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IHCTPYKI_II}I
A8 MeaHIHOrO 3aCTOCYBaHus JIKapebKoro 3acoby

Kanayniexe
(Claudiex)

Cknao:

0i104a pevosuna: cilostazol;

1 Tabnerka micrurs Hunoctasony 100 mr;

Qonomincui Pevosunu:  Kpoxmans KYKYypym3suuii, uemomnosa MiKpOKpHCTaﬂqua, KanslIfiro
Kapmenosa, rinmpomenosa, maruiro cTeapar.

Jikapcerka topma. Tabuericy.
Ocnosni Dizuro-ximiuni eracmueocmi: tabneriy Kpyrnoi ¢opmu 6inoro Koneopy, 3 puckoro 3
OZHOTO boKy. [liamerp 6mm3pko 8 Mm. Tabnerky mosxua PO3LIHTH Ha 11Bj PiBHI 103H.

CIJapMaKOTepaneBTﬂqua rpyna. AHTHTPOMGOTHYH] 3aco0mu. AHTHarperanTy.
Kon ATX B01A 23

Dapmaronoziyni é1acmueocmi,
DPapmarodunamixa,
Hunocrazon e

HMunocrason mae Basomunararopumii edext, mo Oyio HiATBEpKEHO BHMIPIOBaHH M KpoBOTOKY
HIDKHIX KiHIiBok 32 AOTIOMOTOIO  TeH30MeTpHYHOT IeTusmorpadii. unocrazon TaKkoX iHribye
nporidepanito  knitug MIagkux M’a3ip g HTiOye  peaxniro BHBITbHEHHS TpomOoIHTiB

Y3rogxeHo 3 man epianami

JA€TANBHOCTI cepen nauienTip NOPIBHSHO-3 TITaE6o.

Dapmaroxinemuxa, O P M !" H An PEECTRAUINHOTO foche
Abcopbyis. e
Ipu PEryisipuomMy npuiiomi Hmiocrasony y nosi 100 wmr ABIYi Ha mo6y Y mhauieHtiz i3
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AO3YBaHHA. SBHME nepion HaliBBHBEIeHHS LuocTasony cramosuts 10,5 FOAHHH. IcHye nBa
T'OJIOBHHX MeTabomiTn — AETIPOLMIIOCTA30] Ta 4'-T_pﬂHC-Fi,I[pOKCHHHJIOCTaBOJ‘I, IO MaloTh GIH3EK]
[IOKa3HUKH HalliBBHBEIECHHS. JerizpomeraGonit mae g 4-7 pasis BHINY  aHTHTpOMGOTHYHY
aKTHBHICTB, Hix II09aTKOBa pedYoBHHA, a 4'-TpaHC~1“iI[p0KCHMeT8.60JTiT — 1/5 Big axtumhOCT
Hunocrasony. Konnenrpanii Y 11a3Mi Kposi (oTpumani 3a Aonomororo AUC) neriapo- ta 4'-Tpanc-
TiApoKcAMeTaboTiTin NpHOITU3HO cTanOBIATE 4] % Ta 12% Big KOHUEHTpawuii IHJI0CTa30.Ty
BIJINIOBI THO.

Memabonism.

Iunocrason BuBoauTHCS [ICPEBAXHO 3a JONIOMOroIo MEeTabomi3My Ta noaambimoro BHUBEJICHHS fioro
MeTabomiTiB i3 ceyeso. Hepeunni isodpepmenty HATOXpoMy P450, ski OepyTs yuacte y ¥oro
MeTabomnizmi, — CYP3 A4, menmoro Mipoto — CYP2C19 1a i€ MEeHmor Miporo — CYP1A2.
Bugeoenns.

lonoBunii wmmax BUBCNICHHA — i3 ceuero (74 %), 3aMHIIKOBI KinbkocTi BHAULTIOTBCS 3 KajoM.
Hesnauni xinekocri HE3MIHEHOro HHIIOCTa301y BUIIISIOTECS 3 CCHeI0, a MeHIn Hix 2 % itoro 03U
BHILIAETHCS Y BHTJISA1 ,uerinpounnocmsony. Ipubnuzno 30 % BIJl IOYAaTKOBO] ZI03H BHJJIAETHCH 3
CeeI0 AK 4'-TpaHc-rifpoxcHMeTabomiT. 3ammuikoBa Kinbkict BHIIUISETBCA K Cyma MeTabotiTIB,
’KOJICH 3 AIKHX He nepeBumIye 5 % BIZl 3araJIbHOT KilbKOCTS.

Posnooin.

Munocrazon 3B’A3y€Thes 3 Ginkamu Ha 95-98 %, nepepaxuo 3 ans0yMiHOM, Herinpomera6onit ta
4'-TpaHO-I‘i,I{p()KCHMCTaﬁOJIiT 3B’A3YIOThCS 3 Gilkamu Ha 97.4 % T1a 66 % BIIMOBIAHO.

