Ckian

Oitoua peuoguHa: MebeBepUHY TiTPOXIOPHUL;
1 karncyna mictuth MebeBepuny rigpoxmopuny 200 Mmr;

OONOMIJCHI peuoB8uHU: MarHil0 CTeapaT, METaKpPUJIaTHOTO COIIOIiMePY AUCIIEPCis,
TasbK, TiIpoMeo3a, IIojliaKpujlaTHa OUCIIEPCisd, TIillepos TpualerTar;

TBep[a KelaTUHOBa Karcyna (po3mip Ne 1): Tutany giokcupn (E 171), XenaTuH.
JIikapcbKa ¢opMma

Kancynu nposnoHroBaHo1 fil, TBepIi.

OcCHOBHI (i3uko-ximiuHi 81acmueocmi: HeIpo30pi Oili TBepi XKenaTUHOBI KaIllCyIu
po3mipoM Ne 1 3 BimmoBigHUM MapKyBaHHSIM 245, 1110 MiCTSATH I'PaAHYJIAT Bixg 6inoro mo
Malike 0iJIoT0 KOJIbOopY.

®dapMaKoTepalneBTHYHA Irpymna

3acobu, 1110 3aCTOCOBYIOTHCS ITPU (HYHKITIOHAJIBHUX IIIJTIYHKOBO-KUIITKOBHUX PO3jIajiax.
CUHTETUYHI aHTUXOJIIHEPTriuHi 3aco0u, ecTepudikoBaHi TpeTUHHI aMinu. MeOeBepuH.
Kom ATX AO3A A04.

dapMakKogHHaMiKa

MexaHi3M fil Ta dapMakoguHaMidyHiI eheKTH.

MebGeBepuH € MiOTPOITHMM CITa3MOJIITUKOM 3 BUOIPKOBOIO Mi€l0 Ha IIajKi M’'si3u
TPaABHOTO TPaAKTYy. BiH ycyBae cma3dmu 6e3 IpUTrHiYeHHSI HOPMaJIbHOI MOTOPUKH
KuieyHuka. OCKIIbBKY 114 [1i He OlloCepenKoBaHa aBTOHOMHOI HEPBOBOK CUCTEMOIO,
THUIIOBUX aHTUXOJIIHEPTiYHUX IT00IiYHUX e(eKTiB HeMaeE.

KniniyHa edeKTHUBHICTEH Ta Oe3nekKa.

KninigyHa edeKTUBHICTh Ta 6e3meKa 3aCTOCYBaHHS Pi3HUX IiKapChbKUX GopM
MeOeBepuHny Oynu BuBYeHi y moHan 1500 marieHTiB. 3HauHe mmocmabieHHs
repeBaxKHUX CUMIITOMIB CHHOPOMY ITOAPa3HEeHOT0 KUIIIeYHUKa (TaKuX K Oilb y
KHUBOTi, 0COOTMBOCTiI BUTIOPOKHEHHS) 3a3BUYall ciocTepiranucs y pepepeHTHUX Ta
KOHTPOJIbOBAHUX 3a OCHOBHVMHU 3HAYEHHAMU KJIIHIYHUX OOCIIIIKEHHSIX.

Yci nikapchki hpopMu MebGeBepuHy Oyiu 3arajaoMm O0e3MeYHUMU Ta Hodpe
TIEPEHOCUITUCS ITPU PEKOMEHA0BAaHOMY PEeXKUMi T03yBaHHSI.



IiTu.

KninigyHi mocnigkeHHS 3acTOCyBaHHS Tab1eToOK abo KalCyJyl IPOBOOUINUCS TiJIbKU 3a
y4acTio mopocnux. [JaHi KimiHiuHOl e()eKTUBHOCTI Ta 0e3IeKH, OTPUMaHi 3 KIiHIYHUX
OOCITiIKeHb, @ TAKOXK 3 ITOCTMapPKETUHTOBOTO IOCBiAYy 3aCTOCYyBaHHS CyCHeH3il
MeOeBepHUHY ITaMOaTy IalliEHTaM BiKOM Bif 3 pPOKiB, IPOJAEeMOHCTPYBaJH, 110
MeOeBepUH € epeKTUBHUM Ta 0e3IeYHUM JIiKapChbKUM 3aco00M, siKuii moope
IEePEHOCUTHCS.

