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IHCTPYKIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

®EHIKC®
(FENIX)

Ckuan:

JlitfoYa peuoOBHHA: pUBapOKcalaH;

1 Tabnerka, BKpUTA IUTIBKOBOIO O0OJIOHKOIO, MICTHTh 2,5 MI' puBapoKcabany;

JIOTIOMI>KHI pEYOBHHHU: 1IEJTF0J103a MIKPOKPHCTAIIYHA; JIAKT03a, MOHOTAPAT; HATPit0 KPOCKApMEI03a;
rinpoMeIno3a; HaTPiro JIaypuiICyIbQaT; MarHito cTeapar;

riBkoBe okputTs: Opadry OY-SR-6497 Yellow (rinpomenosa, Tutany miokeun (E 171), makporonn,
TaJbK, 3aii3a okcua yepBonuii (E 172)).

Jlikapcbka gopma. TabiieTku, BKPUTI TUTIBKOBOKO 00OJIOHKOIO.
OcHoBHI (13UKO-XIMI4HI BIaCTUBOCTI: TaOIETKU KPYTaoi GopMu, 3 TBOOMYKIIOK MOBEPXHEI0, TOKPUTI
TUTIBKOBOIO O0OJIOHKOF0, MATOBOTO BiJT 0JIi/10-)KOBTOTO JI0 )KOBTO-OPAHKEBOT'O KOJIBOPY.

dapmakoTepaneBTHYHAa rpyna. AxTUTpoMOOTHMYHI 3aco0u. Ilpsmi iHribitopum ¢akropa Xa.
PuBapokcaban. Kon ATX BO1A FOI.

Dapmakonoziuni enacmueocmi

dapmakoguHaMIKa

MexaHi3Mm aii

PuBapoxcabaH — BUCOKOCENEKTUBHUMN MpsiMUIl 1HT101TOp pakTopa Xa, 1110 Ma€e BUCOKY O10J0CTYIHICTh
IIpU TEepopaIbHOMY 3acTOCyBaHHI. biokyBaHHsS akTUBHOCTI (akTopa Xa mepepuBae BHYTPILIHIM Ta
30BHINIHIHN NUISXHU KOATYJAIIHOTO KacKa Ty, BHACIIIOK YOT0 MPUTHIYYETHCSI (JOPMYBaHHS TPOMOIHY Ta
yTBOpeHH: TpoMOy. PuBapokcaban 6e3nocepeiHbo He MPUTHIUY€e aKTUBHICT TPOMOiIHY (aKTHBOBaHOT'O
¢daktopa II) Ta He BruTMBa€e HAa TPOMOOITUTH.

dapmakoarHaMivyHi eheKTH

[Ipu 3acTrocyBaHHI JIIOJIIM CIIOCTEPITA€ThCs J/10303aJI€KHE NPUTHIYEHHS aKTHUBHOCTI (akropa Xa.
PuBapokcaban mMae 10303aJIe)KHUN BIUTUB HA MpoTpoMOiHOBUH yac (ITH), 1m0 J0CTOBIpHO KOpEINoe 13
KOHIICHTpaILi€r0 y tia3Mi kposi (r = 0,98), skmio mis aHamnizy BukopuctoByBati Hadip Neoplastin. [Tpu
BUKOPHCTaHHI 1HIIMX peareHTiB pe3ynapTatu OyayTh iHmMMHU. [lokazanns moxao T4 BapTo omiHioBatu
B CEKyHJaX, OCKUIbKM MDKHapoaHe HopMaiizoBaHe BigHomeHHs (MHB) BigkaniOpoBane 1
MIPOBAJTIJOBAaHE TUIBKHU JJIsl KYMapuHIB 1 HOro He MOYKHa 3aCTOCOBYBATH /ISl IHIIMX aHTUKOAryJISTHTIB.
VY xoxai KJiHIKO-(papMaKoJOTIYHOTO JTOCHIPKEHHS NMPUTHIYEHHS (hapMaKoJWHAaMIKU pUBAapOKcabaHy y
3I0pPOBUX AOPOCTHUX TOOPOBOJIBINB (N = 22) MpOBOAUIACH OIlIHKA BILTUBY 0JIHOpa30oBUX 103 (50 MO/kr)
KoHIEeHTpaTiB nporpoMOiHoBoro kommiekcy (PCC) asox piznux tumi: PCC 13 Tphox ¢akropis
(paxropu II, IX ta X) ta PCC i3 yotuprox daxropis (paxropu I, VIL, IX Tta X). IIpu 3acrocyBanHi
PCC 13 tprox (akTopiB crioctepiranocst 3HukeHHs cepenHix 3HaueHb [1Y (Neoplastin) npubnusHo Ha
1,0 cexynny 3a 30 xBunuH, a Ha i1 PCC i3 4oTHpbOX (haKTOPiB Taki 3HAUEHHS 3HU3UIHMCA MPUOIU3HO
Ha 3,5 cexynau. Haromicts PCC 13 TpboX (akTopiB MaB MOTYKHIIIUHN Ta MIBUAIIUIN 3aralbHUN BILTUB
Ha IPUTHIYEHHS 3MiH B YTBOPEHHI eH1oreHHoro TpoMoOiny, Hixk PCC 13 4oTHpbOX (akTOpiB (IUB. pO3/IiI
«Ilepemo3yBaHHs»).

