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Cknao:

0iloui pevosuny: MOMETa30HY (ypoar i a3elnacTUHY TiIpOXJIOpHU/I;

1 mo3a MicTuTh MOMETa30HY (hypoary S0 MKT Ta azenacTuHy rigpoxiaopuay 140 Mkr;

O0ONOMIJICHI peuoguHU: TIENI0N03a MIKPOKPUCTANIIYHA Ta HATPIF0 KapOOKCHUMETHIIIENION03a; HATPII0
KapMeso3a; TIIoKo3a O0e3BojHa; moiicopbar 80; OCH3aIKOHIIO XJIOPHUI; IWHATPIIO €eTaT; HEoTaM;
KHCIIOTA JTJMMOHHA, MOHOTIPAT; HATPIIO [IUTPAT; BOJA JUUIS 1H’ €KITIH.

Jlikapcbka gopma. Criipeid Ha3abHUH, I030BaHUM, CyCIICH31S.
OcnosHi ¢hizuxo-ximiuni enacmusocmi: Oina abo maibxke Oina cycrieHsis.

dapmakoTepaneBTHYHA Ipyna.
[TpoTrHAOPSKOBI Ta iHIII MTPENapaTy sl MiCIIEBOTO 3aCTOCYBAaHHS IIPU 3aXBOPIOBAHHSX IMOPOKHUHH
Hoca. Koprukocrepoimu. Koqm ATX RO1A D.

Dapmakonoziuni eracmusocmi.
Dapmaxoounamika. KomOiHOBaHUHN MPOTUHAOPSKOBUH 3aci0 I MICIIEBOTO 3aCTOCYBaHHS, SIKUI MICTHTD
MOMETa30HY Qypoar Ta a3eacTUHy TAPOXIOPHUIL.
A3enacTuHy T1IpOXJIOPHA — IOX1AHE (PTaja3uHOHY. YMHUTH IPOJIOHI'OBaHY aHTHANIEPriuHy Ait0. Mae
BHUPa)XEHI CEJIEKTUBHI BJIACTUBOCTI aHTaroHicra ricramiHoBux Hi-peuenrtopiB. A3enacTHH IPUTHIYYE
CHHTE3 a00 BUBUJIBHEHHS XIMIYHUX MEJ1aTOpiB, 1110 O€pyTh y4acTh y PO3BUTKY PAaHHIX 1 Mi3HIX cTajail
aJIepriyHUX peakiid, Takux sIK JIeHKOTpieHH, rictamid, iHridiropu PAF 1 ceporoHiH. OcHOBHUIT
METa0OMIT a3enacTUHy — Je3MEeTHJIa3eNlacTHH, SKUH TaKoX € AaHTaroHiCToM rictamiHoBux Hi-
pelenTopis.
MomeTa3oHy (QypoaT — CHHTETUYHHH KOPTHUKOCTEPOid ISl MICLIEBOTO 3aCTOCYBaHHS, SIKUM YMHHUTH
BHUpaXXEHY NpoTHU3analibHy Jit0. TOUHUI MexaH13M A1 KOPTUKOCTEPOIIB IpU AJIEPTIYHOMY PUHITI TOKU
o HeBigoMuil. KopTukocTepoinu 1eMOHCTPYIOTh IIMPOKUH Jiarna3oH Jii Ha pi3HI KIITHHH, a caMe Ha
reMapuHOLNTH, €03UHODUIHN, HEUTpoPinu, Makpodaru, JIMPOLUTH, a TAKOXK Ha MEIIaTOpU 3alaleHHs
(ricTaMiH, eK03aHOi 1!, JIEHKOTPIEHU Ta IIUTOKIHK). MexXaHi3M MPpOTH3aNaabHOI Ta MPOTHAIEPTiYHOT Jil
MOMETa30Hy (ypoary B OCHOBHOMY TIOB’SI3aHMM 3 MOro 3JaTHICTIO TPUTHIYYBaTH BUBUIHHEHHS
Me/11aTopiB aJlepriuHuX PeaKiii.
JlocmimkeHHsT TIoKa3aiu, [0 MOMETa30Hy (ypoar y BUIUISAI HazaJlbHOTO crhpero 50 MKr/mo3y npu
MICIIEBOMY 3aCTOCYBaHHI 3HIIKYE piBEHb JESIKHUX MEIiaTOpiB PaHHBOI Ta Mi3HBOI (a3u anepridyHoi
peaxiiii, 3MeHIIye (MOPIBHAHO 3 IU1a1e00) piBEHb ricTaMiHy Ta €03MHO(IILHOIO KaTIOHHOTO MPOTETHY 1
3HWXKYE (TMOPIBHAHO 3 0A30BUM 3HAUEHHSIM) KUIBKICTh €03WHO(DIIIB, HEUTpo(diNiB Ta aare3uBHUX
MPOTETHIB eMiTeTiaTbHUX KITITHH.
@apmakokinemura. OxpeMoro ¢GapMaKOKiHETHUHOTO IOCHIKEHHS HA3aJIbHOTO CHPEI0 13 BMICTOM
a3eJIaCTHHY TiAPOXJIOpHIY Ta MOMeTa3oHy ¢ypoaty (140 Mkr/50 MKT) He TIPOBOIHIIOCS.
Abcopbyis
[Ticns iHTpaHA3aTBHOTO 3aCTOCYBaHHS 2 BIOPCKYBaHb B KOJKHY Hi3JIPIO HAa3aJIbHOTO CIIPEIO a3elIACTHHY
(3aranpHa 103a 548 MKr) cepenHs MiKOBa KOHIEHTpaIlis azenacTuHy B mia3Mi (Cmax) cranoButs 200
/M, cepeanst cucremua exkcriosuitisi (AUC) — 5122 nr x roa/mi, cepenii 9ac (Tmax) A1 TOCITHEHHS
1
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Cmax cradoBuTh 3 TomuHu. CucTeMHa OIlOJOCTYMHICTh a3€JIaCTUHY TIAPOXJIOPUAY  IICIA
IHTpaHa3aJIbHOTO 3aCTOCYBAaHHS CTaHOBUTH Mpuoim3Ho 40 %.