Hemae minreepmxenns 3MaTHOCTI LMIOCTa30Ty IHIYKyBaTH MiKpocoManbyi bepMenTH neuinky,
Dapmakokinetuka LuI0CTasomy Ta Horo mMeraGonitie me 3ajexana 3Ha4HOI0 Mipoko Bij BIKY a6o
CcTari namienris 50-80 POKIB.

B oci6 i3 msoxkoro HHPKOBOIO HE/IOCTATHICTIO BiTbHA (pakuis unocrasony Gyna a 27 % BHINOKO, a
Cimax Ta AUC 6ysm BIZIOBIHO Ha 29 % Ta 39 % HHKYHMH, HIX B 0OCif 3 HOPMaJIBHOIO yHKIiet0
HUPOK. Crax Ta AUC ,ueri,upome'rafioniry Oynu BianoBinHo ua 41 % Ta 47 % HmxaaMy Y nauiedTig
3 TAKKHMH IOPYIIEHHIMH HHPOK MOPIBHAHO 3 MauienTamy 3 HOPManbHOIO QyHKIic HHPOK. Crax
Ta AUC 4'-TpﬂHC-—I"i,!IpOKCHHPIJ’IOCT:’BOH)’ Oymu ma 173 % 1a 209 BHIUMH B 0ci6 i3 Tsskkoro
HHPKOBOKO HenoctarHictio. Hemae nammx M0N0 nanieHTiB 3 nomipHoro Ta TAXKKOI NEdiHKOBOMO
HEIOCTaTHICTIO.

Kaninigni XapaKTepHCTHKH.
Ioxazannas,

3acTocoByBary sk TEPAILIo Apyroi minii s Nal€HTIB, y KX 3MiHa CTHITFO XHTTA (BKIIOYAIOUH
BIIMOBY Bifl KypiHHS Ta KOHTPOJIbOBaHI MporpaMu 3ausTh CIIOPTOM) Ta iHII Bianmoginwi 3aX0/H He
TIPH3BEIIM 0 3HAYHOTD NOCTabNIeHHA CUMIITOM]B NEPEMIXKHOT KYJIbraBOCT].

ITpomunoxazanna.

- Binoma rinepyyTIuBicTh A0 muiocrazony ado o Oy 1b-sikoro KOMIIOHEHTa miKapchbkoro
3acoby;

- TSXKKa HHPKOBA HEJOCTAaTHICTE (xmipenc KpeaThHiny <25 mu/xB);

- TIOMipHa ab0 TskKKa MeuiHkopa HENOCTATHICTE;

- 3acTiiiHa cepueBa HEIOCTATHICTS;

- BariTHICTE;

- Oymb-aka Binoma CXHIBHICTE 10 KpoBoTeui  (Hanpukiapn, BHpaska 1muIyHka a6o
ABAHANUATHNANOT KMIIKM y cTapi] 34roCTpeHHs, HeloaBHilf TeMopariynuii incymst (mo
6 Micsuin), npomaideparusua bopma  niaGetnunoi PETHHOIIATIT, crabo KOHTPOJIbOBaHa
rineprensis);

@roamem 3 Matepianamu
PeecTpauintoro gocke
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- TPOTHNOKAa3aHO HalieHTaM 3i HLTYHOYKOBOIO Taxikapmiero, [IUTyHOUKOBOW Gibpunsmicio aGo
MYJIBbTHIOKYJISIPHOK)  IITYHOUKOBOO CKTOIIEI0, 1IN0 MPOXOAHIH a6o HE TIPOXOIUIH
BIOBiIHY Teparrito; NaLiCHTAM 3 TOLOBKEHHIM inTepBany QT;

" TKKa TaXiapuTMis B anaMHesi;

- HecTabineHa creHoKapiis, iH}apkT Miokapza NIPOTAroM ocTaHHIX 6 Micanis aGo KOpoHapHe
BTPYYaHHS NPOTATOM OCTaHHIX 6 MiCALIB.

Bsaemooia 3 inwmumu JKAPCOKUMU 3acobamu ma inwi 8uUOU 83aEMOOi].
Anmumpombomuuni  3aco6y, Hunocrazon ¢ iHribiTopom docdomiectepasy 1]
AHTHTPOMOOLUTAPHOIO aKTHBHIicTIO. Moro 3aCTOCYBaHHSA 3J0POBHM 0C0OaM Y nosysanui 150 mr
TIPOTATOM 5 JHIB He IIPH3BOAMIO 110 IIOIOBXEHHS Yacy KpoBoTeyi.

