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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIuil, Mo cocTosiHuIo Ha 17:10 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIN HOMEP peecTpoBoii 3anucu: 194322;

2. Peructparnmonusiii Homep Meautmackoro u3aenus: P3H 2020/9563 (EPYJI - 1'004-00110-
00/02926580);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MeIuIMHCKOoe n3nenue: 22.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHnoBanue MeaunuHckoro usnenws: OIHOpa3oBbIil 3arpyskaemsrii 610k GIA Auto Suture ¢
texHosnorueit DST Series. B BapranTax ucrnoiaHeHus:
. OnHopa3zoBslii 3arpyxaembiii 610k GIA Auto Suture ¢ Texnonorueit DST Series 60 MM - 2,5 MM.
. OnHopa3oBsIii 3arpyxkaembiii 6510k GIA Auto Suture ¢ Texunomorueir DST Series 60 M - 3,8 MM.

. OnHOpa3oBsIii 3arpyxaemsiii 0710k GIA Auto Suture ¢ rexnosorueit DST Series 60 M - 4,8 MM.
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4. OnHopazoBslii 3arpykaemsiii 0110k GIA Auto Suture ¢ Texnonoruerr DST Series 80 M - 3,8 MM.
5. OnnopazoBsiii 3arpyxkaemsiii 0710k GIA Auto Suture ¢ rexnosorueit DST Series 80 mum - 4,8 MM.
6. OHOpa3oBkIi 3arpykaembiil 0710k GIA Auto Suture ¢ Texnonorueit DST Series 100 MM - 3,8 mm.
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. OnHopa3zoBslii 3arpyxaembiii 6110k GIA Auto Suture ¢ Texnonmorueit DST Series 100 mwm - 4,8 mwm.

6. HaumeHnoBanue opranu3anuu - yrmoJHOMOYEHHOTO TIPEACTABUTEINS POU3BOIUTENS (M3TOTOBUTEIIS)
MmeaunuHckoro u3aenns: OBIIIECTBO C OI'PAHUYEHHOU OTBETCTBEHHOCTBIO
"MEJITPOHUK";



7. MecTo HaXO0XACHUS OPTraHU3AIMH - YIIOJTHOMOYEHHOTO MPEACTABUTENS TPOU3BOIUTEIIS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHMHAHBHHPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

8. FOpunnyeckuii aapec OpraHu3aIiy - YIIOTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHMHAHBHHPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

9. HaumeHOBaHME OpTaHU3aIUH - IPOU3BOIUTEIS MEAUIIMHCKOTO U3JICIHSI T OPTaHUu3aIin
uszroroButens meaunuHckoro usaenus: Covidien LLC, USA ("Kouauen JUJIC", CIIIA);

10. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS WIIK OPTaHU3aIHH
M3TOTOBUTENS MeauIMHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpunnyeckuit apec opraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO H3ICTUS UIIM OpTaHU3aliH
M3TrOTOBUTENSI MeauIHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

12. OKII/OKII/2: 32.50.50.190;

13. Kitacc noTeHInanbHOro pucKa MPUMEHEHUS MEIULIMHCKOTO U3/ENINs B COOTBETCTBUU C
HOMEHKJIaTypHOH Kiaccudukanued MeUIMHCKUX U3JIEIUH, yTBepkK1aeMoil MUHHUCTEPCTBOM

3npaBooxpanenus Poccuiickoit deneparuu: 206;

14. Ha3nauenue MCIUIUHCKOI'0 U3CJIN, YCTAHOBJICHHOC ITPOU3BOAUTCIICM: HpenHaz«:Haqu JJIs
HAJIOKCHHA IBYX ABYXPAIHBIX IIBOB,

15. Bu MeIUIIMHCKOTO M3/ENHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJTacCH(PUKAIMEH METUIIMHCKUX
U3JIeNNH, yTBepkK1aeMoil MuHucrepcTBoM 3apaBooxpaHenus Poccuiickoit ®denepanuu: 182180;

16. Anpec mecTta MPOM3BOACTBA MIIM H3TOTOBJICHUS MenuIHCKoro 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. CBeeHHUS 0 B3aMMO3aMEHSIEMBIX MEIUIIMHCKUX U3ICIUAX: ;

18. Moaean MeIUIIMHCKOTO U30CIIHS:

Kona Buga HanmeHoBaHHe MoaeIH

182180 OnHopazoBbli 3arpyxaemsblii 610k GIA™ Auto
Suture™ c texnonorueit DST Series™, BapuaHThI
ucnojiHeHus: 7. OqHOPa30BbIi 3arpy>KaeMblil
GIA™ Auto Suture™ c texnonorueit DST

Series™ 100 MM -4,8 MM.




182180

OnnopasoBslii 3arpyskaemsiid 610k GIA™ Auto
Suture™ ¢ Texnomorueit DST Series™, BapuaHTBI
ucnosHeHus: 6. OQHOPa30BbIN 3arpyKaeMblil
GIA™ Auto Suture™ c texnonorueit DST

Series™ 100 MM - 3,8 MM;

182180

Onnopa3zoBsiii 3arpyxkaembiit 6ok GIA™ Auto
Suture™ ¢ texnonorueit DST Series™, BapuaHThI
ucnojiHeHus: 5. OHOPa30BbIN 3arpy>KaeMblil
6mox GIA™ Auto Suture™ c texnonorueit DST

Series™ 80 MM -4,8 MM;

182180

OnHopa3oBwlii 3arpyskaembiid 6110k GIA™ Auto
Suture™ c¢ texnonorueit DST Series™, BapuaHThI
ucnonHeHus: 4. OgHOPa30BbIN 3arpyKaeMblil
6mox GIA™ Auto Suture™ c texnonorueit DST

Series™ 80 mm - 3,8 MM;

182180

OnnopasoBslii 3arpyskaemsiid 610k GIA™ Auto
Suture™ ¢ Texnonorueit DST Series™, BapuaHTBbI
ucnonHeHus: 3. OaHOPa30BbIi 3arpyKaeMblil
6ok GIA™ Auto Suture™ c texnonorueit DST

Series™ 60 MM - 4,8 MM;

182180

Onnopa3zoBsiii 3arpyxkaembiit 6ok GIA™ Auto
Suture™ ¢ texnonorueit DST Series™, BapuaHTbI
ucnojiHeHus: 2. OqHOPa30BbIN 3arpy>KaeMblil
6mox GIA™ Auto Suture™ c texHonorueit DST

Series™ 60 MM - 3,8 MM;

182180

OnHopasoBelii 3arpyskaembiid 610k GIA™ Auto
Suture™ c¢ texnonorueit DST Series™, BapuaHThI
ucnonHeHus: 1. OgHOpa30BbIN 3arpyKaeMblil
6mok GIA™ Auto Suture™ c texnonorueit DST

Series™ 60 mm - 2,5 MM;

Brimucka Beinana @enepalibHON CiTy»K00# M0 HAaa30py B cepe 3ApaBOOXpaHEHUS U HOCUT

UH(POPMALMOHHBINA XapakTep.
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Komy Bbinan: ®EJEPAJIBHASA CJYKBA 11O HAZ3OPY B COEPE 3IPABOOXPAHEHUSA

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

JAOKYMEHT ITOAINCAH
OJIEKTPOHHOU ITOAITNCBIO

Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A




