MHCTPYKUNA

no veAULUMNHCKOMY NpUMEeHeHUI0 nNeKapCcTBeHHOro npenaparta

FANOMNePUAoOn

PeructpaumoHHbIii Homep: J11-002603

ToproBoe HaumeHoBaHue: Manonepuaon
MexayHap HenaTeH unu rpy p
BaHwWe: ranonepuzon

TlekapcTBeHHasi hopma: pacTeop At BHYTPUBEHHOTO U BHYTPUMbILLEY-
HOro BBEAEHMs

CoctaB Ha 1 mn:

[eticmeyrowee sewjecmeo: ranonepuaon — 5,0 mr

BcriomozamenbHble eewjecmea: MonodHas kucriota — 5,0 mr, Boga Ans
UHbeKumin — ao 1,0 mn.

OnucaHue: npo3payHas Unn crnerka onanecumpyiollas, GecueTHas unm
cnabo okpaLLeHHas XUAKOCTb.
dapmakoTepaneBTUyeckas
(HeiiponenTuk).

Kopg ATX: NOSADO1

YyHoe 0~

rpynna: aHTUNCUxXoTu4eckoe CpeacTso

®dapmakonoruyeckue CBOWCTBa

®apmakoduHaMuka

lanonepuaon — aHTUNCUXOTUYECKOE CPEACTBO (HEMPONENnTuK), NPON3BOA-
Hoe ByTupocheHoHa.

O6nafaeT BbIpaXEHHbIM AHTUNCUXOTUYECKUM AeiicTeueM, Gnokupyet
NOCTCMHANTUYECkVE A0(haMUHOBbIE PELENTOpbl B Me30NUMBUYEcKUX 1
ME30KOpTUKarbHbIX CTPYKTYpaXx rofoBHOMO MO3ra. Bbicokas aHTUNCUXOT-
Yeckasi akTMBHOCTb COYETAETCS C YMepeHHbIM cefaTuBHbIM 3heKkToMm (B
HeGoMbLUNX A03aX OKa3blBaeT aKTUBMpYlOLLEe AEACTBUE) U BbIPAKEHHBIM
NPOTUBOPBOTHBIM AEMCTBMEM. Bbi3blBaeT aKCTpanMpamuaHble PaccTpoii-
CTBa, MPaKTUYECKN HEe OKa3blBaeT M-XOMMHOGMOKMpYIOLIEero AencTBus.
CepnatuBHoe [feiicTBue obycnosneHo Gnokagoi anbda-aapeHopeLenTo-
POB PETUKYNSIPHOI (hopMaLMM CTBONA FOMTOBHOTO MO3ra; NPOTUBOPBOTHOE
neiicTene - Briokagoit fochamnHOBbLIX D2-peLenTopoB TPUMTEPHOI 30HbI
PBOTHOTO LIEHTPa; FUMoTepMIUYeckoe elicTBMe U ranakTopest - Gnokaaoi
ohamMUHOBLIX  PeLenTopoB  rumotanamyca.  [NUTenbHbI  npuem
COMPOBOX/AAETCA M3MEHEHMEM 3HAOKPUHHOTO CTaTyca, B nepeaHelt fone
runocmsa  yBENMUMBAETCH MPOAYKUMA MponakTiHa U CHIKaeTes -
TFOHaZI0TPOMNHbIX FOPMOHOB.

®apmaKoKuHemuka

Mpu BHYTpMBEHHOM BBEAEHUM BroaocTynHOCTb 100 %. Mpu BHYTPUMBI-
LIEYHOM BBEJEHUN MaKcUMarbHasi KOHLUeHTpauus (Cmax) pocturaercs
yepes 20 MUH.

OTHOLWEHWe KOHLEHTpaLUuu B 3pUTPOLMTaX K KOHLEHTpaLuuu B nnasme
1:12. CBs3b ¢ 6enkamu — npubnuantensHo 92%. KoHueHTpauws ranonepu-
fona B TKaHSX Bblle, YeM B KPOBM, Mpenapat UMeeT TeHOeHLMIo K
KyMynsiuMu B TkaHsx. Jlerko NpoHWKaeT 4epes rucTorematuyeckue
Gapbepbl, B TM. Yepe3 NnaueHTapHblii U rematoaHuedannyeckuii,
NPOHMKAET B rPYHOE MOJIOKO.

Fanonepugon MeTabonuaupyetcs B Me4eHn, MeTaGonuT He aKTUBEH.
YcraHoBneHo, 4to usocepmeHt CYP3A3 wiunn CYP2D6 yuyacteyeT B
metabonuave ranmonepugona. Takke, ranonepugon nogsepraetcs
okucnuTensHomy N-mesankunupoBaHnio 1 roKypoHupoBakmio. Mepuoa
nonyBbIBEAEHNS U3 MNa3Mbl NOCME BHYTPUMBILLEYHOTO BBEAEHUS - 21 4
(17-25 ). Fanonepuaon BbIBOAWUTCA B BUAE MeTabONMUTOB C KanoBbIMU
Maccamu - 60 % (B T.4. C xenybto - 15 %) 1 ¢ movont - 40 % (B TY. 1 % - B
HEM3MEHEHHOM Buae).

Moka3aHusa Kk NpMMeHeHuo

KynupoBaHue 1 neyeHMe OCTPbIX  MCUXOTUYECKUX — PAaCCTPOIICTB,
COMPOBOXAAIOLNXCS MCUXOMOTOPHbIM BO3BYXKAEHUEM.
HapylieHne noBeaeHus, Takve Kak —arpeccus, runepakTUBHOCTb,

CKINNOHHOCTb K CaMOMNOBPEXAEHWUI0, Y YMCTBEHHO OTCTarnbIX Uy NauneHToB C
OpraHU4ecKMMU NOpaXXeHNsiMU rofiloBHOIO Mo3ra.
TleyeHue TOWHOTbI 1 PBOTbI.

MpoTuBonokasaHus

TNepYyBCTBUTENBHOCTE K ranonepuaony M K ApYyruM NpOU3BOAHLIM
6yTupodeHoHa.

