IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

MYCKOME]N

(MUSKOMED)

Cknao:

Oitoua pevosuHa: TIOKOJIXIKO3ULT;

1 kamcyna TBepaa MiCTUTh TiOKOJXiKo3umy 4 mMr abo 8 mr;

0donoMidcHi peyosuHu: TaKT03a, MOHOTIApAT; KpOXMaib KyKypPYA3sSHUAM; MartHito cTeapar;

CKnap Karcynu: Tutany giokcup (E 171), Kenatus.

Jlikapcbka ¢popmMa. Kamncynu TBepgi.

OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

KalCyyu o 4 Mr — TBepQi XKeJaTUHOBI Kalcyiy, po3mip Ne3, Kpullleyka Ta KOPIIyC MaTOBOT'O
6i/10r0 KOIHOPY, 110 MiCTSITh KOBTH TTOPOIIIOK;

KallCyJIu 10 8 MI' — TBep[i XKeJIaTUHOBI KalCcysy, po3mip Ne2, Kpullleyka Ta KOPIIyC MaTOBOT'0
0i710T0 KOIBOPY, 1[0 MIiCTATH JKOBTUM IIOPOILIOK.

dapMakoTepaneBTHYHA rpyma.

MiopenakcaHTu 3 nieHTpanbHUM MexaHizMoM mii. Kog ATX M03B X05.

dPapmakonoziuHi e1acmusocmi.
®apmakoOuHamika.

TiOKONXiKO3U[ - 1€ HalliBCUHTETUYHUY CylIbQigHUN MOXiTHUMN KOJXiKO3UAY, IKUM YUHUTH
MiOpelakCynyy [ito.

Y pocnipXeHHdAX in vitro TIOKONIXiK03up 3B’43yeThCd TiIbKU 3 [AMK Ta CTpUXHIH-YYTIUBUMUA



TTIIAHOBUMHE pelienTopaMu. TiOKONXiKO3uM IPOSBIIS€E ceNleKTUBHY adinHicTh go TAMK-
PelenTopiB, cupuunHsie eheKTUBHUN MiOpeTaKCylounil e(peKT 3a JOIOMOTr 00 PEeTryIsITOPHUX
KOMIIJIEKCHUX M€XaHi3MiB Ha Pi3HUX PIBHSX HEPBOBOL CUCTEMHU SIK IIPU CIla3MaX MiCLeBOTO
XapakTepy, Tak i IIpu clia3Max [eHTPaJbHOTO0 MOXOAXKEHHS, IPOTe, KO0 TIIUHEPTiYHNN
MexaHi3M fil He Moxke OyTH BUKJTIOYEHUH.

XapakTepuCTUKYU B3aeMofil Tiokonxiko3uny 3 TAMK penenTopamu, Taki X, §K i [7d #0ro
TJIIOKOPOHITHOTO MOXiTHOTO, III0 € OCHOBHUM MeTab0IiTOM (IUB. HUXKYe).

Y mocnifzKeHHSX in Vivo MiopelakCyodi BIaCTUBOCTI TIOKOJIXiKO3UY Ta 10T0 OCHOBHOTO MeTaboJIiTy
Oy/u TPOOEeMOHCTPOBAHI Ha Pi3HUX eKCIIePUMEHTAIbHUX MOJeNIsX.

Takox enekTpoeHuedanorpadiyHi qocTigXKeHHS ITOKa3aly, 0 TIOKOIXiKO3U[I Ta #OT0 TOJIOBHUMN
MeTaboJIiT He CIPUYUHSIOTh CeNaTUBHUM e(eKT.

MyckoMe[ He YMHUTDH KypapenomiOHoi fIil, He BUKJIMKAE Mapasivy i He BIIJIUBAE Ha CEPLeBO-CyIUHHY
Ta OUXaIbHY CUCTEMHU.

dapmakoKiHemuka.

AGcopOrITis.

