UHCTPYKLIUSL  Coracoano
[0 MEIMLIMHCKOMY [IPUMEHEHHIO
JIEKAPCTBEHHOI'O ITPETTAPATA

ME®JIOXHWH

HauMEHOBaHHUE JICKapCTBCHHOI'O Iperapara

Perucrpanuonnsii HOMep:

Toprosoe naumeHoBanue: Medioxun

Mesxaynapoanoe Henarenropannoe Hanmenopanue (MHH): Meduioxun
JlekapcrBennasi popma: TabiIeTKH

CocraB Ha oaHy TalJieTKy

Jleticmeyowee eewyecmeo: MehiioxuHa ruipoxsaopu - 274,09 mr (B nepecuere Ha
ocHosanue — 250,00 mr).

Benomozamenvhole éewecmea: 1EILI0N03a MUKpOKpUCTainyeckas - 193,41 mr,
noBunon K-25 - 25 Mr, KpOCHOBHJIOH - 2,5 MI', MarHus creapar - 2,5 MI, KpeMHHUsI
JIMOKCHJ] KOJUTOUJIHBIHN - 2,5 MT.

Onucanue

Tabnerku 6es10ro WK 10YTH GeJIoro 1BeTa, Kpyriioi (GopMbl, ABOSKOBBIITYKIIbIE, C
PUCKOM ¢ OAHOM CTOPOHBI.

dapmakorepaneBTHyeckas rpynna: [IporusomainsipuitHoe cpe/icTBO.

Koax ATX: POIBCO2

Papmakosoruyeckoe Aencreue

Medoxun seiicTByeT Ha 6ecrioiibie BHYTPUKIETOUHbIE dPHTPOLMTAPHbIE (POPMBI
BO30yuTeNnel Manspun denoseka Plasmodium falciparum, Plasmodium vivax, na
LUPKYJIHUpYIOIMe WH30HThl Plasmodium malariae m Plasmodium ovale. He
AKTUBEH B OTHOILUEHMH T[€YEHOYHBIX CTaAui rnapasuToB. DddexTuBeH B

OTHOLIEHUHU BO30yaUTENEH MaJIsipyH, YCTOMYMBBIX K JAPYyTUM



NPOTUBOMAJISIPUMHBIM  IIpenaparaM, HalpuMmep, XJOPOXHHY, TMpPOryaHHIy,
MAPUMETAaMMHY M KOMOMHAUMM MNUpUMETaMHHa ¢ cyjabhoHamuaamu. Jlis
P. falciparum BO3MOXHO pa3BUTHE PE3UCTEHTHOCTH K Me(JIOXMHY B OCHOBHOM B
[Oro-Bocrounoit Asumu. B HekOTOpbIX peruoHax oOTMedeHa [epeKpecTHas
PE3UCTEHTHOCTh MEXKAY MEQIOXHHOM U rajopaHTpUHOM, Me(IOXHMHOM U
XUHUHOM. Jljis mosrydeHMsi aKTyaldbHOM HH(OpMALMU O pPE3MCTEHTHOCTH B
pasIMuHbIX reorpad@uueckux peruoHax HeoOXOJMMO MPOKOHCYJIBTHPOBATHCS C
HAlMOHAJIbHBIMU 9KCIIEPTHBIMHU OpraHU3allUsIMHU.

[Ipenapar He BBI3BIBAaET IeMOJIM3a, CBSI3aHHOTO C HEAOCTATOYHOCTBIO INIHOKO30-6-
bocharaeruaporeHassl.

PapmMakoOKHHETHKA

Bcacwisanue

AbcommoTHas OMO0CTYTHOCT Me(hJIOXHHA MOCIIE TPHEMa BHYTPh HE OLIEHHBAJIACh
(oTCcyTCTBYET BHYTPHUBEHHas bopma BBIITYCKA). buonocrynuocts
TabeTHpOBaHHOH (OpMBI cocTaBisieT cBbile 85 % OT TAKOBOW IMpH IIpHEME
pacTBopa BHYTpb. [IpreM nuiu cynecTBeHHO YCKOPSIET CKOPOCTh U YBEINYMBAET
creneHb BcachiBaHusi Ha 40 %. CpeaHee BpeMmsi JOCTHIKEHHsT MaKCHMAallbHOM
KOHUEHTpalMU Me(IOXHHA IOociie pa3oBoro rnpuema - 17 uacos (6-24 wyaca).
MaxkcumanbHble KOHLEHTPAlMU B IU1a3Me B MKI/JI [IPUMEPHO paBHbBI IPUHSTON
j0o3¢e B Mr (Hanpumep, pas3oBelii npueM 1000 Mr jgaer MaxkCHMaibHYIO
KoHIeHTpauuio okojio 1000 mkr/n). Tocne npuema 250 Mr oauH pas B HeJEINO
paBHOBECHAasi MaKCMMaJlbHas IJlaMeHHast KoHUueHTpauus, pagHas 1000-2000 mkr/i,
nocruraercss d4epes 7-10 wemens. Jns npocrtmxenus 95 % addexTBHOCTH
NpO(UIAKTHKK HeoOXoJMMa KOHLEHTpaluss Me(JOXHHa B KpPOBH, paBHas
620 Hr/m.

Pacnpeodenenue

O6bem pacnpenenenus Medaoxuna 20 JI/Kr, 4TO yKa3blBaeT Ha MPOHMKHOBEHME
npernapara BO MHOrve TKaHM. HakarumBaercs B apUTpoLMTax, BHYTPH KOTOPBIX

HaXoIsTCs MaﬂﬂpHﬁHLIe [Iapa3nTbl, B KOHUEHTpaUHusAX TIPHUMEPHO BJIBOEC
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NpPEeBBIIAIOIIKX J1a3MeHHble. [IpoHKMKaeT yepes mialeHTy U B IPyJIHOE MOJIOKO.
BeiBesieHHe € IpyJHBIM MOJIOKOM, MO-BHJAMMOMY, MHUHHUMAJIBHOE (CM. pasjel
«[Ipumenenue npu OEpeMEHHOCTH U B ITEPUOJI TPYIHOIO BCKapMiIMBaHUs»). CBs3b
npenapara ¢ 6enkamu 1iasmel 98 %o.

Memabonusm

Metabonu3zm MeduioxuHa OO0sbIIeH 4YacTblO OCYLIECTBISETCS B IEYEHH IPH
yuactuu uuroxpoma P450. B uccrnenoBanusix in vitro v in vivo ObUIO MOKa3aHoO,
4ro MedaoXuH MeTtabosu3upyeTcsi B ocHOBHOM uzodepmentom CYP3A4 ¢
oOpa3oBaHueM 2 MeTabOJIMTOB: OCHOBHOIO MeTabosiuTa - 2,8-0uc-Tpudropmern-
4-XMHOJIMHOBOM KapOOKCUKUCIOTH U ciupTa. OCHOBHOM METa0OJUT HEaKTUBEH B
oTHOWIeHUH P. falciparum, nosiBIsieTCsl B MIa3Me yepe3 2-4 yaca rnoclie pa3oBoro
[IepopajibHOIO IpUeMa npenapara, ero MakCMMalibHble KOHLEHTpPaUMH B ILjla3Mme
Ha 50 % npeBbIlIAIOT TaKOBble Me(IOXHHA U JocTUraloTes yepes 2 Heaenu. [locie
3TOT0 CHW)KEHHME KOHIIEHTpAIMii OCHOBHOro merabonuTta U Me(oXuHa B I1a3zme
[IPOUCXOJUT C OJMHAKOBOW cKopocThio. [lmomanb nmoa KpuBOM «KOHLIEHTpaLus-
BpeMsi» OCHOBHOIO meTadojiurta B 3-5 pa3 INpeBbllaeT aHaJOMMYHbIA 10Ka3aTellb
JUIsL UcXoAHoro mnpenapara. Jlpyroi MeraOoiuT, COMPT, MNPUCYTCTBYET B OYEHb
MaJlbIX KOJIMYEeCTBax.

