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Cknag
Aitoya peyoBuHa: cilostazol;

1 Tabnetka MictTuTb ymnoctasony 50 mr a6o 100 mr;

Tabnetku no 50 Mr: OMOMIXKHI  pe4oBMHM! KPpOXManb  KYKYpPYA3SHUMN,
rigpokcmMmeTunnponinuentonosa E 5, yentonosa Mikpokpuctanidda 101, marhito
CTeaparT, Uensio3a MiKpoKpucTaniyHa 12, kanbuito KapMesosa;

Tabnetkn no 100 Mr: JOMOMIXKHI  pe4YOBUHU: KPOXMallb KYKYPYA3SHUMN,

rigpokcumeTunnponinuentonosa E 5, uentonosa MikpokpuctaniyHa 101, mMarHito
CTeapaT, KajnbLilo KapMenosa.

Jlikapcbka dopma
Tabnetku.
OCHOBHI ¢i3nKo-xiMiYHI BJ1IaCTUBOCTI !

Tabnetkn no 50 Mmr: kpyrni, nnacki Tabnetkn Big 6inoro oo Mamxe 6inoro
KONbOpY, 3 rpasitoBaHHAM «50» 3 ogHOro 60ky;

Tabnetkn no 100 Mmr: kpyrni, nnacki Tabnetkn Big 6iioro go mamxe 6inoro
KOMbOpY, 3 rpasitoBaHHAM «100» 3 ogHOro 60Ky.

dapmMmakoTepaneBTUYHa rpyna

AHTUTPOMOOTUMYHI 3acobu. IHribitopu arperauii TpoMboUMTIB 3@ BUHSATKOM
renapuHy.

Kog ATX BO1A C23.
dapMaKoIorivHi BSIaCTUBOCTI

QapmaKkognHaMika.

Linnoctazon € iHribitopom arperauii TpombouutiB. [llpenapaT noKpawye
34aTHICTb NnepeHOCUTN Di3NYHI HaBaAHTaXXEHHS, Ky OUiHIOITb 3a abCoNTHO
AVUCTaHLUIE Npn nNepeMiXHin KynbraBocTi (abo MakCMManbHOK AMCTaHUIED
xoabbu, MAX) Ta NoO4YaTKOBOK AUCTAHUIED MepeMiXxHOoi KynbraBocTti (abo
6e36onicHOlO AnCTaHUieo xoabbn, BAX) B TecTyBaHHi Ha 6irosin gopixui. 3a
pe3synbTaTaMn A0ChigAXeHb NpU Pi3HMX HaBaHTaXXeHHSAX 6yno BCTaHOBEHO
3Ha4yHe abCcontoTHE NoKpaLWeHHS Ha 42 MeTpu MaKCMManbHOT ANCTaHUIT Xoab6u
(MOX) npu 3acTocyBaHHi npenapaTy MOPIBHAHO 3 TakKok MNpu NpPUIAOMI
nnauebo. Le Bignosiga€ BiAHOCHOMY nokpauweHHo Ha 100 % nopiBHAHO 3
nnauebo. Llen edbekT 6yB AELLO HMXKUYMM Y XBOPUX Ha LyKpoBUK aiaber.

LUnnoctazon M™Mae BasogunatatopHum edekt, wo 6yno nigTBepa)XeHo
BUMIPOBAHHAM KPOBOTOKY HWMXHiIX KiHLIBOK 3@ AOMOMOroK TEeH30MeTpUYHOI
nnetusMorpadii. Lmnocrtazon TtakoxX iHribye nponidepadito KIiTMH rnagkmx
M'a3iB Ta IiHribye peakuito BWUBIIbHEHHS TpoMboOUWUTIB TpoOMBOLMUTAPHOro
dakTopa pocty Ta PF-4 B TpoMboumTax NOAUHMN.
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AJdocnipkeHHa npoAeMOHCTpyBaau, WO UMAOCTa30/N1 CApUYMHAE 060poTHe
NpUrHiveHHsa arperauii TpoméboumnTiB. IHribyBaHHA edekTMBHE NpoTU psaay
arperaHTiB (BK/IHOHAKOUYM apaxiAoOHOBY KUCMIOTY, KonareH, AQ® Ta agpeHaniH),
y Naui€eHTiB iHribyBaHHS TpnBa€E A0 12 roanH, a Nicns 3aBepLIeHHS NpUinomy
LMI0CTa30/y BiAHOBMIEHHS arperaudii npoxoamno B Mexax 48-96 roaunH 6e3
edekTy pukoweTy (rineparperadii). TakoX BCTAaHOB/EHO BMJIMB LMNOCTa30/y
Ha ninign, SKi ULMPKYAOTbL B NNa3Mi KpoBi. MpuitoM npenapaTty 3HUXYE piBEHb
Tpurniuepuaie Ta nigsuilye piseHb HDL-xonecteposny. TpmBasne 3aCTOCyBaHHS
npenapaTty He BUKIMKANO 36ifblUeHHSA PiBHSA SleTanbHOCTI cepef NauieHTIB Y
NOpiBHSAAHHI 3 nnauebo.

