IHCTPYKLIUA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKapPCHKOIo 3ac00y

OJIATPOIILI®
(OLATROPIL®)

Cknao:

0itoui pevosunu: MipaleraM, TaMMa-aMiHOMACIsTHA KUCIIOTa;

1 karcyna Mictuth mipameramy 250 Mr, raMMa-aMiHOMACISHOI KHCIOTH 125 mr;

O0ONOMIDICHI pewosuHU. TICITIOI03a MIKPOKPHUCTAJIIUHA, TAIBK; Karcyia: Tutany miokcun (E 171), sxkenatun.

Jlikapcbka ¢opma. Kancynu.
OcHosHi izuko-ximiuni éracmusocmi: TBep i 0111 xenaTuHOBI Karcyiau Ne 0. BMicT karcys— mopoImiok Bij
61J10T0 710 CBITIO-KPEMOBOTO KOJIbOPY. JlONMyCK&ETHCS HEOAHOPIIHICTH 38 KOJIBOPOM.

dapmakoTepaneBTH4HA rpyna. [Icuxoctumymioroul Ta HooTpomnHi 3acoou. Kog ATX N06B X.

Dapmakonoauni enacmusocmi.

Dapmaroounamixa.

Onatponui® — kOMOIHOBaHUM MIpenapar, BIACTUBOCTI IKOTO 3yMOBJICHI HOTO CKJIaIOBUMU: TaMMa-
aMiHOMACJISTHOIO KMCJIOTOIO (aMiHAJIOHOM) 1 TTOXITHAM T pOJTIIOHY — TipareTamoM. ['aMMa-aMiHomMacisiHa
kucinota ('AMK) € 0CHOBHUM MeiaTOpOM IPOLIECIB ralbMyBaHHA y LeHTpasibH1i HepBoBiii cucteMi (LIHC).
HeiipomeTtaboniunuii epexT npenapary 3yMOBIEHUN MepeBaXHO CTUMYJIIOI0UNM BIUMBOM Ha 'TAMK-epruny
CUCTeMY, 1110 3a0e3meuye HopMati3alliio AMHaMiki HepBoBuX MpotieciB. TAMK migBuilye akTUBHICTb
CHEePreTUYHUX MPOIIECIB y LIEHTPaIbHIN HEPBOBIl CUCTEMI, OJIMIITY€E 3aCBOEHHS TIFOKO3H, aKTUBYE
KpOBOIIOCTaYaHHS TKaHWH MO3KY. AMIHAJIOH TIOJIITIIITYE TMHAMIKY HEPBOBHUX MPOIIECIB Y TOJJOBHOMY MO3KY,
IpoIeCcH MHUCIICHHS, TIaM SiTh, MIJBHUILY€ KOHIIEHTPALIO YBAark, CIPUsE Bl THOBJICHHIO PYXOBOi aKTUBHOCTI Ta
MOBJICHHS ITIiCJISI TOPYIICHHS! MO3KOBOTO KPOBOOOITY, BUSIBIISE M’ IKHI TICHXOCTUMYJTIOIOUHN €(EKT.

Hpyrum kommonenToM Onatponiiay® € mipareraM, IUKIIYHE TIOXiTHE Y-aMiHOMACISTHOI KUCIIOTH. BiH €
HOOTPOITHUM 3ac000M, 110 Ji€ Ha MO30K, MOKPAIIYIOYH KOTHITUBHI (Ii3HaBaIbH1) QyHKIIT, TaKi SK 3/1aTHICTh J10
HaBYaHHs, [1aM’SITh, yBara, a TakoX pO3yMOBY Ipalle3AaTHCTh. MexaHi3MIB BIUIMBY MipalieTaMy Ha HEeHTPaJIbHY
HEPBOBY CUCTEMY, HMOBIPHO, KUTbKa: 3MiHA [IBUJKOCTI MOMIHUPEHHS 30Y/DKEHHS Y TOJIOBHOMY MO3KY; TOCHUJICHHS
METa0OIYHUX MPOIECIB Y HEPBOBUX KIIITHHAX; TOMIMIIEHHS MIKPOUMPKYJISIT IUITXOM BIUIMBY Ha PEOJIOTIUHI
XapaKTEPUCTUKU KPOBi, IPH IIbOMY CyAMHOPO3IIUPIOBAIIbHA sl BiACYTHS. [okparnye 3B’ A3k MiXK IMIBKYJISIMHA
TOJIOBHOT'O MO3KY 1 CHHANITUYHY MPOBIHICTh Y HEOKOPTUKAIBHUX CTPYKTypax. [licas TpuBanoro 3acTocyBaHHs
npernapary BiA3HaYa€ThCs MOKPAIIEHHS KOTHITUBHUX (yHKIIH Ta yBard. Lli 3MiHN 00’ €KTHBHO (iKCYIOThCS Ha
enekTpoeHiedarorpami (MOCHICHHS 0~ Ta B-pUTMIB MO3KY 1 mociabienHs o-putMiB). [lipaneram npurnivye
arperaitito TpoMOOIIMTIB 1 BITHOBJIIOE €1aCTUYHICTh MEMOpPAaHU €PUTPOLIUTIB, 3MEHIIIYE are3110 €PUTPOLIUTIB.
[TiparieraM YMHUTH IPOTEKTOPHY 1 BIIHOBIIOBAIbHY A1I0 MPU NOPYILIEHH] (PYHKIIT TOJIOBHOIO MO3KY BHACIIIOK
riMoKcii, IHTOKCHKAIlii, e1eKTPOKOHBYJIbCUBHOL TEpAITii.

