Ckian

0iroua peyosuHda: TIOKOJIXiIKO3HUI;

1 amnysia MICTUTh TIOKOJIXIKO3UOy 4 MT;

OONOMIJCHI peuyoBUHU: HATPiIO XJIOPUI, KUCIIOTA XJIOPUCTOBOOHEBA, HATPIIO
rigpokcum, Boma OJid iH €KITii.

JIikapcbKa ¢dpopMma

Po3uuH nns iH' eKIliu.

OCHOBHI (pi3uKO-XiMIiUHI 81aCMuUBOCMI: TPO30PUU PO3UUH, 2KOBTOT'O KOJIHOPY.

®dapMaKoTepalneBTHYHA Irpyna

MiopenakcaHTu 3 [IeHTpalbHUM MexaHidMoM faii. Kog ATX M03B XO05.

®dapMaKoJI0riyHi BJIaCTHBOCTI

dapmakoOuHaAMiKa.

TioKONXiKO3u[ - 1le HAIliIBCUHTETUYHUU CYIbQigHUM ITOXiTHUN KOIXIKO3UIY,
SIKUU YUHUTH MiOpeJiakKCyouy Mito.

Y pocnigXeHHaX in Vitro TIOKOJIXIKO3UL 3B sA13y€ThCs TinbKU 3 'AMK Ta
CTPUXHIHYYTJIMBUMU TJIIIIMHOBUMU peleriTopaMu. TIOKOJIXIKO3U[, 10 Oi€ SIK
aHTtaroHict TAMK-penenTtopiB, BUsiBnsi€ eeKTUBHUMN MiOpenaKCylouni
e(pekT 3a JOIOMOI 00 PETYIATOPHUX KOMIIJIEKCHUX MEeXaHi3MiB Ha
CyIIpacIliHaJIbHOMY PiBHi, IPOTe MOro IIIMHEPTiYHUY MeXaHi3M [il He MOoXKe
OyTH BUKITIOUEHUM.



XapaKTepuCTUKHU B3aeMOil Tiokonxiko3uay 3 TAMK-penienTopamMu Taki X,
SIK 1 71 10T0 TIIOKOPOHIOHOT O MOXiAHOTO, III0 € OCHOBHUM MeTabO0IiTOM
(DuB. HUXK4e).

Y mocnigKeHHSAX in Vivo MiopeslaKCy04i BIaCTUBOCTI TIOKJIXIKO3UAY Ta MOTO0
OCHOBHOT'O MeTabomiTy 0ysiu IIpoAeMOHCTPOBaHi Ha Pi3HUX
eKCIIepUMEHTAJIbHUX MOOeIax.

Takoxk enexkTpoeHuedanorpadiyHi OOCTiAXKEeHHS TOKa3aau, 110
TiIOKOJIXiKO3U] Ta MOT0 I'OJIOBHUI MeTalOoJIiT He CIIPUYHNHSIIOTh CeOaTHBHUMN
edexKT.

dapmakoKiHemuka.
Abcopbuis.

[licnsa BHYTPIMIHBEOM s1I30BOTO BBEJEHHS MaKCUMaJlbHa KOHIIEHTpallis y
I1J1a3Mi KpoBi (CmaX) TIOKOJIXIKO3UOY CrocTepiraeTrsca yepes3 30 XBUIINH,
MMOKa3HUKU 113 HI/MII DOCATralOThCS MiCIS BBeOeHHs 003U 4 Mr, a 175 Hr/Mn
- IicJig BBeOeHHs mo3u 8 Mr. BigmoBimHI MOKA3HUKMY IIJIOMII i
(apMakKoOKiHETUYHOIO KPUBOIO «KOHIIeHTpaIllisg-dac» (AUC) mopiBHIOIOTH 283
Hrer/Mi1 Ta 417 HT er/MII.

dapmakonoriyHo aktuBHUMN MeTabomiT SL18.0740 criocTepiraeTbCcsi TaKOXK
1pu OiNTbII HU3BKUX KOHIIEHTPALisX, IpHU Cmax 11,7 Hr/™MI1, IKa JOCATaETHCA
yepel3 5 roauH micnda sBegeHHs 0o3u, a AUC — 83 Hrer/mi. [laHi 11000
HeaKTUBHOro meTabomnity SL59.0955 BigcyTHi.

