COOTBETCTBYET 3KCMEPTHOMY OTYETY

ot 21.02.2023 N= 3397

WHCTE yKHI/IﬁH OCNENOBATENEHOCTL 0002)

MO MEANIIMHCKOMY TTPUMEHEHNIO JIEKAPCTBEHHOTI'O ITPEITAPATA
Jlopataqmn-AKOC

PerucrpanmoHHbIii HOMep:

Toprosoe naumenoBanme: Jloparanua-AKOC

MeskayHapogHOe HeIATeHTOBAHHOE HJIH I'PYNIIHPOBOYHOC HAMMEHOBAHHE: JIOpaTauH
JlekapcTBeHHas ¢opma: TabiIeTKH

Cocras

eticmsyrowee seugecmeo: noparaaud — 10,0 mr.

Bcnomozamenvuvle  sewjecmea:  Kpaxman — KyKypy3HbIM, MarHus  cTeapaT,  Tallbk,
KapOOKCUMETHIIIKpAaXMal HATpHs (HATPHsL KpaxMai TJIMKOJIAT), KPEMHHUS JIMOKCH] KOJUIOUHBIN
(aspocuin), HEeIUII0I03a MUKPOKPUCTAILINYECKAs, JJaKTO3bl MOHOI'M/IpAT.

Onucanue: xpyriple TableTKH O€TOro WM MOYTH OeNoro IBeTa IUIOCKOLWIMHIPUYECKOH
(GhOpPMBI ¢ PUCKOH B (hacKOH.

dapmakoTepaneBTHYeCKasd TPyNna: aHTUTUCTAMUHHBIC CPEJCTBA CUCTEMHOTO JICHCTBUS;
JIpyrue aHTUTUCTAMUHHBIC CPEICTBA CUCTEMHOTO JICHCTBHUSL.

Koa ATX: RO6AX13

DapMaKoJOrHIecKre CBOMCTBA

Dapmakoounamuka

JlopatanuH — aKTHBHOE BCIIECTBO JieKapcTBeHHOTo mpemapata Jloparanua-AKOC,
IpencTaBIsieT co00M TPULMKINYECKOE COEJUHEHHE C BBIPAXEHHBIM aHTUTHCTAMUHHBIM
NeCTBHEM W SBJSETCS CEeNeKTHBHBIM OmokaTopoM mepudepuyeckux Hi-THCTaMHHOBBIX
perienitopoB. O6nagact OBICTPHIM U JUIUTCIBHBIM MPOTHBOALICPTUYECKUM JAckicTBUeM. Hauamo
JiericTBust — B TeueHue 30 MUHYT mociie npuemMa JekapcTBeHHoro npenapara Jloparaana-AKOC
BHYTPb. AHTHUTMCTaMUHHBIA 3(PQPEKT HocTUraeT MakcuMmyma crycts 8—12 yacoB oT Hadana
JneficTBua U gurcs 6oinee 24 4acos.

JlopaTanuH He POHMKAET Yepe3 reMaTodHIedannyeckuil 0apbep M HE OKa3bIBAET BO3/CHCTBUS
Ha IICHTPaJbHYK) HCPBHYIO  cucTeMy. He  oka3piBaeT  KJIMHHYCCKH  3HAYUMOTO
AHTUXOJIMHEPTUUECKOT0 U CEIaTUBHOTO JICUCTBUS, T.C. HE BbI3BIBACT COHJIMBOCTH U HE BIIMSACT HA
CKOPOCTb TICUXOMOTOPHBIX pPEAaKIMH IpPH IPUMECHEHUM B PEKOMCHIOBAaHHBIX no03ax. [lpuem
nekapcTBeHHOro npenapara Jloparaana-AKOC ne mpuBoant Kk yminHeHuro nHTepBana QT Ha

OKT'.
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’KM3HCHHO BAXXHBIX (YHKUMH, HaHHBIX (PU3MKAIBLHOTO OCMOTpA, Pe3yibTaTOB JabOpaTOPHBIX
MCCIICIOBAHNN WM 3IICKTPOKapIuorpadum.

