HNHCTPYKIINA
IO MEOTUITUHCKOMY IITPUMEHEHHIO ITPEITAPATA

HUTUCEM

Cocras: delicmsyruiee seu,ecmeso: conideHanrta CyKurHaT; 1 TabneTka comepkKuUT conudeHalmHa
cykuuHaTta 5 Mr unu 10 Mr; 8cnomoz2amevHble 8eu,ecmad: 1akTo3a, MOHOTUAPAT; KpoXMall
KYKYPY3HBI}; TUIIPOMeJIo3a (TUAPOKCUIIPONIUIMETHIIIEIITI0N03a); MarHus cTeapaT; 000/I09Ka IJIs
TabJIeTOK 10 5 MT: CMeCh [Is IIeHOUHOro MoKpeITUg Opadry II Yellow: nakTo3a, MOHOTUAPAT;
TUIIPOMeJIo3a (TUAPOKCUTIPOIUIMETUIIIENITION03a); TOUSTUIEHTIMKOIb (MAaKpOro); TUTaHa
muokcup (E 171); TpuaneTtuH; xkene3a okcupn xkentwiid (E 172); o6omouka mgst tabmeTok mo 10 mr:
CMecCh O IeHo4Horo nokpeitus Opadry Pink: Tanek; runpomernsosa
(TMAPOKCUIIPONUIMETUNIIEIITI0N034a); MONU3TUIEHT TUKOIb (MaKporon); TuTaHa guokcup (E 171);
JKernesa oKcup KpacHsii (E 172).

JIekapcTBeHHasi ¢popma. TabneTKY, MOKPLITHIE TIJIEHOYHOU 000JI0UKOH.

OcHOBHbIE (PH3UKO-XHMHUYECKHE CBOUCTBA: M1 TabGIeTOK 0 5 MT: TaOIeTKH KPYTIIoi (OPMEI C
IBOSIKOBHITIYKJIOW ITOBEPXHOCTHIO, TOKPHITHIE IIJIEHOUHOM 000JI0YKOi CBETJIO-KEJITOTO I[BEeTa; OIS
tabneTok 1mo 10 Mr: TabeTKu KPyTi1oi (GOpMHI C JBOSTKOBHIMTYKJIIOH TOBEPXHOCTHIO, TIOKPHITHIE
TIJIEHOYHOM 00010YKOM CBETIIO-PO30BOTO LIBETA.

®dapMakoTepaneBTHUYeCKas rpymnma. CpefcTsa, npuMeHsieMble B yponoruu. Cpencrsa aiis
JIe4eHHsI 9aCTOTr0 MOYEUCITyCKaHUS U HeflepKaHUSI MOYH.

Kom ATX G04B D08.
®apMaKoJIOrHIeCcKHe CBOMCTBA.

®apmakoduHamuka. ConudeHalH IBISeTCI KOHKYPEHTHBEIM, ClIeIU(GHUIYECKAM aHTarOHUCTOM
XOJIMHEPTUHOBLIX PELIENITOPOB. MO4Y€eBOii My3bIPh MHHEPBUPYETCS ITapaCUMIIaTUYeCKUMU
XOJIMHEePru4eCKUMU HepBaMU. ALIETAJIXOJIMH COKpalllaeT TMIafKue MBIIIIE AeTPy30pa, BO3OEUCTBYS
Ha MyCKapHHOBBIE PEIENITOPE, KOTOPHIE TPeuMYIIeCTBEHHO IpefcTaBneHsl M3 nmoaTunom. B
MCCIIeJOBaHUSAX in vitro u in vivo OBIJIO YCTAHOBNIEHO, YTO CONMU(EHAIINH SBISETCS KOHKYPEHTHHIM
crieruUYEeCKUM aHTarOHUCTOM XOJIMHEPTUYECKUX PELeNITOPOB MPEUMYIIECTBEHHO M3 moATHIIa.
Takxke OBITI0 YCTAHOBJIEHO, YTO conMudeHallnH uMeeT cjlaboe POJCTBO MU OTCYTCTBUE POACTBA C
OPYTHMHU pelLlenTOpaMy M TeCTHPYEMBIMU NOHHBIMU KaHanaMu. M3BecTHO, 94TO 3(h(PEeKTUBHOCTD
Impemnapara, KOTOPYIO U3y4Yalid B HECKOJIbBKHUX JIBOfIHbIX CJIEIIBEIX PaHJOMU3UPOBAHHBIX
KOHTPOJIUPYEMBIX KITMHUYECKUX UCCIENOBAHUAX Y MYXKYUH U KEHIITUH C CHHIPOMOM
TUIIePAKTUBHOTO MOYEBOTO IYy3kIps, Habomanack yxke Ha 1-i Hemese Ie4eHUus U
CTabMIM3KUPOBAJIach B TeYEHHE CIIeNyImuX 12 Hegenb JedyeHus. B OTKPHITHIX HCCIIeIOBAHUSX ITPH
IJIUTENTbHOM IPUMEHEeHNH MT0Ka3aHo, YTO 3()PEeKTUBHOCTE IIOAIEPKUBAETCS B TeUeHUEe He MeHee 12
MeCSIIEB.