HapyLueHus noBefieHNsi, CBsiI3aHHbIE C AEMEHLMEN Y NOXUIbIX NaLNEHTOB,
yrHeTeHMe (DYHKUWM LIEHTPanbHOM HEPBHOW CUCTEMbI U KOMATO3Hble
cocTosHus noboit  aTMonorny; 3abonesaHus LIEHTParbHONM  HepBHOMN
CUCTEMBI, COMPOBOXAAKLMECS NMPAMUIHBIMU U SKCTPANMPaMUIHBIMI
paccrporicTBamu (6onesHb MapkMHCOHa M T.N.); KIMHUYECKM 3HAYNUMblE
3abonesaHns cepaua (B T.M. HEAABHO NEPEHECEeHHBIN OCTPbI UHapKT
MUOKap/Aa; AEKOMNEHCUPOBaHHAsA CePAeYHasn HE[OCTAaTOYHOCTb, apUTMIK,
KOTOpbIE NevaTcs aHTUapUTMUYECKIMU NTekapCTBEHHbIMI cpeAcTBamm |A n
Ill knacca, yanuxexne uxtepsana QT, xenyao4kosas apuTMmus B aHaMHese
UNN KENya04KoBas apuTMMs MO TUNY «MMPYaT», KNMHUYECKN 3HauMMas
6paavkapausi, 6nokaga cepaua Il unw |l ctenenn u HeckoppekTUpoBaHHas
runoKanuemms); NPONakTMH3aBUCUMbIE OMyXOMW, OHOBPEMEHHBIN Npuem
C nekapCTBEHHbIMU CPEACTBAMU, YANMHAIOWNMU UHTepBan QT; AeTckui
Bo3pact Ao 18 nert.

C OCTOPOXHOCTLIO

Onunencus, 3aKkpbITOYronbHas rMaykoma, NeYeHoYHas Wunu novedHas
HEIOCTATOYHOCTb,  TUNEpPTUPeo3  (C  SBMEHWSIMM  TUPEOTOKCMKO3a),
NeroyHo-cepfiedHas W [bixaTernbHasi HeAoCTaToMHOCTb (B TM. Mpu
XPOHUYECKON OBGCTPYKTUBHOWN GOME3HU Nerkux U OCTPbIX UHMEKLIMOHHBIX
3aboneBaHusx), TMNEpNnasus NpeacTaTernbHON Xemnesbl C 3aAepkKoi
MOYM, arnkoronnam, (peoxpomoLnToma.

MpumeHeHne Bo Bpems p
BCKapMnuBaHUs

Mpu BBEOEHWM B BLICOKMX [03aX Ha MO3AHUX CPOKax GepemMeHHOCTM
6yTMPO(EHOHbI MOryT BbI3BaTb MPONIOHIMPOBAHHbIE HEBPONOrMYyeckue
HapylieHNsl y HOBOPOXAEHHbIX. B  MCCNenoBaHMsiXx Yy  KMBOTHBIX
npUMeHeHWe ranonepuona B Nepuof OpraHoreHesa COMPOBOXAANOCH
pa3BuTUEM NOGOYHBIX A HEKTOB, B TOM YUCne BHYTPUYTPOGHON rbenbto
nnoga, ManbhopMaUmMamMK, TakUMU Kak «BOMYbS MacTby» U Aedektamn
Pa3BUTUS HEPBHOW TPYBKH, @ TakkKe CHIKEHMEM MacChl FOMIOBHOTO MO3ra i
Macchl Tena, a Takke MOBEAEHYECKUMW HApYLIEHWSIMU Y MOTOMCTBA.
3HaUMMOCTb 3TVX Pe3yrbTaToB NPU BO3AENCTBUN Ha YeroBeka TepanesTy-
Yecknx 103 ranonepuaona Hen3BecTHa.

Y HOBOPOX[EHHbIX, MOABEPTHYTbIX ~AENCTBUKO  AHTUMCUXOTUYECKMX
npenaparos (B T.4. ranonepugona) so spems |l TpumecTpa 6epemeHHOCTH
MMEeTC  PUCK  Pas3BUTWUA  OKCTPANMPaMUAHbIX — HapyLIeHWid  wunm
CMMNTOMOB CUHAPOMA «OTMEHBI» NOC/Ee POAOB. VIMEoTCs NOCTMapKeTUH-
roBble COOBLUEHUS O Cry4asix pasBUTUS axuTalUun, runep- 1 runoToHUK,
TPemopa, COHNMBOCTW, PECnMpaTOpHOrO [WCTPecca M PpaccTponcTsa
NUTaHWS Y TaKUX HOBOPOXEHHBIX. DTN OCMOXHEHNS BbINM Pa3nuyHbl No
TSDKECTH, W B HEKOTOPbIX Cry4asX CUMMTOMbI MPOXOAUNY CAMOCTOSTENBHO,
a B Apyrux - Tpe6oBanock AOMOMHUTENLHOE NEYEHNE UM MOHUTOPUHT.
anonepuaon cneayet MpuMeHsTb BO BpeMmsi GepeMEeHHOCTW TONbKO B
KpailHeM Cryyae, €cnv oxujaemas nonb3a [ns MaTtepi npesblllaeT
noTeHUManbHbIA puck Ans nnopa. [lo3a U NpOACIKUTENBHOCTL NeYeHNst
[OMKHBI BbITb MO BO3MOXHOCTI HUKOM M KOPOTKOM COOTBETCTBEHHO.
lanonepuaon BeiAeNsieTcs ¢ rpyaHbIM MonokoM. B criyuasix, koraa npuém
ranonepuzona HeuabexeH, CriefyeT OTMEHUTb rPYAHOE BCkapmnneaHue. B
HEKOTOpbIX Ccryyasx Haﬁﬂbﬁﬂaﬂl’le JKCTpanMpamugHole CUMNTOMbI Y
HOBOPOX/EHHbIX, MaTepy KOTOPbIX NPUHUMAnK ranonepuaon B nepuoa

™ n B rpyaHoro

nakrauuu.

Cnoco6 npumeHeHUs U A03bl

BHYTPUMBILLEYHO, BHYTPUBEHHO.

