ITHCTPYKIIA
JJISE MEAMYHOI'0 3aCTOCYBAHHS JIIKAPCHKOTO0 3aC00y

MOKCOTAMA®
(MOXOGAMMA®)

Cknao:

oioua pevwosuna: moxonidinum;

1 TabneTka mictuth MOKcoHiuHY 0,2 Mr a6o 0,3 mr, a6o 0,4 mr;

00NnoMIdICHI pewosuHuy: JTAKTO3M MOHOTIAPAT, KPOCMOBinoH, moBinoH K 25, marHiro creapar,
Omnagpait Y-1-7000 (MiCTUTh TiAPOKCHIIPOMIIMETHIIIEN0JI03a, TUTany miokcun (E 171),
makporoi 400), 3aniza okcua yepBonuii (E 172).

Jlikapcbka ¢gopma. TabiieTku, BKPUTI TITIBKOBOKO 000JIOHKOIO.

Ocnoeni  @isuxo-ximiuni eracmusocmi: mabaemku no (0,2 me: Kpyriai TaONeTKH, BKPUTI
TUTIBKOBOIO 00OJIOHKOFO, CBITIIO-POKEBOTO KOJIBOPY;

mabaemku no 0,3 me: Kpyrii TabJIeTKu, BKPUTI ITIBKOBOIO 000JIOHKOIO, PO’KEBOTO KOJIBOPY;
mabaemku no 0,4 me. Kpyrii TaOJIETKH, BKPHUTI ILIIBKOBOIO OOOJIOHKOI, TEMHO-POKEBOTO
KOJIbODY.

dapmakoTepaneBTHYHA Ipyna. AHTUTINEPTEH3UBHUN 3aci0. AHTHaApeHepriuHui 3acid 3
[EHTPAIIbHUM MEXaHi3MOM [lii. ATOHICT iMi/1a30JTIHOBUX PEUENTOPIB.
Koxg ATX. C02A CO05.

Dapmakonoziuni earacmugocmi.

Dapmakoounamika.

MOKCOHIJIUH € CEIEKTUBHUM aroHiCTOM 1Mi/Ia301iHOBHUX PELIENITOPIB Yy LIEHTPaIbHiil HEPBOBIi
CUCTEMI.

VY cToBOYpi MO3KY MOKCOHIZIMH CEJIEKTUBHO 3B’SA3y€ThCS 3 IM1/1a30/1IHOBUMHU perienTopamu. Li
YyTIMBI [0 IMIJAa30JlIHy PELENTOpU 3HAXOIAThCS MEPEBAKHO y POCTPAIBHOMY BiAILIL
BEHTpOJIATepaJIbHOI YAaCTMHU JIOBracTOro MO3KY, AUISHIN, L0 BIAINPa€ BaXJIUBY pOJb Yy
LEHTPaJIbHOMY KOHTpOJII CHMIIATUYHOI HepBOBOi cuctemu. EdexktoM Takoi B3aemonii 3
IMi1a301IHOBUMH pELENTOpaMu € 3MiHA AKTUBHOCTI CHUMIIATUYHOI HEPBOBOI CHUCTEMHU Ta
3HIDKEHHS apTePiajbHOTO THUCKY.

MOKCOHIIUH BIAPI3HAETHCA BiJl CUMOATONITHUYHUX AHTUTIMEPTEH3UBHUX 3aCO0IB HU3BKOIO
CHOpIJHEHICTIO 3 UEHTPaIbHUMM  O-aJAPEHEPriYHUMH  pelenTopamMu IMOpIBHAHO 31
CIOPIIHEHICTIO 3 IMiZ]a30IHOBUMHU perentopamu. Tomy ceaTUBHMNA eeKT Ta CyXiCTh Y pOTi,
IpU 3aCTOCYBaHHI MOKCOHIJIMHY BHMHMKAlOTh piAKO. MOKCOHIIMH € e()eKTUBHUM
AQHTUTINEPTUH3UBHUM 3aCO00M. 3acTOCYBAaHHS MOKCOHIAMHY HPU3BOJUTH J0 3MEHLICHHS
nepruepUIHOTrO CYANHHOTO OTIOPY 3 MOJATBIITNM 3MEHIICHHSIM apTePiaIbHOTO THUCKY.
Dapmakokinemuxa.

