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Toproeoe HanmeHoBaHue: JlopaTtaguH PeneBan

MexayHapoaHoe HenaTeHTOBaHHOe WAM FPynNNMpPoOBOYHOE
HanMeHoBaHMe: fopaTajuH

JlekapcTBeHHan ¢popma: TabneTkn

Cocras:

CocTaB Ha ofHy TabneTtky

Jeticmasytowee seuwjecmeo:

JlopatagnH —10,0 mr
BcnomozamereHble sewecmaa:

JTAaKTO3bl MOHOTUAPAT. ~-71,3mr
KpaxmaJs KyKypy3Hblii - 18,0 mr
MarHus cteapar. —0,7mr

Onucanne
Kpyrnble ABOAKOBBIMYK/ble TAGNETKM 6eoro nnv nouty 6enoro Lgeta ¢
puckom.

QapmakoTepaneBTMYecKaa rpynna: aHTUIMCTaMVHHblE CPeAcTBa
CNCTEMHOro Ael?ICTBI/Iﬂ; Apyrue aHTUrnCTaMmnHHble CpeacTsa CUCTEMHOIoO
[encTenA.

Kop ATX: RO6AX13

®dapmakonornyeckue cBoicTea

QapmakoduHamuka

JlopatagnH npepcTaBnseT cobon TPULMKANYECKOe COeAVHEeHUe C
BbIP@XXEHHbIM aHTUTUCTaMVHHBIM [eiCTBMEM W ABNAETCA CeNnekTuB-
HbiM 6nokaTopom nepudepnyecknx H -rmctaMrHOBbIX peuenTopos.
O6nagaet ObICTPbIM 1 ANWNTENIbHBIM  MPOTUBOANIEPINYECKNM
penictemem. Hauano geiictena — B TedeHne 30 MUHYT nocne npuema
BHYTPb. AHTUINCTaMUHHbIN 3$PeKT focTUraeT MakcMMyma CnycTa
8-12 yacoB OT Havana AencTBuA N AnuTcsa 6onee 24 yacos.
JlopaTafuH He NPOHMKaeT yepe3 rematosHUedannyeckuii bapbep n He
OKa3blBaeT BO3JeNCTBIA Ha LieHTpabHylo HepBHyio cuctemy (LIHC). He
OKasblBaeT KIMHUYECKM 3HAaYMMOro aHTUXONMHEPrn4yeckoro uau
ceflaTMBHOTO [ENCTBNA, TO eCTb He Bbi3blBAa€T COHNAMBOCTU W He
BAMAET Ha CKOPOCTb MCUXOMOTOPHbIX Peakuui npy NPUMEHeHUn B
peKkomMeHAoBaHHbIX Ao3ax. [prem nopatagvHa He NPUBOAUT K YANU-
HeHuto nHTepsana QT Ha anekTpokapanorpamme (3Kr).

JNlopataguH He 06nafaeT 3HaUYMMOW CEeNeKTUBHOCTBIO MO OTHOLIEHUIO
K H,-ructammHosbim peuentopam. He nHrbrpyeT obpaTbiii 3axBat
HopanNVHedpPUHa 1 NPaKTUYECKN He OKa3blBAaeT BANAHUA Ha CepAeYHO-
COCYANCTYI0 CUCTeMY UK GYHKLMIO BOAUTENA pUTMa.

Mpu pnuTeNbHOM NeYeHNn He HabnoAanoch KAMHUYECKU 3HauMMbIX
M3MEHEHWI MOoKa3aTesneil XXU3HEHHO BaKHbIX QYHKLMIA, AaHHbIX Gpr3n-
KanbHOro OCMOTpa, Pe3ynbTaToB NabopaTOPHbIX WCCNeAOBaHUN UKW
aneKTpokapanorpapun.