[Tpu KOMILIEKCHIH 71iT 000X KOMIIOHEHTIB TOCKITIOIOTHCS HOOTPOIIH1 Ta AHTUTIMOKCHYHI MPOLIECH, 1 ABUITYETHCS
(bi3udHa Mpare3aaTHiCTh, MOKPANTy€E€ThCS IEPEHOCUMICTh CTPECOBHX BIUIMBIB PI3HOTO reHe3y. Bupakenuit
CHUHEPT13M i1 aMiHAJIOHY 3 MipaleTaMoM Ja€ 3MOTY 3HU3MTHU T€PareBTUYHI 103U KOXKHOT'O 3 KOMIIOHEHT B
KOMOIHAITi1, 3aBIIKA YOMY 3MEHIITYIOTHCS MOKIJIHMBI TIOOIUHI €PEeKTH 1 MIBUIIYETHCS Oe3MeKa JiKyBaHHSI.
DapmaxoKinemuxka.

AMIHAJIOH 1 mipaneTam, 110 BXOJIATh 10 ckiaaxy Onarponity®, micis mpuidoMy BHYTPIIIHBO J0OpE BCMOKTYIOThCH,
MPOHHUKAIOYX B OpPTaHH Ta TKAHWHU, Y TOMY YHCJI B TOJIOBHUH MO30K. BUBOISThCS HUPKaMHU: 9aCTKOBO Y BUTIISI
MeTabomiTiB, a mipareraM — MepeBa)XHO B HE3MiHEH1 i, HemeTa0oi30BaHii popmi.

KuainiyHi xapakTepucTUKH.

Iloka3zannus.

OnaTtponui® npusHA4YarOTh JOPOCIHUM:

* IIPU 3aXBOPIOBAHHAX HEPBOBOI CUCTEMH JUIsl JTIKYBaHHS CyIMHHOL eHIledaonarii (arepockiiepos,
rinepToHiuyHa XBopo0Oa);



* IIpU XPOHIYHIH 1epeOpaIbHO-CY IMHHI M HEAOCTATHOCTI 3 MOPYIICHHSIMH T1aM’SIT1, KOHIICHTpAIIii yBarH,
MOBJICHHSI, 3a[ITAMOPOYEHHSIM, TOJIOBHUM 00JIeM;

* UIS JTiKyBaHHA eHIledanonaTiii (aJIKorojapHa, TOCTIHCYJIBTHA, TOCTTPABMATHYHA),

* y Tepamii cTapeurx JAeMEeHINH (BKII0Uaroun XBOpoOy AJblreriMepa);

* JUIS JTIKyBaHHS ICUXOOPTaHIYHUX CUHIPOMIB Pi3HOI €T10JIOTii.

Ilpomunokaszanns.

[TigBuieHa 9y TJIMBICTH 10 MipaneTaMmy ado 70 MOXiJHHUX MPOTIIOHY, a TAKOXK O 1HITNX KOMIIOHEHTIB Ipenapary.
['ocTpa HUPKOBA HEAOCTATHICTb.

["ocTpe nopymuieHHs: MO3KOBOTI'O KpOBOOATY (reMopariuHuii iHCy bT). TepMiHanbHa cTajis HUPKOBOI
HEIOCTAaTHOCTI (TIpH KITipeHCi KpeaTuHiHy MeHie 20 MiI/XB).

Xopes ['eHTiHTTOHA.

B3aecmooia 3 inmumu nikapcokumu 3acovoamu ma inwi 6uou 63aemooiil.

