IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

MEBCIH PETAP/®
(MEBSYN RETARD®)

Cknap:

Aitoya peyoBnHa: MebeBepuHy rigpoxnopug (mebeverine);

1 Kancyna MiCTUTb Me6eBepUHY TiApOXIopuay y BUrNSAI NeneT nponoHrosaHoi aii 200,0 mr;

[OMOMIDKHI  PeYOBMHK: LYKOP CepuyHuiA, caxaposa (LyKpo3a), eTW/Lentonosa, MarHito creapar, MOBIAOH, MNONIETUNEHINiKoAb (Makporosn), rinpomenosa
(rigpokcmnponinMeTUILEN0N03a).

Nikapcbka thopma. Kancynu.
OCHOBHI (Di3nKO-XiMiYHI BNaCTMBOCTI: TBEPAi XXenaTuHoBI Karcynm Ne 1, Kopnyc opaHXeBOro Konbopy, KpuLleyka 6i10ro Konbopy, MatoTb Hanmcu «S» Ha 060X
YaCTMHaX Karcynv Ta MiCTATb y cobi nenetu 6iforo KonsLopy.

dapmakoTepaneBTMYHa rpyna.
3acobu, L0 3aCTOCOBYHOTLCA NMPU PYHKLIOHAIBHMX LLTYHKOBO-KULLKOBUX po3nafax. CUHTETUYHI aHTUXONIHEPTIYHI 3aC00U, ecTepudikoBaHi TPETUHHI aMiHW. Kog,
ATX AO3A A04.

dapmMakosoriyHi BNacTmBoCTI.
PapmakognHamika.
MexaHi3m Aii Ta hapMakoANHaMIYHI eheKTH.
Meb6eBepuH € MIOTPOMHUM CrasMosIiTUKOM 3 BMOIPKOBOIO [i€H0 Ha rnafki M’A31 TpaBHOro TpakTy. BiH ycyBae cna3my 6e3 MpuUrHiyeHHs HOpMasibHOT MOTOPUKU
KnwweyHnky. OCKinbKKM Us f4is He ornocepefKoBaHa aBTOHOMHOK HEPBOBOK CUCTEMOIO, TUMOBUX aHTUXONIHEPTiYHUX NOBIYHMX e(heKTiB He BUHUKAE.
KniHiYHa edeKTUBHICTL Ta 6e3neka.
KniHiuHa epeKTMBHICTb Ta 6e3MeKa 3aCTOCYBaHHS Pi3HMX NiKapCbKux hopm MebeBepuHy 6ynn BrBYeHi y noHad 1500 nauieHTiB. 3Ha4yHe nocnabneHHs nepeBaKHUX
CUMMNTOMIB CUHAPOMY MOAPa3HEHOr0 KULIEYHWUKY (Hanpuknag, 6inb Yy >KUBOTI, XapakTepuCTUKM BUMOPOXHEHHS) 3a3BMYail CMoCTepiranocs y peqepeHTHUX Ta
KOHTPONbOBaHMX 38 OCHOBHMUMI 3HAYEHHAMM KTHIYHNX JOCNIIKEHHSX.
YcinikapcbKi popmu MebesepuHy 6ynu 3aranom 6e3neyHMn Ta Joope NepeHOCUNNCA NpY PEKOMEHL0BAHOMY PEXMMI [03YBaHHS.

