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

HU3r0TOBJIEHHE MeIUIIUHCKUX U31eJuil, Mo cocTosiHuio Ha 12:31 03.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 191124;

2. Peructparnmonusiii Homep Menuimackoro u3aenus: @C3 2011/08985 (EPYJI - '004-00110-
00/02922405);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MmeauiuHckoe n3penue: 30.09.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHoBaHMEe MEIUIIMHCKOTO n3enusi: KacceTbl cMEeHHBIE O CKOOAMU K anmaparam CIIHBarole-
pexymmM. BapuaHTsl UCTIOTHEHHUS:

1. Kaccera cmMeHHas co ckoOKaMH K ammapary u3orunyromy cimpatomie-pexyuiemy CONTOUR, s
HOPMAJIBHBIX TKaHEH, B COCTABE:!

1.1 Kaccera cMeHHas co ckoOKaMu K anmapary n3oraytomy cimBarome-pexyiniemy CONTOUR, mis
HOpPMAaJIbHBIX TKaHe! - 6 mr./y1.;

1.2 MHCcTpyKIMs 0 IPUMEHEHUIO - 1 mIT.

2. Kaccera cmeHHast co cCkoOKaMU K armapaTty u3orHyTomy cmmBarorie-pexymemy CONTOUR, mis
IUIOTHEIX TKaHEH, B COCTaBe:

2.1 Kaccera cMeHHas co ckoOKaMu K anmapary u3oruyromy cimpatonie-pexxymemy CONTOUR, mns
IJIOTHBIX TKaHEeH - 6 mT./yIL.;

2.2 IncTpyKuus 0 NpUMEHEHUIO - 1 miT.

3. Kaccera cMeHHas co ckoOaMu K ammapary CHUIMBAOIe-pexXyIIeMy ¢ peryIupyeMoi BEICOTOM
3aKpBITUSA CKOOOK, 55 MM, B COCTaBe:

3.1 Kaccera cMeHHasi co CKOOaMH K arapary CIIMBAOIE-PEXYIIEMY C PETYINPYEMOIl BBICOTOM
3aKpBITUS CKOOOK, 55 MM - 12 miT./ym.;

3.2 UHCTpyKIKS MO MPUMEHEHHUIO - | IIT.

4. Kaccera cMeHHast Co CKOOaMH K anmapaTy CIIUBAIOIIE-PEXYIIEMY C PETYIHUPYEMOM BEICOTON
3aKpBITUS CKOOOK, 75 MM, B COCTaBe:

4.1 Kaccera cMeHHast co cKkoOaMH K anmapary CIIMBAIOIIE-PEXYIIEMY C PETyJIUPYEeMON BRICOTON



3aKpBITUS CKOOOK, 75 MM - 12 miT./yT;

4.2 UucTtpyKuust Mo MpUMEHEHHIO - 1 1miT.

5. Kaccera cmennas co ckobamu k anmaparam cmmarorie-pexymum ECHELON Flex u ECHELON
Flex Plus, 60 MM, 6 psinoB, Oenas, B cocTaBe:

5.1 Kaccera cmenHas co ckobamu k anmnapatam cimarone-pesxkymum ECHELON Flex u ECHELON
Flex Plus, 60 MM, 6 psigoB, 6enast - 12 mr./yi.;

5.2 UHCTpyKUKMS MO NPUMEHEHHUIO - | IIT.

6. Kaccera cmenHnas co ckob6amu k anmapatam cuuBatoie-pexyummm ECHELON Flex u ECHELON
Flex Plus, 60 MM, 6 psimoB, CUHSS, B COCTaBe:

6.1 Kaccera cmennas co ckobamu k anmapatam cimBaronie-pesxxymum ECHELON Flex u ECHELON
Flex Plus, 60 MM, 6 psinoB, cunss - 12 mr./ym.;

