Ckian

Oitova peyosuHa: moxonidinum;
1 TabneTka mMicTuth MOKCOHiguHy 0,2 Mr a6o 0,3 mr, a6o 0,4 mr;

O0ONOMIJHICHI pedyoBUHU: JTAaKTO3W MOHOTIOpaT, KPOCHOBimoH, moBigoH K 25, marHiio
cteapart, Onagpai Y-1-7000 (MicTHUTh TiAPOKCUIPONiIMETHUIIENII0I03a, TUTAHY
miokcup (E 171), makporomn 400), 3aniza okcupg yepBouuui (E 172).

JIikapcbKa ¢opMma

TabneTKu, BKPHUTI IJIIBKOBOIO 000JIOHKOIO.
OcHOoBHI (pi3uKo-xiMiuHI 81acmMuBoCcmi:

mabaemxku no 0,2 me: Kpyrii TabjieTKu, BKPUTI MJIiIBKOBOIO 000JIOHKOIO, CBIiTJIO-
POKEBOTO KOIbOPY;

mabaemxku no 0,3 me: Kpyrii TabieTKu, BKPUTI IJIiBKOBOIO 000JIOHKOIO, POKEBOT0
KOJILODY;

mabsiemxku no 0,4 me: Kpyrii TabeTKH, BKPUTI MIiBKOBOIO 000JIOHKOI0, TEMHO-
PO3KEBOT0 KOJIbOPY.

dapMaKoTepalneBTUYHA Ipylna

AHTUTiITEPTEeH3UBHUM 3aci0. AHTHaApPeHepriuyHui 3acid 3 eHTpPaTbHUM MeXaHi3MOM
mil. ATOHICT iMima30/IiHOBUX PEIENTOPiB.

Kom ATX. C02A CO5.
®dapMaKo/JI0riuyHi BJIaCTHBOCTI

dapmakoduHamika.

MOKCOHIIVH € CEeIeKTUBHUM aroHiCTOM iMila30JIiHOBUX PELIENITOPIB V LIeHTPaJIbHiN
HEePBOBiM CUCTEMI.

Y cTOoBOYpPi MO3KY MOKCOHIOAWH CEIeKTUBHO 3B’SI3YETHCS 3 iMiga30JIiHOBUMU
peuenTtopamu. Lli 4yTauBi 0 iMiga30JIiHYy pelenToOpy 3HaX0OaThCA [IepeBaxXHo Y
poCTpanbHOMY Bifmisii BeHTpoaTepasabHOI YaCTUHU JOBracToro MO3KY, HiJISHII, 110
BiZlirpa€ BaxKJIMBYy POJIb Y lIEHTPAJIbHOMY KOHTPOJIi CUMIIaTUYHOl HEPBOBOI CUCTEMHU.
EdekToM Takol B3a€EMOil 3 iMima30/1iHOBUMHU pelielITOpaMy € 3MiHa aKTUBHOCTI



CUMITAaTUYHOI HEPBOBOI CUCTEMH Ta 3HUKEHHS apTepiaJbHOTO TUCKY.

MOKCOHIIVH Bigpi3HSIETHCS Bifl CUMIIATONITUYHUX aHTUTINIEPTEH3UBHUX 3aC00iB
HU3BbKOIO CIOPIOHEHICTIO 3 IeHTPaJIbHUMU -adpPEeHEPTIYHUMU PeleIlTopaMu
MIOPIBHSHO 31 CHOPIOHEHICTIO 3 iMima30IiHOBUMHU pelleniTopaMu. ToOMy ceqaTUBHUM
e(eKT Ta CyXiCTh y POTi, Ip¥ 3aCTOCyBaHHI MOKCOHIAUHY BUHHUKAIOTh PidKO.
MOKCOHITUH € e(peKTUBHUM aHTUTITIEPTUH3UBHUM 3aCO000M. 3aCTOCYBaHHS
MOKCOHIOUHY IIPU3BOOUTHL A0 3MEHIIIeHHSI NepupepudHoro CyouHHOT O OIOpPY 3
OoJaIbIINM 3MEHILIEHHSM apTepiabHOr0 TUCKY.

dapmakoKiHemukKa.