[licrisg mepopalbHOTO 3aCTOCYBaHHS TIOKOIXIKO3UAY Y IJIa3Mi KPOBi BUSIBJISIIOTHCS TiJIbKY [Ba
MeTa6omiTh: papMakonoriyno aktuBHAA MeTabomit SL18.0740 Ta HeaKTUBHUM MeTaboJIiT
SL59.0955. MakcumanbHa KOHIIEHTpaIllis y mwia3Mi kposi (C,,,) 060X MeTaboIiTiB TiOKOIXiKO3UIy
nocsAraeThes mpubau3Ho yepes 60 xBunuH. [1icas 0mHOPa30BOTO IEPOPAILHOTO IPUNHOMY 8 MT,
3HauenHd C,,, i AUC (moima mim KpuBOIO «KOHIeHTpallis/4ac») metabomnity SL18.0740 cTaHOBNISATD
npu6nu3no 60 ur/mn i 130 #Hr.rogury/Mn BignosigHo. Y MeTabomity SL59.0955 3HaueHHs HabaraTto
Huxye: C,,. cTaHOBUTD geck 13 ur/mi, a AUC - y mexax Big 15,5 Hr.roguHy/™Mn (0o 3 TOguH) 0
39,7 ar.roguny/Mn (0o 24 roguH).

MetaboIri3Mm.

[Ticns mepopalbHOTO 3aCTOCYBaHHS TiOKOJIXiKO3U[ IIBUAKO MeTab0/Ii3yeThCS A0 ariikoH-3-quMe-
TUNTiIOKONXiK03uay abo SL.59.0955. Lle B 0CHOBHOMY BigOyBa€ETHCS 3a PAXyYHOK KHUIITKOBOT'O
MeTab01i3My, 1110 MOSCHIOE BiCYTHICTh HE3MIHEHOTO TiIOKONIXiKO3UY MiCJIs IIePopaIbHOro
3actocyBaHHs. Metabomit SL59.0955 rmokypoHnisyeTrsest o SL18.0740, sxuit Mae piBHOCUIIbHY
(bapMaKoJIOTiYHy aKTUBHICTD 13 TIOKOIXiKO3HUIOM i, TAKUM YHHOM, 3a0e3meuye GpapMaKoIOTigHy
aKTUBHICTH MiCJIA IepOpabHOr0 BBeAeHHs TioKonxiko3uay. SL59.0955 TakoX neMeTUITI0EThCS,
IIEPETBOPIOIYNCE Ha JUMETUITIOKOIXIITHH.

BuBenenns.

ITicns mepopanIbHOro 3aCTOCYBaHHS | C-TiOKOJIXiKO3KM B OCHOBHOMY BHINAETLCA 3 KanoM (79 %), a 3
ceueto - nuine 20 %. Y He3MiHeHOMY BUTJISAI TIOKOJIXiKO3i BUBOIUTHCS 3 ceyeto abo KaoM.
Meta6omnitu SL18.0740 ta SL59.0955 BUSABNAIOTHCS B Cedi i Kasi, y TOH 4ac K
OUOEeMEeTHUITIOKONIXIIIMH BUBOOUTLCS TiNIBKM 3 KaJIOM.

Yac namiBBuBeneHHs: Metabonity SL18.0740 ctanoBuTh 3,2-7 roguH Ta Metabomity SL59.0955 -y
cepenasomy 0,8 roguHU.



KrinigHi XxapaKTepHCTHKH.
Ilokazauns.

IomaTkoBa Teparmisi 00JTiCHUX M’SI30BUX KOHTPAKTYp Y BUIIagKaX rOCTPUX IIATONOTi xpebTa y
OOPOCIUX Ta MiAMITKiIB BikoM Bif 16 poKiB.

IIpomunoka3aHHA.

e [limBumieHa YyTIUBICTH [0 [i040l PeYOBUHU a0 J0 Oy[Ob-IKOi 3 HOMOMIKHUX PEeYOBUH
niKapchKoro 3acoby;

e B'SIIMY Napajid, M'g30Ba Till0TOHI;

e BAriTHICTB;

e IIepiof rOOyBaHHSA I'PYLII0;

e 3aCTOCYBaHHS XiHKaM PempONyKTUBHOTO BiKy, sIKi He BUKOPHCTOBYIOTh HaJleXkHi 3aco0u
KOHTPALIeIIIil i Yyac JiKyBaHHS Ta IPOTATOM OOHOTO MiCSIs ITiC/s 3aBEPINEHHS JTIKyBaHHS;

¢ 3aCTOCYBaHHS YOJIOBiKaM, SIKi He BUKOPUCTOBYIOTh HajIeXKHi 3aco0u KOHTpPALeNIIii i yac
JIIKyBaHHS Ta MPOTATOM TPbOX MICSLIB ITiC/Is 3aBePIIEHHS JIiKyBaHHS.

B3aemodin 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[HpopMamis momo B3aEMOZil BiCyTHA.

