MUHUCTEPCTBO 3/IPABOOXPAHEHNS POCCUMCKOM ®EJIEPALIUN

NHCTPYKLMA

10 MCAUIMHCKOMY IMPUMCECHCHUIO JICKAPCTBCHHOTI'O ITPLCIiapaTa

IMPUMAKCETUH®

HaMMCHOBAHUC JICKAPCTBCHHOI'O IIpCIiapara

PerncrpanuoHHbiii HoMep
Toprosoe HauMeHOBaHUe
[pumakceTun®

MexayHapoaHoe HeMATEHTOBAHHOE HAUMEHOBaHM e

JamokceTnn

JlekapcTBeHHas popma

TabneTku, NOKPHITHIE MIIEHOYHOH 000I0UYKOM

Cocras

1 TabneTka COMEPIKUT:

delicmeyiowjee  6eujecmeo: HANOKCeTHHA ruapoxiopua 33,6 mr/ 67,2 Mr B mepecueTe Ha
nanokcetH 30 mr/ 60 mr;

gcnomozamenvhvie eujecmea: JAKTO3bl MOHOTHApAT, ILEJUTI0JI03a MUKPOKPHCTAJUIMYECcKas,
KpOCKapMeJ103a HaTpHsl, KpeMHUS JUOKCH]T KOJIJIOUTHBIA O€3BOIHBIN, MarHus cTeapar,
8cnomozamenvHbie seujecmsa ona 0001104KU [runpomeriosa
(ruApOKCHUIIPOIMIMETHIIICIUTION03a), Makporoia 6000 (momustuienraukoias 6000), TuTaHa
JIMOKCH /I, XKeJie3a OKCH/] YePHBIH, jKene3a OKCHJT HKENIThIN |.

Onucanue

Kpyrible ABOSKOBBINYKIIbIE TaOJIETKHU, MOKPHIThIE IUIEHOYHOM 000J04YKOoi ceporo mBera. Ha
MOTIEPEYHOM pazpese AIpo OETOro WM MOYTH OeJIOTOo IBETA.

dapmakoTepaneBTHYeCKas IPynna

CpencTtBo neueHus NpexaeBPEMEHHOMN dAKYISINH.

Kon ATX: G04BX14

dapMaKoJI0rH4YecKue CBOMCTBA

Dapmaxoounamuka

[Ipennonaraercs, 4To MeXaHW3M JEHCTBUS NANOKCETUHA TPU TMPEKJIECBPEMEHHON DSAKYIAINUU
CBsI3aH C TOPMOKEHHUEM 0OpaTHOTO 3aXBaTa CEPOTOHMHA HEHPOHAMU C TIOCIEIYIOITUM YCHICHUEM

JEUCTBUS HEUPOMEINATOPA Ha IIpe- U MOCTCUHANTUYECKUE PELENTOPBI.
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Mexanusm  2SKYJSILMM  PErYIMPYETCsl. B OCHOBHOM CHUMIIATUYECKOM HEPBHOM CHUCTEMOM.
[TocTranrnvoHapHeie CUMIATHYECKUE HEPBHBIC BOJIOKHA MHHEPBUPYIOT CEMEHHBIE MY3BIPHKH,
CEMSIBBIHOCSIIUN TPOTOK, MPEICTATEIBHYIO JKEJI€3y, MBIIIIBI YPETPhl U HIEHKA MOYEBOTO MY3bIpS,
BBI3bIBAsI UX CKOOPMHUPOBAHHOE COKPAIICHUE JIJIS1 JOCTHMKEHUS ISKYIAIUU. [lanokceTnH BiIuseT
Ha peduekc OdSAKYISAIUU, YyBEIWYMBash JATCHTHBIA TEPUOJ ¥ YMEHbIIAsS JUTUTEIBHOCTH
pedaeKTopHOM HUMITYIbCAIIM MOTOHEHPOHOB TaHIJIMEB MPOMEKHOCTH. CTHUMYI, 3amyCKaroIIuil
ISKYISIIIUIO, TEHEPUPYETCS B CIIMHHOMO3TOBOM PEQUICKTOPHOM IIEHTPE, KOTOPBIM Yepe3 CTBOJI
TOJIOBHOTO MO3Ta KOHTPOJIMPYETCS HECKOJBKHUMH SIApaMHU TOJOBHOTO MO3ra, B TOM YHCIIE
MIPEONITUYECKUM U ITAPABEHTPUKYIISTPHBIM.
Dapmaxokunemuxa
Bcacvieanue
JlanokceTHH OBICTPO BCAChIBA€TCS, U MaKCHUMallbHas KOHIEHTpalus B IuiasMe kposu (Cmax)
JIocTUraercst uepes 1-2 yaca mociie mpuemMa mpernapara. AOGCoJIOTHasE OMOJJIOCTYITHOCTh paBHA
42% (mmama3oH 15-76%). Ilocne oTHOKpAaTHOTO MEPOPATHLHOTO MTPHUEMa JAaNOKCETHHA HATOIIAK B
no3ax 30 mr m 60 Mr makcuMalsbHas KOHIEHTpPAIMs BEIIECTBA B IUIA3ME€ KPOBH COCTABJISIET
297 ur/ma (uepe3 1,01 gaca) u 498 ur/ma (uepe3 1,27 yaca) COOTBETCTBEHHO.
[Ipuem xupHOM nHIKM ymepeHHO yMeHbliaeT Cmax pamokceruHa (Ha 10%) u Ha 12%
yBenmuuuBaeT AUC (miomaap Moja KPUBOM «KOHLIEHTPALMSA-BPEMsSD») U BpeMs JOCTHUKEHHS
MaKCUMaJbHOW KOHIIEHTpaluu B Tuia3Me KpoBHU. OJHAKO, CTENEHb BCACHIBaHUS NANlOKCETHHA
TIPU 5TOM He M3MEHseTCs. DTH U3MEHEHHs KIMHUYeCKU He 3HaunuMbl. [Ipenapar ITpumakcerun®
MO>KHO IIPUHUMATh HE3aBUCHUMO OT MpreMa MHIIH.
Pacnpeoenenue
Bonee 99% namokceTMHa CBA3BIBACTCA € OeJIkaMy Iuta3Mbl N VItro. AKTUBHBIM MeTaOOIUT -
JIe3METHIIJIAIIOKCETHH - CBSI3bIBAeTCA ¢ OesNKaMu I1a3Mbl KpoBH Ha 98,5%. JlanokceTun ObICTpPO
pacnpezensercs o OpraHu3My co CpeIHUM PaBHOBECHBIM 00beMOM pactpenenenus 162 . [Ipu
BHYTPUBEHHOM BBEJCHUU Yy JIIOJed cpeAHee BpeMsl IOJNYBBIBEJCHHS B HayalbHOM,
MIPOMEXYTOYHOM M TepMHUHaAIbHON (azax BbiBeaeHus coctasmser 0,10, 2,19 u 19,3 wyaca
COOTBETCTBEHHO.
Memaboausm
HccnenoBanus in vitro TO3BOJIAIOT NPEANOJOXKUTh, YTO JAOKCETHH METa0OoIM3UPYeTCs
MHOTUMHM (pepMeHTaMHu MeyeHu U noyek, ocooenHo CYP2D6, CYP3A4 u ¢naBuH-conepxamieit
MoHookcureHazoi (OMO1) nouek. B k1MHUUECKOM HCCIEIOBAHUH, B X0 KOTOPOTO U3ydascs
Metabonusm  4C-jmanokceTHHa, JANOKCETMH MOCTE TEpOpalbHOrO  IpHeMa  AKTUBHO
MeTaboIM3UPOBAJICs B OCHOBHOM yTH N-oxucnenus, N-nemerunupoBaHus,
TUAPOKCHIIMPOBAHUST HAPTO-TPYIIBI, TIIOKYPOHU3AIMH W TPHUCOSAUHEHUS CYIb()O-Trpymibl.

ITocne MEpopaJILHOTO IMMpUcMa O6H8.py>KCHBI NPpHU3HAKHU NPCCUCTCMHOTO MeTa00IM3Ma B IEUCHH.
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OCHOBHBIMH KOMIIOHEHTaMH, IUPKYJIUPYIOIIUMH B IUIa3Me€ KpPOBH, OBUTM HMHTAKTHBIN
JarmoKceTuH U nanokceTrH-N-okcua. B uccnenoBanusx in vitro 0OHapyXeHO, Y4TO JalOKCETHH-
N-okcun  HeaktmBeH. Kpome  Toro,  oOHapyXWBaJIUCh  JC3METIIIJANIOKCETHH U
IUJIE3METHIIIAIOKCETUH B KOJMUYecTBE MeHee 3% OT OO0IIero KOJMYeCTBa HUPKYIUPYIOMINX
MeTabOJIUTOB JTallOKCETUHA. B MccienmoBaHuy in vitro YCTaHOBIJICHO, YTO JE3METHIIIATIOKCETUH
M0 aKTUBHOCTHU COIMOCTaBUM C JAMOKCETHHOM, a JUAEC3METUIIIANOKCETHH MPUMEPHO B 2 pasa
MeHee aKkThBeH, ueMm janokcetud. Oxcno3unus (AUC wu Cmax) HECBSI3aHHOTO
ne3Metmiaanokcernuna cocrapisuia 50% u 23% oT HECBSI3aHHOTO TallOKCETHHA COOTBETCTBEHHO.
Buvigeoenue
MeTabonuThl 1alOKCeTUHA BBIBOJATCS B OCHOBHOM C MOYOM B BHJE KOHBIOTATOB.
HeusmenenHoe akTHBHOE BEIIECTBO B ModYe He OOHapykuBaeTcs. JlamokceTuH OBICTPO
BBIBOJIUTCS, O YEM CBUJICTEIHCTBYET HU3Kasi KOHIICHTpAIIMs BEIIECTBAa B IIa3Me KPOBU (MEHEe
5% ot MmakcuManbHOM) dYepe3 24 uaca mocie npueMa J03bl. [Ipu exeaHEBHOM IpHEMeE
HaKOIUICHHE BEIECTBA B OpraHu3Me MHUHHMaIbHO. [Ipm mepopambHOM TIpHEME TIEPHOT
KOHEYHOTO MOJIYBBIBEJEHUS COCTABISAECT MPpUMEPHO 19 yacos.
Ocobvie epynnsl nayuenmos
Paca
OIHOKpaTHBIM MpHUEM JarnokceThuHa B 03¢ 60 Mr HEe BBISBHJI CTAaTUCTHYECKHA JOCTOBEPHOTO
pa3nuyMsl MoKazaTesiel y eBpONEHIEeB, JIMI HErPOMAHON pachl, JaTUHOAMEPUKAHIIEB W JIMI]
asnarckoil pacbl. CpaBHeHHE (DApPMAKOKHHETUKH JANOKCETHHA Y EBPOICHUIICB W SITIOHIICB
nokasano Oosiee Bbicokue 3HaueHus Cmax u AUC, y nociennux (Ha 10-20%) u3-3a MeHbIIen
Macchl Tena. boyiee BHICOKHI ypOBEHb CHCTEMHOTO BO3ICHCTBHS BPSIA JIM BBHI3bIBACT 3HAUNMOE
pasnuuue KIMHU4YecKoro 3ddexra.