DapMaKoOKIHETUKA.

Mpn perynsapHoOMy npunomi umnoctasony y agosi 100 mr 2 pasum Ha poby y
NauieHTIiB i3 3axBOPOBaHHAMU NepudepuyHmnx cyamH cTabinbHUKN CTaH
AOCAraeTbCsad NpoTaroMm 4 aHiB. MakcmMmanbHa  KoHueHTpauis  (Cmax)
LMI0CTasony Ta MOro nepBMHHMX MeTaboniTiB  MNiABUWYETbCS  MEHLW
NponopuirvHO 3 NiABULWEHHAM A03U. [poTe naowa nij KpMBOK «KOHLEHTpaLuid -
yac» (AUC) uwmnocrtazony Ta noro MmetabonitiB 36inbwyersca nNpubnmnsHo
NponopuinHO A0 AO03yBaHHA. SABHMW nepiog HaniBBMBEAEHHS UMIOCTa3ony
cknagae 10,5 roanHun. IcHye aBa rosoBHUX Metabonitm — gerigpoumnsioctason
Ta 4'-TpaHC-rigpoKCcuumMnocTason, Lo MaKTb 61n3bKi NMOKa3HUKMU
HaniBBuBeAeHHs. [erigpometabonit Ma€e B 4-7 pasiB BULWY aHTUTPOMOOTUYHY
aKTMBHICTb, HiX BUXiAHaA pe4dyoBMHa, a 4'-TpaHc-rigpokcmmeTtabonit - 1/5 Bia
aKTMBHOCTI uunoctaszony. KoHueHTpauii B nnasMmi Kposi (OTpuMMaHi 3a

aponomoroto AUC) perigpo- Ta 4'-TpaHc-rigpokcumetabonitie npmbnnsHo
cknagatotb 41 % Ta 12 % Big KOHUEHTpaUii uMnocTtasony BigMOBIAHO.

LUnnoctason BMBOAMUTLCA MNEepeBa)HO 3a JAonoMorow MeTabonismy Ta
noaanblloro BMBeAEeHHS Moro mMetaboniTiB 3 cedeto. NepBUHHI i30depMeHTH
umtoxpomy P450, aki 6epyTb yyacTtb Yy noro metaboniami, — CYP3A4, MeHWO0
Mipoto CYP2C19 Ta we MeHwotw Mmipoto CYP1A2. T0N0OBHUN WNAX BUBEAEHHS —
3 cevyelo (74 %), 3anNMWIKOBI KiNbKOCTI BUAINAKTLCA 3 KasloM. He3HauHi
KiTbKOCTi HE3MiHEHOro UMI0CTa30Ny BUAINAIOTLCA 3 cevyero, a MeHW HiX 2 %
MOro A03W BUAINSAETbCA Y BUrNaai agerigpouunoctasony. NMpubnunsxo 30 % Big
Nno4YaTKOBOI [A03W BUAINAETbCA 3 ceder aK 4'-TpaHc-rigpokcmmeTaboniT.
3anuvwKoBa KiNbKiCTb BUAINAETLCA 5K cyMa MeTaboniTiB, XXOoAeH 3 AKUX He
nepesuLye 5 % Big 3aranbHOI KiNbKOCTI.

Linnoctazon 3B’A3yeTbcsa 3 6inkamm Ha 95-98 %, nepeBa>kHO 3 anbbyMiHOM.

[erigpoMeTaboniT Ta 4'-TpaHc-rigpokcuMmeTaboniTt 3B’a3y0TbCsa 3 bilkaMu Ha
97,4 % Ta 66 % BignoBiAHO.

Hemae niagtBepAXeHHA 34aTHOCTI UMNOCTa30/ly iHAYKYBATU MiKpPOCOMasibHI
depMeHTN nediHku. dapMaKoKiHeTUKa LUMI0CTa30/y Ta MOro MetaboniTiB He
3anexasna 3Ha4vyHoto Mipoto Big BiKky abo ctaTi nauieHTiB 50-80 pokiB.

