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

10356941

HanmeHoBaHne npoaykumm
CucTtema ynbTpa3ByKoBasa AmMarHoctnyeckas megunumnHckasa «PyCkaH 50» no TY
9442-001-98204792-2016 c npnHageXXHOCTAMM

CraTyc 3anucu
B peecTpe

LaTa BKJOYEHUSN

08.07.2026

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 9442-001-98204792-2016

OcHoBaHue

AKT 3kcnepTusbl TMIM - 6241.021.13.5706-26 - 23.06.2026

MpounbHbIN fenapTaMeHT
JenapTaMeHT paano3/1eKTPOHHON NPOMBbILLIIEHHOCTN

CpoK OencTBus ceefeHunn

07.07.2031

bannbl

86

2. Poc3gpaBHapfg3op: perncrtpaunoHHoe yngoctosepeHune P3H 2018/6770




Homep ygocToBepeHus

P3H 2018/6770

CraTtyc
DencrteyeT

[aTa peructpauun

25.01.2018

Cpok pencreus
beccpoyHo

HanmeHoBaHune
CucTtemMa ynbTpa3ByKoBasa AMarHoctTuyeckas MmegunumnHckasa «PyCkaH 50» no TY
9442-001-98204792-2016 c npuHaa/IeXXHOCTAMN

[MpownssopuTesnb

AO "HMNO "CKAHEP", NHH 7703614504

CBA3b ¢ 3anucbto NMCI
CBsA3b HangeHa cepBnCOM aBTOMaTUYeECKWN: COBMaJi nNpomnssoaonTesib, U aBToOMaTU4YeCKasa NnpoBepKa
Hawna n3genme B CrMcKe UCrnoJIHEeHUN yAOCTOBEpPEHUA.

McnonHeHne, KOTopoMy cooTBeTCTBYeT 3anuck MMCrI
CucTtema ynbTpa3ByKoBasa AmMarHoctTnyeckas MmegunumnHckasa «PyCkaH 50» no TY
9442-001-98204792-2016 c npnHageXXHOCTAMM

KapTo4ka B peecTpe Poc3gpaBHag3opa
https://elk.roszdravnadzor.gov.ru/widget/med-product/178388

WcnonHeHns (52)

* 1. 371eKTPOHHas KOHCOJIb B COCTaBe C (PyHKLMOHAbHbIMY MOAYASMW YNpaBieHns, MOBWbHbIM LWaccK Ans
nepemMeLleHna CUCTEMbI, MaHeNbio YNpaBeHns, N1acTUKOBbIM KOPMYCOM, 3afiHe py4Kon ynpassieHns, Npon3BoACTBa
dupmbl AO «HIMO «CKAHEP», Poccus - 1 wT.

* 2. MporpammHoe obecneyeHne ANa ynpasiieHNs y/ibTPa3BYKOBbIM CKaHEePOM MOCPeACTBOM PYCCKOA3bIYHOIO
nHTepgenca «PyCkaH 50 Bepcms 2.01.01», npomnssoactea hupmel 3A0 "Meansnc”, Poccnsa - 1 wr.

* 3. CneumnanbHbIn MEONLMHCKUA XNUOAKOKPUCTANINYECKUIA MOHNTOP, npon3BoacTea pupmbl SAMSUNG MEDISON CO.LTD.,
nnu nponssoacTtaa pupmbl KORTEK CORPORATION, Pecnybaunka Kopes - 1 wT.

* 4. JaT4mk nuHenHbin LN5-12, nponssoacTtea pupmMbl SAMSUNG MEDISON CO.LTD., Pecnybnuka Kopes,
pernctpaumoHHoe ynoctosepeHmne Ne @C3 2010/06275 - 1 wT. (Npm HeobxoammocTh).

e 5. daTyuk nuHenHbin L5-12/50, nponssonctea ompmbl SAMSUNG MEDISON CO.LTD., Pecnybnunka Kopes,
perncTpaunoHHoe yagoctoBepeHmne Ne dC3 2010/06275 - 1 wiT. (Npyn HeobxoamMmMocCTn).

