IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

MIOTHAIJI

MIOTIL

Cknao:
0it04a peyoBuUHA: TiOKOIXiKO3HUL;
1 TabmeTKa MiCTUTDb 8 MI" TiIOKOJIXiKO3ULY;

0onomidicHi peyo8uHU: TaKTO3W MOHOTIOpAT, Iefoi03a MikpokpucTasiyHa (tum 101), memomno3a
MikpokpucTaniyHa (tun 102), moBigon (tum K30), KpeMHi0 gioKcun KomoigHui 6e3BOMHUH,
KPOCIIOBifIOH (Tum A), MarHiio cTeapar.

JIikapcbKa popMa. TabreTku.
OcHo8HI (i3uko-ximMiuHi 81acmugocmi: KPyTJIi, TBOOMYKII TaONIeTKH XKOBTOTO KOJIbOPY.
®apMaKoTepaneBTHYHA I'pyIa.

MiopenakcaHTH 3 IleHTpalbHUM MexaHiamoM fii. Kom ATX M03B XO05.

dPapmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

TiOKONIXIKO3U[ - HalliBCUHTETUYHUYU MiOpelakKCaHT, SKUU OOePKYITh 3 IIIKO3UAY
Konxiko3uny. [IposiBise ceneKTUBHY abiHHICTh 10 raMMa-aMiHoMacssHol kucnotu (FAMK) i
TJIIIWHOBUX PELeNTOPIB.

Miopenakcywouuii epeKT MposBISETHCS IIepPeBaXkKHO Ha CylIpaclliHaJIbHOMY PiBHI 3a paxXyHOK
CKJIaHUX PETYNIATOPHUAX MeXaHi3MiB, He BUKJIIOUEHU TaKOXK TMIIMHEPTiYHNY MeXaHi3M mil.

3B’s13yBaHHA TioKonxiko3uay 3 TAMK sKiCHO i KifTbKiCHO PO3AiNSE€THCS 3 KUOT0 aKTUBHUM
MeTaboIiTOM - TJIIOKYPOHi30BaHOIO TOXiTHOIO.

TioKONXiK03u[ Ta KOr0 IMOXigHI He BUABISIOTh CENaTUBHOIO €(EKTY.
dapmakoKiHemuxka.

AGcopbirist

[Ticrsg BHYTpIIIHEOM I30BOT0 BBEIEHHSI MaKCUMaJlbHa KOHI[eHTpalis y nna3mi Kposi (C,,,)



TIOKONXIKO3HUAY CIiocTepiraeTscs yepeld 30 XBUNKUH, TOKa3HUKYU 113 HI/MIT JOCSITal0ThCA MiCAs
BBeJleHHs mo3u 4 Mr, a 175 Hr/Mi - micis BBedeHHs no3u 8 Mr. BinnmoBinHi MOKA3HUKY IO T
(hapMaKOKiHEeTUYHOIO KPUBOIO «KOHIleHTpallisg-4ac» (AUC) nqopiBHIOI0Th 283 HIer/M1 Ta 417 HIeT/MIIL.

®apmakonoriuuo akTuBHUM MeTabomiT SL18.0740 criocTepiraeThCs TaKOXK Py OiTbIl HU3BKUX
KOHIleHTpauisax - npu C,,, 11,7 Hr/MJI, IKa JOCSATa€eThCd Yepe3 D FOAUH ITiCiId BBEIEHHS [03H, a
AUC - 83 Hrer/Mi.

Hani mopmo HeakTUBHOTO MeTabomiTy SL59.0955 BigcyTHi.

®apmakorsoriyao akTuBHMMK MeTabommiT SL.18.0740 TaK0XK BUSBISETHCS MIPU OiNTbIIT HU3BKUX
KoHneHTpauiax C,. 11,7 Hr/mi, 1o gocAaraeTbCa 4epe3 5 rofuH micias BBemeHHS go3u, 1 AUC 83
HI.TOOUHY/MJI. [JOCTYIHUX HaHUX 1100 HeaKTUBHOTro MeTabonity SL59.0955 Hemae.