Cycnensiss MOMeTa30Hy (pypoaTy Mpu 3aCTOCYBaHHI y BHUIJISAI Ha3aJdbHOTO CIPEI0 MA€ YK€ HU3BKY
6iogoctynHicth (<1 %), 110 MPOJEMOHCTPYBAaB YYTJIWBUN KUIbKICHUH aHami3 3 HIKHBOIO MEXKEI0
kinpkicHoro BusHauenus (LOQ) 0,25 mr/m.

Posnooin

[Ipu BHYTPIIIHBOBEHHOMY Ta IEPOPATBHOMY 3aCTOCYBaHHI PIBHOBAXHHM 00’ €M PO3MOILITY a3€lacTUHY
cTaHOBUTH 14,5 n/kr. IN Vitro 38’ si3yBaHHs 3 OLIKaAMH TUIa3MU a3eJIaCTUHY Ta OT0 aKTUBHOTO META0O0IIITY
JI€3METHIIa3eJIaCTUHY CTAaHOBUTH Bi/IOBIIHO 88 % 1 97 %.

In vitro 3B’s3yBaHHs 3 OlIKaMu IJ1a3MU MOMETa30HY (pypoary 3HaxXoauThes y Mexkax Big 98 10 99 %
MIpH Aiana3oHi KoHIeHTpalii Bix 5 1o S00 Hr/miL.

Memabonizm

AzenacTH MeTa0OII3yeThCS HUIAXOM OKHCIEHHS ()EPMEHTHOI0 cucTeMor IuToxpomy P450 no
OCHOBHOT'O aKTUBHOT'O MeTaboMiTy — Ae3meTuinazenactuny. Crnenudiuni isopopmu P450, BinnosinanbHi
3a OioTpaHchopmaliio azenactuny, He Oynu imeHtudikoBani. [licns ogHOKpaTHOrO iIHTpaHA3aJIBLHOTO
3aCTOCYBAaHHS HA3aIbHOTO CIIPEI0 a3ellacTUHy (3arambHa no3a 548 wmkr) cepenHe 3HaueHHS Cmax
ne3MeTmiasenactTuy cranoButh 23 nr/mi , AUC — 2131 or x roa/mi, cepentiil Tmax CTaHOBUTH 24
roauHu. [Ticns qocsrHeHHs piIBHOBAKHOT KOHIIEHTpAIII] a3€JIaCTHHY P IHTpaHa3aJIbHOMY 3aCTOCYBaHHI
MJ1a3MOBI KOHILIEHTpALii JAe3MeTHIa3eNacTuHy 3Haxoaunucs y aiana3zoni 20—-50 % Bia KOHIEHTpaIlii
a3ellacTHHY.

JlociakeHHs MOKa3aly, 10 YacTUHA 103U MOMETa30HYy (ypoaty, 10 MPOKOBTYETHCS 1 BCMOKTYETHCS,
MIJTA€THCSA aKTUBHOMY MeTa0oii3My. B mia3mi OCHOBHHMX MeTa0oIiTIB BUsBIEHO He Oymo. Ilicis
iHKyOaIii in VItro ogHUM 3 APYTOPSAHUX METAOOIITIB, IKUM yTBOPHUBCS, OYB 6B-TiIpOKCHMOMETAa30HY
¢bypoat. Y MikpocomMax MEYiHKH JIOJUHA (POPMYBaHHS METAOOJNITY PEryIIOeThCs UTOXpoMoM P450
3A4 (CYP3A4).

Busedenns

[Ticns iHTpaHa3aJbHOTO 3aCTOCYBAaHHS HA3aJlbHOTO CHPEI0 a3elacTUHY TMepioj HamiBBUBEICHHS
a3e’acTUHY CTaHOBUB 22 TOJMHH, Ae3MeTunasenactuny — 52 roaunu. [lpubnusno 75 % nepopanbHOi
JI03H a3eTaCTHHY T1APOXJIOPUAY, MIYEHOTO paJi0OaKTUBHUM 130TOTIOM, BUBOJIMIIOCS 3 OPTaHi3My 3 KaJloM,
npuuomy MeHie 10 % — y BUTIIA1 HE3MIHEHOTO a3eJIaCTUHY.

[Ticns BHYTpIITHROBEHHOTO 3aCTOCYBaHHSI MEPi0/] HAIMliBBUBEACHHS MOMETa30HY ypoaTy CTaHOBHUTH 5,8
roguHu. BUBOAUTHCS 3 OpraHismy y BUINISAlI METa0OJITIB B OCHOBHOMY 3 JKOBYIO 1 B OOMEXEHiH
KUTBKOCTI — 3 CEYelO.

Dapmaxoxinemuka y OKpemux epyn nayicHmis.

Ileuinkosa nedocmammuicmo

[licns mepopanbHOrOo 3aCTOCYBAHHS a3€NaCTMHY II€YIHKOBA HEJOCTAaTHICTh HE BIUIMBaja Ha
(bapMakOKiHETHUYHI TapaMeTpH.