Takox puBapokcabaH a0303al€XKHO 30UTbIIYE AKTUBOBAHUN YaCTKOBHH TPOMOOIUIACTUHOBUHN 4ac
(AYTY) i pesynbrat HepTest, ogHak 111 mapaMeTpu He peKOMEHIy€ThCS BUKOPUCTOBYBATH AJIsl OLIIHKU
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¢dapmakonuHamiuHuX egekTiB puBapokcabany. Ilix wac mikyBaHHS puBapokcabaHOM y MeXax
CTaHJAPTHOI KJITHIYHOT MPAKTHKHU MPOBEICHHS MOHITOPUHTY TTapaMeTPiB 3rOPTaHHs KPOB1 HE TOTPiOHE.
OnHak y pasi KJIIHIYHOT HEOOX1HOCTI piBeHb pUBApOKCaObaHy MOKe OyTH BUMIPSIHUN 32 JIOTIOMOTOIO
B1IKaTIOpOBAaHUX KUTbKICHUX aHTH(aKTOP-Xa-TecTiB (AUB. po3aia «DapMaKOKiHETHKAY).

Kniniuna eekTuBHICTS i Ge3neka

Locmpuii koponapuuii cunopom (I'KC)

Kniniuni fpocnimkeHHs puBapokcabany OyliM MpOBEJACHI 3 METOH BH3HAUYEHHS e(EeKTUBHOCTI
puBapoKcabaHy JJIs 3a1001raHHs JIETATBHOTO HACIIIJIKY Bijl CEPIIEBO-CYIMHHUX 3aXBOPIOBaHb, IHYAPKTY
Miokapjia abo IHCY/IbTy B MallieHTiB, ki HenaBHO nepeHecan ['KC (iHdapkT miokapna 3 eneBaiiero
cermenta ST [STEMI], indapkr miokapma 6e3 enesarii cermenTa ST [NSTEMI] un HectabinbHY
crenokapaito [HC]). ¥V xoni 6a3zoBoro noasiiiHoro ciirnoro gociimkeHHs ATLAS ACS 2 TIMI 51
15526 nauienTiB Oynu paHnomi3zoBaHi y ciiBBigHomIeHHi 1:1:1 qis nikyBaHHS B OHIN 13 TPbOX T'PYIIL:
puBapokcabaH 2,5 Mr nepopaibHo 2 pa3u Ha 100y, puBapokcabaH 5 MI iepopaibHO 2 pa3u Ha 400y abo
mwiane6o 2 pasu Ha 100y, 10 3aCTOCOBYBAIKCS Pa3oM a00 TUIBKH 3 alleTHIICATIIUIOBOK KHCIOTOIO
(ACK), a6o 3 ACK Ta TieHomipuauaoM (kiomigorpeneM abo tukiomanaoM). [Tamientn 3 'KC Bikom
10 55 pokiB Manu abo mykpoBuil niader, abo iHdapkT miokapaa B anamHe3l. CepeiHs TpUBATICTh
Tepamii craHoBuia 13 wmicsliB, a 3arajibHa TPUBAIICTh Teparii craHoBmwiIa Maixe 3 poku. 93,2 %
narienTiB orpumyBanu ACK sk cymyTHIO Tepariro riroc TieHonipuaus ta 6,8 % — tinpku ACK. Cepen
MAaIi€HTIB, SKI OTPUMYBAIM TMOABIMHY aHTUTpOMOOUHMTapHY Tepamito, 98,8 % oTpumyBanu
kiomigorpens, 0,9 % — tuxioniaua ta 0,3 % — mpacyrpens. llamieHTn oTpuMyBanu TepIry 03y
puBapokcabaHy NpoTarom nepioay Bia 24 roaus 10 7 aHiB (y cepennbomy 4,7 JTHs) iCs ToCHiTani3aiii,
ane sxkHaWmBuame micas crabumizamii [KC, Bkiarowaroun mnpouenypy peBacKyispu3aiii Ta KOJIH
napeHTepalibHa aHTUKOAryJISIHTHA Teparis Moke OyTH MpUITMHEHA.

