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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuIO Ha 12:53 19.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbI HOMEpP peecTpoBoii 3anucu: 194033;

2. Peructpanmonusiii Homep Meautmackoro u3aenus: P3H 2019/9024 (EPYJI - 1'004-00110-
00/02922657);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MeauIHcKoe n3nenue: 17.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumenoBanue MeaunuHckoro uinenus: Onnopasonas cuctema Endo Bag Auto Suture 10 Mm amst
repMETUYHOMN BBIEMKH 3JIEMEHTOB TKaHU. BAPUAHTHI UCIIOJIHEHUS:

1. Endo Bag Auto Suture 5X8.

2. Endo Bag Auto Suture 3X6.

6. HaumeHoBaHNe opraHU3aIiy - YIIOJHOMOUYEHHOTO MPEACTaBUTENS IPOU3BOAUTENS (M3TOTOBUTEIS)
meaurmackoro mnemis: OBIIIECTBO C OTPAHUYEHHOUW OTBETCTBEHHOCTBIO
"MEJATPOHUK";

7. MecTo HaXO0XACHUSI OpraHU3alMH - YIIOJTHOMOUYEHHOTO MPEACTaBUTENS POU3BOIUTENS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHI/H_II/IHAHBHI)H\/'I
OKPVYT HPECHEHCKHPI, HAB ITPECHEHCKAZ, 1. 10;

8. FOpuanyeckuii agpec OpraHu3alyy - YIoTHOMOYEHHOTO PEICTABUTEIIS TPOU3BOIUTEIS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHI/H_II/IHAHBHI)H\/'I
OKPVYT HPECHEHCKHPI, HAB ITPECHEHCKAZ, 1. 10;

9. HaumeHOBaHMEe OpraHU3aIUH - TPOU3BOIUTEIS MEAUIIMHCKOTO U3JIEIHSI U OPTaHU3aIuN
usroroButens meauimHckoro u3aenus: Covidien LLC ("Kosuguen JIJIC");

10. Mecto HaxXOXKIACHUA OpraHru3allvui - IPOU3BOAUTEIII MEAULIUMHCKOT'O U3ACIIUS U OPraHUu3aluu



M3TOTOBUTENS MeTuITMHCKOTo m3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpuauyeckuit agpec opraHu3aluy - MPOU3BOAUTENS MEIUIIMHCKOTO U3I€JINS WJIM OpraHu3alluu
W3TrOTOBUTEINS MeTUITMHCKOTO m3aenusi: 15 Hampshire Street, Mansfield, MA 02048, USA;

12. OKII/OKIIA2: 32.50.13.190;

13. Kinacc moTeHnnanbHOro pyucka MPUMEHEHUS! MEIULIUHCKOTO U3ENINS B COOTBETCTBUU C
HOMEHKJIATypHOU KJaccu(uKanuei MeIMIMHCKIX U3AETHH, yTBepKaaeMoii MUHHCTEPCTBOM

3apaBooxpaHenus Poccuiickoit @enepannn: 2a;

14. Ha3zHaueHne MEIMIIMHCKOTO U3/IEIHs, YCTaHOBIEHHOE npou3BoauteneM: [Ipeanaznauen s
yaajieHusi pparMeHTOB TKaHH MPU MTPOBEACHUH JIAMTAPOCKOMUYESCKUX OTIEPAIINiA;

15. Bux MeIuIMHCKOTO M3/ENIHsI B COOTBETCTBHH C HOMEHKIJIATYPHOU KJIACCH(PUKAIMEH METUIIMHCKUX
U3JIENNUH, yTBepkKIaeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit denepanuu: 293950;

16. Anpec MecTa MPOM3BOACTBA MIIM U3TOTOBJICHUS MenuiinHcKoro m3aenus: 1. Covidien, 60

Middletown Avenue, North Haven, CT 06473, USA. 2. Covidien (U.S.S.C. Puerto Rico, Inc.),
Building 911-67, Sabanetas Industrial Park, 00731 Ponce, Puerto Rico, USA;

17. CBGIICHI/UI O B3aMMO3aMCHACMBIX MCIUITMHCKUX U3ACIIUAX: |

18. Moaean MeIUITMHCKOTO U30CIIHS:

Kona Buaa HanmeHoBaHHE MoaeIH

293950 Opnnopazosas cucrema Endo Bag Auto Suture 10
MM JUJIs1 TEPMETUYHOM BBIEMKH 3JIEMEHTOB TKaHH,

BapuanThl ucnionHenus: 2. Endo Bag Auto Suture
3X6

293950 Onnopasosas cucrema Endo Bag Auto Suture 10
MM JJII TePMETUIHON BBIEMKH JICMCHTOB TKaHH,
BapuaHThl ucniojiHeHus: 1. Endo Bag Auto Suture
5X8

Brimucka Beinana denepanbHoii cyk00i 1o Haa30py B cepe 3apaBOOXpaHEHHSI U HOCHT
nH(})OPMAITMOHHBIA XapaKTep.

JOKYMEHT ITOIITUCAH
DJIEKTPOHHOM ITOAIUCHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

Komy Boinan: ®EJEPAJIBHAS CJIYKBA 110 HAZI3OPY B COEPE 3IPABOOXPAHEHUSA

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