* 6. JaT4mK KOHBeKCHbIN C2-8, npoussoactea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnunka Kopes,
pernctpaumoHHoe ygoctosepeHmne Ne @C3 2010/06275 - 1 wT. (Npn HeobxoamnmocTn).

e 7. 0aT4mk KOHBeKCHbIN C2-5, nponsBoacTea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnnka Kopes,
perncTpaumoHHoe ynoctosepeHmne Ne @C3 2010/06275 - 1 wT. (Npn HeobxoammocTh).

¢ 8. laTuyunk KoHBeKCHbIN CF4-9, nponssoacTtea ompmbl SAMSUNG MEDISON CO.LTD., Pecnybnunka Kopes,
perncTpaunoHHoe yagoctoBepeHmne Ne dC3 2010/06275 - 1 wiT. (Npyn Heob6XxoaMMocCTN).

* 9. JaTymk KoHBeKCHbIN CA2-6BM, npounssoacTea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnnka Kopes,
perncTpaumoHHoe yaocTosepeHune

* Ne P3H 2020/10698 - 1 wT. (Npn HeobxoANMMOCTN).

* 10. JaT4yuk KoHBeKCHbIn CA4-10M, nponssoacTea pupmbel SAMSUNG MEDISON CO.LTD., Pecnybnuka Kopes
perncTpaumoHHoe yaoCTOBepeHne

e Ne P3H 2020/10698 - 1 wT. (Nnpn HeobxoaommocTn).

e 11. JaT4MK MUKPOKOHBEKCHbI EVN4-9, npoussoactea ¢pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnunka Kopes,
perncTpaumoHHoe ygocTosepeHune

* Ne ®C3 2010/06275 - 1 wT. (Nnpn HeobxoaMmMocTn).

° 12. JaT4ynKk MUKPOKOHBEKCHbIN ER4-9, nponssoacTea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnnka Kopes,
perncTpaumoHHoe yaoCTOBepeHne

e Ne ®C3 2010/06275 - 1 wT. (Npn HeobxoaomMmocCTn).

e 13. JaT4uK pa3mpoBaHHbIn PN2-4, nponssoacTtsa pupmsel SAMSUNG MEDISON CO.LTD., Pecnybnuka Kopes,
perncTpaumoHHoe ygocTosepeHune

* Ne ®C3 2010/06275 - 1 wT. (Nnpn HeobxoaMmMocTn).

* 14. JaT4yuk hasmpoBaHHbI SP3-8, nponssoacTea pupmbel SAMSUNG MEDISON CO.LTD., Pecnybnuka Kopes,
perncTpaunoHHoe yagoctosepeHmne Ne P3H 2020/10698 - 1 wiT. (Npn HeobxoammocTn).

e 15. JaT4uk BHyTpunonoctHom EV2-10A, npounssoactea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnuka Kopes
pernctpaunoHHoe ygoctosepeHune Ne P3H 2020/10698 - 1 wT. (Npn HeobxoammocTn).



16. JaT4mk o6beMHbIn VN4-8, npounssoacTea upmbl SAMSUNG MEDISON CO.LTD., Pecnybnvka Kopes,
perncrtpaumoHHoe ygoctosepeHmne Ne @C3 2010/06275 - 1 wT. (Npm HeobxogmmocTn).

17. DaTymk nocTossHHO-BoNHOBOM DP2B, nponssoactea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnuka Kopes,
perncTpaumoHHoe yaoCToBepeHne

Ne P3H 2020/10698 - 1 wT. (Npn HeobxoammocTn).

18. Knto4 akTMBaLUmM AONOAHUTENbHON PYHKLMN CIOXXHOCOCTAaBHOIO MHOIM0Jly4eBOro ckaHmpoBaHusa (Multivision),
npounssoacTea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnvka Kopes - 1 WwT. (Npyn He06X04MMOCTN).

