COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.10.2025 N2 26150
(Bxomswuwmit M3 N24334877)

HHCTPYKIIUA
[0 MEAUI[MHCKOMY IIPUMEHEHHIO JIEKapCTBEHHOrO IpenapaTa
' JIAMU3ILII®
PETHCTPAIIMOHHBIN HOMEP: IIN012154/01
TOPIOBOE HAMMEHOBAHME: JIamuzun®
MEKTIYHAPOJTHOE HETIATEHTOBAHHOE HAUMEHOBAHIE (MHH): Tep6unadun
JIEKAPCTBEHHAS ®OPMA: TabNeTKH
COCTAB
1 TabrneTKa COAEPKUT: Oedicmayroujee eeujecmeo — TepOuHadUHA THAPOXIOPH] (COOTBETCTBYET
Tepbunaduny) 281,25 (250) Mr, a TaKKe 6cnoamozamenvHule 6eujecmeq: MArHUA CTeapar,
KPEMHHs AMOKCHA KOJUIOMZHBIM, THIPOMEII03a, KapOOKCUMETHIKpaXMall HATpUs, LEUI0N03a
MUKPOKPUCTATIIHYECKA.
OINCAHHE: Kpyrible MABOSKOBBUIYyKJIbIe TablmeTky, ¢ ¢ackoif, ¢ IIagkoH MWK cjerka
IIEPOXOBATOM MOBEPXHOCTHIO OT 0€I0ro /10 6ENIoro ¢ JKENTOBAaTHIM OTTEHKOM IIBETA; ¢ PUCKOH Ha
omHoM cTropoHe TabneTku 1 MapkupoBkoi « LAMISIL 250» (1o xpyry) Ha Opyroii CTOpOHe.
GAPMAKOTEPAIIEBTHUECKAS I'PYIIIIA: IPOTHBOTPHOKOBBIH Ipenapar.
Kon ATX: D 01BA02
GAPMAKOJIOTHYECKHE CBOIICTBA
dapmareounamura
Tep6unaduH npexcTapiser coboi aMUIaMUH, KOTOPBIH 061a7aeT DIMPOKUM CIEKTPOM JIEHCTBHSA
B OTHOIIEHMM TpUGOB, BEI3LIBAIOIMX 3a00NeBaHHS KOXM, BOJOC M HOTTeH, B TOM YuCIIE
OepMaTo(pUTOB, Takux Kkak Trichophyton (wanpumep, T. rubrum, T. mentagrophytes, T.
verrucosum, T. tonsurans, T. violaceum), Microsporum (nanpumep, M. canis), Epidermophyton
floccosum, a Taxxe ApoxokeBbX rpuboB pona Candida (nanpumep, C. albicans) u Malassezia
(panee Pityrosporum). B HU3KMX KOHLEHTpaUMAX TepOUHaQMH OKasbBaeT (YHIHUIMIHOE
HeACTBME B OTHONIEHUH JAEpMATO(UTOB, IUIECHEBBIX W HEKOTOPHIX JUMOP(HEIX TpuUbOB.
AKTHBHOCTE B OTHOIUEHHM JAPOMOKEBbIX I'pHOOB, B 3aBUCHMOCTH OT MX BHJA3, MOXET OBITh
(byHruOuaHOM MK GYHIUCTATHYECKOI.
Tepbunadun cienuduyecky NoxasILeT paHHMIt 3Tan 6HOCHHTE3a CTEPHHOB B KIIETKE rpuba. 310
BEJET K JAe(UIUTY 9ProcTepHHA U K BHYTPHKJIETOYHOMY HAaKOIUIEHHIO CKBAJIEHA, UTO BEI3BIBAET
rubens xnetku rpuba. JleHicteue TepOuHaQMHA OCYmECTBIAETCS IyTeM WHIMOMpPOBaHUSA
depMenTa CKBLIRATOKCHAA3E! B KIETOUHOH MeMbpaHe rpuba. 3ToT HepMEHT He oTiociTes K
cucTeMe LuToxpoa P450.
Ilpn nmpUMEHEHUHN npenépara Jlammsun® BHYTPL B KOKe, BOJIOCAX M HOITAX CO3JIAIOTCA

KOHLeHTpaluuK TepOuHapuHa, obecrieunBaronte GyHrHIMIHOE OEHCTBHE.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.10.2025 Ne 26150
' (Bxonswwmit M3 N24334877)

Pezucmenmiiocms K 1eKapCmeenomy npenapamy

INoTeHnManbHas Pe3UCTEHTHOCTh K TepOMHahUHY NpH AepMaTopuTax MOXKET OBITH CB3aHa ¢
MyTauMaMH ergl, TeHa-MHMUIEHH [UI1  CKBaJleHdNoKcuaass/MoHookeureHasst  (SQLE).
Coofmanocs o Heckonpkux usonsAtax rpuba Trichophyton (Hanpumep, T. entagrophytes, T.
indotinae, T. rubrum, T. Interdigitale) co CHIDKEHHOH 4yBCTBUTENHHOCTBIO K TepOuHAbHHY, UTO
YKa3bIBaeT HA BO3MOXKHOCTH PasBUTHSA J€KApCTBEHHOH pe3HcTeHTHOCTH (cM. pasmeln «Ocobbie
YKa3aHua»).

Kiunuueckas 3HaYUMOCTH ITOr0 HabMOAEHUA [0 KOHII HE U3yYeHa.

DapmaKoKunHemura

‘Tlocne mnpuema BHYTpb TepOuHagun xopomwo abcopbupyercs (> 70%); abcomoTHad
GronocTymHOCTh TepOHHaduHA BeneAcTBUe -dPdexTa “IiepBOro MNpOXOXICHMA  COCTABIAET
npumepHo 50%. Ilocne oaHokparHoro mpueMa TepbuHaduna BHYTPE B moze 250 Mr ero
MaKCHMallbHas KoHueHTpaiys B mia3sMe (Cmax) AocTHraercsa yepes 1,5 yaca u cocrtasmieT 1,3
Mxr/mi1. Ilpu nocrosaHoM npueme TepOuHaduna ero Cmax B CpegHeM yBeIH4IMIach Ha 25% o
CPAaBHEHUIO C OJHOKDPATHBIM [IPUEMOM; IUTOmAAb Iof KpHBOH "KoHuenTpamwi-BpeMa” (AUC)
yBenvuMBanace B 2,3 paza. Mcxons uz ysemuuenuss AUC, MOXHO paccuuTath 3((EKTHBHBIH
nepHop noxyBbBeneHus (30 yacos).