Beenennst oqnopazoBoi iHramsminHoi 1031 400 MKr MmoMmeTa3oHy ¢Gypoary MaiieHTaMm 3 TEeYiHKOBOO
HEJOCTaTHICTIO JIETKOTO, CEPEAHBOT0 Ta TSHKKOTO CTYIeHs Juiie y 1 abo 2 mari€eHTiB 3 KOXKHOI TpyIu
CIIPUYHMHMIIO MOSBY IMKOBUX IJIA3MOBUX KOHIIEHTpaIliii MoMeTa3oHy gpypoaty (Big 50 go 105 nir/mo), mo
Bu3Havanucs. CrioctepexyBaHi MKOBI MIa3MOBI KOHLEHTPAIl 301IbIIYIOTHCS] 3 POCTOM BHUPAXEHOCTI
MMEY1HKOBOI HETOCTATHOCTI.

Huproea nedocmammnicmeo

JlocikeHHsT TIepopaIbHOTO 3aCTOCYBAHHS OJHOKPATHHUX 103 a3€JacTUHY MallileHTaM 3 HHUPKOBOIO
HegocTaTHICTIO (KiipeHe kpeaTuHiHy <50 mur/xB) mokazanu miaBuimeHHS Cmax 1 AUC ma 70-75 %
MOPIBHSIHO 31 3I0POBUMH JTOOPOBOINBIAMU. Yac TOCATHEHHS MaKCUMAalbHOI KOHIIEHTpAIlii He 3MiHUBCSL.
Brume HUpKOBOT HEIOCTATHOCTI Ha (papMaKOKIHETHKY MOMETa30HY (pypoaTy He JOCIIKyBaBCH.

Bik




Bix He BrumMBaB Ha papMaKOKIHETUYHI MMApaMeTPH a3eJIaCTUHY TP HOTO NEPOPATHbHOMY 3aCTOCYBaHHI.
dapmakoKiHETHKa MOMETa30HY (hypoary He JOCIIPKyBaIacs y neJiaTpuaHii NOmyJIsiii.

Cmamo

VY pa3i mepopalbHOTO 3aCTOCYBaHHS a3elacTHHY CTaTh HE BIUIMBAJA Ha Horo QapMakoKiHETHYHi
napameTpu. Bruius ctaTi Ha hapMaKkOKiHETUKY MOMETa30HY GypoaTy HE JTOCIIIKYBaBCs.

KuiniuHi XapakTepucTHKH.
Ilokazannusa.

Ce30HHUH aNepriYHUI PUHIT.
L{imopiuyHMii anepriyHuii pUHIT.

IIpomunokasanna.

[NnepuyTiMBiCTh 10 a3edacTUHY TiAPOXJIOPUIY, MOMETa3oHy (ypoary abo 10 iHIIUX KOMIIOHCHTIB
npemapary.

HenikoBana mokanbHa iH(EKIIis CTM30BOi 000JOHKH HOCA.

TpaBma HOCa a00 HEIIOaBHO IMEPEHECEHA orepallis Ha HOCI.

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63aAcMOOIlL.

CreuiagbHUX JOCHIKEHb JIKapchbKoi B3aemofii komOiHamii y ¢iKcoBaHUX J03aX a3elacTUHY
TiIPOXJIOPUAY Ta MOMETa30Hy (ypoaTy y BUIIAAI HA3aIBHOTO CIpEer He mpoBoxwiocs. Hmxue
HaBEJIEHO JaHi 10JI0 OKPEMUX KOMIIOHEHTIB, sIKi BXOAATh J0 CKiIaay npenapary. OCKiIbKH MOMETa30H
1 a3eslaCTMH BIUIMBAIOTh HA Pi3HI BHIM PEIENTOpiB, JIIKAPChKA B3AEMOMIS NMPH 3aCTOCYBaHHI Mi€l
KOMOiHAIIiT HE OYIKY€EThCA.

A3enacTUHY TIpOoXIIOpUL

Jlenpecanmu yenmpanbHoi Hep8o8oi cucmemu

[Tpu ogHOYaCHOMY 3aCTOCYBaHHI a3€JIACTHHY 3 aJIKOTOJIEM a00 3 IHIIMMHU JIEIPEeCaHTaMy EHTPATbHOI
HEpBOBOI CHUCTEMHU MOXJIMBE 3HI)KEHHS KOHLEHTpauii yBard 1 moripimeHHs (QyHKLiH LeHTpanbHOL
HEPBOBOI CUCTEMHU.

Epumpomiyun i kemoxonazon

Oninka EKI' mamieHTiB, ikl OJHOYacCHO 3aCTOCOBYBAJIM IEpPOPAIbHO a3€JacCTHHY TiIPOXJIOPHUI 1
epUTPOMIIIMH a00 KETOKOHA30JI, IMOKa3ye, L0 KIiHIYHO 3Hauymuil BrmiauB Ha QT-iHTepBan (abo
BenmmuuHy QTC) BimcyTHi. [TepopanbHe 3aCTOCYBaHHS epUTpOMINIMHY y 1031 500 Mr 3 pasu Ha JCHb
IpoTsAroM 7 JHIB HE BIUIMBAJIO Ha (papMaKOKIHETUKY a3esnacTHHy Ta BenuuuHy QTc. Kerokonaszon npu
3actocyBaHHi y 1031 200 Mr 2 pa3u Ha JJeHb MPOTATOM 7 JTHIB MEPENIKO/HPKaB BUMIPIOBAHHIO IJIa3MOBUX
KOHIIEHTpALli{ a3eJJaCTUHY METOJIOM aHAJITHYHOI BUCOKOe(PEeKTUBHOT piinHHOI Xxpomarorpadii (BEPX);
OJTHAaK BIUTMBY Ha BenmuunHy QTC He crocTepiraiocs.

Lumemuoun

Humernaun y 1031 400 Mr 1B14i Ha A€Hb [IPH OJHOYACHOMY [I€POPAIbHOMY 3aCTOCYBAHHI 3 a3€JIaCTUHY
TiIpOXJIOPUIOM Yy 71031 4 Mr JBiui Ha JeHb mijBuilye cepenHe 3HaueHHSI Cmax 1 AUC octanHbOTrO
npuban3HO Ha 65 %.

