THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

OYCIIATAJIIH®

(DUSPATALIN®)

CKn1ao0:
ditoua pevosuHa: MebGeBEPUHY TiTPOXJIOPUL;
1 TabneTka MicTuTh MebeBepHuHy rigpoxmopuny 135 wmr;

0onoMidCHI peuoBUHU: JTaKTO3a, MOHOTIgpaT; KpoxMaJjlb KapTOIUITHUM; IOBINOH; TabK; MarHio
cTeapar;

000/10HKA: TAJbK, Caxapo3a, XKeJIaTHH, aKallis, BiCK KapHayOCHKHUIA.

JIikapcbka ¢opma. Tab1eTKy, BKPUTI 000JI0HKOIO.

OcHo8HI (i3uko-ximMiuHi 81acmusocmi: Kpyria TabaeTKa 0i0Tr0 KOIbOPY, BKPUTA LIYKPOBOIO
000JI0HKOI0, miaMmeTpoM 651u3bK0 11 MM Ta Macoro 651u3bK0 420 Mr.

®apMaKoTepaneBTHYHA rpymna. 3acobu Ipu GyHKIiOHATBHUX HITYHKOBO-KUIIKOBUX PO3/1afiax.
CuHTeTHYHI aHTUXOJIiHEPriYHi 3acobu, ectepudikoBani TpeTuHHI aminu. Kog ATX AO3A A04.

dPapmakonoziuHi e1acmueocmi.
dapmakoOuHamika.

Me0GeBeprH € MIOTPOTTHUM CIIa3MOJIITHKOM 3 MPSMOIO [Ii€l0 Ha TIafKy MYCKyIaTypy LITYHKOBO-
KUIITKOBOTO TPakTy. BiH ycyBae cna3mu 6e3 IpUTHiYeHHS HOPMaJIbHOI MOTOPUKY KUIIIeYHUKA.

dapmakoKiHemuka.
A6copb1id.
MeGeBepHrH MIBUAKO i TOBHICTIO aOCOPOYETHCS IIPH ITepopaabHOMY 3aCTOCYBaHHI TabIETOK.

Po3moopmin.

[Ticns 6araTopa3oBOr0 3aCTOCYBAHHS 3HQUYIIOT0 HAaKOMUYEHHS He CIIOCTEPIiraeThCs.



BioTrpaHcdopmarris.

MeGeBepHHY TiZPOXJIOPHUJ TOJIOBHUM YMHOM MeTaboJli3yeThCS ecTepa3aMy, SKi Ha IepIIoMy eTarri
MeTab0mi3My pO3IIEIITIOTE e(ipHi 3B’S13KK 3 YTBOPEHHSM BepPaTPOBOl KUCJIOTH i Me6eBEpPUHOBOTO
CIIUPTY.

Y nna3mi pemetunkapbokcunbHa KucaoTa ([IMKK) € ocHoBauM MeTabomitom. ITepion
HamniBBuBefeHHs [IMKK y piBHOBaXXHOMY CTaHi CTaHOBUTH 2,45 rogunu. [Ipu 6araTopa3oBoMy
3actocyBaHHi C,,. i t,,. IMKK cranosnats 1670 Hr/ma i 1 rogusy BigmoBigHO.

BuBeneHHs.

Me6eBepHrH MOBHICTI0O MeTa0O0JIi3yEThCS i He EKCKPETYEThCS Y HE3MiHEHOMY BUTJISAMI, a MeTaboliTu
BHBOMSITHCS TPAKTUYHO MTOBHICTIO. BepaTpoBa KKCI0oTa eKCKPETYETHCS i3 ceuero. MeGeBepUHOBUM
CIIUPT TaKOXK BUBOOUTHCS HUPKaMHU YaCTKOBO Y BUTTIAAL BigmoBifmHOI Kap6okcunbHol KucmoTu (KK) ta
YaCTKOBO y BUTTISAMI meMeTunkapookcuabHol Kucmotu (IMKK).

KrinigHi xapaKTepHCTHKH.
Iloka3zanus.

CUMNOTOMATHUYHE IIOJIETIIIEHHS CHUHOPOMY IIOJPA3HEHOI'0 KUIIIEeYHUKA.

IIpomunoka3aHHs.

linepuyyTnuUBICTh MO aKTUBHOI pe4yoBHUHU ab0 [0 Oymb-sIKOI JOIIOMiXKHOI PEYOBHHHU, 3a3HAYEHOI Y
po3mini «Crnam».

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

IocnimXeHHSsT B3a€MO[Iil He TPOBOMMINCH, 32 BUHSATKOM B3a€MOil 3 ankorojaeM. [IoCTigKeHHs in
vitro Ta in vivo Ha TBapuHaX IIPOIeMOHCTPYBaM BiiCyTHICTh OyAb-5KOI B3a€MOfil MebeBepUHY
TigpPOXJIOPUIY Ta €TaHOIY.

Oco006.1ueocmi 3acmocye8aHHs1.