JlopatanuH He 00nagaeT 3HAYMMOW CENEKTUBHOCTBIO MO OTHOLICHHIO K H>-rcTaMHUHOBBIM
peuentopaMm. He nHruGupyer oOpaTHbII 3aXBaT HOpANHHEDPUHA U MTPAKTUYECKH HE OKa3bIBAET
BJIMSIHUSI HA CEPACYHO-COCYIUCTYIO CUCTEMY MIIH (DYHKIUIO BOAMTEIS PUTMA.
Dapmakokunemuka

JlopatanuH OBICTPO W XOpOIIO BCACHIBAETCA B JKETYJOYHO-KHIIEYHOM TpakTe. Bpems
JOCTHIKEHHST MaKCUMaIbHON KoHIeHTpanuu ( Tmax) noparanuHa B mia3me KpoBu — 1-1,5 yaca, a
ero aKkTUBHOTO MeTaboiiuta je3noparajuna — 1,5-3,7 yaca. [Ipuem numu yBelIMYUBaET BpEMs
JIOCTHDKCHHUSL  MakCUMayibHOM — koHHeHTparmu  (Tmax) noparagmua w  Jie3jioparajnHa
npubIM3UTENbHO Ha 1 Yac, HO He OKa3blBaeT BIMSHHUS Ha 3(PQEeKTUBHOCTH JEKapCTBEHHOTO
npenapaTta. MakcumanbHas KoHeHTparus (Cmax) JopaTaivHa U Ae3JI0paTaJlHa He 3aBUCUT OT
IpreMa MUK, Y [alUeHTOB C XPOHUYECKUMHU 3a00JIEBAHUSMH [I0YEK MaKCHMajlbHasi
koHneHTpauusa (Cmax) U 1Iom@ab 110J] KpuBoi «koHueHTpauus—Bpems» (AUC) noparajuna u
€ro akTUBHOIO METa0ONUTa YBEIWYHBAIOTCS IO CPAaBHEHUIO C MallMeHTaMH ¢ HOPMaJbHOH
GyHKUMEH MOYeK.

Ileproabl MOMYBBIBEACHMS 1OPATaIMHA U €M0 aKTUBHOTO METAa00IUTa IIPU 3TOM HE OTIMYAIOTCS
OT TAKOBBIX Y 3/I0POBBIX MAIMEHTOB. Y MAllUCHTOB C AJKOTOJIbHBIM NOpaXKeHUEM neueHU Cmax u
AUC nopaTtanuHa yBeTWYMBAIOTCS B JBa pa3a MO CPaBHEHHIO C JaHHBIMHU IOKa3aTelsMU Y
NAlMEeHTOB ¢ HOpMAIbHOU (DYHKIIMEH NeueHH, B TO BpeMs Kak (hapMaKOKHHETHKA €ro akTHBHOT'O
MeTa00MTa CYIIECTBEHHO HE MEHSIETCS.

Jlopatanun umeeT BBICOKYIO cTemeHb (97-99 %), a ero akTUBHBIH METaOONIUT — YMEPCHHYIO
cteneHb (73—76 %) cBA3BIBaHUS C OENKAMMU IJIA3MBI.

JlopataguH MeTaboIU3UpPyETCs B IE3I0pATaIUMH MMOCPEACTBOM CUCTeMBI LIuToXpoMa P450 3A4 u,
B MCHBIIECH CTENEHW, CUCTeMBl nutoxpoma P450 2D6. BeBoguTcs 4epe3 MOYKH
(mpubnusurensHo 40 % TPUHATON BHYTPbH A03bI) U uepe3 KUIIEHHUK (MmpubauszutensHo 42 %
OPUHATOW BHYTPh [103b1) B TeuyeHue Oonee uem 10 1gHEH, NpPeHMMYyILECTBEHHO B BHJE
KOHBIOTHPOBaHHBIX MeTabommToB. [Ipubnmsurensuo 27 % NpUHATOW BHYTPH J03bI BBIBOIUTCS
4yepe3 MOYKM B TE€UeHHE 24 4acoB MOCHe MpUema JeKapcTBeHHoOro mnpenapara. Menee 1 %
aKTUBHOTO BEHIECTBA BHIBOJIUTCSA UEPE3 MOYKH B HEU3MEHEHHOM BHJIE B TeUEHHE 24 4acoB Mocie
IIpYeMa JIEKapCTBEHHOI'O IIperapara.