Mowmeta3ony dypoar

Ineibimopu yumoxpomy P450 3A4

Kemoxonazon

MomeTa3oHy (ypoar roIOBHUM YHHOM METa00Ii3yeThCs B medinii. JlocmimkeHHs in Vitro miarBepaniu
nepmopsanny poib nuroxpomy CYP3A4 y meraGomizmi i€l cromyku. OnHOYAcCHE 3aCTOCYBAaHHS 3
KETOKOHA30JI0M, TOTYXHUM iHTiOiTopoM CYP3A4, Moke 30UIBIIMTH II1a3MOBI  KOHIICHTpAIii
MOMETa30Hy Qypoary.

Pumonasip




PutonaBip sk 1HTIOITOp TpOTEa3 MOXKE MPUTHIYYBaTH MeTa0o0Jli3M MOMETa3oHy (Gypoary mnpu
OJTHOYACHOMY 3aCTOCYBaHHI, II0 TMPU3BOIUTH IO 30UIBIIEHHS CHCTEMHOTO BIUIMBY OCTaHHBOTO Ta
30UIBIIICHHS PU3UKY BUHUKHEHHS TOOIYHUX €(EKTIB.

Jlopamaoun

Kuiniuai  qocmipkeHHsT JIIKapchbKOi B3aeMoii Oyiu TpoBeneHi 3 JopaTaguHoMm. Bzaemomii He
crocTepiraiocs.

Ocobnueocmi 3acmocyeanns.

AzenacTuHy riipoxJopua

VY KJIiHIYHUX BUOPOOYBaHHAX MOBIJOMJISUIOCH IMPO MOSBY COHJIMBOCTI Yy JAEAKHX THAIi€HTIB, SKi
3aCTOCOBYBAJIM a3€JIACTHHY ' JIPOXJIOPU Y BUIVIAI HazaiabHOro cupeto. [1i1 yac 1ikyBaHHs npenapaToM
MaIie€HTaM CIIiJI yTPUMYBATUCh BiJl poOOTH, 0 BUMAra€ MiJBUIICHOT KOHIISHTpAIlii yBaru Ta MBHIKOCTI
peaxiiii.

Crig yHUKAaTH OJHOYACHOTO 3aCTOCYBAHHS HA3IHLHOTO CIIPEIO a3eJIACTUHY 3 aJIKOToJIeM a0 3 IHITUMHU
JIeTIpecaHTaMM LIEHTPaJbHOI HEPBOBOI CHCTEMH 4epe3 MOXKJIMBE MPUrHIUYeHHS (DYHKIIM HEeHTpaabHOi
HEPBOBOI CUCTEMHU.

Mowmeta3ony dypoar

Jloxanvnuii 6naue Ha Hic

HocoBa kpoBoTeua

VY KIHIYHEX JOCITIIKEHHSIX HOCOBAa KPOBOTEUYA CIIOCTEpIranacs 4acTille y MAI[ieHTIB 3 alepriyHuM
PUHITOM, SIKI OTPUMYBAJI MOMETa30HY (Gypoar y BUIJISIII HA3aJIbHOTO CHpEr0, HiXK Ti, XTO OTPUMYBAB
iareoo.

I'pubkoBa iHbeKIisg

VY KITHIYHUX TOCTKEHHSIX MOMETa30Hy (ypoaTy y BUTIISAI Ha3aIbHOTO cripero 50 MKI/103y B OKpeMHUX
BUIIAJIKaX CIIOCTEPIraBcs PO3BHTOK JIOKali30BaHOI IpuOKoBoi iHdekiii Hoca i rmorku (Candida
albicans). V pa3i BuHMKHEHHS TPHOKOBOI IH(EKIii 3acTOCYyBaHHsS INpernapary CiiJl NPUIAHUTH i
pO3MOYaTH BiAMOBITHE JIIKYBaHHS.

Iepdopartiss HOCOBOT EPETOPOIKU

IToopuuoki Bumaaku mnepdopaiii HOCOBOI HEPeropoaku Oyiau 3apeecTpoBaHi IMICHsS 3aCTOCYBAaHHS
IHTpaHa3aJIbHUX KOPTUKOCTEPOINiB. SIK 1 BIPOJOBK Oy 1b-KOI'0 TOBIOTPUBAJIOTO JIIKYBAHHSI, ITAllIEHTaM,
SK1 3aCTOCOBYIOTh Ha3aJIbHUM copell 3 MOMeTa3oHy (ypoaToOM MPOTATOM KiIbKOX MICALIB 1 JIOBIIE,
HEOOX1AHO NEePIOANYHO MPOXOIUTH OIJIS] 100 MOKIMBUX 3MIH CIIM30BO1 OOOJOHKH HOCA.
IoripiieHHs 3aroeHHs paH

Yepes ranbMiBHUN BIUIMB KOPTUKOCTEPOIJIB HAa 3arO€HHS paH Malll€HTH, SKI HELIOJIABHO MEPEHECIU
BUPa3KH HOCOBOI IEPEropoJKH, XipypriuHe BTpy4YaHHS Ha HOCi abo TpaBMy HOca, HE MOBHMHHI
3aCTOCOBYBATH Ha3aJbHI KOPTUKOCTEPOIH IO TOBHOTO Oy KaHHSI.