@apmakokuHemuka

BbIcTPO 1 NONHOCTbIO BCacbiBAeTCA B XeyAOUYHO-KMNILEYHOM TpaKTe.
Bpema focTxeHua makcumanbHoi KoHueHTpauun (T ) nopataguHa
B nnasme Kposu — 1-1,5 4, a ero akTBHOro metabonuta aesnopa-
TapuHa - 1,5-3,7 u. MNpuem nuwm ysenuuusaet T nopataguHa un
fesnopaTaAnHa NpubnusnTenbHO Ha 1 4, HO He OKasbiBaeT BAUAHNA
Ha >(PeKTUBHOCTL NekapcTBeHHOro npenapata. MakcumanbHas
KoHueHTpauua (C__) nopataguHa v gesnopartaguHa He 3aBUCUT OT
npviemMa nuwu.

BroaocTynHocTb nopataanHa 1 ero akTMBHOTO MeTabonmTa UMeeT f030-
3aBUCUMbI XapaKTep. JlopaTaavH UMeeT BbICOKYt cTeneHb (97-99 %), a
€ro aKkTVBHbII METAabONUT — yMepeHHyI0 cTeneHb (73-76 %) cBA3bIBaHWA
¢ 6enkamu nnasmbl.

JlopatagnH meTabonusmpyetcs B AesnopartaguH NocPeAcTBOM CUCTEMbI
uutoxpoma P450 3A4 1, B MeHbLUeN CTeneHun, ccTeMbl LuToxpoma P450
2D6.

max

BbiBOAWTCA yepes nouku (NpubnunsutenbHo 40 % NPUHATON BHYTPb
[103bl) N Yepes KUWeYHUK (NpnbnnsutenbHo 42 % NPUHATON BHYTPb
f103bl) B TeyeHue Gonee yem 10 fHel, NPeUMYLLECTBEHHO B BUAE
KOHDBIOrMPOBaHHbIX MeTabonnToB. MpubnusutenbHo 27 % NpuUHATON
BHYTPb [03bl BbIBOAMTCA Yepe3 MOYKM B TeyeHne 24 yacoB nocine
npuema npenapata. MeHee 1 % aKTMBHOro BellecTBa BbIBOAUTCA
yepes MoYKM B HEW3MEHEHHOM BUAE B TeueHne 24 YacoB nocne npuema
nekapcTBeHHOro npenaparta. lNepuog nonysbiBegeHua (TY2) nopata-
AvHa cocTaBnaeT oT 3 fo 20 u (B cpepHem 8,4 u), a ge3nopartagnHa — ot
8,8 00 92 u (B cpeHeMm 28 u).

Y NauMeHTOB C XpoHUueckumm 3abonesaHuamu nouek C v nnowanp
nof KPMBOM «KOHLEHTpauus — Bpems» (AUC) nopaTtaanHa n ero akTme-
HOro MeTabonnTa yBennumBaloTCA NO CPaBHEHUIO C laHHbIMMW NOKa3a-
TeNAMU y NaLMeHTOB C HOpManbHOW dyHKLMeln nouyek. Meprogpl TV:
nopatagnHa u T/2 ero akTMBHOroO MeTabonnTa Npn 3ToM He OTAMYaIOTCA
OT TaKOBbIX y 340POBbIX NALMNEHTOB. T2 He MeHAETCA NP Hannunn
XPOHNYECKOW MOYeYHON HeJOCTaTOYHOCTH.

MNpoBeneHne remopvani3a y MaLMEHTOB C XPOHWUYECKON MOYeYHON
He[oCTaTOYHOCTbIO He OKasblBaeT BAMAHUA Ha (apMakoKWHETUKY
nopatafjuHa v ero akTuBHOro Metabonura.

Y nayneHToB C ankorosnbHbIM nopaxeHuem nevenn C__ n AUC nopa-
TajiuHa yBeNNUMBalOTCA B Ba pPa3a Mo CPaBHEHMIO C JaHHbIMUW NOKa-
3aTeNAMU Y NaLMeHTOB C HOpMasibHOW GyHKLMel neyeHu, B TO Bpemsa
Kak GapMaKOKMHEeTMKa ero akTVBHOrO MeTabonnTa CyLecTBEHHO He
MeHseTcA.

TY2 yBenuunBaeTcsa Npu ankorosibHOM NopaxeHun neyeHu (B 3aBUCMMO-
CTV OT TAXKECTN 3a60NeBaHNA).

