IHCTPYKIIA

JJIS1 MEIUYHOT0 32CTOCYBAHHA JIIKAPCHKOIo0 3ac00y

TJIEHCIIPEN AKTUB

(GLENSPRAY ACTIVE)
Cknao:
Oitoui peyosunu: MOMETa30HY (hypoar 1 a3elaCTUHY T1APOXJIOPUL,
1 1o3a MicTUTH MOMeETa30HY GypoaTy 50 MKT Ta a3enacTuHy Tipoxiopuny 140 Mxr;
OONOMINCHI ~ pedOoBUHU. LIEJTH0JI032 MIKpOKpHUCTAaJIuHa Ta HaTpiIo
KapOOKCHMMETHIILIENI0NI03a; HATPiI0 KapMello3a; TIoKo3a 6e3BoaHa; noiicopbar 80;
OEH3aJIKOHIIO0 XJIOPUI; AMHATPIIO €AeTaT; He0TaM; KUCIIOTa JIMMOHHA, MOHOT'1IpaT;
HATPIIO LIUTPAT; BOJA JJIS 1H €KIIH.
Jlikapcbka ¢opma. Cripeil Ha3aIbHUM, 1030BaHUN, CYCIIEH31s.
OcnosHi ¢hizuxo-ximiyni enacmusocmi: Oina abo mMaiixe Oina cycreHsis.
dapmakoTepaneBTHYHA rpyna.
[TpoTrHaOPSKOBI Ta 1HII MIpenapaT s MiCLIEBOTO 3aCTOCYBaHHS MIPU
3aXBOpIOBaHHAX MOopokHUHU Hoca. Koptukocrepoign. Kog ATX ROTA D.
Dapmakonoziuni eracmusocmi.
Dapmakoounamixa. KomOiHOBaHMN NPOTUHAOPAKOBUM 3acid A  MICLIEBOrO
3aCTOCYBaHHS, IKMI MICTUTh MOMETa30HY (ypoar Ta a3elacTUHY T1IPOXIOPHI.
A3zenacTuHy TiAPOXJIOpHA — NOXiAHE (Tasa3MHOHY. UMHHUTH MPOJIOHTOBaHY
aHTUANepriyHy [Jito. Mae BHpakeHI CeJNEeKTHBHI BIACTHBOCTI AaHTaroHiCTa
ricraminoBux Hj-penenrtopiB. A3enacTMH NPHUTHIYY€ CHUHTE3 a00 BHUBUIbHEHHS
XIMIYHUX MeEJIaTopiB, 110 OepyTh Y4acThb y PO3BUTKY paHHIX 1 MI3HIX CTalii
aJIepriyHuX peakiii, TakKuX K JeUKOTpieHH, ricTaMiH, iHriditopu PAF 1 cepoToHiH.
OcCHOBHHMIT MeTa0OJIT a3elacTHHy — JIe3METWIIA3eNacThH, SKAH TaKoX €
aHTaroHicToM rictaminoBux Hi-penenropis.

Mowmetaszony ¢pypoar — CHHTETUYHHI KOPTUKOCTEPOI/ TSl MiCIIEBOTO 3aCTOCYBAaHHSI,
SAKMA YMHUTh BHPAXEHY MpOTH3amaibHy Ait0. TouyHMl MexaHi3M  Aii
KOPTUKOCTEPOIiB ITPH aJIEPTiYHOMY PUHITI TOKH 1110 HeBinoMuil. KopTukoctepoinu
JIEeMOHCTPYIOTh IIMPOKHIA Jiama3oH Aii Ha pi3Hi KIITHHHU, a cCaMe Ha TeNapUHOLIUTH,
eo3uHodinu, HelTpodinu, makpodaru, miMOIMTH, a TAaKOXK Ha MeIiaTopu
3amaneHHs (TiCTamiH, €HKO3aHOIAM, JEWKOTpPIEHH Ta I[HUTOKIHK). MexaHi3M
MPOTU3ANaIbHOI Ta MPOTHANEPTiYHOI [ii MOMETa30Hy (ypoaTy B OCHOBHOMY
OB’ s13aHUH 3 HOTO 37aTHICTIO MPUTHIYYBAaTH BUBLIBHEHHS MEIIaTOPIB aJIepridYHUX
peaxiiu.

JlocnipKeHHs ToKa3aliy, 1110 MOMETa30Hy (QypoaT y BUIIISAI Ha3albHOTO crpero 50
MKI//103y MIPH MICIIEBOMY 3aCTOCYBaHHI 3HHXKY€ PIBEHb JE€SIKUX MEIIaToOpiB PaHHBOI
Ta Mi3HBOI (ha3u anepriyHoi peakuii, 3MeHIIye (MOPIBHSAHO 3 IUIanebo) piBEeHb
ricraMmiHy Ta €03MHO(IBLHOTO KaTIOHHOTO MPOTETHY 1 3HMXKYE (TOPIBHIHO 3 0a30BUM
3HAYEHHSAM) KUIBKICTh €O03MHO(UIIB, HEUTpO(DITiB Ta aAre3uBHUX MPOTEiHIB
emiTeTiaabHUX KIITHH.

@apmarokinemura. OxpeMoro ¢GapMaKOKIHETHYHOTO JIOCIHITKCHHS Ha3albHOTO
CIIpEIO 13 BMICTOM a3eJIacTUHY T1IpOXJIOpHILy Ta MoMeTa3oHy gypoaty (140 mxr/50
MKT) HE ITPOBOJMIIOCS.



