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MUHUCTEPCTBO 3/IPABOOXPAHEHNS POCCUHCKON ®EJIEPALIMN
| COTJAC HO

CUDATN

WHCTPYKLINA
[10 MEJIMIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
JIOPATA/IUH LITAJIA

PerncrpannoHHbliii Homep:

Toprosoe nanmenoBanmne: Jlopatagun ILITAJIA

MexayHapoaHoe HemaTeHTOBAHHOe HAHMeHoBaHHe: Jloparaaun

JlexapcTBennas popma: tabneTku

Cocras

Opnina TabneTka COIepHKUT:

Oelicmeyiouyee geujecmso: nopataaut — 10 mr;

ecnomozamenvuble Gewjecmea: JIAKTO3bl MOHOTHIpAT, KpaxMmal KapTOQeabHbIH, KalblMs
cTeapar, KpocKapMelli03a HaTpHsl, KpEMHHUS JMOKCH/1 KOJIJIOUIHBIN.

Onucanue

Kpyrisie miockonunuaapuyeckue Tadbaetku 6e1oro uiam noutu 6esoro npeta ¢ Gpackoi ¢ AByx
CTOPOH U PUCKOMH € OJTHON CTOPOHBI.

dapmakoTepaneBTHYECKAs IPYNIA: IPOTHBOALJIEPrHYECKOE CPeACTBO — Hi-rucTaMMHOBBIX
peuenTopos 010KaTop

Koa ATX: RO6AX13

PapmakoI0rn4ecKue cBOHCTBA

DapmakoouHamuka

Jloparaqun  npeacrasisier  co0OM  TPULMKIMYECKOE  COEJAMHEHHE C  BBIPAXKEHHBIM
AQHTUTHCTAMHHHBIM JIEHCTBHEM M SIBJIETCS CEJIEKTHBHBIM OsiokaropoM nepudepuuyeckux Hi-
THCTAMHUHOBBIX penentopoB. OOnanaer OBICTPHIM U JUTMTENBHBIM TPOTHBOALIIEPTUYECKUM
neiicteueM. Hawano nedictBus — B TeueHue 30 MHHYT mocie nmpuéma JiopaTaJviHa BHYTPb.
AHTHUTHCTAaMHHHBIA 3(eKT jocTHraeT MakcuMyMma crycts 8-12 yacoB OoT Hauvasa JEHCTBUS H
nmtest 6osee 24 yacos. Jloparaaun He IPOHHUKAET yepe3 reMarodHuedannyeckuii 6apbep U He
OKa3bIBAaeT BO3JCHCTBHS Ha IEHTPAJbHYIO HEPBHYIO cucteMy. He okasbiBaeT KIMHHYECKH
3HQYUMOTO AHTUXOJIMHEPIMYECKOrO MJIM CEAAaTUBHOIO JIEHCTBHs, TO €CThb HE BBI3BIBACT
COHJIMBOCTH M HE BJMAET Ha CKOPOCTb ICHUXOMOTOPHBIX pEakUHil NpH INPUMEHEHHH B
peKOMeHI0BaHHbIX J03aX. [Ipuém sopataauna He MPUBOAMT K yAnuHeHMIO uHTepBana QT Ha

aekTpokapauorpamme (OKI).



[Ipy JUTHTEILHOM JIeYeHHH He HaOJI0JAIOCh KIMHUYECKH 3HAYMMBIX M3MEHEHHUH IoKasarelnei
)KU3HEHHO B@XHBIX (YHKIMH, JaHHBIX (H3MKAILHOIO OCMOTpA, PEe3yJIbTaTOB J1abOpaTOPHBIX
UCCJIeIOBAaHUH HITH 3JIeKTpoKapauorpaduu.