(DapMaKoKMHeTnYeckune npopunu nopatajuHa 1 ero akTMBHOro metabo-
NUTa y B3POC/IbIX 1 NOXMWIIbIX 3A0POBbIX JO6POBOJbLEB 6bIIN COMOCTa-
BUMBbI.

Y nauyuneHTOB NoXMNoro Bo3pacta T%2 nopataguHa coctaBnaet ot 6,7 [0
37 y (B cpepHem 18,2 u), a fe3nopatagnHa — ot 11 go 39 y (B cpefHem
17,54).

MokasaHnA K NnpUMeHeHunIo

ﬂOpaTa,ElVIH PeHeBan nokasaH K NPUMEHEHUIO Y B3POCbIX N [J,ETEI7I B
BO3pacTe oT 3 o 18 net.

* CE30HHbIN (MONIMHO3) 1 KPYTMOTOAUYHbIN annepruyecknin puHUT n
annepruyecknii KOHLIOHKTUBUT — YCTPaHEHUE CUMMNTOMOB, CBA3AHHbIX
€ 3TMU 3a60N1€BAHNAMM — YVXaHUA, 3yAa CIM3NCTON 0GONOUKI HOCA,
PUHOPEWN, OLLYLLIEHNA XXeHNA 1 3yAa B ra3ax, c/ie3oTeyeHuns;

* XpOHMYecCKana nanonatmyeckana KpanmeHuua.

MpoTneonokasanunsa

MnepyyBCTBUTENbHOCTb K NOpaTafuHy W APYrMM KOMMOHEHTam
npenapara; HenepeHOCMMOCTb N1akTo3bl, AePULMT NaKTasbl, CUHAPOM
[JII0KO30-TalakTO3HOW MasibabcopbLmm; Mepuoa rpyaHOro BCKapmau-
BaHWA; AETCKUI BO3pacT Ao 3 fieT n macca Tena meHee 30 Kr.

C OCTOPOXHOCTbIO

Taxenble HapyleHna GyHKUMM neyeHwn; 6epemMeHHOCTb (CMoTpu pasfaen
«[pumeHeHVe Npy 6epemMeHHOCTY 1 B NepPYoz rPYAHOTO BCKAPMIMBAHUAY).
Mp npn Gep
BaHUA

Bonbuoil 0bbem AaHHbIX O MPUMEHEeHWUN NnopaTtaavHa y 6epemeHHbIX
XeHLWwH (6onee 1000 NpoaHanM3NPOBaHHbIX ClyYaeB) CBUAETENbCTBYIOT
06 OTCYTCTBWW BAUAHWA NpenapaTa Ha BO3HNKHOBeHVe ManbdopmaLmnii
1IN GEeTo- N HeOHaTaNbHOW TOKCUYHOCTU lopaTaavHa.

B nccnenoBaHNAX Ha XMBOTHbBIX He GbiNIO BbIABIEHO PENpOAyKTUBHON
TOKCUYHOCTW.

B kauecTBe Mepbl NPeAOCTOPOXKHOCTU peKomeHayeTca nsberatb nprme-
HeHWA npenapata Bo BpeMs 6epeMeHHOCTW. JlopaTafiiH 1 ero akTUBHbIN
MeTabonNuT BbIENAIOTCA B rPYAHOE MOJIOKO, MOSTOMY NPW HasHaueHWn
NeKapCTBEHHOTO Mpernapata B Nepuop rpyaHOro BCKapMIMBaHWA criedyet
peLnTb BONPOC O NPeKpaLLeHN FPYAHOTO BCKAPMIUBAHUA.

T 1 B NepuUoj, rpyiHOro BCKapmMam-



Cnoco6 NnpuMeHeHUA N AO3bl

BHYTpb, HE3aBNCMMO OT BPEMEHU NPYEMA NULLN.

B3pocsibiM, 8 MOM HUC/Ie NOXUMBIM, U NOOpOCMKAaM cmapuie 12 nem
peKkomeHayeTca npuem nopataguHa B gose 10 mr (1 Tabnetka)
1 pa3 B feHb.

