COOTBETCTBYET SKCNEFPTHOMY OTHETY

ot 02.12.2025 N= 23312
(NOCNEOCBATENEHOCTE 0002)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOT O IIPEITAPATA

1. HAMUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEITAPATA
DKcenoH, 1,5 Mr, Karcybl

DKCEeJIOH, 3 M, KarlcyJibl

DKcCeloH, 4,5 MI, KarcyJibl

DKceloH, 6 MI, KalrcyJbl
2. KAYMECTBEHHBI 1 KOJTUYECTBEHHBI COCTAB

JelicTByroliee BEIECTBO: PUBACTUTMUH

DKkceoH, 1.5 ML, Karcyisl

Kaxnas kamncyna comepkuT 2,4 Mr puBacCTUIMUHA THApoTapTpara (COOTBETCTByeT 1,5 mr
pPUBAaCTUTMHHA)

DKcCeJIoH, 3 MI, KaIICVYJIbI

Kaxnas karcyna comepkut 4,8 Mr pHBacCTUTMUHA THIpPOTapTpara (COOTBETCTBYET 3 MT
PUBACTUTMHHA)

OKceJioH, 4.5 MI, KallCyJIbl

Kaxnas karcyna comepkuT 7,2 Mr puBacTUTMUHA THApoTapTpara (CooTBeTCTByeT 4,5 Mr
pUBaCTUIMMHA)

DKceIoH, 6 MI, KaIlCYJIbI

Kaxnmas kamcymna comepxutr 9,6 Mr pUBaCTUIMHHA THIpPOTapTpara (COOTBETCTBYET 6 Mr
pPUBAaCTUTMHHA)

[TonHbIi NepedeHs BCIIOMOTaTENBHBIX BEIIECTB TPUBE/IEH B pazjeine 6.1.
3. JEKAPCTBEHHASI ®OPMA

Kancynsi

DKkceloH, 1.5 MI, Kalcyisl

Henpo3zpaunsle karncynbsl Ne 2 5xenToro nseTa ¢ pagualbHOW MapKUPOBKOIN KpaCHBIMU YE€PHUIIAMU
"EXELON 1,5 mg" Ha kopIyce KamcyJbl.
ConepkuMoe KarcyJ: MOpOLIOK OT HOYTH O€JI0ro 10 CBETIIO-)KEITOrO I[BETA.

DKcCeJIoH, 3 MI, KaIICVYJIbI
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Hemnpospaunsie kamcynbl Ne 2 opaHkeBOro 1BETa C paaudajbHOM MapKUPOBKON KpacHBIMHU
yepauiamu "EXELON 3 mg" Ha kopItyce Kancybl.
CopepkuMO€e KarcyJ: MOPOIIOK OT OYTH OEJIOTO JI0 CBETIIO0-KEITOrO I[BETA.

Dkceod, 4,5 ML, KaIllCyJibl

Henpospaunsie kancynsr Ne 2 KpacHOTO [[BETa € paJilaibHONH MapKHPOBKON OEBIMU YepHUTIAMH
"EXELON 4,5 mg" Ha kopnyce KarcyJbl.
CopepxuMoe Karcy1: MOPOIIOK OT HOYTH OEJIOT0 J10 CBETII0-KEJITOro I[BETa.

DKceIoH, 6 MI, KaIlCYJIbI

Henpo3zpaunslie kancysasl Ne 2 ¢ KpbIIIEYKOM KpacHOTO I[BE€Ta U KOPIIyCOM OPAHYKEBOIO I[BETA C
panuanbHON MapkupoBkoil kpacHeIMU yepHIIaMu "EXELON 6 mg" Ha kopIryce KarcyJisl.

ConepkrMoe KarcyJ: MOpOoILIOK OT HOYTH O€JI0ro 10 CBETIIO-)KEITOrO I[BETA.
4. KIMHUYECKHUE JAHHBIE

4.1. IlokazaHus K NPUMEHEHNI0

[Toka3zaH kK MPUMEHEHUIO Y B3pOCIIbIX MMAIIMEHTOB B Bo3pacTe 18 yieT u crapiue:

. co ci1abo WM YMEPEHHO BBIPAKEHHOM JEMEHITUEH albIreiMEepOBCKOTO TUIIA (BepOsiTHAS
007e3Hb AJbIreiiMepa, 00Je3Hb AJbIreiiMepa);

° co ¢j1a00 uin YMEPEHHO BBIpa)I(CHHOfI HCMCHHHGﬁ npu 6ose3Hn HapKI/IHCOHa.

4.2. Pe:xuM 103MPOBAHMA M CIIOCO0 MPUMEHEHHUS

JledeHne npenapaToM IOJKHO HAYMHATHCA M MPOBOIUTHCS IOJ KOHTPOJIEM Bpada, UMEIOLIEro
OTIBIT AMATHOCTUKH U JICUEHUS JEMEHIIMH MpHU 001e3HU AjbIreiMepa Wi JEMEHIUH, CBSI3aHHON
¢ Oonesnpto [lapkuncona. Tepanuio pUBaCTUTMHHOM CJIEAyeT HAaYMHATh TOJBKO MPU HAIWYUHU
JIMIA, OCYIIECTBISIOIIETO YXOA, KOTOpoe OyJeT peryisipHO KOHTPOJIMPOBATh MPHUEM Ipernapara

HannuCHTOM.

Pexxum 103upoBaHus

Hauanvnas 0oza cocrasiser 1,5 mr 2 pa3a B CyTKH.

I1o060op 0o3vl. HauanbHas pexoMenayemas go3a — 1,5 mr 2 pasa B cytku. Eciiu o mporectBuu
MUHMMYM [JBYX HEAEJb JIEUEHHs] OTMEYAeTCs] XOpollas MepPEeHOCHMOCTb, 1032 MOXKET ObITb
yBeIuueHa J10 3 Mr 2 pa3a B CyTKU. B ciryuae Xopoiei HepeHOCUMOCTH BO3MOXHO JajbHenIIee

yBenuueHnue 10 4,5 Mr 2 pasa B CyTKH, U janee 10 6 Mr 2 paza B CYTKH C HHTEPBaJIOM HE MEHEe
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2-X HEACJIb ITOCJIC KAXIO0I0 YBCINYCHUS 1O3bI.

Hexenarensusie peakiuu (HP), a umMenHo, TomHOTa, pBOTA, O0JIH B KUBOTE, CHIDKEHUE allleTUTa
WM CHIDKEHHE MAcChl Tejla, YCUJICHHE dKCTPATMPAMHIHBIX CUMIITOMOB (HampuMmep, TpeMopa) y
MAIMEeHTOB ¢ JeMeHIuel npu Oosie3nn [lapkuHCcOHa, HAOMIONAIONIHECS BO BPeMs JICUSHHSI, MOTYT
YMEHBIIUTHCS TIOCIIE MPOIMYCKa OJHOM WJIM HECKOJBKHX 7103 Tpemnapara. Eciu HexenareabHbIe
pEaKIui COXPaHSIIOTCS, CYTOUHYIO J03y Mpenapara CIeAyeT CHU3HUTH JI0 MPEAbIAYIIEH XOpOIIOo

MIEPEHOCUMON WJIM NMPEKPATUTh IPUEM IIpenapara.

Tloooeporcusarowas 0osza coctapisieT oT 3 Mr 0 6 Mr 2 pas3a B cyTKd. C IeJbl0 JOCTHXKEHUS
HaWIy4IIero TepaneBTuueckoro 3ddexra 103y npenapara cliegyeT COXpaHsITh Ha MAKCUMaJIbHOM
XOpPOIIO MEPEHOCUMOM YpOBHE. D(PQEKT JeueHHss HE H3ydajcs B IUIAle00-KOHTPOIUPYEMBIX

HCCIIEIOBAHMUSX JUINTEIBHOCTBIO Ooiee 6 MeCsIeB.
Maxkcumanvuas cymounas 0oza: 6 Mr 2 pa3a B CyTKH.

[TonnepkuBaroiee JeUYEHHE MOXET OBITh MPOJOJIKEHO, MOKA COXPAHSAETCS TEpareBTHYCCKHMA
saddext. Takum 0Opas3om, ciaeayeT peryasipHO OIIEHUBATh TepamneBTHUeCKUil AP deKT, 0cobeHHO y
MAIMEeHTOB, MOJYYAONUX JIeYeHUEe J03aMU MeHee 3 Mr 2 pasza B CyTKH. B ciydae ecnu 1o
NPOMIECTBUHA 3 MECSIEB TEpaluu TpenapaTtoM B TMOAJACPKUBAIONICH J03€ y MalueHTa He
HaOJIFOTaeTCsI MOJIOKUTENFHON TMHAMUKY YMEHBIIICHUSI CHMIITOMOB JIEMCHIINH, JICICHUE CIICyeT
npekpatutb. Cleayer Takke pacCMOTPETh BOMPOC O MPEKPAICHHH TEparuu IPErapaTtoM B

cilyuae, €CJIi paHee OTMEUCHHBIN TepaneBTu4eckuii ekt Oonee He HaOIIOMaeTCs.

WuauBuyansHBIA OTBET HA JICYEHNE PUBACTUTMHHOM IpecKa3aTh HeBO3MOKHO. OHako Oosee
BBIPKEHHBIH (KT JIedeHNs] HAOMIOMANICs y TTAMSeHTOB C YMEPEHHO BBIPAKCHHOW JIEMEHIINCH
npu Oone3nu I[lapkuHcoHa. AHajIOrM4YHBIM OOpa3oM, Oosiee BbIpaKEeHHBI IPPEKT JIeUSHUs

HaOIo1aNICs y TAMEHTOB CO 3pUTEIbHBIMU TAJUTIOLIMHALIUAME 1Tpu Oone3nu [lapkuHcoHa.
Boszobnoenenue npuema npenapama nocie nepepuléa

YacTtoTa BO3HUKHOBEHHMS U CTCICHB BBIPAXKCHHOCTU HEKEJIATCIIbHbIX HBHCHHﬁ, KaK IIpaBuiIo,
YBCIUYUBAKOTCA C ITOBBIMICHUEM NO3bI. Ecmn IEPEPhIB B IIPHUCME IIpCIIapaTta COCTaBUII ooiee TpEeX
I[Heﬁ, BO300OHOBJIATH JICUECHHE CJICayeTr ¢ HayaJlbHOU A03bl C MLCJIIbIO YMCHBIICHUS pPHUCKa

MOBTOPHOTO BO3HHKHOBEHHS HEKEJATENbHBIX SBICHUN (HampuMep, TSHKEJIOW PBOTHI).
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IToctenennoe YBCJIMYCHUEC JO3bI HPOBOAAT CTYIICHYATO, KaK OITMCAaHO BBIIIC.

Oco0blie I'pynnesl NanvucHTOB

Tlayuenmul ¢ newenounol u (Uiu) noueuHolu HeOOCMAMoOYHOCMbIO

VY mamueHToB ¢ HapymeHUSAMHU (QYHKIUH TOYEK FUIM TICYCHH JIETKOW WJIM CpeITHEH CTEIeHU
TSDKECTH KOPPEKIIUU 10361 He TpeOyeTcst. OTHaKO BCIICICTBUE YBEITUICHHS IKCIIO3UITUH ITperapara
y MAIMCHTOB C HapyIIeHUEM (DYHKITHH TIOYEK CPEIHEH CTeIIEHHU TSHKECTH U HapyIIeHHEeM (PYyHKITUN
TICUYCHU JICTKOW W CPEIHEH CTENeHW TSHKECTH, PEKOMEHIOBaHO TIIATEIBHO IMOMOMPATh 03y
pPUBACTUTMHMHA Yy TAIMEHTOB JIAHHOW KaTETOPHH, BCIIEACTBHE TMOBBIIMICHHOTO PUCKA Pa3BUTHUS
JI0303aBHCHMBIX HEXKENATeNbHbIX peakinuii. [lpuMeHeHWMe pUBaCTUIMHHA Yy TMAlUEHTOB C
HapylieHueM (YHKIMH TEYCHH TSDKCIOW CTEIMEeHH BO3MOXKHO TIIOJ TIHIATEIbHBIM KOHTPOJIEM

MEIMIIMHCKOTO TePCOoHalla, UCCIEAOBAHUHN Y MAIUEHTOB JAaHHON KaTerOpUU HE MTPOBOUIIOCH.

