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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 1o cocTosiHuIo Ha 12:34 20.04.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbI HOMEpP peecTpoBoii 3anucu: 197930;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MeaunuHckoro uznenus: '004-00110-00/04690343 (EPVYJI - I'004-
00110-00/04690343);

4. Jlata mepBUYHOM rOCYIapCTBEHHON peructpanuu meauimackoro maaenus: 02.04.2026;
5. Jlata BHECEHMS U3MEHEHHUI B MEIUITUHCKOE U3/IENIHE: ;

6. [lepuon nevictus Bepcun: ¢ 02.04.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HameHOBaHHE MEIULIMHCKOIO U3Jenus: Anmnapar cuinBatonie-pexxyuii auneinsiii ECHELON
LINEAR

Monenu:

1. Annapat cumBarome-pexyuui aunernsii ECHELON LINEAR, 60 mwm;

Cocras:

1.1. Anmapar cumBatome-pexxynuii muaeriasiii ECHELON LINEAR, 60 MM - 3 mT./ym.;
1.2. MHCTpYKITUS TIO MPUMEHEHHIO — 1 TIT./yII.

2. Annapar cimmBatomie-pexxyinid muHerHsiii ECHELON LINEAR, 80 mM;

Cocras:

2.1. Annapat cumBarome-pexxyuuil muaernslii ECHELON LINEAR, 80 MM - 3 mT./yn.;
2.2. MaCcTpyKIMs 1O MpUMEHEeHHIo — 1 mT./y1.

3. Anmapat cuimBatoie-pexymui auHernsii ECHELON LINEAR, 100 mwm.

Cocras:

3.1. Annapar cuiBatouie-pexxyiuii auHeinsiii ECHELON LINEAR, 100 mwm - 3 mit./ym.;

3.2. UHCTpyKIMS IO MPUMEHEHUIO — 1 mIT./y1.



9. HaumeHoBaHue opraHu3aliy - yIIOJIHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)
MmeaunuHckoro u3aenus: OBIIIECTBO C OI'PAHUYEHHOU OTBETCTBEHHOCTBIO
"JDKOHCOH & JDKOHCOH";

10. MecTo Hax0I€HHsI OPTAaHU3AIMH - YIIOJTHOMOYEHHOTO TIPEICTABUTEIS PONU3BOTUTENS
(u3roroBurens) MmeauiuHckoro u3aenus: 121614, FOPOJ] MOCKBA,YJIMIIA KPbIUIATCKAA,
JIOM 17, KOPIIYC 2;

11. FOpunndeckuii aapec OpraHu3aIliy - YIIOJTHOMOYEHHOTO TPEICTABUTEIIS POU3BOIUTEIS
(w3roroBurenst) MmeauiuHackoro u3aenus: 121614, FOPOJ] MOCKBA,YJIMIIA KPbIUIATCKAA,
JIOM 17, KOPIIYC 2;

12. HanMeHOBaHME OpTraHU3aIUy - IIPOU3BOIUTENS MEAUITUHCKOTO U3/ICIINS WU OpraHU3aINH
H3TOTOBUTENSI MEIUIIMHCKOTO M3enus: DTukoH IHn0-Cepmkepu, I1-291-Cu, CIIA (Ethicon Endo-
Surgery, LLC, 475 Calle C, 00969 Guaynabo, Puerto Rico, USA);

13 MGCTO HaXOXICHUA OpFaHHSaHI/IPI - HpOI/I3BOI[I/IT€J'I$I MCOUIIMHCKOI'O U3ACINA NN OpFaHHSaHI/II/I
u3rotoBuTeNs MeauimHckoro m3aenus: 475 Calle C, 00969 Guaynabo, Puerto Rico, USA;

14. FOpunudeckuit aipec opraHu3aliy - MPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
M3TOTOBUTENSI MeauIHCKOTO n3nenus: 475 Calle C, 00969 Guaynabo, Puerto Rico, USA;

15. Ctpana opraHnu3aiyu - MpOU3BOIUTEINS MEAUIIUHCKOTO U3ACIIHS UM OpTaHU3alMK - U3TOTOBUTENS
Mmeaunuackoro usaenus: Coeaunennnie 1TaTer;

16. OKII/OKII/2: 32.50.13.190;

17. Knacc noTeHInanbHOro pucKa MPUMEHEHUS MEIULIUHCKOTO U3ENINs B COOTBETCTBUU C
HOMEHKJIaTypHOH Kiaccudukanued MeUIMHCKUX U3JIEIUH, yTBepkK1aeMoil MUHHUCTEPCTBOM

3npaBooxpaHenus Poccuiickoit @enepanun: 2a;

18. Ha3nauenue MCIUIUHCKOI'O U3CJIN, YCTAHOBJICHHOC ITPOU3BOAUTCIICM: TpaH3eKL{I/IH, PE3CKIUA
W/ U CO3aHUEC aHACTOMO30B,

19. Bux MeIuIIMHCKOTO M3/ENHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJTaCCH(PUKAIMEH METUIIMHCKUX
U3JIeNNH, yTBepkK1aeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit @denepanuu: 312980;

20. Anpec mecTa IpoOM3BOJCTBA WM U3rOTOBIEHUS MeauMHcKkoro u3nenus: 1. Hunpo Xenckea baxa,
Wnk. (Nypro Healthcare Baja, Inc.), Avenida de Las Torres 7125, Colonia Salvarcar 118, 32580
Ciudad Juarez, Chihuahua, Mexico. 2. Hunpo Xenckea baxa, uk. (Nypro Healthcare Baja, Inc.),
3801 University Boulevard SE, Albuquerque, NM 87106, USA;

21. CBG}ICHI/IH O B3aMMO3aMCHIACMbBIX MCIUIIMHCKUX HU3ACIHAX:



22. Mopaenn MEIUIIMHCKOT'O U3AEIINA:

Koa Buga HaumenoBanue Mmojaeau

312980 3. Annapar cmmBaroe-pexxymuii muHernsiii ECHELON LINEAR, 100 mm

312980 2. Annapar cumBatonie-pexxyimmii auHeisiii ECHELON LINEAR, 80 MM

312980 1. Annapar cummBarome-pexymuii muHeitHsiii ECHELON LINEAR, 60 MM

Brimucka copmupoBana Ha oduinaabHoM caiite denepanbHOi ¢iry>kO0bI IO HaI30py B cdepe
3npaBooxpaHeHus B cetn UHTepHeT: https://roszdravnadzor.gov.ru/.

AOKYMEHT TTOAIINCAH
OJIEKTPOHHOU [NOAINCBIO

Ceprudukar: F671E30B77AF3D7DIAS51F071091F24FAC690FB4A

Komy Bbinan: ®EJEPAJIBHASA CJYKBA 11O HAZI3OPY B COEPE 3IPABOOXPAHEHUA

Jleiicrurenen ¢ 2025-08-18 no 2026-11-11
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