[lo3a npenapata Ans BCeX NOKasaHWil YCTaHABNNBAETCS UHAMBUAYANbHO
noa HabnoaeHnem Bpava. [INs onpeaeneHns HavanbHon o3kl crieayet
YUNTLIBATL BO3PACT NaLMEHTa, TAXECTb CUMNTOMOB U NPeablayLLnii OTBET
Ha HelponenTuku. MaLueHTam MOXMMOro Bo3pacTa, OcnabneHHbIM 1 ¢
BbISIBIEHHBIMU paHee MOBOYHBIMM PeakuMsiM Ha HEeMpPONENTUKM, MOXET
notpe6oBaTbcs Gonee Hu3kas [03a ranonepuaona, HadankHas fosa Ans
TakMX MaLWeHTOB [OMKHa COCTaBNSATb MOMOBMHY OBbLIYHOA A03bl ANs
B3POCMbIX, @ 3aTeM MOCTENEHHO KOPPUIMPOBATLCS /NS [OCTUXEHUS
ONTUMAnbLHOro OTBETA Ha Tepanuio.

Mpy neYeHOYHON HEAOCTATOYHOCTY 103y HEOBXOAMMO CHUXKaTb. Fanonepu-
[loN creflyeT HasHauaTb B MUHUMATbHOM KIMHUYECKN 3htheKTUBHOM A03e.
LLinsochpeHns, NCMx03bl, MaHKS, MUNOMaHNS, NCUXUYECKVE HapYLUEHUS U
HapylIeHUs MOBEJEHNs), MCUXOMOTOPHOe BO3BYX/eHue, BOMHeHwe,
HaCUNbCTBEHHOE UNN ONacHOe UMNYTbCUBHOE MOBEAEHIUE, OpraHnyeckine
NOBPEX/AEHNs TOMOBHOTO Mo3ra: 403y 5 Mr BBOAST [0 [OCTUXEHUS
KOHTPOMS CUMMTOMOB Kax/blil Yac Unu A0 MakcUManbHoit Ao3bl 20 Mr/cyT.
[ins neYeHns TOLWHOTbI U PBOTHI: 1-2 M.

MapeHTepanbHoe BBeeHWE AOMKHO GbiTb MAKCUMArNbHO KOPOTKUM C
nocneayloLLMM NepexooM Ha nepoparnbHoe NpUMeHeHIe.

Mo6Go4Hoe fgeicTBUE

YacTtoTta no6ouHbIx achpekToB MpeAcTaBneHa B criedylolien rpagauuu:
o4eHb YacTo (21/10), yacto (ot 21/100 go <1/10), HeyacTo (o1 21/1000 go
<1/100), peako (ot 21/10000 go <1/1000), yacToTa Hen3BeCTHa (He MOXeT
6bITb OLIEHEHA MO MMEIOLLMMCS AGHHBIM).

Co cmopoHbl Kposu u b 7] :
NENKONeHns; YactoTa HeussecTHa —
NaHUMTONEHMS!, TPOMGOLIMTONEHNS.

Co J y 7] : HEYaCTO — peakLn runep4yBcTBu-
TEMbHOCTY;  YacToTa HeusBecTHa — aHadunakTiyeckne —peakumm,
TOKCUYECKMIA 3NMAEPManbHbI HEKpOnu3, cHapomM CTuBeHca-[KoHCoHa.

Heyacto —

arpaHyrnoumMTos, HeuTponeHns,

Co J OOKf : PeQiKo — rUnepnponakTUHeMus:;
yacTota HeusBeCTHa — HeajeKsaTHasi CeKpeuus aHTUANYPETUHECKOTO
ropMoHa.

Hapy 3Ma u yacTota HeusBecTHa —
TUNOrMMKEMUS.

Mcuxuyeckue paccmpolicmea: 04eHb YacTo — axuTauus, 6ecCoHHNLa;
4acTo — [eNpeccysi, MCUXOTUYECKINE HAPYLLIEHWS; HEYACTO — CMYTaHHOCTb
CO3HAHWS, CHIXKEHMeE 1 NoTepsi NMBuao, GeCroKoicTBo.

Co J: I Hep 7] I: O4eHb YacTo — 3KCTpanupamuiHble
HapyLIEHWs!, TUNEpPKMHE3Nsi, TonoBHas Gonb; MO3AHAS  AVCKUHE3Ns,
OKYMOTVPHBIA  KPU3, AVCTOHMS, AMCKUHE3Us, akatuausi, GpaaunkuHesus,
TUNOKMHE3WS!, MMNEPTOHYC, COHMMBOCTb, MAackooGpasHoe nuLo, Tpemop,
TONOBOKPY)XEHIME; HEYacTO — CY/OPOrM, MApKUHCOHMU3M, aKUHesns,
pUrMAHOCTL MO TUMY «3yG4aToro Komeca», Cefauusi, HenpoW3BObHAs
KOHTpaKTypa MbILLL;; PEAKO — HapyLUEHUe MOTOPUKM, 3OKa4YEeCTBEHHbIN
HepoNenTUYECKMt CUHAPOM, HUCTarM.

Co cmopoHLI Op2aHa 3PEHUs: YacTo — HapyLUeHNe 3pEeHNsi; HevacTo —
HEYETKOCTb 3pUTENBHOTO BOCMPUATHS.
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Co J: I cep Y ! YacTo — ci
apTepuanbHOro [JaBneHns, opTocTaTuyeckast IUMOTEH3Ns; HevacTo —
TaxvuKkapaus; UBPUNNALUA KENyaoUKoB, apuTMUS MO TUMY «MUpyaT»,
XenyoukoBasi TaxvKapausi, SKCTPACUCTONMS; YacToTa Hen3BECTHa (mpu
npueme aHTUNCUXOTUYECKUX NpenapaToB) — BeHO3Has TpomBoambonus,
BKIIOYas NeroyHyto améonuio, Tpom60o3 rny6okmx BeH.

Co J Y0 4acTo — 3anop, CyxocTb
BO PTY, NOBbILLIEHHOE CIIIOHOOTAENEHME, TOLWHOTA, PBOTA.

Co P I] 7] ! HEYacTO — OfbILLKA; PeaKo —
6poHXOCMa3M; 4acToTa HEM3BECTHA - OTEK FOPTaHH, NTApUHIOCNaaMm.

Co cMOpPOHLI MeYeHU: YacTo - OTKIIOHEHNE nokasaTenen «neYeHOHHbIX»
(hepMEHTOB; HEYaCTO — renaTuT, XenTyxa; YacToTa Hen3BeCTHa - ocTpas
NeYeHOYHas He[OCTAaTOYHOCTb, XOnecTas.

Co J KOXU U 7] 2 4aCTO — KOXHas! Cbirb;
Heyacto — peakuun  oToceHcMBUNM3aLMK,  KpanuBHULA@,  3yA,
TMNeprapo3; YacToTa HEN3BECTHA — NEKOLMTOKNACTUYECKUIA BaCKyIuT,
3KCHONMATUBHbIN BACKYMNUT.

