IHCTPYKIIA
JJIS MEIMYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 32C00y

TEPBIHOPM
(TERBINORM)

Cknao:

oitoua pevosuna: TepoinadiH;

1 Tabnerka mictuTh TepOiHadiny (y ¢popmi rizpoxmopuay) 250 mr;

O0ONOMIDICHI peuosunu: TETI0I03a MIKPOKpUCTATiuHa, KpOXMallb KYKYPYI3SIHHHA, KPEMHIO
JIOKCHUJ] KOJIOITHUHM O€3BOHUH, TIMPOMENo3a, TallbK, MarHilo cTeapar.

Jlikapcbka ¢popma. Tabnerku.
OcHogui  @hizuxo-ximiuni eracmusocmi: KpPyrii TUIOCKI TaOJIETKH Bix OLIOro J0 KOBTYBaTO-
61100 KOJIBOPY.

dapmakoTepaneBTHYHA rpymna.
[TpoTurpuOKoOBI mpenapat s 3aCTOCYBaHHs y nepmaroiorii. [IpoTurpuOKoBi npenapatu aiis
cuctemMHoro 3acrocyBanHs. TepOinadin. Koqg ATX DO1B A02.

Dapmakonoziuni e1acmueocmi.

DapmakoOuHamika.

TepOinadin € amimaMiHOM, SKHH Ma€ HIMPOKUHA CHEKTP MPOTHUTIPUOKOBOI il 11070 iH(EKIin
IIKIPH, BOJIOCCS 1 HITTIB, CIPHYMHEHUX TaKUMH jepMaroditamu, sk Trichophyton (manpukian,
T.rubrum, T. mentagrophytes, T. verrucosum, T. tonsurans, T. violaceum), Microsporum
(manpukiaax Microsporum canis), Epidermophyton floccosum, i apixmkoBUMH TpHOKaAMHU POy
Candida (manpukman, Candida albicans) Ta Pityrosporum. VY HU3BKHX KOHIICHTpPAIisIX
TepOiHadiH YMHUTH (QYHTINUIHY MiF0 00 AepMaTO(]iTiB, TIICHABUX 1 JOSSIKUX AUMOPGHUX
rpuOKiB. AKTHUBHICTh IOAO APDKIDKOBUX TPUOKIB 3aJeKHO BiJl iXHBOTO BUAY MOXE OyTH
¢yHrinuaHo a60 QyHriCTaTHYHOIO.

Tepbinadin cnenudiuHo crnpuse paHHBOMY eTanmy OlO0CHHTE3Y CTEpHHIB y KIITHHI Tpudka. [lis
TepOiHaginy 3IIHCHIOETHCS NUIAXOM iHTiIOyBaHHS (PEpMEHTY CKBaJCHENMOKCHIA3u y KIIITHHHIN
MeMmOpani rpubka. lle mpu3BomuTh 10 AeiIUTY eprocTeposly i 1O BHYTPIIIHHOKIITHHHOTO
HAKOMMYEHHS CKBAJEHY, 110 CIPUUYMHSE 3aru0ep KIITHHU rpudka. Lleil pepMeHT He HanexXuTh
110 cucteMu uuToxpomy P450.

[Ipu mepopanbHOMYy 3acTocyBaHHI TepOiHAa(iH HAKOMHMYYETHCS B MIKIpl y KOHIIEHTPAIIsIX, IO
3a0€31meuyoTh HOro QYHTIIUIHY Mif0.

Dapmaxokinemuxa.

Abcopbyis.

Ilicis mepopasibHOro 3acTocyBaHHs Tepbinadin 106pe BeMokTyerhes (>70 %). Moro abcomorna
0100CTYMHICTh B pE3yJAbTaTi MPECHUCTEMHOro MeTabomi3My CTaHOBUTH Hpubmu3zHo 50 %.
OpnnopasoBa nepopaibHa 103a 250 Mr TepOiHadiHy Mmokaszana cepenHe 3HaYeHHS MaKCUMaTbHHUX
koHieHTpaliit (Cmax) y miasmi kposi — 1,30 mkr/mu uepe3 1,5 rogunu micis Woro npuiiomy. Y
PIBHOB2XHOMY CTaH1 TOPIBHSIHO 3 OJHOPa30BOI0 103010 Cmax TepOiHadiny Oysia B cepeaHbOMY
Ha 25 % BuIIIa, a MJIOIIA M1/l KIHETHYHOI KPUBOIO «KOHIeHTpalis — yac» (AUC) 30inpmyBanacs
y 2,3 pa3a. Ha ocHosi 3011b1enHs mia3moBoi AUC Moxe Oyt po3paxoBaHHUil e(eKTHBHHIA
nepion HamiBBuBeneHHS (T12) (~30 roauu). BkuBaHHS TKi BUSBISE€ TOMIPHUN BIUIMB Ha
6iomoctynHicTh TepOiHadiny (30inpmenHss AUC na menmie Hix 20 %), alie He HACTUIBKH, 100
notpedyBaTH Kopekilii qo3u. OqHoYacHe BKMBAHHS 1K1 3 BUCOKUM BMICTOM >KHPIB YIOBUIHLHIOE
BCMOKTYBaHHs TepOiHa(iHy Ta 301bIy€e 61010CTyNHICTh MpHOaN3HO Ha 20 %.

