IHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

MOKCOT'AMA®

(MOXOGAMMA®)

CKknaao:
ditoua pevosuHa: moxonidinum;
1 Tabnetka MicTuTh MOKCOHimuHYy 0,2 Mr abo 0,3 mr, a6o 0,4 mr;

0ONOMIdCHI peyoBUHU: TAKTO3KW MOHOTIAPAT, KPOCIOBiMOH, MoBimoH K 25, marHiio creapat, Onapgpaii
Y-1-7000 (MicTHATH TigpOKCUIIPOMIIIMETHUIILIENTI0I03a, TUTaHy giokcup (E 171), makporon 400), 3anisa
okcup yepBouuu (E 172).

JIikapcbka ¢opma. TabneTku, BKPUTI ITiIBKOBOIO 060JI0HKOIO.

OcHosHi ¢izuko-xiMiuHi 8aacmusocmi: madaemku no 0,2 me: Kpyriii TabIeTKH, BKPUTI MJTiIBKOBOIO
000JI0HKOI0, CBiTI0-POKEBOT0 KOJILOPY;

ma6aemxku no 0,3 me: kpyrii TabneTKy, BKPUTi MJIIBKOBOIO 000JIOHKOI0, PO2KEBOI'0 KOJIHOPY;

ma6.1emku no 0,4 me: Kpyrii Ta0/IeTKH, BKPHUTi IUTIBKOBOIO 000/I0HKOI0, TEMHO-P0OKEBOT0
KOJIBOPY.

dapMakoTepaneBTHYHA rpyna. AHTUTiIePTEeH3UBHUN 3aci0. AHTHagpeHepriunui 3acio 3
IIEHTPAIbHUM MeXaHi3MOM fil. ATOHIiCT iMiga30J1iHOBUX PELENTOPIB.

Kog ATX. C02A CO05.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.
MOKCOHIIVH € CEeJIeKTUBHUM aroHiCTOM iMifla30J/1iHOBUX PELIENTOPIB y IeHTPasIbHill HEPBOBIiM CUCTEMI.

Y cToBOYpi MO3KY MOKCOHIIMH CEJIEKTUBHO 3B’SI3Y€EThCS 3 iMiga3omiHOBUMHU perentopamu. Li uyTnusi
mo iMima30iHy pelenTopy 3HaXOOATHCS IIEPEBaKHO Y POCTPAIbHOMY Bifiili BEHTPOJIATePaIbHOI



YaCTHHU HOBracTOTO MO3KY, HiNSHII, IO Bigirpae BaxKJIUBY POJIb ¥ IIEHTPAIbHOMY KOHTPOJT
CUMNATHYHOI HepBOBOi cucTtemu. EdekToM Takoi B3aemopii 3 iMina3omiHOBUMY pelenTopaMu € 3MiHa
aKTUBHOCTI CUMITQTUYHOI HEPBOBOI CUCTEMHU Ta 3HMKEHHS apTepiabHOT0 TUCKY.

MoOKCOHIOUH BiIPi3HSAETHCS Bil CHMIIATONITUYHUX aHTUTIIEPTEH3UBHUX 3aC00iB HU3BKOIO
CIIOPiJHEHICTIO 3 L[eHTPaJIbHUMHU (-afPEHEPTIYHUMU peLlelITOpaMy IIOPIBHSHO 31 CIIOPIAHEHICTIO 3
iMiga3osiHOBUMY penientopamMu. ToMy cegaTUBHUM e(PeKT Ta CyXiCTh y POTi, IPH 3aCTOCYBaHHI
MOKCOHIIVHY BUHUKAIOTh PiIK0. MOKCOHIIWH € e(eKTUBHUM aHTUTIIEPTUH3UBHUM 3aC000M.
3acTocyBaHHS MOKCOHIIMHY IPU3BOAUTH J0 3MEHIIEHHS Mepu@epruyHoro CyINHHOTO OIIOpY 3
[IOAaIbIINM 3MEHIIIEHHSIM apTepialbHOTO0 TUCKY.

dapmakoKiHemuxka.

MOKCOHIOUH Micyig IepopanbHOro IPUIHOMY MIBUAKO BCMOKTY€EThCA. AGCcopOyeThest mpubau3uo 90 %
IpPUKHATOI f03u. [IpecucteMHu MeTaboJIi3M BifiCyTHiii, 6i0OOCTYIIHICTh CTAaHOBUTE 88 %.

JIumie 67mu3bK0 7 % MOKCOHIIUHY 3B’43Y€ThCS 3 OiIKamMu Ia3Mu KPOBi.