Boigedernue

Cpennuii nepuoa nosnysbiBeieHust Mediioxuna - 3 Hexesnu (ot 2 10 4 Helenb), He
MEHsIeTCSl IPU MPOBEJEHUH JUTUTETBbHOW MPOTUBOMAJIIPUHHON NPOGUIAKTUKH.
BeiBoauTcss B BHJie NPOAYKTOB MeTabOIM3Ma IMPEUMYLIECTBEHHO C XKEJIYbl0 U
kajsoMm. OOmMH KiIMpeHc, OOJBILIYI0 YacTh KOTOPOrO COCTAaBJSET I[EeYE€HOYHBIH,
paBen 30 mui/muH. BbiBeseHHe HEM3MEHEHHOro Me(dJOXHHAa U €ro OCHOBHOIO
meTabosiMTa rnoykaMu coctabiiseT okosio 9 % u 4 %, coorBercTBeHHO. [lpyrue
MeTa0OJIUTHI B MOYE HE OOHAPYKUBAKOTCSL.

DapmMaKkoOKUHEMUKa 6 0CO0bIX CYHaAAX

[Ipu octpoii mansspuut MOryT HaOJIOAATHCS M3MEHEHHUs (apMaKOKMHETHYECKHX

1apaMeTpoB.



Jlemu u 6onvHvie cmapuecko2o 6o3pacma

Bo3spact He BiMsieT Ha papMaKOKMHETUKY Me(IOXHHA.

[loueunas neoocmamouHocmeo

dapMaKOKHHETUYECKHE UCCJIeI0BaHUs y OOJIbHbIX é Mo4Ye4yHou
HEJIOCTATOYHOCTBIO HE TPOBOIMIMCH, MOCKOJILKY € MOYKAMH BBIBOJMTCS OY€Hb
MaJioe KOJIMYeCTBO rpenapara. B cKoJbKO-HMOyAb 3HAYUMBIX KOJMYECTBAX
Me(IJIOXHH U ero OCHOBHOW MeTabOJIMT ¢ MOMOLIBIO MEéMO/IMaIn3a HE BbIBOJISTCS.
Koppekiinu 10361 Uit 60JIbHBIX HA reMo/uanu3e He Tpedyercs.

[levenounaa HeoocmamouHocmeo

YV 6onbHBIX ¢ HapylleHHeM (YHKIHH [e4YeHH BbIBeJEeHHE Me(IOXMHA MOXKET
3aMeJUIAThCS, BCJIEICTBUE Yero KOHIEHTPALMHU [pernapara B Ijia3Me MOBBIILIAIOTCS.
bepemennocms  He  OKa3blBaeT  KJIMHUYECKM  3HAYMUMOIO  BJIMsSHMS  Ha
dhapmMaKOKHHETUKY MedJIOXHUHA.

Paca

(dapMakOKMHETHYECKHE pa3IMYUsi MMEIOT O4YeHb HeDOJIblIoe KIMHHYECKOoe
3Ha4YeHHe 0 CPABHEHHUIO ¢ UMMYHHBIM CTaTyCOM MH(MHULMPOBAHHOI'O NalMeHTa U
4yBCTBUTEJIBbHOCTBIO BO30Y IUTEJISL.

Iloka3anusi K NPUMEHEHHUI0

Jleuenue Inerkux W CpeJHETsDKeNbIX (OpM MasipuM, BbI3BAHHOM ILITaAMMaMH
P. falciparum, ycTOWYMBBIMH K JIDYTMM [POTHBOMAJISIDUHHBIM IIperaparam,
P. vivax u Majsipui CMELIaHHOW 3THOJIOTHH.

V4uThIBas TO, YTO YYBCTBHTEJIBHOCTH BO30yAMTENsI MOXKET BapbUPOBATBLCS C
TEYEHHMEM BpEMEHM W B  3aBUCUMOCTM OT reorpaduyeckoro paloHa,
peKoMeHayeTcsi coOJ0/1aTh  yKa3aHUs HALMOHAIBHBIX W MEXIyHapOJIHBIX
PYKOBOJICTB.

[Ipohunaxmuxa Mansipuu y JIdll, OThE3KAIOUMX B OMACHBIE 10 MAJISPUHA PETHOHDI,
0COOEHHO B PpEruoHbl C BBICOKHM pUCKOM HHOUUMPOBAHMs IITAMMaMH

P. falciparum, ycTOMYMBBIMH K IpyTMM IIPOTHBOMAJIIPUHHBIM IIpErapaTaM.
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Heomnooicnas mepanus (camonomowp): CaMOCTOSITENIbHBIA TPUEM B KadeCcTBE
HEOTJIO)KHON Tepanuu IpH MOAO3PEHUH HAa MAJISIPUIO, €CJIM IMOJIyYHTh CPOUYHYIO
ME/IMIIMHCKYIO IIOMOLLb HE MPEACTaBISCTCS BO3ZMOXKHBIM.

IIporuBonokaszanus

[ToBbIlIeHHas: YyBCTBUTEIBHOCTD K Me(IIOXHHY, JIOOBIM KOMIIOHEHTAM Tpernapara
WM OJIM3KMM K HEMY JIEKAPCTBEHHBIM CPEICTBAaM (XMHUHY, XHHUHHY ).
CoBmecTHOE TNpUMEHeHHe C rajlopaHTpPUHOM, [pHeM ranopaHTpUHa [10CIe
Tepanuu MeIIOXMHOM B TeueHHe |5 Hejellb Mocie OTMEHBI [TOC/IEHETO.
CoBmecTHOE PUMEHEeHUEe ¢ KeTOKOHA30JI0M, IIPUEM KEeTOKOHA30J1a Moclie Teparyu
Me(JIOXMHOM B TedeHue 15 HeJelb rociie OTMEHBI MOCIIEHETO.

[Ipymenenne ¢ nMpodUIAKTHYECKOH LEeNbI0 MPH aKTHBHON (opMe Jenpeccud H
TSDKEJIBIX ICHXHYECKHX PacCTPOMCTBAaX, Cy10porax (B T.4. B aHaMHe3e).

JleTckuii Bo3pact 10 3 MecseB WK ¢ MAaccoi Tesia MeHee S KI (OIBIT NPUMEHEHH s
npernapara OrpaHUyeH ).

HenepeHocMMOCTb  11aKTO3bl,  JAeGHUMT  JIaKTasbl,  I[JIHOKO30-TaJlaKTO3HAsl
MasibabcopOLus (B CBS3M C HAJIMYKMEM B COCTaBe Mpernapara JIAKTO3bl).

C 0cTOPOKHOCTBIO

[leyerHounass  HEAOCTATOYHOCTb,  JMWIICTICHS,  TICHXHYeCKHe  3abosieBaHms,
3a0osieBaHMsl cepiua, Bo3pacT crapiie 65 JjieT. B KOMOMHALMH ¢ XMHMHOM M
XUHHMHOM.

