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v,

MUHUCTEPCTBO 3APABOOXPAHEHIA
POCCHHCKOM ®EAEPALIH

PerncipauunoHuoe yrocrosepenne
JAEKAPCTBEHHOI0 HPEnapara ias MeInnuHCcKoro npuMeHeH s

JITI-008718 ‘
(HOMep perHCTPALOHHOrO YI0CTOREPEHHUS IeKapCTBEHHOTO Mpernapara)

HaunvenoBanue aepkarens (Baajenbia)
PErHCTPALHOHHOTO YAOCTOBEPEHHS

| /IeKapCcTBEHHOTO npenaparta

Ileppens C.n.A., Utanus/
Pierrel S.p.A.

Anpec MECTOHAXO0M/IEHUS 1€ PIKATE/ I
(Bnagenbna) perucTPALHOHHOIO YAOCTOBEPEHUS
JieKapcTBEHHOTo Npenaparta

S.S. Appia — 81043 Capua (CE), Italy

Jara rocyaapcTBeHHO perucrpanun
JIeKAPCTBEHHOTO MpenapaTa

10.01.2023

| Cpok feiicTBHS perucTpalHOHHOIO
YAOCTOBEPEHHs JIEKAPCTBEHHOTO Mpenaparta

31.12.2025

JaTa BHeceHus H3MeHEHMIT B perHcTpalHoHHOE
YAOCTOBEPEHHE J1eKAPCTBEHHOr0 Npenapara
- | (naTa 3amMeHbI perucTPAUHOHHOTO

| ynocTosepenns ieKapcTBEHHOr0 Npenapara)

02.05.2023

Hudopmars 0 3aperucTpUpoBaHHOM JieKapCTBEHHOM Npemnapare:

Toprosoe HauMeHOBaHHE

[lepxann

MesxayHapoHOE HeNATeHTOBAHHOE, HITH
FPYNIHPOBOMHOE, WM XMMHYCCKOE
HAUMEHOBAHUE

MenupakauH

| JlexaperBennas dpopma

pacTBOp AJi UHbEKLINH

Ho3uposBka

30 mr/mn

KauecTBeHHBII COCTAB H KOJIMYECTBEHHBII COCTAB JAeiiCTBYIOLINX BelleCTB H KaYeCTBEHHbII

COCTAB BCNOMOraTe/IbHBIX BellecTs

| Mmenurakanna ruppoxsopua 30 Mr, BCoMoraTeNbHbIC BEMIECTBA (HATPHSA XJIOPH/, BOAA 1S MHbEKLIHI)

| @opma ebinycka (MexkapcTBenHan (hopma,
JI03MPOBKA, NEPBHYHAS YIAKOBKA, KOJIHYECTBO

JieKapcTBeHHOl OpMBI B TEPBUYHOIT yaKoBKe,

KOJIHYeCTBO NepBHYHOI YNAKOBKH B

| norpebuTenneKoil ynakoske, KOMIIEKTHOCTE)

pactBOp i MHbeKLMi, 30 Mp/ma (KapTpuK) 1.8
mit x 50/100 (nauka xapTOHHAN)

PeKBHINTBI HOPMATHBHOM JOKYMEHTAIMH

JI[1-008718-100123

047932




Crpanniia 2 peruetpausontoro yaocrosepenus Ne JIIT-008718

IpoussoacTBEHHbIE MVIONANKH, YHACTBYIOLLHE B N1POIECCE POH3BOACTBA JeKapeTBeHHOI0
npenapara, ¢ ykasanuem cTaamnii IpOM3BOJACTBA, HAZBAHNI H PAKTHYECKNX apecoB
MECTOHAXO0MKICHHS

Ipouseooumeny (Bece cmaduu npouzsodcmsq) | Ieppens C.n.A., Uranus/Pierrel S.p.A., Italy

S.S. Appia - 81043 Capua (CE), Italy
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