Beinmcka
u3 'ocymapcTBeHHOro peecTpa MeIMIIMHCKUX M3Ae/INI Y OPraHU3aIuil
(MHAMBUAYAJIbHBIX MPeINPUHUMATEIeN), OCYIIeCTB/ISIONINX MIPOU3BOACTBO U

M3TrOTOBJIEHME MeAULIMHCKUX U3Ae/Iui, o cocrossHuio Ha 11:49 09.09.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YaukanpHbiil HoMep peectpoBoii 3amvicu: 201086;
2. CkBo3sHOI ugeHTUdUKaTOp peectponoii 3anucu: 201086;
3. Cratyc: [leiicTBYyeT;

4. PerucrpaumoHHbiit Homep meauimuckoro uspennst: '004-00110-00/05110360 (EPVYJT - I'004-
00110-00/05110360);

5. laTa mepBUYHOIN TOCYAAPCTBEHHO perucTpaumnmu MeauumnHckoro nsgems: 16.06.2026;
6. JlaTa BHeceHMs M3MEHEeHM B MeAULIMHCKOoe U3fesue: ;

7. Ilepuon meiictBust Bepcun: ¢ 16.06.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HaumeHOBaHMe MeAUIIMHCKOTO M3aeaus: IMIiaHTaT BHYTPUAEpMaJIbHbIN CTEPUIbHBIN I1JIT MSATKUX
tkaneit PROFHILO® STRUCTURA (ITPO®ANJIO CTPYKTVYPA)

Cocras:

1. UmrutaTaT BHYTpUIEpMaJIbHbINA, MHbEKLIMOHHBIN B IIIpuile 2 M - 1 yII., B coOcTaBe:

- IMmiaHTaT BHYTpUOEPMATbHbBINA, MHBEKIVOHHBIN B IITIpHIie 2 M - 1 miT.;

- OTUKeTKa CaMOKJIESIIIASsICST AJIsI OTCAEXKUBAHUS MEOUIIMHCKOTO U3AENS - 2 IIIT.;

- UHCTpYKIMS 1O TpUMeHeHuto - 1 1iT.

2. Kanrong gns tkaneBoii uHbekuuy, atrpaBmatnuHas STERIGLIDE c urmoi gjs nmpokosia,
npousBopacTBa ' T99cKa Jlabopatopu, Sdnounsa” (TSK Laboratory, Japan), SInoumns, Perucrpaiimonsoe
YnocroBepenne Ne P3H 2017/5541 - 1 ym., B cocraBe:

- Kanrona pis TkaneBoit nubekiym, arpasmatnunasg STERiIGLIDE 22G x 50 MM ¢ urJion ajis
npokasbiBanus 21G x 25 mMm;

- Kaurosna pis TkaneBoit nubekiyy, arpasmatnunasg STERIGLIDE 25G x 38 MM ¢ urJion ajis

npokasibiBaHust 23G x 19 mm.



10. HaumeHoBaHMe opraHnu3aiuu - YIoJJHOMOYEHHOTO TIPeICTaBUTEIS ITPOU3BOANTEIIS
(usrorosurens) mepuiHckoro musgenus: OBILIIECTBO C OTr'PAHUYEHHOU
OTBETCTBEHHOCTBIO "MAPVYTA";

11. MecTo HaxOKIeHMs OpraHn3aIi - YIIOJJTHOMOYEHHOTO TIPeICTaBUTEIST IPOU3BOAUTEIS
(usroroBuresns) meauiHckoro usgenus: 117418, . MOCKBA, BH.TEP.T'. MYHULUITAJIBHBIN
OKPVYI' YHEPEMVIIKMH, YJI ITPO®COIXO3HAM4, 1. 31, K. 2;

12. FOpunnyueckmii ampec OpraHmsanym - YIoJHOMOYEHHOT'O TIPeICTaBUTEISI ITPOU3BOIUTEIIS
(usroroBuresns) meauiHckoro msgenus: 117418, . MOCKBA, BH.TEP.T'. MYHULUITAJIBHBIN
OKPYT YHEPEMVYUIKU, VJI ITPO®COKO3HAA, 1. 31, K. 2;

13. HamMmeHoBaHMe OpraHmM3aniy - IPOU3BOAUTEISI MEIUIIMHCKOIO U3IeINs UM OpraHu3aium
usroroBuTesst MmeguuyHckoro nsmesnsi: IBSA Farmaceutici Italia Srl (MBCA ®apmaueyTtuun Utanms
Cpm);

