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

H3roTOBJIEHHE MeTUIIMHCKUX H3/1e/JTuid, o cocTossHuIO Ha 17:36 27.03.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 142938;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MmeaunuHckoro uznenus: P3H 2016/4613 (EPYJI - '004-00110-
00/02918043);

4. Jlata mepBUYHOM rOCYIapCTBEHHON peTUCTpauu Meauimuckoro m3aenus: 23.08.2016;
5. Jlata BHeCeHUS U3MEHEHUM B MeAUIIMHCKOE u3acnue: 23.07.2018;

6. [lepuon nevictus Bepcuu: ¢ 23.07.2018;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HannmeHoBaHue MeIMLIMHCKOrO U3aenus: YpasiseMble npoBogauku Fathom nis nepudepuueckux
WHTEPBEHIIHNI

1. Ynpasnsemsle npoBogHuku Fathom-14 B koMIuiekTe ¢ ycTpoiicTBoM Juis Bpaenus (1 mr.) u
UHTpoAbtocepoM (1mit.), Mmoaenu;

- Ynpasisiemblit mpoBonuuk Fathom-14, nmuna 200 cM, popmupyembiii KOHUUK 1auHOM 10 cM.
- Ynpasmisiemblit mpoBonuuk Fathom-14, nmuna 200 oM, nraa koHuynka 10 cm.

- Ypasnsemsiii npoBoguuk Fathom-14, nnuna 300 oM, myinHa koHurKa 10 M.

- Ynpansemslii mpoBogHuk Fathom-14, nmuaa 300 cM, hopmupyeMblii KOHYHK JTHHON 10 cM.
2. Ynpasnsemsle npoBogHukH Fathom-16 B kommiekTe ¢ ycrpoiictBom juist Bpatenus (1 mr.) u
UHTpoAbtocepoM (1mit.), Moaenu:

- Ynpasmisiemblit mpoBonuuk Fathom-16, nmuna 180 oM, nrHa koHumka 20 cm.

- Yupasnsemsiii npoBogHuk Fathom-16, nuna 180 cm, muyinHa koHurka 10 cm.

- Ynpansemsiii mpoBoHuk Fathom-16, nnunaa 140 cMm, anraa konunka 20 cm.

- Ynpasnsemblii mpoBoaHuk Fathom-16, nnmaa 140 cMm, anmaa konuuka 10 cm.

9. HaumeHoBaHue opraHu3aliy - yIIOJIHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)



MeauIrHCKOoro u3nenus: OOIEecTBO ¢ OrpaHUYCHHON 0TBETCTBEHHOCTHIO "Cunepmku KoHncantuar";

10. MecTo Hax0eHHs OpraHU3allu - YIOJTHOMOYEHHOI'O IPECTaBUTENS TPOU3BOTUTENS
(m3rotoButens) meauiuHcKoro m3aenus: 109548, Poccus, r. Mocksa, yi. lllocceitnas, nom 1, kopmyc

2, mometieHue I, stax 4, xkabuner 26;

11. FOpuauueckuit agpec opraHu3alny - YIIOTHOMOYEHHOTO MPEICTaBUTENS TPOU3BOAUTENS
(m3rotoButens) meauiuHcKoro m3aenus: 109548, Poccus, r. Mocksa, yi. lllocceitnas, nom 1, kopmyc

2, momerieHue I, stax 4, kabuner 26;

12. HaumeHoBaHMe OpraHu3aliuy - IPOU3BOJUTENS MEAUIIMHCKOTO U3/IENINS WM OpraHU3aluu
M3TOTOBUTEINS MeAUIIMHCKOTO m3aenus: "bocron Carientudux Koprnopeimn";

13. MecTo HaxOKICHUsSI OPraHU3aIliH - POU3BOIUTENS] METUITTHCKOTO M3/ WIIK OPTaHU3AIHH
n3rotoButesst MmeaunuHckoro uznenus: , CIIA, Boston Scientific Corporation, 300 Boston Scientific
Way, Marlborough, MA 01752, USA;

14. FOpunudeckuit aipec opraHu3aliy - MPOU3BOIUTENS METUITTHCKOTO U3/ WIIW OPTaHU3aIHH
n3rotoButesst MmeaunuHckoro uznenus: , CIIA, Boston Scientific Corporation, 300 Boston Scientific
Way, Marlborough, MA 01752, USA;

15. CTpaHa OopraHu3aluvu - TPpOU3BOJUTEIA MCIUIUHCKOI'O U3ACTINUA NI OPraHu3alun - U3roOTOBUTCIIA
MCIUIMHCKOI'O U3 OCIHUA: COCI[I/IHCHHLIC ]_HTaTBI;

16. OKII/OKII/J2: 32.50.13.110;

17. Knacc moTeHIHAJIbHOTO PUCKA MPUMEHEHUS METUIIMHCKOTO U3/IEJIUSI B COOTBETCTBUU C
HOMEHKJIaTypHO Ki1accudukanmren MeIUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepanuu: 3;

18. HazHauenne MEIUIMHCKOTO U311, YCTAHOBIEHHOE IPOU3BOIUTEIIEM: ;

19. Bua MeIuIIMHCKOTO U3AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiiaccudukauei MequImHCKUX
W3AeNui, yTBepxkaaeMoi MunuctepcTBoM 3apaBooxpanenust Poccuiickoit deneparuu: 254580;

20. Axpec MecTa MPOU3BOJICTBA WM U3TOTOBIICHUS MEIUIIMHCKOTO M3nenus: 1. Boston Scientific

Corporation, 5905 Nathan Lane Plymouth, MN 55442, USA 2. Boston Scientific Corporation, 302
Parkway Global Park, Heredia, Costa Rica.;

21. Cenmenus o B3aMMO3aMCHAEMBIX MEIUITMHCKUX U3ACTHIX: |

22. Monenu MeIUIIMHCKOTO U3AEIN:

Koa Buaa HanMmeHoBaHHe MoaeIH

254580 null




Brimucka copmupoBana Ha oduiinaabHoM caiite denepanbHOi ciry>k0bI IO HaA30py B cepe
3npaBooxpaHeHus B cetn UHTepHeT: https://roszdravnadzor.gov.ru/.

AOKYMEHT ITIOATIMCAH
OJIEKTPOHHOU [TOAIHNCBIO

Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A
Kowmy Beinan: ®EJJEPAJIBHASI CJIYKBA IO HA/I30PY B COEPE 3/IPABOOXPAHEHMUSI

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



https://roszdravnadzor.gov.ru/