®apmakokuHemuka. A6copOiius. [Tocme mpuemMa TabMeTOK MaKCUMalbHas KOHIIEHTPALMS
conudeHanunHa B nna3Me KpoBu (Cmax) gocturaercs yepe3 3-8 yacoB. BpeMst mocTukeHuUs
MaKCHMaJIbHOM KOHIIeHTpaluy (tmax) He 3aBUCUT OT M03HI Ipenaparta. [lokasaTtenu Cmax u
nytomany mon Kpusoii (AUC) yBenTM4YKBalOTCS MPONOPLKAOHAIBHO03€e B AKana3oHe oT 5 Mr go 40 mr.
AGcormoTHast 6MOOCTYIIHOCTb cocTaBnseT nmpuMepHo 90 %. [TpueM nuiy Ha 3HayeHue Cmax u AUC
conudeHannHa He BnusieT. Pacnpenenenue. ConudeHalliH B 3HAUUTEIbHOM CTeeHu (moutu Ha 98
%) cBsI3BIBaeTCS C OETKaMu IJTa3Mbl KPOBH, TJIaBHBHIM 00pa3oM C [|1-KUCIBIM TITHKOIPOTEUHOM.



Metabonu3m. ConmudeHalliH B 3HAUUTEIHLHOM CTeTIEHN MeTa00IM3UPYETCS B IIEUYEHH, TTIaBHBIM
obpaszom ruToxpomoM P450 3A4 (CYP3A4). CucTeMHbIH KTUPEHC conmudeHalnHa COCTaBIsIeT
IIpUMeEPHO 9,5 j1/4yac, ¥ TepMUHAIbHBIY IEPUOS €ro0 IOIyBLIBEEeHU cocTaBsgeT 45-68 dacos. I[locne
IIepPOopaIbHOTO IIpYeMa Ipernapara B IIjla3Me KPOBH, KpoMe conudeHalnHa, OblIu
ugeHTUGUIUPOBaHH 1 hapMakonoruyecku akTuBHBY (4R-rugpokrcuconudeHalyi) u 3 HeaKTUBHBIX
MeTabonuta (N-rmoryporup, N-okcupn u 4R-ruppokcu-N-okcup conudeHanuia). kckpenus. [Tocne
opHOKpaTHOTO npuMeHeHus 10 Mr 14C-MeueHoro conudeHanua npuMepHo 70 % paguoakTUBHOU
MEeTKU IPOosIB/IseTCA B Mode U 23 % - B Kajie. C Mo4oi npuMepHO 11 % paguoaKTUBHOU METKU
BBIBOOUTCS B BUMIEe HEM3MEHEHHOM aKTUBHOM cyOcTaHuuy; mpuMepHo 18 % - B Bume MmetabonuTa N-
okcuma, 9 % - B Bume Mmetabonuta 4R-rugpokcu-N-okcun u 8 % - B Bume 4R-rumpokcumeTabonuTa
(akTuBHBIM MeTabonmuT). [I030Basi 3aBUCUMOCTh. B quamna3oHe TepaleBTUYECKUX 103
(hapMakKOKMHETHKA JIEKAapPCTBEHHOTO CPEMCTBa ABIseTCS NMuHeHoi.Oco0eHHOCTY (hapMaKOKHUHE TUKU
y OTHEIbHBIX KaTeropuii maueHToB. Bo3pacT. HeT Heo0X0oguMoCTH KOPPEKTHPOBATH HO3Y B
3aBUCUMOCTH OT Bo3pacTa 60ibHEIX. MiccrieioBaHMS MOKA3aJi, YTO 3KCIO3UIMS conudeHaluHa (5 Mr
u 10 Mr), BelpaxxeHHas noka3aTteneM AUC, Oblia Tof06HOM Y 300POBBIX JOOPOBOJILIIEB MTOKUIIOTO
Bo3pacTa (0T 65 mo 80 neT) u y 3TOPOBEIX HOOPOBOJIBIIEB MOJIOAOTO U 3PEJIOro Bo3pacTta (< 55 nerT).
CpepnHsisi cKOpocTh abcopO1iuu, BEIpaXkeHHas IMoKa3aTeneM tmax, Oblsla HECKOIBKO HUXKE, a
KOHEYHHIU MTePUO[ IONTyBLIBEOEeHNUS — TPUMepHO Ha 20 % 6ojiee OIUTENbHEIH YV MAllMeHTOB ITOKUIIOTO
BO3pacTa. OTH He3HAUMUTENIbHbEIE PAa3/IU4us He SBISIOTCS KIMHAYECKHA 3HaUUMBIMH.
dapMaKoKMHETHKA conudeHaliHa He U3y4aluch y AeTel U MoapoCcTKOB. 1o, PapMakKOKMHETHKA
conudeHalHa He 3aBUCUT OT 10Ja nmanueHTa. Paca. PacoBas nmpuHaaiaekHOCTh HE BIUSET Ha
(hapMakOKuHeTUKY conudeHanrta. [loueynas HegoctaTouHocTs. AUC u Cmax conudeHalrvHa y
TAIlMEeHTOB C JIETKOM ¥ YMEPEHHOH IT0YeYHON HEeIOCTaTOYHOCThI0O HE3HAYUTEILHO OTIMYAI0TCS OT
COOTBETCTBYIOIIUX [TOKA3aTesel y 3M0POBLIX TOOPOBOJIBIIEB. Y MAIIMEHTOB C TSIKEJION TOYeYHON
HEeOCTAaTOYHOCTHIO (KIHUpPeHC KpeaTuHHHA < 30 MJI/MMH) 3KCIO3ULIUSA conudeHallnHa 3HAYUTEIIbHO
BBIIIIE: yBeNMuYeHHe Cmax coctaBisieT npuMepHo 30 %, AUC - 6onee 100 % u nepuop
noJyBeIBefieHus - 0ojee 60 %. OTMedYeHa CTaTUCTAYECKH 3HaUYKMMasi B3aUMOCBSI3b MeXKAY KIMPEHCOM
KpeaTUHMHA ¥ KIUPEHCOM conudeHanHa. PapMakKOKMHETUKY y TAllMEeHTOB, KOTOPhIE ITPOXOAMIIN
reMopvanu3, He u3ydanu. [leueHoYHast HEJOCTATOUYHOCTh. Y MAllMEHTOB C YMEePEHHOU TeYeHOYHON
He[oCTaTOYHOCTLIO (I0Ka3aTesns o 1mKajne Yannga - I1eio 7-9) 3Hauenue Cmax He MeHseTcsa, AUC
yBenuuuBaeTcs Ha60 % U [epuop oJyBLIBENEeHUS YBeIuUUBaeTCs BaBoe. PapMakKOKUHETUKY Y
MaIMeHTOB C TSKEJI0U II0YeYHOU HEJOCTaTOYHOCThIO He U3y4dalll.