Oco6.1ueocmi 3acmocy8aHHs1.
Y pasi po3BUTKY Aiapel mif Yac JiKyBaHHS CIlif 3MEHIIUTH H03Y JIiKapchbKoro 3acoly.

Y nocTMapKeTHHTOBUM TIEPiOf OBIIOMIISIN IIPO YpaXKeHHS MeYiHKYU y 3B 3Ky 3
3aCTOCYBaHHSM TiOKOJIXiKO3U[y. Y MaIli€HTIB, SIKi CyIyTHBO 3aCTOCOBYBAJIM HECTEPOIHI
IIpoTHU3anasnbHi 3acobu abo maparetTaMos, OyIu 3apeeCTPOBaHi TSAXKKi BUTIAAKHU (HaITpPUKIIaL,
GynbMiHAHTHUN TenaTUT) YpakKeHHs MediHKu. Y pa3i pO3BUTKY IIifi 4aC 3aCTOCyBaHHSA
JiKapChKOro 3aco0y 03HAK ypaXKeHHS MeYiHKU CIIi[l MPUIUHUTY JTiKyBaHHS Ta 3BEPHYTUCS [I0
mikaps (muB. po3min «ITobiuHi peakiii»).

[Tig 9ac 3acToCcyBaHHS TiOKOJIXIKO3UAY MOXKJIMBUM PO3BUTOK EIiJIENTUYHUX HallafiB y MallieHTiB, AKi
CTpaxXaaloTh Ha eminerncio abo Ha 3aXBOPIOBaHHS, SIKi CyIIPOBOMXKYIOThCS PU3UKOM BUHMKHEHHS
cymoM (muB. po3min «ITo6iuHi peakirii»).

He crig mepeBuilyBaTé MaKCUMaJlbHy PEKOMEHIOBaHY A03y TiOKOJNXiKo3umy 16 Mr Ha go0y, SKy CIIif
PO3TinuTHU Ha 2 BBeAeHHS 3 12-ToOgMHHUM iHTepBaioM. Y pasi IpOmyCcKy 4eproBol J03U HaCTyIHYy
[03y CJIif BBOOUTH y 3BUYAUMHUY Yac.

3rigHO 3 HAHUMM MOKJIIHIYHKX [OCTIAXKEHb, ONUH i3 MeTaboIiTiB TIOKONIXiK03uy
SL59.0955 cnpuurHsi€ aHEYIOoiMiio (3MiHa KiJTbKOCTi XpOMOCOM Y KJIiTUHAX, IO OiNATLCI) Y
KOHIIEHTPAIiAX, HaOnuKeHux [0 8 Mr 2 pa3u Ha [o0y Ipu mepopabHOMY 3aCTOCYBaHHI, SKi



BIIJINBA/IY MOOIOHMM YHHOM Ha JIIOOUHY.

Aneynnoifis BBaXXa€eThCsl (HaKTOPOM PU3UKY TEPATOT€HHOCTI, TOKCUYHOCTI Iy1si eMOpioHa/mona,
BUKHU[HS, 3MiHU (DEePTUIILHOCTI Y YOJIOBIKiB Ta MOTEHUIMHUM (haKTOPOM PU3UKY BUHUKHEHHS paky. Y
SKOCTi TpodinaKTUKY CIIi[l YHUKATHU [TepPeBUIIeHHS PEKOMEHI0BaHOI 031 JTikapChKOro 3acofy abo
TPUBAJIOTO 3aCTOCYBaHHS (AUB. po3min «Crocib 3acTOCyBaHHS Ta [O3U»).

[MTauieHTiB cnig mobpe noiHGOpPMyBaTH IIOA0 MOTEHIIMHUX PU3UKIB 71T MOXKJIMBOI BariTHOCTI Ta IIO0
epekTUBHUX 3ac00iB KOHTpaIeNIlil, SKi CJIii BAKOPHUCTOBYBATH.

JlikapceKui 3acib MiCTUTD 1aKTO3y, TOMY MOTO He CJIifi 3aCTOCOBYBaTH MallieHTaM i3 pimKuMu
CIlafKoBUMU (hopMaMy HEIIePEHOCUMOCTI raakTo3u, medinuToM nakTasu Jlamma abo riaoKo30-
rajlaKTO3HUM CUHIPOMOM MaabaOCcOopOIii.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.
KoHmpauenuisa y o#CiHOK [ 40108IKi8.

