COOTBETCTBYET ZKCNEPTHOMY OTUETY
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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPETAPATA “P0 1)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Motoractpuk, 10 Mr, TabaeTku, MOKPHITHIE TIICHOYHOH 000JI0UKOH

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHbBIN COCTAB
JelicTByrolee BEIECTBO: JOMIIEPHUIOH.

Kaxnas tabnerka conepxut 10 mMr nommepuaoHa.

[TonHbIi mepeyeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TalneTku, MOKPHITHIE TNICHOYHOI 000JI0UKOH.

Kpyrnbie TabnaeTku ABOSKOBBIMYKIONH (POPMBI, TOKPBITHIE TUIEHOYHON O00O0JIOUKON Oenoro uiu
noutu Oenoro 1Bera. Ha momepedHoM paspe3e — BHYTPEHHHM CJIOW O€I0ro WIIM MOYTH OEJIoro

LBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO
[Ipenapat MoToracTpuk Moka3aH K IPUMEHEHHIO Y B3POCIIBIX U MOIPOCTKOB B Bo3pacte oT 12 ner

JIA 00IerYeHusT CHMIITOMOB TOITHOTBI M PBOTHI.

4.2. Pexxum 103UPOBAHUS M CTIOCO0 MPUMEHEHUs

PexxuM 103upoBaHus

Bspocnvie

ITo 1 Tabnerke (10 Mr) 3 paza B CyTKH, MaKCUMaJibHasI CyTOYHAs 7103a cocTaBiisieT 3 Tabnetku (30
MT).

MakcumManbHasi MPOIOJDKUTEILHOCTh IPUMEHEHUS TIperapaTa He IOJDKHA MPEBBIIIaTh 7 THEH U
OTIpe/IeIIIeTCsl Ha3HAYCHHUEM JIeUallero Bpaya.

Oco0nIe I'pynIbl TalnMEHTOB

Tayuenmsl noscunozo 6o3pacma

[Ipu neyeHnn MOKUIBIX MAIIMEHTOB KOPPEKTUPOBKA JT03bI HE TPEOyeTCsl.

Tayuenmoi ¢ Hapywenuem yHKyuu novex

[TockoNbKy MepHoA TOMYBBIBEICHHS JTOMIIEPHIOHA TPU TSHKETION MOYEYHOH HEeIOCTaTOYHOCTH
(Tpu KOHIIEHTpAIIMK KpeaTHHHUHA B CBIBOPOTKE >6 Mr/100 M, T.€. >0,6 MMOJIB/JT) YBETUINBACTCS,

YaCTOTy npueMa AOMIICpHUIOHA CJICAYCT CHU3UTH 10 1 wmm 2 pa3 B CYyTKH, B 3aBUCUMOCTU OT
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TSKECTH HEAOCTATOYHOCTH. HeoO6xoamMo UDOBOZ[I/ITD | '“T%@&Jlézrma HI/re‘ "1]a1<1/1x

COOTBETC TEn'ET SKCTNEPTHOMY OTYETY

NaIMEeHTOB.
Tayuenmoi ¢ HapywieHuem QYHKYuU neveHu
[TpumeHeHre nomMmnepu0Ha MPOTUBOMOKA3aHO Y MAIlMEHTOB CO CPEAHETSKENION WM TSKEIOon
MEYECHOUYHON HEeI0CTaTOuHOCThIO (7-9 GamioB u >9 GamnoB mo kiaccudukaruu Yaitna-ITsto,
COOTBETCTBEHHO). Y TMAIMEHTOB C JIETKON MEUEHOYHOW HEJOCTATOYHOCThIO (5—6 OamioB 1o
knaccupukanun Yaina-I1s10) Koppekun 10361 npenapara He Tpedyercs (cM. pa3zaen 4.4.).

eTu
[Ipenmapar MoToractpuk HEe MNpPUMEHSAETCS y JeTed B Bo3pacte A0 12 JeT, MOCKOJBbKY
3P PEKTUBHOCT U OE30MACHOCTh HE YCTaHOBJIEHBL. J[aHHBIE OTCYTCTBYIOT.
Iloopocmxku 6 so3pacme om 12 nem 0o 18 nem
ITo 1 Tabnerke (10 Mr) 3 paza B CyTKH, MaKCUMaJibHasl CyTOYHas 7103a cocTaBisieT 3 Tabnetku (30
MT).
MakcumManbHasi MPOIOJDKUTEILHOCTh IPUMEHEHUS TIperapaTa He JIOJDKHA MPEeBBIIIaTh 7 THEH U
OTIpeNieNsIeTCsl Ha3HAYCHHUEM JISHalero Bpaya.

Croco0 IIpuMeHeHus

BryTps. Pexomenayercs npuHuMarh TabieTku goMrepuaona 3a 15-30 MuUHyT A0 enbl, B ciydae

nprema rperapara mocie e1bl a0copOIus TOMIIEPHIOHA MOXKET 3aMEeJIAThCSL.