Mpy NpUMEeHEHNN Npenapata y NoXWiblX NaLMEHTOB W Y MaLWeHTOB
C HaNMuMeM XPOHNYECKOW MOYEYHON HE[OCTaTOYHOCTN KOPpPeKLum
[03bl He TpebyeTcs.

Jemsam e 8o3pacme om 3-x do 12 nem ¢ maccoli mena 6onee 30 Kz -
10 mr (1 TabneTtka) 1 pas B AeHb;

B3pocnbim u demam ¢ maccoti mena 6onee 30 ke C TAXKENbIM Hapy-
weHnemM GYHKLUM MeYeHn HayanbHas [03a JOMKHA COCTaBNATb
10 mr (1 TabneTtka) Yepes AeHb.

Ecnu nocne neyeHns ynyuylleHUa He HACTYmaeT AU CUMMTOMbI
yCyrybnaoTca, Uan noABNATCA HOBble CYUMMTOMbI, HEO6XOANMO
MPOKOHCYNBTUPOBATLCA C BpayoM. MpUMeHsAITe npenapar ToabKOo
COrNacHoO Tem MoKasaHUAM, TOMY CMOCOOy NPUMEHeHUA 1 B Tex
[l03aXx, KOTOPbIE YKa3aHbl B UHCTPYKLMN.

Mo6ouHoe gencrene

B KNMHWYeCKNX nccnefoBaHMAX € yyacTuem AeTell B Bo3pacTte oT 2 Ao 12
IET, NPUHUMABLUVIX NIOPATaAUH yalle, YeM B rpynne nnauebo (<rycTbilLKmy),
Habntopanvcb ronosHas 6onb (2,7 %), HepBO3HOCTL (2,3 %), yTomns-
emocTb (1 %). B KAMHUYECKMX WCCNEA0BaHUAX C YyacTUEM B3POCHbIX
HeXxenaTtenbHble ABNEHNA, HabNoAaBLINECA Yalle, YeM NPY NPYMEHEHUN
nnaye6o, BCTpeyanucb y 2 % NaumeHToB, MPUHMMABLLMX NopaTagviH. Y
B3POC/bIX NPU NPUMEHEHUN NTopaTaArHa Yalle, Yem B rpynne nnaue6o,
oTMeyvanucb roniosHasa 6onb (0,6 %), coHnusocTb (1,2 %), NoBbileHNe
annetwuTa (0,5 %) n 6eccoHHnua (0,1 %).

Mo paHHBIM BCEMWPHON oOpraHuW3auum 3apaBooxpaHeHua (BO3)
no6oyHble 3pdeKTbl KNaccMdrLMpPOBaHbl B COOTBETCTBUM C X YacTOTOMN
pasBuTMA cnepylowmm obpasom: ouveHb yacto (= 1/10), vacTto (oT
> 1/100 go < 1/10), HewacTto (oT = 1/1000 po < 1/100), peako (ot
> 1/10000 go < 1/1000), oueHb pegko (< 1/10000), yacToTa HeM3BeCTHa
- N0 UMEeIWMUMCA AaHHbIM YCTaHOBWUTb 4acTOTY BO3HUKHOBEHWA He
NPeACTaBAANOCH BO3MOXHbBIM.

MHdopmauma o NoBoUHbIX ABNEHNAX NPeAoCTaBeHa No pesynbratam
HabI0AEH NI NOCTPErMCTPALMOHHOTO NePUOAA.

Co cmopoHbI UMMYHHOU CUCMeMbl: OYeHb PeAKo — annepruyeckue
peakuuu (BKouaa aHIMOHeBPOTUYECKUIA OTekK, aHadunakcuio).

Co cmOpOHbI Hep8HOU CUCMeMbl: OUYEHb PefiKo — FONOBOKPYXeHWe,
cyaoporu.

Co cMopOHbI cepdeydHO-cOCyOUCMOU CUCMeMbI: O4EHb PEAKO — TaXMKapAns,
ceppuebreHme.

