COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 30.10.2024 N= 23945

VHCTPYKIVA O METUIMHCK QM HEAMBIFHHER OCTE 0002)

JJEKAPCTBEHHOI'O ITPEITAPATA

T'aganramun Kanon

PerncrpanuoHHblii HOMep:

Toprosoe HanmeHnoBanue: ['ananramun Kanon

MexayHapoaHOe HENMATEeHTOBAHHOE WM I'PYNIIUPOBOYHOE HAUMEHOBAHUE  TAJIAHTAMUH
JlekapcTBeHHas ¢opma: TaOIETKU, TOKPBITHIE INICHOYHOIH 000I0UKOI

Cocras:

1 Ta6J'IeTKa, IMOKPBITas NJICHOYHOU O6OJ'IO‘IKOI‘/'I, 4 mr COACPKHUT!

Oeticmeyrowee eewecmeso. TATaHTaMUHA THIpoOpomun 5,127 Mr, B mepecueTe Ha rajaHTaMHUH
4,00 mr;

scnomozamenvhvie sewecmaa’ Kanbiys ruapodocdar 8,173 mr, KpeMHUST TUOKCH]] KOJUTOUTHBIN
1,500 mr, kpockapmeruiosa HaTpus 6,000 mr, makto3a 6e3BoaHas 60,000 mr, maraus creapar 0,700
mr, moBuaoH K-30 2,500 mr, nemirono3a mukpokpuctamumueckas (tum 102) 16,000 mr;

cocmas naenounou odorouku: Omanmpain 11 32F205021 cuauit 3,00 mr, B TOM 4wmcCIe:
runpomerniosa (ruapokcunponmmeruinernironosa) 0,7800 mr, nakro3sr MmoHoruapat 0,8400 mr,
makporon (monmdtunerrinukons) 0,3000 mr, tutana auoxcua 0,7290 wmr, tamek 0,3000 wmr,
Kpacutenb OpuianToBbiil romy6oit 0,0471 mr, kpacutens xene3a okcul uepHsiit 0,0039 mr.

1 TabierKa, MOKPHBITAs IIIEHOYHOU 000JI0UYKO, 8 M COTEPKUT:

Oelicmeyowee seujecmeo: TalantaMuua ruapoopomun 10,254 mr, B mepecyeTe Ha rajJjaHTaMUH
8,00 mr;

eécnomocamenvhvie eewecmea: Kanblus ruapodochar 12,046 Mr, KpeMHHUS ITHUOKCHI
KoytouaHbIHN 2,250 mr, kpockapmerutosa Hatpus 9,000 mr, nakTo3a 6e3Boanas 76,000 mr, Maraus
creapat 1,000 mr, moBugon K-30 3,500 mr, nemmrono3a Mukpokpuctaummdeckas (tun 102) 35,950
MT;
cocmas nienwounou obonouku: Omanmpait 11 32F205021 cunuit 4,00 mr, B TOM 4mHcCIe:
TUIpOMeIIo3a (TuapokcunponuiMerunenonosa) 1,0400 mr, makro3sl Monoruapat 1,1200 mr,
MakporoJ (mommdtuiaeHrukons) 0,4000 mr, tutana guokcua 0,9720 wmr, Tamek 0,4000 wr,

KpacuTenb OpuiuimanToBbli romyooit 0,0628 Mr, kpacuTens xkene3a okeu uepHsiid 0,0052 mr.

1 Ta6J'ICTKa, MMOKPbITas IICHOYHOM OGOJIO‘-IKOI\/'I, 12 MI COOCPIKUT:

delicmsyowee geujecmego. ranantaMuna ruapoopomua 15,380 mr, B mepecuere Ha rajlaHTaMUH
12,00 wmr;
sécnomoeamenvhvle gewecmea: Kanbiua rtuapodochar 17,000 Mr, KpeMHUS THOKCHI

koumonanbiii 3,150 mr, kpockapmemno3a Hatpus 12,600 mr, makroza 6e3BogHas 106,600 wmr,
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maraus cteapat 1,400 mr, moBumon K-30 4,900 ur, uennwgmggg_ppmgméépgaj@gg:,1 02)

48,970 mr;

cocmae naewounou odonouxku: Omnaapann 11 32F205021 cunwmit 6,00 mMr, B TOM umce:
TUIPOMEIIo3a (THAPOKCUIIponmIMeTHIeurono3a) 1,5600 mr, nakto3sr MmoHoruapat 1,6800 mr,
makporon (mommdtuneHrinukons) 0,6000 mr, tutana muokcua 1,4580 wmr, Tamek 0,6000 wmr,
Kpacuteab OpuiTMaHToBbIN royooi 0,0942 mr, kpacuTens xeneza okcua yepHbiid 0,0078 mr.
Onucanue

TabneTku Kpyrible ABOSKOBBITYKIIbIE, MTOKPHITHIE TUIEHOYHON 000510uK0il Tosryboro mBera. Ha
MIOTIEPEYHOM pa3pese MouTH Oenoro mBera.

dapmakoTepaneBTHYecKasi IPyNIAa: [CUXOAHATCNTUKHU; CPEJICTBA [JIs JICUCHHUS JIEMEHIUY;
AHTUXOJIMHACTEPa3HbIE CPEJICTBA.

Kon ATX: NO6DA0O4

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

["ananTamMuH (TPETUYHBIN AlIKAJIONU]) — CEIEKTUBHBIN, KOHKYPEHTHBIA U 00paTUMBIA HUHTUOUTOD
aleTUIXOMUHACTEpa3bl. KpoMe 3TOoro, rajaHTaMWH YCHJIMBAeT ACHCTBUE AllCTHIXOJIMHA Ha
HUKOTHHOBBIE PEIENTOPBI, BEPOSTHO, 32 CYET CBS3BIBAHHUA C AJUIOCTEPUYECKUM YYaCTKOM
penenitopa. brnarogaps TMOBBIMIEHUIO aKTHUBHOCTH XOJHMHEPTMUECKOM CHCTEMBI, MOXET
yIy4IIaThCSl KOTHUTUBHAS (YHKITUS Y TAIIMEHTOB C IEMEHIIMEH allblIreiiMepOBCKOTO THIIA.
DapmakoKkunemuxa

alanTaMMH — 3TO OCHOBHOE COCJIMHEHHE C OJHOW KOHCTaHTOM muccommaruu (pKa 8,2).
Ob6nanaer cnaboil nunoguiabHOCThIO ¢ Kod(duuuentom pacnpenenenus (LogP) mexny H-
oktaHosoM u OydepusiM pactBopoMm (pH 12), paBubim 1,09. PactBopumocts B Bome (pH 6)
coctapiisgeT 31 mr/mit. ['anantaMuH umeet 3 XupanbHbIX LEeHTpa. S, R, S-koHpurypanus ssusercs
€CTEeCTBEHHOH (MTpHUPOHON). ["aTaHTaMIH YaCTUYHO METabOIM3UPYETCS C TIOMOIIBIO PA3TMYHBIX
LIUTOXPOMOB, B OCHOBHOM, n3opepmentamu CYP2D6 u CYP3A4. Hekotopsle u3 MeTaboIUTOB,
00pa3yronMxcsi B MPOLECCe Jerpajallii rajlaHTaMHHA, aKTUBHBI B YCIOBHSIX IN Vitro, HO He
UTPAIOT 3HAYMMOM POJIH B YCIOBHSX N VIVO.