Omnatponin® migBUILye 110 aHTUAETIPECAHTIB, 110 OCOOJIMBO BaXKJIMBO Y pa3i pe3UCTEHTHUX XBOPUX J0 THIIOBUX
a00 atunoBux anTHAenpecanTiB. Onarponin® 3HMWKYE TOOIYHY Ait0 HEHPOIENTHKIB, TPAaHKBIII3aTOPIB Ta
CHOJIIITHMX 3ac001B.

CyMicHuil puifoM 3 aJKOrojieM He BIUIMBAE Ha PiBEHb KOHIIEHTPALIl Y CUPOBATIII KPOBI, 1 KOHIIEHTPALis
aJIKOTOJIIO B CHPOBATLI KPOBI HE 3MIHIOBAJIaCh MPH 3aCTOCYBaHHi 1,6 T mipameramy.

ITpu cymicHOMY 3aCTOCYBaHHI1 3 TUPEOITHUMHU TOPMOHAMU (T3 + T4y MOXIINBA I IBHIIICHA JPATIBIHBICTS,
JIe30pi€eHTallisl 1 HOpyIIeHHS cHy. He BiI3Ha4eHo B3aeMo/Iil mipareramy 3 KJIIOHa3enamMoM, (peHITOTHOM,
(benobapOiTamom, BasbpoaToM HaTpito. [Ipu 3acTocyBanHi mipaneramy y 1031 20 Mr/mo0y He 3MIHIOETHCS TTIK Ta
KpHUBa PiBHSI KOHILIEHTpAIIll 3a3HaUEHUX MpernapaTiB y XBOPUX Ha EMiNIENCIIO.

Y XBOpUX 3 TSHKKUM MEepediroM peruIuBy0uoro TpoM003y 3acTOCyBaHHS BUCOKHX 1103 (9,6 1/100y) nipanieramy
HE BIUTMBAJIO HA JI03YBAaHHSI alleTOKYMAapOJTy ISl TOCATHEHHS 3HaUYeHHS MpoTpoMOiHOBOTO Yacy (INR) 2,5-3,5, ane
npu HOro 0JHOYaCHOMY 3aCTOCYBaHHI Bi/IMi4alloOCh 3HAUHE 3HM)KEHHS piBHS arperaiii TpoMOOLUTIB, piBHS
¢bibpuHOTEeny, hakropiB BimutiOpanaTa, B’I3K0CTI KPOBI 1 TUIa3MH.

ImMoBipHICTB 3MiHM (PapMaKOAMHAMIKY TTipalieTaMmy i JI€F0 IHIIMX JiKapChbKUX 3ac001B HU3bKA, OCKUIBKH 90 %
npernapaTy BUBOJUTHCS Y HE3MIHEHOMY CTaHi 13 ceuero. MeTtabosiuHa B3aeMOis MipaneTaMy 3 rpernaparamu, ki
MeTaboI3yI0ThCA 3a3HAYCHUMH HIDKYC 30 opMamul uToxpomy P450 mManoiMoBipHa, OCKUIEKH B
eKCIIEPUMEHTaX i1 Vifro BCTAaHOBIIEHO, 110 y 1031 142, 426, 1422 mxr/min miparieraMm He 3MiHIO€ aKTUBHOCT1
Takux i30¢opM rmuToxpomy P450, sk CYP1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 1 4A9/11, a y no3i monan 1422
MKI/MJI Ie110 NpurHidye akTuBHICTh 130popM CYP2A6 13A 4/5 (Ha 21 % Ta 11 % BignoBinHO), oAHAaK piBeHb K;
1ux ABoxX CYP-i30MepiB 3aUIIA€THCS JOCTATHIM.

[Tpu cymicHOMY 3aCTOCYBaHHi 3 IpenaparaMyu O€H30/11a3eiHOBOTO Py (TPaHKBiIi3aTOpH, MPOTUCYIOMHI
3aco0u), a TaKOX 13 ceAaTUBHUMH 3aco0amMu (6apOiTypaTH) CIIOCTEPIraeThCsl B3aEMHE TOCHIICHHS edekTy. [Ipu
KOMOIHOBaHOMY 3aCTOCYBaHHI 3 IpernaparaMu 0€H30/11a3eMiHOBOTO PsIly KOXKEH 3 JIKapChKUX 3ac00IB CIif
IpU3HAYaTH y MIHIMaJIbHUX a00 cepeqHiX e(peKTUBHUX J103aX.

[Mipunoxcuny rigpoxaopuf (BitaMiH Bg) Moxke NOCHIIIOBATH [0 IIpenapary.