MOKCOHIIVH ITIiCJIs TepopalbHOTO MPUNOMY IIBUAKO BCMOKTYEThHCSI. AOCOPOYy€ETHCS
npubnusHo 90 % npuitHaTol mo3u. [IpecucteMuuii MeTaboi3M BiiCyTHIH,
6iomocTymHicTh CTaHOBUTH 88 %.

JIutie 65113bK0 7 % MOKCOHIOUHY 3B’SI3YETHCS 3 OiTKaMu I1J1a3MM KPOBI.

MoxkcoHinua MeTabomnizyeTscs Ha 10-20 %, mepeBaxHO 110 4,5-OIUTiIPOMOKCOHIINHY Ta
IIOXIZHOTrO aMiHOMeTaHaMiNHYy, LIJIAXOM BiIKpUBaHHSA iMifa30JIiHOBOI'O KaHaJIblid.
linmoren3uBHUU epeKT 4,5-OUTiIAPOMOKCOHIONHY CTaHOBUTSD nuiie 1/10, moximHoro
amiHOMeTaHaMiguHy - MeHIe 1/100 edpeKTy MOKCOHIOUHY.

MOKCOHIIMH Ta #oro MetaboIiTy MaliKe MOBHICTIO BUBOOSITHLCS Yepe3 HUPKH.

ITonan 90 % mo3u BUBOOUTHLCS YIIPOOOBK ITepIux 24 TOOAWH Yepe3 HUPKU, IPUOIIU3HO
1 % BuBOOUTHCA 3 (pekaniamu. CyMapHe BUBEOEHHS HE3MIHEHOIO MOKCOHIAUHY
CTAHOBUTH NMpubu3H0 50-75 %.

CepeqnHili mepioq HaiBBUBEOEHHS MOKCOHIOANHY Ta MeTabOJIiTiB CTAHOBUTH
MpubIM3HO 2,5 TOOUHYU Ta 5 TOOWH BiAMIOBigHO.

Y nailieHTiB i3 mOMipHUM MOPYIIEeHHAM (QYHKIII HUPOK (IIBUIOKICTH KIIyOOYKOBOI
dinpTparil 30-60 mMi/XB), KIIipeHC 3HUKYETHCS 00 52 %.

dapMaKOKiHETUYH] OOCIIIXKEHHS Y OiTed He IIPOBOOUIIN.

MOKCOHIIVMH MPOHUKAE Yyepe3 remaToeHedaniyHuil Ta MiaalleHTapHuM 6ap’ep,
€KCKPETYETHCS y TPyOHE MOJIOKO.

IToka3zaHHSsA
Big nerkoi go moMmipHOi apTepianbHOI rinepTeHsii.

IIporunoka3aHHs



[TigBuIleHa YyTJIUBICTh MO OyOb-IKOr0 KOMIIOHEHTA ITperapary;

CUHOPOM C1abKOCTi CHHYCOBOTO By3j1a ab0 cuHOoaTpianbHa GJI0Kaga ceplis;

O6pagukapmist (MeHie 50 yoapiB 3a XBUJIMHY Y CTaHi CIIOKOIO);

aTpioBeHTpUKYyIsipHa 6mokazna II a6o III ctymeHs;

cepiieBa HEJOCTATHICTb.
B3aemonisi 3 iHOIMMH JTiKapChbKHMH 3aCco00aMHu

OnmHOYaCHUY NPUMOM MIpelapaTy 3 iHIIMMU aHTUTINePTEeH3UBHUMHU 3aco0aMu YUHUTD
aOoUTUBHUMN €(EKT.

