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MUHUCTEPCTBO 3/IPABOOXPAHEHNMA POF"CI?H/ICKOI/I OEJEPALIANT

MHCTPYKLIMA
[10 MEJJULIUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
Jloparekcan®
Buumamenvno npouumatime >3my UHCMPYKYUio nepeo mem, KaK Havamo
npuem/npumeHneHue 3mo2o 1eKapcmed.
o Coxpanume uHcmpyKyuto, OHa Modicen nompeboeamvcs 6HOBb.

e FEcnuy Bac go3nuxnu eonpocsi, obpamumecs Kk 6payy.

PerucrpaunoHHbIii HOMep:

Toprosoe naumenosanue: Jloparexcan®

MesxayHapoaHoe HenaTeHTOBAaHHOe HAaHMEeHOBaHHUe: JIOpaTa/IvH.

JlekapcrBenHnasi popma: TabieTku.

Cocras:

1 TabneTka coIepKUT:

oeticmgyrowee sewecmso. nopataaud — 10,000 mr; ecnomozamenvrvie eeujecmea.
JIaKTO3bI MOHOTHApAT — 69,175 mr, Kpaxman Kykypy3Hsii — 18,000 mr, kpemHwus
JIMOKCHU/I KOJUIOUIHBIN 6e3BoaHbIN — 1,825 mr, maraus cteapat — 1,000 mr
Onucanne: Gejble oBabHbIe TabaeTku ¢ puckoit u rpaBuposkoit LT | 10 Ha oxHomn
CTOpPOHE.

dapmakoTepaneBTHYECKasi TPynna:

[TpoTuBOAIepruvecKoe cpecTBO — Hi-rucTaMMHOBBIX pelenTopoB 6J10KaTop.

Koa ATX: RO6AX13.

dapmakojiorHyecKkHne cBoicTBa

DapmakoouHamuxa




JlopaTagH — aKTUBHOE BEIIECTBO JIEKAPCTBEHHOro IMpernapara Jloparekcan®,
MpeicTaBiseT  co0O0M  TPUIMKIMYECKOE  COEJMHEHHE  C  BBIPAXKEHHBIM
AHTUTUCTAMUHHBIM  JIGHCTBMEM M SBJISETCS  CEJIEKTHBHBIM  0JIOKaTOpOM
nepudepuyeckux Hj-rucraMuHoBbIX perientopos. O61agaeT ObICTPBIM M VT TETEHBIM
npoTHBOaIeprudeckuM neiicteueM. Hauano neiicteus — B Teyenne 30 MuH mocie
mpHemMa JleKapcTBeHHoro mpenapara Jloparekcan® BHYTpb. AHTUTHCTaMMHHBIN
> deKT 1ocTUraeT MakcuMyMma cIrycTs 8-12 yacoB OT Havana AeHcTBUs U JUTUTCs Ooiee
24 4acos.

JlopaTa/luH He MPOHHMKAeT Yepe3 reMarodHUedanuueckuii Oappep W HE OKa3bIBaeT
BO3JEMCTBHsS Ha LEHTPaJbHYIO HEpBHyI cucteMmy. He okaspiBaeT KIMHHYECKU
3HAYMMOI'0 aHTUXOJUHEPrU4eCKOro MM CEeJaTUBHOIO JCHCTBHS, T.€. HE BBI3BIBAET
COHJIMBOCTH ¥ HE BJIUSIET Ha CKOPOCTb NICUXOMOTOPHBIX PEaKLUi IIPH IPUMEHEHUH B
PEKOMEH/IOBaHHBIX Jo03ax. IIpueM JjekapcTBeHHoro mnpernapara Jloparekcan® He
NPUBOJAUT K yuinHeHHo uHTepBana QT na OKI'.

[lpu JUIMTEIBHOM JIeYeHMM He HaOII0AaNoch KIMHUYECKHM 3HAYUMBIX HM3MEHEHUM
rmokasaTelieil JKM3HEHHO BaKHBIX (YHKIHMH, MaHHBIX (DU3UKAIBHOTO OCMOTpA,
pe3yJIbTaToB J1abopaTOPHBIX UCCIICJOBAHUI WM JIeKTpOoKapAnorpaduu.