Co J: ! J: Ho2 p HeyacTo -
KPUBOLLES, MbILLEYHAS PUTMAHOCTb, MbILLIEYHBIV CNa3M, TyrornofBKHOCTL
CKEMNETHOW MyCKYNaTypbl; PEKO — TPU3M, MbILLEYHbIE NOLEPrBaHMS.

Co cmopoHbI MOYeK U MOYeebleodsAUX nymeli: 4acTo - 3aaepxka
Mo4un.

Co P penpody u JKeres: yacto
— 9peKTUnbHas AMCHYHKUMS; HEYacTo — ameHopes, AMCMeHopes,
ranaktopes, 6onb M AMCKOMEOPT B  MOMOYHBIX/TPYAHBIX Kenesax;
MeHOpparisi, MEHCTpyanbHble HapylieHus, cekcyanbHas AUCHYHKUNS;
4acToTa HeN3BECTHA — IMHEKOMACTUsI, NPUanmam.

O6uwjue HapyweHUsi U HapyuleHusi @ Mecme eeedeHusi: He4acTo —
HapylleHMe NOXOAKM, TUNepTepMusi, OTeKkW; 4acToTa HeusBecTHa —
BHE3anHasi CMepTb, OTEK L@, TMNOTEPMUS, CUHIPOM «OTMEHbI» Y
HOBOPOXAEHHBIX.

4acTto — NOBbIWEHWEe WUNU CHUWXeHue
Macchbl Tena, yanuHenve uitepeana QT Ha QKT

Mepenosnposka

CUMIMMOMBI; XapaKTepu3yeTcs YBENUYEHUEM BbIPAXEHHOCTU W3BECTHBIX
chapmakornornyecknx U nobouHbix adpcekToB. Hambonee BakHble
npu3Haku Nepefo3npOBKN: TsHKEMble SKCTpanMpamuaHble paccTPONCTBa,
TUNOTEH3NSI,  BbIPAXEHHAs  3aTOPMOXEHHOCTb.  JKCTpanupamuaHbie
paccTpoiicTBa NPOSBNSITCH B BULE PUrMOHOCTU MbW, OGLIEro unm
MEeCTHOTO Tpemopa MbiLLL,. ApTepuanbHas rMnepTeHanst MOXET pasBuBaTb-
sl valle, YeM runoTeH3ns. B oTAenbHbIX Cydasix BO3MOXHO HacTynneHue
KOMaTO3HOTO ~ COCTOSHWS  C  YHETEHWEM [ibIXaHUs C  BbIPaXeHHOM
apTepuarnbHoii runoteHsmner. OHo GblBaeT HACTOMBKO TSHKEMbIM, YTO MOXET
NPUBECTU K COCTOSIHMIO LLIoKka. He0BXOAUMO Y4eCTb BO3MOXHOCTb Pa3BuUTuS
JKENYA0YKOBOW apuUTMUK C yAnNuHeHWeM uHTepeana QT.

JledeHue: cneumdu4ecKoro aHTUoTa HeT, crelyeT NPOoBOAUTL CUMNTOMA-
TU4ecKyto Tepanuio. Mpy KOMaTO3HOM COCTOSIHUN HeoBXoanMa NoAmepxka
byHKUMM  [ibIXaTeNnbHON CUCTEMbI, BBEAEHWE OpOTPaxeanbHoN Wnn
aHAoTpaxeanbHoW TPYOku. Mpu yrHETEHUU [bIXaHWsi MOXET BO3HUKHYTH
HeobxoaumocTb B nposefexun VIBJ. Heobxogum monuTopuHr SKI 1
KM3HEHHO BaXHbIX NapaMeTpoB remMoauHamuki Ao Hopmanusaumn KT
Mpy BbIPaXXEHHON apTepuanbHON UMOTEH3WW UMW He[oCTaTOMHOCTU
KPOBOOBPALLIEHNs MPOBOANTCS BHYTPUBEHHOE BBEJEHUE [OCTATO4YHOTO
ofbema XUAKOCTH, MNaaMbl KPOBU UMM KOHLIEHTPUPOBAHHOTO anbbymuHa,
a TakxKe BBEEHNE Ba30NPECCOPHbIX CPEACTB (AoNamuHa UMk HopanuHed-
puHa). He cnepyet npuMeHsTb anuHedpuH, NOCKONbKY B KOMGUHaLWK C
rarnonepuaorioM OH MOXET BbI3BATb TSXKENYH apTepUarbHYI0 rMNoTEH3MH.
Mpu  TsKenblX  9KCTPaNMPaMUAHbLIX — PAcCTPOIACTBAX  MPUMEHSIOT
napeHTepanbHo  NPOTMBONApKUHCOHWYeckne  cpeacTBa  (GeHaTponuHa
Me3nnat B3pOoCTbiM B 103€ 1—2 M BHYTPUBEHHO WK BHYTPUMBILLEYHO).
OTMeHy 3TuX npenapaTos CrieayeT NpoBOANTbL C OCTOPOXHOCTbIO, TaK Kak
pe3koe MpekpallieHre WX BBEAEHWS MOXET MPUBECTU K peLuausy
3KCTPaNupamnaHbIX PACCTPONACTB.

B. WCTBME C ApYrumMun p penapaTtamu
OnHOBPEMEHHOE MPUMEHEHME NeKapCTBEHHbIX CPECTB, BbI3bIBAIOLLINX
HapyLLeH1e 3MeKTponuTHoro 6anaxca, TpeGyeT NOBbILLEHHOI OCTOPOXHO-
CTW - MOXET MOBBIWATLCH PUCK Pa3BUTUS KENYAOHKOBBIX aApPUTMUIA.
MpUMeHeHNs ANYPETUKOB, BbI3bIBAIOLLNX TMMOKANNEMMIO, PEKOMEH1yeTcs
u3beraTb 1 OTAABaTb NPEANOYTEHMNE KanuiicbeperaoLmm AnypeTikam.
Fanonepuaon noTeHUMpYeT yrHeTalliee AeiCcTBUE Ha LEHTParbHY0
HEPBHYIO CUCTEMY TUMOTEH3MBHBIX NEKapPCTBEHHbIX CPECTB, HapKoTAYe-
CKMX aHarbreTUKOB, CHOTBOPHBIX CPEACTB, TPULMKIMYECKNX aHTMaenpec-
CaHTOB, CPeAcTB Ans obliedt aHecteawu, ankorons. OfHOBPEMEHHbIi
npuem ranonepuaona ¢ 3TMMK nNpenapatami MOXET NPUBECTU K YTHETEHNIO
[nibixaHus. Mpy OHOBPEMEHHOM MPUMEHEHIUN C MPOTUBONAPKUHCOHNYECKN-
MW npenapatami (neBoona v [p.) MOXET CHIKaTbCs TepanesTU4eckoe
[IeNCTBNE 3TUX IeKapCTBEHHbIX CPEACTB W3-3a AHTArOHUCTUYECKOro
BNUAHUS Ha JohaMUHEpriYeckine CTPYKTYPbI.

