Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

H3roTOBJIEHHE MeTUIIMHCKUX H3/1eJTuid, Mo cocTossHuIo Ha 14:36 05.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 192235;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MeaunuHckoro uznenus: P3H 2023/21090 (EPYJI - '004-00110-
00/02936617);

4. Jlata mepBUYHOM rOCYIapCTBEHHOW peTrUcTpanuu Meauimackoro m3aenus: 18.09.2023;
5. Jlata BHeCEHUS U3MEHEHUN B MeAUIIMHCKOE u3acnue: 29.10.2025;

6. [lepuon nevictBus Bepcuu: ¢ 29.10.2025;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HanMeHoBaHne METUIIMHCKOTO u3aeus: UHCTpyMeHTHI yibTpa3ByKoBbie xupyprudeckue LOTUS
BapuaHTbl HCTIOTHEHHUS:

1. Hoxxuuuel LOTUS npsimsle, Tun 200 B cocTase:

1.1. Pykositka LOTUS, HoxHU1EI ipsimbie, Tam 200 - 10 mT./ym.

1.2. IIpeobpazosarens LOTUS, noxuuts! npsmeie, Tamn 200 - 1 mT./ym.

1.3. UHCTpYKIIMS IO MPUMEHEHHUIO - | TIT.

2. Hoxauuel LOTUS usornyteie, Tun 200 B coctase:

2.1. Pyxoarka LOTUS, HoxHutsl uzornyteie, Tam 200 - 10 mr./ym.

2.2. IIpeoGpazoBarens LOTUS, noxxuuibl nzornyteie Enhanced, Tunm 200 - 1 mt./ym.
2.3. MHCTpYKIMS 110 IPUMEHEHUIO - 1 mmT.

3. Hoxuunel LOTUS uzornytslie, Tun 400 B cocTase:

3.1. Pykositka LOTUS, HoxHUIEI n3orayThie, TUT 400 - 10 mT./y1.

3.2. IlpeoGpazoBarens LOTUS, Hoxxuus! nzornytele Enhanced, tTun 400 - 1 mr./ym.
3.3. UHCTpyKIMS IO MPUMEHEHHUIO - | TIT.

4. Hoxuuupsl LOTUS npsmsie, Tun 500 B cocTase:

4.1. Pykositka LOTUS, HoxHMLBI ipsiMble, THI 500 - 10 mT./ym.



4.2. Ilpeo6pazosarens LOTUS, HoxuuLe! npsmeie, Tan 500 - 1 mT./ym.

4.3. MHcTpyK1us 10 NpUMEHEHUIO - | mIT.

5. Hoxuaunet LOTUS uzornyteie, Tun 500 B coctase:

5.1. Pykostka LOTUS, HoxxuHuuibl uornytele, Tun 500 - 10 mt./ym.

5.2. Ilpeo6pazosarens LOTUS, HoxxHuip! nzornyteie Enhanced, tum 500 - 1 mr./ym.
5.3. UHCTpyKIMA 10 NIPUMEHEHHUIO - 1 1IT.

6. Pesexrop neuenn LOTUS npsmoit, Tunt 200 B cocTase:

6.1. Pykositka LOTUS, pesextop neuenu npsmoii, Tumn 200 - 10 mr./ym.

6.2. IlpeobpazoBarens LOTUS, pesexrop neyenu npsamoii, Tum 200 - 1 mwt./y1.

6.3. UInCTpyKIIMs 110 MPUMEHEHHUIO - | 1IT.

7. Pezextop neuenn LOTUS npsimoit, Tun 400 B cocrase:

7.1. Pykositka LOTUS, pesexrop neuenu npsimoid, tun 400 - 10 mr./ym.

7.2. IIpeo6pazosarens LOTUS, pesexrop neduenu npsimoi, Tum 400 - 1 mT./y1.

7.3. UHCTpyKIMA 110 IPUMEHEHUIO - | IT.

8. Hoxxauier LOTUS m3ornyTeie, Tum 200 / 360° B cocTaBe:

8.1. Pykositka LOTUS, HokHUIIBI M30THYTHIE, T 200 / 360° - 10 1mT./ym.

8.2. IlpeobpazoBatens LOTUS, noxxuutps! n3oraytsie Enhanced, tum 200 / 360° - 1 mr./ym.
8.3. HCcTpyK1Ms 1O TPUMEHEHUIO - | 1IT.