Iopywenns 30py

IIpun 3acTocyBaHHI KOPTHKOCTEPOiJIiB CHCTEMHOi Ta MicleBOi [ii (BKJIIOYalOUu I1HTpaHa3alIbHE,
IHrassifHe Ta BHYTPIIIHBOOYHE BBEJICHHS) MOXKYTh BUHUKHYTH MOPYIIEHHS 30pY. SIKIO BUHUKAIOThH
TaKi CUMITOMH, SIK HEUITKICTh 30py a0o0 1HIII NOPYLIEHHS 30pY, MALIEHTY CIi TIPONUTH 0OCTEKEHHS y
oranbMosiora il OILIHKK MOXJIMBUX NPHUUYUH TOPYIIEHHS 30pY, SIKI MOKYTh BKJIIOYATH KaTapakxTy,
rilaykoMy abo Taki pIAKICHI 3aXBOPIOBAaHHS, K ILIEHTpalibHa CEPO3HAa XOPIOPETUHOMATIsA, MPO MIO0
MOB1IOMJISLIIOCS TICHISI 3aCTOCYBaHHS KOPTUKOCTEPOi/iB CHCTEMHOI Ta MICIIEBOI Aii.

Peaxyii cinepuymausocmi

Peakiii rimepuyTauMBOCTI, BKJIIOYAIOYM BHUIAIKH CBUCTSAYOTO JIUXAHHS, MOXYTh BHHHKATH ITICIIA
1HTpaHa3aJIbHOTO 3aCTOCYBaHHS MOMeETa3oHy (ypoary. Y TakomMy pasi Tepamiro MpernaparoM Ciij
MIPUTIUHUTH.

Imynocynpecisn



[TamienTH, K1 JIKYIOTBCS TIpemapaTaMu, 10 MPUTHIYYIOTh IMYHHY CHCTEMY, OLIBIN COPUUHATIHMBI 10
iHGekii, HiX 370poBi Jroau. Hampukian, BITpsHKa 1 Kip MalOTh OUTBIN TSHKKUM mepedir y aiTei Ta
JOPOCIHX 31 3HIWKEHUM IMYHITETOM, SIK1 3aCTOCOBYIOTh KOPTHKOCTEpOinu. Taki mamieHTH moTpeOyroTh
0c00JIMBOI yBaru Ta 3aCTOCYBaHHS NMPOTUBIPYCHUX MpenapariB ado BakuuHamii. Brmus 1o3u, cnoco0y i
TPUBAJIOCT]1 3aCTOCYBAaHHS KOPTHKOCTEPOI/IIB HA PU3UK PO3BUTKY TI'eHEpaaiz0BaHOi 1H(EKIIT MOKU 110
HEBIJIOMHUIA.

HazanpHuii cnipeii MoMeTa3oHy ¢ypoaty Cilifi 3aCTOCOBYBaTH 3 00EpEXHICTIO ab0 HE 3aCTOCOBYBATH
30BCIM XBOPHM 3 aKTUBHOIO 200 JIATCHTHOIO TYOCPKYJIBO3HOI 1H(EKIIEI PEeCIipaTOPHOTO TPAKTY, a
TaKOXX TPH HEJIKOBaHIN rpuOKOBiN, OaKTepiaNbHIN, CUCTeMHIN BipycHIN iHdeKIii ado nmpu iHdekIii
herpes simplex 3 ypaskeHHSIM O4ei.

Bnaus na cinomanamo-2ino@izapHo-HaoHupKo80O3aI03HY CUCTEM)

l'inepagpeHOKOPTUIIN3M 1 aJipeHaNIbHA CYTIPECis

[Tpu TpuBasioMy 3aCTOCYBaHHI iIHTpaHA3aIbHUX KOPTHKOCTEPOIiB, OCOOJIMBO Y BUCOKHX J103aX, MOKYTh
BiIMIYaTHCS CUCTEMHI e(eKTH, TaKi K FinepagpeHOKOPTULIM3M 1 aapeHaIbHa cynpecis. Baxmuso, o6
IPU JTOCATHEHHI TEPaneBTHYHOTO e(eKTy /103a IHTpaHa3aIbHUX KOPTHKOCTEPOiniB Oyna 3HMKEHA 0
MiHIMaJbHOI €(EeKTUBHOI 103U, fKa KOHTPOIIOE MEepelir 3aXBOPIOBaHHS, MO0 YHUKHYTH PO3BHUTKY
CHCTEMHHX MOOIYHUX e(PEKTiB.

VY pa3i mosiBU O3HAK PO3BUTKY HEO0AKAHOTO CHCTEMHOTO BIUIMBY JIIKYBaHHS Ha3aJdbHUM CIIPEEM 3
MOMETa30HY ypoaToM CIIiJ TOCTYIIOBO MPUTTUHUTH.

Bnnueé na ounamixy pocmy y dimetl

Koptukoctepoimu MOXYTh NPU3BECTH JO 3aTPUMKH POCTY y IiTeH. PekOMEHAYeThCS pEryNsipHO
CTeXKHUTH 32 TUHAMIKOIO POCTY JiTEH, SKi JIIKYIOThHCS IHTpaHA3IbHUMH KOPTUKOCTEPOiaMU MPOTATOM
TPUBAJIOTO Yacy.

I'neHcrpeidr AKTUB MICTHTh OCH3QJIKOHIIO XJIOPHI, SIKUH MOXKE CHPUYMHUTH TOAPA3HEHHS CIM30BOT
000JIOHKH HOCA 1 OPOHXOCTIAa3M.

Crnig mam’aTaTH, 10 KOPTUKOCTEPOiIN MAIOTh OCOOJIMBO MOTYKHUU JiabeToreHHud edeKT 1 MOXKYTh
MPU3BECTH JI0 30UTBIICHHS IEYIHKOBOTO TJIFOKOHEOTCHE3y Ta 3HWKCHHS ITOTJIMHAHHS TJIFOKO3U
nepupepuyHUMU TKAHMHAMU Ta J0 TiIepriliKeMii.