Jlikapcekui 3acib TPOTUIIOKa3aHUM XKiHKaM PenpPoayKTUBHOIO BiKy Ta 4OJIOBiKaM, SKi He
BUKOPUCTOBYIOTh e(heKTUBHI 3aco00u KOHTpalentii (AuB. po3ain «I[IpoTUIIOKa3aHHsI»).

Yepe3 aHeyreHHUN TOTEHIlal TiOKOIXiKO3UAY Ta Horo MeTaboIliTiB XKiHKM PenpPoOayKTUBHOTO BiKYy
IIOBUHHI BUKOPUCTOBYBaTU eheKTHBHI 3ac00M KOHTpAIeIii mif yac JiKyBaHHS TiOKOJIXiKO3UAOM i
IIPOTATOM OLHOI'O MICALA IIICIIA 3aBEPILIEHHS JIIKYBaHHS.

Yo10BiKM ITOBUHHI BUKOPUCTOBYBaTU eheKTHBHI 3ac00M KOHTpAIeIii i 4ac JIiKyBaHHS
TIOKOJIXIKO3UAOM 1 IPOTATOM TPHOX MICALIB IIiC/IS 3aBePIIeHH JIiIKyBaHHS (OUB. PO3Min
«IIpoTunoka3aHHusg»).

BaezimHicmp.

[H(opMalris 1m0a0 3aCTOCYBaHHS TIOKONTXiKO3UAy BariTHUM XKiHKaM 00MeXkeHa, TOMY IOTeHIIinHUN
pu3uK [y eMOpioHa Ta IIoga HeBimoMuii. [OCTigKeHHs Ha TBapuHaX IT0Ka3aId TePaToreHHuN
BIIJIUB TiOKONXiK03unay. JIikapchKui 3acid mMpoTHUIIOKa3aHUM [IJIs 3aCTOCYBaHHS y 1epiof] BariTHOCTI Ta
JIS KiHOK PempONyKTUBHOTO BiKy, SIKi He BUKOPUCTOBYIOTh HaJleXKHi 3aX0Ou KOHTpaIemIlil (TuB.
po3pin «[IpoTunoka3aHHs»).

ITepiod 200ysaHHA 2pydoH0.

Tiokonxiko3u IPOHUKAE ¥ IPyAHE MOJIOKO. JIikapchKui 3acib IpoTUIIOKa3aHUM AJIst 3aCTOCYBAHHS Y
nepion rogyBaHHA I'PyOAto (AuB. po3nin «IIpoTunoka3aHHS»).

depmuabHicmMb.

HocnimxeHHs GEepPTUIBHOCTI, TPOBEMEH] Ha TBapHHAX, He IT0Ka3alu 3MiH (epTUIbHOCTI IpHU
Mo3yBaHHI, 10 He IepeBullyBano 12 Mr/Kr, To6TO Ha piBHI 403, IKi He CIPUYKUHSIIN KITiHIYHOTO
edekTy. TioKonxiko3up Ta HOT0 MeTabOoJIiTH YUHATh aHEYTeHHY Mif0 IPU Pi3HUX PiBHSAX KOHIEHTpAIlil,
1m0 € (aKTOPOM PU3UKY I/ PEePTUIBLHOCTI TIOOUHU.



30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

HocmifKeHHS BIJIMBY TIOKOJIXiKO3UAY Ha 30AaTHICTh KePyBaTH aBTOTPAHCIOPTOM abo iHIIMMUI
MeXaHi3MaMu He IPOBOIUIIU.

I1ig 9ac 3acToCyBaHHS TiOKOJIXIKO3UAY MOXKJIMBUM PO3BUTOK COHIMBOCTI, 10 CJIi BpaXOBYyBaTH y pasi
KepyBaHHS aBTOTPAaHCIOPTOM a00 iHIIMMM MeXaHi3MaMHu.

Cnocid 3acmocyeaHHsi ma 0o3u.

JlikapceKui 3acib mpu3HadyeHuu OJ1s IepopasbHOr0 3aCTOCYBaHHS.

PexomeHfoBaHa i MakcuMasibHa 0000OBa [103a CTaHOBUTHL 8 MT KOXKHi 12 rogus (16 Mr Ha go0y).
JIikyBaHHS He MOBMHHO IIePEeBUIyBaTU/ OHIB IIOCIIiJIb.

Crnip yHMKATH [TepeBUIIEHHS PEKOMEHI0BaHOI 103U a00 TPHUBAIOCTi 3aCTOCYBAHHS (OUB. PO
«Oc0o0IUBOCTI 3aCTOCYBaHHS»).

