C AnTeka iHTepHeT uev

IHCTPYKUIA

ANS MeAMYHOro 3aCToCyBaHHSA J1IKapCbKOro 3acoby

®I3IOTEHC®

(PHYSIOTENS®)

Cknap:
Aditoya peyoBuHa: MOKCOHIOWUH;
1 TabneTtka MicTUTb MOKCcoHianHy 0,2 mr a6o 0,3 mr, a6o 0,4 mr;

AOMOMDKHI pe4yoBMHM: JNaKTo3a, MoHorigpaT; noBigoH K25; KpocrnosifoH;
MarHito cTeapaT; 060/10HKa TabseTku: rinpomMenosa, eTUaUentonosn BOAHAa
ancnepcia 30 %, makporon 6000, Tanbk, 3aniza okcua 4vepsoHun (E 172),
TuTany giokempg (E 171).

Jlikapcbka cpopma. TabneTku, BKpUTiI NNiBKOBOK 06010HKOM0.
OCHOBHI @i3nKO-XIiMi4YHi B1aCTUBOCTI:

Tabnetkn no 0,2 Mr — Kpyrni onykni TabneTkn CBITNO-POXEBOro KOAbOPY 3
BiabutkoM «0.2» 3 ogHOro 6oky;

Tabnetkn no 0,3 Mr — kpyrni onykni Tabnetkn 6ni40-4epBOHOr0 KONbLOPY 3
BiabutkoMm «0.3» 3 ogHOro 60oKy;

Tabnetkn no 0,4 Mr — Kpyrni onykni TabneTtkn MaToBO-4EPBOHOIr0 KOJIbOPY 3
BinbutkoMm «0.4» 3 ogHoro 6oky.

dapMmakoTepaneBTUYHa rpyna. AHTUrNepTeH3UBHI JliKapcbki  3acobwu.
AroHicTu imigazoniHoBux peuentopiB. MokcoHignH. Kog ATX CO2A CO5.

DapMaKoONOriyHi B1aCTUBOCTI.

QapmakognHaMika.
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Byno nosBeaeHo, WO MOKCOHIAMH € ePeKTUBHUM aHTUMINEPTEH3UBHUM areHTOM.
HasaBHI ekcnepuMeHTanbHi AaHi cBig4aTb MPO Te, WO UeHTpasbHa HepBOBa
cucrtema (LUHC) € Micuem aHTuUrinepTeH3uBHOI Aii MOKCOHIAMHY. MOKCOHIgWH €
CenekTUBHUM aroHiCToM iMiga3oniHoBMx peuenTtopiB. Lli uyTnusi 4o iMmigasoniHy
peuenTopn CKOHLUEHTPOBaHI Yy pOCTpasibHOMY BiAA4iNli BeHTposaTepanbHOI
YaCTUHU [O0BracTtoro MO3Ky - AiNdHUi, 5Ka BBAXAETbCA LEHTPOM perynauii
nepudepnyHoi CMMNATUYHOI HepBOBOI cuctemu. CTuMynauia iMigasoniHOBUX
peuenTopiB CrpUSAE 3HMXKXEHHIO aKTUBHOCTI CMMNATUYHOI HEPBOBOI CUCTEMMU I
3HUXYE apTepiaibHUN TUCK.

MOKCOHIAMH BIAPI3HAETLCA Bif iHWKUX CUMMATONITUYHUX AHTUTMNEPTEH3UBHUX
3acobiB BiAHOCHO HM3bKOK CNOPiIAHEHICTIO 3 BiAOMUMU A2-aApeHopeLenTopaMu
NOPIBHAHO 3 iMiga3soniHOBMMM peuenTopaMu. 3aBAsIKM LbOMY ceaaTUBHUMN
edeKT i CyxiCTb Y pOTi NpWn 3aCTOCYBaHHI MOKCOHIANHY BMHWKAKOTb pPiaKo.