6.2 UHCTpyKIKS MO MPUMEHEHHUIO - | IIT.

7. Kaccera cMeHHast co ckobamu K anmaparam cuuBatome-pexymuM ECHELON Flex u ECHELON
Flex Plus, 60 MM, 6 psi10B, 30J10Tasi, B COCTaBe:

7.1 Kaccera cmenHas co ckobamu k anmnaparam cimaromie-pesxxymuM ECHELON Flex u ECHELON
Flex Plus, 60 MM, 6 psinoB, 300T1as - 12 mr./ym.;

7.2 UHCTpyKIUS IO MPUMEHEHHUIO - 1 IIT.

8. Kaccera cmenHas co ckobamu k anmaparam curBaromie-pexxymum ECHELON Flex u ECHELON
Flex Plus, 60 MM, 6 psinoB, 3efeHas, B COCTaBe:

8.1 Kaccera cMeHHas co ckobamu k anmapaTtam cimBatome-pexxynumM ECHELON Flex 1 ECHELON
Flex Plus, 60 MM, 6 psimoB, 3eneHas - 12 mr./ym.;

8.2 HCTpyKIMs 1O MPUMEHEHHUIO - 1 1IT.

9. Kaccera cmenHas co ckobamu k annapaTtam cuupatonie-pexymum ECHELON Flex u ECHELON
Flex Plus, 60 MM, 6 psiioB, 4epHas, B COCTaBe:

9.1 Kaccera cmenHas co cko0amu k annapaTtam cimatoie-pexxymum ECHELON Flex u ECHELON
Flex Plus, 60 MM, 6 psiioB, uepHas - 12 mir./ym.;

9.2 UHCTpyKIKMS MO MPUMEHEHHUIO - | IIT.

10. Kaccera cmenHas co ckobamu k anmaparam ciruBarornie-pexymuM ECHELON Flex u ECHELON
Flex Plus 45 MM, 6 psioB, 6enasi, B COCTaBe;

10.1 Kaccera cmeHHas co ckobamu K anmaparam cruBatome-pexymuM ECHELON Flex u
ECHELON Flex Plus, 45 MM, 6 psinoB, 6enas - 12 mr./yi.;

10.2 MHCTpYKIIMA MO NPUMEHEHHUIO - | IIT.

11. Kaccera cmeHHas co ckobamu k anmnapatam cimarone-pexxymum ECHELON Flex u ECHELON
Flex Plus, 45 MM, 6 psiioB, CUHSS, B COCTaBe:

11.1 Kaccera cmeHHas co ckobamu K anmaparam cruBarome-pexymmuM ECHELON Flex u
ECHELON Flex Plus, 45 mmM, 6 psinoB, cussist - 12 mr./ym.;

11.2 MHCTpYKIMS O MPUMEHEHHUIO - | 1T.

12. Kaccera cmenHas co ckobamu k anmapatam cimmaone-pexxymum ECHELON Flex u ECHELON
Flex Plus, 45 MM, 6 psi10B, 30JI0Tasi, B COCTaBe:

12.1 Kaccera cmeHHas co ckobamu k amnmapaTtam cirBatome-pexxymum ECHELON Flex u
ECHELON Flex Plus, 45 mwm, 6 psanos, 3010tas - 12 mr./yi.;

12.2 NHCTpyKLMS 110 IPUMEHEHUIO - | IIT.



13. Kaccera cmenHas co ckobamu k anmapatam cimmaonie-pexxymum ECHELON Flex u ECHELON
Flex Plus, 45 MM, 6 psiioB, 3e5eHast, B COCTaBe:

13.1 Kaccera cmenHas co ckobamu K anmaparam cruBarome-pexymmuM ECHELON Flex u
ECHELON Flex Plus, 45 MM, 6 psinoB, 3eneHas - 12 mr./ym.;

13.2 UHcTpyKUus 110 IPUMEHEHUIO - | 1IT.

14. Kaccera cmeHHas co ckobamu k anmnapatam cimarone-pesxxymum ECHELON Flex u ECHELON
Flex Plus, 45 mm, 6 psiioB, uepHasi, B COCTaBe:

14.1 Kaccera cmeHHas co ckobamu K anmnaparam cruuBatoe-pexymuM ECHELON Flex u
ECHELON Flex Plus, 45 MM, 6 psinoB, uepHas - 12 mr./y.

