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NlopatapuH PeHe

30 TabneToK no 10mr
' nPOTMBOAnnEPrmECKos

ana npuema BHYTPb
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NMHCTPYKIMA
10 MEJJUITUHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Jlopatagun PeneBaJ

Perucrpanuonnsiii Homep: JII1-005753

Toprosoe naumenoBanue: Jloparagun Penesan

MesknyHapoaHOe HelaTeHTOBAHHOE MJIM IPYNIIHPOBOYHOEe HAMMEHOBaHMe: JIOPaTauH
JlekapcTBenHasi popma: TabeTKu

Cocras Ha oaHy Ta0JeTKY

Leiicmeyrowee eewgecmeo: Jloparagun — 10,0 mr

Bcnomozamenvhvie 6ewyecmea: 1akTo3p1 MOHOTUAPAT — 71,3 Mr; KpaxMan KyKypy3Hslid —18,0 mr;

Marnus creapart — 0,7 Mr

Onucanne
Kpyribie 1BOSKOBBIMYKIIbIE TAOJETKH OEJI0ro MM MOYTH OEJI0ro 1IBETa C PUCKOM.

dapmakoTepaneBTHYECKAsl IPYIINAa: TPOTHBOAIEPTHIECKOE CPeACTBO — Hi-THCTaMUHOBBIX
penentopoB O10KaTop.

Kox ATX: RO6AX13
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dapMaKoJIOrHyecKue CBOMCTBA

DapmakoounHamuka

JloparaquH mOpexacTaBisieT  COOOM  TPULMKIMYECKOE COEJMHEHME C  BBIPAKEHHBIM
AQHTUTUCTAMUHHBIM JICWCTBUEM W SIBIISIETCS CENIEKTHUBHBIM OJloKaTopoM mepudepuueckux Hi-
TUCTAMMHOBBIX penentopoB. OO6magaer OBICTPHIM U JJIUTENBHBIM MPOTHUBOATUIEPTHUECKUM
neiicreueM. Hauano nelictBus — B Teuenre 30 MUHYT MocJie IpUeMa BHYTPb. AHTUTUCTAMUHHBIN
ahdext mocTuraer Makcumyma cnycts 8-12 yacoB OT Havayia JeHCTBHS W JiuTcs Oonee 24
4acoB.

JlopatasuH He POHUKAET Yepe3 reMarolrHLedanyeckuil 0aprep U He OKa3bIBaeT BO3/EHCTBUS Ha
neHtpanbHyto  HepBHyro cucremy (IIHC). He oka3piBaeT KJIMHUYECKHM  3HAYMMOTO
AQHTUXOJIMHEPTUYECKOTO WM CEAATUBHOTO JEHCTBUS, TO €CTh HE BBI3BIBAET COHJIMBOCTH U HE
BIIUSIET HAa CKOPOCTh NMCHUXOMOTOPHBIX pEaKUUi MPU NMPUMEHEHUH B PEKOMEHIOBAaHHBIX J103aX.
[Ipuem noparanuHa He IPUBOAUT K yAsnuHeHuIo uHTepBaia QT Ha anekrpokapauorpamme (OKI).
Jloparaqua He oOnagaeT 3HAYMMON CEJEKTUBHOCTHIO IO OTHOIICHHIO K Hr-rHcTaMUHOBBIM
penenropam. He mHrnOupyeT oOpaTHBIA 3aXBaT HOpINMUHEPpPHUHA U MPAKTHYCCKA HE OKAa3bIBACT
BIIUSIHUS HA CEPJICYHOCOCYIUCTYIO CUCTEMY WM (PYHKIIUIO BOJIUTEINS PUTMA.