4.3. IIpoTuBONOKA3aHUS

® TUNEPYYBCTBUTEIHLHOCTb K JOMIIEPHIOHY WU K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B pazzaene 6.1.;

e JeTCKui Bo3pacT A0 12 ner;

e Macca Tejla MeHee 35 KT

e OEpEeMEHHOCTH;

® TIEPHO/ JaKTaLUU;

® TIPOJAKTHHOMA;

® OJHOBPEMEHHOE NMPUMEHEHHE MEePOpPaTbHBIX (HOPM KETOKOHA30ja, SPUTPOMHUIIMHA WU
JIpYTUX CWIbHBIX WHrHOUTOpOB u30epmenta CYP3A4, BBI3bIBAOMNX YAJIUHCHHE
untepBana QT (Takux Kak KJIApUTPOMHULIMH, UTPAKOHA30JI, (IyKOHA30J], M03aKOHA30Il,
PUTOHABUP, CAKBUHABHUP, aMUOJAPOH, TEIUTPOMHUIIMH, TEIANpPEBUP U BOPUKOHA30II), 3a
UCKITIOYCHHEM arioMOpUHa;

® BbIpAKEHHBbIE DJIEKTPOJIUTHBIC HapyLIeHHs WIM 3a00yeBaHUs CcepAlld, TaKhe Kak

XpOHHUYCCKaA cepaAcHHad HEAOCTATOYHOCTD,
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HEIPOXOIUMOCTh, Mephopalns KelyaKa UM KHIIeUHUKa;

® [ICYCHOYHAs HEAOCTATOYHOCTh CPEAHEN U TXKEIION CTEIIEHU TSKECTH.

4.4. OcoOble yKa3aHHsl U MePbI MPEI0CTOPOKHOCTH NMPHU MPUMEHEHU U

JloMIiepuioH HE PEKOMEHIYeTCs MPUMEHSTh I NPO(UIAKTUKUA TOIIHOTHI U PBOTHI MOCHE
Hapko3a. [Ipu mIMTEeNbHOM TEpanmuu mpenapaToM IALUEHTHl JOJDKHBI HAXOIUTHCS I10J
PETYISIPHBIM HAaOJIIOICHUEM Bpaya.

Bo3aelicTBrUE Ha CEPICYHO-COCYIUCTYVIO CUCTEMY

Jomnepunon MokeT BbI3bIBaTh yuiMHeHue wuHTepBana QT wa OKI. B xoxe
MOCTMAapPKETUHTOBBIX HMCCIIEOBAHUNA y MalMEHTOB, MPUHUMAIOIIUX TOMIIEPHAOH, B PEAKUX
ClIy4asiX 0TMeuasaoch yBeandeHue narepsaia QT u BOSHUKHOBEHHUE ey JOYKOBOH TaXUKapAUU
[0 THUIYy «IUPYIT». JlaHHBIE HEXenaTelbHble PEAaKUMHU ObUIM OTMEYEHBI, B OCHOBHOM, Y
NAIMeHTOB ¢ ()aKTOpaMH pPHUCKA, C BBIPAKCHHBIMH S3JIEKTPOJIUTHBHIMH HApPYIICHUSMHU WIN
OJIHOBPEMEHHO NMPUHUMAIOIINX Mpenapartsl, yBenuunBatonme narepsai QT.

B Xoze HEKOTOpBIX MCCIeAOBAHMH OBIIO MOKA3aHO, YTO MPUMEHEHHUE JOMIEPUIOHA MOXKET
IPUBECTH K YBEJIMUCHHUIO PUCKA XKey10YKOBOM apUTMHUU MM BHE3AIMHON KOPOHApHOH cMepTH
(B 0coOEHHOCTH Y MaIMeHToB cTapiie 60 JIeT WK Mpu IpUMEHEHUH pa3oBoii 10361 Oonee 30 mr,
a TaK)Ke y MalleHTOB, OTHOBPEMEHHO MPUHUMAIOIIUX MPENapaThl, yBeIUUUBAIOIINE HHTEPBAII
QT, unu naruburtopsl nzopepmenta CYP3A4).

