®E/IEPAJIBIIAA CNYXBA MO HAA3SOPY B CPEPE 3APABOOXPALMEHNA
(POC3APABHASOP)

PEMCTPAUVNOHHOE YAOCTOBEPEHUE

HA MEAVLIMHCKOE U3AENNE
oT 10 dheBpansa 2023 roga P3H 2022/17637

Vv Ha meguumnHcKoe mnsgenve
CwucTema ynbTpa3ByKoBas gnarHoctmyeckasa megnunHckasa Logiq EHO
C NPUHaANIeXHOCTAMN

HacTosuee pernctpauoHHOe yA0CTOBEPEHNE BbIAaHO

"kul Meankan Cuctems YnbtpacayHg v Mpaivepu Ksa AuarHocTtuk, J1J1C”,
CLUA, (JIC Medical Systems l4trasound and Primarj Care Diagnostics, LLC, 9900
Innovation Drive Wauwatosa, \V1 53226, EISA

MpownssoauTenb

”xkn Mepgnkan Cuctems YnbTpacayHg n Mpalimepn Kaa AunarHoctuk, J1J71C”7,

CLIA, CE Medical Systems Idtrasound and Priinarv Care Diagnostics, EEC, 9900
1B Innovation Drive Wauwatosa, WI 53226,1'SA

MecTo nNpou3BoACTBa MeAULMHCKOTO U3aenuns
CMNNI0XKEHNE

Homep peructpaunoHHoro gocke Ne P[1-54532/105468 ot 03.02.2023
Knacc noTteHUnansHOro pycka NpUMeHeHUs MeULMHCKOTo n3genuns 2a

Kog Obuiepoccminckoro Knaccugukaropa npogyKumm rno Buaam 3KOHOMUYECKON
feAaTenbHocTn 26.60.12.132

HacTosliee perncTpaunoHHoe yYA0CTOBEPEHME UMEET NPUIOXKEHME. Na 5 nncTax

npukasom PoesgpasHagzopa oT 10 deBpans 2023 roga Ne 744

AOMYLLEHO K 06paLLIEHIIO Ha TeppuTopim Poccuitckoii Peepatiny”
3amecTuTeNb pykoBoauTens defepanbHON CnyXobl

Nno HaA30py B chepe 34paBoOOXpPaHeHNSA [.1O. INaBnoKoB

0070401

L. mv/ hd

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3REM



®ENIEP.\\bHASA CNY)XXBA MO HAL3OPY B COEPE 3[PABOOXPAHEHUS
(POC3PABbLIAL3OP)