Abcopoyis

[Ticns iHTpaHa3aIBHOTO 3aCTOCYBAHHA 2 BIOPCKYBaHb B KOKHY Hi3/IPIO HA3aJIbHOTO
Crpero asenacTuHy (3arajibHa J03a 548 MKr) cepelHsl MIKOBAa KOHIIEHTpALis
azenactuny B 11a3Mi (Cy,¢) cTaHoBUTh 200 mir/mit, cepeiHs cUCTEMHA €KCITO3UITis
(AUC) — 5122 nr x ron/mn, cepenniit yac (Tpyax) 101t nocsirHeHHs Cpyax CTAHOBUTH

3 romunu. CucremHa OIOJOCTYNHICTh a3€JAaCTUHY TIAPOXJIOPUAY  HicCIs
IHTpaHa3aJIbHOTO 3aCTOCYBAHHS CTAHOBUTH MpUOIM3HO 40 %.

Cycnien3is MoMeTa3oHy (QypoaTy IpHU 3aCTOCYBaHHI Y BUIJISI HA3aJIBHOTO CIIPEIO
Mae Jyke HHU3bKy OiomoctymHicTh (<1 %), 110 NPOAEMOHCTPYBAaB UYyTIUBHMA
KUIBKICHHUH aHajli3 3 HIHKHBOIO MeXero KinbKicHoro Bu3HadeHHs (LOQ) 0,25 mr/mi.
Posnooin

[Ipu BHYTpILIHHOBEHHOMY Ta NEPOPAIBHOMY 3aCTOCYBaHHI PIBHOBR)XXHUH 00’€M
PO3MOILTY a3eIacTUHy CTAaHOBHUTH 14,5 JI/KT. In vitro 3B’ 13yBaHHs 3 OLTKaMU TJIa3MH
a3eNlaCTUHY Ta HOro akTHUBHOTO METa0OMITy J€3MEeTHJIA3eNacTUHY CTaHOBHTH
BianoBigHO 88 % 197 %.

In vitro 38’ s13yBaHHA 3 O1JIKaMU IJ1a3MH MOMETA30HY (ypoaTy 3HAXOIUTHCA Y Mexax
BiZ 98 110 99 % npu niamas3oHi KoHUEHTpaii Bix 5 10 500 Hr/mi.

Memabonizm

A3zenacTuH MeETa0OI3Y€ThCS IIIIIXOM OKHUCIEHHS (EPMEHTHOIO CHUCTEMOIO
muToxpoMmy P450 10 OCHOBHOTrO akTHMBHOTO METAOOMNITY — JAE3METHIIA3EeIacTHHY.
Crnenudiuni i3opopmu P450, BinnosinanbHi 3a 6ioTpanchopMallito a3enacTiHy, He
Oynmu ineHtudikoBaHi. Ilicas OJHOKPATHOrO IHTPaHA3aJbHOIO 3aCTOCYBAHHS
Ha3aJIbHOTO CIIPEI0 a3eiacTUHy (3araibHa jo3a 548 Mkr) cepenne 3HauU€HHS Cipyax
ne3MeTniasenacTuny craHoBuTh 23 nr/mi , AUC — 2131 nr X rog/mi, cepeatin Tiyax
CTaHOBHUTbH 24 roauHu. [licist MOCATHEHHS PIBHOBa)XKHOI KOHIEHTpAIii a3eJacTuHy
IpU 1HTpaHa3aJIbHOMY 3aCTOCYBaHHI IUIa3MOBI KOHIEHTpAIi Ae3MeTHIa3eIaCTUHY
3Haxoauiucs y nianasoni 20-50 % Bix KOHIEHTpaLill a3e1acTHHY.

JlocmipKeHHsT MMOKa3and, IO 4YacTMHA O3 MOMeETa3oHy (¢ypoary, o
MIPOKOBTYETHCS 1 BCMOKTYETBCS, MIIA€ThCS aKTUBHOMY MeTabomismy. B mma3mi
OCHOBHMX Me€Ta0omiTiB BusABIeHO He Oyno. [licns inkyOauii in vitro omHuMm 3
APYTOPSAHUX METa0OoMITIB, IKUH YTBOPUBCS, OyB 6B-riIpokcuMoMeTa3oHy ¢ypoar.
Y wMikpocoMax TMEYiHKM JIOJUHM (opMyBaHHA MeTaOOINITy PEryO€ThCS
uutoxpoMom P450 3A4 (CYP3A4).

Bueseoenns

[Ticna iHTpaHA3aJIbHOTO 3aCTOCYBAaHHS HA3aJIbHOTO CIPEI0 a3elacTUHY Mepiof
HaIIBBUBE/ICHHS Aa3€JaCTUHY CTAHOBHMB 22 TOAMHH, JAE3METWIa3eNacTuHy — 52
roguau. [Ipubnusuao 75 % nepopanbHOi 103U a3eIacTUHY TiAPOXIOPUITY, MIYEHOTO
paioaKTUBHUM 130TOIIOM, BUBOJIMIIOCS 3 OpraHi3my 3 Kajom, npuaomy Menie 10 %
— Yy BUIJISIII HE3MIHEHOTO a3€JIacTUHY.

[Ticns BHYTPIIIHBOBEHHOTO 3aCTOCYBAaHHSI IEpioJl HAMiBBUBEACHHS MOMETAa30HY
¢bypoaty CTaHOBHTH 5,8 TOAUHN. BUBOIUTKCS 3 OpraHi3My y BHUIJISIII META0OMITIB B
OCHOBHOMY 3 KOBYIO 1 B 00MEXEeH1i KIIBKOCTI — 3 ceuero.

Dapmaxoxinemuka y OKpemux epyn nayicHmis.

lleuinkosa nedoocmammuicmo

[Ticns mepopalbHOrO 3aCTOCYBAaHHS a3e€JIaCTHHY IE€YiHKOBA HEJOCTATHICTH HE
BIUIMBaJIa HA ()apMaKOKIiHETUYHI MTapaMeTpHu.




