IHCTPYKIOISA
JUISE METHOTO 3aCTOCYBAHHSI MPenapary
JIOKOIZ JIIITOKPEM

Cknao:

diroua peyogura: TIAPOKOPTU30HY 17-OyTHpar;

1 r kpemy MIicTUTH | MT TiIpokopTH30HY 17-OyTHpary;

OONOMINCHI peyosunU: CIUPT ETOCTEAPHIIOBHIA; MAaKPOTOITy IETOCTEApHIIOBHi edip; oist MiHEpaTbHa
nerka; mapadin 6inuit M’ sikuit; nponinmapariapokcudensoat (E 216); ciupt 6eH3mI0BUIA; KHUCTOTA
JMMOHHA 0€3BOJIHA; HATPIIO IIUTPAT; BOJA OUMIIICHA.

Jlikapcbka gopma. Kpem.

dapmakoTepaneBTHYHA rpyna. Koprukocrepoinu 1 3aCTOCyBaHHS y J€PMaTOJIOT.
Kon ATC DO7A BO02.

Kuiniuni XxapakTepucTUKH.

Ilokazanna. IloBepxHeBi HeiH(IKOBaHI JepPMaTO3H, SIKi JTIKYIOTHCS MiCLIEBUMH KOPTUKOCTEPOiJaMH
(ex3ema, aJlepriuHMA Ta KOHTAaKTHUHN JEPMAaTUTH, HEUPOIEPMIT, TICOpias).

[IponoBxeHHs NiKyBaHHS a00 MIATPUMYIOYA TEparlis AepMaTo3iB, U JIKYBaHHS SKUX Y MUHYJIOMY
3aCTOCOBYBAJIUCS CHUIIBHIII KOPTHKOCTEPOIIH.

Ilpomunokaszanna:

- [TomkoKeHHs MIKiIpH, BUKIMKaHI OaKTepialbHUMHU 1H(EKIISIMU (HalIPUKIIa/I, MoaepMist, CUpiTiTHIHI
a00 TyOepKyIb03HI YpaK€HHs), BIpyCHUMH 1H(EKIIsIMHU (HAITPUKJIIa, BITPSHA BicIia, IPOCTUN TepIiec,
orepizyBalbHUI Tepriec, OOpogaBka 3BUYAiiHA, OOpOAaBKa IUIOCKA, KOHIWIOMA, KOHTAario3HHUU
MOJTFOCK); 1H(EKIli, CIpUYWHEHI TPUOKaMH Ta JpiXKIKaMH; MMapasuTapHi iHOEKIi (Hampukianm,
KOpOCTa);

- BHUPA3KOB1 YpakKeHHS IIKIPU Ta paHU;

- moOi4Hi peakuii, BUKIMKaHI KOPTUKOCTEPOigaMu (HAIIPHUKIIAI, EepiOpaNbHUI IepMaTHUT, CTPHI);

- 1XTi03, FOBEHUIbPHUN MiJOIMIOBHUN JE€pMaTo3, BYJIbrapHi BYTpH, po3aliea, JaMKICTh CyJWH HIKIpH,
aTpodist WIKipH;

- ajepriyHi peaxuii TimepyyTIUBOCTI Ha KOMIIOHEHTH Mpemnapary abo KOPTHKOCTEpOiau (OocTaHHI
BUHUKAIOTH PIIKO);

- HOBOYTBOPEHHS IIKIPH.

Cnoci6 3acmocyeanns ma 00o3u.

[Ipenapar HaHOCATH y HEBENMKIM KUTbKOCTI Ha mKipy 1-3 pasu Ha noOy. Ilpu mominmieHHi crany, siK
MpaBUJIO, TOCTAaTHHO 3aCTOCYBAHHS Mpernapaty 1 pa3 Ha 100y abo 2-3 pa3u Ha THKIICHb.

3aranbpHa KypcoBa Jj03a He Mae nepeBuryBat 30-60 T Ha THXKJIEHb.