Y 0Cib 3 TAXKOK HMPKOBOK HEAOCTATHICTIO BiflbHA dpakuia umnocrtasony byna
Ha 27 % BuLWOM, @ Cmax Ta AUC 6ynu BianosigHo Ha 29 % T1a 39 % HMXYUMK,
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Hi>XXK Yy 0Ci6 3 HOpManbHO (YHKUIED HUPOK. Cmax Ta AUC gerigpoMeTtabonity
6ynn BignosigHo Ha 41 % Ta 47 % HWXYMMM Y MAUIEHTIB 3 TAXKUMMU
NOPYLUEHHAMN HUPOK Yy MOPIBHSHHI 3 MauieHTaMu 3 HOpMasbHOK (YHKLUIED
HUPOK. Cmax Ta AUC 4'-TpaHc-rigpokcuuymnoctasony 6ynm Ha 173 % T1a 209 %
BMLWMMKM Yy OCI6 3 TAXKOK HMPKOBOK HeAOCTaTHICTO. Hemae gaHux wopo
Naui€EHTIB 3 MOMIPHOIO Ta TAXKOI MEeYiHKOBOK HEAOCTaTHICTIO.

Noka3aHHA

Ans 36inblWeHHs MakcuManbHOI 6e360nicHOI AnCTaHuil Xoabbu y nauieHTiB 3
nepemi>Ho KynbrapiCTio, SIKi He MalTb 60MiB y CTaHi CNOKOK Ta O3HaK

HEeKpo3y nepudepuyHmnx TKAHUH (3axBOplOBaHHA nepudepuyHuUxX apTepin,
cTagia II 3a DoHTENHOM).

MpoTnnokasaHHS

BigomMa rinepuyytiuBiCTb A0 UuwuiocTtaszony abo 6yab-AKOro KOMMOHEHTa
npenapary;

TSXKKa HMPKOBA HeAOoCTaTHICTb (KNipeHC KpeaTuHiHy £ 25 mMn/xB);
noMipHa abo TsaXKa nevyiHKoBa HEAOCTATHICTb;

3acTiiHa cepueBa HeAOCTaTHICTb;

BAriTHICTb;

6yab-sika BigOMa CXM/IbHICTb A0 KpoBOTedi (Hanpuknag akTMBHa NenTu4dHa
BMpa3Ka, HewoaaBHIN reMopariyHMin iHcynbT (NpoTdrom 6 Micsuis),
nponidepatmeHa ¢opma AiabeTnyHoi peTnHonaTii, cnaboKOHTpONbOBaHa
apTepianbHa rinepteHsis);

LWIYHOYKOBA Taxikapgis, @ibpunauia wnyHoukiB abo MynbTudokanbHa
LWIYHOYKOBA e€eKToMigs B aHaMHe3i y nauieHTiB, dki npoxoawmnu abo He
npoxXoannun BiAMOBIAHY Tepanito, a TaKOX MoAOBXeHHS iHTepBany QT;

TAXKa TaXiapuTMig B aHaMHesi;

oAHO4YacHe NiKyBaHHSA ABoOMa abo 6inbLe AO0AATKOBUMM
aHTUTpoMboumTapHumMn  3acobamm abo aHTMKoaArynsHtamMm (Hanpukiag
aueTuncaniumnosa KncnoTa, Knonigorpen, renapwH, BapdapuH,
aueHokymapon, gabiratpaH, puBapokcabaH abo anikcabaH);

HecTabinbHa cTeHoKapAis, iHhapKT Miokapaa NpOTAroM OCTaHHIX 6 MicsauiB abo
KOpOHapHe BTPY4YaHHA NPOTArOM OCTaHHiX 6 MicAauiB.

OcobnuBi 3axoamn 6esnekun

MauieHTiB HEOOXiAHO nNonepeanTy NpPo HeOobXiAHICTb 3BEPHYTUCH A0 Nikapsa y

BMNagKax nosiBn KpoeoTey abo cUHUIB Mig yac Tepanii. Y pa3i nosaBuM OYHUX
KpoBOTEY NMPUMNOM LMIOCTA30y HEOBXiAHO MPUMUHUTA.
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Ockinbkn npenapaTt 34aTHMW  NpUrHidyyBaTM arperaudito TpomMbouwuTiB,
36iNbWYETLCA PU3MK KPOBOTEY Mif Yac XipypriyHMX BTpy4daHb (BKIHOYAKO4U
HEe3Ha4yHi BTpy4YaHHs, Hanpuknag snaaneHHsa 3yba). Akuwo nauieHTy HeobxigHo
NpoBEeCTU XipypriyHe BTpYYaHHS i aHTMarperauinHuim edekt € HebaxkaHumM,
NPUMOM LMIOCTA30y CNig NpUNUHUTMA 3a 5 AHIB A0 onepauii.

Haaoxoavnu nooAMHOKI MOBIAOMJEHHS MNP0 reMaTosIoriyHi  BiAXWNEHHS,
BK/IOYAOUYM TPOMBOLUMTONEHIO, NENKONEHI0, arpaHyaounMTo3, NaHUMTONEHIIO
Ta anjacTU4Hy aHeMito. bBinbWwicTe NauieHTiB BUAYXYBaN NiCNd NMPUNUHEHHS
npumomy uunocrtaszony. [lpoTe Aaekinbka BUMNAAaKiB NaHUMTONEHii Ta
annacTUYyHoI aHeMii Manun netanibHi Hacniaku.

