IHCTPYKIIA
JI MeIUYHOI'0 3aCTOCYBAHHA Ipenapary

MOKCOTAMA®
(MOXOGAMMA®)

Cknao:

diroya peyosuna: moxonidinum

1 Tabnerka MicTuTh MOKCOH1AMHY0,2 Mr ab6o 0,3 mr, a6o 0,4 mr;

00NOMIJICHI peyouHU: TAKTO3W MOHOT1IpaT, KPOCIOBIOH, TToB110H K 25, MarHito cTeapar, ripOoKCHIIPOIIMETHIIIETI0N03a, TUTany aiokcun (E 171), makporomn 400,
3amiza okcup yepBonuit (E 172).

Jlikapcbka ¢gopma. TabneTku, BKPUTI IJTIBKOBOIO 000JIOHKOIO.
dapmakoTepaneBTHYHA Ipyna. AHTHapeHepriuHi 3acobu 3 neHTpanbHuM MexaHizmoM Aii. Kog ATC C02A CO05.

KutiHiyHI XapaKTepUCTHKH.
Ilokazanna. AprepianbHa TrinepTeH3is.

Ilpomunokaszanns.

- IlinBuIIeHa Yy TIUBICTH 70 OYAb-IKOTO KOMIIOHEHTA MIpernapary;

- CHHJAPOM cJ1abKOCTI CHHYCOBOTO By3Jia a00 CHHOATpialbHa OJ0Kaaa cepls;
- Opagukapmuis (Merie 50 yaapiB 3a XBHJIUHY y CTaHI CIIOKOIO);

- aTpioBeHTpuKymsipHa 6mnokana I abo 11l crynens;

- ceplieBa HEJOCTATHICTb.

Cnoci6 3acmocyeanns ma 003u.

Hopocni. JIikyBaHHS CITiJ] pO3IIOYMHATH 3 HAHHMKYOT 1034 MOKCOHITUHY — 0,2 MI Ha 100y. SIKI0 TepaneBTUUHUN e(eKT HeloCTaTHIH, yepe3 3 THXKHI 103y MOXKHa
36impmmTa 10 0,4 mr. Lo 103y MoxkHa mpuiiMaTH 3a 1 pa3 (Bpasiii) abo po3moAiTUTH Ha 2 IPUHOMH (BpaHIli Ta BBeUepi). SKIIO MPOTATOM HACTYITHUX 3-X THKHIB
pe3yJbTaTH HE3aI0BUIbHI, 103y MOXHA 30UIBIIMTH MakcuMyM 110 0,6 mMr, npuiiMaty y 2 npuiioMu, BpaHili Ta BBeuepi. PazoBy 103y 0,4 Mr MOKCOHiIMHY Ta 1000BY
MaKCUMalbHy 103y 0,6 M MOKCOHIIMHY HE MO>KHA TepeBHUILyBaTH. J[03y npenapaTy ciiij miaoupaTy iHAWBITyaabHO, 3aJISKHO BiJl peakilii mamieHTa.

[TpemapaT MoxHa puUtMaTH He3aJeKHO BiJ BXKUBaHHS Tki. TabnaeTKy ciaif mpuiMaTu 3 JOCTaTHROIO KIJBKICTIO PIAUHU.

Tayienmu nimuvo2o 6iky. SIKII0 HEMae HUPKOBOI HEJJOCTATHOCTI, 1I03YBaHHS TaKe K caMe, sIK 1 1711 TOPOCIIHX.

Huproea neoocmammuicmy. J{71s1 nauieHTiB 13 MOMIPHUMHU NOPYIIEHHSAMHU (YHKIIIT HUPOK (MIBUIAKICTH KITyO0ouKkoBOi ¢inbTparii > 30 mi/xB, ane < 60 Mi/XB), Ta 1Is
XBOPHX, SIKi 3HAXOIATHCSI HA TEMO/Tialli31 MOYaTKOBA 7032 He Mae repeBuiryBat 0,2 MT, y pa3i HeoOXiTHOCTI 103y MOKHA 301IbUTH. [lamieHTam i3 TSRKKUMH
nopyueHHsIMU QYHKIIT HUPOK (IBUIKICTH KITyO0oukoBoi (inmbTparii < 30 MJI/XB) MOKCOHIIUH MPOTHUIIOKA3aHHIA.