MoxkcoHigun MeTaboi3yeThcst Ha 10-20 %, mepeBaxkHo [0 4,5-IUTiTPOMOKCOHITUHY Ta MOXiTHOT0
aMiHOMeTaHaMiluHYy, IIJITXOM BiIKpMBaHHS iMila30J1iHOBOTO KaHaJbIA. [inoTeH3uBHUN epeKT 4,5-
IUTiTPOMOKCOHIWHY CTaHOBUTH juire 1/10, moxigHOro aMiHoMeTaHaMifuHy - MeHIe 1/100 edekTy
MOKCOHIIUHY.

MoOKCOHIAUH Ta 10r0 MeTaboIiTH MaliKe MMOBHICTIO BUBOISTHCS Yepe3 HUPKHU.
[Tonan 90 % [0O3M BUBOAUTHCS YIPOOOBXK MepuInX 24 TOOUH Yepe3 HUPKHU, TPUOIU3HO

1 % BuBogUTHCA 3 pekaniamu. CymMapHe BUBEIEHHS HE3MiHEHOTO0 MOKCOHIAUHY CTaHOBUTH
npu6nusno 50-75 %.

CepepiHiii iepion HamiBBUBEOEHHS MOKCOHITUHY Ta MeTaOOJIiTiB CTAaHOBUTH IPUOIN3HO 2,5 TOnuHU
Ta 5 TOOUH BiAIIOBigHO.

Y nmatieHTiB i3 TOMipHUM MOPYIIeHHAIM QYHKIIII HUPOK (IBUAKICTH KIyO604uKoBOl ¢inbTparttii 30-60
MJI/XB), KJTIipeHC 3HUXKYETHCA A0 52 %.

dapMaKOKiIHETHYHI JOCIIXKEHHS y AiTel He IPOBOAMIIN.

MoOKCOHIOUH IPOHUKAE Yepe3 reMaToeHIedaniynuil Ta malneHTapHui 6ap’ep, eKCKPETYETLCS Y
TpyOoHe MOJIOKO.

KrinigHi XxapaKTepHCTHKH.

ITokazanus. Bip nerxol 0o IOMipHOI apTepialbHOL rinepTeHsil.

IIpomunoka3aHHs.
- TlipgBuieHa YyTIUBICTH {0 GyOb-IKOTO KOMIIOHEHTA IIPemnapary;

- cuHAPOM ClMabKOCTi CHHYCOBOTO By3ia abo CuHOoaTpiaabHa 610Kaga CepIis;



- Opapukapmis (menmie 50 yoapiB 3a XBUIUHY ¥ CTaHi CIIOKOIO);
- aTrpioBeHTpHuKyngapHa 6nokapma Il abo III cTynens;

- ceplieBa HEOCTATHICTE.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodii. OnHOYACHUIH
IPUMOM TIperapaTy 3 iHIIMMY aHTUTIePTEH3UBHUMY 3aco0aMy YNHUTD afUTUBHUN e(eKT.

OCKibKY TPULUKIIIYHI aHTUEIIPECAHTH MOXYTh 3MEHIIUTHA €(DeKTUBHICTh aHTUTIIePTEH3UBHUX
areHTiB IIeHTPaJIbHOI Ail, IpU3HaYeHHS KX IIpenapaTiB pa3oM 3 MOKCOHIIMHOM He PEKOMEHIYEThCS.

MOKCOHIOUH MOXKe MOTEHIliI0BaTH eheKT TPUIUKITIYHUX aHTUOETIPECAHTIB (OMHOYACHOT0
IpU3Ha4YeHHS CJIifl yHUKATH), TPAHKBITi3aTOPiB, aJIKOT0JII0, CeIaTUBHUX Ta CHONIMHUX 3aC00iB.

MoKCOHIgVH IOMipHO MifICUIIIOE MOPYIIEHHS KOTHITUBHOI QyHKIIl ¥ Alli€HTiB, SKi OTPUMYIOTh
7opa3emnaM. BiH Moxe Tak0XkK IIOCUINTYU CeJaTUBHUYU epeKT OeH30/ia3emniHiB IpKU 0HHOYACHOMY
3aCTOCYBaHHi.

MOKCOHIIUH BUBOOUTHLCS LUISIXOM TYyOyNISIpHOI eKcKpelii. He MoXKHa BUKJII0YATH B3a€EMOJii areHTaMy,
110 BUBOASITHCS ILJISIXOM TYOY/ISIPHOI €KCKpeTli.