Jlemu

be3onacHocTs u Bq)(i)eKTI/IBHOCTB pUuBaCTUTMHHA Yy ,Z[eTeﬁ B BO3pacCTC OT 0 a0 18 ner He

YCTAaHOBJICHBI. I[aHHBIe OTCYTCTBYIOT.

Cnoco0 nmpuMeHeHus

IIpenapar DkcenoH ciexyeT MPUHUMAaTh BHYTPb 2 pa3a B CyTKM, BO BpeMsl 3aBTpaka U y)KUHa.

Kamncyny cinenyeT nporiaTbIBaTh LETUKOM.
4.3. IlpornBonoKka3zanus

o FI/IHep‘IYBCTBI/ITeJ'IBHOCTB K PpUBACTUI'MUHY, APYIUM IIPOU3BOAHBIM Kap6aMaTa nin K

T000MY M3 BCTIOMOTATENbHBIX BEIIECTB, IEPEUUCIICHHBIX B paszene 6.1.

. KoxHble peaknnu, yKa3plBalOIINE Ha aJUICPTHUYCCKUN KOHTAKTHBIA JepMAaTHT Ha (hoHe
NPUMEHEHUs] IpernapaToB pPHUBACTUTMMHA B (OpMe TpaHCAEPMAIbHBIX TepaneBTHYECKUX

miacteipeit (TTC), B anamuese.
4.4. Oco0ble ykazaHHS U MepPbI MPeI0CTOPOKHOCTH NIPH IPUMEHEeHU N

Jleuenne HeoOXOAMMO Bcerzna HayMHATh ¢ J03bl 1,5 Mr 2 pas3a B JieHb, KOTOPYIO IOCTENEHHO
YBEIUUUBAIOT JI0 NojaJepxuBatoiei 103bl. [Ipyu npepbiBaHnu JiedeHust Oojee 4eM Ha TpH JHS,

BO300OHOBIIATH TCparunro H€06XOI[I/IMO C MHUHHUMAILHOU CYTOqHOﬁ J03blI JJIsd CHHIKXCHUA
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BCPOATHOCTHU PA3BUTHA HCIKCIIATCIIbHBIX SIBJICHUH.

PaccTpoiicTBa nuIeBapUTENIbLHON CHUCTEMBI, TaKM€ KakK TOIIHOTA, PBOTA W JUapes MOTYT
BO3HUKHYTbH B HadaJie JICUSHUS WIM MPU YBEITUUCHHUH J03bl Npenapara. JJanHpie HeXxenaTelIbHbIe
peaklMM Yaile BCTPEYaloTCs Yy >KCHIIMH M MOTYT KYNHUPOBAaThCS NMpPH yYMEHbIIEHUU 103bl. B
MPOTUBHOM ClIy4ae JICYeHHE MpernapaTtoM DKCEJIOH CIeAyeT OTMEHUTb. llanenTtam, y KOTOpbIX
pPa3BWINCh TPU3HAKU JAETUAPATALMU, BCIEACTBHE MNPONOJDKUTEIBHOW JUaper WIW PBOTHI,
PEKOMEH/IOBAaHO BHYTPUBEHHOE BBEJCHHE XUIKOCTH U CHIDKEHHE JI03bI WM OTMEHA TEparuu

PpUBACTUTMHUHOM. }_ICFI/II[paTaLII/ISI MOXET UMETb CCPBE3HLIC ITOCIICACTBUA.

Heo0xoanMo KOHTPOIMPOBATh MAcCy Tela y MAIMeHTOB ¢ 0O0Je3HBIO AJbIreiiMepa, Tak Kak y
JAHHOW TPYINIbl MAIEHTOB BO3MOXKHO CHIDKEHHE MAacChl Tela MpU IpUeMe HHTHOMTOpPOB

XOJIMHOCTEPa3bl, BKIO4Yasd puBAaCTUIMUH.

HaHI/ICHTLI ¢ Maccod Ttema MeHee 50 KI, XYXKE HNCPCHOCAT TEpalllui0 PHUBACTUIMHUHOM H 4Yalie

BBIHYXX/JICHBI ITPEPBIBATDH JICHCHUC BCJICACTBUC PA3BUTHS HCIKCIIATCIbHBIX SIBJICHUM.

B CJIy4a€ BOBHUKHOBCHUA CUJIBHOM PBOTHIL, CBSI3aHHOM C JICUCHUEM pPUBACTUTMUHOM, HCO6XOI[I/IMO
IMMPOBECTU COOTBECTCTBYIOLIYIO KOPPCKIINUIO 103bI, KaK pCKOMCH/IOBAHO B pA3aCIIC 42.B HCKOTOPBIX
ClIy4dasaX CuJibHas pBOTa HNPHUBOAWIIA K PA3pPbIBY IMMHUIICBO/JA. Takue SIBJICHUA, ITO-BUAUMOMY,

BO3HHKAJIHA 0COOEHHO YacTO IOCIe YBCIMYCHUA O3Bl UJIU ITPUEMa BBICOKHX 103 PUBACTUI'MHHA.

HpenapaT DKCeJIoH CJICAYCT NPUMCHATHL C OCTOPOXKXHOCTBIO Y MAIUCHTOB C CUHAPOMOM ciaboct
CUHYCOBOI'O y3i1a nim HapymeHussMnu IMPpOBOAUMOCTH (CI/IHOanI/IaJ'IBHaﬂ 6J'IOKaI[a,

aTPUOBEHTPHUKYJISIpHAS OI0Kaa).

XonuHepruveckas: CTUMYISLUS MOXKET MPUBOIUTH K YCHJICHHIO OOCTPYKIIMH MOYEBBIBOISIINX
MyTei 1 000CTPEHUIO CyAOPOKHOTO CHHAPOMA, IOITOMY ClIelyeT cOONI0AaTh OCTOPOKHOCTD ITPH

MIPUMEHEHUH Mpernapara JKCENIOH y MAMEHTOB, IPEAPACIION0KEHHBIX K 3TUM COCTOSIHHSIM.

PuBacTurMuH MOKET BBI3LIBATh IMOBBIIICHHYKO CCKPCHHUIO JKCIIYAJOYHOI'O COKa. CJ'ICIlyeT
COGJ’IIO,H&TI) OCTOPOXHOCTD IPH JICUCHUU ITAIUCHTOB C SI3BOU JKCJIIyAKa WA I[BeHa)IHaTPIHepCTHOfI

KHIOKH, a TAKXKE IMAUCHTOB, IIPEAPACIIOIOKCHHBIX K 9TUM 3a00JIEBAHHSIM.

[Tpenapar DKCeJoH ClIeayeT ¢ OCTOPOKHOCTHIO TPUMEHSTD Y MAI[MEHTOB ¢ OPOHXHAIBHON aCTMOM

nim 06Cpr1(TI/IBHBIMI/I 3a00JIEBAHUSIMHA AbIXaTCIIbHBIX HYTCI;'I B aHAMHCEC3C€.
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Kak ¥ npu npumMeHEeHHH APYTUX aHTHXOJIMHACTEPA3HBIX/ XOTMHOMHUMETUYCCKUX CPEICTB, MPH
NPUMEHEHUH PHBACTUTMHUHA BO3MOXKHO BO3HHUKHOBEHHE WM YBEIMUYEHHE BBIPAKECHHOCTH
AKCTPAUPAMUIHBIX PacCTPOUCTB. [Ipu mprMeHEeHUN PUBACTUTMHHA Y TAIIMEHTOB C JIEMEHIUCH
npu Oomne3nn [lapkWHCOHA OTMEUanOCh YXYIAIICHHE COCTOSHHUA (BKIIOYas OpaJuKUHE3HIO,

JTUCKUHE3UI0, HAPYIIICHHUE MTOXO/IKH) ¥ YBEIMUEHHE YaCTOTHI M TSHKECTH TPEMOpa.

[locne yBemuyeHus 03I Ipemapara OKCEIOH BO3MOXKHO KPAaTKOBPEMEHHOE IOBBIIICHHUE
apTepUaIbHOTO JaBIEHUS M BO3HUKHOBEHHE TAJUTIONMHAIMN Yy MAIMEHTOB C JIEMEHIHeH
aJBIIreMEPOBCKOTO THIA, & TaKXKe YCYTyOJICHHE SKCTpAMpaMUTHBIX PacCTPOMCTB (0COOEHHO
TpeMopa) y TaIMeHTOB ¢ JAeMeHiued npu Oone3nu [lapkuHcona. J[aHHBIE CUMIITOMBI MOTYT
HCUE3HYTh MPU CHIXKEHUH J103bl, B IPOTUBHOM CJIydae TE€paIuio MpernaparoM cielyeT OTMEHUTb.
Crnenyer peryispHO OICHHBATh COCTOSTHHE TAIIMEHTOB /ISl BBISIBJICHUS JIaHHBIX HEXEIaTeIbHBIX

SIBJIEHUH.
Yonunenue unmepsana QT u dceny0ouxosas maxukapous muna «Rupysmy»

Ha snexTpokapauorpaMMe NaMeHTOB, MOMYYaIOMIUX TePaHi0 HHTHOUTOPAMU XOJTHHICTEPa3bl,
BKJTFOYasl PUBACTHTMUH, MOKET HaOmonarbest yanuHenue uareppaia QT. PuBacTurmMun MoxeT
BBI3BIBATH OpaJMKapInio, KOTOpas MPeICTaBIseT co0oi (hakTop pucka BOZHUKHOBEeHHS torsade de
pointes (TaxuKapAus TUNA ITHPYIT»), TPEUMYIISCTBEHHO Yy MAIMEHTOB ¢ (paKTopaMu pHUCKA.
Crenyet coOonaTh OCTOPOKHOCTD y MAIIHEHTOB C IMOBBIIIEHHBIM PUCKOM Pa3BUTHS TaXHKaAPIUH
TUTIA IUPYIT»; HAIPUMEP, MPHU JEKOMIICHCUPOBAHHOW CEpICYHON HEIOCTaTOYHOCTH, HEJIaBHO
MEpPEeHEeCeHHOM HWH(papKTe MHUOKapAa, OpaguapuTMHH, THIMOKAJIHEMHH WIH THUIIOMAarHUEMUH,
yamnHeHun uHTepBana QT B aHamHe3e WM CeMEHHOM aHaMHe3e, WIH MPH OIXHOBPEMEHHOM
NPUMEHEHUH C JICKaPCTBEHHBIMH TIpETapaTaMH, BRI3bIBAIOIINMY yiTuHeHne naTepBana QT w/wmm
TaXUKapIUI0 THIIA «IIHPYIT». MOXKET Takke MOoTpeOoBaThCs KIMHUYECKUH MOHUTOPHUHT (CM.

paznen 4.5).