MOKCOHIIUH TMichs NepopalbHOrO0 MPUHOMY IIBHIKO BCMOKTYEThCS. AOGCOpPOyeEThCS
npubimzno 90 % mpuiinsaToi go3u. [IpecuctemHuit Meraboni3M BiJICYTHiHM, 610A0CTYIHICTh
CTaHOBUTH 88 %.

JIume 6:113bK0 7 % MOKCOHIIMHY 3B’SA3Y€ThCA 3 O1IKaMU IJIa3MHU KPOBI.

Moxconigua metabomizyetscsi Ha 10-20 %, mepeBaxkHo 10 4,5-AUTIIPOMOKCOHIAMHY Ta
MOXIZIHOTO aMiHOMETaHaMiJIMHy, NUIAXOM BIJKPUBAaHHSA IMiZa30JiHOBOTO  KaHAJIbIIA.
lnoren3uBHuil edext 4,5-AUTIIPOMOKCOHIIMHY CTaHOBUTH Jjume 1/10, moxizHoro
amiHoMeTaHamiauHy — MeHlIe 1/100 epexTy MOKCOHIIUHY.

MoxkcoHIUH Ta 1or0 MeTabOoIITH MaiiKe TTOBHICTIO BUBOSTHCS Yepe3 HUPKH.

[Tonazx 90 % 103U BUBOJUTHCS YIPOAOBXK MEPIIUX 24 TOANH Yepe3 HUPKH, TPUOIU3HO

1 % BuBoguThes 3 (ekanisMu. CymMapHe BUBEIEHHS HE3MIHEHOTO MOKCOHIAMHY CTaHOBHTD



npu6smzHo 50-75 %.

Cepenniii nepioa HamiBBUBEIEHHS MOKCOHIMHY Ta META0OJITIB CTAHOBUTH MPUOIHU3HO 2,5
TOJMHY Ta 5 TOAWH BIIIIOBIIHO.

VY mami€enTiB i3 MOMipHUM NOPYIICHHAM (DYHKIIT HUPOK (IIBUAKICTH KIIyOOUKOBOI (inbTparii
30-60 mi1/xB), KJIIpEHC 3HUKYETHCS 110 52 %.

dapMaKOKIHETUYHI JJOCITIKCHHS y AITel HE TPOBOIUIIH.

MoKCOHIAMH TPOHKKAE Yyepe3 reMaroeHIedaniyauii Ta IIaneHTapHui 6ap’ep, eKCKPETYEThCS
y TpyZIHE MOJIOKO.

Kuiniuni xapakrepucTuku.
Ilokazanna. Bin nerkoi 10 MOMipHOI apTepiajibHOI TiepTeH3Ii.

Ilpomunoka3zaunna.

- [ligBuieHa yyTIMBiCTh 10 OyIb-KOTO KOMIIOHEHTA MIPETapary;

- CHHJIPOM CJTa0KOCTi CHHYCOBOTO By37a a00 cCHHOaTpiaabHa OJ0Kaa cepris;
- Opaaukapnis (menue 50 yaapiB 3a XBUJIMHY y CTaHi CIIOKOIO);

- arpioBeHTpUKYyIsipHa O61okana I ao III crymens;

- cepleBa HeIOCTaTHICTb.