[Ipumenenne npu GepeMeHHOCTH H B NEPHO/I IPYAHOI0 BCKAPMJIHBAHUS
bepemennocmo

[Ipy HasHauenun MeduioxuHa B J03aXx, B 5-20 pa3 npeBbILAIOLINX
TepareBTHYECKHE Ul YEJOBEKa, OH OKa3blBaJl TEPATOr€HHOE JAEHCTBUE Y MbILIEH U
KPBIC U SMOPHOTOKCHUYECKOE JeHCTBHE y KPOIMKOB. OIHAKO, ONBIT KIHMHUYECKOTO
npuMeHeHuss  npenapara  Me(gaoXMH  He  BBIIBMJI Yy  HEro  HUKaKMX
SYMOPHOTOKCHYECKMX HJIM TepaToreHHblx 3¢ ¢exktoB. Tem He MeHee, npenapar
MediioxuH cieyer Ha3HayaTh B IEPBOM TPUMeECTPe OEPEMEHHOCTH TOJIBKO B TOM

Clly4dae, €ClIM OXHuaaemas I10Jib3a Uil MaTepy IpeBbILIACT MOTEHLIMAJIbHBIN PHUCK
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st mioza. JKeHnmHaM pernpoyKTUBHOIO Bo3pacrta Clie/lyeT Ha3Ha4daTh JICHCHHE
TONILKO NP YCIOBHHM TPUMEHEHHMs HaJIe)KHOM KOHTpALECNLMH B TEYEHHE BCEIO
BpeMeHH mpueMa MedIoXMHa M 3 MecsueB nocjie ero nocientei 103sl. Ho npu
BO3HUKHOBEHHUM OepeMeHHOCTH Ha (oHe XUMHOMPOMHIAKTHKA — Malsiphu
npernaparoM MedIoXHH MoKa3aHHi K ee MpepbIBAHUIO HET.

[Ipu HazHayeHuu MedioxuHa GepeMEeHHBIM JKEHILIMHAM ClelyeT 00palarhes K
JIeHCTBYIOIIMM MeX/1yHapoAHbIM pyKoBoJCTBaM (Harpumep, BO3).

[lepuoo epyoHo20 6CKAPMAUBAHUSL

AKTUBHOCTH HEOOJIBIIMX KOJMYECTB Me(UIOXHHA, I[0NaJaloluXx B IPyIHOE
MOJIOKO, HEHM3BeCTHa. Y JieTedl Ha rpyJAHOM BCKapMJIMBAHHWM, MATEPH KOTOPbLIX
npuHEMaIi npenapat MednoxuH, nodo4HbIie peakliui He OTMEUCHBI.

[Ipy HasHaueHMH Me(IOXMHA KOPMSIIMM MartepsaM cliefyeT oOpalaTbes K
JIeHCTBYIOLIMM MEX/lyHapo/IHbIM pyKoBojicTBaM (Hanpumep, BO3).

Cnocob npumMeHeHHs1 U 103bl

BHyTpb, I0Ce MpHeMa MHUIIK, 3annBas OOJBIIMM KOJIMYECTBOM JKHUIAKOCTH (HE
menee 200 mi), B 2-3 npuema.

Med0XMH MMeeT TOpbKHI M cilerka kryuui Bkyc. Tabnerku ciemyer riorath
neaukoM. Ilpd Ha3Ha4YeHWW AETSM WM JIMLAM, KOTOpble HEe MOryT INpOrJIOTHThH
TabNIeTKy LEJIMKOM, €€ MOKHO PACTOJIOUb H PACTBOPUTH B HEOOJIBLIOM KOJIMYECTBE
BO/IbI, MOJIOKA WJIM JIPYroro HamuTKa.

BrutoTs 110 npueMa TabieTKd He clieJlyeT BhIHUMaTh U3 OJiMcTepa, MoCKoIbKY OHH
4yBCTBUTEJIbHBI K BJIare.

Ilpogpunakmura

Cmanoapmmolul pedxxcum 003upOSaHus.

B3apocibiM M JIeTsM ¢ Maccoii Tena Gosee 45 kr — 5 mr/kr (250 wmr, 1 Tabierka)
| pa3 B Henemo. B3pocnbiM M neTsiM ¢ Maccoii tena 30-45 kr - 3/4 tabnerku; 20-
30 kr - 1/2 Tabnetku; 10-20 xr - 1/4 Tabnetku u npu Mmacce Tena 5-10 kr - 1/8

Tabnerky (NpuGAM3UTEIbHAsS YacTh TabJeTKH W3 pacyera 5 MI/KI Macchl Tela).




Tounble 103b1 npenapata /yis jered ¢ maccoit tena MeHee 10 Kr Mo BO3MOXHOCTH
JIOJDKHBI TOTOBUTBCS M BblJ1aBaThesi hapmalieBTaMu.

ExxenenenpHplie 10361 npenapara MedioXuH clielyeT NpUHUMATDL BCEr/ia B OJIMH U
TOT K€ JIeHb Hejenu. IlepBblil pa3 npenapar cienyeT NpPUHATH HE MEHee 4YeM 3a
HEJIEJIIO /10 MPUOBITUS B DH/IEMHUYHbBIN 110 MaJISIPUH PETHOH.

Jlozupoeanue 6 ocobvix cayuasx

B ciydae ecinu npuem npenapata /Uit npodUIaKTUKY He OblI Ha4aT Kak MUHUMYM
3a HeJIeNI0 J10 NpUOBITUS B JHJIEMHYHBIH 10 MaJIIpUH PErdoH, HEeOoOXO0IMMO
Ha3HAYWTh YyJapHYyIO J03y I[Ipernapara, paBHYIO HEJeJbHOW Jl03e Inpernapara
Meh10xMH, NPUHUMAEMOH eXeJHEeBHO B TedeHHe 3 JHeH, a 3areM repeity Ha
CTaHIAapTHBIK peXuM J03upoBaHus. [IpumeHeHHe yaapHBIX [103 Iperapara
[MOBBIIIAET BEPOATHOCTb BO3HUKHOBEHHS HEXeJATeJbHBbIX sBJICHUH. YToObI
YMEHBIIWTL PUCK 3abojeBaHMs Malisipyed I0cjie Bble3ja U3 JHIAEMHYHOIO
pervona, npo@UIaKTUKY MPOAOJDKAIOT elle B TedeHue 4 Hejesb. Ecau naument
MPUHAMAET  JIpyrHe  JIGKapCTBEHHbIE  CPEJACTBA,  JKEJATeJbHO  HAYMHATD
NpoUIaKTUKY 3a 2-3 HeleNd 10 OTbe3la, 4TOObl yOeauTbCs B XOPOILEH
MEPEHOCUMMOCTH  OJHOBPEMEHHO IPUHMMAeMbIX TpernapaToB (CM. pasjel
«B3aumonencTBie ¢ ApyrHMH JieKapCTBEHHBIMM Mpernapatamu»). Eciau B xose
MpO(HUIAKTUKH, MPOBOAUMON C MOMOIIBIO MNpernapara MedioxXuH, pa3BUBAeTCs
MaJisipusi, Bpay JIOJDKEH TIIATeIbHO NPOAYMaTh KaKOW Iperiapat BbIOpaTh s
tepanuu. O HazHadeHuH rajodaHTpuHa cM. pasjen «B3aumonencrsue ¢ Jipyrumu
JIEKapCTBEHHBIMU TpernapaTaMm.