[Ipu nnuTensHOM JIeYEHHWH HE HAOMI0anoch KIMHUYECKH 3HAUYMMBIX HW3MEHEHHUI Mokaszarernen
KU3HEHHO BaKHBIX (YHKIUM, IaHHBIX (PU3MKATIBHOTO OCMOTpPA, PE3yJbTAaTOB J1a0OPATOPHBIX
UCCIIeIOBAHUM WK 1EKTpOKapAUOTpadum.

dapmakokunemuka

Jlopatamun OBICTPO M XOPOLIO BCAChIBAETCS B IKEIIYOUYHO-KUIIEYHOM Tpakre. Bpewms
JTOCTH)KCHHUST MaKCUMaTbHOUW KoHIeHTpauH (Tmax) JOpaTagnHa B miia3me kpoBu — 1-1,5 gaca, a
€ro aKkTUBHOTrO MeTabonuTa aesnoparaauHa — 1,5-3,7 gaca. [lpuem mumum yBenmnuuBaeT Tmax
JopaTaJviHa M Je3JiopaTaJvHa NpUONM3UTENbHO Ha 1 Yac, HO HE OKa3bIBaeT BIUSHHUS Ha
3¢ dEeKTUBHOCTD JIEKapCTBEHHOTO npernapata. MakcuMmanbHas KoHIEHTpaus (Cmax) JTOpaTaguHa
U Je3NopaTaivHa He 3aBUCUT OT IpUeMa MUIIU. Y MalUeHTOB C XPOHUYECKUMU 3a00JIeBaHUSIMU
nouek MakcumaiabHas KOHUEHTpalus (Cmax) U MIIOMIAAb MO KPUBON «KOHIIEHTPAIMS — BPEMS»
(AUC) noparaaunHa U ero akTUBHOTO MeTab0JIMTa YBETUYUBAIOTCS MO0 CPAaBHEHHIO C MAIlHEHTaMU
¢ HopMmanbpHOU (yHkIHel novek. [lepuoa momyBeiBenenus (TY2) mopaTaanHa U €ro aKTUBHOTO
MeTabomuTa MpU ATOM HE OTIIMYAETCS OT TAKOBBIX Y 3J0POBBIX MAIUEHTOB. Y TMAIMEHTOB C
AJIKOTOJIHBIM TMopakeHueM NedeHH Cmax M AUC noparagyvHa M €ro akTUBHOTO MeTabojuTa
YBEJIIMUMBAIOTCA B JIBa pa3a IO CPAaBHEHUIO C JaHHBIMU T[IOKa3aTeNAMH Yy TMAlMEHTOB C
HOpMAaTbHOU (QYHKIIMEH MEeYeHH, B TO BpeMs Kak (papMaKOKMHETHKA €r0 aKTUBHOTO METaboJInTa
CYIIECTBEHHO He MeHsercs. JlopaTtaiuH uMmeeT BBICOKYIO cTeneHb (97-99 %), a ero akTHBHBIH
MeTaboUT — yMEPEHHYIO CTeneHb (73-76 %) cBsA3bIBaHMS ¢ OETKaMU TJIa3MBl.

JlopataauH MeTaboIM3UPYETCs B JIE3/I0paTaluH MOCPEACTBOM cHcTeMbl uToxpoma P450 3A4 u,
B MEHBIIEH CTemeHu, cucreMbl nutoxpoma P450 2D6. BeiBogurca depe3 mOYKH
(mpubnu3uTensHo 40 % NPUHATON BHYTPH J03bI) M Yepe3 KUIICYHHUK (MpuOau3utTensHo 42 %
NPUHATOW BHYTPh [J03bI) B TeueHue Oojee uem 10 1HEH, NpeHMMyIIECTBEHHO B BHJE
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KOHBIOTHPOBAaHHBIX MeTa00iuToB. [TpubnausurensHo 27 % NpUHATON BHYTPH /103bl BBHIBOJUTCS
yepe3 MOYKM B TEYCHHE 24 4YacoB IOCJE MpuUeMa JEKapCTBEHHOro rmnpemnaparta. Menee 1 %
aKTHBHOTO BEIIECTBA BHIBOJUTCS Yepe3 MOYKHA B HEM3MEHEHHOM BHJIE B TE€UCHHE 24 4acoOB MOCIe
IpremMa JIEKapCTBEHHOT'0 IIperapara.

buonocrynHocTh JOpaTazMHa U €ro akKTUBHOTO METabOIMTa MMEET J10303aBUCUMBIN XapakTep.
dapMaKOKHMHETHYECKHE NMPOGMIN JIopaTaJuHa U €ro akTUBHOTO METaloJuTa y B3pOCIBIX U
MOKUJIIBIX 3JJ0POBBIX TOOPOBOJIBIIEB ObLIN COMOCTABUMBI.