Po3noodin.

VaBauM 00'€M po30OOiNy TIOKONXiKO3UAY CTAHOBUTh NPUOIU3HO 42,7 11
ITiCJIsI BHYTPIIIHBOM I30BOT0O BBemeHHs 8 Mr. [laHi 11omo 060x MeTaboITiTiB
BiICyTHI.

BugeoeHHA.

[Iepiog HamiBBUBEAEHHS TIOKOJIXIKO3UAY CTAHOBUTH 1,5 roguHu, a
171a3MOBUU KiIipeHc - 19,2 n/r.



IToxa3zaHHA

IlomaTKoBa Teparis 00JliCHUX M’ sI30BUX KOHTPAKTYP V BUIaAKaX I'OCTPUX
IIaTOJIOTiM XpeOTa Yy HOPOCINX Ta HMigJIiTKiB BikoM Bif 16 poOKiB.

IIporunnoka3aHHs

TiOKOJIXIKO3UL HE CIIif 3aCTOCOBYBaTH:

e TIAIliEHTaM i3 IMiABUIIEHOI0 YYTJIMBICTIO A0 Aif04Y0l peuoBHUHHU abo0 oo
OyIOb-IKOi 3 JOTIOMIiZKHUX PEYOBUH JIiIKApPChKOT0 3acOo0y;

e IIPOTATOM yChOTO IepPiony BariTHOCTI;

e IIiJ1l YaC 'PYAHOI0 BUTOOOBYBaHHSI;

e JXXIHKaM PEeNpOnyKTUBHOI'O BiKYy, IKi HE BUKOPUCTOBYIOTh HaJI€XKHI
3acobu KOHTpallenii;

e TIAlliEHTaM, SIKi CTpaXKaaloTh Ha B SAJIMU IMapasid, M si30BYy TilIOTOHIO.

B3aemMonisi 3 iHNIMMH JTiKapChbKHMH 3aCco00aMHu

[ndopmariia momo B3aeMopil BifCyTHS.

Oc006/1MBOCTi 11070 3aCTOCYBaHHS

[Ticriss BHYTPIiIIHBOM S130BO1 iH’€KITil TIOKONIXiKO3UOYy ITOBIIOMIISIIIM IIPO
Ba30BarajbHy HEIIPUTOMHICTh, TOMY IIiCJII BBEJEHHS JIIKapChKOI'0 3acOo0y
CJIiZ 3OiMiCHIOBATM MOHITOPUHT CTaHy MallieHTa (auB. po3min «ITob6iuni
peaxirii»).

Y nmocTMapKeTUHIOBUU ITE€Piof IIOBIAOMIISIJIM IPO ypaxKeHHs IeYiHKU Y
3B’I3KY 31 3aCTOCYBaHHSAM TIOKOJIXIKO3UAY. Y MAlllEHTIB, AKi CYIIyTHBO
3aCTOCOBYBA/IU HECTEPOIHi mpoTtu3ananbHi 3acodu (HI133) abo
rapalieTaMoJi, Oy/Iu 3ape€ecTPOBaHi TAXKKi BUIIaAKM (HalIpuKiafg,
(GynbMiHaHTHUY TellaTUT) YpaKeHHS MeYiHKU. Y pa3i pO3BUTKY IIiJ 4ac



3aCTOCYBaHHS JIIKapChKOTO 3aCc00y O3HaK ypaxKeHHS MeYiHKU CITif
IIPUIIMHUTY JIIKyBaHHS Ta 3BEPHYTUCA [0 HiKaps (OuB. po3min «I1ob6iuHi
peaxKirii»).