BBenenns onHopa3oBoi iHramsmiinoi o3 400 MKr MometasoHy (ypoary
nalieHTam 3 Ie4iHKOBOIO HEJIOCTATHICTIO JIETKOTO, CEPETHBOTO Ta TSXKKOTO CTYICHS
mume y 1 abo 2 mari€eHTiB 3 KOXKHOI TPYNU CIPUYUHUIIO TOSBY MIKOBUX MJIa3MOBUX
KOHIIEHTpaliii MomeTazoHy Qypoaty (Big 50 mo 105 nr/mi), mo BHU3HAYaJIUCH.
CroocrepexyBaHi MIKOBI IUIa3MOBI KOHILIEHTpALii 30UIBLIYIOTBCS 3 POCTOM
BUPAKEHOCT] MEYIHKOBOT HEJOCTATHOCTI.

Hupkosa neoocmammicmo

JloCHiDKeHHST TepOpaJIbHOTO  3aCTOCYBAHHS OJHOKPATHUX 103  a3ellaCTHHY
nalieHTam 3 HUPKOBOIO HEJAOCTATHICTIO (KJIIpeHC KpeaTuHiHy <50 MII/XB) MOKa3aiu
niaBuieHHs Cpax 1 AUC Ha 70-75 % mOpiBHAHO 31 3I0POBUMHU J100POBOJIBLISIMU.

Yac nocsarHeHHsl MaKCUMallbHOT KOHIIEHTpAIii HE 3MIHUBCS.

BrumB HUPKOBOI HEIOCTATHOCTI Ha (PapMaKOKIHETHKY MOMETa3oHy (ypoary He
JIOCITIJIKYBaBCSL.

Bix

Bix He BmumBaB Ha (QapMaKOKIHETHUYHI NapaMeTpu a3eslacTUHy IpH Horo
nepopajibHOMy 3acTocyBaHHI. @DapMakoKiHETHMKa MOMeTa3oHy (QypoaTy He
JOCIKyBanacs y neaiaTpuyHii NOImyJIsii.

Cmamy

VY pa3i mepopaibHOro 3acTOCYBaHHSI a3ellaCTUHY CTaTh HE BIUIMBaJla Ha Moro
(dapmakokiHETHYHI napaMerpu. BrmimuB crtari Ha (apMakOKIHETHKY MOMETAa30HY
(dbypoary He TOoCTIKyBaBCs.

KutiniyHI XapaKTepUCTHKH.

Ilokazanns.

Ce30HHUH anepriyHuil puHIT.

LinopiyHuii anepriyHui pUHIT.

Ilpomunokazanns.

[NinepuyTiMBICTS 10 a3€1aCTUHY TIPOXJIOPUIY, MOMETa30HY Gypoaty abo A0 IHIINX
KOMITOHEHTIB Mperapary.

HenikoBaHna nokanbHa 1H(EKIis cIM30BOT 000JOHKH HOCA.

TpaBma HOCa ab0 HEIO1aBHO MepEHECeHa omepallisi Ha HOCI.

B3aemooia 3 inwumu nikapcoKumu 3acodvamu ma inuwii 6uOU 63acmooiil.
CremianibHUX JOCTIHKEHB JIIKAPChKOT B3aeMOJIii KoMOiHaIli y (pikcoBaHMX 103ax
a3eNlaCTUHY T1IPOXJIOPUIY Ta MOMETa30Hy (ypoaTry y BHUTJISI HA3aJbHOTO CIIPEIO
He npoBoauiiocs. Hukde HaBeIeHO JaH1 010 OKPEMUX KOMIIOHEHTIB, SIK1 BXOIATh
1o ckiaay npenapary. OCKiUIbKA MOMETA30H 1 a3e1acTHH BIUTMBAIOTH Ha Pi3HI BUIH
perenTopiB, JiKapchKka B3a€MO/Iisl IIPH 3aCTOCYBaHHI 111€1 KOMOIHAIIl1 HE OYIKY€EThCSI.
A3enacTUHY T'iIpOXJIOPHL

Jlenpecanmu yenmpanbHoi Hep8os8oi cucmemu

[Ipu onmHOYacHOMY 3acTOCYBaHHI a3elaCTUHY 3 ajKorojeM abo 3 IHIIUMH
JenpecaHTaMu IeHTPAIbHOT HEPBOBOI CUCTEMH MOMJIMBE 3HWKEHHS KOHIIEHTpAIi
yBaru i noripieHHs QyHKUIA HEHTPaIbHOI HEPBOBOI CUCTEMH.

Epumpomiyun i kemoxkonazon

Oninka EKI' marfienTiB, siki 0OJIHOYaCHO 3aCTOCOBYBAJIM INEPOPAIBbHO a3€JaCTHHY
TIAPOXJIOPHU 1 €PUTPOMIIIMH a00 KETOKOHA30JI, MMOKa3ye, 10 KITHIYHO 3HAYYIIHMA
BruB Ha QT-inTepBan (abo Benununny QTc) BincyTHiil. [lepopanbhe 3acTocyBaHHs
eputpoMinuHy y A031 500 mr 3 pas3u Ha JeHb OPOTAroM 7 THIB HE BIUIMBAJIO Ha
(dhapmakokiHeTHKy aszenactuHy Ta BenuuuHy QTc. KetokoHasomn npu 3acTocyBaHHI
y 1031 200 Mr 2 pa3u Ha JeHb MPOTATOM 7 JHIB IMEPEIIKOHKaB BUMIPIOBAHHIO




IUIa3MOBUX KOHIIEHTpalil a3elacTUHY METOJOM aHaJITHYHOI BHCOKOE()EKTHBHOI
pinunHoi xpomartorpadii (BEPX); omnmak BmimuBy Ha BenuuunHy QTc He
CIIOCTEpPITrajioch.