Oco06.1u8ocmi 3acmocyeaHHsi.

MoKCOHiUH nalieHTaM 3 aTPiOBeHTPUKYJIIPHOIO 6710Kafok0 I CTymeHHs CIIif 3aCTOCOBYBATH 3
0co0/11BOI0 00epekKHICTIO, 1100 YHUKHYTH OpaguKapmil.

3 06epeKHICTIO CIIifl 3aCTOCOBYBATH MOKCOHIUH TaIlieHTaM i3 TAXKKOIO ileMigyHOo0 XBOp000i0 cepls
abo HecTabiTbHOI0 CTEHOKAP/i€l0, OCKIIbKY NOCBiJ 3aCTOCYBaHHS IIperapaTy TakKuM IallieHTaM
00MexXeHHU.

PekomeHyeThCST 3 00€PEKHICTIO 3aCTOCOBYBAaTH MOKCOHIIWH TallieHTaM i3 OpyIIeHHAM QYHKIII
HUPOK, OCKIJIbKY BiH BUBOOUTHCSA IepPeBaXXHO HUPKaMU. TaKUM IallieHTaM PEKOMEHAYEThCSA
00epexkKHO TUTPYBaTH [03y, 0COOIMBO Ha IOYAaTKY Tepartil. JIikyBaHHS CJIif po3nodaTty 3 fo3u 0,2 MT
Ha [00y; 103y MoxkHa 30inmbimuT MakcumyMm fo 0,4 mr Ha mo0y, SKIIo Iie KITiHiYHO IMoKa3aHe i
mpernapar epeHoCUThLCS moope.

ZAKI10 MOKCOHIAMH 3aCTOCOBYBaTH y KoMOiHail 3 B-agpeHo0OI0KaTOpamMu i 00uBa IpenapaTu
HeoOXiHO BIIMIHWUTH, CIIOYATKY CJIif BigMiHUTH B-agpeH00JI0KaTOP, a IMOTIM Yepe3 KijlbKa [HiB -
MOKCOHI[IVH.

Ha manuit yac nposBy edekTiB BigMiHM 3 O0KY apTepiaqbHOT0 TUCKY IIC/s MPUIUHEHHS IPUHOMY
MOKCOHIIMHY He Big3Hadanocs. OgHaK panToBe MepepuBaHHS Tepallil MOKCOHIOUHOM He
PEKOMEHAYETLCA; HATOMICTh 403y CJIif IIOCTYIIOBO 3MEHIIYBATU IIPOTATOM 2-X TUXKHIB.

[TarienTaM i3 pigKiCHOIO CIIaKOBOIO HEIEePEeHOCHMICTIO raylakTo3u, nedimurom nakTa3u abo 3
MIOPYIIeHHSIM BCMOKTYBaHHS TIIOKO3U Ta TaJlaKTO3W He MOXKHa IIpPUMMaTH 1el TiKapchbKui 3acil.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

BifgmoBigHUX JaHUX 100 3aCTOCYBaHHSA MOKCOHIIWHY BariTHUM XiHKaM HeMae. [[oCIiIXKeHHS Ha
TBapyHaX [IPOAEMOHCTPYBaIu TOKCUYHUY BIJIUB Ha IUIiA. MOXKIIUBUYN PU3UK [JId JIIOAEY HEBITOMUU.
MoKCOHiUH He CJIifl 32aCTOCOBYBATH Y Iepiof] BariTHOCTI, SKIIO HEMAE IBHOI HeOOXigHOCTI.

MOKCOHIAVH €eKCKPETYETLCS Y TPYAHE MOJIOKO i TOMY MOTO He MOXKHa 3aCTOCOBYBAaTHU y Iiepiof
rOOyBaHHS I'Pynnio. SKIO Teparnis MOKCOHIZUHOM € HeOOXimHOI0, TONyBaHHS TPYAII0 CIif
IPUNUHUTH.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
mexaHizmamu. JTocmigKeHHSs 00 BIUIMBY IIperapaTy Ha 3TaTHICTh KepyBaTu aBToMobineM abo
[IpaIfioBaTy 3 IHIMMMU MeXaHi3MaM{ He IPOoBOOuin. [IpoTe mOBimOMIISIOCS IIPO COHNIUBICTE Ta
3armaMopoyeHHs. Lle# ¢pakT CiIif BpaX0BYBaTH IIifi YaC BUKOHAHHS TaKUX POOiT.

Cnocib 3acmocyeaHHsi ma do3u.

