IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

OYCOATANIH®
(DUSPATALIN®)

Cknag:

Aitoya peyoBmHa: MebeBepyHY rigpoxnopug,;

1 Kancynamictutb mebesepuHy rigpoxnopugy 200 mr;

[OMOMI>KHI PEeYOBMHW: MarHito creapaT, METaKpUIATHOIO CoMonimMepy Agucnepcis, TabK, rinpoMenosa, nosiakpuaatHa gucnepcis, railepon TpuaLleTar;
TBepha >enaTuHosa Kancyna (po3mip Ne 1): TutaHy giokeug (E 171), xxenatuH.

JlikapcbKa thopma. Kancynv nponoHroeaHoi aii, TBepai.
OcCHOBHI (Di3VKO-XIMiYHI BNaCTMBOCTI: HENPO30pi 6ini TBEPAI XKeNaTUHOBI Karncy v po3mipom Ne 1 3 BignoBigHUM MapKyBaHHAM 245, W0 MICTATb rpaHynaT Bif 6i1oro
[0 Maike 6iN10ro Konbopy.

dapmakoTepaneBTUYHa rpyna. 3acobu, L0 3aCTOCOBYHOTLCA MPY (PYHKLUIOHA/IbHUX LUNYHKOBO-KULIKOBMX po3nafax. CUHTETUYHI aHTUXONIHEepriyHi 3acobu,
ecTepudikoBaHi TPeTUHHI amiHW. MebeepuH. Kog ATX AO3A A04.

dapmMakosoriyHi BnacTmneoCTI.
PapmakonHamika.
MexaHi3m Aii Ta hapMakoANHaMIYHI eheKTH.
Meb6eBepuH € MIOTPOMHUM CrasMosIiTUKOM 3 BMOIPKOBOIO [I€H0 Ha rnafki M’A31 TpaBHOro TpakTy. BiH ycyBae cna3mu 6e3 MpurHiyeHHs HopMasibHOT MOTOPUKM
KuweyHrka. OCKiNbKKM LA Ais He ornocepeKoBaHa aBTOHOMHOK HEPBOBOK CUCTEMOKO, TUMOBUX aHTUXONIHEPTIYHNX NOBIYHKX e(DEKTIB HEMAE.
KniHivyHa edheKTUBHICTb Ta 6e3neka.
KniHiuHa epeKTMBHICTb Ta 6e3MeKa 3aCTOCYBaHHS Pi3HMX NiKapcbKmx hopm MebeBepuHy 6ynn BrBYeHi y noHad 1500 nauieHTiB. 3Ha4yHe NocnabneHHs nepeBaKHUX
CUMMTOMIB CWMHAPOMY MOAPA3HEHOr0 KULLEYHWKA (TakMx SK 6iflb Yy >KMBOTI, 0CO6/IMBOCTI BUMOPOXHEHHS) 3a3BMYail crocTepiranncs y pedepeHTHUX Ta
KOHTPO/IbOBAHMX 382 OCHOBHUMMW 3HAYEHHAMM KNTIHIYHUX LOCNIIKEHHSAX.
YcinikapcbKi opMu MebeBepuHy 6y 3aranom 6e3neyHMn Ta Jobpe NepeHOCUNNCA NPy PeKOMeHL0BaHOMY PeXUMI [03YBaHHS.

ITW.
KniHiuHi gocnifmkeHHA 3acTocyBaHHS TabneTokK abo Karcyn npoBOAMAUCA TiflbKM 3a y4acTHo A0pocnuX. [aHi KNiHIYHOT etheKTMBHOCTI Ta 6e3Mnekun, OTpMMaHi 3
KNIHIYHUX JOCMIAKEHb, & TAKOX 3 MOCTMAPKEeTMHIOBOro JOCBIZly 3aCTOCYBaHHSA CycreH3il MebeBepuHy namoary natiieHTam BiKOM Bif 3 pOKiB, NPOAEMOHCTPYBa/N, L0
mMe6eBepuH € epeKTUBHUM Ta Ge3neYHUM NiKapCbK1M 3ac060M, AKWI [06pe NePeHOCUTLCS.
KniHivHi focnigpkeHHsa cycneHsii MebeBepuHy Mokasanu, WO npenapar € eyeKTUBHUM A8 NocfabneHHss CUMNTOMIB CUHAPOMY MOAPA3HEHONO KMLWEeYHUKa Y AiTel.
MofanbLui BIAKPUTI KOHTPO/IbOBAHI 32 OCHOBHUMW 3HAYEHHAMY LOCNIIKEHHS CyCneHsiT MebeBepuHy NiATBEPANAN eeKTUBHICTL Npenapary.
PeXxum [103yBaHHS NiKapCbKOro 3acoby y opmi TabneTok abo kancyn B1U3Ha4eHO Ha OCHOBI Ge3reKku Ta NepeHoCUMOCTi MebeBepUHY.
dPapmakoKiHe TuKa.