Lumemuoun

[Mumernaun y no3i 400 mr nBiui Ha JeHb NPU OJHOYACHOMY IEpPOPaATIbHOMY
3aCTOCYBaHHI 3 a3€JacTUHY T1IPOXJIOPUIOM Yy 1031 4 MTr JBiYi Ha JEHb MiJIBUIIYE
cepenHe 3HaueHHS Cp,¢ 1 AUC ocTaHHbOTO TpUOIHM3HO Ha 65 %.

Mowmerta3ony @ypoar

Ineioimopu yumoxpomy P450 344

Kemoxkonazon

Mowmeta3zony ¢ypoaT roJIOBHUM YHHOM METa0O0II3yeThCsl B MewiHIl. J{ocmimKeHHs
in vitro maTBEpAWIN TIepHopsaaHy poib muToxpomy CYP3A4 y merabomnizmi 1i€i
crnoinyku. OpHOYAacHE 3acCTOCYBaHHS 3 KETOKOHA30JI0M, IMOTYXKHUM I1HTIO0ITOpOM
CYP3A4, Mmoxe 301IbIIMTH TJIA3MOB1 KOHIIEHTpAIlii MOMETa30Hy Gypoary.
Pumonasip

PuronaBip sk iHriOITOp MpoTea3u MOXKE MPUTHIYYBaTH METa0oJi3M MOMETa30HY
dbypoary mpu OJHOYACHOMY 3aCTOCYBaHHI, IO NPU3BOAUTH JO 30LIBIICHHS
CHUCTEMHOTO BIUIMBY OCTAaHHBOTO Ta 30UIBIIEHHS PU3UKY BUHUKHEHHS MOOIYHHMX
e(eKTiB.

Jlopamaoun

Kuiniuni gocmipkeHHsT JiKapchkoi B3aemojiii Oyiu TPOBEACHI 3 JIOpaTaJHuHOM.
B3aemonii He cioctepiraiocs.

Ocoonueocmi 3acmocy8amnnsi.

A3enacTUHY T'1IpOXJIOPHL

VY KIIHIYHUX BUIPOOYBAHHSAX IMOBIJOMIISUIOCH MPO MOSIBY COHJIMBOCTI Y JIESKHX
MaIi€HTIB, K1 3aCTOCOBYBAIM a3€JAaCTUHY TIAPOXJIOPHU]T Y BHIJISAI HA3aJIBHOTO
crupeto. [1i yac JiKyBaHHS ITpenapaToM MalieHTaM Ciijl yTpUMYyBaTHUCh Bi poOOTH,
10 BUMarae IiJBUIICHOT KOHIIEHTpALli yBaru Ta MBUJIKOCT] peakiii.

Cnig yHMKaTH OJHOYACHOTO 3aCTOCYBaHHS HA3albHOTO CIIPEI0 a3ellaCTUHY 3
ankorojieM abo 3 IHOIMMH JIeNIpecCaHTaMu LEHTPajIbHOI HEPBOBOI CHCTEMH 4epe3
MO>KJIUBE MPUTHIYeHHS (QYHKLINA HEHTPaIbHOI HEPBOBOI CUCTEMH.

Mowmerta3ony @ypoar

Jlokanvhuii 6naus Ha Hic

HocoBa kpoBoTeua

VY KIHIYHUX TOCTIKEHHSIX HOCOBA KPOBOTEYA CIIOCTEpIranacs 4acTille y MaIi€HTIB
3 aJIepriuHUM PUHITOM, SIKI OTPUMYBAJId MOMETa30HY (ypoat y BUIJISII Ha3aJIbHOTO
CIpero, HiXK Ti, XTO OTPUMYBAB IJIaIe0o.

['pubkoBa iHbeKIIisA

VY KIIHIYHUX JOCIIKEHHIX MOMETa30Hy Qypoary y BUIJISI Ha3alubHOro cripeto 50
MKI/JI03y B OKpPEMHUX BHIIaJIKaX CIIOCTEPIraBcsl PO3BUTOK JIOKAIi30BaHOI IPpUOKOBOI
iHdexii Hoca 1 tnotku (Candida albicans). Y pa3i BUHUKHEHHS TPUOKOBOI 1HMEKITIT
3aCTOCYBaHHSI MpernapaTy CJIiJ IPUITUHUTH 1 pO3IIOYaTH BIMOBITHE JIIKYBaHHS.
[lepdopariiss HOCOBOI IEPErOPOIKU

[TooauHoki Bunaaku nepdopaiii HOCOBOT MeperopoaAKu OyJn 3apeecTpoBaHi Mmicis
3aCTOCYBAHHS 1HTPAaHA3aJIbHUX KOPTHUKOCTEpOiniB. fIK 1 BHPONOBXK Oylb-SKOTrO
JIOBrOTPUBAJIOrO JIIKyBaHHS, MallleHTaM, SIKI 3aCTOCOBYIOTh HazajbHUIl crpei 3
MOMETa30HYy (ypoaToM MPOTITOM KIJTLKOX MICSIIIB 1 IOBIIE, HEOOX1THO TIEPI0IUIHO
MIPOXOJAMTH OTJISIT III0JI0 MOKIIMBHX 3MiH CJIM30BOI 0O0OJIOHKH HOCA.




[loripiuieHHs 3aro€HHs paH

Uepe3 rajbMIBHMIA BIUIMB KOPTHUKOCTEPOINIB Ha 3aro€HHS paH MAalli€eHTH, SKi
HEIlO/IaBHO MEPEHECIM BUPA3KH HOCOBOI MEPEropoJIKU, XipypriyHe BTpYUYaHHS Ha
Hoci ab0 TpaBMy HOca, HE MOBMHHI 3aCTOCOBYBAaTH Ha3ajbHI KOPTUKOCTEPOIIH 10
MIOBHOTO O/y>KaHHS.