OckinbKy TabIeTKy, BKPHUTI 000JI0HKOI0, Tpenapary JycrnaTaiain® MiCTATh JTaKTO3y Ta caxapo3y,
malfieHTaM 3 PigKiCHUMU CITafKOBUMU 3aXBOPIOBAHHSIMHU, TAKUMHU SK HETIEPEHOCUMICTh TalakTo3u abo
GbpyKTO3H, HediluT TaKTas3u, CHHAPOM MaibabCcopOIlil I/TI0K03U-TaakTo3u ad0 HeloCTaTHICTh
caxapa3su-i3omasnbTasy, He CIIif IpuiiMaTHy ey npenapar.

He 3acTocoByiiTe nmikapcbKuli 3acid 6e3 KOHCYy/IbTallil 3 JlikapeM Ta 3BePHIThCA [0 TiKaps
IKHAWIIBUAIIE V TAKUX BUIAgKaX:

BiK Big 40 poKiB,



- KpPOBOTeYa 3 KUIIIeYHUKA,
- He3nykKaHHS abo 6/1i0BaHHS,

- OmigicTh Ta BigYyTTS BTOMH,

- TSKKHHU 3a10p,

- JINXOMAaHKa,

- HeIllofaBHs I0i3[IKa 3a KOPMOH,

- BariTHiCTH a0o Mifo3pa Ha BaTiTHICTH,

- aHoMaJbHa BariHajlbHa KpPOBOTEYa abo BUIIIEHHS],

yCKJIagHeHe Ce4OBUITyCKaHHS a0 0ifib IPU CeYOBUNYCKaHHi.

[TpOKOHCYIBTYHUTECH 3 JTiKapeM y pa3i BAHUKHEHHS HOBUX CUMIITOMIB, IOTipIIEHHS YK€ iICHYIOUNX
CUMIITOMiB a00 SKIIO CTaH He MOKPAIlyeThCs IiC/IsA 2 TUKHIB JTiKyBaHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHicmb

[cHYIOTH TinmbKM OyKe 00MexXKeHi maHi Tpo 3aCTOCyBaHHS MeOeBEpPUHY BariTHUM KiHKaM.
HocmimKeHHS PEPOAYKTUBHOI TOKCUYHOCTI Y TBAPUH € HeJOoCTaTHiMKu. MeOeBepHuH He
PEKOMEHAYETLCSA 3aCTOCOBYBATU IPOTATOM BariTHOCTI.

I'ooysaHHs 2pydoro

HeBimomo, 41 eKCKpeTyeThCs MeGeBepuH abo #oro MetabosliTH y TPyIHe MOJIOKO JTIOOUHK. EKCKpelris
MeOeBepHUHY y TPyIHE MOJIOKO TBAapUH He AocyimxkeHa. MebeBepHH He CIIifl 3aCTOCOBYBATH Y Iepiof
rofyBaHHS IPYALIIO.

depmuabHiCMb

HeMae kIiHiYHUX DaHUX OO0 BIUIMBY Ha 40JI0BiUy ab0 XKiHOYY QepTUIIBHICTh; OMHAK OOCTiIXKEHH
Ha TBapMHAaX He CBig4yaTh IPO IMIKiIIUBUY BIIJIUB MeOeBepHUHY Ha HEePTUIHHICTS.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

HocmimKeHHS BIJIMBY Ha 3TATHICTh KePyBaTH aBTOMOGiEeM i mpaIfoBaTH 3 iHITMMU MeXaHi3MaMu He
npoBopunucsa. apMakogrHaMiuHNYU Ta apMakKOKiHETUYHUM IPOQink, a TaKOXK ITOCTMapKETUHTOBUY
MOCBig He CBimYaTh MPO OYAb-SKWY MIKINIUBUN BIJIUB MeOeBepUHY Ha 3[aTHICTh KepyBaTu
aBToMOOineM abo MmpaloBaTH 3 iHIMMMHU MeXaHi3MaMH.



Cnoci6 3acmocyeaHHss ma do3u.
[l7151 mepopanbHOro 3aCTOCYBaHHS.

TabmeTKu citif 3amMBaTH OOCTATHLOIO KinmbKicTio Bogu (He MeHire 100 mi). He pekoMeHAYETHCS
PO3KOBYBaTH y 3B’SI3KY 3 HEIPUEMHUAM CMaKOM.

TpuBasicTh 3aCTOCYBaHHS He 00MeXKeHa.

k110 oguy abo OinbIe 03 MPOMYIEHO, MAIliEHT TOBUHEH IPUUHATY HACTYIHY 03y, 5K
npu3HaydeHo. [Iponyieny(-i) mo3y(-u) He Ciif TpuiMaTH JOAATKOBO 10 PETYISPHOI JO3H.

Ilopoci (8 momy wucai nayieHmu AiMHb020 BIKY).

[TputimaTu o 1 tabnetui 3 pa3u Ha o0y G6axaHo 3a 20 XBUNIKH [0 IPUMOMY 1xXi.