3acmocysanus nayienmam aimHb020 GiKY.

Kniniyni naHi mo0 6e3neku 3acToOCyBaHHS JIKapChKOTo 3aco0y MalieHTaM JITHOTO BiKY BiICYTHI.

3acmocysanns y nepioo eazimnocmi abo 200y8anus 2py0oio.

CremiabHUX JOCIIKEHB A1 IpernapaTy y nepioj BariTHOCT1 a0 TOAyBaHHS TPYAJII0 HE POBOIMIIOCS.
3acTocyBaHHS y NI€pPioJ1 BariTHOCTI.

Aszenacmuny 2iopoxnopud. AJEKBaTHUX 1 KOHTPOIHOBAHUX KIIIHIYHUX BUIIPOOYBaHb 3a Y4aCTIO BariTHUX
KIHOK He MpoBoAWJIOCA. Y JOCHiJaX Ha TBapuHAX as3ellaCTMHY TiIPOXJIOPUA CIPUYMHSAB
€MOPI0TOKCUYHICTD.

Momema3zony ¢pypoam. AneKBaTHHUX 1 KOHTPOJIbOBAHUX KJIIHIYHUX BUIPOOYBaHb 3a y4acTO BariTHUX
KIHOK HE ITPOBOJIUIIOCS.

Crin 3BepHYTH yBary Ha Te, IO 3aBJSKU NPUPOJTHOMY 30UIBIICHHIO MPOIYKYBAaHHS KOPTHKOCTEPOi IiB
ITiJT 9ac BariTHOCTI OUIBIIICTH KIHOK MOTPEOy€e MEHIITUX /103 €K30T€HHUX KOPTUKOCTEPOI IiB, a OaraTboM
3 HUX HE MOTpiOHE JIKYBaHHS KOPTUKOCTEPOilaMH y Mepioj] BariTHOCTI.

3acTocyBaHHs y MepioJi FOYBaHHS TPYTIO.

Azenacmuny 2iopoxnopud. HeBiioMo, 4M BHUIUIAETHCS a3€NAaCTHHY TiAPOXJIOPUI y TPYIAHE MOJIOKO
JIFOTMHHU.

Momemaszony ¢pypoam. HeBigomo, 4n BUALISETHCS MOMETa30HY (hypoar y rpyiHe MOJIOKO JIFOAUHU.




30amuicms  enaueamu Ha WEUOKICMb peaxyii npu Kepy8awHi ABMOMPAHCHOPMOM a0O0 [THUUMU
MexanizMamu.

CreniaabHUX AOCIIPKEHb BIUIMBY Mpernapary Ha 3/1aTHICTh KEepyBaTH TPAaHCHOPTHUMH 3aco0amu Ta
IHIIMMHA MEXaHi3MaMH He MPOBOIMIIOCS.

OckUtbKkH OynH TIOBIIOMJICHHSI MPO IOSBY COHJIMBOCTI Yy JIESIKWX IAIIEHTIB, SKI B XOA1 KIIIHIYHHUX
JOCIIIKEHb 3aCTOCOBYBAJIM a3€JIACTHHY T1IPOXJIOPH] B JIIKAPCHKIN (hOpMi HA3aIBHOTO CHIPEIo, Mij Yac
JIKyBaHHS TIpenapaToM MarieHTaM CiiJi yTPUMYyBaTHCh BiJ pPOOOTH, IO BHMArae IIiJABUIICHOL
KOHIICHTpALlli yBaru Ta MBUIAKOCTI peaKIiil.

Cnoci6 3acmocysannsa ma 0o3u.

[Ipenapat npu3HaYeHUH TIJIBKYU JIJIs IHTPaHA3aJIBHOTO 3aCTOCYBAHHS.

Hopocni i dimu gixom 6i0 12 poxis. PekoMeHI0BaHa 1032 CTAHOBUTH | BIOPCKYBaHHS B KOXKHY Hi3/IpIO
2 pasu Ha J100y.

THayiecumu 3 nopywenusm Gyukyii nupox. Kopekiis mo3u He MOTpiOHA MaIieHTaM 3 HUPKOBOIO
HEJIOCTATHICTIO JIETKOTO CTyIeHs (KIipeHe kpeaTuHiny > 79 mur/xB). [larieHTaM 3 MOMipHOO Ta TSHKKOFO
HUPKOBOIO HEIOCTATHICTIO (KITIipeHe KpeatuHiny < 79 mu/xB — > 10 MiI/XB) mmpenapar ciij1 3aCTOCOBYBaTH
3 00€epeXHICTIO Ta MiJ] CYBOPUM HATJISOM JIiKapsl.

Iayienmu 3 neuinkosoio Heoocmamuicmro. Kopekiist 1031 He OTpiOHA.

3acTocyBaHHS HA3aJIBHOTO CHPEIO

[lepen koXHMM 3acTOCYBaHHSIM (PIIaKOH HEOOXiTHO 0OEPEKHO CTPYCHYTH HPOTAToM S5 cekyHa. Ilicis
[IBOTO 3HATH 3aXMCHUH KoBHayok. [lepen mepmmM BHUKOpUCTaHHAM (paKkoHa CIliJ HATUCHYTH Ha
J03yI0Uui IpUCTpiil 6 pa3iB mocmiiab. SKIo Ha3anbHUM cripell He BUKOPUCTOBYBABCs Oiiblle 7 THIB,
nepes; BUKOPHCTAHHIM IMOTPIOHO MOBTOPHO HATUCHYTH HA JO3YIOUMH HACOC-pO3MHIIIOBAaY 6 pasiB
MOCTILIIb.