Jlokoin MimokpeM Ciiii HAHOCUTH PIBHOMIPHUM TOHKHM IIAPOM Ha ypaxkeH1 MIIsHKH mKipu. [Ipemapar
MOYKHa 00€peKHO BTUPATH Y IIKIPY JJIsl IPUCKOPEHHS HOTO MPOHUKHEHHSI.

Jns 3a0e3neueHHs Kpaoro TepaneBTUYHOTO epeKTy MOKHA HAaKJIaIaTH OKJIIO31MHY OB’ A3KY.
TpuBanicTe KypcCy JiKyBaHHS BH3HAUa€E JiKap 1HAUBITyaIbHO.

Iloo6iuni peakuii.

Pinko (>1/10000, <1/1000)

Topywenns 3 60Ky wKipu ma niowKipHoi KIimKOGUHU:

- I€PMATHUT, €K3eMa, KOHTAKTHUH I€PMATHUT;

- KOHTaKTHA aJepris, MyCTyJIhO3HE aKHE,

- arpodis mKipu, dYacTO HEOOOPOTHA, IO CYNPOBOKYETHCS TMOTOHIICHHSIM EMiAepMIcCy,
TEJICAHT10eKTa315IMH, yPIYPOIO Ta CTPUSMHU;

- JIeTIIrMEeHTAllisl, TIePTPHX03;




- pozaneanofiOHuil Ta NepiopaJbHUMA AEPMATUT, IO CYHPOBOKYETbCA a00 HE CYNpPOBOJDKYETHCS
arpodiero mKipu;

- «e(eKT pUKOUIeTy», 1110 MOKEe MPU3BECTH JJO CTEPOITHOI 3a1€KHOCTI;

- YTOBLTbHEHE 3arOIOBaHHS PaH.

Enookpunni nopywents: aipeHOKOPTHKAIbHA CyTPECis.

Hyxe pinko (<1/10000, BKIFOYaIOYH OKPEMi TOBIIOMIICHHS )

Tlopywennsa 3 60Ky opzanie 30py: MABULIEHHS BHYTPILIHOOYHOI'O TUCKY Ta PU3UKY BUHUKHEHHS

KaTapakTy (MIPH CUCTEMAaTUYHOMY ITOTIaIaHHI ITperapary Ha KOH IOHKTUBY ).

THopywenns 3 60Ky iMyHHOI cucmemu. peaxiii rinepIyTIAUBOCTI.

Ilepedosyeanns. Y BUNAIKy XPOHIYHOTO MEpe03yBaHHSA a00 HEBIJIMOBIIHOIO 3aCTOCYBAHHS MOXYTh
BUHHUKATH MOOI4HI eekTH, onucaHi y po3aiii «[1o0iyni peakmii».
VY BUMAaKy, SKIIO CIOCTEPIratloThCsl CUMIITOMHU T1IEPKOPTULIU3MY, JTIKYBAaHHS CII1 IPUITUHUTH.

3acmocysanns y nepiod eazimuocmi ado 200y8aHHs 2pyoor.