Kniniuni mocnig:keHHs cycrieH3il MebeBepuHY ITOKa3aJliy, 1110 npernapar € e(peKTUuBHUM
0Jist mocaableHHSI CUMIITOMIB CHHAPOMY IIOAPa3HEeHOT0 KMIIeYHUKa y OiTeu.
[Tomanpliri BIZKpUTI KOHTPOJIbLOBaHI 38 OCHOBHUMHU 3HAYEHHSAMU OOCIIIOXKEHHA
cycrneH3il MeOeBepUHY TiATBEPAUIU ehEeKTHUBHICTh ITperapary.

PexxuM mo3yBaHHS liKapchKoro 3aco0y y dopMi TabrmeTok abo Kamncysr BU3Ha4eHO Ha
OCHOBi 6€31eKM Ta IePeHOCUMOCTi MeOeBEepUHY.

®dapMaKOKiHeTHKaA

AGcop0iiis.

Me0beBepyH MIBUKO Ta MOBHICTIO aOCOPOYETHCS MiCyIs MepopaibHOr0 3aCTOCYBaHHS Y
dopmi TabneToK. 3aBAsIKY IIPOJIOHTOBAHOMY BUBIILHEHHIO IIpelapaTy 3 KalCyJu Horo
MOJKHa IIpuMMaTH OBa pa3u Ha OeHb.

Pos3nonin.

[Tpu 6araTopa30BOMY 3acCTOCyBaHHI npenaparty [JycnaTamiH® HisskKol 3Ha4HOIL
KyMYJIslil He BUHUKAE.

BioTrpancdopmarris.

MebGeBepuHY TiTpoX/JI0pUA T'OJIOBHUM YMHOM MeTaboIi3yeEThCSI ecTepa3aMH, sSIKi Ha
IepIIoMy ertarri MeTabos1iaMy po3mIensioioTh edipHi 3B’I3KM 3 YTBOPEHHSIM BEPaTPOBOi
KHMCJIOTY i MeOEBEPUHOBOTO COUPTY. Y IJIa3Mi AeMeTUJIKapOOKCUIbHa KMCJIOTa
(IMKK) € ocunoBHuM MeTabomniTom. [lepiong HamiBBuBegeHHs: [IMKK y piBHOBaXXKHOMY
cTaHi - 5,77 rogunu. [Ipu 6araTopa3oBoMy 3acTocyBaHHi Karcyn (mo 200 Mr 2 pa3u Ha
no0y) Cmax mnst [IMKK cranoBuma 804 ur/mi, a tmax - 6;1u3bpK0o 3 roguH. BimHOCHa
0iogOCTYyIIHICTh KAIICYyJI IIPOJIOHTOBAHOI [Iii BUSIBHUIACS ONTHMAJIbHOIO 3 CEpPemHIM
criBBigHOIIEHHAM 97 %.

BuBepneHHs.

MebGeBepuH He €eKCKPETYETHCS Y HE3MiIHEHOMY BUTJISAI, BiH IIOBHICTIO
MeTabomi3yeThCsI, @ MeTabOoIiTH BUBOOSATHCS IPAKTUYHO MOBHICTIO. BepaTpoBa



KHCJIOTa €eKCKPEeTYEThCS i3 ceuero. MebOeBepUHOBUM COIUPT TAaKOXK BUBOOUTHCS
HUPKaAMU YaCTKOBO y BUTJIsIAI BigmoBimHol KapO6okcunbHol Kucnotu (KK) Ta 4acTkKoBO
y BUTJISIAI AeMeTUuIKapOokcunbHOl KuciaoTu (IMKK).

imu.
dapMaKOKiHETHYHI OOCIIAXKEHHS 3a y4acCTIO OiTel He IIPOBOAUIIUCS.

IToxka3aHHSA

Hopocri Ta gitu BikoM Big 10 pokiB:

e CUMIITOMATHUYHE JIiIKyBaHHSI abgoMiHanbHOTO 00JII0 i cC1a3MiB, po3iagiB
KHMIIeYHUKaA i BiTUyTTs OUCKOMMOPTY y OiMAHII KUIIeYHUKa IIPU CUHOPOMI
IOOpPa3HEeHOr 0 KUIIEeYHNKA;

e JIIKyBaHHS IIJIYHKOBO-KUIIIKOBUX CIIa3MiB BTOPHUHHOTO I'eHe3y, CIIPUUYUHEHUX
OpraHiYHKMMU 3aXBOPIOBaAHHSIMU.

IIporunoka3aHHs

lnmep4yTnuUBiCTh A0 aKTUBHOI peYOBUHU ab0 [0 OyIOb-IKOI 3 MOMMOMIiXKHUX PEYOBUH
pemnapary, 3a3Ha4eHuX y po3nini «Ckiam».