Himu.

Jlikapcbkui 3acib mpoTUIIOKa3aHUM 1T 3aCTOCYBaHHS HiTAM BikoM 10 16 poxkis.

Ilepedo3yeanHsi.

IaHux Mpo BUMIAAKU NEepefo3yBaHHs HeMa€e. Y pasi mepefo3yBaHHs JIiKapChKOT0 3aco0y
PEKOMEHOYEThCA PETEIbHUM MeIUYHUY HATJIAM 3a MalliEHTOM Ta IIPOBeleHHS CUMIITOMaTHYHOl
Teparil.

ITo6iuHi peakuii.

HuxuyeHaBeneHi mobiuHi peakiiii ciCTeMaTH30BaHO BifIlTOBIOHO 0 KaciB cucTeM opraHiB 3a MedDRA
Ta 4aCTOTOIO0: AyxKe 49acTto (31/10), gacto (31/100, <1/10), mHewacto (31/1000, <1/100), pigko
(31/10000, <1/1000), omy=xe pigko (<1/10000), HeBimoMo (4acTOTy He MOXKHA OLIHUTH Ha OCHOBI
HAsIBHUX JaHUX).

3 6oky imyHHOI cucmemu:

HeYacTo - CBepOiXK; PimKo - KPOMUB'THKA; OyXKe PigKo - TimoTeH3is; HeBimoMo -
AQHTIOHEBPOTUYHUYN HAOPSK Ta aHa(inaKTUYHI peakiril, BKII04a4y aHapiTaKTUYHUM II0K.

3 6oky Hepeogoi cucmemu:

4YaCTO - COHJIMBICTh; PigKo - 30ymKeHHs a0 KOPOTKOTPHBAaJa CIJTyTaHiCTh CBiTOMOCTi; HEBiOMO -



He3OyXKaHHS, cygoMu (IuB. po3min «Oco0IUBOCTI 3aCTOCYBAHHS»).

3 60Ky mpasHo20 mpakmy:

4acTo - fgiapes, 0ilb y IITyHKY; HEYACTO - Hy4OoTa, OJII0BaHHS; PigKo - Iedid.

3 6oky 2enamobisiapHoi cucmemu:

yaCTOTa HEBiloMa - ypaXkKeHHS MediHKu (OuB. po3main «OcobIUBOCTiI 3aCTOCYBaHHI»).
3 60Ky wKipu ma niOWKipHUX MKAHUH:

HeYacTo - aJlepriuHi MKipHi peaxiril.

ITosidomaeHHs npo nido3proeaHi nodbiuHi peakuii.

[ToBimomeHHs PO Migo3poBaHi mOGiYHI peaktiii, 1110 BUHUKIIX ITiCJI PeecTpaliii 1ikapchbKoro 3acoby,
OyKe BaXJuBi. Lle mae 3MOry IOCTIMHO CIIOCTEPIraTH 3a CIiBBIHOIIEHHAM KOPUCTI/PU3UKY IIpU
3aCTOCyBaHHI JlikapcbKoro 3acoby. IIpalliBHUKY CUCTEMHU OXOPOHU 3[I0POB’S TOBUHHI IOBIIOMISATH
npo Oynb-sKi migo3pioBaHi mo0iyHi peakiiii Yyepe3 HallioHANbHY CUCTEMY (apMaKOHAaTJISIAY.

Tepmin npudamHocmi.

3 pPoKH.

YMmoBH 30epiranssi.

30epiratu npu TeMiepaTypi He Buile 25 °C y HeIOCTYIIHOMY [JIg [iTel MicCITi.

VnaxoBka.

10 xancyn y 6mictepi, 1 ab6o 2 6icTepu B KapTOHHINM KOPOOIIi.

Kareropis Bigmycky.

3a peLemnToM.
BupOOHHK.
YOPJI MEOUWUIIMH IJTIAY CAH. BE TI[I2K. A.IIl., TypeuyuyuHa /

WORLD MEDICINE ILAC SAN. VE TIC. A.S., Turkey.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsi MPOBaIKeHHsI HOT0 Tis/IbHOCTI.



15 Temmy3 Maxannerri [I>kami PIOJIy Oxanpmeci Ne50 I'tonemnti barmxunap/Crambyn, TypeuunHa /

15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bagcilar/Istanbul, Turkey.

3asaBHHUK.

TOB «YOPJII MEOULIMH», VkpaiHa /

WORLD MEDICINE, LLC, Ukraine.