Y OAVWHW  3aCTOCYBaHHA  MOKCOHIAWHY TMPU3BOAUTL A0 3MEHLUEHHS
nepndepnyHoOro CyanHHOro onopy 3 nojasnblMM 3HWXKEHHAM apTepiasbHOro
TUCKY. AHTUTINEepPTEH3NBHUN edeKT MOKCOHIAMHY 6yB MpOAEeMOHCTPOBaHUN Yy
NOABIMHUX cninuMX naauebo-KOHTPONbOBaHMX PaHAOMI30BaHUX AOCAIAKEHHSX.
Ony6nikoBaHi AaHi ceigyaTb, WO 3aCTOCYBaHHSA a@HTAroHiCTa aHrioteHsnHy II
(AIIA) pa3oM 3 MOKCOHIAMHOM Yy Naui€EHTIB 3 apTepiasbHOK rinepTeHsien Ta
rineptpodi€to NiBOro wWAyHo4YkKa Npu OAHAKOBOMY 3HUXXEHHI apTepianbHOro
TUCKY Aano 3MOry AOCArTU NOCUIEHHS perpecy rinepTpodii NiBOro WayHo4YKa
y MOpiBHAHHI 3 BiIbHOKO KOMbGiHauielo Tiasmay i 6nokatopa KanbLi€EBUX
KaHanbuiB.

Y TepaneBTUYHMX AOCAIAXEHHAX TPUBANICTIO 2 Micaui nopiBHAHO 3 nnaauebo
MOKCOHIAWH MigBULLYBaB iHAEKC YYTAMBOCTI A0 iHCYNiHY Ha 21 % y nauieHTiB 3
MOMIPHOIO riNepTeH3i€, OXXUPIHHAM Ta IHCYTIHOPE3UCTEHTHICTIO.

DapmaKoKIiHETHKA.

Abcopbuis. Tlicna BHYTPIWHbOro 3aCTOCYBaHHS MOKCOHIAMH wWBMAKO (4ac
AOCSArHEHHS MaKCMManbHOI KOHUeHTpauii y nna3sMi KpoBi (tmax) — 6nm3bko 1
roAMHW) Ta NPaKTUYHO NOBHICTIO abcopbyeTbCA y BEPXHIX Bigdinax WiIyHKOBO-
KULWKOBOro TpakTty. AbcontoTHa 6ioa0CTyNHICTb CTaHOBUTL NpubnmnsHo 88 %,
L0 BKa3ye Ha BiACYTHICTb 3HAYyHOro mMeTaboniamy npu
NEePBUHHOMY TMPOXOAXEHHi 4epe3 nediHKy. OAHO4YaCHWMM NPUAOM XKi He
BMNJMBA€E Ha PapMaKOKIiHETUKY MOKCOHIANHY.

Po3srnogin. CTyniHb 3B’a3yBaHH4 3 6inkamMu nnasMm Kposi, BU3HAYeHUN in vitro,
CTaHOBWUTb NpnbnunsHo 7,2 %.

biotpaHcgopmayis. Y 3paskax nnasmm Kposi nognHu 6yno ineHTundikoBaHo
nvwe JerigporeHisoBaHMM  MOKCOHIAMH.  dapMakoguHaMiyHa aKTMBHICTb
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AeriaporeHi3oBaHOro MOKCOHIAMHY CTaHOBUTb MNpubnnsHo 1/10 aKTUBHOCTI
MOKCOHIANHY.

BuBeseHHs. MNpoTarom 24-roaMHHOrO rnepiogy 3 ceyer ekckpetyetbca 78 %
3arajibHOI 403M MOKCOHIAWHY Y BUrNaai He3MmiHeHOI crioniykn i 13 % — y surnagi
AerigporeHi3oBaHOro MOKCOHiAWMHY. IHWI He3HauyHi MeTabonitm B ceui
cTaHoBNATb NpnbnnsHo 8 % apo3un. MeHwe 1 % BMBOAUTLCA 3 KanoM. lepiog
HaniBBMBELEHHSI MOKCOHIAMHY Ta Moro Metabonity ctaHoBUTb NpUbAN3HO 2,5
roavMHun Ta 5 roamH BiANOBIAHO.

@apMakoKIiHETUKA y MNauieHTIB 3 apTepiasibHOK rirnepreH3iero. Y NauieHTiB 3
apTepianibHOK TiNepTeH3i€eld MNOpPIiBHAHO 3i 340pOoBMMKM  A06POBOMbLLSAMMU
dapmMakokiHeETUKA MOKCOHIANHY CYTTEBO He Bigpi3Hanacs.

®apMaKkoKiHeETUKa y MNauyi€eHTIB JITHbOro BiKy. [NoB’A3aHi 3 BIKOM 3MiHMU
(papMaKoKiHETUKKN CnocTepiranumcs, HaniMoBipHille, Yyepe3 3HMXEHUWN piBEHb
MeTaboniamy i/abo gewo 6inbwy 6i0A0CTYNHICTb Y MAUIEHTIB NiTHBOrO BiKY.
OaHak Ui apMakoKiHEeTUYHI BiAMIHHOCTI He BBaXatoTbCs KNiHIYHO 3HAYyLWNMN.