Ileuinkosa neoocmamuicms. JIns MAII€HTIB 13 MOPYLICHHSIMH (QYHKIIIT MEYiHKY KIiHIYHI JaHi BiACYTHI. [[poM@KCcoHITuH He 3a3Hae MeTa0oi3Myy MeUiHIli, 3HAYHOTO
BIUTMBY Ha HOTO (papMaKOKiHETUKYHE OHiKY€ThCs TOMY JO3YBaHHS JJIs MAIIIEHTIB 31 CTAOKUMU TOMIpHUMH MOPYIICHHAM (YHKIITEYIHKN PEKOMEH Ty €ThCSI TaKe 3K
came, 110 1 17151 Jopociux. [IpuiioMm npenapaTy He MOKHA IIepepUBaTH PanTOBO, OCKUIBKM MOJIMBICTh PUKOILETHOI apTepianbHOi MinepTeHsii K «epeKTy BIAMIHN»
HEMOXKJIMBO MTOBHICTIO BUKIIIOUUTH. [Ipuiiom mpenapary citifi MpUIUHUTH TPOTITOM 2-X THXKHIB, TOCTYTIOBO 3MEHIITYIOYH 03y .

Ilo6iuni peakuii.

Haituacrinn no6iuni eekTr MOKCOHIAMHY BKJIIOYAIOTh CYXIiCTh Y POTI, 3alIaMOPOYCHHSI, COHJIMBICTB 1 3arajibHy claOKicTh/acTeHiro. Lli cuMIToMH 4acTo 3MEHITYIOThCS
ICIIS KITbKOX THKHIB JIIKYyBaHHSI.

3 60Ky Hepeogoi cucmemu. TOTOBHUHN O1J1b, 3a11aMOPOYEHHS/BEPTUTO, COHJIUBICTh, HEPUTOMHICTb.

3 60Ky WIYHKOBO-KUUWKO8020 Mpakmy: CyXiCTh Y POTI, Jiapesi, Hy0Ta/OIFOBaHHSI, TUCTICTICISI.

3 60Ky opeanis 30py ma 1abipunmy: 13BIH y ByXax.

3 6oky wkipu ma niowKipHoi mrkanuHy: PEAKIIT TIMePIyTIIMBOCTI, Y TOMY YHCITI BUCHITAHHS, CBEPOIXkK; aHT1IOHCBPOTUIHUN HAOPSIK.
3 60Ky cepyeso-cyounnoi cucmemu: OpaauKapais, aprepiaibHa InoTeH3is (y TOMy YMCIi OPTOCTaTUYHA T1IOTEH31A).

3 60Ky ckenemHno-m 530601 cucmemu ma cROAYYHOI mKaHuKu: 0116 y CIIUHI, 011 y 1IHi.

Icuxiuni nopywenns: 6€3COHHS; 3HEPBOBAHICTb.

3azanvHi nopyuients: acTeHis; HaOPSIK.

Ilepeoo3ysanns.

B oxpemux Bunazakax rnepeno3yBaHHS MOKCOHIJUHY, HaBITh Y 1031 19,6 Mr Ha 100y, HE MPU3BOJMIIO JI0 JIETAILHOTO HAcHiAKy. Jlo cMMOTOMIB Iiepe103yBaHHs
HAJIC)KUTh TOJIOBHHIA O171b, ceJaTUBHUH e(DeKT, COHIIMBICTh, apTepialibHa TIOTEeH31s, 3aIlaMOPOUYCHHS, 3arajbHa CIIa0KiCTh, OpaJuKapis, CyXiCTb y POTi, OJIFOBaHHS,
O171b y BEepXHIN AUIAHII )KUBOTA 1 BIIUYTTS HE3yKaHHA. Y BUIAAKY TSDKKOTO MEepelo3yBaHHS PEeKOMEHY€ThCs peTeIbHUNH MOHITOPHHT MOPYILIEHb CB1IOMOCTI Ta
0COOJMBO — MPUTHIYEHHS TUXaHHs. ba3ylounch Ha TOCTIHKEHHAX BHCOKUX 7103 MIPETapary y TBapHH, J0JaTKOBO MOYKHA OUIKyBaTH MOSIBY THMYAacOBOI apTepiaibHOi
rinepTeH3ii, Taxikap/ii 1 rinepriikeMii.

CrnermdiuHi aHTUAOTH HEBiAOMI. Y BUNIAIKY apTepiaibHOI TMOTEeH311 [UTsl MATPUMKH TeMOIUPKYIISLIi pEKOMEHTY€EThCS 3aCTOCYBaHHS IOTIaMiHYy 1 BBEICHHS
M1a3MO3aMiHIOIOUUX PO3YMHIB. ATPOIIH MOKe OyTH eeKTUBHUM MpH MOosIBi Opaaukap/ii.