Jleuenue

Cmanoapmmolii pesicum 003upoeans

PexomenioBaHHasi cyMMapHasi TepaneBTHyeckas j1o03a medoxuna cocrasisier 20-

25 Mr/xkr.




Macca rena (kr) Cymmapnas 1o3a  |Pacnipesienienue 10361 Ha npHeMbl™
5-10 V2-1 Tabnerka
10-20 1-2 Tabnerku

20-30 2-3 tabueTku 2+1 Tabnerku |

30-45 3-4 tabnerku 2+2 tabnetku |

45-60 5 Tabnetok 3+2 rabnetku (

>60 6 Tabierok 3+2+1 Tabnerku }

* Pacnpesienenne cymmapHoii TepaneBTuueckoii 103b1 Ha 2-3 npuemMa ¢ MHTepBaJioM 6-8 yacos

MOJKET YMEHbLIINUTH HaCTOTY M CTEIEHb TSXKECTH MOOOYHBIX JICHCTBHH.

OmnbiTa NpUMEHEHHsI CyMMAapHBIX 103, NPEeBBIIAIOIIKMX 6 TabJIETOK, Y JIMI ¢
M30BITOYHOI Maccoi Tesa Her.

osupoeanue 6 ocobwix cyuasx

Medoxun npepHasHa4yeH Juls JIEYEHHs HEOCIO0KHEHHON MaJIsipUU, BbI3BAHHOM
P. falciparum. O6wienpunsTOi PaKTHUKOH SIBJISIETCSI [IPUMEHEHHE
KOMOMHHPOBAHHON ~ Tepanuu [pH  HEOCHOKHEHHOI MaJIsIpUH,  BbI3BAHHOM
P. falciparum. Tak xak 4yBCTBHTEIBHOCTD BO30YIMTENSI MOXKET BapbUPOBATHLCS C
TCHCHHEM — BpeMEHH M B 3aBHCHMOCTH OT reorpaduueckoro paiioua,
PEKOMEHlyeTCsl  COOJIOAATh  yYKa3aHWs HALMOHAJIBHBIX U MEXKIYHaPOAHbBIX
PYKOBOJICTB B XO/1€ Tepariuu.

JUtsi JIMIL ¢ Y4acTHYHBIM HUMMYHMTETOM MPOTHB MaJISIpUH, HalpuMep, KHUTeJleH
SHIACMHUYHBIX I0 MaJIIPUM PErHOHOB, MOXKET OKAa3aThCS JIOCTATOYHON MEHbIIAs
CyMMapHasi J103a.

Ecin B npenenax 30 munyr nocne npuema npenapara y OO0JIbHOrO BO3HMKJIA
PBOTa, CJICAYET MOBTOPHO NMPMHATH MOJIHYIO 103y npenapata Medaoxun. Eciu
pBOTa BO3HHMKaeT yepe3 30-60 MUHYT mociie npuema, AOMOJHUTEILHO HA3ZHAYAIOT
I0JIOBUHY JIO3BI.

[locne nevenust Mansipum, BbI3BaHHOW P. vivax, s YCTPAHEHUS] MEYEeHOUYHbBIX
$opm M1a3Mo/IMeB 110Ka3aHa NpOQHIAKTHKA PELHUIHBOB C MOMOLIBIO MPENapaTos,

SABJISIIOLLIUXCS TIPOU3BOIHBIMU 8-3MI/IHOXMHOJII/IHa (Hanpnmep, npuMaana).
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Ecnu nmonubii kype nedenus mnpenaparom Medaoxun uepes 48-72 wyaca He
MPUBOJUT K YJIYYLIEHHIO COCTOSHHMS OOJBHOrO, HEOOXOAMMO PEIIUTh BOMPOC O
Ha3HaYeHUM Jpyroro cpejacrtsa. Ecim B Xxojae npoduiakTHKH, MPOBOAMMON C
noMouiplo  npenapara MedaoxuH, pasBUBaeTCs Malsipus, Bpay  JIOJIKEH
TIIATEJILHO TpOJyMaTh KakoM npenapar BelOparh misi Tepanud. O HazHaAyeHUH
rajopaHTpuHa cM. pasjen «B3aumozeiicTBUE ¢ JPYrHMM  JleKapCTBEHHBIMH
npenapaTaMm.

[Ipu TspKesnol ocTpoit Mansipuu mpenapar MedaoXMH MOXHO Ha3HadaTh MOCIE
Ha4aJbHOIO BHYTPHUBEHHOI'O Kypca Tepanuu XMHUHOM JUIMTEIbHOCTBIO HE MEHee
2-3 AHe#. DBOJBIIMHCTBO JIeKapCTBEHHbBIX B3aMMOJEHCTBUIA, NPUBOMSLINX K
Pa3BUTHIO TMOOOYHBIX PpeaKlMH, MOXHO [pPeJOTBPAaTHTh, €CIM [PHHUMATE
npernapat MedioxuH He MeHee yeM 4epe3 12 yacoB 1ocie BBEICHHS MOCIIE/IHE
J103bl XMHUHA.

B peruonax ¢ monMpesHCTEHTHBIMH BO3OYAMTEIAMH MallAPMH MOXET ObITh
Le/Ieco00pa3HbIM HayalbHOE JICYeHHEe apTEMUCHHMHOM HJIM €ro MPOU3BOIAHBIMH,
3a KOTOPBIM CJIEYeT 110 BOZMOXKHOCTH Tepanus npernaparom MedioxuH.
Camocmoamensnas neomuoxcnan mepanus

CamoCTOSITeNIbHYIO HEOTJIONKHYIO Tepanuio npenapatoM MedIoXuH MPOBOST B
TOM CJly4ae, €CJId MOJYyYHTh CPOUHYIO MEIMIIMHCKYIO MTOMOIIbL B TeYeHHe 24 4acoB
[10CJI€ BOSHUKHOBEHHSI CHMIITOMOB He MPe/ICTABJISETCS BO3MOXKHbBIM.

Havanbnas no3a npenapara Meduoxus — 15 mr/kr. Takum 06pazom, 11st GOIbHBIX
¢ maccoii tena 45 xr u 6osee - 3 tabaerku (750 mr). Eciu MeauimMHcKas oMol
[IPO/IOJIKAET OCTaBATBCSl HEAOCTYIHOM B TeuyeHHe 24 4YacoB M OTCYTCTBYIOT
TsKeJIble OOOYHbIE PeaKlMH, TO Yepe3 6-8 4acoB MOXKHO MPUHSATH BTOPYIO YaCTh
CYMMAapHOM TepaneBTHYeCKOn /1036l (111 GOMBHBIX ¢ Maccoil Tena 45 kr u GoJee -
2 rabnerku, 500 mr). bosnbuble ¢ Maccoi Tena 6osee 60 Kr uepes 6-8 yacos nocie

[TOBTOPHOI'O IIpHEMa J10JI’KHbI [IPUHSATH €LIC OJHY Ta6ne1‘1<y. ﬂjlﬂ INOATBEPIKACHUSA

UITH HUCKITIOYECHU S NPEATTOJIOXKHUTEIIBHOIO JAUarHosa 00JIbHBIM CIIEAYCT
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PEKOMEH/10BaTh o00Opalarecsi K Bpadyy Jake B TOM cjydae, eclid [ocje
CaMOCTOSITEIbHOI'O JICYEHHs] OHH YYBCTBYIOT C€0sl MOJTHOCTBIO BBI3JOPOBEBIINMH.
IloGounoe aeiicTrBue

B j03ax, Ha3sHayaeMbIX JJIsl JIeYeHHMsl OCTPOM Malisipuu, npenapat Medioxuu
MOXET JaBaThb NOOOYHbIE peakiUH, CXOJHBIE C CHUMIITOMAMH OCHOBHOIO
3a0oneBanus. Cample 4vacTble M0OOYHbIE AEHCTBHS BO BpeMsi NMPOMHUIAKTUKHM
npenapatoM MegioxuH o0bl4HO ¢1ab0 BbIpaXKEHBI ¥ MOTYT YMEHbLIATHCS [PH
MPOAO/DKEHUH MPHUMEHEHMs IperapaTa BHE 3aBUCUMOCTH OT YBEJIHMYHMBAIOIICHCS
KOHLIGHTpALIMHU Tpernapara B Ijla3Me: TOLIHOTa, pBOTa, roJoBOKpYxkeHue. [Ipoduin
Oe301acHOCTH MedI0X1Ha npu Npo(HIaKTHYECKOM [IPUMEHEHUH
XapaKTepu3yeTcs npeodiajjaHneM HeHpONCUXMYEeCKUX peakuuit (cM. pasjel
«OcoOble yKazaHus»).

