IHCTPYKUIA
JUISI METUYHOT0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

MEBCIH PETAP/®
(MEBSYN RETARD®)

Cknao:

Oioua pewosuna.: MedbeBepHHy Tigpoxiopun (mebeverine);

1 karcysa MiCTUTh MEOCBEPHHY TIAPOXJIOPUAY Y BUTIISAI ITeneT mpojonroBanoi aii 200,0 mr;
O0onomixchi pevosunu: 1ykop chepuyHuii, caxaposa (IIyKpo3a), €THIILENI0N03a, MarHilo creapar,
MOBIJIOH, MOJIETUIICHTIIIKOIb (MAaKpOTOJ), TipoMenno3a (T1IAPOKCUITPOTiIMETHIIIICITION03a).

Jlikapcbka popma. Kancynm.

OchosHi @izuxo-ximiuni eéracmueocmi: TBEpIl >KEJATHHOBI Karmcynu Ne 1, Kopmyc OpaHKeBOTO
KOJIbOPY, KpHIIIEUKa O1I0r0 KOIhOPY, MAIOTh HAIMMCH «S» Ha 000X YaCTHHAX KAICYJIU Ta MICTATh B
co0i mesneru 61J10ro KOJIBOpY.

dapmakoTepaneBTUYHA rpyna.
3aco0u, 1m0 3aCTOCOBYIOTHCS TPH (DYHKI[IOHAIBHUX MITYHKOBO-KHUIITKOBUX po3iagax. CHUHTETHYHI
aHTHUXOJIHEPrivyHi 3acobu, ectepudikoBani TpetunHi aminu. Kox ATX A03A A04.

Dapmakonoziuni eracmusocmi.
Dapmarxoounamixa.
MexaHi3m jii Ta dhapmMakoauHaMidHi eQeKTH.
MeGeBepuH € MIOTPOITHUM CTIa3MOTITHKOM 3 BUOIPKOBOIO JTI€I0 HA TJIa/IK1 M’ S131 TPABHOTO TPAKTY. BiH
yCcyBae cra3Mud 0e3 TNPUTHIYEHHS HOPMaIbHOI MOTOPUKM KHIIEYHUKY. OCKUIBKM L [is He
orocepeKOBaHa aBTOHOMHOIO HEPBOBOIO CHCTEMOIO, TUTIOBUX aHTUXOJIIHEPTIUHUX MOOIYHUX e(DEKTIB
HE BUHUKAE.
Kniniuna epexmusnicmo ma be3nexa.
Kniniuna edexTHBHICTh Ta Oe3neka 3acTOCyBaHHs PI3HUX JIKapchbkux (opMm meOeBepuHy Oyiu
BuBYeHI y moHan 1500 marieHTiB. 3HayHE MOCTA0JICHHS TEPEBAKHUX CHMIITOMIB CHHAPOMY
MOJIPa3HEHOT0 KUIICYHUKY (HAMPHUKIAJ, OiIb Y )KUBOTI, XapaKTEPUCTUKHU BUIIOPOKHEHHS) 3a3BUYail
croctepiraiocss y pedepeHTHUX Ta KOHTPOJIHOBAHMX 32 OCHOBHUMH 3HAYCHHSMHU KIIHIYHUX
JOCTIKEHHSX.
VYci mikapcbki dopmu MeOeBepuHY Oyiau 3arajoM O€3leYHMMH Ta J00pe TEPEHOCHIIUCS TIpU
PEKOMEHI0BAaHOMY PEKUMI J103yBaHHSI.