MPNJTOXEHUE

K PETUCTPALIMOHHOMY YAOCTOBEPEHUIO
HA MEAMLHCKOE U3AENNE

oT 10 tpeBpana 2023 roga Ne P3H 2022/17637
Jinct 1

Ha mefnuymHckoe nsgenve
CucTema ynbTpasByKoBas gnarHoctuyeckaa meguumnHckaa Logiq £10 ¢
NPUHaANEXXHOCTAMMU, B COCTaBE:
1 KOHCOMb AN19 CUCTeMbl YNbTPa3ByKOBOW AMarHOCTUYECKON MegULMHCKON,
2. MoHUTOp cneumanbHbIiA MeAULUHCKIA,
3. Kabenb anekTponuTaHus - He 6onee 5 LWT. Yo
4. PyKoBO/ZCTBO MO 3Kcnyatauuu - He 6onee 5 LwT.
5. Jatumkn cekTopHble pasnpoBaHHble 6S-D. PY Ne P3H 2016/3930 ("xul1 Meamkan
Cuctems U3paunb J1T4.". V3pannb) - He 6onee 2 WT. (Mpy HEOBX0AUMOCTK). T
6. [laTumKn ceKTopHble (asmpoBaHHble M5Sc-D. PY Ne P3H 2016/3930 ("Oxul Megnkan
Cuctems Uspaunnb 114", N3paunnb) - He 6osee 2 WT. (Npy He06X0AMMOCTK). [
7. Hacagka ona nposegeHns 06be.MHOM HaBuraumm V Nav 41 CeKTOpPHbIX (pasvpoBaHHbIX
aatumkoB, PY Ne ®@C3 2009/04522 ("OxunlA Meankan CucteM3 Y nbTpacayHp aHA MNpalimepu
Kea AinarHocTtuke. JIJIC". CLLUA) - He 60nee 50 wrt. (Npn He06X04MMOCTW).
8. [aTunkun KoHBeKCHble cepumn C, PY Ne ®C3 2011/11249 ("OxunW Y neTpacayHpg Kopes.
N1a.. Kopes) - He 60nee 20 wT. (Mpy HeO6X0AUMOCTN).
9. AaTumkm KoHBeKCHble C1-6-D. PY No P3H 2015/3460 ("Ixunl Xanckea ABcTpus M6 X
&. Ko OI'". AcTpus) - He 6onee 2 wT. (NP HEO6XOAUMOCTH).
10. flatumkn KoHBeKcHble C2-9-D, PY Ne P3H 2015/3460 ("xul Xanckea Asctpusi FmoX
& Ko O™, Asctpus) - He 6onee 2 wWT. (MPY HEO6XOAMMOCTH).
11. AaTumK LWMPOKOMNOMOCHBIA MUKPOKOHBEKCHbIM C3-10-D, PY Ne P3H 2016/3871 ("Oxul
BuHrmepg ¥ nbtpacayHg AC", Hopserus) - He 6onee 2 WT. (Npy HEO6XOANUMOCTW).
12. Hacafka gns nposefeHusi 06beMHOM HaBuraumm V Nav 415 KOHBEKCHbIX [aTUMKOB.
PY Ne ®C3 2009/04522 ("[QxunlN Meamkan Cuctems Y nbTpacayHg aHA Mparimepn Kea
[narHoctuke. NI1C", CLLUA) - He 6onee 50 wr. (Mpy HEOBXOAMMOCTK).
13. JaTunkn nuHeiiHble cepumn I, PY Ne ©C3 2011/11249 ("Ixul Y neTpacayHg Kopes.
Nta.", Kopes) - He 60nee 20 wt. (Npy HEO6XOAUMOCTN).
14. AlaTumkn nuHelHble L2-9-D, PY Ne P3H 2015/3460 ("Qxul Xanckea Asctpusi FTmoX &
Ko OI'". ABctpus) - He 60nee 2 WT. (NpU HEOO6XOAUMOCTN).
15. AaTumK nuHeliHblin L2-9VN-D - He 6onee 2 wt. (Npy HE06X0AMMOCTH)...
16. [laTunKm MaTpuuHble NnHeliHble ML6-15-D. PY NeP3H 2017/160 («Ix1E} Xanckea
ABcTpus N'm6X & Ko O », ABCTpus) - He 6onee 20 wrt. (npu”iieobxoammoctu). Y

-iJ 17. NaTunkun nuHeHble L8-18i-D, PY Ne PH3 2020/10591 (‘/O0xu Bunrmen YmATpacapr,
AC", HopBserus) - He 6onee 2 wT. (Mpy HEO6X0AMMOCTH), W
18. laTumnK NNHENHbIN L6-24-D - He 6onee 2 WT. (Mpy He06X04MMOCTHN).
19. AlaTumnk nuHenHblin L3-12-D, PY Ne P3H 2016/3657 ("Oxul ¥YnbTpacayHa Kopes,

3amecTuTenb pykoBoauTensa ®deaepasibHOM Cy>6bl
no Haa30py B chepe 3apaBoOOXpaHEHUS [.HO. INaBnoKoB
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®H/IEPASIBHASI CTTY)KBA MO HAZIZOPY B COEPE 3/IPABOOXPAHE}LS
(POC3[PABHALL3OP)
NMPUNJTOXXEHUE

KPEM'MCTPAUNOHHOMY YAOCTOBEPEHUIO
HA MEOVNUMNHCKOE NSAEJTNE

oT 10 cheBpana 2023 roga Ne P3H 2022/17637

%

Jinet 2

N1a.".Kopes) - He 6onee 2 Wt. (NpU HEO6XOAMMOCTH).