Abcopbuis.
Me6eBepuH LUBUAKO Ta MOBHICTHO abCcopOYeTbCA MiCNA MepopasbHOr0 3acToCyBaHHA Yy (hopMi TabneToK. 3aBAsKM MPOSIOHIOBaHOMY BMBI/IbHEHHIO MpenapaTy 3




Karcynu oro MoXHa NpuinMaTi iBa pasu Ha [eHb.
Posnogis.
Mpy 6araTopa3oBoMy 3acTOCyBaHHI npenapaty AdycnataniH® HisiKoi 3HauHOT KyMyNnaLliT He BUHUKaAE.
BioTpaHchopmauis.
MebeBepuHy riApoXi1opug roNOBHUM YMHOM MeTabosli3yeTbCa ecTepa3aMu, SKi Ha MepLlioMy eTarni MeTaboniamy po3wentorTb eqipHi 3B’A3KM 3 YTBOPEHHAM
BEpaTpoBOi KMC/OTK | Me6eBEPUHOBOIO CNUPTY. Y nnasmi gemetusnkapbokcuabHa kucnota (JMKK) € ocHoBHUM meTabonitom. MNepiof HanieeueedeHHA AMKK y
piBHOB&)XXHOMY CTaHi — 5,77 roguHun. MNpu 6aratopa3oBoMy 3acTocyBaHHI Kancyn (no 200 mr 2 pasu Ha f06Yy) Chax 4719 AMKK ctaHosuna 804 Hr/mn, a tyg —
6/113bK0 3 roAvH. BigHoCHa 6i040CTYMHICTb Kancy/1 NposIoHroBaHoT Ail BUABMMIACA ONTUMa/IbHOKO 3 CepefHim crniBBigHOWeHHAM 97 %.
BusegeHHs.
MebeBepuH He EKCKPETYETbCA Yy HEe3MIHEHOMY BWUIALI, BIH MOBHICTIO MeTabosi3yeTbCA, a MeTaboniTM BMBOAATHCA MPAKTUYHO MOBHICTIO. BepartpoBa KucioTa
eKCKpeTYeTbCS i3 ceveto. MebeBeprHOBMIA CNMPT TaKoXX BUBOAMTLCS HUPKaMM YaCTKOBO Y BUMMISAI BigNoBigHOT KapbokcuibHOT kucnotu (KK) Ta 4acTKoBo y BUrnagi
AemeTunKapbokcunbHOT kucnotn (AMKK).

iITW.
dapmMakoKiHETUYHI AOCNIPKEHHS 3a YUacTHO fiTeil He NPoBOAUINCS.

KniHiYHi XapaKTepuUCTUKN.

lNokasaHHS.

[opocni Ta gitv Bikom Big 10 pokiB:
CUMNTOMATUYHE NliKyBaHHA abLoMiHa/IbHOro 60110 | Cnasmis, po3nafiB KULIEYHUKA | BIAYYTTA AUCKOM(OPTY Y AINAHLI KALLIEYHMKA NPY CUHAPOMI NOAPa3HEHOro
KULLEYHVIKE;
NIKYBaHH$ LLTYHKOBO-KMLLIKOBWX CMa3misB BTOPUHHOTO reHe3y, CIPUYNHEHNX OpraHiYHUMU 3aXBOPHOBAHHAMM.

MpOTUMNOKA3aHHS.
[inepuyTAMBICTb 40 aKTUBHOT PEYOBMHM 260 [0 6Yab-SKOT3 A0NOMIXKHUX PEUOBUH MpenapaTy, 3a3HaueHuX y po3aini «Cknagy.