AHTaroHiCTH 0-aIPEHOPEIENTOPIB MOKYTh 3MEHIIUTH 200 YCYHYTH MapaJJOKCaIbHi TIepTeH3UBHI e()EKTH Mepe103yBaHHs MOKCOHITHHY .

3acmocysanns y nepioo eazimnocmi ab6o 200y6anus zpyooio.

BinmoBigHMX AaHUX 11010 3aCTOCYBAHHS MOKCOHITUHY BariTHUM >KiHKaM HeMae. JlochikeHHs Ha TBapUHAX MPOJIEMOHCTPYBAIM TOKCHUHUHN BIUIMB Ha TUTIJI.
MOXTMBUH PU3HK IS JIFOIeH HeBIIOMUN. MOKCOHIIMH HE CJIiJT 3aCTOCOBYBATH Y TIEPiO] BariTHOCTI, SKIIO HEMAae SBHOT HEOOX1THOCTI.

T'ooysanns epy0oro. MOKCOHIIUH €KCKPETYETHCS Y TPYIHE MOJIOKO 1 TOMY HOT0 HE MOKHA 3aCTOCOBYBATHUCS Y MIEPiO] rOyBaHHS TPYIAI0. SKIo Tepartis
MOKCOHIJTUHOM € HEOOX1HOI0, TOYBaHHS TPY/I0 CII1J IPUITHHUTH.

Mimu.

EdexTuBHIicTh 1 6€3MeKa 3aCTOCYBaHHS Npenapary AiTSM He BCTAHOBIIEHI, TOMY Mpenapar He i MpU3HavYaTH il BIKOBii KaTteropii.



Ocobueocmi 3acmocy8anHs.

MOKCOHIIUH MallieHTaM 3 aTPiOBEHTPUKYIISIPHOIO OJI0Ka010 [-T0 CTymeHs cliiJi 3aCTOCOBYBATH 3 OCOOIMBOIO O0EPEkKHICTIO, 1100 YHUKHYTH OpaguKapIii.

3 00epekHICTIO CITiJT 32CTOCOBYBATH MOKCOHIIMH MAII€EHTAaM 13 TSHKKOIO IMIEMIYHOI0 XBOPOOOIO cepIls a0 HECTaOUIbHOIO CTEHOKAPII€I0, OCKIITBKH TOCBIT
3aCTOCYBaHHS IpenapaTy TaKUM MaIieHTaM 0OMEXEHUH.

PexomeHyeThCs 3 00€pEKHICTIO 3aCTOCOBYBATH MOKCOHITUH MAIlIEHTaM 13 TIOPYIIEHHAM (PYHKIIiT HUPOK, OCKUTBKY BiH BUBOJHUTHCS TIEPEBAXKHO HUPKaMU. Takum
MalieHTaM PeKOMEHIYEThCsS 00epEKHO TUTPYBATH 103y, OCOOIMBO Ha MovaTky Teparii. JlikyBanHs ciia po3noyatu 3 103u 0,2 Mr Ha 100y; 103y MOXHA 301TBLIIUTH
MakcuMyM 110 0,4 Mr Ha 100y, SKIIO 1€ KJIIHIYHO MTOKa3aHe 1 mpenapar mepeHoCUThCS T00pe.

SIKI10 MOKCOHIIMH 3aCTOCOBYIOTH Y KOMOiHaIi1 3 B-aapeHobaokaTopamu i 00u1Ba mpenapaTi HeoOXiAHO BIAMIHUTHCTIOYATKY CJIi BIIMIHUTH -agpeHobaokaTop, a
MOTIM Yepe3 KiJIbKa JHIB — MOKCOHITUH.

Ha nanwuii gac nposiBy eexTiB BiAMIHU 3 OOKY apTepiajibHOI'O THCKY MICIs MPUIMHEHHS NPUIOMY MOKCOHIAMHYHE Bi3Havyanocs. OJIHaK panToBe IepepruBaHHs
Teparii MOKCOHIIMHOM HEe PEKOMEHAYETHCS; HATOMICTD J03Y CJIi/I OCTYIIOBO 3MEHIITYBAaTH MPOTSTOM 2-X THIKHIB.

[TamienTaMm i3 piAKICHOIO CIIaJJKOBOIO HEMEPEHOCUMICTIO TaJlakTO3H, Ae(ILUTOM JIakTa3u ado 3 MOPYIICHHSIM BCMOKTYBAaHHs IVIFOKO3M Ta rajlakTO3M HE MOXHA
npuiiMaTy 1el Jikapcbkuii 3acio.