Po3nooin.

Tep6inadin miHO 3B’ s3y€eThes 3 OlTkamu mia3Mu KpoBi (99 %). O6’eM po3noainy mepeBuILye
2000 5. Bin mBunko audyHIye yepe3 AepMy Ta KOHIEHTPYETHCS Yy JINO(IIEHOMY POrOBOMY



miapi. Hakonuuyerbes y mino¢giabHOMY poroBomy mapi. TepOiHadiH TakoX BUAUIAETHCA Yy
MKIPHOMY caji 1, TAKUM YHHOM, JOCSTa€ BHUCOKUX KOHIIGHTpAIlii y BOJOCSIHHX (oJiKkyaax,
BOJIOCCI Ta 1IIKipi, 30aradeHid MMKIpHUM cajoM. Takoxk JoBeneHo, Mmoo TepOiHadiH
PO3MOAUIAETHCS Y HIFThOBI IIJIACTHHKH MTPOTATOM MEPIIMX THXKHIB IIC/Is MoYaTky Tepamii. Hemae
JIOCTaTHIX JAaHUX ILIOJ0 TOro, YW IpOoHUKae TepOiHadiH uepe3 IUIaleHTapHUM Oap’ep. MeHie
HiX 0,2 % TpUITHATOT 1031 €KCKPETYEThCS Y TPYAHE MOJIOKO.

Memabonizm.

Tepbinadin MeTabomi3yeThCsl MBUIKO Ta €KCTEHCHBHO 3a y4YacTIO MpHHANMHI 7 130(epMeHTIB
CYP 3 icrotHum BHeckoM 3 6oky CYP2C9, CYP1A2, CYP3A4, CYP2C8 1 CYP2C19.
Buseoenus.

Buacnigok OGiotpanchopmanii TepOiHadiHYy YTBOPIOIOTHCS METaOONITH, SKi HE MaloTh
MPOTUTPUOKOBOT aKTUBHOCTI 1 BHBOJSTHCS TEPEBaXHO 3i ceuero. Ti12 CTaHOBHTH 17 TOAMH.
Jloka3iB 11010 HaKOMMMYEHHS TepOiHa(iHy B opraHi3Mi HEMaeE.

3MiH y (QapMakokiHeTulll TepOiHadiHy 3aleKHO BiJ BiKy MallieHTa HE CIOCTEPIraeThcs, ale
IIBUIKICTh BUBEACHHS 3 OpraHi3My Mo)ke OyTH 3HIKEHA y Mali€HTIB i3 MOPYIIEHHAMH (QYHKIIIT
HUPOK a00 MEeYi1HKH, 1110 HPU3BOAUTD A0 MIABUILEHHS HOro piBHSA y Mjia3Mi KpoBi.

JocnimpkeHHs (papMaKOKIHETHKU pa30BUX 103 TepOiHa(iHy 3a y4acTIO MALIEHTIB 13 MOPYLIEHHAMU
¢byskuii HUpOK (KimipeHC kpeaTuHiHy <50 MI/XxB) ab0 3 yXe ICHYIOUMMH 3aXBOPIOBaHHSIMHU
MEeYiHKH TT0Ka3aJH, 10 HOTo KJIIpeHC MOoXKe OyTH 3MeHIIeHui mpubiu3Ho Ha 50 %.

Kuainiuni xapakrepuctukm.

Iloka3zanna.

I'pubKoBi iH(eKwLii wKipH 1 HIrTiB, cipuduneni Trichophyton (wanpukian, T. rubrum,

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

e crTpuryduid numai (TpuxogiTis riaakoi MKIpU, TPUXOQITIis MPOMEXKUHH 1 1epMaTodiTis
CTON), KOJM JIOKaJi3alisl ypa)XXeHHs, BHUPaXXeHICTh ab0 MOMHUpEeHICTh 1H(EeKIii
3YMOBJIIOIOTH JIOLUIbHICTh MEPOPaNIbHOI Tepamnii;

® OHIXOMIKO3.

Ilpomunoka3zanns.
e [linBuIneHa YyTIMBICT A0 AiI0Y0i pEUOBHMHU Ta/a00 0 IHIIMX KOMIIOHEHTIB JIIKapChKOTO
3aco0y.

e Tocrpi abo XpOHIUHI 3aXBOPIOBAHHS MTEUIHKH.

B3aecmooia 3 inwmumu nikapcoKumu 3acovamu ma inuwii 6uou 63a€mooiil.

BouB iHmmX IikapchbKUX 3ac001B Ha hapMaKOKIHETHKY TepOiHadinHy.

VY merabomni3mi TepOinadiny 0epyTs ydacTsb i30depmentu muroxpomy P450 (CYP450). Knipenc
TepOiHadiHy y IIa3Mi KpoBl MOXke OyTH MiABUILNEHUH 3ac00aMH, 110 IHAYKYIOTh 1l (PEPMEHTH, 1
MOKe OYyTHM B3HIDKCHHUHM 3acob0amu, Imo iHTIOyoTh nutoxpom P450. ¥V pa3i HeoOXigHOCTI
OJTHOYACHOT'0 3aCTOCYBaHHsS TaKHUX JIKapChKUX 3aco0iB J103yBaHHS TepOiHadiHy mOTpiOHO
KOPHUT'YBATH BiJITOBITHUM YHHOM.