Hoorcunvie nayuenmot (65 1em u cmapwe)

OnHOKpaTHBIA IpueM JanokceTuHa B o3¢ 60 MI He BBISBUJ CYLIECTBEHHOIO pa3iIMuus
nokazateneit (dapmakokuHeTuku (Cmax, AUC, Tmax) y 370pOBBIX THOXHWIBIX MYXYHH U
MYXK4HH 060JIee MOJIOJI0r0 BO3pacTa.

Cpennue 3Hauenus AUC nanokceTMHa M KOHEYHbBIH MEpHOJ| MOJIYBBIBEAECHUS ObUIM BBIIIE,
COOTBETCTBEHHO Ha 12% u 46% y MOXMIBIX MY)XUMH IO CPaBHEHMIO C MY)XXUMHamu Ooiiee

MOJIOOOTO BO3pacTa.

Ham/meHue d)VHKl/ﬂ/ll/l no4ex

OnHOKpaTHBINA IpUeM JanoKceTuHa B J103¢ 60 MI He BBISBWI 3aBHCHUMOCTH MEXIY KIHPEHCOM
kpeatuHuHa 1 Cmax win AUC nanokceTrHa y O0JbHBIX €O €1a0bIM (KJIMpEHC KpeaTuHuHa 50-
80 MII/MHH), YMEPEHHO BBIPaXEHHBIM (KJIUpeHC KpeaTuHUHA OT 30 10 <50 MJI/MUH) U TSDKENbIM

(xnmupenc kpeatuHuHa <30 wi/mMuH) HapymieHueM ¢yHkiun nodyek. AUC namokcetuHa y
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MAIMEHTOB C TKEJIBIM HapyIIeHueM (YHKIMH MOYeK ObUIO IMPUMEpPHO B 2 pas3a BBIIIE, YEM Y
MAIMEHTOB C HOPMAIbHOM (QyHKIMEH moyek. /laHHbIe 0 IpUMEHEHHHU Ipernapara y OOJbHBIX €
TSDKETIBIM ~ HapylleHHeM (YHKIMM TIOYeK OTpaHWYeHbl. Y OOJBHBIX, HYXJAIONUXCS B
reMojianuse, GapMakOKHHETHKA JAallOKCETHHA HEe U3ydasach.

Hapywenue d)vHKuuu nevyeHu

VY OO0JIBHBIX CO ClIa0bIM HapylieHHeM (YHKIHK TeYeHH (apMaKOKWHETHKA TAllOKCeTHHA WU
Je3METHUIIIATIOKCETHHA HEe M3MEHsIach. Y OOJIBHBIX C HAapyHIeHHWeM (YHKIWHU MEYeHH CpeaHei
Tsokect (kimacc B mo Yaina-Ilsto) Cmax u AUC HecBA3aHHOTO JIallOKCETHHA YBEJIMYEHBI HA
55% u 120% cootBercTBeHHO. CMax HECBSI3aHHON aKTUBHOW (hpakiuu JanoKceTHHa Oblia
HensmenHa, a AUC - yBennueHa B 2 pasa.

VY 60JBHBIX C TSDKENBIM HapylieHHeM QyHKIHMU nedyeHn CMax HECBsI3aHHOTO JarnoKceTuHa Oblia
He n3MeHeHa, a AUC HecBA3aHHOTO JalOKCceTHHa Oblia yBenuueHa Oosiee yeM B 3 paza. AUC
aKTUBHOM ()paKIMK TakKe ObLIa yBeJIMUeHa B HECKOJIBKO Pas.

Honumoppusm CYP2D6

KoHuenTpauus nanokceTMHa B IJla3Me€ KpOBU IIOCJE€ OJHOKPAaTHOrO TpHeMa Ipemnapara
[pumakcetun® B 103e 60 Mr y GOJIBHBIX ¢ HM3KOM akTHBHOCTEIO CYP2D6 Oblia BhILIE, YeM Y
007bHBIX ¢ BbICOKOM akTHBHOCTHIO CYP2D6 (Cmax mpumepno Ha 31%, AUC npumepHo Ha
36%). AnanornyHo, Cmax JAe3MeTHIITaOKCeTUHA y OOJTBHBIX C HU3KOM akTUBHOCTHIO CYP2D6
obuta yBenuueHa Ha 98%, a AUC - na 161%. Cpennuii KOHEUHBIH MEPHOJ MOTYBbIBEACHUS
JATIOKCETHHA YBEIWYeH Ha 2,4 yaca y TAIMeHTOB C HHM3KOM AaKTUBHOCTHIO H30(epMeHTa
CYP2D6 no cpaBHEHHIO ¢ MAIIMEHTaMH C BBICOKOM akKTUBHOCTHIO n3odepmernta CYP2D6. Cmax
aKTUBHOM (pakiuM JanokceTuHa mosbileHa Ha - 46%, a AUC nHa - 90%. Drto yBenuueHue
MOXET COIPOBOXK/IATHCS MOBBIIIEHHOW YaCTOTON M TSXKECTHIO J10303aBUCUMBIX HEXKEIATEIbHBIX

apiaeHuil. BesomacHOCTh NpuMeHeHMs npenapara IlpumakceTun®

y MalUMeHTOB C HU3KOH
akTUBHOCTbIO CYP2D6 MoXxeT BbI3BaTh COMHEHMS HPU OJHOBPEMEHHOM MIPUEME JPYrux
JIEKapCTB, CIIOCOOHBIX TOPMO3UTh META0OJIM3M JallOKCETHHA, B YAaCTHOCTH, AKTHUBHBIX U
yMEpEHHO aKTHUBHBIX HHTHOUTOPOB CYP3A4.

Oxupaercs, 4ro y IMAalMEHTOB CO CBEpPXBBICOKON akTuBHOCThIO CYP2D6 koHueHTpanuu
JAMOKCEeTHHA U Ie3METUIIAANOKCETHHA B TIa3Me KPOBU OYyAyT CHHKEHBI.

IToxka3zanusi K NPUMEHEHU IO

Ipenapat [pumakceTun® npegHa3HAYEH IS JE€YEHHS MPEKIEBPEMEHHOM dAKY/IALMH y MYKUHH
B Bo3pacte oT 18 10 64 ner.

IIporuBoONOKa3aHUA

- FI/IHepHYBCTBI/ITCJIBHOCTB K HallOKCETHHA THAPOXJIOPpUAY HIIN J'IIO6OMy Apyromy

KOMIIOHCHTY IIpCriapara.
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- Breipakennbsie 3a0oJieBaHus cepina (Hampumep, cepiaedyHas HeaoctarodHocTs [I-1V
kimacca o NYHA, napymenus cepiaedHoil mpoBoaumocTu (0JI0Kaaa aTpUOBEHTPUKYISIPHOM
MPOBOJAUMOCTU 2-3 CTENEHU WA CHUHAPOM CIa00CTH CUHYCA) MPU OTCYTCTBUU MOCTOSIHHOTO
KapIMOCTUMYJISITOPA, BRIPAKEHHAS HIIEeMHUYecKas O0JI€3Hb Ceplla WM MOpakeHUe KIarnaHHOTo
amnmnapara).

- OpHoBpeMeHHBIH IpUeM HUHIHUOUTOpOoB MoHOaMuHOKcuaasel (MAO-U) u npuém B
TeyeHue 14 nHed mnociie mpekpauieHuss UX HOpuMeHeHus. AHanoruuHo, MAO-U Henb3s
IIPUHUMATh B TedeHue 7 JHell mocle npeKpallenus npuema npenapara Ipumakcetun®.

- OnHOBpEeMEHHBIN MpUEM THOpPUIA3MHA M B TeueHHe 14 JHEH mocie MpeKpaimieHus ero
MPUMEHEHMs. AHAJIOTMYHO, THOPUAA3UH HEJb3s MpPUHUMAaThb B TEYeHWE 7 JHEH 1mocie
npekpamieHus npuema npenapara IpumakceTun®.

- OpnHOBpeMEHHBIH MPUEM HHTUOMTOPOB OOpAaTHOIO 3aXBaTa CEPOTOHHMHA (CEJIEKTHBHBIX
MHrUOUTOPOB OOpatHOro 3axsata ceporoHumHa - CHMO3C), nHruburopoB oOpaTHOTO 3axBara
CEepOTOHMHA M HOpaJpeHallMHAa M TPUIMKIMYECKUX aHTUACTPECCAHTOB M IPYTUX MPEnaparos,
o0nanarolux CEepOTOHMHEPrUYeCKUM JIeHcTBUEM (Hampumep, L-Tpunrodan, TpuUNTaHbl,
TpamasoJ, JUHE30IHU ], JTUTHH, npenapatsl 3Bepodos (Hypericum perforatum) u B Teuenue 14
JHEeHW Mocie MpeKpalleHus ImpueMa 3TUX IMpenaparoB. AHAJIOTWYHO, ATH IpenapaThl HElb3s
NpPUHUMATh B TeueHue 7 Heil mocle npekpanienus npuema npenapara [pumakcetun®.