YKazaHHble HHXKE JaHHBIC O HEXeJaTeJIbHbIX PeaklusIX MPUBEJIEHbl Ha OCHOBAHUH
KIMHMYECKUX HMCCIIe/IoBaHUH 1nipenapata Me@IoXuH M IOCTMapKETHHIOBOIO
OINbITa MIPUMEHEHUs Ipernapara.

[lo nanHbIM HCcCleI0BaHMI HexkenaTeslbHbIe SIBJIEHHS CO CTOPOHBLI HEPBHOMN
CHCTEMBI M TICUXHYECKOH cdepbl Bo3HMKaNU y 28,8 % mauueHTOB, M0JIy4YaBIIMX
Me(DJIOXHH, MO CpaBHEHHIO C 14 % mManMeHTOB, MOJy4YaBLUIMX AaTOBAKBOH B
KOMOHMHaUUK ¢ nporyaHuyioM. Cepbe3HbIX HeXeJlaTe/IbHbIX SIBJICHUH, CBI3aHHbBIX C
PUMEHEHHEM Ipenapara, B 00euX rpyrinax He Ha0JIr01a/10Ch.

Heoicenamenvhoie A6JIeHUA, CeiA3aHHble C  NPUMEHEHUeM  JIeKaApCmeeHHO2O0

npenapama*
SIBnenue Medoxun ATOBAKOH-NIPOIyaHUII I
n=483 n=483 |
Yucno (%) Yucino (%)
Jlioboe HexenaTeIbHOE SIBJICHHUE 204 (42.2) 149 (30.2) |
Jlroboe HelporicuXxuyeckoe siBJieHHe 139 (28.8) 69 (14) \
- HeoGbiumnbie u SIPKUE CHOBHU/ICHMSI 66 (13.7) 33:(6.7) l
- becconnuna 65 (13.5) 15(3) o
-l"onoBokpy>xeHue uinu BepTUro 43 (8.9) 114(2.2)




-Hapyuienus 3penus 16 (3.3) 8(1.6)
-TpeBora 18 (3.7) 3 (0.6)

- Jlenpeccus 17 (3.5) 3(0.6)
Jlioboe  saBnenme  co  cropousl | 94 (19.5) 77 (15.6)
KeJTy I0YHO-KHUILEYHOIO TpaKTa

- Jluapes 34 (7) 37 (7.5)
- Towxora 40 (8.3) 15(3)

- bousib B )xuBOTE 23 (4.8) 26 (3.3)
-513BBI B oJ10CTH pTa 1743.5) 29 (5.9)
-PBora 9(1.9) 7(1.4)
["onoBHas 60ib 32(6.6) 19 (3.9)
3y 15 (3.1) 12 (2.4) .

*Cpennss npojokutenbHocTh neuenns +CO cocrasisia 53+16 jueit NpU NPUMEHEHHUH
MedioxuHa u 28+8 [Hel npu npUMeHEHHH aTOBAaKBOHA-TIPOryaHHIIA.

Heowcenamenvhvie  aenenus, —ceésasamnvie ¢ NPUMEHEHUEM  NEKADCMBEHHOZO
npenapama, 02paHuieHnbvle nepuooom neueHusn

SIBnenue Meduoxun ATOBaKOH-IIPOr'yaHUJI

n=483 n=483
Yucno (%) Yucno (%)

Jlroboe sBIIeHME B 11EPUO/I JIeYEHHS] 24 (5) 6(1.2)
Jlroboe Helporicuxuyeckoe siBIeHHe 19 (3.9 3(0.6)
- becconnuna 12 (2.5) 2(0.4)
-TpeBora 9(1.9) 1(0.2)
-HeoObrunpie niy sipkue cHosunenuss | 7 (1.4) 1(0.2)
-I"0510BOKpYXKeHHe Uil BepTUTO 7(1.4) 1(0.2)
- Jlenpeccus 3(0.6) 0(0)
-Hapymenust konuentpanmu 3(0.6) 0(0)
-Jlpyroe 3(0.6) 0(0)
-Hapyumenus 3penust 4(0.8) 0(0)
Jloboe sIBJICHUE co cTopoHbl | 7 (1.4) 1(0.2) -




KTy I0YHO-KHIIEYHOI'O TpaKTa 1

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

3y 6(1.2) 2(0.4)

*Cpennsst nmpoJoKHTENbHOCT JleyeHust +CO coctaBiasna 53+16 aHei [P T[PUMEHEHUH
medioxuna 1 28+8 el npu npuMeHeHUH aTOBAKBOHA-TIPOTyaHMJIA.

B uccrnenoBanusix in vitro v in vivo 610 1Moka3aHo, uTo rpernapar He BbI3bIBaeT
FEMOJIN34, CBA3aHHOTO C HEJIOCTaTOYHOCTBIO III0K030-6-hocharaernaporeHass.
Onvim nocmpezucmpauuonnozo npumenenusn

Hesxenarenpuble peakiu KiacCHM(QUIMPOBAHbBI B COOTBETCTBHH C KJIAacCaMi
CHCTEM OpraHOB M abCOJIIOTHOM 4acToTOM BeTpeyaemocTH 1o MedDRA. Yacrory
BCTPEHACMOCTH OMPEICIISIN CIeAYIOLMM 0Opa3oM: oueHb yacto (>1/10), yacro
(>1/100 u <1/10), neyacro (>1/1000 u <1/100), peako (>1/10000 u <1/1000),
oueHb peako (<1/10000), yacrora HeuszBecTHA (HEBO3MOXKHO OIpeJIeJIUTh 4acTOTy
MCXON M3 HMEIOLIMXCS JNaHHBIX). B cBA3M ¢ uMTeNbHBIM NpHCyTCTBHEM
fiperapata Ha pbIHKE, JaHHbIE, TNPEJICTABIEHHbIE B YKA3aHHOM HMXKE CIUCKe
HCIKCIATCJIbHBIX  PEAKLMH, OTpaXkaloT 4YacTOTY BCTPEYAEMOCTH I10 YacTOTe
[OJyYEHHBIX COOOLIEHMH, a He MO0 YacToTe CIy4yaeB, HaOJIIOAABLINXCS B
KOHTPOJIMPYEMBIX UCCIIeI0BAHUSX.

Hapywenus co cmoponwsl kposu u numpamuyeckoii cucmemor

Yacto: TpomborTONne Hus.

Heuacro: neiikonenus, neikomuros.

