
EC Certificate
utis

mdc medical device certification GmbH
Notified Body 0483

herewith certifies that

Gerium Medical Ltd.
6, Ha-Kishon Street

Yavne, 8122017
Israel

for the scope

BiliCare
(non-invasive transcutaneous bilirubinometer)

has introduced and applies a

Quality System
for the aspects of manufacture concerned with the conformity

of the products with metrological requirements.

The mdc audit has proven that this quality system
meets all requirements according to

Annex ll - excluding Section 4
of the Council Directive 93l42lEEC

of 14 June 1993 concerning medical devices.

The surveillance will be held as specified in Annex ll, Section 5.

Valid from
Valid until

Registration no.
Report no.

Stuttgart

2018-04-04
2023-04-03
D1355800008
P18-00164-1 1 3696
2018-04-03

medical de!ice cerli{icalion
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mdc medical device certification GmbH
KriegerstraBe 6

D-70'1 9'1 Stuttgart, Germany
Phone: +49-(0 )71 1-253597-O
Fax: +49-(0)71 1 -253597-1 0

lnternet: http://www.mdc-ce.de For electronic publication only

Head of Certification Body
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EC Gertificate
EC Typs-Examination Certificate
Directive 93/42IEEC on Medical Devices (MDD), Annex lll
(Devices in class llb or lll)

No. G5 011882 0078 Rev. 00

Manufacturer: PHYSIO-CONTROL, lnc.

Prcdfl S6Bic6

o

Product: Defibrillators
Gardiac Defi brillator Accessory

The Certilication Body ofToV SoD Product SeNico GmbH doclares that a type examination has
been canied out on the resp€ctivo devic€ type in accordance with MDD Annex lll (4). This
representative semple for the envisaged production conforms to the requirements of this Oirective.
For marketing of class lll devices an additional Annex lV or V cerlificate is mandatory. For marketlng
of class llb davlces an additional Annex lV, V or Vl certificate is mandatory. See also notes ovorleaf.

Roport no 72157767

118'11 Willows Road N.E.
Redmond WA 98052
USA

2020-03-17
2024-01-27

Valid trom:
valld untll:

Date, 2020-o3-17

C.@r..-
Christoph Dicks
Hoad of Certificatior/NotiIsd Body

TUV S0D Product Servico GmbH . Cartification Body . Ridlerstral]e 65' 80339 Munich . Germany TUy''
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ToV SoD Product Serv'Ee GmbH is Notified Body with identiflcaton no.0123



.*****.

ir*ei** r.**

ra.nannt d(rcvD5,an.r.., 6v

Z..t' ld.ll. d.r r,.&
tu cdndr-r.*r\uo
E, b ,6hl^ u.d

tudrrhpro4fi.n

t:
zLG-BS-24{. r0.08

Prodlct Se ice

EG Gertificate
EC Type-Examination Cerfllcate

Model(s): Cardiac Defi brillator Accessory
Defibrillator lnternal Handles and
Paddles for LIFEPAK 12, LIFEPAK 15,
LIFEPAK 20, and LIFEPAK 20e

Parameters: Paddle diamstors 2.5 cm, 3.8 cm,
5.1 cm, 6.4 cm, 8.9 cm

Page 2 ot 2

TUV SUD Product SBrvlce GmbH ls Notiried Body wtth identification no. 0123

ToV SIJO Product S6rvice GmbH . Certification Body . Ridle6traGe 65 . 8039 Munich . comany Tuv@
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Directivo 93/42lEEC on Medical Dsvices (MDD), Ann6x ttt
(Devices in class llb or lll)

No. G5 011882 0078 Rev.00



0Mtkv
Pafient Warming Business
3M lnfection Prevention Division

. 3M Health Care

Arizant Healthcare lnc., a 3i,4 company
10393 W 70th Skeet
Eden Prairie. MN 55344
800 733 7775

f,i,l (€*,0

EC DECLARATION OF CONFORMITY

Arizant Healthcare Inc., a 3M company (Manufacturer)
10393 West 70th Street
Eden Prairie, Minnesota, 55344 USA

declare under sole responsibility that the Bair Huggero Model 750 warming Unit to which this
declaration relates meets the essential health and safery requirements and is in conformance with the
relevant EC directives listed below using the relevant section ofthe following EC standards and other
normative documents. For the CE Mark to remain valid, this product must be used exclusively with
Arizant Healthcare IDc. Bair Hugger Warming/Cooling Blankets or Bair Paws Warming/Cooling Gowns