[lepen KOXXHMM 3aCTOCYBAaHHSM CIiJ PETETbHO OYMCTHTH HIic Bix ciu3dy. Ilicis oummneHHs Hoca
CYCIIE€H3110 BIIOPCKYIOTh B KOJKHY Hi3/IpIO, TP LIOMY T'OJIOBY CJIiJl YTPUMYBATH TPOXU HaXMIJICHOIO BHU3.
[Ticns 3acTOocyBaHHS HAKOHEYHUK PO3MMIIIOBaYa MOTPIOHO MPOTEPTH 1 HAKPUTH 3aXUCHUM KOBITAYKOM.

Jimu.
Hemae noctaTHBOr0 KJIIHIYHOTO I0CBiY 3aCTOCYBaHHSI IIpenapaTy AiTIM BikKoM 110 12 pokiB, TOMy Horo
HE CJI1J] 3aCTOCOBYBATH IaLlI€EHTaM I[i€] BIKOBOI KaTeropii.

Ilepeoo3ysanns.

[ToBigoMieHb 11010 IepeA03yBaHHs mpenapaToM [ meHcnpeld AKTUB HeMae.

VY pa3i rocrporo mnepeao3yBaHHS MOKJIMBI MOPYLIEHHS 3 OOKY IIEHTpalbHOI HEPBOBOI CHUCTEMH
(connuBicTh, 3amamopodeHHsi). [lepopanbHe OgHOpa30BE 3aCTOCYBaHHS a3e€JacTUHY TiAPOXIOPUIY Y
o031 A0 16 Mr mig 4ac KIIHIYHMX JOCTIIKeHb HE TPHU3BENIO 0 MiABUIICHHS YaCTOTH CEPUO3HHX
HeOaxxaHux edexTiB. JlikyBaHHS cUMITOMAaTHYHE. AHTUAOT HEBIAOMUH.

Hewmae moBijiomieHs Ipo BUMAAKK TOCTPOTO 200 XPOHIYHOTO MEPEI03yBaHHSI MOMETa30HY PypoaTom y
BUTJISIII Ha3aJIbHOTO cripero. [1oBimoMIIsiiocst po 3aCTOCYBaHHS OJJTHOPA30BUX IHTpaHA3AIBHUX 03 10 4
MT 1 IEpOPATHHUX IHTAISAIIHHAX 703 10 8 MI JOOPOBOJIBIISIM 0€3 Oyab-SKHX MOOTYHUX e(DEeKTIB.
XpoHiuHe Mepeno3yBaHHS Oyb-IKHM KOPTUKOCTEPOIZOM MOXE MPHU3BECTH [0 MOSBU CHUMIITOMIB
TIepKOPTULIU3MY.

Ilo6iuni peaxuii.

VY Xo#l KITHIYHOTO JOCHIKEHHs MOOI4HI epeKTH, MOB’s3aHi 13 3aCTOCYBaHHIM HA3aJbHOTO CIPEIO 13
BMICTOM a3eJIaCTHHY T1IPOXJIOPHIY Ta MOMETa30HY Gypoary, Oyiu 3apeecTpoBaHi y 11 mamieHTiB i3 282,
gkl Opanu y4yacTb y JociikeHHI. Bepboro Oyno 3apeectpoBaHo 18 BumaakiB HeOaxaHHUX peakiiH,
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OB’ sI3aHUX 3 JIIKYBaHHIM KOMOIHAIIIEI0 a3eJIaCTUHY 1 MOMeTa30HY. Hailb11b11 momupeHuMu oo 19HIME
peakiisMu OynM TOJOBHHM OuNb 1 JOWCreB3id. [HIMMH MOOIYHUMHU peakiisMU OYyiIW COHIIMBICTS,
MJISIBICTB, HYJIOTa, TUCIIETICIs 1 uXaHHs. binburicTs mo0iuHuX edeKTiB Oyau JETKOro CTYIEHs TSHKKOCTI,
1 B XO1 TOCIIKeHHSI He OYIJI0 TIOB1IOMJICHB PO CEPHO3HI HeOaKaHi peakxilii.

Hwxkue HaBemeHo moOidHI peakilii, sIKI CIIOCTEPIraJucs MPU 3aCTOCYBAaHHI OKPEMHUX KOMITOHEHTIB
npemapary.

Ha3zanvHnuii cnpeti azenacmuny 2iopoxnopudy

Yacro (1 — 10 %): cieuudigaumii Tipkuil CMaK MOXE 3’ SIBUTHCS IMiCTIs 3aCTOCYBaHHS CIIPEro (HaivacTime
yepe3 HENMpaBWJIBLHUHN CIOCIO 3aCTOCYBaHHA, a caMe KOJIM roJIoBa 3aHAJTO BIIXHIJIEHA HA3aja Mija Yac
BIIOPCKYBAHHS IIpemaparty), Mo B OKPEMHUX BUMAIKAX MOXKE IPU3BECTH JI0 HYIOTH.

Heuwacro (0,1 — 1 %): TuMuacoBe moapa3HeHHs 3amalieHo] CIM30BOi 000JIOHKM HOCAa MOXKE BUHUKHYTH
pa3oM 3 TAKUMU CHMIITOMaMH, SIK TIEUiHHs, CBEpOikK, YXaHHS 1 HOCOBI KPOBOTEYI.

VY nyxe pinkux Bunaakax (< 0,01 %) moimomuisuiocss Mpo peakiii rinepyyTauBOCTiI (BUCHUIAHHS,
CBepOiK, KPOIIHMB’ IHKA).