Co cmopoHbl nuwesapumenbHoOU cucmembl: O4eHb PeAKo — CYXOCTb BO
pTY, TOWHOTA, racTpuT.

Co CMOPOHBbI NeyeHU U Xen4esbl8o0AWUX nymeli: O4eHb PELKO — HapyLLeHe
bYHKLMMN NeyeHn.

Co CMOpPOHbI KOXU U NOOKOXHbIX MKaHeli: O4eHb PeAKo — CbiMb,
annoneyms.

O6wue paccmpolicmea: 04eHb PeAKO — YTOMIAEMOCTb.

JlabopamopHele u UHCMPYMeHMArbHble OaHHbIE: YacToTa HeM3BeCTHa —
yBeNuyeHre Maccbl Tena.

Ecnu y Bac oTmeuatoTca no6ouHble 3pdeKTbl, yKasaHHbIE B MHCTPYKLUN
1Ny OHU ycyrybnatoTca, unu Bl 3ametunu niobble apyrue no6ouHble
3¢ deKTbl, He yKasaHHble B UHCTPYKL MK, cOobLMTe 06 STOM Bpayy.

MNepeposupoBka

Cumnmomebl: TonoBHaa 60nb, COHNUBOCTb, Taxukapaua. B cnyuvae
nepefosnpoBKu cnepyetr HemeaneHHo O6paTI/ITbCﬂ K Bpauy.
JleueHue: cmnTOMaTYeCKasn 1 NofgAepXMBaloLLan Tepanua. BosmoxHo
NpoMbIBaHMe Xenyaka, npnem a[J,COp6eHTOB (I/IBMEJ'IbLIEHHbII;I AKTUBNPO-
BaHHbI yronb C BOAOW).

J'IopaTa,qMH He BbIBOAUTCA NpW NOMOLLM remognanunsa. Mocne okazaHua
HEOTNOXHO NOMOLLM HEO6XOAVMO NPOACIKUTL HabnloaeH e 3a COCTo-
AHMEM NauneHTa.

B3aumopeiicTBMe C APYrMMN neKapCcTBEHHbIMMN CPeACTBaMu

Mpviem NUWW He OKa3biBaeT BAVAHMA Ha SPPEKTUBHOCTb NopaTaanHa.
JlopaTagunH He ycunmBaeT AeNCTBYA ankorons Ha LEHTPasbHYI0 HEPBHYIO
cnctemy. MoOXeT NPOMCXOAWTb MOTEHUMaNnbHOe B3aWMOAENCTBME CO

BCEMU U3BECTHbIMY NHTMbUTopamu CYP3A4 nnu CYP2D6, uto npusogmt
K MOBbILIEHMIO YPOBHA flopaTajiuHa B Ma3Me KPOBU U K yBennyeHuio
pucka nobouHbix 3pdexToB. MpU COBMECTHOM Npueme flopatagnHa
KETOKOHA30/10M, 3pUTPOMULMHOM (MHrM6UTOp M3odepmerta CYP3A4)
VAn uumeTMauHom (MHrmMbutop usodpepmeHtos CYP3A4 u CYP2D6)
OTMeYasiocb MOBbIlEHNEe KOHLEeHTpauun nopaTtaguHa B rnasme, HO
3TO MOBbIWEHNE He ABNANOCH KAVHWYECKN 3HaUYMMbIM, B TOM yucnie no
[laHHbIM 3neKTpoKapavorpadun. Mpu OAHOBPEMEHHOM MPUMEHEHWN
C npenapatamy, YrHeTalOWMWMK MEeYEHOUHbIN MeTabonusm, cnepyet
cobnioaaTb OCTOPOXKHOCTb.

Ecnn Bbl mpuMeHsieTe BbilLeNepeyncieHHble WU Apyrie fekapCcTBeHHbIe
npenapatbl (B TOM uucie 6Ge3peLenTypHble) nepef MpYMeHeHueM
npenaparta JlopataauH PeHeBan NpOKOHCYNbTUPYIATECH C BPaYOM.

