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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 1o cocTosiHuIo Ha 17:34 19.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 195653;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MeaunuHckoro uznenus: @C3 2011/09310 (EPYJII - '004-00110-
00/02910585);

4. Jlata mepBUYHOM rOCYIapCTBEHHON peTUCTpaIiuu MeauimHckoro m3aenus: 23.03.2011;
5. Jlata BHeceHUs U3MEHEHUM B MeauinHckoe uzacnue: 03.02.2026;

6. [lepuon nevictus Bepcun: ¢ 03.02.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HannmeHOBaHNE MEIMLIMHCKOTO U3JeNus: AMNapaTr UCKYCCTBEHHOW BEHTWISIIMU JETkuX Puritan
Bennett 560, ¢ npuHaIeKHOCTIMU

IIpunaiekHOCTH:

. @unbTp BO3AYIIHBIN (Y1I./6 1IT.).

. Konnexrop kucnopoausiit ( ym./10 mt.).

. Kontyp nanuenTa u kianas.

. Kabens USB.

. Kabenb yammHATENHHBIN.

. KaGenpb nmuranus (cereBoi IIHYP).

. Kabenp BpI30Ba MeacecTphl.

. CyMKa TpaHCTOpTHasl.

O 0 3 N N kK~ W N =

. Prox3ak.
10. TpanCIOPTHBIN PEMEHB.
11. PykoBozacTBa nonb3oBaTes.

12. Kimuanueckoe pykoBoctBo Ha CD.



9. HaumeHoBaHue opraHu3aliy - yIIOJIHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)
MmeaunuHckoro u3aenus: OBIIIECTBO C OI'PAHUYEHHOU OTBETCTBEHHOCTBIO
"MEJATPOHUK";

10. MecTo Hax0I€HHsI OPTAaHU3AIMH - YIIOJTHOMOYEHHOTO TIPEICTABUTEIS PONU3BOTUTENS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHHHAHBHHPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

11. FOpunndeckuii aapec OpraHu3aIliy - YIIOJTHOMOYEHHOTO TPEICTABUTEIIS POU3BOIUTEIS
(w3roroBurenst) meauimuackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHHHHHAHBHHPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

12. HammeHOBaHWE OPTaHU3AIMH - IIPOU3BOIUTEIS MEIUIIMHCKOTO U3CIINS WITH OpraHU3aIluu
usroroButens meauimHckoro u3aenus: Covidien Llc (Kounuen Jlnc);

13. MecTo HaxOKICHHs OPraHU3alliH - IPOU3BOIUTENS METUIITHCKOTO U3/ICTHS WIIM OPTaHU3aIHH
M3TOTOBUTENS MeauIMHCKOTO M3nenus: 15 Hampshire Street Mansfield MA 02048, USA;

14. FOpuandeckuit aipec OpraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO M3/ICIUS UIIH OpTaHU3aliH
n3roToBUTENS MeauHCKOTO M3nenus: 15 Hampshire Street Mansfield MA 02048, USA;

15. Ctpana opraHu3amyu - MPOU3BOIUTENS] MEAUIIMHCKOTO U3ICTUS WU OPTaHU3alUH - U3TOTOBUTEIIS
MeaunuHckoro u3nenus: CoequaeHubie 1ITaThr;

16. OKII/OKIIA2: 32.50.21.122;

17. Kinacc moTeHIIMaIBHOTO pHUCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeNIHs B COOTBETCTBUH C
HOMEHKJIaTypHOU Ki1accuuKanue MeIUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepanuu: 2a;

18. Ha3zHaueHne METUIIMHCKOTO U3/IEIHs, YCTaHOBJIEHHOE pon3BoauTeneM: Berntmisarop Puritan
Bennett™ 560 npenHa3zHayeH Jj1s MOCTOSHHOM WIIM MEPUOIMUECKON MEXaHUYECKON BEHTUIISIIIUOHHOM
MOJIJIEP)KKH TAIUEHTOB C BECOM TeJa He HUXKE 5 KT, KOTOPBIM TpeOyeTcsl MpoBeIeHnEe MEXaHUIECKOM

BCHTUIIALUH,

19. Bux MEIUIIMHCKOTO U3/1€1Ms B COOTBETCTBUHM ¢ HOMEHKJIATypHO! Kilaccu(puKanuei MenIuHCKIX
W3JIeNuH, yTBepKaaeMoil MunucrepctBoMm 3apaBooxpanenus Poceniickont @enepanun: 113890;

20. Axpec MecTa MPOU3BOJICTBA UK U3TOTOBJICHUS MeaunHCKoro unenust: 1. Covidien, formerly
Nellcor Puritan Bennett Ireland Ltd, Michael Collins Road, Mervue, Galway, Ireland. 2. Mallinckrodt
Developpement France, 10 allee Pelletier Doisy, 54601 Villers-les-Nancy, France. 3. Mallinckrodt
DAR S.r.L., Via G. Bove, 2/4/6/8, 41037 Mirandola (MO), Italy. 4. AIR SAFETY LTD., Vickers Ind
estate, Mellishawlane, Morecambe, Lancashire, LA3 3EN, UK;



21. CBG}IGHI/IH O B3aMMO3aMCHICMbBIX MCIUIIMHCKUX HU3ACTIHUAX:

22. Monenu MeIUILIMHCKOTO U3AEIN:

Konx Buga HaumenoBanue Moaen

113890 ArmmapaTt UCKyCCTBEHHOW BeHTHIAIMH JErKux Puritan Bennett 560

Brimucka copmupoBana Ha odurinaabHoM caiite denepanbHOi ciry>kO0bI IO HaI30py B cepe
3npaBooxpaHeHus B cetn UHTepHeT: https://roszdravnadzor.gov.ru/.

AOKYMEHT ITIOATIMCAH
OJIEKTPOHHOU [TOANHNCBIO

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

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



https://roszdravnadzor.gov.ru/