Koorcnvire peaxyuu

Kosxnble peakiiuu, BOZHUKaOMuUeE Ha poHe mpumMeHeHus npemnapara Jxcenon TTC, kak mpaBuio,
OBUIN JIETKOM MM YMEPEHHOM CTENEeHH BBIPAXCHHOCTH. DTH PEAKIIMU HE SIBISIOTCS MTOKa3aTeIeM
CeHCHOWIM3alMK MAlMeHTa K pUBacCTUrMUHY. TeM He MeHee, Ha (OHE MPUMEHEHMs IpernapaTa
Oxcenod TTC MoXeT BO3HUKHYTH aJUIEPTHYECKUN KOHTAaKTHBIM jepmatut. [lpu pazsutum y

MaguCHTOB KOHTAKTHOI'O aJZICPIrUICCKOro A€pMaTrura Ha (bOHe HNpUMCHCHHU IIpCIiapaTa DKceJIoH
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TTC, ecnu ecTb HEOOXOAMMOCTb NPOJOJKEHHUS TEpanmuy PUBACTUTMHHOM, IMallMEHTa MO
KOHTPOJIEM MEJIMLMHCKOIO TNepcoHajda W TMOCie TMOJY4YEHHs OTPHUILATENIBbHOTO pe3yibTaTra
AJJIEPrOJIOTUYECKOTO TECTUPOBAHUSI PEKOMEH/IOBAHO TMEPEBECTH HA JICKApPCTBEHHBIC (HDOPMBI
pUBaCTUTMHHA JUIsI TpUeMa BHYTPb. Y HEKOTOPHIX TMAlIMEHTOB C CEHCHOWIM3aluend K
pUBAaCTUIMHUHY IOCJI€ NpUMEHeHHs mnpenapata JkcenoH TTC mpuMeHeHne pUBaCTUIMHHA B
JIPYTHX JIEKAPCTBEHHBIX (hopMax MOKET OKa3aThCs HEBO3MOKHBIM.

AJepruueckuil KOHTaKTHBIN IepMaTUT ClIeAyeT 3a10/103pUTh, €ciIu B MecTe npukperuieHus: TTC
BO3HMKJIA KOXHAas peakiMs, pacnpocTpansomiascs 3a npeaenbl pazmepa TTC, mianm KoxKHbIE
peakuuu B MeECT€ MPHUKPEIUVICHUsS JOCTUIJIM BBIPAXKEHHOW MHTEHCHUBHOCTH (Hampumep,
YCUJIMBAIOUIASICSl IPUTEMA, OTEK, BOSHUKHOBEHHE MamyJl, BE3UKYJ), a TAK)XKE €CJIM BHIPAKEHHOCTh
KOXHBIX pEaKIMil CyIlIeCTBEHHO He yMeHbIIaeTcs B TeueHue 48 yacoB nocie yaanenus TTC. B
ATHX CIIydasx JICYCHUE TPenapaToM CiIeyeT IpeKpaTuTh (cM. paszaen 4.3).

B noctmapkeTnHroBOM mneproie ObLTH MOTyYeHbl TaHHBIE O Pa3BUTHH Yy HEKOTOPBIX MAalMEHTOB
pacIpOCTPAaHEHHOTO AJJICPTHYECKOTO JepMaTHTa TpU IMPUMEHEHWH pPHBACTUTMHHA BHE
3aBHCHMOCTH OT CII0c00a MpUMEHEHUs (BHYTPb WIM TpaHCAEPMaIbHO). B aTuX ciydasx neueHue
MpernaparoM CJEAyeT TMOJMHOCThI0 OTMEHUTh (cMm. pasmen 4.3). Ilanmentsl u JuIa,
OCYILIECTBIISIOUIUE YXO/1 332 HUMH, JOJKHBI OBITH TPOUH(POPMHUPOBAHBI O BOBMOKHOCTH Pa3BUTHS

COOTBCTCTBYIOIIUX KOKHBIX peaKHI/Iﬁ Ha (I)OHG IMPUMCHCHU pUBACTUIMUHA.

IIpumeHeHue y 0CO0OBIX T'pynil IIanrMcHTOB

Tayuenmul ¢ HapywieHuem yHKYuU neveHu Ui HapyueHuem QyHKyuu nouex
[TpuMeHeHue pUBACTUTMHHA y TAIIMEHTOB C HApPYIICHHEM (DYHKIMU MEYCHU TSKEIOW CTEICHH
BO3MOYHO MOJ TIIATEIbHBIM KOHTPOJEM MEAMIIMHCKOrO MEpPCOHANa; MCCIEJOBAaHUN y aHHOMN

KaTCTOPpHUU ITalKMCHTOB HE ITPOBOAUIIOCH.

4.5. B3aummopeiicTBHMe ¢ JIPYIrHMHM JIEKAPCTBEHHbIMH MpenapaTaMH W Jpyrue BHABI

B3auMOJAeHCTBUS

PuBacTurMun MeTaboau3upyeTcsl NPEeUMYyIIECTBEHHO IyTeM THUAPOJIM3a IIPU yYacTUU ICTEpas.
Mertabonu3M pHBaCTUTMUHA TPH YYacTUM OCHOBHBIX H30(epMeHTOB wnuToxpoma P450
OPOMCXOAUT B  MHUHMManbHOM  cremeHn. Takum  obOpasoM, (apMaKOKMHETHYECKUX
B3aMMOJIECHCTBUI pUBacCTUIMUHA c OpyTUMU JIEKapCTBEHHBIMU CpelCTBaMH,

MeTa60J’II/I3I/Ip}IIOH_[I/IMI/IC$[ C Y4aCTHEM JaHHBIX q)epMeHTOB, HEC 0XKHMAAacCTCA.
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HepekoMeH10BaHHOE B3aUMOICHCTBHE

Memoxnonpamuo

VYuutbiBass  BO3MOXKHOCTh  BO3HHUKHOBEHHS ~ COBOKYIIHOTO  BIIMSIHUS — TpemapaTroB  Ha
OKCTPAIUPAMUIHYIO CUCTEMY, OJTHOBPEMEHHOE NMPUMEHEHHE METOKIIONPaMUIa H PUBACTUTMUHA
HE PEKOMEH/IOBAHO.

IIpenapamei, erusiowue Ha XOIUHEPSULECKYIO CUCTEMY.

VYunteiBas (hapMakoIMHAMUYECKHE XapaKTEPUCTUKN PUBACTHIMHHA, €T0 HE CIIeyeT IMPUMEHSTh
OJTHOBPEMEHHO C JIPYTMMH aHTUXOJIHMHACTEPA3HbIMH/ XOJIMHOMHMETUYECKHMMH CPEICTBAMHU B
CBSI3M C BO3MOXXHOCTBIO Pa3BHTHS WX COBOKYITHOTO JCWCTBHUS. PUBACTHIMUH MOXET BIUSATH HA
JIEHCTBHE XOJIMHOOJIOKATOPOB (HapuMep, OKCUOYTHHUHA, TOJITEPOINHA).

Conu cykcamemonust

[Ipu mpoBeAeHWH aHECTE3WH PUBACTHUTMUH, SIBJSSICH MHTHOMTOPOM XOJIMHACTEPA3bl, MOXKET
ycuuBaTh 3(PQPEKTH IEMOSPU3YIOMNX MHOPEIAKCAaHTOB (HAIpPUMEp, COJIeH CYKCaMETOHHS).
PexomeHmoBaHO COOMIOAATE OCTOPOKHOCTH TIPU BHIOOpE cpelncTBa JUis aHectesuu. [lpw
HEOOXOMMOCTH Tepe]] MPOBEJCHUEM aHECTE3UH BO3MOXKHO YMEHBIICHHE J03bI PUBACTUTMUHA
WM BPEMEHHAs! OCTAHOBKA TEPAIIHH.

O)I(I/I)IaeMI)IC B3aUMOJICHCTBHUSI, KOTOPBIC CIEAYET NPUHUMAaTh BO BHUMAHHE

Jlexapcmeenuvie cpeocmaa, yorunaowue unmepsan QT

Crnenyet co0o1aTh OCTOPOKHOCTh NMPH NPUMEHEHHH PUBACTUTMUHA B COUYETAHHH C JIPYTHMH
JICKapCTBEHHBIMHU CpPEJICTBaMH, KOTOpBIE, KaK HM3BECTHO, yAIuHAOT mHTepBa QT (BKiIrouas,
CpeIW NpOoYero, XWHUAWH, aMHOAApPOH, MUMO3WM, TajohaHTPHH, MHM3ANpPHI, IUTAJIONpaM,
MHU30JaCTHH, MOKCHU(DIIOKCAIIMH, SPUTPOMUIIMH). MoOXeT Takke MOTpeOOBaThCS KIMHHUYECKHI
MOHUTOPHUHT (cM. pazzaen 4.4).

BzauMoaecTBHS, KOTOPBIE CISAYET NPUHUMATE BO BHUMAHHE

bema-aopenobnrokamopol

[Ipu onHOBpEeMEHHOM NPUMEHEHHH PHBACTUTMHHA C Pa3IMYHBIMU O€Ta-aJpeHO0IOKaTOpaMH
(BKJTFOUAsi aTEHOJIOJ) OBLJI0O OTMEUEHO CHHEPTrHYecKOe B3aMMOJICHCTBHE, TPHUBOJUBIIECE K
pa3BUTHIO OpajWKapAHd, 4YTO, B CBOI OuYepelb, MOXET CTaTh NPUYHHOW CHHKOMAIBHBIX
coctosiHuil. HecMOTpst Ha TO, YTO OJTHOBPEMEHHOE NMPHUMEHEHHEe C KapJHOCEIeKTHBHBIMU OeTa-
aZpeHO0JIOKaTOpaMH CBSI3aHO C HAWMOOJBIIMM PUCKOM pa3BUTHS Takux 3(PQEeKToB, IaHHBIE

HEXKECJIATCIIbHBIC PCAKINU OTMECYAJIUCh TAKIKEC U Y MAITUCHTOB, IMOJIYyYaBIIUX U APYTHUE IIPCIIapaThl
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JIAHHOM I'PYIIIIBIL.

B3zaumooeticmeue ¢ HUKOMuHOM

OTMeueHO yBeIMYeHHE BCAaChIBAaHMS pUBAaCTUTMUHA Ha 23% NpHu NpUMEHEHHH BHYTPS (B hopme
KarcyJ B f03€ 10 12 Mr/cyT) y nanueHTOB, IPUHUMAIOIINUX HUKOTHUH.

Bzaumooeiicmeue ¢ naubonee uacmo 00HO8peMeHHO NPUMEHAEMbIMU NPEenapamamu

VY 310p0oBbIX 1OOPOBOJIBIEB (PaPMAKOKUHETUUECKOTO B3aUMOJIEHCTBUS MEX Yy PUBACTUTMUHOM U
JUTOKCHHOM, Bap(papHHOM, Aua3enaMoM WU (PIyOKCETMHOM BBISABIEHO He Oblio. BrI3BaHHOE
Bap(aprHOM YBeNIWYEHHE MPOTPOMOMHOBOTO BPEMEHH NPH NPUMEHEHUH pPUBACTUTMUHA He
u3MeHsock. [Ipu o1HOBpeMEHHOM IPUMEHEHUH PUBACTUTMUHA U IUTOKCHHA HEOIArOnpHsITHOTO
BJIMSHUS Ha BHYTPUCEPACYHYIO IPOBOIUMOCTH OTMEUYEHO He OBLIIO.

