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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHUIO HAa 16:57 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 194281;

2. Peructpanmonusiii Homep Menuiackoro m3aenus: P3H 2020/10125 (EPYJI - °004-00110-
00/02925795);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MeauIuHcKoe n3nenue: 19.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHoBaHue MEeIUIIMHCKOTO n3nenus: OTHOpa30BbI YHUBEPCAIbHBIN 3arpyskaembiii 610k Endo
GIA Auto Suture . BapyaHTbl UCTIOTTHEHUS:

1. OnHOpa30BbIN yHUBEpCATbHBIN IIAPHUPHBIN 3arpyxkaemblii 6510k ceporo 1Beta Endo GIA Auto
Suture 30 MM - 2,0 MM.

2. OHOPa30BbIi YHUBEPCATBHBIN 3arpykaeMblii 6J10k n3oraytoi popmer Endo GIA Auto Suture 30
MM - 2,5 MM.

3. OnHOpa30BbIi YHUBEpCAIBHBIN 3arpyskaemblii 010k n3ornytoii opmsl Endo GIA Auto Suture 30
MM - 3,5 MM.

4. OHOpa30BbIN YHUBEPCATBHBIN TIAPHUPHBIHN 3arpyskaeMblil 0110k ceporo 1seta Endo GIA Auto
Suture 45 Mm - 2,0 MMm.

5. OnHOPAa30BBIM YHUBEPCATBHBIN 3arpyxaemMblii 0710k nzoraytoi hopmel Endo GIA Auto Suture 45
MM - 2,5 MM.

6. OtHOpa30BbIN YHUBEpCAIBHBIN 3arpykaeMblil 0110k n3ornytoi popmsl Endo GIA Auto Suture 45
MM - 3,5 MM.

7. OnHOpa30BbIN YHUBEpCAIbHBIN 3arpykaeMblil 010k u3ornytoit popmsl Endo GIA Auto Suture 45
MM - 4,8 MM, JIJIS HCIIOJIb30BaHUS TOJIBKO C KaHIONEH 15 MM.

8. OmHOPa30BBIN YHUBEPCATBHBIN 3arpykaembiii 0710k u3orayToi ¢hopmsl Endo GIA Auto Suture 60
MM - 2,5 MM.

9. OnHOpa30BbBIN YHUBEpPCAIBHBIN 3arpyskaemblii 010k u3ornyToi opmel Endo GIA Auto Suture 60

MM - 3,5 MM.



10. OnHOpa30BEIi yHUBEPCATIBHBIHN 3arpykaeMblii 6110k n3oruytoit popmsl Endo GIA Auto Suture 60
MM - 4,8 MM, JJI HCIIOJIb30BaHUS TOJIBKO C KaHIONIEH 15 MM.

11. OgHOpa30BBIN YHUBEPCATBHBIN 3arpyskaembiid 010k npsimoii popmel Endo GIA Auto Suture 30 MM
- 2,0 Mm.

12. OnHOpa30BbIi yHUBEPCATIBHBIHN 3arpykaeMblii 610k rpsimoit popmbl Endo GIA Auto Suture 30 MM
-2,5 Mm.

13. OgHOpa30BbBIN YHUBEPCATBHBIN 3arpyskaembiidi 010k npsimoii popmel Endo GIA Auto Suture 30 MM
- 3,5 MMm.

14. OnHOpPa30BEIi yHUBEPCATBHBIHN 3arpykaeMbiii 6110k mpsimoit popmbl Endo GIA Auto Suture 45 mm
- 2,0 Mmm.

15. OnHOpa30BBIN YHUBEPCATBHBIN 3arpykaembiii 010k npsimoid popmel Endo GIA Auto Suture 45 MM
- 2,5 Mm.

16. OnHOPAa30BEIN YHUBEPCABHBIN 3arpy)aembiid 0510k ipsimoii popmbel Endo GIA Auto Suture 45 mm
- 3,5 MMm.

17. OnHOpa30BBIN YHUBEPCATBHBIN 3arpykaembiid 010k npsimoid popmel Endo GIA Auto Suture 45 MM
- 4,8 MM, JIJI9 UCTIOJIL30BAHMS TOJIBKO C KaHIONEH 15 MM.