Mpu NpUMEHeHMM C METUNAONON BO3MOXHO Pa3BUTME [e30pUeHTaLnm,
3aTpyAHEHNs 1 3aMe/INEeHNs NPOLIECCOB MbILLNEHMS.

[anonepnaon MOXeT CHUXaTb WHTEHCUBHOCTb AECTBUA anuHedpuHa u
[IPYrX CUMMNaTOMUMETUKOB, BbI3bIBATL «MaApafOKCANIbHOEY» CHUKEHNE

apTepuanbHOro  [aBneHns W - Taxukapauvi  npu UMX  COBMECTHOM
NpUMEHeHUN.
YeunuBaer  AencTBMe  nepucepuyeckux  M-XOnuHOGMokatopoB W

GOMbLUMHCTBA MMMNOTEH3NBHbBIX CPEZCTB (CHUXAET AeNCTBUE ryaHeTauHa
BCMEACTBME BLITECHEHUS! €M0 W3  -8[JPEHEPIUYECKUX HEWPOHOB 1
nofaBNeHNs €ro 3axeara aTMKU HelpoHamK).

Mpn KOMBUHMPOBAHHOM MpUEME C NPOTUBOCYAOPOXHBIMU CPEeaCTBaMM
(BKntovasi 6apBUTypaThl U Ap. MHAYKTOPbI MAKPOCOMATLHOTO OKVACTIEHUS),
[103bl MOCNEAHNX CreadyeT MOBbICUTb, T.K. ranonepuaon CHUXaeT nopor
CYAOPOXHON aKTUBHOCTU.

KpoMme TOro, MOryT CHUXATbCS! U CbIBOPOTOUHbIE KOHLIEHTpaLMi ranonepu-
fona. B 4acTHOCTW, NPV OAHOBPEMEHHOM ynoTpebreHnn Yas unu kocde
[eicTBMe ranonepuaona MoxeT ocnabesatb.

anonepuaon MoxXeT CHUXaTb 3PHEKTUBHOCTL HENPSIMbIX AHTUKOATYIISH-
TOB, MOSTOMY MpWU COBMECTHOM MpuéMe [o3y MNOCNedHUX creayet
KOpPeKTMPOBaTh.

anonepuzon 3ameAnseT MeTabonuam TPULIMKIIMYECKUX aHTUAENPeccaH-
TOB W WHIMGUTOPOB MOHOamuHokcupassl (MAO), BcriegcTsue uero
MOBbILLIAETCA UX KOHLIEHTPALIWS B MNasme KPOBU U TOKCUYHOCTb.

IMp1 0HOBPEMEHHOM NPUMEHEHNM C BYNPONMOHOM CHUXKAET nUnenTiye-
CKMA MOPOr U YBENWYMBAET PUCK BO3HUKHOBEHWS SNMMENTA4ECKNX
npunaakos.

Mpu  oaHoBpeMeHHOM npueme rarnonepuaona G hyoKCETUHOM,
XVHWOMHOM, GyCnpOHOM BO3pacTaeT puck MOGOYHOrO [AeicTBUMS Ha
LieHTparbHyI0 HEPBHYIO CUCTEMY, OCOBEHHO SKCTpanupamMuaHbIX peakLni.
Mpy HeoBXOAMMOCTU OHOBPEMEHHOTO MPUMEHEHUs 103y ranonepuaona
CcrieayeT CHU3MTb.

WHrubutopbl unu cyberpatsl usodepmeHta CYP3A4 u CYP2D6, Takue
KaK, UTpakoHasor, Bycn1poH, BeHnadakcuH, annpasonam, thyBoKCamuH,
XVHWOWH, NYOKCETUH, CepTpanvH, XfoprpoMasuH, NpoMeTasuH MoryT
noBbILIATL KOHLEHTPALMIO ranonepuaona B nnasve kpoeu. CHIKeHne
aKTUBHOCTU M3ocepmeHTa CYP2D6 MOXET NpuBOAWUTL K MOBLILLEHMIO
KOHUEHTpauun ranonepugona. Cooblanoce 0 CryyYasx YANMHEHWs
vHTepBana QT 1 aKCTPanMpamMuHbIX CUMNTOMAX B Crlyyae OHOBPEMEH-
HOTO MpUMEHeHUst ranonepugona ¢ keTokoHasormom (400 wmr/cyT) u
napokceTHom (20 mr/cyt). MoxeT noTpeGoBaTbCsi KOppekuns A03bl
ranonepuaona.

OnHOBPEMEHHOE  MpUMEHeHWe  ranonepuaona ¢ npenaparamu,
YANVHSIOWMMU MHTepBan QT, Hanpumep, aHTMapuTMUYECKue npenaparbl
IA (B T.4. XMHUAVH, An3onupamua, npokauHamua) v il (B T.4. ammoaapoH,
cotarnon, AodeTunna) - Knacca,  HeKoTopble  MPOTUBOMUKPOGHbIE
(cnapcpriokcaumH, — MOKCUIOKCALMH, — 3PUTPOMULIMH  BHYTPUBEHHO),
TPULIMKNNYECKNE aHTUAENPECCaHTbl (B T.4. aMUTPUNTUNMH), HEKOTOpble
TETPaUMKNNYECKNe aHTUAENpeccaHTbl (B T.H. ManpoTUNuMH), [pyrue
HeiponenTukA (B T.M. (DEHOTMA3NHBI, MUMO3NA, CEPTVHAON), HEKOTOpbie
aHTUTUCTaMUHHbIE (B T.M. TepdeHaauH), Lvsanpug, 6peTunvym Toaunar,
HEKOTOpbIE MPOTUBOMANSAPUNHbIE (B T.4. XWUHUH, MeNOX1H) NoBbilLaeT
pUCK PAa3BUTUA KEMy[OYKOBOW apuTMWM, BKIIKOYAs apuTMUIO Tuna
«nupyaT». OITOMY X COBMECTHbII NMPUEM HE PEKOMEHAYETCS (AaHHbIN
CrIMCOK He SIBMSETCS MCHEPMbIBAIOLLNM).

