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IHCTPYKLUIA

ANS MeAMYHOro 3aCToCyBaHHSA J1IKapCbKOro 3acoby

AYCMNATANIH®

(DUSPATALIN®)

Cknap:

Airo4ya pedyoBuHa: mebeBepuHy rigpoxaopua;

1 kancyna Mictntb mebesepuHy rigpoxnopuay 200 mr;

AO0MOMDKHI pPEeYOBUHMN! MarHito CTeapaT, MeTakpwuiiaTHOro conosiimepy
aucnepcida, TanbK, TrinpoMmesiosza, nofniakpunaTtHa Aucnepcida, raiuepon

TpuaueTar;

TBEpAa xenatnHoBa karicysa (po3mip N2 1): tutaHy aiokcua (E 171), xenaTuH.

Jlikapcbka cpopma. Kancynm nposioHroBaHoi Aii, TBepAai.
OCHOBHIi  @i3nKO-XiMi4YHi B/1aCTMBOCTI: Henpo3opi 6ini TBepai >XenaTUHOBI

Kancynu po3MipoMm N9 1 3 BiANOBIAHUM MapKyBaHHAM 245, WO MIiCTATb FpaHynaT
Big 6inoro oo manxe 6in1oro KonbLopy.

dapMmakoTepaneBTM4YHa rpyna. 3acoby, WO  3acCTOCOBYKTbCHA  Mpu
pyHKUIOHaNBbHNX LWJTYHKOBO-KMLWKOBUX po3nagax. CUHTETUYHI
aHTUXoNiHeprivyHi 3acobu, ectepudikoBaHi TpeTuHHI amiHn. MebesepuH. Kopg
ATX AO3A A04.

DapMaKoONOrivyHi B1acTUBOCTI.
QapmakognHaMika.

MexaHi3M aii Ta dapMaKoaAUHaMIYHI edheKkTu.
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MebeBepuH € MIOTPOMNHMM CNA3MOJIITUKOM 3 BMOIPKOBOK AIE Ha rnagki M'sasu
TpaBHOro TpakTy. BiH ycyBa€e cna3mm 6e3 npurHideHHs HOpMasbHOI MOTOPUKH
KnweyHuka. OCKiNbKM USA Aig He ornocepegkoBaHa aBTOHOMHOK HEPBOBOK
CUCTEMOI0, TUNOBUX @HTUXOMIHEPriYyHMX NO6IYHUX edeKTiB HEMAE.

KniHiyHa edekTuUBHICTb Ta 6e3neka.

KniHiyHa edekTuBHICTb Ta 6e3neka 3aCTOCyBaHHSA Pi3HMX NiKapCbKuMX (opM
mebeBepuHy 6ynu BuBYeHi y noHag 1500 nauieHTiB. 3HadyHe nocnabneHHs
nepeBa>KHMX CUMMNTOMIB CUHAPOMY MOAPA3HEHOro KUleYyHmKa (Takux K 6inb y
XXWBOTi, 0COBNMBOCTI BUNOPOXHEHHS) 3a3BMYan cnocTepiranucs y pedepeHTHUX
Ta KOHTPO/IbOBAHUX 3@ OCHOBHMMM 3HAUYEHHSAMW KAIHIYHUX AOCNIAXEHHSX.

Yci nikapcbki ¢dopmm MebeBepuHy 6ynm 3aranoMm 6esneyHmmm Ta pobpe
NepeHOCUTNCSA NPN PEKOMEHAO0BAHOMY PEXUMi A03YBaHHS.

iTW.
KniHivHi AOCNiAXEeHHSA 3acTocyBaHHA TabneTok abo
Kancysa npoBOAUNIUCA TiNbKU 3a yyacTio gopocnux. [daHi KAiHIYHOI

edeKTMBHOCTI Ta 6e3nekn, OTpMMaHi 3 KAiHIYHUX AO0CNIAXEeHb, a TaKoX 3
NOCTMapKETUHIrOBOro A0CBiAY 3aCTOCYBaHHS CycneH3ii mebeBepuHy namoarty
NnauieHTaM BiKOM Bia 3 poKiB, NpOAEMOHCTPYBann, Wo MebeBepuH € eheKTUBHUM
Ta 6e3neyHnM fnikapCcbknM 3acobom, Akmin obpe nepeHoCUTbCS.

