NMHCTPYKIMA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

ITAJIEKCHUA

Perucrpanuonnniii Homep JIII-002631

Toprosoe Ha3BaHue

[Manekcus

Memyﬂapouﬂoe HENATCHTOBAHHOC HaAa3BaHHUE

TamenTamoin

JlekapcTBeHHas popma

TabneTku MPOJIOHTUPOBAHHOTO JICHCTBHS, TTOKPBITHIC TNIEHOYHON 000T0UKOH.

CocraB

Kaxxnast tabieTka OPOJIOHTHPOBAHHOTO JEWCTBU, HNOKPHITas IDIEHOYHOM 000104koi, 50 mr

COJACPIKHUT:

Snpo tabneTku: NeUCTBYIOIIEE BEMIECTBO — TAEHTAn0Ja THIpoxyIopul 58,24 mr B iepecuére Ha
tartearagon 50,00 mr.

Bcnomoratenpabie  BemectBa: rumpomerioza 100 000 wmlla-c 100,00 wmr, wuemrono3a
MUKpPOKpUCTAJUTHYECKasi cuinkaTupoBanHas (98% 1emmono3a Mukpokpuctaumueckas, 2%
KpEMHUS TUOKCU]] KOJUTOUIHBIN) 363,76 Mr, Mmaraus creapat 3,00 mr;

Benas mnénounas o6omouxa (Omampait® |l Gemsiit 33G28488) 15 mr. CocTaB: rUmpoMeniosa
6 mlla-c 6,164 mr, makto3sl MmoHOrUApart 3,185 mr, tanek 2,055 mr, makporoa 6000 1,541 wmr,
npormieHruKob 0,514 mr, tutana guokcun (E171) 1,541 mr.

Kaxgas tabJieTKa IIPOJOHTUPOBAHHOTO JACWCTBHUS, MOKPHITAS ILIEHOYHON 060HOHKOﬁ, 100 mr

COJACPIKHUT:

Snpo TabneTKu: IeWCTBYIONIEE BEIIECTBO — TanieHTaaoa ruapoxiopus 116,48 mr B mepecuére Ha
tarteatagon 100,00 mr.

Bcnomorarensabele  BemiectBa: runmpomerioza 100 000 wmlla-c 100,00 wmr, wemnono3a
MUKpPOKpUCTAJUIMYECKasi cuinkaTupoBaHHas (98% uemnono3a MuUkpokpucrammueckas, 2%
KpEeMHHUsI TUOKCH]T KoJutouiHbIi) 305,52 mr, maraus cteapar 3,00 mr;

Kénras nnénounas obonouka (Omagpaii® I xeénteiit 33G32826) 15 mr. Cocras: runpomMesiosa



6 mlla-c 6,164 mr, nakto3sl MOoHOTUIapaT 3,185 mr, Tanek 2,055 mr, makporoa 6000 1,541 wr,
nponwieHrukonb 0,514 mr, turana nuokeun (E171) 1,461 wmr, xxeneza okcup xénteiit (E172)
0,080 mr.

Kaxnas Tabierka IIpOJIOHTMPOBAHHOIO JNEWCTBUSA, ITOKPBITAA INIEHOYHON 000104Kkoil, 150 mr

COACPIKHUT:

SAnpo TabneTku: IeUCTBYIOIIEE BEIIECTBO — TalleHTaa0Ia Tuapoxyopus 174,72 mr B mepecuére Ha
tartearagon 150,00 mr.

Bcnomorarensupie  BemiectBa: runpomeruioza 100 000 wmlla-c 100,00 wmr, uemtoiio3a
MUKpOKpHCTaJUInyeckasi cuinkaTupoBaHHas (98% uemnono3a Mukpokpucramindeckas, 2%
KPEMHHUSI TUOKCH]T KOJUTOUIHBIN) 247,28 mr, maraus cteapar 3,00 mr;

Po3zoBas mné€nounas obonouka (Onaapai® II pozossiit 33G34210) 15 mr. CocTtaB: rumpomMesio3a
6 mlla-c 6,164 mr, nakto3el MoHOruapat 3,185 mr, Tanbk 2,055 mr, makporosn 6000 1,541 wr,
nponwieHriKonb 0,514 mr, turana guokceuna (E171) 1,520 mr, xeneza okcup skéntoiii (E172)
0,008 mr, >xene3a okcua kpacusiii (E172) 0,014 mr.

Kaxxnast TabieTka IpOJOHTUPOBAHHOTO NEHCTBHUA, HOKPHITad INIEHOYHOU 000i104ykoil, 200 mr

COACPIKHUT:

Snpo TabneTku: IeUCTBYIOIIEE BEIIECTBO — TalleHTaA0a ruapoxyaopus 232,96 mr B nepecyére Ha
tartegragon 200,00 mr.

Bcnomorarensabie  BemectBa: rumpomerioza 100 000 wmlla-c 100,00 wmr, wemrono3a
MHUKPOKpHUCTAJUTMYECKass cuinkaTupoBaHHas (98% 1emnono3a Mukpokpucramumueckas, 2%
KpEMHUS TUOKCU] KOJUTouaHbIH) 363,04 Mr, Mmaraus creapat 4,00 mr;

OpanxeBass min€Hounass obosouka (Omampaii® II opamxesbrit 33G23931) 15 wmr. Cocras:
runpomerosa 6 mIla-c 6,164 mr, nakto3sl MoHOTHApAT 3,185 Mr, Tanbk 2,055 mr, makporos 6000
1,541 mr, mponunenriukons 0,514 mr, Tutana quokcun (E171) 1,156 mr, sxene3a okcua >KENTHIN
(E172) 0,362 wmr, xene3a okcun kpacubiit (E172) 0,024 mr.

Kaxxnas TtabieTka IPOJIOHTMPOBAHHOIO JNEWCTBHUS, ITOKPBITAs INIEHOYHON 000104YKoi, 250 mr

COJICPIKUT:
SAnpo TabneTku: IeUCTBYIOIIEE BEMIECTBO — TaneHTaaona ruapoxiaopun 291,20 mr B nepecuére Ha
tartearagoia 250,00 mr.

Bcnomorarensupie  BemiectBa: runpomeruioza 100 000 wmlla-c 100,00 wmr, wnemmrosiosa
MUKpOKpHCTaJUINYecKasi cuinkaThupoBaHHas (98% uemntono3a MUKpOKpHcTauMueckas, 2%
KpeMHUs AUOKcu Koyutouaabiii) 304,80 mr, maraus creapat 4,00 mr;

Kpacnas mnénouynass o6onouka (Omampaii® II kpacmeii 33G35200) 15 wmr. Cocras:
runpomerosa 6 mIla-c 6,164 mr, nakro3sl MoHOrHApart 3,185 mr, Tansk 2,055 mr, makporos 6000

1,541 mr, mponunenriukons 0,514 mr, Tutana quokcun (E171) 1,114 mr, sxene3a okcua >KENTHIN



(E172) 0,001 wmr, xene3a okcuna kpacHbiid (E172) 0,386 mr, xenesza oxcun u€pubiii (E172) 0,041

MI'.

Onucanue

Ta0JeTKU IIPOJOHTUPOBAHHOIO ACUCTBUs, IMOKDPBLITHIE ILUIEHOYHON 00omoukoi, 50 mr. Benble

IPOJIOJITOBAThIC TAOJIETKH, MOKPHIThIE TUIEHOYHON 000JI0YKOH, HA OJTHOW CTOPOHE TPaBHPOBKA -
jJorotun ['proHeHTalb, Ha Ipyroi cropoHe rpaBupoBka «H1».

Ta0JeTKy IIPOJOHTMPOBAHHOIO IEHCTBHUS, HOKPBITEIE IIEHOYHONU 000s0oukoii, 100 mr. Bienguo-

KENTHIE TMPOJOITOBaThie TaOJETKH, MOKPBITHIC IIEHOYHOH 000JI0YKO#, Ha OJHOW CTOpOHE
IPaBUPOBKA - JIOTOTUII [ proOHEHTasb, Ha APYTroi CTOpOHE rpaBUpoBKa «H2».

Ta0JeTKHU IPOJOHTUPOBAHHOTO JAEHCTBUS, HOKPHIThIE MIEHOYHOU 000i0ukoii, 150 mr. Biaenguo-

pPO30BBIE TPOJOITOBATHIE TAOJETKH, MOKPHIThIE TUIEHOYHON O00O0JOYKOM, HA OIHOM CTOPOHE
rpaBUpOBKA - ToroTul [ proHeHTas b, Ha APYroil cTopoHe rpaBupoBKa «H3».

Ta0JieTKHU IPOJOHTMPOBAHHOIO JIEHCTBUS, HOKPBITHIE MIEHOYHOU 000s0ukoii, 200 mr. Bienquo-

OpaHXXEBbIEC MPOJOJITrOBaThIe TAONETKHU, MOKPHIThIE TUIEHOYHON 000J0YKOM, HA OAHON CTOpPOHE
IpaBUpPOBKA - Jorotumn ['proHeHTasnb, Ha Ipyroil cropone rpaBupoBka «H4».