IlpueM mnumM B yYMepeHHOM cTenmeHW BnudAeT Ha OuomocTyrHocth mpenapata (AUC
yBelnuuBaeTca MeHee 4eM Ha 20%), KoppeKu No3sl npernapara Janmzun® ipu otHOBpPEMERHOM
npuemMe ¢ nuuieit He Tpedyerca. -
Tep6uHaduH B 3HAYUTENHHOH CTENEHN CBA3BIBaeTCA ¢ OenKaMu ma3Msl kpoeH (99%). OH 6sIcTpo
IPOHMKAET Yepe3 AepManbHbIA COH KOXM M HaKallTHBAcTCA B JIMTIO(MILHOM POrOBOM CIOE
snuaepmuca. TepOuHadMH Takke NMPOHHKAET B CEKPeT CAIBHBIX JKelle3, YTO oOecrnevnBacT
BBICOKYI0 KOHIIEHTpALIHMIO BEILECTBAa B BOJIOCAHBIX (ONIHKYNaAX, BONOCaX U B KOxe, Ooraroit
CaIbHBIMH JKene3aMu. IlokazaHo Takke, 4To TepOMHA(MH IPOHUKAET B HOI'TEBHIE MITACTUHE! B
TIepBBIE HECKOJIPKO HEJleNb II0C/e Hadala TeparHu.

TepOunadun MeTaboMM3UpyeTes GBICTPO U B CYLIECTBEHHOH CTENEHH NPH YYACTHH KaK MUHAMYM
cemu m30depmenTOB HUTOXpoMa P450, mpH 3TOM OCHOBHYIO DONB HIPAIOT H30(epMEHTHI
CYP2C9, CYP1A2, CYP3A4, CYP2C8 u CYP2Cl19. B pesynsrare Ouorpanchopmanyu
TepOuHaduHa 00pasyioTes MeTaloNUThl, He oblafaromuye NpOTHBOrPUOKOBOH aKTHBHOCTBIO H
BBIBOJAINMECS TIPEHMYIUECTBEHHO TIIOYKaMH. MHOrokpaTHoe mpuUMeHeHHe TepOuHaduHa,
NpUBOISLIEE K IOBBIMICGHHIO €ro KOHUEHTPAIMI B CHIBOPOTKE KPOBH, COIPOBOMIACTCA
Tpex(a3HbIM BEIBEJEHMEM C KOHEYHBIM IIEPHOAOM ITOTYBBIBEAEHUA OKOJIO 16,5 CYyTOK.

He BBIBIEHO M3MEHEHHI PABHOBECHOM KOHUEHTpanuy TepbuHaduna B IU1a3Me B 3aBUCHMOCTH

OT BO3pacTa.
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oT 20.10.2025 M= 26150
(Bxopswwmit M3 N24334877)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

B ¢apmakoKuHETHYIECKUX HCCIIeI0BANMAX pasoBoit 1036l mpenapara JlaMu3wn® y NauueHTOoB ¢

COMYTCTBYIOIUMHA HAPYMICHHAMH GyHKUMM Nodvek (KIHpeHc KpeaTMHHHAa <50 MI/MHH) u ¢

3a00/1eBaHUAMU TIeUeHH OBINa [OKa3aHa BO3MOXHOCTH CHIDKEHHA KIMpeHca TepOHHadHHA Ha

50%. '

ITOKA3AHHA K MPUMEHEHHIO

MHUKO3b1, BHI3BAHHBIE TYBCTBUTENBHBIMH K TepOHHaQHHY MUKPOOPTraHU3MaMH:

¢ OHMXOMHKO3, BI:IBBaHH‘Hfr'I rpubaMu fepMaToduTam. _ '

¢ MMUKO3BI BOJIOCUCTO JaCTH rONOBEL

¢ ['pubxoBsie MHDEKLMY KOXH - JIeYeHHE AePMATOMIKO30B TYJIOBUINA, FOjIeHEH, CTOIL, & Takxe
JPOROKEBBIX MH(MEKIMH KOXH, BbI3bIBaeMbIX rpubamu pona Candida (sampumep, Candida
albicans) - B TeX ciiy4yasdX, KOrJa JIOKIH3alL¥A, BEIPAKEHHOCTL WIM PaclpoCTPAaHEHHOCTh
HH}peKIN 00y CIOBIMBAIOT LENECO0OPa3HOCTD NEPOPATIBHOM TEPAIHH.

Ipumevanue; B otMume oT npenapara Jlamuswn® Jid MeCTHOTO NPUMEHEHMS, DpEnapar

Jlamu3un® zuia npriema BHYTpSb He 3 EKTHBEH [PH PasHOLBETHOM JIHILAC.

TTIPOTUBOIIOKA3ZAHUS

IToBbllIEHHAN YYBCTBUTENLHOCTh K TepOuHahuHy Wi K moboMy JApyromy KOMIIOHEHTY

nperapara.

Hern Mnamme 3x Jiet, ¢ Maccoid Tena a0 20 kr Juis AaHHOHA J03MPOBKH.

XpoHuyeckoe WIN aKTHBHOE 3a00/eBaHUe NIEYEHH.

He pexoMeHIyeTcs NpuMeHATh mpenapar Jlamusun® y maupeHTos c Hapymeﬂﬁﬂmﬂ hyHKIHN

noyek (KIMpEHC KpeaTHHuHA MeHee 50 MJI/MHH MAM KOHLGHTPAaLMd KPEaTHHHHA B CBIBOPOTKE

kpoBH Gonee 300 MKMONB/IT), OCKOJIBKY NPUMEHEHNE NpernapaTa y JaHHOH KaTeropuM G0JILHBIX

HEZ0CTaTOYHO U3Y4EHO.