Jlopatajud He o00JagaeT 3HAYUMOM CEJNEKTUBHOCTBIO IO OTHOHIEHHIO K Ho-
rMCTAMUHOBBIM periernitopam. He MHrHOUpyeT oOpaTHBINM 3aXBaT HOpANUHEPpPUHA H
MPAKTHYECKU HE OKa3bIBAaeT BIIMSHUS Ha CEpJACUHO-COCYJMCTYIO CHCTEMY HIIH
GYHKIUIO BOAUTENS pUTMA.

Dapmaxokurnemuxa

JloparaiuH OBICTPO ¥ XOPOIIO BCACKIBAETCS B XKEIyOUHO-KHIIEYHOM TpakTe. Bpems
JOCTHXKEHMsST MaKCUMalbHOM KOHIEHTpauuu (Tma) JOpaTaguHa B IUIa3Me KPOBH
coctaBisieT 1—1,5 4, a ero akTMBHOro MerabonuTa aeznoparaauHa — 1,5-3,7 yaca.
IIpueM MUILK yBEIUUMBAET BPEMSI JOCTIDKEHUS] MaKCUMaIbHOW KOHIEHTPAUUH (Tmax)
JlopaTaJiiHa ¥ Je3jiopaTajnHa NpuOIM3UTENbHO Ha | Yac, HO He OKa3bIBaeT BIIMSHUSA

Ha 7(G(HEeKTUBHOCTH JIEKAPCTBEHHOT O MpenapaTa. MakcuManbHas KOHUEHTPAHUs (Crax)



nopaTaj¥Ha ¥ Je3loparaJdHa He 3aBUCHT OT IpUeMa MHUIM. Y TAalUeHTOB C
XPOHMYECKMMHU 3a00JIeBaHUAMHK [0YeK MakcuMaiubHass KOHIEHTpauus (Cmax) H
IJIOIIAAb 101 KpUBOW «KOHIEeHTpaius-Bpems» (AUC) noparajuHa U ero akTHBHOTO
MeTaboIUTa yBETMIUBAIOTCS 10 CPABHEHHUIO C TAlHeHTaMH C HOPMaJIbHOM (yHKIHeNn
noyexk. [Tepro il MOy BBIBEIEHHS JIOPATANHA U €0 aKTUBHOIO METab0JIUTa IIPH 3TOM
He OTJIMYAIOTCS OT TAKOBBIX Y 3/IOPOBBIX MALMEHTOB. Y IAlMEHTOB C AJIKOIOJbHBIM
nopaxenueM nedeHd Cpa ¥ AUC JopaTaZimHa M ero akTHBHOIO MeTabojuTa
YBEJIMYMBAIOTCS B JIBA Pa3a [0 CPAaBHEHHUIO C JAHHBIMH I0Ka3aTe/IsIMH Y MAllUEHTOB C
HOpMaJIbHOHM (yHKIMEH ITeYeHH.

JlopaTaguH umeeT BBICOKYIO crereHb (97-99 %), a ero akTUBHBIA MeTabOJIUT —
yMepeHHYIo cTerneHb (73-76 %) cBs3bIBaHMs ¢ O€JIKaMU I1JIa3MBl.

JlopataguH mMeTaboJM3UpyeTcss B Je3/10paTaJiH IOCPEACTBOM CHCTEMbI LIUTOXPOMA
P450 3A4 u, B MeHblIIel cTeNeHH, cucTeMbl [uToxpoma P450 2D6.