9. Hoxaunel LOTUS uzornyteie, Tan 400 / 360° B cocrage:

9.1. Pykositka LOTUS, HOoxHuU1B! M30rHYTHIE, THT 400 / 360° - 10 1mIT./ym.

9.2. lIpeo6pazosarens LOTUS, noxxuuuel n3ornyteie Enhanced, Tum 400 / 360° - 1 mr./ym.
9.3. UHCTpyKIMA 110 IPUMEHEHUIO - | IT.

10. Hoxxauiel LOTUS m3ornyTeie, Tum 500 / 360° B cocTaBe:

10.1. Pykositka LOTUS, HOXHMLBI n30rHYTHIE, THIT 500 / 360° - 10 mT./ym.

10.2. TIpeo6pazoBarens LOTUS, HoxHuub! n3oruytsie Enhanced, Tum 500 / 360° - 1 wt./ym.
10.3. UucTpykuus o NpuMEHEHuto - 1 miT.

11. Pezexrop neuenn LOTUS mpsimoit, T 200 / 360° B coctase:

11.1. Pykositka LOTUS, pesexrop neuenu npsimoi, Tun 200 / 360° - 10 mT./ym.

11.2. IIpeobpazoBarens LOTUS, pezextop neuenu npsmoit, Tun 200 / 360° - 1 mwr./ym.
11.3. MHCTpYKIIMSI IO IPUMEHEHUIO - | mIT.

12. Pezexrop neuenn LOTUS npsimoit, Tun 400 / 360° B cocTage:

12.1. Pykositka LOTUS, pesektop nederu npsmoid, tum 400 / 360° - 10 mr./y.

12.2. TIpeo6pazoBarens LOTUS, pe3exkrop nedenu npsmoit, Tun 400 / 360° - 1 mt./ym.

12.3. MHCTpyKIMSA IO IPUMEHEHHUIO - | mT.

9. HaumeHoBaHMe OpraHU3aINH - YIIOJTHOMOUYEHHOTO MPEACTABUTENS IPOU3BOAUTENS (M3TOTOBUTEIS)
MenumnuHckoro u3aenus: OBLIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO "BOBA
EBPA3UA";

10. MecTo Hax0/1€HHs] OPraHU3aLUHU - YIIOJTHOMOYEHHOTO IIPEICTaBUTEISI IPOU3BOIUTENS
(M3roTOBHTEIS) MEAHIMHCKOro m3aenust: 125040, TOPOJ] MOCKBA, I1P-KT JIEHUHI PA JICKHH,
.24, CTP 3, 9TAX 1 KOMHATA 2;



11. FOpunndeckuii aapec OpraHu3aIliy - YIIOJTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(w3roroBurenst) MmeauiuHckoro m3aenus: 125040, FTOPOJ] MOCKBA, I1P-KT HEHHHFPAILCKHPI,
J. 24, CTP 3, O9TAX 1 KOMHATA 2;

12. HaumeHOBaHME OpraHU3aIlUH - TIPOU3BOJUTENS MEIUIIMHCKOTO U3/IENNS MIIM OpTraHU3aIiN
u3rorosurens meautuHckoro u3aenus: SRA Developments Ltd (3cApDit JleBenonmentc JITn);

13 MCCTO HaXO0XICHUA OpI‘aHI/I3aLII/II/I - HpOI/ISBOI[I/ITeJDI MCAUIIUHCKOI'O U3CJIUA NI OpFaHI/I3aI_II/II/I
W3TrOTOBUTENSI MeauIHCKOTO M3nenus: Bremridge House, Bremridge, Ashburton, Devon, TQ13 7JX,
UK;