Knuaugyeckue XapaKTepUuCTHKH.

IToka3anus. CUMITOMaTH4YECKOE JTeUYeHHNE YPTreHTHOTO (I/IMHepaTI/IBHOTO) HeJepXKaHusi MO4YHu u/unu
YaCTOro MO4YEUCITYCKaHUs, a TaKXKe YPreHTHEIX (I/IMHepaTI/IBHLIX) TIO3BIBOB K MOY€HCIIyCKaHHIO,
XaPaKTEPHBIX OJIA IMIAIlMEHTOB C CHHOIPOMOM THIIEPAaKTHBHOI'O MOY€BOI'0 ITy3BIPA.

IIpoTuBOnmOKa3aHusl. - JIeKapCTBEHHOE CPECTBO MPOTUBOIIOKA3aHO IallieHTaM C ITOBHIIIEHHOU
YYBCTBUTENIBHOCTHIO K aKTUBHOMY BEIIIECTBY UJIM K JII000MY U3 BCIIOMOTAaTEJIbHEIX BEIECTB; -
TalKMeHTaM C 3a0ePKKON MOYEHCITyCKAHUS, C TSIKEIIBIMHU KeJTyI0YHO-KUIIeUHEIMI 3a00/IeBaHUSIMU
(BKITIOYasi TOKCUYECKUY METaKOJIOH), C MUaCTeHUEe! I'PaBUC WIN C 3aKPEITOYTOJIbHOM I'TTayKOMOU U
malyeHTaM C PUCKOM Pa3BUTHUS 9TUX COCTOSHUM; - IPYU IPOBEeHUU reMoiuar3a (CM. pa3men
«OapMaKOKMHETHKA»); - ITAllMEeHTaM C TSKeJI0M ITeYeHOYHOU HeIOCTaTOYHOCThIO (CM. pa3men
«OapMaKOKMHETHKA»); - IalldeHTaM C TSKeJI0HW IMT0YeYHO HeJOCTaTOYHOCThIO U ITe4eHOYHOU
HEe[0OCTaTOYHOCTBIO CPEJHEN CTEeIeHHU TAKECTH, KOTOPhle HaXOOATCS Ha TeYEeHUU CUIIbHBIMU
uHrubutopamu uutoxpoma CYP3A4, HanpuMep KETOKOHA30JI0M (CM. pa3pen «B3aumopnencTaue ¢
OPYTUMU JIeKapCTBEHHLIMU CPEACTBAMU U IPYyTHE BUAE B3aUMOLEVCTBUI»).

