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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHUIO HAa 14:33 26.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEpP peecTpoBoii 3anucu: 193459;

2. Peructpanmonusiii Homep Menuiackoro u3aenus: P3H 2022/17245 (EPYJI - 1°004-00110-
00/02928196);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MmeauiuHckoe n3nenue: 04.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumenoBanue MEAUIIMHCKOTO U31ETUs: DIIEKTPOHHBIN CMEHHBIN KapTPUIK MaJIOro JUaMeTpa C
M30THYTBHIM KOHIIOM Signia JiIsl UCTIONIb30BaHMS ¢ KaHIOJIeH 1uaMeTpoM 8 MM U Oosee. BapuaHTsl
WCIIOJIHEHHUSL:

1. Cepblii 31€KTPOHHBIA CMEHHBIA KapTPHK MAJoOro JuaMeTpa ¢ U30THYThIM KOHIIOM Signia 30 MM
JUTSL CIIIMBAHUS COCYIOB (KOPOTKHIA).

2. DNEKTPOHHBIN CMEHHBIN KapTPHIK MAJoro IUaMeTpa ¢ M30rHYTHIM KOHIIOM Signia 30 MM 1yis
CIIMBaHUS COCYOB WJIM TOHKUX TKaHEH (KOpOTKHIA).

3. DNeKTPOHHBIA CMEHHBIA KapTPHK MAJIOT0 TUaMeTpa ¢ U30THYTHIM KOHIIOM Signia 45 M Juis

CITMBAHUS COCY/I0B (JUTHHHBIN).

6. HaumenoBanue opranu3anuu - yrnoJHOMOUYEHHOTO MIPEACTABUTEINS IPOU3BOUTENS (M3TOTOBUTETIS)
MenumuHckoro u3aenus: OBLIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO
"MEATPOHUK";

7. Mecto HaXO0XACHUSI OpraHU3alMH - YIOJTHOMOUYEHHOT'O MPEACTaBUTENS POU3BOIUTENS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHI/IHHHAHBHBHX
OKPVYT HPECHEHCKI/Iﬁ, HAB ITPECHEHCKAZ, 1. 10;

8. FOpuauyeckuii agpec Opranu3aluu - yrnoaIHOMOYEHHOTO PEICTaBUTENIS TPOU3BOTUTEIS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHI/IHHHAHBHBHX
OKPVYT HPECHEHCKI/Iﬁ, HAB ITPECHEHCKAZ, 1. 10;



9. HaumeHOBaHME OpTaHU3aIUH - IPOU3BOIUTEIS MEAUIIMHCKOTO U3JICIHSI HITH OPTaHUu3aIin
usroroButens meauimHckoro u3aenus: Covidien llc ("KoBuguen mic");

10. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTIHUS WIIK OPTaHU3aIHH
W3TOTOBUTENS MeauIMHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpuanyeckuit aipec opraHu3aliiy - MPOU3BOIUTENS METUITMHCKOTO M3ICIUS UIIH OpTaHU3aliH
M3rOTOBUTENSI MeaumHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

12. Ctpana opraHu3amyu - MPOU3BOIUTENS] MEIUIIMHCKOTO U3ICITUS WIN OPTaHU3alUH - U3TOTOBUTEIIS
MeaunuHckoro u3naenns: CoequaeHubie 1ITaThr;

13. OKII/OKIIA2: 32.50.50.190;

14. Kinacc moTeHIIMAIBHOTO pHUCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeNIHs B COOTBETCTBUH C
HOMEHKJIATypHOU Ki1accuuKanuei MeJUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepamuu: 20;

15. HazHauenne MEIUIMHCKOTO U3/IEUs, YCTAaHOBICHHOE pou3BoautesieM: [Ipeqnasnaduen aist
HAJIOKECHHSI PSAIOB TUTAHOBBIX CKOOOK M OJTHOBPEMEHHOT'O Pa3AelieHUs] TKaHEel TakKiuM 00pazoM, uTo

JABa psaaa CKOOOK C IIaXMaTHBIM PACIIOIIOKCHHUEM HAXOOATCS 110 o0enm CTOpPOHAaM JIMHUHU pa3pe3a.;

16. Bun MeIUIIMHCKOTO M3/ENIHsI B COOTBETCTBHH ¢ HOMEHKJIATYPHOU KJTacCH(PUKAIMEH METUIIMHCKUX
U3JIeNNH, yTBepkK1aeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit ®denepanuu: 182180;

17. Anpec MecTta MpOM3BOACTBA MIIM H3TOTOBJICHUS MenuIHCKoro m3aenus: Covidien , 60
Middletown Avenue, North Haven, CT 06473, USA;

18. CBCI[GHI/IH O B3aMMO3aMCHACMbBIX MCIUIIMHCKUX U3ACIUAX:

19. Monenn MeTUITMHCKOTO U30CIIHS:

Kox Buna HaumenoBanue Moaean

182180 DJIEKTPOHHBIN CMEHHBIA KapTPUIK MaJIOro
JMaMeTpa C U30THYTHIM KOHIIOM Signia Juis
WCIIOJIb30BaHUS C KaHIOJNEH TuaMeTpoM 8 MM U
6osee 1. Cepblil 37€KTPOHHBIA CMEHHBIN
KapTpUJK MAJIOTO TUAMETPa C H30THYTHIM
KoHIIoM Signia 30 MM ISl CIIUBaHUS COCYIOB

(KOpOTKHMi).




182180

DNEeKTPOHHBIM CMEHHBIA KapTPUK MAJIOTO
JaMeTpa C U30THYTHIM KOHIIOM Signia st
HCTOJIb30BAaHMS C KaHIOJIEH TUaMETPOM 8 MM U
Oosee 2. DNEeKTPOHHBIN CMEHHBINH KapTPHLK
MaJsioro Juamerpa ¢ U30rHYThIM KOHIIOM Signia 30
MM JIJ1s1 CIHIMBAHUSI COCYJIOB MJIM TOHKUX TKaHEH

(KOpOTKUiA).

182180

DNEeKTPOHHBIM CMEHHBIA KapTPUK MAJIOTO
JTUaMeTpa ¢ M30THYTHIM KOHIIOM Signia Jyist
HCTOJIb30BAaHMS C KAHIOJIEH TUAaMETPOM 8 MM U
Oosee 3. DIIEKTPOHHBIN CMEHHBIN KapTPUIK
MaJIoTo JaMeTpa ¢ U30THYTHIM KOHIIOM Signia 45

MM JJIs CHIMBAHUSI COCYJIOB (JJTMHHBIN).

Brimucka copmupoBana Ha odurnaabHoM caiite denepanbHOi ¢iry>k0bI IO HaA30py B cepe

3npaBooxpaneHus B cetu MuTepHert: https://roszdravnadzor.gov.ru/.

AOKYMEHT ITIOATIMCAH
OJIEKTPOHHOU [TOAIHNCBIO

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