX +47 22 96 05 50 EMAIL info@nemko. com

ENTERPRISE NUMBER NO974404532

nemko.com
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Nomko CERTIFICATE

No. P16221019
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Order No. 277783 , Page 2 of 2
Additional model(s) .« . A
Product Luminaire for medical use
Pos. No 1
Model / Type Ref. LHH G2 CCT
Trade mark (if different from page 1) ) :
Rating 100-240VAC, §0-60Hz, S0VA, Class |
Principal characteristics LED luminairg, for medical use. No applied part
-9 ,

~IRIRE £,

Date of issue 22-04-2016

\}B&\‘&ﬂ*\ Nendeo A.L

Nastaran VVadoodi
Certification Department

Nemko AS
Gaustadalléen 30, P.O. Box 73 Blindemn, 0314 Oslo, Norway h
TEL +47 22 96 03 30 FAX +47 22 96 05 50 EMAIL info@nemko.com

ENTERPRISE NUMBER NO974404532 nemko.com



Ref. Certif. No.
NO91926

CB TEST CERTIFICATE CERTIFICAT D'ESSAI OC

Product - Luminaire for medical use
Produit s
Name and address of the applicant - Glamox AS
Nom et adresse du demandeur Birger Hatlebakks veg 15

- 6415 MOLDE

Norway

Name and address of the manufacturer Glamox AS
Nom ct adresse du fabricant ! Birger Hatlebakks veg 15

6415 MOLDE

 Norway
Name and address of the factory " Glamox AS, BU Luxo Production Kirkenaer
Nom ¢t adresse de 'usine Bruksveien 7

| 2260 Kirkenzer

- Norway
Note. When more than one factory. please report on page 2 ¥ D Additional information on page 2
Note. Lorsque il y plus d'une usme, vewllez uuliser la deusidme page 2 K
Ratings and principal characteristics 100-240VAC, 50-60Hz, 60VA, Class |

’aleurs 3 c ol e én oS DEANC] . i o x A . .

Valeurs nominales ¢t caracténstiques principales ’ LED lum;nalre, for medical use. No apphed part
Trademark (if any) LUXO
Marque de fabrique (si clle existe) ;
Type of Manufacturer’s Tesung Laboratories used
Type de programme du laboratoire d*essais constructeur -
Model / Type Ref. "LHH G2
Ref. De type 2 3
Additional information (if necessary may also be .D Additionalinformation cr:pa(;;' F3

reported on page 2)
Les informations complémentaires (s1 nécessaire.,
peuvent étre indiqués sur la deuxiéme page

A samiple of the product was tested and found ?‘[EC 60601,1(ed_3};am1

to be in conformity with riEC 60601-1-6(ed.3);am1

Un échantillon de ce produit a ét¢ essayé et a é1é 5 g

comdertcontorme st |IEC 62366(ed.1)yam1
 IEC 60601-2-41(ed.2)

As shown in the Test Report Ref. No. which forms part - £ 277783
of this Ceruficate ; i
Comme indiqué dans le Rapport dessais numéro de
réference qui constitue partie de ce Certificat

{3kl L‘ﬁ,uv.ﬁi‘nﬁ“ Sl SR S e AN e B AN Sl P

& R R R B SR |
This CB Test Certificate is issued by the National Certification Body
Ce Certificat dessai OC est établi par 'Organisme National de Certification

(N\émko jf
i %, X

Gaustadalléen 30 ”
NO-0373 Oslo, Norway ‘

\}\F&S\QV‘JX\ Jendootn

Date: 22-04-2016 Signature: Nastaran Vadoodi
: s (2 oo S Certification Department