Bcacvisanue

CkopocTh abCOpOIMK BBICOKAsl, BpEeMs JIOCTHKEHHS MakcuManbHOW KOHIEHTpAnuu (TCmax)
coctaBsieT okoyo 1 4. AOcomoTHas OMOAOCTYITHOCTh TajlaHTaMHHa BbIcokas — 88,5+5,4 %.
[Tpuem Uiy CHIKAET CKOPOCTh a0COPOITUHU M YMEHBIIIAET MAKCUMATBbHYIO KOHIIEHTPAIHEO (Cmax)
npuMepHo Ha 25 %, He Biuss Ha cTenens adbcopouuu (AUC).

Pacnpeoenenue

Cpennnii o0pem pacnpeneneHus (Vd) cocraiser 175 n. CBs3b ¢ Oenkamu TUIa3Mbl HU3Kas U

cocrasiisieT 18 %.
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Memabonusm (NMOCNEOOBATENEHOCTE 0002)

WccnemoBanwus in Vitro mokasaiu, 4To OCHOBHBIMH H30(epMEeHTaMH CHCTEMBI IuToOXpoma P450,
YY4acTBYIOIIMMU B OuoTpanchopmanuu ranantamuHa, sBiastorcs — CYP2D6 u CYP3A4.
Nzodepmernt CYP2D6 yuactByer B oOpazoBanuu O-JecMeTHITATaHTAMHUHA, a H30(EPMEHT
CYP3A4 — N-okcua-raaHTaMuHA. OKCKpEIHs pPaIHMOAaKTHBHOM 03Bl MOYKAaMH M 4Yepe3
KHUIIEYHUK HE OTIMYAETCS y MAIlMEeHTOB C «MEAJICHHBIMY» U «OBICTPBIMY» METa00IM3MOM (HU3KOM
U BBICOKOW akTHUBHOCTBHIO H3o(depmenta CYP2D6 coorBeTcTBeHHO). B mimasme manweHTOB ¢
«OBICTPBIM» M «MEJIEHHBIM» METa00JIM3MOM OCHOBHYIO 4YacTh paJMOAKTUBHBIX BELIECTB
COCTaBJISIIOT HEM3MEHEHHBIM TajJaHTaMMH M €ro IoKypoHun. Ilociie onHOKpaTHOro npuema
rajaHTaMMHa HM OJIMH U3 AaKTUBHBIX METaOOJIMTOB TrajJaHTaMHMHa (HOprajaHtamuH, O-
JecMeTIIraaHTaMuH U O-1eCMEeTUITHOPraJlaHTaMHUH) He ONPeNIesUINCh B HEKOHBIOTUPOBAHHOM
dopme B IIa3Me MAMEHTOB C «OBICTPBIM» U «MEIJICHHBIM» MeTabonmu3MoM. Hopramanramux
oOHapyXHBaJIcd B IJIa3M€ NAI[MEHTOB MOCJE JJIUTEIBHOrO IpHUeMa IMpenapara, pu 3TOM, €ro
KOHIIEHTpauus cocrapisuia He Oonee 10 % OT KOHIEHTpauuu rajaHramuHa. MccnenoBanus B
yCJIOBHUSX IN VItr0 CBUIACTENBCTBYIOT 00 OYEHb HU3KOH CIIOCOOHOCTH OCHOBHBIX H30()EPMEHTOB
cucteMsbl uToxpoma P450 yenoBexka HHTrHOMPOBATH TaTaHTAMHUH.

Buigeoenue

BeiBenieHne rajmaHTaMMHa HOCHUT OWAKCIOHEHNIMANbHbIM XapakTep. KoHeuHwlii nepuon
nonysbiBesieHus (T1/2) y 310pOBBIX J0OpOBOIIBLEB cocTaBisieT 7-8 4. 1o pe3ynbraTam u3ydeHus
rajJlaHTaMiHa HEMEJJIEHHOTO BBICBOOOXK/IEHUS B MOMYJSLUOHHBIX UCCIIEIOBAaHUAX KIUPEHC NpU
pUeMe TajlaHTaMHHAa BHYTPb B II€JIEBOM MOMYJIALMM, KaK IMpaBWIO, cocTaBisieT okoio 200
MJI/MUH C MEXUHAMBHyalbHOH BapuabenbHOCThIO 30 %. Yepe3 7 mHeil mociie 0JHOKpaTHOTO
npuema BHyTpb 4 Mr 3H-rananramnna 90-97 % paauoakTHBHOM 03Bl BBIBOAUTCS IOYKAMU B BUJIE
HEM3MEHEHHOT0 rajlantaMuHa u 2,2-6,3 % — xumeunukom. Ilociie BHyTpUBEHHOTO BBEACHUS U
npuemMa BHYTPh 18-22 % 110361 BBIBOJUIIOCH B BHJI€ HEU3MEHEHHOTO TaJlaHTAMHHA MOYKaMU B
tedenue 24 4. [Toyeunsrii kiaupeHc coctaBmi 68,4 £ 22 mu/mMuH (20-25 % o061miero mia3sMeHHOTO
KIIUPEHCa).

Jlunelinocms papmaxoxkuremuxu

dapMaKOKMHETHKA JUHEHHA B Iuarna3oHe 4-16 mr npu npueme 2 pas3a B CYTKH. Y IAlHEHTOB,
MIPUHUMABIINX raJaHTaMuH B 103€ 12 wim 16 Mr 2 pasza B CyTKH, KyMYJISILIUKA B UHTEPBAJIE OT 2 10
6 Mecs1eB He Ha0JII01alI0Ch.

DapmakoxuHemuxa 0Co0ObIX cpynn nayuernmoe

Pe3ynbTaThl KTMHUYECKUX MCCIIEOBAaHUHN TTOKA3aJId, YTO Y TTAIIMEHTOB ¢ 00JIE3HBIO AJbIIreiiMepa
KOHIIEHTpalus rajlantamMmuHa B tuiazme Ha 30-40 % Bbllie, 4eM y MOJIOJIBIX 3/IOPOBBIX JIUII.
OCHOBLIBaHCB Ha aHaJIN3€ JaHHBIX HOHy.HHI.IHOHHOﬁ (bapMaKOKI/IHeTI/IKI/I, K.HI/IpeHC y JKCHIIIMH Ha

20 % HWXKE IO CpaBHEHUIO C My)XuuMHamu. KimMpeHc rajaHtaMuHa y HAlMEHTOB C HHU3KOM
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akTUBHOCTHIO m3odepmenta CYP2D6 na 25 % Hike no m@gér@w@p@ﬂﬂqan-«ﬁﬁmrpﬁm»

MeTaboJIM3MOM, TIPH 3TOM, OMMOJAIBHOCTh B TOMYJSIIIUU HE HaOmogaercs. Takum oOpaszoMm,
MeTaboIMYECKU CTaTyC MalleHTa HE CUUTACTCS KIIMHUYECKU 3HaYMMbIM B OOIIeH YUCIEHHOCTH
HaCEJICHHUS.