ITH.
Kniniuni 1ochiKeHHs 3aCTOCYBaHHS Ta0JIeTOK ab0 Karcyll MPOBOAMINCS TUIBKH y AopociuX. JlaHi
KJIIHIYHOT e(DeKTUBHOCTI Ta OE3MEKH, a TAaKOX MOCTMAPKETUHTOBHI JOCBI 3aCTOCYBAaHHS CyCHEH31i
MeOeBepHHY y Talli€HTIB BIKOM BiJ 3 pOKiB NPOJEMOHCTPYBaJH, 110 MeOeBepUH € e()EeKTUBHUM
0e3IMeYHUM JIKapChKUM 3aC000M, SIKUH J00pe MEPEHOCUTHCA.
Kniniuni gocnimkeHHs cycrnien3ii MeOeBeprHy MOKa3alu, 0 BiH € €()eKTUBHUM JJIsl TTOCIA0IeHHS
CHUMIITOMIB CHHJPOMY IOJPAa3HEHOTO KHUIICUYHUKY y miTeil. [lomanbimi BIZKpUTI KOHTPOJIBOBaHI 3a
OCHOBHMMHU 3HaYECHHSIMU JOCIII/DKEHHS CyCleH31i MeOeBepHUHy MiATBEpAMIN e(EeKTUBHICTD IIperapary.
Pexxum noszyBanHs TabneTok abo Karcysl po3paxOBaHMM Ha OCHOBI O€3IMEKH Ta MEPEHOCHMOCTI
MeOeBEPUHY.
Dapmaxokinemuxa.
AbcopOris.
MeGeBepuH MIBHAKO Ta TOBHICTIO aOCOpPOYeThCsA TICIs TEPOPATHHOTO 3acCTOCYBaHHS Yy (dopwmi
Ta0JIeTOK. 3aBASIKM MPOJOHTOBAaHOMY BHBUIRHEHHIO MpEnapary 3 Karcylud WOTo MOKHA MpUHAMaTH
2 pasu Ha J100y.
Posnogin.




[Ipu GaraTopa3oBoMy 3acTocyBaHHI Tpemapary Meb6cin Perapn® Hisikoi 3HauHOT KyMmymsmil He

BUHUKAE.

biorpancdopmartis.

MeOGeBeprHy TiAPOXJIOPU TOJOBHUM YMHOM METa0OII3yeThCs ecTepa3aMH, SIKI Ha MepIIoMy eTarli

MeTaboJ1i3My PO3LIEIUTIOITH eipHI 3B’A3KM 3 YTBOPEHHSM BEPAaTPOBOI KHUCIOTH 1 MEOEBEPHHOBOTO

cupTy. Y 1asMmi  AeMeTHIKapOOKCHJIbHA KHUCIIOTa € OCHOBHMM MeTaboiitToM. Ilepion

HaITIBBUBEJICHHS JIEMETHIIKAPOOKCHIIBHOI KHCJIOTH y PIBHOBaXHOMY cTaHi — 5,77 romunu. Ilpm

OaraTopa3zoBomy 3actocyBaHHi karcyn (mo 200 mr 2 pa3u Ha 100y) Cmax AEMETUIKAPOOKCHUIHHOT

KUCIOTH craHoBuia 804 Hr/mi, a tmax — OMu3bpko 3 roawH. BimHocHa O100CTYMHICTH Karcysl

MIPOJIOHTOBAHO] J1ii BUSBUIIACS ONTUMAJILHOIO 3 CEPEAHIM CHIBBIIHOIIEHHAM 97 %.

BuseneHHsl.

MebeBeprH He €KCKPETYETHCS Y HE3MIHEHOMY BUTJISI]II, BiH TIOBHICTIO META00ITi3y€ThCS, a METaOOIITH

BHBOJIATHCS MPAKTHYHO TMOBHICTIO. BepaTrpoBa KUCIOTa €KCKPETYEThCS 13 ceueto. MebeBepruHOBUH

CIHUPT TAKO>K BUBOJUTHCSI HUPKAMH y BUTJIA/I KapOOKCHUIBHOT a00 JeMEeTHIKapOOKCHUIIBHOT KHCIIOT.
ITH.

®apMaKOKIHETUYHI JOCHTIHKEHHS Y AiTel HE TPOBOIMIINCS.

Kuiniuni xapakTepucTuKH.

Ilokazanns.

Jopocai ta aiti BikoM Big 10 pokis:

® CHUMNTOMATUYHE JIIKYBaHHsS a0JOMIHAIBHOTO OOJIO 1 CMa3MiB, PO3JIaaiB KHIICYHUKY 1 BIAUYTTS
TUCKOM(OPTY y AUTSHIT KUIIEYHUKY TIPH CHHAPOMI TTOIPA3HEHOTO KUIIICYHHKY;

e JIIKyBaHHS IIJTYHKOBO-KMIIKOBUX CMa3MiB BTOPMHHOTO I€HE3y, CHPUYMHEHUX OpraHIYHUMHU
3aXBOPIOBAaHHSIMHU.

IIpomunokasanna.
[NnepayTnuBICTh 10 aKTUBHOT PEUOBUHHM a00 /10 OYIb-SKOTO 3 KOMIIOHEHTIB IIpenapary.