[lepuon nonyseiBenenus (T2) nopatanuna cocrasnser ot 3 10 20 yacos (B cpenneM 8,4 daca), a
nesnoparaguHa — oT 8,8 10 92 wyacoB (B cpenHeM 28 4acoB); Y MOXKHWIIBIX IallMEHTOB
COOTBETCTBEHHO OT 6,7 10 37 "wacoB (B cpemnem 18,2 yaca) u ot 11 mo 39 yacos (B cpennem 17,5
gaca). [lepuoa nomyBsiBenenus (TY2) yBeTudIuBaeTCs MU aJKOTOJIFHOM MOPaKCHUH TIEUYCHU (B
3aBUCUMOCTH OT TsDKECTH 3a00JIeBaHWS) M HE MEHSETCS MPH HAIMYUH XPOHHUYECKOW MOYEHHOU
HEJ0CTaTOYHOCTH.

[IpoBenenne remoauanusa y NAUMEHTOB C XPOHMYECKOW ITOYEYHOM HEJOCTATOYHOCTBIO HE
OKa3bIBaeT BIMSIHUS Ha papMaKOKHMHETHUKY JIOpaTaJiHa U €ro akTUBHOTO METaboIUTa.

IToka3aHnusi K NPUMEHEHUIO

Ce30HHBI (MOJUTMHO3) ¥ KPYIJIOTOJWYHBIA ~ aJUIEPTUYECKHE PUHUTBI W aJUIEPTUUYCCKUI
KOHBIOHKTUBUT — YCTPAHEHUE CUMIITOMOB, CBSI3aHHBIX C 3THMHU 3a00JIeBaHUSMU — YMXaHUS, 3y/1a
CITIM3UCTON OOOJIOYKM HOCA, PUHOPEH, ONIYIIEHMs OKEHHS W 3yla B IJa3zaX, CJIe30TCUCHHS.
XpoHuueckast uAeonaTuuecKasi KparnvBHHULIA.

IIporuBONOKa3aHUA

[loBbllieHHass YYBCTBUTENBHOCTH K JIOpaTaJuHy M JPYrUM KOMIIOHEHTaM Iperapara;
HEMEePEeHOCUMOCTbD JIAKTO3bl, AC(PUIUT JIaKTa3bl, CHHIPOM TIIIOK030-TaJaKTO3HOM MallbaOCcopOLny;
MIePHO/J] TPYAHOTO BCKApMIIMBAHUS; IETCKUN BO3pacT 10 3 JieT u Macca Tena meHee 30 Kr.

C 0CTOPOXKHOCTBHIO
Tsokenple HapymeHUs (QYHKUIUU TeueHH; OepeMeHHOCTh (cMmoTpu pasznen «lIpumenenue mpu
OEepEeMEHHOCTH U B MEPHUOJI TPYIHOTO BCKAPMIITUBAHUSY).

IIpumenenne npu 6epeMEeHHOCTH M B IEPHOJ IPYAHOI0 BCKAPMJIMBAHUSA

bonbmiolt 00beM JMaHHBIX O NMPUMEHEHUH JopaTajuHa y OepeMeHHbIX XeHIuH (Ooznee 1000
NPOAHATM3UPOBAHHBIX CIIy4aeB) CBUAETEIbCTBYIOT OO0 OTCYTCTBMM BIMSHMSA Ipenapara Ha
BO3HUKHOBEHUE Malb(popMaluil UM (eTo- 1 HEOHATAIBbHOM TOKCUYHOCTH JIOpATaJHHA.