[Ticns mepopabHOTO 3aCTOCYBaHHS TiIOKONIXIKO3UAY B IJIa3Mi KPOBi BUSBIISIOTHCS TiIbKYU [Ba
MeTabomiTu: hapMakoIoriyHo akTuBHUK MeTabomiT SL18.0740 Ta HeakKTUBHUN MeTa0O0JIiT
SL59.0955. MakcuMaJsibHa KOHLIEHTpAallid B IIJIa3Mi KPOBi 060X MeTab0J1iTiB TIOKOJIXIKO3UAY
MOCSTAETHCS MPUOIM3HO Yepe3 60 XBUIHMH. [Ticis 0mHOPA30BOro MePOPaIbHOrO IPUIOMY 8 M
3HaueHHq C,,, i AUC metabonity SL18.0740 cranoBnsaTh npubnau3Ho 60 Hr/ma i 130 Hr.roguHy/Mi

BigmoBigHO. Y MeTabommiTy SL59.0955 3HauenHst HabaraTo HuxK4e: C,,, CTAaHOBUThL IPUOIU3HO 13
Hr/mi, a AUC - y Mexax Bif 15,5 Hr.rogunay/mi (go 3 roguH) po 39,7 Hr.roguHy/MI (0o 24
TOJIMH).

Po3nomin

O0’eM pO3MOAiNy TIOKONXiKO3UAY CTAHOBUTH Mprubnu3Ho 42,7 11 micns 3acTocyBaHHS 8 Mr. [JaHi 10710
00’eMy po3mofiny MeTabOiTiB BigCyTHi.

Metabomaizm

[Ticns mepopanbHOT0 3aCTOCYBaHHS TiOKOJIXiKO3U[ IIBUAKO MeTab0mi3y€eThCS N0 ariikoH-3-quMe-
TUNATiIOKONXiK03uAy abo SL59.0955. Ile, B 0CHOBHOMY, BigOyBa€eThCs 3a PaXyHOK KHUIIKOBOTO
MeTabomi3My, 110 MOSICHIOE BiICYTHICTh HE3MIHEHOTO TiOKOJIXiKO3UAY ITiCIIs IIEPOPATbHOTO
3actocyBaHHs. MeTtabomit SL59.0955 rmokypoHnisyeTsest o SL18.0740, sxuit Mae piBHOCUIIbHY
(bapMaKoJIOTiYHy aKTUBHICTh 3 TIOKOJIXiKO3UOM i, TaKMM YMHOM, 3abe3neuye hapMaKoJIOTiuHy
aKTUBHICTH IIICJIS IEPOPaJIbHOT0 3aCTOCYBaHHA TIOKOIXIK03Uay. SL59.0955 TaK0XK IEeMETUIIOETHCS,
IIEPETBOPIOIYKUCH Ha AUMETHUNITIOKOIXIIUH.

BuBeneHHsa

[Ticrg mepopalbHOTO 3aCTOCYBaHHS "C-TiOKOIXIKO3U] B OCHOBHOMY BUAINAETHCA 3 KannoM (79 %), a
3i ceuelo - nute 20 %. Y He3MiHeHOMY BUTJISIII TIOKOIXiKO3UM HE BUBOOUTLCSA 3i ceyero abo KaoM.
Merta6omnitu SL18.0740 ta SL59.0955 BUSABNAIOTHECS B Cedi i Kasi, y TOH 4ac 5K
OUIEMEeTHIITIOKONXIIIMH BUBOOUTLCS TiJIbKH 3 KAJIOM.

[Ticns mepopalbHOT0 3aCTOCYBaHHS TiOKOJIXiKO3UYy Yac HalliBBUBeneHHS MeTabomiTy SL18.0740
CTaHOBUTH 3,2-7 ropuH Ta Metabomity SL59.0955 - y cepenaromy 0,8 rogusu.

