/‘

T
Fe ?”* -. OPIS
s J

ok APOSTILLE

%
©
52

cE

/?’/%0 ba ¢S

jo
w‘-

°§‘3’ (Convention de la Haye du 5 octobre 1961)

&

1. Country: United States of America
This public document

2. has been signed by JAMES NEIL REDMOND

3. acting in the capacity of  atorney at Law, Notary Public, State of Ohio
@ 4. bears the seal/stamp of  Notary Public, State of Ohio

CERTIFIED
5. at Columbus, Ohio
6.
November 17, 2015
7. by the Secretary of State of Ohio.
8.No. A 128335
( ‘9, Seal/Stamp: 10. Signature:

s

Jon Husted
Secretary of State of Ohio

postille certifies only the authenticity of the signature of the official who signed the document, the capagity in which that official acted, and where appropriate, the identity of the sea or stamp which the document bears.
postille does nat imply that the contents of the document{s) are correct, nor that they have the approval of this office.  This Apastille is nt valid for use anywhere within the United States of America, its territaries or

Elslekronicky

podepsal(a) Lenka

Krejcitikova

Datum:

2016.11.30 -

09:54:56 CET
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Philips Healthcare

The undersigned hereby affirms that the Declaration of Conformity:

s EC DECLARATION OF CONFORMITY (Issued: December 23, 2014) for
iCT and iCT SP

is an accurate representation (copy) of the original issued from the Philips Medical
Systems (Cleveland), Inc. A photocopy of the Declarations of Conformity may be used
as long as this original statement is attached.

(lvishre fhdeso
Christine Anderson, B.S., RAC
Regulatory Affairs Specialist,

Philips Medical Systems (Cleveland), Inc.

STATE OF OHIO )
) SS:
COUNTY OF CUYHOGA )

On this 111 day of Novemter 2015, before me, the undersigned authority, a notary public in
and for the said county and state, personally appeared, Christine Anderson, to me known,
who being by me duly sworn, did depose and state that she is a Regulatory Affairs
Specialist for Philips Medical Systems (Cleveland), Inc. and that she signed her name to
the above instrument by proper authority of said corporation.

WITNESS my hand and seal the day and year aforesaid.

ez Ve R f

Notafy Public

JAMES NEIL REDMOND, Atly.

Notary Public, State of Chio

My comm. has no expir. date
Ssction 147.03 R.C.

Philips Medical Systems (Cleveland), inc.
A Philips Healthcare Company

595 Miner Road

Cleveland, OH 44143

Tel: (440) 483 3000
www.medical.philips.com
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i é D197 DECLARATION OF CONFORMITY p H E LE Pg

Philips Medical Systems (Cleveland), Inc.
595 Miner Rd.
Cleveland, OH 44143 USA

This declaration of copformity is issued under the sole responsibility of the manufacturer:

Model/Configuration: Brilliance iCT, Brilliance ICT | Technical File(s) DHF183943
SP CT Systems
Model Number: 728308, 728311 MDD Cilassification: b
Catalog Number: 728306, 728311 Annex - Bule Number: Annex X, Rule 10
Notified Body # 0197 GMDN Code: 37618
ISO Cettificate: | SX 60097786 0001 ISO Cerificate expiry: 2017-10-16
EC Certificate: HD 60087787 0001 EC Certificate expiry: 2019-10-16

The object of the declaration described above is in conformity with:
e Council Directive 93/42/EEC concerning medical devices (MDD)
o Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the

restriction of the use of certain hazardous substances in electrical and electronic equipment.
(RoHS)

The Manufacturer is certified by the Notified Body listed below to EN ISO 13485 and Annex Ii-Section 3.2
(with the exception of point 4 per Article 11), of the Medical Device Directive 93/42/EEC.

This statement of conformity is valid in connection with the release document for the respective batch of
produced devices. The aforementioned products have been evaluated and tested in a typical configuration
as described in the Manufacturer's accompanying documentation, and are found to comply with the
following standards as required by MDD and RoHS, as amended, to demonstrate conformance to MDD
Annex | Essential Requirements and RoHS Article 4,

STANDARDS APPLIED:
EN SO 13485:2012 | EN 60601-1-6:2010
EN 1041:2008 EN 60601-2-28:2010
EN 1SO 14971:2012 EN 60601-2-44:2009
EN 60601-1:2006/AC:2010 EN 50581:2012
EN 80601-1-2:2007/AC:2010 EN 62304:2006/AC:2008
EN 60601-1-3:2008/AC:2010

Y“ID&/L»( IUW*;Q D? ‘ﬂCo?()/ (‘/

Melinda Novatny, Directo‘r\hegulatory Affairs Date Cleveland, Ohio, USA
European Representative: Notified Body per Article 16 of MDD only

Philips Medical Systems Nederland B.V. TUV Rheinland LGA Products GmbH

Veenpluis 4-6 E N Tillystrafie 2

5684PC Best 90431 Nirnberg

The Netherlands Germany

CNT-034002-01, Rev 04




Ovéfeni — vidimace

Overuji, ze tento castecny opis sloZeny ze 3 listll doslovné souhlasi s gasti listiny, z niz byl pofizen,
slozené z 15 listh

V Praze dne 25. listopadu 2015

notdtskg kofcipient

pgveérény.
JUDr. Rofnareps Blahou




APOSTILLE
(Convention de La Haye du 5 Octobre 1961)