OnHOBpEMEHHOE TPUMEHEHUE PUBACTUTMUHA ¢ TAKUMH 4acTO IPUMEHSIEMBIMU IIpEapaTaMy Kak
aHTalUbl, IPOTUBOPBOTHBIE CPEACTBA, I'MIIOINIMKEMUYECKUE CPEIACTBA, AHTUTUIICPTCH3UBHBIC
CpeCTBa LIEHTPAJIILHOTO IEHCTBHUS, OJI0KATOPbI «MEUIEHHBIX» KaJbLIMEBBIX KAHAJIOB, IPEeNnapaThl,
OKa3bIBAIOIIKE TOJ0KUTEIbHOE HHOTPOITHOE IEHCTBUE, aHTHAHTMHAIIbHBIE CPEACTBA, 3CTPOrCHBI,
aHAJIbT€THKH, BKJIOYas HECTEPOUIHbIE IPOTUBOBOCIIAIUTENBHBIE ITPENapaThl, 0EH301UA3EIIMHbI U
AQHTUTMCTAMHUHHBIE CPEJCTBA HE COINPOBOXKAAIOCh KAaKUMHU-THOO HM3MEHEHUSMU KHHETHKH
pUBACTUIMHUHA WIH MIOBBIIICHUEM PUCKA BOSHUKHOBEHUS KIIMHUYECKU 3HAYUMBbIX HEXKEJIATEIbHBIX

SIBJICHUH.

4.6. ®epTWILHOCTb, 0€PEeMEHHOCTb U JAKTALHA

BbepemenHoCTh

B uccinenoBaHusX y >KMBOTHBIX PUBAaCTMIMHUH NPOHMKAJI 4depe3 IuUIalueHTy. Her naHHBIX O
CIIOCOOHOCTH pUBACTUTMHUHA IPOHUKATH Yepe3 reMaToIUIalleHTapHbIi 6apbep y yeloBeKa.

OKclepyMMEHTaIbHbIE JAHHbIE NTOKA3aJId, YTO PUBACTUIMHMH HE UMEET TepPaTOreHHbIX CBOMCTB. B
UCCIICZIOBAHUAX Y JKUBOTHBIX OTMEYaJOCh YBEIMUYEHHUE MPOJOKUTEIBHOCTH T'€CTAllMOHHOIO
nepuosa. be3omnacHoCTh MpHUMEHEHUs mpenapara DKCEJIOH Mpu OepeMEHHOCTH y 4YeJoBeKa [0
HACTOSIIIETO BPEMEHH HE YCTAaHOBJICHA, IOATOMY Ipernapar MOKHO IPUMEHSTH ITpH OEPEeMEHHOCTH
TOJIBKO B T€X CIIy4asix, KOrza OKH1aeMas ojb3a JICUEHHs TPEBOCXOAUT NOTEHIIUAIIBHBIN PUCK IS

mioaa.

Jlakranms

B HCCIEA0BAHUAX PUBACTUIMUH U €TI0 MeTabO0JIUTEI BBIACIATINCHE C MOJOKOM JIAKTUPYIOIIUX
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JKHUBOTHBIX. HeI/ISBeCTHO, BBLACIIACTCA JIM PUBACTUIMHUH B I'PYJIHOC MOJIOKO, ITO3TOMY BO BpPEM:A

MMPUMCHCHU IIpCIiapara CJICAYCT O0TKA3aTbCA OT KOPMJICHUS I'PYAbLO.

DepTHIIBHOCTh

Her JaHHBIX O BJIMSIHUU PUBACTUI'MHUHA HA KCHIIUH PECHIPOAYKTHBHOTO BO3pacCTa.
Her JaHHbBIX O BJIMSAHUM PHUBACTUIMHUHA Ha (bepTI/IJ'II)HOCTB Yy HYCJIOBCKA. B HUCCICAOBAHUAX Y
JKHUBOTHBIX HE OTMCYCHO OTPHLATCIIbHOI'O BJIIMAHHA Ha q)epTI/IHLHOCTB CaMIIOB U CaMOK, KakK

pOIUTEINeH, TaK U TTIOTOMCTBA.

4.7. Biusinve Ha CIOCOOHOCTH YIIPABJISITH TPAHCHOPTHBIMHU CPeACTBAMHU H padoTaTth ¢

MEXaHU3MaMHU

bonesnp IlapkuHcona u 6omne3Hb AublreiiMepa camMu 1o cebe MOTYT CHUXKATh CIIOCOOHOCTH
YOpaBIsATh TPAHCIOPTHBIMU CpPEJACTBAMH W padoTaTh C MeEXaHW3MaMu. Y TAIMEHTOB,
MOJTyYAIONIMX TEPAIHI0 PUBACTUTMHUHOM, BO3MOXKHO Pa3BUTHUE T'OJIOBOKPYIKEHHS U COHJIMBOCTH,
0COOCHHO B Hayalle JICYCHUsS] WM MPHU YBEIHMYEHUH 1036l npenapara. CrocoOHOCTh MalueHTa ¢
JEMEHIIMEH, TMOJyJalollero JIEYeHHE TpenaparoM OKCEJOH, YMPaBIsATh TPAHCHIOPTHBIM

CPEICTBOM W/WJIH pabOTaTh C MEXaHWU3MaMH JO0JHKHA PETYJISIPHO OIICHUBATHLCS JICUAITIM BPAdOM.
4.8. HexkesraTeJibHbIC peaKIuH

Pesrome npoduiist 6e300acHOCTH

Haubonee 4acto cooOmanoch O HEXeIaTedbHBIX PEaKIUAX CO CTOPOHBI IMHUIICBAPUTEIILHOM
cuctemsl: TomHoTa (38%), pBota (23%), B OCHOBHOM B MEpPHOJ] MOBBIIIEHUS 103bl. [10 maHHBIM
KIIMHUYECKHUX MCCIIEIOBAaHUI HeXeaTeIbHbIE PEaKIIMA CO CTOPOHBI MUILEBAPUTEIIBHON CHCTEMBI

1 CHUXKCHHUEC MACCHI TCJIa Yalle OTMCYAJIUCH Y KCHIIIUH.

TabnuyHoe pe3oMe HeXKeIaTeIbHbBIX PeaKITUM

B mpenenax kaxaoro CHCTEMHO-OPTaHHOTO KJIacca HeXKeJIaTelbHbIC PeaKIni pacipeesieHbl 1Mo
yOBIBAaHHIO YacTOThI BO3HMKHOBEHHUs. JIJis OLEHKH 4YacTOThI HCIOJB30BAHbI CIICAYIOIINE
KpuTepuu: oueHb yacto (>1/10), wacto (>1/100, vo <1/10), mewacro (>1/1000, HO
<1/100), penxo ( >1/10000, Ho < 1/1000), ouenpb penko (< 1/10000), yactoTa HEU3BECTHA

(HCBOSMO)KHO OLCHUTH YAaCTOTY IO UMCIOIIUMCS I[aHHBIM).

Ta6amnua 1 — Tadnuunoe pe3tome HP y nanmneHnToB ¢ JeMeHuMel ajabUreiiMepoBcKoro Tumna,
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MOJIy4aBIIHMX TePANMIO MPenapaToM JKceJI0H

NHpexnun u nHBA3UU

OueHb penko Nudexmm MoueBbIBOASIINX My TeH

Hapymenusi MmeTadoim3mMa 1 NMTAHUS

Ouensb yacto AHoOpekcus
Yacro CHIKEHHBIN anmneTuT
YacToTa HEU3BECTHA Herunparanus

IIcuxnyeckne HapymecHus

Yacto AsxuTanus

Yacro CryTaHHOCTb CO3HAHMS

Yacro Kommapusie cHOBUICHUS

Yacro Tpesora

Heuacto becconnuna

Heuacro Henpeccust

Ouensb penko lanmounnanum

YacToTa HEU3BECTHA Arpeccusi, [[BurarenpHoe 0€CIOKONWCTBO

HapyumeHusi co0 CTOPOHBI HEPBHOM CHCTEMBI

Ouensb yacto lNomoBokpyxeHue

Yacro ["onoBHas 601b

Yacro COHIMBOCTH

Yacro Tpemop

Heuwacrto O6Mopok

Penxo Cynoporu

Ouensb peako DKCTpanupaMuIHbIe HapyLIECHUS (BKITIOUAst

yXyJIIEHUEe TEeUeHHUsl COIyTCTBYIOLIEH Oosie3HN

[TapkuHCOHA)
HapyuieHnusi co cTopoHbI cepana
Penxo Crenoxkapaus
Penko Nudapkr Muokapaa
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Ouensb penko Cepneunas aputmusi (Hanpumep, Opaaukapaus,
aTPUOBEHTPUKYJISIpHast ~ Onokana,  (GuOpmIIAIus

npeacepauii, TaXUKapIHsl )

YacToTa HEeM3BECTHA CPIH,Z[pOM cnabocTu CHUHYCOBOI'O y3Jia

Hapyuienusi co CTOPOHBI COCY/10B

Ouensb penko [IM'unepren3us

KenynouHo-kuieyHble HAPYIIEHUS

OueHb yacTo TomHoTa

Ouensb yacto PBora

Ouenb yacTo Muapest

Yacro bosnu B )xuBoTE

Yacto Jucnencus

Penko S13BeHHast 0OJNIE3HB KellyIKa U IBEHAIATUIIEPCTHOM
KHILKH

Ouensb penko Keny104HO-KHIIEYHOE KPOBOTEUEHUE

Ouensb penko [Tankpeatut

YacTora HEen3BeCTHA Tsxenast ppoTta, IPUBOAALLAS K PA3pbIBY NUIIEBOAA

(cm. paznen 4.4)

HapymieHnusi co cTOPOHBI NeYeHHU M JKeTUYeBbIBOASNIUX MyTei

Heuacro Hapymenue nabopaTopHbIX MOKa3aTenell (yHKIUH
Ne4YEHU
YacroTa HEU3BECTHA I'emaTut

Hapymeﬂml CO CTOPOHBI KOKH M MOAKOKHBIX TKaHel

Yacto lMunepruapos
Penxo CpInb
YacroTa HEM3BECTHA 3yna, aJIepTrUYeCcKuil JIepMaTUT

(IMcceMUHUPOBAHHBIN)

OO0mmue HaApYUICHUA U PCAKIIUU B MECTEC BBCICHUA

Yacto IloBrIIeHHAS YTOMIIACMOCTD

Yacto AcTteHus
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Yacto

OO011ee HeTOMOTaHue

Heuacto

ITagenus

JlabopaTopHble U HHCTPYMEHTAJIbHbIE IAaHHbIE

Yacto

[Toreps Beca

[Tpu npumenenun npenapara Jkcenaon TTC nmomyueHsl coolmienus o cuenyromux HP: vacto —

JEeNUPUN, TUIEPTEPMUS], CHUKEHHBIM aNleTUT, HEACpKAHUE MOYM; HEYACTO — ICUXOMOTOPHOE

B036y)I(,I[€HI/Ie; qaCToTa HCU3BCCTHA

AJUIEPTUYECKHUM 1ePMaTHUT.