Ayemuncaniyunosa xucroma (ACK). Cymicue 3acrocysanns 3 ACK npotsarom KOpOTKOro yacy (10
4 muiB) 6yn0 mo’s3ame 3 HiABUINEHHAM Ha 23-25 % INPUTHIYEHHS AJl®-inaykosanoi arperarii
TPOMOONHTIB OpPiBHAHO 3 npuiioMoM Tineku ACK. He CIIOCTEPIranocs oYeBHIHIX TEHAEHIIIH 1o
30iMbIIeHHs piBHs TEMOPAriYHUX MOBIYHHX e(ekTiB y mamientis, sxi OpuHManu acmipus Ta
HIIOCTA301, IOPIBHSAHO 3 naicHTaMH, sKi IpHAMaIH 1tane6o Ta exsiBanenTHi nosu ACK.
Knonioozpens ma  inwi anmumpomboyumapni  3acobu. Cymicuuii  npmiiom OHIIOCTa30/y Ta
KIONIIOTpenio He BIUIMBAB Ha KIiNBKIiCTh TPOMOOIHUTIB, NpoTpoMb6iHOBHIT yac (I19) a6o
AKTHBOBAaHHMH YacTKOBHii TPOMOOIIIACTHHOBHI uac (AYTY). Vi 3NI0POBI yYaCHHKH 1ocimKens
Malld TIOIOBXKEHMH Yac KpoBoTewi Npu npuioMi Kromigorpemo Y MOHOTepamii Ta CYyMiCHOMY
33CTOCYBaHHI 3 LHJIOCTA30710M, IO He PH3BOZMIIO 10 3HAYHOIO CyMapHOro BINIUBY Ha wyac
KpoBoredi. Ilpore cuix AOTpHMyBaTHCs  obepeskHoCTi ipu  xoMObinoBaHoMy 3acTOCyBaHHi
OuiIocras’ony 3 Oyap-skuMu AHTHTPOMOOTHYHHMH 3aco6Gamu. Cnip PO3TTISIHYTH MOXTHBICTE
HEPIOJHYHOrO MOHITOPHHTY wacy KpoBoTteui. Jlikyranus IHIOCTa30710M  mpoTHIOKa3ano
namieHTam, ski NPHHMAIOTH Ba abo 6ijbLre JOIaTKOBHX aHTHTpOM6ouHTapHHx/aHTHK0aJyJIHHTHHx
3aco0iB. binbm Bucoka wactora BHIIA/IKIB  KPOBOBHJIMBIB criocTepiranacs mnpu OTHOYacCHOMY
3aCToCyBaHHi Knonigorpemo, ACK i LuIocTasony B xoai focimxenns CASTLE.

lepopanvui AHMUKOG2YNAHmYU  (Hanpuknao éappapun). Tlpu OMHOKpaTHOMY mpuiioMi He By
BHABJICHO NPUTHIYCHHS MeTaboizmy Bapdapuny a6o BIUINBY Ha napameTpH Koarysmii (I14,
AUTY, yac Kposotedi). ITpote pexomenmoBamno AOTPHMYBaTHCS 06epekHOCTi HalieHTaM, ski
OPHHMAKOTE HMIIOCTA30] 3 Oy Ib-aKuM AHTHKOATYJIALIHHUM 3acoGomM, Ta IPOBOIMTH nepioananuil
MOHITOPHHT 1151 MiHiMizami] MOXITHBOCTI KpOBOTEuYi. JlikyBanns nmnocrasonom TIPOTHIIOKA3aHO
NanieHTaM, ki mpuitmMaroTs IBa abo Ginbime nonaTtkoRmHX aHTmpomﬁounTapHHx/anrmcoa.ryﬂmmux
3aco0iB.

Inzibimopu yumoxpomy P450 (CYP). Iunocrason 3HaYHOIO MipoIo MeTabonizyerbcs bepmenTamu
CYP, ocobnueo CYP3A4 Tta CYP2C19, i menmoro Mipowo — CYPIA2. }IerinpOMeTaﬁoniT, AKHH
Ma€ aHTHTPOMOOUMTAPHY aKTHBHICTE y 4-7 pasis Bumy, mix [HJI0CTa301, IMOBIpHO, YTBOPIOETHCH
TOTOBHEM uHHOM mix gieto CYP3A4. 4'-TpaHc—ri,upor(cheraﬁoniT, 3 aKTHBHICTIO 1/5 Bix
[unocrasony, imoipHo, YTBOPIOETBCS 32 monomororo CYP2CI19. Takum yunom, 3acobu, o
npurdivyiors CYP3A4 (Hanpuknan nesxi MaKpoOJiaH, a30/10B] IIPOTHIpUOKOBI 3acobm, iHriGiTopn
nporeas) ao CYP2C19 (Hanpuknang IHri6GiTOpH TpoTOoHHOTrO Hacoca), miABHIIYIOTEH 3arajabHy
apmakonoriuny axtueHicTS Ha 32 % Ta 42 % BigmoinHo Ta MOXYTh NIABHINYBATH Mo6iymyi
edexrn Hunoctasony. Moxe Oytu Heo6Xinuum SHIKCHHS JIO3H LMJIOCTA30my 10 50 mr JIBiYi Ha
106y 3anexHo Bij IHIUBIYaTbHOT edexTuBHOCTI Ta NEPEHOCHMOCTI.

