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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 1o cocTosiHuio Ha 17:38 19.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEpP peecTpoBoii 3anucu: 195817;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MeaunuHckoro uznenus: @C3 2011/09369 (EPYII - '004-00110-
00/02927531);

4. Jlata mepBUYHON rOCYIapCTBEHHON PETUCTPAIIMU MEIUIIUHCKOTO U3/CIIUS: |
5. Jlata BHeceHUs U3MEHEHUM B MeauinHcKoe uzacnue: 02.02.2026;

6. [lepuon nevictus Bepcuu: ¢ 02.02.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HanMeHOBaHME METUIIMHCKOTO U3enus: MaTepuas XupyprudecKuil IOBHbBIN
HepaccachIBarOIINNCS

BapuanTts! ucnonnenwust: 1. Sofsilk. 2. Ti-Cron. 3. Surgidac. 4. Surgilon. 5. Surgipro, Surgipro II. 6.
Flexon. 7. Vascufil. 8. Novafil. 9. Dermalon. 10. Monosof. 11. Steel. 12. Polyester tape. 13. Umbilical
tape. 14. PTFE Polymer Pledgets. 15. V-loc PBT.

9. HaumeHoBaHMe OpraHU3alliy - YIIOJTHOMOUYEHHOTO TIPEACTABUTEINS IPOU3BOIUTENS (M3TOTOBUTEIIS)
MenunuHckoro uzaenus: OBLIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO
"KOBUJIWUEH EBPA3U";

10. MecTo Hax0ICHHsI OPTaHU3AIIUHN - YIIOJTHOMOYEHHOTO TIPEICTaBUTEIIS PONU3BOTIUTENS
(m3rotoButens) meauimuckoro m3aenus: 105120, ' MOCKBA,ITEP CBIPOMSITHUYECKHUH 2-1,
JAOM 1, IOMEILEHHE I, KOM. 35;

11. FOpuanyeckuii aapec OpraHu3aIiy - YIIOTHOMOYEHHOTO TIPEICTABUTEIIS TPOU3BOIUTEIS
(m3rotoButens) meauimuckoro m3aenus: 105120, ' MOCKBA,ITEP CBIPOMSITHUYECKHUH 2-1,
JAOM 1, IOMEILEHHUE I, KOM. 35;



12. HammeHOBaHWE OPTaHU3AIHMH - IIPOU3BOIUTEIS MEIUIIMHCKOTO U3CIINS WITH OpTraHU3aIlluu
uszroroputens meaunuHckoro usaenus: Covidien LLC, USA ("Kouauen JIJIC", CIIIA);

13. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS WIIK OPTaHU3aIHH
W3TOTOBUTENS MeauIMHCKOTO M3nenus: 15 Hampshire Street, Mansfield MA 02048, USA;

14. FOpuandeckuit aipec OpraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO M3ICIUS IIH OpTaHU3aliH
M3roToBUTENSI MeauuHCKOTO M3nenust: 15 Hampshire Street, Mansfield MA 02048, USA;

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

16. OKII/OKII/J2: 21.20.24.120;

17. Kinacc moTeHIIMaIBHOTO pHUCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeNHs B COOTBETCTBUH C
HOMEHKJIATypHOU Ki1accuuKanuei MeJUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepamuu: 20;

18. HazHauenne MEIUIMHCKOTO U3/IeNMs, YCTAaHOBJICHHOE Tpou3BoauTesieM: st conocTaBiaeHuUs
TKaHeW W/WIH ISl TUTUPOBAHMUS, TPUMEHSIETCS B HEHPOXUPYPrUH, 00IIEH 1 TOpaKalbHON XUPYPruu,

IJJACTUYECKON XUPYPIrUu.;

19. Bux MeIuIIMHCKOTO M3/ENHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJTacCH(PUKAIMEH METUIIMHCKUX
U3JIENNUH, yTBepkKaaeMoil MuHucrepcTBoM 3apaBooxpanHenust Poccuiickoit ®denepanuu: 108020;
135860; 164200; 181210; 181890; 192080; 226650; 226690; 241410; 256860;