OCKinbKY TPULUKIIIYHI aHTUOEIIPECAaHTH MOXKYTh 3MEHIIUTH €(heKTUBHICTh
QHTUTITIePTEeH3UBHUX areHTIiB IIeHTPAJIbHOI Oil, Tpu3HaYeHHs IIUX IIpernapaTiB pa3oM 3
MOKCOHITTMHOM HEe PEeKOMEHYEThCS.

MOKCOHIOVH MOXKe IIOTEeHIIifoBaTH epeKT TPULUKIIIYHUX aHTUAEIIPECAHTIB
(omHOYACHOTO MpU3HAYEHHS CIIi YHUKaTH), TPAHKBIIi3aTOPiB, aJIKOTOII0, CEOaTUBHUX
Ta CHOOIMHUX 3aco0iB.

MOKCOHIVH ITOMipHO TiiCHUIIOE IOPYILIEHHI KOTHITUBHOI (PYyHKIIi] y Malli€HTIB, AKi
OTPUMYIOTH JlIopa3enaM. BiH MOKe TaK0XK IIOCUIUTH CeOaTUBHUU e(PeKT
OeH30/ia3eniHiB Ipyu OQHOYAaCHOMY 3aCTOCYBaHHI.

MOKCOHIIVH BUBOOUTHLCS IIJIIXOM TyOyIsipHOl eKCcKpewii. He MoKHa BUKITIOYaTH
B3aEMOil areHTaMH, 110 BUBOOATHLCS IIJISIXOM TYOYyJIIPHOI €eKCKpelTii.

Oco00/1MBOCTi IIOT0 3aCTOCYBaHHSA

MOKCOHIIVH TalliEHTaM 3 aTPiOBEHTPUKYISIPHOIO 0JI0Kamoio I cTynmeHHs ciif
3aCTOCOBYBATHU 3 0COOIUBOIO 00epexRHiCTIO, 11100 YHUKHYTHU Opanukapmii.

3 06epexxHICTIO CJIiA 3aCTOCOBYBAaTH MOKCOHIIMH MalliEHTaM i3 TSAXKKOI0 iIlIeMidyHOI0
XBOpP00O0I0 ceplilsg abo HecTabiMbHOIO CTEHOKAaP/i€lo, OCKiTbKY IOCBi 3aCTOCYBaHHS
ImpenapaTy TaKUM MallieHTaM 0OMeXKeHUH.

PekomeHayeThCSA 3 00epekKHICTIO 3aCTOCOBYBATH MOKCOHIOUH MallieHTaM i3
MOpyHIeHHSAM (QYHKIIil HUPOK, OCKiJIbKY BiH BUBOJUTHLCS MepPEeBaKHO HUPKaMHU. TaKuM
ralieHTaM PeKOMEHOYEThCS 00epeKHO TUTPYBaTHU MO3Y, 0COOIUBO Ha ITOYATKY
Teparii. JIikyBaHHS ciig po3nmoyaTtu 3 mo3u 0,2 Mr Ha go0y; m0o3y MOXKHa 30iIbIIUTH
Makcumym Ao 0,4 Mr Ha moOy, SKIIO Iie KIiHiYHO IToKa3aHe i mpenapar IIepeHOCUThCSI
mobpe.

SIKIII0 MOKCOHIOIMH 3aCTOCOBYBaTH y KOMOiHallil 3 B-agpeHobioKaTopamMu i o6uaBa
ImperapaTy HeoOXimHO BiIMiHMTH, CIIOYATKY CJIiA BigMiHUTHU B-agpeH00I0KATOP, a



IIOTIM 4epe3s KijlbKa OHIB - MOKCOHIIWH.

Ha manu#t 4yac nmposiBy edeKkTiB BimMiHU 3 OOKY apTepialbHOT'O TUCKY ITiCIs
IPUNUHEHHS IPUMOMY MOKCOHIOUHY He Bif3Havasnocsa. OgHak panToBe IepepuBaHHsd
Teparil MOKCOHIITMHOM He PeKOMEHAYETHCS; HaTOMICTh {03y CJIif] TOCTYIIOBO
3MEHIIIyBaTU IPOTATOM 2-X TUIKHIB.

