mn'V'
OEANEPANTBHAA CNYXBA MO HAA3OPY B COEPE 34PABOOXPAHEHIUNA
(POC34PABHAJI3OP)

HA MEOVNUWHCKOE U3AENVE
oT 08 nonsa 2016 roga Ne C3 2000/04522

Ha meanumnHckoe nsgenuve

Cuctema ynbTpasByKoBas AmarHoctmyeckas meguumHckasa Logig E9
C NpAHaANeACHOCTAMM

HacToslee pernctpaynoHHOe YA0CTOBEPEeHNE BblJaHO
,(,:;LII\JV,IAVI Mepankan Cuctema Y nbTpacayHg aHg Mpaimepn Kea ,U,VIaFHOCTI/IKe’ﬂﬂC"*

GE Medical Systems Ultrasound and Primary Care Diagnostics, LLC,
9900 Innovation Drive, Wauwatosa, W1 53226, USA
MponssoaunTens

OxiiH Meankan Cuctems Y nbTpacayHp sHa MpalimepHKea AuarHoctuke, JIJIC*
CWA,

GE Medical Systems Ultrasound and Primary Care Diagnostics, LLC,
"9900 Innovation Drive, Wauwatosa, W1 53226, USA

MecTo Npon3BOACTBA MESULMHCKOTO U3Aenns
GE Medical Systems Ultrasound and Primary Care Diagnostics, LLC,

9900 Innovation Drive, Wauwatosa, W1 53226, USA
Homep pernctpaymnmoHHoro gocse Ne P1-11871/32939 ot 22.06.2016
Bua megnumHckoro usgennsa 260250

rKnacc noTeHUManbHOro pucka NpUMeHeHNs MeANLMHCKOTo U3aenms 2a

Kop O6wepoccninickoro knaccuukaropa npogyKuum 4ns MmeguumMHcKoro nsgenva 94 4280

HacToslee perucTpaLuoHHoe y0cToBepeHne UMeeT npunoxeHneTANNCrax
OLCOHEPE 3

npukasom PoesgpasHag3opa ot 08 ntona 2016 roga Ne
JONyLIEHO K 0bpalleHnto Ha TeppuTopun Poccuiickoin”

PykoBogntenb ®enepanbHOl CnyxXobl
no Hapsopy B chepe 34paBoO0XpaHeHNn Janlko

0020B8a



® LWL W PAbHAs CMYXXBA MO HAA30PY B COEPE 3[[PABOOXPAHEHUS
(PW3APABHLUOP) r

NPUTOXKEHUE
JOHHOMY Y/I0<
HA MEOVILIMHCKOE V3OE/IVE

ot 08 ntona 2016 roga Ne ¢pC3 2009/04522
Jiner 1

LU me”uuniickoe usgenue
CucTéida ynbTpasByKoBasi AnarHocTnyeckas MegmumHekas Logiq E9
C NPUHaLNEXHOCTAMN:
1. KoHconb ans cucTemMbl yYibTPa3BYyKOBOIN AMarHOCTUYECKO MeAULIMHCKOIA.
MoHn®p cneumnanbHblii MEAULIMHCKWIA.

3. Kabenb anektponutaHms (He 6onee 5 wr.). -
4. PykoBoAcTBO no akcnyataumm (He 6onee 5 wr.).

AN MpuHafd/le”ocTid:

1. KOaMNAeKTaNEeKTPOHHON JoeHTaL MM Ha KOMNaKT-gucke eDoc.

2. byknet nons3osarens LOGIQCIub.

3. PyanHuvpnBaHHasa KnasumaTypa.

4. Y yNolib T MHu HoporpgvWWh

5. [laTumK CeKTOPHbI hasmpoBaHHbI cepun S (He 6onee 20 WrT.).
[OHBHclinas HacaHka ans ceHrepHbiK hasnpoBaHwuii

A, Wcafka pas ToroBeneHH/T 06beHM CEKTOPHbIX (Pa3MpoBaHHbIX
,/paTHuKoB (He 6onee 50 wT.). :

8. [laTumK KOHBEKCHbIl cepun C (He 6onee 20 wr.).

9. broneii”as Hacaaka [ KOHBEKeHbIX AaTUMKOB (He 6osiee 50 LiT.).

