CBEOEHWA MO 3AMNCK U3 TPEX PEECTPOB

peecTp POCCUNCKON MPOMBbILLAEHHOW NpoayKuuu, Poc3apaBHansop,
PocnaTeHT

B COOTBETCTBUU C NocTaHossieHneM lpaButensctea PO o1 17.07.2015 Ne 719

1. PeecTp poccunckom npomebiwneHHon npoaykuum (FACHT)

PeecTpoBbIi HOMep

10206310

HanmeHoBaHne npoaykumm
CucTtema ynbTpa3ByKoBasa AMarHoctu4eckas MmeanumHckas "PyCkaH 65M" no TY
26.60.12-003-98204792-2019 c npuHagnNe>XHOCTAMN

CraTyc 3anucu
B peecTpe

LaTa BKJOYEHUSN

12.09.2024

Koa OKMA2
26.60.12.132

Koa TH B3l
9018 12 000 0

Mpenmywectso 15% (MM PO Ne 925)
He 3agBnieHo

Mpoun3ssogunTens

AKUVMOHEPHOE OBLECTBO "HAYYHO-INMPON3BOAOCTBEHHOE OB bEANHEHUE "CKAHEP"

[MonHoe HanmeHoBaHue

AKUMNOHEPHOE OBLUECTBO "HAYYHO-NMPOU3BOACTBEHHOE OB bEAVNHEHUE "CKAHEP"

VHH
7703614504

KM

OrPH
1067759214236

N3roToBneHa no

TY 26.60.12-003-98204792-2019

OcHoBaHue

AKT akcnepTun3bl TMIM - 6266.021.13.53/06-24 - 26.06.2024

MpounbHbIN fenapTaMeHT
JenapTaMeHT paano3/1eKTPOHHON NPOMBbILLIIEHHOCTN

CpoK OencTBus ceefeHunn

11.09.2027

bannbl

75

2. Poc3gpaBHag3op: peructpaumnmoHHoe yooctosepeHune P3H 2020/12882




Homep ygocToBepeHus

P3H 2020/12882

CraTtyc
DencrteyeT

[aTa peructpauun

09.12.2020

Cpok pencreus
beccpoyHo

HanmeHoBaHune
CucTteMa ynbTpa3ByKoBasa AnarHocTu4eckas MmegunumnHckas "PyCkaH 65" no TY
26.60.12-003-98204792-2019 c npuHaasie)XXHOCTAMU

[MpownssopuTesnb

AO "HMNO "CKAHEP", NHH 7703614504

Ha3Ha4eHune

dopMmnpoBaHMe B peasibHOM MacliTabe BpeMeHM 3XOrpamMMm C LeSibio MONYyYEHNS KIIMHNYECKON
MH(opMaLKnKM 0 pacrnonoxxeHuu, opmMe, CTPYKTYpe, reoMeTpnyecKnx pasMepax op-raHoB 1
TKaHen 4YesioBeKa MeTOAO0M Y/IbTPAa3BYKOBOW JIOKALUM U U3SMEPEHNSA CKOPOCTU KPOBOTOKOB Ha
OCHoBe 3(hhekTa Jonnepa.

CB#3b € 3anucbto M'NCIM
CBAa3b HaMueHa CepBnCOM aBTOMaTUYeCKWN: COBMaJl Npon3BoaonTesib, U aBTOMaTUN4YeCKad NMpoBepKa
HallJla ns3genme B Crimcke NCMNONTHEHWN yAoCTOBEpPEHNUA.

McnonHeHne, KoTopomy cooTBeTCTBYeT 3anucb MMCrI
Cuctema ynbTpa3ByKoBas AMarHocTnyeckas MmegmumHckas «PyCkaH 65M» no TY
26.60.12-003-98204792-2019 c NnpuHaaeXXHOCTAMN

KapTo4ka B peecTpe PoczapaBHaasopa

https://elk.roszdravnadzor.gov.ru/widget/med-product/204217

NcnonHeHus (206)

* Mogenn

* |. CncteMa ynbTpa3ByKoBas AMarHoCTUYeCcKasa MegnumnHckasa «PyCkaH 65» no TY 26.60.12-003-98204792-2019 ¢
NMPUHAONEXXHOCTSIMU, B COCTaBe

e 1. DnekTpoHHas KOHCOJb «PyCkaH 65» B cocTaBe C (hyHKLMOHaIbHBIMU MOAYNAMM ynpaBaeHns, MOBUbHbIM Waccu ans
rnepeMelleHns CUCTEMbI, MaHesbo YNpaBaeHUs, CEHCOPHbIM MOHUTOPOM, MNJACTUKOBLIM KOPMYCOM, 3aHEN py4Komn
ynpasaeHunsa - 1 wT.;