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.
[ocnifykeHHA B3aeMOZIT He MPOBOAM/INCL, 38 BUHATKOM B3aEMOAIT 3 ankoronem. [JocnifkeHHs in vitro Ta in vivo Ha TBapuHax NPOAEMOHCTPYBa/M BIACYTHICTb
6yAb-AK01B3aeMogii npenapaty [ycnataniH® Ta eTaHony.

Oco6MBOCTI 3aCTOCYBAHHSA.
Hemae.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagto.

BariTHiCcTb

ICHYIOTb TifIbKM Ay>Ke 06MeXeHi faHi LWOoA0 3aCTOCyBaHHA MebeBepuHy BariTHUM. JOCAigKEHHS PenpoAyKTUBHOT TOKCUYHOCTI, WO NPOBOAWINCL HA TBapUHaXx, €
HegocTaTHIMK. JycnaTaniH® He peKoMeHyeTbCA 3aCTOCOBYBATM NPOTATOM BariTHOCTI.

["ofyBaHHA rpyaato

HeBigoMO, UM eKCKpeTyeTbCcs MebeBepuH abo Moro mMeTabonitv y rpygHe MOMOKO NIOAMHW. EKCKpeuist Me6eBepuHY y rpyAHe MOMOKO TBapuvH He AOCAigKeHa.



AycnataniH® He cnig 3acToCOBYBATU Y MeEPiof rogyBaHHs rpyaato.

depTUNbHICTb

KniHIYHMX gaHuX LLOAO BM/MBY Ha Y0M10BiYY abo XiHOYY (hepTUIbHICTL HEMaE, OfHaK faHi JOCTYNHUX AOCNIMKeHb Ha TBapUHAX He CBiAYaTb NPO LWKIANMBUIA BNIVB
npenapaty AycnataniH®.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

JocnimpKeHHs BNMBY Ha 34aTHICTb KepyBaTy aBTOMOOINEM | NpaLoBaTh 3 MEXaHIYHUMMW MPUCTPOAMM He NPOBOAMAUCS. PapMakoLMHaMIYHWIA Ta (hapMaKOKiHETUYHWIA
Npogifib, a TaKOX MOCTMAapPKeTMHIoBUIA OCBIfA He CBigvaTb NPO OYAb-AKWUIA LWKIAIMBUIA BNIMB MeOGeBEPUHY Ha 3A4aTHICTb KepyBaTW aBTOMOOGINEM i npautoBatu 3
MeXaHiYHUMW NMPUCTPOSAMMU.

Cnocib 3acTocyBaHHA Ta A03Mu.

[ns nepopasibHOro 3aCTOCYBaHHS.

Kancynu 3anmBaty LOCTaTHLOK KiNbKICTIO BOAM (He meHLwe 100 m). He peKoMeHAYETbCA PO3KOBYBATU Y 3B’A3KY 3 TUM, LLLO MOKPUTTA Karcynu npusHayeHe A/
3abe3neyvyeHHs MexaHi3My NpPOJIOHT0BaHOM0 BUBI/IbHEHHS.

[opocnum Ta giTam Bikom Bif 10 pokis npuiimati no 1 kancyni 2 pa3un Ha o0y (BpaHLi Ta BBeyepi).

TpuBanicTb 3aCToCyBaHHSA He 0OMexeHa. AKLWO0 oAHY abo 6Ginblie A03 NPONYLLEHO, NaLieHT NOBMHEH MPUIAHATM HacTynHY 03y, SK npu3HadeHo. MponyuwieHa(-i)
[03a(-1) He cnig npuitMaTh JOAATKOBO fj0 perynspHoi Lo3u.

CneuianbHi nonynauii.