14.2 NHCTpyKIMA 110 IPUMEHEHUIO - | IIT.

6. HaumeHOBaHMEe OpraHU3aIiy - YIIOJTHOMOUYEHHOTO MPEJICTABUTES IIPOU3BOIUTENS (M3TOTOBUTEIS)
MeauuHCKoro u3nenus: OOIIEecTBO ¢ OTpaHUYCHHON OTBETCTBEHHOCTHIO "JI>koHCOH & J[KOHCOH";

7. MecTo HaXO0XACHUS! OpraHU3alMH - YIOJTHOMOUYEHHOT'O MPEACTaBUTENS POU3BOIUTENS
(u3roroBuTeNsT) MeaUIMHCKOTO M3aenus: 121614, Poccus, Mocksa, yi. Kpeutarckas, a. 17, kop. 2;

8. FOpunnyeckuii agpec OpraHu3aIiy - YIIOTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(u3roroButens) MeauIMHCKoro u3aenus: 121614, Poccus, Mocksa, yin. Kpeutarckas, a. 17, kopr. 2;

9. HamMeHOBaHWE OpraHU3aIny - MPOU3BOIUTEIST METUITMHCKOTO H3/ICITHS WIIH OPTaHU3aIIH
M3TOTOBUTEISI METUIIMHCKOTO U3enus: "OtukoH DHpo-Cepmkepu, Qin-01-Cu';

10. MecTo HaxOKICHHs OPraHU3allH - IPOU3BOIUTENS METUITTHCKOTO U3/ WIIM OPTaHU3aIHH
nsrotoButesst MmeaunuHckoro uznenus: , CILIA, Ethicon Endo-Surgery, LLC, 475 Calle C, Guaynabo,
Puerto Rico, 00969, USA;

11. FOpunudeckuii anpec opraHu3alyy - MPOU3BOIUTENS METUITMTHCKOTO U3/ HIIM OPTaHU3aIHH
nusrotoButesst MmeaunuHckoro uznenus: , CILA, Ethicon Endo-Surgery, LLC, 475 Calle C, Guaynabo,
Puerto Rico, 00969, USA;

12. CTpaHa OopraHu3aluvu - TpOU3BOAUTECIIA MCIUITUHCKOT'O U3ACTINA NI OPraHu3alun - U3rOTOBUTCIIA

MeauHckoro m3aenus: Coeauaennnie 11 TaTer;

13. OKII/OKII/2: 32.50.50.190;

14. Kinacc moTeHIIMaIBHOTO pUCKa MPUMEHEHUS] MEAUIIMHCKOTO U3/IeNIUs B COOTBETCTBUHU C
HOMEHKJIATypHOH Kiaccuukanue MeTUIIMHCKUX U3CIUNA, yTBEpK1aeMoli MUHHUCTEPCTBOM

3npaBooxpaHeHus Poccuiickoit denepanuu: 3;

15. HaznaueHne MEAMIIMHCKOTO U3/IENNs, YCTAaHOBICHHOE MIPOU3BOINUTENEM: |

16. Bux MeIUIIMHCKOTO U3/1€1Ms B COOTBETCTBUHM ¢ HOMEHKJIATypHOU Kiaccu(puKanuei MeuIuHCKIX
W3JIeNuH, yTBepKaaeMoil MunucrepcTBoMm 3apaBooxpanenus Poceniickont @enepanun: 182180;



17. Anpec mecta MpoOM3BOICTBA WU U3TOTOBIICHUS MeauIMHCKOTO u3nenus: 1. Nypro Healthcare Baja
Inc., 3801 University Blvd SE, Albuquerque NM 87106, USA. 2. Nypro Healthcare Baja Inc.,
Avenida de las Torres 7125, Colonia Salvarcar 118, 32580 Ciudad Juarez Chihuahua, Mexico;