* 2. CneumnanbHbIn MEOULMHCKMA XUOKOKPUCTANINYECKUA MOHUTOP, B BapnaHTax NCMOSHEHUSA

e 2.1 CneuvanbHbIn MEAULVHCKNIA XUOKOKPUCTANINYECKUIA MoOHUTOp 21,5 atonmos - 1 wT.;

* 2.2 CneuvanbHbIn MEAULVHCKNI XUOKOKPUCTANINYECKNI MOHUTOpP 23,8 AatonMoB - 1 WT.;

e 3. 0aTymk nuHenHbI LA2-9S, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wT. (Mpn HeobxoammocTw);

. JlaTyumk nuHenHbin LA3-14AD, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wT. (Npn HeobxoammocTn);

. [laTyumk nuHenHbin LA3-16A, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wT. (Npn HeobxoammocTu);

. [aTynk nuHenHbin LA2-9A, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wT. (Npn HeobxoammocTn);

. daTuunk nuHenHbin LA3-16Al, Homep EPYJ1 I004-00110-00/02935469 - He 6onee 5 wT. (Npn HeobxoammocTn);

. JaTyunk nuHenHbin LA3-22Al, Homep EPYJ1 T004-00110-00/02935469 - He 6onee 5 wT. (Npn HeobxoammocTn);

. AlaTymk KoHBeKCHbIN CA1-7AD, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wT. (Npn HeobxoammocTw);

e 10. JaTymnk KoHBeKCHbIN CA2-9AD, Homep EPYJ1 T004-00110-00/02935469 - He 6onee 5 WT. (Npn HEO6XOAUMOCTN);

e 11. JaT4ynk KoHBeKCHbIn CA4-10M, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wT. (Npn HeobxoamMmMocTn);

* 12. JaTyuk KoHBeKCHbI CF4-9, Homep EPYJ1 T004-00110-00/02942861 - He 6onee 5 WT. (Npn HeobxoanMmocTun);

e 13. JaTuymk KoHBeKCHbIN CA2-6BM, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wT. (Npn HeobxoommocTn);

* 14. JaT4mK MUKPOKOHBEKCHbIN EVN4-9, Homep EPYJ1 F004-00110-00/02942861 - He 6onee 5 wT. (Npn HeobxoammocTn);

e 15. JaTynk MUKPOKOHBEKCHbI ER4-9, Homep EPYJ1 F004-00110-00/02942861 - He 6onee 5 wT. (Npn HeobxoammocTn)

e 16. JaT4mk BHyTpmnoaocTHon EA2-11AR, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wT. (npwn
HeobxoaMMoCTN);

e 17. JaTyuk BHyTpunonoctHonm EA2-11AV, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wWT. (Npwn
HeobxoanMocTn);

* 18. aTymk o6bemHbIn CV1-8AD, Homep EPYJ1 I004-00110-00/02935469 - He 6onee 5 wT. (Npn HeobxoanMMocCTn);

e 19. JaTyunk obbemMHbIn V5-9, Homep EPYJ1 T004-00110-00/02942861 - He 6onee 5 wT. (Npyn HeobxoanmmMocTun);

e 20. JaTyuk BHyTpunonoctHom EV2-10A, Homep EPYJ1 T004-00110-00/02935469 - He 6onee 5 wT. (Npun
HeobxoaMMoCTN);

e 21. JaTyuk pasmpoBaHHbI PA3-8B, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wWT. (Mpn HeobxoammocTw);
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22. NaTyuk hasmpoBaHHbIN PA4-12B, Homep EPYJ1 T004-00110-00/02935469 - He 6onee 5 wT. (Npyn HeobxoanmMocTun);
23. JaT4uk hasupoBaHHbIn PA1-5A, Homep EPYJ1 T004-00110-00/02935469 - He 6onee 5 wT. (Npn HeobxogmnmocTn);
24. NaTyuk hasupoBaHHbIn PE2-4, Homep EPYJ1 F004-00110-00/02935469 - He 6onee 5 wT. (Mpn HeobxoamMmMocTn);

25. aTyuk KapaHgawHbin CW6.0, Homep EPYJ1 F004-00110-00/02942861 - He 6onee 5 wT. (Npn HeobxogmmocTn);

26. laT4nk nocTosiHHO-BONIHOBOW DP2B, Homep EPYJ1 I004-00110-00/02935469 - He 6oniee 5 wT. (npwn
HeobxoaMmMocCTHn);