B3aemooia 3 inwumu nikapcokumu 3acovamu ma inwi euou 63aemodin. OIHOYACHUIN
NpUKHOM TIpernapaTy 3 IHIIMMHU aHTUTIIEPTEH3UBHUMH 3aC00aMH YHHUTH aTUTHBHUAN €(EKT.
OcCkilbKM ~ TPULMKIIYHI AHTUJICTIPECAHTH MOXYTb 3MCHIIIUTH e(DEeKTUBHICTh
AQHTHUTINEPTCH3UBHUX areHTIB LEHTPANbHOI Mii, NMpHU3HAuYeHHsS IMX MpernapaTriB pa3oM 3
MOKCOHIJIMHOM HE PEKOMEHTy€ThCA.

MOKCOHIIMH MOK€ TOTEHIIIOBAaTH €(PEeKT TPUIMKIIYHUX aHTHICTPECAHTIB (OJHOYACHOTO
MPU3HAYEHHS CII1]] yHUKATH ), TPAHKBLJI13aTOPIB, AIKOTOJII0, CEAATUBHUX Ta CHOAIMHUX 3aC001B.
MOKCOHIIMH TOMIpHO WiJACWIIOE TOPYIIEHHS KOTHITUBHOI (YyHKHIi y TMaIi€eHTiB, SKi
OTPUMYIOTH JIOpa3enaM. BiH Moxke TakoK MOCHIUTH ceJaTUBHUM edekT OeH30/11a3emniHiB npu
OJIHOYAaCHOMY 3aCTOCYBaHHI.

MOKCOHIIMH BUBOJIUTBCS LUIAXOM TyOyisipHOi ekckperii. He Mo)kHa BUKITIOYAaTH B3aeMOJIT
areHTaMH, 110 BUBOASTHCS IIISIXOM TYOyJISIPHOT €KCKpeITii.

Ocobueocmi 3acmocy8amnus.

MOKCOHI/IMH MalieHTaM 3 aTpiOBEHTPUKYIISIPHOO 0JI0Ka1010 | cTyneHHs ciijl 3aCTOCOBYBATH 3
0COOJIMBOIO 00EPEKHICTIO, 1100 YHUKHYTH OpaguKapIii.

3 00epeXHICTIO €11 3aCTOCOBYBATH MOKCOHIIH MAalli€EHTaM 13 TSXKKOIO 11IEMIYHOI0 XBOPOOOIO
cepiis a00 HECTaOUILHOK CTEHOKApI€I0, OCKIIBKU JIOCBLJ 3aCTOCYBAHHS IperapaTy TaKUM
narieHTamMm oOMexXeHuH.

PexoMeHyeTbcsl 3 00EpEXKHICTIO 3aCTOCOBYBATH MOKCOHIIMH MNAIllEHTaM 13 HOPYLIEHHIM
GyHKLIT HUPOK, OCKIIBKM BIH BHMBOAMTHCS IE€PEBAKHO HUpPKaMU. TakuM mallieHTam
PEKOMEHIYETHCSI 00EPEKHO TUTPYBATH J03Yy, OCOOIMBO HA ToYaTKy Teparii. JlikyBaHHs ciif
posnouaty 3 1034 0,2 Mr Ha 100Y; 103y MOXHA 301IBIIUTH MakCUMYM 110 0,4 MT Ha 100y, SKIIO
1€ KJIIHIYHO TIOKa3aHe 1 Mpemnapar MmepeHoCUuThCs 100pe.

SIKI110 MOKCOHITMH 3aCTOCOBYBATH y KOMOiHallii 3 B-aapeHobI0kaTopaMu i 00uaBa mpenapatu
HEOOX1IHO BIAMIHUTH, CIIOYATKY CIiJl BIIMIHUTU B-aIpeHO0JIOKaTOp, a MOTIM Yepe3 KilbKa
JHIB — MOKCOHI/IUH.