20. Hacagka gns nposefeHns 06be.MHON Hasurauum V Nav ansi IMHenHbIX 4aTUNKOB.

PY Ne ®©C3 2009/04522 ("[xulN Meaunkan Cuctem3 YnbTpacayng aHa Mpaimepn Kea
OunarHoctuke. JIIC", CLLUA) - He 60nee 50 wrt. (Npy HeO6X0AUMOCTH).

21. JaTunKn MUKPOKOHBeEKCble cepun C. PY Noe ©C3 2011 11249 ("Ixul Y nbTpacayHz
Kopes. /ita. . Kopes) - He 6onee 20 wr. (npy Heob6XoamM.MoCTK).

22. [laT4NKM MUKPOKOHBEKCbIe BHYTpUNonocTHble IC5-9-D. PY Ne ¢ C3 2010/06039
("Dxun Xanckea AscTpusi TM6X & Ko OI™'. ABcTpus) - He 6onee 2 wr. (npu
Heob6XoAnMOoCTH).

23. [aT4yMK MUKPOKOHBEKCHbIA BH>TpunonoctHoin BE9CS-I1). PY Ne P3H 2016'3657
("Dxul Y nbTpacayHp Kopes. /114, . Kopest), (Mpn Heo6XoAMMoCTH).

24. Hacagku 6uoncuiiible ans MUKPOKOHBEKCHOMO BH>TPUMONOCTHOrO aaTumka 1C5-9-D.
PY Ne ©C3 2010/06039 ("Dxunl Xanckea Asctpua T'm6X & Ko OI™. ABcTpus) - He 6onee
50 wrt. (npn Heo6XxoAMMOCTH).

25. Hacagka ans nposefeHns 06bemHoin Hasuraummn V Na\’ ansg MUKPOKOHBEKCUbIX
AaTumkoB. PY Ne ®C3 2009 04522 ("Oxum Meankan Cuctems Y nbTpacayHp aHA Mpaiimepn
Kea AnarHoctuke, JIJIC". CLLUA) - 6onee 50 wT. (npy He06X04M.MOCTK).

26. JaTunkun KapaHfawHble fonnneposckue cepun D. PY JI>P3H 2016/4247 (" Oxul
YnbTpacayHg Kopes. /1Ta.". Kopes) - He 6onee 5 wT. (npy Heo6Xo4m.MocTHh).

27. JaTunkn 06beMHble KOHBEKCHble RABG6-D. PY Ne p3H 2015/3460 ("xunlA Xanckea
ABcTpua M'm6X & Ko OI™'. ABCTpus.) - He 6onee 2 WT. (MpU HEO6XOAN.MOCTH).

28. [laTunkn 06beMHbIe BHYTPUMOOCTHbIE MUKPOKOHBEKCHbIE RIC5-9-D. PY Ne P3H o
2015/3460 ("Oxul Xanckea Asctpua TmoX & Ko OI™. Aectpus) - He 6onee 2 wT. (npu
HeobX0an.MoCTH).

29. [laTumMK 4ypecnuLeBOAHbIA CEKTOPHbIV (a3npoBaHHbIl 6 Tc-RS. PY Ne P3H 2016/3657
(nponssoactea "Mkl YnbTpacayHg Kopes. /11a. . Kopes) - He 6onee 2 wrt. (npwu
Heob6Xxo4MMOCTH).

30. 3ary6HuKKN AN YpecnunLLeBoHbIX AaTunkoB. PY Ne ©C3 2011/11249 (" MxunlA
YnbTpacayHs Kopes. J1Ta.". Kopes) - He 6onee 20 wTt. (Npy HE06X04MMOCTH).