YacTora Hen3BecTHA: arpaHyJIOLMTO3 U AlacTHYECKas aHEMHUS.

Hapywenus co cmoponvr obmena sewjecme u numanus

Yacro: aHopekcusi.

Hapywenus ncuxuxu

Ouenb yacTo: HapyiieHus cHa (GecCoHHMIA, KOILIMapHbIe CHOBUICHHUSI ).

Yacro:  Bo3OyxaeHue, GecrnokoicTBo, TpeBOra,  JIENPECCUsl,  arpeccus,
OMOLMOHAJIbHAS  JIAOMIIBHOCTh, MMAHHYECKHe aTaKW, CIYyTAaHHOCTh CO3HAHMS,
ra/lTIIOUMHALIMK, OMIOJNSPHOE PAacCTPOMCTBO, NCMXOTHYECKHE PEeakiMH, BKIIOYas

6pea080e paCCTpOﬁCTBO, JACTIEPCOHAIU3alMI0 U MaHHUIO, napaHoFm. Heuacto s1H
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CHMIITOMBI COXPAHSUIUCh B TEYEHHE JJIMTEIBLHOTO BPEMEHH I0CIIe MpeKpalleHus
IpUMEHEHHUs Me(IIOXHHA.

Coobianoch 0 ciyyasx cyuumaa, CyMLUMAAILHBIX MBICIEH, MOBEICHHS C PUCKOM
HaHeceHus cede yiepba, HanpUMep, CyMLUAaIbHbIE MTOTIBITKH.

Hapywenus co cmoponer nepenoii cucmemoi

OueHb 4acTo: roJJOBOKpYyKeHHe, IOTEePsi pABHOBECHS, FOJIOBHAS 00JIb, COHIUBOCTD.
YacTto: 0OMOpOKHM, HapylleHHe MaMsTH, CEHCOPHbIE M MOTOPHbIE HEBPOIATHH
(BKJIOYAsI TAPECTE3UH, TPEMOP, aTaKCHIO), CyI0POTH.

Heuacto: snuedanonarus.

Hapywenus co cmoponel opeana 3penus

YacTo: HapylIeHuUs 3peHwusl.

Hacrora Heu3BecTHa: 3aTyMaHMBAaHHME 3PEHMS, KATAPAKTA, [OPAKEHHS CETUATKH M
HEHPONATHs 3PUTENILHOIO HEPBAa C BO3MOXKHOCTBIO OTCPOYEHHOTO MPOSIBICHHMS,
KaK BO BPeMsl, TaK H 110CJIe OKOHYAHUS Teparmuu.

Hapywenus co cmoponw opeana cayxa u nabupunmuvie napyuenus

Ouenb 4acTo: BEpTHTO.

Hacro: Hapyienue cityxa, BecTHOYJIApHbIE HAPYILIEHHUS], BKIIIOYas 3B0H B yliax.
Hapywenus co cmoponwl cepoya

Hacro: rTaxukapaus, ourymienwe cepaueGueHHs, OpaaMKapaus, apUTMHus,
SKCTPACHCTOJIBI, APYrHe TPAH3UTOPHbIE HAPYIUEHUS CEPJACYHON MPOBOIAMMOCTH.
Hewacro: AV-6iokazna.

Hapywenusa co cmoponul cocyooe

Hacro: HapyumieHus: KpoBoOOpalleHHs (CHMKEHHE, MOBBILIEHHE apTepUajibHOIO
JIaBJIEHMS], IPUJTUBBI ).

Hapywenus co cmoponsl dvixamenvhoii cucmemot, opeanos epyonoti kiemku u
cpedocmerus

Yacro: opimika.

OteHb pe/iko: MHEBMOHHSI, THEBMOHHUT (BO3MOKHO aJl/IePriHuecKOi 3THOIOTHH ).

Hapywenus co cmoponut scenyoouno-kuweuno2o mpakma




Otenb yacTo: TowHOTa, Mapes, Goib B )KMBOTE, PBOTA.

Yacro: nucnencusi.

Hapywenus co cmoponsr nevenu u JHCeNuesvl600AUUX nymell

Yacrora HemsBecTHa: HapyeHus DYHKLMM MEYeHH, CBA3aHHBIE C IIPUMEHEHHeM
npenapara (0T  GECCHMMNTOMHONO TPaH3MTOPHOIO  TOBBIICHHUS aKTUBHOCTH
TpaHCaMHHa3 J10 NeYEHOYHON HEe0CTATOYHOCTH ).

Hapywenus co cmoponsl kovcu u nookoxchvix mranei

Hacto: koxHas cwimb, K3aHTeMa, OpUTEMa, KpanuBHMLA, 3Y[, aJlOleLus,
FHIIEPIUJIPO3.

Hewacro: mynsTidopmHas spurema, cunHipom CtuBeHca-/[)oHcoHa.

Hapywenus co cmoponw ckenemno-morueunoi u COCOUHUMENLHOU MKAHU

Yacro: mMbleunas ¢1abocTh, MplIeqHbIe CYAOpPOTH, MHAJITHsl, apTPaJITHsl.
Jlabopamopnuie u uncmpymenmansuvie dannvie

Yacro: TpaH3uTOpHOE MOBBIIIEHNHE AKTHBHOCTH TPaHCaMHHa3.

Obwue paccmpoiicmea u napywenus 6 mecme ssedenus

Hacro: orek, Gosnb B rpymm, ciaGocTh, mioxoe CaMO4yBCTBHE, YTOMIISIEMOCTD,
03HO0, JIMXOpajKa.

Ilepenosuposka

Cumnmomuwr: cm. paznen «ITo6oynoe JIGHCTBHEY, OJIHAKO O0JIee BhIpakKeHHbIe.
Jlevenue: B ciyyae MICPEIO3UPOBKH  PEKOMEHAYETCSI CUMIITOMATHYECKas M
foiep’kuBatomas tepanus. Crienupuyeckoro aHTHI0Ta He CYLLUECTBYET.
BsaumoneiictBue ¢ apyrumu JIEKAPCTBEHHBLIMH NpenapaTaMmu
OnHoBpeMeHHBIH  npHem npenapata Me(aoXuH ¥ XMHMHA, XMHUAMHA |
XJIOPOXHHA MOXKET BbI3BaTh M3MeHeHMs Ha DKI M yBemuuuts PHCK pa3BUTHs
cynopor (em. pasaen «Crnoco6 npumeHeHus u JIO3bI»).