— JpuTema, KpamuBHHIA, OOpa3oBaHHE BOJIBIPEH,

Taonuna 2 — Tadnuunoe pe3rome HP y manmenToB ¢ nemenuuei npu 0ose3nu Ilapkuncona,
NMOJYy4YaBIIMX TEPANHUIO MPeNapaToM JKCeJIOH, KancyJabl

Hapymeﬂml MeTa00IM3Ma U MUTAHUA

Yacto CHUXEHHBIN aleTuT

Yacto Herunparanus
Ilcuxuyeckue HApyIIEeHUSA

Yacro becconnuna

Yacro Tpesora

Yacro JlBurarenpHOE 0ECIIOKOMCTRBO
Yacro 3puTenbHbIC TATTIONMHAIIAN
Yacro Henpeccust

UacToTa HEM3BECTHA Arpeccus

Hapyuienusi co CTOpOHbI HEPBHO CHCTEMBI

Ouensb yacto Tpemop

Yacro l'onoBokpyx)eHue

Yacro ["onoBHas 601b

Yacro CoHIIMBOCTb

Yacto Vxynuenue teuenust 6one3nu [lapkuHcona
Yacto bpanuknnesus

Yacrto Juckunesus

Yacro I'mnokunesns

Yacto PurunHocTh 1o THUIY «3y04aToro Kojeca
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Heuacto Juctonus

Hapyuienusi co CTOpOHbI cepana

Yacro bpanuxapnous

Heuacrto OUOPMILIAIHS IpeIcepInuit

Heuacrto ATpHOBEHTpUKYIIIpHas 0J0Kaga
YacroTa HEM3BECTHA Cunapom cnabocTH CHHYCOBOTO y371a

Hapyuenusi co cTOPOHBI COCY/10B

Yacro IMunepren3us

Heuacto I'unorensusa

Kesry104HO-KHIIIEYHbIE HAPYLICHHSA

OueHb 4acTo TomHoTa

OueHb 4acTo PBota

Yacro Hwnapes

Yacto bonu B xxuBOTE

Yacto Jucnencus

Yacto [ToBbIIIIEHHOE CITFOHOOT/IEJIEHIE

Hapyulelmﬂ CO CTOPOHDI NECYCHH H KEJITYCBbIBOAAIIIUX nyTeii

YacToTa HEU3BECTHA I'ematur

Hapyuleﬂml CO CTOPOHBI KOKA ! MMOAKOKHBIX TKaHel

Yacro IM'unepruapos

YacToTa HEU3BECTHA Amteprudeckuii JepMaTuT (IUCCEeMUHUPOBAHHBIN )

OO0uue HapylIeHUs] M PeaKIMU B MecTe BBeIeHUsI

Ouensb yacto [Tanenus

Yacto [ToBblllieHHAsT YyTOMIISIEMOCTD
Yacro AcreHus

Yacto Hapymenus noxoaku

Yacro [TapkuHCOHMYECKAs TOXOKA

CJ'IGIIYIOH_IEUI AOIOJHUTECIIbHAsA HEXKEIATCIIbHAA PCaKIUA Oblla OTMEYEHa B HUCCICIO0BaHNHN

NanmnueHTOB C Z[eMeHI_II/Ieﬁ, CBSI3aHHOH C OOJIE3HBIO HapKI/IHCOHa, [oJrfy4aBIIuX JICHCHHUC
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npenapatoM OkcenoHn TTC: axurtauusa (uyacto). [lpm npumeHeHuu mnpenapara OKCEJIOH B
OTIENbHOM 24X-HEEIIbHOM KIIMHUYECKOM UCCIICIOBAaHUH Y MTAIMEHTOB C IEMEHIIMEH ITPH O0JIe3HH
[TapkuHcoHa HaOmomamuch cienyromue HP, Bo3M0XHO, yKa3bIBalOIIMe HA YXYIIICHUE TCUCHHS
6one3nn Ilapkuncona (B cpaBHenuu ¢ miane6o): Tpemop — 10,2% (3,9% B rpynme mane6o),
nazgenue — 5,8% (6,1% B rpynne miamne6o), yxyamenue tedenus: 6one3nn [lapkuacona — 3,3%
(1,1% B rpynne mane6o), MOBbILIEHHOE cltoHOOTAeNeHne — 1,4% (He BBIABICHO B IpyMIe
iane6o), nuckunesus — 1,4% (0,6% B rpynne minane6o), napkuaconusm — 2,2% (0,6% B rpyme
riane6o), runokunesus — 0,3% (He BBISBIEHO B rpymme uianedo), ABUraresbHble HApyIISeHUS —
0,3% (ne BbIsIBIEHO B rpyime mianebo), Opaauxkunesus — 2,5% (1,7% B rpynne miane6o),
muctonus — 0,8% (0,6% B rpymre miane6o), HapymieHre noxoaku — 1,4% (He BBISIBIICHO B IpyIIIe
wiane6o), MeimeuHass puruaHocte 0,3% (HEe BBIABIEHO B Trpymme Iuianedo), HapylieHHe
paBHoBecus — 0,8% (1,1% B rpynmne miane6o0), KOCTHO-MbIIIeYHast ckoBaHHOCTh — 0,8% (He
BBISIBIIGHO B TpyIme 1uiane6o), apoxs — 0,3% (He BbIsIBIEHO B Tpymme Iuianedo), MOTOpHAS

muchynkuus — 0,3% (He BBIBICHO B rpymie miamneto).

COO6HJ,'6HPI€ 0 ITOA03PEBACMBIX HEXKCIIATC/IbHBIX PCAKITUAX

BaxxHo coo0marh O TOJ03pEBAaEMBbIX HEKENIATENbHBIX pPEAKIHUAX TIOCIe PETUCTPAINH
JIEKApCTBEHHOTO Tperapara ¢ eblo 00ecTieueH s HeMPEePbIBHOTO MOHUTOPHHTA COOTHOIICHUS
«ToNb3a — PHCK» JIEKAPCTBEHHOTO IMperapaTta. MeIuIMHCKHUM pPaOOTHUKAM PEKOMEHIYETCS
coo0maTh 0 JOOBIX IMOJ03PEBACMBIX HEKEIATEIbHBIX PEAKIHMIX JIEKAPCTBEHHOTO Iperapara
yepe3 HalMOHAJIbHBIE CHUCTEMBI COOOILEHUS O HEKEeJIaTeIbHBIX PEaKLHUsAX TI'OCyJapCTB-4JICHOB

EBpazuiickoro 3koHOMHUYECKOr0 COI03a.

Poccuiickas Peaepanus

denepanbHas ciryx0a 1Mo HaB3opy B chepe 31paBOOXpaHECHUS
Anpec: 109012, r. Mocksa, CnaBsiHCKast Tuiomaas, a. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

DnexTpoHHas mo4ra: npr@roszdravnadzor.gov.ru

Caiit B I/IH(i)OpMaI_II/IOHHO-TGHCKOMMYHHK&HHOHHOﬁ CCTHU ((HHTepHeT»Z

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
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CHUMOTOMBI

CryuaiiHasi iepe103UpoBKa MpernapaToM B OOIBIIMHCTBE CIIy4yaeB HE CONPOBOXKANACh KAKUMU-
au00 KIMHUYECKUMH IPOSBICHUSMM; HPAKTUUYECKH BCE MALMEHTHl MPOJOJDKAIM JIeUeHHE
npemnaparom depe3 24 yaca mocie nepeao3upoBKHU.

Coo0manock 0 XOMUHEPTHUECKOHM TOKCHMYHOCTH C MYCKapMHOBBIMH CHMIITOMAaMH, KOTOPBIE
HAOJIOAIOTCSl TP YMEPEHHBIX OTPABJIEHUSAX, TAKUMH KaK MHO3, MPUIIHMBBI, PaccTpoilcTBa
NUIIEBAPEHMsI, BKJIOYas OOJIM B JKUBOTE, TOILIHOTY, PBOTY MW JHapero, Opaaukapiuio,
OpoHXOCTa3M ¥ TMOBBIIICHHYI0 OpPOHXHAIBHYIO CEKpEIHI0, THUIePrHapO3, HEMPOU3BOIBHOE
MOYEHCIyCKaHHe W/WiM  JedeKalnuio, CIe30Te4YeHHe, THIOTOHHWS U  TOBBIIICHHOE
CIIFOHOOT/IEJIEHHUE.

B Gonee TXKENBIX ciydasx MOTYT Pa3BUThCSI HUKOTUHOBBbIE (QEKThI, TaKMe KaK MbIIIeYHast
c11a60CTh, (HacCUUKYIISALUH, CYJOPOTH U OCTAHOBKA JIBIXaHUS C BO3MOXKHBIM JIETAIbHBIM UCXOJIOM.
Kpome Toro, B MOCTpErncTpanoHHbIN Nepro 1 HAOII0IaMHCh CITydau TOJI0OBOKPYKEHHS, TPEMOpa,
TOJOBHOW OONM, COHJIUBOCTH, CIIYTAHHOCTH CO3HAHMS, TUIEPTOHHH, TaJUTIONMHALUN W
HEIOMOTaHMs.

VYyureiBas BaroToHM4eCKUi 3¢ (eKT HMHrHOMTOPOB XOJIMHAICTEpa3bl HAa YacTOTY CEpACUHBIX
cokpamennii (UCC), Hemb3si MCKIIOUUTH BO3HUKHOBEHHE OpaguKapAud W/HWIH OOMOpPOUYHBIX
cocrostHui. [Ipu nepeno3npoBke npenapaToM OTMEYAINCh PEJKUE CIydau JIETAIbHBIX UCXO/I0B,
OJIHAKO CBA3b C IPUMEHEHHEM IIpenapara ocTaeTcs HesicHOM. CUMITOMBI M UCXOJ BAPbUPOBAIINA Y
pa3IMYHBIX MaIueHToB. He mpocnexxrnBaioch YeTKOW CBSI3W MEXKy PUHSITON 0301 mpenapara u

CTCIICHBIO TAXKCCTH MCXO0/Ja.

Jleuenne

[TockonbKy mepro/1 MOTyBBIBEICHUSI PUBACTUTMHIHA M3 TIIa3Mbl KPOBH COCTaBIIsIeT OKoJIo 1 yaca,
a JUIMTEITbHOCTh MHTMOMPOBAHUS AIETUIIXOIMHACTEPA3bl COCTABISIET OKOJIO 9 4acoB, B CIydasx
0ecCUMMITOMHO MPOTEKAIOIIEH MEPEI03UPOBKH PEKOMEHTYEeTCSsl HE IPUMEHSTH IpernapaT IKCeI0OH
B TeueHue mnocienyrommx 24 yacoB. Eciu nepego3mpoBKa COMPOBOXKIAETCS BBIPAKEHHOMN
TOIIIHOTOM M PBOTOM, CIIEYyEeT pacCMOTPETh BOIPOC O MPUMEHEHUH MPOTUBOPBOTHBIX CPEICTB.
[Ipy BO3HMKHOBEHUM JPYIHMX HEXKEJIATCIbHBIX SBICHUH TpU HEOOXOAMMOCTH TPOBOIST
COOTBETCTBYIOILIEE CUMIITOMATHYECKOE JICUCHHUE.

[Tpu 3HaYUTENBHON TTEPETO3UPOBKE MOXKET OBITH MPUMEHEH aTPOIHH, HadalbHAs 1032 KOTOPOTO

cocraisier 0,03 MI/KT BHYTPUBEHHO; IMOCIEAYIOIIEEe JO3HMPOBAHUE 3aBUCUT OT KIMHUYECKOTO
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s dekra. [[pumeHeHHE CKOTIOIaMUHA B KAY€CTBE aHTHIOTAa HE PEKOMEH/I0BAHO.
5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoauHaMuuyeckune CBOMCTBA
dapmakoTepaneBTUYECKasl TPYIa: TCUXOAHAICNTUKHA, CPEACTBA [JIsl JICUEHUS JIEMEHIUU,
AHTUXOJIMHACTEPA3HBIE CPEACTBRA.