[inuTenbHoe coveTaHHOe MpUMEHEHWe rarnonepuaona ¢ npenaparamu,
SBMAIOWMMUCS  MHAYKTOpPaMK  (hepMEHTOB  Meyenu  (kapbamasenuH,
pucamnuuuH, heHoGapbutan 1 Ap.), PUBOANUT K CHUKEHMIO KOHLIEHTpa-
Lmu ranonepvaona B nnasme kposu. Mpu HeobxoanmMocTi Nx KOMBUHUPO-
BaHUs1 MOXET MoTpeGoBaTLCS NMOBbILIEHNE 03kl Fanonepuaona, Ho nocne
OTMeHbl MHAYKTOpa (HEpPMEHTOB Me4YeHU HeoBXOAMMO CHU3UTL A03Y
ranonepuaona.

IMp1 0HOBPEMEHHOM NPUMEHEHNM C CONAMMN NUTHS, OCOGEHHO B BBICOKUX
[l03aX, MOXET Bbi3blBaTb HEOGPaTUMY0 HEMPOMHTOKCUKALMIO, @ Takke
yCUNMBaTh  KCTPanUpamuaHylo cuMnToMaTiky. [lpu  BO3HUKHOBEHWM
BblLLEYKa3aHHbIX COCTOSHUA Y NaLMEHTOB, NPUHMMAIOLLNX OAHOBPEMEHHO
TTWIA U ranonepuaos, Tepanuio HeoGXOANMO HEMEATNEHHO OTMEHNT.
IMp1 0AHOBPEMEHHOM MpUEME C aM(ETaMUHAMU CHUKAETCS aHTUMCUXOTH-
Yeckuit  achcpekT ranonepupgona M- NCUXOCTUMYNUPYHOLLMIA  adhchekT
amdeTamrHoB, BCrieacTBie Gnokaabl ranonepuaonom a-afpeHepruye-
CKIX PeLienTopoB.

anonepuaon MOXeT CHKaTb AeNCTBIE BPOMOKPUMTUHA. AHTUXONUHEPIU-
yeckue, aHTUrMCTaMuHHble (1 MOKOMeHWsl), NpPOTUBOMAPKUHCOHHbIE
CpeAcTBa MOTYT YCUNMBATbL aHTUXONMHEPrUYeckre NoGouHble 3htekTbl 1
CHIXaTb aHTUNCUXOTUYECKIUi 3cpchekT ranonepuaona.

TUPOKCUH MOXET yCUNNBaThL TOKCUMHOCTb ranonepuaona. Mpu runeptupe-
03e ranonepuion MOXHO HasHauaTb fMWb MNP OHOBPEMEHHOM
NpOBE/IEHIM COOTBETCTBYIOLLEN TMPEOCTATUIECKON Tepaniiu.

Mpy 0AHOBPEMEHHOM MPUMEHEHWUN C aHTUXONMHEPTUYECKUMI NpenapaTa-
MV BO3MOXHO MOBbILIEHNE BHYTPUINA3HOTO aBNEHNS.

Ocobble yka3zaHus

3nokayecmeerHbIli - Helponenmuyeckuli  CUHOPOM:
AHTUMCUXOTUYECKNX — MPenapatoB  CoobLIanoch O  BO3HMKHOBEHUN
3110KAYECTBEHHOTO  HEMPONENTUYECKOTo  CUHAPOMA  (XapakTepuyetcs
runepTepMueil, reHepanu3oBaHHON PUMMAHOCTBIO MbILWL, BeretaTuBHONM
NaBUMBHOCTBIO,  HapyLIEHNEM CO3HaHWA GONMBHOTO 1 MOBBILIEHHBIM
ypoBHeM KO®K B nnasme kpou). [lononHWTenbHble MPU3HAKM MOryT
BKIOYaTb  MUOTOBMHYPUIO  (PaBAOMMONN3) M OCTPYIO  MOYEYHYHO
HEloCTaTOYHOCTb. i BO3HMKHOBEHUM 3TUX CUMNTOMOB  CriefyeT
HEMe/INIeHHO MPeKkPaTUTL NeYeHne aHTUNCUXOTUYECKUMM Npenaparamii n
HayaTb COOTBETCTBYIOLLYIO MOAAEPXKVBAIOLLYIO Tepanuio (Hanpumep,
BHYTPUBEHHbIE MH(Y3UN JaHTpOrEHa).

JKkcmpanupamudHble CUMIMOMBI: NPU ANUTENBHOM NPUMEHEHUNA MOTyT
OTMe4aTbCsi MPU3HAKM, XapakTepHble [Ns HefponenTukoB - TPeMmop,
PUrMAHOCTE  Mblll, BGpaauvkuHesus, akaTuausi, OcCTpas MbllleyHast
[CTOHWS UMM NapuHrearbHas AMCTOHMS. B aTUX crnyyasx MOXHO
HasHauaTb NPOTUBONAPKNHCOHMYECKME MPENapaTbl aHTUXOMMHEPTN4ECKO-
0 [EiCTBUS, HO He B MOPsiAKE MPEBEHTUBHOW Tepanuu, Tak Kak ux
npuMeHeHne cHkaeT achtheKTUBHOCTL ranonepuaona.