Jlopatanun He o0JjazaeT 3HAYMMOM CEJIEKTHBHOCTBIO 10 OTHOMIEHHIO K Ha-rucraMuHOBBIM
petienitopam. He nHrnGupyer oOparHblii 3axBaT HOpANUHEYPHHA U NPAKTUYECKH HE OKa3bIBAET
BJIUSTHUS HA CEPACYHO-COCYAUCTYIO CUCTEMY MITH (DYHKIIUIO BOJAUTEINS PHTMA.
DapmakoKkunemuka

JlopataguH OBICTPO ¥ XOpOIIO BCACHIBAETCS B JKEJYJOYHO-KHIIEYHOM Tpakrte. Bpewms
JIOCTH)KEHHST MaKCcUMalibHOU KoHIeHTpaluH (Tmax) TOpaTaguHa B ria3Me kpoBu — 1-1,5 vaca, a
€ro aKkTMBHOTro MetabosiMra jaesnoparaauHa — 1,5-3,7 vaca. [lpuéM numm yBeauuuBaeT Tmax
jopatajHa M Je3joparaidHa Ha 1 yYac, HO He OKa3biBaeT BIMSHUS Ha 3(dexTHBHOCTH
JIeKapCcTBeHHOro  mpenapara. MakcumanpHass  KoHUeHTpaims (Cmax) JIOpaTajmHa M
Jie37I0paTaliHa He 3aBHCUT OT NMpHéMa MUINK. Y MAlMeHTOB ¢ XPOHHYECKMMH 3a00JIeBaHUSIMU
no4eK Cmax ¥ IUIOIA@AL MO KpUBOM «KOHIEHTpauus—Bpems» (AUC) noparaauHa H €ro
aKTHBHOTO MeTabOJIMTa YBEIHYHBAIOTCS 110 CPABHEHMIO C MIAIMEHTaMH ¢ HOpMaJbHON (yHKIHeH
noyek. [lepuonapl mosyBbIBeIeHHUS JloOpaTaMHa M €ro akTHBHOIO MeTaboiiMTa IpH 3TOM HE
OTJIMYAIOTCS OT TAKOBBIX y 3J0POBBIX MALMEHTOB. Y MAlMEHTOB € AJIKOTOJIBHBIM MOPaKEHHEM
nedyeHd Cmax 1 AUC nopaTajiiHa ¥ €ro akTUBHOTO MeTa0OIUTa YBEIMUMBAIOTCS B JIBa pasa I10
CPaBHEHHIO C IaHHBIMHU TOKA3aTeJISIMU Y MAIIUEHTOB ¢ HOPMaJIbHOM (pyHKIMEH neyeHn.
Jlopatagun umeeT BBICOKYIO cTeneHb (97-99 %), a ero akTUBHBIH MeTabOIUT — YMEPEHHYIO
crenelb (73-76 %) cBa3piBaHus ¢ OeIKaMU IU1a3Mbl.

Jloparaaun MeTaboIM3UpyeTCs B JIE3/10paTaiuH MOCPEACTBOM CHCTEMbI iuToXpoma P450 3A4 u,
B MEHbIIIEH cTeneny, cucteMsl iuroxpoMa P450 2D6. BeiBoaures yepe3 noykH (MpUOIH3HTENBHO
40 % npuUHATOM BHYTPH JI03bI) U Yepe3 KHIIEeYHUK (mpubinsurenbHo 42 % NpUHATONH BHYTPH
Nn03bl) B TeyeHue Oonee yem 10 [HeH, NpeMMyIIECTBEHHO B BHJIE KOHBIOIMPOBAaHHBIX
MetabonuToB. [lpubnusurensHo 27 % nNpUHATOH BHYTPH 103bl BBIBOAMTCS 4Yepe3 IOYKH B
TedyeHHe 24 4YacoB Iociie NpHéMa JIeKapcTBEHHOro rnpenapara. Menee 1 % naeiicTByromero
BEINECTBA BBHIBOJUTCS Yepe3 MOYKH B HEU3MEHEHHOM BHJIE B TeueHHE 24 4acoB mocie npuéma
JopaTtaguHa.