[IpuMmeHeHne foMIepUI0Ha U APYTUX MIPENapaToB, CIOCOOHBIX BBI3BATh YAJUHEHHE HHTEpBAIa
QT, He pekOMEeHI0BaHO y MallMEHTOB C BBIPAXKEHHBIMH AJIEKTPOJIMTHBIMU HApYIICHUSIMU (TUIIO-
U TUTIEpPKAJIMEMUsl, THIIOMAarHe3UeMusl) UM Y TTAIIMEHTOB ¢ 3a00JIEBaHUSAMU Cep/Illa, TAKUMHU KaK
XpOHHMYECKAsl cepAeyHas HEeNOCTaTOYHOCTh. DbBBIIO MMOKa3aHO, YTO HalMuyue Yy MalueHTa
JNEKTPOJINTHBIX HapyIIeHUH (TUIO- M TUIEpPKaIMEeMHMsl, TUIIOMAarHe3ueMus) u Opaaukapauu
MOJKET YBEJIMYUTh PUCK pa3BUTHUA apuTMuu. [Ipuem mommnepuaoHa ciieyeT NMpeKpaTHTh Mpu
BO3HUKHOBEHUH JIIOOBIX CHUMITOMOB, KOTOpPBIE MOTYT OBITh acCCOIMHPOBAHBI C HapyLICHHEM
putMa cepaua. B aTom ciayyae HE0OX0AUMO MMPOKOHCYIBTUPOBATHCS C BPAUOM.

[IpuMeHeHrne OJTHOBPEMEHHO ¢ anmoMOPhHUHOM

JlomnepuioH MPOTHUBOINOKAa3aH IMPU COBMECTHOM IpUEME C JIEKAPCTBEHHBIMU CPEJICTBAMH,
yanmussiormmumu uaTepBan QT, 3a uckimrouennem anomopduHa. [IpuMeHeHHe COBMECTHO ¢
anoMop(UHOM BO3MOXHO TOJBKO B TOM CiIy4yae, €CIU MPEUMYIIECTBO COBMECTHOTO
NpUMEHEHUsl JOMIIEpUIOHAa C anoMOpGUHOM MPEBBIIIAET PUCKU U CTPOTO COOMIOJAIOTCS
pEKOMEHlyeMble Mepbl MPEJOCTOPOKHOCTH MJIE COBMECTHOTO NPUMEHEHHUs IMpenaparos,

YIOMSHYTBIE B MHCTPYKIUH 110 MEAULIUHCKOMY IPUMEHEHHIO anioMopuHa.
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OJIHOBPEMEHHOM INPHMEHEHUH Tperapara ¢ aroHucTaMu A0(paMUHEPTHYECKHX PEIEeNTOPOB
(OpOMOKpPHITHH, JIEBOJIONA) TOMIIEPUAOH YTHETAET HEXeIaTelbHbIe nepudepuueckue 3h exTst
NOCIIEIHNX (TaKhe KaK HapyIICHHE MUIIeBAPEHUS, TOITHOTA U PBOTA), HE BIUSS IIPU 3TOM Ha UX
neHTpanbabie 3 dexTrl. [Ipenapat pekoMeHayeTCS MPUHUMATh B MUHUMATbHON 3D PeKTUBHON

J03¢€.

4.5. B3aumopeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMHU TMpenapaTamMu H JApyrue BHJbI

B3alMOeliCTBUSA

BzaumopeiicTBue co cienyonMe pernapaTaMi MOKET IMOBBIIIATh PUCK YBEJIMYSHHS HHTEpBalia

QT.

Ilpomueonokaszannvie kKomOuHayuy — Mpenaparel, yBenunuruparomue natepsan QT:

- aHTHApUTMUYECKUE TMpenaparhl kiacca IA (Hampumep, AM3ONMUpPAMHA, TUIPOXUHHIIUH,
XUHUIUH),

- aHTHapuTMHUYecKue mpemnapartsl knacca Il (Hanmpumep, aMmuogapoH, 1o0pETHINI, APOHEIAPOH,
UOYTUIIH]I, COTAJION),

- AHTUICUXOTHYECKUE CPEJCTBA (HallpuMep, Trajonepuaoi, MMMO3uI, CEpTUHON),

- aHTHUJENPECCAHTHI (HAIpUMEP, [IUTAIONPAM, SCIIUTAIIONPAM),

- aHTHUOWMOTHKY (IPUTPOMHUIIMH, JIEBODIOKCAIINH, MOKCH(DIOKCAIIMH, CTUPAMULIVH ),

- TPOTHUBOTPHOKOBBIE MpenapaTsl (HanpuMmep, GIIyKoHa301, IEHTaMUINH ),

- aHTUMAJIIPUHHBIE TIPETapaThl (B 4aCTHOCTH, TaodaHTpHH, TyMe(haHTPHH),

- KeNyJI0YHO-KHUIIEYHBIE MpernapaTsl (Hanpumep, HU3anpui, J0JacCeTPOH, MPYKaIONpu.),

- AHTUTMCTAMUHHBIC TIPENaparsl (HalpuMep, MEXUTa3HH, MU30JIaCTHH),

- TIPOTUBOOITYXOJICBBIE Mpenaparkl (Hampumep, TopeMuQeH, BaHIeTaHHO, BUHKAMUH),

- JIpyrue mpenaparsl (Hanmpumep, oenpuaui, nupemMaHuia MeTHICyIbdaT, METaI0H),

- wmomHble uHruouTopel uzopepmenta CYP3A4 (He3aBuCMMO OT WX BO3JCUCTBHS Ha
MPOJIOJKUTENBHOCTE HHTEpBaa QT),