18. OnHOPa30BEIi yHUBEPCATIBHBIHN 3arpykaeMbiid 610k mpsimoit popmbl Endo GIA Auto Suture 60 MM
-2,5 Mm.

19. OnHOpa30BbIi YHUBEpCATBHBIN 3arpykaembiid 6510k psimoit dopmbl Endo GIA Auto Suture 60 mm
- 3,5 MmMm.

20. OgHOPAa30BbIi YHUBEPCATBHBIN 3arpyxkaeMblil 0510k npsimoit popmsl Endo GIA Auto Suture 60 mm

- 4,8 MM, JII1 HCHIOJIL30BaHMs TOJILKO C KaHIoJIeH 15 MM.

6. HanmeHnoBaHue opraHu3anui - yrmoJHOMOUYEHHOTO TIPEACTaBUTEINS POU3BOIUTENS (M3TOTOBUTEIIS)
MmeaunuHckoro u3nenns: OBIIIECTBO C OI PAHUYEHHON OTBETCTBEHHOCTBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHHUS OpTraHU3aIHNH - YIIOJTHOMOUYEHHOTO MTPEACTABUTENS TIPOU3BOIUTEIIS
(w3roroBurenst) meauimHackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

8. FOpunnyeckuii aapec OpraHu3aIyiy - YIIOTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(w3roroBurenst) meauiuHackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

9. HaumeHOBaHME OpTaHU3aIUH - IPOU3BOIUTEIIS MEAUIIMHCKOTO U3JICITHSI T OPTaHUu3alin
usrotoButens meaunuackoro usznenus: Covidien llc, USA ("Kouauen mac", CIITA);

10. MecTo HaxOKICHHS OPraHU3aIliH - IPOU3BOIUTENSI METUITTHCKOTO M3/ WIIA OPTaHU3AIHH
M3TOTOBUTENS MeTuIIMHCKoro u3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpunuyeckuii anpec opraHu3alyy - MPOU3BOIUTENS METUITMTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
M3TOTOBUTENSI MeauIHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;



12. OKII/OKII/2: 32.50.50.190;

13. Kitacc noTeHInanbHOrO pUCcKa IPUMEHEHUS MEIULIMHCKOTO U3/ENINs B COOTBETCTBUU C
HOMEHKJIATypHOU Kaccu(uKaruei MeIMIMHCKIX U3ACIIHHA, yTBepKaaeMoii MUHHCTEPCTBOM
3npaBooxpanenus Poccuiickoit deneparuu: 20;

14. HaznaueHne MEAMIIMHCKOTO U3/IENINs, YCTAHOBJICHHOE pou3BoauTeneM: Ilpumensercs B
a0/I0MUHAJIbHOM, THHEKOJIOTUYECKOM, NEANATPUUECKON U TOPAKAJIbHON XUPYPIrUu AJisl BBIIOIHEHUS

PE3EKIMH, pacCeYEHU, OTCEYEHU U CO3J]aHUs aHACTOMO3A.;

15. Bua MeIuIIMHCKOT0 U3AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiiaccudukanuein MequImHCKUX
W3AeNui, yTBepxkaaeMoi MunuctepctBoM 3apaBooxpanenust Poccuiickoit deneparuu: 182180;

16. Anpec MecTa MpOM3BOJICTBA UM U3rOTOBIICHUS MenuinHCcKoro uzaenus: 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. 3. Celestica de
Monterrey SA de CV, Calle Octava #102, Parque Industrial Monterrey, Apodaca, Nuevo Leon, 66600,
Mexico;

17. CBCI[CHI/IH O B3aMMO3aMCHACMbBIX MCIUIIMHCKUX HU3ACIUAX:

18. Moxenn MEeTUIIMHCKOTO U3ACITHS:

Kox Buna HaumenoBanue Moaean

182180 20. OgHOPa30BbIN YHUBEPCAIBHBIN 3arpy>KacMbIi
6ok npsmoit popmel Endo GIATM Auto
SutureTM 60 MM - 4,8 MM, A1 UCTIOJIH30BaHMS

TOJIBKO C KaHroyei 15 MM.

182180 19. OnHOpa30BbIN YHUBEPCAIBHBIN 3arpy KaeMblii
650k psimoit popmel Endo GIATM Auto
SutureTM 60 MM - 3,5 Mm.

182180 18. OnHOpPa30BbIN YHUBEPCAJIbHBIHN 3arpy>KaeMblii
6ok npsimoit popmel Endo GIATM Auto
SutureTM 60 MM - 2,5 Mm.