GapmakokiHeTnka y Aiten. OCKiNbKM MOKCOHIAWH He peKkoMeHAOBaHWUW ANs
3aCTOCYBaHHA AiTSaM, apMakoKiHETUYHI AOCNIAXEHHSA Y ui cybnonynsauii He
NpOBOANITUCS.

®apMaKkoKiHETUKa rpu HUPKOBIM HEeAOCTaTHOCTI. BuBeaeHHS MOKCOHIANMHY
3HAYHOKO MIpPOK0 3aNexXuTb Big KNipeHCY KpeaTuHIHY. Y nauieHTiB 3 NMOMIipHOKO
HMPKOBOK HeAOCTaTHICTIO (WBKMAKICTb kKNyboukosoi dinbTpauii — 30-60 Mn/xB)
ctabinbHa KOHUEHTpauia y nna3Mi i KiHUueBM nepiog HaniBBMBeAEHHS
BiagnoBigHo npubnansHo B 2 i 1,5 pa3sa BULLi, HiX y MauUiEHTIB 3 apTepiasibHO
rinepTeH3ield i HOpManbHOK (QYHKUIEW HUPOK (WBMAKICTb K1y6O4YKOBOI
dinbTpadii > 90 Mn/xB). Y MAUIEHTIB 3 TSAXKOK HUPKOBOK HEAOCTATHICTIO
(wBmakictb kKNyb6oukoBoi dinbTpauii < 30 mMn/xB) cTtabinbHa KOHUEHTpauis Yy
nnasMmi i KiHUueBU nepioa HaniBBMBeAEHHS NpMbaM3HO B 3 pa3u BULUi. Y UMX
XBOPMX He CNoCTepiranocs HakoMMYeHHS MOKCOHiIAMHY nicna 6araTopa3oBoro
3aCTOCYBaHHA. Y Maui€EHTIB 3 HUPKOBOK HEAOCTATHICTIO TepMiHanbHOI cTagii
(wBnakicte knyboukosoi dinbTpauii < 10 MA/xB), SAKi 3HaAxXo4ATbCA Ha
remogianisi, AUC i KiHueBMI nepiog HaniBBUBeAEHHS BiANOBIAHO B 6 i 4 pa3u
BULWWI MOPIBHAHO 3 MauieHTaMW 3 apTepiasibHO TriNepTeH3i€e i HOPMasbHOK
PYHKUIEIO HUPOK. Y nMauieHTIB 3 TMOMIPHOK HUPKOBOK HEAOCTaTHICTIO
MaKCMMasibHa KOHLUEHTpaLuid MOKCOHIAMHY Yy nia3Mmi Bmwa Bcboroy 1,5-2 pasu.

basyouncb Ha BuleHaBeAeHUX AAHUX, A03Y MOKCOHIAWMHY ANg MauieHTIiB 3
HUPKOBOK HEeAOCTATHICTIO cnig ninbupatn iHameiayanbHo. lig yac remoaianisy
MOKCOHIAWH BNUAANAETLCA HE3HAYHOIO MipOolo.
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JIoK/IiHIYHI gaHi 3 6e3rexku.

[OKNiHIYHI AaHi He MicTaTb iHpopMauiil woao 6yab-siKoro ocobamMBoOro pusnky
ANst  NIOAMHWM HA  nNigcTtaBi  pe3ynbTaTiB  CTAaHAAPTHUX  AOCNIOAXEHb 3
dapmakonoriyHoi  6e3nekn, XPOHIYHOI  TOKCUYHOCTI, FEeHOTOKCUYHOCTI,
KaHLUEepOoreHHOoro noTeHuiany Ta penpoayKTUBHOI TOKCUYHOCTI.

Jlocnig)xeHHa Ha TBapWHaxX BUSABUIM TOKCUYHUW BMNJIMB Ha eMOBpioHanbHUMN
PO3BMTOK MPW 3aCTOCYBaHHI 403, TOKCUYHUX O/19 MAaTEPUHCbKOro OpraHiamy.
JdocnigxeHHa penpoaAyKTUBHOI TOKCUYHOCTI HEe BUSABUAM  BMAUBY Ha
depTuUnbHICTb Ta TepaToreHHoro noTeHuiany. TOKCUMYHUMA BMNAMB Ha
eMbpioHasbHMI PO3BUTOK CMOCTepiraBcs y LWypiB npu gosax = 9 mr/kr/noby
Ta KponiB npu po3ax > 0,7 Mmr/kr/poby. Y xoai pocnigXxeHb nepu- Ta
NOCTHaTa/IbHOrO PO3BMTKY Y LYpiB Big3HayaBCA BMN/JIMB Ha pPO3BUTOK Ta
XXUTTE3AATHICTb Npn Ao3ax = 3 Mr/kr/noby.