C OCTOPOXKHOCTBIO

Ecnu y Bac umeemcs 00HO u3 nepeuucneHnvlx 3abonesanutl, neped npuMmeHenuem npenapama

0653amenvHO RPOKOHCYTLMUPYIIMECD C 8PAYOM.

Heo6xoaumo cobioaaTh OCTOPOKHOCTE ITPH NPUMEHEHMH 1IPENapaTa y NalKUeHTOB ¢ YTHETEHHEM

KOCTHOMO3IOBOTO KPOBETBODEHUS, KOMHOM KpacHON BONYAHKOH MM CHCTEMHOW KpacHOH

BOJTYaHKOM.

ITpenapat He06XOAUMO ¢ OCTOPOXKHOCTEIO IPUMEHATD Y MAUKEHTOB ¢ TAKMMH COIYTCTBYFOLIUMHU

3a60NeBaHMAMM KaK IICOPHMA3 MM KPacHas BOIYaHKA H3-32 BO3MOJKHOTO OOOCTPEHMSA HaHHBIX

3aboneBaHzH.

IIPHMEHEHHE ITPH BEPEMEHHOCTY H B IEPHOJR I'PYAHOI'O BCKAPMJIHBAHIISL

AZIeKBaTHEIX WIM XOPOIIO KOHTPOMMPYEMBIX KJIMHMYECKHX HCCISHOBAaHUR ¢ yYacTHeM

DepeMeHHBIX SKeHINUH, NpHHUMAIONMX TepOMHahUH, He mpoBoawinock. B HabmoparenbHbIX
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.10.2025 N2 26150
(Bxomswwmit M3 N24334877)

PeecTpOBBIX KOTOPTHBIX HCCJIEAOBAHMIX HE OTMEUAIOCh IIOBBIIEHHA PHUCKA BPOMIEHHEIX
IIOPOKOB PAa3sBUTHA WIM CIOHTAaHHBIX abopTOB y OepeMEHHEBIX, NPUHMMABIINX TepOHHAQMH
NEpOpaJIbHO II0 CPAaBHEHHIO C TEMH, KTO He INpHHHMal. HauwmonameHoe HabromaTenbHOE
peecTpoBOEe KOTOPTHOE HCCiefoBaHHE MpoBOAMIOCE B Jlanuu ¢ auBapa 1997 no mexabps 2016
roaa u Bkmouano 1 650 649 ciyuaes GepeMeHHOCTH. B maHHOM HccaenoBaHMU OepeMeHHOCTH
OBUIH COIOCTABNEHBI II0 IMKAJe NPERPACIIONOXEHHOCTH, COIVIACHO KOTOPOH, B COOTHOLIEHMH
1:10, ux cpasHuMBanM Ha (oHe Tepamuu TepOuHAQUHOM INepopanbHO U 6€3 NpPUMEHEHHT
TepOuHaduHa, C LENbIO OLUECHKH PHCKAa CEPhE3HBIX IOPOKOB pasBuTuA (522 mpotus 5220) n
cnioHTaHHEX abopTor (891 npotus 8910). OTHOIIEHHE IAaHCOB I PHCKA BPOXKAEHHBIX IIOPOKOB
passuTHa coctasuno 1,01 (95% U 0,63 -1,62) npu mepopanrsHoM npuéMe TepbrHHahHHA IO
CpaBHEHHIO ¢ OTCYTCTBMEM Ipuéma Ipenapara. OTHOLIEHHE PHCKOB JUIA CIIOHTAHHBIX abopTOB
cocrasuno 1,06 (95% O 0,86 -1,32) npu aHaIOTMYHOM CpaBHEHMH. He BBIIBIIEHO MOBHIIEHUE
PHCKA BPOXIEHHBIX IIOPOKOB PAa3BHUTHA WM CIIOHTAHHBIX abopTOB cpedu OepeMeHHBIX,
IPUHUMABILNX NEPOPAIEHO TepbrHa(HH.

B cnyyae HeoOxoauMocTH TepOuHahUH MOXKeT OBITH Ha3HaueH BO BpeMs OepeMeHHOCTH.

B penpomyKTUBHBIX HCCNIEIOBAHUAX Ha KphICaX W KPOJIHMKAX NP [epOpanbHbIX JO3UPOBKAX B 12
U 23 pasa NpeBBILAIONIMX MaKCHMAJILHO PEKOMEHIOBAHHYIO JI03y JUIA 4eloBeka (¢ yJéroM
[JIOIAJl  TIOBEPXHOCTH TeNld) COOTBETICTBEHHO, TepbuHadMH He JIEMOHCTPUpPOBAI
PENPONYKTHBHYIO TOKCHYHOCTD Y JKMBOTHBIX.

TepGunaduu MpoHukaeT B rpygHoe Mosoko. HeT TaHHEIX 0 BIMAHMK TepOunaduna Ha pedEéHka,
HAXOJAIIErocss HA TPYAHOM BCKApMIMBAHHM, WIM Ha BBIpabOTKY MoJoka. MakcuMalbHoe
COOTHOWIEHHe TepOuHadMHA B MOJIOKE 110 CPaBHEHMIO C IJIa3MOH KpOBM cocTasnser 7:1, u
OXKHuJaeTcs, 4To peOEHOK, Haxomamuitcs Ha rPyAHOM BCKApMIIMBAHHM, MaKCHMAJIBHO IIOIYYMT
16% oT cyTouHol 10361 kopMAme# Marepu. Camas BBICOKas KOHIEHTpauua TepbuHaduHa B
IpyAHOM MOJIOKe HabmlIofanach B TE€UEHHE ITEPBBIX 6 HacoB IOCIE NMPHEMA IPENApaTa M 3aTeM
yMeHbIOanacs npubnusurensHo Ha 70% B cneyromue 6 -12 yacos.

IlpeuMyiuecTBa TPYJHOTO BCKApDMIMBAHHUA MANS 3H0POBbS M DasBUTHA PEOEHKA IOIDKHEI
CONOCTABNATECS C KIMHUYECKOH cuTyalMedl y Marepy W JOOBIMH  [OTE€HUHAIBHBIMU
HeXeJIaTeNIbHBIMM peakuuamu TepOuHaduHa g pebérka.