Ilig yac 3acTOCyBaHHS TIOKOJIXIKO3UAY MOKJIUBUUN PO3BUTOK E€MHIJIEIITUYHUX
HamapiB y HalliEHTIiB, SIKi CTPaXKOaloTh Ha eIliyiericito abo Ha 3aXBOPIOBAHHS,
SIKi CyIPOBOOXKYIOTHCS PU3UKOM BUHUKHEHHS cyooM (OuB. po3min «I1ob6iuHi
peaxKirii»).

He mniepeBuinlyBaTy MakKCUMAaJIbHy PEKOMEHOOBAHY N03y TIOKOJIXIKO3UAY 8 MT
Ha 000y, Ky CJIil pO3OiuTH Ha 2 BBeOeHHS 3 12-ToguHHUM iHTepBajioM. Y
pasi IponyCcKy 4eproBoi J031 HAaCTYIIHY OO3y HOTPiOHO BBOOUTH Y 3BUUYHUN
4ac.

3rimHo maHUX OOKJIIIHIYHUX OOCHIOXKEeHb, OONH i3 MeTabO0MIiTiB TIOKOIXiKO3uay
SL59.0955 cnpuyuHsie aHeynsolifiro (3MiHa KiIbKOCTiI XpPOMOCOM Y KIIITUHAX,
III0 OiAATHCS) Y KOHIIEHTPAIlisAX, HaOmuxKeHux mo 8 Mr 2 pa3u Ha go0y mnpu
IIepOPaJIbHOMY 3aCTOCYBaHHI, SKi BOJIMBaIM MOAIOHMM YMHOM Ha JTIOOUHY.

AHey1mmoinist BBaXKa€eTbCsA (PAaKTOPOM PU3UKY TEPATOT€HHOCTi, TOKCUYHOCTI
st eMOpioHa/noma, BUKUOHS, 3MiHN (epPTUIIBHOCTI ¥ YOJIOBiKiB Ta
IIOTEHIINHUM (aKTOPOM PU3UKY BUHUKHEHHS PaKy. 3 MeTO NpodiTaKTUKHA
CJIif yHUKATH IIepEeBUIIEHHS PEKOMEHO0BaHOI HO3M IiKapChKOro 3acoby abo
TPUBAJIOTO 3aCTOCYBaHHS (OAuB. po3mdin «Crocib 3acToCyBaHHS Ta ODO3U»).
[TamieHTiB moTPiOHO mOoOpe moiH(pOopMyBaTH IIIOA0 IMOTEHIIINHUX PU3UKIB OIS
MO2KJIMBOI BariTHOCTI Ta IoA0 epeKTUBHUX 3ac00iB KOHTpaleIlllil, Ki CIif
BUKOPUCTOBYBaTHU. Bajcauea iHpopmauyisa npo 0ONOMIdHCHI peyo8UHU.

JIikapchku# 3acié mictTuth MeHIe 1 Mmoinb (23 Mr)/go3y HaTpPilo, TOOTO
IIPaAaKTUYHO BiIBHUM Bif HATPilO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaeimHicmeb.

[HdopMallisa 11040 3aCTOCYBaHHSA TiOKOIXiKO3UAY BariTHUM KiHKaM
oOMezkKeHa, TOMY IIOTEHIINHUYN PU3UK [JI1 eMOpioHa Ta IIJIofa HEeBiZOMUM.
IHocnioXeHHs Ha TBapuHaXxX IIOKa3ajil TepaTOT€HHUU BIIJIMB TIOKOJIXIKO3UOY.



JlikapcbKuii 3acib MpoTUNOKa3aHUM [OJIs1 3aCTOCYBAaHHS Y IIepPiod BariTHOCTI
Ta OJIs1 XKIHOK PENPOAYKTUBHOIO BiKy, sIKI HE BUKOPUCTOBYIOThH HAJIEeXKHI
3axoOu KOHTpauemniiil (ouB. po3min «IITpoTunoka3saHHS»).