B3aemooia 3 inmumu aikapcoKumu 3acovamu ma inwii 6uou 83acmooiil.
[TpoBomunucs AOCHIPKEHHST B3a€EMOJIl TIIbKU 3 ajmkorojieM. JlocimimpkeHHs In Vitro ta in vivo
MPOJICMOHCTPYBAJIH BIICYTHICTH Oyb-sIKOI B3a€EMO/IIT MpernapaTy Ta €TaHoIy.

Ocoobausocmi 3acmocy8anns.

OcCkinbKH Tpenapar MiCTHTh I[yKOp, HallieHTaM 13 PIAKICHUMH CHAaJKOBUMH (popMaMH, TaKUMHU SIK
HETIePEHOCUMICTh TajJakTo3u a00 PpyKTO3H, ACIIUT JaKTa3u, MaTbaOCOPOITis TIIOKO3U-TATaKTO3H
a00 HEJOCTAaTHICTh caxapa3u-i30MaibTa3y, He CIIiJl MpUiMaTy 1ei mpemnapar.

3acmocysanns y nepioo eacimnocmi abo 200y8aHus 2py0oio.
IIpenapar Me6c¢in Perapn® He pekoMeHTy€eThCsI 3aCTOCOBYBATH Y MEPioJ] BariTHOCTI a60 rOTyBaHHS

rpyaaro.

30amuicms énausamu Ha WEUOKICMb peakyii npu Kepy8aHHi aA8MOMPAHCROPMOM AOO0 THUUMU
MeXarniZMamu.

JlocnmipkeHHsT BIUIMBY Ha 3JaTHICTh KepyBaTH aBTOMOOIJIEM 1 MHpalioBaTH 3 MEXaHi3MaMU He
npoBoauincs. @apMakoguHaMiIvHUAN Ta apMaKOKIHETUUHUHN TPO]1JTh, @ TAKOK TOCTMAPKETUHTOBUI
JOCBiJI HE CBiMYaTh MPO OyIb-SKUW MIKIAJWBUN BIUIMB Ha 3JaTHICTH KEpyBaTH aBTOMOOLIEM i
MpaIfoBaTH 3 MEXaHI3MaMH.

Cnocio 3acmocysannusa ma 003u.

[Ipenapar npusHa4eHU 11 IEPOPATIBLHOTO 3aCTOCYBaHHS.

Kancynu cmig 3anuBaTé TOCTAaTHBOIO KUIbKICTIO Boau (He MeHmie 100 mi). He pexomeHmayeTbest
PO3KOBYBATH KaIlCyJIi, OCKUILKH MOKPUTTSI KATICYJI PU3HAUEHE JJIsl TIPOJIOHTOBAHOTO BUBLITLHEHHS
npernapary.



Jlopocium Ta nitaM BikoM Bix 10 pokiB ciijg mpuitmMatu 1o 1 kamcyni 2 pasu Ha 100y (BpaHIl Ta
BBEUEpi).

TpuBanicTs 3acTocyBaHHs HeoOMekeHa. Ko oxHy abo OuTbIe 03 MPOIYIIECHO, MAIIEHTY CIIiT
MPUIHITH HACTYIIHY 1103y, K MpU3HadeHo. [IpomyineHy m03y He Cij MpuiiMaTtu JOJATKOBO IO
HACTYITHOI TPU3HAYEHOT JO3H.

Ocobnusi epynu nayienmis.

JlocmikeHb A03yBaHHS JJISI XBOPHUX JIITHBOTO BIKY, TMAIlI€HTIB 13 MOPYHICHHAMU (DYHKIIT HUPOK
Ta/ab0 TMEeYiHKM HE MPOBOAMIOCA. 3 OISy Ha HasBHI MOCTMApKETHMHIOBI JaHi, CreHu(pi4HOTO
PH3HKY U1l XBOPUX JITHBOTO BiKY, MAIIEHTIB 13 OPYIICHHAMHU (YHKINT HUPOK Ta/ab0 MEYiHKUA HE
BusiBJIeHO. Kopekitist 1031 /Ui BUIE3a3HAYCHUX TPYI MAlli€HTIB HE MOTpiOHA.

