-

,
5 RO

Prekladatel Mgr. Barbora BoldiZzarova Hajkova, Letna 14, 040 01 KoSice, Slovenska republika
Zadavatel: NRV Translation s.r.o., Homolova 15, 841 02 Bratislava, Slovenska republika

Cislo spisu/objednavky: 2021 392

Preklad ¢islo 1302/2021 z jazyka anglického do jazyka slovenského

Predmet prekladu: Certifikat

Pocet stran prekladane;j listiny: 5

Pocet stran preloZenej listiny: 5

Pocet vyhotoveni: 1

Miesto a datum: KoSice, 24. august 2021

Translator: Mgr. Barbora BoldiZzarova Hajkova, Letna 14, 040 01 Kosice, Slovak Republic
Client: NRV Translation s.r.o., Homolova 15, 841 02 Bratislava, Slovak Republic
File/Order number: 2021 392

Translation number 1302/2021 from English language into Slovak language

Subject matter of the translation: Certificate

Number of pages of the original document: 5

Number of pages of the translation: 5

Number of copies: 1

Place and date: KoS$ice, 24 August 2021



d ol
7 Ty e T

=C Certificate TOVRheinland

‘ull Quality Assurance System
directive 93/42/EEC on Medical Devices, Annex Il excluding (4)

Registration No.: HD 1563446-1

Manufacturer: Hitachi, Ltd.
2-16-1, Higashi-Ueno,
Taito-ku, Tokyo,
110-0015 Japan

Products: Diagnostic Ultrasound Systems, related Probes and Their Accessories

For the following medical device the scope covers only the aspects of
manufacture concerned with securing and maintaining sterile conditions:
- Sterilized puncture adapter

The Notified Body hereby declares that the requirements of Annex Ii, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established and
applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by this
certificate an EC design-examination certificate according to Annex Il section 4 is required.

Report No.: 150232389-210

= /2 f“f i_(.}-:. \
Effective date: 2021-03-18 S —
Expiry date: 2024-05-26 \i\—— |
Issue date: 2021-03-18 N ; k ,

) Michiaki Aihara
TUV Rheinland LGA Products GmbH
Tillystralte 2 - 90431 Nirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
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EC Certificate TUVRheinland

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex Il excluding (4)

Registration No.: HD 1563446-1

Manufacturer: Hitachi, Ltd.
2-16-1, Higashi-Ueno,
Taito-ku, Tokyo,
110-0015 Japan

No. Location Product groups manufactured

101 Hitachi, Ltd. Diagnostic Ultrasound Systems, related
Healthcare Mitaka Works Probes and Their Accessories
6-22-1 Mure Sterilized puncture adapter

Mitaka-shi, Tokyo,
181-8622 Japan

/02 Hitachi, Ltd. Healthcare Diagnostic Ultrasound Systems, related
Ultrasound R&D Center Probes and Their Accessories
3-1-1, Higashikoigakubo Sterilized puncture adapter

Kokubuniji-shi, Tokyo,
185-0014 Japan

/03 Hitachi, Ltd. Medical System Diagnostic Ultrasound Systems, related
Operation Group, Kashiwa Probes and Their Accessories
2-1, Shintoyofuta, Sterilized puncture adapter

Kashiwa-shi, Chiba,
277-0804 Japan

Report No.: 150232389-210 / & - -
Effective date: 2021-03-18 | f2 % )
Expiry date: 2024-05-26 Lol
Issue date: 2021-03-18 Newmmn - i

i ~ Michiaki Aihara
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 30431 Niirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 2 of 3
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EC Certificate TOVRheinland

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex Il excluding (4)

Registration No.: HD 1563446-1

Manufacturer: Hitachi, Ltd.
2-16-1, Higashi-Ueno,
Taito-ku, Tokyo,

110-0015 Japan
104 Hitachi Healthcare Manufacturing, Diagnostic Ultrasound Systems, related
Ltd. Probes and Their Accessories
Analytical Systems Kashiwa Factory Sterilized puncture adapter