Ilopywenns 30py

IIpu 3acTocyBaHHI KOPTHKOCTEPOIIiB CHUCTEMHOi Ta MicueBoi il (BKIIOYAIOYH
IHTpaHa3albHe, IHTAJALIMHE Ta BHYTPIIIHBOOYHE BBEICHHS) MOXXYThb BUHUKHYTH
MOPYIICHHS 30py. SIKII0 BUHUKAIOTh TaKi CUMIITOMH, SIK HEUITKICTh 30py a0o0 iHIIIi
MOPYIICHHS 30Dy, MAI[IEHTY CJIiJl MTPOUTU OOCTEXKEHHS Y opTambMoIora i OIliHKA
MO>KJIMBUX MPUYUH NOPYLIEHHS 30Dy, SIKI MOXKYTh BKIIIOYAaTH KaTapakTy, [NIayKOMY
a0o0 Taki piKICHI 3aXBOPIOBaHHA, SIK LIEHTpaJbHAa CEPO3HA XOPIOPETUHOMATIs, PO
110 MOBIAOMJISIIIOCS MICHsI 3aCTOCYBaHHS KOPTHUKOCTEPOiliB CUCTEMHOI Ta MiCLIEBO1
i,

Peaxkyii ecinepuymnueocmi

Peaxuii rinepuyTauBOCTI, BKIIOYAIOUM BUMAJKH CBHUCTAYOIO IMXAHHS, MOXYTb
BUHUKATH MICJIS IHTPaHA3aIbHOTO 3aCTOCYBaHHSI MOMETa30HY (QypoaTy. Y TakoMy
pasi Tepariio pernapaTom CiiJl HPUIUHHUTH.

Imynocynpecisn

[TamienTH, sIKi JIKYIOTbCS MpenapaTaMy, 0 MPUTHIYYIOTh IMyHHY CHCTEMY, OUIBII
CIPUIHATINBI 10 1HEKil, HiX 310poBi Moau. Hanpukian, BITpsHKA 1 Kip MalOTh
OUThII TSDKKMHA Tepebir y aiTedl Ta JOpOCHUX 31 3HI)KEHUM IMYHITETOM, SKi
3aCTOCOBYIOTh KOpTHKOCTepoinu. Taki marieHTu noTpedyoTh 0co0NIMBOI yBaru Ta
3aCTOCYBaHHA MPOTHUBIPYCHUX MpenapaTiB abo BakiuHauii. Brums no3u, cnocoOy
1 TPUBAJIOCTI 3aCTOCYBAaHHs KOPTHUKOCTEPOiliB HAa PU3HMK PO3BUTKY reHEepalli30BaHOi
1H(EKIiT MOKH 1110 HEBIJOMUH.

HazanbHuit cnpeit Mmometasony ¢ypoary ciifi 3aCTOCOBYBAaTH 3 00€pekHICTIO abo
HE 3aCTOCOBYBATH 30BCIM XBOPHUM 3 aKTUBHOIO a00 JIATEHTHOIO TYOEpKYJIbO3HOIO
1H(EKII€I0 pecrmipaTOpHOro TPaKTy, a TaKOX TIPH HENIKOBaHIA TIpuOKOBIii,
OakTepianpHil, cucTeMHIN BipycHii iH}ekii abo npu iHdekuii herpes simplex 3
YPAKEHHSM OYeH.

Bnnue na cinomanamo-einoghizapno-nadHupro803ano3ny cucmemy
I'inepaipeHOKOPTULIM3M 1 aJipeHalbHa CyIpecis

IIpu TpuBamOMy 3acCTOCYBaHHI IHTpaHAa3aJIbHUX KOPTUKOCTEPOiliB, OCOOIMBO Yy
BUCOKHMX  JI03aX, MOXYTb BIIMIUaTHCS CHCTEeMHI  e(eKTH, Taki fK
rinepajpeHOKOPTHIIM3M 1 aJpeHanbHa cynpecis. BaxknuBo, mob nmpu AoCsIrHeHHI
TepareBTUYHOrO e(EeKTy 7032 iIHTpaHa3aIbHIUX KOPTUKOCTEPOiNiB Oyia 3HHKEHA 10
MiHIMaJIbHO €(eKTUBHOI JI03M, SIKa KOHTPOJIIOE Mepedir 3axBOPIOBaHHS, 100
YHUKHYTH PO3BUTKY CUCTEMHHUX NMOOIYHHUX €(PEKTIB.

VY pa3i mosiBM O3HaK PO3BUTKY HEOAKAHOT'O CHUCTEMHOIO BIUIMBY JIIKyBaHHS
Ha3aJIbHUM CIIPEEM 3 MOMETa30Hy (PypoaToM Ciijl TOCTYIOBO MPUITUHUTH.

Bnnueé na ounamixy pocmy y oimeti

Koprtukoctepoian MOXKyTh IPU3BECTH JI0 3aTPUMKH POCTY y AiTell. PekoMeHyeThCs
PEryJISiPHO CTEXUTH 3a JUHAMIKOIO POCTYy JITeH, sIKl JIIKYIOThCS IHTpaHa3aIbHUMU
KOPTUKOCTEPOilaMU POTATOM TPUBAJIOI0 Yacy.

I'mencripeit AKTHB MICTUTh OEH3AIKOHIIO XJIOpUA, SKUA MOXE CHPUYUHUTH
MOJIPa3HEHHS CIM30BOi 00OJOHKM HOCA 1 OPOHXOCTIa3M.