27. NaTynk nocTosiHHO-BoNIHOBOW DP8B, Homep EPYJ1 T004-00110-00/02935469 - He 6onee 5 wT. (npu
HeobxoaMMoCTN);

28. NaTyuk Yype3nuweBoaHbin MMPT3-7, Homep EPYJ1 F004-00110-00/02942861 - He 6onee 5 wT. (Npwu
HeobxoamMmocCTHn);

29. OnumoHanbHoe NporpaMMHoe obecrneyeHe aBTOMaTUYECKOr0 M3MEPEHNS TOJILLUHBI BOPOTHUKOBOIO NMPOCTPAHCTBA
nnoga B pexxmme 2D (2DNT) - 1 wT. (Npn HeobxogmmocTn);

30. OnumMoHanbHoe nporpamMmMHoe obecrneyeHne Ans NOCTPOeHUs 06 LEMHbIX N306parkeHUn B peXXxmMe peasbHOro
BpemMeHu (4D) - 1 wT. (Npn HeobxogmmocTw);

31. OnunoHanbHoe NporpaMMHoe obecrneyeHre NoJlyYeHNsa NPON3BOJIbHbIX Ce4YeHNn N3 06BbEMHOro n3obparkeHuns
(3DXI) - 1 wT. (npn HeobxognmocTn);

32. OnumoHanbHoe NporpaMMHoe obecneyeHre N3MepeHns TOJLLMHLI BODOTHUKOBOIO NPOCTPaHCTBa naona 1
VHTPaKpaHWaibHOro NPoCTPaHCTBa B pexxnume 06beMHOro ckaHnpoBaHus (5DNT) - 1 wT. (Npn HeobxoammocTn);

33. OnumoHanbHoe nporpamMmMHoe obecreyeHne NpoBeneHNs NCCNeoBaHUA B pexxmnme cTpecc axo (StressEcho) - 1 wT.
(Npn HeobxoanmocTwn);

34. OnumoHanbHoe nporpaMmmMHoe obecrneyeHne Kapanonornyeckux pacyetos (Cardiac Measurement) - 1 wiT. (npwu
HeobxoamMmocCTHn);

35. OnumoHanbHoe nporpaMmHoe obecrneyeHne AN nepenayn gaHHbIX No cetn B popmaTe (DICOM) - 1 wiT. (Npwn
HeobxoaMmMocCTHn);

36. OnunoHasbHoe NporpaMMHoe obecrneyeHme Ans NoayyeHnsa MeanLNHCKUX N306parKeHunii B pexxnme naHopamMmHoOro
CkaHupoBaHua (Panoramic+) - 1 wT. (Nnpn HeobxoammocTn);

37. OnumoHanbHoe NporpamMmMHoe obecrneyeHne pacwmpeHns emkocTn 6asbl aHHbIX Ha 1 Tb (Expanded Storage 1TB) -
1 wT. (Nnpn HeobxoanMoCTN);

38. OnumoHanbHoe NporpaMmMHoe obecrneyeHne NoNyYyeHnsa MeanLnHCKUX n3obpakeHui B pexxnme snactorpadun
(Elastoscan) - 1 wT. (npyn HeobxoanmMocTn);

39. OnumoHanbHoe NporpaMMHoe obecneyeHre aBTOMaTUYECKOro pacyeTa TOJILWLNHbI KOMMJIeKCa MHTMMa-meana (Auto
IMT+) - 1 wT. (Npn HeobxoanMMocCTN);

40. OnunoHanbHoe NporpaMMHoe obecrneyeHne KoAM4eCTBEHHOM OLLeHKN r1o6asibHOM 1 SIOKa/lbHOW COKPaTMMOCTU
MMUOKapAa /1IeBoro »xenypoyka (Strain+) - 1 wT. (npn HeobxoammocTn);

41. OnuMoHanbHoe NporpaMMHoe obecrneyeHre onsa peannsaumm QyHKLUM NOCTOAHHO-BOIHOBOrO fornaepa (CW
Function) - 1 wT. (Nnpn HeobxoanMocTNn);

42. OnumoHanbHoe NporpaMMHoe obecrneyeHre Bu3yannsaumm o6 beMHOro n3obpa>keHns ¢ BO3MOXXHOCTbIO
rnepemelleHns BUPTYaJIbHOro UCTOYHMKa ocBeleHns (RealisticVue) - 1 wT. (Nnpn HeobxognmocTn);

43. OnumMoHanbHoe NporpaMmMHoe obecrneyeHne nepepaymn BbibpaHHbIX Y3 n3obpakeHnn nocpeactsom QR-koaa
(MobileExport) - 1 wT. (npn HeobxoamMmocCTn);