TaOjieTKH OPOJIOHTMPOBAHHOIO JEWCTBHU, IIOKPBITHIE IUIEHOYHOM 000Jioukon, 250 mMr.

KopuuneBo-KkpacHbIe MPOAOITOBATHIE TA0JIETKH, MOKPHIThIE TUNIEHOYHON 000JI0YKOM, Ha OJHOMN
CTOPOHE I'PAaBUPOBKA - JOTOTHUII I prOHEHTAIIb, HA APYTOM CTOPOHE IpaBUpOBKa «HS5».

Ha nonepeunom paspese sapo 6e10ro nin NoyTH 6esoro 1BeTa, HOKPhITOE 0U€Hb TOHKUM CIIOEM
o0osnouku 6emnoro, 61ae1HO-KENTOro, OJIEIHO-PO30BOrO, OJIEAHO-OPAHKEBOTO MM KOPUYHEBO-

KpacHoro 1eta s Tabnerok 50 mr, 100 mr, 150 mr, 200 Mr u 250 Mr COOTBETCTBEHHO.

dapmakoTepaneBTHYeCKas rpynmna
AHazbre3upymoliee HapKOTUYECKOE CPEICTBO.
Koa ATX

NO02AX06

DapMaKoJIOrH4ecKue CBOMCTBA

Dapmakoounamuxa

TaneHTagos - MOIIHBIN aHAIBIE€TUK, SBISIOLIMICS arOHUCTOM MIO-OIMOUJHBIX PELENTOPOB U
MHTUOUTOPOM OOpaTHOrO 3axBaTa HOpaJpeHaquHa. TaneHTaaon HENOCPEICTBEHHO OKa3bIBaeT
aHaJIbreTHYecKoe aelcTBre 0e3 yyacTusi papMakoIOrH4eckd aKTUBHBIX METa0OJIUTOB.
Tanentamon  mpoaeMoHcTpupoBaid  3¢ddekTuBHOCTE  Hpu  O0NMM  HOUMIENTHUBHOIO,

HEHWPOMATHYECKOTO, BHCIEPATLHOTO TE€He3a W TMpu OOJH, BBI3BAHHONW BOCTIAIMTEILHBIM



npoueccoM. B xoze KIIMHUYeCKUX Hcciel0BaHui Mpernapara npu 0011 B CIIMHE, OKOJIOTHYECKUX
U HEOHKOJOTMYeCcKHx Ooyisix Obula moATBepkIAeHa obOe30onuBaromas dSh(eKTUBHOCTH
TaIleHTAa10JIa.

[elicTBue Ha CEpAEYHO-COCYIUCTYH0 CHUCTEMY: MHPHU TINATEIbHOM H3ydyeHHH uHTepBasia QT,
HUKAaKUX 3(QQEeKToB OT mnpuémMa TepaneBTUUECKUX M MPEBBIIIAIONINX TEpPAaNeBTHUYECKHE 03
TamneHTazo1a B oTHoumeHun uHTepBana QT ycranoBineHo He Obwto. TameHTamonm HE OKa3bIBAT
3HauUUMBIX 3(dexToB u Ha apyrue mnapamerpbl OKI' (4acToTy ceplIedyHBIX COKpalleHUui,

unrepBai PR, kommiekc QRS, mopdonoruto 3yona T u U).

DapmakoKunemuxa

Bcacvisanue

Cpennsist abcontoTHasi OMOAOCTYIIHOCTh TaleHTa10J1a ocje NpuémMa BHYTPb OAHOKPATHOM 103kl
HATOIIAK B Ta0JIeTKaX IMPOJOHIMPOBAHHOIO JI€HCTBUS, HOKPBITHIX IUIEHOYHON 000JO0UYKOM,
cocraBisieT mnpumMepHo 32 % BBHIY HWHTEHCHUBHOTO IPECHCTEMHOTO METa0OoJIu3Ma.
MakcumanbHble KOHIIEHTpAI[MHU TalleHTAa 10J1a B IIa3Me KpOBU HAOJI01at0TCsl MeXKy 3 U 6 yacaMu
nociae npuéma BHYTpPb TaOJETOK MPOJIOHIMPOBAHHOIO JIEHCTBUSA, IOKPBITHIX IUIEHOYHOMH
000JIOUKOIA.

[TponopunonansHbIi 03¢ poct AUC (momma s mo KpUBOK «KOHIEHTPAIHS — BpeMsi», Hanbosee
3HAYMMBIH MapaMeTp Ui JEKapCTBEHHBIX (HOPM MPOIIOHTHPOBAHHOTO JICHCTBHS) OTMEUEH T0CIIe
npuéma BHYTph TaOJETOK IPOJOHTMPOBAHHOIO JAEHCTBHS B Ipejaeiax TepaneBTUYECKOro
Jana3oHa J03.

JlonroBpeMeHHbIN NMpUEM TaleHTal0Jla BHYTPb ABaXIbl B JIeHb B Jo03ax 86 mr u 172 mr B
TabJIeTKax MPOJOHTMPOBAHHOIO JEHCTBUS MOKa3ald, 4TO KO3(PPUIMEHT HaKOIJIEHHUs paBeH
npuMepHo 1,5, 4TO riIaBHBIM 00pa3oM OIpPeNeNsIoch 10 WHTEpBaly JO3UPOBAHUS U MEPUOTY
IIOJIyBBIBEJICHUS TalleHTanosa. PaBHOBECHas KOHLIEHTpalMs TalleHTaJojda B IIJIa3Me€ KpPOBHU
JIOCTUTAETCs Ha BTOPbIE CYTKH IOCJ€ Hayaua Nnpuéma BHYTPh TaOJETOK MPOJIOHTMPOBAHHOIO
JeNCTBUS, MOKPBITHIX INIEHOYHON 000JI0UKOH.

Bnuanue nuwu

AUC un Cmax (MakcuManbHas KOHLEHTpAIMs) TareHTajnojla Bo3pactaid Ha 8§ % u 18 %
COOTBETCTBEHHO NpU IMpHUEME BHYTPh TAOJIETOK MPOJIOHTMPOBAHHOTO AEMCTBUS IOcCie Mpuéma
KUPHOW BBICOKOKaIOpuHHON mumu. Bpems noctmkeHuss Cmax OTKIaApIBaeTcss Ha 1,5 4 mpum
npuéme BBICOKOKAJIOPUIHON NHIM. ITO OBIJIO paclieHeHO KIMHUYECKH He3HauuMbIM. [Ipenapat
[Tanexkcust MOXHO IPUHUMATH BHYTPb KaK J10, TaK U ITOCJIE IpUEMA IUIIH.

Pacnpeoenenue

Tanenramon wuMeer Oombiiol 00BEM pacnpeneneHus. llocie BHYTPUBEHHOTO BBeEIEHUS



TaleHTaz0a 00bEM pacmpeneieHns B TepMuHambHOU (asze smumuHanuu (Vd) cocraBiser
540+98 51. Cs3pIBaHME ¢ OeNKaMy TUIa3Mbl KPOBH HU3KOE U He npeBbiaeT 20%.

Memabonuzm

Tanenramon mnojaBepraercs BbIpakeHHOMY MeTabonuaMy. Oxomo 97 % COCMHEHHUS
MeTabonmusupyetrcs. OCHOBHBIM IMyTéM MeTal0oNiM3Ma TaleHTaJoJia SBISETCS KOHBIOTAIUS C
[IIOKYpOHOBOH KucinoToi. Ilocne npuéma BHyTps ipuMepHO 70 % 03Bl IKCKPETUPYETCS B MOUY
B BHJIC KOHBIOTUPOBaHHBIX ¢GopMm (55 % rmokyponuna u 15 % cynbdara taneHranona).
Ypuauaaudocharrmokyponuntpancepaza (YI'T)  saBisgercss OCHOBHBIM  (pepMEHTOM,
YYacTBYIOIIMM B TIpoliecce TIIOKYpOHUpOBaHMS (TiIaBHBIM oOpa3zoM m3odepmeHTsl UGTIAG,
UGT1A9 u UGT2B7). B ob6meii cnoxuoctn 3 % TameHTagona SKCKPETHPYETCsl B MOYy B
HEU3MEHEHHOM BHJe. TameHTajon Takxke Meradonmusupyercs a0 N-JIe3MeTHITaneHTan0a
(13 %) nox npeiicrBuem uzopepmertoB CYP2C9 u CYP2C19 u no ruapokcutanenTanona (2 %)
nox nerictueM uzodepmenta CYP2D6, koTopeie nanee moaBepraroTcs KoHbioranuu. [1o atoi
NpPUYMHE METaboIM3M TalleHTAaJ0JIa, OIOCPEIOBAHHBIM dYepe3 CHCTeMY H30(epMEHTOB
uuroxpoma P450, umeeT MeHbIIIee 3HAYCHUE TI0 CPABHEHUIO C TIIIOKYPOHUPOBAHHUEM.