B uccnenoBaHusaxX Ha )KMBOTHBIX HE OBLIIO BBISIBIEHO PENIPOJYKTUBHOM TOKCHYHOCTH. B kauecTBe
Mepbl TPEAOCTOPOKHOCTH pEKOMEHAyeTcsh u30eraTh NPUMEHEHHs IIpernapara BO BpeMs
O6epemenHocTu. JloparaaiuH M €ro akTUBHBIA METaOOJIUT BBIAEISIOTCS B TPYIHOE MOJIOKO,
[I03TOMY IpPU Ha3HAUYEHUU JIEKAPCTBEHHOIO Ipenapara B NEPHUOJ I'PYAHOIO BCKapMIIMBaHUS
CJIEYET PELIUTD BONPOC O MPEKPAIIEHUH I'PYyIHOTO BCKaPMJINBAHUS.
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Cnoco6 npuMeHeHus U 103bI

BHyTpb, HE3aBUCUMO OT BPEMEHH ITpUEMa TTHIIH.

Bspocnvim, 6 mom uucne nosxcunvim, u noopocmxam cmapwe 12 nem peKOMEHAYETCS MPUEM
noparaauaa B go3e 10 mr (1 tabnerka) 1 pa3 B neHb.

[Ipu nmpuMeHeHnH TpernapaTa y HOXKWIBIX MAIMEHTOB M Y TAIEHTOB C HAJTMYHEM XPOHUYECKON
MOYEYHOW HEJIOCTAaTOYHOCTH KOPPEKIIMH JI03bI HE TPEOYeTCs.

Jemsam 6 6ospacme om 3-x 0o 12 nem ¢ maccoii mena 6onee 30 k2 — 10 mr (1 Tabnetrka) 1 pa3 B
JICHb.

Bspocnvim u demsam npu macce mena 6onee 30 ke ¢ TSHKENBIM HapylleHHEM (YHKIUM TEYEHU
HavaJbHasH 103a I0JDKHA cocTaBisiTh 10 Mr (1 TabreTka) uyepes 1eHb.

IToGouHoe geiicTBHE

B xnuHMYeCcKuX HccaeqoBaHUAX C ydacTHEM JETe B Bo3pacTe oT 2 10 12 ner, NpuHUMAaBIINX
JopaTaJiH Yaile, 4eM B Tpymre mianedo («myCTHIIIKW), HaOIIJaniCh rooBHas 60ib (2,7
%), HepBo3HOCTH (2,3 %), yrommusemocts (1 %). B KIMHUYECKHX HCCIEOBAHUAX C Y4aCTHEM
B3POCJIBIX HEXeJlaTeNIbHbIE SBJICHMs, HAOMI0JaBIIMECs yalle, YeM Mpu IMpUMEHEHUU Ianeoo,
BCTpeuainnch y 2 % NalUeHTOB, MPUHUMABIIMX JIOpaTaauH. Y B3pOCIBIX MpPU HMPUMEHEHUU
JopaTaJvHa yalle, 4eM B Tpymie Iuianedo, otMedanuck ronoBHas 6ob (0,6 %), connmuBocts (1,2
%), nossitienue anmneruta (0,5 %) u 6ecconnuna (0,1 %).

[Io pmanHBIM BceMUpHOM oOpraHm3auuu 31apaBooxpaneHus (BO3) moGounbie 3¢ ekt
KJIaCCU(UIMPOBAHBI B COOTBETCTBUU C WX YACTOTOW Pa3BUTHUS CIEAYIOIIMM OOpa3oM: OYeHb
gacto (> 1/10), wacro (ot > 1/100 mo < 1/10), Hewacto (ot > 1/1000 no < 1/100), penxo (ot >
1/10000 mo < 1/1000), ouens peaxo (< 1/10000), gacToTa HEU3BECTHA — IT0 UMEIOIITUMCS TAHHBIM
YCTaHOBUTbH YaCTOTY BOZHUKHOBEHHUS HE MPEICTABIISIIOCH BOBMOYKHBIM.

Nudopmanmst o mOOOYHBIX SBJICHHSIX MPEAOCTaBICHA IO pe3yabTaTaM  HaOIIOJCHHI
MOCTPEruCTPAIIIOHHOTO MEPHO/IA.