- OnHoBpeMeHHBIM mpueM ¢ akTuBHbIMU uHruOmTopamu CYP3A4, wnHanpumep,
KETOKOHA30JI0M,  WMTPaKOHA30JIOM,  pPUTOHABHPOM,  CAaKBHUHABUPOM,  TEIUTPOMMIMHOM,
HedazogoHOM, HEN(PUHABUPOM, aTa3aHABHPOM H T.]I.

- YMepeHHO BbIpaKEHHbIE U TSHKEIIble HAPYIIEHUS! (YHKIUH TTEYECHH.

- Tsoxenble HapyleHUs! QYHKIUH MTOYEK.

- Jletu u moipocTKU MoJioxke 18 Jier.

- L[e(bI/IHI/IT JIaKTa3bl, HCIICPCHOCHUMOCTD JIAKTO3bI, I''TFOKO30-TdJIAKTO3Has Manba6cop6u1/1>1.

B cnyyae Hamuuus B aHaMHE3€ YCTAHOBJICHHOW WM NIPEANOJIaracMoOM OpPTOCTATHUYSCKOM

THIIOTCH3MH, 4 TAK)KC HAJINYHA B AHAMHEC3C MaHUW/ TUIOMAHUU WJIN 6I/IHOH${DHOFO paccTpoiicTBa

CICAYCT n30erath JeYECHUS openaparomM HDI/IMaKCGTI/IH®.

C 0CTOPOXKHOCTBHIO

- cia0ble WM YMEPEHHO BBIPAXKEHHbIE HAPYIICHHS (PYHKIIUU MTOYEK;

- OJIHOBPEMEHHOE TNPUMEHEHHE C MOIIHBIMU HHruOuTopamu uszodpepmenta CYP2D6 u
yMmepeHHbIMU uHTHOuTOpamMu CYP3A4 y manueHTOB ¢ MeHOTUNHMYECKH HU3KOW aKTUBHOCTHIO
nzopepmernta CYP2D6 u manueHTOB ¢ BBICOKOM akTHBHOCThIO H3odepmenta CYP2D6 (B
KOMOMHAIMK ¢ yMepeHHbIMU UHrHOuTOpaMu nzodepmenta CYP3A4);

- OJIHOBPEMEHHOE TPUMEHEHHE C TMpernapataMu, KOTOpbIE BIMSIIOT Ha arperamuio

TpOM6OI_[I/ITOB " C aHTUKOAT'YJISIHTAMU U3-3a PUCKA PA3BUTHSA KpOBOTC‘ICHHﬁ.



IIpuMeHenne npu 6epeMEeHHOCTH M B NMEPHO I'PYIHOr0 BCKAPMJIMBAHUS

[penapar [Tpumakcetun® He IpeaHa3HAYEH U IPUMEHEHHUS Y KCHIIHH.

bepemennocms

Hcxons U3 OrpaHMUEHHOTO KOJIMYECTBA JAHHBIX, MOJTYUYCHHBIX B KIMHUYECKUX UCCIEIOBAHUIX,
HET OCHOBAHMH WpeANojiararb, 4YT0 NpPHUEM JAaNOKCEeTHHA MYXYMHOW MOXKET BIMATH Ha
OepeMEeHHOCTh  MapTHEpPIIH. XOPOMIO  KOHTPOJIHPYEMBIX  HCCICIOBAHWUN  TPUMEHEHUS
JATIOKCETHHA y O€pEeMEHHBIX KEHIIUH HE TIPOBOIMIIOC.

Ilepuoo epyonoco eckapmausanus

HewnsBecTHO, BRIBOJUTCS JIM JATIOKCETHH U €0 META0OIHUTHI C TPYAHBIM MOJIOKOM.

Cnoco6 npuMeHeHus U 103bI

Jnst mepopanpHOTO TipreMa. TalleTKy cieayeT MporiaThiBaTh LEIUKOM, 3aliBasi MO KpaiHeH
Mepe OJHMM TMOIHBIM CTakaHoM Bojbl. Ilpemapar ITpumakceTH® MOKHO HPUHHMATH

HE3aBHCHUMO OT IMpHUEMaA MUIIH.

Bspociwvie myarcuunvt om 18 0o 64 1em

Pexomennyemas HauasbHas 103a I BCEX MYKUMH cocTaBiseT 30 Mr; 3Ty 103y IPUHUMAIOT 3a
1-3 uvaca o mpeamonaraemoro mojoBoro akta. Ilpu HemoctatouHOM 3(ddexte U xoporieit
MepeHOCUMOCTH 1036l 30 MI €ée MOKHO yBeNMYnTh A0 60 Mr. MakcumanbHas peKOMeHIyeMas
4acToTa MmpueMa JI03bl - 1 pa3 B 24 yaca.

Bpau, nHazHauaronmii npemapat Ilpumakcetun® 1js JedeHHs TPEKIEBPEMEHHOH AAKYIAINH,
JOJDKEH OLICHUTDh PUCK M I0JIb3y IPUMEHEHUS Ipenapara Iocie NepBbIX 4 HEJCINb JICYCHHs WIH
rocJie nprema 6 103 U JOJDKEH ONPEIESIUTh COOTHOIIEHUE PUCK-TIOJb3a Ul IIPUHATUS PEILICHUS

®

0 1eJIecO00pa3HOCTH TAbHEHIIIEro JIedeHus mpenapaToM [IpumakceTns .

Hayuenmui ¢ Hapywenuem qbVHKL{uu novyex

Jlis manueHTtoB co ciaaOblM WM YMEPEHHO BBIPAKEHHBIM HapylleHueM (QYHKIUU IOYeK
KOPPEKIMH J103bl HE TpedyeTcs, HO PEKOMEHJYeTCS MPOSBIATh OCTOpPOXKHOCTh. [Ipemapar

IpumaxceTun®

HE PEKOMEHJYeTCs MPUHUMATh OOJIbHBIM C TSDKENBIM HapylmieHueM (YHKIHH
MOYEK.

HauueHrnbl C HApyuieHuem d)VHKI/ﬂlu neyeru

Jlis GOJIBHBIX €O ClIaObIM HapylleHHeM (DYHKIUU TMEYEHH KOPPEKIUH J03bl HEe TpedyeTcs.
Ipenapar ITpumakceTn® MPOTUBONOKA3aH OOJBHBIM C YMEPEHHO BBIPAKEHHBIM M TSKEIBIM
HapymeHneM GyHkuun nedernu (kiaacceol B u C mo kinaccudukanuu Yaiinga-I1s10).

Hayuenmor ¢ nuskou axmuernocmoio  CYP2D6, 00HOSpeMeHHbll npuem ¢ aKmueHbiMU

ureubumopamu CYP2D6

CrieflyeT NpoSBIATH OCTOPOKHOCTD MIPM YBEIMYEHUH J103bI TIpenapata [Ipumakcetun® 10 60 mMr
y aun ¢ HM3KoM akTtuBHOCThIO CYP2D6 umm y OOJIBHBIX, OJZHOBPEMEHHO C IpernapaTtoMm

[pumakceTHH®™ IPUHUMAIOMIUX aKTUBHBIE MHrHOMTOpH CYP2D6.
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Llayuenmol, nonyuarowue axKmueHble UAU YMEPEHHO aAKMUBHbLE uH2u5umopbz CYP3A44

OnnoBpeMeHHBI TpueM  akTHBHBIX ~ uMHTHOMTOpoB CYP3A4 mporuBomoxazan. Ilpu

® C YMCPCHHO AKTHBHBIMU I/IHI‘I/I6I/ITOpaMI/I

OJIHOBPEMEHHOM TiprieMe mnpenapara [IpumakceTnH
CYP3A4 no3a npenapara qo/pkHa ObITh CHUOKEHA 10 30 M.

ITo0o4Hoe aelicTBHE

B KIMHHYECKUX MCCIIEIOBAHMAX 3apETUCTPUPOBAHBI CIICAYIONINE TOOOYHBIE ACHCTBHS, KOTOPHIE
HabIro1aMCh YyacTo U ObuTH A0303aBUCHMbIME: TommHOTA (11,0% u 22,2% npu npueme 30 Mr u
60 MI JanmoKceTHHa COOTBETCTBEHHO), r0JI0BOKpYyxeHue (5,8% u 10,9%), ronouas 6016 (5,6%
u 8,8%), mmapes (3,5% wu 6,9%), O6ecconnuna (2,1% wu 3,9%), ycramocts (2,0% u 4,1%).
CaMpIMH YacThIMU SIBICHUSIMH, TPEOOBABIIMMU OTMEHBI JiedeHus, Obutd TomHoTa (y 2,2%

00JIbHBIX) U TOI0BOKpY)eHue (1,2%).

Heowcenamenvnvle noboynvie peakuyuu, HabA00A6UUEcs 8 X00€ KIUHUYECKUX UCCAe008aHUl

nepeduciienvl Huace.

Ilcuxuueckue napywenus

YacTo: TpeBOKHOCTH, AKUTAIIUS, OECTTIOKONCTBO, HEOOBIUHBIE CHOBUICHUS, CHIDKCHHE THOUIO.
Heuacro: nempeccus, aenpeccUBHOE HACTPOEHHE, COCTOSIHUE 3iiopuu, MEpeMeHbl HACTPOEHUS,
HEpBO3HOCTh, O€3pa3inyue, anartusi, CyTaHHOCTh CO3HAHMS, JA€30pHUEHTAlNsS, MaTOJIOTMYECKOe
MBIIIJICHHE, COMATOCCHCOpHasi aMIUTU(UKAIKA, HAPYIICHHWs CHA, WHUIHUAJIbHAS WHCOMHUS,
MHTPACOMHUYECKOE PACCTPOMCTBO, HOUHBIE KOIIMAphl, OpPYKCHU3M, MOTEeps TUOUI0, aHOPra3Musl.
Hapywenus co cmoponst yeHmpaibHoll HePEHOI CUCHIEMbL

OdeHb YacTo: TOJOBOKPYKEHUE, FOJI0OBHAs 00JIb.

YacTo: COHIUBOCTD, HApYyILIEHHE KOHIEHTPALUU BHUMAHHUS, TPEMOD, TapecTe3us.