Hapywenue ¢ynxkyuu nevenu: y malu€HTOB C JISTKMM HapylieHneM (yHKIMU redenu (5-6 6amion
no mkane Yaina-Ileo) dapmakokuHeTHYECKHE NapaMeTpbl rajaHTaMHHAa ObUIM CXOIHBI C
TaKOBBIMH Y 37I0POBBIX JIFOJIeH. Y MalMeHTOB ¢ HapylIeHneM (yHKIUU TIEUEeHU CPeHEeN cTerneHn
(79 Oamwtor mno mkane Yaitna-Ilpto) mnomans mox (papMakOKMHETHYECKOH KpHUBOW
«konueHrpanus-spems» (AUC) u Ty raantamuna ObLTH MOBBIIICHBI TpuMepHO Ha 30 % (cMm.
pazaen «Crnocod MpUMEHEHHSI U JTO3bI»).

Hapywenue ¢ynxkyuu nouex: SAMMHHALIMS TalTaHTAMHUHA CHH)KAETCS BMECTE CO CHUKCHHEM
kiupenca kpearnanHa (KK) (pe3ynbTaTsl ucciieqoBanusi y CyObEKTOB ¢ HapyIICHHEM ()YHKITUU
nouek). [lo cpaBHeHHWIO ¢ mManmueHTaMu C OOJIe3HBIO AJbIreliMepa, MaKCUMalbHAS |
MUHUMAaNbHAs IJIa3MEHHAas KoHUeHTpauus y nanueHToB ¢ KK > 9 mu/MuH He moBbIIIaNach.
CrnenoBarenbHO, MOBBIILIEHHUS YaCTOTHI HEXKENIATEIbHBIX SBICHUHN HE 0’KUAETCS, KOPPEKIIHH J03bI
He TpeOyercs.

(DCZDMCIKOKHHemZ/lLlQCKO'(i)aDMaKOOZ/lHaMH'{eCKaﬂ B83AUMOCEA3b

B kpynubix uccnenoBanusx Il ¢a3el ¢ pesxxumoM no3upoBaHus rajantaMuHa 12 Mr u 16 mr 1sa
pasa B CYTKM He HaOJI0AaIOCh BHJIUMON KOPPEISLHMU MEXKAY CpPEeIHUMH IIa3MEHHBIMU
KOHIICHTPALUSIMH ¥ TIOKa3zaTessiMu 3 deKkTuBHOCTH (M3MeHeHus mo mkamam ADAS-cogll u
CIBIC-plus Ha 6-0M mecsiiie Teparun).

KoHueHTpanuu B 1mia3mMe KpoBH y NAIlMEHTOB ¢ 0OMOPOKaMHU ObUTH B TOM K€ JMana3oHe, YTo U 'y
JPYTUX NAlMEeHTOB, IPUHUMAIOLIUX Ty XK€ J103Y.

BO3HMKHOBEHHE TOIIHOTBI KOPPEIUPYET C MOBBIIEHHOW MAKCHUMAJIBHOM IUIa3MEHHOMN
KOHIIEHTpaLHUE.

Iloka3zaHus K NIPUMEHEHHIO

JlexapcTtBenHblIi npenapat ["ananramMun KaHoH nokasaH K IpUMEHEHUIO Y B3pocibIX ¢ 18 et s
CUMITOMAaTUYECKOTO JIEUEHUS JEMEHLUU albLIelMEpPOBCKOT0 THUIIA JIETKOM W YMEPEHHOHN

CTCIICHU TAXKECTHU.

IIporuBonokasanus

['unepuyBCTBUTENBHOCTD K TalTaHTAMHHA THAPOOPOMUY U APYTUM KOMIIOHEHTaM Mpernapara.

B cBasu ¢ OTCYTCTBUEM JaHHBIX O IMMPUMCHCHHWM TaJlaHTaMWHA Y IMAallUCHTOB C TOKEIIOU
neyeHouHo# (6osee 9 6amtoB no mkane Yanna-I1st0) u Tsoxenon nouednoi (KK menee 9 mi/mMuH)

HEAOCTAaTOYHOCTBIO, IPUMCHCHUC I'AJITAaHTAMUHA Y OTUX T'PYIII MNAMUCHTOB IMIPOTHUBOIIOKA3aHO.
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[anaHTaMUH MPOTHBOIOKA3aH Y MAlUEHTOB C :oquaHﬂqyg;ﬁq%ﬂxgEMTEquwgﬁypg (yHKLIHT

MOYEK U MEUCHU, TSHKEIION OpOHXUAIBHOM aCTMOM, OOCTPYKTHBHOM OOJIE3HBIO JIETKUX, OCTPHIMU
WH(EKIIMOHHBIMH 3200JIEBAHUSIMU JIETKUX (HAIIPUMED, THEBMOHHKEH ).

Jetckuit Bo3pact a0 18 et (HeaocTaTouHO NaHHBIX 110 3()(HEKTUBHOCTH M 0€30IaCHOCTH).
HenepenocuMocTh J1aKTO3bI, HEAOCTATOYHOCTh JIAKTA3bl WJIM CHHIPOM TJIFOKO30-TaJIaKTO3HOM
MajbabCcopOIuy.

I[IpumeHeHnne npu 6epeMEHHOCTH U B NEPUO/ TPYITHOT0 BCKAPMJIMBAHUS

bepemennocms

Knuandeckrie qaHHbIE O MPUMEHEHHUH TaJlAaHTAMIHA y OEpEMEHHBIX OTCYTCTBYIOT. VccnenoBaHus
Ha )KUBOTHBIX BBISIBUJIM PETIPOTYKTHUBHYIO TOKCHYHOCTH. CrieayeT coOI0aTh OCTOPOKHOCTD IPU
MIPUMEHEHUH TaJlaHTaMHHA Y O€PEMEHHBIX KEHIIKH.

I'pyonoe eckapmnusanue

Her nanHbIX 0 IPOHMKHOBEHUH TaJlaHTAMUHA B TPYAHOE MOJIOKO. KiIMHNYEeCKHEe uccie10BaHus y
YKEHIIUH, KOPMSIIUX IPYAbI0, HE TPOBOJAUIIHCH, IOSTOMY IIPH IPUMEHEHUH TraJlaHTaMUHA CJIeyeT
MPEKPATUTH TPYTHOE BCKApMIIMBAHUE.

Cnocod npuMeHeHHs U 103bl

Cnocob npumenenus

["ananTamMuH creayeT MpUHUMATh BHYTPH JBa pa3a B CYTKHU, JKEJNAaTeIbHO BO BPeMs YTPEHHETO U
BeyepHero npuema nwumd. Crnenyer yOeAWThCS B TOCTYIUIEHMHM JOCTATOYHOTO KOJIMYECTBA
JKUJIKOCTH B Xojie Tepanuu (cM. pasnen «[lobounoe aeiicTBue»).

Hauanvuas ooza

PexoMenayemast HauanbHast 03a COCTaBISET 8§ MI' B CyTKH (110 4 MT JIBa pa3a B CyTKH), €€ CleAyeT
MPUHUMATH B T€UeHUE 4 HEelb.

Tloooeporcusarowasn 0oza

HeobxoauMo perymnsipHO, IPEANOYTHTENHHO B TEUEHHUE TPEX MECSIEB IMOCIEe Havalla TeparuH,
OIICHUBATH JIOCTATOYHOCTH /103l U IEPEHOCUMOCTD TallaHTaMHuHa. Jlajiee KIMHUYECKYIO TOJb3y
mpernapaTa M MEPEHOCHMOCTh €ro MAlMeHTOM HEOOXOIMMO OIICHHBATh B COOTBETCTBHH C
TEeKYIIMMH peKoMeHaausmMu. [loinepKuBaroiyro Tepanuro cieayeT MpoI0KaTh, TOKa UMEeTCs
TepaneBTUYECKasl MOJIb3a 1 HAOI01aeTCs YAOBICTBOPUTEIbHAS TEPEHOCUMOCTH mpernaparta. [Ipu
WCYE3HOBEHHH TepareBTHUeckoro J3¢@dexkTa Wi HENEePeHOCHMOCTH TIpernapara JedeHue
OTMEHAIOT. HavanpHas moamep kuBaromias 103a coctaBiseT 16 mMr B cyTku (1o 8 Mr JBa pasa B
CYTKH ), TAI[UCHTHI JIOJDKHBI IPUHUMATH 3Ty A03Yy HE MeHee 4 HeelNb.