[JocnimpkeHb [03yBaHHSA 419 XBOPUX JTITHBOMO BIKY, NALIEHTIB 3 NOPYLLUEHHAM PYHKLIT HUPOK Ta/abo NeyviHKN He NPOBOAUIIOCA. 3 OrNALY Ha HasBHI NOCTMAPKETUHIOBI
AaHi cneymgivyHOro pusnKy Ans XBopux MiTHLOrO BiKy, NaUieHTIB 3 NOPYLUEHHAM (DYHKLIT HUPOK Ta/abo neyiHKM He BMsiBNeHO. KopeKuis 1031 AN BULe3a3HauYeHnX
rpyn nauieHTIB He BBAXKAETLCA HEOOXIAHOIO.

aiTn.
He cnip 3acTocoByBaTh ycnataniH® fiTam Bikom 40 3 pOKiB Yepes BiCYTHICTb KNiHIYHUX AaHMX LO/0 L€l BiIKOBOI KaTeropii. He cnig 3actocoBysaTh [ycnataniH®,
kancynu 200 mr, gitaM Bikom Bif 3 40 10 pokiB Yepes BUCOKMIA BMICT fit040T PEYOBMHMN.

Nepeno3yBaHHS.

CumnTOMU. TEOPETUYHO Y pasi Nepefo3yBaHHA MOX/IMBE 30Y/KEeHHA LIeHTPa/IbHOT HEPBOBOT CUCTEMU. Y BMUMALKaxX nepefo3yBaHHs CUMNTOMKU Bynu BiACYTHIMU abo
NEerkumu 1, K NPasusIo, WBNAKO M1HaM. CUMNTOMW Nepeso3yBaHHS, LLLO CrocTepiranncs, 6y HeBPOIOriYHOro abo KapAioBacKyNAPHOIo NOXOLXEHHS.

NikyBaHHsA. CneundivyHMin aHTUAOT HEBIJOMMIA. PeKOMEHA0BaHO CUMMNTOMATUYHE NiKyBaHHSA. MPOMUBaHHS LLTYHKa PEKOMEHAYETLCA TiNlbKW Y BUMALKY IHTOKCUKaLT
YUMCNEHHMMW NpenapaTamu, AKy AiarHoCTOBaHO NPOTArOM 1 rogvHN 3 MOMEHTY NPUInOMY NiKapCbKUX 3ac06iB. 3ax04m AN 3HMKeHHA abcopbLii He € He0OXiAHNMM.

Mo6iyHi peakuil.

MoBigomaAN0CA NPO HxK4Ye3asHayeHi No6iYHI peakuii, Lo BUHUKaIN CMOHTAHHO MPOTAroM MOCTMAPKETUHIOBOr0 3aCTOCYBaHHA. YacToTy 3a HasgBHUMU LaHUMK
TOYHO BU3HAUUTU HE MOXKHA.

AnepriyHi peakuii cnoctepiranncsa nepeBaXkHo, ane He BUK/KOYHO, 3 6OKY LLKIpK.

MMopyLleHHs 3 60KY LWKIipW i NiALWKIPHOT KNITKOBUHMW:

KpOMWB’SIHKA, aHriOHEBPOTUYHMIA HAOPSIK, HAOPAK 0611YYSst, BUCUMNAHHS.




[MopyLUeHHS 3 60KY iIMYHHOI CUCTEMMU:
rinepyyTAMBICTb (aHa(iNaKTUUHI peakLii).

TepMiH NpMAATHOCTI. 3 POKMW.

YMmoBW 36epiraHHs. 36epiratvi B opuriHa/ibHiin ynakosLi npu Temnepatypi He BuLle 25 °C. He 36epirati npu Temnepatypi Hux4e 5 °C. 36epiratv y HeJOCTyNHOMY
ANns OiTei micui.

YnakoBka. o 10 kancyny 6nictepi, no 3 6icTepn y KapTOHHI Kopobui abo no 15 kancyny 6nictepi, no 1 abo no 2, a6o no 4 6aicTepn y KapTOHHIN KOPOOLI.
KaTteropis Bignycky. 3a peLentom.
BupobHukK. MaitnaH Nlabopatopiz CAC/Mylan Laboratories SAS.

Micue3HaxomkeHHs BUPOOHMKaA Ta afpeca MicLs NPOBafXKeEHHS MOro AisiNIbHOCTI.
PyT fe benbBinb, J1bito ai Menap, 01400, LLiatuinoH-ctop-LUanapoH, ®paHuis/Route de Belleville, Lieu dit Maillard, 01400, Chatillon-sur-Chalaronne, France.