KniniuHi XxapakTepHuCTHKH.



IToxka3auns.

IomaTkoBa Teparis 60J1iCHUX M'30BUX KOHTPAKTYP V BUIIaAKaX TOCTPUX MaTojoril xpebra y
OOPOCINHX Ta IiJiTKiB BiKOM Bim 16 pPOKiB.

IIpomunoka3aHHsA.

- I'inepuyTnuBiCTh [0 Ait09ol peuyoBHHU ab0 J0 Oymb-SKOl 3 OMIOMiIXKHUX PEeYOBUH
Ipernapary;

- MJISIBUM Iapastid abo M’si30Ba TillOTOHIS;

- Iepiof BaTriTHOCTI Ta TOAYBaHHS I'PYAII0.

[IpoTHIOKa3aHO KiHKaM [iTOPOIHOTO BiKY, SIKII[0 BOHM HE BUKOPUCTOBYIOTh (DeKTUBHY
KOHTpALeILio i Yac JIiKyBaHHS TIOKOJIXiKO3UAOM Ta IPOTAroM 1 Micsus micias 3aBeplIeHHS
nikyBaHHS (OUB. po3ninu «Oco0IMBOCTI 3aCTOCYBaHHS» Ta «3aCTOCYBaHHS y Iepiofl BariTHOCTI abo
TONyBaHHS IPYLOI0»).

[TpoTumOKa3aHO YOIOBiKaM, SKIIIO BOHU He BUKOPHCTOBYIOTh €()eKTHBHY KOHTPALEMIII0 IIif
Yyac JIIKyBaHHS TiOKOJXiKO3WIOM Ta IPOTSAToM 3 MICSIIiB IiC/Is 3aBepIIeHHs TiKyBaHHS (IUB.
po3minu «Ocob6IMBOCTI 3aCTOCYBaHHSI» Ta «3aCTOCYBaHHSA Y IIepiof BariTHOCTiI abo rogyBaHHSA
TPYAOI0»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[HdopMmarliis momgo B3aeMopii BigcyTHs. OfHaK PEKOMEHIYETLCS NOTPUMYBATHUCS 00epPeKHOCTI IpU
OJHOYaCHOMY IIpUiioMi JIikapChKOT0 3ac00y MioTum 3 iHIIMMHU MiopelaKCaHTaMH.

[Ipy ogHOYACHOMY 3aCTOCYBaHHI 3 IIpenapaTaMy, 10 IPUTHIYYIOTh [IeHTPaJIbHY HEPBOBY CUCTEMY
(THC), B TOMy 4HCIIi 3 @JIKOT0JIeM, aHTUTIIePTEeH3UBHUMU 3acobaMu, KypapenongiOHuMu
IIpefiapaTaMy, MOXKJ/IMBe ITOCUJIEHHS Miopesakcariil i npurHiverHs LIHC, po3BUTOK TinoTOHii.

HpI/I OOHOYaCHOMY 3aCTOCy'BaHHi 3 dHTUKOATYJIISHTAMHU HiHBI/IH_[yeTBCH PU3HUK KPOBOTEY.

Oco6.1ueocmi 3acmocyeaHHs1.

Heo06xigHo 3 00epeKHICTI0 3aCTOCOBYBATH TiOKOIXIKO3U/ MAllieHTaM, SIKi CTPaXKAal0Th Ha eIinerncio
abo sIKi MaloTh MigBUINEHUM PU3UK BUHUKHEHHS eMiJIeNTUYHUX HanamiB. Y pa3i BUHUKHEHHS
eNiIeNTUYHUX HallafAiB JIIKyBaHHS CJIif IPUIIMHUTH.

Tiokonmxiko3ug MoXe CIIPOBOKYBATHU CyIOMHU, 0COOIMBO y MAIli€EHTIB 3 eminerncieio abo y Tux,
XTO Ma€ PU3UK PO3BUTKY CynoM (muB. po3min «[TobiuHi peakiii»).