30amuicms ennueamu Ha WBUOKICMb PeaKyii npu KepyeanHi A6MOMPAHCHOPHIOM Ad0 pOOOmMI 3 IHUWUMU MEXAHIZMAMU.
JlocmiIKeHHS 111010 BILTMBY NpenapaTy Ha 3/IaTHICTh KepyBaTH aBTOMOOLIEM a00 MpaIlOBaTH 3 IHIIMMH MeXaHi3MaMH He TpoBoAwiIucs. [IpoTe moBimomiIsiocs mpo
COHJIMBICTB Ta 3armamopoueHHs. Lleii ¢akT citig BpaxoBYBaTH ITiJ1 9aC BUKOHAHHS TaKUX POOIT.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.

OpHouacHM mpUioM Ipenapary 3 IHIIMMHU aHTUTINEePTEH3UBHUMU 3aC00aMU YNHUTH aIUTUBHUN e(eKT.

OCKUTBKY TPULIUKIIIYHI aHTHICTIPECAHTH MOXKYTh 3MEHIIUTH €()eKTHBHICTh AHTUTINEPTEH3UBHUX areHTIB IICHTPAIBHOI /i, MPU3HAYECHHS IUX MPETapaTiB pa3oM 3
MOKCOHIINHOM HE PEKOMEHIYEThCH.

MOKCOHITUH MO TIOTEHI[II0BATH €()eKT TPUIUKIIIYHIUX aHTHICTIPECAHTIB (OJHOYACHOTO MPU3HAYCHHS CIIiJ] YHUKATH ), TPAHKBLIII3aTOPIB, aJIKOTOJII0, CEAATHBHHUX Ta
CHOJIIMHUX 3aCO0iB.

MOKCOHIIMH TIOMIpHO MiJBHIIY€ TOPYIICHHS KOTHITHBHOI (DYHKIIIi y TAIIEHTIB, sIKi OTPUMYIOTH JIOpa3enaM. BiH Moke TaKoX IMOCHINTH CeNaTHBHUNA €(PEeKT
OeH30/11a3eIiHIB MPU OJJHOYACHOMY 3aCTOCYBaHHI.

MOKCOHIIMH BUBOJHUTHCS IIISIXOM TyOyIsipHOT eKckperii. He MoXHa BUKITIOUAaTH B3aEMO/IT areHTaMH, 10 BUBOSATHCS MIISTXOM TyOyIJISIpHOT €KCKpeITii.

dapMaKoJIOTiYHi BJIaCTUBOCTI.

Dapmaxoournamixa. MOKCOHIAMH € CENIEKTUBHUM aroHICTOM 1Mi/1a301iHOBHUX PELENTOPIB y LIEHTPalbHI HEPBOBIii CUCTEMI.

VY cToBOYpi MO3KY MOKCOHIZMH CEJIEKTUBHO 3B’ S3YETHCS 3 iM11a30IiHOBUMH perienTopaMu. Lli 9y TimBi 10 iMia30IiHy penenTopy 3HaXOAIThCS IEPEBAKHO Y
pOCTpaibHOMY Bl BEHTPOJIATEpaIbHOI YACTUHU TOBracTOro MO3KY, AISHII, IO BiIIFPa€ BaXJIMBY pOJib Y LIEHTPAIbHOMY KOHTPOJII CHMIATUYHOI HEPBOBOI
cuctemu. Edexrom Takoi B3aeMOJIIT 3 iMia30J1IHOBUMH PEIENTOPAMH € 3MiHa aKTUBHOCTI CHMITATUYIHOI HEPBOBOI CUCTEMH Ta 3HWKCHHI apTepialbHOTO THUCKY.
MOKCOHIIUH BIAPI3HAETHCS BiJl CHMIATOIITHUHUX aHTUTINEPTEH3UBHUX 3aC001B HU3BKOKO CIIOPIIHEHICTIO 3 IEHTPATbHUMH 0-aJpEHEPTIYHIUMHE PELENTOPaMHU
MIOPIBHSHO 31 CTIOPiTHEHICTIO 3 IMiAa30TIHOBUMIpEieITOpaMu. ToMy ceaaTuBHUH e(heKT Ta CyXiCTh y pOTi, IIPH 3aCTOCYBAaHHI MOKCOHIJMHY BHHUKAIOTh PiJIKO.



MoKCOHIIUH € e()eKTUBHUM aHTUTIIEPTUH3UBHUM 3aCO00M. 3aCTOCYBAHHS MOKCOHIIMHY MPU3BOAMTH A0 3MEHIIEHHS NepU(EepUIHOro CyMHHOTO ONOpY 3
MOJAJIBIIIMM 3MEHIIIEHHS apTepialIbHOTO THCKY.