44, OnumnoHanbHoOe NporpaMMHoe obecrnevyeHne HeLOMJIEPOBCKON Bn3yannsaumm kposotoka (SEE Stream) - 1 wT. (npn
HeobxoaMmMocCTHn);

45. OnuMoHaNnbHoe NporpamMmMHoe obecreyeHne yny4lleHHon Bnu3yanmsaumm buoncuinHon nrnsl (Needle Mate+) - 1 wr.
(Npn HeobxoanmocTwn);

46. OnuMoHaNnbHOe NporpaMmMHoe obecrneyeHne 06 BLEMHOM ANHAMUYECKON BU3yanm3saumnm cepaua naoga (XI STIC) - 1
wT. (Npn HeobxoANMOCTH);

47. OnunoHanbHoe NporpaMMHoe obecrneyeHre Ang aBTOMaTUYECKOrO ONpeneneHmns n nsMepeHns pasmepa n obvema
oMKy noB B pexxume o6beMHOro CKaHMPOBaHUA C LBETHbIM koaupoBaHuem (5D Follicle) - 1 wT. (npwn
HeobxoaMmocTHn);

48. OnumnoHaNbHOe NporpamMmMHoe obecrneyeHne pacyeTa KoahduumeHTa gedhopMaLnm B pexxmnme KOMNpecCnoHHoOM
sanactorpadun (E-Strain) - 1 wT. (Npn Heob6xoaMMoCTH);

49. OnunoHabHoe NporpaMMHoe obecrneyeHne NporpaMMmnpyemMbixX NPOTOKOI0B nccnenosaHna (Ezexam+) - 1 wr.
(npn HeobxogmmocTn);

50. OnumoHanbHoe nporpaMMHoe obecrneyeHne Ans aBTOMaTUYECKOro onpefesieHns n nusMepeHns pasMmepa n obbema
donnnkynos B 2D pexume ckaHupoBaHua (2D Follicle) - 1 wT. (npn HeobxoamMocTw);

51. OnumoHanbHOe nporpaMMHoe obecrneyeHne ans MarHoCTUKU CTaAumM PoAoB C MOMOLLbIO yrja Nporpeccuu
(LaborAssist) - 1 wT. (Nnpn HeobxoanmocTu);

52. OnumoHanbHoe nporpaMMHoe obecrieyeHne yaydLeHns Bu3yanm3aumnm CKeneTHo-MbIWeYHbIX CTPYKTYp (HQ Vision)
-1 wT. (Npn HeobxoaAnMoCTH);

53. OnumoHanbHoe nporpaMMHoe obecrneyeHmne CI0X)KHOCOCTaBHOrO MHOIr0Jly4eBoro ckaHupoaHus (Multivision) - 1 wrT.
(Npn HeobxoanumocTwn);

54. OnumoHanbHoe nporpaMmmMmHoe obecrneyeHne o6beMHOM BM3yanm3aLnMmn KPOBOTOKA B AOMJIEPOBCKUX pPeXMMax
(LumiFlow) - 1 wT. (Nnpn HeobxoaMMoCTK);

55. OnumoHanbHoe nporpaMMHoe obecrneyeHne aBTOMaATUYECKOrO0 OKOHTYPUPOBAHUS, U3IMEPEHNS N KNaccudurkaLumm
obpa3oBaHWii B LLNTOBUAHOM »Kese3e C UCMOoJIb30BaHNEM CTaHAAPTHOIO IEKCUKOHa U BanbHOWM LWKasbl CUCTEMBbI
TI-RADS (S-Detect for Thyroid) - 1 wT. (Npn HeobxoaANMMOCTN);



* 56. OnumoHanbHOe NporpaMMHoe obecneyeHne aBTOMaTMYECKOro pacyeTa pakLumnm Belbpoca KOHEYHOr O
OMNaCTOINYECKOro 1 CUCToInYeckoro o6bemMoB n1ieBoro xenyno4ka (Auto EF) - 1 wT. (npyn HeobxoanmmocTun);
° ...1neweé 146: NnonHbIA CMNCOK B KapTo4ke peecTpa Poc3apaBHan3opa

3. PocnaTeHT: TOBapHble 3Hakn NpaBoobnanatens

3Hakn AKLUMOHEPHOE OBLLUECTBO "HAYYHO-MNMPOWU3BOACTBEHHOE OB bEOVNHEHWE "CKAHEP" (MHH
7703614504): 3. NpaBoobnagaTtens HanaeH no MHH nponsesoanTensa. 3Haku NpuHanfiexaT Mpou3BOAUTESO
npoayKuumn, Ho He o6si3aTeNIbHO OTHOCATCS MMEHHO K 3TOMY U3LENNI0.