- MHTHOUTOPHI MPOTEa3kl (HAlpUMep, pPUTOHABHUP, CAKBUHABUP U TEIAPEBUD),

- NPOTHBOrPUOKOBBIE CpEACTBA Aa30JI0BOTO psAna (Hampumep, HUTPAKOHa30Jl, KETOKOHA30l,
MM03aKOHA30JI, BOPUKOHA30]),

- HEKOTOpbIE AHTHOMOTHKM W3 TPYMIBl  MaKpOIHIOB  (HAMpUMEpP, DPUTPOMHUIIUH,
KIIAPUTPOMHUIIUH, TEITUTPOMHUIINH ).

Hepexomenoosannvie kombunayuu: ymepeHHble WHruouTopbl wu3opepmenta CYP3A4

(munTrazem, Bepamamui, HEKOTOpPblE aHTHOMOTHKW W3 TPYyNIbl MakpoiunoB). KomOuHanuu,

KOTOpBIE CIIeyeT MPUMEHSITh C OCTOPOKHOCTBIO: IMPENapathl, BHI3BIBAIOLINE OpaguKapIHio U
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TUIOKAIMEMUIO, a TAKXKE a3UTPOMUIIMH U POKCH DOMHHﬁE.I:]Ji;IM' ' EM ;I/I'IITD Ka:b%‘l).lHaT,

JpyTUE aHTAIMIHbIE M aHTUCEKPETOPHBIE MPemnapaThl CHUKAIOT OMOAOCTYIHOCTh JOMIIEPU/IOHA.
Togviuarom Kkonyenmpayuro OOMNepuoOHa 6 Niazme Kpoeu: TPOTHBOTPUOKOBBIE CPEICTBA
a30JI0BOTO PsAa, aHTUOMOTUKY U3 TPYIIIBI MAaKPOINAOB, HHruonTopsl BUY-poTeassr.
JloMrepuioH COBMECTUM C TIPUEMOM  AHTHIICUXOTHYECKMX JIGKAPCTBCHHBIX CPE/ICTB
(HEeHpPOJIENTUKOB), arOHUCTAMU 10(AMHUHEPTUYECKHUX PELEeNITOPOB (OPOMOKPHIITHH, JIEBOOINA).
OnHOBpeMEHHOE NPUMEHEHUE C TapareTaMojioM M JUTOKCHHOM HE OKa3bIBaeT BIIMSHUS Ha
KOHIIEHTPALIUIO 3THX JICKAPCTBEHHBIX CPEJICTB B KPOBH.

[IpumeHeHne COBMECTHO € altoMOP(UHOM BO3MOYKHO TOJIBKO B TOM CITydae, €CIH MPEeUMYIIECTBO
COBMECTHOT'O NMPHUMEHEHHs MPEBBIIIACT PUCKA U CTPOrO COOIIOAAIOTCS PEKOMEHIYEMbIE MEpHhI

MpEaAOCTOPOKHOCTU AJId COBMECTHOI'O MPUMCHCHUS IPCIIapaToB.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[IpenapaTt mpoTUBOMOKA3aH K MPUMEHEHUIO IPU OEPEMEHHOCTH.
JlakTanms
[Ipenapat npoTUBOMNOKAa3aH K MPUMEHEHHIO B IEPUO/T JTAKTAIIH.

DepTUILHOCTE

Bo3znetictBre Ha pepTUIBHOCTD Y JTIOACH HE OIICHUBAIIOCH.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padoTath ¢
MeXaHM3MaMH

Heo6xonumo co0iroaTh OCTOPOXKHOCTh MPU YIPABICHUM TPAHCHOPTHBIMHU CPEJICTBAMHU U
3aHATUAMA OPYTUMHU  [MOTCHLIUAJIBHO OIIaCHBIMU BHUAAMU  JCATCIBHOCTH, TpCGYIOH_II/IMI/I
NOBBIIIEHHONW KOHIIEHTPAIMM BHUMAHUS M OBICTPOTHI IICUXOMOTOPHBIX pPEaKiuii, B CBA3H C

PHUCKOM pa3BUTHS MOOOYHBIX peaklUid, KOTOPbIE MOTYT BIUSATH HA YKa3aHHbIE CTIOCOOHOCTH.

4.8. HexkennaTeibHbIe peakunuu

Pesrome npoduiis 0esonacHocT

Ilo OannbiM KIUHUYECKUX UCCIe0068aAHUL

Heowcenamenvnole peaxyuu, Habarodasuuecs y >1 % nayuenmos, npuHUMAasUiux ()omnepudon:

JIETIPECCHsl, TPEBOTa, CHIDKCHHUE UITH OTCYTCTBUE JTMOMI0, TOJIOBHAS 00JIh, COHITMBOCTH, aKaTHU3HUSI,
Juapesi, ChIllb, 3y, YBEIHMUYEHHUE MOJIOUHBIX Kelle3/THHEKOMACTHsI, 00JIb U YyBCTBUTEIHHOCThH B
00JacTH MOJIOYHBIX JKEJie3, TallaKTOpes, HapyIICHHs MEHCTPYalbHOTO IUKIA W aMEHOpes,
HapyIICHUE JTaKTAIlMH, aCTCHHUS.

