MMHHUCTEPCTBO 3[JPABOOXPAHEHU S POCCUMCKOM ®EJIEPAITN

NMHCTPYKIIA
1O MEJUITMHCKOMY ITPUMEHEHUNIO
JIJEKAPCTBEHHOI'O IIPEITAPATA

ME®JIOXHUH

HAaMMCHOBAHUC JICKAPCTBCHHOI'O IIpCIiapara

Perucrpaunonuslii Homep:

Toprosoe HaumenoBanue: Medoxux

Me:xknyHapoanoe HenaTeHToBanHoe HanMenoBanue (MHH): Mednoxun
JlekapcTBennasi gopma: TaGIeTKH

CocraB Ha oaHY Ta0JIeTKY

Heticmeytowee seugecmeo: meduoxuHa ruapoxiopun - 274,09 mr (B nepecuere Ha
ocHoBanue — 250,00 mr).

Bcnomocamenvruvle sewjecmea: 1MET0N03a MAUKpOKprcTaumaeckas - 193,41 mr,
noBuioH K-25 - 25 Mr, KpocrmoBUIOH - 2,5 Mr, Maraus creapar - 2,5 Mr, KpeMHUS
JIMOKCHUJT KOJUTOUJIHBIN - 2,5 MT.

Onucanue

TabneTku 6e10ro UM MO4YTH OEJIOTo LBETA, KPYTJIoh GOpPMBI, TBOSIKOBBIMYKIIbIE, C
PHUCKOM C OJJTHOM CTOPOHBI.

dapmakorepaneBTuyecKas rpynna: [IpotuBomanspuitHoe CpeACTBO.

Kox ATX: PO1BC02

dapMakoJI0ru4ecKoe aeincreue

Mednoxun neicTByeT Ha OeCrolible BHYTPUKICTOYHBIC SPUTPOIIUTAPHBIE (POPMBI
BO30yauTenel mansgpuu ueiaoeka Plasmodium falciparum, Plasmodium vivax, na
upKyaupyrone mu3onTel Plasmodium malariae u Plasmodium ovale. He
AKTUBEH B OTHOIICHHHM TEYCHOUYHBIX CTaJAui Tapa3uToB. ODPQPEKTHBEH B

OTHOLICHUU BO30yauTeNen MaJIIpUH, YCTOMYMBBIX K IPYTruM
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NPOTUBOMAJISIPUMHBIM ~ MpernapaTtaM, HampuMeEp, XJIOPOXUHY, MPOTyaHUIy,
NUPUMETAMUHY W KOMOWHAIMHM TUpUMETaMuHa ¢ cyiaboHamumamu. Jlms
P. falciparum Bo3MOXKHO pa3BHTHE PE3UCTECHTHOCTH K Me()JIOXHHY B OCHOBHOM B
FOro-Boctounoii Asun. B HEKOTOpbIX permoHax OTMEYeHa MepeKpecTHas
PE3UCTEHTHOCTh MEXAy Me(moXxuHoM u ranodaHTPUHOM, ME(IOXMHOM H
XUHUHOM. JIJisi modydeHusi akTyaldbHOM HWH(OpManmuu O pPE3UCTEHTHOCTH B
pa3IMUYHBIX TreorpapuuecKuX PEeruoHax HeoOXOJUMO MPOKOHCYIbTHPOBATHCS C
HAIMOHATHHBIMU SKCTIEPTHBIMHU OpTaHU3AIASIMH.

[Ipenapar He BbI3bIBAET IE€MOJIU3a, CBA3AHHOTO C HEJOCTATOYHOCTHIO TIIFOK030-6-
dbocdarnerunporeHassl.

DapMaKOKHMHETHKA

Bcacwvieanue

AOconoTHas OMOIOCTYITHOCTh Me(PJIOXHHA MOCTE IpreMa BHYTPb HE OLIEHUBAJIACH
(oTCyTCTBYET BHYTPHUBEHHAas dbopma BBIITYCKa). buongoctynHocTb
TabJaeTUpOBaHHOM (OPMBI COCTaBiIsieT CBbIE 85 % OT TaKOBOW MpU MpUEMe
pactBopa BHYTpb. [Ipuem muIy CymecTBEHHO YCKOPSIET CKOPOCTh U YBEIHMUNBACT
crereHb BcachiBaHus Ha 40 %. CpeagHee BpeMs AOCTHKEHUS MaKCUMallbHOM
KOHLIEHTpauu MeQuioXxuHa Mocjie pa3oBoro mnpueMa - 17 dacoB (6-24 wyaca).
MakcumanbHble KOHIICHTPAIIMM B TUIa3ME€ B MKI/JI MPUMEPHO PaBHBI MPUHSITOU
n0o3¢ B Mr (Hampumep, pasoBelii npuem 1000 Mr gaeT MaKCUMaJbHYIO
KoHieHTparuoo okoyio 1000 mxr/m). Ilocne nmpuema 250 Mr oauH pa3 B HEIEIIO
paBHOBECHAas MaKCHUMallbHas TUIaMeHHasi KoHieHTpaus, pasaas 1000-2000 mkr/m,
nocturaercs uepe3 7-10 nemens. ns goctmxkenus 95 % sddexTuBHOCTH
nporIIaKTUKA HEOO0XOJuMa KOHIICHTpalus MedioXuHa B KPOBH, paBHAs
620 ar/mi.

Pacnpeoenenue

O6bem pacnpenenenust mMedaoxuna 20 JI/KT, 4TO yKa3bIBae€T HAa MPOHUKHOBEHUE
nmpernapara BO MHOTHE TKaHHM. HakarmimBaeTcss B SpHUTPOIMTAaX, BHYTPH KOTOPBIX

HaxoaATcCsAa MaHHpHﬁHBIC nmapasuTel, B KOHLCHTpaluAX IIPUMEPHO BIABOC
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MPEBBIIAONINX TJ1a3MeHHbIE. [I[poHUKaeT yepe3 IUIaleHTy U B TPYJHOE MOJIOKO.
BriBeneHre ¢ TpyAHBIM MOJOKOM, MO-BHAWMOMY, MHUHUMAalbHOE (CM. paszzieln
«IIpumeHnenue npu OEPEMEHHOCTH U B MEPUOJI TPYTHOTO BCKapMiIUBaHus»). CBs3b
npemnapara ¢ 6enkamu mia3mMel 98 %.

Memabonusm

Metabonu3m MedoxuHa OOJbIIeH YacThbi0 OCYIIECTBIAETCS B TCUYEHH IPHU
yuactuu nuroxpoma P450. B ucciaemoBanusx in Vitro u in vivo O6puto mokasaHo,
yTo Me(daoxuH MeTabonuzupyercs B ocHOBHOM wm3odepmentom CYP3A4 ¢
oOpa3zoBaHueM 2 MeTabOJIMTOB: OCHOBHOTO MeTabouTa - 2,8-6uc-TpudTopmMeTHI-
4-XWHONMHOBOM KapOOKCUKUCIOTH U ciupTa. OCHOBHON MEeTabOIUT HEAKTUBEH B
otHomreHuu P. falciparum, nossisiercst B uiasme uepes 2-4 4aca 1mociie pa3oBOro
NEPOpaAILHOrO MpHUeMa Ipernapara, ero MakKCUMaJlbHblE€ KOHUEHTpPALMU B ILIa3Me
Ha 50 % nmpeBbIIIAIOT TAKOBBIE ME(DIIOXHHA U TOCTUTAaIOTCs yepe3 2 Henenu. [locne
3TOr0 CHWKEHHE KOHIIEHTpAIMil OCHOBHOTO MeTadoyinTa U Me(dIoXuHa B IIazMe
MPOUCXOAUT C OJWHAKOBOW CKOpOCTHhIO. [lmomianp moa KpuBOW «KOHUEHTpAIUA-
BpeMs» OCHOBHOTO MeTa0oinMTa B 3-5 pa3 MpeBbIIIaeT aHAJIOTHYHBIA MOKa3aTelb
JUIsL UCXOAHOro mnpenapara. pyroit mMeraboiuT, COMPT, MPUCYTCTBYET B OYEHb
MaJIbIX KOJMYECTBaX.