Bomnpoc o noBsIlIeHNH MOIAEPKUBAOIIEH JO3bI 10 MAKCUMAIIBHO PEKOMEHIYEMOM 24 MI' B CYyTKH
(mo 12 Mr naBa paza B CYTKH) CJEAYyeT peIIaTh IOCJIE€ BCECTOPOHHEH OICHKH KIMHUYECKON
CUTYallU{, B YACTHOCTU JOCTUTHYTOTO 3(PPeKTa U IePEHOCUMOCTH.

VY nanueHToB, He OTBEYAIOIIUX WM HE IEPEHOCAIIUX 24 MT' B CYTKH, A03Y CIEeAYyeT CHU3UTH 10 16
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MT B CYTKH. (MOCNEOOBATENEHOCTE 0002)

[Tocne pe3koit OoTMEHBI Tpenapara (Hampumep, TMPH TMOATOTOBKE K OMNEpaiuu) 000CTpEeHUs
CUMITOMOB HE BO3HHUKAET.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

VY nmanueHToB C MOYEYHOW HENOCTATOYHOCTBIO CPEAHEN WIIM TSKEJIOW CTENEHW IJIa3MEHHAs
KOHIEHTpAIUs TaJJaHTAaMHHA MTOBBILIACTCS.

VY narmuenToB ¢ knupencoM kpeatunuHa (KK) Gosee 9 mi/MuH KOppeKIMH 10361 HE TpeOyeTCsl.
[Tatmentam ¢ Tsokenod modewyHoil HenmoctatouHocThio (KK menee 9 mur/mMuH) ramantamMuH
NpOTUBOIIOKA3aH (cM. pasnen «[IpoTuBomnokasanus».).

Tlayuenmsi ¢ Hapywenuem gyukyuu nevexu

VY manueHToB ¢ MEUEHOYHOM HEAOCTATOYHOCTBIO CPEIHEH WU TSKEJION CTENeHU IIa3MeHHas
KOHIICHTPAlUsl TaJlaHTAMHHA MOBBIMACTCA. Y IAlUEHTOB C IMEYCHOYHOW HEIOCTaTOYHOCTHIO
CpeIHEe CTereH!, NCXoas U3 (hapMaKOKMHETUIECKOTO MOJCITUPOBAHMS, HAdYaJIbHAS /1032 TOJDKHA
COCTaBIIATh 4 MI' OJTUH pa3 B CYTKU B T€UCHHE, [0 MEHbIIIeH Mepe, 1 Henenu. 3aTeM MalleHToB
clenyeT mepeBecTd Ha 4 mMr 2 pas3a B CYTKH B TE€UYEHHE, [0 MEHbIIEH Mmepe, 4 Helenb. Y 3Tux
NAIMEeHTOB CYTOYHAs /1032 HE JOJDKHA MPEBHIIATh 8 MT 2 pa3a B cyTkH. [lanmeHTam ¢ Tspkenoi
MEYCHOYHON HEI0CTaTOYHOCThIO (Oonee 9 OammoB mo mkane Yaina-Ileto) ramantamMuH
npotuBonoka3aH (cM. pasznen «lIpoTuBomokazanus.). Y TaIMEHTOB C JIETKOW IMEYECHOYHOH
HE/I0CTaTOYHOCTBhIO KOPPEKILIUHU J103bl HE TpeOyeTcsl.

Jlemu

[TpoTtuBonoka3aH y aereil B Bozpacrte 10 18 ner.

besonacHocts u a¢dextuBHOCTh ['amantamuna Kanon y nereit B Bo3pacte A0 18 ner He
yCTaHOBJIEHBI. [laHHBIE OTCYTCTBYIOT.

ITo6o4unoe neiicTBue

Hwxe 000011eHbI pe3ybTaThl CeMH I1ae00-KOHTPOIUPYEMBIX ABOWHBIX CIETBIX KIMHUYECKUX
uccienoBanuii  (N=4457), nsaTH OTKpPHITBIX KIMHUYeCKUX wucciaenoBanuit (N=1454) wu
MOCTPETUCTPAIIMOHHBIX CIIOHTaHHBIX cooOmeHunit. Haunbonee dYacThIMH HeXelaTeTbHBIMU
peakiusMu O6buH TomHOTA (25 %) 1 pBoTa (13 %). B ocHOBHOM, HEeXenaTelbHbIe PEakuu ObLIN
AMU30IUYECKAMH, HAOMIOJAINCh TP MOAO0OpE [03bl TalaHTAMWHA, WM TPOJOJDKAINCH, B
OOJNBIIMHCTBE CITydaeB, MeHee HeAenu. B JTHX ciydasx I1eJecoo0pa3HO TPUMEHSTh
IPOTHBOPBOTHBIE CPEJICTBA U 00ECIIEYUTh JOCTATOYHOE MOTPEOICHUE KUKOCTH.
Knaccudukanus yactoThl pa3BuTHsS 10004HBIX d(dexToB BecemupHodt — opraHuzanuu
snpaBooxpanenus (BO3): ouens vacto (>1/10), wacto (=1/100 go <1/10), mewacro (>1/1000 mo
<1/100), peaxo (>1/10000 go <1/1000) u ouens penko (<1/10000).

Co cmopoHbl UMMYHHOU CUCHIEMbl: HEYACTO - TUIIEPYYBCTBUTEILHOCTb.

Co CmMopoHbl oomena eeuiecme u numanus: 4aCTO - CHUIXKCHHUC aIllICTUTA, AHOPCKCUA; HCHACTO
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- o0e3BokuBaHWE (BKIIIOYAs, B PEIKHUX CIydasx, gqu;?g;rgﬂ ) ApABOAILIICE K, nc)t,tpqﬂon

HEJIOCTaTOYHOCTH).

Co cmopoHbl ncuxuKu'. 4acTo - JIEMPECCus, TALTIONMHAIINN; HEYaCTO - 3PUTEIIbHBIC U CIIyXOBBIC
TraJIIOIMHAIIAN,

Co cmoponbl HepeHOU cucmempl: YacTO - TOJOBOKPY)KEHHUE, TOJOBHas O0Jib, Tpemop,
3aTOPMOKEHHOCTb, COHJIMBOCTh; HEYACTO - IU3TE€B3US, TUTIEPCOMHHS, CYJOpOTH ™.

Co cmoponbl opzana 3peHus: HEYaCTO - HEUETKOCTh 3PUTEIILHOTO BOCIIPHUSATHS.

Co cmoponbt opzana ciyxa u 1adupuHmHble HAPYWIeHUA: HEYACTO - IIIYM B yIIax.

Co cmoponsl cepoua: 9acto - OpaguKapaus; HEYacTo - ATPUOBCHTPUKYIISIpHAs 0JI0Ka/1a MepBOi
CTETCHH, OIIyLUIEHUE CepaleOreH s, CYNPaBEHTPUKYISIPHAsS JKCTPACUCTONUS, CHHYCOBas
OpanukapIus.