Brusnue na gpepmunvrocme

JlaHHBIX 0 BIMAHRH npenapaTa Jlammsun® Ha GepTUNBHOCTS y mmoaeit HeT. IceenoBatus y KpsIC
He BLISBIIM HEXEaTENbHOTO BIUAHUA Ha GePTITEHOCTE M PENPOTYKTUBHYIO CIIOCOOHOCTS.
OTCYTCTBYIOT CTICLAANBHEIE PEKOMEHJAUWK N XKEHIIHH C COXPAHECHHBIM PEMpOXYKTHBHBIM
HOTEHLHAIOM.

CIIOCOB TPUMEBEHHS M IO3B1
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.10.2025 N2 26150
(Bxomswwmit M3 N24334877)

JIMHTENBHOCTE JIeYeHH 3aBHCHT OT MOKa3aHUsA U TSKECTH TEUSHHS 3a60/1EBaHMII.

IlpenapaT npuMeHAETCA BHYTpPh, BHE 3aBHCHMOCTH OT [IPHUEMa IHINY, 3a[IMBACTCA BOJOM.
XenaTenpHO NPUMEHATE NIPETIAPAT B OJHO U TO JKE BpeMs.

Tabnetka MoxeT OBITH pa3feneHa [0 PUCKE Ha ABE PaBHEIE YACTH.

B3pocnsre

250 mr 1 pa3 B cyTKH.

Hugpexyuu xosrcnvix noxpoeos

PexomenayeMas NpoRo/KUTENIEHOCTE JICUSHHA:

JepMaToOMHKO3 ¢TOI (MEXIIANbLEBbIH, ITOIOIMBEHHBIN HITH 10 THITY HOCKOB): 2-6 HeMeNs.
JlepMaTOMHKO3 TyJIOBUILA, rojieHeli: 2-4 Heaemm.

Kasmos Koxu: 2-4 HeleH.

[Tonnoe Mcye3HOBEHNE NPOABICHHH HHPEKIMH U %aiob, CBA3aHHBIX C Hell, MOXKET HACTYIIHTE He
paHee, 4eM yepe3 HECKOIBKO HeJIeNb [10CIIE MUKOIOTHYEeCKOT0 H3jIeyeHH .

Hughexyuu eonoc u eonocucmoii uacmiu 20106o!

Pexomenmyemast TIpOAOIDKUTENBHOCTE IEYEHH

MHKO3 BOJIOCUCTOM YaCTH rOJIOBLL: 4 HeZleN .

MHuKO35I BOJIOCHCTO 4aCTH IoJIOBBI HAOMIOAAIOTCA IPEUMYIIECTBEHHO Y JIETEi.

Onuxomuros

IlponomxuTeNnsHOCTD JIEHEHHS COCTABNAET Y OOJBIIMHCTRA MaNUeHToB OT 6 J0 12 Hexens. [pu
oHuxomuxo3e Kucmeii B OGONBIIMHCTBE CIY4aeB MOCTATOYHO 6-TM HeeNnb JedeHud. Ilpu
OHuxoMuxo3e cmon B GONBIIMHCTBE CIyYaeB MOCTATOYHO 12-TH HeJens JieyeHns. HexoTopbim
GOJIBHBIM, KOTOPBIE HMEIOT CHIMKECHHYIO CKOPOCTh POCTa HOITel, MOxeT moTpeGoBaThes Gonee
,zmmem;nole neveHue. ONTUManbHBIR KIMHHYECKUH > pexT Habmomaercs CIyCcTs HECKOJBKO
MECSALIEB N0CTE MAKOIOTMYECKOTO U3/EYEHHs | TIPEKpPaIleH s Tepaky. D10 Onpe/eNseTcs TeM
-IEPHUOJIOM BPEMEHH, KOTOPBII HEOOXOMUM JUL OTPacTaHHs 3A0POBOrO HOITA.

Hpumenenue y nuy nodicunozo eozpacma

Het ocnoBanMil npearmonaraTs, YTo JUI JIMI MOXKKMIIOro Bo3pacta TpebyeTcs U3MEHATh peskKuM
J03MPOBaHMA Npenapara Wi 4YTO Y HUX OTMEYAIOTCA M0GOYHbIEe AeHCTBHA, OTIUYAIOUINECT OT
TAaKOBBIX Y NalMeHToB Goree MONOJOro Bo3pacra. B cilydyae MpUMeHEeHMs B 3TOM BO3pacTHOM
IpyIme npenapata B TabNneTkax ciejlyeT yIUThIBATh BOSMOXKHOCTD COIy TCTBYIOLIEO HAPYIIEHHS
GYHKIMY TIEYSHHU WIH TTOYeK.

Hpusenese.y demeti

V pmeteif cTapiue 3X JieT npenapar Ha3HAYaIoT 1 pa3 B cyTKH. Pa3oBad 1034 3aBUCHUT OT Macchl Tena
Y COCTABIISIET: U1 AeTelt ¢ Maccoi Tea OT 20 10 40 kr — 125 mr (1/2 Tabnerxu 250 Mr); Gonee 40

Kr - 250 mr.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.10.2025 N2 26150
(Bxomswwmit M3 N24334877)

IIOBOYHOE JEICTBUE

Ipenapar Jlamusun® B nenom nepenocutcs xopomo. [lo6ounsie 3¢pdhexTs 06pMHO cnabo W
YMEPEHHO BBIPOKEHB! M HOCAT MNpexoasmuil xapakTep. Hibke NpPUBEIEHBI HEXENATENbHbIE
SBJICHAA, KOTOpble HaOMIORanuch B  XOAE KIMHUYECKMX MCCICAOBaHMHE MIM B
IIOCTPErMCTPAlIMOHHBII IEPHOA.

IIpy OLEHKE YaCTOTBI BCTpeqaeMOCTH IOOOYHBIX 3(P(GEKTOB HCIONB30BaHBI CIEIYIOIUE
rpaganuy: "ovens yacro” (21/10), "sacto" (>1/100 <1/10), "Heuacto" (>1/1000 <1/100), "penxo"
(>1/10000 <1/1000), "ouens peako" (<1/10000), BxuTrovas OTAENBHEIE COOOIIEHMA.

