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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuI0 Ha 17:49 19.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 195457;
2. Craryc: [eticTByer;

3. Perucrpanmonnsiii Homep MeaunuHckoro uznenus: @C3 2011/09845 (EPYJI - '004-00110-
00/02922825);

4. Jlata mepBUYHON rOCYIapCTBEHHON PETUCTPAIIMU MEIUIIUHCKOTO U3/CIIUS: |
5. Jlata BHeCeHUS U3MEHEHUM B MeAUIIMHCKOE u3acnue: 29.01.2026;

6. [lepuon nevictust Bepcuu: ¢ 29.01.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HameHoBaHue MeauunHCKOro usaenus: M3nenus pacxoaHble K anmnapaTtaM UCKYCCTBEHHOM
BEHTWISILIUU JIETKUX

W3 nenust pacxoAHbIE K annapaTaM UCKYCCTBEHHOM BEHTUIISILIUM JIETKUX

1. [ToncraBku-nepxarenu (Tenexkn). 2. [loxcraBku-aepxarenu rpa@uueckoro u MHEBMAaTHIECKOTO
OJIOKOB JIJIs1 KpeTieHUs Ha KOHCONH. 3. KOMIIeKTHI KpenexXHbie i yBinakHuTens. 4. Kommpeccopsl
MEAMLMHCKOro Bo3ayxa. 5. KommyHukannoHHble naHenu. 6. Moayiau 1ByXypOBHEBOM
BcrioMorarelbHoi BeHTusinuu Bilevel. 7. Momynu koMneHcauy conpoTuBieHus. 8. Moaynu
HEOHATaJIbHBIC C aJlaNTepaMi HEOHATAIBHBIX (PHIBLTPOB U OJTHOPA3OBLIMHI HEOHATALHBIMH
bunsTpamu. 9. Monynu 00bEMHON BEHTHUIISIIMN C MUHUMAJIBHBIM JTABJICHHEM B JIBIXATCIBHBIX MYTSX.
10. Monynu nponopliMOHaIbHOM BCIOMOraTenbHOM BEHTWIISIIUH. 11. MOHUTOPBI AbIXaTENbHBIX
¢ysakuii. 12. Pacneutenu. 13. EMkoctu ns npenaparos. 14. lllnanru Bo3ayniHelie, KUCIOPOIHBIE,
yBaaxHuTens. 15. KoHTypsl [bIXaTenpHble B3pOCIbIe, IETCKUE, MHOTOPA30BbI€, HEOHATAIbHBIE,
OJIHOPA30BbIE, MHOTOPA30BbI€, CHITMKOHOBBIE C BIarocOopHukaMu. 16. @uibTpel OakTepHanbHbIE,
BXOJIHBIC, BO3/IYIIIHbIE, BEHTUJIsITOpa. 1 7. @UIBTPHI BJOXa U BbII0OXa OakTepHalibHbIE. 18.
Komnektopsl. 19. Yenaxuaurtenu. 20. Jlunun nasnenud. 21. KoMIIEKTh akcecCyapoB K YBIAXKHUTEIIO.

22. Kamepsl yBIQXHUTENS A€TCKUE, B3pocible. 23. Ananrtepsl. 24. Kpernenus



TepMoaaTuuka. 25. TepmonaTuuky s yBIQXKHUTEN. 26. 3aKUMBI JUIsl KOHTYpA, IIJIaHTOB. 27.
AOcopOupyromast Oymara. 28. JlepxaTenu 1 KpOHIITEHHBI KOHTYpa (BO3MOYKHA KOMIUICKTAITUS
kperieHueM yBiaxkautens). 29. Knanansr PEEP muoropazosbie. 30. KoMIuiekTsl BHEITHUX

pesepBHBIX OaTapeil. 31. Konnektopsl ¢ moptom aasnenus. 32. CereBble mHYpsl. 33. TecToBble

nerkue. 34. YcrpoiicTBa oboramieHus: Kucaopoaom. 35. PykoBojicTBa moiabp30BaTessi.