Co cmopoHbl UMMYHHOU cucmemsl: OYEHb PEAKO — alUIeprUyYecKHe peakiuu (BKItoYas
AHTMOHEBPOTUYECKHI OTEK, aHAPHUIIAKCHUIO).

Co cmoponsl HepsHOl cucmeMbl. OUYEHBb PEJIKO — TOJIOBOKPYKEHHUE, CyJJOPOTH.

Co cmoponwl cepoeuno-cocyoucmotri cucmemsl: OYEHb PEJIKO — TaXUKapausl, cepAleOueHue.

Co cmopoHbl nuwesapumenbHoll cucmemsl. OUYEHb PEAKO — CYXOCTh BO PTY, TOITHOTA, TaCTPUT.
Co cmopoHbl neyeHu u JHcendesblgooAWUX nymeli: 09eHb PEIKO — HapylIeHne (QYHKIIUU TICUYCHHU.
Co cmopoHbl KodHCU U NOOKONHCHBIX MKAHell. 09eHb PENIKO — ChITb, aJIOTICIIHSL.

Obwue paccmpoiicmea.: 04€Hb PEIKO — YTOMIIIEMOCTb.

JlabopamopHule u uncmpymeHmanvHble OaHHble: YaCTOTa HEU3BECTHA — YBETTMUYECHUE MAcChl Tea.
Ecnu nwobvie uz ykazaunwvix noboounwvix sgpgexmos ycyeyoamces uiu Boi 3amemunu nodvie
opyaue nobouHvle 3¢hghexmol, He YKA3AHHBIE 8 UHCIPYKYUL, COOOWUme 00 3MoM 8payy.
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Ilepeno3upoBka

Cumnmompi: TOJOBHAs 0O0Jb, COHJIMBOCTh, TaxXWKapAusa. B ciyuae mepemo3upoBKH cleryeT
HEMEJICHHO 0OpaTUThCS K Bpady.

Jleuenue: cuMriromaTryeckasl U MojAJepKUBaroIIas Tepanus. Bo3sMOXKHO MpoMbIBaHUE JKETy/IKa,
pueM aJcopOeHTOB (M3MeEIbUEHHBIN aKTUBUPOBAHHBII YT OJIb C BOJIOM).

JlopaTanuH He BBIBOJAUTCS MpU Momouy remMoauanusa. Ilocine okazaHus HEOTIONKHOW MMOMOIIU
HE00X0IMMO MPOJI0JDKUTH HAOIIOIEHUE 32 COCTOSTHUEM IMallieHTa

B3aumopneiicTBue ¢ IpyruMM J1eKapCTBEHHBIMH CPeICTBaMH

[Ipuem nuim He oka3bIBaeT BIUSHUS Ha 3 PeKTUBHOCTD JopaTaanHa. JlopaTaauH HE yCUITUBAET
JNEMCTBUS aJKOTOJISI HA LIEHTPAJIbHYIO HEPBHYIO CUCTEMY. MOKeT IPOUCXOAUTh OTEHIIUAIbHOE
B3auMo/ieiicTBue co BceMu u3BecTHbIMU nHrHOuTOopamu CYP3A4 wim CYP2D6, uro npuBoaut
K TOBBIIIEHUIO YPOBHS JIOpaTajuHa B IUIa3M€ KPOBH M K YBEIMYEHHIO PHUCKAa MOOOYHBIX
spdekroB. Ilpu coBmMecTHOM mpueme JopaTajuHa C KETOKOHA30JI0M, SPUTPOMHUIIMHOM
(uarudurop modepmenta CYP3A4) nnu uumernauaoM (MHru6utop nzopepmentoB CYP3A4 u
CYP2D6) oTmeuasnoch MOBBIMIEHHE KOHIIEHTPAIMA JIOPATaiHA B TUIa3Me, HO TO TIOBBIIIEHUE HE
SBJIUIOCh KJIMHUYECKH 3HAYMMBIM, B TOM 4YHCJIE IO JAHHBIM 3jeKTpokapauorpaduu. Ilpu
OJIHOBPEMEHHOM IPUMEHEHHU C TIpernaparamy, YrHETAOIIMMH I€YEHOYHBIM MeTaboiu3M,
ciieyeT coOoIaTh OCTOPOKHOCTb.