BHOIOCTYIHOCTD JIOpaTajiiHa U €ro akTHBHOTO MeTaboJIMTa UMEET J0303aBUCHUMBIH XapakTep.
dapmakokuHETHUECKHE NMPOQUIN JIOpaTaJiHa ¥ €ro aKTMBHOTO MeTabO0JHUTa Yy B3POCIBLIX H
TIOXHJIBIX 3/I0POBBIX JJOOPOBOJIbIIEB OBUIM CONOCTABUMBI.

[lepros monyBbIBEeIeHHs JlopaTajuHa coctaBiseT oT 3 jno 20 gacoB (B cpeaneM 8.4 waca), a
nesnoparaguHa — ot 8,8 1m0 92 wacoB (B cpeaHeM 28 4acoB); y IOXHIBIX IIalHEHTOB

COOTBETCTBEHHO OT 6,7 /10 37 yacos (B cpeanem 18,2 yaca) u ot 11 10 39 yacos (B cpeanem 17,5
2



yaca). Ilepuoa moJyBbIBEICHHS YBEJIMYMBAETCS IPH AIKOTOJBHOM IOPaXXCHHH I€4eHH (B
3aBUCUMOCTH OT TSDKECTH 3a00sieBaHMs) U HE MEHSETCS NIPH HAJIMYMM XPOHHYECKOH MOYEYHOM
HEJI0CTaTOYHOCTH.

[IpoBenenune remoauanyus3a y MAlMEHTOB C XPOHHUYECKOH IOYEYHOW HENOCTATOYHOCTBIO HE
OKa3bIBaeT BIMSAHUA Ha papMaKOKMHETHKY JIOpaTaJiHa ¥ €ro aKTHBHOIO MeTaboImTa.
IMoxa3anusi K NPUMEHEHHIO

Ce30HHBIH (TMOJUTMHO3) W KPYIJIOTOJAMYHBIA a/UIEPrHYECKUe PHHUTBI M AJJIEPrHYECKHI
KOHBIOHKTHBHT — YCTPaHEHHE CUMIITOMOB, CBS3aHHBIX C STHMH 3a00JI€BaHUAMH — YUXAHH, 3y
CIIM3UCTON 000JI0YKH HOCA, PHHOPEH, OIIYIIEHHS HOKEHHUS M 3y/1a B I71a3aX, CI€30TEUCHHS.
XpoHuueckasi HAMONATHYECKas KPallMBHUIIA.

IlporuBonokasanus

[ToBbIIEHHAS YYBCTBUTEILHOCTD K JIOpATaUHY HJIU JIIOOOMY APYroMy KOMIIOHEHTY IIpenapara.
Jlerckuii Bo3pact 10 3 yieT u Macca Tena MeHee 30 Kr.

Ilepros rpy1HOTO BCKapMJIHBaHHUS.

Jlebuumt nakTasbl, HEMEPEHOCUMOCTH JIAKTO3BI, INIIOK030-TalakTO3Has MajibabcopOIus.

C 0cTOpPOKHOCTBIO

Tsoxénbie HapymeHus GYHKIUHU TTEYECHH.

bepemennocth (cM. pazzmen «lIpumeHenne mnpu OEpeMEHHOCTHM W B IEPHOJA T'PYIHOIrO
BCKAPMJIUBAHHUS ).

Ilpumenenne npu 6epeMEeHHOCTH M B NIEPHO/L IPY/IHOr0 BCKAPMJ/IHBAHHSA

Bosbinoi 00beM JaHHBIX O MPUMEHEHHH JiopaTaanHa y OepeMeHHBIX xeHUMH (6onee 1000
NPOAHATM3UPOBAHHBIX CITy4aeB) CBHMJETEILCTBYIOT 00 OTCYTCTBHM BIMSHMS IIpernapara Ha
BO3HHKHOBEHHE MaJib(hopmaliuii Hik GeTo- ¥ HEOHATAIBHOM TOKCUYHOCTH JIOpaTaIHHA.

B uccne1oBaHusAX Ha JKUBOTHBIX HE ObLIO BBISIBIICHO PENPOAYKTHBHON TOKCHUHOCTH.

