IHCTPYKIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPChKOI0 3aC00y

MYCKOME/]
(MUSKOMED)

Cknao:

0iroua peyosuHa. TIOKOIXIKO3U/I;

1 ammyra (2 MIT) MICTUTD TIOKOJIXIKO3HTY 4 MT;

OONOMIJICHI peuo8UHU. HATPIIO XJIOPU, KUCIIOTA XJIOPUCTOBOIHEBA PO3BEICHA, BOJIA JIJIS 1H €KIIIH.

Jlikapcbka gopma. PozunH 11 16’ €KITIH.
Ocnogni Gizuxo-ximiuni eracmugocmi: IPO30PUNA PO3UUH CBITIIO-)KOBTOTO KOJILOPY.

dapmakoTepaneBTHYHA Ipyma.
MiopenakcaHTH 3 leHTpaibHUM MexaHi3mMoM fii. Kog ATX MO03B XO05.

Dapmakonoziuni earacmugocmi.

Dapmakoounamika.

Tiokonxiko3uJ — 1€ HAMiBCUHTETHUYHUN CyIbQIIHUA MOXITHUN KONXIKO3UAY, SKUH UYWHUTH
MiOpPETaKCYUy 0.

VY nmocmipkeHHsx in Vitro tiokonxiko3us 3B’s3yerhest Tibku 3 TAMK Ta CTpUXHIH-YYTIIMBUMH
[JIIIUHOBUMHU  perenTopaMu. TiOKONMXiKO3HWJ BUSBIsiE cenekTuBHY adinaicth g0 ['AMK-
pelenTopiB, copuuuHsie e(QEeKTHUBHUI MIOpENIaKkCyrouuid e(eKT 3a JOMOMOTOK PeryisTOPHHX
KOMIUIEKCHMX MEXaHi3MIB Ha DPI3HHX PIBHAX HEPBOBOI CHCTEMH, NMPOTE, HOTO TIIIHMHEPTiYHUN
MeXaHi3M il He MOke OYTH BUKITIOYCHHIH.

XapaktepucTuku B3aemomii Tiokonxikozuay 3 [TAMK peuentopamm, Taki X, sSK 1 i #Horo
TIIFOKOPOHITHOTO TIOX1AHOTO, 1110 € OCHOBHUM METa0O0IITOM (JIUB. HUXKYE).

VY jocmikeHHSX IN VIVO Miopenakcyrodi BIACTHBOCTI TIOKJIXIKO3WAY Ta HOro0 OCHOBHOTO
MeTabomiTy Oynu MPoJEMOHCTPOBAHI Ha PI3HUX €KCIIEPUMEHTATFHUX MOJIETIIX.

Takox enextpoeHiedanorpadiuHi TOCTIHKEHHS TTOKa3ald, M0 TIOKOJIXIKO3U Ta WOTO TOJIOBHUMA
MeTaboMIT HEe COPUYUHSIIOTh CETaTUBHUN e(eKT.

Dapmarokinemuxa.

Abcopoyis.

[Ticnst BHYTPINIHEOM SI30BOTO BBEICHHS MaKCHMajibHa KOHIEHTpamis y Ttuiasmi KpoBi (Cmax)
TIOKOJIXIKO3UJy croctepiraetbcs uepe3 30 XBWIMH, MOKa3sHUKM 113 Hr/miu gocsararoTees micis
BBEIIEHHA 1034 4 MT, a 175 HI/MJI — miciid BBeIEHHS 1034 8§ MI. BiinoBiaHI MOKa3HUKHU IIIOII ITiJT
dapmakokineTuuHo KpuBoto (AUC) nopiBHI0OOTH 283 Ta 417 HIr 1/MIL.

®dapmaxosoriuno akTuBHMA MeTtaboniT SL18.0740 croctepiraeTbcs TakoX MNpU OUIBII HU3BKUX
KOHIIeHTpalisax, mpu Cmax 11,7 HI/MII, sika IOCATAETHCS Yepe3 S5 TOJMH MICIs BBEACHHS J03H, a
AUC — 83 Hr-r/mi.

Jani mono HeakTuBHOr0 Metadomity SL59.0955 BincyTHi.

Posnodin.

VsaBHuii 00’€M  po3MOALTYy  TIOKOJNXIKO3UAY CTaHOBUTh  Npubmu3Ho 42,7 1 micnd
BHYTPIIIHBOM SI30BOT0 BBEAICHHS 8 MT. J[aH1 111010 060X MeTa0OJIITIB BiACYTHI.

Buseoenns.

[lepion HamiBBUBEACHHS TIOKOIXIKO3HUy CTAHOBUTH 1,5 TOMUHM, a T1a3MoBHiA KiipeHc — 19,2 n/r.

