IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TEPBIHOPM

(TERBINORM)

Cknao:
Oitoua peyosuHa: TepOiHadin;
1 TabneTtka MicTuth Tepbinadiny (y dopwmi rigpoxnopuny) 250 mr;

0ONOMIICHI peyoBUHU: LIe/TI0I03a MIKPOKPHUCTaTidYHa, KpOXMaJilb KYKyPYO3sSHUN, KPEMHII0 TiOKCUL
KOJIOimHUY 0e3BOIHUM, TiTpoMesno3a, TaJabK, MarHilo cTeapar.

JlikapcbKka ¢popma. TabneTku.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: KpyTJli II0CKi TabmeTKH Bif 61710T0 IO KOBTYBaTO-61710T0
KOJIBOPY.

@apMaKOTepaneBanHa rpyma.

[TpoTurprOKOBi IpenapaTu [ 3aCTOCYBaHHS ¥ AepMaToJorii. [IpoTurpuOKOBi mpemnapaTu s
cucTteMHOT0 3acTtocyBaHHS. TepOinadin. Kog ATX DO1B A02.

dapmako.102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Tepbinadin € aninaminoM, SKUM Ma€ MIMPOKUHN CIIEKTP MPOTUTPUOKOBOI il om0 iHGeKil mKipu,
BOJIOCCS i HITTiB, CIPUYHMHEHWX TaKUMHU gepMaToditamu, sk Trichophyton (wanpukmnan, T. rubrum,
T. mentagrophytes, T. verrucosum, T. tonsurans, T. violaceum), Microsporum (Hanmpukiapg
Microsporum canis), Epidermophyton floccosum, i gpixxngxosumu rpubkamu pony Candida
(manpuknan, Candida albicans) Ta Pityrosporum. Y HU3bKUX KOHIIEHTpaIisx TepbiHadin YUHUTD
GyHTinMgHY mito momo nepMaTodiTiB, MITICHIBUX i esSKuX IUMOpdHUX TPUOKiB. AKTUBHICTH II0MI0
IPiXKIKOBUX TPUOKIB 3aJ1€2KHO Biff IXHHOTO BUAY MOXKe OyTH QyHTiluaHoo abo QpyHTicTaTUYHOIO.

Tepbinadin cnenndiuyHo crprse paHHHOMY eTalny 6i0CHHTe3y CTepUHiB Y KIiTuHi rpubka. [is
TepbiHadiny 3MiNCHIOETHCS MUISIXOM iHTiOyBaHHSA (PEepPMEHTY CKBaJeHENOKCUa3! y KIiTHHHIN
mMeMOpaHi rpubka. Lle mpu3BoguTh [0 AeiuTy eprocTepony i A0 BHYTPIIIHbOKTITHHHOTO



HaKOIMYEHHS CKBaJIeHy, [0 CIPUYKHS€E 3aru0enb KIiTuHYU rpubka. Lleit pepMeHT He
HaJIEXXUTh 0 CUCTEMU LuTOXpoMy P450.

[Tpu nepopanbHOMY 3aCTOCyBaHHI TepOiHa(iH HAKONMMYYETHCS B LIKipi y KOHIIEHTPAIifAX, 110
3a0e3meuyoTh Horo QyHTimuaHy [mio.

dapmakoKiHemuxka.
Abcopbuis.

TTicnst mepopasbHOTo 3aCTOCYBaHHS TepbiHadia mobpe BcMOKTyeThCs (>70 %). Moro a6comoTHa
6iomoCTyNIHICTE B pe3yIbTaTi IPECUCTEMHOI0 MeTab01i3My CTaHOBUTD puOu3Ho 50 %. OmHOopa3oBa
mepopanbHa mo3a 250 Mr TepOiHadiny mokasasna cepeqHe 3HaUYEHHS MaKCHMaIbHUX KOHIIEHTPAIlil
(Cpay) v mma3mi kpoBi - 1,30 Mkr/My uepes 1,5 rogunu micns #oro npuiioMmy. Y PiBHOBaXKHOMY CTaHi
IIOPIBHSHO 3 OQHOPa30BOK H03010 C, .. TepOiHadiny Oya B cepemHbOMY Ha 25 % BHIIA, a MJIOIIA
i KiHeTUYHOI0 KPHBOIO «KOHIIeHTpallisa - yac» (AUC) 36inbiryBanacs y 2,3 pa3a. Ha ocHoBi
36inpmenHs nna3mMoBol AUC Moxe OyTu po3paxoBaHull eheKTUBHUY nepiof HamiBBuBeneHHS (T,),)
(~30 rogun). BxXuBaHHS 1Xi BUSBIISE IOMipHUH BIUIUB Ha 6iogocTynHicTh TepOiHadiny (30inbuieHHs
AUC na mese Hix 20 %), ane He HaCTinbKy, 1100 moTpedyBaTy Kopekiii mo3u. OpmHOYacHe
BXKMBaAHHS 1Ki 3 BUCOKMM BMiCTOM KUPiB YIIOBiJIbHIOE BCMOKTYBaHHS TepOiHadiny Ta 30inbirye
6iomoctynHicTh mpubnu3Ho Ha 20 %.

Po3nodia.