B3anMogeHCcTBHE C IPYTHMH JIeKapCTBEHHBIMHU CPeCTBAMH H IPyrue BHbI
B3auMoOIeHCTBHI. DapMaKoIOruyeckue B3auMomes cTeusi. OMHOBPEeMEeHHBIN IIPUEM JPYTUX



JIEKAPCTBEHHBIX MTPEIapaToB C aHTUXOIMHEPTUYECKUMYU CBOMCTBAMYU MOXKET UMETh OoJee
BBIPA3UTENbHEIE TepaneBTudYecKkue 3QpGeKTr, a TakxKe MOO0YHEIE peakuun. ITocye mpekpalieHus
IIpUMeHeHHUs npenaparta HuruceMm mo npueMa CaenyoIllinX JeKapCTBEHHBIX CPECTB
AHTUXOJIMHEPTUYeCKO Tepanuu HeoOX0IUMO BhIepXKaTh MIPUMEPHO ONHOHEeIeTbHBIN NHTePBal.
TepanesTuyeckuit 3pPekT conudeHamHa MOKET YMEHBIIUTHCSA IIPX COMYTCTBYIOLIEM IPUMEHEHUU
arOHKCTOB XONIMHEPTUYECKUX penenTopoB. ConudeHallnH MOXKeT CHUXaTh 3)(PEKT TeKapCTBEHHBIX
IIpernapaToB, CTUMYJIAPYIOIIKUX TIEPUCTaNbTUKY XKeNyOOYHO-KUIIEYHOT 0 TPaKTa, TAaKUX KaK METOKJIO-
npaMup 1 nu3anpun. PapMakoKMHEeTHUYECKUE B3auMOOenCTBU. MccneqoBanus in vitro mokasario,
4yTO conudeHalMH B TepaleBTUYeCKUX KOHIIEHTPALKIX He yTHeTaeT MUKpPOCOMEI tedyeHu CYP1A1/2,
2C9, 2C19, 2D6 unmu 3A4. Takum 06pa30M, MaJIOBEPOSITHO, YTO COMUBEHAINH BIUSIET Ha KIIMPEHC
JIeKapCTBEHHBIX CPENCTB, KOTOPhe MeTabonu3upyiorcs pepmerntamu CYP. Brnusuue Opyrux
JIEKaPCTBEHHBIX CPEACTB Ha (hapMaKOKHHETUKY conubeHannHa. ConudeHaua MeTabomu3upyeTcs
dbepmenTom CYP3A4. OmHOBpeMeHHOE NTpUMeHeHNEe KeTOKOHa3oa (200 Mr/CyTKu), CUIIBHOTO
uuruobutopa CYP3A4, mpuBOOUIIO K OByKpaTHOMY moBhImeHu0 AUC conudeHalnHa, B TO BpeMs Kak
nIpueM KeToKoHa3oi1a B mo3e 400 mr/cytku moBriaeT AUC conudenanuta B 3 pa3a. TakuMm o6pa3om,
MaKCHUMaJbHYI0 003y IpemnapaTa HuruceM Heo6X0guMO OrPpaHUYUTh 10 5 MT IIPX OHOBPEMEHHOM
IPUMEHEHNU C KETOKOHA30JI0M MM TepaneBTUUYeCKUMH N03aMH APYTUX aKTUBHBIX MHTMOUTOPOB
dbepmenTa CYP3A4 (HampuMep pUTOHABUPA, HeldHHaABUPa, UTPaKOHa30ma) (cM. pasmen «Crocob
IPUMEHEeHHUs U No3bl»). OMHOBpeMEeHHOe NMpUMeHeHNe ConudeHalHa U CUJIbHOT0 MHTHOUTOpa
dbepmenTa CYP3A4 npoTuBONOKa3aHO MalMeHTaM C TSXKeJIOW MOYeYHOU UM YMEePEHHO BEIpaXkKeHHON
IIeYeHOYHOU HEeJOCTaTOYHOCThI0. He uccnenoBanock BnusgHrue HepMeHTOB MHOYKLIUY Ha
(dbapMaKOKHHETHUKY conrdeHanrHa U ero MeTabolIuTOB, a TaKkKe JIelCTBHUe CyOCTPaToB C
noBHIIIEHHBIM CPoACcTBOM CYP3A4 u ero MeTab0oIMTOB Ha SKCIO3UNNIO conudeHanrHa. [I0CKONIbKY
conmudenanmH Metabonusupyercst pepmernTom CYP3A4, papMakKOKMHETUUECKHE B3aUMOIEHCTBUS
BO3MOZKHEI C APYTUMU CyOCTpaTaMu 3TOro (hepMeHTa, MMEIOIIMMU MOBHIIIIEHHOE CPOMICTBO (HalpuMep
C BepalaMWJIOM, IUJITHAa3eMOM), 1 uHOyKTopaMu pepmerHTa CYP3A4 (HanpuMmep pudaMIALUHOM,
dbenuTonHoM, KapbaMazenruHOM). BiusgHue conudeHaliia Ha GapMaKOKUHETUKY JIeKapCTBEHHBIX
cpencts. [TepoparnbHbie KOHTPALENITUBHL. [IpreM n1eKapCTBEHHOI0 CPeCTBa He BAUSET Ha
(hapMakKOKMHETH-4ECKOE B3aUMOeNCTBUE CoNMudeHalMHa ¢ KOMOMHUPOBAHHLIMY ITePOPaIbHEIMU
KOHTpalleNTUBaMM (3TUHUIIICTPAAUOJI/IeBoOHOprecTpen). Bapdapus. [Tpuem nekapcTBEHHOTO
Cpe[CcTBa He BNUsET Ha (hapMaKOKHHETHYEeCKOe B3auMoneicTeue R-sapdapuHa unu S-Bapdaputa
WU UX BIIUSHUE Ha IPOoTpoMOUHOBOE BpeMs. [IurokcuH. [IpreM 1eKapCTBEHHOTO CPEeNCTBa He
BJIASET Ha (papMaKOKMHETUKY OUTOKCHUHA.