Buigeoenue

Cpenuuii niepuo] noayBbiBeieHUsT MedioxuHa - 3 Heaenu (0T 2 A0 4 Henelb), He
MEHSAETCS MpPU MPOBEICHUU JIUTEIBHON MPOTUBOMAISIPUAHON MNPO(UIAKTHKY.
BeiBonuTcss B BHIE MPOJAYKTOB METAa0OMU3Ma MPEUMYIIECTBEHHO C KEIYbl0 U
kanoMm. OOmui KIUPEHC, OOJBIIYI0 YacTh KOTOPOTO COCTAaBISIET MEYCHOYHBIH,
paBeH 30 mi/MuH. BpiBeneHHEe HEU3MEHEHHOTO Me(IOXHMHA U €ro OCHOBHOIO
MeTabonuTa moukamu coctaiisier okoiio 9 % u 4 %, cooTBercTBeHHO. J[pyrue
METa0OJIMThI B MOUYE HE OOHAPY>KUBAIOTCA.

DapmaKkoKuHemuKa 6 0coobIX c1y4anx

[Tpu ocTpoil Mansipuu MOTYT HaONIOAAThCA W3MEHEHHUs (hapMaKOKHHETHUECKHUX

apameTpOB.



Lemu u bonvHvle cmapuecko2o 6o3pacma

BospacTt He BnuseT Ha (hapMaKOKMHETHKY Me(IOXHHA.

Iloueunas nedocmamounocms

dapMaKOKHHETUYECKHE UCCIIEIOBaHUS y OOJIBHBIX C OYEYHOU
HEJOCTATOYHOCTHIO HE MPOBOIMINCH, MOCKOJBKY C MOYKAMH BBIBOJUTCS OYEHB
Majoe KOJMYECTBO Mpemnapara. B CKOJbKO-HUOYyAb 3HAUUMBIX KOJMYECTBAX
Me(pIOXUH U €r0 OCHOBHOM METaOOIHT ¢ MOMOIIBIO0 TeMOANAIN3a HE BHIBOASTCA.
Koppexkuuu 10361 A1t 60IbHBIX HAa TEMOAHANIN3E HE TpeOyeTcs.

Ileuenounas neoocmamournocmey

VY OosbHBIX € HapylleHHWEM (YHKIMM TE€YEHU BbIBEICHHE ME(QIOXHMHA MOMKET
3aMeJISIThCS, BCIEACTBUE YETO KOHILIEHTPAILMU [IpernapaTa B J1a3Me MOBBIIIAIOTCS.
bepemennocms  He  oOKa3plBaeT  KJIMHUYECKM  3HAYMMOIO  BIUSHUS  Ha
(hapMaKOKMHETHKY ME(IIOXUHA.

Paca

dapMaKOKMHETUYECKHE PA3NMUYUsl HMEIOT OYeHb HEOONbIIoe KIMHUYIECKOEe
3Ha4YeHHE MO0 CPABHEHUIO C UMMYHHBIM CTaTyCOM WMH(UIIMPOBAHHOTO MAlMEHTa U
YyBCTBUTEIBHOCTHIO BO3OYIUTE.

IHoxkazaHusi K NPUMEHECHUIO

Jleuenue NErKUX W CpPEAHETSDKENBIX (OPM Malsipuu, BBI3BAHHOM IITaMMaMH
P. falciparum, ycroiiuuBeIME K JpYrMM NPOTHBOMAJSIPUHHBIM Tperaparam,
P. vivax u mayisipuu cMemaHHON 3THOJIOTHH.

VYuutbiBasg TO, YTO UYYBCTBUTEIBHOCTh BO30YIUTENE MOXET BapbUpPOBATHCS C
TEYCHHWEM BpEMEHH ¥ B 3aBHCHUMOCTH OT Teorpaduyeckoro paioHa,
pPEKOMEHIyeTCcsl COONIIOaTh yKa3aHWsl HAIMOHANIBHBIX M MEXIyHApPOJIHBIX
PYKOBOJICTB.

IIpogpunaxmuxa Majsipu y JIMI, OTHE3KAIOUIUX B OMACHBIC 110 MAISIPUU PETHOHBI,
OCOOCHHO B PErHOHbl C BBICOKMM PHUCKOM HH(DUIMPOBAHMS IITAMMaMH

P. falciparum, ycroiftunBeIMU K APYTUM MPOTUBOMAJISIPUHHBIM TpETIapaTam.
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Heomnoorcnas mepanusa (camonomows): CaMOCTOATENbHBIM MPUEM B KauyecTBE
HEOTJIOXKHOW Tepanuu MpU MOJO3PEHUH HAa MAIIPUIO, €CIU IMOJIYYUTh CPOUYHYIO
MEJIULIMHCKYIO MIOMOILb HE MPEICTABISAETCS BO3MOKHBIM.

IIporuBonokaszanus

[ToBrbilIeHHAs! YyBCTBUTEIBHOCTH K ME(IOXHUHY, JTIOOBIM KOMIIOHEHTaM IMpenapara
WM OJTU3KUM K HEMY JIEKAPCTBEHHBIM CPEJCTBAM (XMHUHY, XMHUJIUHY).
CoBMecTHOE TMpHUMEHEHHE ¢ TranodaHTPUHOM, IMpuUeM ranodaHTpUHA T[OCHe
Tepanuu Me(IOXUHOM B TeUeHHE 15 Hepenp Mocae OTMEHBI TOCIEAHETO.
CoBMeCTHOE NMPUMEHEHNE C KETOKOHA30JI0M, ITPUEM KETOKOHA30JIa IOCJIE TEPANHUH
Me(IOXHHOM B T€UEHHE 15 Henenb mocie OTMEHBI MOCIETHETO.

[TpumeHeHre ¢ MpOPUIAKTUYECKON LENbl0 IpU aKTUBHOW (opMe Jenpeccud U
TSDKEJIBIX TICUXMUYECKUX PACCTPOUCTBAX, CyI0porax (B T.4. B aHAMHE3E).

JeTckuit BO3pacT 10 3 MecAIEeB UM C MacCOU Tejla MeHee S KT (OMbIT MPUMEHEHUS
npenapara OrpaHuYeH).

HenepenocumocTh  JaKTO3bl,  ACQUIMUT  JIaKTa3bl, [JIFOKO30-TAJIAKTO3HAs
MajbaObcopOIus (B CBA3M C HAIMYUEM B COCTaBE Ipenapara JaKkTO3bl).

C 0CTOPOKHOCTHIO

[leyeHOUHass  HENOCTATOYHOCTh, OANWJENCHs, ICUXHYECKHEe 3a0osieBaHus,
3a00JIeBaHMUs cepJilla, BO3pacT crapmie 65 yer. B koMOWHamuM ¢ XUHHUHOM U
XUHUJIUHOM.