Tep6inadin mirHO 3B’s13y€eThCst 3 Oinkamu mma3mu KpoBi (99 %). O6’em posnominy mepesutrye 2000 1.
Bin mBungko qudyHoye yepe3 nepMy Ta KOHLIEHTPYETHCS Y MiN0oQpinbHOMY POrOBOMY IIapi.
HakomuuyeTbcs y ninoginbHOMy poroomy mrapi. TepOiHnadhin TakoK BUOINSETHCA V IIKIPHOMY calti i,
TaKUM YHHOM, JOCATAE BUCOKUX KOHIIEHTPALlill ¥ BONOCSHUX (POJIiKyTax, BOIOCCI Ta MIKipi,
30araveHil mKipHUM canioM. TakoXk HOBefieHO, 1110 TepbOiHadiH PO3MOdiNIeThCS Y HIrThOBI IIaCTUHKY
IIPOTSTOM TIEPIINX TUKHIB MiC/IS OYaTKy Tepatii. HeMae mocTtaTHIX faHUX LIOJI0 TOTO, YU MMPOHUKAE
TepOiHadin yepes nmaneHTapHuil 6ap’ep. Menrte Hixk 0,2 % IPUNHATOI [O3U €KCKPETYETLCS Y
rpyAHe MOJIOKO.

Memaboaaism.

TepOinadin MeTabomi3yeThCs MBUAKO Ta €EKCTEHCHUBHO 3a y4acTio TprHaiMHi 7 i3odepmenTis CYP 3
icroTHMM BHeckoM 3 60Ky CYP2C9, CYP1A2, CYP3A4, CYP2C8 i CYP2C19.

BusedeHHs.

Bracninok 6ioTpancdopMariii TepbiHadiny yTBOPIOIOTHCS MeTabOJIiTH, SKi He MaloTh IPOTUTPUOKOBOI
aKTUBHOCTI | BUBOAATHCS IlepeBaxkHO 3i ceuero. T, cTaHOBUTH 17 ropgus. [1oKa3iB 0[N0 HAKOIIUYEHHS
tTepOiHadiny B opraniami HEMaE.

3MiH y apMakokineTuni TepOiHadiny 3anmekHO Bif BiKy mallieHTa He CIIOCTEPIraeThCs, ajne
IIBUJIKICTh BUBEIEHHS 3 OpraHi3aMy Moxe OyTH 3HUXKEHA Y MallieHTiB i3 mopymeHHAME QYHKIl HUPOK
abo meyiHKM, 1110 TPU3BOOUTD [0 MigBUIIEHHS HOT0 PiBHSA y IJ1a3Mi KPOBi.

HocnimxeHHs HapMaKOKiHEeTHKM Pa30BUX 03 TepOiHadiHy 3a y4acTio MallieHTiB i3 MOpyIIeHHIMU
GbyHKLII HUPOK (KIipeHC KpeaTuHiHy <50 MJI/XB) a0 3 yXkKe iCHYIOYMMHU 3aXBOPIOBAaHHSIMH MeYiHKU
II0Ka3aJiy, I0 MoTo KIlipeHC Moxke 0yTH 3MeHIIeHu# npudnu3Ho Ha 50 %.



KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

['pubKoBi iHdeKIIii mIKipu i HirTiB, cipuuuHeHi Trichophyton (Hanpuknan, T. rubrum,

T. mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis ta Epidermophyton floccosum:

e CTPUTYYHUU NMUIIaH (TPUXO(DITiSA rIafKol mMKipu, TPUX0QiTis MPOMeXUHY i fepMaToQiTis CToI),
KOJIU JIOKasli3allisl ypakeHHs, BUpaxkeHicTh abo MomupeHicTh iH(eKIIii 3yMOoBIOI0Th
OOLINBbHICTE ITepPOopaIbHOI TepaIii;

* OHIXOMIKO3.

IIpomunoka3aHHA.

[TigBUilleHa YyTIUBICTh [0 Hil0Y0l PEYOBHMHU Ta/abo0 [0 iHIIKUX KOMIOHEHTIB JIIKapChKOT0
3aco0y.

T'ocTpi abo XpOHiYHI 3aXBOPIOBAHHS MMEYiHKH.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

BrinuB iHImmx mikapchbKux 3aco0iB Ha hapMaKoKiHeTHKY TepbiHadiHy.

Y metabomiami TepOiHadiny 6epyTh y4acTh izodhepmenTu nutoxpomy P450 (CYP450). Kriperc
tTepOiHadiny y mma3mi KpoBi Moxke OyTu migBuIieHu# 3acobaMu, 110 iHAYKYIOTH 1i GepMeHTH, i MOXKe
OyTu 3HUKEHUM 3acobamu, 110 iHTiOyI0Th IuToXpoM P450. ¥V pasi HeoOXigHOCTI OmHOYACHOTO
3aCTOCYBaHHS TaKUX JIiIKapChKUX 3ac00iB mo3yBaHHS TepOiHadiHy mOTPiOHO KOPUTYBATH BiAIOBiZHUM
YHUHOM.

IH2ibimopu pepmenmis yumoxpomy P450.
LlumeTunwH 3HUXKYBaB KiipeHc Tepbinadiny Ha 30 % Ta migBumysaB AUC Ha 34 %.