MauieHTiB cnig nonepeanT Npo HEObXiAHICTb HEFAMHO NOBIAOMAATM NPO 6yAb-
AKIi 03HaKW, AKi MOXYTb CBIiAYUTU MNPO PaHHIM PO3BUTOK MATONOMYHUX 3MiH
KpoOBi, Takux $IK rineptepmia 1a 6inb y ropni. HeobxiaHO NpoBeCTM MOBHUMN
aHani3 KpoBi, SKWO € NiAo3pun Ha iHdeKUito abo HaaBHI 6yab-aKi iHLWI KAiHIYHI
O3HaKW NaToNIOriYHUX 3MiH KpOBi. MpUNOM LUMAOCTA30y CAig NPUNUHUTK, SKLLO
€ KJiHiYHi abo nabopaTopHi AOKa3n NATONOriYHUX 3MiH KPOBI.

HeobxigaHa ob6epexHiCTb nNpu CYMiCHOMY 3acCcTOCyBaHHi UMNOCTa3ony 3
iHri6iTopamn abo iHayktopamn CYP 3A4, CYP 2C19 a6o cybcTtpatamum CYP 3A4.

HeobxiaHo 3 0b6epeXxHicTio Npu3HavaTM npenapaT nauieHTam 3 nepeacepaHoro
abo WnyHo4uKoBOW eKkTonietn, pibpunsauieto abo TpinoTiHHAM nepeacepab.

HeobxiaHa ob6epeXxHiCTb Npu CyMiCHOMY NpUKUOMI UMnocTasony 3 byab-aKnumum
iHWKMK 3acobamu, WO MOXYTb 3HMXKYBATU apTepianbHUN TUCK, OCKIiSIbKM iCHYE
PU3NK aAUTUBHOIO rNOTEH3UBHOIO edekTy 3 pedneKTopHO Taxikapai€to.

Cnip potpuMyBaTUCA 06€peXHOCTIi MpuM NpU3HAYEHHI unnoctasony 3 6yab-
AKUMU iHWMMN @HTUTPOMBOTUYHMMKN 3acobamu.

EdekT ranbMyBaHHS Hanagy iHCYNbTy, WO NPOSBASE UeW npenapaT, He
AocnigXXysascsa Npyv aCUMMNTOMATUYHOMY iLLEMIYHOMY iHCYNbTI.

B3aeMogis 3 iHWMMKM NiKapCbKMMKN 3acobaMum Ta iHLWI BUAN B3aEMOAIT

AHTUTPOM6OTUYHI 3acobu. Llmnoctason € iHribitopom doccdoaiectepasn III 3
aHTUTPOMBOLMTApHOIO aKTUBHICTIO. Moro 3actocyBaHHS 340pOBUM 4,06pPOBOSb
uaM y go3si 150 Mr npotaroM 5 gHiB He nNpu3BOAUNIO 4O MOAOBXEHHS 4acy
KpoBoOTeui.

AyetuncaniynnoBa knciora (ACK). CymicHe 3acTtocyBaHHS 3 ACK npoTsarom
KOpOoTKOro 4yacy (ao 4 aHiB) 6yno nos’si3aHe 3 nigBUWEHHAM Ha 23-25 %
npurHiveHHa AA®-iHaykoBaHoT arperauii TpoM6ounTiB NOPIBHAHO 3 NMPUMOMOM
Tinbkn ACK. He cnocTtepiranocs oyeBuaAHMX TeHAEHLUiIN A0 36inbleHHs piBHS
reMopariyHmx nobiyHmx edekTiB y Maui€eHTIB, WO npuvhMMannM acnipyH Ta
LMNOCTa30/1, NOPiBHAHO 3 NauieHTaMu, AKi npunManun nnauebo ta ekBiBaNeHTHI
no3n ACK.
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Knonigorpesnes T1a iHWi aHmtpomboyutapHi 3acobu. CyMiCHMMA  NpPpUAOM
LMNOCTa3oly Ta KAONigorpento He BMAMBaB Ha KiNbKiCTb TpoMbOUWMTIB,
npoTtpombiHoBuK yvac (MNM44) abo akTMBOBaHUN YacTKOBUIK TpoMbBOMNIaCcTUHOBUN
yac (AYTY). Yci 300poBi y4YaCHMKM A0CAIOXKEHb Mann MNOAOBXEHWUM 4ac
KpoBOTe4Yi npuv nMpuMOMi  KIoNigorpentd y MOHOTepanii Ta CyMiCHOMY
3aCTOCYyBaHHi 3 UMI0CTa30/10M, WO He MNpu3BOAMIO 4O 3HAYHONO CyMapHOro
BNAMBY Ha 4ac KpoBoTedi. lMpoTe cnig AOTpuUMyBaTUCS 06EpexXHOCTi npu
KOMb6iHOBaHOMY 3aCTOCYBaHHI umsoctasony 3 byab-aKnuMmn
AHTUTPOMBOTUYHMMKN 3acobamun. Cnig po3rAgHYTU MOXMBICTb NEPIOANYHOrO
MOHITOPUHIY 4acy KpoBoTedi. OcobnueBy yBary HeobxigHO npuainaTm
nauieHTaM, aKi oTpUMyLoTb 6araTtocknagoBy aHTUTPOMOBOTUYHY Tepanito.