OOwunBa pexxuMu IpUHOMY puBapokcadany (2,5 mr 2 pa3u Ha q00y Ta 5 mMr 2 pa3u Ha q00y Ha T
CTaHJIAaPTHOI aHTUTPOMOOLIUTAPHOI Teparii) Oyiu ePeKTUBHI 1010 MOJATBIIOTO 3HMKEHHS YacTOTH
CEepLEeBO-CYAMHHUX YCKIaaHeHb. OCKIIBKU PEXHUM MPHIHOMY pHBapokcabaHy 2,5 Mr 2 pasu Ha A00y
MPU3BOAMB /10 3HUKECHHSI JIETAIBHOCTI Ta OyJl0 OTPUMAaHO JaHi Mpo MEHIIUN PU3UK KPOBOTEY Yy pasi
3aCTOCYBaHHS pUBapokcabaHy B HIDKUIH 7031, puBapoKcabaH CIIiJl 3aCTOCOBYBATH B 11031 2,5 Mr 2 pasu
Ha n00y y xombinanii 3 ACK abo 3 ACK Ta xiomigorpeneM / TUKIOMIAMHOM AJisi MPOdiTaKTUKH
aTepOTPOMOOTHYHUX sBHUIN y gopociaux mnamieHTtiB miciass ['KC 3 MigBUIIEHHM pIiBHEM CEpIEBUX
6iomMapkepiB.

[TopiBHsHO 3 TUTane00 puBapokcabaH 3HAYHO 3HM)KYBAB YacCTOTY JIETAJIbHUX HACIIJIKIB BiJl CEPIIEBO-
CYAMHHHUX 3aXBOPIOBaHb, 1H(pApKTy MioKkapJa abo 1HCYIbTY (IepBUHHA KOMOIHOBaHa KiHIIEBA TOUYKA).
[TepeBara Oyna 3yMOBJIEHa 3MEHIICHHSM KUIBKOCTI JIETAJIBHUX BHITQJIKIB BiJl CEPIIEBO-CYIUHHHUX
3aXBOpIOBaHb, 1H(GAPKTy MiokapAa Ta NpPOSBUIACS JOCUTh PAHO 31 30€peKeHHSIM CTaOlIbHOIO
JKYBaJIbHOTO €(PEKTY MPOTATOM yChOT0 Nepioy Tepanii (AuB. Tadauito 1). Takoxk 3HaYHO 3MEHILINIACS
nepiia BTOPUHHA KiHIEBa TOYKa (CMEpTh 3 YCIX NMPUYMH, 1HPApKT MioKapjaa, 1HCYHbT). JlogaTkoBuit
PETPOCTIEKTUBHHI aHai3 MOKa3aB HOMIHAJIBHO 3HAYYINE 3HIKEHHS YaCTOTH BUHUKHEHHS TPOMOO3Y
CTeHTa MOPIBHSIHO 3 TU1anebo (auB. Tadmuio 1).