31. YCTpOWCTBO ANs MONyYeHUss MeAULUHCKNX YNIbTPa3BYyKOBbIX U306PaXKEHNIA B peXXxume
06BbEMHOI HaBUraUuKn ¢ aBT0.MaTUYECKUM COBMeELLieHEM - Actn” Tracker,,,PY Ne ®C3
2009/04522 ("Oxunl Mepgnkan Cuctema YnbTpacayHp sHaWpaimepn Kea narHocTuke.
JINC". CLUA) - He 6onee 20 wr. (npn Heobxoau.moctn).

32. YCTPOWCTBO A4N151 NOMyYeHUss MeAULMHCKNX YIbTPa33yKOBbIX N300paXKeHNIA; B peXxxnme
06bEMHOI HaBMraymm ¢ aBTomaTnyeckn.m cosmeleHme\| ¢ MPT nsobpaxeHuamm - MR
Active I'racker, PY Ne ®C3 2009/04522 ("IxnA Meank”3 Cuctemy Y nbTpacayHp aHA
3amecTuTeNb pyKoBoanTeNa ®deaepanibHOM CnyXobl

Nno Hag3opy B chepe 34paBoOXpPaHeHNA " [.FO. lNMaBntokoB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



®PJIEPA.\bHAS CJTY>KEA MO HAJ3OPY B CHEPE 3[PABOOXPAHEHUSA
(POC3[JPABHA/30P)

MPUJTOXEHUE

K PETUCTPALIOHHOMY YAOCTOBEPEHUIO
HA MEAVNUMHCKOE U3AENVE

oT 10 cheBpana 2023 ropa Ne P3H 2022/17637

N

Jinet 3

| 'paimepH Kea AunarHocTuke. JIJIC". CLLUA) - He 6onee 20 wT. (Mpy HEO6XOLMMOCTH).
33. YCTpOWACTBO A/ BUPTYa/IbHOIrO OTCIEXMBAHUS NONOXEHNS BUONCUIAHON UTNbl B peXnme
06be.MHoi Haeurauum - Virtual Needle Tracker. PY N& ®C3 2009/04522 (" Qxul Megmkan
Cuctem! ¥YnbTpacayHp aHa MNpaiivepn Kea AnarHoctuke. JI1C”. CLLUA) - He 6onee 20 wr.
(Npw HeobxoaMMOCTHN).
34. CeHcopsbl 4ns nposefeHns 06beMHON Hauraumm. PY Nee®C3 2009/04522 (" Oxui
Mepgukat Cucte.m3 YnbTpacayHg aHg Mpait.vepy Kea AunarHoctuke. JIIC", CLLUA) - He
6onee 5 wt. (Npn eob6xo0aMMOCTHK).
35. Kabenu ans ycTpoicTea, 06ecnevmBaroLero pernctpaumio guanonornyecknx CUrHanos.
LLly PY Ne ®C3 2011.11249 ("OxunW Y netpacayHf Kopes. Jita. . Kopes), (npu
Heo6X0AMMOCTN).
lNpunHaaneXxHocTu;
. KomnnekT foky\leHTauMm Ha pycCKOM A3blke - He 60/ee 5 L.
KoMMneKT JOKYMeHTaLUMM Ha aHIIMIACKO.M Si3blice - He 60nee 5 L.
. PycudmumnposaHHasa Knasumatypa.
. [MoforpesaTtens rens.
Hab6op ana buoncum ans CEKTOPHbIX a3MpoBaHHbIX AaTYMKOB - ne 6onee 50 wWr.
Habop gns 6ruoncum Ans KOHBEKCHbIX JAaTUMKOB - He 6onee 50 wr.
. Ha6op ans 6uoncun ans nnHelllbix 4aTunKoB - He 6onee 20 LuT.
. Mogynb ana mogepHu3aLmm cucTemsl - He 6onee 3 LWT.
. YCTPOWNCTBO ANt XpaHEHUS YpecnunLLeBOAHOMO AaTumnka - He 6onee 5 Wwr.
10. IHAMKaTOp MeXaHNYeCcKUX MOBPEXAeHUI YPECNULLEBOHbIX aTUMKOB - He 601ee 5 L.
11. Agantep Ans NOAKMKOYEHMUSI YPECNULLIEBOAHOIO AaTyMKa - He 6onee 3 LWT.
12. YCTpOWCTBO A4N5 NOMYYeHUs MeAULMHCKMX YIbTPa3BYKOBbIX N306paXXeHUI B pexxume
06beMHol HaBuraymm ? 1.OGIQ EKO Volume Navigation.
13. CToliKa ans 06beMHOIN HaBUraL MW,
14. CeHcopbl 4/11 OTCEXUBaHNA LaTUNKOB - He 6onee 10 L.
15. Mofynb NporpaMMHbIA BCTPOEHHbI AN AONONHUTENBHON 3aWwuThbl NPOrpaM.MHOro
obecneyeHns Advanced Security Option.
16. Mogynb nporpa.MMHbIiA BCTPOEHHBIA 115 NOMYYeHUst MeANLUHCKUX YIbTPa3BYKOBbIX
n3o6paxeHunin B Y3 ¢ koHTpacTuposaHmem Coded Contrast Imaging. " '
17. Mogynb NporpaMMHbIA BCTPOEHHbIA 418 NONYyYeHUst MeAnUHCKNX YbTPa3ByKOBbIX
n3o6paxeHnii B pexxmme Cardiac AFI.
18. Mogynb Nporpa-M.MHbliA BCTPOEHHBIN 415 CO34aHus 0TYeTOoB 06 uccneoBaHuax,Report
writer. ; o
19. Mogaynb NpPorpaMMHbIA BCTPOEHHBIA 418 NOYyYeHUs MeAULMHCKUX YNbTPa3ByKOBbIX
3amecTuTenb pykoBoamsensa denepa«lbiton CryXobl
Mo Haf3opy B chepe 34paBoOXpPaHEHNS J1HO . MaBnoKos