Incibimopu ghepmenmis yumoxpomy P450.

[MumeruuH 3HMKYyBaB KiipeHc TepbiHadiny Ha 30 % Ta nigsunryBas AUC Ha 34 %.
®nykonason (inrioiTop CYP2C9 1 CYP3A4) 36inbimyBaB nokasHuku Cmax 1 AUC tepOinadiny
Ha 52 % 1 69 % BiamoBigHO y 3B 513Ky 3 ranbMyBaHHsM (GepmenTiB CYP2C9 i CYP3A4. Take x
30UTBIIICHHS TTOKA3HUKIB MOXKE CIIOCTEPIraTHCs MPH OJHOYACHOMY 3aCTOCYBaHHI 3 TepOiHadiHOM
mikapchkux 3aco0iB, mo mpurHiayiotb CYP2C9 1 CYP3A4, Takux sk a305bHI QyHTIOHIA
(KeTOKOHA30I1), MAKPOJIi/IHI aHTHO10THKU ab0 aMi0JapOH.

Inoyxmopu gpepmenmis yumoxpomy P450.

Pudamninun (ingykrop CYP3A4) 36inbmyBaB kimipeHc TepOiHadiny Ha 100 %. IToxasHuku
AUC i Cmax 3amxyBamucs Ha 50 % 145 % BinmosigHo.

Brums tep6inadiny Ha dhapMaKOKIHETHKY 1HINMX JIKaPCHLKUX 3aC001B.

Cybecmpamu CYP2DG6.




Jocmipkenust in vitro Tta in Vvivo BusBuwim, o TtepOinadin upurnivye CYP2D6-
orocepenkoBanuid MerabosizM. Taki pe3yiabTaTH OUIbIIE CTOCYIOTBCS CyOCTaHIlIH, sKi
HEepPeBaKHO METa0O0MI3yI0ThCA 3a y4YacTIO LbOro (hepMeHTy, OCOOJIMBO SKIIO BOHHU MAalOTh
BY3bKHI TepaneBTUUHUM Jiarnma3oH (JuB. po3ain «OcoOmMBOCTI 3acTocyBaHH»). Lle cTocyeThcs,
HaMpUKIIAJ, ACSKUX JIKApChKUX 3ac00iB TaKMX KJaciB: TPUIMKIIYHI aHTHJENpecaHTH, Oera-
0JI0KaTOPH, CENEKTUBHI 1HT1OITOPH 3BOPOTHOrO 3aXOIJIEHHS CEPOTOHIHY, aHTHAPUTMIUHI 3aC00U
(Bxmouaroun kiac 1A, 1B ta 1C) abo iHribiTopu MOHOaMIHOKCHAA3H TUILY B.

Tepbinadin 3MeHmIyBaB KitipeHc aezunpaminy Ha 82 %, a AUC 30inb11yBaB y 5 pasis.

Y mBuakux MmeradomizatopiB CYP2D6 tepbinadin 30inbmryBaB KoedilieHT MeTabomigHOi
B3aeMoii gexcrpomeropdany/nekcrpopdany B cedi y cepennpboMy B 16-97 pasis. Lle cBimuuTh
npo Te, mo TepOiHadiH ynoBinmbHIOE Merabonism cyOctpatiB CYP2D6 y mBuakux
MetabomnizatopiB CYP2D6 («eKCTEHCMBHHX MeTa0oJi3aTopiB»), TOOTO MeTaboni3M y Iux
MalieHTIB MaKCUMaJbHO BIANOBiAa€ MeTa0OJi3My y MOBUIBHUX MeTabomi3aTopiB («clabKux
MeTaboJi3aTopiBy).

Cybcmpamu inwux gepmenmis.

PesynpraTi 1OCHiKEHB, TPOBEICHUX IN VILrO 3a y4acTio 310pOBUX J00POBOIIBIIIB, TOKA3yHOTh,
mo TepOiHaiH Mae HE3HAYHUN NOTEHLla]l JUIsl NPUTHIYEHHS abo IOCHIJIEHHS KJIIpEHCY
OUTBIIOCTI JIIKAPCHKUX 3ac00iB, sKi METa0OMI3yIOTBhCS 3a Y4acTIO CHCTeMH HmHUTOXpomy P450
(Hanpuknan, TeppeHaanHy, Tpiazonamy, ToJIOyTaMiHy abo mepopajbHUX KOHTPAIEITUBIB).

Tnwi memaboniuHi winsaxu.

Tepbinadin He BIIIMBAE HA KJIIPEHC aHTUIIPUHY a00 TUTOKCHUHY.

Tepbinadin 361sb11y€ KIipeHc HuKkiaocnopuny Ha 15 % (3menmenns AUC Ha 13 %).
MoxuBicTh B3aeMofii TepOiHaiHy Ta AHTHKOArysHTIB, SKI 3a3BUYail MpU3HAYaIOTh, HE
BuBYanacsa. Ilim dvac mOCHDKEHHS B3aemMojii 3 BappapyiHOM JKOJHHUX B3a€EMOJIH HE
CriocTepiranocs.