IIpumeHeHnune npu GepeMEHHOCTH U B NMEPUOJ IPYJIHOT0 BCKAPMJIMBAHUS
bepemennocmo

[Ipu Haznauenun MeduoxuHa B J03aXx, B 5-20 pa3 MpeBbIIAIOIINX
TEpaneBTUYECKUE ISl YEJTOBEKA, OH OKa3bIBAJl TEPATOINEHHOE JEHCTBHUE Y MBILLIEH U
KpBIC 1 YMOPHUOTOKCHYECKOE ACUCTBUE Y KPOIUKOB. OHAKO, OMBIT KIMHUYECKOTO
NpuMeHEeHUs1 mnpemnapata MedgaoXuH He BBIIBIUI Y  HEr0  HUKAKHUX
IMOPHOTOKCUYECKUX WM TepaToreHHbXx d(ddexroB. Tem He MeHee, mpemapar
MednoxuH ciienyeT Ha3Ha4aTh B IEPBOM TPUMECTpe OEPEMEHHOCTH TOJIBKO B TOM

ClIy4dac, €CJIIM OXuJaacMmas IoJib3a JJId MaTCpu IMPCBLIIIACT HOTeHI_[I/IaJ'IBHHﬁ PHUCK
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Ut Toioga. JKeHnHaM penpoyKTUBHOTO BO3pacTa ClieyeT Ha3HayaTh JIEUCHUE
TOJIBKO TIPY YCIOBUU TPUMCHEHHUS HAJC)KHON KOHTPAICTIIIMA B TEYCHUE BCETO
BpeMeHU npueMa MedoxXuHa U 3 MecsleB Mociie ero nociuenHen no3sl. Ho mpu
BO3HMKHOBEHUU OepeMEHHOCTH Ha (oHE XUMHUONPODUIAKTUKU MAJSIPUU
npenaparoM MehaoXyH moKa3aHuil K €€ IPEepPhIBAaHUIO HET.

[Ipyn HazHaueHuun MedroXMHA OEPEMEHHBIM >KCHIIMHAM CJEIyeT O0OpalaThCs K
JNEHCTBYIOLIMM MEXIYHAapOJAHBIM PYKOBOJICTBaM (Harpumep, BO3).

Ilepuoo epyonoco eckapmaueanus

AKTUBHOCTh HEOOJIBIIUX KOJUYECTB Me(IOXHHA, TMOMAJaloluX B TPYIHOE
MOJIOKO, HEM3BECTHA. Y JeTe Ha TPYJHOM BCKapMJIMBAaHUHM, MaTE€pPH KOTOPBIX
npUHUMAaH npernapat MedaoxuH, TOO0YHbIE PEaKIMi HE OTMEUCHBI.

[Ipn HazHaueHun Me(dIOXMHA KOPMSIIUM MaTepsiM CIEIyeT oOpamarbes K
JNEHUCTBYIOLIMM MEXIYHApOJAHBIM PYKOBOJICTBaM (Harpumep, BO3).

Cnocod npuMeHeHUsI U 103bI

BHyTph, TOCIE TIprieMa THWIM, 3amuBas OOJBITUM KOJWYECTBOM JKHUIKOCTH (HE
menee 200 mun), B 2-3 npuema.

MednoxuH UMeeT TOpbKUN U ClerKa >KTyduid BKyC. TaOJeTKH CleAyeT TJIOTaTh
neaukoM. [Ipu HasHaYeHWH NETSAM WM JIUIaM, KOTOPbIE HE MOTYT IMPOTJIOTHTH
Ta0JIETKY IIEJIMKOM, €€ MOYKHO PacTOJI0Yb U PACTBOPUTH B HEOOIBIIIOM KOJINYECTBE
BOJIbI, MOJIOKA WJIM IPYTOTO HAIMUTKA.

Brnots 10 nmpuema TabieTKy HE ClieyeT BBIHUMATh U3 OJMcTepa, MOCKOIbKY OHU
YyBCTBUTEJIbHBI K BJIare.

Ilpogunaxkmuxa

Cmanoapmmblil pesicum 003Upo8aHUsL

B3pocneim u nmetsim ¢ Maccoit tena 6oniee 45 kr — 5 mr/kr (250 mr, 1 Tabnerka)
1 pa3 B Hepento. B3pocnbiM u aetsim ¢ maccou Tena 30-45 kxr - 3/4 Tabnerku; 20-
30 kr - 1/2 tabnetku; 10-20 xr - 1/4 Tabnerku u npu macce teiaa 5-10 kr - 1/8

TabaeTku (MpuONM3UTENbHAS YacTh TaOJIETKM M3 pacueTra 5 MI/KT MacChl Teja).
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Tounble 7036l Npenaparta Al AeTeld ¢ Maccoil Tena MeHee 10 Kr mo BO3MOKHOCTH
JOJDKHBI TOTOBUTHCS M BBIJIABATHCS (hapMarieBTaMHU.

EsxenenenbHble 10361 NpenapaTta Medoxun cienyeT mpuHUMaTh BCETJa B OJIUH U
TOT XK€ JeHb Henenu. llepBbiil pa3 mpemnapar clieyeT NMPUHIThH HE MEHEE YEM 3a
HEJICITIO JI0 MPUOBITHS B SHAEMUYHBIN IO MAJISIPUU PETHOH.

o3upoeanue 6 ocobwvix cayuasx

B ciydae eciim mpuem mpemnapata A1 mpodUIaKTHKA He ObUT HaYaT KaK MUHUMYM
3a HENEN0 10 TPHUOBITHS B DHACMUYHBIA IO MAJISPUU PETHOH, HEOOXOIUMO
Ha3HAYUTh YJApHYI0 J03y Ipernapara, paBHYIO HEIEIbHOM J103€ IMpernapara
MedoxuH, npuHUMaeMON €XEJHEBHO B TE€UEHUE 3 JHEW, a 3aTeM NepelTH Ha
CTAaHJAPTHBIN peXuM J03upoBaHus. [IpuMeHeHue yaapHBIX 103 Ipenapara
MOBBINIAET BEPOSTHOCTh BO3HUKHOBEHHUS HEXKENATENbHBIX SBICHUN. YUTOObI
YMEHBUIUTh PHUCK 3a00J€BaHUsl MaJsipuedl 1oclie Bbl€3la U3 JHAEMHYHOIO
pervona, npoUIAKTUKY MPOJIOJIKAIOT elle B TeueHue 4 Henenb. Ecau mamueHT
MPUHUMAET  JIpyTM€  JIEKapCTBEHHBIE  CPEACTBA, JKEJIATEIbHO  HAYMHATH
npoduIakTUKy 3a 2-3 Hemenu [0 OThe3Nla, 4ToObl yOEIUThCS B XOpollen
MEePEHOCUMOCTHA  OJIHOBPEMEHHO TPUHHUMAEMBIX TMpernapaToB (CM. pazzien
«B3aumojeicTBUe ¢ IpYyruMU JIEKAPCTBEHHBIMHU Mpenaparamu»). Eciu B xone
npoHIIaKTUKH, TTPOBOJUMOI C MOMOIIBI0 Tpernapara MedinoxuH, pa3BUBaeTCs
MaJisipus, Bpad JOJHKEH THIATEILHO MPOAYMaTh KakOW Mpernapar BbIOpaTh s
tepanuu. O Ha3HaueHUU TranodaHTpuHa cM. paszzaen «B3aumoaencTBue ¢ IpyruMu
JIEKApCTBEHHBIMU TMPETIApATAMMY.