Hu onun u3 MeTaboiuTOB TareHTazo1a He 001a1aeT aHAIbIeTHUECKUM JICHCTBHEM.

Buviseoenue

TaneHTagon u ero MeTaOONUTBI BBIBOJATCA IMOYTH MHOJHOCTBIO (99 %) moukamu. OOumi
KIIMPEHC TOCIe BHYTPUBEHHOTO BBeACHUS cocTaBisieT 1530 = 177 mu/mMun. KoHeuHBIH mmepro;y
MOJTYBBIBEJICHUS MTOCIIE MPUEMA TalleHTa10J1a BHYTPb B TaOJIETKaX MPOJIOHTMPOBAHHOTO JICHCTBUS,
MOKPBITHIX TIIEHOUYHOM 00070YKO#, COCTAaBIIAET B CPEeTHEM 5-6 4aCOB.

Ocobvle kamezopuu nayuenmos

Toorcunvie nayuenmaol

AUC ramnenTtagona cxofaHa y MOXUIbIX (65-78 neT) u manueHToB cpeaHero Bo3pacta (19-43
roja), mMpu 3TOM Yy MOXWIBIX MAlMEHTOB cpefHss BenuuuHa Cmax Ha 16 % HuUXKe, yeM y
MAIMEeHTOB CPEAHETO BO3pacTa.

Hapywenue ¢pynkyuu novex

AUC 1 Cmax TareHTa101a CONMOCTaBUMBI Y TTAIIHEHTOB C PA3IMYHON CTENEeHbIO (YHKITMOHATHHON
AKTUBHOCTH TOYEK (OT HOPMBI A0 TsKENOro HapymieHus). M HaoOoOpoT, ¢ HapacTaHUEM
BBIPOKEHHOCTH TIOYEYHOW HEJOCTATOYHOCTH OTMEYAJIOCh YBEIWYEHWE TUIOMIAJHN TOJ KPUBOH
«xoHneHtpanus-speMs» (AUC) ranenTtamona-O-TimokypoHraa. Y TAIUEHTOB C  JIETKHUM,
YMEPEHHBIM W TsDKENMBIM HapylieHHneM (YHKIUU TMOo4YeK oTMedanoch mnoBeimeHue AUC
tanenragona-O-rimokyponuaa B 1,5, 2,5 u 5,5 paza no cpaBHEHHIO C MAIMEHTaMH ¢ HOpMaJIbHOU
(byHKIIMEH MoYeK COOTBETCTBEHHO.

Hapywenue ¢ynxyuu neuenu



VY nmauueHToB ¢ HapyluleHHeM (QYHKIUU [eYeHH MPHEM TaleHTa 0la BHYTPb XapaKTepH30BaJICs
6onee Bbicokoii AUC u KOHIIEHTpaIueil B CHIBOPOTKE KPOBH IO CPABHEHUIO C MAIUEHTAMH C
HOpManbHOU (yHKIMEH eueHn. OTHOIICHUS (PapMAKOKHHETHYECKHUX TTOKa3aTellel TaleHTanoa
JUTSI TPYIII MAlIMEHTOB C JIETKOW U yMEepEeHHOU MeY€HOYHON HeI0CTaTOYHOCTHIO IIPU CPABHEHUH C
TPYIIION NMAIMEeHTOB ¢ HOpMaJIbHON (DyHKIIMEH neueHu coctaBuiau 1,7 u 4,2 COOTBETCTBEHHO JIJIst
AUC; 1,4 u 2,5 coorBerctBeHHO ansi Cmax; ¥ 1,2 u 1,4 COOTBETCTBEHHO sl TepUOa
nonyBbiBeieHUs1. CKopocTh 0oOpa3oBaHMs TaneHTanoia-O-TIIoKypoHHIa y MalueHToB ¢ Oolee
BBIPXCHHBIM HapylIeHHEeM (DYHKIIUU TICYCHU HIKE.

Dapmakokuremuyeckue 63aumooeucmsus

Tanenrtanosn ramaBHBEIM 00pa3oM METa0OIU3UPYETCS MOCPEACTBOM 2 ¢a3bl (TIOKYPOHUPOBAHUSA),
U TOJIbKO MaJio€ KOJMYECTBO METa0OIU3UPYETCs Uepe3 OKUCIUTENbHbIE Tporecchl 1 (a3bl.
[TockonbKy TIIOKYpOHUPOBAHHUE SIBIISIETCS CHCTEMOM BBICOKUX BO3MOXKHOCTEM € HHU3KUM
apduHUTETOM, KaKoe-MMOO KIMHWYECKH 3HAYMMOE  B3aWMOJICHCTBHE, CBS3aHHOE C
TIIOKYPOHUPOBAHUEM, MAaJIOBEPOSITHO. ITO  MOATBEPXKIEHO OINBITOM  OJHOBPEMEHHOTO
NPUMEHEHUs TalleHTaJ0jla C HANpOKCEHOM U mpoleHenuaoMm, Habmogancs poct AUC
taneHTagona Ha 17 % u 57 % coorBercTBeHHO. [Ipu OJHOBPEMEHHOM NPUMEHEHUH C
napareTaMosioM M aleTUIICATUIIMIOBON KHCIOTOW HUKAKMX M3MEHEHHH (apMaKOKMHETHIECKHX
NoKa3aresel TaleHTa101a He Ha0I0JaloCh.

[Ipu mccrnegoBaHUM BO3MOXKHOTO BJIMSHHS METOKJIONpaMUIa W OMempaszoia Ha abcopOruio
TareHTa10JIa HE BBISBICHO KIMHUYECKHU 3HAYMMOIO BIUSHUS Ha KOHIICHTPAIMIO TalleHTaJ0ja B
MJa3Me KpPOBH.

TanenTagon He SBISETCS WHIYKTOPOM WM HHTHUOUTOpPOM H30(epMeHTOB nutoxpoma P450.
[ToaTOMy KIMHUYECKH 3HAYMMBIE B3aUMOJCHCTBUSA, ONOCPEAYEMbIE UEpe3 CHUCTEMY
u3zohepMeHToB 1uToXpoma P450, MmanoBeposTHBI.

CBs3pIBaHME TameHTajo0ja ¢ OelKaMH IU1a3Mbl KpoBU HU3Koe (mpumepHo 20 %). Ilo stoit
MPUYHHE BEPOSTHOCTH (PAPMAKOKMHETUUECKUX B3aMMOJICHCTBHI 3a CUET 3aMEIICHUS U3 CBSI3H C

OeJIKaMH IJ1a3Mbl Maia.

Ioxka3zaHus K NPUMEHEHHIO
XpoHudeckuil 0o0NeBOMl CHUHAPOM cCpelHed M BBICOKOM cTemeHu TskecTH. [Ipemapar
MPUMEHSIETCS JIMIb TIpU O0JEBOM CHHAPOME CpelHEN M CHIIbHOM MHTEHCHUBHOCTHU, TPEOYIOIEM

Ha3HAa4Y€HU OIMMOMUIHBIX aHAJIBI'€TUKOB.

IIporuBonoxkasanust

- TUICPUYYBCTBUTCIBHOCTE K TallCHTAAOJdY WJIIH J'IIO60My N3 BCIIOMOTI'aTCJIbHBIX BCHICCTB,



BXOJIILINX B COCTaB Ipernapara;

- B CUTYallUsX, KOTJla MPOTHUBOINOKA3aHbl IpenapaThl-arOHUCTBI MIO-OIMMMOUIHBIX PELENTOPOB,
T.€. y HMAIMEHTOB CO 3HAYUTEIbHBIM YTHETEHHUEM JAbIXaHUs (IIPU HEBO3MOXKHOCTH HAOMIOJCHUS
WM OTCYTCTBHHM PEAHMMAllMOHHOTO 00OpY/IOBaHUS), a TAKXKE y MAIIMEHTOB ¢ 00OCTPEHUEM UITU
TOKETON OPOHXHMAILHON aCTMOM MIIM TUTIEPKAITHUCH;

- HAJIMYUE WIH MOJ03PEHUE Ha MapaTUTUUYECKYIO HEIIPOXOAUMOCTh KUIIICUHHUKA;

- OCTpasi MHTOKCUKAIIMS aJIKOT0JIeM, CHOTBOPHBIMU IIpenapaTaMu, aHaJIbI€TUKAMH LIEHTPAJILHOTO
JEHCTBUS U IICUXOTPOIHBIMU NpenapaTaMu;

- Y MalKEHTOB, MOJYYaroUINX UHTHOUTOPBI MOHOAMUHOKCHAA3bl (MAOQO), Win NPpUHUMABIIUX UX
B TeUeHHUe mociiequux 14 queii;

- TsDKENas MOYeyHas HeJIOCTaTOYHOCTh;

- TshKENas MeYeHOYHast HeIOCTaTOYHOCTD;

- Bo3pact 10 18 jer;

- TeUIUT JIAKTa3bl, HETIEPEHOCUMOCTD JIAKTO3bI, TJIFOKO30-TAJIAKTO3HAS MaThaOCOpOITHsI.

