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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTOosTHUIO HAa 16:48 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIN HOMEpP peecTpoBoii 3anucu: 193464;

2. Peructpanmonusiii Homep Meautmackoro u3aenus: P3H 2019/9531 (EPYJI - 1'004-00110-
00/02925779);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MmeauiuHckoe n3nenue: 04.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumenoBanue meauuuHckoro nusnenust: Onnopasosslil cremiep TA Auto Suture ¢ TexHonoruen
DST Series . B BapuanTax ucnonnenus: 1. Oqaopasosslii cremiep TA Auto Suture ¢ TexHOIOTHEH
DST Series ¢ 3arpyaembiM 610k0oM 30 MM - 3,5 mm. 2. OntHopa3oBblii creruiep TA Auto Suture ¢
texHosorueit DST Series ¢ 3arpyxaembiM 6510k0M 30 MM - 4,8 mm. 3. OnHopazoBslit creriep TA
Auto Suture ¢ Texnonorueri DST Series ¢ 3arpy»xaemMbimM 6510koM 45 MM - 3,5 mm. 4. OHOPA30BBINA
creriep TA Auto Suture ¢ Texnosnoruerr DST Series ¢ 3arpyxaemMbiM 6710koM 45 MM - 4,8 mm. 5.
Onnopazossrii creriep TA Auto Suture ¢ Texnonmorueit DST Series ¢ 3arpykaeMbiM 6510koM 60 MM -
3,5 mm. 6. OgHopa3zoBslii creruiep TA Auto Suture ¢ Texnonorueit DST Series ¢ 3arpyxaembiM
6moxoMm 60 MM - 4,8 mMm. 7. OmHopazossiii cremiep TA Auto Suture ¢ Texnomorueit DST Series ¢
3arpyxaembIM 0510koM 90 MM - 3,5 MM. 8. OnHopasosblii cremiep TA Auto Suture ¢ TeXHOIOTHEH

DST Series ¢ 3arpyxaeMmbiM 6110k0M 90 MM - 4,8 MM.

6. HaumeHnoBaHMe OpraHu3alyy - yIoJHOMOUYEHHOTO TIPEICTaBUTEINS POU3BOIUTENS (M3TOTOBUTEIIS)
MenunuHckoro uzaenus: OBIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTbBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHHUS OpTraHU3aIHMH - YIIOJTHOMOYEHHOTO MPEACTABUTENS TIPOU3BOIUTEIIS
(m3roToButens) meauimuckoro m3aenus: 123112, . MOCKBA, BH.TEP.I". MYHULIMITAJIBHBIN
OKPYT ITPECHEHCKUI1, HAB IIPECHEHCKAS, /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 HITH OPTaHUu3aInn
usroroButens MmeauimHckoro u3aenus: Covidien lle ("KoBuguen mic");

10. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTIHUS HIIM OPTaHU3aIHH
W3TOTOBUTENS MeauIHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpunnyeckuit aipec opraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO H3ICIUS IIM OpTaHU3aliH
M3rOTOBUTENSI MeauHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

12. OKII/OKII/J2: 32.50.13.190;

13. Kitacc noTeHInanbHOro pucKa MPUMEHEHUS MEAULIUHCKOTO U3/ENINs B COOTBETCTBUU C
HOMEHKJIATypHOU KJaccu(uKaruei MeIMIMHCKIX U3ACIIHHA, yTBepKaaeMoii MUHHCTEPCTBOM
3npaBooxpanenus Poccuiickoit deneparuu: 20;

14. Ha3nauenue MCIUIUHCKOI'0 U3CJIN, YCTAHOBJICHHOC ITPOU3BOAUTCIICM: H3nenue npeaAHa3HaA4YCHO
JJIs1 HAJIOXKCHUA I[BOI\/'IHOFO paaa TUTAHOBBIX CKO6, pacmojiara€MbIX B MIaXMAaTHOM ITOPAIKE. ]

15. Bu MeIUIIMHCKOTO M3/ENHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJTaCCH(PUKAIMEH METUIIMHCKUX
U3JIeNNH, yTBepkK1aeMoil MuHucrepcTBoM 3apaBooxpanenust Poccuiickoit ®denepanuu: 312980;

16. Anpec Mecta IpOU3BOCTBA MU M3TOTOBIICHUS Meauimackoro usnenus: 1. Covidien/KoBunues,
60 Middletown Avenue, North Haven, CT 06473, USA. 2. Covidien (U.S.S.C. Puerto Rico,
Inc.)/Kosuauen (FO.C.C.K. ITyapto Puko, 1uk.), Building 911-67, Sabanetas Industrial Park, 00731
Ponce, Puerto Rico, USA;

17. CBezileHHA 0 B3aMMO3aMEHAEMBIX MEIUIIMHCKUX U3ICIHAX: ;

18. Moaean MEOUIINHCKOTO U3AEIIH:

Koa Buga HaumeHoBanue MojaeIun

312980 «Onnopazosbiii creriep TA™ Auto Suture™ ¢
texHosorueit DST Series™» BapuanTsl

HUCIIOJIHCHUA:

312980 1. Onnopazossrii cremiep TA™ Auto Suture™ ¢
texHosorueit DST Series™ c 3arpysxaemMbIM

omoxom 30 MM - 3,5 mmM;

312980 2. Ognopazosbiii cremiep TA™ Auto Suture™c

texHonorueit DST Series™ c 3arpyskaeMbIM

ooxom 30 MM - 4,8 MM;




312980

3. Onnopazossrii cremiep TA™ Auto Suture™c
texHosorueit DST Series™ c 3arpyskaemMbIM

0okoM 45 MM - 3,5 MmM;

312980

4. Ognopa3zosbiii cremiep TA™ Auto Suture™c
texnonorueit DST Series™ c 3arpyskaeMbIM

OokoM 45 MM - 4,8 MM;

312980

5. Onnopasosslii cremiep TA™ Auto Suture™ ¢
texHosorueit DST Series™ c 3arpy:xaeMbIM

610xK0M 60 MM - 3,5 MM;

312980

6. OnHopazossrii cremiep TA™ Auto Suture™ ¢
texHosorueit DST Series™ c 3arpyskaemMbIM

ooxom 60 MM - 4,8 MM;

312980

7. OgHopazoBeiii cremiep TA™ Auto Suture™ ¢
texnonorueit DST Series™ c 3arpyskaeMbIM

ooxom 90 Mm - 3,5 mmM;

312980

8. OnHopasosslii cremiep TA™ Auto Suture™ ¢
texHosorueit DST Series™ c 3arpy:xaeMbIM

610x0M 90 MM - 4,8 MM.

Brimucka Beinana @enepalibHON CiTy>K00# M0 HAaa30py B cepe 3ApaBOOXpaHECHUS U HOCUT

MH(POPMALMOHHBINA XapakTep.

JAOKYMEHT ITOAIINCAH
OJIEKTPOHHOU [TOAIMNCBIO
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Cepruduxar: F671E30B77AF3D7DIA51F071091F24FAC690FB4A

Komy Bbinan: ®EJEPAJIBHASA CJYKBA 11O HAZ3OPY B COEPE 3IPABOOXPAHEHUA

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