Ilepio0 200yB8aHHA 2py0010.

TioKONXiKO3U[ MPOHUKAE ¥ TPyAHE MOJIOKO. JIiKkapCchKuil 3acid
IIPOTUNIOKA3aHUM [JIs1 3aCTOCYBaHHA y IIepiof rogyBaHHA I'PyAnio (OUB.
po3min «IIpoTUIOKa3aHHA»).

depmuavbHiCcmo.

HocmimxeHHs (GepPTUILHOCTI, IPOBEeHI Ha TBapUHAaX, He II0Ka3alIu 3MiH
depTUNLHOCTI IPpU MO3yBaHHI, III0 He IIepeBuIllyBano 12 Mr/Kr, To0To Ha
PiBHi 703, SIKi He CIPUYMNHSAIN KITiHIYHOTO edeKTy. TiOKOMXiKo3ua Ta Moro
MeTaloJIiTh YMHSAThL aHEeYTeHHY [il0 TP Pi3HUX PiBHSAX KOHIIEHTPAIlil, 1110 €
(bakTOPOM PUIUKY OJ1I PEPTUIHLHOCTI TIOOUHU.

30amHicmb 8nauBamu Ha weudKicmb peakuil npu Kepy8aHHI
aemompaHcnopmoM abo iHWuMu MexaHiamamu.

HociaXeHHs BIJIUBY TIOKOJIXIKO3UOY Ha 30aTHICTh KepyBaTu
aBTOTPAHCIIOPTOM abo iHIMIMMMN MexXaHi3MaMu He IIPOBOOUIIN.

Ilig yac 3acTOCyBaHHS TIOKOJIXIKO3UOY MOXKJIUBUM PO3BUTOK COHJIMBOCTI, 1110
CIIif BpaXOBYyBaTHU y pa3i KepyBaHHS aBTOTPAHCIIOPTOM abo0 iHIIUMU
MeXaHi3MaMH.

Cnocid 3acTocyBaHHsS Ta I03H

JIikapcbKkuii 3acib Mpu3HadYeHUM [JIs1 BHYTPIIIIHEOM I30BOTO BBEIEHHS.

PexoMeHOoBaHa MakKCHUMaJIbHA HOOOBa J03a CTAHOBUTH 4 MI' KOXKHIi 12 rooux
(8 mr Ha go0y). JIikyBaHHS He IIOBUHHO IIEPEBUILYBAaTU 5 OHIB MOCHIIb.

Cnig yHUKaTU IIePeBUIIEHHS PEKOMEHO0BaHOI Mo3u ab0 TPUBaJIOCTi
3acToCyBaHHA (OUB. po3min «OcoOIUBOCTI 3aCTOCYBaHHS»).



Iimu.

JIikapchKu#M 3acib mpoTUIIOKa3aHUHU [JIT 3aCTOCYBaHHS OiTSIM BikoMm go 16
POKIB.

ITlepeno3yBaHHsA

Cumnmomu. [laHUX IIPO BUIAAKU IIepego3yBaHHs HEMAE.

JIikyeaHHs. Y pa3i nmepemo3yBaHHS JIIKAPChKOTO 3aC00y PEKOMEHOYETHCS
peTebHUM MEeOUYHUY Harjsa[ 3a IallleHTOM Ta IPOBEeOeHHS
CUMIITOMaTHUYHOl Teparril.

ITo0iuni epexkTH

HuxxyeHaBeneHi moOiyHi peakiiil cucTeMaTH30BaHO BifIIOBITHO OO0 KJIacCiB
cucTteM opraHiB 3a MedDRA Ta yacToTor0: myxke gacTto (= 1/10), gacto
(= 1/100 - < 1/10), HeuacTo (= 1/1000 - < 1/100), pigxo (= 1/10000 -

< 1/1000), myxe pigko (< 1/10000), yuactoTa HeBimoMa (He MOXKYThb OyTHU
OIliHEeHi 3a HasIBHUMHU OJAaHUMH).