Heorcenamenvhole peaxyuu, HabI00asuwuecs y <l % nayuenmos, NpuHUMAasUIUX ()omnepudon:

TUIICPYYBCTBUTCIIbBHOCTD, KpAalTMBHUILIA, OTCK MOJIOYHBIX KCJIC3, BBIACJICHUA U3 MOJIOUHBIX KCIIC3.

5
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Pe3roMe HexxenaTeabHbIX PEAKIINN

[IpuBeneHHBIC HUKE HEKENIATEIIbHBIC PEaKIIUH KJIACCU(DUIIUPOBAIIN CIICAYIOIIUM 00pa3oM: OUCHb
gacto (>1/10), gacto (>1/100, vo <1/10), Hewacto (>1/1000, HO <1/100), penko (>1/10000, HO
<1/1000) u ouens peako (<1/10000), Bkiroyast OTAEITbHBIE CITyYaH.

Ilo oannvivm cnormanHbix 00061/[467-!1/[12 0 HeocenamellbHblX AB6NTEHUAX

Hapywenus co cmopoHvl uMMYHHOU cucmembl

Ouenb peako: aHaQUIAKTUYECKUE PEaKIuy, BKII0Yas aHAQHIAKTHYECKUH IIIOK.

Icuxuueckue napywenus

OueHb peaKo: MOBBIIEHHAs BO30YIMMOCTb, HEPBO3HOCTb, PA3IPaXKUTEIbHOCTD.

Hapywenus co cmoponul HepéHoii cucmemvl

OueHb peiKo: COHJIMBOCTD, FOJIOBHAs 00JIb, TOJIOBOKPYKEHHE, SKCTpaupaMUuIHbIE pacCTpoiicTBa
U CyJIOPOTH.

Hapywenus co cmoponul cepoeuno-cocyoucmoii cucmembl

YacToTa HEM3BECTHA: KEITYyI0UKOBAs apUTMHUS*, eIy JOUKOBAst TAXUKAPUS 0 TUILY «ITHPYIT»,
BHE3aIHast KOpOHApHasi cCMepTh™*.

Hapywenus co cmopoHbl Kodicu u NOOKONMCHBIX MKAHel

OueHb peliKo: KpanMBHUIIA, aHTHOHEBPOTUYECKUN OTEK.

Hapywenus co cmopoHuvl nouex u mouesvbi8o00sauux nymetl

OueHb penko: 3aeprkKa MOYH.

Jlabopamopnvle u uncmpymenmanbHole OaHHble

Ovenp  penko: OTKJIOHEHUSI ~ JIaDOpaTOpHBIX  TOKa3zarened  (yHKIMM  IEYEHH,
TUIEPIPOIAKTUHEMUS.

*B  HEKOTOPHIX SMHIEMHOJIOTMYECKHX HCCIENIOBAaHUAX ObUIO IOKa3aHO, YTO NPUMEHEHUE
JIOMIIEPUIOHA MOXKET OBITh CBSI3aHO C MOBBIIIEHUEM PUCKA PAa3BUTHUS CEPbE3HBIX XKETYJOUKOBBIX
apUTMUN WM BHE3aIMHOW CMepTH. PUCK BO3HMKHOBEHHWS JTaHHBIX SIBJICHHI OOJiee BEPOSTCH Y
narueHToB crapie 60 JeT ¥ y NalMeHToB, MPUHUMAIOIIKX MpenapaT B CyTouHOH f03e 6oiee 30
Mr. PekoMeH10BaHO pUMEHEHNE AOMIIEpUI0HA B HAaMMEHbIIeH 3((EeKTUBHON 103€ Y B3POCIBIX
U JIETEN.

Heowcenamenvnovle  peaxyuu, 6vlsaeieHHble 8 xo0e nocmpe2ucmpayuOHRblX  KIUHUYECKUX

uccnedosanull

Hapywenus co cmopoHvl uMMyHHOU cucmembl

YacroTa HeM3BeCTHA: aHA(QUIAKTHICCKUE PEaKIIUy, BKITIOYas aHA(PHIIAKTHICCKUH IIOK.
Icuxuueckue napywenus

Heuacto: noBsIeHHas BOBGYI[I/IMOCTB, HCPBO3HOCTD.
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Hapywenus co cmoponul HepeHoli cucmemvl

Yacro: roJIoBOKpyKEHUE.

Penxo: cynoporu.