3Hak Ne 1248734 - penctByeT
3apeructpuposaH 04.08.2026, pencteyeT 0o 03.06.2036
Mo OTKPbITbIM AaHHbLIM PocnaTeHTa Ha 02.10.2026. N306paxkeHne 3Haka u knaccbl MKTY — Ha cTpaHuue 3Haka ®UMC no ccbinke

HUXe.
https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=1248734

3Hak Ne 639752 - pencTByeT

3apeructpupoBaH 19.12.2017, pencrteyeT o 21.04.2037

3aaBka 2017715785 o1 21.04.2017

Knaccbel MKTY: 10, 37

10 - annapaTbl AMarHoCTUYeCcKmne Ana MeguUNHCKUX LLesiei, B TOM Yucse ANs yabTPa3BYKOBOrO NCCef0BaHNA BHYTPEHHUX
opraHoB 4enoBeka. 37 - MOHTaX, YCTaHOBKa, HaJlalkKa N TeXHn4yeckoe Of)CJ'Iy)KI/IBaHI/Ie Me,lJ,I/ILLI/IHCKOI7I p,l/larHOCTI/I‘-IeCKOI?I
annapaTypbl, B TOM Yncne 1 annapaToB /14 Y1IbTPa3BYKOBOIro nccsienoBaHmsa 4enoBeka. V|3BELLI.EHVI9|, Kacallmnmecd ToBapHbIX
3HaKOB, 3HaKOB 0b6cNyxMBaHuUs N3mMeHeHue...

https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=639752

3HakK Ne 639753 - gpencTByeT

3apeructpuposaH 19.12.2017, pnencteyeT o 21.04.2037

3aaBka 2017715786 o1 21.04.2017

Knaccel MKTY: 10, 35, 37, 42

10 - annapaTbl AMArHOCTUYECKME A1 MeAULUHCKKX Lienei, B TOM Yucie Ans ybTPa3ByKOBOrO UCC/IeA0BAHUSA BHYTPEHHUX
OpraHoB 4YesioBeKa. 35 - LEMOHCTPaLUs TOBapOB; N3y4YeHNE PbIHKA; OPraHu3aumns BbICTaBOK U TOProBbIX SPMapoK B KOMMEPYEeCKUNX
NN pekSlaMHbIX Liefisix; NPOABMXEHME TOBAapOB AJ1A TPEeTbUX INL; peksiaMa, B TOM YucJie Npe3eHTaluns ToBapoB Ha BCeX
MefuacpencTBax, C Lesbio PO3HUYHON... 37 - MOHTaX, YCTaHOBKa, Hallafka 1 TexHuyeckoe obcnyXnBaHme MeauLNHCKON
ONarHoCTMYeCKOoW annapaTypbl, B TOM YUCJ1e 1 anmnapaToB AJ18 Y/IbTPa3BYKOBOIro UCCAeA0BaHUSA. 42 - UHXUHUPWHI; Hay4Hble U
TEXHOJIOrMYECKME YCIIYTr U OTHOCSALIMECS K HAM Hay4YHble UCCefoBaHns U pa3paboTku B 06,1aCcT MeQNLIMHCKOM
OVarHOCTUYeCKOoM annapaTypbl; YCAYrX MO MPOMbILUIEHHOM... (MOJIHbIN NepeyeHb Mo CCbIIKe HUXXE)
https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=639753

[okymeHT cchopMmumpoBaH cepBmncomM ToBapMuHMPO (tovarminpro.ru) n3 oTKpbITbIX AaHHbIX. Pa3zgen 1 - peecTp poCcCUNCKOMN
npomblwneHHon npoaykumm (FTNCI) Ha pnaTy dpopmmpoBaHus. Paspen 2 - peecTp MeAULUHCKUX n3gennn PocsapaBHansopa
(oTKpbITble faHHble Ha 22.10.2026). Pa3gen 3 - oTKpbITble AaHHble PocnaTeHTa Ha 02.10.2026, cTpaHuWLbl 3HAaKOB B
OTKpbITbIX peecTpax ®UMC nonyyeHbl 04.11.2026. laHHbIE MO U3MEHUTLCSA. [JOKYyMeHT He aBasfeTCca ouumanbHoON
BbINMMCKOW Poc3apaBHaa3opa nam PocnaTteHTa n He 3aMeHseT nX.

CcpopmuposaHo: 08.11.2026, 23:53:47