Hapywenus co cmoponbsl xposu u aumepamunecxkoll cucmeMsl: HEYacTO — aHEMHUS; OYEHb PELIKO -
HEMTPONEeHNs, arpaHyJIONUTO3, MAHIUTOIEHH, TPOMOOIUTONEHHA.

Hapywenus co cmoponsl uMMyHHOI cucmemul. OYEHb PEIKO — aHAGMHIAKTOMIHBIC PEaKIMH
(BKIIOYAs aHTHOHEBPOTHYECKMH OTex), KOXkHad KM CHCTEMHasd KpacHas BOJYaHKa (MJIH MX
000oCTpeHHUE). |

Hapywenus ncuxuxy: 9acto — JENpeccus; He4acTo — TPEBOXKHOCTE.

Hapywenus co cmoponst HepsHoil cu&mesz.' O4YeHb 4acTo — TroNioBHas Oonb; yacTo —
TOJIOBOKPY)KE€HHe, HapYIUeHHd BKYCOBBIX OLIyIIeHMH, BIUIOTE A0 HX TmoTepd (0ObI4HO
BOCCTAHOBJIEHUME TIPOUCXOANT B MpeesaX HECKONBKUX HefeNb Mocse NMPEKPaleHUa JICUSHNU).
MMe10Tcq oTAeNBbHBIE COOOINEHHS O CIIyHasX JUTHTENBHBIX HapyLIeHHH BKYCOBEIX OlIylieHui. B
OTHENBHBIX CIIyYasx Ha oHe npueMa npenapara oTMedanock uerolenue. Heuacro: napecresuy,
THIIECTE3HU.

Hapywenus co emoponst opzana 3penus: HeYacTo — HapyIlIeH!e 3peHus.

Hapywenus co cmoponst opzana cayxa u nabupunmuele Hapyuitexnus: HeE4acTo - IIyM B yIIax.
Hapywenua co cmoponul neyeHu u Jicenyesbi@oOsujux nymeii: PefKO - renarobunuapHas
auchyHKUMS  (IPEMMYINECTBEHHO  XONEeCTaTHYecKOH TNpHUpOAbI), B T.4. IEYEHOYHas
HEJOCTAaTOYHOCTh, BKJIOYAs OWYEHb pEOKHe CIydYad pasBUTHA TSDKENOM IedeHOYHol
HEIOCTATOYHOCTH (HEKOTOpPHIE CO CMEPTeNIbHBIM HCXOAOM WM TpeOylolue TpaHCIUIaHTalMU
NeyeHy; B OOJNBIIMHCTRE CY4YaeB, KOTZA Pa3BUBAIACh [IEUE€HOYHAs HEOCTATOYHOCTD, NAIMEHTH
HMEITN Cephe3HBIE COMyTCTBYIOLIME CHCTEMHbIE 3a00NeBaHUs ¥ NIPHYUHHO-CIIEICTBEHHAsA CBA3b
TeYeHOYHOM HeTOCTATOYHOCTH ¢ NPHEMOM npenapara Jlammsun® 65U1a COMHITETEHOI), TENATHT,
HKENTyXa, XOJIECTa3, TIOBBIIEHHE aKTHBHOCTH (TIEYEHOYHBIX» (HEPMEHTOB.

Hapywienua co CmopoHbl nuuegapumenvpHoll cucmemel: OHYEHB YacTO — B3JIYTHE XHUBOTA,
CHIDKEHME anIeTHTa, JUCIIETICHS, TONIHOT], a0 BEIpakeHHbIe 60JIN B )KMBOTE, Hapesl.
Hapywenus co cmoporvl Koot 4 NOOKONCHLIX mKaHell: O4eHb 4acTO - CBIb, KPAIMBHUIIA,
HEYacTo - peakuuu (oTOUYBCTBUTENBHOCTH; OHYEHb peAko - cuHApoM CruBeHca-J/[KOHCOHa,

TOKCHYECKHI SIHACPMATBHBIN HEKPOJIN3, OCTPHIH TI'€HEPaTU30BAHHBIN 5K3aHTEMAaTO3HBIH
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TycTyJie3, MHOTO(GOPMHAs 3pUTEMa, TOKCHYECKas KOXHAA ChIllb, SKCHOIMATHBHEI NEPMATHT,
6yJUTe3HBIM IEPMATHT, [COPHA30NOAOOHBIE BEICHIIAHUA Ha KOXE WIM OGOCTPEHMA NCOpHa3a,
aJoneny.

Hapyuienus co CMOpOHbl CKENEMRO-MblULEYHOT 1 COEOUHUMENbHOU MKAHYU: O4eHb dacTo -
apTPaITrys, MHAIITHS.

Obuue paccmpoiicmea. 4acTo — IyBCTBO YCTANIOCTH; HEYACTO — IOBBILICHHE TEMIIEPATYPHI TENA.
Jlabopamoprble u uncmpyMenmanbHbie OQHHble. HEYaCTO — CHIDKEHME Beca (BTOPHYHO IIO
OTHOIIEHUIO K HAPYIIEHHUIO BKYCOBBIX OIIYLICHUH).

Ha ocnose cnowmannvlx coobujeniil, RORYYAEMbIX 8 NOCMPE2UCMPAYUOHHBLE Nepuoo, U
RUMEPAMYPHOIX OGHHBIX BLIAGTEHDL CAEOYIOULUE HEXICERAMENbHbIE ABNEHUA, HACMOMA KOMOPbIX
acnedcmaite HemoYHo20 KOAULECEa NAYUeHmos He Modicem Oblinb YCManoenena:

Hapywenus co cmoponbl UMMYHHOU cucmensl. aHaQUIAKTHYECKHE pEakuuy, CHHAPOM
noOGHEII CHIBOPOTOYHO DOJIE3HH.

Hapymenus co cmoporel 0p2ana 3penus: 3aTyMaHABAHHE 3PSHHUs, CHIDKEHIE OCTPOTHI 3pEeHHA.
Hapywienus co craoponsl KOXCi 1 ROOKOJNCHbIX mKaHell: IeKapCTBEHHAS ChIlb ¢ 203UHOMIIIHEH 1
CHCTEMHBIMH CUMIITOMAaMH (CBITlb, OTEKH, JIMXOPaJIKa H YBeIu4eHHe TUM(aTHIECKUX Y3II0B).
Hapywenus co cmopoHsl opzana cayxa i 1abupusmusle HapyuteHus. TYTOYX0CTb, HapyINeHue
cyxa.