Yactora BUNAAKIB MacHBHOI KpPOBOTEYl, HE TIOB’SI3aHOI 3 AOPTOKOPOHAPHUM IIYHTYBaHHSAM, 3a
Bu3HadeHHsAM TIMI (ocHOBHuI mNoka3HMK Oe3mneku) Oyja BHUINOK Yy TAlli€HTIB, SKI OTPUMYBAJIH
puBapokcabaH, HIXK y MAaLI€HTIB, IKUM 0yJ0 pU3HauYeHo miuanedo (auB. Tadauio 3). OgHax pi3HULS B
YacTOTI PO3BUTKY JETaJbHUX KpPOBOTEY, apTepialbHOI TiMOTEeH3il, 10 MoTpedyBaia JIiKyBaHHS
BHYTPILIITHbOBEHHUMH 1HOTPOITHUMHU JIKaPCHbKUMU 3aC00aMU Ta XIpYpPriyHOrO BTPYUYAaHHS IJIsl 3yIUHKU
KpOBOTeUi, B IpyIi puBapokcabaHy Ta rianedo Oyja CTaTUCTHYHO HE3HAUYIIOH0.

VY Ttabmuii 2 mpencrtaBieHl pe3ynbTaTH €(EeKTHBHOCTI pUBapOKcabaHy y TAIllE€HTIB, SKI MEPEHECTH
nepkyranHe kopoHapHe BTpydaHHs (IIKB). Pesynpratu Oesmexku B Il migrpymi mamieHTiB Oyiu
MOPIBHSIHHI 13 3aTaJIbHUMH pe3yJibTaTaMu Oe3MeKu.

[TamienTy 3 migBUIIEHUMH OioMapKepaMu (TPOMOHIHOM abo KpeaTHHKIHAa3010) Ta 0e3 MOoNepeaHbOro
iHCynbTy / TIA cranoBunu 80 % mocnimkyBaHoi nomynsauii. Pe3ynpTaTul y 1ii TpyIi MaiieHTiB TaKOXK
Y3TO/KYBAIHCA 13 3aralIbHUMH pe3yiibTaTaMH e()eKTUBHOCTI Ta OEe3MeKH.

Ta0muns 1
[Tokazuuku epexruBHOCTI 3riAHO 3 nocmimkeHHsM 11 pazu ATLAS ACS 2 TIMI 51



OO0’ €eKT NOCIIIKEHHS

IMamienTy 3 HenoaaBHo nepenecennm I'KC?

JlikyBanpHa 703a

PuBapokcaban 2,5 mr 2 pa3u Ha 100y,
N =5114, n (%)
Binnocuuii pusuk (95 % I [noBipunit
inteppan]) 3HaueHHs p°

[Tnanedo
N =5113
n (%)

JleTanpbHUN HACIITOK BIJ CEPIEBO-
CYIMHHOTO 3aXBOPIOBAaHHS, 1H(APKT
MioKapJa abo 1IHCYJIbT

313 (6,1 %)
0,84 (0,72; 0,97) p = 0,020%

376 (7,4 %)

JleranpHUN HACHIAOK 3 OyAb-AKOl
NpUYMHM, 1HGApPKT Miokapaa abo
1HCYJIBT

320 (6,3 %)
0,83 (0,72; 0,97) p = 0,016*

386 (7,5 %)

JleranpHHMI HACHIJOK BiJ CEpICBO- 94 (1,8 %) 143 (2,8 %)
CYJMHHOT'O 3aXBOPIOBAHHS 0,66 (0,51; 0,86) p = 0,002**
JleranpHuil HACIIZOK 3 OyAb-AKOI 103 (2,0 %) 153 (3,0 %)
NPUYHHA 0,68 (0,53; 0,87) p = 0,002**
[adapkt Miokapaa 205 (4,0 %) 229 (4,5 %)
0,90 (0,75; 1,09) p = 0,270
[HCynbT 46 (0,9 %) 41 (0,8 %)
1,13 (0,74; 1,73) p = 0,562
Tpom6o03 creHTa 61 (1,2 %) 87 (1,7 %)
0,70 (0,51; 0,97) p = 0,033**
*MoaudikoBaHHI aHATI3 MOMYJISIIi BCIX PAaHIOMi30BaHUX IAII€HTIB.
®[TopiBHAHO 3 MWIaLEe00; 3HAYEHHS P Ul JOIPAHTOBOrO KPUTEPIIO.
*CTaTI/ICTI/IIIHa nepesara.
**HoMiHaJbHA 3HAYYIIICTh.
Tabmuus 2

[Tokazuuku epexTuBHOCTI 3rigHo 3 nociimkerasM 11 pasu ATLAS ACS 2 TIMI 51 y nmamienTis, ski

nepeHecin nepkyranie koponaptae Brpydyanus (I1IKB)

OO0’ €eKT NOCIIIKEHHS

MamienTn 3 Hermoaasuo nepeHecernm I'KC micist [TKB?