Ocobble ykasaHua

Mpviem nopatagnHa cnefyet NpekpaTnTL 3a 48 YacoB O NPOBefeHUs
KOMHbIX MPOB, MOCKOSbKY aHTUIMCTaMUHHbIE NleKapCTBEHHbIE Npenaparbl
MOTYT MCKaxaTb Pe3ynbTaTbl iUarHOCTUYECKOrO NCCIejoBaHMA.
BcnomozameneHole seujecmea

MauveHTam C pefKo BCTpeualoweica Hacne[CTBEHHON HemepeHo-
CMMOCTbIO TanakTo3bl, AeGpULMTOM NaKTasbl onapen UAn FoKo30-
ranakTo3Hoi Manbabcopbumen He cneayeT NPYHUMAaTL 3TOT Npenapar.

BnunsHmne Ha cNoco6HOCTb YNpaBAATb TPAHCMOPTHbIMU CpeACcTBaMu,
MexXaHn3mamu

He BbIABNEHO OTPULATENBHOIO AEVCTBUA flopaTajuHa Ha CMoco6HOCTb
K YNpaBneHulo aBTOMOGWNEM WAN OCYLLECTBNEHUIO APYroi AeATeNb-
HOCTW, Tpebylowelt NOBbILIEHHOW KOHLEHTPaLmun BHUMaHuA. OfHako B
OUeHb PeAKMX Cyyanx HEKOTOpble NaLMeHTbl UCMbITbIBAIOT COHNMBOCTbL
npu npueme noparaguHa, KOTopas MOXeT MOBANATb Ha UX CMOCOBGHOCTbL
YNpaBnATb TPAHCMOPTHLIMM CPEACTBaMU U paboTaTb C MeXaHU3Mamu.

®opma Bbinycka

Tabnetku, 10 mr.

Mo 10, 15 TabneTok B KOHTYPHYIO AYEKOBYIO YNAaKOBKY U3 MIEHKHM Mo-
JINBVHUNXNOPVAHON 1 GONbrv anioMVHUEBOV NEeYaTHON AaKMPOBaHHON.
1, 3 KOHTYPHble AYelKoBble yNakoBKy Mo 10 TabneTok unm 1, 2 KOHTypHble
AYEKOBbIE YNaKOBKM NO 15 TabneTok ¢ MHCTPYKLWeN Mo NPYMEHeHNIo
MOMELLAIOT B NauKy 13 KapToHa [iNA NOTPebnTeNnbCKON Tapbl.

YcnoBuA XxpaHeHuA
Mpwn TemnepaTtype He Bbiwe 25 °C.
XpaHuUTb B HEJOCTYNHOM ANA AeTeil mecTe.

Cpok rogHocTu
4 ropa.
He NPUMEHATb NO UCTEYEHUN CPOKa roAHOCTH.

YcnoBusa ornycka
OrnyckatoT 6e3 peLenTa.

Bnapeneu perncrpauy 0 YyAOCTOBEpPEHNA

AKuvoHepHoe obujectBo «Mpom3BoacTBEHHaA ¢apmaLeBTUYecKan
KomnaHua O6HoBNEHNE»

lOpuaunyecknin appec: 633621, HoBocnbupckas 061., Cy3yHCKWiA paiioH,
pn. Cy3yH, yn. Komnccapa 3aTbKoBa, A. 18.

Ten./¢dakc: 8 (800) 200-09-95.

WHTtepHet: www.pfk-obnovlenie.ru

MNpouseoanTens/OpraHnsauns, NpuUHMMAOWAA MNpPeTeH3un oT
norpe6utenen

Mpoussodumens

AkumoHepHoe o6wectBo «MpousBoacTBeHHas dapmMaueBTMYecKas
KomnaHusa O6HoBNEHNE»

Adpec mecma npousgodcmea

630096, . HoBocn6mpck, yn. CtaHumoHHas, 4. 80.

Op2aHu3zayus, NpuHUMarwas npemeH3uu om nompebumenel
AKuvoHepHoe obujectBo «Mpon3BoACTBEHHaA QapMaLeBTUYecKan
KomnaHua ObHoBneHne»

630096, . HoBocunbmpck, yn. CtaHumoHHas, 4. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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