Bazimuicms. KopTHKOCTEpOiIM MPOHUKAIOTH KPi3b IUIANeHTy. Ha chOromHi BiICYTHI YiTKi BiZIOMOCTI
PO3BUTKY TEpATOreHHUX €(EeKTIB Yy JIOAMHU TOMIOHI M0 TUX, IO CIOCTepiranuci y IOCTigax Ha
TBapuHax. [Ipu cucTeMHOMY 3aCTOCYBaHHI BEJIMKHX /103 KOPTUKOCTEPOIAiB MOBIIOMIISIIOCS MTPO BILUIUB
Ha TUTi1 800 HOBOHAPO/KEHY JUTHHY (3aTpUMKa POCTY Y MaTIli, aApeHOKOPTHUKAIIbHA CYIIPECis).
HesBaxaroun Ha Maiy KiJbKICTh 1H(OpMAIIT 111010 3aCTOCYBAaHH KOPTUKOCTEPOIIiB Ha IIKIP1 JIIOJHUHA
y Tepioa BariTHOCTI, 3 OTJSAy Ha iX OOMEXKEHYy CHCTEeMHY aOCOpOIlil0 MOKIIMBE, 3aCTOCYBaHHS
KOPTUKOCTEpOiAiB ciabkoi Ta momipHOi 1ii (ki1ac 1 Ta kiac 2), TakuxX SIK TiAPOKOPTU30H, MPOTATOM
KOPOTKUX TMEpioAiB 4Yacy Ta Ha OOMEXKEHHMX JUISTHKAaxX IKipu. Bumesragani edekTd HE MOXKHA
BUKJIIOYATH MIPU TOBrOTPUBAIOMY 3aCTOCYBaHHI a00 HaHECEHHI Ha BeJMKI AUISHKY mKipu. Le MoxxHa
poOHTH JIUIIIE TIPU HASIBHOCT1 OCOOJIMBUX MTOKA3aHb.

T'ooyeanns epyoor: JIOKoin MMOKpeM MOXHa 3aCTOCOBYBATH KIHKaM y MEpioj TOAYBaHHS TPYIO
JUIIE 33 YMOB KOPOTKOYACHOTO JIIKyYBaHHS 1 HAHECEHHS Ha HEBENWKI AUIAHKU mikipu. [lpum
JIOBFOCTPOKOBOMY JIIKyBaHHI a00 HaHECEHHI Ha BEJIMKI IUISSHKH ypa)XeHOI IIKIpH CIiA MPUIUHUTH
TOyBaHHS TPy AIIO.

Jimu. 3aCTOCOBYIOTH ITSIM 3 TPUMICSYHOTO BIKY.

Ocobaueocmi 3acmocysanns.

CuctemHi oOi4HI peakuii MpyU MiCIIEBOMY 3aCTOCYBaHHI KOPTUKOCTEPOIAIB Y TOPOCIUX BUHUKAIOTh
HAJA3BUYAIHO PIJIKO, ajie MOXKYTh OyTH cepilosHUMU. OCOOIHBO 1€ CTOCY€ETHCS aAPEHOKOPTUKATILHOT
cyrmpecii pu TpUBAIOMY 3aCTOCYBaHHI Ipenapary.

Pusuk cucreMHnX e(DEKTiB MiIBUIYETHCS Y HACTYITHUX BUIIAIKAX:

- 3aCTOCYBaHHSI 3 BUKOPUCTAHHSIM OB’ 13KH (11es10aHOBa OB’ s13Ka 200 Y AUISHKAX IIKIPHUX CKIIAIOK);
- 3aCTOCYBaHHS Ha BEJUKUX JUISTHKAX IIKIPH;

- TOBTrOTpHBAJIE JIIKyBaHHS;

- 3aCTOCYBaHHS MITSAM (IITH HAA3BUYAHHO YyTJIMBI Yepe3 TOHKY MIKIPY Ta BIIHOCHO BEJIMKY ILIOMLY il
TIOBEPXHI);

- HAsSBHICTh KOMITOHEHTIB 200 TOMOMDKHHX PEYOBHUH, IO MOCUIIOIOTH MPOHUKHEHHS Yepe3 POrOBUI
map Ta/abo MOCHITIOIOTE €PEeKT Ait040i peHOBUHH (IPOMIICHITIKOJIb).

Pusuk po3BUTKY MICHEBUX MOOIYHUX peakiiiii 30UIBIIYETHCS 31 3pOCTaHHSAM CHJIM JIii Mpemapary Ta
TPUBAJIOCTI JIKYBaHHS. 3aCTOCYBaHHsS 13 BHUKOPHUCTAHHSM IOB’A3KM  (UenodaHoBa IMOB’s3Ka abo
HAHECEHHS y NUISHKAaX IIKIPHUX CKJIQA0K) migBuinrye med pusuk. Illkipa obmuyds Ta BOIOCHCTOI
TUTSTHKY TOJIOBH, a TaKOXK T'eHITallii 0COOJIMBO UyTJIMBA MO0 BUHUKHEHHS MOOIYHMX peakiiid. [Tpu
HEBI1/IMOBITHOMY 3aCTOCYBaHHI, a TAKO MMPU HASIBHOCTI OaKTEpiaJIbHKX, Mapa3uTapHUX, TPUOKOBUX a00
BIpYCHUX 1H(EKIi} MPOsBU IIMX 3aXBOPIOBAHb MOXKYTh MacKyBaTHUCs Ta/ab0 MOCHIIOBATHUCS.