KniHivyHi  pocnigkeHHs cycneHsii mMebeBepuHy nokasanu, WO npenapat €
edeKTMBHUM AN nocnabneHHs CUMNTOMIB CUHAPOMY NOAPAa3HEHOro KULWEYHKKa
y Aaiten. lMopanbli BiAKPUTI KOHTPONbOBaHIi 3@ OCHOBHMMWU 3HAYEHHSAMWU
AOCNigXEHHS cycrneHsii MebeBepuHy NiaTBEpAMNMN eEeKTUBHICTbL NpenaparTy.

PexxnMm [03yBaHHSA Nikapcbkoro 3acoby y ¢dopmi Tabnetok abo kancyn
BM3HA4YeHO Ha OCHOBi 6e3neKn Ta NepeHOCUMOCTi MebeBepUHY.

QapmaKoKiHETHKA.

Abcopbuig.

MebeBepWMH LWBMAKO Ta MOBHICTIO abcopbyeTbca nicns nepopanbHOro
3aCTOCyBaHHSA y ¢dopMi TabneTok. 3aBAsikM MPOJSIOHITOBAHOMY BUWBISIbHEHHIO
npenapaTy 3 Kancynu Moro MoxHa npuimMaTin ABa pasu Ha [EHb.

Po3nogain.

Mpu 6araTopa3oBOMYy 3acToCyBaHHi npenapaty [AycnaTaniH® Hiskoi 3HauHoI
KyMynauii He BUHUKAE.

bioTpaHcdhopmadis.
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MebeBepuHy rigpoxaopua ronoBHMM YMHOM MeTabonisyeTbCsa ectepasaMu, SKi
Ha nepwoMmy eTtani Metaboniamy po3wennoTb edipHi 3B'93KN 3 YTBOPEHHSAM

BEpaTpoOBOI KNCOTH i mMebeBEepUHOBOIO cnupty. Y nnasmi
aemetunkapbokcunbHa kucnota (AMKK) € ocHoBHuM MeTabonitom. [lepiog
HanieeumBegeHHa [OMKK vy piBHOBaxHOMYy cTaHi - 5,77 roavHu. [lpu

6araTopa3oBOMYy 3acTocyBaHHi kancyn (no 200 mMr 2 pa3u Ha Aoby) Cmax AN
OMKK ctaHoBuna 804 Hr/mn, a tmax - 6nmM3bko 3 roavH. BiaHocHa
6i040CTYNHICTL Kancys1 NpOAOHIoBaHOI Aii BUSBMIACA ONTUMaNbHOW 3 cepeiHiM
cnieBigHOWEHHAM 97 %.

BuBeneHHs.

MebeBepnH He EeKCKPETYETbCSA Y HEe3MIHEHOMY BWrNsai, BiH MNOBHICTIO
MeTabonizyeTbcs, a MeTaboniTu BUBOASATLCA NMPAKTUYHO MOBHICTIO. BepaTpoBa
KMCOTa eKCKpeTYETbCA i3 cevetn. MebeBEPUHOBUIM CNUPT TaKoX BUBOAUTHLCS
HUPKaMn 4acTKOBO Yy BUrnadi signosigHoi kapbokcunbHoi kucnotn (KK) Ta
4YaCTKOBO Yy BUrNaai aemetunkapbokcunbHoi kucnotn (AMKK).

iT.

dapMaKOKiHETUYHI AOCNIAXEHHS 3@ Y4YacTo AiTEN HE MPOBOAUINCS.

KniHiuyHi XapaKTepuCTUKM.
lMoka3aHHs.
Jopocni Ta gitu Bikom Big 10 pokiB:

CMMNTOMaTU4He NikyBaHHA abgomiHanbHOro 601t i cnasmie, po3naais
KMWeYHUKa i BiguyTTa AUCKOMMOPTY Y AINSAHUI KUMWEYHUKa NPU CUHAPOMI
NOAPA3HEHOr0 KULWEeYHUKa;

NiKyBaHHS LLJTYHKOBO-KNLLKOBUX crnasMmis
BTOPUHHOIO reHesy, CNpUYNHEHUX OPraHiYHMMM 3aXBOPIOBAHHAMM.

lNMpornnoka3aHHsA.

Finep4yyTnMBICTb A0 aKTUBHOI pe4yoBuHM abo A0 6yab-sIKOI 3 AOMNOMIDKHUX
peyYoBUH NpenapaTy, 3a3HayeHux y po3aini «Cknag».