Kox ATX: NO6DAO3

MexaunsM neicTBys U hapMakoIuHaMuuyeckue 3 dHEKTHI

[TaTonornueckue HM3MEHEHHUs TPU JEMEHIMM, KakK, Hampumep, npu Ooyie3HH AublreiiMepa,
3aTparuBalOT XOJWHEPTHYECKUE HEWPOHHBIC MYTH, KOTOPBIC MPOCHHUPYIOTCS U3 0a3albHOTO
MepeTHET0 MO3Tra B KOPY TOJIOBHOTO MO3Ta U TUMOKamIl. FI3BeCTHO, 4TO 3TH MyTH Y4acTBYIOT BO
BHUMaHHUH, OOYYCHUU W MAMSTH, a TaKKe B JPYTUX KOTHUTHBHBIX Mpoieccax. PuBacTurMuH —
CEJICKTUBHBIN MHTUOWTOp aleTWI- U OyTHPUIXOIMHICTEPA3bl TOJOBHOTO MO3Ta, MPUMEHSIEMBIH
JUIsL JIedeHuss Oone3HM AJpIreliMepa W JaeMeHIuu mpu Oone3nu [lapkuHcona. PuBacturmun
3aMeUIeT paspyllieHHe Meauaropa aleTUIXOJIMHA, BbIpabaThIBAEMOro (yHKLUHOHAIBHO
COXpaHHBIMU HEHpOHaMH, M YIydllaeT CHHAaNTH4YecKyl mnepenady. [Ipu sToM puBacTUrMuH
CEJIEKTUBHO YBEJIMYMBAET COJAEPKAaHUE alleTUIXOJIMHA B KOPE TOJIOBHOTO MO3ra M THUIIIIOKAMIIE U
TakuM 00pa3oM CIOCOOCTBYET YIYYIICHHIO XOJWHEPTHUECKOW HEepBHOW mnepemaun. [Ipemapar
DKCEJIOH MOXET OKa3bIBaTh MOJIOKHUTEIBHOE JICUCTBUE MPU CHIDKEHUH KOTHUTHBHBIX (PYHKITUH,
CBSI3aHHBIX C JNEe(DUIUTOM alETHIXOJWHA, B YAaCTHOCTH, TMPHU JIEMEHIIMH, ACCOIMUPOBAHHOW C
Oone3npro Anblreiimepa u 6onesnpto [lapkuacona. Kpome Toro, cymecTByroT qoKa3areiabcTBa
TOTO, YTO MHTUOMPOBAHUE XOJTMHACTEPA3 MOXKET 3aMeIJISAITh 00pa3oBaHue GparMeHTOB OEITKOBOTO
NpEIIeCTBEHHUKA OeTa-aMIJION1a, MPUHUMAIOIIET0 Yy4YacTHe B aMMJIOWJOTeHE3€, M TaKHM
oOpa3oM 3ameIsITh (OPMUPOBAHME AMMIIOMIHBIX OJISIIEK, SBISIIOIIMXCS OJAHUM M3 IVIaBHBIX
MaTOJIOTHYECKUX MPU3HAKOB 00JIe3HN AJTbIreiMepa.

PuBacTurMuH B3auMoJeCcTBYeT ¢ ()EPMEHTOM-MHUILIEHBIO C 00Pa30BaHUEM KOBAJICHTHOW CBS3H,
YTO BEACT K BPEMEHHOW MHAKTUBAIMK ()epMeHTa. BbUIo MmoKa3aHO, YTO Y MOJIOJBIX 3JOPOBBIX
MY)XYMH T[IOCJIe TpHUeMa Npernapara B 03¢ 3 MI aKTUBHOCTh AalleTUIXOJIMHICTEPa3bl B
cnuHHOMO3r0BOH )uakocTi (CMIK) cHmkaeTcs npubnusutensHo Ha 40% B TeueHue nepsbix 1,5
gacoB. [locie moCTH)EHUS MaKCUMabHOTO MHTHOWpYromero 3¢ ¢ekra akTHBHOCTh (hepMeHTa

BO3BpalaeTca K HWCXOAHOM mipuMmepHO uepe3 9 wuacoB. IlokazaHo, YTO aKTHBHOCTH
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Oytupmixonuuidctepassl B CMIXK y MOJOIBIX 3I0pOBBIX TOOPOBOJIBIIEB HHTHOUPYETCS 00paTUMO
Y BOCCTaHABJIMBACTCS JI0 MCXOMHOW depe3 3,6 yaca. Y manueHTOB ¢ 0oJe3HBI0 AublreiiMepa
WHTUOMpPOBaHHE pPHUBACTUTMHHOM AaKTHBHOCTH aleTWwixoiuHdctepassl B CMIK  wumeer
JI0303aBHCHUMBII XapakTep B U3y4YE€HHOM JHana3oHe 03 (10 HauBbBICIIEH 0361 10 6 MT JBa pa3a B
cyTkn). MHrubupoBanne akTUBHOCTH Oy THPHUIIXOJIMHACTEPA3HI TAKXKE J0303aBUCUMO; 103a 6 Mr 2
pa3a B CyTKHU BBI3BIBACT CHH)KEHUE aKTMBHOCTH (epMmeHTa Oojee yeM Ha 60% 1O CpaBHEHUIO C
ucxonHout. [lanueiii sddext mpemapara DKCETOH COXpaHSUICS Ha MPOTHKEHUU 12 MecsieB
Tepanuu (MaKCUMAaJIbHBIA W3Y4YCHHBIH mepuon). bbuia oOHapyXeHa CTaTUCTHYECKH 3HAYUMast
KOPPETSIHS MEXIy CTEICHbI0 WHTHOMPOBAHUS PHUBACTUTMHUHOM oOoux (epmerToB B CMIK n
W3MEHEHHMSIMH KOTHUTUBHBIX (YHKIHH y TMAlMEHTOB ¢ 0OJE3HBIO AJbLreiiMepa; Npu 3TOM,
MMEHHO HHTHOUpoBaHue Oy TupmixonuHicTepassl B CMIK 1ocTOBEpHO U CTAOMIBHO KOPPEIUPYET

C YIyHIICHUCM PE3YJIbTAaTOB TCCTOB IMaAMATH, BHUMAaHUA U 6BICTpOTBI pCaKIuu.

Knnangeckue HCCICIOBAaHNA ACMCHIIMH ITPHU Ooe3Hu AHBHFGIZMGDB.

O¢dexTHBHOCTH pUBACTUTMUHA ObUIa yCTAHOBJIEHA C TIIOMONIBI0 TPEX HE3aBUCHMBIX,
ceuu(UYHBIX JUIST KaXJ0M 00NIacTM WHCTPYMEHTOB OIICHKHM, KOTOpPbI€ HCIIOJIb30BAIUCH
nepuoandYecku B TeueHue 6 mecsaueB jeueHusa. K HuM ortHOocsaTcss ADAS-Cog (Alzheimer’s
Disease Assessment Scale (mIkana OLEHKH TSDKECTH 0oJe3HM AJbIreiiMepa) — KOTHUTHBHAS
cyOmkana, M3MepeHHe KOTHUTHBHBIX (DYHKIMI, OCHOBAHHOE Ha pE3y/IbTarax KOIHUTHUBHOU
nestensHocTr), CIBIC-Plus (Clinician’s Interview Based Impression of Change-Plus (mkana
OLICHKM H3MEHEHWH KIMHUIMCTOM Ha OCHOBaHMM OIpOca) — KOMIUIEKCHas oOmias OIeHKa
MalMeHTa BpavyoM, BKIIOUaromas MHQOpMAIMIO OT JHIA, OCyHIeCTBIstonero yxoxa) u PDS
(Progressive Deterioration Scale (1ikana mporpeccupyromiero yxyJIIIeHHs1) — OICHKA JIMIIOM,
OCYILECTBIISIOIINM YXOJ, TIOBCETHEBHBIX aKTUBHOCTEH, BKIIOYast INYHYIO TUTHEHY, IPUEM THIIH,
OJIeBaHUe, JIOMAIIIHUE Jiesla, TaKhue KaK MOKYIIKH, COXpaHEHHE CIIOCOOHOCTH OpUEHTHPOBATLCS B

01<py>1<a}01ue171 O6CT3HOBK€, a TaKKC y4aCTHC B q)HHaHCOBBIX orepanusx U T. I[.).

O6cnenoBannble manueHThl umenu O6amisl mo MMSE (kpaTkoil mikajie OIEeHKH MCUXMYECKOTO

craryca) ot 10 go 24.

Pe3ynbraThl MO KJIMHUYECKH pPEJIEBAaHTHBIM IallM€HTaM, OTBETHBIIMM Ha TEpamuio, B JABYX
HCCIIEJIOBAHUAX C aJalTUPYEeMOW J030i M3 TPeX OCHOBHBIX 26-HEAENbHBIX MHOTOIEHTPOBBIX

I/ICCJ'IGI[OBaHI/II\/'I Yy nanueHTOB C 00JIE3HBIO AnbureﬁMepa JIETKOM U cpeﬂHeﬁ CTCIICHHU TAXKCCTHU,
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npencTaBiieHbl B Tabnuie 3 Hike. KiimHuYecku 3HauMMoOe yaydllleHUE B 3TUX HCCIEIOBAaHUAX
anpuopy OMpEeNsIOCh Kak YiydlleHne He MeHee yeMm Ha 4 Oamna mo mkane ADAS-Cog,

yayumenue no mkane CIBIC-Plus ninu kak MuHumyM ynyuiienue Ha 10 % no mikane PDS.

Kpome Toro, B Toii e Tabnuiie mpeacTaBieHo ONpeaesieHHe OTBETa, MOMYyYeHHOE MOCT(HAKTyM.
BropuuHoe ompenenenue oTBeTa BKIOYAIIO yaydlneHue Ha 4 6auia win 6onee no mkane ADAS-
Cog, orcyrcrBue yxyauenus no mkane CIBIC-Plus u orcyrcTBue yxynmenwus mno mkane PDS.
Cpennsis GaxTHyeckas CyTouHas 103a JJIs MAIUEHTOB, OTBETUBIINX HA TEPAIUIO B Tpymme 6—12
MI, COOTBETCTBYIOILAsl 3TOMY OIPENEIEHUI0, cocTaBuiaa 9,3 mMr. BakxHO OTMETHUTB, YTO ILKAJIBI,
UCIIOJIb3YEMBIE IIPU JAHHOM IOKAa3aHUH, Pa3INYaroTCs, U NPSAMOE CPABHEHHUE PE3YIbTATOB IS

Pa3IMYHBIX TEPANIEBTUYECKHUX ar€HTOB HEKOPPEKTHO.

Taoauna 3.