18. CBezleHus 0 B3aMMO3aMEHAEMBIX MEIUIIMHCKUX U3IEIHAX: ;

19. Moaean MEAUIINHCKOTO U3ACIIH:

Koa Buga HaumeHoBanue MojaeIun

182180 Kaccera cMeHHast co CKOOKaMU K amnmapary
n3orayTomy crmBatome-pexyniemy CONTOUR,

JJIs1 HOPMAJIbHBIX TKaHeﬁ,

182180 2. Kaccera cmeHHas co ckoOKaMH K ammapary
n3orgyromy cumaarome-pexxymemy CONTOUR,

JUIA IUIOTHBIX TKaHEHU

182180 3. Kaccera cmMeHHast co ckoOaMu K anmapary
CLIMBAIOLLE-PEXKYIIEMY C PErYJIUPYEMOU BBICOTOU

3aKpBITHUS CKOOOK, 55 MM

182180 4. Kaccera cMeHHasi CO CKOOaMH K amnmapary
CHIMBAIOIIE-PEKYIIEMY C PETYIUPYEMOI BBICOTOM

3aKpBITHSI CKOOOK, 75 MM

182180 5. Kaccera cMeHHas co ckobamH K amnmapaTram
cummBarote-pexxymum ECHELON Flex u
ECHELON Flex Plus, 60 mwm, 6 psgoB, Oenas

182180 6. Kaccera cmeHHast co ckobamu K anmapaTram
cmmBatonie-pexyumM ECHELON Flex u
ECHELON Flex Plus, 60 MM, 6 psinoB, cuHsis

182180 7. Kaccera cMeHHas co ckoOaMH K amnmaparaM
cmmBarote-pexxymuM ECHELON Flex u
ECHELON Flex Plus, 60 MM, 6 psi1oB, 3010Tas

182180 8. Kaccera cMeHHas co ckobamH K amnmapaTram
cummBarote-pexxymum ECHELON Flex u
ECHELON Flex Plus, 60 mwm, 6 psoB, 3eeHas

182180 9. Kaccera cmeHHast co ckobamu K anmapaTam
cmmBatonie-pexyumM ECHELON Flex u
ECHELON Flex Plus, 60 mwm, 6 psioB, uepHast

182180 10. Kaccera cMeHHast co ckobaMu K anmaparam
cmmBaroie-pexxymuM ECHELON Flex u
ECHELON Flex Plus 45 MM, 6 psinioB, 6enas

182180 11. Kaccera cMeHHasi co ckobaMmH K armapaTram
cummBarote-pexxymum ECHELON Flex u
ECHELON Flex Plus, 45 mwm, 6 psoB, cuHss




182180

12. Kaccera cMeHHasi co ckoOaMH K armapaTram
cummBarote-pexxymum ECHELON Flex u
ECHELON Flex Plus, 45 mwm, 6 psioB, 3010Tas

182180

13. Kaccera cMeHHas co CKOOaMH K arrmaparam
cumBarotnie-pexxymuM ECHELON Flex u
ECHELON Flex Plus, 45 MM, 6 psamoB, 3eneHast

182180

14. Kaccera cMeHHast co ckoOaMu K arnmaparam
crmmBatome-pexxynuMm ECHELON Flex u
ECHELON Flex Plus, 45 MM, 6 psiioB, yepHas

Brimucka copmupoBana Ha oduiinaabHoM caiite denepanbHO ¢iy>kO0bI IO HaI30py B cdepe
3npaBooxpaHeHus B cetn UHTepHeT: https://roszdravnadzor.gov.ru/.

AOKYMEHT TTOJAIINCAH
OJIEKTPOHHOU ITOAIMNCBIO

Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A
Komy Bbinan: ®EJEPAJIBHASA CJYKBA 11O HAZI3OPY B COEPE 3IPABOOXPAHEHUSA

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



https://roszdravnadzor.gov.ru/