Hapywenus co cmoponwl cocy0os: BaCKYJIHT.

Hapywenus co cmoponvt HepgHoti cucmembl. TIOTeps 00OHAHMSA, B TOM YMC/IC Ha JUTHTENLHBIH
TIEPHOJ{ BPEMEHH, CHIDKEHHUE 0OOHAHNS.

Hapywenus co cmoponst nuugeaapumenshoti Cucmemsl. AHKPEATHT.

Hapyuienus co cmoponbl CKenemuo-Mulile¥Hot U cOeOUHUMenyHol mxany. pabaoMHuOIMs.
Obuyue pacempoticmea: TPUNIONOL00HbIH CHHAPOM.

Jabopamopubie u uncmpymenmanbHuie Oannble: TIOBBIEHHE AKTUBHOCTH KpeaTHH(POCHOKHHA3I
B CBIBODOTKE KPOBH.

Ecnu mobeie u3 yxasauublx 8 uHCmMpykyuu nobounvix spgexmos ycyzybnaomcs, unu Bol
samemunu mobsle Opyzue nobounvie s¢dexmel, He yKasaHHvie 8 uHCMpYKyuy, coobuume 06
oMoM 8payy.

IIEPEJIO3HPOBKA

HMeroTcss cooblIeHyss O HECKOJIBKHMX CITydasixX Iepefo3HpoBKH (NpHHATas J03a Ipemnapata
COCTaBLA [0 5 T), MPH KOTOPBIX OTMEYANHCh TOJIOBHAA 6016, TOIHOTA, 0L B AMUracTpaILHOM
06acTy U rOJIOBOKpPYKEHME.

PekoMeHIyeMoe B cydae MEPEO3UPOBKH JICUEHHE BKIIOYAET MEPONPHATHS 10 BHIBEACHHIO

npenapara, B IEpBYIO Ouepenb ITyTeM Ha3sHAYEHHA aKTUBMPOBAHHOTO YIS M IPOMBIBAHHUA
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XKeNlyaKa; Ipy HeoOXOAUMOCTH NPOBOJAT CHMIITOMATHYECKYIO U MOANEPHKUBAIINYIO TEPaITHIO.
B3AUMOJEHCTBHUE C JPYTUMHU JJEKAPCTBEHHRIMH CPEJACTBAMH

Brusnue opyaux nexapcmeennvix cpedcme Ha mepbunagur

ITnazmenHblii kMpeHc TepOuHA(pUHA MOXKET YCKOPAThCS IOA BAMAHUEM HpENapaToB —
HHIYKTOPOB MeTa0O0NU3Ma, U IOJABIATECA [0 BINIHUEM HHrHOUTOpoB IuToxpoMa P450. TIpu
HeOOXOMUMOCTH OJHOBPEMEHHOrO IIPUMEHEHHs BbIIEYKA3aHHBIX IIPEIIapaToB M IIperapaTa

Tamuzun®

MOXET TOTpeGOBAaTECA COOTBETCTBYIOLIAA KOPPEKIMA pekuMa OO03MPOBAHMA
MIOCNIEAHETO.

[MeTHAVH MOXET YCHIHBATh NelicTBUe TepOuHathHa WK YBEMUYHBATh €r0 KOHIEHTPALHIO B
wiasMe. I [uMeTHIRH CHIDKAeT Kupenc TepbuHaduHa Ha 33%.

Onykonaszon yeenmuuBaeT Cmax ¥ AUC tepbunadusa Ha 52% 1 69% COOTBETCTBEHHO, B CBA3M
¢ yraereHueM uzodepmeHToB CYP2C9 u CYP3A4. IlomoGHOe yBeNMYEHHE DKCIO3HIIKK
TepOHMHaQHHA MOXXET BO3HHKATH IIPH l'lpPI.MeHeHPIH IpYrux IIperaparoB, HHIHOHPYIOIHX
uzotepmentsl CYP2CY u CYP3 A4, nanpumep, KETOKOHA3071a M AMHOIaPOHA.

Pudamnuumn Moxer ocnabnars melicTBue TepOuHadHHA WM YMEHBIIATH €0 KOHUEHTpPALIHIO B
nnasme. PuhamMnunus yBenuunBaeT KpeHe Tepbunaduna na 100%.

Bnusnue mepbunaguna na opyeue nexapcmeenteie cpedcmsa

B uccnenoBanuax in vivo W in vitro 6bI10 NOKa3aHo, 4To TepOuHaduH nogasnseT MeTaboausM,
onocpeayemsiit uszodepmentom 2D6 (CYP2D6). DTH faHHBIE MOIYT OKA3aThes KIMHHYECKM -
3HAYUMBEIMH JUI T€X IIPENapaToB, KOTOpblE MeTabONU3HPYIOTCA INPEHMYIIECTBEHHO 3THM
(bepMEHTOM:  TPHIMKITHYECKHE AHTHICIIPECCAHTEI, 0eTa-aApeHOOIOKATOPEl, CeNIeKTHBHBIE
MHTHOUTOpE! 0OpaTHOro 3axBaTa CEPOTOHMHA, MPOTHBOApUTMUYecKue mpenaparsl (IA, IB, IC
KJlacca) M MHIMOMTOpEl MOHOAMMHOKCHAa3el B Tuma, - B TOM ciyuae, €ClH IpPUMEHSEMBbIi
O/IHOBPEMEHHO ITpenapaT HMeeT Malbli JIYara30H TEPaeBTHIECCKOM KOHIEHTPALUH.
Tepbunadun cHIDkaeT KIMpEHC Ae3UNpaMuHa Ha 82%.

