IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

TIOBICTA
(THIOVISTA)
Cknao:
0itoua peyoBuUHA: TIOKONXIKO3UL;
1 ammysia MiCTUTH TIOKOJIXIKO3UOY 4 MT;

donomidcHi peuoguHu: HATPiO XJTOPHUM, KUCIIOTa XJIOPHCTOBOOHEBA, HATPiO TiAPOKCHUI, BOOa
OJIS 1H'€KITIN.

JlikapcbKa ¢popma. Po3uuH ans iH eKIIii.

OcHoeHi (hi3uko-ximiuHi 81acmugocmi: IPO30PUU PO3UUH, KOBTOTO KOJILOPY.

®dapmakoTepaneBTHYHa rpymna.

MiopenakcaHTH 3 lleHTpanbHUM MexaHi3amMoM fii. Kog ATX M03B X05.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

TioKONXiKO3U[ - 11 HAIliBCUHTETUYHUY CyIbGigHUN MOXiTHUYN KONXiKO3UAY, IKUM YUHUTH
MiOpenakCcywyy [io.

Y pmocnigXeHHSX in vitro TIOKOIXiK03up 3B’93y€eThes TiNbKU 3 TAMK Ta CTpUXHIHUYTIUBUMU
TTIIIMHOBUMHE pereniTopaMu. TI0KOJIXiKO3U[, 110 Aie K anTaronict 'AMK-pernenTopis, BUsBIIs€
e(eKTHBHUYU MiOpeNlaKCylouni epeKT 3a OTIOMOI0I0 PETYIITOPHUX KOMITJIEKCHUX
MeXaHi3MiB Ha CympacIiHalTbHOMY PiBHi, IPOTEe MOT0 TIIIMHEPTiYHUN MeXaHi3M [il He MoxKe
OyTH BUKJTIOUEHUH.

XapaKTepuCTHUKYU B3aeMofil Tiokonxiko3uny 3 TAMK-penientTopaMu Taki X, SK i 71 #10T0
TJIIOKOPOHITHOT'0 MOXiTHOT0, 1110 € OCHOBHUM MeTa00JIiTOM (OUB. HUXKYE).

Y mocnifKeHHSX in Vivo MiopelakCyiodi BIaCTUBOCTI TIOKOJIXiKO3Uy Ta OTO OCHOBHOTO MeTaboJIiTy
Oy TPOOEeMOHCTPOBaHI Ha Pi3HUX eKCIIepUMEHTaIbHUX MOJENIX.

Takox enekTpoeHIiledanorpadiyHi JOCTiaXKeHHS MOKa3a/H, 110 TIOKONIXiKO3U[ Ta WOT0 IOJIOBHUMN



MeTaboIiT He CIPUYUHSIOTH CeNaTUBHUM e(eKT.
dapmakoKiHemuxka.
Abcopbuis.

[Ticrs BHYTpPIIIHEOM I30BOTO BBeIEHHSI MaKCUMaJlbHa KOHI[eHTpalis y mna3mi Kposi (C,,,,)
TIOKOJIXIKO3UAY CIOCTepiraeTbcs yepe3 30 XBUJIKH, TOKa3HUKY 113 HI/MI JOCATAIOTHCS MiCIId
BBeJleHHs mo3u 4 Mr, a 175 Hr/Mi - miciis BBemeHHs no3u 8 MT. BinnmoBinHI MOKA3HUKY IO ITif
(hapMaKOKiHEeTUYHOIO KPUBOIO «KOHIleHTpaIlig-4ac» (AUC) nqopiBHIOI0Th 283 Hrer/MI Ta 417 HIeT/MIIL.

®apmaxkonoriuno akTuBHUM MeTabosiT SL18.0740 crocTepiraeTbCs TaKOXK MpHU OiNTbII HU3BKUX
KOHIeHTpaniax, mpu C, . 11,7 Hr/MII, IKa HOCATaETLCA Yyepe3 S TOOUH ITCsa BBegeHHS mo3u, a AUC —
83 urer/mn. [lani mono HeakTUBHOTr0 Metabomity SL59.0955 BigcyTHi.

Po3nodin.