Ocoobnueocmi 3acmocysanus

Ha nouatky nikyBaHHS HEOOXiJTHUI KOHTPOJIb apTEpialIbHOTO THCKY Yepe3 MOXKIMBICTh HOTO KOJIMBAHHS.
[TarieHTaM JIITHHOTO BIKY 3 3aTOCTPEHHSM CEpPIIEBOT HEAOCTATHOCTI 103y Mpernapary MoTpiOHO 3HU3UTH 200
HNPUIIMHUTH TPUIOM Tpenapary.

He pexomenaoBaHo npu3HadeHHs npenapaTy OnaTporia® XBOpUM i3 ICUXOMOTOPHUM 30Y/DKEHHSIM.

[Tpu noBroTpuBaniii Teparmii XBOPUM JITHHOTO BIKY PEKOMEHAYETHCS PETYIISIPHUNA KOHTPOJIb 3a MOKa3HUKaAMU
GYHKIIT HUPOK, Y pa3i KOPUTYIOTh 03y 3aJIe)KHO Bifl pE3yJIbTATIB JOCIIIKEHHS KIIPEHCY KPEaTUHIHY.

VY 3B’s3Ky 3 THM, TIO Tipareram 3HUXKY€E arperariro TpOMOOIUTIB, HEOOXiTHO 3 00EPEKHICTIO TIPU3HAYATH
npenapaTt XBOpUM 3 IMOPYIIEHHSIM reMOCTa3y, CTaHaMH, 1110 MOXKYTb CyIPOBOAKYBATUCh KPOBOBUIIMBAMHU
(BMpa3Ka IITYHKOBO-KUIIIKOBOTO TPAKTY), EPE] Ta TCIs BEIMKUX XipypriyHUX omnepariil (BKJII0Yaroun
CTOMATOJIONYHI BTPYYaHHS), MALiEHTaM, SIKi 3aCTOCOBYIOTh aHTHKOATYJISIHTI, TPOMOOIIMTapH 1 aHTHATPETraHTH,
BKJIIOYAIOUU HU3bKI 03U alleTUIICATIIMUIIOBOT KUCIOTH, 200 XBOPUM 13 CUMIITOMAaMH TSDKKOI KpOBOTEUI.
[Tponukae uepe3 pinbTpyBatbHi MEMOpaHH anapaTiB AJIsl TeMOJiaizy.

He pexomeHayeThCsi 3aCTOCOBYBATH MpEMapaT y BEHIpHIA Yac 1 mepei CHOM Yepe3 MOXKIIMBE TOPYIICHHS CHY.
He pexoMmeHayeTbCs MiJ] yac JiKyBaHHS IPENapaToM BXKHUBATH aJIKOTOJIb.



3acmocyeanns y nepioo eazimmnocmi abo 200y8anus 2pyooio.
Onarpomin® y mepio BariTHOCTI a00 TOAYBAHHS I'PYII0 HE 3aCTOCOBYIOTh, OCKJIBKH HEMAE JOCTATHIX JaHUX
II0/I0 3aCTOCYBaHHS Mperapary y e nepios.

30amnicmos énnueamu Ha WBUOKICMb peaKyii npu KepyeanHi A6MoOmMpaHcnopmom avo inuumu
Mexanizmamu.

BpaxoBytoum, 1110 y 4yTIUBUX XBOPHX IIPH 3aCTOCYBaHH MpenapaTy MOKYyTh BUHUKHYTH MOOIUHI peakii (
COHJIMBICTH, TIOPYIICHHSI PIBHOBArd, CIUTYTaHICTh CBIIOMOCT1), Ha Yac MPUHOMY TIpenapary CiiJl yTPUMAaTHCS Bill
KepyBaHHs TPAaHCIIOPTHUMU 3aC00aMM Ta BUKOHAHHS 1HIINX pOOIT, 1110 NOTPeOyIOTh KOHIIEHTpAIli yBaru.

Cnocio 3acmocysannus ma 003u.

Omnarponin® npuiiMaroTh BHYTPIIIHBO HIEpe BXXUBAHHAM 1XKi.

OnTUMaNbHOIO 103010 TSl Topocaux € mpuiioM 1 karcynu 3-4 pasu Ha 100y. [1pu HEOOXTHOCTI MOXKIIUBE
MOCTYIOBE IMIIBUILIICHHS 103U A0 6 Karcy Ha 100Y.

TepaneBTuuHmii €PEKT, K MPABUIIO, HACTAE Yepe3 2 THIKHI BiJ MOYATKY JIKyBaHHS.