lMepopasnbHi aHTMKoarysnssHm (Hanpukiag BapgapuH). Npu OAHOKPATHOMY
NpUMNOMI He ByNno BUABAEHO NPUrHiYeHHSA MeTaboniaMy BapdapuHy abo Bnney
Ha napameTpu koarynauii (M4, AYTY, yac kpoBoTeui). [NpoTe pekoMeHA0BaHO
AOTpUMyBaTUCA 06epeXxXHOCTI NauieHTaM, WO NpuUnMMarTb UMIOCTa3on 3 byab-
AKUM aHTMKOarynsauimHmMm 3acobom, Ta NpoBOAUTU MNEPIOANYHUA MOHITOPUHI
ANs MiHiMi3auii MOXIMBOCTI KpoBOTEUi.

IHri6iTopn  ymtoxpomy  P450  (CYP). UunocTtazon  3HAYHOK  Mipoto
mMeTabonisyetbca pepmeHtammn CYP, ocobnmneo CYP3A4 ta CYP2C19, i MmeHwWwot0
mMipoto - CYP1lA2. [erigpoMeTabonit, sKMA Ma€e aHTUTpoMbouuTapHy
aKTUBHICTb, B 4-7 pasiB BulWy, HiXX UWMI0OCTa30/, iMOBIpHO, YTBOPKETLCH,
ronoBHMUM 4umHoM, nig Adiero CYP3A4. 4'-TpaHc-rigpokcumeTtabonit 3
aKTUBHICTIO, o LOPIBHIOE 1/5 AKTUBHOCTI unnaocrtasony,
iMOBipHO, YTBOPIOETECA 3a gonomorot CYP2C19. TakuMm 4mHOM, 3acobu, o
npurHivytote CYP3A4 (Hanpuknag Aesiki Makposignm, a3osnoBi NpoTUrpmbKoBi
3acobu, iHribiTtopu npoTteas) abo CYP2C19 (Hanpukniag iHri6iTtopy NpoTOHHOIO
Hacoca), NiABULWYIOTb 3aranbHy apMakosioriyHy akTMBHICTb Ha 32 Ta 42 %
BiAMNOBIAHO Ta MOXYTb NiaBMLWYBaTK NO6IYHI edpbekTn umnoctasony. Moxe 6yTn

HeobXiaAHMM 3HMXEHHS 403U umnoctasony Ao 50 mMr 2 pa3u Ha Aoby 3anexHo
Bi4 iHAMBIAYyaIbHOT e(PeKTUBHOCTI Ta NepeHOCUMOCTi.

Mpunom 100 ™Mr uymnocrtaszony Ha 7-N AeHb 3aCTOCYBAHHS epUTPOMIiUUHY
(noMipHuin iHri6itop CYP3A4) 500 Mr 3 pa3u Ha AeHb NpuM3BOAWIO A0
niasnweHHs AUC unmnoctasony o 74 %, sske cynpoBOAXKYBaI0CHA 3HMXEHHSM
Ha 24 % AUC noro agerigpomeTtabonity, ane 3 noMiTHMM niasuweHHam AUC 4'-
TpaHC-rigpokcumeTabonity.

CyMiCHMM nMpUMOM OAHOKPATHUX [A03 KeTOKOHa3osy (CUnbHWUK iHribiTop
CYP3A4) 400 mr ta uwmnoctaszony 100 mr npussoams Ao niasuweHHs AUC
umnoctasony Ha 117 %, dke cynpoBOAXYBasloCb 3HMXEHHAM Ha 15 % AUC
aerigpometabonity Ta  nigBuvweHHaM Ha 87 % AUC  4'-TpaHc-
riapokcuMmeTabonity, WO 3aranoMm nigBULLYBaNO 3arajibHy (apMakonoriyHy
aKTUBHICTb Ha 32 % Yy NMOpiBHAHHI 3 MOHOTEpPani€ LMI0CTa30s10M.