[TamieHTaM i3 PigKiCHOIO CIIagKOBOIO HEIIEPEeHOCUMICTIO TaJlakKTo3H, AedilluToM
JIakTa3u abo 3 MOPYIIIeHHSIM BCMOKTYBaHHS T'JIIOKO3H Ta raJlakKTO3M He MOXKHa
IIpUMMaTH 11ed IiKkapchbKui 3acio.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BigmoBigHMX DaHUX OO0 3aCTOCYBaHHSA MOKCOHIIVHY BariTHUM XIHKaM HeMae.
HocnigKeHHs Ha TBapuHaXxX NPOOeMOHCTPYBaJid TOKCUYHUY BIIJIUB Ha ILTiA.
MoxkIuBuUM pU3UK 14 JII0OeU HeBigoMuli. MOKCOHIAUH He CJIif 3aCTOCOBYBATHU y
Iepioj BariTHOCTI, SIKIIO HeMa€ SIBHOI HEOOXimHOCTi.

MOKCOHIIVH €KCKPETYETHCA Y I'PYOHE MOJIOKO 1 TOMY UOT0 He MOXKHAa 3aCTOCOBYBATHU y
repion rogyBaHHS T'PyOO0. fAKINO Tepallis MOKCOHITUHOM € HeOOXimHOI0, TOoyBaHHS
TPYOOIO CIIiA IPUINHUTH.

30amHicmb 8naueamu Ha weuodKicmb peakuii npu kepysaHHi asmompaHcnopmom abo
[Hwumu mexaHidmamu. J[1OCIigzKeHHs 11000 BIJIUBY IIpenapaTry Ha 3[0aTHICTh
KepyBaTu aBTOMOOisieM abo ITpallfoBaTH 3 iHIIUMU MeXaHi3MaMu He ImpoBogusu. [IpoTte
IIOBIHOMIISIJIOCS ITPO COHJIMBICTh Ta 3allaMOpo4YeHHs. Llel ¢akT Cciig BpaxOByBaTH IIifg
Yyac BUKOHAHHS TaKuX pPoOiT.

Cnocid 3acTocyBaHHs Ta I03H

Ilopocai.

JIiKkyBaHHS CJIif pO3IMMOYMHATH 3 HAWHUKYOI 031 MOKCOHinouHYy - 0,2 Mr Ha go0y.
AxkIo TepaneBTUYHUY e(PEKT HeOOCTaTHiM, yepe3 3 THUXKHi J03y MOKHa 30iIbIIUTHU [0
0,4 mr. 110 go3y MOXKHa npurMaTHu 3a 1 pa3 (BpaHIli) ab0o pO3MONiINTHU Ha 2 IPUHAOMU
(BpaH1Ii Ta BBeuepi). AKINO IPOTATOM HAaCTYyIHUX 3-X TUXKHIB pe3yJibTaTu
He3a[I0BilIbHi, 03y MOXKHa 30iMbIINTH MaKCcUMyM [0 0,6 MTI, TpuiMaTu y 2 IpUNOMH,
BpaHIli Ta BBeuepi. Pa3oBy mo3y 0,4 M MOKCOHIIUHY Ta M0O0BY MakKcUMaJibHY mo3y 0,6
MI" MOKCOHIIUHY He MOXKHa IepeBulllyBaTu. [[03y mpenapary ciig nigoupaTtu
iHOMBiOyasibHO, 3aJIe2KHO Bifl peakilil MmaljieHTa.

[IpemapaT MOKHa IIpUXMaTH He3aJlesKHO Bif BXKUBaHHA 1Ki. TabneTKy ciif
3aCTOCOBYBaTU 3 JOCTATHBLOI KiJIbKICTIO PiAUHUA.