Heuwacro: oOMOpoK, B TOM uymclie Ba3oBarajibHbIi OOMOPOK, MOCTYypalbHOE TOJIOBOKPYKEHUE,
aKaTU3Us, WU3BpallleHuEe BKyCa, T'MIIEPCOMHHMS, JIETAprusi, CEJAaTUBHOE COCTOSHUE, yTrHETCHHE
CO3HAHMUSI.

Penxo: ronoBokpyxenue npu GuU3NYECKOil Harpy3Ke, BHE3AIMHOE 3aChIaHue.

Hapywenus co cmoponst op2ana 3peHus

YacTo: HEYEeTKOCTh 3PEHHUS.

Hewacro: Mmuapuas, 6016 B 0051aCTH T1a3a, HApYLICHUE 3PEHHUS.

Hapywenus co cmoponst op2ana ciyxa u 1a0upuHmHsle HapyuieHus

YacTto: 3B0H B yIIax.

Heuacrto: BepTHro.

Hapywenua co cmoponst cepoeuno-cocyoucmoii cucmemobl

YacTto: «IpUIIMBED) KPOBH.

Hewacro: mpekpaiiienne akTUBHOCTH CHHYCOBOTO y3Ila, CHHYCOBasi Opaaukapusi, TaXuKapus,

CHMXCHHUC apTCPUATIBHOTO NABJICHUS, CUCTOJINYCCKAA TUIICPTCH3UA.



Penko: «npuimBel» TeIuia.

Hapywienua co cmoponst ObixamebHOU CucHembl

YacTo: 3aJ05KEHHOCTh HOCA, 3€BOTA.

Hapywenusa co cmoponut yceny0ounHo-Kuuieunozo mpaKma

Yacro: auapest, pBoTa, 3amop, 001 B 00IaCTH )KUBOTA, AUCIEIICUS, METEOPHU3M, AUCKOM(POPT B
00J1aCTH KeIysIKa, B3AyTHE KHBOTA, CYXOCTh BO PTY.

Hapywienua co cmoponst Kodcu u n0OKOHCHbIX MKAHEN

Yacro: runepruapos.

Heuacro: 3y, X010AHbIHI TOT.

Hapywienua co cmoponst penpoOyKmueHol cucmembl

Yacro: speKkTunbpHas AUCHYHKIUS.

Hewacro: orcyrcTBHE 3sIKYNsLMU, HapyLIEHHE Opra3Ma, B TOM YHMCIIE€ aHOPrasMHs y MY)KUUH,
napecTe3ust MOJIOBbIX OPraHOB MYXKUHH.

Obwee cocmosanue

Yacro: ci1abocTh, pa3apakUTeIbHOCTb.

Hewacro: actenusi, 4yBCTBO ’kapa, ONIYIIEHHWE TPEBOTH, OIIYIICHHE HEIOMOTaHUS, UYyBCTBO
OTIbSTHEHHUSI.

H3menenun nabopamopuvix nokaameneii

YacTo: NoBbIIIEHUE APTEPUATIBHOTO AAaBIICHUS.

HeuacTo: yBenuueHue 4YacTOThI CEPIEYHBIX COKPALCHWH, YBEJIWYEHHE UACTOIMYECKOrO
apTepUaIbHOTO JIaBJICHUS, YBEIMYEHUE OPTOCTATHUECKOTO apTEPUAIBHOTO JIaBICHUS.

Onucanne OTaeNbpHBIX H000YHBIX 3G hEKTOB

OOMopokn ¢ TmoTeped Cco3HaHMs, ¢ OpaaukKapaueil WM OCTaHOBKOM CHHYCOBOTO Y3lia
HaOJIOJAIUCH Y MAlMEHTOB IPU XOJITEPOBCKOM MOHUTOPHUPOBAHUU M OBLIN 3apPETUCTPUPOBAHBI
B KJIMHUYECKUX UCCIeI0OBaHusAX. [laHHbIe HeXeNaTeNbHbIe SIBJICHUS PACIICHEHbI KaK CBA3aHHbBIE C
MpUMEHEHHEM Ipernapara. boibIIMHCTBO ciiydyaeB HaONIOJAINCh B TEYEHHE IMEPBHIX 3 YacoB
rocJie mpremMa Ipernapara, mociie nmpueMa nepBoi J03bl WIK aCCOLMUPOBAHBI C MEIUIIUHCKUMU
npoueaypamMu (3a00p KpoBH, HM3MEHEHMsI TMOJIOKEHHUS Tella, H3MEpPEHUE apTepUuaibHOTO
nasienus). [IpogpomanibHbie CUMIITOMBI YaCTO MPEIIIECTBOBAIA OOMOPOKY.

Yacrota ciydaeB oOMOpOKa M MPOAPOMAIBHBIX CHMIITOMOB 3aBHCENa OT JI03bI, YTO OBLIO
MPOJIEMOHCTPUPOBAHO Y MALMEHTOB, MOJIy4aBIIUX OoJiee BHICOKHE JO3bI MIperapaTa.

DddeKTsl IpU 0OTMEHE IIpenapara

HpI/I BHE3aIIHON OTMEHE JIMTEIIbHO MNPUMCHACMBIX CCIICKTUBHBIX I/IHFI/I6I/ITOpOB O6paTHOFO
3axBaTa CCEPOTOHHWHA MUIA JICUCHUA XPOHUYCCKUX JACIIPECCUBHBIX paCCTPOﬁCTB OTMCUAJIUCh
CJICAYOUC CHMIITOMBI: nnc@opnquKoe COCTOSAHUC, PpPa3ApaKUTCIbHOCTL, AXHUTAalu,

TOJIOBOKPYKCHHUEC, CCHCOPHBIC HAPYILICHU A (HaanMep, HapeCTe3I/I}I), TPEBOXHOCTD, CITYTAHHOCTDH
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CO3HAHMSI, TOJIOBHAs 0O0JIb, JIETAPTUs, SMOIMOHATbHAS JTa0UIHHOCTh, OCCCOHHHUIIA W THITIOMAaHHUSL.
Pesynbratel mccnemoBaHusi 0€30MACHOCTH TOKa3aid 0o0jiee BBICOKYIO YacTOTY CHUMIITOMOB
OTMEHBI B BUJIe€ OECCOHHUIIBI M TOJIOBOKPY>KEHHUSI JIETKOW M YMEPEHHOM CTENEHH IMOCJIE OTMEHBI
npenapara nociue 62 qHeil npuMeHEeHHUS.
Ilepeno3upoBka
Cumnmonmbi
B knuHUYECKUX MCCIeIOBAHUAX CIIyYaeB MEePEA03UPOBKU HE OMKMCAHO.
[Ipuem npenapara Ipumaxcetun® B no3e 10 240 Mr (2 10361 10 120 Mr ¢ uHTEpBajIoM B 3 yaca)
HE BBI3BIBAJI HEMPEIBUICHHBIX HEXKETATEIbHBIX SIBIICHUN. B 11€710M, CHMIITOMBI N€pEI03UPOBKU
CHO3C BxiIIOYAIOT CEPOTOHMHEPTHYECKHE PEAKIMU, B TOM YHCIE COHJIUBOCTH, JKEITYI0YHO-
KHUIIIEUYHbIE pacCTpoiicTBa (TOIIHOTA, pBOTA), TaXUKApIUIO, TPEMOp, BO3OYXKICHHE U
TOJIOBOKPYKEHHUE.
Jleuenue
[Ipu mepeno3mpoBKe cleayer, B Cciaydae HEOOXOIUMOCTH, TMPOBOAUTH CTaHJIAPTHYIO
MOJICPKUBAOIIYIO Tepanuio. M3-3a 3HaYNTEIHLHOTO CBSI3BIBAHUS TperapaTa ¢ OeIKaMu IIa3Mbl
KpoBH M OO0JbIIOTO0 OOBEMa pacmpeneseHus TaloKCeTHHA THAPOXIopuaa (GopcupoBaHHBIHN
ouype3, auanu3, TeMmorepys3us U IepeliuBaHue KpOBU BpsA Ju OyayT 3(¢EeKTUBHBIL.
Crnenndudeckuii aHTUIOT HEM3BECTEH.
B3auMmopeiictBe ¢ JApYrUMH JIeKAPCTBEHHbBIMH CpeICTBAMH W Jpyrue BHAbI
B3aHUMOJAEHCTBUSA
Bzaumooeiicmeue ¢ unzudbumopamu MOHOAMUHOKCUOA3bL
VY 6onbHBIX, moay4daBmux ogHoBpeMenHo CUO3C u uarndurop Mmonoammuokcuaassl (MAO-N),
OTHCaHbl Cepbe3HbIC, MHOT/Ia CMEPTENbHbIE PEaKlii, B TOM YHCJIE TUMIEPTEPMUS, PUTHAHOCTD,
MHUOKJIOHYC, HECTAaOMJILHOCTh BEreTaTUBHOM CHCTEMBI C BO3MOXHBIM OBICTPBIM KOJI€OaHHUEM
roKasareseil >KU3HeHHbIX (DYHKIUH, a TaK)Ke U3MEHEHHE NICUXUYECKOTO COCTOSTHUS, B TOM YHCIIE
CIIIbHOE BO30YXKIEHHE, NpOrpeccupyromee A0 JAeIUpUs M KOMBL. ODTH peaklUUd TaKxKe
HaOmoganuch y O0nbHBIX, HeAaBHO mpekpatuBmnx npueM CHUO3C u HauaBmIUX JIeYCHHE
MAO-U. B HEKOTOPBIX CllydasiX CUMITOMBI HAIOMUHAJH 3JI0KaYECTBEHHBIM HEHPOJIENTUYECKUI
cunapoM. [lanueie o coBMectHoM npuMeHeHnn CHUO3C u MAO-U y XKUBOTHBIX MO3BOJISIOT
MIPEIIOJIOKUTh, YTO ST IpernapaThl MOTYT CHHEPTMUYECKHU MOBBIIIATH apTePHAIbHOE IaBIICHUE U
BBI3BIBATH TOBEJEHUECKOe BO3OyxkaeHue. IlosTomy mnpemapar Ilpumaxcetun® He cremyer
MpUHUMATh OJHOBpeMeHHO ¢ MAO-U u B TeueHue 14 gHeil mocie mpekpamieHus: ux rnpuema.
Ananornuno, MAO-U Henb3s mpuHUMaTh B TeueHHE 7 JHEW TOCIe MpEeKpalleHHs Mpuema

Iperapara HpI/IMaKCGTI/IH®.
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B3aumooeiicmeue c muopuoazunom
Tuopunazun ymnunser untepBan QTc, yTO cCOmpoBOXKAAETCS KETYJOUKOBOM apUTMHUEH.