Co cmopoHwl cocy006: 4acTo - apTepuaibHas TUIIEPTEH3HS; HEUACTO - apTepUalibHAas TUIIOTCH3US,
«IIPUITABBDY.

Co cmoponbwl rcery0ouHo-KuuieuHo2o0 mpaKkma: 04eHb 4acTo - TOITHOTA, PBOTA; YacTo - Auapes,
007b B ’KHBOTE, 00JIb B BEpXHEH 4acTH JKUBOTA, AUCIIETICHS, YyBCTBO AUCKOM(OpPTa B KeNyIKe,
YyBCTBO JUCKOM(OPTA B )KUBOTE; HEUACTO - MIO3BIBBI HA PBOTY.

Co cmoponbl neuenu u xcen4esvlgo0AUUX Nymell: O9CHb PEIKO - TeNaTuT.

Co cmoponbst Koxcu u HOOKOHCHBIX MKAHell: 9aCcTO - TUIIEPTUIPO3.

Co cmoponsl cKkenemuo-mvluieuHoil U COeOUHUMENbHOU MKAHU: YacTO - CHAa3Mbl MBbIIII;
HEYaCTO - MEIIIIEUHAs CI1ab0CTh.

Obuwue paccmpoiicmea u HaAPYUIeHUs 6 MeCHie 66€0eHUA: YACTO - TIOBBIIIIEHHAS YTOMJIISIEMOCTb,
aCTeHMsI, HeJJOMOTaHHE.

Jlabopamopuvie u uncmpymenmaivHuvie OaHHble: YAaCTO - CHIXKEHHE MACChl Tella; HEYacTo -
MOBBIIICHHE aKTUBHOCTHU «TIEYCHOYHBIX» (DEPMEHTOB.

Tpaembl, unmoKcuKauyuu U 0CAOHCHEHUA MAHURYIAYUAMU: FACTO - TIAJICHUE, TPABMATHU3M.

* K «xnacc-addexkram, 0 KOTOpBIX COOOMIANIOCH TpU MPUMEHEHHUM HMHTHOMTOPOB
AIeTHIIXOMUHACTEPa3bl, MPUMEHSEMbIX TMPU JIEMEHIIUU, OTHOCATCS CYJAOPOTH M TPUIATKUA (CM.
paznen «OcobOble yKazaHUs»).

Ilepeno3upoBka

Cumnmombt

CUMNTOMBI TIEPEAO3UPOBKUA TaTaHTAMUHOM IOJOOHBI CHUMIITOMAM TMEPET03UPOBKH APYTUMHU
xonmuHOMUMeETHKaMHU. OOBIYHO OTMEYAIOTCSI M3MEHEHHUS CO CTOPOHBI IIEHTPATbHONW HEPBHOMU
CHCTEMBI, MApACUMITATUYECKOW HEPBHON CUCTEMBI 1 HEHPOMBIIIIEYHOTO COWICHEHNS. BO3MOKHBI
MBIIIEYHAss CJIa00CTh WM  (DACHHMKYIANMS, a TakKKe HEKOTOPhIE WJIM BCE CHMIITOMBI
XOJIMHEPTUYECKOTO KpHU3a: BBIPAKCHHAS TOIIHOTA, PBOTA, ClAacTUYeCcKass OONb B KHUBOTE,

IMOBBIIICHHOC CJIIOHOOTACICHUC, CJIIC30TCUCHUC, HCACPKAHUC MOYM W Kajlda, ITOBBIIICHHAA
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NOTIMBOCTb, OpajuKapaus, CHMXEHHE apTe DUATIBHONQ ) ef_la‘i;rEE{flg,u TKOMLLAC) I 1, QY APPOTH.

Hapacratomass mpimedHasi ¢iabocTh B COYETAHUM C THIEPCEKPEIUEd CIU3MCTON O000JIOUKH
Tpaxeu U OPOHXOCNAa3MOM MOT'YT IPUBECTH K YIPOKAIOIIEMY XKH3HU HAPYILIEHUIO IPOXOAUMOCTH
JbIXaTEJIbHBIX IIyTEH.

[Tpu mocTperucTpalliOHHOM HAONIOACHUM 3apETUCTPUPOBAHBI COOOIIEHUS O JBYHAIpPaBJIEHO-
BEpeTeHOO00pa3HON (MOIMMOP(HON) KeTyJOUKOBONH TaXWKAPAUU TUMNA «IHPYIT», YAIMHEHUU
untepBasia QT, Opanukapauu, >XelyJOYKOBOW TaXUKapIuM C KpPaTKOBPEMEHHOW moTepei
CO3HAHMS IPU HENPEIHAMEPEHHON NEpEeN03UPOBKE rajaHTaMHHa. B OogHOM M3 3THUX CilydaeB
NALUEHT 3a OAWH J€Hb PUHSI BHYTPb 32 MI raJaHTaMHHA.

Kpome Toro, omucanbl ABa ciiyyas CIy4alHOrO NPUMEHEHHUs TajJlaHTaMHHA B 03¢ 32 Mr
(TOIIHOTA, PBOTA U CYXOCTh CJIM3MCTOW OOOJIOUKM IOJIOCTH PTa; TOLIHOTA, pBOTAa U OOJIb 3a
IPYAMHON) U OJUH ciydyall — B j103¢ 40 Mr (pBOTa) C IOJIHBIM BBI3JIOPOBIEHUEM. Y OIHOIO
NalMeHTa ¢ TAJUTIONMHAIMSAMY B aHaMHe3€ B T€UYEHHUE MPEIbIIYIINX JBYX JIET (KOTOPOMY OBLIO
Ha3HAueHO 24 MI/CyT) IpU HelpeHaMepEeHHOM NIPUMEHEHUH IaJJaHTaMUHa B 103€ 24 MI' ABaXKbl
B CYTKU B TeueHHe 34 nHell pa3BWIMCh TLIIOLMHALMYN, TOTPeOOBABIINE IOCHUTAIM3ALUMN. Y
JIpYroro nanueHTa (KoTopoMy ObUIO Ha3Ha4eHO 16 Mr rajaHTaMuHa B CYTKH, pacTBOpa s
IIpYeMa BHYTPb) YEpE3 yac Mociie cay4yailHOro NpuMeHeHus rajaitamuHa B 03¢ 160 mr (40 mn
pacTBopa A IpuUeMa BHYTPb) Pa3BWIMChH MOBBIIIEHHAs MOTIUBOCTh, PBOTA, OpaauKapaus U
cocTosiHUEe ONM3KOoe K OOMOpPOKY, Y4TO MOTpeOOBajio rocnMTanM3aluu nanueHTa. CUMITOMBI
MepPe03UPOBKHU PA3PEIIUIUCH B TeUeHUE 24 U.

Jleuenue

Kak u npu nepeno3upoBke J1t000ro Apyroro mpenapara, HeoOXOAUMO OCYIIECTBIATh OOBIYHBIE
HOJ/IEP)KUBAIOIINE MEPONPUATHI. B TsDKeNbIX ciydyasx B KadecTBE OOLIEro aHTHA0Ta MOKHO
MCII0JIb30BaTh TAKME aHTUXOJIMHEPTUYECKHE NTPENapaTel, Kak aTpoluH. BHavane pekoMeHayercs
BBecTd 0,5-1 MIr BHYTPUBEHHO, 4acTOTa U BEJIMYMHA MOCIEIYIOMIMUX 03 3aBUCAT OT JUHAMUKU
KJIIMHUYECKOT'O COCTOSTHUS MallMeHTa.