B3aemMogpgis 3 iHLWMMMU NNiIKapCbKMMM 3acobamu Ta iHLWIi BuAN B3aEMOZIN.
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JocnigxxeHHa B3aEMoAil He NpoBOAMINCE, 3@ BUHATKOM B3aEMOZIi 3 aJIKOrosiem.
JocnipkeHHsa in vitro Ta in vivo Ha TBapuvHax NPOAEMOHCTPYBaiMN BIiACYTHICTb
6yab-sKoi B3aeMogii npenapaty AycnataniH® Ta etaHony.

Oco6/1MBOCTIi 3aCTOCYBaHHS.

Hemae.

3acrocyBaHHS y nepiod BaritTHOCTi abo rogyBaHHS rpyAaaro.
BaritHicTb

IcHYylOTb TiNbKM AyXxe obMexeHi AaHi WoAo 3acToCyBaHHA MebeBepuHy
BaritTHUM. [JocnigXeHHa penpoAyKTUBHOI TOKCUYHOCTI, WO MpPOBOAMINCL Ha
TBapuHax, € HegocTaTHiMK. [ycnataniH® He peKoMeHAYETbCA 3aCTOCOBYBATU
NPOTAroM BariTHOCTI.

loayBaHHSA rpyaAnro

HeBigomo, un ekckpeTyeTbcs MebeBepuH abo oro Mmetabonitn y rpyaHe MosokKo
nwoanHn. Ekckpeuis mebeBepuHy y rpyaHe MOSIOKO TBapuH He AOChiAXeHa.
OycnataniH® He cnig 3acTocoByBaTU y Nepios roayBaHHSA rpyanto.

QepTU/IbHICTb

KniHiYHMX AaHMX WoA0 BMAIMBY Ha 40s0Bivy abo XiHouy pepTUAbHICTb HEMaE,
OAHAaK AaHi AOCTYNHUX AOCAiIAXEeHb Ha TBapuHax He cBig4yaTb Mpo LWKiAIUBUN
BNAMB npenapaty Aycnatanin®,

34aTHICTb BM/INBaTU Ha LUBUAKICTb peakuii npy KepyBaHHI aBTOTpaHCriopTom abo
IHWUMN MexaHIi3Mamu.

JocnigxeHHs BNAMBY Ha 34aTHICTb KepyBaTu aBTomobineMm i npautosBatu 3
MeXaHiYHUMW  MPUCTPOSIMM  He npoBoAnnucsa. dapMakogMHaMiYHUM  Ta
dapmakoKiHETUYHMI NMPOdinb, @ TAKOX NOCTMapKETUHIOBUA AOCBIA He CBiAgYaTb
npo 6yab-AKUM WKIiaIMBUA BNAMB MebeBepuHy Ha 34aTHICTb KepyBaTu
aBToMob6ineM i npauBaTh 3 MEXaHIYHMMU NPUCTPOAMMU.

Cnocib 3acrocyBaHHSs1 Ta [O3M.
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[na nepopanbHOro 3acCToCcyBaHHS.

Kancynn 3anmBaTtu [AOCTATHbOK KinbKicTio BoaM (He MeHwe 100 wmMn).
He pekoMeHAYETbCA pO3XKOBYBATU Yy 3B'SI3KY 3 TUM, WO MOKPUTTA Kancynu
npusHayeHe An4 3abesneyeHHs MexaHi3My NPOSIOHFOBAHOIO BUBISIbHEHHS.

JopocnumM Ta aitam BikoM Big 10 pokieB npunMaT no 1 Kancyni 2 pasun Ha J4oby
(BpaHUi Ta BBeuepi).

TpuBanictb 3acTocyBaHHA He obMexeHa. {Akwo ogHy abo 6inbwe 103
NPOMYyLIEHO, MAUIiEHT MOBMHEH TMPUNHATU HACTYNHY 403y, SK MPU3HA4YeHo.
MponyweHa(-i) go3a(-n) He cnig NpunMaTK AO0AATKOBO A0 perynspHOoi 403W.

CnieyianbHi rionynsuyii.