C 0CTOPOKHOCTHIO

[Tpenapar [Tanekcust JOHKEH NPUMEHSTHCS C OCTOPOXKHOCTBIO:

- [IpH MOBBIIIEHHOM PUCKE HEMPABUJILHOTO PUMEHEHUS WU 3710yNOTPEOICHHS penapaTom;

- IpY HapyIIeHUH (HYHKIUU ABIXaHUS;

- y NAI[MEHTOB C Y€PEIHO-MO3I0OBOM TPaBMOIl U yrHETEHUEM CO3HAHMUS;

- Y NAIMEeHTOB C CYAOPOXXHBIM CHHIPOMOM B aHaMHE3€ HJIU JIOOBIMU COCTOSHUSIMH, KOTOpBIE
YBEJIMYUBAIOT PUCK Pa3BUTHS CYAOPOT;

- y MALIUEHTOB C MEYEHOYHOU HEJOCTATOYHOCTHIO CPEIHEN CTENEHU TAKECTH;

- y MALIUEHTOB C MaTOJIOTUEN KETUEBBIBOASAIINX IIYTEH U OCTPBIM ITAHKPEATUTOM;

- y MALIUEHTOB C NIOHMKEHHBIM apTEPUATILHBIM JaBICHHUEM.

Pexomenayercs nocreneHHoe CHUKEHUeE 1036l penapara [lamekcus nepen moiaHoW 0TMEHOM.
HeoOxonnMa oOCTOpOKHOCTH  NpU OJHOBPEMEHHOM MpUMEHEHHMH mpenapara Ilamekcus c

CCPOTOHUHCPIUUCCKHUMU IIPCIIapaTaMu.

IlpumeHeHne Npu 6epeMEHHOCTH U B EPHO/] TPYAHOI0 BCKAPMJIMBAHUSA

bepemennocmo

JlaHHBIE O IPUMEHEHUH TANEHTAa0Ja BO BpeMsi OEpeMEeHHOCTH OTpaHHuYeHbl. B uccienoBanmsx
Ha KUBOTHBIX TEPATOTCHHOTO JIEHCTBUS, CBA3aHHOTO C TAllEHTAA0JI0M, HEe 0OHapyx)eHo. OHaKO
B J103aX, TMPEBBIIMIAIOIINX BEPXHIOI TPAHUIy TEPANEeBTHUYECKOM, ObUIM BBISIBICHBI 3aEpKKa

HMOpPUOHANILHOTO pa3BUTHUA U SMOPHOTOKCHYHOCTH (3(G(EKThl Ha LEHTPaJbHYIO HEPBHYIO



CHCTEMY, CBSI3aHHBIE C aroHH3MOM K MIO-OIMOUIHBIM pelenTopaM). bbuto  BBISABICHO
BO3/ICHICTBUE HA MMOCTHATAILHOE PA3BUTHE MOTOMCTBA MIPH HA3HAUYECHUH TAIlCHTA10JIa B J103aX, HE
BBI3BIBABIINX HEXKETATEIbHBIX SBICHUH Y OEpPEMEHHBIX CAMOK.

[lpumenenne mnpemnapara Ilamekcusi Bo Bpemsi OCpEMEHHOCTH JIOMYCTHMO, TOJBKO €CIIU
MOTEHIMATbHAS MTOJb3a JIJISl MaTEPH TPEBBIIIACT TOTSHIIMATBHBINA PUCK JIJIS IJI0/IA.

Poowvi

BrnusiHue taneHTazona nmpu NpUMEHEHUH BO BPEMs POJIOB HEM3BECTHO. [IpUMEHSITh TaneHTa 1011
BO BpeMs POJIOB M HEMOCPEICTBCHHO Tepe/a pollaMH HEe peKOMEHIyeTcs. B cuiy cpoucTtBa
TaleHTaJ0JIa K MIO-OIMOUIHBIM pEIENTOpaM, HOBOPOXKAECHHBIC, YbW MaTepH NPHHUMAIA
TaneHTAI0J, JODKHBI TIIATEILHO HAOIIOAATHCS B CBSI3U C BOBMOXKHOCTBIO YTHETCHUS JIBIXaHUS.
Kopmnenue epyovio

WHdopmanus 1o S3KCKpEIry TareHTan0J1a B TPYAHOE MOJIOKO orpaHnyeHa. OU3UKO-XUMHUYECKHUE
U (papMaKoJMHAMUYECKHE/TOKCUKOJIOTMYECKIE JaHHBIC 110 TaleHTaIoldy YKa3bIBalOT Ha
OKCKPEIHUIO B TPYJHOE MOJIOKO, TTO3TOMY PHCK BO3JICHCTBUS Ha BCKapMIIMBAEMOIro peOCHKA HE
MokeT ObITh uckimou€H. Ilpemapar [lanekcust He ciemyer Ha3HA4YaTh B TEPHUOJA TPYIHOTO

BCKapMJIMBAHH.

Cnocod npuMeHeHHs U 103bl

Kak u npu nedyeHuu ApyruMu aHaibleTUKaMU C LEHTPaJbHBIM MEXaHU3MOM JEWUCTBHUS, J03a
npenapara J0JKHa MOAOUPATHCS MHAWBUIYAIBHO B COOTBETCTBUM C BBIPA)KEHHOCTHIO 00JIEBOTO
CHHJIpOMa, paHee MPOBOAMMOI Teparnueil 1 BO3SMOXKHOCTbIO HaOJIOJICHHS 32 MAllUEHTOM.
[Ipenapar [lanexcuss B TabneTkax MPOJOHTUPOBAHHOTO JEHCTBUS, MOKPBITHIX IUIEHOYHOMN
000JI04KOM, cleayeT NPUHUMATh JBAXKIbl B CYTKH, MPUOIM3UTEIBHO Uepe3 Kaxble 12 4acos,
HE3aBUCHUMO OT mpuéMa nuinu. TabneTky HEOOXOIUMO MpPHUHATH BHYTPb C JIOCTaTOYHBIM
KOJIMYECTBOM JKUIKOCTH, HE Pa3’KEBbIBasi, HE pa3jaMbIBas U HE pacTBOPSIS.

Hauano neuenus

a) MalMeHThl, He MPUHUMAIOIINE HAPKOTHYECKUE aHAIbIeTHKU:

Crnenyer HauMHaATB TEpanuIo ¢ 10361 50 Mr TaneHTaoa 1Ba pa3a B CyTKH.

0) manMeHTs!, MPUHUMAIOIINE HAPKOTHUECKUE aHAIBI€TUKH:

[Ipu mepexone c APYyrux HAPKOTHUECKHMX aHAIbIeTHKOB Ha mperapar l[lamexcus u BbIOOpE
HAYaJbHOM 103l CIeAyeT MPUHUMATh BO BHUMAaHHE XapaKTEPUCTHUKU paHEe Ha3HAuyaBLIETOCS

npernapara, 4acToTy €ro IpHueMa U CpEeJHIOI CYTOYHYIO J03Y.

I1o060p 003b1 u nodOepIcusarowas mepanus

ITocne magana JICYCHHUA, 1101 TIIATCIIbHBIM Ha6J'IIOJIeHI/IeM Bpada, J03a AJOJIKHA HOI{6I/IpaTBC$I



UHAUBUIYAJIIBHO JI0 JOCTHMXKEHHs aJEKBaTHOTO 00€300/MBaHUs IPU MHUHMMYyME IOOOYHBIX
3 PeKTOoB.

VIMeroImuiicst OnbIT MOKa3bIBAET, YTO PEKUM MOA00pa 036! C yBenruueHueM Ha 50 Mr TaneHTagona
JIBa pa3a B CYTKHM Kax/ple 3 JHS y OOJBIIMHCTBA MAlMEHTOB OKA3bIBAECTCSA JOCTATOYHBIM JJIS
JOCTHDKEHUS aJIEKBaTHOI'O KOHTPOJISI OOJIH.

Cyrounas no3a TameHtagona cBeime 500 Mr B TalneTkax MPOJIOHTUPOBAHHOTO JEHCTBHA,
MOKPBITHIX TUIEHOYHOM 000JI0YKOHM, HE Ha3Hayaldach, MO3TOMY B TaKMX J03ax Mpernapar
IIPUMEHATH HE PEKOMEHYEeTCSl.

3asepuenue nevenus

IIpy OTHOMOMEHTHOM MPEKPALIEHUH IIpUEMA TANEHTAZ0Ja BO3MOXHO pa3BUTHE CUHApPOMA
«OTMEHBI». PEKOMEH1yeTCsl IOCTENIEHHOE CHUKEHHE J03BbI IIpernapara nepej ojaHoi OTMEHOU B
LEJISIX IPELyNPEXKICHUSA Pa3BUTHS CHHIPOMA KOTMEHBI».