buonoctynHocTs oparaguHa U €ro aKTMBHOTO METa00IMTa MMEET J10303aBHUCHMBINA XapakTep.
®apMakoKHHETHYECKHE MPOQUIN JopaTaJuHa U €ro akTUBHOTO MeTadolMTa y B3pOCIBIX U

MOXUWJIBIX 3JOPOBBIX ﬂO6pOBOJ'II)HeB OBUTH COITOCTABHMEI.
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JaesnoparaguHa — ot 8,8 10 92 wacoB (B cpeaHeM 28 4YacoB); Yy IMOXKHIBIX I[alUCHTOB
COOTBETCTBEHHO OT 6,7 no 37 uvacoB (B cpenuem 18,2 yaca) u or 11 mo 39 gacos (B cpeanem
17,5 yaca). [leproa nmomyBbIBEIEHUS YBEIUUMBACTCS IIPHU AJIKOTOJIbHOM MOPAXKEHUU MEeUeHH (B
3aBUCHUMOCTH OT TSDKECTH 3a00JIeBaHUSA) M HE MEHSETCs NPU HAIMYUU XPOHUYECKOH MOYeYHOH
HEJAO0CTATOYHOCTH.

IIpoBeneHne reMoAuan3a y HNALKUEHTOB C XPOHUYECKOH IIOYEYHOM HEIOCTATOYHOCTBIO HE
OKa3blBaeT BIUAHUA Ha (AapMAKOKHMHETHKY JopaTaidHa W €ro AakTUBHOTO MeTa0oNHUTa.
IToka3aHusi K NpUMEHEHU IO

Ce3oHHBI  (TIOJUIMHO3) ¥ KPYIJIOTOJIMYHBIN  Q/UICPTHUCCKAE PHHHUTHI M aUICPTHYCCKUHN
KOHBIOHKTUBHT — YCTPAHEHUE CHMITTOMOB, CBSI3aHHBIX C STUMH 3a00JICBAaHUSIMHU — YUXAHUS, 3y/1a
CIIU3UCTON 000IOUKH HOCA, PUHOPEH, OLIYILEHUS MOKEHUS U 3y/1a B I1a3ax, cle30TeUeHusl.
XpoHuueckasi HAHONaTHYeCcKas KpaluBHULIA.

IIpoTuBonmoka3zanus

HenepeHOCMMOCTh WU TIOBBIIICHHAS] YYBCTBUTEIBHOCTE K JIOPATAANHY WU JIFOOOMY JIPYrOMY
KOMIIOHEHTY IIpenapara.

Jlerckuii Bo3pacT 10 3 1eT U Macca Tena meHee 30 Kr.

[leproa rpyaAHOTO BCKapMITHBAHUSI.

[TarueHTamM ¢ pPeIKUMH HACJIEICTBCHHBIMU 3a00JCBAHUSMHU (HAPYIICHUSIMH TIEPEHOCHMOCTHU
rajlakTo3bl, HEAOCTATOYHOCTHIO JakTa3bl Jlanma niu ManbadbcopOLmen riIroKo3bI-raTakTo3bl).

C 0CTOpPOKHOCTHIO

Tsoxenbie HapyIICHUS (PYHKIIMY TEYCHHU.

bepemennocts (cMm. pasznen «l[IpumeHeHne mnpu OEPEeMEHHOCTH W B MEPHOJ TPYAHOTO
BCKapMITHUBAHUS).

IIpumeHeHne npu 6epeMEHHOCTH U B MEPHO] IPYAHOI0 BCKAPMJIUBAHHUS

Bonpmroit 00beM JaHHBIX O TNPUMCHCHHH JIOpaTajuHa y OCpeMEHHBIX >KeHIMH (Ooiree
1000 npoaHanu3UpOBaHHBIX CIIY4acB) CBUICTEILCTBYIOT 00 OTCYTCTBHHM BIMSIHMSI MpeEnapara Ha
BO3HHUKHOBEHHUE Mallb(popmanuii uiu GeTo- 1 HEOHATATLHOM TOKCUYHOCTH JIOPATAANHA.