JlocBiT micsipeecTpaliiHoOro 3acTOCYBaHHS

[To6iuHi peaxitii, BUSBJICHI ITij] 9aC TOCTMAPKETHHTOBOTO 3aCTOCYBAHHS HA3AIBHOTO CIIPEIO a3€JIACTUHY:
Oi1b y >KMBOTI, MEYIHHS B HOCI, HYAOTa, COJOJKHI MpUCMaK, MOJpPa3HEHHs ropia, aHadilakToigHi
peaxiii, mojpa3HeHHS B Miclli 3acTOCyBaHHs, (GpiOpuisILis nmepeacepap, NOPYIIEHHS 30py (HEWiTKICTh
30py, KaTapakTa, TjaykoMa, IIEHTpallbHa Cepo3Ha XopiopeTuHomartis (AuB. po3ail «OcoOamBoOCTi
3aCTOCYBaHHS»)), OUTb y TPYSX, CIUTYTaHICTh CBIIOMOCTI, 3alTaMOPOYCHHSI, 3a/IUIITKA, HAOPSIK 00 THYYs,
rinepTeH3isi, MUMOBIJIbHI CKOPOYCHHS M’ 531B, HEPBO3HICTh, MPHUCKOPEHE CEpIECOUTTS, IMapecTesii,
apocMis, MapoKCU3MalbHE YXaHHS, CBEpOIK, BUCUIIAHHS, TIOPYIIECHH a00 BTpara HIOXY 1/a00 cMaKy,
Taxikap/is, iIMyHOJIOTI4YHa TOJEPaHTHICTh, 3aTpUMKa cedi, kcepodTanbMis. OCKUIbKY BKa3aHi peakilii
CTOCYIOTBCSI TIOMYJIALII HEBH3HAYEHOI YMCENBHOCTI, HE 3aBXKIU MOXKHA JIOCTOBIPHO OI[IHUTH IXHIO
4acTOTy a00 BCTAHOBHUTH MPUYUHHO-HACTIAKOBHI 3B’ 30K 13 3aCTOCYBaHHSAM Ipernapary.

Haszanvnuii cnpeii momemasomny ¢pypoamy

Pecmiparopni, TopakanpHi Ta MeIIaCTHHAJIBHI PO3JIaJU: HOCOBI KpOBOTeYi, (DapHHTIT, MedyiHHA abo
MOJIpa3HEeHHs B HOCI, HOCOBI Bupa3ku — yacto (1 — 10 %).

3araipHi MOPYLICHHS Ta MiCIIEBI peakilii: roJoBHu# 61k — yacTo (1 — 10 %).

HocoBi kpoBoTeui Oynu B OCHOBHOMY JIETKOT'O CTYHEHSI BUPa)XXEHOCTI 1 HE MOTpeOyBalild BTPYy4aHHS
JKaps.

VY nitell HaifyacTillle CHOCTEpIrajaucsi HOCOBI KpPOBOTEYl, I'OJOBHHM OuIb, MOAPAa3HEHHS CIM30BOL
000JIOHKH HOCA, YXaHHS.

CucremH1 oO14YH1 €peKTH Mij yac JIKYBaHHS Ha3aJbHUMU KOPTUKOCTEPOiJaMH MOXKYTh BUHUKATH MIPU
3aCTOCYBaHHI BUCOKHUX JI03 IPOTSATOM TPUBAJIOTO Yacy.

JocBia nicaspeecTpalliiHOro 3aCTOCYBaHHs

[To6iuHi peaxilii, BUSBIEHI i1 4aC MOCTMaPKETHHIOBOTO 3aCTOCYBAHHS HA3aJIbHOTO CIIPEI0 MOMETA30HY
¢bypoary: neyiHHs 1 HOJIpa3HEHHs B HOCI, aHa(1JIaKCis Ta aHT1IOHEBPOTUYHUN HAOPSIK, MOPYIIEHHS CMaKy
Ta HIOXY 1 ep¢opariisi HOCOBOT EPETOPOIKH.

3acTocyBaHHSI Ha3aJbHOTO CIPEI0 13 BMICTOM a3eNaCTHHY TiIpOXJIOpUIy Ta MOMETa30Hy (ypoaty y
NaIieHTiB MOXe Mpu3BecTu A0 miaBuiieHHs pisus AJIT, ACT.

3actocyBaHHs npenapary [ nencnpeil AKTUB MOKe MPU3BECTH /10 PO3BUTKY MOPYLIEHHS 3 OOKY HUPOK
Ta CEYOBUAUIBHOI CUCTEMH (TeMaTypis).

KopTtukoctepoinu CTUMYIIOIOTh CEKpEIil0 KUCIOTH Ta TETCHHY, 0 MOXKE MPHU3BECTH J0 PO3BUTKY
racTPUTY Ta TIEPXJIOPTiIpii.

Tepmin npuoammnocmi.
2 pOKH.



YmoBH 30epiranus.
30epiraTu B 3aXMIEHOMY BiJ CBiTJIa MicIli mpu Temnepatypi He Buie 25 °C. He 3amopoxyBatu.
30epiraTy y HEIOCTYITHOMY JIUIS JIIT€H MICIIi.

YnakoBka.
ITo 75 a6o 150 no3 y nomietuneHoBomy ¢uakoHi. [To 1 ¢aakony 3 103yr04MM HACOCOM-PO3MUITIOBAYEM,
3aKPUTUM KOBITAYKOM, Y KAPTOHHII KOPOOITi.

Kareropis Bizmycky.
3a pelenTtom.

BupooOnuk.
I'neamapk ®apmacerorukans JIta. / Glenmark Pharmaceuticals Ltd.

Micue3naxoa:keHHsI BUPOOHUKA Ta HOT0 ajpeca Micusi NPOBAIKeHHS XislJIbHOCTI.
brok 111, ceno Kimanmypa, bagni-Hamarapx Poyn, texcin banni, p-u Conan, X.I1. 173 205, Tamis /
Unit 11, Village Kishanpura, Baddi-Nalagarh Road, Tehsil Baddi, Distt. Solan (H.P.) 173 205, India.



