IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

MYCKOME][

(MUSKOMED)

CKnaao:
ditoua pevosuHa: TIOKOJIXIKO3UI;
1 ammyna (2 M) MICTATH TIOKONXIKO3UAY 4 MT;

0ONOMIdICHI peyoBUHU: HATPilO XJIOPU, KUCIIOTa XJIOPUCTOBOOHEBA PO3BeeHa, BoMla I iH’€KITIH.

JlikapcbKa ¢popma. Po3uuH ans iH’ eKIiid.

OCHOBHI (pi3uK0-XiMiUHI 8/1aCMUBOCMI: IPO30PUM PO3YUH CBITI0-2KOBTOTO KOILOPY.

®apMakKoTepaneBTUYHA Irpyna.

MiopemnakcaHTu 3 IleHTpaJlbHUM MexaHidaMoM fil. Kog ATX M03B X05.

dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

TiOKONXiKO3U[ - I1e HAliBCUHTETUYHUY CyIbGigHUN MOXiTHUMN KONXiKO3UAY, IKUM YUHUTH
MiopeakCcynyy [io.

Y mocnigXeHHAX in vitro TIOKONIXiK03uA 3B’43y€eThes TiNbKU 3 TAMK Ta CTpUXHIH-4yTIUBUMU
TJIMHOBUMU penenTtopamMu. TiOKONXiKO3UL BUSBISAE celleKTUBHY adinHicTh 1o [AMK-penenTopis,
CIIpUYMHSE e(peKTUBHUN MiOpeakCyounil epekT 3a AOIOMOI010 PETYISATOPHUX KOMIIEKCHUX
MexXaHi3MiB Ha Pi3HUX PiBHSAX HEPBOBOI CUCTEMH, NIPOTE, MOTO TIIIMHEPTiYHNYN MeXaHi3M fil He MoxkKe
OyTU BUKTIOUEHUH,

XapakTepuCcTUKYU B3aeMofil Tiokonxiko3uny 3 TAMK peuenTtopamu, Taki X, 9K i [y #0r0
TJIIOKOPOHITHOTO MOXiTHOTO, III0 € OCHOBHUM MeTab0IiTOM (IUB. HUXKYeE).

Y mocnigkeHHSX in vivo MiopenakCcyioo4i BIaCTUBOCTI TIOKIXiKO3UAY Ta HOTO OCHOBHOT'O MeTabO0JIiTy
Oy/Iu TPOOEeMOHCTPOBaHI Ha Pi3HUX eKCIIePUMEHTAIbHUX MOJeIsX.



Takox enekTpoeHuedanorpadiyHi qoCTigXKeHHS ITOKa3aly, 0 TIOKOIXiKO3U[ Ta #0T0 TOJIOBHUN
MeTaboJIiT He CIPUYUHSIOTh CeNaTUBHUM e(eKT.

dapmakokiHemuka.
Abcopbuis.

[Ticrsa BHYTpIIIHEOM I30BOT0 BBeIEHHSI MaKCUMaJlbHa KOHI[eHTpalis y mna3mi Kposi (C,,,)
TIOKOJIXIKO3UAY CIOCTepiraeTbcs yepe3 30 XBUJIKH, TOKa3HUKY 113 HI/MIT DOCATAOTHCS MiCIIS
BBeOeHHs no3u 4 Mr, a 175 HI/MJ - Hics BBeOeHHS mo3u 8 Mr. BinmoBigHi MOKa3HUKHY MIJIOIII i
dhapmakokineTnuHOo10 KprB0oi0 (AUC) mopiBHIOIOTE 283 Ta 417 Hrer/MI.

dapmaxkosoriyno aktuBHMME MeTabosiT S1.18.0740 cnocTepira€ThCst TAKOXK MPH OiNTbIT HU3BKUX
KoHIleHTpaligx, npu C,., 11,7 Hr/mn, gKa HocsAraeThCs yepel 5 TOOUH Micis BBeleHHs no3u, a AUC —
83 HIer/MII.

Hani mopo HeakTUBHOTO MeTabomity SL59.0955 BigcyTHi.
Po3noodin.

YsaBHUN 00’€M PO3MOAINY TIOKONIXiKO3UAY CTAHOBUTDH MpUOIM3HO 42,7 J1 Mic/s BHYTPIIIHEOM S30BOTO
BBefleHHs 8 Mr. [laHi momo 000x MeTaboMmiTiB BifCyTHI.

BusedeHHs.

[Tepion HamiBBUBEOEeHHS TiOKOJXiKO3UAY CTAHOBUTH 1,5 roguHu, a ma1a3MoBUi KilipeHc - 19,2 ni/r.