AKmo cuMnToMu 30epiraloThCs MPOTATOM GifbIlle 2 THUXKHIB, CJTifi TPOKOHCYILTYBATUCS 3 TiKapeM.
3acmepedceHHs.

He crig nepesuillyBaTy BKa3aHy H03y.

CneuiaabHi nonyaauii.

HocnigxkeHb O3yBaHHS OJIs1 XBOPUX JIITHHOTO BiKY, MAI[iEHTIB 3 MOPYIIEHHSIM QYHKIII HUPOK Ta/abo
IeYiHKY He IPOBOAMWIOCA. 3 OTISIAY Ha HasdBHI IOCTMapKeTUHI OB faHi cienupivHOT0 PU3UKY OIS
XBOPUX JIITHBOTO BiKY, Malli€HTIB 3 MOPYIIeHHSIM QYHKII HUPOK Ta/ab0 MeyiHKu He BUSIBIIEHO.
Kopexkuist §o3u 01l MallieHTiB JIITHBOTO BiKY Ta MAI[iEHTIB 3 MOPYIIeHHIM (YHKIIii HUPOK Ta/abo
IIeYiHKM He BBaXa€E€ThCI HE0OXioHOIO.

Himu.

Yepe3 HEJOCTATHIO KibKiCTh aHUX IIOA0 Oe3meKku Ta e(eKTUBHOCTI IpenapaT He PeKOMEHIY€EThCS
3aCTOCOBYBATH HiTSIM Ta HifjiTkaM (BikoM fo 18 pokiB).

Ilepedo3yeanHns.

Cumnmomu. Ilpu epeno3yBaHHI TEOPETUYHO MOXKJIUBE 30yOKEHHS LIEHTPAIbHOI HEPBOBOI CHCTEMH.
Y Bunagkax rnepeno3yBaHHSI MeOeBEpHHOM CHMIITOMH Oy BifCyTHi ab60 BOHU OyJH MOMipHUMH i
IIBUOKO 3HUKaNU. CUMITOMHU ITepefo3yBaHHs, 1[0 CIIocTepiranucs, 6ynu HeBPOJIOTiYHOTO Ta
Kap/ioBaCKYISIPHOTO ITOXOIXKEHHS.

JlixyeaHHA. CieundiyHuil aHTUAOT HEBigoMUl. PeKOMEHI0BaHO CUMIITOMATAYHE TiKyBaHHS IIpH
mepeno3yBaHHi. [I[poMUBaHHS IITyHKA PEKOMEHIYETHCS TiNIbKY V BUMIAOKY iHTOKCHUKAIIl KiThbKOMa
npernapaTtamMu abo KOJIM CUMIITOMY ITepe03yBaHHs JiarHOCTOBAHO IPOTSITOM 1 TOOMHY 3 MOMEHTY
IPUHOMY JIiKapChKOTr0 3aco0y. 3axonu AJis 3HUXKEeHHS abcopOIlil He € HeoOXimHUMHU.

ITo6iuni peakuii.



[ToBigomsinocs IIpo HMK4Ye3a3HadeHi mobiuHi peaKui'l', IITO BUHUKAJIX CIIOHTAHHO IIPOTATOM
IMOCTMAPKETUHTOBOT'O 3aCTOCYBAHHA. TO‘-IHy YaCTOTYy 3d HAaABHUMHU JaHUMH BU3HAYUTU
HEMOZXKIINBO.

Cnocrepiranmucs anepriyHi peakiiii mepeBaxHo 3 60Ky IIKipU Ta peakilii, 110 He 00MeXKyBaIuCh
IIpOsiBaMHU TiJIbKU Ha IIKipi.

HOQSZH.IGHH?I 3 6OK§Z lMyHHOl CUCTEMU:

rinep4yyTauBiCTh (aHa(iMaKTUYHI peakiiii).

[NopymieHHs 3 00Ky IIKIipH i MiAMIKipHOI KJTiTKOBUHU:

KPOTIWB SITHKA, aHTiOHEBPOTUYHUM HAOPSK, HAOPSIK 00IUYYSs, BUCHUIIAHHS.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epirannsi. 30epiraTé B OpuriHaabHiM yIAaKOBI Y HEOOCTYIHOMY IJIS OiTel Micli mpu
TeMiepatypi He Buine 30 °C.

YnaxkoBka. [To 15 tabneTok y 6mictepi, mo 1 6iicTepy ¥ KapTOHHIN KOPOOIIi.

Kareropis Bignmycky. be3 penenra.

Bupo6uuk. Matinan JlabopaTopiza CAC/Mylan Laboratories SAS.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaaKeHHsI Tis/IbHOCTI.

Pyt ne BenbBins, JIsiio gi Menap, 01400, latuiion-ciop-Illanapon, ®panuisi/Route de Belleville, Lieu
dit Maillard, 01400, Chatillon-sur-Chalaronne, France.