14. FOpuanyeckuii agpec OpraHu3alyy - IPOU3BOAUTENS MEIUIIMHCKOTO U3EIINS WK OpTraHu3aIuu
M3TOTOBUTENSI MeauIHCKOTO M3nenust: Bremridge House, Bremridge, Ashburton, Devon, TQ13 7JX,
UK;

15. CTpaHa OopraHu3aluvu - TpOU3BOAUTECIIA MCIUITUHCKOT'O U3ACTINA NI OPraHu3alun - U3rOTOBUTCIIA
MCOULHNHCKOI'O U3CINA: COCI[I/IHCHHOG KOpOJ'IeBCTBO;

16. OKII/OKII/2: 32.50.50.190;

17. Kiacc moTeHIIMaIbHOTO pUCKa MPUMEHEHHS] MEAUIIMHCKOTO U3/IeNIUs B COOTBETCTBUHU C
HOMEHKJIATypHOH Kiaccuukanuen MeTUIMHCKUX U3CIIUNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3npaBooxpaHeHus Poccuiickoit denepanuu: 20;

18. HaznaueHne MEAMIIMHCKOTO U3/IENNs, YCTAHOBJICHHOE MPOU3BOAUTENIEM: Y IIbTPAa3BYKOBBIE
uHcTpyMeHTbl LOTUS npeanasHaueHsl uisl pacCeueHus U KOaryJisiliuy MATKUX TKaHEH OCPEACTBOM
paspyIIeHHs X KJIETOK yJIbTPa3BYKOBBIMHU KOJICOAHUSMH B IIPOIIECCE OTKPBITHIX, JIAMTAPOCKONNYECKUX
U 0apUaTpUYECKUX XUPYPrHUECKUX BMEIIATENLCTB Y B3POCIIbIX NAllMEHTOB. J|aHHBIE HHCTPYMEHTHI
MOTYT UCIIOJI30BaThCsA KaK BCIIOMOIaTEJIbHOE CPEACTBO U IIOJHOLEHHAs 3aMEHa TPaJULIHOHHBIX
CKaJbIIeNel, TIEKTPOXUPYPIrHUECKUX U JIA3€PHBIX HHCTPYMEHTOB B O0IIEH, MIIaCTHUECKOMH,
TOPaKAJIbHOW XUPYpPruu, TMHEKOJIOTHH, YPOJIOTUH, 7Sl BBIIEIEHHS OPTONEANYECKUX CTPYKTYP
(HampuMep, CyCTaBOB), a TAKXKE IPU UHBIX OTKPBITHIX U JAapOCKOMMYECKUX XUPYPruuecKuX
npoueaypax. YnerpasBykoBoil reHepatop LOTUS B kOMILIEKTE C yJIbTPa3ByKOBBIMU
xupyprudeckumu nactpyMmentamu LOTUS, cocrosimmMu U3 pyKoSTKH U TpeoOpa3oBatess, SBiseTcs
YIABTPa3BYKOBOW XUPYPTHUECKON CUCTEMOM, MPEeIHA3HAYEHHOM I paCCEUYECHUSI MITKUX TKAHEH B

YCIIOBUSIX, KOT'/Ia BaKHO M30€kKaTh KPOBOTEUEHUS M CBECTU TEPMUUYECKYIO TPAaBMY K MUHHUMYMY.;

19. Bua MeIuIIMHCKOTO U3AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiiaccudukamein MequImHCKUX
W3AeNHi, yTBepxkaaeMoi MunuctepcTBoM 3apaBooxpanenust Poccuiickoit deneparuu: 162130;