EU Medical Device Directive - Council Directive 93/42lEEC ofJune 14, 1993 8s amended by
Directive 2007/47lEC Concerning Medical Devices

(lncluding standards required to prove compliance to the Essential Requirements)

The device named in this Declaration is classified as IIb as it is an integral part of a Class llb system.
The classification is based on the requirements ofRule 9 ofAnnex IX ofthe Medical Device Directivc
(MDD).

The Bair Hugger Model 750 Warming Unit, including all revisions, complies with all of the applicable
requirements ofthe Essential Rgquirelnents ofthe MDD, when used as directed.

The manufacturer's Quality Management System meets the requirements oflSO 13485:2003 as indicated
on NEMKO certificate number 908077.
The manufacturer's EC Certilicate number is EUlll2417.
The EC registration has been granted by NEMKO, Oslo, Norway.
The CE Mark is applied under the guidelines ofAnnex II ofthe MDD.
The CE marking has been affixed on the devica according to Article 17 ofthe MDD.

Arizant Healthcare lnc., a 3M company's EU Authorized Representation (as delued in Article l4 ofthe
Medical Device Directive: 93/42/EEC): 3M Deutschland GmbH, Health Care Business

Carl-Schurz-Str. l, 41453 Neuss, Germany

\*-O,i,l&*
Director of Regulatory Affairs

10393 west 7O'h Street, Eden Prairie, MN 55344 USA
(952) 947-1200 (800) 8004346 Fax (952) 947-1400
wwvr'-arizant.com

Rev L, 0l/2012

Date ofinitial CE Marking on this product: l/03



U Product Service

EC Certificate
Full Quality Assurance System
Directive 93/42lEEC on Medical Devices (MOD), Annex ll excluding (4)
(Devices in Class lla, llb or lll)

No. Gl 17 0170231 011

Manufacturer: Spacelabs Healthcare Ltd.
Unit B, Foxholes Centre
John Tate Road

Hertford
Hertfordshire SG 13 7DT

UNITED KINGDOM

Product
Category(ies):

Valid from:
Valid until:

2017 -02-12

202342-11

ECG Recorders, ECG Analysers,
Ambulatory NIBP recorders,
Cardiac !nformation Management
Systems, ECG Receiving System,
ECG Stress Test Systems,
Anaesthetic Machines, Anaesthetic
Vaporisers and Circle Absorbers

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and flnal
inspection of the respective devices / device categories in accordance with MDD Annex ll,
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For ma*eting of class lll devices an additional Annex ll (4) certificate
is mandatory. See also notes overleaf.

Report No.: 75937670

I h1
Date, 2017-02-03

Stefan PreiR

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 ol 2
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TUV Sij0 Product Service GmbH . Zertifizierstelle . RidlerstraBe 65 S0339 ijli:nchen Germany TIJV@
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EC Certificate
Full Quality Assurance System

ProductService

Dir€ctivo 93l42lEEC on Medical Devices (MDD), Annsx ll excluding (4)
(Devices in Class lla, llb 6r lll)

No. O1 17 0170231011

Facility(ies): Spacelabs Healthcare Ltd.
Unit B, Foxholes Centre, John Tate Road, Hertford, Hertfordshire
SG 13 7DT, UNITED KINGDOM

Spac6labs Healthcare Ltd.
43 Moray Place, Edinburgh, Lothlan EH3 6BT, UNITED
KINGDOM

Spacelabs Healthcare, lnc.
2802 Coho Street, Suite 202, Madison Wl 53713, USA

Page 2 ol 2

Tl.iV SUo ProductService GmbH . Zertifizierstelle . Bidlerstra8e65 . 80339 Mijnchen Germany TUl/@
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