14. MecTo HaxOKAEeHMsT OPraHM3aIyy - IPOU3BOAVTEISI MEAUIIMHCKOTO M3IeJUS MY OpraHu3aLun
MU3rOTOBUTENST MeguuyHcKoro nsgeymst: Via Martiri di Cefalonia 2, 26900 Lodi (LO) Italy (Bua
Maptupu oy Yedanonus 2, 26900 Jlonu (JIO) Utanus);

15. FOpuanueckuit aapec opraHmsanum - MPOU3BOAUTEIISS MEIULIMHCKOTO M3Ae/ NS I OpraHu3alnn
MU3rOTOBUTENST MeguuyHcKoro usgeyms: Via Martiri di Cefalonia 2, 26900 Lodi (LO) Italy (Bua
Maptupu oy Yedanonus 2, 26900 Jlogu (JIO) Urtanus);

16. CtpaHa opra"usaiiuy - IpOU3BOAUTENI MEeIUIIMHCKOTO U3He/IMs IV OPraHu3alyy - USTOTOBUTEJIS
MeIUIIMHCKOTrO u3genus: Uranus;

17. OKII/OKI1O2: 21.20.24.190;

18. Knacc nmoreHIMaabpHOTO pyCKa MPUMEHEHMST MEOUIIMHCKOTO U3HENSI B COOTBETCTBUM C
HOMEHKJIATYPHOM KJ1accuduKalyeii MeIUIMHCKUX U3AENINIA, YTBEp)KIaeMori MMUHIUCTEPCTBOM

3apaBooxpaHenys Poccuiickoit @enepainm: 3;

19. Hasnauenmne MeIMIIMHCKOI'O n3aeins, YCTaHOBJIEHHO€E ITPOU3BOOUTE/IEM: HpeLLHae,Haqu I
KOppeKIMNn 1 3al0JIHEHNS €CTECTBEHHbBIX M BbI3BAHHBIX BHEIITHUMMU Cl)aKTOpaMI/I anO(bI/I‘leCKI/IX
M3MEHEHUI Ha KOKe Jiniia, a Tak>ke OJid YBJIaX)KHEHMS, BOCCTaHOBJIEHMS YIIPYT'OCTU U 3JIaCTUYHOCTHU

KO3KM JIUIIA Y B3POCJIBIX MALEHTOB 000MX IOJIOB.;

20. Bug MegUIIMHCKOTO M3Aeus B COOTBETCTBMM C HOMEHKJIATYPHOU KiIaccuuKauyen MegUIMHCKIX
u3nenui, yreepykaaemon MuHncrepctsoM 3apaBooxpanenust Poccuiickoint @eneparnyn: 122090;

21. Anpec MecTa IIPOU3BOJICTBA MJIM M3TOTOBIeHNST MeauuHcKoro usmenus: 1. IBSA Farmaceutici
Italia Sr1 MBCA ®apmaueyrtmunu Utanus Cpi), Via Martiri di Cefalonia 2, 26900 Lodi (LO) Italy. 2.



IBSA Farmaceutici Italia Sr1 (MBCA ®apmaueytnun Urtanusa Cpi), Via della Filanda 30 - 26900 Lodi
(LO) Italy. 3. IBSA Farmaceutici Italia Srl (MBCA ®apmaueytuum Utanus Cpit), Via dei Maniscalchi
37 - 26900 Lodi (LO) Italy;

22. CBefeHMs O B3ayMO3aMeHSIeMbIX MeIUIIMHCKNUX U3LeTUIX: ;

23. Mogenyu MegUIMHCKOTO U3IeIs:

Kopg Bupga HaumenoBanue moaenu

122090 ViMrutaHTaT BHYTpUIEPMaJIbHbBIN CTEPWIbHBIN Ji1 MIrkux TkaHeir PROFHILO®
STRUCTURA (ITPO®AIJIO CTPYKTVYPA)

Boimicka chopmupoBana Ha oduiaabHoM caiiTe PegepasbHONM CTYKObI IO HAaA30py B cdepe
3npaBooxpaHeHus B cetu MuTepHer: https://roszdravnadzor.gov.ru/.

JOKYMEHT IIOAITMCAH
SJIEKTPOHHOM TTOITUCHIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A
Komy Bbiman: ®EJEPAJIBHASI CJIVIKBA ITO HAI30PY B COEPE 3TIPABOOXPAHEHUS

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



https://roszdravnadzor.gov.ru/