®nykonason (iuridiTop CYP2C9 i CYP3A4) 36inbimyBaB nokasuuku C,,, i AUC Tepbinadiny Ha 52 % i
69 % BiAMOBINHO y 3B’sI3KYy 3 ranbMyBaHHsSM pepmenTiB CYP2C9 i CYP3A4. Take XK 30inIbIeHHS
ITOKA3HMKIB MOXKe CIIOCTepiraTucs Ipyu OOGHOYAaCHOMY 3aCTOCYBaHHI 3 TepOiHadiHoM
JiKapChKUX 3aco0iB, 110 MpurHigyoTh CYP2CY i CYP3A4, Takux SIK a30JIbHiI QyHTiIUON
(KeTOKOHA30JI), MAaKpPOoJIigHi aHTHOioTHKKM a00 aMiogapoH.

Indoykmopu ¢pepmermis yumoxpomy P450.

Pudammninun (ingykrop CYP3A4) 36inbmryBaB kiipeHc Tepbinadiny Ha 100 %. [Tokazuuku AUCiC,,,
3HuxKyBanucs Ha 50 % i 45 % BignosigHO.



Brnnus TepbiHadiHy Ha apMaKOKiHETHKY iHIINX TiKapPCHKHX 3aC00iB.
Cybcmpamu CYP2D6.

HocnigxkeHHs in vitro Ta in vivo BusiBuny, 1o tep6inadin npurnivye CYP2D6-omocepegkoBaHum
MeTabomi3m. Taki pe3ynbraTu Oinbie CTOCYIOTHCS CyOCTaHIIM, SKi TepeBaxkHO MeTab0Ti3yI0ThCs 3a
y4acTIo IIbOTO epMEHTY, 0COOIMBO SKIIO BOHM MalOTh By3bKUil TepareBTUYHUIM [iama30H (OUB.
po3min «Ocob6auBOCTI 3acTOCyBaHHS»). Lle cTOCy€eThCs, HallpUKIak, AesKUX JTiKapChbKUX 3ac00iB TaKUX
KJIaCiB: TPULMKIIIYHI aHTHIEepecanTy, 0eTa-0110KaTOPH, CENIEKTUBHI iHTi6iTOPH 3BOPOTHOTO
3aXOIJIEHHST CEPOTOHIHY, aHTHAPUTMIuHiI 3acobu (BKitodatouu Kimac 1A, 1B Ta 1C) abo iuribiTopu
MOHOaMIiHOKCHAa3u Tumy B.

Tepb6inadin 3mMeHITyBaB KiTipeHC ne3unpaminy Ha 82 %, a AUC 306inburyBaB y 5 pasis.

Y mBugkux MetabosizatopiB CYP2D6 Tep6Oinadin 30inbiyBaB KoedillieHT MeTa00iuHO1 B3a€MOZI1
nekcTpoMeTopdany/mekcTpopdaHy B cedi y cepemHboMy B 16-97 pasis. Lle cBiguuTh mpo Te, 1110
TepbiHadin ynosinsHIOE MeTabomiaM cybcTpaTiB CYP2D6 y mBupkux metabosnizatopis CYP2D6
(«ekcTeHCUBHUX MeTabo11i3aTopiB»), TO6TO MeTaboIi3M y IIUX MallieHTiB MaKCUMaJIbHO BiflIOBimae
MeTaboi3My y MOBiTbHUX MeTabo011i3aTopiB («cmabkux MeTab0Ii3aTopiB»).

Cybcmpamu iHwux ¢pepmeHmis.

Pe3ynbTaTi mOCIigXKeHb, IPOBENEHUX in Vitro 3a y4acTio 300POBUX NOOPOBOIIBIIIB, TOKA3yI0Th, 110
TepOiHadin Mae He3HAYHUI MTOTEHITiaN 719 TPUTHiYeHHS ab0 MocuieHHs KiipeHcy OinmbInocTi
JiKapchbKuX 3aco0iB, siKi MeTab0mi3yI0ThCS 3@ y4acTio cucTeMu nuToxpomy P450 (Hampukiap,
TepdeHaguHy, Tpia3onamy, TonOyTaMiny abo mepopanbHUX KOHTPAIENITHUBIB).

THwi memaboaiuHi wasxu.
TepOinadin He BIIKMBaE Ha KIIiPpEHC aHTUIIPUHY a0 AUTOKCUHY.
Tep6inadin 36inbIIye KinipeHc UKIOCIOPUHY Ha 15 % (3menmenus AUC Ha 13 %).

MoxnuBicTh B3aemopii TepOiHadiny Ta aHTUKOATYSHTIB, IKi 3a3BU4ali IpU3Ha4aloTh, He BUBYAIacs.
[Tig yac mocmimkKeHHS B3aEMOZil 3 BappapruHOM XKOOHUX B3a€MO[Iiil He CIIOCTEPIramocs.

[Tig yac kKmiHiYHUX DOCTimXKeHb BimmoBigHOT0 BIIUBY TepOiHadiny Ha GpapMaKOKiHETHKY KO-
TPUMOKCA30J1y (TPEMETONPUMY Ta CylIbdpaMeToKCca3omy), biaykoHa3o0iy, peHa3oHy, Teodininy abo
3UOOBYOUHY He BUSBIIEHO.