2-1 Shintoyofuta
Kashiwa-shi, Chiba,
277-0804 Japan

105 Hitachi Healthcare Manufacturing, Ltd. Diagnostic Ultrasound Systems, related
Analytical Systems Kashiwa Factory Probes and Their Accessories
3-1, Shintoyofuta, Sterilized puncture adapter
Kashiwa-shi, Chiba,
277-0804 Japan

Report No.: 150232389-210 SN |
Effective date: 2021-03-18 HE-H

Expiry date: 2024-05-26 :\"‘-\1“\\[." VRN

Issue date: 2021-03-18 Nt “\ ’

. Michiaki Aihara
TUV Rheinland LGA Products GmbH
TillystralBe 2 - 90431 Nurnberg - Germany

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical

devices with the identification number 0197.
Page 3 of 3



Business Stream Products TUVRheinland ®
Certification Department r—————

LGAR
Precisely Right.
" " - Contact

TUV Rheinland LGA Products GmbH 51105 Koin o
Hitachi, Ltd. Tel. +49 911 655-5225
2-16-1, Higashi-Ueno, M ;"T?D%;%;@gw@m
Taito-ku, Tokyo, Date June 30, 2021
110-0015 Japan

Application for: QMS

Certificate No. : HD 1563446-1

Requirement : Directive 93/42/EEC on Medical Devices, Annex Il excluding (4)
Confirmation letter ID : 2021-06-30

Report no. : 150243980-303

To whom it may concern

Update of information to Certificate no. HD 1563446-1, issued on 2021-03-18

The change notification received on 2021-04-28 related to the information stipulated on the
above mentioned certificate was assessed and information confirmed.
We confirm that the change notification is not considered a significant change in design or

intended purpose under Regulation (EU) 2017/745 on medical devices (MDR), Article
120(3).

With this document we would like to confirm the following updated information to the afore
mentioned certificate

Revised Manufacturer name
Old Manufacturer name: Hitachi, Ltd.
New Manufacturer name: FUJIFILM Healthcare Corporation

Revised Manufacturer address TUV Rheinland

Old Manufacturer address: A
] ] ! Am Grauen Stein
2-16-1, Higashi-Ueno, Taito-ku, Tokyo 110-0015 Japan ?;1105 Kéin
ermany
New Manufacturer address: Headquarter
2-1, Shintoyofuta, Kashiwa-shi, Chiba, 277-0804 JAPAN Tillystrale 2

90431 Nuremberg

Phone. +49 911 655 5225

Revised location name and address Fax  +49911655 5226
service@de tuv.com
Old location name</02>: Hitachi, Ltd. Healthcare Ultrasound R&D Center Yoorwe Juv.comiaptely
Board of M; t
New location name</02>: FUJIFILM Healthcare Corporation Healthcare Ultrasound :' to .
el el thtr,g.h:‘l‘gﬁier, Spokesman
Address</02>: 3-1-1, Higashikoigakubo, Kokubuniji-shi, Tokyo, 185-0014 Japan Dipl.Kim.

Dr. Jérg Schibsser

Nuremberg HRB 26013
VAT No.: DE 811835490

Chairman of the
Supervisory Board

Dipl -Ing. Ralf Scheller

MLIYARS AR s 1Y



TUVRheinland*
LGAR
Precisely Right.

whe
Revised location name and address

Old location name</03>: Hitachi, Ltd. Medical System Operations Group ,Kashiwa

New location name</03>: FUJIFILM Healthcare Corporation Medical System
Operations Group, Kashiwa

Address</03>: 2-1, Shintoyofuta, Kashiwa-shi, Chiba, 277-0804 Japan

0Old location name</04>: Hitachi Healthcare Manufacturing, Ltd. Analytical Systems
Kashiwa Factory

New location name</04>: FUJIFILM Healthcare Manufacturing Corporation Analytical
Systems Kashiwa Factory

Address</04>: 2-1, Shintoyofuta, Kashiwa-shi, Chiba, 277-0804 Japan

Old location name</05>: Hitachi Healthcare Manufacturing, Ltd. Analytical Systems
Kashiwa Factory

New location name</05>: FUJIFILM Healthcare Manufacturing Corporation Analytical
Systems Kashiwa Factory