JlikyBasnpHa 1032 PuBapokcaban 2,5 mr 2 pa3u Ha 100y, [Tnauebo
N = 3114, n (%) N = 3096
BimrocHuit pusnk (95 % JII) 3Hauenns p° n (%)
JleranpbHUN HACNIJOK Bil CEpIEBO- 153 (4,9 %) 165 (5,3 %)
CYJIMHHOTO 3aXBOPIOBaHHS, 1H(PAPKT 0,94 (0,75; 1,17) p=0,572
Miokapaa abo 1HCYJIbT
JletanbHUI HACNITOK BiJ CEpIEBO- 24 (0,8 %) 45 (1,5 %)
CYJMHHOTO 3aXBOPIOBAHHS 0,54 (0,33; 0,89) p = 0,013**
JletampHUI HACHINOK 3 OyIb-SIKOT 31 (1,0 %) 49 (1,6 %)
OPUIHUHH 0,64 (0,41;1,01) p = 0,053
[HdapkT Miokapaa 115 (3,7 %) 113 (3,6 %)
1,03 (0,79; 1,33) p = 0,829
[HCYNBT 27 (0,9 %) 21 (0,7 %)
1,30 (0,74; 2,31) p = 0,360
Tpom603 cTeHTa 47 (1,5 %) 71 (2,3 %)
0,66 (0,46; 0,95) p = 0,026**
@ MoudikoBaHUI aHAI3 MOMYJIALIT BCIX paHAOMI30BaHHX IMAIlIEHTIB.
b [TopiBHsHO 3 MIaNE00; 3HAYEHHS P /IS IOTPAHTOBOTO KPUTEPIIO.
** HoMiHaNbHA 3HAYYIIICTD.
Taomuis 3

IToka3nuku Oe3neku 3a nauumu gociipkens I gasu ATLAS ACS 2 TIMI 51

\ OO0’ €eKT TOCHIKEHHS

IMamienTy 3 HemoaaBHo nepenecennm I'KC?




JlikyBanbpHa 1032 PuBapokcaban 2,5 Mr 2 pa3u Ha 100y, [Tnane6o
N =5115, n (%) N =5125
BinnocHuii pusuk (95 % JII) 3HaueHns pP° n (%)
MacuBHI KpoBOTE€Yi, HE IOB’s3aHi 3 65 (1,3 %) 19 (0,4 %)
AOPTOKOPOHAPHHUM IIYHTYBAaHHSIM 3a 3,46 (2,08; 5,77) p =< 0,001*
Bu3HayeHHs M TIMI
JleranbHi KpoBOTEY1 6 (0,1 %) 9 (0,2 %)
0,67 (0,24; 1,89) p = 0,450
CUMOTOMHUI BHYTPIIIHbOYEPETTHUI 14 (0,3 %) 5(0,1 %)
KPOBOBHIINB 2,83 (1,02; 7,86) p = 0,037
AprtepianbHa rimoTeH3is, 110 3(0,1%) 3(0,1%)
noTpeOyBana JKyBaHHS
BHYTPIIIHPOBEHHUMH 1HOTPOITHUMHU
JIKapCbKUMHU 3ac00aMu
Xipypriune BTpY4aHHS 3 MPHBOIY 7 (0,1 %) 9 (0,2 %)
KPOBOTEHI, 1[0 HE CIIMHAETHCS
[lepenuBanus Oinbiie 4 OXMHHUIL 19 (0,4 %) 6 (0,1 %)
KPOBI MPOTSTOM 48 roanH

2 [Tonymsiwist Mali€eHTiB, y sKi TPOBOJUTHCS OLIHKA OE3IEKH 1 IKa OTPUMYE JIIKYBaHHSI.
b [TopiBHsAHO 3 MIANE00; 3HAYEHHS P IS IOTPAHTOBOTO KPUTEPIO.
* CTaTHCTUYHO 3HAYYIIUH MOKa3HUK.