20. Axpec MecTa MPOU3BOJICTBA WM U3TOTOBIICHUS MenuiMHCKOro uzaenus: 1. Covidien, 60
Middletown Avenue, North Haven, CT 06473, USA. 2. Covidien (Davis & Geck Caribe, Ltd.), Zona
Franca de San Isidro, Carretera San Isidro Km 17, Santo Domingo, Dominican Republic;

21. Cemenus o B3aMMO3aMCHIEMBIX MEIUIIMHCKUX U3ACTHIX: |

22. Monenu MeIUIIMHCKOTO U3AEIN:

Kon Buaa HanmenoBanue mojaesu

226650 Marepuan Xupyprudeckuii OBHBIM HEpACCAChIBAIONIUNCS, BApUAHT UCTIONHEHUs: 15. V-
loc PBT

192080 Marepuan Xupyprudeckuii IOBHBIM HEPACCACHIBAIOITUICS, BApUAHT UCTIONHEHUS: 14.
PTFE Polymer Pledgets

241410 Marepuan Xupyprudeckuii OBHBIM HEPACCACHIBAKOIITUICS, BApUAHT UCTIONHEeHUS: 13.
Umbilical tape

164200 Marepuan Xupyprudeckuii IOBHBIM HEPACCACHIBAKOITUICS, BApUAHT UCTIONHEHUS: 12.
Polyester tape




Sofsilk

181210 Marepuan Xupypruueckuil IIOBHBIA HEPACCACHIBAOIINICS, BAPUAHT UCITOJIHEHM: 1.
Steel

226650 Matepuan xupyprudeckuil oBHbIA HepaccachlBarOIMCs, BapuaHT ucnojaHeHus: 10.
Monosof

226650 Marepuan Xupypruueckuil HIOBHBIA HEPACCACHIBAOIINICS, BAPUAHT UCIIOJIHEHMS: 9.
Dermalon

135860 Matepuan Xupyprudeckuil IIOBHBIM HEpaccachIBAIOUINICS, BADUAHT UCIIOJIHEHUS: 8.
Novafil

135860 Marepuan Xupypruueckuil HIOBHBIA HEPACCACHIBAOIINICS, BAPUAHT UCIIOJIHEHMS: 7.
Vascufil

181890 Matepuan Xupyprudeckuil IIOBHBIM HEpaccachIBAIOUINIICS, BADUAHT UCIIOJIHEHUS: 6.
Flexon

256860 Marepuan Xupypruueckuil HIOBHBIA HEPACCACHIBAOIINICS, BAPUAHT UCIIOJIHEHMS: 5.
Surgipro 11

256860 Marepuan Xupypruueckuil HIOBHBIA HEPACCACHIBAOIINICS, BAPUAHT UCIIOJIHEHMS: 5.
Surgipro

226690 Matepuan Xupyprudeckuil IIOBHBINM HEpaccachIBAIOUINIICS, BADUAHT UCIIOJIHEHUS: 4.
Surgilon

164200 Matepuan Xupyprudeckuil IIOBHBIM HEpaccachIBAIOUIUICS, BADUAHT UCIIOJIHEHUS: 3.
Surgidac

164200 Matepuan Xxupyprudeckuil IOBHBIA HEpaccachIBaOLIMICs, BapuaHT ucroynnenus: 2. Ti-
Cron

108020 Marepuan Xupypruueckuil HIOBHBIA HEPACCACHIBAOIINICS, BAPUAHT UCIIOJIHEHMS: 1.

Brimucka copmupoBana Ha odurinaabHoM caiite denepanbHOi ciry>k0bI IO HaI30py B cepe

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

AOKYMEHT ITIOATIMCAH
OJIEKTPOHHOU [TOANHNCBIO

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

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