®  kotopwie yrueraroT ¢epment CYP2D6, mno-sumumomy,

[Ipenaparsr Tuna Ilpumakcernn
TOPMO3T MeTaboyM3M THopuaasuHa. OKMIAeTCs, YTO BBI3BIBAEMOE ATHUM MOBBIIICHUE YPOBHS
THOpHUa3HHa OyleT ycuiuBath yauuHenue untepsana QTc. Ipenapar ITpumakcetun® Hembss
[IPUHUMAaTh OJHOBPEMEHHO C THOPUIA3MHOM U B TeueHHe 14 nHell mociie mpeKpaiieHusl ero
npuemMa. AHaJIOTMYHO, THOPUJA3UH HeNb3sl IPUHUMATh B T€UEHHUE 7 THEH mocie MnpeKpalieHus
npuema npenapara IpumakceTun®.

Ilpenapamul, odo1a0aroujue cepomonunepIUYecKuUM Oeiucmeuem

Kak u B ciaysae CHUO3C, npuem mnpenapata IIpumakceTHH® OJHOBPEMEHHO C
CEepOTOHMHEPTrUYeCKUMU npenaparamu (Bkioyas MAO-U, L-tpuntodan, Tpunrtansl, Tpamaod,
muHe3onua, CUO3C, uHrubuTOpsl 3aXBaTa CEPOTOHMHA U HOPAJIpeHAJIMHA, JIUTUN U Tpernaparhbl
3Bepobos (Hypericum perforatum) Mo>keT MOBBIIIATH YACTOTY CEPOTOHMHEPTUYECKUX TTOOOUHBIX
s¢pdekron. Ipenapar INpumakceTuH® Heb3s NPUHMMATH OJHOBpeMeHHO ¢ apyrumu CHUO3C,
MAO- u npyrumMu CEpOTOHMHEPIMYECKMMH IIpenaparaMu M B TedeHue 14 nHel mnocie
MpEeKpalleHus] MpHeMa 3TUX MpenapaToB. AHAJOTMYHO, 3TU IpernapaThl HEIb3sd MPUHUMATH B
TeueHue 7 JHel MocIe MpekpaleHus npuema npenapara [pumakcetun®.
Ilpenapameui, oeticmeyrwouiue na I[HC

®  OJHOBpPEMEHHO ¢ Ipenaparamy, AEHCTBYIOIIMMH Ha

IIpuem mnpenapata IlpumakceTun
LEHTPAJIBHYIO HEPBHYIO CUCTEMY, Y MAIIMEHTOB C MPEXIEBPEMEHHON JSKYIISAINEH He U3ydancs.
PekomMeHyeTcst MPOSIBISTH OCTOPOKHOCTH MPU HEOOXOIUMOCTH OJJTHOBPEMEHHOTO IPUEMA 3TUX
MpernapaToB.

Bauanue opy2ux npenapamoeé na 0anoxcemuna 2uopoxiopuo

HccnenoBanusi ¢ UCMONIb30BaHHEM MHUKPOCOM IMEYEHH, MOYEK U KUIIEUYHUKA 4YeJoBeKa In Vitro
MOKa3ajd, 4YTO JamoKCeTHH Metaboym3upyercs mnpeumymectBeHHo CYP2D6, CYP3A4 wu
(dbnaBuH-coaepxkamiein MoHookcureHasoit 1 (OMO1L). TToaToMy MHTHOMTOPBI 3TUX (HEPMEHTOB
MOTYT YMEHbIIIATh KIIUPEHC JAlOKCETHHA.

Hnzuoumopvr CYP3A4

Axmuenvie uneuoumopwvr CYP3A4

[Ipuem ketoxoHnazona B o3¢ 200 Mr 2 pa3a B 1eHb B TeueHue 7 auen yBenmuuaia Cmax u AUC
nanokcetnHa (60 mr omgHokpatHO) Ha 35% u 99% coorBercTBeHHO. C  y4eToM J0JH
HECBS3aHHOTO JalOKCeTHMHa W JAe3MeTHiaanokceTnHa, Cmax akTUBHON ¢pakmuu (cymma
HECBS3aHHOTO JATIOKCETHHA U JE3METHIIIAIOKCETHHA) B MPUCYTCTBUU aKTUBHBIX WHTHOUTOPOB

CYP3A4 wmoxer ysenuuuBaTbcsi npumepHo Ha 25%, a AUC Moxer yaBamBarbesa. ITO

yBenuueHne Cmax u AUC akTUBHOM (pakiuu MOXeT ObITh 3HAYMTEIBHO 0O0Jiee BBHIPAKEHO B
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CyOmomyIsiiiy NalMeHTOB, HE MMEIOUINX (YHKIHOHATBHO akTHBHOTO (epmenta CYP2D6, a
TaKke MPHU OJTHOBPEMEHHOM IIpUeMe aKTUBHBIX HHrHOuTOpoB CYP2D6.

® HCJIB3s TMPUHHUMATh OJHOBPEMCHHO C AKTHBHBIMU I/IHFI/I6I/ITOpaMI/I

[Ipenapar IlpumakceTun
CYP3A4, mnanpumep, KETOKOHA30J0M, MHTPAKOHA30JIOM, PHUTOHABUPOM, CAKBHHABUPOM,
TEJIMTPOMHUIIMHOM, He(a30JOHOM, HENI(UHABHPOM U aTa3aHABUPOM.

Ymepenno akmuenvie uneuoumopvr CYP3A4

OpHOBpeMEHHBIH NpUEM YMEpPEHHO akTUBHBIX uHruouropoB CYP3A4, Hampumep,
SPUTPOMHIIMHA,  KIAPUTPOMHIIMHA,  (JIYKOHA30J1a,  aMIpeHaBHWpa,  (GOocaMIIPECHABUDPA,
anpenuTaHTa, BepanaMuia WM JWITHa3eMa, MOXKET 3HAUUTEIbHO YBEIMYUTh YPOBEHb
CHUCTEMHOI'O BO3JICHCTBUSl JANOKCETUHA MU JE€3METHIIAIOKCETHHA, OCOOCHHO Yy MalUE€HTOB C
Hu3koil  aktuBHOCTEIO CYP2D6. MakcumanbHylo 103y nOpemapara IlpumakceTun”,
MIPUHUMAEMOI0 OJIHOBPEMEHHO C yKa3aHHBIMHU IpernapaTamu, cleAyeT orpaHuuuTh 10 30 Mr u
MIPUHUMATh C OCTOPOKHOCTBIO.

Axmuensvte uneuéoumopsr CYP2D6

IIpuem dnyokceruna B go3e 60 wmr/cyr B Tedenue 7 nHeit yBemmumBan Cmax u AUC
nanokcernHa (60 mr omgHokpatHOo) Ha 50% u 88% coorBercTBeHHO. C  y4eToM J10JH
HECBSA3aHHOIO JaloKCeTHHa U JAe3MeTuiganokcetuHa, Cmax akTuBHOW (pakuuu (cymma
HECBSA3aHHOIO JTANIOKCETHHA U J€3METHJIJIAIOKCETHHA) B NMPUCYTCTBUU aKTUBHBIX MHTHOUTOPOB
CYP2D6 wmoxer yBennmumBaTbes npumepHo Ha 50%, a AUC Moxer yaBauBarbCs. OTO
yBenudeHrne Cmax u AUC akTuBHOU (pakuuu OJIM3KO K OKHIaEMOMY Yy TAlIUEHTOB C HU3KOM
akTuBHOCThIO CYP2D6 u MOXET TNPUBOAUTh K TMOBBILIEHUIO YacTOThl W  TIXKECTH
JI0303aBUCUMBIX HEXeNaTeNbHbIX peakuuid. [loaToMy pekoMeHayeTcs nposiBIsSTE OCTOPOKHOCTh
IIpY NOBBILIEHKUH 10351 penapaTa [pumakceTun® 10 60 MI y GONBHBIX, TIOTYYAIOIIMX AKTHBHBIE
naruoutopel CYP2D6, u y 601bHBIX ¢ HU3KOH akTUBHOCTHIO CYP2D6.

Bzaumooeiicmeue ¢ npenapamamu, memaooausupyrouwumuca uzopepmenmamu CYPIA u
CYP2B6

Ha ocHoBaHuu cpaBHUTENBHBIX HaHHBIX CMAX JanokceTuHa Mpu npuemMe 1036l mpemnapata 60 mr
U KOHIIeHTpauuu Aanokceruna npu 50% unrudbuposanuu (1Cso) nuzodepmenta CYP1A2 in vitro,
ceTiaH BBIBOJ, YTO HE OXHUAAETCS BIMSHUE JAMOKCETHHA HAa KOHIIEHTPALMIO OJHOBPEMEHHO
Ha3HAYaeMbIX MpernapaToB, MeETA0OJM3UPYIOMIUXCS JaHHBIM  u3odepmeHTOoM. BrusHue
nanokceTnHa Ha nzogpepmeHT CYP2B6 He uzydanocs.