YacToTa HEM3BECTHA: AIKCTpAMPaMHUIHbIE PACCTPOMCTBA.

Hapywenus co cmoponvl cepoeuno-cocyoucmoii cucmemol

YacToTa HEM3BECTHA: KEITYA0YKOBAS apUTMUS ™, )KEIyT0YKOBasi TAXUKAPAHS IO THITY «ITHPYIT»,
BHE3aITHasi KOpOHApHasi CMepTh™*.

Hapywenus co cmoponbl siceny0ouHo-Kumeuno2o mpaxkma

YacToTa HEM3BECTHA: CyXOCTh BO PTY.

Hapywenus co cmoponvl Kod#cu u NOOKOICHLIX MKAHE

YacroTa HEM3BECTHA: AHTHOHEBPOTUYECKHM OTEK.

Hapywenus co cmoponbl novek u Mouesbigo0AWuUx nymet

Heuacro: 3agepxka MOUH.

JlabopamopHvle u uncmpymenmanbHvle OaHHble

HeuacTo: oTkiI0HEHUS 1aOOPAaTOPHBIX MTOKa3aTeneil (pyHKIMH eYeHu.

Penko: runepnponaakTHHEMHS.

*B HEKOTOPBIX SMUAEMHOJOTHYECKHX HCCIENOBAaHUSAX OBUIO IOKa3aHO, YTO IPUMEHEHUE
JIOMIIEPUIOHA MOXKET OBITh CBS3aHO C MOBBIIIEHUEM PUCKA PA3BUTHUS CEPbE3HBIX KETYJOUKOBBIX
apUTMHUI WM BHE3alHOW CMepTH. PMCK BO3HMKHOBEHHS NAHHBIX SBJICHUU Ooyiee BEpOSITEH Y
ManyueHToB crapiie 60 JIeT U y MalMeHTOB, MPUHUMAOIINX MperapaT B CyTOYHOM 03¢ 6oiee 30
Mmr. PexoMeH10BaHO TpUMEHEHHE JOMIIEpUIOHA B HAaUMeHbIel 3(hPeKTUBHOM 103€ Y B3POCIIBIX

U JieTe.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mares O TM0J03pEBaCMBbIX HEXKENATCIbHBIX PEAKIHAX IOCIE PETUCTPAIHH
JICKApCTBEHHOTO Iperapara ¢ Iellbl0 00eCIIeYeHNsT HEPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOrO mpernapara. MeIUIMHCKUM PaOOTHUKAM PEKOMEHIYETCs
coo0maTh O JIOOBIX MOJ03PEBAEMbBIX HEKEIATEIBHBIX PEaKIMIX JIEKAPCTBEHHOIO Iperapara
Yyepe3 HAIMOHAIBHBIE CHCTEMBI COOOIICHUSI O HEXKEIAaTeIbHBIX PEaKIUIX TOCyIapCTB — YWICHOB
EBpa3zuiickoro 5KOHOMHUYECKOTO COK03a.

Poccniickas @enepanvs

®denepanbHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Anpec: 109012, r. MockBa, CnaBsiHcKas miomazis, a. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHHUKALIMOHHOM ceT «HTepHEeT»:
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4.9. Ilepeno3npoBka

CuMITOMBI

Bcerpewarorest yaiie Bcero y muazeHueB W aeteil. Ilpu3zHakamu mepego3upoOBKHU  SIBISIIOTCS
QXKHUTAaLNs, U3MEHEHHOE CO3HaHUE, CyI0POTH, Ie30pUEHTALNs, COHJIIUBOCTh U SKCTpAaTMpaMUIHbIE
peaKkiuu.

Jleuenue

CumnromaTtnueckoe, crnenuduyeckoro aHTuaota HeT. I[IpoMmbiBaHuMe Kenmylka, HpuUeM
AKTUBUPOBAaHHOIO  YIVIA, TPU  BO3HMKHOBEHMM  OKCTpallMpaMHUIHBIX  peakuud  —
AQHTUXOJIMHEPTUYECKUE, TPOTUBOMIAPKUHCOHUYECKHE CpelicTBA. M3-32 BO3MOXKHOIO YBEJIUYEHUS

untepBasia QT ciegyer MoHUTOPUPOBATH 31eKTpokaparorpammy (IKI).

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOMCTBA

dapmakoTepaneBTHUECKass TpyIna: CpeacTBa Ui JiedeHHs (YHKIMOHAIBHBIX HapyIICHHH
eIy TOYHO-KUIIEYHOTIO TPAKTa; CTUMYJIITOPBI MOTOPHUKH KEJTy 10YHO-KUIIEYHOT'O TPAKTa.