ITW.
KniHiyHi gocnigpkeHHs 3acTocyBaHHSA TabneToK abo Kancyn NpoBOANANCA TiNbKU Y A0pPOCAnX. [aHi KNiHiYHOT eDeKTUBHOCTI Ta 6e3neKu, a TaKoX MOCTMapKETUHIOBUIA
[OCBI[ 3aCTOCYBaHHA CyCneH3ii MebeBepuHy y MauieHTiB BiKOM Bif 3 pOKiB NPOAEMOHCTPYBaIN, WO MebeBepUH € eheKTUBHUM Be3NeYHM /TiKapCbKUM 3aC060M, SKUit
[06pe nepeHOCUTHLCS.
KniHiuHI gocnigpkeHHs cycneHsil MebeBepyHY MOKasaiun, WO BiH € e(eKTUBHUM AN NocnabfieHHs CUMMATOMIB CUHAPOMY MOAPa3HEHOro KULLIEYHUKY Y AiTen.
MojanbLui BIAKPUTI KOHTPO/IbOBaHI 32 OCHOBHUMMW 3HaYeHHAMM JOCNIIKEHHSA CycrneHsii MebeBepyHy NiATBEPAUN e(heKTUBHICTb Npenapary.
PeXknum [03yBaHHS TabneToK abo Kancysn po3paxoBaHWii Ha OCHOBI 6e3reKun Ta NePeHOCMMOCTI MeGEBEPUHY.




dapmakoKiHeTVKa.
Abcopbuis.
MebeBepuH LUBMAKO Ta MOBHICTHO abcopOyeTbCa Micis NepopaibHOro 3acToCyBaHHA Yy (hopMi TabneTok. 3aBAsKW MPOSIOHIOBAHOMY BMBISIbHEHHIO Mpenapaty 3
Kancynu oro MoXHa npuinvaTi 2 pasm Ha o0y .
Posnogin.
Mpn 6araTopa3oBOMY 3acTOCyBaHHI npenapaty Me6ciH PeTap,u,® HISIKOT 3HaYHOT KyMY AL T He BUHMKaE.
BioTpaHchopmauisi.
MebeBepUHy rigpoxnopug rosioBHUM YMHOM MeTaboni3yeTbCA ecTepasaMu, fKi Ha Mepliomy eTari MeTaboni3mMy pOo3LLenorTb eqipHi 3B’A3KM 3 YTBOPEHHAM
BepaTpoBOi  KMCNOTW | MeGEeBEpPMHOBOrO CNUPTY. Y nnasmi  AeMeTUIKapOOKCWIbHA KWCOoTa € OCHOBHWM  MmeTaboniTom. [lepiof HaniBBMBEAEHHS
AEeMETUIKaPOOKCU/IBHOT KUCNOTU Y PIBHOBaXXHOMY CTaHi — 5,77 roguvHu. lMpu 6aratopa3soBoMy 3acTocyBaHHi Kancyn (no 200 mr 2 pasv Ha A00Y) Crax
[eMeTUIKapOOKCUBbHOT KUCNOTK cTaHoBWNa 804 Hr/MA, a tyg — 6113bK0 3 roAuH. BigHocHa 6i040CTYNHICTb Kancy s NPonoHIOBaHoT Aii BUABMNACA ONTUMaNbHOHO 3
cepefHiM cniBBiAHOLIEHHAM 97 %.
BuBefeHHS.
Meb6eBepuH He EKCKPETYETbCA Yy HEe3MIHEHOMY BWUINALI, BIH MOBHICTHO MeTabosi3yeTbCA, a MeTaboniTM BMBOAATLCA MPAKTUYHO MOBHICTIO. BepartpoBa KucoTa
EKCKPETYETbLCA i3 ceyveto. MebeBeprHOBUIA CNUPT TaKOX BUBOANTLCA HUPKaMU Y BUT ST KapbOKCWbHOT abo AeMeTUNKapOOKCUIBbHOT KUCOT.

ITW.
dapMaKoKiHETUYHI AOCNIMKEHHS Y AiTE HEe NPOBOAUINCS.

KniHiYHI XapaKTepuUCTUKN.
Noka3aHHA.
[opocni Ta gitv Bikom Big 10 pokiB:
CUMMTOMAaTUYHE NiKyBaHHA abAoMiHa/IbHOro 600 | cnasmis, PO3M1afiB KULIEYHMKY | BiguyTTa AUCKOMMOPTY Y AINAHUI KALEYHUKY NPV CUHLPOMI
MOAPAa3HEHOr 0 KALLEYHUKY;
NiKYBaHHSA LUYHKOBO-KULLIKOBMX CNa3miB BTOPMHHOIO 'eHesy, CPUYMHEHNX OpPraHivHUMN 3aXBOPHOBAHHAMM.