OcobeHHOCTH MPUMEeHeHHUs1. [lepeql HayaloM JieUeHus IpernapaToM HeoOX0AUMO YCTaHOBUTh
BEPOSTHOCTH OPYTUX IPUUYMH 9aCTOT0 MOYEUCIIyCKaHUS (CepaedHasi HeOCTaTOUHOCTh UK
3aboneBanue noyek). Ecnu o6HapyxkeHa UHPEKUKS MOYEBHIBOASIINX IIyTEN, CIeAyeT HadyaTh
COOTBETCTBYIOIYI0 aHTUOAKTEpHAIbHYIO Tepanuio. JIekapCTBeHHOe CPeCcTBO HEOOXOAUMO
IPUHUMAThL C OCTOPOXKHOCTHIO TTallieHTaM: -C KIMHNYeCKHA 3HaYMMOM 00CTPYKIMEeN BHIXOTHOTO
OTBEPCTHS MOYEBOTO ITy3bIPSI, UTO IPUBOJAUT K PUCKY 3a[IepKKHN MOUENCITyCKaHUS; -C KeJIyT0YHO-
KUIIEYHBIMUA 00CTPYKTUBHEIMU 3a00/1€BAHUSIMY; —-C PUCKOM CHUKEHUS MOTOPUKHU KeTyI0YHO-
KHUIIEeYHOT0 TPAKTa; - C TAKEJION IOUYeYHOU (KIupeHC KpeaTuHrHA < 30 MJI/MUH) ¥ YMEepPEHHOU
IIeYeHOYHOM (IT0Ka3aTesb o mkase Yannaa - [Teio 7-9) HegocTaToOYHOCTRIO (CM. pa3mensl «Crocod
IpUMEHeHHUs U J03bl» U «dapMaKOKMHETHKA»); HO3BI AJId 3TUX IAallMeHTOB He JOJIKHBI IIPEBHIIATh 5
MT; - IpY OMHOBPEMEHHOM IIpueMe CUIbHBIX UHTuouTopoB CYP3A4, HanprMep KeToKOHa30a (CM.
pasmensl «Crioco0 mpuMeHeHUs U NO3bl» U «B3auMogeicTBHe C OPYTUMHU JIeKaPpCTBEeHHBIMU
CpenCcTBaMu U APYTHe BUIEI B3aUMOOEUCTBUN»); - C TPBIZKEN NUIIEBONHOI0 OTBEPCTUS OuadparMel
V/UTIY XeIyLOYHO-IUIEeBONHEIM Pe(IIIOKCOM U/UIHU TeM, KTO OGHOBPEMEHHO IPUHUMAaeT
JIeKapCTBEHHEIE ITpernaparTh (Takue Kak 6ucdocdoHaTr), KOTOpble MOTYT IIOBJIe€Yb UIK YCUTUTD
930(arut; -BereTaTUBHOM HelpoImaThen. Y nanueHToB ¢ (aKTopaMy pUCKa, TaKMMU KaK paHee
3apeTruCTPUPOBaHHBIA CUHAPOM yOoinHeHus nHTepBana QT, u runokanneMuel HabI0#anoch