KiiniyHi XapaKTepHUCTHKH.
Iloka3aHnHus.

IomaTKoBa Teparmisi 00JTiCHUX M’SI30BUX KOHTPAKTYp Y BUIIagKaX FOCTPUX IATOIOTiN xpedTa y
IOPOCHUX Ta MiAMITKIB BikoM Bif 16 poKiB.

IIpomunoka3aHHA.

- TligBuiieHa 4yTNUBICTH [0 Ai0Y0i pe4oBUHY a60 MO OYIOb-SIKOI 3 HOIOMiKHUX PEUYOBUH
niKapchKoro 3acoby;

- B’SININY TTapajid, M'sg30Ba TilOTOHIS;

- BariTHICTB;

mepion romyBaHHS TPYALOIO;

3aCTOCYBaHHS XiHKaM PeNpPOOYKTUBHOIO BiKy, SIKi He BUKOPUCTOBYIOTh HaJIeXHi 3aco0u
KOHTpAaIemIlil.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Iadopmaris mogo B3aeMopil BifCyTHS.

Oco6IBOCTi 3aCTOCYBaHHS.

[Ticns BHYTPIMIHBOM s130B01 iH'€KIIi1 TIOKOIXIKO3UAY MOBIOMIIS/IM IIPO Ba30BarajibHy HEIPUTOMHICTB,
TOMY IiCJIg BBE[EHHS JIIKapChKOT0 3aco0y CJIif 3[iliCHIOBAaTH MOHITOPUHT CTaHy IallieHTa (OUB.
po3min «ITo6iuHi peakIrii»).

Y nocTMapKeTUHTOBUY I1epiofl OBIJOMIISIIM IIPO YpaXKeHHd [IeYiHKY y 3B’43KY i3 3aCTOCYBaHHAM
TiOKOJIXiK03uAy. Y malieHTiB, sIKi CyIyTHBO 3aCTOCOBYBaJIM HECTEPOINHI MpoTU3amnanbHi 3acobu abo
napalietamoJ, OyIu 3apeecTpPoBaHi TAXKKI BUNAAKK (HanpuKiIad, QyIbMiHAHTHUN TeaTUT) YPaxKeHHs
ne4viHKY. Y pa3i po3BUTKY IIifl 4ac 3aCTOCYyBaHHS JIiIKapChKOT0 3aC00y 03HAK ypaXKeHHS IeYiHKHU CIIif
IPUIIMHUTHY JIiIKyBaHHS Ta 3BEPHYTUCS 1O Jikaps (muB. po3min «I1o6iuHi peakiii»).

[Tig 9ac 3acTocyBaHHS TiOKOJIXiKO3UAY MOXKJIMBUM PO3BUTOK EMiJIENTUYHUX HaIlafiB y Malli€eHTIB, AKi
CTpaxXKmaloTh Ha eminernciio abo Ha 3aXBOPIOBaHHS, SIKi CyIIPOBOMXKYIOTbCS PU3NKOM BUHMKHEHHS
cymoM (muB. po3min «[To6iuHi peakirii»).

He cnip nepeBuiilyBaTé MakKCUMa/lbHy PeKOMEHIOBaHY 03y TiOK0IXiK0o3uny 8 Mr Ha fo0y, Ky CIIif
PO3MiNUTH Ha 2 BBeJeHHS 3 12-TOOMHHUM iHTepBalIoM. Y pa3i IPOomyCcKy YeproBol f03U HaCTYIHY
[03y CJIif BBOOUTH y 3BUYAMHUM Yac.

3rigHO 3 HAHUMU OOKJTIHIYHUX JOCITiAXKeHb, OIUH 3 MeTa0bOIiTiB TiOKOIXiKO3UOY

SL59.0955 cupuuuHse aHEYIIO01iio (3MiHa KiTbKOCTi XpOMOCOM Y KIiTHUHAX, 1[0 OiIATHCS) Y
KOHIIEHTPALlifX, HabnuKeHUX 0o 8 Mr 2 pa3u Ha noby Npu mepopasbHOMY 3aCTOCYBaHHI, AKi
BILINBAJIU IOAIOHUM YMHOM Ha JIIOUHY.

AHeymoimis BBaXKa€eThCsl (PAaKTOPOM PU3UKY TEPATOT€HHOCTI, TOKCUYHOCTI [yt eMOpioHa/mona,
BUKHU[HS, 3MiHM (DEePTUIILHOCTI Y YOJIOBIKiB Ta MOTEHUIMHUM ()aKTOPOM PU3UKY BUHUKHEHHS paky. Y
SKOCTi TpodiTaKTUKY CJIi[l yHUKATHU [TepPeBUIIeHHS PEKOMEHI0BaHOI 031 JTikapChKOTo 3aco0y abo
TPUBAJIOTO 3aCTOCYBaHHSA (AUB. po3Ain «Crocib 3aCcTOCyBaHHS Ta IO3U»).