JocnigxeHb A03yBaHHA ANA XBOPUX MITHbOMO BiKY, MAaUiEHTIB 3 NOpPYLEHHAM
PyHKUIT HMPOK Ta/abo nediHKM He nposBoAMNOCA. 3 Ornsay Ha HasiBHI
NOCTMapKETUHIOBI AaHi cneundiyHOro pusnKky ANs XBOPUX JiTHLOrO BIKY,
NauieHTIB 3 NopyLweHHaM dyHKUIT HUpoK Ta/abo nediHku He BusaBAeHo. Kopekuis
003U ANS BULEe3a3HavYeHUX rpyn nauieHTiB He BBaXKAETbLCS He0bXiaHOL0.

Hitn.

He cnig 3actocoByBaTtu lycnaTtaniH® aitaM BikoM A0 3 poKiB yepes BiICYTHICTb
KMNIHIYHMX paHuX WoAo Uiel BikoBOl KaTteropii. He cnig 3acrtocoByBaTu
AycnaTtanin®,kancynu 200 mr, aitam BikoM Bia 3 Ao 10 pokiB yepes BUCOKWIA
BMICT 4it0Y0l pe4YOBUHM.

lMepepgo3yBaHHs.

Cumntommn. TeOPETUYHO y pasi nepefo3yBaHHA MOX/IMBE 36y AKeHHS
LeHTpanbHOI HEPBOBOI CUCTEMU. Y BUMagKax nepenosyBaHHA CUMOTOMU 6ynu
BiACYTHIMM abo nerkvmmu i, $K nMpaBuNo, LWBUAKO MUHanNM. CuMmnToMM
nepeno3yBaHHA, o crocTepiranucs, 6ynn HEBPOJIOriYHOro abo
KapAioBaCKyNsApHOro MoxXo4XXeHHS.

JlikyBaHHs. CneyndivyHnUmMm aHTMAO0T HEBIAOMUIK. PEKOMEHA0BaHO CUMMNTOMAaTUYHE
NnikyBaHHA. [lpoMMBaHHA LWNYHKA PEKOMEHAYETbCA TifibKM Yy BUMAAKY
IHTOKCUKaUIT YNCNTEHHUMM NMpenapaTamMun, Ky AiarHOCTOBAHO NPOTAromM 1 roanHu
3 MOMEHTY NpUNOMY NikapcbkuX 3acobiB. 3axoamn Anga 3HMmxKeHHSa abcopbuii He €
HeobXigHUMMU.
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Mo6iyHi peaKuii.

MoBigoOMAAN0OCA NPO HMXYe3a3Ha4veHi NobivHi peakuii, WO BUHMKANN CMIOHTAHHO
NPOTSArom MOCTMAapKETUHIOBOro 3acCToCyBaHHSA. YacToTy 3a HassBHUMMWU

AaHNMUN TOYHO BU3HAYUTU HE MOXXHA.

AnepriyHi peakuii cnocTepiranmca nepeBa)KHO, ane He BUK/KYHO, 3 60Ky
LWKipW.

MopyweHHsa 3 60Ky WKipW i NiAWKIPHOI KNIiTKOBUHMW:

KpOMNMB'siHKa, aHMOHEBPOTUYHUIN HAbpsaK, HabpsakK 061nMYYs, BUCUNAHHS.

MopyLeHHsa 3 60KY iIMYHHOI CUCTEMMU:

rinepyyTnmeicTb (aHaddiNnakTU4YHI peakuii).

TepMiH NpnAaTHOCTI. 3 POKMN.

YmMoBM 36epiraHHA. 36epiratm B opuriHanbHii ynakoBUi Npu TemnepaTypi He
Buwe 25 °C. He 36epiratn npn TemnepaTtypi Hux4ye 5 °C. 3b6epiratn y
HeAOCTYMNHOMY ANS AiTen Micui.

YnakoBka. Mo 10 kancyn y 6nictepi, no 3 6nictepn y KapTOHHIN Kopobui abo
no 15 kancyn y 6nictepi, no 1l a6bo no 2, abo no 4 6nictepn y KapTOHHIN
Kopobui.

KaTteropia Bignycky. 3a peuenTtoMm.

Bupo6Huk. Mannan Jlabopatopiz CAC/Mylan Laboratories SAS.

Micue3Haxog>xeHHA BUPO6HMKA Ta aapeca Micus NpoBaA>XeHHS Moro
AiANbHOCTI.
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Pyt ne benbBinb, Jlbo Aai Menap, 01400, LWaTtuinoH-ciop-LUlanapoH,
OpaHuig/Route de Belleville, Lieu dit Maillard, 01400, Chatillon-sur-
Chalaronne, France.



