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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 1o cocTosiHuIo Ha 17:38 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 194243;

2. Peructpanmonusiii Homep Menuiackoro m3aenus: P3H 2021/14594 (EPYJI - 1°004-00110-
00/02925891);

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

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumenoBanue MeauuuHckoro ninenus: Onnopasonas kaccera Endo GIA ¢ H30rHYTHIM KOHYHMKOM
u TexHojoruen Tri-Staple. BapuaHThl HCTIOTHEHUS:

1. OgHopa3zoBas usrudaemas KacceTa JUisl COCYIMCTOW/HOPMAJIbHOM TKaHEN ¢ U30THYTHIM KOHUUKOM
Endo GIA 30 mm u Texnonorwueit Tri-Staple, B cocrase:

- OIHOpa30Bast U3rudaemas Kacceta Juisi COCYJUCTON/HOpMaIbHOU TKaHEH C U30THYTHIM KOHYUKOM
Endo GIA 30 mM u Texnomnorueii Tri-Staple;

- THOKUI UHTPOBIOCED.

2. OxgHopa3oBas MapHUPHO-COUSICHEHHAs] CMEHHAsl KacCeTa Ceporo 1BeTa ¢ U30THYTHIM
HAaKOHEYHUKOM JJIs ylIbTpaToHKoi/cocyaucroil Tkanu Endo GIA 45 mm, B cocTase:

- OZIHOPA30Basl IHAPHUPHO-COUJICHEHHAs: CMEHHAs KacCeTa CEporo LIBETa C U30THYTHIM HAKOHEUYHUKOM
JUIsL yIbTpaToHKOM/cocyaucTort Tkanu Endo GIA 45 mwm;

- THOKUI MHTPOIBIOCED.

3. OnHopa3zoBas nzrudaemast KacceTa Juis COCYIUCTON/HOPMAaIbHOM TKaHEl C M30THYTHIM KOHYUKOM
Endo GIA 45 mm u Texnonorueit Tri-Staple, B cocrase:

- oIHOpa30Bast n3rubdaemast KacceTa JUisl COCYIMCTONH/HOPMAaIbHOM TKaHE! C N30THYTHIM KOHYUKOM
Endo GIA 45 mm u Texnonorueit Tri-Staple;

- TMOKHIA UHTPOABIOCED.

4. OgHopasoBas m3rudaeMasi Kaccera sl COCYANCTON/HOPMAIbHOM TKaHEH ¢ M30THYTHIM KOHYUKOM
Endo GIA 60 mm u Texnonorueit Tri-Staple, B cocrase:

- 0/IHOpa30Bast U3rubaemas Kaccera Jyisi COCYJUCTON/HOpMaIbHON TKaHEH C U30THYTHIM KOHYUKOM



Endo GIA 60 mm u Texnonorueit Tri-Staple;

- THOKUI UHTPOBIOCED.

5. OnHopa3zoBas nzrudaemast KacceTa JUisi HOpMaJIbHBIX/YTONIEHHBIX TKAHEH ¢ M30THYTHIM KOHYMKOM
Endo GIA 45 mm u texnonorueit Tri-Staple, B cocrage:

- 0OTHOpa30Bas U3rndaemast Kaccera Juisi HOpPMaJIbHBIX/yTOJIIIEHHBIX TKaHEH ¢ M30rHYTHIM KOHYHKOM
Endo GIA 45 mMm u Texnomnorueit Tri-Staple;

- TUOKHIA UHTPOABIOCED.

6. OgHopa3zoBas u3rudaemasi KacceTa Jisl HOpMaJIbHBIX/yTONIIEHHBIX TKaHEH ¢ M30IHYThIM KOHYMKOM
Endo GIA 60 mm u Texnonorueit Tri-Staple, B cocrase:

- OIHOpa30Bast u3rudaemast Kaccera Uit HOpMaTbHBIX/YTOJIIEHHBIX TKaHEH ¢ M30THYTHIM KOHUMKOM
Endo GIA 60 mm u Texnonorueit Tri-Staple;

- THOKUIT HHTPOIBIOCED.

6. HanmeHnoBaHMe OpraHu3aliuy - YIoJHOMOUYEHHOTO TIPEICTaBUTEINS IPOU3BOINUTENS (M3TOTOBUTEIIS)
MenunuHckoro uzaenus: OBIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTbBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHHUS OpTraHU3aIHMH - YIIOJTHOMOYECHHOTO MPEACTABUTENS TIPOU3BOIUTEIIS
(m3roToButens) meauimackoro m3aenus: 123112, T MOCKBA, BH.TEP.I". MYHMULIMITAJIBHBIN
OKPYT ITPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

8. FOpuanyeckuii agpec OpraHu3aIiy - YIIOTHOMOYEHHOTO TIPEICTABUTEIIS TPOU3BOIUTEIS
(m3rotoButens) meauimuckoro m3aenus: 123112, T MOCKBA, BH.TEP.I". MYHMULIMITAJIBHBIN
OKPYT ITPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