YsaBHUM 00’€M PO3MOAINY TIOKONIXiKO3UAY CTAHOBUTDH MpUOIN3HO 42,7 1 Mic/s BHYTPIIIHEOM S30BOTO
BBefleHHs 8 Mr. [laHi momo 000x MeTaboMmiTiB BifCyTHI.

BusedeHHs.

[Tepion HamiBBUBEOEeHHS TiOKOJXiKO3UAY CTAHOBUTH 1,5 roguHu, a maa3MoBUi KiipeHc - 19,2 n/r.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

IomaTkoBa Teparis 60J1iCHUX M'30BUX KOHTPAKTYP V BUIIaAKaX TOCTPUX MaToJoril xpebra y
OOPOCNHX Ta IiiTKiB BiKOM Bim 16 pPOKiB.

IIpomunoka3aHHs.
TiOKOIXiKO3U[ He CJIifi 3aCTOCOBYBaTHU:

- MalfieHTaM i3 MiIBUIIEHO0I0 YYTIUBICTIO 10 Aif090l peY0BHHM a00 0 OYAb-IKOi 3 JOTIOMiKHUX
PEUYOBHH JIiKapChKOTOo 3acoby;

- maIfieHTaM, sgKi CTpaXkKfaloTh Ha B'SI/IMU [Tapalid, M S30BYy TillOTOHIIO;
- IIPOTATOM YCBOTO IIEePiOAyY BariTHOCTI;
- IiJ 4ac TPygHOT0 BUTOJOBYBaHHS;

- JKiHKaM pPernpopyKTUBHOTO BiKy, 5SIKi He BUKOPHUCTOBYIOTh HaJlleXKHi 3ac00M KOHTPAIEeNIii mif gac
TMiKyBaHHS JTiKapChbKUM 3aco00oM TioBicTa Ta MPOTSATOM OJHOTO MICSIIS MMiC/Is MPUTUHEHHS JTiKyBaHHS;

- Y0JioBiaM, sIKi He BUKOPHUCTOBYIOTh HaJleXkHi 3ac00M KOHTpalLenIlil mif Yac JTiKyBaHHS
JikapcbKuM 3aco6oM TioBicTa Ta IPOTSITOM TPHOX MiCSIIiB IiC/IA MTPUNMHEHHS JTiKyBaHHS.



B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[HpopManis momo B3aEMOZIil BiCyTHS.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[Ticrs BHYTPIlTHEOM 130BO1 iH'€KIIi1 TIOKOMXiKO3UAY MOBIJOMIISIN IIPO Ba30BarajibHy HEIIPUTOMHICTB,
TOMY IIiCJI BBE€JEHHS JTiIKapChKOTO 3aco0y CIIifl 3hilicHIOBaTH MOHITOPUHT CTaHy IalieHTa (IuB.
po3min «ITo6iuni peakirii»).

Y nocTMapKeTUHTOBHUY IIePiof] MOBIJOMIISIN IIPO YpaXKeHH MeYiHKHU y 3B’I3KY 31 3aCTOCyBaHHAM
TiIOKONIXiKO3uAy. V Malli€eHTiB, AKi CYIyTHHO 3aCTOCOBYBaIM HECTEPOIgHI IPOTHU3amnabHi 3aco0u
(HII33) abo mapaueTramosn, Oy/iu 3ape€eCTpoBaHi TSXKKi BUTaAKU (Hampukian, Gy1bMiHaHTHUN
TelaTUT) YpaxkeHHs MediHKu. Y pasi po3BUTKY Iifl Yac 3aCTOCyBaHHS JIiIKapChKOTO 3ac00y O3HAK
ypaXKeHHS TeYiHKU CJIifl IPUIUHUTY JiKyBaHHS Ta 3BEPHYTUCS [0 Jikaps (muB. po3min «I1ob6iuni
peaxiii»).

[Tig yac 3acTOCYyBaHHS TiOKOJIXiKO3UAY MOXKJIMBUY PO3BUTOK EIIJIENITUYHUX HAlALiB y MALli€HTIB, AKi
CTpaxXMmaloTh Ha eminerncio abo Ha 3aXBOPIOBaHHS, SIKi CyIIPOBOMIXKYIOTbCS PU3UKOM BUHMKHEHHS
cymoM (guB. po3min «I1o6iuHi peakirii»).