Jimu.
He 3acTocoByroTh aiTsM BikoM 110 10 pokiB 4epe3 BUCOKHI BMICT JiF0YOi pEUYOBHHU Y Tpemnapari
MeOciu PeTapzn®.

Ilepeoosyeanns.

[Tpu mepeno3yBaHHI TEOPETHYHO MOXKE CIIOCTEPIraTHCs 30y DKEHHS [IEHTPATbHOI HEPBOBOI CHCTEMH.
VY BuUnmajakax nepeno3yBaHHS MeOeBEepHUHY CUMOTOMH Oynu BiACYTHI a00 OyiM JIETKUMH 1 IIBUAKO
3HuKanu. CHMOTOMH TIEpelO3yBaHHsS, IO CIOCTEpiragucs, Oyau HEBPOJOTiYHOro abo
Kap/110BacKyJISIPHOTO MOXOKEHHSI.

Jixysanns. CnenudiyHuil aHTUIOT HEBIIOMHUH. PekoMeHIOBaHE CHMNTOMATHYHE JIIKYBaHHS.
[IpoMHBaHHA NUTyHKa PEKOMEHAYETbCS TUIBKM Yy BHIAAKY IHTOKCHKALIi KUIbKOMa pPi3HUMH
npenaparamu, Ky J1arHOCTOBAHO MPOTATOM | TOJWHM 3 MOMEHTY MPUHOMY JIKapChKUX 3ac00iB.
3axoau JUIst 3HHKEHHS abcopO11ii He € He0OX1THUMH.

Ho6iuni peakuii.

[ToBimommsmocss  mpo  HAcTymHI  TOOIYHI  peakilii, 10 BHHHKAJIM CIIOHTAaHHO TIPOTATOM
MMOCTMAPKETUHTOBOT'O CIIOCTEpex)eHHs. YacTOTy 3a HAsIBHUMH JJAHUMHU TOYHO BU3HAYUTH HEMOKIIHBO.
Crnocrepirayiicst ajiepridni peakilii nepeBaxHo 3 00Ky HIKIpH.

3 60xy wikipu i NIOWKIpHOT KIIMKOBUHU: KPOTINB’ THKA, aHTIOHEBPOTUYHUI HAOPSK, HAOPSK 00IMIus,
rinepemisi, BUCUIIAaHHS Ha MIKIPi, Y TOMY YUCIII TéMOparivyHi.

3 60Ky Hepsosoi cucmemu: TOTOBHUN O1JTb, 3aIIaMOPOYCHHS, JACTIPECIS.

3 boky mpasnoeo mpaxkmy. niapes abo 3amop.

3acanvui poznadu: TinepuyTINUBICTh (aHADUIAKTUYHI PeaKIlii).

[ToBimomieHHS PO MOOIYHI peakiii Mmicis peecTparlii JIKapchbKOTO 3ac00y Mae BaXIIMBE 3HAYCHHS.
Ile mae 3Mory pPOBOJWUTH MOHITOPHHT CITIBBITHOIICHHSI KOPUCTH/PU3HK MPHU 3aCTOCYBaHHI IILOTO
JKapChKOTO 3ac00y. Meauyaum Ta (gapmarieBTHYHUM TpalliBHUKaM, a TaKOXX MallieHTaMm abo ix
3aKOHHUM TIPEICTaBHUKAM CJIiJ] IIOBILIOMIISITH TIPO yC1 BUNIAAKHU T103PIOBAHUX MTOOIYHHUX PEAKITIN Ta
BIJICYTHOCTI €(DEKTHBHOCTI JIIKAPCHKOT'O 3ac00y Yepe3 aBTOMATH30BaHy iH(OpMAIliiHy cUCTeMY 3
bapmakoHars Ly 3a nocuimanuam: https://aisf.dec.gov.ua

Tepmin npuoamuocmi. 2 poxu.

YmoBu 30epiranus.
30epiraTv y HEIOCTYITHOMY TSI TITEH MiCIIi.
30epiraTu B OpUTiHANBHIN YIIAKOBII, Ipu Temreparypi He Bumie 30 °C.


https://aisf.dec.gov.ua/

YnakoBka.
ITo 10 xancyn y Gmicrepi. ITo 3 6micTepn y KapTOHHIN HayIi.

Kareropis Binmycky. 3a peuenrom.

BupooHuk.
EBepromxken Jlaitd Caencus Jlimiten/Evertogen Life Sciences Limited.
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