B kauecTBe Mephl MPEOCTOPOIKHOCTH JKeIaTeaIbHO H30eraTh IPUMEHEHHs Npenapara BO BpeMsi
OepeMeHHOCTH.

JlopataiuH ¥ ero AaxkTUBHBIH META0OJMUT BBIAEISAIOTCS B TIPYAHOE MOJIOKO, IIO3TOMY IIpH
Ha3HAYEHHH JIEKApCTBEHHOTO Ipenapara B MEepHO IPYAHOTO BCKapMIIMBaHHs CJIEAYET PEIIUTh
BOIIPOC O MPEKPALEHUU TPYAHOTO BCKAPMIIMBAHHSL.

Cnocod npuMeHeHHUs U 103bl

BHYTpb, HE3aBHCHMO OT BPEMEHH NMpHEMA ITHILH.

B3pocibim, B TOM YHCJIE MOXHJIBIM, W NOJAPOCTKaM crapmie 12 JIeT peKOoMeHAyeTcs MpHEM
nekapctBenHoro npenapata Jlopataaun ILITAJIA B no3e 10 mr (1 Tabnerka) 1 pa3 B 1eHb.

[Ipu nprMeHEeHHH NpenapaTa y MOXKUJIbIX NAlMEHTOB U Y NAIllMeHTOB C HATMYUEM XPOHHYECKOM

IMOYEYHOU HEJOCTATOYHOCTH KOPPEKIMH JO3bl HE Tpe6yCTC${.



Jlemsm B Bo3pacte ot 3 10 12 net ¢ maccoii Tena 6osee 30 kr — 10 mr (1 Tabnerka) 1 pa3 B 1eHb.
B3pocneiv u getsm npu macce Tesna 6ojee 30 Kr ¢ TSOKENBIM HapylleHHeM (yHKUIUH TEeYEeHH
HayaJibHas /103a J0JKHA cocTaBidTh 10 mr (1 TabneTka) yepe3 AeHb.

Ilo6ounoe neficTBHE

B KJIMHMYECKHUX HCCIIEIOBaHHUIX C y4acTHEM JeTel B Bo3pacTe oT 2 10 12 jieT, NpHHUMABIIMX
JlopaTajiiH 4Yalie, YeM B rpyrie mianedo («mycThIIKNH»), Habmoaaiuch rojgoBHas 6ois (2,7 %),
HEPBO3HOCTH (2,3 %), yromnsiemocts (1 %).

B KIMHMYECKHMX MCCIIEIOBAaHUSX C YYaCTHEM B3POCIBIX  HEXeJaTelbHble  SBIICHHS,
HaOJIo/IaBIIMECs Yalle, 4YeM TpH MpPUMEHeHMH IU1anebo, BcTpeyaauch y 2 % MalMeHTOB,
NPUHUMABIIMX JIOpAaTaJuH. Y B3POCIBIX NPH NMPUMEHEHHH JOpaTavHa 4aule, 4eM B IpyIIe
wianebo, ormevanuch rojoBHas 60ib (0,6 %), conmuBocth (1,2 %), MOBBIIEHHE anneTUTa
(0,5 %) u 6ecconnnna (0,1 %).

[lo nanubiM Bceemupnoii opranuzauuu 3apaBooxpaneHus (BO3) mnoGounbie 3ddexTsi
KJIacCU(HUIIMPOBAHBI B COOTBETCTBHHM C MX YAaCTOTOW pa3BUTHs CIEAYIOIIMM O0pa3oM: OYEHb
gacto (> 1/10), gacto (ot > 1/100 no < 1/10), newacro (ot > 1/1000 no < 1/100), peako (ot
> 1/10000 o < 1/1000), oyens peaxo (< 1/10000); yacToTa HEM3BECTHA — 10 HUMEIOLIMMCS
JTAHHBIM YCTAHOBUTH YaCTOTY BOSHUKHOBEHHSI HE NPEJICTABIISIIOCH BOZMOKHBIM.