Lopocai. JIikyBaHHS CJIifl pO3MOYMHATH 3 HAWHUKYOI 103U MOKCOHiguHY - 0,2 Mr Ha H00y. AKIIo
TepaneBTUYHUYN eeKT HeOOoCTaTHiN, yepe3 3 TUXKHI 003y MoxkHa 30inpuuty go 0,4 mr. Lo go3y
MOXKHa ITpuiiMaTu 3a 1 pa3 (BpaHili) abo po3nmominuTy Ha 2 IPUHMOMH (BpaHIli Ta BBe4epi). AKIIo
IIPOTSITOM HAaCTYIHUX 3-X TUXKHIB Pe3y/IbTaTH He3a[OBiNTbHiI, HO3y MOXKHA 30i/TbIIUTH MAaKCUMYM M0
0,6 Mr, mpuiMaTy y 2 IpuioMy, BpaHIl Ta BBeuepi. Pa3oBy mo3y 0,4 MI MOKCOHIIUHY Ta BO6OBY
MakcuMasbHy 103y 0,6 M MOKCOHIOUHY He MOXKHa IepeBulllyBaTy. [[03y mpemnapaty CiIif migdupaTu
iHouBimyanbHO, 3a7€KHO Bif peaxiiil maiieHTa.

[TpemapaT MOXKHa IpUMaT He3aJiexkHO Bifl BxKUBaHHS 1xki. TaOneTKy CJIif 3aCTOCOBYBaTH 3
OOCTAaTHHOIO KiJTbKICTIO PiTUHU.

ITauieHmu aimHb020 BiKY. fKIIO HeMae HUPKOBOI HEOOCTATHOCTI, JO3yBaHHA TakKe X caMe, dK i [
OOPOCHHX.

Hupkxosa Hedocmam+icmy. [171s1 mallieHTiB 3 IOMipHUM MOPYLUIEHHSAM QYHKIII HUPOK (IIBUOKICTH
KJ1y604KOBOI1 QinbTparil > 30 Mn/xB, ane < 60 M/XB), Ta AJIS XBOPUX, SAKi 3HAXOAATLCS Ha
remofianisi, moyaTKoBa [i0o3a He Mae€ nepeBulyBatu 0,2 Mr, y pa3i He0OXiIHOCTI 103y MOXKHa
36inpmuTy. [TarieHTaM i3 TSXKUM NOPYLIIEHHIM QYHKIII HUPOK (IIBUAKICTh KITyO0YKOBOI dinbTparii
< 30 M11/XB) MOKCOHITVWH MPOTUIIOKA3aHUH.

ITeuinkosa HedocmamHicmb. [1715 MAIiE€HTIB i3 mopyImeHHAM (QYHKIIIl IeYiHKY KIiHiYHi faHi BiACYTHI.
[TpoTe MOKCOHIIWH He 3a3Ha€ MeTaboJ1i3My y MediHIli, 3HaYHOT'0 BIUIMBY Ha #0oro papMakoOKiHETUKY
He 04ikyeTbcs. ToMy mO3yBaHHS AJIS Malli€HTiB 3i c1aOKUMM IIOMipHUMHU TTOPYLIIEHHSAM QYyHKITII
IIeYiHKY PEeKOMEHAYEThCA TakKe X caMe, IO i gy mopocnux. [Ipuiiom npenapaTy He MOXKHa
IlepepuBaTy PalTOBO, OCKITbKY MOXKJIMBICTh PUKOIIETHOI apTepialbHOl TinepTeHsii K «edeKTy
BigMiHM» HEMOXKJIMBO IIOBHICTIO BUK/IIOYUTHU. [IpuiioM npenapaTy CIif NIPUIUHATYH IPOTATOM 2-X
TUXKHIB, IOCTYIIOBO 3MEHIIYIOYU JO3Y.

Himu. EdbexTuBHicTh i 6e31meKa 3aCTOCyBaHHS IIpenaparTy OiTSAM He BCTaHOBJIEHI, TOMYy IIpenapar He
CJIig IpH3HaAYaTH 1IiM BiKOBiil KaTeropii.



Ilepedo3yeaHHsi.