Address</05>: 3-1, Shintoyofuta, Kashiwa-shi, Chiba, 277-0804 Japan

Deieted location name and address

Old location </01>: Hitachi, Ltd. Healthcare Mitaka Works
6-22-1 Mure Mitaka-shi, Tokyo 181-8622 Japan

Best regards,

x \

Michiaki Aihara

Certification body

MS 004544 rav.0



- Preklad z anglického jazyka -

/logo TUVRheinland/

ES CERTIFIKAT
Systém uplného zabezpecenia kvality
Smernica ¢. 93/42/EHS o zdravotnickych poméckach, Priloha II okrem bodu 4

Registraéné ¢islo:  HD 1563446-1

Vyrobca: Hitachi, Ltd.
2-16-1, Higashi-Ueno,
Taito-ku, Tokio,
110-0015 Japonsko

Vyrobky: Diagnostické ultrazvukové systémy, tykajuce sa sond a ich prislusenstva

Pre nasledujucu zdravotnicku pomdcku sa rozsah vzt'ahuje len na aspekty
vyroby tykajice sa zabezpecenia a udrziavania sterilnych podmienok
- Sterilizovany punk&ny adaptér

Notifikovany organ tymto vyhlasuje, Ze uvedené vyrobky spifiaji poziadavky prilohy II, okrem
bodu 4, smernice ¢. 93/42/EHS. VysSie uvedeny vyrobca zaviedol a pouziva systém zabezpeCenia
kvality, ktory podlieha pravidelnej kontrole, v stlade s prilohou II, bod 5 uvedenej smemice. Pre
uvedenie pomocok triedy III, na ktoré sa vztahuje tento certifikat, na trh je potrebny ES certifikat
o sktske typu podla Prilohy II bod 4.

Cislo spravy: 150232389-210

Datum uc¢innosti: 18.03.2021

Datum platnosti: 26.05.2024

Datum vydania: 18.03.2021

/okrihla pegiatka spolo&nosti TUV Rheinland/
/necitatel'ny podpis/

Michiaki Aihara

TUV Rheinland LGA Products GmbH
TillystraBBe 2 — 90431 Niimberg — Nemecko

TUV Rheinland LGA Products GmbH je notifikovanym organom podl'a smemice &. 93/42/EHS
o zdravotnickych pomdckach s identifikatnym ¢islom 0197.
Strana 1z 3

10/020 d 04.08 ® TUV, TUEV a TUV si registrované ochranné znamky. PouZivanie si vyZaduje predchadzajici
suhlas,



ES CERTIFIKAT
Systém uplného zabezpedenia kvality
Smernica ¢. 93/42/EHS o zdravotnickych poméckach, Priloha Il okrem bodu 4

Registraéné Cislo:  HD 1563446-1

Vyrobca:

Cislo

01

02

03

Cislo spravy:

Hitachi, Ltd.

2-16-1, Higashi-Ueno,
Taito-ku, Tokio,
110-0015 Japonsko

Prevadzka

Hitachi, Ltd.

Healthcare Mitaka Works
6-22-1 Mure

Mitaka-shi, Tokio,
181-9622 Japonsko

Hitachi, Ltd. Healthcare
Ultrasound R&D Center
3-1-1, Higashikoigakubo
Kokubunji-shi, Tokio,
185-0014 Japonsko

Hitachi, Ltd. Medical System
Operation Group, Kashiwa
2-1, Shintoyofuta,
Kashiwa-shi, Chiba,
277-0804 Japonsko

150232389-210

Datum uéinnosti: 18.03.2021

Datum platnosti: 26.05.2024

Déatum vydania: 18.03.2021

/okrihla peciatka spolo€nosti TUV Rheinland/

/metitatelny podpis/
Mjchjaki Aihara
TUV Rheinland LGA Products GmbH

Tillystrae 2 —

90431 Nuirnberg — Nemecko

Nlogo TUVRheinland/

Vyrabané skupiny vyrobkov

Diagnostické ultrazvukové systémy,
tykajuce sa sond a ich prislu§enstva
Sterilizovany punk&ny adaptér

Diagnostické ultrazvukove systémy,
tykajuce sa sond a ich prislusenstva
Sterilizovany punk&ny adaptér

Diagnostické ultrazvukové systémy,
tykajuce sa sond a ich prisluSenstva
Sterilizovany punk¢ny adaptér

TUV Rheinland LGA Products GmbH je notifikovanym organom podl'a smernice &. 93/42/EHS
o zdravotnickych pomdckach s identifikaénym €islom 0197.