KniHiyHi XapakTepucTtukm.
lMoka3aHHs.

ApTepianbHa rinepTeHs3ig.

lMpornnoka3aHHs.
MOKCOHIAMH NPOTUMOKA3aHUM Npu:

e TriNEepYyyTNMBOCTI A0 AitoYOi pevyoBUHM abo A0 6yab-AKOro KOMMOHEHTa
npenapary;

e CWHAPOMI CNabKoCTi CMHYCOBOIro By3/a;

o O6paaukapaii (HCC y cnokoi Hmx4e 50 ya./xB);

o AB-6nokagai II ta III cTtyneHs;

e CepueBil HeAOCTaTHOCTI.

B3aemMogpgis 3 iHLWWMMMU J1iIKapCbKMMM 3acobamu Ta iHLWIi BuAN B3aEMOZIN.

OagHovacHe 3acTocyBaHHA npenapaTty 3 (HWWMMW  @HTUMINEepPTEH3MBHUMM
3acobamu npmn3soanTb A0 aAUTUBHOIO ereKTy.

OCKiNbKM  TPUUMKNIYHI aHTMAENnpPeCcaHTU MOXYTb 3MEeHWUTN edeKTUBHICTb
AHTUriNEepTEH3NBHUX MNpenapaTiB UeHTpasnbHOI Ail, 04HOYaCHEe MpU3HaYeHHS
UMX npenapaTiB 3 MOKCOHIAMHOMHE peKOMEeHA0BaHO.
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MOKCOHIiAWH MOXEe  MNOCWUIBATUM  CedaTUBHUN  edeKT  TPULMKNIYHUX
aHTuaenpecaHTiB (oaHo4acHoro NMPU3Ha4YeHHs cnig YHUKATK),
TpaHKBINi3aTopiB, aNKOrona, ceaatTuBHMUX Ta CHOAIMHUX 3acobiB.

MOKCOHIAMH MOMIpHO MiACUIOE MOPYLWIEHHS KOMHITUBHOI MYHKLUIT Y NaLIEHTIB,
SIKi OTPUMYIOTb Slopa3ernaM. MOKCOHIAMH MOXe NOCUI0BATH cefaTuBHUN eekT
6eH304ia3eniHiB Npy 04HOYACHOMY 3aCTOCYBaHHI.

MOKCOHIANH BMBOAUTLCS WASAXOM TyOynspHOI eKckpeuii. He MOXHa BUKIUYNTHU
B3aeEMOZii 3 IHWMMM areHTaMu, WO BUBOAATHCS LWASAXOM TybynsipHOi ekckpeLii.
OaHak AocniaXeHHsa 3 AUFOKCMHOM Ta riagpoxnaopTia3maoM He BusBUNKM Byab-
SAKMX AoKasiB B3aeMogii. biogocTtynHicTb rnibeHknamigy npu nepopanbHOMY
3aCTOCyBaHHI 3HMXYyBasnacsa Ha 11 %.

Oco06/1MBOCTi 3aCTOCYBaHHHI.

MpoTaroM nicnspeecTpauinHoro nepiogy nOBIAOMASANOCSA NP0  BUNAAKU
aTPIOBEHTPUKYNSAPHOI 6/10KaAn PIi3HOr0 CTYyNeHs TSXKOCTI Yy NauieHTiB, WO
OTPUMYBAJN NiKyBaHHA MOKCOHIANHOM. OTXXe, He MOXXHa MOBHICTIO BUKJTIOUNTH
NPUYUHHY POJIb MOKCOHIAWHY Y 3aTpuMLUI aTpPiOBEHTPUKYNAPHOI NPOBIAHOCTI.
TOMYy peKOMeHAYETbCSA 06epeXXHiCTb NpU NiKyBaHHI NALEHTIB 3i CXUNbLHICTIO A0
PO3BUTKY aTpiOBEHTPUKYSAPHOI 6okaawn.

