Beinmcka
u3 'ocymapcTBeHHOro peecTpa MeIMIIMHCKUX M3Ae/INI Y OPraHU3aIuil
(MHAMBUAYAJIbHBIX MPeINPUHUMATEIeN), OCYIIeCTB/ISIONINX MIPOU3BOACTBO U

M3TrOTOBJIEHME MeAULIMHCKUX U3Ae/Ini, 1o cocTossHuio Ha 13:31 14.08.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. VaukaapHbI HOMep peecTpoBoit 3amucu: 193458;
2. CKBO3HOI UaeHTU(UKATOP peecTpoBoii samucu: 165462;
3. Cratyc: [leiicTBYyeT;

4. PeructpauyoHHbIi Homep meauiimackoro nsnenust: P3H 2022/18919 (EPVYJI - '004-00110-
00/02930921);

5. laTa mepBUYHOIN TOCYAAPCTBEHHO perucTpaumnmu MeauImuHCcKoro nsgemms: 25.11.2022;
6. laTa BHeceHMs M3MeHeHuN B MeauimHckoe usgenne: 04.12.2025;

7. Ilepuon mencrBus Bepcun: ¢ 04.12.2025;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HaumeHOBaHMe MegUIMHCKOTO u3fenus: CTenep ofHOPa3oBbli A1 cocyaucToii xupypriuyu TA™
Auto Suture™ ¢ npumenennem rexnonoruu DST Series™ ¢ sarpyskaembim 6;10kom 30 MM - V3 co

ckobkamu (23 1rT.) 3,0 x 2,5 Mm

10. HauMmeHoBaHMe opraHu3aiu - YIIOJJHOMOUYEHHOTO MPeICTaBUTE IS TPOU3BOAUTEISI
(usroroButesns) meauimackoro msgenus: OBILIECTBO C OT'PAHUYEHHOUN
OTBETCTBEHHOCTBIO "MEJITPOHUK";

11. MecTo HaxoXXIeHMsI OpraHU3aIUy - YIIOJTHOMOYEHHOT'O MPEICTaBUTE IS IPOU3BOANTEIIS
(M3roToBMTEIIST) MemuIMHCKOro msgemst: 123112, ' MOCKBA, BH.TEP.I'. MYHUIIUITAJIbHBIN
OKPVT ITPECHEHCKUI, HAB ITPECHEHCKAS, [I. 10;

12. FOpuagnueckmii afipec OpraHu3saiym - yroJHOMOYEHHOT'O TIPeICTaBUTE IS ITPOU3BOIAUTEIIS
(usroroButess) meauiHckoro msgenus: 123112, . MOCKBA, BH.TEP.T'. MVYHUILIUTTAJIbHBIN



OKPYT IMPECHEHCKUN, HAB ITPECHEHCKAS4, [I. 10;

13. HaumeHOBaHMe OpraHu3alyy - MPOM3BOAUTEISI MEAULIMHCKOIO U3IENsI MM OpraHu3aLm
usroroutesns meaunyHckoro msnenust: Covidien llc ("Kosunnen mc');

14. MecTo HaxO3KIeHMUsT OpraHu3aliy - IPOU3BOAUTEIIS MEIUILMHCKOTO U3AEe/IMs VI OpraHu3aLyn
M3TOTOBUTEIS MeauuuHckoro musmennst: 15 Hampshire Street, Mansfield, MA 02048, USA;

15. FOpuanuecknii agpec opraumsaLym - IPOU3BOAUTEIISE MEeIULIMHCKOTO U3Ae/ NS VI OpraHu3alun
M3TOTOBUTENS MeaunuHckoro musmennst: 15 Hampshire Street, Mansfield, MA 02048, USA;

16. Ctpana opra"msaiium - TPOU3BOAUTEISI MEAUIIMHCKOTO U3HEeJINS MM OPraHu3alyi - U3TOTOBUTES
menuuyHckoro usnenusi: CoemuHenHbie LITaThr;

17. OKII/OKI1J2: 32.50.13.190;

18. Kiacc nmoTeH1uaabHOrO pMcka MpMMeHeHMsT MeIVIIMHCKOTO U3V B COOTBETCTBUM C
HOMEHKJIATyPHOM Kjaccuduraimein MeIUIIMHCKUX U3IeNINiA, YTBepsKaaeMoil MUHUCTEpCTBOM

3apaBooxpaHenus Poccuiickoit @enmepaiin: 26;

19. HazHaueHnne MeIUIIMHCKOTO U3Aesusl, YCTaHOBJIEHHOE IMpousBoauTeiem: Vzmenne nmpegHasHaueHO
IJIS1 HAJIOKEHMS TPOMHOIO Psila TUTAHOBBIX CKOO, paciojiaraeMbIX B IIIaXMaTHOM ITOPSIIKE, B

abIOMIMHAJIHOM, TMHEKOJIOTMUECKOM, TIeAVATPUUIECKON ¥ TOPAKaJIbHOM XUPYPIUN.;

20. Bug MegUIIMHCKOTO M3AeIus B COOTBETCTBMM C HOMEHKJIATYPHOU KiIaccuuKauyen MeguIMHCKIX
u3nenui, yreepykaaemon MuHnuctepcTBoM 3apaBooxpanenust Poccuiickoin @enpepanyn: 313000;

21. Agpec mecTa mpou3BOACTBA MJIM U3TrOTOBIeHMS MeguimHckoro manenms: 1. Covidien (U.S.S.C.
Puerto Rico, Inc.)/Kosuauen (I0.C.C.K. ITyspro Puxo, uk.), Building 911-67, Sabanetas Industrial
Park, Ponce PR 00731, USA. 2. Covidien/Kosuguen, 60 Middletown Avenue, North Haven, CT
06473, USA;

22. CBe,Z[eHI/IH O B3aMMO3aMeHsIeMbIX MeOUIMHCKUX U3Oe/INIX: |

23. Mogzenu MegUILIMHCKOTO U3IeIns:

Kog Buga HaumenoBaHue mopgein

313000 Creriep ogHOPa30oBbIii IJIs1 COCYAUCTON xupyprumu Auto Suture™*” ¢ npruMeHeHEM

texHosioruu DST Series™” c 3arpyskaembim 6;10k0M 30 MM - V3 co ckobramu (23 1iIT.)

3,0 x 2,5 MM B cocTaBe:

Brimycka copmupoBaHa Ha oduiianabHoM caiite DepepaabHONM CTY>KOBI IO HAA30py B cdepe
3apaBooxpaHenys B cetu HTepHeT: https://roszdravnadzor.gov.ru/.


https://roszdravnadzor.gov.ru/

JOKYMEHT ITOATTMCAH
3JIEKTPOHHOU ITOAITHCBHIO

Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy sbinan: ®EJEPAJIBHAS CJIVIKBA ITO HAZI30OPY B COEPE 3IPABOOXPAHEHUS

Ieticteurenen ¢ 2025-08-18 no 2026-11-11