Kuiniuni XapakTepucTUKH.

Iloka3zanns.

JonatkoBa Teparisi OONICHUX M’SI30BUX KOHTPAKTyp y BHUMAAKaX TOCTPUX MATOJIOTiIA Xpedra y
JIOPOCIHX Ta MiTITKIB BIKOM Big 16 pOKiB.



Ilpomunoxazannus.

— IligBumieHa 4yTAWBICTh JO Ji0Y0i PEYOBHHH a00 10 OYyIb-AKOi 3 MOMOMIKHHX pPEYOBUH
JIKapChKOTo 3aco0y;

— B’sui mapaniid, M’si30Ba TiMOTOHIS;

— BariTHICTb;

— TepioJl TOAYBaHHS TPYAIIO;

— 3aCTOCYBaHHS XIHKaM PENpOAYKTHBHOTO BiKY, SIKI HE BUKOPUCTOBYIOTH HAJEXKHI 3aCO0HM
KOHTpAIEIIIii.

B3aemooia 3 inmumu nikapcoKumu 3acodoamu ma inuwii 6UOU 83a€Mo0iil.
Indopmartis momo B3aemMoii BiACyTHS.

Ocobueocmi 3acmocy8amnns.

[Ticms  BHYTpIIHBOM S130BOi  1H’€KIIi  TIOKOJIXIKO3WAY TOBIAOMIISJIM PO  Ba3oBarajibHy
HETMPUTOMHICTh, TOMY TIICIISl BBEJICHHS JIIKapCHKOTro 3aco0y CIij 3/1iCHIOBATH MOHITOPHHT CTaHY
namienTa (auB. po3ain «IloGiuHi peakiiiy).

VY NOCTMapKeTHHTOBHIA TIEpioJl TIOBIOMIISUIM PO YPAKEHHS MEYiHKU y 3B’S3KY 13 3aCTOCYBaHHSAM
TIOKOJXIKO3UAY. Y MAIll€HTIB, SIKI CYIyTHBO 3aCTOCOBYBAJIM HECTEPOilHI MpOTHU3aINaibHI 3ac00U
abo mapareramon, OyJd 3apeecTpOBaHi TSHKKI BUMAAKU (HANPHUKIAM, (QYIbMIHAHTHHA TCATHT)
YP@KEHHS MEYiHKU. Y pasi pO3BUTKY IIiJ] Yac 3aCTOCYBAHHS JIIKAPCHKOI'O 3aC00y O3HAK YypaXKCHHs
NEYiHKH CJIiJ] IPUITMHUTH JIIKYBaHHS Ta 3BEpHYTHUCS 110 JiKaps (auB. po3ain «I1o6iuni peakmiix).
[Tig yac 3acTocyBaHHS TIOKOJXIKO3UAY MOKJIMBUN PO3BUTOK EMUICITUYHUX HANaAiB y IMAlli€HTIB,
SKi CTPaXIAIOTh HA eNUICTCiF0 a00 Ha 3aXBOPIOBAHHSA, SKi CYNPOBOKYIOTHCS PU3HKOM
BUHUKHEHHS CylIoM (IuB. po3ain «[loOiuni peakii»).

He cnig nmepeBumyBatn MakCUMalibHy PEKOMEHIOBaHY J03Y TiOKOIXiko3uay 16 mr Ha noly, sKy
CJIIJ] PO3AUIMTH HAa 2 BBEAEHHA 3 12-TOAMHHUM IHTEpBAJOM. Y pasi HPOMYCKY 4eproBoi A03u
HACTYIIHY 103y CJIi1 BBOJUTH Y 3BUYAiHUII yac.

3rifTHO 3 JaHMMM  JOKIIHIYHUX  JOCHIKEHb, OAMH 3 METalOoNiTIB  TIOKOJIXIKO3UIY
SL59.0955 ciprumHsie aHeyIuoififo (3MiHa KUTBKOCTI XPOMOCOM Y KITHHAX, IO IUIATHCS) Y
KOHIIEHTpALisAX, HaOMMKeHUX 1o 8 Mr 2 pa3u Ha 100y IpH NEepopaibHOMY 3aCTOCYBaHHI, SKi
BIUTMBAJIM MTOAIOHMM YMHOM Ha JIFOJUHY.

AHEyII0i/1isl BBaXKaeThCsl (PaKTOPOM PU3HKY TE€PATOT€HHOCTI, TOKCMYHOCTI JUIsl eMOpioHa/mioAa,
BUKH/IHSA, 3MIHU (DEPTHIIHOCTI y YOJIOBIKIB Ta OTEHUINHUM (DAaKTOPOM pU3HKY BUHUKHEHHS pPaKy.
VY gxocTi npodiNakTUKK CIil YHUKATH NEepeBUILEHHS PEKOMEHIOBAHOI JJO3M JIIKAPCHKOTO 3aco0y
a0o TpuBaoro 3actocyBanHs (AUB. po3auT «Crocid 3aCTOCYBaHHS Ta I03W»).