B okpemux BuUllaikax repefo3yBaHHS MOKCOHIOWHY, HaBiTh ¥ mo3i 19,6 Mr Ha no0y, He IPU3BOAKIIO
0 IeTalbHOT0 HACIAKY. [10 CUMIITOMIB Tepego3yBaHHs HaleXKUTh TOJIOBHUM 6iflb, CeqaTUBHUN
eeKT, COHNIMBICTDb, apTepiajbHa TiMOTEeH3is, 3aIaMOPOYeHHsI, 3arajibHa C1abKicTh, OpaguKapmis,
CyXiCcTh y poTi, O/mioBaHHS, 6i/ib y BEpXHil HiNSHII )KUBOTA 1 BiIUyTTS HE3AYyXKaHHS. Y BUIIAOKY
TSKKOT0 Iepefo3yBaHHsI PEKOMEHAYEThCS PETEeIbHUYM MOHITOPUHT IOPYIIEHb CBIAOMOCTI Ta
0CO0NIMBO - IPUTHIUEHHS AuXaHHS. ba3ylo4uck Ha JOCTiIXKeHHIX BUCOKHUX 03 IIpenapaTty y TBapuH,
IOOaTKOBO MOXKHa O4iKyBaTH IIOSIBY THMUYaCcOBOl apTepianbHOl rinepTeH3il, Taxikapgil i rinepriikemii.

Crneundiuni aHTUOOTHU HEBILOMi. Y BUIIA[Ky apTepiaabHOl TiMOoTeH3il g1 MiATPUMKU reMOUPKYIALil
PEKOMEHYEThCA 3aCTOCYBAaHHSA JONaMiHy i BBeIeHH [1JIa3MO03aMIiHIOIUYUX PO34YUHIB. ATPOIiH MoXKe

O0yTu epeKTUBHUM TIpHU 0SB OpaguKapmil.

AHTaAroHiCTH O-alpEHOPEIENITOPIB MOXKYTh 3MEHIIUTH a00 YCYHYTH ITapafoKcasbHi rinepTeH3uBHi
eexTu nepeno3yBaHHS MOKCOHIIVHY.

ITobiuni peakuii.

Hattyacrimi no6iuHi eheKTH MOKCOHIIUHY BK/II0YAIOTh CYXiCTh y POTi, 3alaMOpPOYeHHS, COHJIUBICTS i
3aranbHy cnabkicTh/acTeHito. Lli cuMITOMM YacTO 3MEHIIYIOThCS IMiCIIST KiMbKOX THUKHIB JTiIKyBaHHS.

3 60Ky Hepeoeoi cucmeMu: TOTOBHUH 0iIb, 3allaMOPOYEHHsI/BEPTHT0, COHTHBICTB,
HENIPUTOMHICTb.

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY: CyXiCTh V POTi, miapes, HymoTa/0II0BaHHS, TUCIIETICis.
3 60Ky opeaaHie 30py ma nabipunmy: [3BiH y Byxax.

3 60ky wkKipu ma niQwKipHOi mMKaHuHu: peakllii rinepyyTIUBOCTI, Y TOMY YKCJIi BUCHUIIAHHS,
cBepOiXK; aHTIOHEeBPOTUYHUM HAOPSK.

3 6oky cepueso-cyouHHoi cucmemu: OpaguKapmis, apTepianbHa TimoTeH3is (y ToMy YHCITi
OpPTOCTaTUYHA TillOTEH3is).

3 60Ky ckesiemHo-M’ 30801 cucmeMu ma cnoay4YHoi mKaHuHu: 6inb y cuHi, 6inb y mmi.
ITcuxiuHi nopyweHHA: 6e3COHHS; 3HEPBOBAHICTh.

3aeanvHi nopyweHHs: acTeHis; HaOPsK.

Tepmin npudamuocmi.

2 poxu Ay po3ysaHHd 0,2 Mr. 3 poku ans go3ysaHHA 0,3 Mr ta 0,4 wmr.

YMmoBH 30epirannsi. 30epiratu B OpuriHanbHii yIakoBIi npu Temnepatypi He Buile 30 °C y



HEeOCTYIIHOMY O OiTel MiCIIi.

YnakoBka. [To 10 TabmeTok, BKPUTUX I1JTiIBKOBOIO 060JI0HKOIO V 6icTepi, mo 3 GnicTepu y KApTOHHIN
KopoO1i, o 25 TabeToK, BKPUTUX IIJIIBKOBOIO 060JIOHKOIO y OicTepi,

1o 2 6yicTepu y KapTOHHIN KOPOOL1Ii.

Kareropis Bignmycky. 3a penentom.

BupobHuk. Apte3aH O®apma M6X i Ko. KI', HiMeuyuuHa/Artesan Pharma GmbH & Co.
KG, Germany.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicIsi BIPOBaJKeHHs TisuIbHOCTI. 29439,
JTioxoB, Bengnaummtpace 1/29439, Luechow, Wendlandstrasse 1.