20. Axpec MecTa MPOU3BOJICTBA UM U3TOTOBJICHHsI MeaUIIMHCKOTO n3nenus: SRA Developments Ltd
(OcApDit [leenonmentc JITm), Bremridge House, Bremridge, Ashburton, Devon, TQ13 7JX, UK;



21. CBG}ICHI/IH O B3aMMO3aMCHICMbBIX MCIUIIMHCKUX HU3ACTIHUAX:

22. Monenu MeIUILIMHCKOTO U3AEIN:

Hosxuuier LOTUS npsimeie, Tun 200 B coctage:

Kon Buaa HaunmeHnoBaHue mojaeu

162130 NHucTpymenTs! yapTpa3BykoBsle xupyprudeckue LOTUS, BapuanTel ucnionnenus: 12.
Pesextop neuenu LOTUS npsimoit, Tun 400 / 360° B cocrase:

162130 NHucTpymenTs! yapTpa3BykoBsle xupyprudeckue LOTUS, BapuanTel ucnonsenus: 11.
Pesextop neuenu LOTUS npsimoit, Tun 200 / 360° B cocrase:

162130 NHucTpymenTs! yapTpa3BykoBsle xupyprudeckue LOTUS, BapuanTel ncnonnenus: 10.
Hoxnauier LOTUS uzorayteie, Tum 500 / 360° B cocTaBe:

162130 WNHucTpyMeHTs! yapTpa3BykoBble xupyprudeckue LOTUS, BapuanTsl ucnonsenus: 9.
Hoxuauier LOTUS uzorayteie, Tum 400 / 360° B cocTaBe:

162130 WNHucTpyMeHTs! yapTpa3BykoBsle xupyprudeckue LOTUS, BapuanTsl ucnonsnenus: 8.
Hoxnauier LOTUS uzorayteie, Tum 200 / 360° B cocTaBe:

162130 WNHucTpyMeHTs yapTpa3BykoBsle xupyprudeckue LOTUS, BapuanTsl ucnonsHenus: 7.
Peszexrop neuenn LOTUS npsamoi, Tun 400 B cocrase:

162130 WNHucTpyMeHTs yapTpa3BykoBsle xupyprudeckue LOTUS, BapuanTsl ucnonsenus: 6.
Pesexrop neuenn LOTUS npsamoi, Tun 200 B cocTase:

162130 WNHcTpyMeHTs yapTpa3BykoBble xupyprudeckue LOTUS, BapuanThl ucnosHeHus: S.
Hoxuunet LOTUS u3ornytsie, Tun 500 B cocTase:

162130 WNHucTpyMeHTs! yapTpa3BykoBsle xupyprudeckue LOTUS, BapuanTsl ucnonsenus: 4.
Hosxuuier LOTUS npsimeie, Tun 500 B cocrage:

162130 WNHcTpyMeHTs! yapTpa3BykoBble xupyprudeckue LOTUS, BapuanTsl ucnonsenus: 3.
Hoxuunel LOTUS uzornytsie, Tun 400 B cocTase:

162130 WNHcTpyMeHTs! yapTpa3BykoBble xupyprudeckue LOTUS, BapuanThl ucnonHeHus: 2.
Hosxuunet LOTUS uzornytsie, Tun 200 B cocTase:

162130 WNHucTpyMeHTs! yapTpa3BykoBsle xupyprudeckue LOTUS, BapuanTs! ucnonsenus: 1.

Brimucka copmupoBana Ha odunmuansHOM caiite DenepanbHOi CiTy)0bI IO HAI30pY B chepe

3npaBooxpanenus B cetu MuTepHert: https://roszdravnadzor.gov.ru/.

AOKVYMEHT ITOJAINCAH
SJIEKTPOHHOMU ITOAITMCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A
Kowmy Beinan: ®EJJEPAJIBHASI CJIYIKBA 11O HA/I30PY B COEPE 3/IPABOOXPAHEHUSI

JHeiictButenen ¢ 2025-08-18 mo 2026-11-11



https://roszdravnadzor.gov.ru/

