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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUii, 10 cocTostHuIO Ha 16:35 20.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 195518;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MmeaunuHckoro uznenus: P3H 2016/3749 (EPYJI - '004-00110-
00/02916713);

4. Jlata mepBUYHOM rOCYIapCTBEHHON perucTpanuu meauimuckoro m3aenus: 20.02.2016;
5. Jlata BHeCeHUs U3MEHEHUM B MeAuIIMHCKOE u3acnue: 31.01.2026;

6. [lepuon nevictust Bepcun: ¢ 31.01.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HanmenoBanue meaunuHckoro usaenus: ['eneparop anexkrponaurupyromuid Valleylab LS10 cepun
LS ¢ omHUM HHCTPYMEHTAILHBIM BBIXOJIOM C MIPHHAICKHOCTSIMU

I. ba3oBelii cocTas:

1. 'eneparop Valleylab cepuu LS.

2. KaGenb cereBoil.

II. IIpuHagneKHOCTH:

1. USB kabenn

2. PykoBoicTBO nojIb30BaTelNIs HA OyMa)KHOM HOCHUTEJE.

3. Kpatkas cnpaBouHas kapTa Ha OyMa)KHOM HOCHUTEJIE.

4. PykoBo/CTBO IO TeXHUYECKOMY oOcyxuBanuto Ha CD mucke.

5. PyKOBOJICTBO IO yCTaHOBKE ITporpaMMHoro obecneuenust Ha CD nucke.

9. HaumeHoBaHMe OpraHU3aINH - YIIOJTHOMOUYEHHOTO MPEACTABUTENS POU3BOAUTENS (M3TOTOBUTEIS)
MenumnuHckoro uzaenus: OBLIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO
"KOBUJIWEH EBPA3UA";



10. MecTo Hax0/I€HHsI OPTaHU3ALMHU - YIIOJTHOMOYEHHOTO IIPEICTaBUTEISI IPOU3BOIUTENS
(m3roroBurenst) meauimuackoro m3aenus: 105120, ' MOCKBA,ITEP CBIPOMSTHUYECKU 2-I>1,
JOM 1, IOMEIIEHME I, KOM. 35;

11. FOpunnyeckuil anpec opraHu3aluy - yIOJIHOMOYEHHOTO IPEACTABUTENS IPOU3BOAUTENS
(m3roroBurenst) meauimuackoro m3aenus: 105120, ' MOCKBA,ITEP CBIPOMSTHUYECKUI 2-I>1,
JAOM 1, IIOMEIIEHME I, KOM. 35;

12. HaumeHoBanue opraHu3aluvu - IpOU3BOAUTCIIA MCAUITUHCKOI'O U3ACIIUA UJIN OpraHu3aliuu

nzrotoButesst MmeaunuHckoro usnenus: Covidien llc ("KoBuauen mic");

13. MecTo HaxOKICHHS OPraHU3aliy - POU3BOIUTENS METUITMHCKOTO M3/ICIUS HIIH OPTaHU3alHH
usroroButens mequimHckoro m3aenus: Covidien lle, 15 Hampshire Street, Mansfield MA 02048,
USA;

14. FOpuanyeckuit aipec OpraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO M3ICIUS IIH OpTaHU3aliH
usroroButens meauimHckoro m3aenus: Covidien lle, 15 Hampshire Street, Mansfield MA 02048,
USA;

15. Ctpana opraHu3aiyu - MpOU3BOIUTEIN S MEAUIIUHCKOTO U3ACIIHS UM OpTaHU3alMK - U3TOTOBUTES
Mmeaunuackoro usaenus: Coeannennrie 1TaTor;

16. OKII/OKII/2: 32.50.50.121;

17. Knacc noTeHInanbHOro pucKa MPUMEHEHUS MEIULIUHCKOTO U3ENINs B COOTBETCTBUU C
HOMEHKJIaTypHOH Kiaccudukanued MeUIMHCKUX U3JIEIUH, yTBepkK1aeMoil MUHHUCTEPCTBOM

3npaBooxpanenus Poccuiickoit deneparuu: 20;

18. Ha3HaueHne MEIUIIMHCKOTO U3JIeIIUsl, YCTAHOBJIGHHOE TIpou3BoauTeeM: ['eneparop
anekrposmrupyronmii Valleylab LS10 cepun LS ¢ oMM HHCTPYMEHTAIBHBIM BBIXOJIOM C

MNPUHATICKHOCTAMMN) IIPECAHA3HAUCH I UCIIOJIb30BaHUA MPU JUTHPOBAHUH COCYIO0B.;

19. Bua MeIuIIMHCKOTO U3AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiiaccudukauei MequImHCKUX
W3AeNui, yTBepxkaaeMoi MunuctepcTBoM 3apaBooxpanenust Poccuiickoit deneparuu: 260140;

20. Axpec MecTa MPOU3BOJICTBA WK U3TOTOBIICHUS MeauIIMHCKOTO u3nenus: Building 10, 789 Puxing

Road, 201114 Shanghai, Peoples Republic Of China, Covidien Medical Products (Shanghai)
Manufacturing. LLC;

21. Cenmenus o B3aMMO3aMCHAEMBIX MEIUITMHCKUX U3ACTHIX: |

22. Monenu MeIUIIMHCKOTO U3AEIN:

Koa Buaa HanMmeHoBaHHe MoaeIH




260140 I'eneparop snexkrponurupyronuii Valleylab LS10 cepun LS ¢ ogaum

HHCTPYMCHTAJIbHBIM BbBIXOAOM C IIPUHAAJICIKHOCTAMU

Brimucka copmupoBana Ha odpuinaabHoM caiite denepanbHOi ¢iry>k0bI IO HaI30py B cepe
3npaBooxpaHeHus B cetn HTepHeT: 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/

