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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuIo Ha 17:12 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbI HOMEpP peecTpoBoii 3anucu: 193908;

2. Peructparnmonusiii Homep meautmackoro u3aenus: P3H 2020/9610 (EPYJI - 17004-00110-
00/02926582);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MeauIHcKoe n3nenue: 12.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumenoBanue meaunHcKoro usaenus: OnHopa3oBslil HUpKyJsipHbIi cremwiep EEA Auto Suture ¢
texnosoruet DST Series. B BapuanTax ucnosHeHHs:

1. Onnopa3ossiii nupkysipasiii cremiep EEA Auto Suture ¢ texnonorueit DST Series 21 mwm - 4,8
MM.

2. OnHopa3oBkIil UpKYIsApHEI cTeruiep EEA Auto Suture ¢ texnonorueit DST Series 21 mwm -3,5 MM.
3. OnnopazoBsiil upkyJsipHbIi creriep EEA Auto Suture ¢ Texnonmorueit DST Series 25 mm - 4,8
MM.

4. OnropazoBbiit upKyssipHbId ctemiep EEA Auto Suture ¢ Texnonorueit DST Series 25 mm -3,5 mwm.
5. OnnopazoBsiil upkyJsipHbIid creriep EEA Auto Suture ¢ Texnonmorueit DST Series 28 mm - 4,8
MM.

6. OnHopa3oBsIi IUPKYJspHBIA cTeriep EEA Auto Suture ¢ Texnonmorueit DST Series 28 Mm -3,5 Mwm.
7. OnnopazoBsiii iMpKyJsipHbIi creriep EEA Auto Suture ¢ Texnonmorueit DST Series 31 mm - 4,8
MM.

8. OmHopazossiii nupKysipHBINA creriep EEA Auto Suture ¢ Texnonorueit DST Series 33 MM - 4,8
MM.

9. OnnHopazossiit UpKysipHEIA cremnep EEA Auto Suture ¢ Texnonorueit DST Series 21 mum - 4,8 MM
XL.



10. OnnopasoBslii upkysapHbii creruiep EEA Auto Suture ¢ rexnonorueit DST Series 21 mum - 3,5
MM XL.
11. OnnopazoBslil nupkysipHblii creriep EEA Auto Suture ¢ rexnonorueit DST Series 25 mm - 4,8
MM XL.
12. OnnopasoBslii nupkynsapHbsii cremiep EEA Auto Suture ¢ rexnonorueit DST Series 25 mum - 3,5
MM XL.
13. Onnopasossrii mupkysapHbii cremiep EEA Auto Suture ¢ rexnonorueit DST Series 28 mum - 4,8
MM XL.
14. Ognopazossiii nupkyssipHbIi cremiep EEA Auto Suture ¢ Texaonorueit DST Series 28 mMm - 3,5
MM XL.
15. Onnopasoslii mupkynsapHbsii cremiep EEA Auto Suture ¢ rexnonorueit DST Series 31 mum - 4,8
MM XL.
16. Onnopasossrii mupkyspHbii creruiep EEA Auto Suture ¢ rexnonorueit DST Series 33 mum - 4,8
MM XL.

6. HaumeHoBaHMe OpraHU3aIiy - YIIOJTHOMOUYEHHOTO MPEJICTABUTENS IIPOU3BOAUTENSI (M3TOTOBUTEISI)
MenumuHckoro u3aenus: OBIIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO
"MEATPOHUK";

7. MecTo HaXO0XACHUSI OpraHU3alMK - YIIOJTHOMOUYEHHOT'O MIPEACTaBUTENS POU3BOIUTENS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHI/IHHHAHBHBHX
OKPVYT HPECHEHCKI/Iﬁ, HAB ITPECHEHCKAZ, 1. 10;

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

9. HaumeHOBaHMEe OpraHU3aIUH - TPOU3BOIUTEIS MEAUIIMHCKOTO U3JICIHSI U OpPTaHu3alud
nsrotoputens meaunuHckoro unenus: Covidien LLC, USA ("Kouauen JUJIC", CIIIA);