MauieHTaM 3 aTpioBEHTPUKYASApHOKO 6nokaaot I cTyneHsa cnig 3actocoByBaTwu
MOKCOHIAMH 3 0cobnmBolo o0bepexHicTio, wWwob YHUKHYTM 6paaunkapaii.
MOKCOHIAMH He MOXHa 3acTOCOBYBATW MauUiEHTaM 3 aTPiOBEHTPUKYJIAPHOO
6nokanoto 6inbw BUCOKOro cTyneHs (AmB. po3ain «MNpoTunoKasaHHSa»).

3 ob6epexHicTio cnig 3acTtocoByBaTW MOKCOHIAMH MaUiEHTaM i3 TSXKOW
iweMiyHoo xBopobow cepus abo HecTabinbHOKW CTEHOKApAIE, OCKiNbKu
AOCBIiA 3aCTOCYyBaHHSA NpenapaTy TakuM nauieHTamM obMexeHun.

PekoMeHAYETLCA 3 06epexHiCTio 3acToCOBYBaTM MOKCOHIAWMH NauieHTaM i3
NOpPYLEHHAM (PYHKLUIT HUPOK, OCKIiSIbKN MOKCOHIAWH BUBOAUTBLCS MNepeBaXHO
HUpKaMn. TakMM NauieHTaM peKOMeHAYETbCA O0b6epexXHO TUTpyBaTu A03Y,
0cobnmMBO Ha no4vaTKy Tepanii. JlikyBaHHsA cnig po3noynHat 3 ao3u 0,2 Mr Ha
noby; no3y MoxHa 36inbwuntn Mmakcumym o 0,4 mMr Ha aoby ans nauieHTiB 3
NOMiIpHOK HUPKOBOI HepocTaTHicTio (LLWK® > 30 mn/xB, ane < 60 mn/xB) Ta
MakcumMyM ao 0,3 Mr Ha p[oby Ans nauieHTiB 3 TAXKOK HUMPKOBO
HepocTaTHicTo (LUK® < 30 Mn/xB), AKWO Ue KNiHIYHO NoKasaHo Ta npenapaTt
nepeHocuTbCa aobpe.
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SKLLO MOKCOHIAMH 3aCTOCOBYOTb Y KOMbiHauii 3 B-agpeHobnokaTopom i obnasa
npenapaTt HeobXxigHO BIAMIHWUTU, CoYaTKy cnig BiaoMiHUTK B-agpeHobnokaTop,
a NOTiM yepe3s Kifnbka AHIB — MOKCOHIAVH.

Ha gaHui yac He Biag3Ha4vanocs npossy edekTiB BigMiHM 3 6OKY apTepianbHOro
TUCKY Nicns NPUNMHEHHS MPUIOMY MOKCOHIAMHY. OaHaK panTtoBe NPUNMHEHHS
Tepanil MOKCOHIAMHOM He peKOMEeHAYETbCHA; HATOMICTb A03Yy Cni4 MOCTYrnoBO
3MEHLUYBATN NMPOTAroM ABOX TUXHIB.

MauieHTaMm 3 MNOOAMHOKMMM CMagKOBMMWU 3aXBOPHOBAHHAMU, TaKMMU SK
HenepeHOCMMICTb raslakTo3M, HeAOoCTaTHICTb nakTasm abo Manbabcopbuis
FNOKO3M-ranakTo3un, He cnig npunMaTy Len npenapar.

MauieHTM NITHLOrO BiIKY MOXYTb 6yTM 6inbWw 4yyTnMBMMKM [0 edekTiB
aHTUrinepTeH3mBHUX 3acobie. ToOMy cnig po3noymMHaTM NiKyBaHHS 3 HAMMEHLL O
Ao3n Ta 36inbwyBaTM A03Y 3 00epexHiCcTio ANs YHUKHEHHS CepMOo3HUX
nobiuHNX peakuin.

3acrocyBaHHSs y riepiog BaritHoCcTi abo rogyBaHHS rpyagto.
BaritHicTeb.

BianoBigHMX AaHUX WOA0 3aCTOCYBaHHA MOKCOHIAWMHY BariTHUM XiHKaM HeEMae.
Jlocnig)xeHHsa Ha TBapuMHax NPOAEMOHCTpyBann eMObpioTOKCUYHNI edeKT (auB.
po3ain  «®apMakonoriyHi  BNnactmeoCTi/ JoKNiHiYHI  gaHi 3  6e3neku»).
MoTeHUinHMM  pu3nK gna  NOAUMHU  HeBiAOMWUW. MOKCOHIAMH He cnig
3aCTOCOBYBATM NPOTArOM BariTHOCTI, SKLWO HEMA€E HaranbHOI NOTpebw.

loayBaHHs rpyaaro.