[TamienTiB caig mobpe moiHGoOpMyBaTH MIOAO MOTCHUIMHUX PHU3UKIB A MOXKIMBOI BariTHOCTI Ta
10710 e(heKTUBHUX 3ac001B KOHTpAIEMNIlii, K1 CI1]] BAKOPUCTOBYBATH.

Jlikapcekuit 3aci6 mMicTuTh MeHue 1 MMoib (23 Mr)/no3y HaTpito, TOOTO MPAKTUYHO BUIBHHUH Bix
HaTpIo.

3acmocysanus y nepiod sacimuocmi abo 200y8ans cpyooro.

Bazimuicme.

Indopmaris moa0 3acTocyBaHHs TIOKOJXIKO3HMy BAariTHUM JKIHKaM OOMEXeHa, TOMY MOTEHIIHHMHA
pU3MK a1 eMOpioHa Ta Iuiofa HeBimomuid. Jlochmi/pKeHHS Ha TBapHHAX MOKa3ald TepaTOreHHUH
BIUIMB TIOKONXiK03uy. JlikapchKuil 3aci® MPOTUIOKAa3aHUN IS 3aCTOCYBaHHS Y MepioJ] BariTHOCTI
Ta JJIS AKIHOK PENPOAYKTHBHOTO BiKY, SIKi HE BUKOPHCTOBYIOTh HAJIEXKHI 3aX0/M KOHTpALeNIii (IuB.
pozain «l[IpoTtumnokazanss»).

Ilepioo 2o0yeanms epyoorw.

Tiokonxiko3ua MPOHUKAE y TpyaHE MoJIoKO. JlikapchKuit 3aci0 MPOTUIIOKA3aHUH /7Sl 3aCTOCYBaHHS Y
NepioJl TOAYBaHHS TPYUTIO (IUB. po3ain «[IpoTunoka3aHHs»).

Depmunvricme.



Hocnimxennss (epTUIBHOCTI, MpOBENEHI Ha TBapUHAX, HE IOKa3add 3MiH (EpTHIBHOCTI TpH
JI03yBaHHI, 10 HE MepeBUIyBasio 12 MI/Kr, ToOTO Ha PiBHI /103, AKI HE CHPUYUHSUIH KIIHIYHOTO
edexry. TiOKONXiKO3ua Ta HOro MeradoNiTH YMHATH AHEYreHHY [il0 TNpH PI3HUX PIBHAX
KOHIIEHTpAIlii, 110 € (HaKTOPOM PU3UKY JJIs1 PEPTUIBLHOCTI JTFOAMHH.

30amuicmv eénaueamu Ha WEUOKICMb peaxyii npu KepysaHHi A8MOMPAHCNOPMOM aOO [HUUMU
Mexauizmamu.

JlocnmikeHHsT BIUIMBY TIOKOJIXIKO3UAY Ha 3JaTHICTh KEPYBAaTH aBTOTPAHCIOPTOM ab0 I1HIIUMH
MeXaHi3MaMH He ITPOBOIHIIN.

[Tix gac 3acTOCyBaHHS TIOKOJIXIKO3HLy MOXKJIMBUN PO3BUTOK COHJIMBOCTI, IIO CIIiJi BPaXOBYBaTH Y
pa3i KepyBaHHS aBTOTPAHCIIOPTOM a00 1HIIMMH MEXaHI3MaMH.

Cnocio 3acmocysannsa ma 003u.

Jlikapchkuit 3aci0 MpU3HAYEHUH 7Sl BHYTPIIIHBOM S30BOTO BBEJICHHS.

PexomenoBana MakcuMalibHa 1000Ba 103a CTAHOBUTH 4 M KokHI 12 roauH (8 mr Ha 100y).
JIikyBaHHS HE MOBHHHO MEPEBUIILYBATH S5 IHIB MOCH1Ib.

Crnig yHUKaTH TEPEeBHILEHHS PEKOMEHIOBAHOI J03M a00 TPUBAJIOCTI 3aCTOCYBaHHS (JIMB. PO3JLT
«Oco0aMBOCTI 3aCTOCYBAHHS).

Jimu.

Jlikapchkuit 3aci0b MPOTUIIOKA3aHMIA IS 3aCTOCYBAHHS JTITSAM BiKOM 10 16 poKiB.

Ilepedo3ysanns.

