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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuI0 Ha 16:21 20.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbIM HOMEP peecTpoBoii 3anucu: 195670;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep Mmeaunuackoro uznenus: P3H 2015/3339 (EPYJI - '004-00110-
00/02913557);

4. Jlata mepBUYHOM rOCYIapCTBEHHON PETUCTPAIIMU MeIUIIMHCKOTo m3aenus: 15.12.2015;
5. Jlata BHeceHUs U3MEHEHUM B MeauinHcKoe uzacnue: 02.02.2026;

6. [lepuon nevictus Bepcuu: ¢ 02.02.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HanMeHoBaHME METUIIMHCKOTO U3IEHs: Y CTpOUCTBO Jutsi oborpesa nanuentoB Warm Touch 6000
C TIPUHAJICKHOCTAMU

I. Cocras:

1. KabGens cereBoii, He Oosee 5 miT.

2. PyKOBOJICTBO MO 3KCILTyaTalllH.

II. IIpuHagneKHOCTH:

1. ®unbTpsl cMeHHbIe, He 6osee 100 miT.

2. Comuio - mepexonHuk, He 6osee 100 mT.

3. Tenexka.

9. HaumeHoBaHue opraHu3aliy - yIIOJIHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)
MmeaunuHckoro u3aenns: OBIIIECTBO C OI'PAHUYEHHOU OTBETCTBEHHOCTBIO
"KOBUIAMEH EBPA3NA";

10. MecTo Hax0I€HHsI OPTAaHU3AIMHU - YIIOJTHOMOYEHHOTO TIPEICTABUTEIS PONU3BOTUTENS
(m3rotoButens) meauimuckoro m3aenus: 105120, ' MOCKBA,ITEP CBIPOMSITHUYECKHUH 2-1,



JIOM 1, IOMEIEHUE I, KOM. 35;

11. FOpuauueckuit agpec opraHu3alny - YIIOJTHOMOYEHHOTO MPEICTaBUTENS TPOU3BOAUTENS
(w3roroBurenst) meauiuHackoro m3aenus: 105120, ' MOCKBA,ITEP CBIPOMSITHUYECKHWH 2-1,
JOM 1, IOMEHIEHUE I, KOM. 35;

12. HauMeHOBaHME OpraHU3aIMy - TPOU3BOAUTENS MEAUIIMHCKOTO U3CIHS WU OpraHU3aIii
usroroButens MmeauimHckoro m3aenus: Covidien llc ("KoBuguen mic");

13 MCCTO HaXOXICHUA OpFaHI/I3aHI/II/I - HpOI/I?;BOI[I/ITeJ'ISI MCAUIITUHCKOI'O U3ACJIUA NN OpFaHI/I3aHI/II/I
nsrotoButesst MmeaunuHckoro usnenus: Covidien llc, 15 Hampshire Street, Mansfield MA 02048,
USA;

14. FOpuanyeckuii aapec OpraHu3aliy - IPOU3BOAUTENS METUIIMHCKOTO U3CIIHS WIIK OpTraHu3aIiu
nsrotoButesst MmeaunuHckoro usznenus: Covidien llc, 15 Hampshire Street, Mansfield MA 02048,
USA;

15. CTpaHa OopraHru3alyvu - IPpOU3BOJUTEIA MCIUIUHCKOI'O U3ACTINUA UJIA OPraHu3alun - U3roOTOBUTCIIA
MCIUIMHCKOI'O U3 OCIHUA: COCI[I/IHCHHLIC ]_HTaTBI;

16. OKII/OKII/2: 32.50.50.190;

17. Knacc moTeHIHAIbHOTO PUCKA MPUMEHEHUS METUIIMHCKOTO U3/I€JIUSI B COOTBETCTBUU C
HOMEHKJIaTypHO Ki1accuduKanuen MeJUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepanuu: 2a;

18. HazHaueHne METMIIMHCKOTO U3/IENHs, YCTaHOBIEHHOE Mpou3BoauTenem: Cucrema oborpesa
o0ecrevynBaeT CpeiCTBa JICUCHUS WM IPEIOTBPALICHHsI THTIOTEPMUH Y IeTel U B3POCIBIX MAllUEHTOB

B KIIMHUYCCKUX YCIIOBHUAX.

19. Bua MeIuIMHCKOro U3/1€usl B COOTBETCTBIM C HOMEHKJIATYPHOH Kiaccudukanyein MequmHCKUX
U3JIENNH, yTBepkKIaeMoil MuHucrepcTBoM 3apaBooxpanenust Poccuiickoit denepanuu: 173050;

20. Anpec mecTa mpOU3BOICTBA WM U3rOTOBICHUs MeauuHckoro u3nenus: 1. Covidien llc
("KoBumuen muic"), 15 Hampshire Street, Mansfield, MA 02048, USA. 2., 202 Lorong Perusahaan
Maju 9, Bukit Tengah Industrial Park, 13600 Perai Penang, Malaysia. 3. Mallinckrodt Inc., Liebel-
Flarsheim Business, 2111 East Galbraith Road, Cincinnati, OH 45237, USA;

21. CBenmenus o B3aMMO3aMEHIEMBIX MEIUIIMHCKAX U3ACIUIX: |

22. Monenu MeTUIIMHCKOTO U3AEIN:

Konx Buna HaumenoBanue Moaeu

173050 YerpoiictBo st odorpesa manrerToB Warm Touch 6000 ¢ mpuHaiiexxHOCTIMEI




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/

