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Spoloc¢nost MID service, spol. s r.o. je jedinym vyhradnym zastipenim spolo¢nosti MIDES v Slovenskej republike.

ES Vyhlasenie o zhode

Meno firmy: MID service, spol. s r.o.
Adresa: Andreja Sladkovi¢a 919/22, 919 43 Cifer
ICO: 517 416 95

na zaklade certifikatov a dokumentacie vyrobcu

Adresa vyr. zavodu: SONOSCAPE MEDICAL CORP.
Room 201 & 202, 12th Building, Shenzhen Software Park
1 Keji Middle 2nd Road, Yuehai Subdistrict, Nanshan District,
Shenzhen, 518057, Guangdong, China

v Eurépskom zastupeni:  Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

vyhlasuje zhodu

v sulade so zakonom NR SR €. 264/1999 Z.z. - § 12, ods. 2 otechnickych poZiadavkach
na vyrobky, o posudzovani zhody a o0 zmene a doplneni niektorych zakonov v zneni
neskorsich predpisov,

nariadenim vlady €. 582/2008 Z. z., ktorym sa ustanovuju podrobnosti o technickych
poziadavkach a postupoch posudzovania zhody zdravotnickych pombcok

a zakonom NR SR ¢&. 140/1998 Z. z. o liekoch a zdravotnickych pomdckach v zneni
neskorsich predpisov

Meno a adresa vyrobcu:

SONOSCAPE MEDICAL CORP.

Room 201 & 202, 12th Building, Shenzhen Software Park

1 Keji Middle 2nd Road, Yuehai Subdistrict, Nanshan District,
Shenzhen, 518057, Guangdong, China

Nazov zdravotnickej pomocky: SonoScape P50 Elite
Zdravotnicka pomocka - Trieda: Il.a

MID service, spol. s r.o. Andreja Sladkovic¢a 919/22, 919 43 Cifer

M: +421 907 123 331, info@midservice.sk, www. midservice.sk

zapisana v Obchodnom registri Okresného sudu Trnava, viozka &islo 42460/T
ICO: 51 741 695, DIC: 2120791266, IC DPH: SK 2120791266

¢islo uctu: SK91 1100 0000 0029 4405 7409
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Cislo registracie: HZ-2027206-1

Pouzité normy:

The following classifications are in accordance with the IEC/ EN 60601-1:
According to 93/42/EEC Medical Device Directive, this is Class Ila Medical Device.
According to IEC/EN 60601-1, Equipment is Class |, Type BF or CF Applied Parts.
Continuous Operation

“This Medical Device meets the provisions of the transposition of the Medical Device
Directive 93/42/EEC within the country of origin of the Notified Body concerned with the
device.”

Tymto vyhlasujeme, Ze vy$Sie uvedena zdravotnicka pomécka spifia vetky poZiadavky
nariadenia vlady €. 582/2008 Z. z., ktorym sa ustanovuju podrobnosti o technickych
poziadavkach a postupoch posudzovania zhody zdravotnickych pomécok.

Vsetky zakladné dokumenty su uloZené u vyrobcu. Tato zdravotnicka pomodcka sa
oznacuje znackou zhody CE.

V Bratislave dnha 8.9.2024

MID service, spol. s r.o. Andreja Sladkovic¢a 919/22, 919 43 Cifer
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