Hpuiiom 100 mr tHI0CTasony Ha 7-if neHs 3acTocysamms CPUTPOMILMHY (OMipHuii 1HriBiTOp
CYP3A4) 500 mr 3 pasy Ha 100y npusBonmuno no miaBumennss AUC aujocTasomy no 74 %, sxe
CYNPOBOIDKYBANOCA 3HMKEHHSM Ha 24 % AUC i#oro ,L[ﬁFi,HpOMCTaﬁOIIiTy, ane 3 INOMITHUM
mifBHImenAsM AUC 4'-TpaHC-I‘i,HpOKCHMETaGOJ'IiTy. 3 ypaxyBaHHAM 3Hauenp AUC s3aransua
$apmakonoriuaa axTuBHicTS HHII0CTa30/ly 36inblnyeThest Ha 34 % IPH OTHOYAaCHOMY iforo
NpuHOMi 3 epuTpominmuaom. Ha miJICTaBi UMX NaHHX OCTa30/ly CTaHOBHTE
, YaromxeHo 3 matepianamu
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50 Mr 2 pasu Ha 700y mpu ONHOYACHOMY NpHHOMI 3 CPUTPOMIIIHHOM Ta MOMIGHHMH 3acobamu
(Hanpuknap, KJIapuTpOMIHHOM).

OnHouache 3aCTOCYBaHHS KETOKOHA30JTy (inri6iropy CYP3A4) 3 nunocraszonom TIPH3BOJIHIIO 110
30inpmenns AUC Huiaocrazony ma 117 %, wmpo CYNPOBOIKYBANOCSK  3HHMKEHHAM AUC
merizpomerabonity ma 15 % j 36inbmennaM AUC 4'-Tpch—ri,uporccnmeTafSoniTy Ha 87 %.
3 ypaxyBanusm 3navens AUC 3araibHa $papMakoloriysa akTHBHICTE HuIocTasony 36imbryerses
Ha 35% npu ONHOYAaCHOMY 3acTOCYBaHHI 13 KE€ToxoHazosioM. Ha migcrasi UX aHHX
PEKOMEH10BaHa 103a HHJIOCTa30Ty CTAaHOBHUTE 50 Mr 2 pasH Ha 106y npu OZIHO4acHOMY NpuiioMi 3
KETOKOHa30/10M Ta noxiGHuMH 3acoGamu (Hanpuknan, ITPaKOHa30110M).

3acTocyBanns IHIOCTas0Ny 3 munTiasemoM (cnaGkum iHriGiTopom CYP3A4) npussommio 10
36inbmenns AUC uuiocrasony Ha 44 %, sxe CYNPOBOIXyBanocs  36inbmrennsy  AUC
Aerinpomerabonity mHa 4 % Ta 36inbmennaM AUC 4'-TpﬁHC-l"ileOKCPIMeTaGOJ'IiTy Ha 43 %.
3 ypaxyBanusam suauens AUC 3arajibHa (apMakoIoTiuHa aKTHBHICTY, HujiocTasony 36iibmyeTses
Ha 19 % npu O/HOYaCHOMY HpHHOMI 3 munTiazemom. I PYHTYIOYHCh Ha IHX JaHHX, KOPHT'YBaHHS
J03H He MoTpibHo.

IIpuitom ommokpatroi nosu 100 mr oHIoCcTas’ony 3 240 mo rpeindpyroBoro coxy (iHri6itop
knikosoro CYP3A4) we npossnse MOMITHOTO e(ekTy Ha d)apMaKOKiHeTHKy LHIIOCTa301Ty.
Y 3B’a3Ky 3 1um KOpHTYBaHHA 1103 He nOTpPiGHO. Ilpote BxuBaHHS BemmKHX obcaris
TPeRnpyToBOro coky Mmoxe HalaThd KIHIYHO 3HAYymMH  Bime Ha q)apmalcoxinemlcy
IHIIOCTa30ITy.