MOKCOHIAWH MPOHUKAE Yy rpyAHE MOJIOKO, TOMY MOro He Cnij 3acToCoByBaTH Y
nepiogq roayBaHHA rpyaal. SAKWO Tepanid MOKCOHIAMHOM  BBaXAa€ETbCA
abCconOTHO HEeobXiAHOW, roayBaHHSA rPYAAL0 Ci4 NPUMUHUTW.

34aTHICTb BIM/INBATU Ha LUBUAKICTb peakuil rnpn KepyBaHHI aBTOTPaHCNopToM
abo iHWnMY MexaHiamMamu.

JocnimkeHHa  WwoAo  BNAMBY  Mpenapaty Ha  34aTHICTb  KepyBaTtwu
aBTOTpaHCNopToM abo npauBaTh 3 iHWKMMKU MexXaHi3aMaMu He NPOBOAUUCS.

JlikyBaHHA apTepianbHOi rinepTeHs3ii AaHWMM nikapCbkuUM 3acobom noTpebye
perynsapHoro MeamyHoro Harngay. Pi3Hi peakuii, npo fKi NoBiAOMMANOCA B
OKpeMux Bunagkax (Hanpuknag 3anaMOpOYeHHs, COHJIUBICTb), MOXYTb
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3MiHIOBaTM peakLuito A0 Takoi Mipu, WO 34aTHICTb KepyBaTu aBTOTPAHCNOPTOM,
npauloBaTn 3 iHWKWMK MexaHizMamu abo npautBatn 6e3 3acobiB 6e3neku
noripwyerbcs. Lle 6inbloto Mipok CTOCYETbCS MnepiofiB nodaTKy NikKyBaHHS,
36inblWEeHHSa 4031, 3MiHK NpenapaTy Ta B3aEMOAIi 3 afikoronem.

Cnoci6 3acrocyBaHHS1 Ta [4O3M.

CrtaHgapTHa no4yaTkoBa JA03a MOKCOHiAMHY cTaHoBuTb 0,2 Mr Ha p[oby.
MakcumanbHa pa3oBa aosa - 0,4 mr. MakcumanbHa aobosa aosa - 0,6 mMr -
3aCTOCOBYETbLCS 3a 2 npuiomMn. o3y cnig nigbupaTtn iHAMBIAyanbHO, 3aN€XHO
Bi4 peakuil nauieHTa.

MOKCOHIAMH MOXHa npuMMaTU He3anexHo Big NpUUOMY 1XKi, 3anuBaroymn
HEBENNKOIO KiNbKICTIO pignHU.

lMopyLueHHs1 QyHKUIT HUpOK

[ns nauieHTiB 3 NOMipHO abo TAXKKOK HMPKOBOK HEAOCTATHICTIO NoYaTKoBa
[03a MOKCOHignHy ctaHoBuTb 0,2 Mr Ha aoby. MNpun HeobxigHOCTI Ta y pasi
Aobpoi nepeHoCUMMOCTI npenapaTy 403y MOxHa nigsuwuntn ao 0,4 Mr Ha
Aoby Ans nauieHTiB 3 NOMiIPHO HUPKOBOK HeaocTaTHicTio | Ao 0,3 Mr Ha aoby
ONS NALIEHTIB 3 TSXKOK HUPKOBOK HeAoCTaTHICTIO (AnB. po3ain «0cobnmeoCTi
3aCTOCYBaAHHSA»).

Ana  xBopuX, GKi  3HaxoAATbCA Ha remogianisi, no4yaTkoBa [A03a
MOKCOHIANMHYCTaHoBUTb 0,2 Mr Ha Aoby. MNpun HeobxiaHoOCTi Ta y pasi Aobpoi
NnepeHOCMMOCTI NnpenapaTy 403y MOXHa nigsmwutn o 0,4 mr Ha foby.

lMopyLieHHs1 pyHKUIT nevyiHKn

JocnipkeHHa  WwWoAO0  NauieHTiB 3 MNOpyweHHAM  @YHKUiT  nediHKku
BiACYTHi. OCKiNlbKM  MOKCOHIAMH He nNiafa€ETbCa akTUBHOMY MeTabonismy
y NediHui, He OYiKYETbCA 3HAYHOro BNAMBY Ha (papMakoKiHETUKY. B 3B'A3Ky 3
UMM peKoMeHAOoBaHa A03a A/18 Maui€HTIB 3 JIerKMM Ta NOMIPHUM NMOPYLUEHHAM
dyHKUIT NeYviHKKn BiANOBIAA€E 3BMYaNHIN peKOMeHAO0BaHIN A03i A1 JOPOC/INX.