Bynu 3apeecTpoBaHi BUllafK¥ IOPYIIEHHS MEHCTPYaIbHOTO LIUKITY (MiKMeHCTpya/bHa KpOBOTeYa i
HeperylspHUM MeHCTPyaJIbHUY LIUKII) y MaIliEHTOK, SIKi 3acToCcOoByBaiu TepbiHadid omHOYACHO 3
nepopaabHUMU KOHTPAIleITUBAMHU, X04Ya YaCTOTa KX IMOPYIIEHb 3a/IMIIAETHCSA B MeXKaX YaCTOTH
no0iYHUX peakllil y malieHTiB, SKi IPUUMalOTh TiUTHKY ITepopasibHi KOHTPAIeNITUBH.

Y natuieHTiB, 9Ki oTpuMyBanu TepOiHadiH ogHOYacHO 3 BaphapuHoM, pigko Oynu 3apeecTpoBaHi
3MiHM IIOKa3HUKIB MiXKHapOIHOI'0 HOpMaJIi3oBaHoro BigHomeHHs (MHB) Ta/abo mpoTpoMOiHOBOTO
4acy.

Oco06nMuBOCTi 3aCTOCYBAHHS.



JlikapceKui 3acib CIifl 3aCTOCOBYBATH JIUIIE TOMi, KOJIX MiClleBe 3aCTOCyBaHHS TepOiHadiny
HEMOXKJIVBE.

Peaxkuii 3 60Ky neuiHKu.

JlikapceKui 3acib TPOTHUIIOKa3aHUM AJIsT 3aCTOCOBYBaHHS IallieHTaM i3 XpOHIiYHUMEU ab0 TOCTPUMHU
3aXBOPIOBaHHSIMMU IediHKu. [Iepeq 10T0 3aCTOCYBaHHSIM CJIif] OL[IHUTY BCi BXKe iCHYIOUYi 3aXBOPIOBAHHS
neviHkd. K MiHiMyM cig Bu3HauuTu piBeHs AJIT ta ACT pis Toro, mo6 OTpuMaTH BUXiIHI
3HAYeHHS MJg TOPIBHSAHHSA iX 31 3HaUeHHAMH, SKi OyOyTh OTPUMaHI Iif Yac JiKkyBaHHS. Y MallieHTiB i3
yXKe iCHYI0OUYMMH 3aXBOPIOBAaHHSIMU MeUiHKU KiTipeHC TepbOiHadiny MoxXKe 3HUKYBAaTUCh IPUOIN3HO Ha
50 %.

[emaTOTOKCHYHICTh MOXKe 3yCTPiYaTHUCh Y MAllieHTiB 3 IIomnepegHiM 3aXBOPIOBAaHHAM II€UiHKHY Ta 6e3
HBOTO, TOMY PEKOMEHAYETLCS NePiONUYHIN MOHITOPUHT QYHKIII mediHnKu (depe3 4-6 TUKHIB
JiKyBaHHS). 3aCTOCYBaHHS JIiKapChKOT0 3aco0y CJIiff HeTallHO MPUIUHUTH ¥ pa3i MigBUIEHHS
aKTUBHOCTI ITOKA3HUKIB (QYHKITIOHAIbHUX TI€YiHKOBUX TECTIiB. Y MallieHTiB, AKi npuiiMany Tepbinadin
IIepopasbHo, IyXKe pigko Oy 3apeecTpPoBaHi BUMAKU CEPH0O3HOI MeYiHKOBOI HEJJOCTATHOCTI (mesiKi 3
HUX MaJI¥ JIeTalbHUM HacimoK a0o moTpeOyBau nepecafKeHHs MediHku). Y GinbInocTi BUMaKiB
IIeYiHKOBOI HEJOCTATHOCTI IAIliEHTH MaJlid CEPHO3Hi OCHOBHI CHCTEMHI 3aXBOPIOBAHHS (IUB. PO3Minu
«IIpoTunoka3aHHI» Ta «[100i4Hi peaxiii»).

[TalieHTiB cif momepeguTH PO Te, IIo IIif Yac 3aCTOCYBaHHS JIiIKapChKOTo 3aco0y MOTpPiOHO HeraHo
TIOBIIOMUTH JIikKaps Mpo OyAb-sKi 03HaKM ab0 CUMIITOMH, 1[0 BKa3yIOTh Ha MOPYLIeHHS QyHKIIl
MeYiHKHY, TakKi K cBepOixK, He3'siCOBaHa MOCTiliHA HYMOTA, BTPATa alleTUTY, AaHOPEKCisl, ZKOBTSIHUIIS,
OJIoBaHHS, MifBUIleHa BTOMJIIOBAHICTh, TPABOCTOPOHHIM 6ifib y BepXHill YaCTUHI KUBOTa, TEMHUN
KOJIip cedi yu 3HeOapBIeH] BUMOPOXKHEeHHS. [TaIlieHTH 3 IIUMH CUMITOMaMH ITOBUHHI IPUITUHUTH
3aCTOCyBaHHS JIiKapChKOTro 3aco0y, a GYHKIIiI0 IeUiHKH TallieHTa MoTPiOHO HeralHo OI[iHUTH.