3acrocyBanus [HJIOCTA30/1y 3 OMeIpasoroM (iariGiTopom CYP2C19) npussomno 710 306inbIIeH s
AUC nunocrasony ma 22 %, sxe CYNpOBOIKyBanocs 36iabmennsm AUC AeriapomerabomiTy Ha
68 % i 3umxenHsM AUC 4'Tp&HC-I‘in0KCHMET&60JTiTy Ha 36 %. 3 ypaxysanusm 3Ha4eHbr AUC
3aranbHa (hapMaKosorivHa aKTHBHiCTE HHJIoCTa30my 30imblnyeTbes ma 47 % IpH OIHOYacHOMY
IpHHOMI 3 oMenpazosnom. Ha NIACTaBi MMX naHmx PEKOMEHIIOBaHA /1032 HIIOCTA30/Ty CTAHOBHTE
50 Mr 2 pasu Ha o0y npu OIHOYAaCHOMY mpwriioMi 3 oMenpazoom.

Cybempamu pepmenmy yumoxpom P450. Byno Bimsmaueno MABHIIEHHS IMIOCTA3010M AUC
JIOBACTATHHY  (4yTNUBHEA cybcrpar CYP3A4) T1a ioro B-rinpokcuxucnory no 70 %.
Cnin norpumyBaTucs obepexHOCTI mpH CYMiCHOMY mpmitomi luirocrasony 3 cy6erparamn CYP3A4
3 BY3PKMM TEDANEBTHYHHM iHIEKCOM (Hanpukan [H3anpuz, ranodantpuy, mimosun, OOXiHi
pixkiB). Crin AOTpUMyBaTHCS  06epesHOCT] [IpH  onHOYaCHOMY nmpuiiomi UHJIOCTa30my  3i
CTaTHHaMH, IO  MeTaboi3yroThCs bepmenTamu muToxpoMmy  CYP3A4, manpuknmag 3
CHMBACTATHHOM, aTOPBACTATHHOM 1 JIOBACTATHHOM.

Inoyxmopu depmenmy yumoxpom P450, Bims ingyxropis CYP3A4 Ta CYP2C19 (takux s
kapbamasenin, deniToiy, pudammingn ta Ipenapaty 3Bipo6oro) ua q)apMaKOKiHeTmcy LHII0CTa301y
He OyB Jociimkenuii. Teopernuno aHTHTPOMOOTHYHA NTis MOjKe OyTH 3MiHeHa, TOMY HEOOXInHHI{
MOHITOPHHT y BUIIazKy pasi nunocrazony 3 iHaykropamu CYP3A4 1a CYP2C19.

Ilin yac mocnimxens TIOTIOHONIAJIIHHS  (sIKe IHIYKY€E CYP1A2) 3HHKYBAJIO KOHIIEHTpaIli0
UHIOCTa301Ty y Iu1a3mi Kposi Ha 18 %.

[Hw1i morenuiiini B3aemonii

Cain norpumysarucs obepexHoCTi mpu OZHOYacHOMY 3acTOCYBaHHi HHI0CTa30my 3 Oyab-skum
IHIIMM  32c000M, 31aTHHUM SHIXYBATH aprepianbhuii THck, H4EPE3  MOXIHBICTE  po3BUTKY
AIUHTHBHOTO I'NOTEH3UBHOIO edekry, mo CYHPOBOKYETECS pedIeKTopHOIO Taxikapmiero.

Ocobnusocmi 3acmocyeanns,
[puitnsTHicTL NIKYBaHHS IMIIOCTAa30710M CII/I PEeTeNbHO OLiHIOBATH TOpsZ 3 IHINMMHA BapiaHTamu
NIKYBaHHS, TAKAMH SIK PeBacKysapu3anis.

HHTIOCTA30/10M, CTAHOBHTH IPHGIH3HO Bix 5 1o 7 ynapis Ha XBHIMHY, TOMY Y NalieHTiB 3 pusukom
AGHOTO sIBUINA NIPENAPAT MOKe CIPHYMHATH CTEHOKapilo.

Hauienris, sxi MOXYTb OYTH CXHIBHI 710 mimBHIIEHOrO PH3HKY CEepHO3HHX NOBiYHmX edexTiB 3
Ooky cepis B pe3ynbTari 36inbIeHHs yYacTOTH CEPLIEBHX CKOPOYEHb, HallpUKnaji, namieHTd 3i
CTabINBHOIO iEMIYHO XBOpoOOIO cepus, ciig ygsgﬁﬁrégo ‘%(?II!I‘C]F:"_CTC IraTH| Tiig yac TKYBaHHs

eplanamu
; % 4
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LIHIIOCTa30/10M; c1Tiji BpaxoByBatu, 1mo ITHJIOCTA301 IIPOTHITOKA3AHMIL TnallieHTaM, siki mepeneciy
HEeCTablbHy CcTeHOKapaito afo IHpapkT MiOKap,I[a./KOpOHapHe BIPYYaHHS TPOTSroM oCTaHHiX
6 MicsuiB, a6o 3 BaxKoO TaXiapuTMi€ro B aHaMHe3].