10. MecTo HaxOXKICHHS OPraHU3alllH - POU3BOIUTENS METUITMHCKOTO M3/ICIUS HIIH OPTaHU3alHH
M3rOTOBUTENSI MeauIHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpuandeckuit apec opraHu3aliy - MPOU3BOIUTEIS METUITMHCKOTO H3ICITHUS HIIH OPTaHU3aIHH
W3TOTOBUTENS MeTuITMHCKOro m3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

12. OKII/OKIIA2: 32.50.13.190;

13. Kimacc moTeHIIManbHOTO prUCKa MPUMEHEHHS MEAUITTHCKOTO U3/IeNHs B COOTBETCTBUH C
HOMEHKJIaTypHOU Ki1accuukanuei MeJUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit deneparuu: 20;

14. HazHaueHne MEIUIIMHCKOTO U3/IENMs, YCTAaHOBJIEHHOE pou3BoauTesieM: [IpeqnasHayeH kak B
OTKPBITBIX, TaK U B JIANIAPOCKONINYECKUX ONEpalUsAX JUIsl CO3/JaHUsl aHacTaMo3a TUIa "KOoHell B KoHel",



"koHell B 60K" 1 "00Kk B OOK" uepe3 MuIeBapUTEIbHbIN TPAKTaT;

15. Bux MeIUIIMHCKOTO M3/ENHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJTaCCH(PUKAIMEH METUIIMHCKUX
U3JIeNNH, yTBepkKaaeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit @denepanun: 313410;

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. CBeneHus 0 B3aMMO3aMEHSIEMBIX MEIUIIMHCKAX U3ACTUIX: |

18. Moaenan MEeIUIIMHCKOTO U30CIIHS:

Kona Buga HanmeHoBaHHe MoaeIH

313410 Onnopa3zoBblii TUPKYJSAPHBIA cremep EEA™
Auto Suture™ ¢ texnomorueir DST Series™,
BapHaHThl UCTIOJIHEHUA: 9. OTHOPA30BBII
nupKyJsipHsii cremiep EEA™ Auto Suture™ ¢

texunoaorueit DST Series™ 21 mm - 4,8 mm XL;

313410 OnHopa3oBsIil HUPKYISIpHBIN cTemiep EEA™
Auto Suture™ ¢ texnosmorueit DST Series™,
BapuaHThl UCIOIHEHUS: 8. OIHOPa30BbIi
uupKyJsipabiid creriep EEA™ Auto Suture™ ¢

texnoioruet DST Series™ 33 MM - 4,8 mm;

313410 Onnopa3zoBblii HUPKYJSApHBIN cTemiep EEA™
Auto Suture™ ¢ texnogoruei DST Series™,
BapHaHThI UCTIONIHEHU: 7. OJJHOPA30BbIi
uupkysipHbii cremiep EEA™ Auto Suture™ c

texnonorueir DST Series™ 31 mum - 4,8 MM;

313410 Onnopa3zoBblii HUPKYJSApHBIA cremep EEA™
Auto Suture™ ¢ texnomorueir DST Series™,
BapHuaHThl UCTIOJIHEHUA: 6. OTHOPA30BBIM
uupKyJsipHsli cremiep EEA™ Auto Suture™ e

texnonorueit DST Series™ 28 mm -3,5 mmM;

313410 OnHopa3oBsIil HUPKYISIpHBIN cTemiep EEA™
Auto Suture™ ¢ texnosorueit DST Series™,
BapUaHThl UCIOIHEHUSL: 5. OTHOPa30BbIi
uupKyJsipabiid creriep EEA™ Auto Suture™ ¢

texnoioruet DST Series™ 28 MM - 4,8 mm;

313410 Onnopa3zoBblii TUPKYJSApHBIN cTemiep EEA™
Auto Suture™ ¢ texnojgoruet DST Series™,
BapHaHThI UCTIONHEHU: 4. OTHOPA30BbIi
uupkysipHbii cremiep EEA™ Auto Suture™ c

texuosiorued DST Series™ 25 MM -3,5 mM;