B ncciieqoBaHusaX Ha )KHUBOTHBIX HE OBLIO BBISBIICHO PEIPOAYKTUBHON TOKCUYHOCTH.

B kagecTBe MepBI MPEIOCTOPOKHOCTH JKENATSABLHO U30eraTh MPUMEHEHUS Ipenapara BO BPeMst
OCpEMEHHOCTH.

JlopaTagvH M €ro AaKTUBHBIM METa0OIUT BBIACISAIOTCS B TPYIHOE MOJOKO, TOITOMY IHpHU
HA3HAYCHHUH JICKAPCTBEHHOIO IpernapaTa B MEPHOJ TPYIHOTO BCKAPMIIMBAHHS CIEAYET PCLIUTH

BOIPOC O IPEKPALIEHUH IPYAHOI0 BCKAPMIINBAHHUS.
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Cnocod npuMeHeHHusI U 103blI

BHyTpb, HE3aBUCUMO OT BPEMCHH MPUEMa TTHIIIH.

B3pocneim, B TOM 4McCIle MOXKWIBIM, M HOAPOCTKAM crapue 12 jer pekoMeHAyercs IIpHEM
nekapctBeHHoro npenaparta JlopataguH-AKOC B nose 10 mr (1 Tabierka) 1 pa3 B 1eHb.

[Ipn nprMeHeHuu npenapara y HOKUJIbIX NAalUEHTOB U y MAllUEHTOB ¢ HAJIUYUEM XPOHUYECKOU
[IOYEHHOM HEeAOCTATOYHOCTH KOPPEKLMs 10361 HEe TpeOyercs.

Hemsam B Bo3pacte ot 3 g0 12 ser ¢ maccoit tena 6osee 30 xr — 10 mr (1 Tabnerka) 1 pa3 B
JIEHb.

BspocneiM 1 netsaM npu macce tena 6osee 30 Kr ¢ TsOKEIbIMU HApYIIEHUAMU GYHKIUH MEYEHU
Hada bHAas J103a JJOJDKHA cocTaBisaTh 10 mr (1 Tabierka) uepes JACHb.

ITo6ounoe neiicTBUE

B KIMHUYeCKUX UCCIeIOBAaHUAX C yU4acTHEM JAeTed B Bo3pacTe oT 2 1o 12 neT, MpUHUMAaBIINX
JOpaTa/ivH yaille, YeM B TpyIne mianedo («IIycThIIKNY), Habmoaanuch rofosHas 601ab (2,7 %),
HepBO3HOCTH (2,3 %), yromiseMocTts (1 %).

B KIMHWUYECKMX WCCICNOBAHHUAX C YYaCTHEM B3POCIBIX  HEXKENATCIbHBIC — SBICHHS,
HaOmoaBIIMecs yalle, 4eM NpU NpUMEHEeHUH Ianedo, BcTpedyanuch y 2 % MNalUueHToB,
OPUHUMABILUX JIOpaTaguH. Y B3pOCTBIX MPH NMPUMEHEHHH JIOpaTaJuHa 4Yalle, 4eM B CpyIe
mnarnebo, ormeuanuch rojgoBHas 6onb (0,6 %), connuBocTh (1,2 %), TOBBINICHHUE anmeTHTa
(0,5 %) u 6ecconnuna (0,1 %).

Ilo paHHBIM BceMHpPHOH opraHuzauuu 3ApaBooxpaHeHuss (BO3) mnobOounsle 3¢ dexTs
KJIacCU(UIUPOBAHbl B COOTBETCTBUU C HUX YAaCTOTOW pa3BUTHsI CIEAYIOIIUM 00pa3oM: OYeHb
gacro (= 1/10), gacro (ot > 1/100 mo < 1/10), vewacro (ot > 1/1000 no < 1/100), penxo
(ot > 1/10000 no < 1/1000), ouens peako (< 1/10000); yacToTa HEM3BECTHA — IO UMCIOIITUMCS
JTAHHBIM YCTAHOBUTH YACTOTY BO3HUKHOBEHUS HE MPEICTABISIIOCH BO3MOXKHBIM.