Kon ATX: AO3FAQ3

Mexanusm aeiicteus u hapMakoauHaMudeckue 3O GHEKTEI

JloMnepuioH — aHTaroHMCT JaodamMHHa, OO0JAJAIOUINI NPOTUBOPBOTHBIMU CBOMCTBAMH.
JlomMnepuoH TUIOXO TIPOHUKAET dYepe3 remMarodHiedanuyeckuii Oapbep. [Ipumenenue
JOMIIEPUIIOHA PEIKO COMPOBOXKIACTCA OSKCTPANUPAMUIHBIME MOOOYHBIMU  JEHCTBUSAMY,
0COOEHHO Y B3pOCIBIX, HO JIOMIIEPHIOH CTUMYJIMPYET BbIICICHUE IPOJaKTHHA U3 Tunodusa. Ero
OPOTHUBOPBOTHOE JIEHCTBHE MOXET OBITh OOYCIIOBJIEHO COYETaHWEM MepudepuyecKoro
(racTpOKMHETHYECKOT0) ACUCTBUS M aHTArOHU3Ma K perientopam Jo(aMuHa B XeMOPELENTOPHOU
TPUITEPHON 30HE, KOTOpas HAXOAMTCA 3a IMpelellaMd TIeMaTOdHIepaTndeckoro Oapbepa.
HccnenoBanus Ha JKMBOTHBIX M HU3KME KOHILIEHTpALMM IIpENapaTta, BBIBISEMbIE B I'OJOBHOM
MO3re, CBUICTEIbCTBYIOT O MPEUMYIIECTBEHHO NEpH(PEepUuIecKOM AEHCTBUU AOMIEpPUAOHA Ha

n10(haMHUHOBBIE PEIIETITOPHI.

5.2. ®apMaKoOKHHeTHYECKHE CBOHCTBA

DapmakoKkunemuka

AOGcopbuus

[Ipu mpueme HaTOIIAK AOMIIEPUIOH OBICTPO abcopOMpyeTcs mociie mpruemMa BHYTpPb, THKOBBIC

MJIa3MEHHBIC KOHIIEHTpamuu JocturaioTcss B Teduenne 30—-60 munyTt. Huskas abGcomroTHas
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OMOOOCTYIHOCTL JOMIIEPHUIOHA IIPH IIPUEME BHYTPE (nﬁ _I-)H 2 o' : ':;:: I/I f'e';fél;[ I.JII)IM
y p pu TIp NG 15031 deia o TrhTe HOHme

IPECUCTEMHBIM METa00IM3MOM B KUIIEYHON CTEHKE U MEUYEHHU.

Homnepunon cineayer npuHumarh 3a 15-30 MuHyT 10 eapl. CHUKEHUE KUCIOTHOCTH B JKEITYJIKE
OPUBOJIUT K YXYJIIEHUIO BCAChIBaHUS AOMIIEpHIOHA. BHOJOCTYNMHOCTH MpU IpHEME BHYTPb
CHU)KAETCS MpU IMpeIBAPUTEILHOM MpHeMe IUMETUIMHA U HaTpusl OukapOonara. [Ipu nmpueme
npernapara 1nocie esl AJis JOCTHKEHHUSI MaKCUMalIbHOW abcopOumu TpedyeTcs 00bllie BpeMEeHH,
a rromaas noj papmakokuHeTnueckoi kpuBoi (AUC) HECKOTBKO YBETUYUBACTCS.

Pacnopenenenue

[Ipy npueme BHYTpb JOMIIEPUIOH HE HAKAIUIMBAETCSI M HE HUHAYLHUPYET COOCTBEHHBIN
MeTa0OJIM3M; TUKOBBIN MIa3MEeHHBIH ypoBeHb 21 HI/Mi uyepe3 90 MUHYT mociie 2 Helenb prueMa
npemnapara BHyTpb B 103¢ 30 MI' B CyTKH ObUI MPAKTHYECKH TAKUM XK€, KaK YpoBeHb 18 Hr/mi
MocJie mMpueMa TepBoi N103bl. JloMrepuoH cBs3bIBacTCs ¢ Oenkamu mia3mbel Ha 91-93 %.
HccnenoBanust pacnpeneieHus mpenapara ¢ paJloakTUBHON METKOHN y KUBOTHBIX IOKa3aJIHl €ro
IIMPOKOE paclpesieieHue B TKAaHSAX, HO HU3KKWE KOHLEHTpAIMKU B TOJIOBHOM Mo3re. HebGomnbIme
KOJIMYECTBA Mperapara NIPOHUKAIOT Yepe3 IIALEHTY Y KpBbIC.

Buorpancdhopmarims

Jomrepunon  moaBepraercsi  ObBICTPOMY U WHTEHCUBHOMY  METa0OJIM3MYy  IMyTEM
THIpOKCWIMpoBaHus U N-geankuiaupoBanus. MccrnemoBanuss Mertabonm3ma in  vitro ¢
JMarHOCTUYECKUMHU MHTHOUTOpaMu mokasaiu, 4ro uzopepmeHT CYP3A4 sBisercs OCHOBHOM
dbopmoii muroxpoma P450, yuactByromel B N-AeaKMIMPOBAaHUH TOMITIEPUIOHA, B TO BPEMs KaK
nzodepmentsl CYP3A4, CYPIA2 u CYP2E1 yuacTByI0T B apoMaTHYECKOM T'HIPOKCHITHPOBAHUN
JIOMIIEPUIOHA.