1. Zemé: Spojené staty americké

Tato vefejn4 listina

2. Byla podepséna kym JAMES NEIL REDMOND
3.Jednajicim ve funkci advokat, vefejny notaf, stit Ohio
: 4. Nese pedet / razitko vefejného notate, stat Ohio
ovéfena
5.V Columbusu, Ohio 6.17. listopadu 2015

C ) 7. Statnim tajemnikem statu Ohio

8. Cislo A 128335
9. Pecet/Razitko: 10. Podpis: (neéitelny))
(otisk pedeti) Jon Husted

stdtni tajemnice statu Ohio

Tato apostila pouze ovéfuje pravost podpisu Ufednika, ktery tento dokument podepsal, funkei, ve které
Gfednik jednal, pfipadns pravost peceti nebo razitka na dokumentu. Toto osvédéeni neznamena4, Ze obsah
dokumentu je spravny, ani Ze ho tento tfednik schvaluje. Tato apostila plati pouze pro pou¥iti ve
Spojenych statech, jejich teritoriich a dr¥avach.



Philips Healthcare PHILIPS

NiZe podepsan4 timto potvrzuje, Ze prohladeni o shode

* ESPROHLASENI O SHODE (vydané 23. prosince 2014) pro iCT a iCT SP

je pfesnou kopii originalu vystaveného Philips Medical Systems (Cleveland), Inc. F otokopie osvédéeni o
shodé Ize pouzit, je-li pfipojeno toto originlni prohlageni.

[podpis]

Christine Anderson, B.S., RAC
specialistka na regulatorn z4lezitost;
Philips Medical Systems (Cleveland), Inc.

Stat Ohio
Okres Cyuhoga ss.

NA DUKAZ CEHOZ jsem Pripojila sviij podpis a pedet dne a roky uvedenych vyse.

[podpis]
Vefejny notaf

James Neil Redmond, Atty.
vefejny notat, stat Ohio

Moje jmenovéni plati na dozivoti,
8147.03 R.C.

Philips Medical Systems (Cleveland) Inc.
A Philips Healthcare Company

595 Miner Road

Cleveland, OH 44143

Tel: (440) 483 3000
www.medical.philips.com
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Philips Medical Systems (Cleveland), Inc.

595 Miner Rd.

Cleveland, OH 44143

Toto prohlaseni o shodé se vydavé na vihradni zodpovédnost viTobee:

Model/konfigurace: Brilliance ICT, Technické soubory DHF 183943
Brilliance ICT SP CT
Systems
Cislo modelu: 728306, 728311 Klasifikace MDD: IIb
Cislo katalogu: 728306, 728311 piiloha — pravidlo ¢&islo: | pfiloha IX, pravidlo 10
Notifikovana osoba &.: 0197 K6d GMDN: 37618
Certifikat I1SO: SX 60097786 0001 Datum zéniku platnosti | 16/10/2017
certifikatu ISO:
Certifikat EC: HD 60097787 0001 Datum zdniku platnosti | 16/10/2019
certifikatu:

Pfedmeétem vySe popsaného prohlasent je shoda s dokumenty:
- smérnice Rady 93/42/EHS o zdravotnickych prostiedcich

- smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. Servna 2011 0 omezeni
pouzivani nékterych nebezpedngjch latek v elektrickijch a elektronickych zarizenich (RoHS).

Vyrobcee ziskal od niZe uvedené notifikované osoby certifikaci dle normy EN ISO 13485 a ptilohy 11, oddilu
3.2 (s vjjimkou bodu 4 v &lanku 11) smérnice Rady 93/42/EHS o zdravotnickych prostiedcich.

Toto prohlaSeni o shodé je platné pouze s dokumentem pro pfislugné hromadné zpracovani vyrobenych
zafizeni. VySe jmenované produkty byly otestovany a ohodnoceny v typické konfiguraci, jak je popsano
v pfiloZené dokumentaci vjrobee. Bylo shled4no, Ze produkty vyhovuji nasledujicim norméam, které jsou
vyZadovany smérnicemi MDD a RoHS v platném zné&ni, a vykazuji shodu s ptilohou I smérnice MDD

(Z&kladni poZadavky) a élankem 4 smérnice RoHS.

Pouzité normy

ENISO 13485:2012 EN 60601-1-6:2010
EN 1041:2008 EN 60601-2-28:2010
ENISO 14971:2012 EN 60601-2-44:2009

EN 60601-1:2006/AC:2010 EN 50581:2012

EN 60601-1-2:2007/AC:2010 | EN
62304:2006/AC:2008

EN 60601-1-3:2008/AC:2010

[podpis neditelny] 23/12/2014

Melinda Novatny, feditelka odd. regulatornich Datum Cleveland, Ohio, USA
zaleZitosti

Evropsky zéstupce: Notifikovana osoba pouze podle &. 16 MDD

Philips Medical Systems Nederland B.V. TUV Rheinland LGA Products GmbH

Veenpluis 4-6 Tillystrasse 2

5684PC Best 90431 Norimberk

Nizozemi Némecko
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Tlumoénicka doloZzka

Jako tlumoénik z jazyk(ir)...anglického a ruského... Jjmenovany rozhodnutim krajského

soudu v Praze ze dne 7. 11. 2001 &. j. Spr. 4108/2001 stvrzuji, %e preklad souhlasi doslovné s textem
pfipojené listiny.
/
AW

Tlumoénicky tikon je zapsan pod pofadovym éislem .75 4 [ X771 tlumocnického deniku.

Praha, 30/11/2015

Praha 6 {-Bi8v
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