10. Hacagka [/ nposeaeHns o6bemMHol HaBuraumm V Nav 418 KOHBEKCHbIX JaTYMKOB

(He 6onee 50 wT.). ,

11. Aatuunk SInHeHbIA cepmmn b (He 6onee 20 LLT.).

12. BronciiiHan Hacafka /i JIMHeHLX JaTHmKoB (He 6oriee 20 L)

13. Hacagka gna r0OBeseHiis 06beMHoM HaBurauum V Nav ansa nMHeinHbIX 4aTUHKOB (He 6onee
50 wr.). -

14. faTtunk mnkpokoHBeKcHebI cepumn C, 1C (He 6onee 20 wr.).

15. buollwuiiHaa HBeagka ans MukpokonseKcHbIX AaTHUKOB - CTapTOBbIV Habop (He 6onee
50 wr.),

16. buoncuiiHas Hacafka N8 MHKPOKOHBEKCHbIX AaTyunkos (He 6onee 20 wr,). n

17. Hacagka g/1s nposefeHns 06bemHoi Hasuraymm V Nav anss MUKpOKOHBEKEHBIX AaTHMKOB
(He 60nee 50 wr.A

18. JaTHWUK MaTpuyHbIi cepun M (He 60onee 20 wrT,).

19. BroHcAan upicaarka 4 HarpiiHb X JaTynkoB (He 6os1ee 20 LuT).

20. Hacagka giist HpoBeaeHns o6beMHoin Hasuraumm V Nav gna ma*wunsg”JinHkKoB (He 6onee
20wTA,

21. Oatumk kapaHgaliHbLL nonnnepoBckuin cepun D (He 6oneiin™’

22. [aTuynK 06beMHbI KOHBEKCHbIA cepun RAB (He 6onee

23. bronciiliHas Hacagka Ans 06bemMHbIX KoHBekCHbIX gar le50wT.).

MOHazzopy B ei™*pe 3npaBodxpaHeHHs ?(MypaLLKo
0021345



BLIEPATTBINL, 1O HA430PY B GHEFE 3~

MPUNTOXXEHNE

HAMEOVNUNHCKOE n3spenue
ot LU wiona 2016 roga Ne &PC3 2009/04522

24. [atumk 06belbLL nMHenHbI RSP (He6

Jlner 2

27. BnoHcMmMHas Hacagka anst 06bEMHMX ™  ™gy cepum LLUC (He 6onee 20 wT.1
MUKPOKOHBEKCHbIK BHYTPMHONOCTHbIX AaTYMKOB CEPUU

AN

LLIC (He 6onee 50 wTA,

28. flatumk 06LeMMbLU MuKpoKoHBeKCHbIN cepun L A (He 6onee ™ n.'t °

JlaT4MKoB (He 6onee 5 wrt.). N A

3«™ _THbla WANAYO0K A1 CKa,MPYK,L.eli FON0BKX Yp0OONunLLEBOS,,., /1 AaTMNKOB (He 6onee

36.

Croiika [/ 06bEMHOI HaBMraumn.
39. BcTpoeHHas cTolikalllan 06bemHoi Hag

non

o6beMHoOl HaBuraumm -\E ™ e°eJ1 ST (™ 60ne?5™

44. CeHcopbl /HnppageHBa 06beMHOIA Ha

47. Y<:TpOWUCTBO AN NPAKMAH3YEHIS YNYULLEHHbIX JamV ™
48. YCTpOWCTBO ANS LaAKNOYEHUS YNYULLIEHHbIE AaTYMKOB U
4Y. YCTpOWCTBO 415 NONYYeHUn 06beMHbIX Mea% MIACK™ y '

1™koBoanTEeNb P EfeNbHO
510 AaA30py B chepe 3iipaBboxpanéLuag

B peXUMe

"P«TM e

Ll ypaawo
0020536



dhepepansHan CNYXBA no HAA3OPY B COEPE 34PABOOTHEHWA
(POC3APABHALA3OP)

NMPUNJTOXXEHNE

HA MEAVNUNHCKOE N3AEJTINE

oT 08 nona 2016 roga Noe PC3 2009/04522
Jinet 3

fefgon”“poBckoi BloyimumLU” “kpmoTonA N306paKEHNI B peXxXMME

N306paXKeHNNBPEXKME

LSf M«

>N\oH3pacxkKon, n3obpaxxeHns - Pazan,e.nc

i LNA NOoNyyYeHns «CbipbiX» AaHHbIX - Raw Data Capture

55. YcTpoicTBO 415 pacyeTa 06beMa aHaTOMUYECKUX CTPYKTYp B pexkume IDMn  \rnr ar

ik . 00bEMHO KOHTpacTHOW Bu3yanusauum B pexxume 3D - VCI
58- Y cBOWCTBO ANA TroNyYeHsas MeLULNHCKUX YIbTPa3BYKOBbIX N300PaXKeHUI r
Tomorpagmyeckoro ynbTpassyka - TLL. Ps>keHnn B pexxume