Jleuenue

Cmanoapmmblil pesicum 003Upo8aHUsL

PexomennoBanHasi cymmapHasi TepaneBTH4YecKasi 1o03a MeduioxuHa coctasisier 20-

25 Mr/kr.



Macca tena (kr) CymmapHas no3a  |Pacnpenenenue 10361 Ha MPUEMBI™
5-10 5-1 Tabnetka
10-20 1-2 taGnetku
20-30 2-3 TabneTku 2+1 tabneTku
30-45 3-4 TabneTku 2+2 TabneTku
45-60 5 TabnmeTok 3+2 TabneTku
>60 6 TabmeTok 3+2+1 TabneTku

* Pacnipenenenue cymMmMapHON TepaneBTUUYECKON J03bl Ha 2-3 Mpuema ¢ MHTEpBajloM 6-8 4acoB

MOKCT YMCHBIIUTD YaCTOTY U CTCIICHD TSAXKCCTU MOOOYHBIX I[CflCTBI/Iﬁ.

OnpiTa NMPUMEHEHHUS] CYMMApHBIX [103, MPEBBIIAIOMMX 6 TaOJETOK, y JHUIl C
M30BITOYHOM Maccoii Teja HeT.

o3upoeanue 6 ocobwvix cayuasx

MednoxuH npeaHazHAYeH IS JICUEHHUS HEOCIOXHEHHON Mallipuu, BbI3BaHHOU
P. falciparum. OOmenpuHATOMI TIPAKTHKON SIBIISICTCS IpUMEHEHHUE
KOMOMHUPOBAaHHOW Tepanmuud TMpU HEOCIOKHEHHOM Mallipud, BBI3BAHHOMU
P. falciparum. Tak kak 4yBCTBHTEIBHOCTh BO30YIUTEISI MOKET BapbUPOBATHCS C
TEYEeHHMEM BpPEMEHM M B 3aBUCUMOCTH OT Treorpauyeckoro paioHa,
pEeKOMeHayeTcsl CcOOMoaTh YKa3aHWs HAUUMOHAIBHBIX W MEXIYHapOIHBIX
PYKOBOJICTB B XOJI€ T€paIIUU.

Jnst aui ¢ 4YaCTUYHBIM MMMYHHMTETOM MPOTUB MAJIIpUU, HANPUMEp, KUTENen
SHAEMHUYHBIX [0 MAJISIPUU PETMOHOB, MOXET OKa3aThCA JOCTATOYHOW MEHbIIas
CyMMapHas 103a.

Ecniu B mpenenax 30 MUHYT mocie mpuemMa mpernapata y OOJIBHOIO BO3HHUKIIA
pBOTa, CJeayeT MOBTOPHO MPHUHSTH MOJHYIO 103y mpenapara Medunoxun. Ecau
pBOTa Bo3HUKaET yepe3 30-60 MUHYT mociie npuema, JOMOJHUTEIBHO HA3HAYAOT
MOJIOBUHY JI03bl.

[locne neuyeHuss Mayspuu, BbI3BaHHOW P.Vivax, mis yCTpaHCHHsS IMEUYCHOYHBIX
dbopm 1ma3MoaneB NMokazaHa NpoUIaKTHUKA PELUIUBOB C MOMOUIBIO IPENapaTos,

SABJISIIOIIUXCS MPOU3BOAHBIMU 8-aMUHOXHHOJIMHA (HAPUMED, MPUMaXHHA).
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Ecau monuelil kypc neueHus: mipernaparoM Medmoxun yepes 48-72 dyaca He
MPUBOJNUT K YIYYIICHUIO COCTOSIHHSI OOJBHOTO, HEOOXOIWMO PEIIUTHh BOMPOC O
Ha3HAuYe€HUU JApyroro cpeactBa. Eciu B Xone mnpodUIaKTUKH, MPOBOJUMON C
noMoIpl0 mpemnapata MedgaoxuH, pa3BUBaeTCsS Malspus, Bpad JIOJDKEH
TIIATELHO MNPOJayMaTh KakOHW Mpemapar BbIOpaTh s Tepanuu. O Ha3HAYEHUU
raiopaHTpuHa CM. pazaen «B3aumonelcTBUe C JPYrUMHU JIEKapCTBEHHBIMU
IpernapaTaMm».

[Tpu TspKenol ocTpoil Mamsipuu mpemapaT MedIoXHUH MOXKHO Ha3HA4aTh IOCIHE
Ha4yaJbHOIO BHYTPUBEHHOIO Kypca TEpalmuu XWHHUHOM JUIMTEIBHOCTHIO HE MEHEE
2-3 nHEW. BONBIMHCTBO JIGKAPCTBEHHBIX B3aUMOJCUCTBUHN, NPHUBOIANINX K
Pa3BUTHIO TMOOOYHBIX PEAKIUWA, MOXKHO TMPEAOTBPATUTh, €CIU MPUHUMATH
npenapat MeduioxuH He MeHee yeM depe3 12 yacoB mociie BBEACHUS MOCIETHEN
JT03bl XWHUHA.

B perumonax ¢ mMOIMPE3UCTEHTHBIMU BO30YIUTEISIMU MAJSIPUU MOXET OBITh
1enecoo0pa3HbIM HAaYaJIbHOE JICYECHUE apTEMUCUHUHOM WIIM €ro MPOU3BOIHBIMH,
32 KOTOPBIM CIIEyET M0 BO3MOXKHOCTH Teparnus npenaparom MedaoxuH.
Camocmonamenvnaa HeOMJI0ICHAA MePaAnus

CaMOCTOSITENIbHYI0 HEOTJIOKHYIO Tepamnuio mpenapatoMm MedioXuH mpoBOIST B
TOM CITy4ae, €CJIM MOJIyYUTh CPOYHYIO0 MEIUIIMHCKYIO TOMOIIb B TeUeHUE 24 4acoB
MOCJI€ BO3HUKHOBEHHUSI CHMIITOMOB HE MIPEACTABISETCS BO3MOMKHBIM.

HauanbsHas no3a npenapata Medaoxus — 15 Mr/kr. Takum oGpa3zom, JiJist O0IbHBIX
c Maccou tena 45 xr u 6onee - 3 Tabnerku (750 mr). Ecnu MmeaunuHCcKas TOMOIITh
MPOAOJKAET OCTaBaThCAd HEAOCTYNHOM B TeueHHE 24 4YacoB U OTCYTCTBYIOT
TsDKEJIbIe TOOOYHBIC PEAKIIUH, TO Yepe3 6-8 4acoB MOKHO NMPUHSITH BTOPYIO YacCTh
CyMMapHOU TepaneBTUUECKON 03I (J1s1 OOJIBHBIX C Maccoi Tena 45 kr u 6onee -
2 tabnetku, 500 mr). bonbHble ¢ Maccoii Tena 6osee 60 Kr yepe3 6-8 yacoB mocie
MOBTOPHOTO TIpHieMa JIOJDKHBI MPUHATH e1lle OJHY TabneTky. s moarBepx aeHus

500041 HCKIIFOUCHUA IMPECAIIOJIOKUTCIBHOTO JUarHo3a 0O0JIbHBIM ciaenyer
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PEKOMEHJIOBaTh oO0paliarbcsi K Bpayy Jaxe B TOM cllydyae, €CJIHM I0CJe
CaMOCTOSATEILHOTO JICUCHUSI OHU YYBCTBYIOT CE0sI TIOJTHOCTHIO BBI3IOPOBEBIITHMH.
IToGouHoOE nelicTBHE

B no3ax, HazHayaeMmbIX HJis JICYEHUS OCTpOM Maisipuu, TpemnapaT Medaoxux
MOXET JaBaTh TOOOYHBIC PEAKIMH, CXOJHBIE C CHMITOMaMHd OCHOBHOTO
3a0oneBanusi. Camble yacTble MOOOYHBIE NEUCTBHS BO BpeMs MNpO(UIAKTUKU
npenaparoM MeduioxuH OOBIYHO €J1a00 BBIPAXKEHBI M MOTYT YMEHBIIATHCS MPHU
MPOJIOKEHUN MPUMEHEHHUS Mpenapara BHE 3aBUCUMOCTH OT YBEJIMYHMBAONICHCS
KOHIIEHTpAIlMy Npernapara B Ijia3Me: TOUTHOTa, PBOTa, r0JIOBOKpYskenue. [Ipoduib
0e30macHOCTH Me(hI0XHUHA npu IPOPHIAKTHYECKOM MIPUMEHEHUN
XapaKkTepu3yeTcss MpeodsialaHieM HEUPONCUXMYECKUX peakiuil (cM. pasuen
«Oco0bIe yKa3zaHUs»).