Jlanux Tmpo BUMAAKH TEpeAO3yBaHHA HeMae. Y pas3i Tepeno3yBaHHS JIKapChKOro 3aco0y
PEKOMEH/IYEThCS PETENbHUNA MEIWYHHMUA HArJs 3a MAalli€EHTOM Ta MPOBEACHHS CUMITOMATUYHOT
Tepartii.

Il06iuni peakuii.

HuxuenaBeneni moOiyHI peakilii CHCTEMaTH30BaHO BIAMOBIAHO 10 KJIAaciB CHUCTEM OpraHiB 3a
MedDRA Ta wactororo: ayxe gacto (>1/10), wacto (>1/100, <1/10), meyacto (>1/1000, <1/100),
piako (=1/10000, <1/1000), nyxe piako (<1/10000), HeBizmomMO (4acTOTy HE MOXHa OLIHUTH Ha
OCHOBI HasiBHUX JJAHUX).

3 60Ky imyHHOI cucmemu:

HEYacTo — CBepOX; PpIAKO — KpONMB’SHKA; JyK€ pIAKO — TIMOTEH3is; HEBIAOMO —
AQHT10HEBPOTUYHMM HAOpsK Ta aHa(IIAKTUYHI peakili, BKIOYadl aHa(IaKTHYHUH [IO0K.

3 60Ky Hepeosoi cucmemu.

4aCTO — COHJIUBICTh; PIAKO — 30y/IKeHHs a00 KOPOTKOTpUBAJIa CIUTyTaHICTh CBIJOMOCTI; HEBIJIOMO —
HE3Y)KaHHS, L0 CYNPOBOJDKYETHCS a00 HE CYNPOBOIXKYETHCS Ba30BaralbHOK HEMPUTOMHICTIO
BIIPOJIOBXK MNEPIINX ACKUIBKOX XBWJIMH IMICIS BHYTPIIIHBOM SI30BOIO BBEICHHS; CYAOMHU (IUB.
po3ain «OcobIUBOCTI 3aCTOCYBAHHS).

3 boky mpasnoz2o mpakmy:

4yacTo — Jiapes, O11b y HUTYHKY; HEYacTO — HyJ[0Ta, OJIFOBAHHS; PIJKO — Medis.

3 boxy eenamobiniaproi cucmemu:

4acTOTa HEB1IOMA — ypaXeHHS MeUiHKU (AUB. po3ail «OcoOIUBOCTI 3aCTOCYBaHHS).

3 6oxy wiKipu ma niOWKIpHUX MKAHUH.!

HEYacTo — aJlepriyHi MKIpHI peaxiii.

Tlogioomnenns npo nidospiosani nobIuHi peaxyii.

[ToBimoMJIeHHSI MPO MIJO3pIOBaHI MOOIYHI Peakilii, 1[0 BUHUKIM MICJS peecTpaiii J1KapchKOro
3aco0y, myxe BaxuinBi. lle mae 3Mory mocTifHO croctepiraTi 3a OallaHCOM KOPUCTh/PU3MK
JiKapchKoro 3aco0y. [IpariBHUKIB CUCTEMH OXOPOHU 3/I0POB’ sl MPOCATH MOBIIOMIIATH PO OYy/b-sKi
mi103proBaHi MoOIYHI peakiii yepe3 HallloHAJIbHY CHCTEMY MOB1JIOMJICHb.



Tepmin npudamnocmi.
3 pokw.

YMmoBH 30epiranus.
30epiratu mpu Temmeparypi He Butie 25 °C y HeJOCTYITHOMY JUIS ITEH MicCIi.

YnakoBka.
2 MJ po3uuHy B 0Oe30apBHIM CKJISHIA ammyii; 6 aMIlyl y KOHTYPHIH YapyHKOBIH YITaKOBIIi;
1 yapyHkoBa yrakoBKa B KapTOHHIi KOpOOIIi.

Kareropis Binmycky.
3a peuenrtom.

Bupoonuk.
Medap Inau Can. A.II., Typeuunna/
Mefar Ilac San. A.S., Turkey.

Micue3naxonxeHHs1 BAPOOHUKA TA ajpeca Micls NPOBAKeHHS HOro AifjIbHOCTI.
Pamazanorny Max. Encap Jlxan. Ne 20, 34906 Kyprkoit — Ilennuk/Cram6Oyn, Typeuunna/
Ramazanoglu Mah. Ensar Cad. No. 20, 34906 Kurtkoy — Pendik/Istanbul, Turkey.

3afiBHUK.
YOPJII MEJULINH IJTIAY CAH. BE TIJIK. A.IL., Typeunnna/
WORLD MEDICINE ILAC SAN. VE TIC. A.S., Turkey.
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