9. HaumeHoBaHue opraHu3aliy - yIoJHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)
MmeaunuHckoro u3aenus: OBIIIECTBO C OI'PAHUYEHHOU OTBETCTBEHHOCTBIO
"KOBUIMEH EBPA3NA";

10. MecTo Hax0I€HHsI OPTAaHU3AIMHU - YIIOJTHOMOYEHHOTO TIPEICTaBUTEIS PONU3BOTUTENS
(m3roroBurenst) meauiuuackoro u3aenus: 105120, ' MOCKBA,ITEP CBIPOMSTHUYECKU 2—171,
JAOM 1, IOMEILEHHUE I, KOM. 35;

11. FOpunndeckuii aapec OpraHu3aIliy - YIIOJTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(m3roroBurenst) meauiuuackoro m3aenus: 105120, ' MOCKBA,ITEP CBIPOMSTHUYECKU 2—171,
JAOM 1, IOMEILEHHUE I, KOM. 35;

12. HammeHOBaHWE OPTaHU3AIMH - TIPOU3BOJIUTEIS MEIUIIMHCKOTO U3ICIINS WITH OpraHU3aIlluu
usroroButens meaunuHckoro usnenus: Covidien LLC, USA ("Kouauen JIJIC", CIIIA);

13. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS WIIM OPTaHU3aIHH
M3TOTOBUTENS MeauIMHCKOTO M3nenus: 15 Hampshire Street Mansfield MA 02048, USA;

14. FOpuanyeckuit aipec OpraHu3aliiy - MPOU3BOIUTENS METUITMHCKOTO M3ICIUS UIIH OpTaHU3aliH
M3roToBUTENS MeaunuHCKoTo u3nenus: 15 Hampshire Street Mansfield MA 02048, USA;

15. Ctpana opraHu3amuu - MPOU3BOIUTENSI MEAUIIMHCKOTO U3ICITUS WU OPTaHU3alUH - U3TOTOBUTEIIS
MeaunuHckoro u3naenus: CoequaeHubie 1ITaThr;

16. OKII/OKIIA2: 32.50.21.123;

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

3apaBooxpanenus Poccuiickoit denepanuu: 2a;

18. HazHauenne METUIMHCKOTO U3/IETUs, YCTAHOBICHHOE MPOU3BOINUTENIEM: AHECTE3UOIOTHS 1
pEaHUMaTOJIOT U

19. Bua METUIIMHCKOTO M3/1€THS B COOTBETCTBUH C HOMEHKJIATYpHOU Kiaccu(UKaIe MeIUITUHCKIX
U3JIENUH, yTBepkKIaeMoil MuHucrepcTBoM 3apaBooxpanenust Poccuiickoit denepanuu: 185600;

20. Axpec MecTa mpoOU3BOJICTBA WM U3TOTOBICHUS MeauIHcKoro u3nenus: 1. Liebel-Flarsheim
Company LLC, 2111 East Galbraith Road Cincinnati, Ohio, 45237-1640, USA. 2. Fisher & Paykel
Healthcare Ltd., 15 Maurice Paykel Place, East Tamaki, Auckland 2013, New Zealand. 3. GVS Filter



Technology UK Ltd, NFC House, Vickers Industrial Estate, Mellishaw Lane, Morecambe, Lancashire,
LA3 3EN, United Kingdom. 4. Pryor Products, 1819 Peacock Boulevard., Oceanside, CA, 92056
USA;

21. CBQIICHI/IH O B3aMMO3aMCHACMBIX MCIUITMHCKUX U3ACIIUAX: |

22. Monenu MeqUIIMHCKOTO U3IEIIN:

Koa Buga HaumenoBanue Mmojaeau

185600 N3nenus pacxoHble K anmaparaM UCKYCCTBEHHON BEHTUJISIIUU JTETKUX

Brimucka copmupoBana Ha odunuansHOM caiite DenepanbHOii Ciry)0bI IO HAA30pY B chepe
3npaBooxpaHeHus B cetu MuTepHer: https://roszdravnadzor.gov.ru/.

JOKYMEHT IIOJIITIUCAH
DJIEKTPOHHOM TTOITICHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

Komy Boinan: ®EJEPAJIBHASL CJ1YKBA 110 HAZI3OPY B COEPE 3JIPABOOXPAHEHUS

JHeiicturenen ¢ 2025-08-18 mo 2026-11-11

\. J



https://roszdravnadzor.gov.ru/