©CONDUTDWN .
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®ENEPA\bHA>L CYXKEBA MO MAZ3S0OPY B COEPE 3[PABOOXPAHEHUSA
(POC3[JPABHA/30OP)

MPUJTOXXEHUE

K PEFTUICTPALIOHHOMY Y AOCTOBEPEHUIO
HA MEAVNUMHCKOE U3AENNE

ot 10 peBpana 2023 roga Xo P3H 2022/17637
JNnct 4

N306paXkeHNI B peXXMMe HernpepbiBHO-BOIHOBOMO gonniepa CW Doppler.

20. Mogynb NporpammHbIiA BCTPOEHHBIA 415 MOyYeHNUs 06beMHbIX MeANLUHCKNX
Y/IbTPa3BYKOBbIX M306paxxeHNii B peaslbHOM MacluTabe BpeMeHu Realtime 4D.

21. Moaynb NporpaMMHbIi BCTPOEHHBIN 419 NOMYYeHUs MeAULMHCKNX N306paKeHNiA

B peXxuMMe 3nacTorpagumn cABMroBoi BosHbI Shcarwave.

22. Mofy/b NporpaMMHbI BCTPOEHHbIV A/1st MONTyYeHUst MeAULUHCKUX N306padKeHNiA

B pexxumMe cTpecc-3xo Stress Echo.

23. Mogynb NporpaMmHbIiA BCTPOEHHBIW 418 MOYUYeHUst MeAULUHCKNX N300paXKeHnn B
pexxnume Inecly.

24. Mogynb Nporpa.MMHbIA BCTPOEHHBIV AN5 NOAKNOYEHNS LONONHUTEIbHbIX YCTPOCTB
LOGIQ Apps.

25. Mogynb nporpam.MHbI Ans oNTUMU3aLMM M 06paboTKN MeLULUHCKNX Y/IbTPa3BYKOBbIX
n306paxxeHn - He 6onee 10 wr.

26. Mofynb NporpaMMHbIiA BCTPOEHHbIW A1 NONYYeHMst MeAULUHCKUX YIbTPa3BYKOBbIX
N306paXkeHnn B peXxnMme TkaHeBoro gonnnepa ? TVI.