He mepeBuiyBaTé MakCUMajbHy PeKOMEHI0BaHY 103y TiOKONXiKo3uay 8 Mr Ha go0y, SKy CIIif
PO3IinuTH Ha 2 BBeeHHS 3 12-ToguHHUM iHTepBajioM. Y pasi MpomyCcKy 4eproBol 1031 HaCTyIHY
103y NOoTPiOHO BBOAUTH Y 3BUYHUM dac.

3rigHoO JaHWX MOKJTiHIYHUX [OCTiXKEeHb, ONUH i3 MeTabo1iTiB Tiokomxiko3ugy SL59.0955 cnpuuunnse
aHeyTmIoifito (3MiHa KiTbKOCTi XpOMOCOM V KIIiITHHAX, IO TiNIITHCS) Y KOHIIEHTPALisX, HaOIuKEeHNX
mo 8 Mr 2 pa3u Ha Ho0y IIpH ITepopaabHOMY 3aCTOCYBaHHI, SIKi BIIJTUBAIM MOAIOHUM YMHOM Ha
JIIOUHY.

AHeymoigis BBaXKa€eThCs (PAKTOPOM PU3UKY TEPATOTr€HHOCTI, TOKCUYHOCTI [yt eMOpioHa/mioma,
BUKHU[IHS, 3MiHU (DEePTUTILHOCTI Y YO/IOBIKiB Ta MOTEHUIMHUM (aKTOPOM PU3UKY BUHUKHEHHS pPaky. 3
MeTOI0 TPOMiTaKTUKY CITi[] YHUKATH IIepeBUIlleHHS PEKOMEeHI0BaHOl N03HU JTiKapChKOTo 3acoby abo
TPUBAJIOTO 3aCTOCYBaHHS (OUB. po3min «Cmocib 3acTocyBaHHS Ta H03u»). [lalieHTiB moTpibHO HOoOpe
oiH(pOpPMyBaTH LIOA0 MOTEHIIIMHNX PU3UKIB AJIST MOXKJIMBOI BariTHOCTI Ta 00 e(peKTUBHUX 3ac00iB
KOHTPpalleIlil, SKi CJIii BAKOPUCTOBYBATH.

Peaxkuii 8 micui iH’eKyii

[Ticns BHYTPIIIHEOM I30BOT'0 BBEAEHHS TiOKONIXiKO3UAY MOBIMOMIIANIOCS IIPO peakilil y MicIi iH’exiiii,
BK/TIOUAIOYY HEKPO3 Y MicIii iH’€eKIIil Ta TiKapchKy eMO00JIifo MIKipH, TaKOXK BifoMi IK CHHAPOM
Hikonay Ta niBemoimuuit nepmatut (OuB. po3min «ITo6iuni peakitii»). [Ipu BHYTPIlIHEOM I30BOMY
BBEJEHHI TIOKOJIXiK03Uy HEOOXiMHO JOTPUMYBATUCS NIPABUIbHOI TEXHIKHY iH’€KIIii.

Baoicausa iHpopmauisa npo 00NOMINHCHI peuo8UHU.

Jlikapchkui 3aci6 MicTuTh MeHIe 1 MMoib (23 Mr)/go3y HaTpito, TOOTO MPAKTUYHO BiIbHUY Bif



HaTpI.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00to.
KoHmpauenuisa y #CIHOK 1 40108iKi8

TioKONXiKO3U[ IPOTUNIOKAa3aHUM XKiHKaM JITOPOZHOIO BiKy Ta 4O0JIOBIKaM, Ki He BUKOPHUCTOBYIOTh
epekTHUBHI 3aco0u KOHTpamentii (quB. po3nin «[IpoTUoKa3aHHSI»).

Yepe3 aHeyreHHUN IOTEHIlal TiOKOIXiKO3UAY Ta 1oro MeTaloJliTiB XKiHKM JiTOPOAHOTO BiKY IOBUHHI
BUKOPHUCTOBYBaTU €(peKTUBHI 3ac00M KOHTPAIENIII ITifl Yac JTiKyBaHHS TiOKOJIXiKO3UOOM i IPOTSATOM
OIHOTO MIiCSLS IICJIg 3aBePIIeHHS JTIKyBaHHS.

