Beinmcka
u3 'ocymapcTBeHHOro peecTpa MeIMIIMHCKUX M3Ae/INI Y OPraHU3aIuil
(MHAMBUAYAJIbHBIX MPeINPUHUMATEIeN), OCYIIeCTB/ISIONINX MIPOU3BOACTBO U

M3roTOBJICHME MeIMIIMHCKMX M3Ae/INi, 10 cocTossHuIo Ha 15:23 29.09.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YaukanpHbiil HoMep peectpoBoii 3amvicu: 204306;
2. CKBO3HOM UAeHTUUKATOP peecTpoBoi 3anucu: 148296;
3. Cratyc: [leiicTBYyeT;

4. PeructpauyoHHbiil Homep meauimackoro nsgenust: P3H 2020/11972 (EPYJI - '004-00110-
00/02924715);

5. laTa mepBUYHOIN IOCYAApCTBEHHOM perucTpaunmu Mmeguumuuckoro usgeas: 18.09.2020;
6. JlaTa BHeceHMs M3MeHeHM B MeauuyHckoe usgenne: 24.09.2026;

7. Ilepuon meiictBust Bepcun: ¢ 24.09.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HaumeHoOBaHMe MeIUIMHCKOTO M3aeans: Visgenns BcrioMorartesibHbIe [IJIs1 Onepannii Ha
paboTalollEeM CepALE Y XUPYPIUUECKON CTaOMIM3alUN: YHUBEPCAIBHBIM phlUar-cTadbumimsaTop
Hercules

BapPMAaHThI VICIIOJTHEHUS

1. YuuBepcanbHbil peruar-crabuamsatop Hercules 3 (Hercules 3 Universal Stabilizer Arm).

2. YauBepcasbHblii pbryar-crabmmsarop Hercules 360 (Hercules 360 Universal Stabilizer Arm).

10. HaumeHoBaHMe opraHu3aiuu - YIoJJHOMOYEHHOTO TIPeICTaBUTESIS ITPOU3BOANTEIIS
(usrorosutesns) mepuiHckoro musgenus: OBILIECTBO C OT'PAHUYEHHOU
OTBETCTBEHHOCTBIO "TEPYMO PYC";

11. MecTo HaxOKIeHMS OpraHn3aIi - YIIOJJTHOMOYEHHOTO TIPeICTaBUTEST IPOU3BOAUTEIS
(usroroButens) meguimHckoro msgenus: 123112, . MOCKBA, BH.TEP.T'. MYHULUITAJIBHBIN
OKPVYT ITPECHEHCKUH, HAB ITPECHEHCKAS, [I. 12, IIOMEIIL. 7/17;



12. FOpunndueckmii ampec OpraHm3anym - YIIoJHOMOYEHHOT'O TIPeICTaBUTE IS ITPOU3BOIUTEIIS
(usroroButesns) meguiHckoro usgenus: 123112, . MOCKBA, BH.TEP.T'. MYHULUITAJIBHBIN
OKPVT ITPECHEHCKWM, HAB [TPECHEHCKAS, [I. 12, [IOMEIILI. 7/17;

13. HamMmeHoBaHMe OpraHmM3aniy - IPOU3BOAUTEISI MEIUIIMHCKOIO U3IeIMs UM OpraHu3aium
usrotoBuTesnst MmeguuyHckoro nsgeyms: Terumo Cardiovascular Systems Corporation (Tepymo

Kapanosackynap Cucremc KopropeiiiiiH);

14. MecTo HaxOKIeHMsI OpraHu3aliy - IPOU3BOAUTEIIS MEeIULMHCKOTO U3Ae s VI OpraHu3aLymn
usrotouTesis MeaunyHckoro usgeaus: 125 Blue Ball Rd, Elkton, Maryland 21921, USA;

15. IOpuanueckuit agpec opraumsanyy - IPOU3BOAUTEIIS MeIULIMHCKOTO U3Ae/ M I OPraHu3alun
u3roToBuTes MeaunuHckoro usgenaus: 125 Blue Ball Rd, Elkton, Maryland 21921, USA,;