[pumenenue ranopanrpuna OZIHOBPEMEHHO C npenapatomMm Meduioxus, a Takxe B
TeueHue 15 Henenb nocne nociemaHel MPUHATOW /1036l npenapata Mednoxun,

HPHBOZMT K CYLIECTBEHHOMY y/UIMHEHHIO uHTepBama QTc (uatepBan  QT,

KOppHFHpOBaHHbIﬁ II0  yacrore CEPACYHBIX coxpameﬂuﬁ, BBIYHUCIISIETCS 110
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dopmyne: QTc=QT/RR'? rue RR - IPOMEXYTOK BPEMEHH MEXIY COCEIHHUMHU
3ybuamu R na OKI', paBHblii npogomkuTensHOCTH CepJICYHOI0 LKKJIA) (CM. pasjel
«Ocobble  ykazaHus»). OnHOBpEMeHHbII npueM mnpenapara Meduoxun wu
KCTOKOHA30/1a yBEeIMYUBACT KOHUEHTPALUUH Me(JIOXHHA B IIA3ME M TEPHOJ ero
nonysbiBe/ieHus. HasHnauenue KeTokoHa3oma OJHOBpeMEHHO c npernapaTom
Medoxun, a Takke B TeyeHuwe 15 Hemenp mocie NOCJIE/IHEH MPUHSTON 1036l
npenapara MeguoxuH, MOXeT NpUBECTH K yuinHeHuto uHtepBana QTc. Ilpwu
TePANUK  TOJNLKO ME(IOXMHOM KIMHHYECKH 3HAYMMOTO Y UIMHEHMUS QTc ne
ObiBaeT. OfHOBPEMEHHbII NpueM Apyrux MpEenaparos, BIMAIOIIMX HA CePACYHYIO
MPOBOIMMOCTD (aHTHApUTMHYECKUX CPEJICTB, OeTa-apeHob10KaTOpoB,
0JI0KAaTOPOB «MEJUICHHBIX» KalbIIMEBbIX KAHAIOB, AHTHIHCTAMHHHBIX CPEe/ICTB, B
YacTHOCTH  0JIOKaTOpoB  H,-ructaMMHOBBIX peUenToOpOB,  TPULMKIHYECKHX
AHTHJICTIPECCAHTOB M (DEHOTHA3MHOB) TAKIKE TEOPETHUECKH MOXKET UrpaTh poJib B
yAnuHennn unrepsana QTc. Bansuue ogHoBpeMenHOro npumenenus medoxuna
1 BBILICIEPEIHUCIICHHBIX MIPENapaToB Ha CepAeYHYI0 QYHKLHMIO OKOHYATENIbHO He
YCTAHOBJICHO.

Cumxaer s(pdexTUBHOCTE ITPOTHBOCY/IOPOIKHBIX  MPENapaToB  (BaJlbIPOEBOI
KHCIOTBI, KapbamasenuHa, (eHobapOuTasa uiH benuronna), ymenbluas ux
KOHLCHTpaun B miasMe. HeoGxoamMo — KOHTposampoBaTh KOHUEHTPALIMIO
[IpEnapaToB B 1asme. B HEKOTOPBIX cliyuasx MoxeT noTpeGoBaThes KOppeKIHs
A03bl IPOTHBOCY IOPOIKHBIX MPENapaToB.

[Ipenapatr Medmoxun moxer cuuxath MMMYHOT€HHOCTD MEPOPAIBLHBIX KUBBIX
OpIOIIHOTH(O3HBIX BaKLUMH MpH OTHOBPEMEHHOM TpHEME, MOITOMY BaKLIMHALMIO
KUBBIMH OCJ1a0JIEHHBIMH BaKIIMHAMH HYXKHO 3aBepLIaTh He MeHee YeM 3a 3 JIHS 110
MEpBOro npuema npenapara Medaoxus.

Jpyrue nexapcTBeHHble B3aUMOIEHCTBHS npernapara Medaoxus HenssectHbl. Ho
/THla, [ojy4alomue JApyrue npenaparbl, B YaCTHOCTH, AHTHKOATYISHTHI HJIH
PHNOTTIMKEMHYIECKHE CPE/ICTBA, Nepe]l OThE3/I0M B SHAEMHUUYHBIH PErHOH JI0JKHBI

NPOHUTH MEMUMHCKUI KOHTPOJIb.
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Apyzue 603modncroie 63aumooeticmeusn

Mednoxun He sBisercs MHTHOUTOPOM WJIM MHIYKTOPOM LMTOXpoMa P450.
Crie10BaTeIbHO, MOKHO O0XHIATh, Y9TO METaGOIH3M npernaparoB, Ha3Ha4YaeMbIX
OZIHOBPEMEHHO C Me(JIOXUHOM, OCTAHETCS! Heu3MeHHBIM. OHAKO UHTHOUTOPBI
usodpepmenra CYP3A4 Moryr wusmensth (papmakokuHeTHKY M MeTabosn3M
MEe(IIOXHHA, YTO MOXET MPHBECTH K YBEIUYEHHIO KOHLIEHTpauuu MedJoXHHa B
[IJIa3ME M BO3MOXXHOMY Da3BUTHIO HeXeNaTeJbHbIX peakuuil. B cBsi3u ¢ 5Tum
CICAYeT  COOMOAaTL  OCTOPOXKHOCTH [PH  OJHOBPEMEHHOM IIPUMEHEHHH
MeIoXHHA M MHrHOUTOpOB H30pepmenta CYP3A4. Wupyxropel uzodepmenta
CYP3A4 taxke MOTyT U3MEHSTS (hapMaKoKMHETHKY M MeTaboiHu3M Me(IoXuHa,
4T0 MOXET INPUBECTH K YMEHBLICHHIO KOHIEHTpauui MedJoXuHA B IuiasMe.
Hrneubumoper uzopepmenta CYP3IA4

[poBenennoe ncenenosanue ¢ yuacruem 3/10POBBIX JI00POBOJIBLIEB [10KA3AJI0, YTO
OTHOBPEMEHHBIH IIPHEM KETOKOHA30J1a, CHIILHOIO MHrHOMTOpa u30(hepmenTa
CYP3A4, n mednoxuna npuBoaun YBEJIMYEHHIO KOHUEHTPAUUH MOCIIEeHEro B
[J1a3Me U MEepUOoJa ero rnoJiyBbIBEIeHUS.

Hnoykmopu: nzopepmenta CYP3A4

JltiTenbHOe NMpUMeHeHHe pU(AMITHIMHA, MOIHOIO MHJIyKTOpa u30(hepMeHTa
CYP3A4, npuBoauio K yMeHbLICHHIO KOHUEHTpALMU Me(IOXHHA B IJ1a3Me U
[IEPHO/Ia €ro MOJyBBIBEIECHHUSI.

Cyboempamor u uneubumopo: P-enuxonpomeuna

Medioxun siBisiercss uHrUGMTOPOM P-rikonporerHa cornacHo uccienoBanusim
in vitro. Tlo3TOMy Henb3s HCKIIOYMTH  BO3MOYKHOCTE JIEKapCTBEHHOTO
B3aMMOJICHCTBHS Me(IOXMHA C MpenapaTami, SBISIOLIHMUCS cybctpatamu P-
[JIHKONPOTEHHA MM MMEIOIIMMH  CIIOCOOHOCTh M3MEHATh JKCIPECCHIO ITOr0
Tpancnoprepa. KiuHuveckas 3HaUMMOCTb 3TOrO B3aUMONEHCTBUS HA HACTOSILIMI
MOMECHT HEH3BECTHA. B KIMHHYECKMX MCCIIC/IOBAHUSX PUTOHABHP, SIBAIOMIMICS

MOLUHBIM HHIHOMTOpOM P-rimnkonporenna u CYP3A4, He oka3biBal BIAMSHUS HA

(hapMaKkOKHHETHKY Me(IIOXHHA Y 310pOBBIX J00POBOJIBIIEB.
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Ocobbie ykazanus

[Ipenapar Mednoxun moxer YBCJIMYUTL PUCK CYIOPOTr Y OOJIBHBIX 3IHJIEICHEI.
CrenoBatenbHo, TakuM namueHTam [pernapaT MOXHO Ha3HA4YaTh TOJBKO C IIEJIbIO
JICYCHUS U NIPU HAJTMYMH aOCOJIFOTHBIX MOKA3aHUH K ero MPUMEHEHHUIO (CM. TakxKe
pasnen «Bsaumoseiicrsue ¢ apyrumu JICKApCTBEHHBIMHU IIperapaTtaMmmu» ).