IManueHTHI ¢ KIIMHUYECKH 3HAYUMBIM 0TBeTOM (%)

Hcnoabn3oBaHue mocjeaHero
JOKYMECHTHUPOBAHHOI'0 OTBETA

HaMepeHne JICYUTD

Ns3mepenne orBera Pusacturmun | Ilnane6o | PuBacrurmun Inaunedo
612 mr 6-12 mr
N=473 N=472 N=379 N=444
ADAS-Cog: ynyuienue 2] xH* 12 25%%* 12
MHHAMYM Ha 4 6aa
CIBIC-Plus: ymyumenne 29 &% 18 32wk 19
PDS: ynyuienne MUHUMYM Ha 20%** 17 30%** 18
10 %
Viaydienue MUHUMYM Ha 10* 6 12+ 6
4 6amra o mkane ADAS-Cog
0e3 yxynmenuii mo CIBIC-Plus
u PDS

#p<0,05, **p<0,01, ***p<0,001

Knnangeckue HUCCIICAOBAHUS ASMCHIIMHU, CBI3aHHOM C 00JIE3HBIO ITapkuHCOHA

D¢} dekTUBHOCT, PUBACTHTMHHA TPU JEMEHIIMHU, CBA3aHHOW ¢ OonesHpto [lapkuHCOHA, OBLIA

NpoACMOHCTPpUPOBAHA B XOIC 24-HC,Z[CJ'IBHOFO MHOT'OOCHTPOBOI'O ﬂBOﬁHOFO CJICIIOTO HHaL{eGO-
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KOHTPOJIMPYEMOTO OCHOBHOTO UCCJICZIOBAHUS U €r0 24-HeIeIbHOM OTKPBITOM paCIIUPEHHOH (ha3bl.
[TanenThl, y9acTBOBaBIIKME B JJAHHOM HCCIEIOBaHUU, uMenn Oautel o mkaine MMSE ot 10 mo
24. DddexTrBHOCTH OblIa YCTAaHOBJICHA C UCIOJIH30BAHUEM JIByX HE3aBHCHMBIX IIIKaJl, KOTOPBIC
OILICHWBAIINCH C PETYISPHBIMH HHTEPBAJIAMH B TEYEHHE O-MECSYHOTO MEpUOAa JICUCHHS, KaK
nokazaHo B tabmuue 4 Hmwke: ADAS-Cog u mobanpaas mkana ADCS-CGIC (Alzheimer’s
Disease Cooperative Study-Clinician’s Global Impression of Change (koomepaTuBHOE
uccienoBanue Oone3Hu AublreiiMepa) — IIKaja OOIIEro KIMHUYECKOTO BIIEYATICHHUS 00

M3MEHEHHUSIX ).
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Taoauna 4.

Jemenuus, cBsI3aHHAas ¢
0os1e3Hbl0 IlapkuHcoHa

ADAS-Cog

IKceJI0H

ADAS-Cog

Ilnanedo

ADCS-CGIC

IKceJI0H

ADCS-CGIC

Ilinaneoo

ITT + RDO nonyasuus

Cpennee 3HaueHHE Ha

(n=329)

23,8 +£10,2

(n=161)

24,3+ 10,5

(n=329)

H/a

(n=165)

H/a

HWCXOTHOM YPOBHE +
CTaHAapTHOE OTKIOHEHUE

(SD)

Cpennee n3aMeHEeHUE Ha
24 menene = SD

2,1+8,2 -0,7+7,5 3,8+14 43+1,5

CKOppEeKTUPOBAHHBIN
MoKa3aTellb pa3HULbI B

1
Tepanuu 2,88

H/a

3HaveHne BepOsSTHOCTH (p- <0,001" 0,007>

value) ¢ iarne00-KoOHTpoIeM

ITT — LOCF nonyasiuus (n=287) (n=154) (n=289) (n=158)

CpenHee 3HaYCHHE HA 24,0+ 10.3 24,5+ 10,6 H/a H/a
HACXOJIHOM YPOBHE +
CTaHJapTHOE OTKJIOHEHUE

(SD)

Cpennee U3MEHEHHE Ha
24 nenene + SD

2,5+8,4 -0,8+7,5 3,7+14 43+1,5

CKOppeKTUPOBAHHBII
MOKAa3aTeNb Pa3HUILI B

1
Tepanuu 3,54

H/a

3HaueHne BEpOSITHOCTH (p- <0,001' <0,001°

value) ¢ rane60-KOHTpoJIeM

! Ha ocaoBe ANCOVA ¢ akTopamu jledeHns U CTpaHbl, a Takxke ucxoaHsiM ADAS-Cog B KauecTse

KOBapHarhbl. IlonoxurenbHOe U3MEHEHNE YKa3bIBACT HA YIIYYLICHHUE.

2 CpenHue naHHbIC MPEACTABICHBI I yI00CTBa, KaTErOprUaabHbIA aHAIU3 BBINOJHEH C MCIIOIh30BAHUEM

kputepust Ban Onrepena. ITT: nHamepenue neunthes; RDO: BweiOpansbie BoiObIBIIME; LOCEF:

HCIIOJIB30BAHUEC MOCIIEAHETO NOKYMCHTUPOBAHHOI'O 3HAYCHUA.
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Xotst 3pdext nedeHuss ObUT MPOJEMOHCTPUPOBAH B OOIIEH MOMYJISIIMH HCCISIOBAHUS, JTaHHBIC
CBUJCTEIBCTBYIOT O TOM, YTO 00Jiee BBIPAKEHHBIN APQPEKT JICUCHHS 110 CPABHEHUIO C IIaredo
HaOIoMaIcs B TOATPYIIE NAIMEHTOB C YMEPEHHOH JeMEHIMEH, CBsI3aHHOW ¢ OOJE3HBIO
[TapkuHCOHA. AHAMOTUYHO, OOJIee BBIPAKCHHBIN d(PQeKT JIedeHns HaOMonaIcs y IarueHToB CO

3pUTETHHBIMU TAJUTIOIMHAIMSIME (CM. TaOIHUITY 5).
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Jdemenuus, cBsI3aHHAs €
0os1e3Hbl0 IlapkuHcoHa

ADAS-Cog

IKceJI0H

ADAS-Cog

Ilnaneoo

ADAS-Cog

IKceJI0H

ADAS-Cog

Ilinaneoo

HalII/IeHTbI CO 3pUTECJIbHBIMHA

IanueHnTol 0e3 3pUTENbHBIX

raJJIIONMHAIMAMHA TraJUTIOIH AT i
ITT + RDO nonyJasiuu (n=107) (n=60) (n=220) (n=101)
Cpennee 3HaYCHHE HA 25,4+9,9 27,4+104 23,1 +£10,4 22,5+ 10,1
HWCXOTHOM YPOBHE +
cTaHaapTHoe oTkiIoHeHue (SD)
CpenHee U3MEHEHHE Ha
24 nenene + SD 1,0+9,2 2,1+83 2,6£7,6 0,1+6,9
CKOppEeKTUPOBAHHBII
IIOKa3aTellb Pa3HULbl B TEpAIUU 4,27 2,09!
3HadeHye BEPOATHOCTH (p- 0,002' 0,015'

value) ¢ iane00-KoHTpoIeM

ITamueHTDI ¢ AeMEHIMEH JIeTKo
crenenu Tsaxectu (MMSE 18-24)

ITanmueHTHI ¢ JeMeHIHEeH
cpelHel cTeneHH TAXKECTH
(MMSE 10-17)

ITT + RDO nonyssiuus (n=87) (n=44) (n=237) (n=115)
Cpennee 3HaYeHHE Ha 32,6104 33,7+10,3 20,6 £7,9 20,7+7,9
HWCXOTHOM YPOBHE +

cTaHaapTHoe oTKiIoHeHue (SD)

Cpennee U3MEHEHHE Ha

24 nenene + SD 2,694 18472 1,9£7,7 -0,2£7,5
CKOppEeKTUPOBAHHBIHN

TI0Ka3aTeNlb PA3HUIIBI B TEPAHUH 4,73! 2,14
3HaueHue BEpOSITHOCTH (p- 0,002! 0,010"

value) ¢ rurarie60-KoHTpOIEM

! Ha ocnoBe ANCOVA c (akTopamu jedeHHs M CTpaHbl, a Takxke ucxomubiM ADAS-Cog B
KauecTBe kKoBapuarhl. [lonoxxkurenbHoe u3MeHeHUE yka3biBaeT Ha yiyuineHue. [TT: namepenue

JICYUTBHCA, RDO: BI)I6paHHI>Ie BBIOBIBIIIHE IMannuCHTHI.
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5.2. ®apMakoKuHeTHYECKHE CBOIICTBA

AOGcopOrus

PuBacTurMuH OBICTPO ¥ TIOJTHOCTBIO BcachiBaeTcss. MakCcMMalibHAsl KOHIIEHTPALUS B IIa3Me KPOBH
(Cmax) nmocturaetrcss mpuMmepHo udepe3 1 yac. BcenenctBue B3auMOJEHCTBUSL PUBACTUTMHHA C
(bepMEeHTOM-MHIIIEHBIO NP YBEIIMYCHNUH JI03bI TIPETiapara MOBBIIIEHHE €r0 OMOI0CTYTHOCTH B 1,5
pasa MpeBbIIACT OXKuAaemoe (Uis AaHHOTO yBenuwdeHus 103b1). [locrme mpuema mo3sl 3 Mr
abcomoTHast OMOOCTYITHOCTD cocTaBiseT okono 36+13%. [lpu npueme puBacTUrMHUHA BMECTE C
MUIIEH BCachlBAaHUE PUBACTUTMHHA 3aMEIIISETCS (BpeMsl TOCTIKCHHS Tmax YBEIMUHMBACTCS Ha
90 muHyT); BeInIMHA Cmax CHIKAETCS, IPU 3TOM ILIONIAAb IO KPUBON «KOHLIEHTPALIUS — BpEMS»

(AUC) yBenuuuBaetcs npubnusurensbHo Ha 30%.

Pacnopenenenue

PuBacturmun cBsA3bIBa€TCS C OENKaMH TUIa3Mbl KPOBU B ci1aboi creneHu (MpUOIM3UTENHHO HA
40%). PuBacTurMuH pacnpezenseTcss MeXy KpOBBIO U IUIa3MOM (COOTHOIIEHHE KPOBb/IIJIazma
0,9) B xonnentpauusax ot 1 g0 400 ur/mu. Jlerko mpoHUKaeT depe3 remMarodHuedaInyecKui
0apbep, JOCTUTass MAaKCUMAJIBbHON KOHIICHTPAIMK B Tu1a3Me KpoBH depe3 1-4 yaca, AUC CMXK u
wia3Mbl KpoBu coctaBisieT 40%. Kaxymmiics o0beM pacrnpeneneHusi mocie BHYTPUBEHHOTO

BBeJIeHHs cocTaBisaeT 1,8-2,7 /KL

Buorpanchopmarus

PuBacturmun OwicTpo MeTabonusupyercst (mepuon monyBbeiBeaeHHs w3 1iazmbl KpoBu (T1/2)
COCTaBIISIET OKOJIO | "yaca), IIIaBHBIM 00pa30oM IMyTEM THIIPOIH3a XOTUHICTEPA30i ¢ 00pa3zoBaHHEM
nekapoammpoBanHoro Merabomuta (NAP226-90). In vitro y storo merabonura ToKa3aHa
MUHUMAaJIbHAsl CIOCOOHOCTh MHTHOMpOBaTh anetwixonuHactepasy (<10%). OcHoOBbIBasCh Ha
JAHHBIX, IOJYYEHHBIX B i1 Vitro UCCIEOBAHUIX, HE OKUIAETCS B3aUMOJICHCTBHUS C IpenaparamMu,
METa0OIM3UPYIOMIUMUCS TIPH TOMOLIM CIEIYIONNX H30(QEPMEHTOB CHUCTEMBI IIMTOXpOMA:
CYP1A2, CYP2D6, CYP3A4/5, CYP2EL, CYP2C9, CYP2C8, CYP2C19 wmu CYP2B6. B
COOTBETCTBHU C JJAHHBIMH, TIOJTYYCHHBIMH B JKCIIEPUMEHTAIBHBIX HCCIEIOBAHMIX, OCHOBHBIC
n3odpepMeHTsl uToXpoMa P450 BoBIeUeHBI B METAa0ONM3M PUBACTUTMHUHA B MHUHUMAJIbHOM
CTETIeHU. DTUM JaHHBIM COOTBETCTBYIOT M HAOIONEHUS, CBUACTEILCTBYIOIINE 00 OTCYTCTBHH Y
4elnoBeKa  B3aWMOJCHCTBHN  PHBACTHTMHHA c JIEKapCTBEHHBIMH npernaparamu,

MeTaboIM3UPYIOMUMHUCS TpU ydacTuu ruroxpoma P450. O0muii KInpeHec puBaCTUTMHHA TTOCIE
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BHYTPHBEHHOTO BBEICHUS cocTaBisieT mpuonusutenasHo 130 51/49 npu 1o3e 0,2 Mr, ¥ CHIDKaeTces J10

70 n/9 ipu 2,7 MT.