Peakuii 2inepuymausocmi/ceplio3Hi WKIpHI peakuii.

[Tig yac 3acToCyBaHHS IepopasbHOro TepOiHadiHy myxKe PifKo MOBigOMIISIIIOCS PO PO3BUTOK
CepHo3HUX peakiliit 3 60Ky IKipu (Hanpukiag, cuaapoM CriBeHca-][:KOHCOHA, TOKCUYHUN
emigepManbHUM HEKPOIIi3, BUCUIIAHHS 3 €03UHO(DINiEI0 Ta CUCTEMHUM CUHAPOMOM
(DRESS-cunmpom)). 4k i mikipHi peakirii Ta eo3unodinis, DRESS-CHHIPOM MOKe OXOIIIIOBATH OJUH
abo Oinbllle OpraHiB, CIPUYUHSIIOUM TeIIaTUT, iIHTePCTHUINAIbBHUN He)PUT, iIHTePCTUIliaTbHUN
ITHEBMOHIT, MiOKapAUT, IEPUKApPAUT. Y pa3i BUHUKHEHHS IIPOTPeCcylourx BUCUIIaHb Ha IMIKipi abo
iHIKMX MOXK/IMBUX CHMIITOMIB TillepUyTIUBOCTI Cif IPUIMHUTY 3aCTOCYBaHHS J1iKapChKOro 3aco0y.

T'emamooziyHi peakuii.

[Tig yac 3acToCcyBaHHS IlepopaibHOTOo TepOiHadiHy AyKe PifKo MOBiHOMIISIOCS PO MMaTONOTiuHi
3MiHU 3 60Ky KpOBi (HEUTPOIEHisI, arpaHyI0LKUTO3, TPOMOOLUTOIEHis, MaHIuTONeHiq). HeoOximHo
OLIHUTY IPUYNHY BUHUKHEHHS OyIb-SKOI IaTONIOriYHOl 3MiHM 3 00Ky KPOBIi y IAILIi€HTIB i pO3TISHYTH
INUTaHHS 010 MOXK/INBOL 3MiHU PeXKUMY JTiKyBaHHS, Y TOMY YHCJIi IPUNUHEHHS 3aCTOCYBaHHS
JiKapchKOro 3aco0y.

3acmocyBaHHA nauieHmam i3 4ep8oHUM 8084AKOM/NCOPIA30M.

Jlikapchkui 3acib cmifg 3 06epekHiCTI0 3aCTOCOBYBATH TaKUM IalliEHTaM, OCKiTbKA HaOXOOWIN
MIOBIOMJIEHHS IIPO Ay2Ke PiAKICHI BUMAJKX 3arOCTPEHHS LUX 3aXBOPIOBaHb.

3acmocyeaHHs nauieHmam i3 nopyweHHAMU QYHKUiII HUPOK.



3acTocyBaHHS JTiKapChKOT0 3aco0y malieHTaM i3 mopyieHHIMHU (QYHKIIiI HUPOK (KJIipeHC KpeaTUHiHy
MmeH1re 50 My/xB abo piBeHb KpeaTHHiHY B m1a3Mi KpoBi Ginbire 300 MKMOJTB/1T) He 0710 BUBYEHO
HaJIeKHUM YMHOM, TOMY He DEKOMEHIYEThCS.

B3aemo0ii 3 iHwumu AikapcbKumu 3acobamu.

HocnipxeHHS in vitro Ta in vivo BusiBuIM, 110 TepbiHadiH € inribitopom pepmenty CYP2D6. Crin
peTenbHO KOHTPOJIIOBATH CTaH IMAalli€HTiB, SKI0 BOHU OMHOYACHO 3aCTOCOBYIOTH IIperapaTH, SKi
MeTab0Ii3yI0ThCS ITepeBaxHo 3a yuacTio hepMmenTy CYP2D6 (Hampukiaj, TPUIUKIIUHI
aHTUpenpecaHTy, 6eTa-0710KaTOPH, CENIEKTUBHI iHTi0iTOPYU 3BOPOTHOT'O 3aXOIJIEHHS CEPOTOHIHY,
aHTHapPUTMIiuHi TpenapaTH (BKmo4atoun Kiac 1A, 1B ta 1C) abo inribitopu MoHOaMiHOKCUAA3U TUITY
B), ocobnuBo SIKIIO 11i TpellapaTy MaloTh By3bKUYU TepaleBTUYHUM [iana3oH (OuB. po3mdin «B3aeMopmis
3 iHIMMM¥Y JTiKapChKUMM 3ac00aMu Ta iHIIT BUAY B3a€EMOMil»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

HocmimKeHHS peNPOAYKTUBHOI TOKCUYHOCTI Ha TBapMHaX II0Ka3aiy, 110 PU3MK [JIs IJI0OAa BiACyTHiii,
OIHAK KOHTPOJIbOBaHI KIIIHIYHI JOCIIIXKEHHS 3a y4acTIO0 BariTHUX XIHOK He IIPOBOOUIIACS.

