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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuI0 Ha 17:59 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbI HOMEpP peecTpoBoii 3anucu: 193902;

2. Peructpanmonusiii Homep Menuiackoro m3aenus: P3H 2022/17195 (EPYJI - 1°004-00110-
00/02928724);

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: Kaprpumk GIA ¢ npumenenuem texnonoruu Tri-Staple.
B BapuaHTax McCrosHEHUs:

1. Kaprpumxk GIAc npumenenuem texnonoruu Tri-Staple, cpenneii/6onbinoi TommumHbl, 80 MM, B
COCTaBe ¢ MHCTPYKLHKEH 110 IPUMEHEHUIO.

2. Kaptpumk GIA ¢ npumenennem texnonoruu Tri-Staple, yepHsiii cBepxToscThiii, 80 MM, B cocTaBe
C MHCTPYKIUEH M0 MPUMEHEHHIO.

3. Kaptpumk GIA ¢ npumenenuem texuosioruu Tri-Staple, cpeaneit/6ompinoit Tonmunsl, 60 MM, B
COCTaB€ C MHCTPYKLUEHN 110 IPUMEHEHHUIO.

4. Kaprpunx GIA ¢ npumenenueM Texnonoruu Tri-Staple, uepHblit cBepXTOICThIN, 60 MM, B cOCTaBe

C HHCprKHHCﬁ 0 IPUMCHCHHUIO.

6. HaumeHnoBanme opranu3anuu - yrmoJHOMOUYEHHOTO TIPEACTABUTEINS POU3BOINUTENS (M3TOTOBUTEIIS)
MmeaunuHckoro u3nenus: OBIIIECTBO C OI'PAHUYEHHOU OTBETCTBEHHOCTBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHUS OpTraHU3AIMH - YIIOJTHOMOYEHHOTO MPEACTABUTENS TPOU3BOUTEIS
(w3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHHHAHBHBIPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

8. FOpunnyeckuii aapec OpraHu3aIiy - YIIOTHOMOYEHHOTO TIPEICTABUTEIIS TPOU3BOIUTEIS
(m3roToButens) meauimuckoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN



OKPYT ITPECHEHCKUI, HAB ITPECHEHCKAS, JI. 10;

9. HaumeHOBaHME OpTaHU3AIUH - TIPOU3BOIUTEIIS MEAUIIMHCKOTO U3JICITHSI T OPTaHUu3aIin
usroroButess meauimHckoro m3aenus: Covidien Llc, USA ("Kosuauen Jlinc" CIIA);

10. MecTo HaxOKICHHS OPraHU3aIlH - IPOU3BOIUTENSI METUITTHCKOTO H3/ICTTHUS WIIA OPTaHU3AIHH
W3TOTOBUTENS MeauIIMHCKoro u3aenus: 15 Hampshire Street Mansfield, MA 02048, USA;

11. FOpunuyeckuii anpec opraHu3alyy - MPOU3BOIUTENS METUITMTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
M3rOTOBUTENSI MeaumHCKOTO M3nenus: 15 Hampshire Street Mansfield, MA 02048, USA;

12. OKIT/OKII2: 32.50.13.190;
13. Kinacc moTeHIManbHOro prucKa MPUMEHEHHUS] MEAUIIMHCKOTO U3/IeNIUs B COOTBETCTBUU C

HOMEHKJIaTypHOH Kiaccudukanued MeAUIMHCKIX U3JIEIUH, yTBepkKaaeMoil MUHHUCTEPCTBOM

3npaBooxpanenus Poccuiickoit deneparuu: 20;

14. HaznaueHne MEAUIIMHCKOTO U3/IENHNS, YCTAHOBJICHHOE IPOU3BOANTENEM: M31enue npuMeHseTcs B
a0/I0MU-HaJILHOM U TOpaKaJIbHOW XUPYPIHUH JUIsl pE3EKINH, IEpeCceUeH s TKa-Hel U CO3/1aHus

aHaCTOMO3O0B,

15. Bua MEIUIIMHCKOTO U3/1€Hs B COOTBETCTBUH ¢ HOMEHKJIATYpHOU KiIaccu(uKaei MeIuIUHCKIX
W3AeNHi, yTBepxkaaeMoii MunuctepctBoM 3apaBooxpanenust Poccuiickoit deneparuu: 182180;

16. Anpec MecTa MPOM3BOJICTBA UJIU U3rOTOBIIEHUs MenuiuHckoro u3aenus: Covidien Llc, USA
("Kouauen JInc" CIIIA), 60 Middletown Avenue, North Haven, CT 06473, USA;

17. CBesileHHA 0 B3aMMO3aMEHAEMBIX MEIUIIMHCKUX U3IEIHAX: ;

18. Moaean MEAUIINHCKOTO U3ACIIH:

Koa Buga HaumeHoBanue MojaeIun

182180 Kaprpumx GIATM ¢ npuMeHeHHEM TEXHOIOTHH
Tri-StapleTM, B BapuaHTax UCIOIHEHUS: 4.
Kaptpumx GIATM ¢ npuMeHEeHHEeM TEXHOJIOTUU
Tri-StapleTM, uepHblil cBepXTOICTHIH, 60 MM, B

COCTaB€ C MHCTPYKLIHEHN MO MPUMEHEHHIO.

182180 Kaptpumx GIATM ¢ npuMeHEeHHEeM TEXHOJIOTUU
Tri-StapleTM, B BapuaHTax UCIIOTHEHUS: 3.
Kaptpumx GIATM ¢ npuMeHeHneM TeXHOJIOTHH

Tri-StapleTM, cpenneii/6onpmoi ToamuHbL, 60

MM, B COCTaB€ ¢ MHCTPYKLUEH 110 IPUMEHEHMUIO;




182180

Kaptpumx GIATM ¢ npuMeHeHneM TeXHOJIOTHH
Tri-StapleTM, B BapriaHTaxX UCIIOJTHEHHS: 2.
Kaptpumx GIATM ¢ npuMeHeHneM TeXHOJIOTUI
Tri-StapleTM, uepHbIii cBepXTOJICTHIHN, 80 MM, B

COoCTaBC C HHCTPYKHHCﬁ 10 MPUMCHCHHUIO,

182180

Kaptpumx GIATM ¢ npuMeHeHneM TeXHOJIOTUU
Tri-StapleTM, B BapnaHTax UcnoiaHeHus: 1.
Kaptpumx GIATM ¢ npuMeHEeHHEeM TEXHOJIOTUU
Tri-StapleTM, cpeaneit/6onbuioi ToamuHsl, 80

MM, B COCTaB€ ¢ MHCTPYKLMEN IO IPUMEHECHHUIO;

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

WH(})OPMAITMOHHBIA XapaKTep.

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

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

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

JOKYMEHT ITOIITNCAH
SJIEKTPOHHOM IMOAIIUCHIO