DIMMUHAIAS

PuBacTUrMuH BBIBOAWMTCS TJIABHBIM 00pa3oM MOYKAMU B BHJIE META0OJIMTOB; B HEM3MCHEHHOM
BUJIe B MOue He oOHapyxkuBaeTcs. Uepe3 24 vaca mociie npuemMa BeiBonuTcst 6omee 90% mo3bl.
UYepe3 KHIIEUHUK BBIBOAUTCS MeHee 1% m03bl. Y manmueHToB ¢ Oose3Hbio AublreiiMepa

KyMYJISIUU PUBACTUTMHUHA WJIH €0 JIeKapOaMUIMPOBAHHOTO METAa00INTa HE OTMEYAETCS.

Ocobbie T'pYIIIbI ITAITMCHTOB

Jluya noscunozo eo3pacma

B uccnenoBanuu BIUSHAS BO3pacTa Ha (PapMaKOKUHETHKY PUBACTUTMUHA MTOCIIE €T0 PUMEHEHHS
BHYTpPB B J103¢ 1,0 Mr OBLIO MOKa3aHO, YTO KOHLIEHTPALIMS PUBACTUTMUHA TUIa3Mbl KPOBHU BHIIIIE Y
MTOYKUJIBIX 37I0POBBIX T0OPOBOIBIEB (61-71 1eT) mo cpaBHeHHUto ¢ MoioasMu (19-40 net). JlanHas
pasHUIla YBEIMYUBAIACH C BO3PACTAaHUEM J103bl PUBACTUTMHUHA (2,5 MT): y MOXUIIBIX 3I0POBBIX
JOOPOBOJIBIIEB KOHIEHTpAIMsl PUBACTMIMHHA IU1a3Mbl KpoBU Obuta Ha 30% Oomblie, yem y
MOJIOABIX. Bo3pacT He BIMAN HAa KOHUEHTPALMIO JeKapOaMIIMPOBAHHBIX (DEHOJIOBBIX
MeTaboMuTOB. Y MalMEeHTOB ¢ OoJie3HBbIO AJblreiiMepa B Bo3pacte oT 50 g0 92 ner B
MIPOBE/ICHHBIX KIMHUYECKHUX UCCIICOBAHUSIX HE OBLJIO BBISBICHO U3MEHEHHI OMOJOCTYITHOCTH,

CBS3aHHBIX C BO3pAaCTOM.

Iloyeunas nedocmamounocms

Bbu10 1oka3aHo, 4TO P OJHOKPATHOM IIPHUEME BHYTPb B J103€ 3 MI' KOHIICHTPAIIUs pPUBACTUTMUHA
B IUIa3M€ KPOBH HE OTIMYAETCS Y 37I0POBBIX MAIIMEHTOB W MAIIMEHTOB C HapylIeHHEM (DyHKIIHH
MOYEK TSDKENOH creneHu (CKopocTh KiryooukoBoit unbsrpanuu (CK®) < 10 mn/mun). Knupenc
puBacTUTMHHA OBLT paBeH 4,8 j/MUH U 6,9 T/MUH y TAIMEHTOB M Y 3JI0POBBIX JOOPOBOJIBIICB
co0TBeTCTBeHHO. OJTHAKO y MAIIMEHTOB C HAPYLICHHEM (DYHKITHH TIOYEK CpeHEN CTENICHH TSHXKECTH
(CK® 10-50 mu/mMMH) MakcUMasibHasi KOHIIGHTpAIlMsi PUBACTUTMHHA B IJIa3Me KpOBHU ObLTa
yBenudeHa oyt B 2,5 paza u AUC gexapOaMuUIupOBaHHBIX (DEHOJIOBBIX META0OJIUTOB Oblia
yBenmyeHa npumepHo Ha 50%. Knmpenc puBacturmmuHa Obul paBeH 1,7 n/mun. [Ipuumna
HECOOTBETCTBHSL MEXJy CTCINECHbIO TSDKECTH HapyLIeHUs (QYHKIHUU TOYEK W KIUPEHCOM

pUBaCTUIMHUHA HC sSACHA.
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Ileuenounas neoocmamoyrHocms

[Tocne mpuema BHYTph MakcHMajbHasi KOHIEHTpAIUs PUBACTUTMUHA OblIa mpuMepHo Ha 60%
Boie u AUC Obi1a 6osee ueMm B 2 pasa Oolibliie y MallMeHTOB C HapylIeHueM (DyHKIIMH TeYSHH
JIETKOHM M CpeTHEH CTETICHH TSHKECTH IO CPABHEHUIO CO 37I0POBBIMH J0OpoBOIbIlamMu. [Ipu nmpueme
3 Mr pUBacTUTMHHA OHOKPATHO WJIH MOCJEe MHOTOKPATHOTO MIpUeMa Ipernapara mo cxeme 6 mr 2
pa3a B JIeHb KIMPEHC pUBAaCTUIMHHA ObUl npuMepHOo Ha 60-65% MeHbllle y HAlUeHTOB C
HapylmeHueM (yHKIMM TI€YeHH JIETKOM M CpeAHed CTeNeHH TSHKECTH 110 CPaBHEHHUIO CO
3/I0POBBIMH TMallMEHTAaMH. JTH (apMaKOKHHETUYECKUE OCOOCHHOCTHM HE BIHUSIOT Ha YacTOTY

BCTPEYAEMOCTHU U BBIPAKEHHOCTh HEKEJIATEIIbHBIX SIBJICHUM.
6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeyenns BCIOMOraTeJIbHBIX BelIECTB

Dkceod, 1,5 ML, KarCcyIibl

Cooepoicumoe kancynul

KpeMHus quokcua KoJIouIHbII

l'unpomenosa

Marnus creapar

[enmron03a MUKPOKPUCTATUTMYECKAS], U3METBYEHHBIN MTOPOIIOK
[enmrono3a MUKpOKpUCTAIUIMYECKAs, TPAHYIMPOBAHHBIN MTOPOIIOK
Obonouka kancynvl

Kenesa okcun xentoiii (E 172)

Tutana quokcun (E 171)

Kenatun

Ileuamnule uepnuna Kpachwie

JKenesa oxcun kpacusriii (E 172)

lemnax

DKceJIoH, 3 MI, KaIICVYJIbI

Cooeparcumoe Kancynvl
Kpemuus nuokcu1 KOJITOUIHBIN

l'unpomenosa
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Maruus creapar

[emmrono3a MUKPOKPUCTAIUTHYECKAs, H3MEIIBUEHHBIN MTOPOIIOK
[emmrono3a MUKPOKPUCTAIUTHYECKAsI, TPAHYJIMPOBAHHBIN TTOPOIIOK
Obonouxa xancynvl

Kenesa oxkcun xentorii (E 172)

Kenesa oxcun kpachsiii (E 172)

Turana nuokcun (E 171)

Kenatun

Ileuammnule uepnuna Kpachwle

Kenesa oxcun kpachslii (E 172)

lenmak

DKkceloH, 4.5 ML, Kalcyiibl

Cooeporcumoe Kancynvl

Kpemuust muokcu1 KOJITOUIHBIN

I'umpomeruiosa

Marnus creapar

Hemnrono3a MUKPOKpPUCTAIINYECKAs, U3METBYECHHBINA MTOPOIIOK
[emrono3a MUKPOKPUCTAININYECKAs, TPAHyIMPOBAHHBII OPOILIOK
Obonouka xancynvl

Kenesa oxkcun xentoiii (E 172)

Kenesa oxkcun kpachslii (E 172)

Turana quoxcun (E 171)

Kenatun

Ieuamnvie yepnuna 6envle

Turana nuoxcun (E 171)

lemnax

DKceJIoH, 6 MI, KaIICVYJIbI

Cooeparcumoe kancynvl
Kpemuus nuokcu]1 KOJITOUIHBIN

l'unpomenosa
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Marnus creapar

[emmrono3a MUKPOKPUCTAIUTHYECKAs, H3MEIIBUEHHBIN MTOPOIIOK
[emmrono3a MUKPOKPUCTAIUTHYECKAsI, TPAHYJIMPOBAHHBIN TTOPOIIOK
Obonouxa xancynvl

Kenesa oxkcun xentorii (E 172)

XKenesa okcun kpacHsiii (E 172)

Turana nuokcun (E 171)

Kenatun

Ileuammnule uepnuna Kpachwle

Kenesa okcun kpacuslii (E 172)

lenmak

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHHs)

5 et

6.4. Oco0Obie MepbI MPEIOCTOPOKHOCTH IIPH XPAHEHUH

ITpu Temneparype ne Baite 30 °C.

6.5. Xapakrep u coaep:kaHne yNIAKOBKH
ITo 14 xancyn B 6nucrepst uz [IBX/TID/TIBAX/An niu TIBX/Axn.
ITo 1, 2, 4 m 8 GnucTepoB BMECTE C WMHCTPYKIMEH TO NMPUMEHEHHIO (JTMCTKOM-BKJIAIBIIIEM)

MMOMCHIIAIOT B KAPTOHHYIO MAYKY.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH MNPH  YTHIN3AUUM  HMCHOJbH30BAHHOIO
JIEKAPCTBEHHOr0  Tpenapara WJIM OTX0A0B, TMOJYYEeHHBIX TOcjie MNpUMeHEeHHs
JIEKAPCTBEHHOI0 Mpenaparta, 1 Apyrue MaHUMYJISAIUHU ¢ MPenapaToM

Het 0coObIx TpeGOBaHU K yTHIN3ALIUH.
7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUA

[IBelimapus,

Hoaptuc ®apma Al / Novartis Pharma AG,
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4056 bazens, Jluxtmrpacce 35 / 4056 Basel, Lichtstrasse 35
7.1. IlpencTraBuTe/ib AepKaTe)isi pericTPAlMOHHOIO YI0CTOBepeHus Ha TeppuTtopuu Coro3a

IIperen3un noTpeOUTENIEH HAIPABIATE IO aJAPECY:

Poccuiickaa @edepayus

00O «Hosaptuc ®apmay

Anpec: 125315, r. Mocksa, JIeHuHrpaackuit npocnekrt, a. 70
Ten.: +7 (495) 967 12 70

dakc: +7 (495) 967 12 68

OnexTpoHHas noura: drug.safety russia@novartis.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATET'OPUS OTITYCKA JIEKAPCTBEHHOTI'O TIPEITAPATA

JlekapCTBEHHBIH Mpenapar OTHOCUTCS K KaTETOPHU OTITYCKa 110 PEIenTYy.

OOmiast xapakTepHCTHKa JICKapCTBEHHOTO MpenapaTa JKCENOH JOCTYIHAa B €IWHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uilckOro »KOHOMHYECKOrO COK3a U Ha
oduHraILHOM caiite YIOJIHOMOUYEHHOT' O oprasa (axcnepTHOM OpraHu3aluun)

https://lk.regmed.ru/Register/EAEU_SmPC.
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