TpuBanicTb 3aCTOCyBaHHSA He 06MEXYETbCS.

Xoua y xoai obMexxeHoro yncna gocnig)KXeHb nicng pantoBoi BiAMIHUM NpUNOMY
MOKCOHIAWHY NPOSABY KOHTpperynsuii aptepianbHoOro Tucky (edekTty BigMiHW)
He BiA3Ha4yanocsa, pi3ke nMNpUNMHEHHs Tepanii MOKCOoHiguHOM (y pasi
HeobXiAHOCTI) He peKOMeHAYETbCS, WO 3a3BMYal CTOCYETbCHA  YCiX
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aHTUrinepTeH3nBHMX 3acobiB. [103y MOKCOHIAWMHY CAig MOCTYNOBO 3MEHLUYBATH
NPOTSAroM ABOX TUXHIB.

Zitn.

MOKCOHIAWH HE peKOMeHAYETbCS A/ 3aCTOCYBaHHSA AiTAM Ta nianiTtkam (BikoM
A0 18 pokiB) yepe3 HeAOCTaTHICTb AaHUX wWoao 6e3nekn Ta ePeKTUBHOCTI
npenapaTty A4 L€l rpynu NauieHTIB.

lMepeno3syBaHHs.
CumrnTomu rnepeno3yBaHHS.

B okpemux Bunagkax nepenosyBaHHS MOKCOHIAMHY, HaBiTb y n03i 19,6 wr,
NPUMNHATIA 3@ 1 pa3, He Npu3BOAWIO A0 NeTanbHOro Hacnigky. O3Hakum Ta
CMMNTOMWU NEepefo3yBaHHS BK/KOYAOTb FONI0OBHUW 6inb, cepaTUBHUN edekT,
COHNIMBICTb, apTepiasibHy riNOTEH3il0, 3anaMoOpoOYeHHs, acTeHito, bpagukapaito,
CyXiCTb Yy poTi, 6nioBaHHs, BTOMY, 6ifib y BEpXHiN AiNAHUi XuBoTa. Y pasi
TSXKKOrO nepeao3yBaHHS pPEeKOMEHAYETbCS peTeflbHUA  MOHITOPUMHI  WOoAO
BUHUKHEHHS NOpYyLUeHb CBIAOMOCTI Ta MPUrHiYeHHA AUXaHHA.

Mpn BWMNAaAKOBOMY MNPUNOMI ABOPIYHOK AWTUHOK HEBIAOMOI  KiNbKOCTI
MOKCOHIAMHY (MOXMBO, 14 Mr) cnocTepiranncsa cegatuBHUI edekT, KoMma,
apTepianibHa rinoTeHs3isd, Mio3 i gucnHoe. [1poMMBaHHSA WIYHKaA, iHQY3is
FIOKO3M, KOHTPO/SIbOBaHa BEHTUASAUISA NnereHis Ta iMmobinizauis npussenn no
MOBHOMO0 3HWKHEHHA CUMMTOMIB NMpOTAromMm 11 roauviH.

3 ornaay Ha AOCNiAXXEeHHS 3aCTOCYBaHHA BUCOKMX A03 npenapaTy Yy TBapuH,
0O0LATKOBO MOXHa O4YiKyBaTW MOsBY OPTOCTATUYHOI AMCperynsauii, TMM4yacoBoi
rinepTeHsii, Taxikapaii i rinepraikemii.

HeobxigHi 3axoan rnpu nepenos3yBaHHI.

CneumndivHi  aHTMAOTM HeBigoMi. Y pasi rinoteHsii A4na nigTpUMKK
reMouupKkynsauii  peKoOMeHAYETbCHA 3aCTOCyBaHHA AOMaMiHy | BBeAEeHHA
naa3Mo3aMiHHMX po34uunHiB. lMpun nosasi 6bpaaukapAii MOXHa 3aCTOCOBYBaTH
aTponiH.

AHTAroHiCTM  d-aApeHopeLenTopiB  MOXYyTb  3MeHWUTM abo  yCyHyTu
napaaoKcasnbHi rinepTeH3nBHI epekTn nepenosyBaHHS MOKCOHIAMHY.
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Mo6ivHi peakuii.

HanuacTtiwi nobiyHi edpekTn npu npMmMomMi MOKCOHIAMHY BKJOYalTb CYXIiCTb Y
pOTi, 3amnaMoOpoO4yeHHs, acCTeHilo Ta CcoHauBicTb. Ui cmMnTOMM 4acTo
3MEHLWYTbCA NICNA NePLUUX KiTbKOX TUXHIB NiKYBaHHA.

