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

HU3r0TOBJIEHHE MeIUIIUHCKUX U31eJuil, 1o cocTostHuio Ha 17:07 20.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEpP peecTpoBoii 3anucu: 194939;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep Mmeaunuackoro uznenus: P3H 2020/9858 (EPYJI - '004-00110-
00/02924850);

4. Jlata mepBUYHOM rOCYIapCTBEHHON peructpanuu meauimuckoro maaenus: 03.04.2020;
5. Jlata BHeCEHHUS U3MEHEHUN B MeAUIIMHCKOE u3acnue: 12.12.2025;

6. [lepuon nevictust Bepcun: ¢ 16.01.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HanmeHnoBaHnue MeaunuHckoro usaenus: [uccexktop Sonicision 6eCipoBOIHON yIbTPa3BYKOBOMH C
U30THYTHIMU OpaHIIaMH € IPUHAJIEKHOCTIMU

. BapuaHThl HCTIOJIHEHUS:

1. Kommnekramnus I, B cocrase:

1.1. duccektop Sonicision 6ecripoOBOAHOM yJIbTPa3BYKOBOW C M30THYTHIMHU OpaHIaMu 5 MM - 13 cm.
1.2. Hampasusitorue Sonicision Al yCTaHOBKU aKKYMYJISITOPa, MHOTOPA30BOT'0 MUCIOIb30BaHUs (IIpH
HEOOXOAMMOCTH).

1.3. AkkymymsiTop Sonicision MHOTOpa3oBOT'O UCIIONB30BaHuUs (TIPU HEOOXOIMMOCTH).

1.4. 3apsimHOE ycTpocTBO Sonicision it akKyMyJisiTopa (TIpu HEOOXOUMOCTH).

1.5. 'enepaTtop Sonicision MHOrOpa3oBOr0 UCMOIB30BaHuUs (TIPHU HEOOXOIMMOCTH).

1.6. DkcrutyaTanmoHHast JOKyMEHTAI[UsI HAa ONITHYECKOM UM OYMa)KHOM HOCHUTEIIE.

2. Kommnekranms 11, B cocTaBe:

2.1. duccekTop Sonicision 6eCpOBOAHOM yJIBTPa3BYKOBOM C M30THYTBIMHU OpaHIIaMu 5 MM - 26 cM.
2.2. Hanpasnstomue Sonicision AJisl yCTaHOBKH aKKYMYJISITOPa, MHOTOPa30BOT0 UCIOIb30BaHUs (IIpH
HEOOXOMMOCTH).

2.3. AkkymyasaTOp Sonicision MHOTOPa30BOT0 UCHOIB30BaHUs (TIPH HEOOXOAUMOCTH).



2.4. 3apsiiHOE YCTpOHETBO Sonicision At akKKyMyisTopa (Tipu He00X0IUMOCTH ).

2.5. T'eneparop Sonicision MHOTOPa30BOT0 UCIIOJIb30BaHUS (IIPU HEOOXOIUMOCTH).

2.6. DKcIITyaTalMOHHAsT JOKYMEHTAIIHSI HA ONTHYECKOM MIIH OYMa)KHOM HOCHTEIIE.

3. Kommnekranus I, B cocrase:

3.1. uccexTop Sonicision 6ecripoBOIHON yIbTPa3ByKOBON C M30THYTHIMH OpaHIIaMu 5 MM - 39 cm.
3.2. Hampasunsromue Sonicision j1s1 YCTaHOBKU aKKyMYJIITOpa, MHOIOPa30BOT0 UCIIOJIb30BaHUS (IIpU
HEO0OXOMMOCTH).

3.3. AkkymyasaTop Sonicision MHOTOPa30BOTr0 UCIIONB30BaHUs (TP HEOOXOIMMOCTH).

3.4. 3apanHoe ycTpoiicTBO Sonicision s akKyMyJisiTopa (Ipyu HEOOXOAUMOCTH).

3.5. 'enepaTop Sonicision MHOTOpa3oBOIr0 UCIOB30BaHuUs (TP HEOOXOAUMOCTH).

3.6. DKcrulyaTallmoHHasi JOKYMEHTAIIUsSI HAa ONITUYECKOM UM OYMa)KHOM HOCHUTEIE.

4. Kommnekranus IV, B cocTaBe:

4.1. Duccektop Sonicision 6€CIPOBOTHOM YIBTPa3BYKOBOW C M30THYTHIMU OpaHIIaMu 5 MM - 48 cMm.
4.2. Hanpasnstougye Sonicision /i yCTAHOBKH aKKyMYJIsITOpa, MHOTOPa30BOI'0 UCIOJIb30BaHus (Tpu
HEOOXOMMOCTH).

4.3. Akkymynarop Sonicision MHOTOPa30BOTO MCIIOJIb30BaHUs (ITPH HEOOXOIUMOCTH)

4.4. 3apsiHO€ YyCTpOHCTBO Sonicision i akKyMyJsiTopa (IIpu Heo0X0IUMOCTH).

4.5. 'eneparop Sonicision MHOTOPa30BOTO UCIIOIB30BaHUS (IIPU HEOOXOIUMOCTH).