313410

Onnopa3zoBbli HUPKYJspHBIN cTemiep EEA™
Auto Suture™ ¢ texnogorue DST Series™,
BapUaHThl UCIIOIHEHUS: 3. OTHOpPa30BbIi
uupkysipHsii cremiep EEA™ Auto Suture™ c

texHonorueii DST Series™ 25 MM - 4,8 MM;

313410

Onnopa3zoBblii HUPKYJISApHBIA cTemiep EEA™
Auto Suture™ ¢ texnojyioruet DST Series™,
BapHaHThl UCTIOTHEHUSA: 2. OTHOPA30BBIM
uupkKyJsipHbsii cremiep EEA™ Auto Suture™ c

texaonorueir DST Series™ 21 mwm -3,5 MM;

313410

OnHopa3oBeIi HUPKYISIpHBIN cTeriep EEA™
Auto Suture™ ¢ texnomorueii DST Series™,
BapUaHThl UCHOIHEHUs: 16. OqHOpa30BBIi
uupKyJsipHbiid creriep EEA™ Auto Suture™ ¢

texHonorueit DST Series™ 33 MM - 4,8 mm XL.

313410

Onnopa3zoBbli HUPKYJSpHBIN cTemiep EEA™
Auto Suture™ ¢ texnojgoruei DST Series™,
BapUaHThl UCHIOIHEHMS: 15. OqHOpa30BBIi
uupkysipHsii cremiep EEA™ Auto Suture™ c

texHosorueii DST Series™ 31 mMm - 4,8 mm XL;

313410

Onnopa3zoBblii HUPKYJISApHBIA cTemiep EEA™
Auto Suture™ ¢ texnojyoruet DST Series™,
BapuaHThl UcTioTHeHUs: 14. OTHOpa30BbBIM
uupkKyJsipHbsii cremiep EEA™ Auto Suture™ c

texaonorueir DST Series™ 28 mwm - 3,5 mm XL;

313410

OnHopa3oBbIi HUPKYISIpHBIN cTeriep EEA™
Auto Suture™ ¢ texnomorueii DST Series™,
BapuaHThl ucnoiaHeHus: 13. OqHopa3oBblii
uupKyJsipabiid creriep EEA™ Auto Suture™ ¢

texnoiorueit DST Series™ 28 mm - 4,8 mm XL;

313410

OpnnHopa3zoBbli HUPKYJSpHBbIN cTemiep EEA™
Auto Suture™ ¢ texnojgoruei DST Series™,
BapuaHThl UCHIOIHEHMS: 12. OqHOpa30BBIi
uupkysipHsii cremiep EEA™ Auto Suture™ c

texHosorueii DST Series™ 25 mMm - 3,5 mm XL;

313410

Onnopa3zoBblii HUPKYJSApHBIN cTemiep EEA™
Auto Suture™ ¢ texnojyoruet DST Series™,
BapuaHThl ucniotHeHus: 11. OnqHopa3oBbIit
uupkKyJsipHbsii cremiep EEA™ Auto Suture™ c

texnonorueir DST Series™ 25 mwm - 4,8 mm XL;




313410

Onnopa3zoBbli HUPKYJspHBIN cTemiep EEA™
Auto Suture™ ¢ texnogorue DST Series™,
BapuaHThl ucnoiaHeHus: 10. OqHopa3oBblii
uupkysipHsii cremiep EEA™ Auto Suture™ c

texHosorueit DST Series™ 21 mMm - 3,5 mm XL;

313410

Onnopa3zoBblii HUPKYJISApHBIA cTemiep EEA™
Auto Suture™ ¢ texnojyioruet DST Series™,
BapuaHThl UCTIOIHEHUA: 1. OTHOPA30BBIM
uupkKyJsipHbsii cremiep EEA™ Auto Suture™ c

texnonorueir DST Series™ 21 mum - 4,8 mM;

Brinucka Beiiana q)eﬂepaHBHOﬁ CJ'Iy>I(6OI7I 110 HaZA30py B cq)epe 3ApaBOOXPAHCHUA U HOCUT

WH(})OPMAITMOHHBIA XapaKTep.

JOKYMEHT ITOIITNCAH
SJIEKTPOHHOM IMOAIIUCHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

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

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