3 MOMEHTY BUXOAY TiOKOJIXiKO3UAY Ha PUHOK IIOBIZOMJISIJIOCS PO BUMAAKU YpaKeHHS IIEYiHKU



(HampuKaf, UATONITUYHUY ab0 X0JleCTaTUUHUM renaTtuT). BifoMo mpo TAXKKi BUNagKu
(bynpMiHAHTHUY TeNaTUT) y MAIiEHTIB, IKi OGHOYACHO MPUMMaNU HeCTEPOIAHI IpoTU3anaibHi
npenapaTty abo mapaneramos. IamieHTaM IOoTPiOHO MPUNIMHUTY JiKYBAHHS Ta 3BEPHYTUCS [0 TiKaps
y pasi mosiBY 03HaK Ta CUMIITOMIB ypaxkKeHHS MediHku (OuB. po3min «[1o6iuHi peakmii»).

Y Bunapky giapel ciif 3MEHLIUTH O3y .
3a HeoOXimHOCTI JTikapchKUM 3aci0 MOXKHA 3aCTOCOBYBATH Pa30M 3 aHTAIMIaMHU.

Bimomo, 110 ogus 3 MeTabomiTiB Tiokonxiko3umy (SL59.0955) ingykye aHeymnnoifito (To6To HEpPiBHE
YHCJI0 XPOMOCOM Y KJTiITHHAX, 110 AiNIATHCS) ¥ KOHIEHTPALisfX, 0IM3bKUX [0 BUSBJIEHUX Y T1JIa3Mi KPOBi
JIIONVHMY, TIPHU 3aCTOCYBaHHi 003U 8 MT 2 pa3u Ha J00y repopaibHO. AHEYIIOinis € PaKTOpOM PUIUKY
TEepPaTOTreHHOCTi, eMOpio-/(heTOTOKCUYHOCTi, CIIOHTAHHOTO BUKUIHS, TOPYIIEHHS Y0JI0BiYOl
(GbepTUNbHOCTI, a TAKOK PO3BUTKY paky. ToMy CIif yHUKaTH 3aCTOCYyBaHHS JIiKapChKOTr0 3aco0y B
Io3ax, Io MEPEBUIIYI0Th PEKOMEH/IOBaHI, Ta TPOTSATOM TPUBAJIOTO Yacy (AuB. po3min «Cmocio
3aCTOCyBaHHS Ta JO3W»).

[MTauientu (060x cTaTel) MOBUHHI OyTH NPOiH(GOPMOBaHi IPO MOTEHUIIMHUM PU3UK V IIEPiof BariTHOCTI
Ta HeoOXigHICTh 3acTOCyBaHHS eeKTUBHUX 3aC00iB KOHTpPAIENIii mif Yac MiKyBaHHS i micis #OTo
3aBepineHHs (OuUB. po3min «IIpoTunokasaHHsa» Ta «3aCTOCYBaHHS Yy Mepiofl BariTHOCTi abo rogyBaHHS
TDYOI0»).

JlikapchKu# 3aci6 MiCTUTh TAKTO3W MOHOTiApaT, TOMY ITalliEHTaM i3 PiIKiCHUMHU CIIagKOBUMHU
dhopMaMu HelIePEHOCUMOCTI rajlakT03!1, HEJOCTATHICTIO JTaKTa3u ab0 CHHOPOMOM T'JTI0K030-
rajakKTO3HOI MaibaOCoOPOIIil He CJIif 3acTOCOBYBaTH 1€l JIiIKapChKHUH 3acCiO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

MioTun npoTunoka3aHuy XKiHKaM PelpoOAyKTUBHOTO BiKy Ta 4OJIOBiKaM, SIKi He 3aCTOCOBYIOTh
epekTUBHI 3aco0u KOHTparentii (quB. po3min «[IpoTUoKa3aHHSI»).