19. Knto4 akTMBaLUM AOMNOJAHUTENbHON PYHKLMN ANA MOCTPOEHUS 06BEMHbBIX N3006parkeHnin B peXXmMe peasbHOro
BpemMeHun (4D), nponssoacTea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnnka Kopesi - 1 wT. (npn HeobxoammocTn).
20. Kntoy akTmBaumm JOMNONHUTENBHON (PYHKLMM NOJyHEeHNA NMPON3BOJIbHbIX Ce4YeHUN 13 06beMHOoro nsobpaxxeHus (3D
Xl), nponssoacTea hupmbl SAMSUNG MEDISON CO.LTD., Pecnybnunka Kopes - 1 wT. (Npn HeobxoammocTn).

21. KNty akTuBaummn AONOJIHUTENbHON YHKUNM Kapauonornyeckmx pacyeTtos (Cardiac Measurement), npon3soacTsa
drpmbl SAMSUNG MEDISON CO.LTD., Pecnybnunka

Kopes - 1 wT. (Npn HeobxogmmocTn).

22. Kntoy akTuBaumMmn AONOJIHUTENbHOM YHKUNKW 015 Nepefadvn AaHHbIX no ceTn B oopmaTe DICOM, npon3soacTBa
¢dmpmbl SAMSUNG MEDISON CO.LTD.,

Pecnybnunka Kopes - 1 wT. (Nnpu HeobxognumocTn).

23. KntoY akTmBauum JOMONMHUTENbHON (PYHKLMW 18 NONYHYEHNS MEONLIMHCKMX N306pakeHnin B peXxxmmMme naHopaMHoro
CkaHupoBaHusa (Panoramic), npounssoactea gupmbl SAMSUNG MEDISON CO.LTD., Pecnybnunka Kopes - 1 wT. (npu
HeobxoaMMoCTN).

24. KnoY akTMBaumy JOMOMHUTENbHON (PYHKLMM NOJlyaBTOMaTUYeCKOM OLLeHKN aedopMaLnm Mrnokapaa J1eBoro
xenypo4dka (STRAIN+), nponssoacTtea ompmMbl SAMSUNG MEDISON CO.LTD., Pecnybnnka Kopes - 1 wT. (npun
HeobxoanMocTn).

25. Knoy akTuMBauum SOMOSHUTENbHON (DYHKLUMW ANS MONYYEHNS MEOMNLINHCKMX N3006pakeHnn B pexxmume
anekTporpadun (ELASTOSCAN), npoussoacTtea upmsl SAMSUNG MEDISON CO.LTD., Pecnybnnka Kopes - 1 wT. (npwn
HeobxoaMMoCTN).

26. Kntoy akTMBaumm AOMOMHUTENbHON (PYHKLMM aBTOMaTMYeCKOoro pacyeTa ToJAWNHbBI KOMMekca MHTUMa-meauna (Auto
IMT+), nponssoacTea mpmMbl SAMSUNG MEDISON CO.LTD., Pecnybnnka Kopes - 1 wT. (npn HeobxogmmocTn).

27. Koy akTuBaumMmn AOMOSIHUTENbHON (DYHKLNM NPOrpaMMupyeMbiX NPOTOKOI0B nccaenosaHnsa (EzExam+)
npoussoacTea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnvka Kopes - 1 WwiT. (Npy HeO6X04MMOCTN).

28. Kntoy akTMBaumn SOMOHUTENbHON (PYHKLUMN yayYLLIEHHOW BU3yanum3aunmn buoncnnHon mrnsl (NeedleMate+),
nponssoacTea hupmbl SAMSUNG MEDISON CO.LTD., Pecnybnuka Kopes - 1 wT. (Npn HeobxogmmocTn).

29. Knoy akTuMBaumm JONOMHUTENbHON (PYHKLMK BCTPOEHHOro oby4yatoLLero aTiaca no permoHapHON aHecTesnn n
COCYyANCTOMY AO0CTYMy A8 HOBMYKOB C BO3MOXKHOCTbIO AeMOHCTpaumnm nsobpakeHun n smaeoknmnnos (EzAssist)
nponssoacTea hupmbl SAMSUNG MEDISON CO.LTD., Pecnybnunka Kopes - 1 wT. (Npn HeobxoammocTn).