[M030HsA5 QUCKUHE3US: KaK 1 NP NPUMEHEHUI IPYTUX aHTUMCUXOTUYECKNX
CpeAcTB, ANUTENbHOE MPUMEHEHME ranonepuaona U ero oTMeHa MoryT
BbI3BaTb MO3AHION  AWUCKMHE3W. OTOT CUHAPOM  XapakTepusyetcs
HEMPON3BOMbHBIM PUTMUYHBIM MOAEPIMBAHMEM fi3blka, NULA, pTa Unn
YencTh. OTU NPU3HAKN Y HEKOTOPbIX GOMbHBIX OTMEYaoT MOCTOSHHO.
CMHAPOM MOXET MackupoBaTbCsi, KOrja BO30GHOBMSIOT Kypc Tepanuu,
NOBLILLAIOT A03Y ranonepuaona Ui HasHayaloT APYroi aHTUNCUXoThYe-
ckuii  npenapaT. [pu NOSIBNEHMNA NPU3HAKOB MO3AHENA AMCKUHE3NN
Lienecoo6pasHo kak MOXHO paHblle NpepeaTb Kypc Tepanuu.

npu  NpUMeHeHU

PutMnyeckve cnyyaiiHble nopepruBaHus ssblka MOryT ObiTb paHHUM
NpU3HaKoM Mo3Hel auckuHesnn. OTMeHa neyeHus Ha STOW paHHei
CTafu1 MOXET NPefoTBPaTUTL Pa3BUTUE JAaHHOTO CUHAPOMA.
B ncuxuaTpuyeckoit pakTuke y NaumneHToB, Nony4vaBLUnX aHTUNCUXOTUYE-
ckve npenaparbl, BKMOYas ranonepuoon, coobuianock o cryvasx
BO3HMKHOBEHUS1 BHE3AMHOTO NeTanbHoro 1cxoga. Mockonbky B npolecce
NeyeHns ranonepuaonom BOMOXHO yanuHeHne uutepsana QT Ha OKT,
CrieayeT OLEHNTb COOTHOLLIEHNE NMONb3a/pPUCK NPY NPUMEHeHNM Npenapara
y NauneHToB ¢ 3aboneBaHnem CUCTEMbl KPOBOOGPALLEHMS], HanMinem B
CemMbe CNy4YaeB BHE3aAMHOTO METanbHOro Mcxofa WWUNW  YANMHEHUs
uHTepBana QT B aHamMHe3e, 0COBEHHO NPY NapeHTepanbHOM NPUMEHEHUM
ranonepugona. [Jo Hayana Tepanun Heobxogumo nposectn IKM-moHUTO-
puHr (cm. pasgen «[poTuBonokasaHusi»). B xofe nevenns HeobxoaumocTb
OKI-MOHUTOpUHra crieayeT onpeaensTs MHAMBWAYaNbHO. Y NaLUeHTos ¢
cybapaxHOMAANbHBIM  KPOBOW3NNSHMEM, TONOAaHMeM, 3roynoTpebnsio-
WX anKorofieM 1 MMEIOWNX HEKOPPUTMPOBaHHbIE  3NMEKTPONUTHbIE
HapyLLeHUs,, crieflyeT BHUMaTENbHO Habniogate 3a K 1 ypoBHeM kanus,
0COGEHHO B HayarnbHoit hase neyeHus A0 [OCTUXKEHWS PaBHOBECHbIX
KOHLEHTpaUWi B nnasme kposu. HapylieHve GanmaHca anmekTponuToB
MOXET MOBBLICUTb PUCK Pa3BUTUS JKENMYAO4KOBbIX apuUTMUIA, MOSTOMY
PEKOMEHAYETCSl  PErynsipHblil  MOHWUTOPWUHT  YPOBHSI  3MEKTPOMNNTOB,
0COBGEHHO Y MauMeHTOB, NPUHUMAlWMX AnypeTuki. Bo Bpems Tepanuu
[103y HEeOOXOAUMO CHU3UTL B CRydae yAnMHeHHoro uHTepsana QT, a
ranonepuaon — HEMEAEHHO OTMEHUTb, ecnin uHTepsan QT npesbiluaeT
500 mc. Manonepuaon cneayet ¢ 0coboii OCTOPOXHOCTBIO NPUMEHSATL Y
NaLUNeHTOB, KOTOpble SBNSKOTCS  «MeANeHHbIMM  MeTaGonnsatopami»
CYP2D6, a Taioke npy NpUMEHEHUM MHIMBUTOPOB LmToxpoma P450.
Cnepyet n3beratb OHOBPEMEHHOTO NPUMEHEHUS C APYTMMU HeiponenTu-
Kamu.
HeoBxoaumo cobnioate OCTOPOXHOCTb MPU MPUMEHEHUM ranonepuaona
NPy MEYEHOYHON HEAOCTaToMHOCTU. [py  ANUTENbHOM  MPUMEHEHUN
npenapata HeobGXOAMM NEpUOANYECKUI i KOHTPOMb KapTUHbI KPOBW W
yHKLMM NeyeHr. BOnbHbIM 3nunencuen, a Takke NaLunueHTam C NoBbiLLeH-
HOW CKIMOHHOCTBHK) K CYZJOPOXHBIM COCTOSIHUSIM (XPOHUYECKAs UHTOKCUKa-
LMs KaK ankoronbHoro, Tak 1 Apyroro reHesa, YepenHo-Mo3rosasi TpaBMa B
aHamHese 1 T./.) ranonepuaon creayeT HadHauath C OCTOPOKHOCTBH.
[Mpy¥ NpUMeHeHUM ranonepuaona y NaLUueHToB C NOYEYHON HEOCTaTOuHO-
CTbH0 11 (heOXPOMOLIMTOMOI HEOBXOAMMO COBMIAATL OCTOPOXHOCTb.
TUPOKCUH NOBbILLAET TOKCUYHOCTL ranonepuzona, No3ToMy nauueHTam ¢
TUNepTUPeo3oM CrieflyeT €ro MpUMEHsiTb TOMbKO MOf  MPUKPbITUEM
a[leKBaTHOM TUPEOCTaTUYECKON Tepanuu.
BonbHble WM3odpeHneii pearvpyloT Ha aHTUNCUXOTUYECKYID Tepanuio ¢
3apepxkoit. locne OKOHYAHWA TEYeHWs ranonepuaonoM  CUMNTOMbI
NOSIBNISIOTCS  BHOBb IWLUb 4YEPe3 HECKOMbKO Hefenb WM MecsiLieB.
BHe3anHoe npekpalleHure Kypca Tepanin aHTUNCUXoTUYECKUMI CPeacTBa-
MW, OCOGEHHO MpU NPUMEHEHWM B BBICOKMX [03aX, MOXeT Bbi3BaTb
CUMMNTOMbI OTMEHBbI (TOWHOTA, pBOTa, GECCOHHMLA), a Takke peLuans
3abonesaHusi, NOITOMy Mpenapat HeoBXOAMMO OTMEHSITb, MOCTENEHHO
CHIXas A03bl.
BOrbHBIM, Y KOTOPbIX MPU MCUXONATONOrMYECKUX PACCTPOACTBAX OTMEYAKT
[1enpeccuio 1 NCKX03, ranonepuaon crneayet NPUHUMATL B KOMGUHALMK C
aHTUaenpeccaHTamu.
Ecnu ecTb HeobxoaMMOCTb B OAHOBPEMEHHON TEpanuV ranonepuaonom u
NPOTMBONAPKUHCOHNYECKAMI CPEACTBaMM, NOCMe OTMEHbI ranonepugona
CrieflyeT npofomkaTh NPUMEHEHNE NPOTUBONAPKUHCOHUYECKOTrO CPeACTBa
[N NPefynpexaeHns YBENUYEHUs BbIPBKEHHOCTU SKCTpanupamMuaHbIX
CUMNTOMOB, 0COGEHHO ECTI CKOPOCTb BbIBEEHIS MPOTUBONAPKUHCOHNYE-
CKOro CpeACTBa Bbilue. CreayeT yunTbIBaTb, 4TO COYETaHHOE MPUMEHEH!e
ranonepuaona U aHTUXONMHEPrUYeckX NpenapaTtos (B T.4. 1 NpoTMBONap-
KMHCOHUYECKIX CPEICTB) MOXET MPUBECTM K NOBbILIEHMIO BHYTPUITIA3HOTO
[laBnexus.
Mpy NpUMEHEHUN aHTUMCUXOTUYECKUX NpenapaToB CcoobLanoce o
Crnyyasx BO3HWKHOBEHUS BEHO3HOW TpomBoamGonuu. [lockonbky Yy
NaLNeHTOB, MNOMYYAIOWNX NEYEHNe aHTUMCUXOTUYECKUMU CPeacTBamu,
4acTo OTMeYaloT MpUOGPETEHHbIE (aKTOPbl puUcCKa PasBUTUS BEHO3HOI
TpomM603amMBonuK, KOTopble CreayeT BbISBUTL [0 Havana neyeHus; npu
NeYeHNM  ranonepuaonom HeoGXoAUMO MPUHSTL  MpOodUnakTUdeckue
Mepbl.
OTMeyeHa MOBbILIEHHAs NETanbHOCTb Y AL MOXMIONo BoO3pacTa C
AeMeHuuei. Y NUL MOXWNOro Bo3pacta C [eMeHUMEen, NonyyaBLUnX
aHTUNCUXOTUYECKNE CPEACTBA, OTMEYanN HEe3HAYUTENbHO MOBbILIEHHDI
pUCK NeTanbHOrO UCX0Aa MO CPABHEHMIO C HE MOMyYaBLUMMUA NEYEHNSs.
[laHHbIX ANA NpeaocTaBneHns TOYHOTO MokasaTens BennuMHbl pucka u
NPUYMHBI €0 NOBbILLEHUA HEAOCTATOYHO. [anonepuaon He nokasaH Ans
NeYeHst NOBEAEHHECKNX HapYLUEHNI Ha (DOHE IEMEHLIN Y NOXMIbIX.
Bo Bpems Tepanuu npenapatom Heobxogumo usberaTb ynotpebnenus
ankorons. B Hayane Tepanuu ranonepupgonoM, U ocobeHHo npu
NPYMEHEHUN B BBICOKMX []03aX MOTYT BO3HUKaTb CeAaLusi pasniniHon
CTEMNEeH U CHIKEHUE BHUMaHMSI, BbIPAKEHHOCTb KOTOPbIX YBENU4MBAETCS
NpY NPUMEHEHIUN anKOroNbHbIX HAMUTKOB.