Yepe3 aHeyreHHUM NOTEHIlial TiIOKOIXiKO3UAY Ta 1oro MeTaloIliTiB XKiHKM PenPOgyKTUBHOTO BiKy
IIOBUHHI BUKOPUCTOBYBaTU e(peKTHBHI 3ac00M KOHTpAIeIllil IIif 4ac JTiKyBaHHS TiOKOJIXiKO3UAOM i
IPOTATOM OOHOTO MiCSLS MiC/sl 3aBEPIIEHHS JTiKyBaHHA (OUB. po3hin «IIpoTunoka3aHHS»).

YomoBikYM TOBMHHI BUKOPUCTOBYBaTH e(DeKTHBHI 3aC00M KOHTpALIEIMIIiil i Yac IiKyBaHHS
TIOKONXIKO3UAOM i MPOTATOM 3 MiCAI[iB IICJII 3aBePIIEeHHS JTIKyBaHHS (OUB. PO3Min
«[IpoTUnIOKa3aHH»).

BariTHicTh

[Hdopmanis momo 3acToCyBaHHS TiOKONXIKO3UAY BariTHUM XKiHKaM oOMexeHa. Tomy
IIOTEHIIIMHUY PU3UK IJIs eMOpioHa Ta MjIofla HeBiqOMUM.

IocmigXeHHs Ha TBapHHAX ITOKAa3a/IM TePAaTOTeHHUH BIIJIUB (OUB. PO3Mil
«ITpoTUTIOKA3aHHS»).

JlikapchbKuii 3acid MpOTUIIOKAa3aHKM [7I 3aCTOCYBaHHS Y IIepiof BariTHOCTI Ta [JjId XKiHOK 3
PENPOOYKTUBHUM IIOTEHIIIa/IoM, SIKi He BUKOPUCTOBYIOTh HaJIeXKHi 3ac00M KOHTPAIIeMIIil.



[lepion rogyBaHHA TPYOII0

OCKinbKY TiOKOJIXiKO3U[ ITPOHUKAE Y TPYIHE MOJIOKO, JIiIKapChKUM 3aciO MpoTUIIOKa3aHUN
[JI 3aCTOCYBaHHS y IIepiof rogyBaHHs IPYA0 (OUB. po3nin «IIpoTUlOKa3aHHI»).

QepTUIBLHICTE

HocnipgkeHHS pepTUILHOCTI, IPOBEMEH] Ha IypaX, He IT0Ka3aiu 3MiH (PepPTUIBHOCTI IIPH
MO3yBaHHi, 10 He IepeBuIyBaso 12 Mr/Kr, To0TO Ha PiBHI 103, SKi HE CIPUYUHSIN
K/TiHIYHOTO edeKTy. TioKOMXiKo3uA Ta Moro MeTabosIiTh YNHATh aHEeYTeHHY Ail0 IPU Pi3HUX
PiBHSAX KOHIIEHTpAIlil, [0 € PAaKTOPOM PU3UKY [AJIS PEePTUILHOCTI TIOOUHH.

30amuicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MeXaHizMamu.

HaHi, 1110 cBigYaTh MPO BIJIMB TIOKOJIXIKO3UAY Ha 3[aTHICTh KEPYBAaTH aBTOTPAHCIOPTOM abo iHImuMu
MeXaHi3MaM¥u, BifCyTHI.

[Tig yac 3acTOCYyBaHHS TiOKOJIXiKO3UAY MOXKJIMBUY PO3BUTOK COHJIMBOCTI, 110 CIIii BPaXOBYBaTH y pasi
KepyBaHHS aBTOTPAHCIOPTOM ab0 iHIMMMU MeXaHi3MaMHU.

Cnoci6 3acmocyeaHHsi ma do3u.
[Ipu3HayeHuy [OJIs IIePOPaIbHOr0 3aCTOCYBaHHS.
TabmeTky HeoOXimHO KOBTATHU IIIIMMHU, 3aIIMBAIOYN CKIISTHKOIO BOOH.