182180 17. OnHOpa30BBIi YHUBEPCATbHBIN 3arpyKaeMblii
6nok npsimoit popmbl Endo GIATM Auto
SutureTM 45 MM - 4,8 MM, 11 UCIOJIL30BaHUS

TOJIBKO C KaHoei 15 mMm.

182180 16. OnHOpPa30BbIN YHUBEPCAJIbHBIN 3arpy’KaeMbli
os1ok ipsimoii hopmel Endo GIATM Auto
SutureTM 45 MM - 3,5 Mm.




182180

15. OnHOpa30BbIN YHUBEPCAJIbHBIHN 3arpy KaeMblii
6ok npsmoit popmel Endo GIATM Auto
SutureTM 45 MM - 2,5 Mm.

182180

14. OgHOpa30BbIN YHUBEPCAIbHBIN 3arpyKaeMbli
6nok npsimoit popmel Endo GIATM Auto
SutureTM 45 mm - 2,0 MM.

182180

13. OnHOpa30BbIN YHUBEPCAIbHBIH 3arpy’KaeMblii
650k npsimoit popmel Endo GIATM Auto
SutureTM 30 MM - 3,5 mMm.

182180

12. OnHOpa30BbIN YHUBEPCAJIbHBIHN 3arpy KaeMblii
6ok npsimoit popmel Endo GIATM Auto
SutureTM 30 MM - 2,5 Mm.

182180

11. OgHOpa30BbIll yHUBEPCAIBbHBIN 3arpyKaeMbli
6nok npsimoit popmbl Endo GIATM Auto
SutureTM 30 mm - 2,0 MM.

182180

10. OnHOpa30BbIN YHUBEPCAJIBHBIN 3arpy’KaeMblii
6nok n3oruytoit popmel Endo GIATMAuto
SutureTM 60 MM - 4,8 MM, 111 UCHOJIL30BaHMS

TOJILKO C KaHrouei 15 MM.

182180

9. OaHOPa30BbIM YHUBEPCAIBHBIN 3arpy>KacMblil
610k nzornytoit popmsl Endo GIATM Auto
SutureTM 60 MM - 3,5 MM.

182180

8. OnHOPa30BbBIN YHUBEPCAJIBHBIN 3arpysKaeMblii
6nok m3oruytoit popmel Endo GIATM Auto
SutureTM 60 Mm - 2,5 MM.

182180

7. OnHOpa30BbIl YHUBEPCAIbHBIN 3arpyKaeMblii
650k uzoruyToit popmel Endo GIATM Auto
SutureTM 45 Mm - 4,8 MM, IS KCITOJIB30BaHUS

TOJIBKO C KaHroei 15 MM.

182180

6. OTHOPa30BbIi YHUBEPCATBHBIN 3arpyKaeMblil
6mok n3ornytoit popmel Endo GIATM Auto
SutureTM45 MM - 3,5 MM.

182180

5. OnHOPa30BbBIN YHUBEPCAIBHBIH 3arpysKaeMblii
650k uzoruyToit popmel Endo GIATM Auto
SutureTM 45 MM - 2,5 Mm.

182180

4. OnHOpa30BbI YHUBEPCAIbHBIN IIAPHUPHBII
3arpyxaemblii 6110k ceporo nsera Endo GIATM
Auto SutureTM 45 mwMm - 2,0 MMm.

182180

3. O1HOPa30BbIi YHUBEPCATBHBIN 3arpyKaeMblil
6mok n3ornytoit popmel Endo GIATM Auto
SutureTM 30 MM - 3,5 Mm.




182180 2. OxHOpa30BbIM YHUBEPCATIBHBIN 3arpyKaeMblit
610k uzornytoit opmel Endo GIATM Auto
SutureTM 30 MM - 2,5 Mm.

182180 1. OnHOPAa30BBINM YHUBEPCATIBHBIN MIAPHUPHBIN

3arpyxaembliii 6110k ceporo nBera Endo GIATM
Auto SutureTM 30 MM - 2,0 MM.

Brimucka Beitana @eepalibHOM CITyk00i 10 Haa30py B chepe 3MpaBOOXPaHEHUS U HOCUT

MH(POPMALIMOHHBINA XapakTep.

AOKVYMEHT ITOJAINCAH
SJIEKTPOHHOMU ITOAITMCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Kowmy Breitan: ®EJJEPAJIBHASI CJTIYIKBA IO HAI30PY B COEPE 3/IPABOOXPAHEHUSI

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