Crinx mam’siTaTy, 10 KOPTUKOCTEPOIAN MatOTh OCOOJIMBO MOTYKHUH 11a0eTOreHHui
epeKT 1 MOXYTb NPHU3BECTH 1O 30UIBLICHHA IMEYiHKOBOT'O TJIIOKOHEOTEHE3Y Ta
3HMKEHHS MOTJIMHAHHS TITIOKO3H Nepu(epUIHUMU TKAaHWHAMHU Ta 70 TIepriliKeMii.
3acmocyeanns nayieHmam 1imHb020 8iKY.

Kniniuni fgaHi mopo Oe3mekd 3acTOCyBaHHS JIIKApCHKOTO 3aco0y MaljieHTam
JITHBOTO BIKY BiJICYTHI.

3acmocysanns y nepioo eacimuocmi abo 200y8aHHs 2pyoor0.

CrenianpHUX JOCTIDKeHb Jii Npemapary y MepioJ BariTHOCTI abo TroJyBaHHs
IPYJUII0 HE TIPOBOIMIIOCH.

3acTocyBaHHS y I1€PioJ BariTHOCTI.

Azenacmuny 2iopoxniopud. AJeKBaTHUX 1 KOHTPOJIbOBAHUX KIIHIYHUX BUIPOOYBAaHb
3a y4acTIO BariTHUX ’KIHOK HE MPOBOAMWIOCS. Y JOCIiZax Ha TBapUHAX a3eaCTHHY
T1IPOXJIOPHU CIPUYHHSAB €eMOPIOTOKCUYHICTb.

Momema3zony ¢pypoam. ANEKBATHUX 1 KOHTPOJIBOBAHUX KIIIHIYHUX BUIIPOOYBaHb 3a
YUYacTIO BariTHUX JKIHOK HE POBOIHIIOCH.

Crin 3BepHYTH yBary Ha Te, 1110 3aBISKH PUPOJIHOMY 30UIBIIEHHIO IPOAYKYBaHHS
KOPTUKOCTEPOIiB IiJ] Yac BariTHOCTI OIBIIICTh XKIHOK MOTpe0ye MEHIIHMX 03
€K30T€HHUX KOPTHUKOCTEpOiliB, a OaraTbOM 3 HHX HE MOTpiOHE JiKyBaHHS
KOPTUKOCTEPOiZlaMU y NIEPiol BariTHOCTI.

3acTocyBaHHs y M€pio rOyBaHHS TPYIIIO.

Azenacmuny eiopoxnopuo. HeBigoMo, 4 BUAUIAETHCS a3eIaCTHHY TiAPOXJIOPUT Y
IpyJIHE MOJIOKO JIFOAUHHU.

Momemaszony ¢pypoam. HeBiiomo, 4 BUAUISETHCS MOMETa30Hy (pypoar y rpynHe
MOJIOKO JIFOJUHH.

30amuicms enauseamu Ha wWEUOKICMb peaxyii npu KepyeamHi asmompaHcnopmom
abo THWUMU MEXAHIZMAMU.

CroenianpHUX  JOCHIUKEHb BIUIMBY IIperapary Ha 3/4aTHICTb  KepyBaTu
TPAHCHOPTHUMHU 3aCO0aMHU Ta IHIIMMU MeXaHi3MaMH HE TPOBOIMIIOCH.

Ockinbku OyJi TOBIZJIOMIJIEHHS PO MOSIBY COHJIMBOCTI y I€SKUX MALI€HTIB, AK1 B X011
KJIIHIYHUX JOCHIJUKeHb 3aCTOCOBYBAIM a3e€acTUHY TiJPOXJIOPUI B JIKAPCHKIi
¢dopMi HazalbHOTO CHpEo, MiJ Yac JIKYBAaHHS MpernaparoM MAallieHTaM Ciij
yTpUMYBaTHCh BiJ poOOTH, 110 BHMMAarae IiJIBUIICHOT KOHLEHTpAIlii yBaru Ta
IIBUAKOCTI PEaKIliil.

Cnoci6 3acmocysannsa ma 0o3u.

[Ipenapat npu3HavyeHui TIABKY JUIS IHTPAHA3aIbHOTO 3aCTOCYBAHHS.

Hopocni i dimu eikom 6i0 12 pokis. PekoMeH10BaHa 1032 CTAHOBUTH | BHOPCKYBaHHS
B KOXKHY HI3JIpIO 2 pa3u Ha J00Y.

Tayienmu 3 nopywenuam ¢ynxyii nupok. Kopekiis 1031 He MOTpiOHA MaIlieHTaMm 3
HUPKOBOIO HEOCTATHICTIO JIETKOTO CTyIEeHs (KJIIpeHC KpeaTHHiHy > 79 Mi/XB).
I[TamieHTam 3 MOMipHOIO Ta TSYKKOK HUPKOBOIO HEIOCTATHICTIO (KJIIPEHC KpeaTHHIHY
< 79 mu/xB — > 10 M/XB) mpenapar ciifi 3aCTOCOBYBaTH 3 OOEPEKHICTIO Ta Mix
CYBOPHUM HAIJIAJIOM JIiKapsl.

Ilayienmu 3 neuinkosoio neoocmamuicmio. Kopekuist 1031 He MOTpiOHA.
3acTocyBaHHs Ha3aJIbHOTO CIIPEIO

ITepen KO>XHUM 3acTOCYBaHHAM (JIAKOH HEOOX1HO 00€PEKHO CTPYCHYTH MIPOTITOM
5 cexynz. Ilicns 1poro 3HATH 3aXUCHUM KoBHavok. Ilepes nepumm BUKOPUCTaHHAM
(bmakoHa cJ1iJ] HATUCHYTH HA JI03YI0UHMA IPUCTPii 6 pa3iB nmocniib. SKI0 HazaabHUN




cripeil He BUKOPUCTOBYBABCs Oinblie 7 JHIB, Mepel BUKOPUCTAHHSAM MOTPIOHO
MOBTOPHO HATHCHYTH Ha JIO3YIOUMI HACOC-pO3NIIIIOBaY 6 pa3iB MOCHLIb.