DJIMMUHALMS

BriBeieHHEe MOYKaMHM U KHMIIEYHUKOM cocTaBisieT 31 % u 66 % oT 1036l Ipu npHeMe BHYTPb,
cooTBeTcTBeHHO. Jlomsi mpemapaTta, BBIACHSIONIETOCS B HEU3MEHEHHOM BHJE, SBIISETCS
HeOoub1o# (10 % BBIBOAUTCS KUIIEYHUKOM M NpuOIu3uTensHo 1 % — noukamu). [TnasmenHbii
NIEPUOJ IIOJTyBBIBEIEHUS I10CJIE OJJHOKPATHOT'O ITPHEMA BHYTPh COCTABIIAET 7—9 4acoB y 310pOBBIX

JIOOPOBOJIBIIEB, HO MOBHIIIACTCS Y TIAIIMEHTOB C TSHKEION MOYSUHON HEJ0OCTAaTOYHOCTHIO.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyeHb BCIOMOraTe/bLHBIX BellleCTB
AHopo mabremku.

[lemroi03a MUKPOKPUCTAIUTHYECKAS
Kpaxman npexenarnHu3upoBaHHBIN

Marnus creapat
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KpeMuust nTMOKCHI KOJIJIOUTHBIHN (a3pOCHIT)

IInenounas obonouxa:
Omnagpait II (cepust 85), conmepkaluil MOJMBUHWIOBBIM CHMPT, THUTaHA AUOKCHJI, MaKpOroJ

(TTOUATUIICHTITUKOJIB ), TATTBK.

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

3 roxa.

6.4. OcoObie Mepbl MPEI0CTOPOKHOCTH MPU XPaAHEHUH

[Ipu remneparype He Bblie 25 °C B OpUTMHAIBHON YIIAKOBKE.

6.5. XapakTep u coaep:kaHHe NEPBUYHOI YIAKOBKH

[To 10 TabeTOK B KOHTYPHYIO STYUEHKOBYIO YIIAKOBKY W3 IJICHKH MTOJIMBUHUIXJIOPUTHON U (hOTBTH
AJTIOMUHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

1, 2, 3, 4 unu 5 KOHTYpHBIX SIYEHKOBBIX YIaKOBOK BMECTE C MHCTPYKLMEH IO NMPUMEHEHUIO

MOMEIIAIOT B IAUKy U3 KapTOHA.

6.6. Oco0Oble Mepbl NPeAOCTOPOKHOCTH TP  YHUYTOKEHHHM  HCIOJbH30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJYYeHHbIX TOcjle NpPHMEHEeHUus
JIEKAapCTBEHHOI0 Npenapara, i Ipyrue MaHUMyJIsIHH C MIPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEP2KATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

AO «AJICU ®dapmar

125009, r. MockBa, BH. Tep. I. MyHUIIUIIATBHBIN OKpYT ApOat, yi. Bo3asuwxkenka, a. 4/7, ctp. 2,
noment. 1/1.

Tenedon: +7 (495) 787-70-55

Onextponnas noyra: info@alsi.ru

7.1. IlpencraBuTe b AepKaTeIs] PETHCTPAIIMOHHOTO YA0CTOBEPEHUsI

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanvs
AO «AJICU ®dapmar
Anpec: 125009, r. MockBa, BH. Tep. T. MyHUIIUIIATLHBIN OKpYT ApOar, yi. Bo3nsmwkenka, 1. 4/7,

cTp. 2, moment. 1/1.
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Teneon: +7 (495) 787-70-55 (NOCNENOBATENLHOCTL 0001)

Onextponnas noyra: info@alsi.ru

8. HOMEP PETUCTPALIMOHHOI'O YJOCTOBEPEHUA

9. IATA NEPBUYHOH PETMCTPAIIMU (IIOJATBEPXKJIEHHS PETUCTPAILIUH,
HEPEPEI'MCTPALIUN)

JlaTa nmepBoii perucTpanuu:
10. JATA HEPECMOTPA TEKCTA
OOmiass  xapakTepUCTHKa JIGKQpCTBEHHOro mpemnapara MoToracTpuk  JOCTylHa  Ha

WHPOPMALIMOHHOM TIOpTajie EBpa3suiickoro SKOHOMHUYECKOTO Ccor3a B HWH(GOPMAIMOHHO-

KOMMYHUKaIIMOHHO# cetn «HTepHeT» https://eec.eaeunion.org/.

11


mailto:info@alsi.ru