Kniniynuit ocBif 3acToCcyBaHHS IepopasibHOro TepOiHadiHy BariTHUM XKiHKaM fyxke 00MeXeHuH.
JlikapceKui 3acib He CJIif 3aCTOCOBYBaTH Y II€Piof BariTHOCTI, OKPiM BUMAOKiB SBHOI HEOOXiMHOCTI.

He3HayHa KinbKicTh TepOiHadiHy TpPOHUKAE V¥ TPYAHE MOJIOKO. JIiKapchKuit 3acib He CIIif
3aCTOCOBYBATH y IIepiof rogyBaHs IPyALo.

3maTHICTh BIIMBATH Ha IIBUAKICTH peakllil Ipyu KepyBaHHiI aBTOTPAHCIOPTOM abo iHIIMMU
MexXaHi3MaMu.

BignosigHi mocnigkeHHS He npoBopuiucs. IlamienTam, y AKUX 3’ ABIAEThCA 3allaMOPOYEHHS Ta
TIOpPYIIeHHS 30pY SK HeOaxkaHui edeKT Ha 3aCTOCYBaHHS JTiKapchKoro 3aco0y (muB. po3nin «ITob6iuHi
peaxtii»), ciif yHUKaTH KepyBaHHS aBTOTPAHCIOPTOM ab0 iHIIMMY MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

JlikapceKui 3acib mpu3HadyeHuu OJ1s TepopasibHOTo 3acTOoCyBaHHS. TableTKu Cllifg KOBTaTH,
3amuBaloyYy BOOOI0, 0aKaHo B ONUH i TOM XKe yac o0 He3aJIeXKHO Bif BKUBAHHI 1XKi.

Hopocai.

Jlikapcekui 3acib 3actocoByBaTH ¥ 0o3i 250 mr (1 TabneTtka) 1 pa3 Ha #o0y.

Y pasi npomnycKy 4eproBoi 4o3u HaCTYIHY A03Y CIIif MPUUHSATH SKoMora mBuaie. OnHak,
BPaxoByI0UM (hapMaKOKiHETHYHI BIacTUBOCTI TepOiHadiHy, mpomyiieHy 103y He CIIif MpuiiMaTH,

SIKIITO iHTepBaJ’I Mix HpPIfIOMOM nponyl.ueHo'l' JO3H1 Ta HACTYIIHOIO NO3010 CTAHOBUTE MEHIIIEe 4 TOOUH.

TpuBamicTh NMiKyBaHHS 3aJIeXKUTh Biff XapaKTepy i TIKKOCTI nepebiry 3axBopioBaHHsg. Cllif CTeXUTH
3a TuM, 00 NiKyBaHHS 0yJ0 IpOBefeHe NPOTATOM HalleKHOro nepiony dyacy. HeHanexsa



TPUBAJICTH JIiKyBaHHS Ta/ab0 HepeTylsipHe 3aCTOCYBaHHS JiIKapChKOTro 3aco0y MOXKe IIPU3BECTH [0
peuunuBy iHdekuii. Cnig moTpuMyBaTHUCS ITPaBUI 0COOUCTOI TirieHU AJIs TOoNepenKeHHs
peiHdikyBaHHS (3 HUKHBOI OITU3HU, IITKAPIETOK, B3YTTS).

PekomeHnnoBaHa TPUBAJIiCTh JTIKyBaHHS:
nepMaTodiTis cTom (MiXKmanblleBa, IifOIIOBHA/TUITY «MOKACUHU») - 2-6 TUXKHIB;
Tpuxo(diTist rmamKoi mKipy - 4 TUXKHI;
TPUXOQITiA NPOMEXKUHY - 2-4 TUXKHI;
IIKipHUY KaHAUA03 - 2-4 THXKHI;
TPUXOQITis BOJIOCUCTOl YaCTUHHU T'OJIOBH - 4 TUXKHI;

OHIXOMiK03, CIpUYMHEHUN fepMaToditTaMu - 6-12 TuKHIB (OinbI TpuBasie JTiKyBaHHS MOXKe
OyTu noTpibHe MalfieHTaM i3 MOBiTbHUM POCTOM HirTiB);

ingexuii HirTiB - y 6inbIIOCTi BUMAAKiB JOCTATHLO 6 TUXKHIB;
iHdeKIIil BeTMKOT0 Mmablisd HOTH - ¥ OiJIbIIOCT] BUMIAKiB OCTATHLO 12 TUXKHIB.

Y pasi rpubkoBux iH(pEKIiN HIrTiB KniHiYHWME eeKT HacTaEe 3a3BUYal Yepes KijlbKa MICSIliB Mmics
JIiKyBaHHSA. Lle moB’93aH0 3 BiIpOCTaHHSIM 3[40POBOTO HIrTA.

ITauienmu 3 nopyweHHAMU (pYHKUII NeyiHKU.

JlikapceKui 3acib mMpoTHIIOKa3aHUM NallieHTaM i3 XpOHiYHMUME a00 TOCTPUMU 3aXBOPIOBaHHAMU
IIEeYiHKMU.

ITauienmu 3 nopyweHHAMU pYyHKUII HUPOK.