MpoTnnNoKasaHHA.
[inepyyTAMBICTb [0 aKTUBHOI PeYOBUHM ab0 [0 6yAb-KOr0o3 KOMMOHEHTIB Npenapary.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.
MpoBoannmnca AOCNIMKEHHS B3aEMOMiT TiNbKW 3 ankoronem. [LOCNiIpKeHHs in vitro Ta in vivo NpPOAeMOHCTPYBav BifCYTHICTb BYy/b-AKOI B3aEMOAiT npenapaTy Ta
eTaHony.

Oco6MBOCTI 3aCTOCYBaHHS.
OcKiflbky npenapat MiCTUTb LYyKOp, NauieHTam i3 pigKiCHUMK CrnaZKoBMMK (POpMamMm, TakUMK AK HerepeHOCUMICTb raslakTo3n abo (PPyKTo3u, AediunT nakrasm,
MasibabcopbLis rNHOKO3M-ranakTo3v abo HeJoCTaTHICTL caxapasu-i3oMasibTasu, He CNif NpuinMaTy Lein npenapar.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagto.



Mpenapat Me6CiH PeTap,q® He PeKOMeH/YEeTbCS 3aCTOCOBYBATI Y Nepiof BariTHOCTI abo rofyBaHHA rpyasto.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
JocnifpKeHHs BNIMBY Ha 3A4aTHICTb KepyBaTy aBTOMOGINEM i MpaLtoBaTh 3 MexaHiaMaMun He nposoannncs. dapmakognHaMiuHmi Ta hapMakKoKiHETUYHAK Npodifb, a
TaKOoX MOCTMapPKETUHIOBUIA OCBIA He CBifYaTh NPO 6yAb-SKWIA LWKIANMBWIA BIMB Ha 34aTHICTb KepyBaTy aBTOMOGINEM i MpaLoBaTh 3 MeXaHi3mamu.

Cnoci6 3acTocyBaHHs Ta [03W.

Mpenapat npu3HayYeHnii 415 NepopasbHOro 3acToCyBaHHS.

Kancynu cnif 3anuBaty JOCTaTHLOK KiflbKiCTIO BOAW (He MeHLwe 100 mn). He peKOMeHAYETbCA PO3XKOBYBATM Karcy/in, OCKiNIbKA MOKPUTTA Karcy/ npusHadyeHe ans
MPOJIOHr0BaHOTr 0 BUBI/IbHEHHSA Npenapary.

Jopocnum Ta gitam Bikom Big 10 pokis cnig npuiimatii no 1 kancyni 2 pa3v Ha Ao6y (BpaHLi Ta BBeYEpi).

TpuBanicTb 3aCTOCyBaHHA HeobMeXkeHa. HAKLWO0 0AHY abo GinbLue 403 NPONYLLEHO, NauieHTy CNif NPUAHATYA HaCTYNHY A03Y, AK Npu3HaveHo. MponyueHy o3y He
Cnif NpMimaT 4oAaTKOBO A0 HACTYMNHOT NPU3HAYeHOT A03W.

Oco6mBi rpynu nawyieHTIB.

JocnifkeHb [03yBaHHA [0S XBOPUX MITHLOrO BiKY, MAUIEHTIB i3 MOPYLIEHHAMWU (YHKLUIT HUMPOK Ta/abo neyiHKM He npoBOAWnIocA. 3 Orffay Ha HasBHI
MOCTMAPKETUHIOBI fjaHi, CNeuugiuHOro pusmnky Ansa XBOpUxX NiITHLOO BiKY, NaLIEHTIB i3 NOPYLUEHHAMUN PYHKLIT HUPOK Ta/abo NeyviHKM He BUABNeHO. Kopekuis 1o3un
ANA BULLIE3a3HAYeHNX rpyn nawieHTiB He NOTpi6Ha.

aiTn.
He 3acTocoByt0oTb AiTAM BikoM 0 10 poKiB Yepe3 BUCOKWIA BMICT Ait040T peyoBrHN y npenapati Me6ciH PeTap,q®.