ITix yac KIHIYHMX JOCHIIKEHb BIAMOBIIHOrO BIUIMBY TepOiHadiHy Ha (hapMaKOKIHETHKY KO-
TPUMOKCa30/1y (TpUMETONpUMY Ta CyJb(paMeToKca3oiy), GuyKoHa3oiy, (peHa30Hy, TeopiIiHy
a00 3UIOBYAHY HE BHUSIBJICHO.

Bymn 3apeecTpoBaHi BUMNAIKM MOPYHIEHHS MEHCTPYAIbHOTO MLHKIY (MDKMEHCTpyalbHA
KpOBOTEYA 1 HeperyIIpHUN MEHCTPYaIbHHUI IIUKJ) Y MAali€HTOK, SKi 3aCTOCOBYBau TepOiHadiH
OZTHOYACHO 3 MEpOpaTbHUMH KOHTpAICITUBAMH, X04Ya 4acTOTa LUX MOPYIIEHb 3aJUIIAETHCS B
MEXKax 4YacTOTM TMOOIYHMX peakUid Yy TMali€eHTIB, $KI NPUMMAaOTh TUIBKH IE€pOpasbHI
KOHTpPAIICII THBH.

V marieHTiB, ki oTpuMyBaiu TepOiHadiH OHOYACHO 3 Bap(hapuHOM, PiIKO OyJIH 3apeecTpoBaHi
3MIHM  TIOKa3HHUKIB  MDKHapoJHOro HopmaiizoBaHoro BigHomenHs (MHB) ta/a6o
IIPOTPOMOIHOBOI'O Yacy.

Ocoonusocmi 3acmocysanns.

Jlikapchkuii 3aci® citifi 3aCTOCOBYBATH JIMINE TOJI, KOJM MICII€BE 3aCTOCYBaHHS TepOiHadiHy
HEMOXKJIUBE.

Peaxyii 3 boxy neuinku.

Jlikapcbkuil 3acid NpPOTUNIOKA3aHMM JJI 3aCTOCOBYBAaHHS HAallleHTaM 13 XPOHIYHUMH abo
TrOCTPUMHU 3aXBOpIOBaHHSAMM MediHku. Ilepen ioro 3acrocyBaHHSIM CHiji OLIIHUTH BCl BKeE
ICHYIOU1 3aXBOpIOBaHHS NeyiHku. Sk miHiMyM ciin BusHauutu piBeHb AJIT ta ACT nmns Toro,
00 OTpUMATH BUXIJHI 3HAYEHHS JJI MOPIBHSAHHS iX 31 3HAYCHHSMH, SIKi OyIyTh OTPHUMaHI i
yac JIIKyBaHHs. Y TAII€HTIB 13 YK€ ICHYIOUMMH 3aXBOPIOBAaHHSMH IEUIHKH KilipeHC TepOiHadiny
MO’K€ 3HMKYBAaTHCh TpuOIM3HO Ha 50 %.

I'enaToOTOKCHYHICTh MOXKE 3yCTPIYAaTUCh Y MAIIEHTIB 3 MOMEPEIHIM 3aXBOPIOBAHHSAM MEYIHKU Ta
06e3 HbOro, TOMY PEKOMEHIY€ThbCS MNEpPIOAMYHUNA MOHITOPUHI (YHKIII MediHKu (uepe3 4-—
6 THKHIB JIKyBaHHS). 3aCTOCYBaHHS JIIKapCbKOro 3aco0y CIiJi HerailHo HMPUIIMHUTH y pasi
MIJBUIIEHHS] aKTHBHOCTI MOKAa3HUKIB (PYHKIIOHAIBHUX IEYIHKOBUX TECTIB. Y TMAIlI€HTIB, SKi
npuiiManu TepOiHadiH mepopanbHO, NY)KE piIKo OyiM 3apeecTpoBaHi BHIIAJKU CEpi03HOI
MEYiHKOBOi HEIOCTATHOCTI (XefKi 3 HHMX MajM JICTAJIBHUM Hacaigok abo morpedyBayu
Mepeca/PKEHHS MEYiHKK). Y OIIbIIOCTI BUMAIKIB TEUIHKOBOI HEMOCTATHOCTI MAI[IEHTH MaJH



Cepiio3HI OCHOBHI CHUCTEMH1 3axBOproBaHHsA (AuB. po3aum «lIpotunokasanus» Ta «IlobiuHi
peaKirii»).

[TamieHTiB cIi MOMEPEIUTH MPO TE, IO IMiJ Yac 3aCTOCYBaHHs JIIKAPCHKOT'O 3ac0o0y MOTPiOHO
HeraiiHO MOB1JIOMHUTH JIiKaps PO Oyab-sAKi 03HAKK 200 CUMIITOMH, 110 BKa3YIOTh Ha MOPYIICHHS
(GyHKLIT MeYiHKY, Takl K cBepOLK, HE3 sicOBaHA IMOCTIMHA HYyJ10Ta, BTpaTa aneTUTy, aH OpeKcis,
KOBTSIHULS, ONIOBaHHS, MiJBUIIEHAa BTOMJIIOBAHICTh, IPABOCTOPOHHIN OUIb Y BEpXHii 4acThHI
KHUBOTA, TEMHUHN KOJIIp ceul 4u 3HeOapBJIEeHI BUMOPOKHEHHA. [lalieHTH 3 IMMHU CUMITOMaMH
MMOBUHHI MPUITMHUTH 3aCTOCYBAHHS JIIKAPCHKOT0 3ac00Y, a PYHKIIIFO TIEUiHKY MAaIli€HTa MOTPIOHO
HEraiHO OI[IHUTH.