Cnix  norpumysarucs obepeskHOCTI TIpH TIPH3HAYEHHI LMIOCTAa30y mamienTam 3 eKTomicro
N€peNCepas i IUTYHOUKIB, a Takok namieHTam 3 Gibpunsmiero a6o TPINOTIHHAM nepeacepas.
Hanientis Heo6xinmo HOIEPEUTH PO HEOOXimHicTh 3BEPHYTHCS 10 JKaps y BHmamkax NOSBH
KpPOBOTEY ab0o CHHWIB mij uac Tepanii. YV pasi mosBH ounux KpOBOTeY npHitom IHJI0CTa30/Ty
HeoOXiqHO mpumIHuTH,

Ockinbku nikapenkmii 3aci 3MaTHHH NPUIHIdYBaTH arperariio TpOMOOLHTIB, 36inpmyeThCs PH3MK
KpOBOTEY mif wac xipyprigmmx BIpYYaHb (BKIIOYAIOYH He3Haumi BTPYYaHHsl, HanpHKiaj
BHOANEHHA 3y6a). Skmo NalieHTy  HeobXimHO IPOBECTH  XipypriuHe Brpywanus Ta
AHTHArperauidHuii edekr ¢ HeOaXaHuM, mpHiiom IHIOCTA30My CNif NpUMHHMTH 33 5 JIHIB 10
omepaiii.

Hanxomanu TIOOZIHHOKI  MOBinOMIIeHHS IIpe  remMaToioriumi Bi/IXHIICHHS, BKJIFOYaI0qH
TpoMbonHTONEH i 10, NeHKoneHiro, arpaHyJIONHMTO3, NAHUHUTONEHII0 Ta AlJIACTHYHY aHeMio.
Binbmicte nauienrip ORYXYBalld IICTS NPUNHHEHHS IpuHoMy 1miocTasony. [Ipore nexineka

€ KIIiHiYHi a6o nabopatopsi 1okazu TNaTOJIOTIYHUX 3MiH KpOB.

Y nauienris, ski OPUHMATH TIOTYXHi inribitopy CYP3A4 aGo CYP2C19, cnocTepiranocs
30iIbIIeH s piBHiB LUIOCTa30My y mumasmi kpoBi. V Takux BHIIAZIKaX peKkoMeHJI0BaHa no3a
HHI0CTa305Ty CTaHOBHTE 50 Mr 2 pasu Ha o0y.

edexty 3 pedhrekTopHoro Taxikapiero.

Cain norpumysarucs obepexHOCTI  mpu IPH3HAYeHH] nuIocTasony 3 Oyab-IKUMH  iHITHME
@HTHTPOMOOTHYHMMH 3aCO6aMu.

Edexr ranemyBannsg Hamany iHCyJIbTy, o IIpOSBIIAE NeH JIKapChKHMiA 3acif, He JOCTIKYBaBCst Npu
ACHMITOMATHYIHOMY imeMidHOMY iHCYTbTi.

3acmocysanns y nepioo eazimuocmi abo 200y6anns 2pydoio.
Bacimuicme.

BincyTni HiATBepDKeHi jami MO0 3aCTOCYBaHHS Hniiocrasony BaritHEM. Jlocimimxenus Ha
TBAPHHAX TOKa3ajd PCIPOAYKTHBHY TOKCHYHICTE. Hotenuifinnit  pusnk HEBIIOMHI, TOMY
IHIIOCTA30]1 HE MOXKHA IPHHMATH y H€pPIo]T BariTHOCTI.

TPYIUIIO HE PEKOMEH /Ty EThCS.
Depmunvricme.
Hocnimkenns na TBapHHAX NOKa3alu, 110 MHI0CTA301 He BIUIHBAE Ha hepTHIBHICTS,

Mexawnizmamu,
Cain norpumysarucs 00EPEXXHOCTI, OCKinbKH MpH  [pHiioMi Jikapchbkoro 3acoby MoxHBe

3alaMopoYeHHs.

Y3ropxeHo 3 ma repianamm
PeeCTpaLlinHoro gocee




Cnocio 3acmocyeanna ma dosu.
Hoszyeanus.

Pexomennosana jo3a TKapcbKOTo 3ac00y - no 100 mr 2 pa3u Ha noby. Tabierku NpHAMaTH 33
30 xBunuH 10 IOpUHOMY ki abo uepes 2 TOAMHHU mics IpuiioMy i Bpanmi Ta BBeUepi.