Nepeno3yBaHHS.

Mpy nepefo3yBaHHI TEOPETUYHO MOXE CrocTepiratnucs 36ypKeHHs LeHTpaibHOT HepPBOBOI CUCTEMU. Y BUMagKax nepefosyBaHHS MeGeBepuHy CUMMTOMU 6ynu
BiICYTHI 260 6y NerknumMu i WBNAKO 3HUKaM. CUMNTOMU Nepeso3yBaHHS, L0 crnocTepiranmncs, 6yM HeBpoNoriYHoOro abo KapaioBacKynspHOro NOXOMKeHHS.
NikyBaHHA. CneuniyHNA aHTULOT HEBILOMMIA. PeKOMeHL0BaHe CUMNTOMATUYHE NiKyBaHHA. MPOMUBaHHS LLTYHKA PEKOMEHAYETLCA TiNIbKW Y BUNaAKY IHTOKCUMKaLT
KiflbKOMa pi3HMMK MpenapaTtaMmu, SKy [AiarHOCTOBaHO MPOTAroM 1 roAvMHM 3 MOMEHTY MNPUIAOMY NiKapCbKMX 3acobiB. 3axoAu AN 3HWKEHHS abcopbuil He €
HeobXigHUMN.

Mo6iuHi peakuil.

MoBigOMAANOCA MPO HACTYMHI NOGIYHI peakyii, WO BUHMKaIN CMOHTaHHO NPOTArOM NOCTMAPKETUHIOBOIr0O CMOCTEPEXEHHS. YacToTy 3a HasgBHUMU AaHWMU TOYHO
BU3HAYUTU HEMOXK/INBO.

CnocTepiranucs anepriyxi peakLii nepeBaXKHo 3 60Ky LUKIpW.

3 6OKy LWKipw i NiAWKIPHOT KNiTKOBUHW: KPOMWB’AHKA, aHIOHEBPOTUYHUIA HAOPSIK, HAOPAK 06/1MuYs, rinepemisi, BACUNAaHHA Ha LKipi, y TOMY Y1CAi reMopariyHi.

3 60Ky HEPBOBOT CUCTEMMU: FO/IOBHUI Biflb, 3aNamMOpPOYeHHS, Aenpecis.

3 60Ky TpaBHOro TpakTy: giapes abo 3anop.

3arasibHi po3nagu: rinepyuyTMBICTb (aHAMINAKTUYHI peakLir).

TepMiH NpUAATHOCTI. 2 POKK.



YMoBW 36epiraHHs.
36epiratny HegOCTYNHOMY AN15 AiTei MicLi.
36epirati B opuriHanbHiin ynakosLi, npy Temnepatypi He suie 30 °C.

YnakoBKa
Mo 10 kancyny 6nicTepi. Mo 3 6nicTepn y KapTOHHI Nayui.

Karteropis Bignycky. 3a peLenTom.

Bupo6HMK.
EsepTomkeH Naiid CaeHcus Nlimitea/Evertogen Life Sciences Limited.

Micue3HaxomMkeHHS BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS MOro AisiNIbHOCTI.

Mnot Ne: Ec-8, Ec-9, Ec-13/Ti Ta Ec-14/Mi Ti Ec Aii Al Ci, ®apma Ec | 3eT, MpiH IHgacTpian Mapk, Monenanni (Bi), €quepna (Em), Maxaby6Harap, TenaHraHa,
IH-509 301, IHgis /

Plot No: S8, S-9, S 13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, Telangana, IN-509 301, India.