Nudbopmanus o 0OOOYHBIX SBISHHUSAX TMPEAOCTaBlIeHa IO pe3ylbTaTaM HaOMroaeHui
TIOCTPETHCTPAIMOHHOTO MIEPUOIA.

Co cmopoubl UMMYHHOU Ccucmemvl. OYCHb PEIAKO — aJUICPTHYCCKUC pEakIuu (BKIFOUas
AHTMOHEBPOTHYCCKUI OTEK, aHA(PHIIAKCHIO).

Co cmopoHbl HepaHOlL cucmeMbl: OYCHD PEAKO — TOJIOBOKPYKCHUE, CYIOPOTH.

Co cmopoHbl cepOeyHo-cocyoucmoii cucmemyl. OUEHb PEAKO — TaXUKapAMs, cep/lleOneHIeE.

Co cmopoHbl nuwesapumenbHoU cucmembsl: 04CHb PEIKO — TONTHOTA, TACTPHUT, CYXOCTh BO PTY.
Co cmopoHbl newen u Jcenyesvl8o0auux nymeli: O4eHb PEAKO — HApYIICHHUE ()YHKIIUH TICUCHHU.
Co cmopoHbl KoJiCU 1 NOOKOJICHBIX MKAHEell.! OYCHb PEAKO — ChIIlb, AJUIONCIHS.

Obwue paccmpoticmea: 04eHb PEIKO — YTOMIISIEMOCTbD.
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TeJa.

Ecnu mo0ble 13 yka3aHHBIX OOO0YHBIX 3(()EKTOB ycyryOaTCs MM BBl 3aMETHIIN JIIOOBIE IpyTrHe
no6ouHbIe YPHeKThl, HE YKa3aHHbIE B HHCTPYKIIHMH, COOOIINTE 00 7TOM Bpayy.

Ilepepo3upoBka

Cumnmompi: COHIIMBOCTB, TAXUKAPANS, TOIOBHAs OOJIb.

B citydae nepe1o3upoBKH CIEAYET HE3aMEIIIUTEIBHO O0PATUTHCS K Bpavy.

Jleuenue: cuMITOMaTHYECKas U MOAEPKUBAIONIast Tepanusi. Bo3sMOXHO MpoMBIBaHUE JKETYIKA,
npueM aacopOEHTOB (M3MENBUYEHHOT0 AKTUBUPOBAHHOTO YIJIS C BOJIOM).

JlopatauH HE BBIBOJIMTCS TPHU TIOMOIIYM TeMojuain3a. Tlociie okazaHusi HEOTIOKHON TTOMOIIH
HEO0XO0/IMMO TIPOIOJDKUTE HAOIIOACHUE 32 COCTOSIHICM NAIIUCHTA.

B3aumozeiicTBHE ¢ IPYrEMH JIeKAPCTBEHHBIMH CpeIcTBAMU

[IpueM nWIIKM He OKa3blBae€T BIUSAHUA Ha OS()PEKTUBHOCTH JIEKAPCTBEHHOrO Mpernapara
Jloparanun-AKOC.

JlexapcrBennbiii  npernapatr Jloparajun-AKOC He ycunuBaer JICHCTBUSL ajKOroJii Ha
LEHTPaTbHYI HEPBHYIO CUCTEMY.

MoskeT MpoUCXOauTh MOTEHUIUATbHOE B3aUMONENUCTBHE CO BCEMU M3BECTHBIMH MHTHOUTOPAMU
CYP3A4 ynu CYP2D6, uTo NpuBOAUT K MOBBIIICHUIO YPOBHS JOpaTa/iiHa B I1a3Me KPOBU U K
YBEJIMUYEHHUIO PUCKa TOOOUYHBIX d(PPEKTOB.