Iputiom mixapcrkoro 3aco0y mix yac ki Moxe NiABHIYBATH iforo MaKCHMAaITbHI KOHLEHTparii y
m1a3Mi kpoBi (Cmay), 1m0 30LbIIye pr3uk BHHMKHEHHS MOGIYHMX peaxiiii. Hunocraszon marors
HIpH3HAa4aTH Jikapi 3 goceigom JUKYBaHHS TIepeMi)HO} KyJIbraBocti. SIkio mpotsrom 3 MICSIIIB

MKYBaHHA He Gyio eekTuBHIM, JKap NOBHHEH IIPH3HAYHTH iHIIY Tepario. MamienTam, sxi

3MeHIeHHs 103k Z10 50 Mr nBivi Ha n00y peKoMeHIoBaHe AUl IALi€HTIB, SKi OTPHMYIOTE JTiKapchki
3ac00H, mo cuabHO IHTi6YI0TH CYP3A4, Halupukiaz, nesxi Maxpomiam, a301IbHI  yHrimmmy,

Hayienmu nimuvozo 8iKY.

Hemae neob6ximnocri Y KOpeKkuii 1034 s mief KaTeropii namienTig,

Hayicumu 3 HUPKO6010 Hedocmamuicmio.

s nanienrip 3 KIipeHcom KpeaTHHiHy >25 mu/xs CremiatbHa Kopekiis AO3YBaHHA JIiKapchKOro

Himu. Jlikapcekuii 3aci6 HC PEKOMEHIy€eThCS NpH3HayaTy JITAM yepes BIICYTHICTh Jammx 11010
Oesnexu Ta edexTHRHOCT] 3aCTOCyBaHHS.

Hlepedosysanna.

1lo6iuni peaxyii,

Haii6insm NOLIHMpeH] 1noGiuni peakuii, mpo sxi momizommsmH Y WIHIYHEX [10cmimkennsx
ipenapaty, Oy rogoBHuH 6 (>30 %), miapes (>15 %) Ta nopyenns poboTu KHIIEYHUKY

(>15 %). Li peakmii, sik TIPaBHIIO, MaJIH NlerKy abo NOMIpPHY IHT€HCUBHICTE Ta 1HO i NOJIET LY BAlTHCs
33 paXyHOK 3HHJKEHHS JIO3H.

Hebaxani edexrn, sixi HOJTi MOXKYTS BUHHKHYTH IJ Yac 3acTocyBaHHs LHocTasony, 3asnaven; y
Tabnumi HUxKYe,

1/100); piaxo (>1/10000 10 <1/1000); aysxe pinko (<1/ 10000); meBinomo (HEMOKIHBO OinUTYH Ha
OCHOBI HasBHHX Janux). Yactota mo6iummx peakiii, sxi croctepiramues vy nepion
nicngpeecTpaniiinoro 3aCTOCYBaHHS, BBAXACTHCS HEBiLOMOIO (HEMOXTHBO OuiHETH Ha OCHOB]
HasBHHX NaHUX).

3 boxy kposonocnoi ma
nmpamuynoi cucmeny




JeHKonenis, NaHIMTONEHIs, aNIacTHYHA aHeMisg
IMVHHOT cucmemuy Heuacto AJnleprivyna peaxiis

3 boky 0bminy pevosun ma Yacro [epudepuuni HaOpsakW, Habpsku 00JHYYg,
xapuyeanns aHopexcis
Heuacrto Iinepruixemis, OYKPOBHIt niaber

3 boky ncuxixu | Heuacro TpuBosxnicTs

3 boxy nepeoeoi cucmemnu )K€ 4acTo Tonosuuii 6ine
Yacro 3anamopouenns
Heuacro Besconnst, kommvapu
Hesinomo Ilapes, rinecresig

3 60Ky opeanie 30py Hesinomo Kon’roukrusit

3 boky opeanie cayxy Heginomo 3BiH i MyM y Byxax

3 boky cepyesoi cucmemu Yacto Cepueburrs, Taxikapis, CTCHOKAp/is, apuTMis,

ULTYHOYKOBA €KCTPACHCTOTis

Hewacto Indapkt miokappa, Oi6pusLisn nepeaceps,
3acTiiHa cepnieBa HEJI0CTaTHiCTh,
HallTyHOUKOBa TaXikap/is, muIyHoYKosa
TaxikapJisi, HeNPHTOMHICTE

Heuacro KpoBosunug B OKO,  HOCOBI  KpoBoTeu,
HIITyHKOBO-KHIIIKOBI  KpoBOTeui, Hes'scoBaHi
KPOBOTeYi, OpTOCTaTHYHA rinoTensis

Hesigomo [Ipuninuey, TineproHis, TriIOTOHis, KPOBOBHIIUBH
B MO30K, Jereni, M's3m, muxamnpi LUTSIXH;
HIAMIKIpHI KPOBOBHTHEM