B3pocavie, umerowue xponuueckue 3a001e6anusl

Hapywenue ¢ynxyuu novex

Koppekunn 103 y ManveHToB ¢ JETKOM WIM YMEPEHHOW I[OYEYHOW HENOCTaTOYHOCTBIO HE
Tpebyercs. OnbITa IPUMEHEHHs Y MALUEHTOB C TSDKENBIM HapylleHHeM (YHKLIMHU IOYEK HeT,
[I03TOMY IPUMEHEHUE TIperapara B JaHHOU I'pyIIe NaueHTOB IPOTUBOIIOKA3aHO.

Hapywenue ¢ynxyuu nevenu

Koppexkuuu 103 y mauMeHToB C JErKOW MMEYEHOYHOM HEAOCTAaTOYHOCTBIO HE Tpedyercs.
Heo6xonumo coGutoiaTh OCTOPOKHOCTh NMPH HazHaueHuW mpenapara [lajgekcus nanueHTam c
YMEPEHHO BBIPAXCHHON NMEYEHOYHOW HENOCTATOYHOCTHIO. JIeueHne Takux ManueHTOB CIIEAYeT
HauvHath ¢ 50 Mr TameHTajgojia B TaOJeTKaX MPOJIOHTMPOBAHHOIO JEHCTBUS, MOKPBITHIX
MIEHOYHON O0O0JIOUKOM, HE yallle OJTHOTO pa3za B CyTkH. JlanpHeimias Tepamus JODKHA OBITH
HampaBjieHAa Ha MOJJEpP)KaHUE aHaIbleTHYeckoro »H(QexTa ¢ NpUEeMIIEMBbIM YpPOBHEM
MIEPEHOCUMOCTH.

OnbiTa IpUMEHEHUs Y MAllMEHTOB C TSHKENBIM HapylleHHeM (YHKIUHU ME€YEHH HET, MOITOMY
IIPUMEHEHNE B JAaHHOM TPYMIIE MAllMEHTOB IPOTUBOIIOKA3aHO.

Toorcunvie nayuenmol (om 65 1em u cmapuie)

B nenoMm, pexoMeH10BaHHBIE 103bI TSI OKUIIBIX MTAIUEHTOB ¢ HOPMaJIbHOHN (DyHKIMEH neuyeHn u
MOYEK TaKHe XK€, KaK M JUIS MAIlMeHTOB CPEIHEro BO3pacTa ¢ HOPMAaJbHOM (YHKIMEW MOYeK U
nedyeHu. [1ocKoIbKy y MOXKHIBIX HAIlMEHTOB 0Oojiee BEPOATHO CHIKEHHE (YHKIMHM IMOYEK U
NeYeHH, cIe1yeT cOOII01aTh OCTOPOKHOCTD ITPU BHIOOPE 103BI U HE MPEBBIIATh PEKOMEHTyEeMBIE.
Ilpumenenue y demeii

[Ipenapar ITanexkcust mpoTUBOMOKAa3aH K MPUMEHEHUIO NTAlMEHTaM B Bo3pacTe 10 18 et B cBsA3M

C HEJIOCTATOYHOCTHIO JaHHBIX MO 3(P(HEKTUBHOCTH U OE30M1ACHOCTH.



IToGouHoe neiicTBHE

[Ipumepro y 60% mamueHToB, NpUHUMABIIMX mpernapar [lagekcuss B TabieTkax
MPOJIOHTUPOBAHHOTO JEHCTBUS, MOKPHITHIX IIEHOYHOW 00O0JOYKOW, HAOIIOJATUCH MOOOYHBIE
NEHCTBUS, MPEUMYIIECTBEHHO JIETKON WM YMEPEHHONW MHTEHCHMBHOCTH. Hamnbosee yacTeiMu U3
HUX OBbLIM HApYIICHUS CO CTOPOHBI JKENYJOYHO-KHIICYHOTO TPAKTAa M IEHTPAIbHOW HEPBHOM
CHCTEMBI (TOIIHOTA, TOJIOBOKPYKEHHUE, 310D, TOJIOBHAsI 00JIb U COHIIMBOCTB).

B tabnwuiie Hibke mpeacTaBieHbl TOOOYHBIC IEHCTBUS npenapata [lanekcus, BBISIBJICHHbBIC IPU
ero npuMeHeHnrd. OHU TIPECTABJICHBI MO KJIaccaM M 4acToTe: o4eHb yactbie (>1/10); gacTeie
(=1/100, <1/10); meuacteie (>1/1 000, <1/100); peaxue (=1/10 000, <1/1 000); oyeHp peakue
(<1/10 000).

MOBOYHBIE JJEHCTBUA
Yacrorta
CucremHo- Ouenb Yacteie Heuactsie Penxue
OpraHHBIC KJIaCChI YJacThIe (or>1/100 (or>1/1000 (or>1/10 000
(= 1/10) 1o < 1/10) 1o < 1/100) 1o < 1/1000)
Hapymenns  co ['mnepuyBcTBUTEND-
CTOPOHBI HOCTB™
MMMYHHOH
CUCTEMBbI
Hapymenuss  co CHmxenue CHuxeHune Maccel Tena
CTOpPOHBI OOMEHa anmneTuTa
BEILIECTB u
MUTaHUS
Hapyenus Hapymenus cHa, | HeoObrunbIe JlexapcTBen-
TICUXUKHU TpEBOra, CHOBMJICHUS, Has  3aBUCH-
ITO/IABJICHHOE HapyLIECHUs MOCTb,
HaCTPOCHHE, BOCIIPUSATHSA, I1aToJIOru4ec-
MOBBILICHHAS JI€30pUEHTALUS B |KOE€  MBbIILIe-
BO30Y/AMMOCTb, MECTE M BO BPEMEHH, | HUE
0ecIoKoICTBO MICUXOMOTOPHOE
BO30YX/ICHHE, cry-
TaHHOCTb CO3HAHUA,
siiopus
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Hapymwenuss  co |T'onoBokpyxe | HenmpoussoinbHbie ITapecresun, Hapymenus
CTOPOHBI HEPBHOM | HUE, COKpAILICHUS MBIIIL, | THIIECTE3HH, KOOPAHMHALINH,
CHUCTEMBI TOJIOBHAs TpEMOD, HapyleHUe paBHOBe- | Ipe1oOMOpou-
6011b, paccTpoicTBa cus, cemauusi, OOMO-|HOE  COCTOS-
COHJIMBOCTh | BHUMAHMS POK, HapylLIEHUE NIaMsi- | HUe, CyI0pOru
TH, KOTHUTUBHBIE
HapyLICHHUs,
YTHETEHUE CO3HAHMI,
IU3apTpus
Hapymwenus  co Hapymenune 3penus
CTOPOHBI OpraHa
3peHus
Hapymenuns  co «IIpunuBb» VYBenuyeHne 4YacTOThI
CTOPOHBI CEp/ILa U CEpIEUYHBbIX COKpaIle-
COCYZIOB HUH, CHUJKEHUE YacTO-
Thl CEPIEYHBIX COKpa-
LICHUH, OILIYIIEHUE
cepauedoreHus,
CHU)KCHHE aprepu-
QJIBHOTO JaBJICHUS
Hapymwenns  co Opplinka Yruerenue
CTOPOHBI JbIXaHUS
JIBIXaTEeJIbHOU
CUCTEMBI,
OpraHOB TPYAHOU
KJIETKH u
CPEIOCTEHUS
Hapymwenus  co | Tomnora, PBora, nuapes, | [luckomdoprt B )xuBote | Hapymenue
CTOPOHBI 3anop JIACIIETICHS 9BaKyalllH
KEITYJJOYHO- COJIEPKUMOTO
KHILIEYHOT O JKeITyKa
TpakTa
Hapymwennss  co 3yn, runepruapos, | Kpanusauna
CTOPOHBI KOXH U CBIIIb

ITOAKOXKHBIX
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TKaHEN

Hapymwenus  co ITomnakuypus,
CTOPOHBI MTOYEK U 3aTpy/IHEHUE
MOYEBBIBOJSIINX MOYEHCIYCKaHUs
yTei

Hapymenust  co CekcyanpHas
CTOPOHBI TUCHYHKITHUS
penpOayKTUBHOM

CHUCTEMBI H MO-

JIOYHOH JKeJIE3hI

O06mmue VYceranocte, cyxocTh | CHHIPOM — «OTMEHBI», | OllylieHue
paccTporcTBa U CIIM3UCTOM 000JI0Y- | pa3APAKUTEIBHOCTD, | ONIbSHEHMS,
HapyIlIeHUs B KH (pTa, rJa3 U rop- | HEOOBIUYHBIE YYBCTBO
MeECTE BBEIEHUS Ja), acTeHHUs, OIIY- | OUIYIICHHS paccnabieH-
IIEHHE W3MEHEHHUS HOCTH

TEMIEpaTypbl Tela,

OTEKU

*Tlpumeuanue: [lpu nocmmapkemuHz080M NPUMEHEHUU Npenapama cooouanocs 0 peoKux

CYHasx adHeuoOHespomu4ecKoco oméka, aHCld)LUlaKCMM u ClHCl(pZ/l]laKmuLlQCKOZO uokKa.