VYka3zaHHbIe HUKE JJAaHHBIC O HEXKENATEIbHBIX PEAKIUIX MPUBEACHBI HA OCHOBAHUU
KJIIMHAYECKUX HCCIeNOBaHUM mpenapata MediaoXuH U TOCTMapKETHHTOBOIO
OTbITAa MPUMEHEHUS Mpernapara.

[Io maHHBIM MCCIEOOBAHUN HEXKENATEIbHBIE SBJCHHUS CO CTOPOHBI HEPBHOMU
CUCTEMBI U TICUXUYECKON cdepbl BO3HHKAIM Yy 28,8 % mMalueHTOB, MOJy4aBIINX
MeduIoXruH, MO cpaBHeHHI0O C 14 % mNanueHTOB, MOJYyYaBIIUX AaTOBAKBOH B
KOMOUWHAIMU ¢ poryanmyioM. Cepbe3HbIX HEeKEIATEIbHBIX SBICHHM, CBI3aHHBIX C
NpUMEHEHUEM IIpenapara, B 00enx rpynmnax He Ha0Ioganoch.

Heowcenamenvuvie A6JIEHUA, C6A3AHHbIE C NPUMEHEHUEM  JIEKAPCMBEHHO20

npenapama™
SBnenne Mednoxun ATOBaKOH-TIPOTYaHWII
n=483 n=483
Yucno (%) Yucno (%)
JIroboe HexeNaTeIbHOS SIBIICHHE 204 (42.2) 149 (30.2)
JIro60e HENPOTICHXUYECKOE SIBIICHUE 139 (28.8) 69 (14)
- HeoObrunbIe U sipKHe CHOBUICHUS 66 (13.7) 33 (6.7)
- becconnuna 65 (13.5) 15 (3)
-I"ooBOKpYKEHHE WIIH BEPTHUTO 43 (8.9) 11 (2.2)
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-Hapymienus 3penust 16 (3.3) 8 (1.6)
-TpeBora 18 (3.7) 3(0.6)

- Nenpeccus 17 (3.5) 3(0.6)
Jlroboe  sBaenme  co  crtoponsl | 94 (19.5) 77 (15.6)
KEIyTOYHO-KUIIICYHOTO TPAKTa

- lnapes 34 (7) 37 (7.5)
- TomHoTa 40 (8.3) 15 (3)

- Bosb B sxuBOTE 23 (4.8) 26 (5.3)
-$513BBI B TIOJIOCTH PTa 17 (3.5) 29 (5.9)
-ProTa 9(1.9) 7(1.4)
["onoBHas 607 32 (6.6) 19 (3.9)
3yn 15 (3.1) 12 (2.4)

*Cpennsiss npopomkurenbHocTh jeueHuss +CO cocraBimsuia 53416 nHel npu NpUMEHEHUH
MedaoxuHa u 28+8 rHel npu MPUMEHEHUH aTOBaKBOHA-TIPOTYaHHUIIA.

Heowcenamenvuvie A6JIEHUA,

C643dHHblE C

npenapama, 02paHuienHvle nepuooom jedenus™

npumeHeHuem J1eKapcnieeHrHoco

SBnenue Mednoxun ATOBaKOH-TIPOTYaHUII
n=483 n=483
Yucno (%) Yucno (%)

JIroboe siBIICHUE B TIEPUO/T JICUCHUS 24 (5) 6 (1.2)
JIro60e HEHPOTICMXUYECKOE SBIICHUC 19 (3.9) 3(0.6)
- becconnwnma 12 (2.5) 2 (0.4)
-TpeBora 9(1.9) 1(0.2)
-HeoObrunsie winu sipkue cHoBuaenus | 7 (1.4) 1(0.2)
-["onoBoKpyXeHHE W BEPTHUTO 7(1.4) 1(0.2)
- Menpeccus 3(0.6) 0 (0)

-Hapy1ienus KoHIIEHTpaIuu 3(0.6) 0 (0)

-Jpyroe 3(0.6) 0 (0)

-Hapymienus 3penust 4 (0.8) 0 (0)

JIroboe  sBaeHue  co  crtoponsl | 7 (1.4) 1(0.2)
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KCIIYAOUYHO-KUIICYHOI'O TPAKTa

["onoBHast 60J1b 6 (1.2) 1(0.2)

3yn 6 (1.2) 2 (0.4)

*CpenHsist mpooJDKUTeIbHOCTh JedeHuss £CO cocrabisia 53+16 nHel mpu NMPUMEHEHHH
MeduioxuHa 1 28+8 qHeW Mpu MPUMEHEHUH aTOBAKBOHA-TIPOTyaHWUIIA.

B uccaemoBanusax in Vitro u in Vivo ObLIO IOKa3aHO, YTO IperapaT HE BbI3BIBAET
reMoJIn3a, CBSI3aHHOTO C HEJOCTAaTOYHOCTBIO TITI0K030-6-(hocdaTaeruiporeHassl.
Onvim nocmpezucmpayuoHH020 NPUMEHEHU

HexenarenbHble peakiuu KiIacCU(PUIIMPOBAHBI B COOTBETCTBHUM C KJaccaMu
CHCTEM OpraHoB W abcooTHOU vacToroi BerpeuaemocT mo MedDRA. Yactoty
BCTPEUAEMOCTH OMPEICTSIN CASAyIOIMM o0pa3oM: oueHb dacto (>1/10), gacto
(>1/100 u <1/10), nwewacro (>1/1000 u <1/100), penxko (>1/10000 u <1/1000),
oueHb penko (<1/10000), yactoTa HEM3BECTHA (HEBO3MOXHO OIPEAEIUTh YacTOTY
UCXOJI1 W3 HUMEIOIIUXCA JaHHbIX). B CBS3M € MJIUTENBHBIM TPUCYTCTBUEM
mpernapaTa Ha pBIHKE, JAaHHBIC, MPEACTABICHHBIE B YKa3aHHOM HUXKE CITHCKE
HE)KENATeNIbHBIX PEeaKIMid, OTPaKaloT YacTOTy BCTPEYAEMOCTH IO YacCTOTE
MOJIYYCHHBIX COOOIIEHUH, a HE 10 YacToTe CcliyyaeB, HAOJIOMABIIMXCA B
KOHTPOJIMPYEMBIX UCCIIETOBAHUSIX.

Hapywenus co cmoponul kposu u numgamuueckou cucmembl

YacTo: TpoMOOIIUTOTICHUSI.

Heuacro: neiikonenus, JICHKOIMTO3.

YacToTa HEM3BECTHA: arpaHyJIOLUTO3 U allJIACTUYECKAst aHEMUSI.

Hapywenus co cmoponsr obmena sewjecme u numaHus

Yacro: aHopekcus.