Peaxuyii cinepuymaueocmi/cepiiosni wiKipui peaxyii.

[Tig gac 3acTocyBaHHS MepoparbHOro TepOiHadiHy AyXkKe PiIKO MOBITOMIISIOCS PO PO3BHTOK
CEepHO3HMX peakiliii 3 Ooky mkipu (Hampuknan, cuHapoMm CriBeHca—[)KOHCOHA, TOKCUYHUU
emiiepMaJbHUN HEKpOJi3, BUCHIAHHS 3 €03MHOQiTi€r0 Ta cucTeMHUM cuHapomoM (DRESS-
cuHapoMm)). Sk 1 mkipHi peakiii Ta eo3uHodiniss, DRESS—cunapom moke oxorumoBaTH OJuH
abo Oinple opraHiB, CIPUYUHIIOYM TENATUT, IHTEPCTUIIANBHUA HE(PPUT, IHTEPCTHILIATbHU I
ITHEBMOHIT, MIOKapauT, NEpUKapAUT. Y pa3l BUHUKHEHHS NPOTrpeCcylOuMX BUCHUIIAHb Ha IIKIpI
a00 1HIIMX MOKJIMBUX CUMIITOMIB IIIEPYYTIMBOCTI CJIJ IPUIIMHUTU 3aCTOCYBAaHHS JIIKAPCHKOIO
3aco0y.

T'emamonociuni peaxyii.

[Tix yac 3acTocyBaHHs epopaabHOro TepOiHadiny ITyXke PiIKO MOBIJOMIISIIOCS PO MATOJIOTIYHI
3MIHM 3 OOKYy KpoBI (HEHTpOMEeHis, arpaHylOLUTO3, TPOMOOIMTONEHIs, NaHIUTONEHIsN).
HeoOxiHO OLIHUTHM NPUYMHY BUHUKHEHHS OY/Ib-AKOi IaTOJIONYHOI 3MiHH 3 OOKYy KpOBI Yy
MALIEHTIB 1 PO3TJISIHYTH MUTAHHS LI0J0 MOXJIMBOI 3MIHM PEXUMY JIIKYBaHHSA, y TOMY YMCII
MPUIIMHEHHS 3aCTOCYBaHHS JIIKapChKOro 3ac00y.

3acmocysannsn nayicumam i3 4ep8OHUM 808YAKOM/NCOPIAZOM.

Jlikapchkuii 3aci0 ciaiji 3 00EPEKHICTIO 3aCTOCOBYBATH TaKUM TAlliEHTaM, OCKIJIBKM HaJIXOJIHJIN
MOBITOMJICHHSI TIPO JTY’Ke PIAKICHI BUIMAIKH 3aTOCTPEHHS X 3aXBOPIOBAHb.

3acmocysannsa nayicumam i3 nopyueHHAMU QYHKYIT HUPOK.

3acTocyBaHHS JIIKAPCHKOrO 3aco0y MallieHTaM 13 HOpPYIIEHHAMHU (YHKIT HUPOK (KJpeHC
KpeaTuHiny MeHme 50 MiI/xB a00 piBeHb KpeaTHHIHY B mia3Mi KpoBi Oinbmie 300 MKMOTIB/T) HE
OyJl0 BUBYEHO HAJIS)KHUM YHHOM, TOMY HE PEKOMEHIYEThCS.

Bzaemooii 3 inwumu nikapcoxumu 3acobamu.

Jlocmimkennst in Vitro ta in vivo BusiBuid, 1o tepOinadin € inriditopom depmenty CYP2D6.
Crnin perenbHO KOHTPOJIIOBAaTH CTaH TMALI€HTIB, SKIIO BOHU OJHOYACHO 3aCTOCOBYIOTh
mpernapard, sSKi MeTa0omi3yrThes TepeBaxHO 3a ydactio pepmenty CYP2D6 (mampukinan,
TPULMKJIIYHI aHTUJETPECAHTH, OeTa-0J10KaTOpH, CEJIEKTUBHI 1HI10ITOPH 3BOPOTHOIO 3aXOIICHHS
CEpOTOHIHY, aHTHAPUTMIUHI npenapatu (Bkmouaroun kinac 1A, 1B ta 1C) abo iHridiropu
MOHOaMIHOKCHIa3u TUIly B), 0coOmuBO SKIIO I mpernapaTH MaroTh BY3bKMHM TepaneBTUYHHM
nianas3oH (auB. po3ain «B3aeMois 3 IHIIMMU JTiKapChKUMH 3aC00aMH Ta 1HII BHIH B3a€MOJIIN»).

3acmocysanns y nepioo eacimnocmi abo 200y8amHsi 2py00io.

JlocmipKEeHHST pEenpoXyKTHBHOI TOKCHYHOCTI Ha TBapWHAX IIOKa3ajd, IO PU3UK I IJI0AA
BIJICYTHIN, OJHAK KOHTPOJbOBAaHI KJIHIYHI JOCHIUKEHHS 3a Y4YacTIO BariTHUX XKIHOK He
TIPOBOJTHITHCSL.