IIpy coBMecTHOM MpueMe JopaTaJuHa C KETOKOHA30JOM M J3PUTPOMULIMHOM (MHTUOUTOPBI
uzodpepmerta CYP3A4) unu uumeruauaom (uarubutop usodepmentor CYP3A4 u CYP2D6)
OTMEYaI0Ch MOBBIIICHUE KOHIICHTPAIIUK JIOpaTaAuHa B [1a3Me, HO 9TO MOBBIIICHHE HE SIBIISAJIOCH
KJIMHAYCCKY 3HAYMMBIM, B TOM YHCIIC TIO JAHHBIM AJICKTpOKapanorpaduu.

[Ipu ogHOBpeMEHHOM MPUMEHEHUU C IpernapaTamMy, YTHETAIOIMMMH MeUYeHOUHBIH MeTaboIn3M,
clieiyeT coOMI0AaTh OCTOPOKHOCTb.

Oco0ble ykazanusi

[Ipuem mpemapara cieyeT TPEKpaTUTh HE MEHEE YeM 3a JBOC CYTOK TEped MPOBEACHUEM
KOXKHBIX aJulepruuecknx mpol, tak kak Jlopatanua-AKOC mMoxeT oka3plBaTh BIMSHHE Ha HX
PE3yJIbTaTHI.

Bunsinue Ha cnioco0HOCTH YHPABJSTH TPAHCHOPTHBIMH CPEJACTBAMH, MEXaHU3MAMU

He BbISIBIEHO OTpUIIATENBHOrO JACHCTBHS JeKapcTBeHHOro npenapara Jloparaaun-AKOC nHa
CIIOCOOHOCTh K YIPABICHHIO aBTOMOOMJIEM WJIM OCYILICCTBICHHIO JAPYIOM JAEATCIBHOCTH,

TpeOyromIeil MOBBIILIEHHONW KOHIIEHTPALIMH BHUMAHUSI.
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nexapcTBeHHoro npenapara Jloparaguu-AKOC, koTopast MOKET HOBIHATH HA UX CIOCOOHOCTB
YIIPaBJIATh TPAHCIIOPTHBIMU CPEACTBAMH U PA0OTATh ¢ MEXaHU3MaMH.

®opma BbINLYCKA

Tabnerku 10 mr.

7, 10 TabieToKk B KOHTYPHYIO SYCHKOBYIO YIAKOBKY U3 IUICHKH IOJMBMHUIXIOPUIHON U
(oBru ATIOMUHUEBON IIEYaTHOMN JIAKUPOBAHHOM.

1, 2, 3 KOHTYPHBIX AYEHKOBBIX YIAKOBKH C HHCTPYKUHUEH 110 IPUMEHEHHUIO B MTaYKy U3 KapTOHA.
YcioBusi XxpaHeHHsI

ITpu temneparype He Boie 25 °C B OpUrHHAIBHOMN YIIAaKOBKE (IIaUKe KapTOHHOM).

XpaHUTh B HEJIOCTYITHOM IS JIETEH MecTe.

Cpok roxHocTu

3 roxa.

He npruMeHsATh 110 HCTEYEHNUU CPOKA I'OHOCTH.

Ycaosus ornycka

OtnyckaroT 0e3 perenra.

Jlep:kaTe/ib PErHCTPALMOHHOIO YI0CTOBEPEHHs1/ OPraHNu3aLlMs, IPUHUMAIOLIAs NIPETeH3HH
norpedurenen

[lybnuunoe aknuoHepHOe 0OHIeCTBO «AKnUoHepHoe KypraHckoe o0IIECTBO MEAMIIMHCKUX
npenapaToB U uzgenuil «Cuntes» (ITIAO «Cunres»), Poccus.

640008, Kypranckas o6in., r. Kypran, npocnekt Konctutyuuu, a. 7.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

IIpousBoanTeab

[ly6nuyHoe akuMoHepHoe o0IIecTBO «AKIHOHepHoe Kypranckoe oO0IIECTBO MeIUIUHCKUX
npenapatoB u uzaenuii «Cuntes» (ITAO «Cunres»), Poccus.

Kypranckas 00:1., T. 0. r. Kypran, r. Kypran, npocnext Koncruryuuu, ctp. 7/27.

Buinyckarowuii konmpons kavecmsa

Kypranckas o6, r.o. . Kypramn, r. Kypran, npocnext Koncturyuuu, ctp. 7/32.