Ha nanuit yac nposiBy eexTiB BiAMIHM 3 OOKYy apTepiaJlbHOTO THUCKY MICJS MPUITUHEHHS
OpUHOMY MOKCOHIIUHY He Big3Havanocs. OpHaK panToBe MEpepUBaHHSA Teparii
MOKCOHIJIMHOM HE PEKOMEHAYEThCS; HATOMICTB JI03Y CIIiJ] IOCTYIOBO 3MEHIITYBATH MPOTATOM
2-X TH)KHIB.

[TamieHTaMm 13 PiAKICHOIO CMAIKOBOO HETIEPEHOCUMICTIO TajaKTO3H, Me(IIMTOM JaKkTa3u abo 3
MOPYIICHHSM BCMOKTYBAaHHS TJIFOKO3HM Ta rajlakTO3M HE MOKHA NMpHMMaTH Lel JiKapChbKUn
3aci0.



3acmocysanns y nepioo sazimuocmi abo 200y8anHs 2pyoor.

BinmoBimHUX JaHWUX IMOAO 3aCTOCYBaHHS MOKCOHITUHY BariTHAM JKIHKaM HEMae.
JlocikeHHsT Ha TBApUHAX MTPOJEMOHCTPYBAIN TOKCHYHHUI BIUIMB Ha IUTi. MOXIUBUN PU3HK
JUISL JII0JIeH HeBimoMuit. MOKCOHIIUH HE CITiJ1 3aCTOCOBYBATH Y MEPi0]] BariTHOCTI, SKIIIO HEMAE
SIBHOT HEOOX1THOCTI.

MOKCOHIIUH €KCKPETYETHCS Y TPYIHE MOJIOKO 1 TOMY MOTO HE MOKHA 3aCTOCOBYBATH y TIEPi0]]
TOJyBaHHs TPYMI0. SIKIO Teparlisi MOKCOHITUHOM € HEOOX1JIHOI0, TOAYBAHHS TPYIJIIO CIIif
MPUITHHATH.

30amuicme énausamu Ha WEUOKICMb peakyii npu Kepy8aHHi AgMompaHcnopmom abo iHuumu
mexanizmamu. JlocmiayKeHHs 1010 BILUTMBY MpenapaTry Ha 3/1aTHICTh KepyBaTH aBTOMOOLIEM
abo mpamroBaTH 3 IHIIMMH MeXaHi3MaMu He NpoBoAwau. [IpoTe MOBIIOMIISIIOCS PO
COHJIMBICTH Ta 3armamopoueHHs. Lle (axT cimig BpaxoByBaTH 1ij] Yac BUKOHAHHS TaKUX POOIT.

Cnocio 3acmocysannsa ma 003u.

Hopocni. JlikyBaHHS CITiJi pO3MOYMHATH 3 HAWHMKYOI 103U MOKCOHimuHY — 0,2 Mr Ha 100Yy.
Sxuo TepaneBTHUHUHN e(eKT HeOCTAaTHIHN, uepe3 3 THKHI 103y MOkHA 301nbmuTH 10 0,4 Mr.
[lro no3y mMoxHa mpuiiMatu 3a | pa3 (Bpanii) ab0 PO3MOAUTUTH Ha 2 MPUUOMH (BpaHI Ta
BBeuepi). SIKIIO MPOTATOM HACTYHMHHUX 3-X THXKHIB Pe3yiabTaTH HE3aJ0BUIbHI, 103y MOXHA
301IpIUTH MakcumyM 110 0,6 Mr, mpuiimatu y 2 nmpuiioMu, BpaHili Ta BBeuepi. PasoBy no3y 0,4
MI' MOKCOHIIMHY Ta J000BYy MakcuUMaibHy nA03y 0,6 MI MOKCOHIJUHY HE MOXHa
nepepuiryBati. Jlo3y mpemapaTry i miaOupaTd IHAWBIAYATBHO, 3aJCKHO BiJ peakiii
[ari€eHTa.

[Ipenapat Mo)XHA IPUIMATH HE3aJEKHO BiJ BKMBaHHS TKi. TableTKy citi 3acTOCOBYBATH 3
JIOCTAaTHBOKO KUIBKICTIO PiAMHHU.