Strana2z 3

10/020 d 04.08 ® TUV, TUEV a TUV su registrované ochranné znamky. PouZivanie si vyZaduje predchadzajuci

sthlas.



Nlogo TUVRheinland/

ES CERTIFIKAT
Systém dplného zabezpe€enia kvality
Smernica ¢. 93/42/EHS o zdravotnickych pomdckach, Priloha II okrem bodu 4

Registracné &islo:  HD 1563446-1

Vyrobca: Hitachi, Ltd.
2-16-1, Higashi-Ueno,
Taito-ku, Tokio,
110-0015 Japonsko

04 Hitachi Healthcare Manufacturing, Diagnostické ultrazvukove systémy,
Ltd. tykajuce sa sond a ich prisluSenstva
Analytical Systems Kashiwa Factory Sterilizovany punk&ny adaptér

2-1 Shintoyofuta
Kashiwa-shi, Chiba,
277-0804 Japonsko

05 Hitachi Healthcare Manufacturing, Ltd.  Diagnostické ultrazvukové systémy,
Analytical Systems Kashiwa Factory tykajuce sa sond a ich prisluSenstva
3-1, Shintoyofuta, Sterilizovany punkény adaptér

Kashiwa-shi, Chiba,
277-0804 Japonsko

Cislo spravy: 150232389-210
Datum uéinnosti: 18.03.2021

Datum platnosti: 26.05.2024

Déatum vydania: 18.03.2021

Jokrihla petiatka spolo&nosti TUV Rheinland/

/neditatelny podpis/

Michiaki Aihara

TOUV Rheinland LGA Products GmbH
Tillystrafic 2 — 90431 Niirberg — Nemecko

TUV Rheinland LGA Froducts GmbH je notifikovanym organom podl'a smernice & 93/42/EHS
0 zdravotnickych pomdckach s identifikaénym ¢islom 0197.
Strana 3 z 3

10/020 d 04.08 ® TUV, TUEV aTUV si registrované ochranné znamky. Pouzivanie si vyzaduje predchadzajiici
sahlas.



Nlogo TUVRheinland/
Business Stream Products
Certifikaéné oddelenie

TUV Rheinland LGA Products GmbH, 51105 Kolin nad Rynom Kontakt: Michiaki Aihara

Hitachi, Lid. Tel. &.: +49 911 655-5225

2-16-1, Higashi-Ueno, e-mail: medical-products@de.tuyv.com
Taito-ku, Tokio,

110-0015 Japonsko Datum: 30. jun 2021

Ziadost’ pre: Systém manazérstva kvality

Cislo certifikatu; HD 1563446-1

Poziadavka: Smernica ¢. 93/42/EHS o zdravotnickych pomockach, Priloha II okrem bodu 4
Identif. & potvrdzujiceho listu: 2021-06-30

Cislo spravy: 150243980-303

Prislusnému adresatovi
Aktualizicia udajov k certifikitu ¢islo HD 1563446-1 vydaného 18.03.2021

Oznamenie o zmene prijaté diia 28.04.2021 tykajiuce sa udajov uvedenych vo vy$§ie uvedenom certifikate bolo
posudené a Gdaje potvrdené.

Potvrdzujeme, Ze oznamenie 0 zmene sa nepovazuje za vyznamnu zmenu v navrhu alebo zamyslanom Gcele podla
nariadenia Europskeho parlamentu a Rady (EU) 2017/745 o zdravotnickych pomdckach, €lanok 120(3).