KiiHiyHMK JTOCBiJ 3acTOCYBaHHS IEpOpalibHOrO TepOiHadiHy BariTHUM JKIHKaM JyXKe
ooMexxenuid. Jlikapchkuii 3acid He Ciiji 3aCTOCOBYBATH Yy IEpioj BariTHOCTI, OKPIM BHITaJIKiB
SIBHOI HEOOX1THOCTI.

He3nauyna kinbkicTh TepOiHaQiHy NpOHMKAE y TpyaHe Mosoko. Jlikapcekuit 3acid He ciifn
3aCTOCOBYBATH Y MEPiojl TOAYBaHs TPYAIIO.

30amuicmo enausamu Ha wWEUOKICMb peakyii npu KepysawHi asmompaHCnopmom abo iHuuMu
MexaHizMamu.



BiamoBinHi qocmimkeHHs He mpoBoauincs. [lamientaM, y SKux 3’ sIBISETHCSA 3alIaMOPOUYCHHS Ta
HOPYUICHHSI 30py sK HeOakaHUM eeKT Ha 3aCTOCYBaHHS JIKapChKOro 3aco0y (IUB. pO3Ail
«[ToOi4Hi peakIii»), ciliJ yHUKAaTH KepyBaHHS aBTOTPAHCIOPTOM a00 iHIMMMH MeXaHI3MaMH.

Cnoci6 3acmocysanna ma 003u.
Jlikapchkuii 3aci0 mpU3HAYEHUW ISl MEPOPATILHOIO 3aCTOCYBaHHs. TaOJETKU CJiJ KOBTATH,
3allMBalOYM BOJIOI0, 0a’KaHO B OJMH 1 TOH 7K€ Yac J00H HE3aJIEKHO BiJl B)KMBAHHS TKI.
Jlopocii.
Jlikapcbkwuii 3aci6 3acrocoByBatu y 1031 250 mr (1 tabnerka) 1 pa3 Ha 100y.
VY pa3i mpomycky 4eproBoi J03M HACTYIHY 03y CJiJ MPUHHATH sikoMora mmBuame. OnHak,
BpaxoByHOUH (papMaKOKIHETHYHI BJIACTUBOCTI TepOiHadiHy, MNpOMyIIeHy M[03y He CHil
npuiiMaTy, SKIIO IHTepBaJ MK MPUIOMOM MPOMYIIEHOI 103U Ta HACTYITHOIO 03010 CTAHOBUTH
MeHmIe 4 ToauH.
TpuBamicTs NiKyBaHHS 3aJIOKUTh B XapakTepy 1 TsDKKOCTI mepebiry 3axBoproBaHHs. Cuifn
CTEXHUTU 3a TUM, 1100 JIKyBaHHS OYJlO IpPOBEJEHE NPOTATOM HAJIEKHOTO IMEPIOAY dvacy.
Henanexna TpuBamicTh JIIKyBaHHS Ta/ab0 HEpEryJspHE 3aCTOCYBaHHS JIKApCHKOro 3acoly
MOJK€ NpHU3BECTU 10 peuuauBy iH@ekuii. Ciaig 1oTpUMyBaTHCs MpaBUil OCOOUCTOI Tiri€HU AJIs
TOTepe/DKEHHS peiH(iKyBaHHS (3 HI)KHBOI OUTU3HH, IITKAPIIETOK, B3YTTS).
PexkomenoBaHa TpUBaJIICTh JIIKYBaHHS:
nepMaTodiTis cron (MiKIABIIEBA, MiAOMIOBHA/THITY «MOKACUHUY) — 2—6 THKHIB;
TpuXo(iTis rIaaKOl WKipH — 4 THKHI;
TPpUXOQITisl IPOMEKHUHU — 2—4 THXKHI;
IIKipHAA KaHTUI03 — 2—4 THXKHI,
TpuX0(iTis BOJIOCKCTOI YACTUHU T'OJIOBU — 4 THXKHI;
OHIXOMIKO3, CIIpUYMHEHUH AepMaroditamu — 6—12 TuxHIB (OLIbLI TpUBaje JIKYBaHHS
MOXKe OyTH MOTpiOHE MaIli€eHTaM 13 MOBUILHUM POCTOM HIrTiB);

e iH(eKil HIrTiB — Y O1IBIIOCTI BUIAJIKIB JOCTATHBO 6 THIKHIB;