Tayienmu nimuvoeo siky. SIKIIO HEMae HUPKOBOT HEJOCTATHOCTI, JO3YBAaHHS TaKe K caMe, SK
1 JUTSI TOPOCTIUX.

Hupkosa Hedocmamuicmy. Jfie TAIi€HTIB 3 MOMIPHUM TOPYIIEHHSIM (DYHKIIT HHPOK
(mBUAKICTh KiIyOoukoBoi ¢imbTpanii > 30 mu/xB, ane < 60 MiI/XB), Ta AN XBOpHUX, SKi
3HaXOJAThCA Ha TeMOjiani3i, MmodaTkoBa J03a He Mae mepeBunryBatu 0,2 wmr, y pasi
HEOOXIJTHOCTI /103y MOKHa 301unbmTH. [lamienTam i3 TSODKKMM MOpYHIEHHIM (DYHKIT HUPOK
(wBHAKICTH KITyOOuKOBOi (iabTpaliii < 30 MJI/XB) MOKCOHIJIUH MPOTUIIOKA3aHUM.

Ileuinkoea neoocmamuicms. J{s NalieHTiB 13 NOPYIIEHHAM (QYHKIIT NEYiHKHM KIIHIYHI JaH1
BijicyTHI. [IpoTe MOKCOHIAMH HE 3a3Ha€ MeTa0oI3My y TIEUiHIll, 3HAYHOTO BIUIMBY Ha HOTO
(apMaKOKiHETUKY HE OYiKyeThCs. TOMY 03yBaHHS Ul MAL€HTIB 31 CIAOKMMU MOMIPHUMHU
MOpyIIEHHSIM (QYHKIIIT TIEUIHKA PEKOMEHIYEThCSA TaKe K caMme, 10 1 Jyuist jopochux. [Ipuiiom
npernapaTty He MO>KHa [epepuBaTi panToBO, OCKUIBKM MOXIIUBICTh PUKOIIETHOI apTepialbHOi
rinepreHsii Sk «e(eKTy BIAMIHW HEMOKIIMBO OBHICTIO BUKIIIOUNTH. [Tpuiiom mpenapaty ciif
HOPUITUHATH OPOTITrOM 2-X THXHIB, TOCTYIIOBO 3MEHIIIYIOUH J03Y.

Himu. EdextuBHICTh 1 Oe3meka 3acTOCYBaHHs Ipenapary AiTAM He BCTAHOBJEHI, TOMY
mpernapar He CJIiJl MpU3HayvaTy 11l BIKOBil KaTeropii.

Ilepeoo3ysanns.

B okpemux Bumaakax Inepeo3yBaHHS MOKCOHIIMHY, HaBiTh y 1031 19,6 mr Ha no0y, He
MPU3BOJIMIIO JIO JIETATBHOTO HAcHiAKy. Jlo CHMOTOMIB Iepeno3yBaHHsI HaJICKUTh TOJOBHHMA
01, cegaTUBHUI e(eKT, COHJMBICTb, apTepialibHa TiMOTEH3is, 3allaMOpPOYEHHs, 3arajbHa
cinalKicTh, OpaauKap/Iis, CyXiCTh Y pOTi, OJFOBaHHS, OUTb Y BEpXHIil JUISIHII )KMBOTA 1 BITUYTTS
HE3Ay)KaHHS. Y BHUIAAKY TSKKOTO MEPe03yBaHHS PEKOMEHIYETHCS PETeIbHUI MOHITOPUHT
MOPYIIEHBb CBIJIOMOCTI Ta OCOOJIMBO — MPUTHIYEHHS TuXaHHS. ba3yrounch Ha JOCTIIKEHHIX
BUCOKHMX J103 IpemapaTry y TBapHH, JOAaTKOBO MOKHA OYIKYBaTH IOSBY THUMYacoOBOT
apTepiaibHOI rinepreHsii, Taxikap/ii 1 rinepriikemii.