He cnig HanocuTu Ma3p Ha TOBIKM Y€pe3 MOXKJIMBICTh MOTPATUITHHS HA KOH IOHKTHBY 1 MABUIIICHUIN
PHU3UK PO3BUTKY 3BHYANHOI ITTayKOMH 200 CyOKancCyIsipHOi KaTapaKTu.



3 00epexHICTIO CITiJT HAHOCUTH Tpernapar Ha HIKipy 00Ju4Ys, TeHITalii Ta BOJIOCUCTY YaCTHUHY FOJIOBH,
HIKipa SKUX HAaHO1IbII Yy TIUBA 10 KOPTUKOCTEPOITIB.

Crin BpaxoByBaTH, 110 IIPU 3aCTOCYBaHHI KOPTUKOCTEPOiIiB HA BEJIMKUX TUISIHKAX IIKIpH, 0COOJINBO 3
BUKOPUCTAHHAM (11eI0aHOBOT) TMOB’SI3KM 200 y OUISHIN CKIIAJOK, iICHYE€ MOKJIMBICTD 301UTBIICHHS
BCMOKTYBAHHsI ITpenapary, 110 MOXe MPU3BOJUTH A0 MPUTHIYEHHS aJipeHOKOPTUKAIBHOT (PyHKIII.
[lpurHiueHHs KOpPM HAIHMPKOBHX 3aJ103 MOXE IIBUAKO PO3BHHYTHCH Yy [iTei. Moxe Takox
NPUTHIYYBATUCS TPOJYKIis TOPMOHAa POCTy. Y pasi, SKIIO HEOoOXiJHE TOBrOCTPOKOBE JIIKYyBaHHS,
0a)kaHO PETYJISIPHO KOHTPOJIIOBATH 3PICT Ta Macy Tila TUTHHH, a TAKOXK BH3HAYATH PiBHI KOPTU30IY Y
T1a3Mi KpPOBi.

[Ipy npoBeneHHI NOPIBHAJIBHUX JOCHI[KEHb HE  BIJ3HAYANOCS CYTTEBUX  BIIMIHHOCTEH
aIpeHOKOPTUKAIBHOT PYHKLIT y IiTeH, y SKUX NpOTAroM 4 THXKHIB 3acTocoBYyBajiacst Ma3b Jlokoin, abo
rigpokoptu3oH 1 % y kunbkocti 30-60 rpam Ha TUKIEHb.

30amuicmb enaueamu Ha WEUOKICMb PeaKyii npu KepyeanHi agmompancnopmom abo pooomi 3
IHWMUMU MexXaHiZMamu.

BincyTHi nani mozao BrouBy JIOKOi[T JIIMMOKPEM HA 3IaTHICTh KEPYBAaTH aBTOTPAHCIIOPTOM abo poOoTy 3
MexaHi3MaMH. BUHUKHEHHS BIUIMBY He Nepe0adaeThesl.

B3aemooia 3 inwmumu nikapcekumu 3acooamu ma iHwi éuou 63acmoodii. J{aHi MO0 JTIKAPCHKOI
B3aeMoii JIokoin JinokpeMy BiACYTHI.

DapMaKoJIOTiYyHi BJACTUBOCTI.

Dapmaxoounamixa.