Hnzuoumoper @35

bruta u3ydena papmMakoKMHETHKA JAOKCETHHA, TPUHUMAEMOro B 03¢ 60 Mr oJJHOBPEMEHHO C
taganaduiaom (20 mr) mnu cunaesadpuiom (100 mr). Taganadun He BiusI Ha papMaKOKMHETUKY
nanokceTuHa. CunneHagun He3HauuTenbHo yBenuuuBal AUC u Cmax JamnokceTHHa

(cootBerctBeHHO Ha 22% u 4%), 4TO cuMTaeTcs KIMHUYECKM He3HauuMmbIM. IIpemapar



12
[pumakceTuH® cieayeT ¢ 0CTOPOKHOCTBIO Ha3HAYATh NAllMEHTaM, IPUHMMAOIIUM HHTHOMTOPHI
®JID5, u3-3a BO3MOXXHO CHIDKEHHOW TOJIEPAHTHOCTH OTHX OOJBHBIX K OPTOCTAaTHYECKOMN
TUTIOTOHUH.
Bnuanue oanokcemuna 2udpoxnopuda Ha O0OHOEPEMEHHO RPUHUMAEMble NPenapamol
Tamcynozun
OJHOKpATHBI M MHOTOKpaTHbI IpueM mpenapara Ilpumaxcerun® B mo3ax 30 mr u 60 mr
OOJIBHBIMH, ©KEJIHEBHO TMOJYYAOUUMH  TaMCYJIO3WH, HE TMPHUBOJWI K HM3MEHEHUIO
(bapMakokuHeTHKH Tocieanero. [Ipu 3ToM Takke He M3MEHsUIaCh 4acTOTa OPTOCTATHYECKON
TUIIOTOHUM, KOTOpas Obula OJMHAKOBA MpPU IpPUEME TOJbKO TaMCYJIO3MHA W B KOMOMHALUU
TamcynosuHa ¢ npenapatoMm Ilpumakcerun® 30 mr mmu 60 wmr. Ilpemapar Ilpumaxcetun®
CIIEYET C OCTOPOKHOCTHIO Ha3HA4YaTh OOJIbHBIM, IPUHUMAIOIIUM ajb(a-aapeHo0I0KaToPhl, U3-
3a BO3MOXHO CHI)KEHHOW TOJIEPAHTHOCTH AITHX OOJBHBIX K OpPTOCTaTUYECKOW T'HIIOTOHMHU.
Ilpenapamut, memaobonuzupyemoie CYP2D6
MHorokpaTHblii npuem npenapara Ipumakcetun® (60 Mr/cyr B TeueHue 6 1Heil) yBemuuuBai
Cmax u AUC nezunpamuna (50 mr onHokpatso) Ha 11% u 19% cOOTBETCTBEHHO MO CpaBHEHUIO
C IPUEMOM TOJIBKO Je3ulpaMuHa. J[armoKceTHH MOKET aHAJIOTMYHO MOBBIIIATh KOHIEHTPALIUIO B
mIa3Me KpOBU M JPYTrUX mpenaparoB, Merabonusupyembix CYP2D6. Knuandeckas 3Ha4unMOCThb
3TOT0, CKOPEE BCETO, HEBEIHKA.
Ilpenapamut, memaobonusupyemoie CYP3A
MHorokpaTHelii pueM Tpenapata Ilpumakcetnn® (60 Mmr/cyT B TedeHme 6 gHEH) yMeHbIIAN
AUC mupazonama (8 mr oanokpartHo) mpumepHo Ha 20% (amanazon ot -60% mno +18%).
Knununyeckast 3Ha4MMOCTh 3TOTO SIBJICHHS y OOJILIIMHCTBA OOJBHBIX, CKOpEE BCEro, HEBEIHKA.
Opnnako nobimieHue akTUBHOCTH CYP3A MoOXeT MMeTh KIIMHMYECKOE 3HAaYEHUE Y HEKOTOPBIX
OOJIbHBIX, OJTHOBPEMEHHO NMPUHUMAIOIIHNX IIpernapaTsl, MeTadom3upyembie B ocHoBHOM CYP3A,
Y UMEIOLIHE Y3KOE€ TepareBTUYECKOE OKHO.
Ilpenapamut, memaobonusupyemoie CYP2C19
MuorokpaTHslii npueM npenapata IIpumakcerun® (60 Mr/cyt B TeueHue 6 nHeil) He BIMAI Ha
bapmMakokuHETHKY oMmernpa3onia (40 Mr oaHokpaTHO). JlamokceTWH Bpsd JH BJIMSIET Ha
bapmakokuHeTHKY apyrux cyoctpatoB CYP2CI19.
Ilpenapamut, memadonuzupyemoie CYP2C9
MuorokpaTHslit ipueM npenapata IIpumakcetun® (60 Mr/cyT B TeueHue 6 JHeH) He BIOMAN Ha
(bapMakOKUHETHKY U (hapMaKkoAMHAMUKY TIHOypuaa (5 Mr olHOKpaTHO). JlanmokceTuH BpsA n
BIMsET Ha (papMaKOKMHETUKY Apyrux cyocrparoB CYP2C9.
Hnzuoumoper @35
[Io pesynbratam wuccrnenoBaHus ganokceTwH (60 wMr) He BiMAT Ha (apMaKOKHHETHUKY

taganaduna (20 mr) u cunaenaguna (100 mr).



13
Bapgapun

Hanabix 00 3¢ddexrax mmuTensHOro mnpueMa BapdapuHa OJHOBPEMEHHO C IpemapaToM

®

IIpumakcetun™ Her. PexoMeHIyeTcs NpOSBIATE OCTOPOXKHOCTH IIPU HAa3HA4YECHWM IIperapara

®

[IpumakceTnH® OOJIBHBIM, JJIMTEIBHO TNpUHUMAIOMKMM BapdapuH. B wuccienoBanun

(hapMaKOKUHETHKU MHOTOKPATHBIN MprueM JarnokcetuHa (60 Mr/cyT B TeueHue 6 AHEH) HE BIUSIT
Ha ¢apmakokuHeTuKy u ¢apmakoanHamuky (IIB u MHO) Bapdapuna (25 Mr oIHOKpaTHO).
Omanon

OpnnoxparHeiid ipueM stanoia (0,5 T/kr, wim npuMepHo 2 10361) HE BIUST HAa (apMaKOKHHETUKY
narmokceTnHa (60 Mr onxHOKpaTHO) H  HaoOopoT. OIHOBpEMEHHBIM IpHEM Ipernapara
[MpumakceTuH® ¥ STaHONA YCHJIMBAJI COHIMBOCTh M 3HAYUTENBHO CHHXKAl YpPOBEHb
00JpCTBOBaHUS IpPH OLIEHKE ManueHToM. llpuemM TOJNBKO STaHOJa W TOJBKO IIpernapaTa

®

[IpuMakceTHH "~ CyIIECTBEHHO HE HW3MEHSJI IOKa3aTele KOTHUTHUBHBIX (DYHKIUN (CKOPOCTH

peakiuu B TECTe paclo3HaBaHMs LU(P U B TECTE 3aMEHbI CUMBOJIOB LU(P) MO CPaBHEHUIO C

mwianebo, OJHAKO KOMOWHAIMs OJTaHOJda C mpenapatoM IIpuMakceTHH® CTaTHCTHYECKH

JOCTOBEPHO M3MEHsUIa 3TH MOKa3aTeIu M0 CPAaBHEHHUIO C TOJBKO ATaHOJOM. OIHOBpPEMEHHBIN
npueM oSTaHONA W mpenapara IlpumakceTH® yBeNIMYMBAeT YACTOTYy M TSKECTh TaKUX
HEeXKeNlaTeNbHBIX peaklui, Kak TOJOBOKPY)KEHHE, COHJMBOCTb, 3aMeJieHue pedIeKcos,
u3MeHeHue cyxaenuil. KomOunanus ankorosis ¢ mpenapatoM IlpumakceTwH® Takke MOXKeT
YCUJIMBATh HEUpO-KapAHOTeHHbIE T000YHBIE A((PEKThI, B YACTHOCTH, YACTOTY OOMOpOKa, 4TO
MOBBIIIAET PHUCK CchaydyalHOW TpaBmbl. [losTOMy mamueHTam clieqyeT pEeKOMEHIOBATh
BO3JepKaThCs OT IIPHEMA aKOroJIs B epHo JeueHus rpenapatom Ipumaxcerun®.

Oco0ble ykazanust

Obuue

Ipenapar Ilpumakcetun® mnpepHasHauYeH TONBLKO JUIS MYKYMH C HpeKIEBPEMEHHOM
asikynauueld. be3omacHOCTh NpUMeHEHUsT mpenapara y MYXKYUH 0e3 MpexIeBpeMEHHON
ISKYJIALMU HE YCTAaHOBJICHA, JAHHBIX O 3a/IEPIKKE IAKYISIIIUU HET.

Ilpuem eémecme ¢ naprxomuueckumu cpeocmeamu

ITaruentam CJICAYCT PCKOMCHIAOBATH HC IPUHHUMATHL Iperapar HpHMaKCGTI/IH® BMCCTEC C

HApKOTMUECKUMH  cpeiicTBaMu. OJHOBpEMeHHBIH mHpueM npemapata Ilpumakcetun® ¢
npemnapaTamMy, oOJalalolUMU CEPOTOHMHEPrHUeCKON aKTUBHOCTHIO, HANPUMEP, KETAMHHOM,
MeTuieHauokcumetamperamuaom (M/IMA) u austunamuaom nuzepruHoBoit kuciotsl (JIC),
MOKET NPUBOJUTH K MOTEHUHUAIBHO CEPHE3HBIM PEAKIUSAM, BKIKOYas, HO HE OTrPAaHUYMUBASCH,
apuUTMHEH, TUIepTepMUeil U CepOTOHHMHOBBIM CHMHApoMoM. Ilpuem mpemnapata Ilpumakcetnn®
COBMECTHO C CEJaTUBHBIMH CPEJCTBAaMH, HAIIPUMEp, ONHMATaMU WM OE€H30Ha3eNHAMH, MOXKET

YCUIIMBATb COHJIMBOCTD U I'OJIOBOKPYKCHHC.
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Omanon
Coueranue npenapara IIpumakceTuH® ¢ alkoroaeM MOXKeT YCHIMBAaTh JAEHCTBUE MOCIEIHETO Ha
LEHTPAJIIbHYI0O HEPBHYIO CHCTEMY M HEHpO-KapAHOTeHHBbIE MOO0YHBIE 3(P(EeKThl anKoroJs,
Harmpumep, 0OMOPOK, YTO TOBBIMIAET PUCK CIy4aifHOH TpaBMbl. 1loaTOMY mamueHtam cieayer
PEKOMEH/IOBAaTh BO3JEP)KaThCSl OT TMpUEeMa alKoroyisi B TEpHOJ] IpuemMa Ipemnapara
[pumakceTun®.
Oomopok

Yacrora 06OMOpOKa B KIMHHYECKHX HCCIEIOBaHMAX mpemapara IlpumakceTun®

3aBHCENa OT
KaTeropuu MalMreHToB U koJiebanmack B mpeaenax oT 0,06% (mns mossr 30 mr) mo 0,23% (mmns
no3bl 60 mr) mo 0,64% (mnst oOemx 103 BMECTE) B HCCIEOBAaHUU C YYaCTHEM 30POBBIX
J0OPOBOJIBIICB.