30. Kntoy akTusaummn AONOSIHUTENbHON DYHKLUNK ANS nccnenosaHmnsa ceppua nnoga (X1 STIC), npomnssoacTea prpMbl
SAMSUNG MEDISON CO.LTD., Pecny6nunka Kopes - 1 wT. (Npn Heob6xoanmMocTn).

31. Kntoy akTmMBaumm AOMOHUTENbHON (PYHKLMM aBTOMaTNYeCKOr0 N3MepeHns TOJLWMHbI BOPOTHUKOBOIO
npocTpaHcTBa naoga B 2D pexxume (2D NT) npoussoacTtsa pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnnka Kopes - 1
wT. (Npn HeobXxoANMOCTH).

32. Kntoy akTuBaumMmn AOMONHUTENbHON MYHKLUNW ONS OMAarHOCTUKK CTaAnn POLOB C MOMOLLbIO NU3MEPeHUs yrnia
nporpeccun (LaborAssist) npoussoactea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnuka Kopes - 1 wT. (npun
HeobxoamMmMocTH).

33. Kntoy akTuBaummn LOMOJIHUTENbHOW (DYHKLNM NOCTOAHHO-BOIHOBOI0 fornsiepa (CW Function) nponssoactea upMebl
SAMSUNG MEDISON CO.LTD.,

Pecnybnunka Kopes - 1 wT. (Nnpu HeobxognmocTn).

34. Kntoy akTuBaummn AOMOJIHUTENbHON DYHKLUNM Nepefayn BbiIbpaHHbIX n306pakeHu naoda nocpeactsom QR-kona
(MobileExport), nponssoacTea puypmbl SAMSUNG MEDISON CO.LTD., Pecnybnnka Kopesi - 1 wT. (Npn HeobxogmmocTn).
35. Kabenb ceTeson MI39-01378A, npounssoacTtea upmbl SAMSUNG MEDISON CO.LTD., Pecnybanka Kopes - 1 wT.

36. Kabenb 3a3zemnenns MI39-01020B, nponssoacTea pupmbl SAMSUNG MEDISON CO.LTD., Pecnybnnka Kopes - 1 wT.
37. NacnopT nsgenusa POCH.941118.001 NC - 1 wr.

38. PykoBoAcTBO no akcnayaTauum POCH.941118.001 P3 - 1 wr.

39. ONuMoHaNbHbIA MOAYb AeTeKunmn dusnonormnyecknx curHanos ECG-USB1, ¢ kabenem gnnHHom 3,5 meTpa Ha 3
oTBeAeHus, nponssoactea pupmbel NORAV MEDICAL LTD., N3paunb, nnn npounssoactea pupmsl SAMSUNG MEDISON
CO., LTD., Pecnybnuka

Kopes - 1 wT. (Npn HeobxogmmocTn).

MpuHagnexHocTun:

1. TpexknaBuwHas neganb yrnpassieHns cuctemon, nponssoactea pupmsl WHANAM ELECTRONICS CO., LTD nnn
npoussoacTBa pupmbl SAMSUNG MEDISON CO., LTD., Pecnybnunka Kopes - 1 wr.

2. MoporpeBaTenb rens, npomssoncTea gupmsl SEONGJI INDUSTRIAL CO., LTD., Pecny6nvka Kopesi - 1 wrT.

3. PocnaTeHT: TOBapHble 3HaKWN npaBoo6na,u,aTenﬂ

3Hakn AKUVOHEPHOE OBLLECTBO "HAYYHO-MNMPON3BOACTBEHHOE OB bEAVWHEHUE "CKAHEP" (MHH
7703614504): 3. NpaBoobnagaTtens HangeH no HH nponssoanTens. 3Hakn NpuHagaexaT Nnpon3BoANTENO



npooykuunn, HO He ob53aTesIbHO OTHOCATCH UMEHHO K 3TOMY M3genunto.

3Hak Ne 1248734 - pencTeyeT
3aperucTtpuposaH 04.08.2026, pnencteyeT o 03.06.2036
Mo oTKpbITbIM AaHHbIM PocnaTeHTa Ha 02.10.2026. M1306pakeHne 3Haka u knaccobl MKTY — Ha cTpaHuue 3Haka ®UNMC no ccbinke

HUxe.