Dapmarokinemuka. MOKCOHIIUH MICIsI IEPOPATBHOTO MPUIOMY IIBUIKO BCMOKTYEThCs. A6copOyeThbes mpudiuzno 90 % npuitasroi nos3u. [IpecucremMuuit
MeTa0oJIi3M BiICYTHIN, 01010CTYIHICTh CTAHOBHUTH 88 %.

JInme 6:1m3bK0 7 % MOKCOHIAMHY 3B’ A3Y€ThCA 3 OUIKaMU IJIa3MHU KPOBI.

Mokconinua metadomizyerbes Ha 10-20 %, mepeBaxHO 10 4,5-IUT1IPOMOKCOHIIMHY Ta IMOXiTHOTO aMiHOMETaHAMIIMHY, IIIJISIXOM BiIKPHBAHHS iM1/1a30JTIHOBOTO
KaHambIs. ['inoTeH3uBHUM epexT 4,5-UriIpOMOKCOHIIMHY cTaHOBUTH nuiie 1/10, moxigHoro amiHoMeraHamianHy — MeHIie 1/100 epekTy MOKCOHITUHY.
MOKCOHITUH Ta HOTO METa0OJIITH Mai>ke TOBHICTIO BUBOIATHCS YepEe3 HUPKHU.

[Tonag 90 % no3u BUBOIUTHCS YHPOAOBX MEpIIUX 24 TOAMH 4Yepe3 HUPKU, MPUOIU3HO

1 % BuBomUTHCS 3 hekanisimu. CymapHe BUBECHHS HE3MIHEHOTO MOKCOHITUHY CTaHOBHTH puOIm3Ho 50-75 %.

CepenHiii mepioJ HamiBBUBEICHHS MOKCOHIIUHY Ta HOro MeTabodiTIiB CTAaHOBUTHh MHPUONMU3HO 2,5 TOAMHU Ta 5 TOAWH BiAMOBIIHO.

VY mami€eHTiB 13 MOMipHUM MOpPYyIIEHHSIM (QYHKIIT HUPOK (IIBUAKICTH KITy00oukoBOi ¢inbTpamii 30-60 Mi1/XB), KIIipeHC 3HIKYETHCS 10 52 %.
dapMaKOKIHETUYHI TOCIIHKEHHS y JIITeH HEe MPOBOIMINCS.

MOKCOHIIUH TIPOHHUKAE Yepe3 reMaToeHIeanivHmii Ta TUIalleHTapHUN 0ap’ep, EKCKPETYETHCS Y TPYTHE MOJIOKO.

dapmaneBTHYHI XapaKTePUCTHKH.

OcHogHi ¢izuxo-ximiuni enacmusocmi: madremxu no 0,2 me: Kpyrii TaOJIETKH, BKPUTI TUTIBKOBOIO 000JIOHKOO, CBITIO-POKEBOTO KOJIBOPY;
mabaemku no 0,3 me: Kpyrii TabJIeTKH, BKPUTILTIBKOBOIO 000JIOHKOIO, POKEBOTO KOJIBOPY;

mabaemku no 0,4 me: Kpyrii TabJIETKH, BKPUTILIIBKOBOIO 000JIOHKOI0, TEMHO-POKEBOTO KOJIEOPY.

Tepmin npuoamnocmi.
2 poxu s no3zyBanHs 0,2 mr. 3 poku g qo3ysanss 0,3 mr ta 0,4 mr.

YMoBH 30epiranns. 36epiratu B OpUriHajgbHIN ynakoBLi npu TeMnepatypi He Buiie 25 °C y HeloCcTynmHOMY AJIs AiTei MicIi.

YnakoBka. [To 10 TabrmeTok, BKPHTHX IUTIBKOBOIO 000JIOHKOIO y OmicTepi, Mo 3 OricTepr y KapTOHHIN KOpoOIli, 1o 25 TabJIeTOK, BKPUTHX IUTIBKOBOIO 000JIOHKOIO Y
omicrepi,

1o 2 GuicTepu y KapTOHHINA KOPOOITi.

Kareropis Binmycky. 3a peentom.

Bupoounuk. Hlanens Megikan, IpnangisChanelleMedical Ireland- BupoOuuiTBo «inbulke
Apresan @apma ['MOX i1 Ko. KI', HimeuunnaArtesan PharmaGmbH & Co. KG, Germany— nepBuHHE Ta BTOPMHHE TaKyBaHH, BUITYCK Cepii.

Micue3naxomxennsi. ['paderso [Nomyeitloughreg Co. Galway
29439, JTroxos, Benmnannmrpace 1/29439, Luechow, Wendlandstrase 1.



