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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUii, 10 cocTosiHUIO Ha 17:46 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbI HOMEpP peecTpoBoii 3anucu: 193901;

2. Peructpanmonusiii Homep Menuiuackoro m3aenus: P3H 2021/15058 (EPYJI - °004-00110-
00/02926646);

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

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumenoBanue meaununckoro unenus: Onnopasonas kaccera Endo GIA ¢ texnonorueit Tri-
Staple. BapuaHTbI HCTIOTHEHUS:

1. OnHopa3zoBas n3rudaemMas KacceTa il HOpMaJIbHBIX/yTomeHHbIX TKane Endo GIA 30 mMm ¢
texHonoruent Tri-Staple.

2. OnHopa3oBas n3rndaeMas KacceTa i cocyaucToi/HopmManbHol Tkaner Endo GIA 30 mm ¢
texHosoruet Tri-Staple.

3. OnHopa3zoBas nzrubaemast KacceTa /Uil HOpMaJIbHBIX/yToNeHHbIX TKaHei Endo GIA 45 mm ¢
texHosoruent Tri-Staple.

4. OnHopazoBas u3rubdaemas Kaccera it CocyAucToi/HopManbHoi TkaHel Endo GIA 45 mwm ¢
texHonoruent Tri-Staple.

5. UepHast mIapHUPHO-COUYJICHEHHAs KacceTa MOBBIIICHHOMN TONIIUHBI C IPUMEHEHHUEM TEXHOJIOTUN
Tri-Staple ans ogHOpazoBoro ncnoip3oBanus Endo GIA 45 mwm.

6. OnHopa3zoBas uzrubdaemast KacceTa /Uil HOpMaJIbHBIX/yToNIeHHbIX TKaHei Endo GIA 60 MM ¢
texHosoruent Tri-Staple.

7. OnHOpa3oBas u3rubaemasi KacceTa JUIsl CoCyIucTol/HopManbHOU Tkanel Endo GIA 60 mm ¢
texHoznorueit Tri-Staple.

8. UepHas mapHUPHO-COWICHEHHAs! KacCeTa MOBBIIIEHHOM TOJIIINHBI C IPUMEHEHHUEM TEXHOJIOTUU
Tri-Staple ans ogaOpazoBoro ucnonb3oBanus Endo GIA 60 mwm.

9. OnHopa3oBas KacceTa Uil HOpMaJbHbIX/yToneHHbIX TKaHe Endo GIA ¢ texnonorueit Tri-Staple.

10. Yepnas 3arpyskaemasi KacceTa MOBBIIICHHON TOJIITUHBI ¢ MPUMEHEeHHeM TexHoyioruu TriStaple mms



0JIHOpa3oBoro ucnoiap3oBanus Endo GIA.
11. OgHOpa3oBas MapHUPHO-COUIICHEHHAs! CMEHHAsI KaCCETa CEpOTro IBETA IS

ylbTpaToHKoi/cocyuctoil Tkanu Endo GIA 45 mwm ¢ Texnonorueit Tri-Staple.

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

7. MecTo HaXO0XACHUS! OpraHU3alMH - YIOJTHOMOUYEHHOT'O MPEACTaBUTENS POU3BOIUTENS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHI/IHHHAHBHBHX
OKPVYT HPECHEHCKI/Iﬁ, HAB ITPECHEHCKAZ, 1. 10;

8. FOpuanyeckuii agpec OpraHu3aluu - yrnoIHOMOYEHHOTO IPEICTaBUTEIIS TPOU3BOIUTEINS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHI/IHHHAHBHBHX
OKPVYT HPECHEHCKI/Iﬁ, HAB ITPECHEHCKAZ, 1. 10;

9. HaumeHOBaHMEe OpraHU3aINH - TPOU3BOIUTEINS MEAUIIMHCKOTO U3JIEIHSI U OpPTaHu3alun
nszrotoButesst MmeaunuHckoro uznenus: Covidien Llc, USA ("Kosuauen Jlnc" CIIA);

10. MecTo HaxOKICHHS OPraHU3allH - POU3BOIUTENS METUITMHCKOTO H3/ICIUS HIIH OPTaHU3alH
M3roToBUTENSI MeaunuHCKOTO M3nenust: 15 Hampshire Street, Mansfield MA 02048, USA;

11. FOpuangeckuit aipec opraHu3aliy - MPOU3BOIUTEIS METUITTHCKOTO H3ICITHUS WIIA OPTaHU3aIHH
W3TOTOBUTENS MeTUITMHCKOTo m3enus: 15 Hampshire Street, Mansfield MA 02048, USA;