BeiBourcs uepes movku (mpubnuzutensHo 40 % MpUHATOH BHYTPh J03bI) U 4Yepes
KUIIEYHUK (TprOIu3uTenbHo 42 % NpUHATOH BHYTpPh 103bl) B TedeHue Oosee yeM 10
JIHEM, IPEUMYIIIECTBEHHO B BUJIe KOHBIOTUPOBAHHBIX MeTab0onnToB. [IpudausnTensHo
27 % NpUHSATOW BHYTPH J03bl BBIBOAUTCS 4Yepe3 MOYKH B TedeHUe 24 4acoB Iocie
npueMa JieKapcTBeHHoro mnpenapara. MeHee 1 % aKTHBHOIO BEIIECTBAa BBIBOAMUTCS
Yyepe3 IMOYKM B HEU3MEHEHHOM BHJAE B TeueHWe 24 4YacoB II0CI€ TNpHeMa
JIeKapCTBEHHOTIO IIpernapara.

BHOIOCTYTHOCTD JIopaTaiHa U ero akKTHBHOIO MeTaboJuTa MMEET N0303aBUCHMBIH
Xapakrep.

dapMaKOKMHETHYECKHE NPOGUIN JlopaTaJiHa M €ro akTUBHOro Merabosiura y
B3POCJIBIX U TIOXKHIIBIX 37I0POBBIX 10OPOBOJIBLEB OBLIN COMOCTABUMBI.

I[lepuon mosyBhIBEIeHHs JiopaTaiHa cocTasisieT oT 3 g0 20 yacoB (B cpeaHem 8,4
yaca), a jesjoparaadHa — ot 8,8 1o 92 yacoB (B cpenHeM 28 4acoB), Y IMOKHIIBIX
MALUEHTOB COOTBETCTBEHHO OT 6,7 110 37 yacoB (B cpeaHeM 18,2 vaca), u ot 11 1o 39

yacoB (B cpeadem 17,5 waca). Ilepuon mnosyBbIBeI€HHs YBEIUYMBACTCS TIpU



aJIKOTOJILHOM TOPaXeHUM MeYeHH (B 3aBUCHMOCTH OT TSXKECTH 3a00JIeBaHus) U HE

MEHSIETCS MPU HAIUYUU XPOHUYECKON IMOUEYHOH HEAOCTaTOYHOCTH.

[TpoBeeHMe reMoIuaIN3a y MalMEeHTOB C XPOHUYECKOM [TOYEYHON HETOCTATOUHOCTHIO

He OKa3bIBaeT BIIMSAHUSA Ha (apMaKOKMHETUKY JiopaTagdHa W €ro axKTHBHOIO

MeTabouTa.

IToka3anusi K NIPUMEHEHHIO

Ce30HHBIH (TTOJUTMHO3) U KPYTJIOTOAMYHBIA a/UIeprudecKuii pUHUT U aJlJIeprudecKui

KOHBIOHKTMBUT — YCTPaHEHHE CHMIITOMOB, CBSI3aHHBIX C 3TUMM 3a00JE€BaHUAMHU —

YMXaHUs, 3yJa CIU3UCTONH 00O0JIOUKM HOCA, pUHOPEH, OLLYIIECHHUS MOKEHHUS U 3y/1a B

rjasax, cJie30Te4eHUsI.

XpoHuueckas uAUONaTuIecKast KpaltMBHULIA.

IIpornBonokaszanus

® TUIEPYYBCTBUTEIHHOCTH K JTIOOOMY U3 KOMIIOHEHTOB IIperapara,

® JIETCKHI BO3pacT 10 3-X JeT U Macca Tena meHee 30 Kr;

® [IepUO]I IPYHOI0 BCKapMIIMBaHUS;

e nedUUUT  J1aKTa3bl,  HENEPEHOCHUMOCTb  JIAKTO3bl,  TJIFOKO30-rajlaKTO3Has
MasbabcopOIus.

C 0CTOPOXKHOCTBIO

o Tsokenple HapylIeHUs PYHKIUU NIEYEHH, B T.4. [IEUEHOYHAs! HEJOCTaTOYHOCTE;

e OepeMeHHOCTH (CM. pazoden «[Ipumenenue npu bepemeHHOCmMU U 8 NEPUOO 2PYOHO20

BCKAPMIUBAHUAY).

IIpumenenue npu GepeMEHHOCTH U B EPHOJ IPYIHOI0 BCKApPMJIHBAHHSA

Be3onacHOCTh NMPUMEHEHHs JIopaTaJiiHa BO BpeMs OEpeMEHHOCTH HE yCTaHOBJIEHA.