Oco0ble ykazanust

[Ipuem noparaauna cieayer NpekpaTUTh 3a 48 4acoB 10 MPOBEACHUS KOXKHBIX MPOO, MOCKOIbKY
aHTUTUCTAMUHHBIE JIEKAPCTBEHHBIE MPerapaTbl MOTYT UCKaXXaTh Pe3yJbTaThl AUarHOCTUYECKOTO
UCCIIEeIOBAHUSI.

Biusinne Ha cmocoOHOCTH YupaBJsAATb TPAHCIIOPTHLIMHU CPEeACTBAMH, MEXaHU3MaAMHU

He BoIssBICHO OTpHULATCIBHOI'O JencTBUsS JljoparagiHa Ha CIIOCOOHOCTh K YIIpaBJICHUTO
aBTOMOOHMJIEM WU OCYHICCTBJICHHUIO I[py1“0171 JCATCIBHOCTH, Tpe6yfomel71 MTOBBIIIICHHOM
KOHIICHTPAllMX BHUMAHUA. OI[HaKO B OYCHb PCAKUX CIydasAX HECKOTOPBIC IMAIUCHTLI UCIIBIThIBAIOT
COHJIMBOCTD IIPU IIPUEME JIOpaTaarHa, KOTOpad MOXKCT IIOBJIMATbL HAa HUX CIIOCOOHOCTH YIIpaBJITh
TPAHCIIOPTHBIMHA CPCACTBAMHA U pa6OT8.TI> C MCXaHU3MaMU.

dopMa BbINTyCKa

Tabnerku, 10 mr.

ITo 10 TabnmeTok B KOHTYPHYIO SUYEHKOBYIO YIAKOBKY M3 IUICHKH MOJUBUHWIXJIOPUIHOW M
(bonbry ANIOMUHUEBON MEYaTHOM JTaKUPOBAaHHOM.

1, 3 KOHTypHble s4YelKOBbIe yHnakoBKH 1o 10 TaOneToK ¢ HMHCTPYKIHMEW MO NPUMEHEHUIO
MOMENIAIOT B MAYKY U3 KapTOHA JJIsl TOTPEOUTENILCKOM Taphl.
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YciaoBus XxpaHeHust
[Ipu remnepatype He Bbiie 25 °C.
XpaHUTh B HEJOCTYITHOM JIJISI IETEH MecTe.

Cpok rognocTtu
4 rona.

He IMPUMCHATH IO UCTCUCHUHN CPOKA 'O AHOCTH.

YcaoBust ormycka
OTtnyckarot 0e3 pelenra.

HaumeHnoBaHue, ajgpec NpPOM3BOAUTEJNS JIEKAPCTBEHHOr0 IMpenapara W ajpec MecTa
NPOU3BO/JCTBA JIEKAPCTBEHHOI 0 NMpenapara:

Bnaoeney pecucmpayuonnozo yoocmogepeHus, npou3gooumens:

AO «IIpomusBoncTBeHHas papmarieBTrueckas kommnanus OOHOBICHHE)

IOpunnuecknii anpec: 633621, HoBocubupckast o0u1.,

CysyHckuii paiton, pn. Cy3yH, yi. Komuccapa 3a1ekoBa, 1. 18.

Ten./ake: 8 (800) 200-09-95.

Wutepner: https://www.renewal.ru/

Aodpec mecma npouzeoocmea:

r. HoBocubupck, yin. Cranuuonsas, 1. 80.

Opeanuzayus, npuHUMaowas npemensuu om nompeoumerei.

AO «IIpomusBoacTBeHHas papmarieBTrueckas kommnanus OOHOBICHHEY
630096, r. HoBocubupck, yn. Ctaniuonsas, . 80,

e-mail: pretenzii @pfk-obnovlenie.ru
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