INppokoptuzony 17-0yTupaT € akTHBHUM CHHTETHYHUM HETAJIOT€HI30BaHUM KOPTHKOCTEPOINOM IS
MiCIIeBOTO 3acTocyBaHHA. [IIBHIKO YMHUTH MPOTH3aNaIbHY, IPOTHHAOPSAKOBY, IPOTUCBEPOIKHY AiIO.
Moro e(ekTHBHICTH TaKa X caMa, K i raJOreHi30BaHMX CTEpOiiB. 3aCTOCYBAHHS y PEKOMEHIOBAHHIX
J03aX HE CHPUYMHSIE TPUTHIYCHHS TiMOTaIaMO-Tino¢izapHO-HAAHUPKOBO3AI03HOI CHCTEMH. Xoua
3aCTOCYBaHHS BEJHMKHUX 703 Ipernapary MpOTArOM TPUBAIOTO 4acy, OCOOJIMBO NpU BUKOPUCTAHHI
OKJTIO31HUX TIOB 130K, MOYKE MPHU3BECTH JO 30UIBIIECHHS BMICTY KOPTH30Jy Y IUIa3Mi KpOBI, IIe HE
CYTIPOBOJIXKY€THCSI 3HW)KEHHSM PEaKTHBHOCTI TinogizapHO-HAaIHUPKOBO3aJI03HOT CUCTEMH, a BiJMiHA
npenapary Ipu3BOIUTE 0 MIBUIKOI HOpMaTi3allii MpoayKIlii KOPTH3OITY.

Jlikapceka ¢opma mpernapary Bipi3HSIE€THCS BHCOKMM BMICTOM JIMIJIiB, IO CIPHs€E BiIHOBJICHHIO
¢izionoriunoi 6ap epHOi PyHKITT MIKIpH.

Dapmaxoxinemuxa.

Bcemoxkmysanns. 1licns aromikamii BimOyBa€eThCS HAKONMMYCHHS AKTUBHOI PEYOBHMHU B EMiJEpMIC,
NEepeBaXHO Y 3€PHUCTOMY HIapi.

Memabonizm. Tigpokoptuzony 17-Oytupar, abcopOoBaHUl uepe3 IIKIpy, METa0OJI3YeThbCS 0
TiIPOKOPTU30HY Ta IHIIMX METaboMiTIB O€3MOCePEAHbO B EMiJIePMICi, a TTIOTIM y TEeUiHIIi.

Busedennsn. MeTabomiTi Ta He3HAYHA YaCTUHA HE3MIHEHOTO T1IPOKOPTH30HY 17-0yTHUpaTy BUBOIATHCS
13 cedero Ta KaJloM.

dapManeBTHYHI XapaKTePUCTUKH.
OcnoeHni hizuxo-ximiuni én1acmueocmi: Kpem 0171I0TO KOJIBOPY.

Tepmin npuoamnocmi. 3 poku.

YmoBu 30epiranns.

30epiraty B OpUriHAJIbHIN yIAKOBII MpH Temreparypi He Buiie 25 °C.
[Ipenapar He 3aMOpPOKYBATH.

30epiratu y HEOCTYITHOMY TSI IITEH MIiCITi.



Ynakoska.
ITo 30 r ma3i y TyOi amoMiHieBii; mo 1 Ty61 y KapTOHHIH KOPOOTIi.

Kareropis Binmycky.
3a peuenrtom.

BupoOuuk.
Temmnep Itamia C.p.o., Itanis/Temmler Italia S.r.1., Italy.

Micue3HaxoaKeHHs.
Temmaep Itamia C.p.n.: Bia genne Innactpi, 2, 20061, Kapyrare (MI), Itanist/Temmler Italia S.r.1.: Via
delle Industrie 2, 20061 Carugate (MI), Italy.

3asiBHHK.
Actennac ®@apma FOpon b.B., Hinepnanau/Astellas Pharma Europe B. V., the Netherlands.

Micue3HaxoaKeHHs.
CumsBiycser, 62, 2333 BE Jletinen, Hinepnanan/Sylviusweg, 62, 2333 BE Leiden, the Netherlands