Ha Thb Yy
MexaHU3Mamu
B nepwuoa neyeHus HeobXoANMO BO3AEPKNBATLCA OT BOXAEHUS TPaHCMop-
Ta W 3aHATUA APYIMMU NOTEHLMANbHO ONACHBIMW BUZAMW AEATENBHOCTH,
TpeGyloLMMN  MOBBILIEHHOI  KOHLEHTPALMW  BHUMAaHUSt U BbICTPOTHI
NCUXOMOTOPHbIX PeaKLi.

Tb T THbIMU CpeacTBaMu,

®dopma Bbinycka

PacTeop Ansi BHYTPUBEHHOTO 1 BHYTPUMbILLIEYHOTO BBEAEHUS 5 MI/MI.

Mo 1 mn npenapata B amnynbl 6GeCLUBETHOrO WM CBETO3ALUTHOTO
HEeNTPanbHOro cTekna Tun | ¢ LIBETHON TOYKOI M HAaCeYKOM UMK C LiBETHLIM
KOMbLIOM M3noMa. Ha amnynbl AONOMHUTENBHO MOXET HAHOCUTLCS OAHO
LIBETHOE KOrbLIO.

Mo 5 amnyn nomeLlLaloT B KOHTYPHYK SHENKOBYIO YNaKoBKY M3 MNeHKU
TNONNBUHNNXIIOPUAHOMN.

1 MNKU 2 KOHTypHble SYelKoBble YNakoBKM BMeCTe C MHCTPyKUMen no
NPYMEHEHMIO NOMELLAIT B KAPTOHHYIO YNaKoBKY (nauky).

YcnoBus XxpaHeHus

Mpu Temnepatype He Bbilwe 25 °C BO BTOpPUYHOW ynakoske (nauke). He
3aMopaxmBaTh.

XpaHuTb B MecTax, He[JOCTYMHbIX N feTel.

Cpok rogHocTn
2 roga. He NPUMEHSATbL NO NCTEYEHUN CPOKa rogHOCTU.

Ycnoeus otnycka
OtnyckatoT no peLenty.

Mepxatenb pernctp 0 yAOC ¥ 000 «Atonn»
Poccusi, 445351, Camapckasi o6n., r. Xurynesck, yn. Mapoctpoutenei,
n.6.

Mpoussoautens: 000 «O30H»
Poccusi, 445351, Camapckasi obn., r. Xurynesck, yn. luapoctponteneit,
A. 6.

OpraHu3auus, npuHumarowas npeteHsum: 000 «O30H»
Poccusi, 445351, Camapckasi o6bn., r. XKurynesck, yn. luapoctpouteneit,

A. 6.
Ten.: +79874599991, +79874599992
E-mail: ozon@ozon-pharm.ru