4.6. DxcmtyaTalioHHas JOKYMEHTAIUs Ha ONITUYECKOM MM OYMaKHOM HOCHTEIE.

II. ITpuHagIeXHOCTH:

1. CTepunu3aiimoHHBIN JOTOK SONiciSion MHOTOPa30BOT0 MCIIOJIH30BAHUS.

9. HaumeHoBaHue opraHu3aliy - YIIOJIHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)
MmeaunuHckoro u3nenus: OBIIIECTBO C OI'PAHUYEHHOU OTBETCTBEHHOCTBIO
"MEJATPOHUK";

10. MecTo Hax0I€HHsI OPTAaHU3AIUHU - YIIOJTHOMOYEHHOTO TIPEICTABUTEIS PONU3BOTUTENS
(w3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHHHAHBHBIPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

11. FOpunnyeckuii aapec OpraHu3aIliy - YIIOTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHHHAHBHBIPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

12. HammeHOBaHWE OPTaHU3AIHMH - TIPOU3BOIUTEIS MEIUIIMHCKOTO U3ICIINS WITH OpraHUu3aIlluu
uszroroputens meaunuHckoro usaenus: Covidien LLC, USA ("Kouauen JUJIC", CIIIA);

13. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTIHUS HIIM OPTaHU3aIHH
M3TOTOBUTENS MeauIMHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

14. FOpuandeckuit aipec OpraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO M3ICIUS UIIH OpTaHU3aliH
M3rOTOBUTENSI MeauIHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

15. CTpaHa OopraHru3alru - IPOU3BOJUTETIA MECIUIUHCKOI'O U3ACIIUA UK OpraHu3alun - U3roTOBUTCIIA



MeauuuHckoro n3nenus: Coenunennsie LTaTsr;
16. OKII/OKII/2: 32.50.50.190;

17. Knnacc moTeHIIManbHOTO prUcKa MPUMEHEHHUS] MEAUIIMHCKOTO U3/IeNIUs B COOTBETCTBUU C
HOMEHKJIaTypHOH Kiaccudukanue MeaUIMHCKUX U3JIEIHUH, yTBepkKaaeMoil MUHHUCTEPCTBOM

3npaBooxpanenus Poccuiickoit deneparuu: 20;

18. Ha3nauenue MCIUIUHCKOI'0 U3ACJIN, YCTAHOBJICHHOC ITPONU3BOAUTCIICM: HJBI PaCCCUCHUA MATKUX
TKaHeﬁ, Korjga Tpe6yeTc;I KOHTPOJIb KPOBOTCUYCHUA U MUHHUMH3AIHA TCIIJIOBBIX OKOI'OB;

19. Bu MEIUIIMHCKOTO U3/1€1Ms B COOTBETCTBUM ¢ HOMEHKJIATypHO! KiIaccu(puKanuei MeuIuHCKIX
U3, yTBepxK1aeMoil MunucrepctBoM 3apaBooxpanenust Poccuiickoit denepanuu: 127500;

20. Axpec MecTa MPOU3BOJICTBA UK U3rOTOBIICHHS MeaunuHCcKoro uznenus: 1. Covidien LLC, USA

("KoBumuen JUUIC", CIIIA), 5920 Longbow Drive Boulder, Colorado, 80301, USA.. 2. Cadex
Electronics Inc., 22000 Fraserwood Way, Richmond, British Columbia V6W 1J6, Canada;

21. CBG}ICHI/IH O B3aMMO3aMCHICMbBIX MCIUIIMHCKUX HU3ACTIUAX:

22. Monenu MeIUILIMHCKOTO U3AEIIN:

Konx Buga HaumenoBanue Mmoaen

127500 JHuccektop Sonicision 6eCIIpOBOIHOM YIBTPa3BYKOBOM ¢ M30THYTHIMH OpaHIIIAMH C
npuHauiesxkHocTsiMu 4. Kommnekranus IV, B cocrase:

127500 JHuccektop Sonicision 6eCIIpOBOIHOM YIBTPa3BYKOBOM ¢ M30THYTHIMH OpaHIIIAMH C
npuHauiesxkHocTsiMu 3. Kommnekranus 11, B cocrase:

127500 JHuccektop Sonicision 6eCIpOBOIHOM YIBTPa3BYKOBOM ¢ M30THYTHIMH OpaHIIIAMH C
npuHauiesxkHocTsiMu 2. Kommnekranus 11, B cocrase:

127500 JHuccektop Sonicision 6eCIpOBOIHOM YIBTPa3BYKOBOM ¢ M30THYTHIMH OpaHIIIAMH C
npuHauiesxkHocTsiMu 1. Kommekranus I, B cocrase:

Brimucka copmupoBana Ha oduinaabHoM caiite denepanbHOM ¢iry>kO0bI IO HaI30py B cdepe
3npaBooxpaHeHus B cetn UHTepHeT: https://roszdravnadzor.gov.ru/.

AOKYMEHT ITIOAIMCAH
OJIEKTPOHHOU [TOAINCBIO

Ceprudukar: F671E30B77AF3D7DIAS51F071091F24FAC690FB4A
Komy Bbinan: ®EJEPAJIBHASA CJYKBA 11O HAZI3OPY B COEPE 3IPABOOXPAHEHUA

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



https://roszdravnadzor.gov.ru/