B uccneoranusax Ha 310pOBEIX JOOPOBOIBIIAX € AKTHBHBIM METab0IM3MOM JiekcTpodeTophana
(mporuBoxamnesoe cpeficTeo U cybcrpar CYP2D6) TepOusadux ysenmdaun MeraGommdecKuii
koahduuuent aexcrpomeropdan/nekcTpoppana B Moue B 16-97 paz. Takum obpazom,
TepOMHA(UH Y JIAL ¢ BRICOKOM aKTUBHOCTEIO H30(hepMenTa CYP2D6 MOXET CHU3HTE aKTUBHOCTB
MocsegHera.,

TepbuHaduH cHIDKAET KIMPEHC Ko(henHa IPH BHY TPUBEHHOM BBEJIEHHH Ha 19%.
ﬂek‘apcmseﬂnbze SSGILMOC)GI?CMSMH, He O;('a.?blGGIOM;ue AU OKA3BIBANIOUIHE HE3RAUUMEAbHOE
enusTHUE

PesyneTaTl HccnenoBanuii, NPOBEAEHHEIX {n Vitro Uy 300POBEIX JOOPOBOJIBLEB, TOKA3LIBAIOT,

4yTo TCpGHHalbl/IH objamaeT He3HaYUTENbHBIM TIOTCHUHAIIOM MOJI MOAABJICHUA MM YCHICHUA
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KIUpeHca OCNBIIMHCTBA MPENapaToB, KOTOPbIE METAa0OJM3HUPYIOTCA NIPH YYACTMH CHCTEMBI
nuroxpomMa P450 (Haupumep, TepdeHanuHa, TpHasolaMa, ToNOyTamuia WIH NEPOPAIBHBIX
KOHTPALENITHBOB), 3a HCKITIOUEHHUEM TeX, KOTOpBle MeTabommsupyiores ¢ yaactuem CYP2D6.
Tepbunadun He BIUsET Ha KMMpeHc (eHa30Ha WIM JUrOKCHHA.

TepOunadun He OKa3bIBa€T CYIIECTBEHHOIO BIMAHHS HA (apMaKOKMHETHKY (mykoHasona. He
GEUIO BBIABICHO KIMHHYECKH 3HAYHMBIX B3aMMOZEHCTBHH Mexay TepOHHaduHOM U
KOMITOHEHTaMH KOTPUMOKCa30/1a (TPUMETONIPHMOM M CYIIb(haMeTOKCA30JI0M), 3UAOBYAHHOM HIH
TEOPULTHHOM.

MmeroTes cooOIienns 0 HECKONBKUX CIIyqasX HapyLIeH s MEHCTPYaIBHOIO LKA Y HaUHEHTOK,

TNPHHUMABIIYX npenapar JlamMusun®

COBMECTHO C IEPOPATbHBIMH KOHTPAIENTHBAMH, XOTS
4acTOTa 3THX HApyILIeHKH HE MPEBBIIAET CPEAHIOK YacTOTY TaKUX HAPYLIECHWH Y NalMeHTOK,
TIPUHAMAIOMKX TOJIEKO EPOPATBHEIS KOHTPALEIITUBEL

Tepbunagun mooicem ymeHbUIAMb KOHYEHMPAWUWIO 8 CLIBOPOMKE KPOBU UAU BbIPANCEHHOCHb
KAUHUYecKux 3ghghexmos credyiouyux npenapamos ‘
TepOunaduH IoBRIIAEST KIMPEHC LNKIOCTIOPUHEA Ha 15%.

Bzaumooeiicmeue ¢ npodykmamu RUMAanUs u HANUMKaMu

IIpomyKThl NNTAHUA HE3HAYMTENBHO BIMAIOT Ha GHONOCTYIHOCTh TepOMHAaguHa (YBenMYcHUe
AUC <20%), uto He TpefyeT U3MEHEHUS 10361 NIpenapaTa.

OCOBBIE YKA3ZAHHSI

Mo Hauanma mpumenerns mpemapata Jlammsun® B TabneTkaXx HeoGXOMMMO NPOBECTH AHATHS
¢yHkuuM  medeHH. [emaTOTOKCHYHOCTE MOXKET BO3ZHMKHYTH KaK Y  IIAIUGHTOB ©
NpeAecTBYOIMMH 3a001eBaHIsMY IIEYEHH, Tak 1 Ge3 HUX. B Teuenue Tepanuu pexoMeHI0BaHO
TICPUOANIECKOE HCCIIEN0BaHHe YHKIMK meveHH (depes 4-6 Helenb 0C/e HAYANa JIEYEHUS).
Jlewenne npeniapaToM Jamuzun® JIOJDKHO OBITh HEMEICHHO NPEKpPAIEeHo B CITy4ae NOBBILICHH
aKTUBHOCTH «IeYeHOYHBIX» Mpo0. IlalueHTHl, KOTOPHIM HasHayaloT mpenapaT Jlamuzmn®,
JOJUKHBI OBITH TIpeTyIPEXIEHEI O TOM, YTO HEOOXOIMMO HeMeUIEHHO NH(OPMHPOBATH JIEYAINETr0
Bpaya 0 BO3HUKHOBEHHH Ha (OHe npHeMa IpenapaTa TakuX CUMIITOMOB, KaK CTOMKas TOIIHOTA,
CHIDKEHHE allleTUTa, YyBCTBO YCTANOCTH, PBOTA, OONM B MpaBOM NOApebephe, HeNTyXa, TeMHas
MO4Ya WM CBETBIA Kasl. B cilyuae nospneHus nono6HEIX CHMITOMOB HEOGXO0AUMO HeMELICHHO
NIPEKPaTHTh NIPUEM MIpenapaTa 1 IPoBECTH UCCNe/IOBaHNe (YHKIUH IEYEHH.

Cepoesnble KOXHBIE peakiMM (B TOM 4ucle CHHAPOM CTHBeHca-J[’KOHCOHA, TOKCHYECKMIl
2MZIPMAIEHEIH HEKPOITHU3, JIEKAPCTBEHHAA CHINb C 303HHOQUIHEH 1 CAETEMHBIMEI CUMIITOMAMH)
Kpaiife penko oTMeyanuch Ha GoHe npuMeHeHua npenapara Jlamusmr®.