Hu>xye HaBedeHO 3rpynoBaHi 3a K/lacaMu CUCTEM OpraHi3My Ta po3noAifsieHi 3a
yactotoro (ayxe vacto (3 1/10), vacto (3 1/100 go < 1/10), HeuyacTto
(31/1000 mo <1/100)) nobiyHi peakuii, WO cnocrTepirananucs NpoTArom
Nnauebo-KOHTPONbOBAHUX KAIHIYHMX fJocnigkeHb Yy 886 nauieHTiB, SKi
3aCTOCOBYBa/IM MOKCOHIAWH.

3 60Ky ricuxikn: 4acto — 6€3COHHS; HeYyacTo — 3HepBOBaHICTb.

3 60Ky HEPBOBOI CUCTEMM: 4YaCTO — FOIOBHUIN Binb*, 3anaMopoyYeHHs, BEPTUroO,
COH/IUBICTb; HEYACTO — HEMNPUTOMHICTb*.

3 60Ky opraHiB c/1yxy 1a /1abipuHTy: HEYacTo — A3BiH Yy ByXax.

3 60Ky cepueBO-CyAMHHOI cucTemMu: HedacTo - bpaauvkapais, rinoTeHsis*
(BKNOYAKOUM OPTOCTATUYHY FiNOTEH3It0).

3 60Ky LWIIYHKOBO-KULLIKOBOIrO TPaKTy: AYXe 4acTo — CyXiCTb Y POTi; 4yacTo -
Aiapes, HyaoTa, 6ntoBaHHSA, Aucnencis.

3 60Ky LKipy Ta MigLKIPHOI TKAHNHM: 4acTO — BUCUNAHHS, cBepbiX; HeyacTo
— @HriOHEBPOTUYHUN HAbpsK.

3 60Ky CKeeTHO-M’SI30BOi CUCTEMU Ta CrOJIyYHOI TKaHMHM: 4acto — b6inb vy
CMNUHI; He4yacTo - 6inb y wwi.

3arasibHi MopyLUIEHHS: YaCTO — acTeHisl; HeyacTto — HabpsK.

* YacTtoTa He nigBuiieHa nopisHaHO 3 nnauebo.
TepMiH NpnaaTHOCTI.
Tabnetkn no 0,2 Mr — 2 poKw.

Tabnetkn no 0,3 mMri 0,4 Mr — 3 poku.

YMoBM 36epiraHHs.
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Tabnetkn no 0,2 Mr: 36epiratm npu TemnepaTypi He Bule 25 °Cy
HenOCTYNMHOMY ANS AiTen Micui.

Tabnetkn no 0,3 mri 0,4 mr: 36epiratn npm TemnepaTtypi He Buwe 30 °Cy
HeAOCTYNMHOMY AN AiTen Micui.

YnakoBka.

Tabnetkn no 0,2i 0,4 mr:

Ne 14 (no 14 tabnetok y 6nictepi, no 1 6nicTepy y KapTOHHI Kopobui);

N° 28 (no 14 TabneTtok y 6nictepi i no 2 6nictepu y KapToHHiN kopobui abo no
28 Tabnetok y 6nictepi i no 1 6nictepy y KapToHHIN Kopobui);

N2 98 (no 14 Tabnetok y 6nictepi, no 7 6nicTepiB y KapTOHHIiN KopobLi).

Tabnetku no 0,3 Mmr:

Ne 28 (no 14 TabneTtok y 6nictepi i no 2 6nicTepn y KapToHHIN Kopobui abo no
28 Tabnetok y 6nictepi i no 1 6nictepy y KapToHHIN Kopobui);

Ne 98 (no 14 tabnetok y 6nicTepi, no 7 6nicTtepiB y KapTOHHIN Kopobui).

KaTteropis Bianycky.

3a peuenToM.

Bupo6HuK.

MannaH JlabopaTtopiz CAC, ®paHuisa/Mylan Laboratories SAS, France.

Micue3Haxog)xeHHA BUPO6HMKA Ta appeca Micus NpoBaA>XeHHS MOoro
AIANbHOCTI.

Pyt ne benbBinb, Jlbno pai Menap, 01400, LWaTtmnnoH-cop-LLanapoH,
®OpaHuig/Route de Belleville, Lieu dit Maillard, 01400, Chatillon-sur-
Chalaronne, France.