27. Mogynb NporpamMmmHbI/i BCTPOEHHbIN A5 aBTOMATUUECKOW OLEHKMN rNo6asibHOM
COKPaTUMOCTU N1eBOro Xenyaouka ? Auto HE

28. Mogfynb BCTPOEHHbIV ANa ynpaBneHns 3HeprosaeKTUBNOCTLI0 Y/bTPa3BYyKOBOM
cuctembl Power Assistant.

29. Mogfynb NpOrpamMmMHbI BCTPOEHHbIV AN MOTYYeHUs .MeAULMHCKUX Y/bTPa3BYKOBbIX
n3o06paxeHunin B pexkume SRI HD.

30. Mogynb nporpamMmMHbI N306paXkeHnii B pexxnume SonoT.

31. Mogynb nporpaMMHbIii n306paxeHnin B pexxmme UGAP.

32. YCTpoiicTBO Ans 6ecnpoBOAHOM nepeaayn gaHHbIX - Wireless LAN.

33. HoxHoin nepekntoyvatens ? i'oolswitch.

34. YCTpoiAcTBO, 06ecneymnBaroLLee pLL'McTpaumio ruanonormyecknx CUrHanos.

35. YcTpoiicTBO UmhpoBoe Buaeo3anvcbiatoliee DVR B KOMMNEKTe ¢ Kabensmum ans

MOAK/OYEHUS.
36. YCTpOMCTBO ANs neyarn YepHo-6enbIX MeAULUHCKNX yJ'IpraSByKOBbIX N306paXKeHnin
C KOMMNEKTOM N5 MOAK/OUEHNS. t
37. KoMnnekT ansa Kpenexka yCTPOMCTBa ANs neyatu yanpa*’\ByKOBblx N306paXKeHNI - He
6onee 5 wr. j

i, 38. bymara /19 yCTPOICTBa /1 neyvatn YepHo-6e/bIX MeANLMHCKNX yﬂpraSByKOBbIX
N306paXKeHNN - He 6onee 50 L. v

39. [LoMOoNHNTENbHbIV BHELUHWIA CrieuuasibHbIi MOHUTOP 415 CUCTEMbI YNbTPa3BYKOBOW
ANarHOCTUYECKOM - He 6onee 2 LWT.

3amecTuTeNb pyKoBoanTenst defepanbHO CryXobl Y-
Mo Haa30py B chepe 34paBoOOXPaHEHNS 0.1O. MaBnHXoB

0113909
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®EAEPANTBHASA CNY)KBA MO HAL3OPY B COEPE 34PABOOXPAHEHUSA
(POC3JPABHAA3OP)

MPNJTOXEHUE

K PETUCTPALVIOHHOMY YIOCTOBEPEHWIIO
HA MEAMLHCKOE N3AENNE

oT 10 cpeBpana 2023 roga P3H 2022/17637
Jinct 5

40. [epxaTenb 419 MUKPOKOHBEKCHbLIX U BNYTPUMONOCTHBIX AaTUMKOB.
41. bonblUas Kop3nHa Ana XpaHeHUs akceccyapos.

42. [1BOINHas KOp3uHa LA XpaHeHMs aKCceccyapos.

43. AfanTep BuaeocurHana.

MecTo npousBofCTBa:
1 OH Medical Systems Ultrasound and Primary Care Diagnostics, LLC, 9900 Innovation

Drive Wauwatosa. WI 53226, USA.
2. GH Medical Systems Ultrasound and Primary Care Diagnostics, LLC. 14470 Bergen

Blvd., Noblesville. IN 46060, USA.
3. GE Ultrasound Korea. Ltd., 9. Sunhwan-ro 214 beon-gil. Jungwon-gu. Seongnam-si,

Gyeonggi-do 13204. Republic of Korea.

3amecru renb pykoBoauTens degepasibHON CyXobl

Mo Haa3opy B chepe 34paBoOOXpPaHEHN [.1O. NMaBniokKoB

0113912
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