3 6oky iMyHHOI cucmemu:

He4YyacTo - cBepOixK; pigKo - KPOIIUB THKA; Oy2Ke PidKO - apTepialbHa
rirmoTeH3is; YacToTa HeBimoMa - aHTiOHEBPOTUYHUYN HAOPSK Ta
aHainaKTUYHI peakilil, BKJII04Yalouyu aHaPiTaKTUYHUN MIOK.

3 60Ky Hepsoeoi cucmemu:

YaCTO - COHJIUBICTh; PiOKoO - 30ymKeHHS a00 KOPOTKOTPHUBAJa CIIIYTaHIiCTh
CBiJOMOCTI; YacTOTa HeBifjoMa - He3My>KaHHS, 110 CYIPOBOXKYETHCS ab0o He
CYIIPOBOOXKYETHCS Ba30BarajbHOX HEMIPUTOMHICTIO BIIPOOOBXK IMEPIINX
OEKIJIbKOX XBUJIUH ITIIC/ISA BHYTPILIHBEOM sI30BOTO BBEJEHHS; CYOAOMHU (OUB.
po3min «OcoOIUBOCTI 3aCTOCYBAaHHS»).

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY:



4acTo - miapes, O0inb y IIIYHKY; HEYACTO - HyOOoTa, OJII0BaHHS; PigKo - medis.
3 60Ky neuiHKu i sco840B8UBIOHUX W A5Xi8:

YacTOoTa HeBiloMa - ypaxKeHHS nedinku (ouB. po3minn «OcobIuBOCTi
3aCTOCYBaHHS»).

3 60Ky wKipu ma nidwkKipHoOi KAIMKOBUHU:
HEYaCTO - aJIepPrivuHi IMKipHi peakiiil.

ITogidomaeHHA Npo nido3prosaHi nobiYHI peaku,ii

[ToBimomMneHHS mMpo MOOIYHI peakilil IMicJIsg peecTpaillil TiKkapChbKOTo 3aco0y
Ma€ BaXKJIUBe 3Ha4YeHHd. lle jae 3MOry NpOBOAUTU MOHITOPUHT
CIIIBBIIHOIIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IILOT'O JIIKAPCHKOT'O
3aco0y. MeguyHuM Ta papMaleBTUYHUM IIpalliBHUKaM, a TAKOXK ITallieHTaM
a00 IX 3aKOHHUM IIPeACTaBHUKAM CIIiJl ITOBiMOMJITH PO YCi BUIIaOKHU
ITiT03PI0OBaHUX MOOIYHMX pPeakiliii Ta BiICYTHOCTiI e()eKTUBHOCTI JTIKapChKOTO
3aco0y yepe3 ABTOMaTH30BaHy iH(GOpMalliliHy cucTeMy 3 (papMaKoOHATISIOy
3a nmocunaHHAM: https://aisf.dec.gov.ua

TepMiH NpUIAaTHOCTI
4 poxkwu.

VYMmoBHu 30epiranHs

30epiraTtu B opuUTiHabHiM yIIaKOBIIi IIpU TeMIepaTypi He Buile 25 °C.
30epiraTtu y HeHOCTYIIHOMY OJISI OiTeM MicCIii.

YnakoBKa

ITo 2 M1 B aMIIyJii; 110 6 aMIyJl Yy KapTOHHIN ITayiii.

KaTeropis Bignmycky



3a pelnenTomMm.

BupooHuK

BEM Inau CaH. Be Tik. A.C.

Micrie3HaxoaKeHHsI BUPOOHHKA Ta aJpeca Miclisi IPOBadKeHHsI HOT 0
OisIJILHOCTI.

Yepkeskou Opranaunl Canau bronresi, Kapaarau Maxaneci, ®atix BynsBapi
Ne 38 Kamakiii/ Tekipmak /TypeduynHa.