B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

IMocnigkeHHs B3a€MOil He ITPOBOOUINCH, 3a BUHSITKOM B3a€EMO/Iil 3 aJTKOTOJIEM.
IocmigzkeHHs in vitro Ta in vivo Ha TBapuHaX IPOAEMOHCTPYBaIU BiCyTHICTb OyOb-
sIKO1 B3aemofil mpenaparty [ycnaTtaniH® Ta eTaHOIY.

3maTHiCTH BIUIMBATH Ha HIBHIKICTHh peaklil Ipu KepyBaHHiI aBTOTPaHCIOPTOM
a0o0 iHMIMMHu MexaHi3ZMaMHu

IocnmigKeHHs BIIJIMBY Ha 3[JaTHICTh KepyBaTu aBTOMOOisieM i mmpaiftoBaTu 3
MEeXaHIYHUMMU IIPUCTPOSAMU He IIpoBogunnucs. PapmMakogvHaMiyHUM Ta
bapMmakokiHeTUYHNY TPOQIiNIb, a TAKOXK MIOCTMapPKETUHTOBUH IOCBIiO HE CBig4YaTh IPO
OyIOb-IKUM IIKiOIWBUY BIIIUB MeOeBEPUHY Ha 3[IaTHICTh KepyBaTU aBTOMOOiIEM i
IIpaloBaTU 3 MeXaHIYHUMHU IPUCTPOSIMHU.

3acTocyBaHHs1 y niepion BariTHOCTi ad00 rogyBaHHs IPyaaio

BaeimHicmb

IcHyIO0Th TinbKU OyXKe 0oOMexXKeHi laHi 1010 3aCTOCYBaHHS MeOeBEPUHY BariTHUM.
IocmiaKeHHsT PETIPOAYKTUBHOI TOKCUYHOCTI, III0 ITPOBOAUJIMCH Ha TBapUHAX, €



HepmocTaTHiMU. [lycraTaniH® He peKOMEHOYETHCS 3aCTOCOBYBATH IIPOTSATOM
BariTHOCTI.

I'ooysaHHsAa 2pydoro

HeBimoMo, Yu eKCKpeTyeThCsI MebeBepruH abo 1oro MeTaboliTH y TPyAHE MOJIOKO
mopguHU. EKCKpelliss MeOeBepuHy V TPyOHE MOJIOKO TBapUH He OOCHIiaXKeHa.
HycrnaTtaniH® He Ciig 3aCTOCOBYBATH y IIepiof roOOyBaHHS IPYOAIO.

depmuabHicmb

KniniyHUX gaHUX OO0 BIJIMBY Ha YOJIOBiuy abo0 XkiHOUy (pepTUIbHICTh HEMa€e, OOqHaK
OaHi JOCTYIIHUX OOCIiAXKeHb Ha TBapUHaX He CBig4aTh NPO IIKiAJINBUMN BILJINB
npemnaparty [ycnatamiH®.

Cmocid 3acTocyBaHHs Ta J03H

II71s1 mepopaabHOr0 3aCTOCYBaHHS.

Kancynu 3anuBaTté HOCTaTHBOIO KinbKicTio Bogu (He meH1re 100 mit). He
PEKOMEHOYETHCS PO3KOBYBAaTHU y 3B’A3KYy 3 TUM, III0 IIOKPUTTS KaICyJu IpU3HAUYEHe
07151 3a0e3nedYeHHsT MeXaHi3My IIPOJIOHTOBAaHOTO BUBIJIbHEHHS.

IlopocnuM Ta gitTsam BikoM Bim 10 pokiB mputimaTtu o 1 Kamcysi 2 pa3u Ha go0y
(BpaHILIi Ta BBeudepi).

TpuBanicTh 3aCTOCyBaHHS He oOMexkeHa. AKIino ogHy abo GinbIlle 403 IPOMYIIEHO,
MallieHT ITOBUHEH MIPUUHATH HaCTYIHY A03Y, K IIpu3HadeHo. [IponymeHa(-i) mosa(-u)
He CJIig IpuMaTH OOOaTKOBO OO PETYJIIPHOI MO3H.

CneuianvHi nonyasauii.