yonuHeHne uHTepBana QT u TpeneTanue/MepiiaHue XKemymodkoB (torsade de pointes). besomacHoCTb
1 3¢ HEeKTUBHOCTH TPUMEHEHUS IeKapCTBEHHOTO CPeNCTBa OOIbHEIM C IOBBIIIIEHHOM aKTUBHOCTHIO
chuHKTEpa HEUPOTEHHOI0 TPOUCXOKIEHNUSA HE UCCIeIOBaHbl. Y HEKOTOPHIX IIAllUEHTOB,
IPUHUMAIOIKX coudeHalliHa CYKIIMHAT, CO00IIaIoCh 0 aHTMOHEBPOTHYECKOM OTeKe C 06CTpyKIuen
OBIXaTeNbHBIX MyTel. [Ipy BOSHUKHOBEHUM OTeKa KBUHKe nedyeHre conudeHanHa CyKIIHHATOM
clenyeT IPeKpaTUTh U IPUHATH COOTBETCTBYIOIINE MEPHI UK Ha3HaYUTh He0OX0ouMoe nedeHne. Y
HEKOTOPBIX MAllMEHTOB, IPUHUMAIOIINX conudeHalMHa CyKIMHAT, HaOmoganuch aHadunakTudec-Kue
peakiuu. [Ipu BOBHUKHOBEHUY aHAGUTaKTUUECKUX peaKlnil iedeHne conudpeHalurHa CYKIIMHaTOM
crenyeT IPeKpPaTUTh U MMPUHSATh COOTBETCTBYIOIINME MEPH UJIK Ha3HAUYUTL HEOOXOAMMOe IeYeHte.
MakcuManbHBIY 9 PEKT IpenapaTa JOCTUTAETCS He paHbllle 4eM Yyepe3 4 Hefenu Tepanuu. B coctas
JIEKapCTBEHHOT'0 CPEeNCTBA BXOAUT JIaKTo3a. [laHHOe JT1eKapCTBEHHOEe CPELCTBO He CIefyeT
IPUHUMATH IalMeHTaM C PeIKUMU HacJle[CTBEHHKIMHU 3a00IeBaHUSIMHU, CBSI3aHHBIMU C
HEeIepeHOCHMOCTHIO TaJIaKTO3Hk!, MedUIIMTOM JaKTaskl Jlammna uiy HapylleHreM ManbabcopOiuu
TJIFOKO3BI-TaIaKTO3HL.

ITpumeneHue e nepuod 6epemMeHHOCMU UIU KOPM/IeHUs1 2pydblo. bepemeHHocmb. Het
KJIMHUYECKUX TaHHBIX 0 XKEeHIMHAX, KOTOphle 3abepeMeHeIn BO BpeMst IpUMeHeHus conudeHalmHa.
OTmBITH Ha XKUBOTHBIX HE BHISIBUIIU MTPSIMOT0 HEOIATOMPUSITHOTO BO3ENCTBUS Ha (GePTUILHOCTD,
pasBuTHE 9MOPHUOHA/IINIONA WK POOEL. [I0TeHITHATbHEIM PUCK Heu3BecTeH. CinegyeT coOI0maTh
OCTOPOXKHOCTH IIPU IPUMEHEHUH NaHHOI0 IpernapaTa 6epeMeHHBIM XKeHIuHaM. KopMieHus rpyasio.
HeT maHHBIX OTHOCHUTEIBHO 3KCKpenuy conudeHanrHa B TPyAHOE MOJIOKO. Y Mbllel conudpeHaunH
W/UK eT0 MeTaboIuTH MPOHUKAIOT B MOJIOKO ¥ BHI3BIBAIOT [10303aBUCHMYI0 HEJOCTATOYHOCTh POCTA Y
HOBOPOXK[EHHBIX MbIIIed.[I[puMeHeHre TeKapCTBEHHOI0 cpefcTBa Hurucem He peKOMEH] yeTCs B
Iepruon KOPMJIeHUS TPYOBIO.

CnnocoOHOCTH B/IMATH Ha CKOPOCTHh PEeaKIHH IIPH yIpaBJIeHHH aBTOTPAHCIIOPTOM HMJIH
IPYrHMH MeXaHU3MaMH. B cBsI3u ¢ TeM, 4To conudeHalnnH, KaK U IPyrue aHTUXOIHHEePTHYeCKIe
IIpernapaThl, MOXKeT BbI3BaTh HEUETKOCTh 3PEHUS ¥ PEIKO COHJIMBOCTD U MOBBIIIEHHYIO YTOMIISIEMOCTb
(cM. pa3men «[To60o4HBEIE peaKIuu»), IPHEM JIEKapCTBEHHOTO CPEICTBA MOXKET HeTaTUBHO BIIMSATH Ha
CIIOCOOHOCTH YIIPABIISTh aBTOMOOUIEM U PaboTaTh C APYTUMHU MeXaHU3MaMH.