3 boky cyounnoi cucmeny

3 boxy ouxansnoi cucmeny L‘lacro ﬁHHiT, ¢apunriT
Heyacto 3aauinka, NHEBMOHIg, Kalle/ip
Hesigomo [THTCpCTPIHiaJILHa ITHEBMOHIsI
3 boxy wnynroso- K€E YacTo 1apest, IOpyLIeHHs BHIo OKHEHHS
KUUWK06020 mpaxmy Yacro Hynora i OmoBanHs, AUCIIEICIs, MeTeopusm,
ik y skHBOTI
Hewacto lactpur
LB‘ boky  eenamobiniapnoi Hesinomo I'enarur,  anomanii MEYiHKOBOT  (hyHKuiT,
cucmemu KOBTSHHIIS
3 boky wrkipu i nidwkipnux | Yacto Bucum, ceep6ix
MKaHuH Hesinomo Ex3sema, mikipni BHCHIIaHHS, cHHJpoM CTiBeHca-

JIKOHCOHA, TOKCHuH Kl €MilepMaTbHui
HEKpOJI3, KpOIIMB SHKA

3 Gory cxenemmo-m n3060i Hewacro Miasnris
cucmemu  ma  cnonyynoi
MKQHUHU
3 6oky nupox ma Piaxo Hupkosa HE/IOCTAaTHICTD, HOpYLIeHHS byHKmii
CeYOBUBTONUX WinsXis HHPOK
Hegizomo ALI“ €MaTypis, moJakiypis
3azaneni posnaou Yacro | Bins y rp [IIX, acTeHis
Heuwacto O3H06, He3yxanns
Hesinomo Ilipekcis, 6inp
Jlabopamopmi Hesinomo linBumenns piBug cewosoi KHCIIOTH, CEeYOBHHH
odocnioxncennn B KpOBI, KDEaTHHIHY B KpoBi

30uIbIeHHs KinbKkocTi BHIAJKIB cepuebHTTS Ta NepHpepHIHNX Habpskis criocrepiranocs, komu
LUHJIOCTA30]1 3aCTOCOBYBAd CYMICHO 3 iHIIHMH AKL_MOXYTb CIPHIMHUTH
pediexkropry Taxikappiro, Hanpuknazn 3 aurigpormip, 6;;;9@;;5}9%54 KaIbIIEBUX KAHAJIIB,

BOBHMM,




3acrocypanns LHII0CTas01y Moske 6yTH 0B’ s3ane 3 DiABUINEHHM PH3HKOM KpoBoTeui, i nejy PH3HK
MOXe 30inbinyBaTucy TIPH  ONIHOYAaCHOMY mpuifomi TKapchKOro 3ac00y 3 6yab-sKiHM IHIITHM

cepuebuTTs.
Llosidomnenns n 0 nido3pIosani nobiuni peaxyii

loBinomnenns NP0 MiNO3pIoBaHi 106 iumj peakuii micg peecTpanii nikapcekoro 3acoby ¢
BOIIIHBOIO  mpouenyporo. Lle no3Bonse TPONOBXYBAaTH  MOHiTOpHHT CIIBBiAHOIIEH S
«KOPHCTB/PH3HK» s BIJIIOBI 1HOTO JHKapehKoro 3ac00y. Memunnm HpaniBHEKaM Heo6xinno
HOBIIOMISTH  mipo Oynb-sKi MI03PIOBan]  06iuy; peakuii yepes HalioHaNEHY CHCTeMy

HOBIIOMIJIEHE.
Tepmin npuoammocmi, 3 pokn.

YMoBH 36epiranns. 36epiratu B OPHTiHAIBHIl YHaxkoBni mpu TEMIIepaTypi He Bume 25 °C.
30epiraTu Y HENIOCTYNHOMY 15t miTei MicIii.

Ynakogka. I1o 28 Tabretok y Ganictepi; mo 1 a6o o 2 OnicTepu B maym;,
Kareropis Bianycky. 3a penenron.

Bupo6unk. JDK. VPIAY | KOMIIAHBS, C.A.
Micueaﬂaxomxenﬂa BHPoOHHKA Ta aapeca micus HpoBaxkeHHs Horo AISIbHOCTI,
ABna. Kami Pisi, 51-57, Manay-Corira j ITneramanc, Bapcenona, 081 84, Icnanis.

Bupo6unk. I AJIEHIKYM XEJIC, C.JI.
Micueanaxomnenun BHPoOHUKA Ta a/Ipeca Micus npoBaxKkenns Horo fisibHocTi,

Asnma. Kophemna 144, 7°0.12 Enigicio JIEKJIA, Ecnnaraec ne JlnoGperar, Bapcenona, 08950,
Icnanig.

3aaBank. [IpAT «®DapmaneBTHana dipma « Tapuumsy.
Micnesnaxomkenns 3asIBHHKA.
Ykpaina, 02093, m. Kuis, Byn. Bopncnim,cmca, 13.

Hata ocranunoro neperJsiay.
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