WUudopmamust o 1noOOYHBIX SIBIEHHMSIX NpPEAOCTaBlI€HAa MO pe3yiabTaraM HaOIoJeHUuN
HOCTPETUCTPAIITHOHHOTO TIEPHO/IA.

Co cmoponbl uUMMYHHOU cucmembl. OYEHb PEIKO — aUIeprHuyecKue peakuuH (BKIOYas
AQHT'MOHEBPOTHUYECKUH OTEK, aHa(HIAKCHIO).

Co cmopoHbl HepsHOU cucmembl. OUYeHb PEIKO — TOJIOBOKPYKEHUE, CYI0POTH.

Co cmoponbl cepoeyHo-cocyoucmoil cucmemol: O4€Hb PEJIKO — TaXUKap/us, cepleOueHue.

Co cmopoHbl nuwesapumenbHol CucmemMbl. OYE€Hb PEJIKO — CyXOCTb BO PTY, TOIIHOTA, FACTPHUT.
Co cmoponbl nevenu u JHcenyeui6o0suux nymeil: O4eHb peJIKo — HapyleH!e QYHKIHH NEeUeHH.
Co cmoponbl KoJdCU U NOOKOICHBIX MKAHEl. OYEHb PEJIKO — ChIllb, AJIOTIELHS.

Obwue paccmpoucmea: 09eHb PEIKO — YTOMIIIEMOCTb.

Jlabopamopuvie u uncmpymenmaibHvle OaHHble. 4acTOTA HEU3BECTHA — YBEJIMYEHHE MAacChl
Telna.

Eciu mo0ble U3 yka3zaHHbIX M0004YHBIX 3 dekToB ycyrydstes uau Bl 3ameTnnn moOble Apyrue
no6oyHble 3G GeKThl, He YKa3aHHbIe B MHCTPYKIMH, COOOLIMTE 00 3TOM Bpavy.

IlepenoznpoBka

Cumnmomvi: COHIIMBOCTb, TaxHKap/us, rojoBHas Oosib. B ciaydae nepeno3MpoBKH CleayeT

He3aMeUTHTEIbHO OOpaTUThCS K Bpavy.



Jleuenue: cuMriToMaTHYeCKas M TMOIEp KUBatoas Tepanus. Bo3M0XkKHO NpOMBIBAHUE JKeITy/IKa,
npuém  ajcopOeHTOB (M3MENIbUEHHBIH aKTHBHPOBAHHBIA yroab ¢ Bojo#). JloparaauH He
BBIBOJIMTCS TIPH TIPOBEICHAN reMoam3sa. [locie oka3aHus HEOTIOKHOH OMOIIH HEOOXOUMO
MPOJIOJDKUTE HAOIIO/IEHHE 332 COCTOSTHUEM TallMEHTA.

B3zaumoeiicTBHe ¢ APYrHMH JIeKAPCTBEHHBIMH CPeJACTBAMH

[Ipuém nuIM He OKa3bIBAeT BIUSHUS HA 3PEKTHBHOCTD JIOpaTaIiHa.

Jlopata/liH He YCHIIMBAET JICHCTBHE AJIKOT0JIsl HA LIEHTPAIbHYIO HEPBHYIO CHCTEMY.

Mo3KeT MPOUCXOUTH MOTEHIHAIBHOE B3aHMO/IEHCTBHE CO BCEMH M3BECTHBIMH HHIMOMTOpaMH
CYP3A4 wim CYP2D6, uyTo NpUBOAUT K MOBBILIEHUIO YPOBHS JIOpaTaJiiHa B IJ1a3Me KPOBH H K
YBEJIMYEHHIO prcka NOOOYHBIX 3P PEKTOB.