3acTtocyBaHHa 100 Mr umnocTtasonly ABiYi Ha AeHb 3 AunTiazeMoM (iHri6iTop
CYP3A4) 180 mr 1 pa3 Ha goby npmussoaunio o niasuweHHss AUC unnocrtasony
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Ha 44 %. CyMmiCHMA NpUMUOM He BMNAMBAB Ha eKcno3wuuito gerigpomeTtabonity,
ane nigeuwysas AUC 4'-tpaHc-rigpokcumeTtabonity Ha 40 %. Y nauieHTiB
CYMiCHUM NpUNOM 3 AMNTiazeMoM npussoams Ao nigsuweHHs AUC umnocTtasony
Ha 53 %.

Mpuom ogHokpaTHOI A03M 100 mr umnoctaszony 3 240 mn rpenndpyToBOro
coky (iHri6iTop kumwkosBoro CYP3A4) He BuSABNSAB MOMITHOro edekty Ha
dapMaKoOKiHETUKY LWIOCTa30/1y.

OpHopaszosun npunom 100 Mr umnoctasony Ha 7-M AeHb 3aCTOCYBaHHS
omenpa3sony (iHri6itop CYP2C19) 40 mr 1 pa3 Ha poby niasuwysaB AUC
umioctasony no 26 %, Wo cynpoBOAXYyBasiocd NigBULWEHHAM Ha 69 % AUC
aerigpomeTtabonity Ta 3HMXEHHAM Ha 31 % AUC 4'-TpaHc-rigpokcmmeTtaboniTy,
WO B LiNOMY NiaBuLWYBasno 3aranbHy apMakonoriyHy aktTMBHICTb Ha 42 % y
NOPiBHAHHI 3 MOHOTEpPANI€ LUMNOCTAa30/I0M.

Cybctpamm ¢epmeHTy uUutoxpomy P450. byno Bia3HayeHO nMiABULWEHHS
umnoctazonom AUC nosactatuHy (4ytnmBun cybctpat CYP3A4) ta wnoro B-
riapokcukmcnom go 70 %. Cnig aotpuMyBaTncs ob6epexxHOCTi Npu CyMiCHOMY
npunoMi umnocrtasony 3 cybctpatamm CYP3A4 3 BY3bKMM TepaneBTUYHUM
iHOeKcoM (Takmx $K uumsanpua, ranodaHTpuH, niMo3ua, NOXiAHI PiXKiB).
HeobxiaHa o6epeXxHiCTb y pasi CyMiCHOro NpunomMy 3 CUMBaCTaTUHOM.

IHayKTOPpY (hepmeHTy yntoxpomy P450. Bnnue iHgykTtopiB CYP3A4 ta CYP2C19
(Takmx Ak kapbamaseniH, @peHiToIH, pudamniunH Ta npenapaty 3Bipob0ot0) Ha
dapMakokiHETMKY  umnoctazony He 6yB  pgochnigkeHun. TeopeTUyHo
aHTUTpOMbBOTMYHA pAisa Moxe 6y 3MiHeHa, TOMy HeobxigHO npoBOAUTMU
MOHITOPUHI Yy pa3i 3aCTOCYBaHHSA LUMNOCTa3ony 3 iHgyktopammn P450.

Mig 4ac pocnigXeHb TOTIOHOMAMNIHHA (ake iHAYKye CYP1A2) 3HMXYBasno
KOHLEHTpaLUito LMI0CcTasony y naasmi Kposi Ha 18 %.

OcobnmBoOCTi WOAO 3aCTOCYBAHHSA
3acrocyBaHHS y nepioa BaritHoCcTi abo rogyBaHHS rpyAaaro.

BigcyTHi niatBepa)XeHi AaHi WwoAo 3acCTOCYBAHHA UMIOCTA30/1ly BariTHUM,
NOTEHUINHUM PU3NK HEBIAOMUI. lpenapaT He 3aCTOCOBYIOTb BariTHUM.

Linnoctazon MoOXe TMpOHWKATWU Yy TrpyaHE MOJIOKO, TOYHI AaHi BiACYTHI.
BpaxoByloun MOXIMBUN HeraTMBHWUM BMAMB Ha AUTUHY, 3aCTOCYBaHHS

npenapaTty Yy nepiog roayBaHHA rpyaard He pekoMeHAYeTbCA. Y pasi
HeobXiAHOCTI NiKyBaHHSA LMIOCTAa30/10M CNiA NPUNUHUTM FOAYBAHHSA rpyAaato.

34aTHICTb BI/IMBATU HAa LWBUAKICTL peakyii npn KepyBaHHI aBTOTPaHCOPTOM
abo iHWHUMN MexaHi3Mamu.

Cnig poTpuMmyBaTMca 06epeXHOCTi, OCKiIbKM Npu  NpUAOMI  nNpenapaTty
MOXJIMBE 3anaMOpOYEHHA.