lwemiuna xeopoba cepuys (IXC) / 3axeoproeanus nepugepuunux apmepiti (3114)
VY xoni mochimkenns I ¢asm COMPASS (27395 namieHTiB) IpoAeMOHCTPOBAaHO €(EKTHBHICTh Ta
Oe3neKy puBapokcadbany st IpodiTaKTUKU CePIEBO-CYAUHHOT CMEPTi, iH(PAPKTy MiOKapAa, IHCYJIbTY
y namienTiB 3 IXC a6o cumnromauM 3ITA 13 BHCOKUM PU3UKOM imeMivHUX sBUI. [lamieHTr Oyinu mija
CIIOCTEPEKEHHM Y CEpeIHbOMY MPOTAroM 23 MICALIB Ta MAaKCUMYM — 3,9 pOKy.
VYci namientu (78 % — vonoBiku, 22 % — xiHku) Oynu paHgoMi3oBaHi y cmiBBimHOmeHHl 1:1:1 s
JKyBaHHS B OJIHIH 13 TPhOX IpyH: puBapokcadan 2,5 mr 2 paszu Ha 100y y kom6iHamii 3 ACK 100 mr 1
pa3 Ha 100y, puBapokcaban 5 mr 2 pazu Ha 100y a6o Tuteku ACK 100 mr 1 pa3 Ha 100y Ta iX BiIIOBIIHI
mwiane0bo.
[TamienTn 6e€3 HEOOXIIHOCTI TPHUBAJIOTO JIIKYBaHHS 1HTI0ITOpaMH MPOTOHHOT
paHI0Mi30BaH1 JJIs1 OTPUMAaHHs MAaHTONpPa3oy abo raredo.
[Mamientn 3 IXC manu IXC 3 6araTocyuHHUM ypa)keHHSIM Ta/abo0 nepenecenuii iHgapkT miokapaa. s
MAII€HTIB BIKOM J10 65 poKiB HEOOX1THUMH KPUTEPISIMU BKJIFOUEHHS Y JIOCHIJKEHHS OyJIM aTepOCKIIepo3
13 3aJIy4CHHSIM IOHAWMEHIIE TBOX CYAMHHUX OaceilHiB a00 IOHalMEHIe 3 JBOMa J0JAaTKOBHUMH
(bakTopamMu pU3HKY.
[TamieHTH 13 3aXBOPIOBAHHAM NepuEepUUHUX apTepiil Manu ado nepeHeceH1 XipypriuHi BTpy4aHHsl, Takl
SK KOpPOHAapHEe IIYHTYBaHHs a00 MepKyTaHHA TPAHCIIOMIHAPHA aHT10IUIACTHKA, A00 aMITyTAallil0 CTONHU Y
3B’SI3KY 13 3aXBOPIOBAHHSAM apTepiajibHUX CYJIWH, a00 MEPEeMIKHY KYJIbIaBiCTh 13 CIIBBIJIHOIIEHHSIM
apTepialbHOTO THCKY HI)KHIX KIHI[IBOK J0 apTepiajJbHOro THCKY BepXHiX KiHIiBok < 0,90, a6o
3HAUyIIMM cTeHo3 mepudepuydHoi aprtepii, ad0 MEPEeHECeHY KapOoTUIHY peBacKyJspu3allio, ado
06e3cUMIITOMHUI cTeHO3 COHHOI apTepii > 50 %.
Kputepisimu BukitoueHHs: OynM, 30KpeMa, HEOOXIJHICTh IMpPHU3HAUEHHS IOJABINHOI aHTHAarperaHTHOL
teparii abo iHmmx He-ACK-anTuarperaris, abo nepopaibHUX aHTUKOATYJISHTIB. Takox BUKITIOUAIHCS
MAIEHTH 13 BUCOKUM PU3HKOM PO3BUTKY KPOBOTEY 200 CEPILIEBOIO HEOCTATHICTIO 3 (PPAKIII€I0 BUKUAY
<30 %, a6o III ym IV ¢yHKIIIOHATEHUM KJIacoM 3a KiacuQiKalliero HLIO-ﬁOpKCLKOI acorjarii
KapAioJoriB, abo Oy/b-IKUM MEPEHECEHUM MPOTATOM OCTAaHHHOTO MICALS 1IIEMIYHUM HeJlaKyHapHUM
1HCYIbTOM, 200 reMOpariYHUM YH JIAKYHApHUM 1HCYJIBTOM B aHaMHe31.
PuBapokcaban 2,5 mr 2 pasu Ha 100y y komb6iHatii 3 ACK 100 mr 1 pa3 Ha 100y nepesepiryBaB ACK
100 mMr y 3HMKEHHI pU3UKY KOMOiHaLi{ SBUII CEPLIEBO-CYIMHHOI CMEPTI, iIH(papKTy MiOKap/a, IHCYIbTY
(muB. TabmuIrio 4).
V nanieHTiB, sKi JIKyBaqucs puBapokcabaHoM 2,5 mr 2 pasu Ha 100y y kom6inanii 3 ACK 100 mr 1 pa3
Ha 1100y mopiBHsHO 3 ACK 100 wmr, BiAa3Hayanmacsi JTOCTOBIPHO BHIIAa YacTOTa SIBUIL NEPBHUHHOIO
noka3HHKa Oe3neKu (MacuBHa KpoBoTeua 3a Moan(dikoBaHuM Bu3HaueHHsIM ISTH) (nuB. Tabmuio 5).
4
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ITepeBara puBapokcabany 2,5 mr 2 pas3u Ha 100y y komOinatii 3 ACK 100 mr 1 pa3 Ha 100y nopiBHIHO
3 ACK 100 mr croctepiranacs ajisi IEpBUHHOTO MOKa3HHKA €(eKTUBHOCTI BigHOCHOTO pu3uky (BP):
BP = 0,89 (95 % M1 0,7-1,1) y mauientiB = 75 pokiB (dactora siBuil 6,3 % mnopiBHsHO 3 7,0 %) Ta
BP =0,70 (95 % M1 0,6-0,8) y martientiB < 75 pokiB (3,6 % nopiBHsHO 3 5,0 %). [TinBUIeHHS PH3HKY
BUIIQ/IKiB MacUBHOI KpoBOTedi 3a MoaudikoBanuM BuzHaueHHsAM ISTH cranosuio BP = 2,12 (95 % A1
1,5-3,0) y mamienTiB = 75 pokiB (5,2 % nopiBHsaHO 3 2,5 %) Ta BP = 1,53 (95 % A1 1,2-1,9) y nauieHTiB
< 75 pokiB (2,6 % nopiBHsiHO 3 1,7 %).