16. CtpaHa opra"msaium - IPpOU3BOAUTEISI MEIAUIIMHCKOTO U3HEINS MM OPraHU3aly - U3TOTOBUTEJIS
meauiHckoro usgenus: Coeannennbie ITarTsr;

17. OKII/OKI1[2: 32.50.13.131;

18. Kitacc noreHumaabHOro pyucka MpUMMeHEHMSI MEIUIIMHCKOI'O M3/ B COOTBETCTBUMA C
HOMEHKJIaTyPHOM KjaccuduKalmein MeIUIIMHCKUX U3IeNINiA, YTBEpsKIaeMol MUHUCTEpCTBOM

3npaBooxpaHenust Poccuiickont @emepanym: 3;

19. HasHaueHne MeIUIIMHCKOTO U3e/Vsl, YCTAaHOBJIEHHOE TTPOM3BOANTEIEM: Y HUBEPCAJIbHBIN pblyar-
crabummsatop Hercules npegHasHaueH 1151 MCIIOIb30BaHMSI B KapAMOTOPAKAIbHOM XUPYPTUM B
KauecTBe BCIIOMOTaTeIbHOTO CPeJCTBa IJIs TIO3UILMOHVPOBAHMS Y CTAOMUIM3aLMM Pa3IMYHBIX

dHATOMMYECKMX CTPYKTYP IIPU BBINIOJTHEHMN PA3JIMUHBIX XMPYPrUUYEeCKUX Impouenyp.;

20. Bug MeIUIIMHCKOrO U3Oeaus B COOTBETCTBUM C HOMEHKJIATYPHOM KIaccu@uKauyen MeguIMHCKUX
uU3Ieuil, yTBepskaaeMont MunncrepctBom 3apaBooxpanenusi Poccuiickon @enepanym: 191880;

21. Agpec MecTa MPOU3BOACTBA MJIM U3TOTOBJIEHMS MeauUIMHCKOro usneaust: 1. Terumo
Cardiovascular Systems Corporation (Tepymo Kapanosackynap Cucremc Koproperiiin), 125 Blue
Ball Rd, Elkton, Maryland 21921, USA. 2. Strand Products Inc., 2233 Knoll Drive, Ventura,
California 93003, USA. 3. DongGuan HaiDi Precision Machining Co., Ltd., HeDong Industrial Zone,
YanTian Village, FengGang Town, DongGuan City, GuangDong Province, P.R. China;

22. CBefieHMs O B3ayMO3aMeHSIeMbIX MeIUIIMHCKNUX U3LeTUIX: ;

23. Mogenyu MegUIMHCKOTO U3IeIs:

Kopg Bupga HaumenoBanue moaein




191880 W3nenust BcmomoraresibHbIe 71T OTepalnii Ha paboTaroIeM ceplle M XUPYPruueckomn
CcTabwmM3anymn: YHUBEpCaTbHbIN phruar-crabunmsarop Hercules, BapyaHT UCIIOTHEHWST:
1. YuauBepcanpubiin peruar-crabunmsarop Hercules 3 (Hercules 3 Universal Stabilizer
Arm).

191880 W3penust BciomoraresibHbIe [JIs1 OTlepalinii Ha paboTaroIeM cepAiie M XUPypruueckomn

CTabMIM3aIMn: YHUBEPCAIbHbIN phiuar-crabuimsatop Hercules, BapyaHT MCIIOTHEHMS:
2. YauBepcaybHbIN pbruar-crabmmmsarop Hercules 360 (Hercules 360 Universal
Stabilizer Arm).

Brimicka chopmupoBana Ha oduimaabHoM caiiTe DemgepasbHONM CTYKObI IO HAaA30py B cdepe

3npaBooxpaHenus B cetu MuTtepHer: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOAITMCAH
BJIEKTPOHHOU IO CBHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A
Komy Beinan: ®EJEPAJIBHASI CJIVIKBA 11O HAJI30PY B COEPE 3IPABOOXPAHEHUS

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