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

M3TrOTOBJIEHME MeAULIMHCKUX U3Ae/ I, o cocrossHuio Ha 09:43 28.04.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YHuKaIbHbBIM HOMEp peecTpoBoi 3amvicu: 199222;
2. Craryc: [leiicTByeT;

3. Perucrpanmonssiin Homep MmegummHckoro usnenus: P3H 2018/6891 (EPVYJI - I'004-00110-
00/02918273);

4. TaTa mepBUYHOI rOCyIapCTBEHHOI perucrpauny meguimHckoro nsnenms: 09.04.2018;
5. IlaTra BHeceHMs] U3MEHeHM1 B MeguLMHCcKoe usgenme: 27.04.2026;

6. I1epuon, meictBus Bepcun: ¢ 27.04.2026;

7. CpOK OeicTBYMS pErUCTPALMOHHOTO yIoCTOBepeHus: beccpouHo;

8. HaumeHoBaHue MeauIIMHCKOTO u3gennsd: VIMIIaHTaT OJ11 MATKUX TKaHel CTepUIbHBIN, OIS
BHYTPUKO3KHOI umiutantarymy [IPODAIIO (PROFHILO), o6bemMoM 2 Mt

B COCTaBe:

1. Umruta"TaT AJ1s1 BHYTPUKOKHOM MMIUIAHTALMM, UHBEKIIVMOHHBIN B IITIPUIIE 2 MJL.

2. VIryibl MHBEKLIMOHHBIE OJHOPa3oBbie crepuibHbie 29G X 1/2" (0,33 x 12 mm) - 2 1mT.

3. IHCTpyKIIMS 110 TIPUMEHEHMIO.

4, DTUKETKM CaMOKJIedIecsd - 2 IIT.

9. HanmeHoBaHMe OpraHusalym - yroJJHOMOUEHHOT'O TTPeICTaBUTEeIS ITPOU3BOAUTENIST (M3TOTOBUTEIS)
MemvmHcKoro usgemsi: OBIIECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTBIO
"MAPYTA";

10. MecTo HaxOXXIeHMsI OpraHU3aIUy - YIIOJTHOMOYEHHOT'O MPeICTaBUTE IS IPOMU3BOANTEIIS
(M3roToBuTeINIST) MemuIMHCKOro usnemst: 117418, T MOCKBA, BH.TEP.I'. MYHUIIUITAJIbBHBIN
OKPVYT' YHEPEMVYIIKWU, VJI ITIPO®COKO3HAA, 1. 31, K. 2;

11. FOpunndeckuii afipec OpraHu3aiym - yroJHOMOUYEHHOT'O TIPeICTaBUTE IS ITPOU3BOIUTEIIS



(usroroButesiss) meauiHckoro manesusi: 117418, ' MOCKBA, BH.TEP.T'. MYHULIUITAJIBHBIN
OKPYT UEPEMVYIIKMH, VJI ITPO®COIO3HA4, 1. 31, K. 2;

12. HammeHoBaHMe opraHm3anum - MPOU3BOAUTEIISI MeIULIMHCKOTO U3Ie NS VIV OpraHu3aun
usroroButenst meguumHckoro usnaenus: IBSA Farmaceutici Italia S.r.l. (MBCA ®apmaueyTtuun
Nramua C.p.n.);

13. MecTo HaxOXIeHUsT OpraHu3alyy - IPOU3BOIUTEIIST MEAUIIMHCKOTO U3AEeNS UM OpraHu3aiym
M3rOTOBUTENST MeauumHCKoro nsaesmsi: Via Martiri di Cefalonia, 2, 26900 Lodi, Italy;

14. Opugndeckuii ampec Opraumsaium - IPOU3BOIUTEIIS MEAUIIMHCKOIO U3He NS U OpraHm3ain
M3TOTOBUTENST MeauuMHCKoro usaenus: Via Martiri di Cefalonia, 2, 26900 Lodi, Italy;

15. Crpana opranmusany - IpoM3BOINUTE IS MEOUIMHCKOIO U3EINs UJI OPraHu3aluy - U3TOTOBUTEJIS
MeIUIIMHCKOro mu3menusi: Uranusg;

16. OKII/OKIIA2: 21.20.24.190;

17. Knacc moTeHIMaabHOrO pycKa MpMMeHeHUsT MeAUIIMHCKOTO U3AENUSI B COOTBETCTBUM C
HOMEHKJIATYPHOM KiIaccudukanmein MeIUIMHCKUX U3AENNiA, yTBepKIaeMori MMHMCTEpCTBOM

3apaBooxpaHenys Poccuiickon @enepauum: 3;

18. HaznaueHme MeIUIIMHCKOTO U3MIe/MsI, YCTaHOBJIEHHOE TTpou3BoauTeaemM: MIiaHTaT Ajist MATKUX
TKaHell CTepUIIbHbII, IJIs1 BHYTPUKOKHOI uMIuiantanmy IIPODAIIO (PROFHILO), o6bemMoM 2 Mt
MpeHa3HAueH [IJis1 KOppeKiuu (3arnoaHeHns1) nedeKToB KOKM: MOPILMH, CKJIaZOK, pPyOIOB, 1IpaMOB, a
TaK>Ke JIJISI YBJIKHEHMST KOXKY Y JIJISI TPOBEeAEHMSI KOHTYPHOM TUIACTUKM C IIeJTbIO0 M3MEHEeHMsT OBaJIa

muua. iMmiaHTaT BBOAST B KOXKY Juiia U Tesa. V3nenne Hanbostee oKa3aHo 151 06paboTKY IIeUHO-

CKYJIOBOM U MTOIHMKHEUEJTIOCTHOM 06J1acTein.;

19. Bung MeguumMHCKOTO U3Ie/sl B COOTBETCTBUM C HOMEHK/IATYPHOM KaacCubuUKanmen MegUIMHCKUX
usnenmi, yreepykaaemon MuHnucrepctsoM 3apaBooxpanenust Poccuiickoinr @enepanym: 122090;

20. Axpec MecTa IMPOU3BOICTBA MJIM M3TOTOBJIeHNsT MeauiHckoro usgenns: IBSA Farmaceutici Italia
S.r.l. (MBCA ®apmaueytmum Utamms C.p.n.), Via Martiri di Cefalonia, 2, 26900 Lodi, Italy;

21. CBefeHMs 0 B3ayMO3aMeHSIeMbIX MeIUIIMHCKNUX U3NeTUIX: ;

22. Mogenyu MegUIMHCKOTO U3IeIs:

Kopg Bupga HaumenoBanue moaein

122090 VMruta"TaT AJ1s1 MSITKUX TKaHEel CTePWIbHbIN, [IJIT BHYTPUKOKHOM MMIUIaHTAIUN
[TPODAIJIO (PROFHILO), o6bemMoM 2 Mt

Boimicka copmupoBana Ha oduiaabHoM caiiTe DegepasbHONM CTYKObI IO HaA30py B cdepe
3apaBooxpaHenys B cetu HTepHeT: https://roszdravnadzor.gov.ru/.


https://roszdravnadzor.gov.ru/

JOKYMEHT ITOATTMCAH
3JIEKTPOHHOU ITOAITHCBHIO

Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy sbinan: ®EJEPAJIBHAS CJIVIKBA ITO HAZI30OPY B COEPE 3IPABOOXPAHEHUS

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