[Ipu npuéme npenapara Ilamexkcuss BHYTpb B TabieTKax MpPOJIOHTUPOBAHHOTO JIEHCTBHUSA,
HOKPBITBIX TMJIEHOYHOM OOOJOYKOM, JJIUTENBHOCTBIO O 1 Toja OTMeueHbl ciy4yau ciabo
BBIPQXEHHOI'O CHHJPOMAa «OTMEHBD» IPHU PE3KOM MPEpbIBAHUU TEPANUU, MO TSHKECTH OHU
KJIaCCU(UIUPOBAINCH Kak JErkue. TeM He MeHee, Bpayu JOJKHBI IMPUHHUMATh BO BHUMaHUE
BO3MOXKHOCTh BO3HMKHOBEHHSI CHHJIPOMa «OTMEHBI» U 00eCHeunTh HEOO0XOAUMOE JIeueHUE B
CJIy4ae ero BO3HUKHOBEHUS.

Puck BO3HUKHOBEHUS CYUIIUIATIbHBIX MBICIIEH BBIIIE y MAllMEHTOB, CTPAJAIOLINX OT XPOHUYECKON
6omu. Kpome Toro, mekapcTBEHHblE TMpenaparbl €  BbIPAXEHHBIM BJIMSHHUEM  Ha
MOHOAMHUHEPTUYECKYI0 CUCTEMY YBEIMUYMBAIOT PUCK CYMIUAAILHOTO MOBEJIEHUS y NALUEHTOB,
CTPAIAIOLINX OT JENpPECCHH, OCOOCHHO B Hayaje JiedeHus. KIMHMYecKHe HCCIeOBaHUs U
MOCTMApKETUHTOBBIA  ONBIT TNPUMEHEHMs] TalleHTajgoja HE BbIIBUIM J0Ka3aTeIbCTB
MOBBIIIEHHOT'O PHUCKA.

Ecnn BO3HUKIM yKa3aHHblE B HHCTPYKIUHU MOOOYHBIE 3(G(EKThI, WM 3aMEYEHBbl Jpyrue

no6ouHble 3 (PEKThI, HE yKa3aHHbIE B MHCTPYKIMH, COOOLIUTE 00 3TOM Bpauy.
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Ilepeno3upoBka

JlaHHBIE 110 ITepea03UPOBKE OUEHb OIPAHUYECHBI.

Cumnmompl: CIenyeT OXHUAaTh IMPHCYIIUX BCEM IMpernaparaMm, OOIagarolidM IIEHTPaJIbHBIM
AQHAJIBICTHYECKUM JIEUCTBUEM M XapaKTEPU3YIOIIUMMCA CPOACTBOM K MIO-OIMOUIHBIM
penenTopaM CHUMITOMOB - MMO3, PBOTa, KOJUIANC, YTHETEHHWE CO3HAaHUS BIUIOTh O KOMBI,
CyZIOpPOTY Y YTHETEHHUE JbIXaHUsI C BO3MOKHOCTBIO €70 OCTAHOBKHU.

Heomnooicnas nomows: eueHne Mepeio3NPOBKH JIOJDKHO OBITH COCPEIOTOUCHO HA YCTPAHEHUU
CUMITOMOB CTHUMYJIILIMA MIO-ONIMOUIHBIX peunentopos. [Ipym momo3peHun Ha mnepeno3upoBKY
TalleHTaJ0/1a OCHOBHOE BHUMAHHE JOJDKHO OBITh YIEJIEHO BOCCTAHOBICHMIO IMPOXOIUMOCTH
JbIXaTEIIbHBIX IIyTEW U IIPUMEHEHUIO YIIPABIIIEMOM MM KOHTPOIUPYEMON BEHTUIISLUU JIETKHX.
IlonHble aHTarOHMCTBI ONMOMIHBIX PEUENTOPOB, TAKUE KaK HAJOKCOH, SBIISIIOTCA
CHeU(pHUYHBIMM ~ AHTUJAOTAMU B OTHOIIEHWU YTHETEHMsl JIbIXaHUS, CBS3aHHOTO C
NIEPEJO3UPOBKON HAPKOTUYECKUX AHAJIBIETUKOB. YTHETEHHUE NBIXaHUS I0CJE NEPEeI03UPOBKU
MOXKET IPEBBIIATh IPOJOJDKUTEIBHOCTh JEUCTBUS AHTAarOHUCTA ONMOWJHBIX PELEHTOPOB.
Hasnayenue aHTaroHucra OINMOUAHBIX PELENTOPOB HE 3aMEHSET HENPEPBIBHOTO KOHTPOJIA
COCTOSIHUSL [JIbIXaTeIbHbIX ITyT€H, KOHTpOJIS HapylIEHUH [bIXaHUS U KpOBOOOpAILIEHHMS,
pa3BUBIIUXCS B PE3yJbTaTe INEPENO3UPOBKM HAPKOTUYECKMX aHaJIbIeTUKOB. Ecim oTBeT Ha
BBEJICHHE AHTarOHHUCTOB OIIMOUIHBIX PELENTOPOB HEIOCTATOYHBIM WM KpPAaTKOBPEMEHHBIN,
BO3MOYKHO JIOIIOJIHUTEJIBHOE BBEICHUE AaHTArOHUCTA ONMMOUIHBIX PELENTOPOB.

OunieHue KelyI04YHO-KUIIEYHOTO TpaKTa MOJKET IPOBOJUTHCS C LENbI0 YHAJICHUS He
abcopOupoBaBierocst TaneHrajgoia. [IpuMeHeHHe aKTUBHPOBAHHOIO YIJIA WM TNPOMBIBaHUE
JKeIJTy/Ika MOXeET ObITh BBIIIOJIHEHO B TE€UEHHE 2 4acoB Mocie npuéma BHYTph. llepen ouniiennem

KCITYAOUYHO-KHIICYHOI'O TPAKTa HCO6XOI[I/IMO 00e30macuTh AbIXaTCJIbHBIC ITYTH.

B3aumopaeiicTBue ¢ IPyruMu JIeKAPpCTBEHHBIMH CPeICTBAMU

OnHoBpeMEHHOE NpUMEHEHUE TaleHTajxona ¢ OeH3oaua3enuHamu, OapOuTypatramMu H
onvougaMu (aHaJbre3upyrolue, MPOTUBOKAIJIEBbIE CPEACTBA M CpeACTBa Ul JI€UEHUs
CHUHPOMA «OTMEHBI») MOKET MOBBICHTh PUCK yrHETeHUs IbixaHus. [Ipenapatsl, yrHeramone
NEeSTeNIbHOCTh IHeHTpanbHOl HepBHOHM cucteMbl (LIHC) (OeH3oamasenuHbl, HEHpPONENTUKH,
Osokatopsl Hi-TUCTaMUHOBBIX pELENTOPOB, OMUOHABI, aJIKOI0jJb), MOTYT YCHUIIUBAThH
cenatuBHbIN ¢ dekT TaneHTtamona u yrHereHue [[HC. Ecnm xomOumHamus TameHTagonia u
MpernapaToB, BbI3BbIBAIOIMINX yrHeTeHue abixanus win [IHC, HeoOxomuma, cleayeT penuTh
BOIIPOC O CHUKEHUU 03Bl IIPENapaToB.

Azconucmul-anmazonucmel onuouoHsvlx peyenmopos. Cienyer coOI0aTh OCTOPONKHOCTH NPHU

OOIHOBPECMCHHOM INPHUMCHCHHUU TallCHTAA0Jda C aroHUuCTaMHu-aHTarOHUCTaMu MIO-OIMMOUJIHBIX
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peuenTopoB (HampuMmep, IEHTAa30IuH, HaIOy()WH) WM YaCTUYHBIMH aroHHCTAMU MIO-
ONMOMJIHBIX pPELenTopoB (Hampumep, OynpeHopduH). IIpu OIHOBpEMEHHOM NHpPUMEHEHHU C
OynpeHopduHOM ObLIa OTMEUYEHAa HEOOXOJMMOCTh TOBBIMICHUS JI03BI ArOHUCTOB MIO-
ONMHOUIHBIX PEUENTOPOB, U B JaHHBIX OOCTOATEIHCTBAX HEOOXOIUM TIIATEIbHBIA MOHUTOPHHT
TaKuX MOOOYHBIX 3(PPEKTOB, KAK YTHETEHUE JTbIXaHHUS.