PekoMeHIoBaHa 003a CTAHOBUTDL 8 MTI KOXKHi 12 roguH (moboBa [mo3a CTAHOBUTH 16 MT).
TpuBaicTh iKyBaHHA He Ma€ IIePeBULLyBaTU 7 OHIB IIOCIIIJIb.

Crip yHUKATHU MEPeBUIIeHHST PEKOMEH/I0BaHOI 1031 a0 MOBrOTPUBAJIOr0 3aCTOCYBAHHS (IUB. PO3MiN
«Oc06IUBOCTi 3aCTOCYBAHHS»).

Himu.

Jlikapceku# 3acib He cJTifg 3aCTOCOBYBATH AiTSIM BiKOM 10 16 pOKiB.

Ilepedo3yeanHsi.
MoxnuBi peakiii 3 60Ky IITyHKOBO-KMIIKOBOTO TPAKTY, TakKi fK miapes abo GIr0BaHHS.

Y pasi nepeno3yBaHHS PEKOMEHAYETLCS PETEIbHUN MEeJUUHUM HATIAL 3a MMaI[iEHTOM Ta IPOBENEHHS
CHMIITOMaTUYHOI Teparlil.



ITobiuni peakuii.

HuxyeHaBeneHi mo6iuHi peakilil cCKCTeEMaTH30BaHO BiIIIOBIOHO [0 KJIaciB CUCTEM OpraHiB Ta 3a
4acToTo0: AyxKe 4dacto (> 1/10), gacto (3 1/100, < 1/10), Hewacto (3 1/1000, < 1/100), pigko

(31/10000, < 1/1000), nyxe pigko (< 1/10000), yactoTa HeBiTOMa (4aCTOTy He MOXKHa
OLIIHUTHY Ha OCHOBi HAIBHUX MAHUX).

3 boky iMyHHOI cucmemu: myze PigKo — apTepianabHa TiOTEH3is; PigKO — anepriuyHi peakirii
(kponuB’siHKa, HaOpsK KBiHKe); YacToTa HEBijOMa — aHTiOHEBPOTUYHUM HaOPSIK Ta aHadimakTU4HI

peaxirii, 30kpeMa aHa(iTaKTUYHUH IIIOK.

3 6oky wkipu ma niOwKipHOi MKAHUHU: HEYaCTO — aJieprivyHi IWKipHi peakilil; pigko — Be3UKYISIPHi
BUCHUIIAHHS; AyXKe PiIKo — cBepOixk, epuTemMa, MaKy/I0IamlyIb03Hi BUCUTIAHHS.

3 60Ky WAYHKOBO-KUWKOB020 MPAKmMY: pigko — Gifb y XKUBOTI, miapesi, HygoTa Ta OII0BAHHS,
rneyis.

3 60Ky eenamobisiapHoi cucmeMu: 4acTOTa HEBimOMa — IMEeYiHKOBI po3yamy (HampUKIa,
HUTONIITUYHUH a00 X0JIeCTaTUUHUHN TeIIaTuT).

3 60Ky Hepsosoi cucmemMu: 9aCcTo — COHNIUBICTD; PiTKO — 30yIKEHHS Ta TUMYACOBE MIPUTHIYEHHS
CBimOMOCTI; YacToTa HEBimoMa — CyoMu ab0 pelUaUBY CYOOM Y MallieHTiB, 1[0 CTPaXkOaloTh Ha
elrinenciso.

Tepmin npudamHocmi.

2 POKH.

YMoBH 30epiranHsi.

30epiraTu npu TemnepaTtypi He Buile 25 °C y HeIOCTYIHOMY [JIS OiTel MicIIi.

YnakoBkKa.

[To 14 Ttabnetok y 6micTepi, mo 1 6ricTepy B KapTOHHIKA KOPOOIIi.

Kareropis Bignycky. 3a perenrom.

BupoOHHK.

BiodapwMm Cm. 3 o0.0.

Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAi2KeHHsI HOT0 Iis/TbHOCTI.



Byn. Ban6xwucka 13, ITo3naub, 60-198, [Tonbmia.