e iH(]eKIil BEeIUKOro Naiblisi HOTU — y O1IBIIOCTI BUMIAJKIB JOCTATHRO 12 THXKHIB.
VY pa3i rpuOkoBux iHGEKIH HITTIB KIHIYHAN €(eKT HacTae 3a3BHYall 4yepe3 KibKa MICSAIlIB
micast JikyBaHHs. e moB’s13aHO 3 BIAPOCTaHHSAM 3/J0POBOr'O HIr'TS.
TIayienmu 3 nopywenHamu hynkyii neuinku.
Jlikapcbkuil 3aci0 NpOTUIIOKAa3aHUM NallEHTaM 13 XpPOHIYHUMH 200 TOCTPUMH 3aXBOPIOBAHHIMMU
MEYIHKHU.
Tayieumu 3 nopywennamu ¢yHkyii HUpoOK.
3acrocyBanHs TepOiHadiHy HaIieHTaM 13 MOpPYIIEHHSAMHU (YHKILII HUPOK He OyJ0 HaNEKHUM
YUHOM BHMBYEHO, TOMY JIIKapChbKUM 3aci0 HE peKOMEHIYEThCS 3aCTOCOBYBATH TAKUM Ialli€EHTaM.
Hayienmu nimuvo2o 6iKy.
Jloka3ziB TOTO, 10 JJIs MALIE€HTIB JITHHOTO BIKy MOTPIOHO 3MIHIOBATH 103y TepOiHadiny abo 1o
y HUX € IIPOsIBU MOOIUHUX pEaKIil, Kl BIIAPI3HAIOTHCS Bl TAaKUX y HALIEHTIB MOJIOALIOTO BIKY,
Hemae. Y LIl BIKOBIM Ipyni NpU 3aCTOCYBAaHHI JIIKAPCBKOTO 3aco0y Cllif B3SITH 10 yBaru
MOJKJIMBICTh MOPYIIEHHs (PYHKIIIT Ie4iHKKA a00 HUPOK.

Himu.
JlaHi 1010 3acTOCyBaHHS IepopajbHOro TepOiHadiHy AITAM OOMEXKEeH1, TOMY 3aCTOCYBAHHS
JIKapCchKOro 3aco0y HEe PEKOMEHAYEThCS 111 BIKOB1M KaTeropii maIieHTiB.

Ilepeoo3ysanns.

Bimomo mpo aekinbka BUNAAKIB Iepeo3yBaHHs (IPUifoM BHYTPIIIHBO 10 5 T TepOinadiny). [Tpu
[[bOMY BiJ[3HaYaIHCs TOJOBHUHM Oi7b, HyJO0Ta, OiNb B emiractpii i 3anamopoueHHs. JlikyBaHHS,
sKe PEKOMEHIYETbCS y pa3l Mepeo3yBaHHs, BKIIOUae BUBEACHHs TepOiHadiHy, Hacammepen 3a
JIOTIOMOT'0F0 a7ICOPOEHTIB Ta 32 HEOOXITHOCTI 3aCTOCYBaHHS CUMIITOMATHYHOI MiJTPUMYBaIbHOI
Teparii.

I oo6iuni peakuii.



[To6iuni peakiii 3a3Buyail c1abKoO 1 MOMIPHO BUPAXKEHI Ta MAaIOTh CKOPOMHUHYIIUN XapakTep.
Hwxkue3a3HaueHi HeOakaHi peakilii CHOCTEpITaMCh Yy TIpoleci KIIHIYHUX JOCIiHKEHb
TepOiHadiny abo B mpolieci MOCTMapPKETUHT OBUX JTOCITIIKEHb.

JIJ1s OIIHKM YaCTOTH BUHMKHEHHS PI3HUX IMOOIYHHMX pEaKIlii BUKOPUCTAHO TaKy KJacHu]ikallito:
nyxke vacto (=>1/10); gacto (>1/100, <1/10); mewacto (>1/1000, <1/100); piaxo (=1/10000,
<1/1000); myxe pinko (<1/10000); gactota HeBigoMa (4aCTOTy HE MOKHA BCTAHOBUTH Ha OCHOBI
HasiBHUX JIAHUX).

3 6oky kposi ma nimgpamuunoi cucmemu:

HEYAacCTO — aHeMis; JyKe pIIKO — HEHTPOINeHis, arpaHylolHuTO3, TPOMOOIUTONEHI,
MMAHI[ATOIIEHIS.

3 6oky imynnoi cucmemu:

oyxe pinko — aHadinmakToigHi peakimii (y Tomy uucni HaOpsk KBiHke), mporpecyBaHHs Ta
3arOCTPEHHS MIKIPHOTO 1 CHCTEMHOI'0 Y€pPBOHOTO BOBYAKa; 4acTOTa HEBiqoMa — aHadinakTH4Ha
peakiiisi, peakuii, moAiOHI A0 CUMITOMIB CHUPOBATKOBOi XBOpoOH (y T.4. BUCHIAHHS, CBEpOIK,
KpONUB’ sIHKA, HAOPSIK, apTpasris, rapsuka Ta HaOpsK JTiMQOBY3IiB).

3 6oky memabonizmy ma xap4y8aHus:

Jy’e 4acTo — BTpaTa aleTuTy; HeYacTo — BTpaTa MacH Tija (BHACIIOK AUCTEB3IT).
[ToBimomisiocss Mpo TSXKKI OKpeMi BUNAAKU 3MEHILIEHHS BXKUBAaHHS 1XKi, 110 MPHU3BOIUIO 0
3HAaYHOI BTpaTH MacH TiJa.

3 6oky ncuxixku:

4acTO — JICTIPECisl; HEYacTO — HECIOKIM.