Ilepen KOKHUM 3aCTOCYBaHHSM CJiJl pETENbHO OYMCTHTH Hic Bix cim3y. [licas
OYMILIEHHS] HOCA CYCIEH3110 BIOPCKYIOTh B KOXHY HI3/pIO, IPU LLOMY TOJIOBY CJiJ
yTpUMYBaTH TpPOXM HaxwieHoro BHHU3. Iliciga 3acTocyBaHHS HAKOHEYHHMK
pO3MuIIIOBada MOTPIOHO MPOTEPTH 1 HAKPUTH 3aXUCHUM KOBIAUKOM.

Jimu.

Hemae noctaTHHOrO KIIIHIYHOTO JIOCBiY 3aCTOCYBAHHS Mpenapary AITAM BIKOM JI0
12 pokiB, ToMy HOro He CI1iJ1 32CTOCOBYBATH MAIiEHTaM 11i€i BIKOBOI KaTeropii.
Ilepedosyeanns.

[ToBinomieHs 1010 Iepe03yBaHHs penapaToM [ eHcnpeir AKTHB HEMAE.

V pasi roctporo nepeao3yBaHHs MOKIIMBI MOPYIIEHHS 3 00Ky [IEHTpaJIbHOi HEPBOBO1
cUCcTeMH (COHJIMBICTB, 3amamMopodeHHs1). IlepopanbHe omHOpa3oBe 3aCTOCYBAaHHS
a3eJacTHHYy TIAPOXJIOPUAY y A031 A0 16 Mr mig Yac KITHIYHUX AOCTIIKEHb HE
MPU3BENO /0 MiABHILEHHS YacTOTH Cepio3HuX HebakaHMX edekTiB. JlikyBaHHS
CUMIITOMaTU4HE. AHTUIOT HEBIIOMUIA.

Hemae mnoBifomMjeHb MpPO BHUMATKUA TOCTPOro abo XpPOHIUHOTO MEepeo3yBaHHS
MOMeTa30Hy (ypoaToM y BHIVIAAI HazaibHOro crpeto. IloBimomisiiocs mpo
3aCTOCYBaHHA OJIHOPA30BMX IHTpaHa3aJbHUX [J03 10 4 Mr 1 MepopaibHUX
IHTANMAIIAHUX 103 10 8 MT T0OPOBOJIBISIM 0e3 Oyb-IKHX MOOIYHUX e(EeKTiB.
XpoHiyHE TMepeno3yBaHHs Oyab-SKUM KOPTHKOCTEPOiOM MOXKE IPHU3BECTH M0
MOSIBU CUMIITOMIB TIIEPKOPTULIU3MY.

Ho6iuni peaxuii.

VY Xoai KIiHIYHOTO JOCHIKEeHHS MoOiuHI e(eKTH, MOoB’A3aHi 13 3aCTOCYBAaHHIM
Ha3aJIbHOTO CIIPEIO 13 BMICTOM a3€J1acTUHY T1IpOXJIOPHIY Ta MOMETa30Hy (ypoary,
Oynu 3apeectpoBani y 11 mauieHTiB 13 282, siki Opajiu y4acTs y A0oCiipKeHH1. Beyoro
Oyno 3apeecTpoBaHo 18 BumMaJkiB HeOAKAHUX peakiliil, MOB’A3aHUX 3 JIKyBaHHAM
KOMOIHAIl€I0 a3enacTUHy 1 MoMeTa3oHy. Hail0inpil mommpeHuMu MNOOIYHUMHU
peakiisiMu OyJii TOJOBHUHM OUIb 1 AucreB3is. [HIIMMHU NOGIYHUME peakuisiMu Oyu
COHJIMBICTB, MJISIBICTb, HYJIOTA, JUCIIENCIS 1 YXaHHs. BiabmicTh moOiYHUX e(deKTiB
OyJIM JIETKOTO CTYIEHs TSXKKOCTI, 1 B X0/ JOCHIHKEHHS He OyJI0 TOBIJOMJIEHb NP0
cepiio3Hi HebaXkaH1 peakIii.

Hwxue HaBeneHo moOivyHI peakiii, siki COCTEpIraaucs Mpu 3aCTOCYBaHHI OKPEMHUX
KOMIIOHEHTIB Ipernapary.

Haszanvnuti cnpeii asenacmuny 2iopoxaopuoy

Yacto (1 — 10 %): cneun¢iyamii ripkuif cMaK MOXe 3 SIBUTHCS MiCIIs 3aCTOCYBaHHS
crpero (Haigacrilie yepe3 HempaBUIbHUHN CIOCI0 3aCTOCYBaHHS, a caMe KOJIM F'0JI0Ba
3aHAATO BIAXWIEHA Ha3aJ MiJ 4yac BIOPCKYBaHHS Ipemnapary), L0 B OKPEMHUX
BUIIA/IKaX MOXKE MIPU3BECTH JI0 HYIOTH.

Heuacto (0,1 — 1 %): TuMyYacoBe Mo ipa3HEeHHs 3aNaJIeHOi CIIM30BO1 0O0IOHKH HOCA
MO’K€ BUHUKHYTH Pa30oM 3 TaKUMH CHUMIITOMaMH, SIK MEYiHHSA, cBepOIX, UXaHHSA 1
HOCOBI KPOBOTEUYI.

VY nyxe pigkux sunaakax (< 0,01 %) moBizomiisiiocs mpo peakiiii rinepyyTIuBOCTI
(BucHIIaHHS, CBEPO1K, KPOITUB’ SIHKA).