9. HanmeHoBaHME OpraHU3alliy - IPOU3BOAUTEIS MEIUITMHCKOTO M3CIHSI HIIH OpTraHu3aIiuu
nsrotosutesst Mmeaunuackoro uznenus: Covidien llc, USA ("Kosuauen mnc", CIIA);

10. MecTo HaxOKICHHS OPraHU3aIlH - POU3BOIUTEIS METUITTHCKOTO H3/ICITHUS HIIH OPTaHH3aIHH
M3TOTOBUTENS MeTuITMHCKOro m3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpunudeckuii apec opraHu3aliy - MPOU3BOIUTENS METUITMTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
W3TOTOBUTENS MeauIMHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

12. OKII/OKII/2: 32.50.13.190;

13. Kitacc moTeHIIMaIbHOTO prUCKa MPUMEHEHHSI MEAUIIMHCKOTO U3/IeNIHs B COOTBETCTBUHU C
HOMEHKJIATypHOH Kiaccuukanue MeIUIMHCKUX H3CIIHNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3npaBooxpaneHus Poccuiickoit denepanuu: 20;

14. Ha3zHaueHne MEIMIIMHCKOTO U3/IEHs], YCTaHOBIEHHOE Mpou3BoauTeneM: [IpeaHaznauena asis
HAJIOKCHHA TPEX PAAOB TUTAHOBBIX CKOOOK C IIaxMaTHBIM PaCIIOJIOKCHHUEM U OAHOBPEMCHHOI'O
pasziesieHus: TKaHel TaKuM 00pa3oM, 4TO TPH psAlla CKOOOK C IIaXMaTHBIM PACIIOIOKEHUEM HaXOASTCS

1o 00enM CTOpOHAM JIMHUM pa3pesa.;



15. Bun MeIuIMHCKOTO M3/ENIHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJIaCCH(PUKAIMEH METUIIMHCKUX
U3JIENNH, yTBepkKIaeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit ®denepanuu: 356180;

16. Anpec mecta mpOU3BOCTBA WU U3rOTOBICHUs MeauuHckoro uznenus: 1. Covidien lle, USA

("Kouamen mnc", CIIIA), 60 Middletown Avenue, North Haven, CT 06473, USA. 2. Covidien llc,
USA ("Kosuauen mnc", CILIA), Building 911-67, Sabanetas Industrial Park, Ponce PR 00731, USA;

17. CBGIICHI/UI O B3aMMO3aMCHACMBIX MCIUITMHCKUX U3ACIIUAX: |

18. Moaean MeIUITMHCKOTO U30CIIHS:

Kona Buaa HanmeHoBaHHE MoIeIH

356180 6. OnHOpa3oBas n3rudaeMas KacceTa Jis
HOPMAaJIbHBIX/YTONIIEHHBIX TKAHEH C U30THYTHIM
xoHunkoM Endo GIA 60 MM u texHonoruen Tri-

Staple, B cocrage:

356180 5. OnHOpa3oBas u3rubaemas Kaccera Jyis
HOPMAJIHHBIX/YTOJIMICHHBIX TKAHEH C U30THYTHIM
koHynkoM Endo GIA 45 mm u texnosmorueit Tri-

Staple, B coctase:

356180 4. OnHopa3oBas u3rubaeMasi KacceTa Jis
COCYAMCTOI/HOPMANBHOMN TKaHEH ¢ U30THYTHIM
koHunkoM Endo GIA 60 MM u TexHonoruen Tri-

Staple, B coctaBe

356180 3. OxgHopa3oBas u3rubaemast KacceTa JIst
COCYAMCTOI/HOPMAIbHOM TKaHEH ¢ N30THYThIM
konunkoM Endo GIA 45 MM u Texnomorueit Tri-

Staple, B coctaBe

356180 2. OgHopa3oBas MapHUPHO-COUTICHEHHAs
CMEHHas KacceTa Ceporo LBETa C U30THYThIM
HAKOHEYHHUKOM JJIS yJIBTPATOHKOM/COCYANCTON

tkauu Endo GIA 45 mM, B cocTaBe:

356180 1. OnHopa3zoBas u3runbaemast KacceTa JiIst
COCYAMCTOI/HOPMAIbHOM TKaHEH ¢ N30THYThIM
konunkoM Endo GIA 30 MM u TexHomorueit Tri-

Staple, B coctaBe

Brinucka Beiiana @enepalibHOM ciy>k00ii 10 Haa30py B cepe 31paBOOXpaHEHUS K HOCUT
nH(})OPMAITMOHHBIN XapaKTep.



AOKYMEHT ITOAIIMCAH
SJIEKTPOHHOU ITOAIINCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy seinan: ®EJEPAJIBHAS CJYKBA 11O HAZI3OPY B COEPE 3IPABOOXPAHEHUS

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