Hapywenus ncuxuxu

Odenb yacTo: HapyluIeHus cHa (OecCOHHMUIIA, KOIIIMapHbIe CHOBUICHUS).

Yacto: BO30OyxaeHue, O€CMOKOMCTBO, TpeBora, JENpeccusi, arpeccus,
OMOILIMOHANIbHAS JAOWIBHOCTh, TAHWUYECKHE aTakW, CIyTaHHOCTh CO3HAHMUS,
TAJUTIOIIMHAIINH, OWTIONIIPHOE PacCTPOMCTBO, NMCUXOTHYECKHE PEaKIMH, BKIIOYas

OpenoBoe PacCTPOMCTBO, JEIEPCOHATU3AIMI0 U MaHUIO, nmapaHous. Hedacto »tu
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CUMIITOMBI COXPAHSJIMCh B TEUYEHHUE JUIMTEIbHOIO BPEMEHHU TOCIE MpeKpalleHus
pUMeEHEHUs1 Me(IIOXHHA.

CooO1anoch 0 ciydasx Cyulua, CyUIMIadbHbIX MBICICH, TOBEACHUS C PUCKOM
HaHeceHusd cebe yiepoa, HalpuMep, CyUlualbHbIE MTOMBITKY.

Hapywenus co cmoponsl nepenou cucmemul

O4eHb 4acTo: TOJOBOKPYKEHUE, TOTEPsl paBHOBECHS, TOJIOBHAsL 00JIb, COHJIUBOCTb.
Yacto: oOMOpOKH, HapylieHHWE TaMsTH, CEHCOPHBbIE M MOTOPHBIE HEBPOIIATHH
(BKJIFOYAst TapecTe3nu, TPEMOpP, aTaKCHUIO), CYJOPOTH.

HeuacTo: sHuieanonatusi.

Hapywenus co cmoponsl opeana 3penus

UYacTo: HapyiieHus 3peHusl.

YacToTa HEM3BECTHA: 3aTyMaHWBAHHUE 3PEHMUS, KaTapaKTa, MOPAKEHUSI CETYATKH U
HEHpOIaThsl 3PUTEIbHOIO HEpPBAa C BO3MOXHOCTBIO OTCPOYEHHOIO MPOSIBICHUS,
KaK BO BpPeMsi, TaK M MOCJIE€ OKOHYAHUS TepaIuu.

Hapywenus co cmoponsl opeana ciyxa u 1abupuHmusle HapyueHus

OuyeHb YacTo: BEPTUTO.

UYacTo: HapyIieHue ciyxa, BeCTUOYIISIpHbIE HAPYIICHHS, BKIIF0Uasi 3BOH B yIIIaX.
Hapywenus co cmopoust cepoya

YacTto: Taxukapaus, OIIyIICHUE cepaueOueHus, Opaaukapaus, apuTMHs,
AKCTPACUCTOJIBI, JAPYrUe TPAH3UTOPHBIE HAPYIICHHUS CEPACHYHOM MPOBOIUMOCTH.
Heuacto: AV-0nokaza.

Hapywenus co cmoponwl cocyoos

YacTo: HapyuieHuss KpoBooOpalieHusl (CHIKEHHUE, TOBBIIMICHUE apTepUATIbHOTO
JTABJICHUS, IPUITUBBI).

Hapywenus co cmopoHvl OvbixamenvHoU cucmembvl, 0peaHo8 2pyOHOU KIemKu U
cpedocmeHust

Yacro: oapika.

OdeHb peaKo: MHEBMOHUS, THEBMOHUT (BO3MOYKHO aJIJIEPTHUYECKON ATHOJIOTHH).

Hapymeﬁuﬂ CO CMOpPOHDbL JiC'eleOOLlHO'KumellHOZO mpaxkma
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OdeHb 4acTo: TOLIHOTA, Uapesi, 00JIb B )KUBOTE, PBOTA.

Yacro: npucnerncus.

Hapywenus co cmoponsl neuenu u scenuesvigoosawux nymetl

YacTtoTa Hem3BecTHA: HapylleHUs (YHKUIUU TMEYECHH, CBA3aHHbIC C MPUMEHEHHUEM
npenapara (0T OECCHUMIITOMHOTO TPAaH3UTOPHOTO TMOBBIMICHHUS aKTUBHOCTHU
TpaHCaMUHAa3 JI0 IEYEHOYHOU HEJJOCTATOYHOCTH).

Hapywenus co cmoponsl Kodtcu u noOKOINCHBIX MKAHell

Yacto: KOXKHasi Cblllb, 3K3aHTEMA, JPUTEMA, KpANWBHMIA, 3yJ, aJOIeLHs,
TUIEPTUAPO3.

HeuacTo: mynsTudopMHas spurema, cuaapoM CtuBeHca-/[>KoHCOHA.

Hapywenus co cmoponwl ckenemno-muluieyHot u coeOuHUmMenbHOU MKaHu

YacTo: mblliedHas ¢1a00CTb, MbIILIEYHbIE CYJOPOTH, MUAIITHS, apTPaTUs.
JlabopamopHvie u uncmpymenmanvhvie OaHHble

YacTo: TpaH3UTOPHOE MOBBIIICHNE AKTUBHOCTH TPAHCAMHHA3.

Obwue paccmpoticmea u HapyuieHus 6 Mecme 66e0eHUs

YacTo: otek, 00Jib B Tpyau, CIa0OCTh, IJIOXOE CaMOYYBCTBHE, YTOMJIIEMOCTD,
03HOO, JTMXOpaJIKa.

Ilepeno3upoBka

Cumnmompsi: cM. pazzaen «IlobouHoe neiicTBue», oqHako 0oJiee BhIpaXKeHHbIE.
Jleuenue: B cnydae TEpPEeNO3UPOBKH PEKOMEHIYETCS CHUMIOTOMATHYeCKas H
nojazepxxuBaromas repanusi. Criennupuueckoro aHTHI0Ta HE CYIIECTBYET.
B3aumozaeiicTBue ¢ APYrMMH JIEKapCTBEHHBIMU NpPenapaTamMu
OpHoBpeMeHHBIA mpueM mnpenapata Me(uoxuH W XUHUHA, XUHUAMHA U
XJIOpOXHHA MOXET BbI3BaTh M3MeHeHus Ha ODKI' u yBenuuuTh pUCK pa3BUTHUSA
cynopor (cMm. pazaen «Crnocod MpUMEHEHHsI U TI03b1»).

[Ipumenenue ragopaHTpuHa OJTHOBPEMEHHO ¢ npernapaToM MeduioxuH, a Takxe B
TedeHue 15 Hemenb Mocie MOCIeAHEeW MPUHATON M03bl mpemapata MeduoxuH,
NPUBOJUT K CYLIECTBEHHOMY YJUIMHeHUI0 uHTepBana QTC (untepBan QT,

