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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTostHuI0 HAa 17:46 19.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoil 3anucu: 195432;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MeaunuHckoro uznenus: @C3 2011/09776 (EPYJI - '004-00110-
00/02938469);

4. Jlata mepBUYHOM rOCYIapCTBEHHON PETUCTPAIIMU MeIUIIMHCKOTo m3aenus: 26.05.2011;
5. Jlata BHeCeHUS U3MEHEHUM B MeAUIIMHCKOE u3acnue: 23.01.2026;

6. [lepuon nevictust Bepcuu: ¢ 23.01.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HanmenoBaHme MeAMIIMHCKOTO M3/eus: VIMITTTaHTaThI 17151 BHYTPEHHETO MPOTE3MPOBAHUS
Surgipro Mesh, Surgipro Hernia-Mate Mesh Plug, Surgipro Hernia Patch, Parietene, Parietene
Composite, Parietene Progrip, Parietex Composite, Parietex Ugytex, Parietex, Parietex (collagen),
Parietex Prosup, Parietex Progrip, Parietex Putch and Plug System, Parietex Parastomal Mesh, Uretex,

Prevadh, Parietex Optimized Composite Mesh.

9. HaumeHoBaHMe OpraHU3alliy - YIIOJTHOMOUYEHHOTO TIPEACTABUTEINS IPOU3BOIUTENS (M3TOTOBUTEIIS)
MenunuHckoro uzaenus: OBLIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO
"KOBUJIWUEH EBPA3U";

10. MecTo Hax0ICHHsI OPTaHU3AIIUHN - YIIOJTHOMOYEHHOTO TIPEICTaBUTEIIS PONU3BOTIUTENS
(m3rotoButens) meauimuckoro m3aenus: 105120, ' MOCKBA,ITEP CBIPOMSITHUYECKHUH 2-1,
JAOM 1, IOMEILEHHE I, KOM. 35;

11. FOpuanyeckuii aapec OpraHu3aIiy - YIIOTHOMOYEHHOTO TIPEICTABUTEIIS TPOU3BOIUTEIS
(m3rotoButens) meauimuckoro m3aenus: 105120, ' MOCKBA,ITEP CBIPOMSITHUYECKHUH 2-1,
JAOM 1, IOMEILEHHUE I, KOM. 35;



12. HammeHOBaHWE OPTaHU3AIHMH - IIPOU3BOIUTEIS MEIUIIMHCKOTO U3CIINS WITH OpTraHU3aIlluu
uszroroputens meaunuHckoro usaenus: Covidien LLC, USA ("Kouauen JIJIC", CIIIA);

13. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS WIIK OPTaHU3aIHH
M3TOTOBUTENS MeauIMHCKOTO M3nenus: 15 Hampshire Street Mansfield MA 02048, USA;

14. FOpuandeckuit aipec OpraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO M3ICIUS IIH OpTaHU3aliH
M3roToBUTENS MeauHCKOTO M3nenus: 15 Hampshire Street Mansfield MA 02048, USA;

15. Ctpana opraHu3amyu - MPOU3BOIUTENS] MEIUIIMHCKOTO U3ICITUS WU OPTaHU3alUH - U3TOTOBUTEIIS
MeaunuHckoro u3naenns: CoequaeHubie 1ITaThr;

16. OKII/OKIIA2: 32.50.22.199;

17. Kinacc moTeHIIMaIBHOTO pHUCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeNHs B COOTBETCTBUH C
HOMEHKJIATypHOU Ki1accuuKanuei MeJUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepanuu: 3;

18. HazHaueHne MEIUIMHCKOTO U3/IeNMs, YCTAaHOBJICHHOE Ipou3BoauTeNieM: Mcnonap3yercs 1ist
YKpEeTIeHUsI TKaHEeH BO BpeMsi BOCCTAHOBUTENILHOTO TIEpHO/Ia MOCIe MPOBEACHUS XUPYPTUIECKIX
orepanuii v peHa3HaueHa JjIs JISYSHHsI TPBIK MOCICONEePallMOHHOTO PyOIla; BOCCTAHOBIICHUS

OpIOLIHON CTEHKU U MAPUETAIBHOTO (T.€. OTHOCAILETOCS K CTEHKaM) YKPEIUIEHUs TKaHEH . ;

19. By MeTUIIMHCKOTO M3/IENIUS B COOTBETCTBUU C HOMEHKJIATYpHOH KilacCU(HUKANEH METUIIMHCKUX
U3JIENNH, yTBepk1aeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit denepanun: 249270;
309480; 317100; 320710; 320780;

20. Axpec MecTa MPOU3BOJICTBA WM U3TOTOBIICHUS MeTUIIMHCKOTO u3aeus: 1. Sofradim Production,
116 Avenue du Formans, 01600 Trévoux, France. 2. Covidien (U.S.S.C. Puerto Rico, Inc.), Building
911-67, Sabanetas Industrial Park, 00731 Ponce, Puerto Rico, USA. 3. Covidien (Davis & Geck
Caribe, Ltd.), Zona Franca de San Isidro, Carretera San Isidro Km 17, Santo Domingo, Dominican
Republic. 4. Covidien, 60 Middletown Avenue, North Haven, CT 06473, USA;

21. CBenmenus o B3aMMO3aMEHAEMBIX MEIUIIMHCKUX U3ACIUIX: ;

22. Monenu MeTUIIMHCKOTO U3IEIIN:

Koa Buga HaumenoBanue Mojaeau

320710 Uretex

317100 Surgipro Mesh

317100 Surgipro Hernia-Mate Mesh Plug
317100 Surgipro Hernia Patch

317100 Prevadh

320780 Parietex Ugytex




317100 Parietex Putch and Plug System

309480 Parietex Prosup

249270 Parietex Progrip

249270 Parietex Parastomal Mesh

249270 Parietex Optimized Composite Mesh

249270 Parietex Composite

309480 Parietex (collagen)

317100 Parietex

249270 Parietene Progrip

249270 Parietene Composite

317100 Parietene

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

AOKYMEHT TTOAIIMCAH
OJIEKTPOHHOU ITOAIMNCBIO

Ceprudukar: F671E30B77AF3D7DIAS51F071091F24FAC690FB4A
Komy Bbinan: ®EJEPAJIBHASA CJYKBA 11O HAZI3OPY B COEPE 3IPABOOXPAHEHUA

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