CrpaTterun Je4eHHs] INEPENO3UPOBOK IIOCTOSIHHO COBEPIIEHCTBYIOTCS, M IO3TOMY CIEAYyeT
oOpamatbess B OMMKaWIIMK IEHTp MO JICUEHHIO OTPABICHHHA JJs TOJYYEHHUS IOCIEIHUX
pPEKOMEH 1Al TI0 JICUEHUIO MEePEI03UPOBKH raTaHTAMUHOM.

B3aumopneiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMH CpPeACTBAMU

DapmakoounamuiecKue 63aumooencmeus

OnHOBpeMEHHOE MPUMEHEHHUE C APYTUMH XOJIMHOMUMETHKAaMH (aMOEHOHUS XJIOPH/I, IOHETIe3NI,
HEOCTUTMHHA METWICY/Ib(ar, MUPUIOCTUTMHHA OpOMHJ, PHUBACTUTMHH WIM MNUIOKAPIUH
CUCTEMHOI0  JEeWCTBUS)  NPOTUBONOKA3aHO. [ 'amaHTaMMH  sBIsSETCd  AHTarOHHCTOM
AHTUXOJIMHEPTUYECKUX IpernapatoB. [Ipy BHe3anHON 0TMEHE aHTUXOJIMHEPTUUECKOI0 Ipenapara,

HarpumMep, aTpOIHHA, BO3MOXKHO ycuieHue s ¢dekra ranantraMmuHa. Kak u npu jiedeHuu 1pyruMu
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XOIMHOMUMCTHKAMH, BO3MOXKHO (hapMaKOANHaMHUICCKOE) 'BS;E/IHI.O}EGMFE}H[E Hc-,ﬂpenapaquMH

criocoOcTBytomumu  cHmxkeHuto YCC (aurokcwH, Oera-anpeHOOIOKATOPHI), HEKOTOPHIMU
OyiokaTopaMu  «MeJUIeHHBIX» KanblueBbiX KaHanoB (BMKK) u ammomaponom. Cremyer
COOJIIOJIaTh OCTOPOKHOCTH NPH OJHOBPEMEHHOM MPUMEHEHHMH INpEnapaToB, KOTOPbIE MMEIOT
NOTEHIMAJIBHYI0 BO3MOKHOCTh BBI3BAaTh MOJMMOP(HYIO KETYJOYKOBYIO TaXHKApAHIO 1O TUITY
«upy>3T». B Takux ciydasx HeoOXOAMMO NPOBOAUTS JieueHue 1noa konrposaem OKI'.
[NanantamuH, OyAy4d XOJMHOMHUMETHUKOM, MOXXET YCHWJIHTh OJIOKajy HEpPBHO-MBILICUHON
nepefayd JICNOJSPU3YIOMIET0 THUIAa B XOJA€ aHecTte3uu (MpU TNPUMEHEHWH B KayecTBE
nepuepuyeckoro  MHOpENaKCaHTa CYKCaMETOHMSA), OCOOCHHO TPU  HEAOCTaTOYHOCTH
IICEBJIOXOJIMHACTEPA3bI.

DapmarokunemuueckKue 83auMo0eticmsusl

ONUMUHAIMS TaJaHTaMUHA TPOMCXOJHUT ITyTeM METAa0O0NIMYECKHX pEeaKIUuid M AKCKPEIUuu
noykamu. PUCK pa3BUTHS KIMHUYECKH 3HAYMMOTO (HapMaKOKHHETHYECKOTO B3aWMOJICHCTBHUS
HU3KUi. OJTHAKO B OT/ENbHBIX CIIydasiX HE UCKIIOUEHO KIMHUYECKH 3HAYUMOE B3auMo/IeiicTBHE.
[lpuem numM 3aMe;uIseT BcachblBaHWE TaJlaHTAMMHA, NP 3TOM, HE BIMAET HA CTENEHb
BcachiBaHMs. [amaHTaMUH pPEKOMEHIyeTCsl NMPHUHUMATh BO BpeMs €1bl, YTOOBI YMEHBIIUTH
BO3MOYKHBIE XOJIMHEPTUUECKHIE HEKETATEIbHbBIC PEaKIIUH.

IIpouue npenapamei, enusaOwUe Ha MeMAOOIUIM 2ATAHMAMUHA

buonoctynHocTs ramaHTamMMHa TOBbIIaeTcs npumepHo Ha 40 % mnpu  OAHOBPEMEHHOM
NPUMEHCHHUHU ¢ TTApOKCETHHOM (MOIHBIN uHrHouTop u3odepmenta CYP2D6) u va 30 % u 12 %
COOTBETCTBEHHO — TIPU OJTHOBPEMEHHOM INPHUMEHEHUH C KETOKOHA30JI0M M 3PUTPOMHUIITHOM
(naruburops! nzodepmenta CYP3A4). Tlostomy B Hauasne Je4eHHs MOIIHBIMA MHTHOUTOpaMHU
uzopepmenta CYP2D6 (nampumep, XMHUIAMHOM, MApOKCETHMHOM WM (DIYOKCETHHOM) WU
unruouropamu  uzopepmenta CYP3A4 (Hanmpumep, KETOKOHA30J0M WJIH PUTOHABHUPOM)
BO3MOXKHO YBEIMYEHHE YACTOTHl PAa3BUTUS XOJIHMHEPTUYECKUX HEXKENATeIbHBIX PEeaKIiH,
TJIaBHBIM 00pa3oM, TOITHOTHI W PBOTHL. B ATHX cioydasx 1enecoo0pa3HO CHIDKEHHE
HOJIeP>KUBAIOLIEH 0361 rpenapara (cM. pasaen «Crnocod NPpUMEHEHHs U J03b1»).
OnHOBpeMeHHOE TpUMeHeHHe aHTaroHucta perentopoB N-mermn-D-acnaprata (NMDA)
MeMaHTHHA B 103¢ 10 Mr oIvH pa3 B CYTKH B TeueHue 2 JHeH, a 3ateM 1o 10 mMr aBa pa3a B CyTKH
B TeueHue 12 aHel He BT Ha paBHOBECHYIO (JapMaKOKMHETHKY TajJaHTaMHHA Tocye npuema 16
MT rajlaHTaMUHa B BUJI€ KaIcyJl MPOJOHTMPOBAHHOTO JEHCTBUS OJUH pa3 B CYTKH.

Bnusinue eananmamuna Ha Memaboausm Opyaux 1eKapcmeeHHbIX npenapamos

["ananTamMuH B TepaneBTUYECKUX /033X (24 Mr/cyT) He BIMsUI Ha (apMaKOKMHETUKY JUTOKCHHA,
IPU 3TOM HE HCKIIIoUaeTcsl papMakoIMHAMUUYECKOE B3aUMO/ICICTBHE.