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

PyCkaH

3Hak Ne 639752 - pencreyeT

3aperucTtpupoBaH 19.12.2017, pencrteyeT 0o 21.04.2037

3aaBka 2017715785 o1 21.04.2017

Knaccel MKTY: 10, 37

10 - annapaTbl AMarHOCTMYECKMe AN MeAULUHCKIMX Liefei, B TOM Yucie ANs yibTPa3ByKOBOro NCCe0BaHNUSA
BHYTPEHHNX OPraHoB YesioBeka. 37 - MOHTaXK, YCTaHOBKa, HaJlafka 1 TexHn4eckoe ob6cnyXxusaHue
MeANLMHCKON ANarHOCTMYeCKON annapaTypbl, B TOM Yucjie 1 annapaToB AJ15 Y/bTPa3ByKOBOro NCCAef0BaHUs
YyesioBeka. /3BelleHuns, KacaloLmecs ToBapHbIX 3HaKOB, 3HaKoB 06CcnyxmBaHns M3meHeHMe. ..
https://www1.fips.ru/fips_servl/fips_serviet?DB=RUTM&DocNumber=639752

3Hak Ne 639753 - gencreyeT

3apeructpupoBaH 19.12.2017, pencrteyeTt no 21.04.2037

3asBka 2017715786 o1 21.04.2017

Knaccbel MKTY: 10, 35, 37, 42

10 - annapaTbl AMarHOCTUYeCcKmne Ana MeguLNHCKUX Lienen, B TOM Y1uce gNns yabTpa3ByKOBOro UCCienoBaHuns
BHYTPEHHWNX OpraHoOB 4YeJioBeKa. 35 - AEMOHCTpPaUna TOBapoB; n3yvyeHne pbiHKa; opraHn3aunsa BbICTaBOK U
TOProBbIX APMapoK B KOMMepPYeCKNX UWIKN pekKslaMHbIX Lenax; npoaBmxeHmne ToBapoB O1A TPeTbUX JINLL;
peknamMa, B TOM HUCJe rnpeseHTauna ToBapos Ha BCeX MegnacpeactBax, C Lenbto p03HVI‘-IHOI7I... 37 - MOHTaX,
yCTaHOBKa, HanajkKa n TexHn4yeckoe obCcnyxmBaHme MeanumMHCKON ANarHoCTUYeCKON annapaTypbl, B TOM
Hycsae n annapaToB OJ14 YIbTPa3BYKOBOIro nccsegoBaHuA. 42 - NHXWHUPWHI; Hay4YHble N TeXHoJiornyeckumne
ycnyrn n oTHocawmecda K HAM Hay4Hble nccrienoBaHumsa m pa3pa60TKVI B obnactu MED,VILI,VIHCKOVI
,D.VIaI'HOCTVI‘-IECKOIZ annapaTtypsbl; ycnyrm no npoMblILUIEHHOM... (I'IOJ'IHbII7I rnepeyvyeHb rno Ccbljike HVI)Ke)
https://www1.fips.ru/fips_servl/fips_servlet?DB=RUTM&DocNumber=639753

[okyMeHT chopMumpoBaH cepBmncomMm ToBapMuHMPO (tovarminpro.ru) n3 oTKpbITbIX AaHHbIX. Pa3zgen 1 - peecTp pocCUNCKOM
npombiwneHHon npoaykuum (FMCM) Ha paTy opmMmpoBaHus. Pazgen 2 - peecTp MegnUMHCKUX n3genuin PocsapaBHaa3lopa
(oTKpbITble faHHble Ha 22.10.2026). Pa3gen 3 - oTKpbITble AaHHble PocnaTeHTa Ha 02.10.2026, cTpaHuWLbl 3HAaKOB B
OTKpbITbIX peecTpax PUMC nonyyeHbl 04.11.2026. [laHHbIE MOT /TN N3MEHUTLCSA. [JOKYMEHT He SBAfeTCs ourumanbHON
BbIMNCKOW Poc3apaBHaa3opa nam PocnaTteHTa n He 3aMeHseT uX.

CcpopmuposaHo: 12.11.2026, 11:02:58