SmS ro ™ MPKTX010B MUCCNef0BaHWM -

Y «b3pas,,KOBB.X U300paXKEHUNB pexxume
aHann3a MeULUHCKUX YNbTPa3BYKOBbIX N306paXeHWin B
Y nbTpa3BYyKOBbIX M306paXkeHM B pexxmme

s . g ey »*«'<,, rno6asnbHOM COKPATUMOCTU NIEBOIO XKeNyaouKa -

Y -"«bY -bb,X N300pPaAXKEHNI B peXXUME
«.Y CTPOWNCTBO A4, aBTOMATUYECKOrO M3MEPEHNS TONLWMUHBI KOMMIeKca nm3nmMa-megmna - Auto

AbbpPOMCTBO A1 OLEHKM U OnncaHns 06pa3oBaHuii B MOJIOYHOW XKenese
NArpaMHbl il NPOTOKON ANA MapKUPOBKK, yyeTa 1 nusaMmepeHns 06" AAAA

6" 2 “rpamHbI/i NPOTOKON 415 MapKUPOBKK, yyeTa 1 n3MepeHus obp a N LU B LLUTOBUAHOIA

S aBTOMaTUYeCcKoro pacyeTa napamMeTpos n
XX Y CcTMACTBO Ansi NpoBefeHUs cpaBHEHUS n306paxkeHuii Cc

71. YCTpoIicTBO, 06ecneymBarolilee Co3gaHne 0T4ETOB 06 hccj .
r.

PykoBoauTenb defepanibHON CNy>6bl
1o Ha[l3Bpy B cthepe 34paBOOXpPaHEHNS
lypaLliko

0020537



PELEPANILHASA CNYXXBA MO HAA3OPY B CHEPE 3,£I,PABOOXPA||EHI/IFI
* (tOC3AAABHA/3OP) -

MPUJTOXEUNE

HA MEANUNHCKOE N3AEJTVE

Or 08 nons 2016 tofla M ©C12009/04%22
Jincrt 4

72, YcTpbueteo, obecneumsaroLlee BO3IMOXHOCTb Nepefayn fjaHHbiXx D imiu

AX «?2p™bl W y'-bW tO B b.x n3o6paxeHuii n

conoanacToBpadgam c 4 1o LU YNbTPa3BYKOBbIX N306PAXKEHNI B PEXUME

% 6ecnpoBoAHON nepegaym faHHbIX - Wireless LAN
78vHoXhph nepekntoyvatenb-Footswitch.
M unmosaornyéck M/

82. YcTpolk:TBO BMeo3anuebiBatoweé Dv r B YYTATH D6 n
83. YcoiicTBo Ans neyvatu 46!1-b’|#f>rtp-IVX" *NOeNIAMA A1 NOAK/THOYEHMS.
KOHINtCKTAM ans noaknyeH” YNbTPa3ByKOBbIX 130V

« te K X p[anakpenexaycTpoicreajg,, ,«,a™ ynbTpasByKOBbIX N3006paXeHWin (He 6onee

S & tS S rr YNbTPa3BYKOBbIX

N306paXKEHNI C

S 60«?50"1Apeme M HIM o YNbTpa3ByKOBbbX M306paXXeHW

88. MeTpunWk 6ecnepeboiiHoro nutaHus UPS.
89, flep>xatenb Ans AaTyMKoB (He 6onee 5 wr.).
ONOTAMCK AN 3aNnUCK YNbTPa3BYKOBbIX M300paXeHWin n kuHoneTe b

97
ynpMaspny™ X nnr“ K[ ANAAN "o«
I S S pbS S ® '™ mok M n306paxe™*,
ANZawnTHBIA Yexon O KoHconu NmMoHuTopa.

Pyj~oBo"HTejib degepanbHoOM cryxobl
no naa3spy 1 cepe 3/1paBooXpaHeHns
lypamko

0020538