Cnoco6 npuMeHeHHUsI U 103bI. B3pocribie, BKI0Yas MaldeHTOB ITOKUIIOr0 BO3pacTa.
PexomeHgyemas no3a - 5 MT JIeKapCTBEHHOTO cpefcTBa 1 pa3 B cyTku. Ecnu Heobxomumo, no3y
MO2KHO TIOBBICUTH 00 10 Mr 1 pa3 B cyTku. [TallueHTH C TOYEYHOU HeJOCTaTOYHOCThI0. He TpebyeTrcs
KOPPEKLUA A03BI OJId TallMeHTOB C YMEPEeHHOU U CpefHel CTeNeHU TIXKeCTU I0YeYHOU
HEe0CTAaTOYHOCTHIO (KIHUpeHC KpeaTuHrHa > 30 my/MuH). [TallieHTaM C TSI2KeJI0M CTEIEHbI0
I0YEeYHOU HEeJOCTaTOYHOCTH (KIUpPeHC KpeaTuHWHa < 30 MJI/MUH) CIeOyeT C OCTOPOKHOCTHIO
IPUMEHSTH IpenaparT B fo3e He 6osee 5 Mr 1 pa3 B cyTKH. [TallMeHTH C TeYeHOYHON
HEJ0CTaTOYHOCTHI0. He TpeOyeTcss KOppeKIus O03bl A7 IalleHTOB C YMEePEeHHOU TeYeHOYHOI
HeIOCTaTOYHOCTHIO. [TallieHTaM ¢ yMepeHHOU [TeYeHOYHOU HeJOCTaTOYHOCTHIO (IT0Ka3aTellb 110
mKkane Yaunga - [1p107-9) cnegyeT NpuHUMATD JIeKapCTBEHHOE CPEICTBO C OCTOPOKHOCTBIO U HE
IIPEBHINIATh O3UPOBKY 5 Mr 1 pa3 B cyTku.IIpuMeHeHMe MOIIHBIX HHI'UOUTOPOB UuTOXpoMa P450
3A4. Mak cuMasibHas 0o03a JIEKapCTBEHHOT0 CPEICTBA MOIKHA OBITh OrPpaHN4YeHa 5 MT MpH
OIHOBPEMEHHOM IIpreMe C KETOKOHA30JI0M UJIU TepalneBTUYeCKUMU J03aMU APYIUX aKTUBHEBIX
uHTHOuTOPOB Ppepmenta CYP3A4, HampuMep pUTOHABUpPA, HellhHUHABUPA, UTPaKOHa301a (CM. pa3men
«B3aumopnencTBUe C OPYTUMU JIeKapCTBEHHBIMU CPENCTBaMU U OPYTHUe BUOLl B3aUMOIEHCTBUAN ).
JleKapCTBEHHOE CPEeICTBO IPUHUMATh IIEPOPAIbHO, TJI0TATh TAOIETKY I[EJTBIMU, 3aliBas KUIKOCTHIO,
He3aBUCHUMO OT IIpHeMa IHUIIN.

Jemu. He uccnenoranack 6e30macHOCTb 1 3 ()EeKTUBHOCTL IPUMEHEHUS IpelapaTa JeTsaM,
JIeKapCTBEeHHOe cpencTBo Hurucewm He crenyeT Ha3HayaTh 3TOM KaTerOpUY IallueHTOB.



IIepeno3upoBka. Cumnmombol. [lepeno3upoBKa conudeHalliHa CyKIIMHaTa MOXKET IIPUBECTHU K
TSI2KeJIBIM aHTUXOIMHeprudeckuM adpdexram. Camas BEICOKas go3a conudeHanHa CyKIIMHATA,
IpUHATasS CIly4allHO OOHUM MallMeHTOM, cocTaBisaia 280 Mr B TedeHUe 5 4acoB, BCIIEICTBUU YET0
HaboJanuch U3MEHEHUS ICUXUYECKOT'0 COCTOSTHUS, HO He TpeboBaa rocmutanu3aiuu. /leueHue. B
CIydae Iepemo3upoBKY conudeHallnHa CYKIIMHATA MalMeHTy Heo0X0IUMO MPHUHITh aKTUBUPOBAHHBIN
yroib. MoxeT OBITh ITOJIE3HEIM ITPOMBIBaHUE XKeJTyaKa, eCJIM OHO CHIe/IaHO B TeueHHe 1 yaca mocie
IIepego3uPOBKH, HO He CIIeyeT BhI3BIBAaTh PBOTY. UTO KacaeTCsl APYTUX aHTUXOJIUHEPTUYEeCKUX

3¢ (}eKTOB, TO CUMIITOMEI CJIETYET JI€YUTD CIIeAyIOMKUM 00pa30oM: - TSKeJlble aHTUXOJIMHEPTu4ecKue
3(deKTH CO CTOPOHH IIEHTPAIbHOM HEPBHOM CUCTEMBI, TaKue KaK TaJITIOIMHALIMY WU MTOBLIIIeHHAS
B0O30YOMMOCTD - IPUMEHSIOT (U30CTUTMUH UM Kap6aXoJl; - CYOOPOTry UK TOBHIIIEHHYIO
BO30YIMMOCTD - BBOOSAT O€H30qUa3EeMIHUHbL; - HEIOCTATOYHOCTL CO CTOPOHEI OPTaHOB OBIXAHUS -
OCVIIIECTBIISIOT UCKYCCTBEHHYIO BEHTUIISIIUIO JIETKHUX; - TAXUKAPOUs - IPUMeHSIOT 6eTa-0110KaTOPHI; -
3apiepKKa MOYEHUCITyCKaHUS - IPOBOASAT KaTeTepU3alliio; - MUAPHA3 - IPUMEHSIOT TJIa3Hble Kalljy,
HalpuMep IUJIOKApINUH, U/UIKA IIOMELaT IalenTa B TEMHYI0 KOMHATY. Kak U B ciy4dae
IIepe03UPOBKY OIPYTUMHU aHTUXOIMHEPTUYECKUMU CpPeCTBaMu, 0c000e BHUMaHUeE CllefyeT yaensaTh
maldeHTaM C YCTaHOBIIEHHBIM PUCKOM yOIrHeHus uHTepBana QT (Ipu runokanneMuu,
OpafuKapouu, IPY OMHOBPEMEHHOM IIPUMEHEHHUH ITperapaToB, BHI3HIBAIONIUX YATUHEHNE HHTepPBasa
QT) u manueHTaM c 3a00JIeBaHUSIMHU CepAlla (MIIeMus MUOKAp/a, apUTMHUH, 3aCTONHAs cepaeyHast
HeOOCTaTOYHOCTS).