IocmigkeHb DO3yBaHHS OJI XBOPUX JIITHLOTO BiKy, IAIi€HTIB 3 MOPYIIEHHAM (PyHKITi1
HUPOK Ta/ab0 nmediHKW He IPOBOAUIIOCS. 3 OTJISAAY Ha HasiBHi IOCTMapKEeTUHTOBI maHi
Crienu(pivHOTO PU3UKY [OJI1 XBOPUX JIITHBOI'O BiKy, MAIi€HTIB 3 MOPYIIEHHAM (PYHKIIi1
HUPOK Ta/abo ImevyiHKu He BUSBIEHO. Kopekllis mo3u O Bullle3a3HaYeHUuX Pyl
MallieHTiB He BBAXKAa€ThCSA HEOOXiTHOIO.

itk

He cnipg 3acTtocoByBatu [lycrnataniH® OiTaM BiKOM 00 3 POKiB Yyepes BiCYTHICTH
KJIiHIYHUX JaHUX II0A0 ITi€el BikoBol KaTeropil. He cnim 3acTocoByBaTu [lycraTamiHn®,
karncynu 200 mr, gitam BikoM Bifg 3 mo 10 pokiB yepes3 BUCOKUU BMICT [it04O0l
PEYOBUHH.



Ilepeno3yBaHHs

Cumnmomu. TeopeTUYHO y pa3i mepeao3yBaHHs MOXKJIUBe 30yIXKeHHS IIeHTPaIbHOl
HEepPBOBO1 CUCTEMH. Y BUIIagKaX ITepeqo3yBaHHs CUMITOMHU Oynu BigcyTHiMu abo
JIETKUMM i, IK IPaBUJIO, IIBUAKO MUHaIU. CUMIITOMHU IIepego3yBaHHs, 110
criocTepiranucs, Oynu HEBPOJIOTIiYHOTO ab0 KapAioBaCKYyIIPHOTO ITOXOOXKEHHS.

JlikysaHHs. CriennpiyHUM aHTUOOT HEBimoMUlM. PEKOMEHI0OBaHO CUMIITOMaATHUYHE
JIiKyBaHHSA. [IpoMHUBaHHS IIITyHKA PEKOMEHAYETHCS TiIbKM Y BUIIQAKY iHTOKCHKAIIil
YUCJIIEHHUMHU IIpenapaTtaMu, Ky OiarHOCTOBaAHO MNPOTATOM 1 TOOWHU 3 MOMEHTY
MIpUNoOMY JIiKapChbKUX 3aco0iB. 3axomu st 3HUKEeHHS abcopO1lil He € HEOOXiTHUMMU.

IToOiunHi peakmii

[ToBimoMiisisiocss Ipo HUKYe3al3HadeHi mo0iyHi peaxiiil, 1110 BUHUKAJIA CIIOHTaHHO
IPOTATOM IIOCTMAPKETUHIOBOI'O 3aCTOCYBaHHs. HaCTOTy 3a HaABHUMHU JaHUMU TOYHO
BU3HAYUTU HE MOXKHA.

ArnepriuHi peakiiil cmocTepiraaucs mepeBaxHo, ajle He BUKIIIOUHO, 3 OOKY IIKipH.

ITopyweHHs 3 60Ky wKipu i niOWKIpHOI KAIMKOBUHU: KPOITUB’ THKA,
QHTiIOHEBPOTUYHUM HAOPSAK, HAOPSAK 0O0MIUYYST, BUCUTIAHHS.

ITopyweHHs 3 6OKY iMYHHOI cucmeMu: TiepuyyTIUBIiCTh (aHadiaKTUYHI peakilii).
TepMiH npHIaTHOCTI

3 POKH.

YMoBHu 30epiranus

36epiraTtu B opuriHajabHiM yIIaKOBIli Ipu TeMIiepaTypi He Buie 25 °C. He 30epiraTtu
mpu TeMieparypi Huxde 5 °C. 30epiratv y HeJOCTYIIHOMY OJIsSI OiTeM MicIIi.

VYnakoBka

ITo 10 kancyn y 6micTepi, mo 3 GicTepu y KapTOHHIM KOPOOIIi.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK



Matiinan Jlabopatopiz CAC/Mylan Laboratories SAS.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaXKeHHsI
IJistIbHOCTI

Pyt me Benbsiny, JIbiio i Memnap, 01400, [llatuiion-cop-lllanapon, ®paniiss/Route de
Belleville, Lieu dit Maillard, 01400, Chatillon-sur-Chalaronne, France.

[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapCchKOro 3aco0y B35ATO 3 odiIliiHOro gxkepena — JepKaBHOIO PEECTPY

JIiKapchKUX 3aco0iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