YosoBiKM MOBUHHI BUKOPUCTOBYBATH e(PeKTUBHI 3aco0u KOHTpALeNii mifl yac mikyBaHHS
TIOKONXIKO3UOM i MPOTATOM TPhOX MICSLIB ITiC/S 3aBEPIIEHHS JIiKyBaHHS (OUB. PO3MiN
«ITpoTUTIOKa3aHHS»).

BaeimHicmp.

[HdopMaliis 1moq0 3aCTOCYBaHHS TiIOKOJIXiKO3UIy BariTHUM XKiHKaM o0MexXeHa, TOMY IIOTeHIiNHAN
pu3uK a7 emOpioHa Ta miIoga HeBimoMuii. [JocmigKeHHS Ha TBapuHaX IT0Ka3alu TepaToreHHu!
BIIJIUB TiOKONXiK03uAy. Jlikapchkuit 3acid mMpOTHUIIOKa3aHUM [J1s 3aCTOCYBaHHS y Iepiof BariTHOCTI
(muB. po3min «IIpoTUnoKa3aHHI»).

ITepiod 200y8aHHsA 2pyd0io.

Tiokonxiko3up NPOHUKAE ¥ TPyAHE MOJIOKO. JIikapchKui 3aci0 MpOTUIIOKa3aHUi [l 3aCTOCYBAHHS
mepion rogyBaHHSA I'PyOAio (AuB. po3min «IIpoTUOKa3aHHS»).

depmusbHicmb.

Tiokonxiko3up Ta 1oro MeTaboJIiTH YUHSATh aHEYTeHHY Mil0 IIPY Pi3HUX PiBHSAX KOHIEHTpAIlii, 1110 €
($haKTOpOM pU3UKY [ PEePTUTILHOCTI TIOAUHHU.

30amHicmb enaueamu Ha weudKicms peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HocmimKeHHS BIJIMBY TIOKOJIXiKO3UAY Ha 30aTHICTh KepyBaTH aBTOTPAHCIOPTOM abo0 iHIIMMU
MexaHi3MaMy He TPOBOIWIIH.

[Tig 9ac 3acToCcyBaHHS TiOKOJIXiKO3UAY MOXKJIMBUM PO3BUTOK COHIMBOCTI, IO CIIil BPaXOBYBaTH y pasi
KepyBaHHS aBTOTPAHCIIOPTOM abo0 iHIIMMHU MeXaHi3MaMHu.

Cnocid 3acmocyeaHHsi ma do3u.
JlikapceKui 3acib Tpu3HauyeHu! O BHYTPIIIHHOM S30BOT0 BBEIEHHS.

PexomeH0BaHa MaKCHMaJibHa 4000Ba [03a CTaHOBUTE 4 MTI KOXHi 12 rogus (8 Mr Ha go0y).



JIikyBaHHS He ITIOBUHHO IIE€PEBUIIYBATU O [HIB IOCIIiIb.

Cnip yHMKaTH ITepeBUIeHHS PEKOMEH0BaHOI 1031 a00 TPHUBAIOCTi 3aCTOCYBAHHS (OUB. PO3MiN
«Oco6MMBOCTI 3aCTOCYBaHHS»).

Himu.

JlikapceKui 3acib TpoTUIIOKAa3aHUM AJIST 3aCTOCYBAHHS [iTSIM BikoM 10 16 pokKiB.

Ilepedo3yeanns.
Cumnmomu. [TaHUX NIPO BUIIaAKU [IePeNO3yBaHHS HEMAE.

JlikysaHHs. Y pasi mepego3yBaHHS JTiKapChKOT0 3aC00Y PEKOMEHAYEThCS PETENbHUN
MeOUYHUY HarJISA[ 3a NallieHTOM Ta IPOBEIeHHSI CUMIITOMAaTUYHOI Teparil.

ITo6iuHi peakuii.