HmeroTcs eIMHUYHBIE COOOIICHHST O PAa3BUTUM CEPOTOHMHOBOTO CHHAPOMA, IO BpPEMEHHU
COBIAJABIIETO C OJHOBPEMEHHBIM TPUMEHEHHUEM TalleHTaaojda M CEePOTOHMHEPIHYECKHUX
MpenaparoB, HAPUMEpP, CEIIEKTUBHBIX HHTHOUTOPOB oOpaTHOTrOo 3axBaTa ceporonnHa (CHO3C).
Bo3MOXXHBIMU CUMOTOMaMU CEPOTOHMHOBOTO CHHAPOMA MOTYT ObITh, HAIPUMEP: CIIyTaHHOCTb
CO3HaHUs, BO30YXXICHHE, TIOBBIIICHUE TEMIEpaTypbl Tela, IOBBIIIEHHOE IOTOOTACICHHE,
aTakcus, runeppediaekcusi, MUOKIOHHUS U auapesd. OTMEHa CEpOTOHWHEPTHUECKUX IMpEnapaToB
OOBIYHO TPUBOAWIA K OBICTPOMY HCYE3HOBEHHMIO CHUMITOMOB. Tepamus ompeaensercs
XapaKTepOM U BBIPAKEHHOCTHIO CUMIITOMOB.

[TockonmbKy OCHOBHBIM IyTéM MeTa0OJIM3Ma TaleHTaZoNa SBJSIETCS KOHBIOTAUA C
TIIFOKYPOHOBOHM  kucioTod ¢ ydactuem wuszopepmentoB UGT1A6, UGT1A9 u UGT2B7,
OJIHOBPEMEHHOE MPHUMEHEHHE C MOIIHBIMH HMHTUOUTOpaMH 3THX H30(EpPMEHTOB (TaKUMHU Kak
KETOKOHa30J], (IIyKOHa30], MekiodeHaMoBas KHUCIOTa) MOMET YBEIWYHBATh CHCTEMHYIO
OKCTIO3ULUIO TallEHTA10T1a.

[TanmenTam, HaXOIAMIMMCSI HA JICYCHUH TANCHTAI0JIOM, CIEAYeT COOII0/IaTh OCTOPOKHOCTH B
Hayaje U MPU OKOHYAHUU OJHOBPEMEHHOTO MPUMEHEHHUS MOIIHBIX MHIYKTOPOB (DepMEHTHBIX
cUCTeM IeueHH (Hampumep, pudamnuiaa, peHodbapoburana, npenapaTon 38epo00si), HOCKOIbKY
ATO MOXET MPUBECTH COOTBETCTBEHHO K CHIDKEHHIO 3(PPEKTUBHOCTH MM PUCKY BOSHHKHOBEHUS
110004HBIX 3P (HEKTOB.

TanenTazon MPOTHBOIOKA3aH MAlMEHTaM, MOJYYalOIUM HHTHOUTOPHl MOHOAMHHOKCHAA3bI
(MAO) unu npUHUMAaBIIUM UX TocineaHue 14 nHel, T.K. BO3MOXKHO TOBBIIIEHUE COAEPKaHHS
HOpaJpEHaINHA, YTO MOXXET BbI3BaTh MOOOYHBIE 3(PPEKTHI CO CTOPOHBI CEPIEYHO-COCYTUCTON

CHUCTEMBI, TAKHUEC KaK FI/IHCpTOHI/I‘-IeCKI/Iﬁ Kpus.

OcoO0ble ykazanus

Bosmooicnoe snoynompebnenue npenapamom

CymiecTByeT NMOTEHIMAIBHBIH PUCK 31I0YyHoTpeOieHus mpemnapatoMm [lamekcus. Dto cmemyer
YYUTBIBATh NPH HAa3HAUEHUH Iperapara B CUTYyalUsX, KOTAA €CTh OMAaCHOCTh HEMpPAaBUILHOTIO
IpUMEHEHHUS, 310yNoTpeOIeHNs IpenapaToM Wi Iepelaun npenapara IpyruM JIMaMm.

Bce ManMCHTHI, MOJYYaBIINEC JICYCHUC IMpCliapaTaMUu-arOHUCTaM MIO-OIMMOUJHBIX pPCUCIITOPOB,

MMOJICKAT THIATCIIBHOMY KOHTPOJIIO B OTHOIICHHU N 3HOy1'IOTp66J'IeHI/I$[ mnpernapaTomM U 3aBUCUMOCTH.
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YVenemenue ovixanus

B BBICOKMX 103aX M y NALUEHTOB C IOBBIIIEHHONM YYBCTBUTEIBHOCTBI) K ArOHHCTAM MIO-
OIIMOMJIHBIX PELENTOPOB TANEHTAJO0J] MOXKET IIPOBOLMPOBATH [10303aBUCUMOE YTHETEHUE
nbixanusd. I1o 3Tol npuyrHe nanuueHTaM ¢ HapyueHueM (QyHKIUM JbIxaHus npenapart [anexcus
JIOJDKEH HAa3HA4aTbCsi C OCTOPOXKHOCTBIO. CienyeT pacCMOTPETh BO3MOXKHOCTb IIPUMEHEHUS
AQHAJIBICTUKOB, HE OTHOCAIIMXCA K aroHMCTaM MIO-OIIMOMJHBIX PELENTOpPOB, a Ipernapar
[Tanexcus y Takux MALMEHTOB JOJKEH NMPUMEHATHCS TOJIBKO IIOJ TINATEJIbHBIM MEIULIMHCKUM
HaOJIIOIGHHEM U B MUHHMMAJbHBIX 3(PQEKTUBHBIX A03aX. [Ipu yrHereHuu IpIxaHus JiedeHUE
JIOJDKHO IIPOBOAMTHCS KaK M B Cllydyae YrHETEHHUs JbIXaHWs Ha (OHE IPUMEHEHUs Jr00ro
JPYroro aroHMcTa MIO-OIMOUAHBIX PELIENITOPOB.

Yepenno-mo3206as mpasma u noGbluleHUE 6HYMPULEPENHO20 OABNEHUS.

Kak u npu npumeHeHMM ApYrux IpenapaToB - aroHUCTOB MIO-OINMOUJHBIX PELENTOPOB,
TaleHTaJ0]l He JOJDKeH Ha3HayaTbCsd IallMeHTaM, KOTOpbIe MOI'YT OKa3aTbCsi OCOOEHHO
YYBCTBUTEIBHBIMH K TMaTO()U3MOIOTHYECKUM DPEAKLUsAM, Pa3BUBAIOMIMMCS TIPU YBEIWYCHUU
NapUUaJIbHOIO JABJICHUS YIVIEKHCIOTO Ta3a B MHTPAKPAHMAIBHBIX COCyAaX M TKaHU MO3ra,
HanpuMep, NPU IOBBIILIEHUU BHYTPUYEPENHOIO [ABJICHUS, YTHETCHHM CO3HAaHUSA WM KOME.
AHaJIBI€TUKH, XapaKTEPU3YIOIIHUECS CPOACTBOM K MIO-ONMOUAHBIM pELENTOpaM, MOIYT
MAacCKMpOBaTh KIMHWYECKHUE IIPOSIBICHUS YEPENHO-MO3roBoil TpaBMbl. [Ipemapar Ilanekcus
JIOJDKEH IPUMEHATBCA C OCTOPOXKHOCTBIO Yy ITAIMEHTOB C YEPENHO-MO3IOBOM TpPaBMOM H
OITYXOJISIMH F'OJIOBHOI'O MO3Ta.

Cyoopoeu

CucreMaTH4eCKOr0 HM3yY€HHUsl TaleHTajoja y NAlUEHTOB C CYJOPOKHBIM CHHIPOMOM HeE
npoBoausiochk. TeM He MeHee, T0T00HO IPYTUM aHAJIbIe€TUKaM CO CPOJICTBOM K MIO-OMHOUIHBIM
peuenrtopaM, mpenapar [lamekcus NOMKEH Ha3HA4YaTbCs C OCTOPOXKHOCTBIO IALIMEHTaM C
CYJIOpPOXHBIM CHHAPOMOM B aHaMHe3€ WM JIOOBIMH COCTOSIHHUSIMH, KOTOpBIE IOABEPraroT
MAlEHTA PUCKY Pa3BUTHUS CYyJ0POT.

Ileuénounasn nedocmamoyunocmo

Y mnanueHToB C JIETKOM M YMEpPEHHOW I€YEHOYHOM HEJOCTATOYHOCTBIO  BBISBIIEHO
COOTBETCTBEHHO 2-KpaTHOE U 4,5-KpaTHOE MOBBIIIEHUE CUCTEMHON SKCIIO3ULIMU IO CPAaBHEHUIO
C MalMeHTaMu ¢ HopMasibHOU ¢yHkIuel neyenu. [Ipenapar [lanexcust nokeH NPUMEHSTHCS C
OCTOPOKHOCTBIO y MAIIMEHTOB C YMEPEHHO BBIPAKEHHOM IT€YEHOYHOM HENOCTATOYHOCTHIO.
[Tpenapat Ilanekcusi y manueHToB C TSDKENBIM HapylleHHeM (DYHKIMHM MEeYeHH He M3ydaycs U
[IO3TOMY IIPOTUBOIIOKA3aH K IPUMEHEHHUIO Y JaHHOW IPYIIIbI TAI{UEHTOB.