Y NalMeHTOB, MOMy4aBIIMX TIpenapaT IlpumakceTwH®, MO CpPaBHEHHIO C MAIMEHTaMH,
MOJTyYaBITUMHU T1are0o, Janie 0OTMEYaIUCh MTPOIPOMAaTbHBIC CHMIITOMEI, B TOM YHCJIE TONTHOTA,
TOJIOBOKPY)KEHUE/IYBCTBO JITKOCTH B TOJIOBE U TOTIMBOCTh. Ilpm 03¢ mpemapata
[pumakcetun® 30 Mr 4acToTa TOMHOTHI paBHsnachk 11,0%, yacToTa ronoBokpyxkenus - 5,8%,
runepruzposa - 0,8%. Ilpu no3e mpemapara Ipumakcetnn® 60 Mr >Tu IUQPBI COCTABISAIN
21,2%, 11,7% u 1,5% cootBercTBeHHO. YacToTa 0OMOPOKOB M BO3MOXKHBIX MPOJAPOMATHHBIX
CUMIITOMOB ObLIa JI0303aBUCHMOM, O YeM CBHJICTCIILCTBYIOT OOJiee BBICOKHE IOKa3aTeld Y
MAIMEHTOB, MOJy4aBUIUX 0oJiee BBICOKHME JO3bl, YeM MaKCHMallbHas PEKOMEHIyeMasi CyTOYHas
no3za 60 wmr. HaOmromaBrmmecs B KIMHHYECKHMX HWCCIAEIOBAHUAX Ciydan OOMOpokKa ObLIH
paciieHeHbl KaK HMMEIOIIHNE Ba30-BarajbHYIO0 MPHUPOIY. BOJNBIIMHCTBO TaKMX CIy4aeB HMENd
MECTO B TEYEHHE MEepBbIX 3 YacoB IOCIE MpueMa IMepBOMl M03bl, JIMOO OBLIM CBSI3aHBI C
MIPOBEJICHUEM TPOLEAYp MUCCIEIOBAaHUS B KIMHUYECKUX YCIOBHX (Hampumep, B3sTue oOpasna
KpPOBH, Pe3KOE BCTaBaHUE, U3MEPEHHE apTepHaIbHOTO JaBieHus). Bo3MoxHbIe MpoIpoMabHbIe
CUMITOMBI, Hal[pUMEpP, TOLUTHOTA, TOJIOBOKPYKEHHE, YyBCTBO JIETKOCTH B T0OJIOBE, ceplieOrueHue,
aCTEeHHMsI, CIyTaHHOCTb CO3HAHUS U MOTIMBOCTH, OOBIYHO TaKkKe HAOII0JaINCh B MEpBbie 3 yaca
moclie mpuema MpernapaTa M 4acTo MpeauiecTBoBaid oOMopoky. [lanmeHThl JOMKHBI OBITH

npouH(GOPMHUPOBAHEI O TOM, YTO B IEPHOJ JieueHus rpenapatom IlpumakceTun®

B JIt000€ BpeMs
BO3MOJKHO Pa3BUTHE OOMOpOKa C MPOIPOMAIBHBIME CUMIITOMaMH WU 0e3 HuX. Bpau mosmken
MPOUH(POPMHUPOBATH MAIMEHTA O BAYKHOCTU JOCTATOYHOM BOJHOW HArpy3KH U O paclio3HaBaHUH
MIPOJIPOMAbHBIX MPU3HAKOB U CUMIITOMOB JJIsi CHIKEHUS PUCKA MOJIY4YEHUS! CEPhE3HON TPaBMBbI
Ipy TaJACHUU W3-3a TOTEpH CO3HaHWUA. [IpW TOSBIEHHMH BO3MOXKHBIX MPOAPOMATBHBIX
CUMITOMOB MallMEHT Cpa3y JOJHKEH Jiedb TaK, YTOOBI TOJIOBA OKa3anach HIKE TYJIOBHINA, WIIH
CEeCTh, OMYCTUB TOJIOBY MEXAY KOJEH, U JOJKEH OCTaBaThCS B ITOW MO3€ J0 MCUYE3HOBEHHUS

cumntomoB. [Ipu mosiBieHuu oOMOpoka MM APYrux 3(PQPEKTOB CO CTOPOHBI IEHTPATBHOMN

HepBHOﬁ CHUCTCMBI IMAlIUCHTA CIICAYCT NPCAYIIPECAUTE O HCOGXOI[I/IMOCTI/I n30erarb NOTCHIIMAJIbHO
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TPaBMOOITaCHBIX CHTyaHHfI, BKJIIO4ass BOXICHUC aBTOMOOMIII H YIIPABJICHUC OIIACHBIMU
MECXaHU3MaMu.

Coueranue mpenapara Ilpumakcernn®

C IPUEMOM aJIKOTOJsl MOXKET YCWINBAaTh HEHpo-
KapauoreHHble 1mo6ouHble 3()(EeKThl, B TOM YUCIie 0OMOPOK, YTO MOBBIIIACT PUCK CIy4ailHOMH
TpPaBMbl; IO3TOMY IMALIUEHTaM CJIEIYEeT PEKOMEHJ0BATh BO3JEP)KATbCA OT IIPUEMA AJIKOTOJis B
Tepuo I Jedenus npenaparom IpumaxceTun®.

Iayuenmut c puckom cepoeuHoCoOCyOUCmbiX 3a001€6aHUTL

B kmmHMYECKUX MCCIeI0BAaHMIX MpenapaTa He y4acTBOBAJIM OOJIBHBIE C CEPACYHO-COCYTUCTHIMH
3a0o0eBaHUAMU. Y OOJIBHBIX C OPraHMYECKHMMH 3a00JICBAaHUSAMH CEPJLAa U COCYIOB (Hampumep,
oOcTpyKLKel BbIOpOCca KpOBHU U3 cep/ilia, MOpakeHUEM KJIallaHHOTO anmnapara, CTEeHO30M COHHOM
apTepHH, aTepoCKIEPO30M KOPOHApPHOW apTepHH) IMOBBILIEH PUCK HEXKENATEIbHBIX CEPIEUHO-
COCY/UCTBIX TMOCJEACTBUA OOMOPOKOB CEpAEYHOIO M JPYyroro mnpoucxoxjaeHus. OIHaKo B
HACTOsIIIee BPpeMsI HEIOCTATOYHO JTaHHBIX JJISl ONPEENIEHUsI PacpOCTPaHIETCs JIU 3TOT PUCK Ha
Ba30-BaraJibHbII 0OMOPOK Y OOJIBHBIX C CEPJIEYHO-COCYAUCTHIMU 3a00I€BaHUSIMHU.
Opmocmamuyeckan 2unomonus

B KIMHMYECKHX MCCIIEIOBAHUSAX OMHMCAHBI CIydal OPTOCTATHYECKOM THIIOTOHUH. Bpau momkeH
3apaHee MPOMH(POPMHPOBATH TMAIMEHTa O TOM, YTO TPHU TMOSIBICHHH BO3MOKHBIX
MIPOJPOMAJIBHBIX CUMIITOMOB, HallpUMep, YyBCTBA JIETKOCTH B TOJIOBE cpa3y IMOCIE BCTaBaHMS,
CllelyeT HEMEUIEHHO JIeUb TaK, YTOObI 0JI0Ba 0Ka3alach HMKE TYJIOBMILA, WIN CECTh, OITYCTHB
roJIOBYy MEXIY KOJIEH, U OCTaBaThCsl B 3TOW I03€ A0 MCYE3HOBEHMs cuMITOoMOB. Kpome Toro,
HYXHO IIPOMH(MOPMHUPOBATH MALMEHTa O HEOOXOAUMOCTH U30€raHus pe3KOoro BCTaBaHMs MOCIE
JUIMTEILHOTO JIeKaHHs WM cujeHus. Kpome Toro, mpenapar IlpumakcetwH® cremyeT c
OCTOpPO’KHOCTBIO Ha3HauaTb OOJIbHBIM, NPUHMMAIOIIMM COCYIOPACIIUPSIONINE IpenapaThl
(manpumep, anbha-aapeHoO0I0KaTOpbl, HHUTpaAThl, MHruOuTOphl DJID5), H3-3a BO3MOXKHOM
CHW)KEHHOM TOJIEPAaHTHOCTH, TaKUX OOJIBHBIX K OPTOCTaTMYECKOMY JEHCTBMIO Ipernaparta.
Ymepenno akmuenvie unzuébumoper CYP3A4

IIpu npueme npenapata IpuMakceTHH® 0JHOBPEMEHHO ¢ YMEPEHHO aKTMBHBIMU HHIHOUTOpAMH
CYP3A4 (opuTpoMHULIMH, KJIApUTPOMHULMH, (DIyKOHA30J, ammpeHaBup, (ocaMIpeHaBup,
afnpenuTaHT, BepalnaMul, JUITHa3eM) 103y Ipernapara cienyer cHu3uth 1o 30 mr, ciexyer
HPOSIBIATH OCTOPOKHOCTb.