['amaHTaMHH B TepaneBTHYECKUX H03aX (24 Mmr/cyr) Takxke He BIUSUI Ha (PapMaKOKHHETHUKY

BapdapuHa U yUIMHEHHUE IPOTPOMOMHOBOTO BPEMEHHU.
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Oco0ble yka3anus (NOCNEOOBATENEHOCTL 0002)

lNananTaMuH Moka3zaH AJid JICYEHUS] NEMEHIUM aJbLT€MMEPOBCKOrO THUIA JIETKOW W CpeaHen
TsoKecTH. D (HEKTUBHOCT IPUMEHEHUS TaJlaHTaAMUHA Y TAIIUEHTOB C IPYTUMH BUJaMH JEeMEHIIUN
U IPYTUMHU PAcCTPOUCTBAMU MaMATH HE YCTAHOBJIEHA. Tak)Ke HE YCTAHOBJICHO MOJIOKUTEIHLHOTO
BIIUSTHUS IPUMEHEHUS TaJIaHTaMUHA (B TCUEHUE 2 JIeT) Ha 3aMe/IJICHUE KOTHUTUBHBIX HAPYIICHUI
U 3aMe/JICHUE Mepexo/a B KIMHUYECKU BBIPAKEHHYIO JEMEHIHIO Y MAlUEHTOB C CHUHIPOMOM
«MSTKOTO»  KOTHUTHBHOTO  CHIDKEHHS  («MSTKHE» THUIBI  HapylIeHWs HaMmsITH, He
COOTBETCTBYIOIIME KPUTEPUSM JIEMEHIIUU allbIIeHMEepOBCKOro Tuma). CMEpTHOCTh B TpYIIE
rajJlaHTaMuHa OblIa 3HAYMTENHHO BBINIE, YeM B Tpymme mianedo, 14/1026 (1,4 %) manueHros,
nonyyaBmnx ramantamuH, U 3/1022 (0,3 %) nanuentoB, nomyyaBmux miamne6o. [Ipudannb
JIETaNbHBIX UCXOJ0B OBbUIH pa3nuyHbl. OKOJIO MOJIOBUHBI CIIy4aeB JIETANbHBIX UCXO/0B B TPYIIE
rajJlaitTaMuHa ObUIM OOYCJIOBJIEHBl pPa3JIMYHBIMM COCYAMCTBIMU OCJIOXHEHUSAMHU (MH(DapKT
MHUOKap/la, WHCYJIbT W BHE3aIlHAs CMEPTh). 3HAYMMOCTH TOJYYCHHBIX JAHHBIX IS JICUYCHUS
MAIMEHTOB C JEMEHIIMel ablredMepoBCKOro Tuia HeusBecTHa. [lnanebo-koHTpomupyembie
HCCJIEIOBaHMs TAIMUEHTOB C JEMEHIIMEH alblIreiiMepOBCKOTO THIIA MPOBOJIMINCH TOJIBKO B
TedeHne 6 wMecsmeB. B 3THX WCCIENOBAaHUAX CMEPTHOCTh B TpYIIE TajJaHTAMHHA HE
YBEITUYMBAJIACh.

Jlnarno3 anbIreiMepoBCKOW EMEHIIMH JOJDKEH BBICTABISATHCS B COOTBETCTBHHM C TEKYIIUMU
pexoMeHaanusaMu. JledeHne TOMKHO MPOBOAUTHCS MO/ HAOII0IEHHEM Bpaya, UMEIOIIIETO OMbIT B
BOIPOCAX JMArHOCTUKH WU JICYCHHS JEMEHIIMU allbIIreMEpPOBCKOr0 THUIA. Tepamuio ciemyer
HAa4YMHATh TOJILKO B TOM Cllydae, €ClId €CTh yXa)XXHBAIoUlee JIMI0, KOTOpoe OyAeT perysspHo
CJIETUTH 32 IPUEMOM JIEKapCTBEHHOTO MperapaTa MmalueHTOM.

VY narueHToB ¢ 601€3HBI0 AJbIreliMepa CHIKaeTCsl Macca Tena. JleueHue XOJTMHOMUMETHKAMH,
BKJIIOUAsl TaJlaHTAMUH, COIIPOBOXIAETCS CHUKEHHEM MacChl TeNa, MMO3TOMY BO BpeMs Tepanmuu
cllelyeT KOHTPOJIUPOBATh 3TOT [10OKA3aTEb.

[To1oOHO IPYTUM XOJMHOMHMETHKAM, TaJJaHTAMHH CJIEIyeT C OCTOPOKHOCTHIO MPUMEHSTH MPH
CJEIYIOIIUX COCTOSHUSIX:

Hapywenua co cmoponwst cepouya

BenencrBue  (hapMakoJIOTHYECKOTO — JICHCTBUS —~ XOJMHOMHUMETHKA ~ MOTYT  BBI3BIBATh
BaroToHnueckue 3¢ dekTsl (Harpumep, Opaaukapaus). BeneacTsue 3Toro rajaHTaMHH CIEYET ©
OCTOPOKHOCTBIO MIPUMEHSThH Y MAIIUEHTOB C CHHIPOMOM CJIa00CTH CHHYCOBOTO Yy3Jia U IPYTHMH
HApYIICHUSMHU  HAJHKENyJOYKOBOH MPOBOAMMOCTH, TPU OJHOBPEMEHHON Tepamuu C
JICKapCTBCHHBIMH TIpeTiapaTaMy, CHIKAOIIUMHA 9acTOTY CEePACYHBIX COKPAIICHUH (TUTOKCHH U
OeTa-apeHOOIOKATOPhl), W y TAIKMEHTOB C HAPYIICHUSMH DJJICKTPOJIMTHOTO OOMEHa
(rumepkanueMus, THUNOKAIWEMHs), B TMEpPHOJ TMOCIe MEPEHECEHHOTO OCTporo HuHGapKTa

MHOKap/a; MpU BIEPBbIC BBIABICHHOM (QUOPMIUIAIMKM Tpencepauii; y MalueHTOB C
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XPOHUUYECKOW CEepJICYHOM HEIOCTATOYHOCThI0, ocobeHHo |lI-IV dyHkummonampHOrO Kitacca mo
knaccudukanuu NYHA.

Ha ¢one Tepanum rajmaHTaMHHOM JEMEHIMU albLTE€HMEPOBCKOTO THIA YBEITUYHMBACTCS PHUCK
pa3BUTHS HEKOTOPBIX HEKEIATEIbHBIX PEAKLUN CO CTOPOHBI CEPAEUYHO-COCYAUCTON CUCTEMBI (CM.
pasnen «I[lobouHoe aecTBUEY).

Hapywenusa co cmoponul ycey00uHo-KuuieuHo20 mpakma

Y DNanMeHTOB C IOBBILIEHHBIM PUCKOM pa3BUTHA JpPO3UBHO-A3BEHHBIX mnopaxeHud JKKT
(HampuMep, s3BEHHAs 0OJIE3HB XKENyaKa U BEHAALUATHIIEPCTHOM KUIIKM B aHAMHE3€, Tepamus
HECTEPOHUIHBIMU POTUBOBOCIIATUTENBHBIME TperapaTaMu) HEOOXOAMMO KOHTPOJIHPOBATH
COCTOSIHME C LI€JIbI0 PAHHETO BBISBIEHUS COOTBETCTBYIOLUIMX MATOJOTMYECKHX CHMIITOMOB.
['amaHTaMHH HE PEKOMEHAYeTCs MPUMEHATh y manueHToB ¢ obctpykumed KKT wmmm mocne
HEJIaBHO MIEPEHECEHHOr0 Xupypruyeckoro BMemarenscTsa Ha JKKT.