®

Ilpu npumenenun npenapara JlamMmsmn® B TaGneTkax OTMEYauuch KpaiiHe peiKue Clyuau

U3MECHCHHA KJIETOYHOTO COCTAaBa KPOBM (HEHTpOMEHHMs, arpaHyJIOLUTO3, TPOMOOLMTOIEHMS,
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v

MaHLMTONEHNA). B ciydae pasBUTHA Ka4eCTBEHHBIX WIM KONMYECTBEHHBIX HM3MEHEHHH co
CTOpPOHBEl (OPMEHHBIX 3JIECMEHTOB KpPOBH CIIEAYET YCTaHOBHTh INPHYMHY HapyUIeHHH H
PaccMOTpeTh BOIPOC O CHIDKEHHMH J03BI IPerapaTa Wi, IIpH HeoOXOMMMOCTH, O IpeKpalleHuu
Tepanuu npenapatoM Jlamusun®.

Br11o mokasano, uto TepbunaduH noxasisieT MeTabonu3M, ONOCpeayeMblit u3opepmerToM 2D6
(CYP2D6). TlosToMy HeoOXOOMMO OCYIUECTBIATH MOCTOAHHOE HAOMIONEHHE 3a BOJILHBIMH,

NoNy4JarmuMd  OQOHOBPCMCHHO € IpernapatoM J'Iaann‘E

Jie4eHHe TIpenapaTaMH,
NPERMYINECTBEHHO METabONMM3UPYIOIMMUCS € Y4YacTHeM 3TOro (epMmeHTa (TaKMMM Kak
TPULMKIMYECKHE aAHTHIENpPECCaHThl, O6eTa-anpeHOOIOKATOPhl, CeNeKTHUBHBIE HHIHOMTOpPBI
o6paTHOro 3axBaTa CEpOTOHHHA, MPOTHBOAPHTMIYeEcKUe Hpenaparsl IC kiacca ¥ HHTHOKUTOPEI
MOHOAMHHOKCHAa3bl B THNA) B CiTyuae, €CIM NPUMEHASMBI OJHOBPEMEHHO IIperapaT UMeeT
Mallblif 1Haa3oH TepaneBTHYeckoit KOHIEHTPAITHH.

Pezucmenmnocmy K 1exapcmeenHomy npenapaniy

Coobmanock 0 pasBUTHM PE3HCTEHTHOCTH K npenapary JlaMusui npu gepMarodurax, ocobeHHo
y BupoB rpuba Trichophyton (cM. pazgen «PapmaxofnHaMuKay»). JInnaM, HazHAYAIOIHM
nperapar, CiexyeT NPHHUMATh BO BHUMAHHE MECTHYIO PacIpOCTPAHEHHOCTh JICKApCTBEHHOM
PE3MCTEHTHOCTH ¥ HEOOXOIMMOCTD ANIbTCPHATUBHOTO JIEUCHHUA.

Bnuanue na cnocobnocne ynpagaams agmompancRopmom Wi pasomanms ¢ Mexanuzmam
Biusnve npenapata Jamusun® Ha cnocoGHOCTB YIPaBIATE ‘aBTOTpaHCHOpTOM U paboTath C
MEXaHU3MaMH He M3y4asnock. [Ipu pasBUTHH rONOBOKPYKEHHUs Ha (hOHE Tepamuu MpenaparoM,
MalMEHTaM He CJIEMyeT YIpaBiiaTh aBTOTPAHCIIOPTOM W/ paboTarh ¢ MeXaHM3MaMM.

®OPMA BRIITYCKA

Tabnerku, 250 mr: no 14 Tabnerox B [IBX/amomunnesslit 6nuctep. 1o 1 wmm 2 6nucTepa BMecTe
C MHCTPYKIHEH 110 MEMLIMHCKOMY NPUMEHEHMIO B KAPTOHHYIO TTaYKYy.

Jornyckaercs HaM4Iue KOHTPOJIA [IEPROIO BCKPHITHS Ha KAPTOHHOMN Mayke.

YCJIOBHSI XPAHEHUSI

B 3amumeHHOM OT CBETa MeCTe, IPH TeMIlepaType He Beime 30 °C.

XpaHHUTL B HEOCTYTIHOM JUTA JIeTel MECTE.

CPOK I'OIHOCTHU

3 roga.

IIpenapar He cleAyeT HCIIONIB30BATH MIOCIE OKOHYAHHS CPOKA FOIHOCTH.

YCIoBUA OTNYCKA U3 ATITEK

ITo peuenry.

IIPOM3BOJUTEID

IIpon3eoxnTea: rOTOBOH JEKAPCTBEeHHOIT GopMbI
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Hosapruc ®apma [ponaxuus TM6X, Odumrep Irpacce 44, 79664 Bep, 'epmanns/ Novartis
Pharma Produktions GmbH, Oflinger Str. 44, 79664 Wehr, Germany
IlepBEYRAA H BTOPATHAA YIAKOBKA, BHINYCKAIOUIN KORTPOIL KA4eCTBA

. Hosapruc ®apma [popaxuns ['m6X, Opmanrep Liltpacce 44, 79664 Bep, Iepmanus/ Novartis
Pharma Produktions GmbH, Oflinger Str. 44, 79664 Wehr, Germany
Jlex dapmacsroTHKAN3 A.4., Tpummusu 2D, 9220 Jlesnasa, Cnosenns / Lek Pharmaceuticals d.d.,
Trimlini 2D, 9220 Lendava, Slovenia.
BAAJEJEL PEIHCTPAIMOHHOIO VIOCTOBEPEHUSI / OPTAHM3AIMA, NPUHAMAIOLIASA
NPETEH3HU IOTPEBHUTEJLA |
Hogapruc ®apma AT, JInxtrpacce 35, 4056 basens, IlIselinapus /
Novartis Pharma AG, Lichtstrasse 35, 4056 Basel, Switzerland
Honyuums ononnumensuyio RHMHOpMAyUIo o npenapame, @ MaKdice HANPAsUnty RpemeH3ul
U UHPOPMALUIO O HENCENAMENLHBIX ACTCHUAX MOJNCHO NO Clledyiotyemy adpecy 6 Poccuu:
000 «Hosaprtuc ®apma»
125315, r. Mocksa, JIenunrpanckuit mpocnexr, goM 70
ren. (495) 967 12 70;
daxc (495) 967 12 68.

www.novartis.ru
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