3acTocyBaHHs TepbiHadiHy mallieHTaM i3 MOpyLUIeHHSAMY (PYHKIII HUPOK He 0yJI0 HaleXKHUM YUHOM
BHBUYEHO, TOMY JIiKapChKuM 3acib He peKOMEHYETLCS 3aCTOCOBYBATH TAKUM IalliEeHTaM.

ITayieHmu AiMHbO20 BIK)Y.

ITokagiB TOTO, 110 M7 MALE€HTIB JIITHROTO BiKYy MOTPiOHO 3MiHIOBaTH MO3y TepbiHadiny abo 110 y HUX €
IIPOSIBY MOOIYHMX Peakliil, ki Bimpi3HAIOTLCS Bifl TAaKUX Y MAIliEHTiB MOJIOAILIOTO BiKy, HEMaE. V il
BiKOBiif TpyIIi Mpu 3aCTOCYBaHHI TiKapChKOro 3aco0y CJIif B3STH [I0 YBaru MOXKJIMBICTh IIOPYIIEHHS
¢byHKI1il medinku abo HUPOK.

Himu.

IaHi om0 3acToCyBaHHS nepopanbHOro Tepbinadiny giTsam o6MexeHi, TOMy 3aCTOCYBaHHS
JiKapChKOTro 3ac00y He PeKOMEHAYEThCS I1if BiKOBii KaTeropii marieHTis.

Ilepedo3yeaHHs.



Bimomo mpo fmekinbka BUNAAKiB epefo3yBaHHs (IPHUKEOM BHYTPILIHLO 0 5 T TepOiHadiny). [Ipu
IThOMY Bifl3Ha4asuCs rOJI0OBHUM 6inb, HymoTa, 6inb B emiracTpii i 3anamMmopoyenHs. JIikyBaHHS, siKe
PEKOMEH[YeThCS ¥ pa3i mepeno3yBaHHs, BK/II0OUa€e BUBeeHHs TepOiHadiny, Hacammnepen 3a
IIOIIOMOT 00 aficopOeHTiB Ta 3a HeOOXiMHOCTI 3aCTOCYBAHHSI CUMIITOMATUYHOI MiATPUMYBaJIbHOI
Teparrii.

ITo6iuni peakuii.

[To6iuni peakii 3a3Bu4ail c1abKo i MOMipHO BUPaXKeHi Ta MalOTh CKOPOMHUHYITUN XapaKTep.
Huxye3a3HaveHi HeOaXKaHi peakllil cCriocTepiraauck y npoleci KIiHiYHUX HOCHimXKeHb TepOiHadiny
abo B mpoIIeCi MOCTMaPKETUHTOBUX MOCITIIXKEHb.

I71s OIIIHKY YaCTOTY BUHUKHEHHS Pi3HUX MOOIYHUX peaklliii BUKOPUCTAHO TaKy Kiacuikarlito: gyxe
yacTto (=1/10); vacto (=1/100, <1/10); HewyacTto (=1/1000, <1/100); pigko (=1/10000, <1/1000);
nyxe pigko (<1/10000); yactoTa HeBifoMa (4acTOTy He MOXKHa BCTAHOBUTH Ha OCHOBI HassBHUX
OaHUX).

3 boky Kposi ma aimpamuyHoi cucmemu:

HEYacCTo - aHeMis; yKe PiiKo - HEUTPOIEHis, arpaHyIONUTO3, TPOMOOIUTOIIEHis, TaHIIUTOIIEHIS.

3 6oky imyHHOI cucmemu:

nyxe pinko - aHadinakToigHi peakuii (y Tomy uucsi Habpsk KBiHKe), mporpecyBaHHs Ta 3aTOCTPEHHS
IIIKipHOT'0 i CHCTEeMHOI'0 YePBOHOI'0 BOBUAKA; YaCTOTa HEBioMa - aHadiTaKTUYHAa Peakllisi, peakiii,

nofiOHi 10 CUMIITOMIB CHPOBATKOBOI XBOPOOU (y T.4. BUCUIIAHHS, CBEPOiK, KpONUB'SHKA, HAaOPSK,
apTpaUris, raps4ka Ta HabpsK 1iMQpoBYy3iB).

3 boxy memaboai3amy ma xapuy8aHHs:
OyXKe 4acCTo - BTpaTa aleTUTy; HedaCTo - BTpaTa MacH Tila (BHACIigOK OUCTeB3il).

[ToBimOMIISITIOCST TPO TSXKKi OKPEeMi BUIMIAJKK 3MEHIIIeHHS BXKUBAHHS 1XKi, 1110 IPU3BOAUIIO N0 3HAYHOI
BTpPaTH MacH Tina.

3 6oky ncuxiku:
4YacCTo - Jelpecis; HeyacTo - HECIIOKIM.
3 60Ky Hepsosoi cucmemu:

IyKe 9acTo - TOJIOBHUM 0ilb; 9aCcTo - 3allaMOPOYeHHS, IUCTeB3is aXk J0 BTPAaTH CMaKy; He4acTo -

nmapecTesis, rinecTtesis; OyKe pPiaKo - CTikKa AUCTreB3is (MOPYyLIeHHS BiqUyTTd CMaKy, y TOMY YKCIIi
BTpATa CMaKy, 3a3BUYall BiMHOBIIOETHCS ITiCII IPUIMHEHHS 3aCTOCyBaHHs TepOiHadiHy); yacToTa

HeBijoMa - Till0CMisl, aHOCMisl, BKJII0YalO4U IIOCTIMHY aHOCMI0.