I[To6ounble peaknuuu. MudekIuy 1 nHBa3uU: UHGEKIIMN MOYEBBIBOASAIINX IIyTEN, IUCTHUT; CO
CTOPOHBI UMMYHHOM CUCTEeMBI: aHaQUTaKTHIeCKast PeakIusi; CO CTOPOHEI MeTaboIu3Ma 1
MUIIeBapPEeHUs: CHUXKEHNE allleTUTa, TUIIepKaaueMus; CO CTOPOHBI ICUXUKHU: TaJITIOLAHALIAH,
CITyTaHHOCTB CO3HaHUs, Opefl; CO CTOPOHBI HEPBHOM CHUCTEMBI: COHJIMBOCTD, HapyIleHHe BKYyCa,
TOJIOBOKPYKEeHUe, TojI0BHas 60JIb; CO CTOPOHBI OPraHOB 3PEHUS: HEYETKOCTh 3PEHHUSs, CYX0CTh I'Ja3,
T7IayKoMa; CO CTOPOHH CepAlla: TpelleTaHWe/MepliaHue XKeTyqouKoB cepaua (torsade de pointes),
yonuHeHne uHTepBana QT Ha anekTpoKapauorpaMMe, GUOPUIIISIUS IPeICEPOUN, OIIYIIIEHNE
cepaueOueHns, TaXUKAPAUST; CO CTOPOHHI JbIXaTeJIbHON CHCTEMBI, OPTaHOB TPYIHOM KIIETKH U
CPemoCTEHHUS: CYXOCTh CIU3UCTOM 060I0YKM HOCOBOM IOJIOCTH, IUCHOHMS; CO CTOPOHHL XKETyL0YHO-
KHMIIIeYHOT0 TPaKTa: CyXOCTh BO PTY, 3aIl0p, TOIIHOTA, JUCIIeNCHus, 60JIb B XKUBOTE,
ractpoa3odareanbHbi peQIOKC, CyXOCTh B TOpJie, HEIIPOXOAUMOCTE TOJICTOTO KUIIIEUHUKA,
KOIIPOCTa3, PBOTA, KUIIeYHass HEITPOXOOUMOCTh, aOOMUHAIBHEINM TUCKOM(OPT; remaToOuIapHble
PacCTPOMCTBA: HapyIleHus GYHKIUN TeYeHU, HapyIIeH!s B HaHHBIX JTaO0PAaTOPHEIX MCCIIeNOBAHUN
IIeYeHOYHBIX ITP06; CO CTOPOHBI KOXKH U IMOTKOXKHEIX TKAHEH: CYyXOCTh KOXKH, 3y, CHIIb,
MynbTU(QOPMHAs 9pUTEMA, KpauBHUIA, 0TEK KBUHKE, 9KCHOTUATUBHEIA JEPMATUT; CO CTOPOHEI
OTIOPHO-JIBUTATEILHOTO allllapaTa ¥ COeAUHUTENIbHON TKaHU: MBIIIeYHas c1ab0CTh; CO CTOPOHEI
IIOYeK ¥ MOUYEBBIBOASAIIEN CUCTEMBL: 3aTPyIHEHHOEe MOYENCITyCKaHue, 3a/iepKKa MOYEUCIIyCKaHus,
oYeyvHasl HeJOCTaTOYHOCTh; OOIIMe HapyIIeHUS: TOBHIIIEHHAsS YTOMIISIEMOCTD, ITepudepuydecKue
OTEKH.

CpoK rogHocCTH. 2 roaa.

YcnoBus xpaHeHUsi. XpaHUTh B OPUTHHAIBHOM yIIaKOBKe IIpU TeMIlepaType He Bhiie 25 []C.
XpaHUTHL B HEIOCTYIIHOM [JIs1 HETEN MecCTe.

VnakoBka. [To 10 TabneTok B 6nucTepe; o 3 61ucTepa B Iadke.
Karteropusi ornycka. [lo peuenry.

IIpousBogurenn. AO «KUEBCKUY BUTAMUHHBIN 3ABO]I».MecToHAX0XKIEHHE IIPOU3BOOUTENSIU
azpec MecTa OCyIIecTBeHus ero geatenbH octu. 04073, Ykpausa, r. Kues, yi. Konwiiosckas, 38.
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