[TpumeHeHue nopatanHa Npu 6€PEeMEHHOCTH BO3MOXKHO TOJIBKO I10CJI€ KOHCYJIbTalluh

C BpauoM B Cllyyae €Cld IHpejarnosaraeMas Iojb3a Ui MaTepd IIpeBbIIIaeT

MOTeHLMAIbHBIA PUCK JUIS TUIOAA.

Ilepuoo epyonoco eckapmaueanus



JlopartaiMH ¥ ero akTUBHbIH METa0OJIMUT BBIIENIAIOTCS B TPYTHOE MOJIOKO, TIO3TOMY TIPH
Ha3HAYEHWHM JIEKApCTBEHHOTO Mperapara B Iep1o/] IPyJIHOTO BCKApMIIMBAHUS CIIeyeT
PELIUTH BOMPOC O MPEKPAIleHNH IPYJIHOr0 BCKApMIIMBAHHUSI.

Cnoco6 npuMeHeHHs U 103bl

BHYTpb, HE3aBUCUMO OT BPEMEHH IIpHUeMa MHULIIH.

B3pocneim, B TOM YHCIIE TOXHIBIM, U TOJAPOCTKAaM cTapiie 12 jer peKoMeHAyeTcs
npueMm JekapcTBeHHoro npernapara Jloparekcan® B goze 10 mr (1 Tabnerka) 1 pas B
JIeHb.

[Tpy npUMeHEHUH IperapaTa y MOKHIBIX IMALMEHTOB W y MAallMeHTOB C HAJIUYMEM
XPOHHMYECKOM MOYEYHOM HEJ0CTATOUHOCTU KOPPEKIIMH J103bI He TpeOyeTes,

Jlemsam B Bo3pacte ot 3 j10 12 siet ¢ maccoii Tena 6osnee 30 kr — 10 mr (1 Tabnerka) 1
pa3 B JICHb.

B3pocnbiM 1 eTsM npu Macce Tena 6osee 30 Kr ¢ TSDKeIbIM HapylleHHeM QyHKIUHU
TMeYeHy HavajbHast J103a J0/DKHa cocTaBisTh 10 Mr (1 TabieTka) yepes J€Hb.
IToGouHoe aelicTBHE

Kpamkuii 0630p pezyibmamos ucciedosanus bezonacHocmu npenapama

B KJIMHMYECKHX HCCIIEIOBAHUSX C Yy4YaCTUEM B3pPOCIBIX M IIOJAPOCTKOB B psC
MOKa3aHWM, BKJIIOYAs aJJIEPTMYECKU PUHUT U XPOHUYECKYIO HIMOINATHYECKYIO
KparuBHUILY, HeXeJlaTeJIbHbIE SIBICHHS, Ha0II01aBIIkecs Jallle, YeM IIpU MPUMEHEHUN
riane0o («IMyCTHIMIKKY), BCTpeyanuch y 2% MalMeHTOB, NPUHUMABIINX Ipernapar
Jloparekcan® B pekomenayemoi go3e 10 mr B aeHp. Yame yem B rpymme miane6o
OTMEYaJIUCh ClIeAyIolne HauboJiee 4acTble HeXeJaTeIbHbIe SBJICHHS: COHJIMBOCTH
(1,2%), ronosHas 606 (0,6%), noseimenue annetuta (0,5%) u 6ecconnnna (0,1%).

[To naHHBIM BCEMHpHOM opraHuzanuu 3apaBooxpaHeHus (BO3) nexenaTenbHbIe
peakIuu Ki1acCH(UIUPOBAHBI B COOTBETCTBUU C UX YAaCTOTOM PasBUTHs CIIEAYIOLIMM
obpasom: odeHb yacto (> 1/10), gacro (>1/100, <1/10), neuacro (=1/1000, <1/100),
peaKo (=1/10000, <1/1000) u OUYEHb peako (<1/10000);



4acTOTa HEM3BECTHA — I10 HMEIOLIUMCS JaHHBIM YCTaHOBUTH YacTOTY BOSHMKHOBEHHS
He MPeJICTaBIISIIOCh BO3MOXKHBIM.