3 60Ky opaaHis 30py:
YacCTo - IOPYIIEHHS 30PY; YaCTOTa HEBioMa - HeUiTKUH 3ip, 3HUIKEHHS TOCTPOTH 30PY.

3 60Ky opaaHis cayxy ma pigHosazu:



HeYacTo - IIyM y ByXaxX; 4aCTOTa HeBiloMa - TYyTrOBYXiCTb.
3 60Ky cyOuH:

YacToTa HeBiloMa - BaCKYJIIT.

3 60Ky mpagHo20 mpakmy:

IyKe 4acTo - Bif4yTTs IepPellOBHEHHS IITyHKA, OUCIENCisd, HynoTa, IOMipHU# 6inb y minsHii
JKWBOTAQ, diapes; 9acTOTa HEeBimoOMa - MaHKPEaTHuT.

3 6oky eenamobiniapHoi cucmemu:

PiOKO - TeYiHKOBa HENOCTATHICTh, MigBUIIEHHS PiBHA ()EPMEHTIB IeUiHKHY, XKOBTSIHHULIS, X0JIeCTas i
remaTuT (BKJII0YAlOYY BUMIAKY 3 JIETAIbHUM HacJigKoM abo BUMIAAKY, 110 TOTpedyBamu
nepecagXeHHs MediHKu) (quB. po3fin «Oco0IMBOCTI 3aCTOCYBaHHS»).

3 60Ky wkipu ma nidwKipHuX MKAHUH:

OyXKe 4aCTo - BUCUIIAHHS, KPOIIUB' THKA; HEYaCTO - (OTOUYTIUBICTh; AyKe PIOKO - aiolelis,
ncopia3omnofibHi BUcunaHHS ab0 3aTOCTPeHHS IICcopia3y, TOKCUKOAEePMis, eKC(osliaTUBHUN Ta
Oy/IbO3HUM JepMaTUT, My/IbTU(GOPMHA epuTeMa, CuHapoM CriBeHca-[I2KOHCOHA, cuHApPoM Jlaiienna
(TOKCUYHUY emifiepMaTbHUN HEKPOJIi3), TOCTPUU reHepali3oBaHui eK3aHTeMaTO3HUY yCTYIb03;
YacToTa HeBijoMa - MeAuKaMeHTO3He BUCUIIaHHS 3 €03UHOPIIIE€I0 Ta CHCTEMHUMYU CUMIITOMaMHU
(DRESS-cunzmpom).

3 60Ky ckesnemHo-M’ 430801 cucmemu ma cnoAy4YHOi MKAHUHU:

IyKe 9acTo - apTpaJris, Mianris; yacToTa HeBigoMa - pabmomiosnis; mimBuIeHHS
KpeaTHH(OCOOKiIHA3U y mIa3Mi KpPOBi.

3 60Ky opaaHizmy 8 yisomy:
YacTO - BUCHAXKEHICTh; HEYACTO - TapsdKa; YacTOTa HEBigoMa - TpUIONONiOHi 3aXBOPIOBAHHS.
ITogidomaeHHs npo ni0o3pro8aHi nobiuHi peakuii.

[ToBimoMIIEHHS PO Mig03pioBaHi MOOiuHI peakilii, 110 BUHUKIIM IIiCJII PEeECTpallil likapcbkoro 3acoby,
nyxe BaxJuBi. lle mae 3MOT'y IOCTIMHO CIIOCTePiraTu 3a CHiBBIAHOIIEHHSIM KOPUCTI/PU3UKY IPU
3aCTOCYBaHHI JTiKapCchKoro 3acoby. IIpalliBHUKY CUCTEMHU OXOPOHM 3[I0POB’S TOBUHHI IOBIIOMIISATH
npo Oynb-sKi migo3pioBaHi mobiyHi peakilii yepe3 HallioHATBHY CUCTEMY (apMaKOHATIISIAY.

Tepmin npudamuocmi.

3 POKH.

YMoBH 30epiraHHs.

30epiratu npu TeMiepaTypi He Buine 25 °C y HEOOCTYIIHOMY OJIs1 HiTe MicIi.



YnakoBka.

I[To 7 TabmeTok y 6iicTepi, mo 2 6icTepu B KapTOHHI# KOPOOIIi.

KaTteropis Bigmycky.

3a perenTom.

BupoOHHK.
K.O. CJIABIA ®APM C.P.JI., PymyHis/

S.C. SLAVIA PHARM S.R.L., Romania.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Micisi MpoBaIXKeHHs HOT0 TisTbHOCTI.

bynsBap Teopop Ilanmaagi Ne 44 C, cexrop 3,
032266, byxapecrt/

Boulevard Theodor Pallady Ne 44 C, sector 3,
032266, Bucharest.

3asiBHHK.

TOB «YOPJI MEOULIMH», Ykpaina

WORLD MEDICINE, LLC, Ukraine