3 60Ky HepeoBoi cucmemu

Jy’€e 4acTo — FOJIOBHUM Ol1b; 4acTO — 3allaMOPOYEHHS, JUCTEB31s aX /10 BTPATH CMaKy; HEYacTo
— mapecTesis, rinecresis; AyXe PiIKo — CTiiiKa aucreB3is (MOPYIIEHHS BIAYYTTS CMaKy, y TOMY
YHCI BTpaTa CMaKy, 3a3BHYail BIAHOBIIOETHCS MMICis MPUIMHEHHS 3aCTOCYBaHHs TepOiHa(iHy);
4acTOTa HEB1JIOMa — TIOCMisl, aHOCMisl, BKIIFOYAIOYH TIOCTIMHY aHOCMIIO.

3 6oky opeanis 30py:

4acTo — MOPYIIEHHS 30pYy; YaCTOTa HEBIOMa — HEUITKUMN 31p, 3HUKEHHSI TOCTPOTH 30Dy .

3 6oxy opeanis ciyxy ma pigHogazu:

HEYacTo — IIyM Yy ByXax; 4acTOTa HEB1JJOMa — TYTOBYXICTb.

3 60Ky cyoun:

4acToTa HEB1JloMa — BaCKyJIiT.

3 boxy mpaeno2o mpakmy:

Jy’€ 4acTo — BIIUYTTS MEPENOBHEHHS LIUIYHKA, AUCIENCIA, Hy10Ta, MOMIpHUHA OlIb y JAUISHINI
KHUBOTA, Jl1apesi; 4acTOTa HEB1JIOMA — TAHKPEATHUT.

3 6oky eenamobiniaproi cucmemu.

piAKO — TeEYiHKOBAa HEIOCTATHICTh, WiABUINEHHS piBHSI (EPMEHTIB IEYiHKH, KOBTIHUIISA,
Xojecrta3 1 rematuT (BKIIOYAIOYM BUNAAKU 3 JIETAJbHUM HAcCHiIKOM a0 BHUMAAKH, IO
noTpedyBaiu rnepecapkeHHs NediHku) (AuB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHS).

3 60Ky wiKipu ma niOWKIpHUX MKAHUH

Jy’e 4acTO — BUCHIIAHHS, KPONUB SIHKA; HEYacTO — (POTOUYTIMBICTh; AYXKE PIIKO — ajomNeLis,
ncopia3onoaiOHi BHCHUIIAHHS a00 3aroCTpEHHs Icopia3zy, TOKCUKOJEpMis, eKC(hOTaTUBHUNA Ta
OynbO3HUN JepMaTHT, MynbTu(opMHa eputrema, cuHiapoM CriBeHca—/[’)KOHCOHA, CHUHAPOM
Jlaiienna (TOKCHMYHMMA emiiepMaJbHUN HEKPOJIi3), TOCTPUH TeHEpai30BaHUN EK3aHTEMaTO3HUI
MyCTYyJb03; YaCTOTa HEBIJOMAa — MEAMKAMEHTO3HE BUCHUIIAHHA 3 €03MHOMITIEI0 Ta CHCTEMHUMH
cumntomamu (DRESS-cunapom).

3 60Ky ckenemuo-m 5130801 cucmemu ma CNOJAYYHOI MKAHUHU:

OyXe dYacTo — apTpairis, Mianris; YacTtora HeBiomMa — pabaoMioni3; IiABHIEHHS
kpeaTuH(pochOKiHA3M Y MIIa3Mi KPOBI.

3 6oy opeanizmy 6 yinomy:

4aCTO — BUCHAXKEHICTh; HEUACTO — TapsiuKa; 4acToTa HeBiJjoMa — IPUIONOi0HI 3aXBOPIOBAHHS.
Tlogioomnenns npo nioo3posami noOiyHi peaxyii.

[ToBimomieHHs Tpo Migo3proBaHi MOOIYHI peakilii, 10 BUHUKIM MICs peecTpalii JiKapchKoro
3aco0y, nayxke BaxiuBi. lle 1ae 3Mory mOCTIHHO cHOCTepiraTd 3a CIiBBiIHOIICHHIM



KOPUCTI/pU3UKY TpU 3aCTOCYBaHHI JiKapchbKoro 3acoOy. IIpaliBHHKM CHCTEMH OXOpPOHHM
3JI0pOB’sl TOBUHHI MMOBIIOMJISITH PO OyAb-SKI MiT03prOBaHi MOOIYHI peakIlii uepe3 HalllOHAJIbHY
cucteMy (apMaKoOHarJsy.

Tepmin npuoamnocmi.
3 poku.

YmoBu 30epiranns.
36epiraTu mpu Temriepatypi He Bute 25 °C y HeTOCTYITHOMY JJIs JiTeH MicCIli.

YnakoBka.
ITo 7 Tabnerok y Giictepi, mo 2 OyicTepu B KAPTOHHINA KOPOOIIi.

Kareropis Binnycky.
3a penenrtom.

BupooOHuk.
K.O. CJIABISI ®APM C.P.JIL., PymyHis/
S.C. SLAVIA PHARM S.R.L., Romania.

Micue3Haxoa:keHHsI BAPOOHMKA Ta agpeca MicUsl NPOBAKEeHHS OT0 TiAJILHOCTI.
BynbBap Teonop Ilannani Ne 44 C, cexrop 3, 032266, byxapect/
Boulevard Theodor Pallady Ne 44 C, sector 3, 032266, Bucharest.

3asiBHUK.
TOB «YOPJIII MEJUILINH», Ykpaina
WORLD MEDICINE, LLC, Ukraine
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