HuxuyeHaBeneHi mobiuHi peakilii ciCTeMaTH30BaHO BifIITOBIOHO 0 KaciB cucTeM opraHiB 3a MedDRA
Ta 4acToTo: AyxKe 4acTo (= 1/10), gacto (= 1/100 - < 1/10), HewyacTo (= 1/1000 - < 1/100),
pigko (= 1/10000 - < 1/1000), myxke pigko (< 1/10000), vacToTa HeBimoMa (He MOXKYTb OyTH
OIliHeHi 3a HasIBHUMHM JaHUMH).

3 6oky imyHHOI cucmemu:

HEeYacTo - cBep0ix; PifKO - KpOomuB'THKA; OyKe PiKO - apTepiajibHa TillOTeH3isd; YacToTa
HeBiloMa - aHTiOHEeBPOTUYHUY HAOPSK Ta aHa]iTaKTHYHI peakiiii, BKITI0Ya0yu
aHapiMaKTUYHUM IIIOK.

3 60Ky Hepeosoi cucmemu:

49acTO - COHJIUBICTh; PigKo - 30y[AKeHHS a0 KOPOTKOTpUBaja CIIyTaHiCTh CBiIOMOCTI; 4acToTa
HeBioMa - He3[yKaHHs, 1110 CYIPOBOIXKYETHCS a00 He CYIIPOBOOXKYETHCS Ba30BaraabHOI0
HEIIPUTOMHICTIO BIIPOAOBXK IEePIINX AeKiTbKOX XBUJIUH IICJIsI BHYTPIIIHEOM 130BOTO BBEJEHHS;
cymomHu (guB. po3min «Oco6IMBOCTI 3aCTOCYBAHHS»).

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY:

YacTo - miapes, Oinb y IINTYHKY; HEYACTO - HyI0Ta, O/TI0BaHHS; PiIKO - medis.

3 60Ky neyiHKU i #C0B40BUBIOHUX WAAXIB:

YacTOTa HeBigoMa - ypaxKeHHs NediHKY (IuB. po3minn «OcobmMUBOCTI 3aCTOCYBAHHSI»).
3 60Ky wKipu ma niOwkKipHoOi KAiMKoBUHU:

HeYacTo - aJlepriuHi MKipHi peaxiril.



3azanvHi namoso2ii ma cmaxu, noe’s13aHi 3 Micuem e8e0eHH:

YacTOTa HeBigoMa: peaktii y MicIi iH’eKk1il, BK/Io4uaoyu HabpsK, epuTeMy, cBepOixk, 6iTb HaBKOJIO
Mmicrig iH’exnii Ta cuaapoM Hikomay («aikapcbka eMO0ITist MKipyu» Ta «JTiBEeOOIqHUN OePMaTHUT») MiCs
BHYTPILTHbOM SI30BO1 iH’€KIIil.

ITosidomaeHHA Npo nido3preaHi nobiyHi peakuii

[ToBimomneHHs mpo mobiuHi peakiril micis peecTpatiii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCcTaBHUKAM CJIif] TOBiJOMJISITH TIPO YCi BUMIAAKHU MMi03PI0OBaHUX MOOIYHMX Peakllii Ta
BifICyTHOCTi e(heKTHUBHOCTI JTiKapchKOTO 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3
dbapMakoHarnsAagy 3a nmocunaHHsAM: https://aisf.dec.gov.ua

Tepmin npudamuocmi.

4 poKH.

YmoBH 30epiranns.

30epiratu B OpuriHaabHiY yIaKOBII IpU TeMIepaTypi He Buille 25 °C. 30epiratu y HEOCTYIHOMY
IJIS1 OiTed MicIi.

VnaxoBka.

[To 2 M1 B amnyJi; o 6 aMIysa y KapTOHHIN nayiy.

Kareropis Bigmycky.

3a peLemnToM.

BupoOHHK.

BEM Inau CaH. Be Tik. A.C.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsi MIPoBadKeHHsI HOT0 Tis/IbHOCTI.

Yepkeskou Opranan3 Canaiu bronresi, Kapaarau Maxaneci, ®atix Bynesapi Ne 38 Kanaxkni/ Tekipgak
[TypeuuuHa.