ITauienmu aimHbO20 BiKYy. SKIITO HEMae HUPKOBO1L HEAOCTATHOCTI, JO3yYBaHHSA TaKe XK
caMme, §IK 1 OJIs JOPOCIUX.

Hupxosa HeOocmamHicmy. [171d TTAlliEHTIB 3 TOMiIpHUM IIOPYLIEHHSAM (QYHKIII1 HUPOK
(mBUAKicTh KTyO60uKOBOI1 ¢inbTpatii > 30 min/xB, ane < 60 MJI/XB), Ta OJII XBOPHUX, SKi
3HaXOOATHCS Ha reMofiaisi, moyaTkoBa Ho3a He Mae nepesuinysatu 0,2 mr, y pasi
HeoOXimHOCTi mo3y MOXKHa 30inbIIuTH. [TallieHTaM i3 TSXKKUM NOpPYIIeHHAM GYHKIII1
HUPOK (IIBUAKICTH KJIyO04YKOBOI ¢inbTpailii < 30 MJI/XB) MOKCOHIIWH IIPOTUIIOKAa3aHUM.

ITeviHkosa HeOocmamHicmy. 1151 ALi€HTIB i3 NOPyLMIEeHHAM (QYHKIIIl TEeYiHKU KITiHIYHI
naHi BimcyTHIi. [IpoTe MOKCOHIOWH He 3a3Ha€ MeTab0J1i3My y IediHlli, 3HaYHOTO BILJIUBY
Ha 1oro ¢papMaKOKiHETHKY He OUiKy€e€ThCSA. TOMY HO3yBaHHS AJIs MAILliEHTIB 3i
cnabKUMU MOMipHUMHU NOPYLIEHHAM (QYHKIIil TeYiHKU PEKOMEHAYEThCS TaKe K caMe,
1110 1 my1s mopocnuX. IIpuitoM npenapaTy He MOXKHa IlepepuBaTyh panToOBO, OCKUIBKU
MO2KJIUBICTh PUKOILETHOI apTepiabHOl TinepTeH3il K «eeKTy BiIMiHN» HEMOKJIINBO
IIOBHICTIO BUKJ/IIOUUTHU. [IpuitoMm nipenaparty CHIif IPUIUHATUA IIPOTIATOM 2-X TUXKHIB,
IIOCTYIIOBO 3MEHIIIYI0YH OO3Y.

Iimu.

EdexkTuBHicTh i 6e3IeKa 3aCTOCYBaHHS IIpenaparTy OiTSM He BCTaHOBJIEHi, TOMY
mpemapaT He CIif Ipu3HadaTH Ll BiKOBiM KaTeropil.

Ilepeno3yBaHHA

B okpemux BUIlagmKax rmepego3yBaHHS MOKCOHIOUHY, HaBiTh y go3i 19,6 Mr Ha moby, He
MIPU3BOAUIIO A0 JIETAJILHOTO HACiAKy. 1o CUMIOTOMIB Iepeqo3yBaHHS HaJIeXKUTh
rojioBHUM Oinb, cegaTUBHUM e(PeKT, COHJIMBICTh, apTepiaiabHa TinoTeH3is,
3aaMOpOYeHHs, 3arajibHa cjabKicTh, OpaguKapmis, cyxicTh y poTi, 6/1t0BaHHS, Oilb y
BEPXHIN OUISHIN XXKUBOTA 1 BIUYTTS HE3OYyXKaHHA. Y BUNAOKY TAXKKOIO Iepeno3yBaHHA
PEKOMEHYETHCS PETENbHUN MOHITOPUHT MOPYIIEHb CBiOMOCTi Ta 0COOJIUBO -
NpUTHiYeHHs guxaHHs. ba3yo4yucs Ha OOCHIOXKEHHSAX BUCOKUX 03 IIpenapary y
TBAapUH, JOOATKOBO MOJKHa OYiKyBaTU IOSBY TUMYaCOBOl apTepianbHO] rinepTeH3sii,
Taxikapgil i rinepriikemil.