[MTamieHTiB cnig mobpe noiHGOpPMyBaTH MO0 MOTEHIIMHUX PU3UKIB [JIT MOXK/IMBOI BariTHOCTI Ta 100
eekTUBHUX 3ac00iB KOHTpaIeNIlil, SKi CJIii BAKOPHUCTOBYBATH.

Jlikapcekuii 3acib mictuTh MeHiie 1 MMob (23 Mr)/mo3y HaTpiio, TOOTO MPAKTAYHO BiTbHUU Bif
HaTpilo.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.
Bazimuicmo.

[H¢opMalris om0 3aCTOCYBaHHS TIOKONTXiKO3UAy BariTHUM XKiHKaM 00MexXeHa, TOMY IOTeHIIiNHAN
pu3uK a7 emMOpioHa Ta MmIoga HeBimoMuii. [ocmigKeHHsS Ha TBapuHaX IT0Ka3alu TePaToreHHu!
BIIJIUB TiOKONXiK03uAy. JIikapchKui 3acid MpOTHUIIOKa3aHUM [IJIs 3aCTOCYBaHHS y 1epiof] BariTHOCTI Ta
71 )KiHOK PempPONyKTHUBHOTO BiKy, sIKi He BUKOPUCTOBYIOTh HaJleXKHi 3aX00u KOHTpaIemnIlil (JuB.
po3pin «IIpoTunoka3aHHs»).



ITepiod 200ysarHs 2py0o0.

TiokonxXiK03up NPOHUKAE ¥ TPyAHE MOJIOKO. JIikapCchKuY 3acid NPOTUIIOKAa3aHUM Il 3aCTOCYBaHHS Y
mepiod rogyBaHHS TPYOO0 (OUB. Po3min «IIpoTUIOKa3aHHSI»).

depmuabHiCMb.

IocnigxeHHs GepTUNBHOCTI, TPOBEEH] Ha TBapKMHAaX, He IT0Ka3alnu 3MiH (epTUNbHOCTI IpHU
Mo3yBaHHI, 0 He NepeBuIyBano 12 Mr/kr, To6TO Ha piBHI 403, IKi He COIPUYUHSIIN KJITiHIYHOTO
edekTy. Tiokonxiko3uA Ta KOT0 MeTabOIiT! YUHATh aHEYTeHHY [il0 IPU Pi3HUX PiBHSAX KOHIEHTpPAIl],
mo € (aKTOPOM PU3UKY I/ PEePTUTBHOCTI TIOOUHU.

3IaTHICTh BIJIMBATH Ha IIBUIKICTH peakllii Mpyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIMMU
MeXaHi3MaMHu.

HocmifKeHHS BIJIMBY TIOKOJIXiKO3UAY Ha 30ATHICTh KepyBaTH aBTOTPAHCIOPTOM abo iHIMMHI
MeXaHi3MaMu He IPOBOIUIIU.

[Tig yac 3acTOCyBaHHS TiOKOJIXiKO3UAY MOKJIMBUY PO3BUTOK COHJIMBOCTI, 110 CJIifl BpaxoBYyBaTH y pasi
KepyBaHHS aBTOTPAHCIOPTOM abo iHIMMMU MeXaHi3MaMHu.

Cnocib 3acmocyeaHHsi ma do3u.

Jlikapcekui 3acib nmpu3HaueHu Il BHYTPIIIHHOM S30BOT'0 BBEIEHHS.

PekomMeHOBaHa MaKCHMaJibHa 0000Ba 03a CTaHOBUTE 4 MT KOXHi 12 roguH (8 Mr Ha mo0y).
JIikyBaHHS He [TIOBUHHO [I€PEBUIIYBATU O OHIB IOCIIIIE.

Crnip yHUKATH [TePeBUIIeHHS PEKOMEHI0BAHOI 103U a00 TPHUBAIOCTi 3aCTOCYBAHHS (O¥WB. PO
«Oc06IUBOCTI 3aCTOCYBAHHS»).

Himu.

JlikapceKui 3acib TpOTUIIOKAa3aHUM AJIST 3aCTOCYBAHHS TiTAM BikoM 10 16 poKiB.