CnernudiuyHi aHTUIOTH HEBiAOMI. Y BHIIAIKy apTepiajibHOiI TINOTEH31i ISl MATPUMKH
TeMOIMPKYJIALIT PEKOMEHIYETbCS 3aCTOCYBAaHHS JOMAMiHy 1 BBEICHHS IUIa3MO3aMiHIOIOUMX
PO34MHIB. ATpOITiH MOKe OyTH €(DEKTUBHHUM IPH MOABI OpaguKapii.

AHTaroHiCTd 0-aJpEHOPELENTOPIiB MOXYTh 3MEHUIMTH ab00 YCYHYTH MapagoKcajbHi
rinepTeH3uBHI €()eKTH Mepe103yBaHHI MOKCOHIIUHY.

IHoo6iuni peakuii.

HaituacTimi nmoGiyHi eeKTH MOKCOHIIMHY BKIIIOYAIOTh CYXICTh y POTi, 3alaMOpOYEHHS,
COHJIMBICTb 1 3araJibHy clIa0KicTh/acTeHito. LI CHMIITOMHU 4acTO 3MEHIIYIOTHCS TICS KUTBKOX
THO)KHIB JIKyBaHHSI.

3 0oky Hepeosoi cucmemu: TOJOBHUW OiNb, 3amaMOpPOYCHHS/BEPTUTO, COHJIMBICTb,
HETPUTOMHICTb.

3 60Ky WiYHKOBO-KUWK08020 Mpakmy: CyXiCTh y POTi, Jiapesi, HyJ10Ta/0IF0BaHHS, TUCIICTICIS.
3 6oy opeanie 30py ma nabipunmy: I3BiH y ByXax.

3 6oky wKipu ma niOwKipHoi MKaHUHU: PEAKIi TIMepYyTIUBOCTI, y TOMY YUCIII BUCHUIIAHHS,
cBepOIXX; aHT1I0HEBPOTUYHHI HAOPSIK.

3 60ky cepyeso-cyounHoi cucmemu: OpaauKapiis, aprepiajibHa TinoTeHsis (y ToMy 4YHcii
OpTOCTATUYHA TIMTOTEH31s).

3 60Ky ckenemno-m a30680i cucmemu ma cnOayYHOi MKaHuHuy: O171b y CIIMHI, O11b y LIHI.
Tcuxiuni nopywenns.: 6€3COHHS; 3HSPBOBAHICTD.

3acanvni nopywenns: acTeHis; HaOpsK.

Tepmin npuoamnocmi.
2 poku nus po3zyBanHs 0,2 mr. 3 poku juig no3ysanss 0,3 mr ta 0,4 mr.

YmoBu 30epiranns. 36epiraTi B OpuriHaibHii ynakosii npu temmneparypi He uiie 30 °C y
HEIOCTYITHOMY JIJIS NITEH MiCIIi.

YnakoBka. [To 10 TabneTok, BKpUTUX ILIIBKOBOIO 000JIOHKOIO y Guictepi, o 3 Omicrepu y
KapTOHHIN KOpoOiii, 1o 25 TabIeToK, BKPUTHUX TUTIBKOBOIO 000JIOHKOIO Y OJicTepi,
1o 2 GuicTepu y KapTOHHINA KOpOOLi.

Kareropis Binmycky. 3a peuenrom.

Bupoouuk. Apre3an ®apma ['M6X i Ko. KI', Himeuunna/Artesan Pharma GmbH & Co. KG,
Germany.

Micue3naxonxeHHs1 BAPOOHHKA TA Or0 agpeca Micusi BIIPOBA/KEeHHSI NiAJIbHOCTI.
29439, JTroxos, Benmgnanmmrpace 1/29439, Luechow, Wendlandstrasse 1.