Kypc nikyBaHHs BU3Ha4ae JiKap 1HIUBITyalbHO, 3a3BUYall TPUBATICTH JIIKyBAaHHS CTAHOBUTH Bi 1 70 2 micsIliB
1y pa3i notpebu Kypc MOKHA IIOBTOPHUTHU uepe3 6-8 THIKHIB.

Mimu.

[IpenapaT He 3aCTOCOBYIOTh JITSM.

Ilepeoosysanns.

Cxmanosi Onarponiny® Hajie)kaTh 0 KJIacy HETOKCUYHUX PEYOBUH, TOMY BUITJIKIB OTPYEHHS HE BI3HAYAIOCS.
Y pasi mposiBiB ICUXOMOTOPHOTO 30y XKEHHS MPH TepeI03yBaHH MpenapaTy peKOMEHI0BAaHO BBEICHHS
3aCITOKIHIMBHUX 3aC001B.

[Tpu nepeBuIIcHH] 1031 MOYKIMBE MTOCHJICHHS MPOsBIB TOOIYHOT 111 Ipenapary.

JlikyséanHss CAMIITOMATHYHE: TPOMUTH IITYHOK: BUKIMKATH OmtoBaHHs. CrienniyHOTO aHTUIOTY HEMAE, MOXKHA
3acTocoByBatu remomani3 (BuBeneHus 50-60 % miparneramy).

Ilo6iuni peakuii.

3 60Ky Hep6060i cucmemu. 9aCTO — TIEPKIHE31S;

MOOJIMHOKI BUITAJIKH — aTaKCisl, TOJOBHUMN OUTh, 0€3COHHSI, MOPYIICHHS PIBHOBATH, COHIMBICTD, MIABUIICHHS
YaCTOTH HamaJiB €Mijerncii TPEMTIHHS.

3 60Ky imyHHOT cucmemu. TIOOTUHOKI BUTIATKU — PEAKIIii TepuIyTIMBOCTI, BKIIOYAOUH aHa(IIaKTOITHI PeaKIlii.
3 60ky mpagnoi cucmemu: TOOAUHOK] BUMAIKU — aOJOMIHaIbHUN O11b, OLTb y BEpXHIN YaCTHHI )KUBOTA, HY10TA,
niapest, OJFOBaHHS, AUCTICTICHYHI SBUIIA, PO3JTa 1 KUIICYHUKY .

3 60Ky wiKipu ma nIOWKIpHUX MKAHUH: TIOOJMHOKI BUIIA/IKA — aHT1OHEBPOTUYHUNA HAOPSIK, IepMaTUTH, CBEPOIK,
BHUCHUIIAHHS, KPOIIUB THKA.

Tlcuxiuni po3naou: TOOTWHOKI BUNIAJAKHU — ITi IBUIIIEHA 30y UTHBICTh, ACTPECis, TPUBOXKHICTh, CIUTYTaHI1CTh
CBIZIOMOCTI, TaTIOIIMHAIII].

3 60Ky opeanis ciyxy ma 1abipunmy. TTOOJMHOKI BUTAIKH — 3alIaMOPOYCHHSI.

3 60Ky penpodykxmusHoi cucmemu ma 200y8anHs 2py0oio. TIOOJUHOKI BUMAJKU — IMiIBUILEHHS CEKCYaJIbHOI
aKTUBHOCTI.

IHwi: 301bIIEHHS MacH TLIa, aCTEHisl, apTepiaibHa IepTeHs3is, KOJIMBaHHS apTeplalbHOI0 TUCKY, IIepTepMis,
BITUYTTS JKapy, TeMOpanyHi po3naan.

V pazi BUHUKHEHHS OyAb-IKUX HeOaKaHUX PeaKIiid CJIiJi MPUIIMHUTH 3aCTOCYBAaHHSI MIpernapary Ta 000B’I3KOBO
3BEPHYTHUCS JI0 JIIKaps.

Tepmin npuoamuocmi.
4 poku.

YmoBu 30epiranns.
30epiratu B OpUriHajibHIN YIAKOBI TP Temreparypi He Buie 25 oC.



30epiratu y HEAOCTYITHOMY JUJIS TIT€H MicCIIi.

YnakoBka.
ITo 10 xarcyn y 6mcrepi. [To 3 Gictepu B KapTOHHIN MayvILi.

Karteropis Biamycky.
3a peuentom.

Bupoonuk.
AT «Omnaitapapm»/JSC «Olainfarmy.

Micue3naxoaxeHHs1 BAPOOHUKA Ta Oro ajgpeca Micls NMPOBAKeHHS TilJILHOCTI.
Bymung Pynuiny 5, Onaiine, LV-2114, Jlates/5 Rupnicu street, Olaine, LV-2114,Latvia.