Hapywenusa co cmoponl HepeHOIl cucmembl

[IpuMeHeHne XOJIMHOMHUMETHKOB MOXET BbI3bIBaTh cyAoporu. Crenyer NOMHUTB, 4YTO
CyJIOpOKHAasi aKTUBHOCTh MOJKET OBITh MPOSIBJICHUEM caMoi OoiiesHu Anblreiimepa. B peakux
CIIy4asiX YCUJIEHUE XOJIMHEPTHYECKOr0 TOHYCa MOXKET BbI3BAaTh YXYJALIEHUE TEUEHUs! OOJIE3HU
[TapkuHcoHa. OObeTUHEHHBIN aHAIN3 TUIALe00-KOHTPOIHPYEMBIX HCCIEA0BaHUMN Y MAIIUEHTOB C
JIEMEHLIUEN ambUreiMEepPOBCKOTO TUIIA, TPUMEHSIOIINX TalaHTAMUH, [T0Ka3aJl HEYaCTOE pa3BUTHE
1epeOpOBaCKYISIPHBIX OCTOXXHEHUH (cM. pazaen «[loGouHoe nelcTBHE»). DTO ClemyeT
YUUTHIBaTh NPU HA3HAYEHHUHU TaJlaHTaMHHA MallieHTaM ¢ 1epeOpoBaCKy I PHON MAaTOJIOTHEH.
Hapywenua co cmoponst noueK u moueevléo00auiux nymeil

["ananTamMuH HE PEKOMEHYeTCsl IPUMEHSATH Y MAIIHEHTOB ¢ OOCTPYKITUEI MOUEBBIBOIALINX MyTei
WIM HEJABHO MEPEHECIINX XUPYPru4eCKOe BMEIIATEIbCTBO HA MOUYEBOM ITY3bIPE.
Xupypauueckue u MeOUUUHCKUE 6MEUIAMENbCIEA

['anantamus, Oyaydd XOJIMHOMHMETHKOM, MOXXET YCWJINUTh OJOKaay HEPBHO-MBIIIEYHON
nepejayd  JENOoJIApU3YIOUNIET0 THIAa B XOJE€ aHecTe3suu (Ipu NPUMEHEHMH B KayecTBE
nepuepuyeckoro MHOpeNakCaHTa CyYKCaMETOHMSA), OCOOEHHO TMPU  HEJAOCTaTOYHOCTH
IICEBJIOXOJIMHAICTEPA3BI.

[Ipu BHE3amHOM MpEKpaIleHU JIeYeHHUs (HapuMep, nepesi XupyprudyeckuM BMEIIaTeIbCTBOM)
CUHJPOM «OTMEHBbI» HE Pa3BUBAETCH.

Biiusinue Ha cCIOCOOHOCTH YNIPABJISTH TPAHCIIOPTHBIMHU CPeICTBAMH, MEXaHU3MAMH
["ananTaMMH OKa3bIBaeT BBIPAKEHHOE BIIMSHHUE Ha CIIOCOOHOCTH YNPaBJISATh TPAHCHIOPTHBIMHU
CpelICcTBaMU M paboTaTh C MEXaHU3MaMHU.

B cBs3u ¢ BO3MOYXHBIM BO3HMKHOBEHMEM COHJIMBOCTH M T'OJIOBOKPY)KEHMsI B IEPHO[ JICUEHUS

npemnaparomMm I"anaaTamMuu KaHOH, 0COOEHHO B MEPBLIC HCACIIM MOCIIC Ha4Yajla TCpallru, B LCIAX
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0e30MaCHOCTH, MAlMCHTaM PEKOMCHIYCTCS BO3ICPIKGTHOst 1 OT) BOXACHYSL | .g;zpy:'m@gpl c

MEXaHU3MaMH.

®opma BBIILYCKA

TabneTKu, MOKPHITHIE TNIEHOYHOW 00071049K0#, 4 Mr, 8 MT 1 12 MT.

I[lo 7, 10, 15 wmm 30 TabneTrok B KOHTYPHYIO SYEHKOBYIO VYIIAKOBKY W3 IUICHKH
noymBuHWIXIopuaHoH wim tieHku [IBX/TIBJAX, wmu mnenku [IBX/IIXT®D u donbru
AJTIOMUHUEBOM NEYaTHOM JJaKMPOBAHHOM.

ITo 1, 2, 4, 8 KOHTYpPHBIX SYEHKOBBIX YIMAKOBOK IO 7 TabseTok wiu mo 1, 3, 6 KOHTYpHBIX
SYEUKOBBIX yNakoBok mo 10 tabnetok, uiu no 1, 2, 4 KOHTYPHBIX STYEMKOBBIX YIAKOBKH 1O 15
TabyneTok, win mo 1, 2, 3 KOHTYpHBIX SYEHWKOBBIX YymakoBku 1o 30 TalneTok BMmecTe C
MHCTPYKIMEH M0 MEAUIIMHCKOMY MPUMEHEHUIO TOMENIAIOT B MaUKy U3 KapTOHA.

YciaoBus XxpaHeHust

ITpu Temneparype He Bbiie 25 °C BO BTOpUYHON yIIaKOBKE (MMaYyKe KapTOHHOI).

XpaHUTh B HEJOCTYITHOM IS €T MecTe.

Cpox roaHocTu

3 rona.

He npuMeHATh MO CTEYEHUU CPOKA TOAHOCTH.

YcaoBus ornycka

OTnyckaroT 1o peLenty.

Baanesien perucTpanMoHHOro yaiocroBepenusi/Opranusanus, NpUMHUMAIOIIAS NPeTEeH3UH
norpedurenei

3A0 «Kanondapma npogaxiiny, Poccuniickas deneparus.

141100, MockoBckast 0611, r.0. lI[énxoBo, T. lI]énkoBo, yn. 3apeunas, a. 105

Temn.: +7 (495) 797-99-54.

DneKTpoHHBIN anpec: safety@canonpharma.ru

TIonyuums dononnumenvHvle OaHHble 0 npenapame, HANPABUMb NPEMEH3UID HA e20 KAYeCcmeo,
bezonacnocms, cOOOWUMb O HENHCENAMENbHBIX IeKAPCMBEHHBIX PEAKYUIX MOHNCHO NO menedhoHy:
+ 7 (800) 700-59-99 (becnramnas nunus 24 yaca) unu na catime www.canonpharma.ru  pazoeie
«llonumuxa 6 obnacmu kauecmeay - «bezonacnocmo npenapamosy.

IIpousBoaurenn

3A0 «Kanondapma npogaxiiny, Poccuiickas deneparus.

IIpou3zs00cmeo 20mosoii 1ekapcmeeHHOU Popmbi:

MocxkoBckas 001., r.0. lll€nkoBo, r. Ill€nkoBo, yn. 3apeunas, ctp. 1055, k. 16

Ilepsuunas ynaxoska:

MockoBckas 00:1., T.0. lll€nkoBo, r. [ll€nkoBo, yn. 3apeunas, ctp. 1055, k. 16

Bmopuunas (nompebumensckas) ynakoeka:
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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Mockogckast 0011, r.0. IlgnkoBo, r. Il&nkoso, yi. 3apepats cprk06B, ,= 6. oo T 0002

Buinyckarowuii koumponv kavecmesa:
MockoBckas 00:1., T.0. [Llénkoso, r. lllénkoBo, yi. 3apeunas, ctp. 105b, k. 11
Temn.: +7 (495) 797-99-54.

Www.canonpharma.ru
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