Cnocib 3acTocyBaHHS Ta 403MU
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PekoMeHpoBaHa fosa npenapaty — no 100 mr 2 pa3n Ha poby. Tabnetku
npurMatoTs 3a 30 XBUAMH A0 NPUNOMY 1Xi abo yepes 2 rogmHu nicnsa npumomy
i BpaHUi Ta BBeYepi.

MpuinoMm npenapaTy nig 4ac iAM MoXxe nNiABMLWYBATM WOro MaKCUMasbHi
KOHUeHTpauii B nia3Mi, wo 36inbwye pu3nkK nobiyHMX peakuir. 3HauyHe
NOKpaLWEeHHS CTaHy Maui€eHTIB CMocTepiraeTbCs nNicns NpumMoMy npenapaTy
npoTaroMm 16-24 TUXXHIB, iHOAI NMOKpaLLEeHHA BiA3HA4Yasu BXe Nicnsg NikyBaHHA

NPOTAroM 4-12 TUXHIB. SAKWO NpoOTAroM 6 MicauiB NikyBaHHA He 6yno
e(eKTMBHUM, NiKap NOBMHEH MPU3HAYUTU iHWY Tepanito.

layieH™ 3 HUPKOBOK HEAOCTATHICTIO.

ONna nauieHTiB 3 KNIpeHCOM KpeaTuHiHY > 25 M/XB cneuianbHa KopekKuis
A03yBaHHSA He NoTpibHa. LlnnocTta3on NnpoTMnokasaHuii NauieHTaM 3 KNipeHCoM
KpeaTuHiHy < 25 mn/xB.

llayieHT™™ 3 NeYiHKOBOK HEeNOCTaTHICTO.

ANns nauieHTiB 3 nerkoto GOpMOK0 3axXBOPOBAHHSA NEYiHKW A03Y He MOTPibHO
3MiHOBaTU. BiacyTHi AaHi WoAO0 NauieHTIiB 3 NOMipHOK abo TAXKOK NeYiHKOBOK
HegocTaTHICTIO. OCKIiNIbKM LMNOCTa30/1 aKTMBHO MeTaboi3yeTbCcsa epMeHTaMu
NMeYyiHKK, BiH NpOTUNOKA3aHUN NMaui€EHTa 3 MOMiIpHOK abo TAXKOK MNEeYiHKOBOK
HeAOCTaTHICTHO.

layieH™ niTHLOro BiKy.
HeMae HeobXiAHOCTI B KOpeKLUii 403U ANS L€l KaTeropii NnauieHTiB.
i,

[MpenapaT He peKoOMeHAYETbLCA MpuU3HayaTn AiTAM 4yepe3 BiACYTHICTb AaHWUX
wonao 6e3nekn Ta ePeKTMBHOCTI 3aCTOCYBaHHS.

MepenosyBaHHS

IHdopmauis npo rocrtpe nepeno3yBaHHs obMexeHa. MOXNMBI CUNbHUN
ronosHun 6inb, Aiapes, Taxikapgisa Ta cepueBi apuTMii. 3a nauieHTamu
HeobXxigHO cnocTepiraT Ta NpoBOAMTU NIATPUMYBaNbHY Tepanito. HeobxigHo
CMOPOXHUTU WAYHOK LASAXOM iHAYKUIT 6/1t0BaHHSA abo NnpoMMBaHHS WAYHKA.

MobiuHi ecbekTn

Mig 4yac 3acToCyBaHHSA UMAOCTA30/y iHOAI MOXYTb BUHMKHYTM HebaxkaHi
edekTn, SaKi nepepaxoBaHO HUXYeE.

3 60Ky KpPOBOHOCHOI Ta NiM@®atn4yHoi CuUCTeMMU: 4acTO — CMUHLi; HeyacTo -
aHeMis; piaKO - NOAOBXEHMW 4Yac KpoBoTedi, TpoMboumTOo3; MNOOAWNHOKI
BUMNAAKN — CXUNbHICTb A0 KPOBOTEYi, TPOMOOLUMTONEHIA, rpaHynoOUNTOMNEHIS,
arpaHynoumTos, JIleMKoneHis, NaHUMTONEHISA, anslacTMYyHa aHeMis.

3 60Ky IMyHHOI CUCTEMM: HEYACTO — aneprivyHi peakuii.
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3 60Ky cuctemu TpaBJIeEHHS Ta MeTabos1i3My: 4acTo — Habpsak (nepudepnyHmnn
Habpsk abo Habpsik 06nmuyusa); HeyacTo — rinepriaikemisa, uykposun aiaber;
NOOAMHOKI BUNAaAKMU — aHOpPEKCiH.