B kax10i1 rpyIime 4acToTa MOOOUHBIX peaKlUii MpecTaB/IeHa B IOPSIKE YMEHbIICHHS
HX TSKECTH.

Hapywenus co cmoporbi LLMMVHHOHV cucmembl

ouenb pedko: peakliy THIepUyBCTBUTEILHOCTH (B TOM YHCIIE aHIMOHEBPOTUYECKHUM
oTek U aHaUITaAKTUIECKHE peaKLlUn).

Hapywenuﬂ CO CMOPOHbl H€D6H0uy cucmemaol

OuYeHb pedKo. TOJIOBOKPYXKEHHUE, CYyIOPOTH.

Hapywenus co cmopoHsl cepoeyHo-cocyoucmou Cucmembl

oueHb pedKo. TaxuKap/Ius, yJalleHHoe cepaueoneHue.

Hapywenus co cmoponsbl #ceny00uHO-KUUEYHO20 MPAaKkma

OueHb pedKo. TOUIHOTA, CYXOCTh BO PTY, FaCTPHT.

Hapyuwienus co cmopomvl neweHu u Hcende8bl800AWuUx nymeu

OueHb pedko. HapyllleHne GYHKIUH MTeYEHH.

Hapywienus co cmopomsbl KOAHCU U NOOKOICHBIX MKAHeU

OUYeHb pedKo. allJIePruYecKue peakliiy (ChIIb), aJOTeIus.

Obwue paccmpoucmea U HapYuleHUs 8 Mecme 68e0eHUs.

oueHb peoKo. clabocCTk.

JlabopamopHbvie u uHcmpymeHmanbisvle OaHHbLE

yacmoma HeuzeecnmHa. YBEIIMYEHUE MACChI T€JIa Y ,IICTGFI.

Iauyuenmor 0oemcko2o 6o3pacma

B KIMHMYECKUX HCCIIEIOBAHUAX C y4acTHeM JieTed B Bo3pacte oT 2 1o 12 jer, yaie,
4eM IpH MPUMEHEHUH Tu1anedo («ImyCThIIKN ), HaOII0AaiCh TaKUe HeKeslaTeIbHbIe
BJICHUS, KaK rojioBHas 601k (2,7 %), HepBO3HOCTH (2,3 %) 1 yroMisiemocTs (1 %).

Ecau mo0ble U3 yKa3aHHBIX B HHCTPYKIMU MTOOOUHBIX 3(h(HeKTOB yCyryOstoTcs, WK
Bbl 3ameTniu J1r00ble apyrue 1nododHsle 3¢ (eKTs, He yKa3aHHble B MHCTPYKIUH,

coobuTe 06 3TOM Bpauy.



IlepeaosnpoBka

Cumnmompl: COHIMBOCTD, TAXHUKAP/IHsL, TOJOBHAsH OOJIb.

B ciyyae mepeio3upoBKH ClieyeT He3aMeIIUTeIbHO 00paTUThCs K Bpady.

Jleuenue: cuMIITOMaTHYECKas M MOJJICp)KUBato1as Tepamnus. Bo3M0XKHO IMPOMbBIBaHUE
JKeNy/IKa, TIpueM anacopbeHToB (M3MeNbYeHHbIH aKTUBHPOBAHHBIA yrojb ¢ BOJOH).
JlopartaguH He BBIBOAMTCS TpH TpoBefeHMH remoauanusza. Ilocie okazaHus
HEOTJIOKHOM TOMOIIM HEOOXOIMMO IPOJOKUTh HAOIIOJEHHE 3a COCTOSTHHEM
MalMeHTa.

B3anmojeiicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH CPeICTBAMH

[TpreM nUIIK He OKa3bIBAeT BIMSHUSA HA d3(PPEKTUBHOCTD JIEKAPCTBEHHOT'O Mpernapara
Jloparexcan®.