[Tocne npuema xununa wnu xunmTMHA NPUHAMATL ME(DIOXHH MOXKHO He paHbiie
4yeM yepes 12 yacos.

Y NauMeHToB ¢ HapyueHMsSMH DYHKUMH TleYeHH BO3MOXHO 3aMeuleHHOe
BbIBE/ICHUE Me(IIOXMHA, Y4TO MOKET [PUBECTH K YBEJIMUCHHUIO KOHLEHTpalHii
HOCJIE/IHETO B I1a3Me KPOBH M IOBBILIEHHIO PHCKA Pa3BUTHs HeKeJaTelIbHbIX
peakuuii.

IIpn npodunaktuyeckom nasHauenun p TEYCHHE JUTMTENILHOIO BpeMeHH (npuem
npenapara 6osiee 1 roja HeXesaTeeH) HeOOXOMUM TMepUOAHYECKHI aHAIN3
nokasarejieil GyHKUUU NeYeHu u odranbMonoruyeckoe obcnenoBanme, [Tpoduin
Oe3onacHocTH MedIoXHHa IpH NMPOGHIAKTHYECKOM PUMEHEHHH
XApaKTCpU3yeTCs  npeoliiajlaHieM  HeHponcuxuueckux peaKuMi, TakuX Kak:
TheBora, - jienpeccus, OeCroKOHCTBO WM CHYTaHHOCTh co3HaHus. B ciyyae
BOSHMKHOBCHHS TAaHHBIX HEXENATeNbHBIX SBJICHMUI] TEpaNuio  IpenapaTom
Meguoxun ciienyer oT™MeHUTh M Ha3HAYHTL Apyro# npenapar. M3-3a 6osbiioro
lICpHOSIa  MONYBBIBE/ICHHSI  Me(IOXMHA  HeKeJaTelbHble peakUuuH  MOryr
PA3BUBATLCA MIIM COXPAHSITHCS BILUIOTH JI0 HECKOJNBKMX HENelh Mocie MOCJIeAHETO
lIpHEMa Tipenapata. Y HeGOJIBIIOro YMcia MauMeHTOB GhuM OIMCaHbl Clly4yau
[ICHXOHECBPOTHUYECKUX HapyIICHHH (BKIIOYas ACTIPECCHUIO, TOJIOBOKPYKEHHE W
BEPTHIO, a TaKkkKe I[OTepI0 paBHOBECHS), KOTOpble HaOJIIOAAIMCh B TeueHHe
HECKOJILKMX MecsueB uiu Gosiee moce npekparieHus IIpUeMa MpoaoJKaBIIUECs B
TCUCHHC HCCKONBKMX MECSLEB IM0CIe NpeKpalieHus npuema rmnpenapata. [lpu
IPUMEHEHUH Me(IIOXHHA cO0BIIaI0Ch O CllydasiX HapyleHHH CO CTOPOHBI OpraHa
3PCHH, B TOM 4HCJIEe O HEHPONMAaTHH 3PUTENLHOrO HEpBa M IOpa)X€HUH CEeTYaTKH

(BKIIOYas Makysonaruio). [Ipu Bo3HMKHOBeHMH HapyleHWH 3peHust cieayer
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O0OpaTHTBCs K JIeyalleMy Bpady IS pacCMOTPEHHs BOINPOCA O BO3MOKHOCTH
MPOJIOJKEHHMS JIeueHHs nperniapatoM Meduioxun. B ciyuyae pa3ssutus cHMITOMOB
MOJIMHEHPONATHH, BKJIIOYas 00Jb, MOKEHHWE, IOKaJbIBAHHE, OHEMEHHE W/MJIH
cmabocThb, JieYeHHe MpenapaToM J0KHO ObITh NpekpaiieHo. BriGop nperapara
JUIs TPOGHIIAKTHKM MAJISIPUM 3aBHCHT OT PE3UCTEHTHOCTH K Hemy P. falciparum B
KOHKPETHOM peruoHe (cM. paszgen «@Papmakosoruyeckoe jeiictsue»). [lpu
MPUMEHEHHH  Ipenapara  CooOWanoch O  Cly4asX arpaHyJoluTo3a |
arlacTHYecKon aHeMuH (cM. paszen «IlobouHoe aencTBUe»).

[Tonananue JiekapcTBEHHBIX MPENapaToB B OKPYXKAIOLLYIO CPELy AOJIKHO ObITh
CBE/ICHO K MHMHMMyMy. He nomyckaercs yruiamsauus npenapata MegaoxuH c
[TOMOIIBIO CTOYHBIX BOJI MJIH BMECTE C ObITOBBIMH OTXOJaMH. [10 BO3MOKHOCTH
HEOOXOMMO  HCIONb30BaTh  ClELHMANbHBIE  CHCTEMBbI  JUIS YTUJIM3ALUH
JICKapCTBEHHBIX IpernapaTosB.

Binsinne Ha cnoco6HocTh K BOKIEHHIO TPAHCHOPTHLIX CPEACTB H pabory ¢
MALIHHAMH H MeXaHH3MaMH

Bo Bpemst 1euenns HeoOX0MMO BO3AEPKHBATHCS OT BOYKIEHHUS aBTOTPAHCIIOPTA U
3aHATHH  MOTCHUMAIBHO ONACHBIMM  BHJAMH  JE€STEJbHOCTH, TpeOyIOLMMHU
MOBBILICHHOH KOHLIEHTPALMK BHUMAHHS H OBICTPOTHI IICHXOMOTOPHBIX PeaKIHUii.
®opma BbINycKa

Tabnemku, 250 me.

[To 4 nan 10 Tabnetrok B KOHTYpHYIO sueiikoBYIO YIAKOBKY U3 [UIEHKH
MOJTMBUHUJIXJIOPUIHON U (DOJIBIY aJTFOMUHUEBOM.

[1o 2 koHTypHBIE siuelKOBbIe yIaKOBKH 110 4 TabaeTKu 1 1o | uiu 4 KOHTYpPHbIE
SUCHKOBbIE yNakOBKHM 1o 10 TabieTok BMeCTe ¢ MHCTPYKIUHMEH 110 PUMEHEHHIO B
MayKy U3 KapToHa.

YciaoBust xpanenus

B cyxom, 3amuiennom ot cBera Mecte npu Temrneparype He Bbiiue 25 °C.

XpaHI/lTb B HCIOCTYITHOM J1JIs1 JIETe MecTe.
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Cpoxk roanocru

3 rona.

[Ipenapar He ciexyeT npuMeHsITH Mocie MCTeYEeHHs CpoKa roJIHOCTH, YKa3aHHOTO
Ha ynakoBKe.

YenoBust ornycka

[To peuernry.

[IpousBoauTens/opranusanus, npuHuMalomas NnpeTeH3uu

DenepanbHoe rocyzapcTBEHHOE YHUTapHOE NpeanpUsTHE HayuHo-
POU3BO/ICTBEHHBIN LHEeHTP «Dapm3aiurar DenepanbHOro MEeMKO-
Ouosoruyeckoro arentcrsa (PIYIT HITL| «®apm3amuran PMBA Poccun).
141402, MockoBckas 0611., T. Xumku, Bamrytunckoe ., .11

Tel. (495) 789-65-55

Caiit: www.atompharm.ru

E-mail: info@atompharm.ru

HavansHuk oTnena PErUCTpALIMK JIEKADCTBEHHBIX CPEJICTB
OI'VIT HIIL] «®apm3amutay ®MBA Poccuu O% /

S1.B. AnxumoBa