ITepedo3yeaHHs.
IlaHuX PO BUIIA[KY Iepefo3yBaHHs HeMae. Y pasi mepero3yBaHHs 1ikapChKOro 3aco0y

PEKOMEHIYEThCST peTeIbHUY MeIUYHUHN HaTJIsA[ 3a HalliEeHTOM Ta MPOBEeHHS CUMIITOMAaTHYHOL
Teparrii.

ITobiuni peakuii.



HuxuyeHaBeneHi mobiyHi peakiiii cKCTeMaTH30BaHO BifIITOBIOHO 0 KaciB cucTeM opraHiB 3a MedDRA
Ta 9acToTom0: gyxe 4acTo (31/10), wacto (31/100, <1/10), HeuacTo (31/1000, <1/100), pimko
(31/10000, <1/1000), myxe pigko (<1/10000), HeBigoMO (YaCTOTy HE MOXKHA OIL[IHUTH Ha OCHOBI
HAsIBHUX JaHUX).

3 60Ky imyHHOI cucmemu:

He4vacTo - cBepOixkK; pigKo - KPOIUB THKA; AyXKe PiiKo - TilmoTeH3is; HEBiJOMO - aHTIOHEBPOTUUHUMN
HaOpsK Ta aHadiTaKTUYHI peakiiii, BK/Io4aouy aHaiTaKTUYHUH IIIOK.

3 boky Hepeosoi cucmemu:

YacTO - COHJIMBICTh; PigKo - 30ymkeHHS a0 KOPOTKOTpHBaJa CIJTyTaHiCTh CBifOMOCTi; HEBiOMO -
He3TyKaHHS, 10 CYIIPOBOAXKYEThCS ab0 He CYyIIPOBOAXKYETHCS Ba30BarajbHOI0 HETIPUTOMHICTIO
BIIPOZOBXK IEePIINX AEKiTbKOX XBUJIMH IIiCJIs BHYTPIIIHEOM 930BOT0 BBEIEHHS; CyIOMU (OUB. PO3MiN
«Oc06IUBOCTi 3aCTOCYBAHHS»).

3 60Ky mpagHo20 mpakmy:

4acTo - fiapes, Oinb y IMITyHKY; HEYaCTO - Hy[IoTa, O/1I0BaHHS; PifKO - medis.

3 60Ky e2enamobiaiapHoi cucmemu:

yaCcTOTa HEBIOOMaA - ypaxKeHHs Nedinku (OuB. po3Min «Oco6IUBOCTI 3aCTOCYBAHHS»).
3 60Ky wkipu ma niOwWKipHUX MKAHUH:

HeYacTo - aJIepriuHi mKipHi peakiil.

ITogidomaeHHs npo nNi003pro8aHi nobiuHi peakuii.

[ToBimomeHHS PO Migo3pioBaHi M0OOiYHI peakiiii, 1110 BUHUKIIU ITiCJIg PeecTpaliil 1ikapCchbKoro 3acoby,
nyke BaxnuBi. Lle mae 3Mory IOCTiliHO criocTepiraT 3a 6aaHCOM KOPUCTh/PU3UK JIiIKAPCHKOTO
3aco0y. [IpaliBHUKIB CHCTEMU OXOPOHU 3[OPOB’S IPOCATH MOBIJOMIISITY PO Oyab-gKi MiT0o3pioBaHi
no0OiuHi peak1il yepe3 HalliOHaIbHY CUCTEMY IOBiOMJIEHb.

Tepmin npudamuocmi.

3 POKH.

YMoBH 30epiraHHs.

30epiratu npu TeMiepaTypi He Buile 25 °C y HeIOCTYIIHOMY [JIg AiTel MicCIIi.

YnakoBKa.



2 MJI po34uHy B 0e30apBHil CKIIAHIN aMIyi; 6 aMIIyN y KOHTYPHi 4apyHKOBIi# yIakoBIli;
1 yapyHKOBa ymakoBKa B KapTOHHI! KOPOOLIi.

KaTteropis Bigmycky.

3a perenTom.

BupoOHHK.
Medap Inau Can. A.IIl., Typeyunna/

Mefar Ilac San. A.S., Turkey.

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca MicIisi IPOBaIXKeHHS HOTr0 Tis/IbHOCTI.

Pamazanorny Max. Excap [Ixapm. Ne 20, 34906 Kyptkoii - [Teapuk/Cram0Oyn, Typedunta/
Ramazanoglu Mah. Ensar Cad. No. 20, 34906 Kurtkoy - Pendik/Istanbul, Turkey.

3assBHUK.

TOB «YOPJII MEIOUWILIVH», Ykpaiua/

WORLD MEDICINE, LLC, Ukraine.