CrnenudiyHi aHTUOOTH HEBigoMi. Y BUIIaOKy apTepialbHOl TilTOTEeH3il OIS MiATPUMKHA
reMOIIUPKYILil peKOMEeHAYEThCS 3aCTOCYBaHHS OONaMiHy i BBeJeHHS
I1JIa3M03aMiHIOI0YMX PO3UYHHIB. ATPOIIiH MOXKe OyTH e(PeKTUBHUM ITPU ITOSBI
Opagukapmii.

AHTaroHicTé a-afpeHOPEIENTOPiB MOKYTh 3MEHIITUTH ab0 YCYHYTHU ITapagoKcalbHi
rinepTeH3UBHI epeKTU IIepeno3yBaHHsI MOKCOHITUHY.



IToGiuni epexTn

Hattyacrimri nmo6iuHi epeKT MOKCOHIIMHY BKJII0YAlOTh CYXiCTh Y POTI,
3aIraMOpPOYEeHHsI, COHJIUBICTD i 3aranbHy ciabKicTh/acTeHito. Lli cuMmnToMu 9acTo
3MEHIIYIOTHCS IIiCJIA KIJIBKOX TUXKHIB JIIKyBaHHS.

3 60Ky Hepsosoi cucmemu: TONOBHUY 0iTb, 3aIIaMOPOYEHHSI/BEPTUTO, COHJIMBICTS,
HEIIPUTOMHICTb.

3 60Ky WAYHKOBO-KUWKOBO20 MpaKmy: CyXiCTh y POTi, miapesi, HygoTa/0nt0BaHHs,
OUCIIEIICis.

3 60Ky opaaHis 30py ma nabipuHmy: O3BiH y ByXax.

3 60Ky wkipu ma nidwKipHOi MKAHUHU: peakllii rinepYyTIuBOCTi, Yy TOMY YHUCIIi
BUCHUIIAHHS, CBePOiXK; aHTIOHEBPOTUYHUM HAOPSK.

3 60Ky cepueso-cyOuHHOI cucmemu: OpaguKapis, apTepianbHa rinoTeH3sis (y Tomy
YUCIIi OpTOCTaTU4YHA IiOTEeH3is).

3 60Ky ckesiemHo-M’ 30801 cucmemu ma cnoAy4YHOi mKaHuHu: Oinb y criuHi, 6inb y
IIH1.

ITcuxiuHi nopyweHHA: 6€3COHHS; 3HEPBOBAHICTh.

3aezanvHi nopyweHHs: acTeHisd; HaOpsK.

TepMiH NpUIAaTHOCTI

2 poku ajisg mo3yBaHHs 0,2 Mr. 3 poku s go3dyBaHHA 0,3 mr ta 0,4 mr.
VYMmoBHu 30epiranHs

36epiraTtu B opuriHambHiM ymakoBIli mpu TeMmrepatypi He Buile 30 °C y HEIOCTYITHOMY
IOJIs1 OiTeW MicCri.

YnakoBka

[To 10 TabreTOK, BKPUTUX MJIIBKOBOIO 000IOHKOIO Y OrticTepi, 1o 3 Orictepu y
KapTOHHIiM KOpoO11i, 1o 25 TabIeTOK, BKPUTUX ITJIIBKOBOIO 000JIOHKOIO y OIricTepi,

1o 2 6J1icTepu Y KapTOHHiM KOPOOIIi.

KaTeropis Bignycky



3a penemnTomMm.
BupooHuK

Aptezan ®apma I'm6X i Ko. KTI', Himeuunna/Artesan Pharma GmbH & Co. KG,
Germany.

Micie3Haxo/aKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi BIPOBaaKeHHSI
IisTILHOCTI.

29439, JTioxoB, Beungnaunmtpace 1/29439, Luechow, Wendlandstrasse 1.