12. OKII/OKIIA2: 32.50.13.190;

13. Kimacc moTeHIIMaNbHOTO prCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeNs B COOTBETCTBUH C
HOMEHKJIaTypHOU Ki1accuuKanue MeIUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit deneparuu: 20;

14. Haznauenne MEIUIMHCKOTO U3/IETUs, YCTAHOBIIEHHOE Npou3BoauTeneM: [Ipeqnasznauena aist
HAJIOKEHUS TPEX PSJIOB THTAHOBBIX CKOOOK C IIIAXMATHBIM PACTIOI0KEHHEM M OJJHOBPEMEHHOTO
pas3zienieHus TKaHel TaKuM 00pa3oM, 4TO TPH psasia CKOOOK C IaXMaTHBIM PACIIOIOKEHUEM HaXOISTCS

10 00eMM CTOpPOHAM JIMHHUH pa3pesa.;

15. Bux MEIUIIMHCKOTO U3/1€1Ms B COOTBETCTBUHM ¢ HOMEHKJIATYpHOU Kilaccu(puKanuei MenIuHCKIX
U3JIeNUi, yTBepxk1aeMoil MunucrepctBoM 3apaBooxpanHenust Poccuiickoit denepanuu: 356180;

16. Anpec mecta Ipou3BOCTBA UM U3rOTOBIEHUS MeauMHCKoro u3nenus: 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. CBeneHHs 0 B3aMMO3aMEHSIEMBIX MEIUITUHCKUX U3JICTIHSX: |



18. Moxenn MEeTUIIMHCKOTO U30CIIHS:

Kox Buna HaumenoBanue Moaean

356180 9. OnHopa3zoBas kaccera s
HOpMaJIbHBIX/yTONIIEeHHbIX TKaHe Endo GIA ¢

texHonoruen Tri-Staple;

356180 8. UepHas mIapHUPHO-COUYIEHEHHAs KacceTa
MIOBBIIIEHHON TOJIIUHBI C TPUMEHEHHEM
texHonoruu Tri-Staple mist oqHOpa3zoBOroO

ucmoib3oBanus Endo GIA 60 mMm;

356180 7. OnHopa3oBas n3rudaeMasi KacceTa JJis
cocyaucroii/HopmanbHoi TkaHeit Endo GIA 60

MM ¢ TexHonoruei Tri-Staple;

356180 6. OnHOpa3oBas n3rudaeMas KacceTa Jis
HOpMaJIbHBIX/yTONeHHbIX TkaHeil Endo GIA 60

MM ¢ TexHoJjioruen Tri-Staple;

356180 5. UepHas mapHUPHO-COUYIEHEHHAs KacceTa
MOBBIIIICHHOM TOJIIIUHBI C IPUMCHCHUCM
texuosioruu Tri-Staple mist omHOpa3oBOTO

ucnons3oBanug Endo GIA 45 mwM;

356180 4. OnHopa3oBas u3rudaeMasi KacceTa JJis
cocynuctoit/HopmanbHoil Tkaneit Endo GIA 45

MM ¢ TexHosoruei Tri-Staple;

356180 3. OgHopa3zoBas u3rubaemasi KacceTa Jist
HOpMaJTbHBIX/yTOMIIEeHHbIX TKaHe Endo GIA 45

MM ¢ TexHoJjioruen Tri-Staple;

356180 2. OgHopasoBas usrndbaeMas Kkaccera Jiist
cocyaucroi/HopmanbHoi Tkane Endo GIA 30

MM ¢ TexHonoruei Tri-Staple;

356180 11. OnHopa3zoBas MIAPHUPHO-COUICHEHHAS
CMEHHas KacceTa ceporo IBeTa JJis
yIbTpaToHKo/cocyauctoit Tkanu Endo GIA 45

MM ¢ TexHomoruei Tri-Staple.

356180 10. Yepnas 3arpyxaemast KacceTa NOBBILIEHHON
TOJIIIMHBI C TPUMEHEHNEM TEXHOJIOTHH TTi-
Staple nis ogHOpa3zoBoro ucmoas3oBanus Endo
GIA;

356180 1. OnHopa3oBas n3rubaeMas KacceTa JJis
HOpMaJIbHBIX/yToNeHHbIX TKaHeil Endo GIA 30

MM ¢ TexHosoruei Tri-Staple;

Brinucka Beiiana @enepalibHOM ciTy>k00ii 110 Haa30py B cepe 31paBOOXPaHEHUS K HOCUT



UH(POPMALIMOHHBINA XapakTep.

JOKYMEHT ITOIITUCAH
SJIEKTPOHHOM ITOAIIUCHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

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

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