Tymto potvrdzujeme nasledujice aktualizované Gidaje vysSie uvedeného certifikatu
Zmena nizvu vyrobcu

Predchadzajtici nazov vvrobeu: Hitachi, Ltd.
Novy nazov vyrobcu: FUIIFILM Healthcare Corporation

Zmena adresy vyrobeu
Predchéadzajica adresa vyrobeu: 2-16-1, Higashi-Ueno, Taito-ku, Tokio 110-0015 Japonsko
Nova adresa vyrobcu: 2-1, Shintoyofuta, Kashiwa-shi, Chiba, 277-0804 JAPONSKO

TUV Rheinland

LGA Products GmbH

Am Grauen Stein

51105 Kolin nad Rynom
Nemecko

Sidlo

Tillystrale 2

90431 Niirnberg

Tel. &.: +49 911 655-5225
Fax: +49 911 655-5226
e-mail: service@de tuv.com
webova adresa: www. tuv.com/safely

Predstavenstvo

Dipl. -Ing.

Jorg Mahler, Zastupca
Dipl.-Kfm.

Dr. Jorg Schlosser

Norimberg HRB 26013
1C DPH: DER11835490
Predseda dozornej rady
Dipl.-Ing,

Ralf Scheller

9/610 E 10.10 ® TUV, TUEV a TUV sii registrované ochranné znamky. PouZivanie si vyZaduje predchadzajici sihlas.
MS-0045446 rev. 0



/logo TUVRheinland/
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Zmena nizvu a adresy previdzky

Predchadzajuci nazov prevadzky/02: Hitachi, Ltd. Healthcare Ultrasound R&D Center

Novy nazov prevadzky/02: FUJIFILM Healthcare Corporation Healthcare Ultrasound R&D Center
Adresa/02: 3-1-1, Higashikoigakubo, Kokubunji-shi, Tokio, 185-0014 Japonsko

Predchadzajici nazov prevadzky/03: Hitachi, Ltd. Medical System Operations Group, Kashiwa
Novy nazov prevadzky/03: FUJIFILM Healthcare Corporation Medical System Operations Group, Kashiwa
Adresa/03: 2-1, Shintoyofuta, Kashiwa-shi, Chiba, 277-0804 Japonsko

Predchadzajuci nazov prevadzky/04: Hitachi Healthcare Manufacturing, Ltd. Analytical Systems Kashiwa Factory
Novy nazov prevadzky/04: FUJIFILM Healthcare Manufacturing Corporation Analytical Systems Kashiwa Factory
Adresa/04: 2-1, Shintoyofuta, Kashiwa-shi, Chiba, 277-0804 Japonsko

Predchadzajuci nazov prevadzky/05: Hitachi Healthcare Manufacturing, Ltd. Analytical Systems Kashiwa Factory
Novy nazov prevadzky/05: FUINFILM Healthcare Manufacturing Corporation Analytical Systems Kashiwa Factory
Adresa/05: 3-1, Shintoyofuta, Kashiwa-shi, Chiba, 277-0804 Japonsko

Vymazany nazov a adresa prevadzky

Predchadzajuca prevadzka/01: Hitrachi, Ltd. Healthcare Mitaka Works
6-22-1 Mure Mitaka-shi, Tokio 181-8622 Japonsko

S pozdravom,

/netitatelny podpis/
Michiaki Aihara
Certifikacny organ

‘ MS-0045446 rey. 0
i
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PREKLADATELSKA DOLOZKA

Preklad/prekladatel'sky tkon som vypracovala ako prekladatel’ka zapisand v zozname
znalcov, tlmo¢nikov a prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej
republiky, v odbore pre jazyk anglicky, pod evidenénym &islom 970?84.
Preklad/prekladatel'sky ukon je zapisany v denniku pod &islom .. 294221,

Prekladané listiny sihlasia s preloZenymi listinami.

Zarovenn vyhlasujem, Ze som si vedomad nasledkov vedome nepravdivého

prekladu/prekladatel’ského ukonu.

TRANSLATOR'S STATEMENT

[ hereby certify that 1 have translated the document attached hereto as a certified translator
registered in the List of Experts, Interpreters and Translators kept by the Ministry of Justice of
the Slovak Republic, English Language Section, under registration number 970684.

The translation/translation act is entered in the translator’s book under number ....................
The translation corresponds to the content of the translated document.

I hereby declare that I am aware of the consequences arising from the knowingly false
translation.

Odtlacok uradnej peciatky/Translator’s seal

Podpis prekladatel'a/Translator s signature