3 60Ky rMCcuxikn: He4YacTo — TpuBoOra.

3 60Ky HepBOBOI CUCTEMM: [YXE€ 4YacTo - T[O0A0BHUMW 6inb; 4acto -
3aNaMOpPOYeHHs; HeyacTo — 6e3COHHS, He3BWYaMHIi CHOBUAIHHSA; MOOAMHOKI
BUNaAKu — rnapes, rinecresis.

3 60Ky OopraHis 30py: NOOANHOKI BUMNAAKN — KOH'IOHKTUBIT.
3 60Ky opraHiB c/iyxy: NOOAUHOKI BUMAAKN — LUYM Yy ByXax.

3 60Ky cepueBO-CYAUHHOI CHUCTEMM: 4YacTO - cepuebuTtra, Taxikapais,
CTeHOKapAisi, apuTMia, WIYHOUYKOBI €eKCTpacuctonum; Heyacto - iHdapKT
Miokapaa, ¢ibpunsauis nepeacepab, 3acTinlHa cepueBa HeAOCTaTHICTb,
HaAlWyHOYKOBA TaXikapAida, WiyHo4YKOoBa Taxikaphia, BTpaTta CBiAOMOCTI, OYHI
KpPOBOBUINBU, HOCOBI KPOBOTEYI, LLITYHKOBO-KMULWKOBI KPOBOTEYi, HEBU3HAYEHI
KpOBOTEUi, OpTOCTaTMyHa TiNOTEH3id; NOOAMHOKI BUMNAAKW — MPUNJTINBMY,
rinepTeHsia, rinOTeH3is, MO3KOBiIi KPOBOBW/IMBW, JereHeBi KpPOBOBW/IUBWY,

M'930Bi KpPOBOBWJIMBW, KPOBOBWIMBW B AUXANbHUX LWAGXaX, NigLWKipHi
KPOBOBW/INBM.

3 60Ky AnxasibHUX LW/SIXIB: YaCTO — PUHIT, (PapuHriT, HeyacTo — AUCIHOe,
MHEBMOHIA, Kallenb; NOOANHOKI BUNaAKMN — iHTEpPCTMUIasibHa NMHEBMOHIA.

3 60Ky TpaBHOro TpakTy: AyXe 4acTo — Aiapes, NOPYLIEHHS BUMNOPOXXHEHHS;

4yacTo — HyAoTa, 6/10BaHHSA, AMCNENCis, MeTeopusM, 6inb y KUBOTI; HEYacTo -
racTpur.

3 60Ky renartobisiapHoi cuctemMy: NOOANMHOKI BUNAAKM — renaTuT, MOpYLUEHHS
dYHKLUIT NeYviHKK, XXOBTAHULS.

3 60Ky LKipn U MIALWKIPHUX TKaHWH: 4acTo — BUCUN, cBepbiX; NOOANHOKI -
ek3ema, cuHapoM CriBeHca-[)XOHCOHA, TOKCUYHUI enigepManbHUA HEKPONi3,
KpOnuB'saHKa.

3 60Ky ce4yoBuAIZIbHOI CMCTEMM.! PiAKO — HUPKOBA HEAOCTaTHICTb, NOPYLUEHHS
yHKUIT HUPOK; MOOAMHOKI BUNAAKN — reMaTypis, nonakiypis.

3arasibHi po3sagn: 4acto — 6inb y rpyasix, acTeHis; HeyacTo — Mianris, 03Ho6;
NOOAMHOKI rineptepMis, He34yXaHHS, 6inb.

JlabopaTopHi AOCNIAXEHHS ! MOOANHOKI BUNaAKM — NiABULLEHHS PiBHIB CE4Y0BOI
KMCNOTN, CEYOBUHU B KPOBIi, KpeaTUHIHY.

36inbleHHsa KibKOCTI BUNagkiB cepuebutta Ta nepudepuyHmx Habpsakis
criocTepiranocs, KOAM UWMIOCTa30/l1 3aCTOCOBYBaJIM CYMIiCHO 3  iHLWMMWM
BasoaunatatopaMum, SKi MOXYTb BUKNIMKATKM pedneKkTopHy Taxikapaito,
Hanpuknag 3 guriaponipuanHosumMm 6nokaTopamMun KasnbLiEBUX KaHasiB.
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TepMiH npuaaTHOCTI

3 poKu.

YMoBU 36epiraHHs

36epiramm npu TemnepaTypi He Buwe 25 °C B opuriHanbHin ynakosL,.
36epirat y He4OCTYNHOMY ANS AiTeN Micui.

YnakoBka

Mo 10 TabneTtok y 6nicTepi; no 3 abo 6 6AiCcTepiB y KApPTOHHIM ynakoBLi.
KaTeropisa Bianycky

3a peuenTomM.