JlocBia micispeecTpalifHOro 3aCTOCYBaHHS

[ToGiuHi peakiii, BUSABIEHI i YaCc MOCTMAPKETHHIOBOT'0 3aCTOCYBAaHHSI HA3aJIbHOTO
CIpPEI0 a3elacTuHy: OUIb Yy JKUBOTI, MEUiHHS B HOCI, HYJ0Ta, COJOJIKHUI MPUCMAK,
MOJIpa3HEHHS ropia, aHa(IaKTOIHI peakilii, MoApa3HEeHHs B MICLli 3aCTOCYBaHHS,




¢bi16putALs nepeacepab, HOPYLIEHHS 30py (HEUiTKICTh 30py, KaTapakTa, riaykoma,
LEHTpaJlbHa  Ccepo3Ha  XopioperuHomaTis  (auB.  po3ain  «OcoOmMBOCTI
3aCTOCYBaHHA»)), OlNb y TpyIsiX, CIUIyTaHICTh CBIJJOMOCTI, 3allaMOpPOYEHHS,
3auIIKa, HaOpsK oOnMy4s, TiNepTeH3is, MHUMOBUIBHI CKOPOYEHHS M s3iB,
HEPBO3HICTb, MPUCKOPEHE CepLEeOUTTs, MapecTesii, mapocMis, MapoKCH3MaJbHe
YXaHHsS, CBEepODK, BHUCHIIAHHS, TNOpPYIIEHHS abo BTpara HIOXY 1/abo0 cMaky,
Taxikapist, IMyHOJIOT1YHA TOJIEPaHTHICTh, 3aTPUMKa ceul, KcepoTaabMist. OCKIIbKU
BKa3aHI peakiii CTOCYIOTbCS MOMYJIALil HEBU3HAUYEHOI YHMCEIBHOCTI, HE 3aBXKIH
MO>KHA JIOCTOBIPHO OLIIHUTH IXHIO YaCTOTY 200 BCTAHOBUTHU MTPUYMHHO-HACIIIIKOBHH
3B’S30K 13 3aCTOCYBaHHSAM Ipenapary.

Hasanvbnuii cnpeii momemasouny gypoamy

PecnipaTopHi, TOpakajgbHi Ta MeEAIaCTUHAIBHI pO3Jaau: HOCOBI KpOBOTEY,
(bapuHriT, neyiHHs abo MoJpa3HeHHs B HOC1, HOCOB1 BUpa3ku — yacto (1 — 10 %).
3arayibHi MOPYIIEHHS Ta MICIIEB1 peakilii: roJoBHuU# 0116 — yacto (1 — 10 %).
HocoBi kpoBoTeui OynaM B OCHOBHOMY JIETKOI'O CTYIEHS BUPaXEHOCTI 1 He
notpeOyBaii BTpYYaHHs JiKaps.

VY pitelt HalyacTile CIOCTEPIraiucs HOCOBI KpOBOTEYl, T'OJOBHUI Oifb,
MOJIPa3HEHHS CIM30BOi 00OJOHKU HOCA, YXaHHS.

CuctemHi moOiyHi epeKTH Mia yac JIKYBaHHS Ha3albHUMH KOPTHUKOCTEPOigaMu
MO>KYTb BUHHKATH IIPU 3aCTOCYBAHHI BUCOKHX JI03 MPOTATOM TPUBAJIOTO Hacy.
JlocBia micnspeecTpaifHOro 3aCTOCYBaHHS

[ToGiuHi peakiii, BUSABIECHI i 4YaC MOCTMAPKETHHIOBOTO 3aCTOCYBaHHS Ha3aJIbHOTO
CIper0 MOMeTa3oHy (ypoaTy: MediHHS 1 MOoJApa3HEHHS B Hoci, aHadijakcis Ta
aHTIOHEBPOTUYHUN HAOpSK, MOPYLIEHHS CMaKy Ta HIOXY 1 mepdoparllisi HOCOBOi
NEPErOPOAKH.

3acTocyBaHHS Ha3aJbHOIO CIPEI0 13 BMICTOM a3eJacTUHY TiAPOXJIOpUAY Ta
MOMETa30Hy (hypoaTy y Malie€HTiB MOXe MpHU3BECTH A0 miaBuieHHs piBHA AJIT,
ACT.

3acrocyBaHHs Tmpenapary [neHcrnpeil AKTHB MOXe MNPHU3BECTH 10 PO3BUTKY
MOpYLIeHHS 3 OOKY HUPOK Ta CEYOBUIUIBHOI CUCTEMH (TemMatypis).
Koprukocrepoiay CTUMYIIOIOTH CEKpEIil0 KHUCIOTH Ta HEeNCHHYy, L0 MOXe
MIPU3BECTH JI0 PO3BUTKY TaCTPUTY Ta TiHepXIJIOPTiapii.

Tepmin npuoammuocmi.

2 pokw.

YMoBHu 30epiranus.

30epiraTu B 3aXMIIEHOMY BiJ] CBiTJIa MicLli pu TemnepaTypi He Buiue 25 °C. He
3aMOpO’KyBaTu. 30epiraTté y HeJOCTYITHOMY JUISl iTeH MicCIIi.

Ynakoska.

ITo 75 a6o 150 no3 y momietuneHoBoMmy (iakoHi. Ilo 1 ¢uakoHy 3 n03yrounm
HACOCOM-PO3MIIIOBAYEM, 3aKPUTHM KOBIIAUYKOM, Y KAPTOHHIH KOPOOIIi.

Kareropis Bigmycky.

3a pelenTtom.

Bupoonuk.

I'neamapk ®apmacerotukans JIta. / Glenmark Pharmaceuticals Ltd.
Micue3Haxoa:keHHsI BHMPOOHHMKAa Ta WMOro ajpeca Micusi TPOBAIKEHHS
TiITTBHOCTI.
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