IIpy coBMECTHOM mNpHEME JIOpaTajvHa C KETOKOHA30JI0M M JPHTPOMHLHMHOM (HHIHOHTODHI
uzopepmenta CYP3A4) umu uumernaunom (narubutop msodpepmentos CYP3A4 u CYP2D6)
0TMEYasioCh MOBBIIIEHHE KOHIIEHTPAIMK JIOpaTainHa B I1JIa3Me, HO 9TO MOBBIIICHHE HE SBJISIOCH
KJIMHMYECKH 3HaYMMBIM, B TOM YHCJIE 110 JIAaHHBIM 3JIEKTpoKapauorpaduu.

IIpyu 0JHOBPEMEHHOM NMPUMEHEHHH C NpernapaTaMy, YTHETAIOIMHMMHU NEeYeHOYHbIH MeTadoIm3M,
cieayer co0oaaTh OCTOPOKHOCTD.

OcoOble yka3zaHus

[Ipuém npenapara Jloparamuu IIITAJIA ciexyer npekpatuTh 3a 48 4acoB [0 MPOBEICHHS
KOXHBIX P00, MOCKOJIbKY aHTUTHCTAMHHHBIC JIEKaPCTBEHHBIE Ipenaparbl MOTYT HCKaXaTb
pe3yJIbTaThl JIMArHOCTUYECKOTO HUCCIIEIOBAHHSL.

Binsinpe Ha cnocoOHOCTH YIIPABJIATH TPAHCIIOPTHBIMH CPEJACTBAMH, MEXaHH3MAMH

He BBIBIEHO OTPUIATEIBHOrO JIEHCTBHS JIOpaTaJuHa Ha CIOCOOHOCTH K YIPaBJICHHIO
AaBTOMOOMJIEM MJM OCYLIECTBJIEHHIO JPYroi JeATeIbHOCTH, TpeOylomeH IOBBILEHHOM
KOHIIEHTpAllM¥ BHUMAHHUS.

O/HaKO B OYEHB PEIKHX CIIydasx HEeKOTOpbIE MAllHEHThl HCIIBITHIBAIOT COHJIMBOCTD MPH MPHEME
JopaTajiiHa, KOTOpas MOXET MOBJIHATH Ha HX CIIOCOOHOCTH YNPaBJISTh TPAHCIOPTHBIMH
Cpe/ICTBaMH U paboTaTh ¢ MEXaHHU3MAMH.

®opma BbINyCcKa

Tabnerkn 10 mr. ITo 7 wmm 10 TabneTok B KOHTYPHOH SYEHKOBOW YIIAKOBKE M3 IUICHKH
MOJMBHHIIXJIOPHIHON ¥ (OJIBIH aTIOMHHHEBON IedyaTHOW jakupoBaHHOH. ITo 1, 2 wmmm 3
KOHTYPHBIE SYEHKOBBIE YMAKOBKH BMECTE C MHCTPYKIHMEH IO MEIMIMHCKOMY NPHMEHEHHIO
JIEKapCTBEHHOTO Mperapara B IIauKy U3 KapToHa.

YceaoBusi XxpaHeHus!

I1pu Temnepatype He Bbiuie 25 °C B MOTPeOUTEIBCKOH yrakoBKe (ayke KapTOHHOM).

XpaHuTh B HEJJOCTYITHOM JUISl IETEH MECTe.



Cpok rogHocTu

3 ropa.

He ucnonb30Bath 1Mo HCTEUEHHH CPOKA T'OJTHOCTH.

Yceaosus ornycka

Otnyckatot 6e3 peuenra.

IIponsBoauTen

000 «Xemohapmy, Poccus

249032, Kanyxckas o6, r. O6uunck, Kuesckoe mocce, 1. 62

Ten.: (48439) 90-500; daxc: (48439) 90-525

HaunMeHoBaHHe H a/ipec IOPHINYECKOT0 JIMLA, HA HMSI KOTOPOro BbIIAHO perucTpa-
HHOHHOE y10cToBepeHHe/Opranusanus, NPHHHMAKMAS NPeTeH3HH
AO «Hwxdapm», Poccus

603950, r. Huwxuuit Hosropon, yi. Canranckas, 1. 7

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

E-mail: med@stada.ru
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