KOPPUTHMPOBAHHBI MO 4YacTOTE CEPACYHBIX COKPAIECHHUM, BBIYUCIAETCS IO
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bopmyie: QTc=QT/RRY?, rze RR - MIPOMEKYTOK BPEMEHU MEXKIY COCEIHUMH
syoramu R Ha DKI', paBHBIN TPOIOIDKATEIFHOCTH CEPASYHOTO IUKIIA) (CM. pa3ael
«Oco0Opie  ykazaHusi»). OgHOBpeMEHHBIM TmpueM mpenapata Medaoxun u
KETOKOHA30J1a YBEJIIMYMBAET KOHIIEHTpaluu Me(dIoXUHA B IJa3M€ U MEPHOJ €ro
NOJIyBbIBeJIeHUsI. Ha3HaueHHe KEeTOKOHa30Jla OJHOBPEMEHHO C IpenaparoM
MednoxuH, a Takke B TedeHUE 15 Hemenb Mociie MOCHEAHEH NPUHITOW H03bI
npenapata MeduoxuH, MOXET NpPUBECTU K yAiuMHeHuio uHTepBana QTcC. Ilpu
TEepanuu TOJBKO ME(GIOXHMHOM KIMHUYECKH 3HAuuMoro yiuiuHeHus QTC He
ObiBaeT. OTHOBPEMEHHBIN MPUEM JAPYTUX MPEnapaTroB, BIUSIOMIUX HA CEPICUHYIO
MIPOBOJAUMOCTh (aHTHAPUTMUYECKHUX CPEACTB, OeTa-aapeHo0I0KaTOPOB,
0JIOKaTOPOB «MEJUICHHBIX» KaJIbIIMEBBIX KaHAJOB, AHTUTMCTAMUHHBIX CPEJCTB, B
4acTHOCTU  OJOKaTOpoB  Hj-THCTaMHUHOBBIX  pELENTOPOB, TPHUIIUKIMYECKHUX
AHTUJCTPECCAHTOB U (DEHOTHA3MHOB) TAKXKE TEOPETHUECKU MOXKET UrpaTh pojb B
yainuHeHun unaTepBaia QTC. BiusiHue oHOBpeMEHHOTO MTpUMEHEHUs Me(dIOXUHA
Y BBILIENEPEUYNCIECHHBIX NPENapaToB Ha CEPACUYHYI0 (PYHKIUIO OKOHYATEIHbHO HE
YCTaHOBJICHO.

CHmwxkaer 3((PEKTUBHOCTh MPOTUBOCYAOPOXKHBIX TMpernapaToB (BaJbIpPOEBOU
KHUCJIOTHI, KapOamaszenuHa, ¢eHobapOuTania wiv (EHUTOMHA), yMEHbIAs HUX
KOHIEHTpauuu B 1ia3Me. Heo0XoaumMo KOHTPOJIMpPOBaTh KOHILIEHTPALMIO
npenaparoB B IIa3Me. B HEKOTOPBIX clydasiX MOXKET MOTpeOOBaThbCsS KOPPEKIUS
J103bI IPOTUBOCYIOPOKHBIX TPENapaToB.

[Ipenapar MedmoxuHn MOXKET CHHXKATh UMMYHOTE€HHOCTH MEPOPATHHBIX >KHBBIX
OprOIHOTU(O3HBIX BAaKIMH NPU OJHOBPEMEHHOM MpPUEME, MOATOMY BAKIMHALIUIO
YKUBBIMU OCJTA0JIEHHBIMH BaKIIMHAMU HYKHO 3aBEpIIaTh HE MEHEe 4eM 3a 3 JHS 70
NepBOTo Npuema npemnapara MedaoxuH.

JHpyrue nekapcTBeHHbIE B3aUMOIEUCTBUS npernapata Medaoxun HeuszBecTHbl. Ho
JUIa, TOJNyYarolue JpYyrue MpenapaThl, B YaCTHOCTHU, AHTUKOATYJISIHTHI WA
TUIOTIIMKEMUYECKHE CPEJICTBA, Mepe]l OThE3AOM B SHIAEMUYHBIM PETUOH JOJKHBI

MPOUTH MEAULIMHCKUN KOHTPOJIb.
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/Ipyzue 603mooricnbvie 3aumooeiicmeus

Mednoxun He SBISICTCS WHTHOMTOPOM WM HWHIYKTOpOM ItuToxpoma P450.
CrnenoBaTellbHO, MOXKHO OXHUAAaTh, YTO METAa0OJIM3M IpernapaToB, Ha3HAYAEMbIX
OJTHOBPEMEHHO C ME(IIOXMHOM, OCTaHEeTCs] HeM3MEHHbIM. OIHaKO HHTUOUTOPHI
uzopepmenta CYP3A4 wmoryT wu3MeHSITh (PApMaKOKMHETUKY M METabOoJIu3M
Me(dI0OXHHA, YTO MOXKET MPUBECTH K YBEJIMUYCHUIO KOHIICHTpAMU Me(oXrHa B
IUTa3ME M BO3MOXXHOMY Pa3BUTHIO HEXKEIATENbHBIX peakiuil. B cBs3u ¢ atum
ClleqyeT CcOoOMIoAaTh OCTOPOXKHOCTh MPU  OJHOBPEMEHHOM  MPUMEHEHUU
Medmoxuna u unruouTopoB m3odpepmenta CYP3A4. Uuaykropsl uzodepmeHTta
CYP3A4 Taxxe MOTYyT H3MEHATH (PapMaKOKWHETUKY U METa0OIM3M Me(IIOXHHA,
YTO MOXKET TNPUBECTH K YMEHBUICHHIO KOHILIEHTpalui Me(]iaoxuHa B ILIIa3Me.
HUneubumopor nzopepmenta CYP3A4

[IpoBeeHHOE UCCIEIOBaHNE C YYACTHEM 3/I0POBBIX TI0OPOBOJIBIEB MOKA3AJIO0, YTO
OJTHOBPEMEHHBIM TNpHUEM KETOKOHA30J1a, CUJIBHOTO HMHIUOMTOpa H30(EepMeHTa
CYP3A4, u medmoxrHa TPUBOINI K YBEIMYCHHIO KOHIICHTPAIIUN TIOCIETHETO B
TUTa3Me | MIEPHOJia €T MOTYBBIBEICHNUS.

HUnoyxkmopwi nzodpepmenta CYP3A4

JlnurenpHOE TpUMEHEHHE pudaMmuirHa, MOIIHOTO HWHAYKTOpa H30(pepMeHTa
CYP3A4, npuBoIMiI0 K YMEHBIICHUIO KOHIICHTpaluu Me(JIOXHHA B IUIa3Me H
NEPHUO/a €r0 MOTyBBIBEICHUSI.

Cybcmpamul u uneubumopul P-enuxonpomeuna

Mednoxus sBIsSE€TCS UHTUOUTOPOM P-TIMKONpPOTEMHA COTACHO HMCCIEAOBAaHUSM
in vitro. TIlosromy Hemb3s HCKIOYHUTH BO3MOXKHOCTh  JICKAPCTBEHHOTO
B3aMMOZEHCTBUSL Me(JoXuHa C TMpenaparamu, SBISIOIMMUCST cyOcTtpaTtamu P-
IJIMKONPOTEMHA WM HMEIOIMMHU CHOCOOHOCTh M3MEHSTh SKCIPECCHI0 3TOTO
TpaHcnopTepa. KnuHnueckas 3HaYMMOCTh ATOTO B3aWMOJCUCTBUS HA HACTOSIIMNA
MOMEHT HEW3BECTHA. B KIMHHUYECKHUX HUCCIICJOBAHUSIX PUTOHABUD, SBIIAIOIIUNCS
MOIIHBIM UHTUOUTOpOM P-riukonporenna u CYP3A4, He oka3biBasl BIUSIHUS Ha

(hapMaKOKUHETHUKY Me(IIOXHUHA Y 3TOPOBBIX TOOPOBOJIBIICB.
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Oco0ble ykazanus

[Tpemapat MedaoXxuH MOXKET yBEJIUYUTh PUCK CYIOPOT Y OOJIbHBIX SMUJICTICHEH.
CrnemoBaresibHO, TAKUM MALIMEHTAM IpPENapaT MOKHO Ha3HA4yaTh TOJBKO C LIEJBIO
JICYCHHS U TIPU HAJTUYMKM aOCOJIIOTHBIX MOKa3aHUW K €ro MPUMEHEHHIO (CM. TakKe
paznen «B3zanMopeiicTBue ¢ ApyruMH JIEKApCTBEHHBIMHU MIPENapaTamMmmy).