JlexapcTBennblii mpenapar Jloparekcan® He ycuwiMBaeT IeMCTBHE ankozond Ha
LIEHTPAJbHYIO HEPBHYIO CUCTEMY.

[Ipy coBMECTHOM IpueMe JiopaTaguHa ¢ KETOKOHA30JIOM, JPUTPOMULMHOM HJIH
[UMETHUIUHOM OTMEUaJ0Ch MOBBIIIEHUE KOHUEHTPALMH JIOpaTaJiuHa B IJIa3Me, HO 3TO
MOBBIILIEHWE HE SBISUIOCH KJIMHUYECKHM 3HAYMMbIM, B TOM YHCJIE€ I10 JIaHHBIM
3JIeKTpoKapAnorpapuu.

WccnenoBanust B3aMMOJEHCTBUSL ¢ APYTMMU TpernapaTaMy MIPOBOJUIUCE TOJIBKO TIPU
Yy4YaCTHUU B3POCIIBIX MMALIUEHTOB.

OcoOble yka3anusi

[Ipuem mnpenapaTta cieayeT MpPeKpaTUTh HE MEHee 4YeM 3a JIBO€ CYTOK Iepen
MPOBEJICHUEM KOXKHBIX aJUIEPrUYecKuX MpoO, Tak Kak JIopaTaJuH MOXET OKa3bIBaTh
BJIMSTHUE HA UX pe3yJIbTaThl.

Biusinne Ha  CHOCOOHOCTH  YNPAaBJATHL TPAHCINOPTHBIMH  CPeICTBAMH,
MeXaHU3MaMH

He BBISIBJIEHO OTPHUIIATETBLHOTO AEHCTBUS JIOpaTaluHa Ha CIIOCOOHOCTH K YIIPaBJIEHUIO
aBTOMOOMJIEM WITH OCYIILIECTBICHUIO APYTOU I€ATEIbHOCTH, TPeOYIOIIEH MOBBIIIEHHOM

KOHICHTpalluhl BHHUMAaHHUA. OIIHaKO, B OYE€Hb PCIAKHX ClIydasiX HEKOTOPBIC IMAIlMCHTHI



UCIIBITEIBAIOT COHJIMBOCTH IIPU IPUEME JIEKAPCTBEHHOIO Iperapara Jloparexkcan®,
KOTOpas MOXKET TIOBIMATH HAa MX CIIOCOOHOCTh YNPaBISATh TPAHCIOPTHBIMU
CpeJCTBaMH M paboTaTh C MEXaHU3MaMHU.

®opma BbINyCKa

Ta6nerku, 10 mr.

Ilepeuunas ynakoseka

[To 7 wiu 10 Tabnerok B [IBX/An. 6imucrep.
Bmopuunas ynaxkoexka

[To 1, 2, 3 uau 5 GiMcTEpOB BMECTe ¢ UMHCTPYKIMEH MO MPUMEHEHUIO B KapTOHHYIO
nauky.

YcaoBusi XxpaHeHHs

[Tpu Temnieparype He Bbiie 25°C.

XpaHUTb B HEJOCTYITHOM IS IETEH MECTE.

Cpok rogHocTH

3 roxa.

He ucrnonb30BaTh M0 UCTEUEHUU CPOKA TOJHOCTH.
YcioBust OTIYCKA

Otnyckatot 6e3 peuernra.

[TpousBoauTennb

Hepocamens PY.: Cannos n.1., Beposuikosa 57, 1000 Jlro6nsna, CrioBenus,

[poussedeno. Camorac ®apma 'M6X, Orro-poH-Ttopuke-Amnee 1,39179 bapneben,

['epmanusi.
IIpemenszuu nompeoumeneii nanpaeaamo 6 340 «Canoosy:
125315, r. MockBa, JIeHUHTpaICKU# TPOCIIEKT, . 72, KOpIL. 3;

tenedon: (495) 660-75-09; dakc: (495) 660-75-10.

JlupexTop oT/ena perucTpaluuu
U KJIMHUYECKUX MCCIIeI0BAaHUM

3A0 «Cannos» ["opoxxanun A.B.