IIpumenenue npu namono2uu NOONHCEIYOOUHOU Hcene3vl U HCENUHbIX NPOMOKO8

[Ipenapatsl, oOnanarone CpoACTBOM K MIO-ONMHUOUAHBIM PELENTOpaM, MOTYT BbI3bIBATh CHa3M
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chunkrepa Opau. [Ipemapar [Tanekcust 70KeH MPUMEHSTHCS C OCTOPOKHOCTBIO Y TIAITMEHTOB C
MATOJIOTUEH JKEeTYEBBIBOASIIUX IMyTeH U OCTPBIM MaHKPEATUTOM.

Cunopom «ommenni»

[Ipy OAHOMOMEHTHOM IMpeKpalleHuu NpuéMa TaleHTaZo0ja BO3MOXKHO pPa3BUTHE CHHIpPOMA
«OTMEHBI». BO3MOXHO TMOSBICHHE CJIEAYIOIMIMX CHUMITOMOB: TpPEBOra, IOBBIIIEHHOE
MOTOOT/IEICHHE, OECCOHHUIIA, 03HOO, 00JIb, TOIIHOTA, TPEMOP, TUAPEsi, CAMITOMEI CO CTOPOHBI
BEPXHHUX JBIXaTEIbHBIX MyTEH, MAIO3PEKINS U, PEIKO, TAJUTFOIMHAINH. B nensx npodunaktuku
CHUHApPOMa «OTMEHBD» PEKOMEHAYETCSI MOCTENEHHOE CHUKEHHE JT03bl Mpenapara nepes moJHOM
OTMEHOM.

CHudiceHue apmepuaibHo20 0a6leHUs.

[Tpemapar Ilanekcuss MOXKET BBI3BATh 3HAYUTEIBHOE CHIDKCHHE apTEPUAIBLHOTO JaBICHUS
O0COOCHHO y MAllMEHTOB C TMIOBOJIEMUEH WM MPUHUMAIOIIUX OJHOBPEMEHHO C TalleHTaJ0JI0M
mpenapaTbl, CHIDKAIOIIME TOHYC mepudepruueckux COCyAOB (Hampumep, MPOU3BOIHbBIE
deHoTrasmHa, CpeacTBa s HApKO3a).

Cepomonunoswiii cuHOpom

HmeroTcss cooOIlleHUsT O Pa3BUTHHU YIPOXKAIOUIETO JKU3HH CEPOTOHMHOBOTO CHHApPOMA IPHU
OJIHOBPEMEHHOM  TNPUMEHEHUH  TalleHTaJoda Jake B  TepaleBTUYECKUX  J03aX C
CEPOTOHMHEPTUUYECKUMHU TIperapaTaMu: CEIICKTUBHBIMH HWHTHOMTOpaMU OOpaTHOTO 3axBara
ceporonnHa (CHO3C), umHruburopamu oOpaTHOTO 3axBaTa CEPOTOHMHA W HOpaJpEHaJIMHA,
TPULMKIMYECKUMU  aHTUJCNpeccaHTaMH, TPUNTAHAMH, MpernaparaMH, OKa3bIBAIOIIUMU
BO3JICHICTBHE Ha CEPOTOHMHEPTHUYECKYI0 TIepefady B I[EHTPAJIbHOW HEPBHOW cucTeMe
(HampuMep, MUpTAa3aIiH, TPA30d0H U TPAMaJIoJl), U IpernapaTaMu, HapyIIaronuMu MeTa0oIi3M
cepoToHnHa (Hampumep, uaruountopamu MAQO). Bo3MOXKHBIMH CHMIITOMaMHU CEPOTOHUHOBOTO
CHUHApPOMa MOTYT OBbITh, HAPUMEp: CIYTAaHHOCTh CO3HAHMs, BO30YXKJIEHHE, KOMa, TaXUKapIus,
MOBBINICHUE TEMIIepaTyphbl Tela, HapyllieHWe KOOPIWHAIIMM JIBKCHUU, TOIIHOTA, PBOTA U
muapes.

TameHTamoN JOJDKEH MPUMEHSATHCS C OCTOPOXKHOCTHIO Y MAIMEHTOB C aIPCHOKOPTHKAITBHON
HEJOCTAaTOYHOCThIO (Hampumep, mpu Ooye3HH AJANCOHA), Y TMAalUEeHTOB C aJKOTOJbHBIM
JENUPUEM, TOKCHUECKUM TICUX030M, Y MAIIMEHTOB C MUKCEIEMOU M TUIIOTHPEO30M, a TaKKe MPHU
TUIEPTPOOUH TTPEICTATEIILHOM JKEJIe3bl U CTPUKTYPaAX YPETPHI.

Bnuanue na cnocoonocms ynpasname mpancnopmusimMu cpeocmeamu, Mexanumamu

Kak u npyrue mpemnaparbl-arOHUCTBl MIO-OIMTUOUIHBIX PEIENTOPOB, [lanekcrs MOXKEeT HEeraTuBHO
BIIUSTh Ha CIIOCOOHOCTH K YIPABIEHUIO aBTOTPAHCIIOPTOM M CIIOKHBIMH MEXaHH3MaMu, T.K.
OKa3bIBaeT BIUSHUE HA IEHTPAIbHYIO HEpBHYIO cucTeMy. OCOOCHHO 9YacTO TaKoe JeHCTBHE

BO3MOJXHO B HadaJIi€ JICUCHU, IIpHU JIFOOBIX M3MEHEHUSIX 03Bl NIp€rapara, nmpu OJHOBPEMCHHOM
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anéMe C TpaHKBHJIM3aTOPaMH WX aJIKOTI'OJIEM. ITammeHTH! AOJIDKHBI BO3ACPKUBATHCA OT

BOXACHUA aBTOMOOMIIS U 3aHIATHH IIOTCHIUAJIBHO OIIACHBIMHU BHAAMU JCATCIIbHOCTH.

®opma BBIILYCKA

TabyeTku TPOJOHTUPOBAHHOTO JCUCTBUS, TMOKPBITHIE MUIEHOYHOU 000Joukoit, 50 mr, 100 mr,
150 mr, 200 mr, 250 mr.

[To 10 TabneToKk MPOJIOHTUPOBAHHOT'O JEWCTBHS, MOKPBITHIX IUIEHOYHOH O0OOJOUYKOH, B
KOHTYypHOU stuerikoBoi ymakoBke I[IBX/TIBIAX/0ymara/IIDT/amtomununii. [lo 2 wmm 6

KOHTYPHBIX STYCHKOBBIX YIIaKOBOK BMCCTC C I/IHCTPYKHPIGI;'I 10 IPUMCHCHHIO B KapTOHHOﬁ IIa4ykKe.

YcaoBusi XxpaHeHus
[Ipu Temneparype He Boime 30 °C.

XpaHUTh B HEJOCTYITHOM IS IETEeH MecTe.

Cpoxk rognocTu

3 roja. He ncnonn30BaTh mOCIIE HCTCUCHUS CpOKa roJHOCTH, YKAa3aHHOI'O Ha YIIAKOBKC.

YcaoBus ornycka
OTIyCKalT MO pelenTy.
OtHocutcs k pasgeny [V nmepeuHss JeKkapCTBEHHBIX CpPEJCTB, MOAJIEKAIUX IPEIMETHO-

KOoJM4ecTBeHHOMY yueTy B Poccniickoit denepanun.

HaumeHoBaHue M apec IOPHANYECKOT0 JHIA, HA HMS KOTOPOI0 BbIIaHO
perucTpaluoOHHOe y10cTOBepeHne/Bbinyckaommii KOHTPOJIb Ka4yecTBa

I'pronentans I'm6X, 'epmanus, 52078, Axen, [lurnepmrpacce, 6.

IIpoussBoaurenn
®apmaneyrnuu Popmentu C.a.A., Utanus,

21040, Opumxuo (mpoBuHIus Bapese), ynuna qu Burropwuo, 2.

dacoBIK /YNIAKOBIIHK

®apmaneyrnun opmentu C.m.A., Utanus,

21040, Opumxwuo (mpoBuHIUs Bapese), ynuna qu Burropwuo, 2.
W

I'pronentans ['M6X, ['epmanus, 52078, Axen, Llurnepmrrpacce, 6.
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Opranu3anus, TPUHUMAKOIIAS MPeTeH3UH
AO «Hwmxdapmy», Poccust

603950, r. Huwxuuit Hosropos,

yi. Canranckas, 1. 7

Ten.: (831) 278-80-88; daxc: (831) 430-72-28

E-mail: med@stada.ru
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