[Tocne nmpueMa XMHUHA WM XUHUAWHA IPUHUMATHh ME(PIIOXMH MOXHO HE paHbIIe
yeM uyepe3 12 gacos.

Y mnanMeHToB C HapylmEeHUSMU (GYHKIUH TE€YEHH BO3MOXKHO 3aMEIJICHHOE
BbIBEZICHHE Me(UIOXMHA, YTO MOXET NPHUBECTH K YBEJIMYEHHIO KOHLIEHTpalul
MOCJIEHEr0 B IJIJa3ME€ KPOBH M TOBBILIEHUIO PUCKA PAa3BUTHS HEXKENIATEIbHBIX
pEaKIui.

[Tpu nmpodunakTiyeckoM Ha3HAYEHUHM B TECUEHUE JJIMTEIBHOIO BPEMEHHU (IpueM
npenapata Oonee 1 rojma HexenaTelaeH) HEOOXOAUM MEPUOIUYECKUN aHaIu3
nokasarenei (pyHKUMU Ne4YeHUu U odTanbMosiornyeckoe odcienosanue. Ilpoduis
0e30MacHOCTH MehIoXruHa npu NPOPHUIAKTHIECKOM IPUMEHEHUU
XapakTepusyeTcsi MpeoljaJaHueM HEUPONCUXUYECKUX pPEaKIMil, TaKuX Kak:
TpeBora, Jaenpeccusi, OECIOKOMCTBO WM CIYTaHHOCTh CO3HaHuA. B ciydae
BO3HMKHOBEHHUSI JAHHBIX HEKENATENbHBIX SIBICHUM TEpamuio mpernaparom
Mednoxun ciaemyeT OTMEHHTh MU HAa3HAUUTH Apyrou mpemnapar. M3-3a 60ibIIoro
nepuojia  MOJIyBbIBEACHUS Me(IIOXMHA HEKEJaTelbHble PEaKUUH  MOTYT
Pa3BUBATHCSA MJIM COXPAHSTHCS BIUIOTHh O HECKOJIBKUX HENEb MOCIE MOCIETHETO
npueMa mnpenaparta. Y HeOOJBUIOTO0 YHUCIa MAalUMEHTOB OBbUIM ONMCAaHbI Cllydau
MICUXOHEBPOTUYECKUX HapyLIEHU (BKJIOYas JENpPECcCUi0, TOJIOBOKPYKEHHE U
BEPTUI0, a TaKXXe IMOTEPI0 PaBHOBECHs), KOTOpble HAOIIOAANUCH B TEUYECHUE
HECKOJIbKMX MECALIEB UK O0Jiee Mociie MpeKpalleHus npuemMa npoaonKaBIlIuecs B
TEUEHUE HECKOJBKHUX MECALEB IOCIe NpeKpalleHus npuema mnpenapara. Ilpu
IPUMEHEHUU Me(IIOXHHA COOOIIANIOCh O CIydasx HapyLIeHHH CO CTOPOHBI OpraHa
3peHHUs, B TOM YHCJI€ O HEUpPOMaTHUH 3PUTEIBHOTO HEPBA U MOPAKEHUHM CETYATKH

(Bkrouass Makysomnaruio). IIpy BO3HMKHOBEHHWM HapyIIEeHW 3peHust Cileayer



18

oOpaTUThCS K JieyallemMy Bpady JJii PacCMOTPEHHsI BOIPOCA O BO3MOXKHOCTH
IPOJOJDKEHU JieueHusl npenapatoM Meduoxud. B ciiydae pa3BuTUS CUMITOMOB
NOJIMHEWpONaThy, BKIIOYas OOJb, AOKEHHE, IOKaJIblBaHHE, OHEMEHHE W/WJIH
c1ab0CTh, JICUCHUE MpernapaToM JO0DKHO ObITh IpekpaiieHo. Beibop mpemapara
U IPO(UIAKTUKY MAJIIPUH 3aBUCHT OT Pe3MCTeHTHOCTH K Hemy P. falciparum B
KOHKpETHOM peruoHe (cM. pazuen «®Papmakojoruyeckoe aeictBuer»). llpu
NPUMEHEHUU Mpernapata CcooOlaJoch O  ClIydasX arpaHyjioluTo3a U
ariactuyeckoul anemuu (cM. paznen «IlobouHoe neiicTBue»).

[Tonmananue neKapCTBEHHBIX IPENAPaTOB B OKPYKAIOIIYIO CPEAy JOJDKHO OBbITh
cBeeH0 K MUHMMyMy. He pomyckaercs yrtunuzanus npenapara MegiaoxuH ¢
NOMOIIbIO CTOYHBIX BOJ WJIM BMECTE C OBITOBBIMU OTXOAamH. I1o BO3MOXKHOCTH
HEOOXOJMMO  HCHOJb30BaTh  CIELUUAIbHBIE  CHUCTEMBbl Uil  YTHIM3ALUU
JIEKapCTBEHHBIX MPENapaToB.

Biunsinue Ha CIOCOOHOCTH K BOKICHHIO TPAHCHOPTHBIX CPEACTB M padorty ¢
MAIIMHAMHU M MEXaHU3MaMH

Bo BpeMms sieueHus He0OXOANMMO BO3AEPKUBATHCS OT BOKIEHHUS aBTOTPAHCIIOPTA U
3aHATUN TOTEHIMAJBbHO OMACHBIMU BHUJAMHU JESATEIBHOCTH, TpPEOYIOIUMU
MOBBIIIEHHON KOHUEHTPAIIM BHUMAHUA U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIMA.
dopma BbINyCKA

Tabnemxu, 250 me.

[lo 4 wimm 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IUIEHKH
MOJIMBUHWIXJIOPUIAHON U (DOTBIU aTFOMHUHHEBOM.

[To 2 KOHTYpHBIE SIMEUKOBBIE YIIAKOBKHU 1O 4 TabseTKu WK 1o 1 win 4 KOHTYpHbIE
ssYeiiKoBbIe yMakoBKU Mo 10 TabIeTok BMecTe ¢ MHCTPYKIMEH M0 MPUMEHEHHUIO B
MayKy U3 KapTOHA.

YciaoBus XxpaHeHus

B cyxowm, 3alUIlleHHOM OT CBETa MECTE MpHU TeMrieparype He Boiie 25 °C.

XpaHuTh B HEJOCTYITHOM JIJISI ICTEN MECTE.
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Cpok rogaocru

3 rofa.

[Ipenapar He cieyeT NPUMEHATh MOCJIe UCTEUEHHUSI CPOKA TOJTHOCTH, YKa3aHHOTO
Ha yTaKOBKe.

YcaoBus oTmycka

ITo peuenrty.

IIpou3BoauTeb/Opranu3anus, NPUHUAMAIOLIAA NIPETEH3NH

denepanabHOE rocy1apCTBEHHOE YHUTapHOE MpEeANpUATHE Hayuno-
MIPOU3BOJICTBEHHBIM  IIEHTP «Dapmzammurar» denepaabHOTO MEJTUKO-
ounosorndyeckoro arenrcta (OI'YII HIIL «®apmzanuray @MBA Poccun).
141402, MockoBckas 001., T. XuMku, Bamrytunckoe 1., .11

Ten. (495) 789-65-55

Caitt: www.atompharm.ru

E-mail: info@atompharm.ru
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