Axmuenuste uncuébumopor CYP2D6

PeKkoMeH IyeTcst IPOSBJIATH OCTOPOKHOCTH TIPH TOBBIIIEHHH JI03bI penapata [Ipumakcetun® 10
60 Mr y 00JbHBIX, MOJy4aromuX akThBHbe MHrHOUTOpHl CYP2D6, 1 y OOJIBHBIX C HU3KOM
aktuBHOCThI0O CYP2D6, Tak Kak Npud 5TOM MOKET TMOBBIIIATECS YPOBEHb CHCTEMHOIO

BO3ACHUCTBUS npemnapara C€  COOTBCTCTBYKOIIUM  YBCIMYCHUCM  YaCTOTbl MW TAKCECTU

J10303aBUCUMBIX HE)XKEJIaTCIbHBIX SIBICHUM.
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Camoyouiicmeo/cyuyuoanbvHole MblCIU
B kpaTkocpouHBIX HcclenoBaHUAX aHTuaenpeccantbl, Bkiatouas CHO3C, nmo cpaBHEHHIO C
1anedo CUiIbHEe MOBBIIIATN PUCK CAMOYOMICTBA U MOSBICHUS CYHIIMIATBHBIX MBICTIEH y geTeit
Y MOAPOCTKOB C T€HEPAIMZOBAHHOMN AENPECCUEN U APYTUMH IICUXUYECKUMH PacCTpOMCTBaMu. Y
B3pOCIBIX cTapiie 24 jerT Takoro 3pdexra He 0OHApYKEHO. B KIMHMYECKHUX HCCIEIOBAHUIX
npenapara IlpumakceTun® s IedeHus PEXAEBPEMEHHOMN dAKY/IAIUN YeTKMX JaHHbIX O CBA3H
CYULUJAIBHBIX MBICIIEH C JIEYEHUEM HE TIOJY4YEHO.
Manua
Ipenapar IlpumakceTuH® Hemb3s [PUHUMATh  OOJNBHBIM, MMEIOIIMM B  aHAMHE3e
MaHUIO/TUIIOMAHUIO WM OUNOJSPHOE pacCTPONCTBO, NPU IMOSBJICHHUM CHMIITOMOB 3THX
3a00JIeBaHMI ITPUEM IIpenapaTa ciaeayeT MPeKpPaTUTh.
Cyoopozu
N3-3a cnocobHocT CHUO3C cHuXaTh CyIOPOXKHBIM MOpOT ciexyeT u30erarb Ha3HAYEHUS
npenapara IlpumakceTun® GOIbHBIM ¢ HeCTaOWJIBLHOM SMuiencuei, npu MOSBIEHUU CYZOPOT
mpernapaTr clieyeT OTMEHHUTb. 3a OOJIbHBIMM C KOHTPOJHPYEMOW »Sruiiencueit TpedyeTcs
THIaTeNIbHOE HAOMI0ICHNE.
Ilpuem y oemeii u noopocmkog monoxce 18 nem
[penapat [TpumakceTnn® Hemb3s MIPHHAMATE MallieHTaM MoJloxke 18 jer.
Conymcmeyrowjaa oenpeccus u ncuxuueckue paccmpoiicmaea
[Ipn Hanmuuuu y mManMeHTa NPU3HAKOB W CHMIITOMOB JEMPECCHMM [0 Hayala NPUMEHEHHUs

®

npenapata [IpumakceTuH™ HEOOXOAMMO MPOBECTH OOCIeIOBaHUE IS WCKIIOYCHMS HaIU4us

HeIMarHOCTUPOBAHHOTO JIEMPECCHBHOTO paccTpoiicTsa. Ilpemapar IlpumakceTun® Hemb3s
MPUHUMATh OJHOBpPEMEHHO ¢ aHtujenpeccanTamu, Briaodas CHUO3C u wuHruOuTopamu
o0paTHOroO 3axBaTa CEpOTOHMHA M HOpaJapeHanuHa. He pexomenayercs MpekpaiaTh JIeYCHHE
Jlenpeccuy MM TPEBOKHOCTH s Hauyana JedeHus npernapatom Ilpumaxcetun®. Ilpenapart

IpumaxceTun®

HEe MpeAHa3HAueH Ui JICYCHHUsS IICHXMYCCKHX pacCTPOMCTB (HAmpUMep,
MHM30(PEHUN WU JICTIPECCUH ), €T0 HE CIIEAYET IPUHUMATh MY)XUYMHAM C STHMU 3a00JICBaHUAMH,
IIOCKOJIBKY IpHM 3TOM HENb3s MWCKIIOYUTh YCUJIEHHS CcUMOTOMOB jenpeccuu. Cremyet
HEMEJICHHO COO0IIaTh Bpady O JIIOOBIX BBI3BIBAIOIINX OECIIOKOMCTBO MBICIISX WM OLIYIICHHSX,
U TpU TOSBICHUM NPU3HAKOB M CHUMIITOMOB JICLIPECCHM B XOJA€ JICUCHHs Ipernapar
[pumakceTHH®™ clesyeT OTMEHHUTb.

Kposomeuenue

IIpu npumenenuun CHUO3C omnucaHbl ciaydyad KpOBOTEUeHHUsS. PexoMeHayeTcs MpOsBIATh
OCTOPOKHOCTh HpU MpHeMe mpenapara IlpumakceTHH® OJHOBPEMEHHO C IperapaTaMmu,
BIMSIOIIMMH Ha (YHKUUIO TpPOMOOLMTOB (HampuMep, AaTUMMYHBIMU HEHPOJIENTHKaMH,

(beHOTI/IaBI/IHaMI/I, aleTUICAIMIINIOBOM KHCHOTOﬁ, HECTCPOUAHBIMU MPOTUBOBOCHAIUTCIBHBIMU
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cpenctBamu (HIIBC), aHTHKOarynsHTamu), a Takke y OOJBHBIX C KPOBOTCUCHHUSMHU WIIH
HapyIIEHUEM CBEPTHIBAEMOCTH KPOBU B aHAMHE3E.

Hapywenue ¢pynkyuu nouex

[penapar IlpumakceTuH® He peKOMEHJYeTCs IPUHUMATh OOIBHBIM C TSKEIBIM HAapyIICHHEM
(GYHKIMHU TTOYEK, OOJIBHBIM C YMEPEHHO BBIPQKCHHBIM U JIETKMM HapylIeHHeM (YHKIUHU MOYEK
CJIETyeT IPOSBIIATH OCTOPOKHOCTD.

Cunopom ommenut

Nwmerores nannabie o ToM, uyto peskast otmeHa CMO3C, nutenbHO NPUMEHSBIIMXCS IS JIEUCHUS
XPOHUYECKUX ETNPECCUBHBIX PACCTPOMUCTB, MPUBOJUT K CIEAYIOLIUM CHUMIITOMAaM: CHM)KEHUE
HacCTpOEHUS, pa3apaxUTEIbHOCTD, BO30YX/IeHUE, TOJIOBOKPY’KEHHUE, HapyIIeHus
YyBCTBUTEIBHOCTU (Hampumep, MapecTte3uss B BHJE ONIYIIEHUS yraapa 3JIEKTPOTOKOM),
TPEBOKHOCTb,  CIIyTAaHHOCTb  CO3HaHUs, TOJIOBHas Oo0ib, JE€Taprus, HMOLMOHAJIbHAs
HECTaOMJIbHOCTh, OCCCOHHUIIA, THIIOMAHHS.

B ximHHYecKOM HCCleJOBaHHM, MPOBEIEHHOM JUIsl OLIEHKH 3(dexTa OTMEHBI AaroKCeTHHA
nocie 62 nHe mpuema B go3e 60 Mr (eXeIHEeBHO WM MO IMOTPEOHOCTH) Yy MAIMeHTOB C
MIPEKIEBPEMEHHOMN JSIKYIISIINEH, He BBISBICHO NMPU3HAKOB CUHApOoMa OoTMeHbI. [locie nepeBoa
MalUMEeHTOB Ha IUIanedo TMocie eXEeJIHEBHOTO IpueMa JIalloOKCeTHMHAa OOHapyKeHbl JIMIIb
HE3HAYUTENIbHbIE CUMIITOMBl OTMEHBI B BUJIE CJIA00M MJIM YMEPEHHO BBIPAKEHHOW OECCOHHUIIBI
U TOJOBOKPYXKEHUS. AHAJIOTMYHBIE PE3YAbTAaThl IOJIYYEHbl W B JPYrOM KIMHUYECKOM
UCCJIEIOBAaHUU C JBOMHBIM CJIENBbIM KOHTPOJIEM C HENENbHBIM MEpUOJO0M OLEHKU IPPEKTOB
OTMEHBI TTOCJIe 24 Heenb MpUMEHeHus rpenaparta B 103¢ 30 Mr uinu 60 MT 1Mo moTpeOHOCTH.
Biausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpPeICTBAMHM, MEXaHU3MaMH H
3aHUMATBLCHA JAPYTMMH BUIAMH JAeSITEIbHOCTH, TPeOYIOIMMHU NMOBbIIIEHHOH KOHUEHTPALUN
BHUMaHUSA

[Ipy npueme panoKCeTMHAa ONUCAaHBl CIy4aud TOJOBOKPY)KEHUS, HapyLICHHs BHUMAaHUSA,
oOMOpOKa, HEYETKOCTH 3peHHs, CcoHiauBocTdU. CreayeT mpeaynpeauTh MalueHTa o
HeoOxoIuMOoCcTH M30eraTh CHUTYalMid, MPU KOTOPBIX BO3MOKHO MOJYYEHHE TPABMBI, BKIIOYAs
BOX/ICHHE aBTOMOOWJISL U YIIPaBIIEHUE OMIACHBIMU MEXaHU3MaMHU.

®opma BBIIIYCKA

TabneTku, MOKPHITHIC MIICHOYHOU 000710uK0i, 30 Mr 1 60 Mmr.

ITo 3, 6 win 10 TabneToK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY M3 TUIEHKU MOJIMBUHUIXJIOPUIHON
1 GOJBIY ATFOMUHUEBON NeYaTHON JTaKMPOBAHHOM.

Ilo 1 niam 2 KOHTYPHBIX YIAaKOBOK BMECTE C MHCTPYKIMEN IO NPUMEHEHHIO TOMEIAIOT B MAYKy
U3 KapToHa.

Cpok rogHoctu

3 roga. He NPUMCHATH IO UCTCUCHUHN CPOKa 'OAHOCTH, YKA3aHHOI'O Ha YIIAKOBKE.



YciaoBus XxpaHeHust

IIpu remnepatype He Bbie 25 °C. XpaHUTbh B HEJOCTYIIHOM [yl IETEH MecTe.
YcaoBus ornycka

OTmyckaroT 1o penenty.

IpousBoaurenn/ Opranu3anusi, IPUHAMAOLIAS TPETEH3HH

AO «®DII «O6osenckoe», Poccust

142279, MockoBckast 06i1., CepryxoBckuii paiion, . O6osieHck, kopir. 7-8, kop. 39.
Temn./dakc: (4967) 36-01-07.
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