3acrocyBaHHs maHTompazony B A031 40 mr 1 pa3 Ha no0y AOJAaTKOBO A0 AHTUTPOMOOTHYHOIO
JiKapchKOro 3aco0y y MaIli€HTiB, SKi HE MaIM KJIIHIYHOT MOTpeOu B iHTi0iTOpax MPOTOHHOI MTOMITH, HE
BHSIBUJIO TIepeBar y MNpOoQUIaKTHII ypakKeHb BEPXHIX BIAJAUIB MIYHKOBO-KUIIKOBOTO TPAaKTY
(cykymHOCTI SBUIL KPOBOTEUI 3 BEPXHIX BIAIUIIB HITYHKOBO-KHMIIKOBOTO TPaKTy, BHPa3Ku BEPXHIX
BIIJIIJTIB IIJTYHKOBO-KHUIIIKOBOTO TPAKTy a00 OOCTPYKIii uu mepdopallii BEepXHiX BiJIUIIB ILTYHKOBO-
KHUIIKOBOTO TPAaKTy); YacTOTa MOPYIIEHb 3 OOKYy BEpXHIX BIIJAIIIB IITYHKOBO-KHIIKOBOTO TPAaKTy
cranoBuia 0,39 Ha 100 nmarieHTOPOKIB y TPyIIi 3aCTOCYBaHHS MaHTOMpa3oiy B 1031 40 mr 1 pa3 Ha 100y
ta 0,44 Ha 100 namieHTOPOKIB y Ipymi 3acTOoCyBaHHs Tuianedo 1 pas Ha 100y.

Tabmuus 4
[Toka3uuku edexruBHOCTI 32 nanumu gociipkenHs 11 ¢dasu COMPASS
OO0’ €eKT DOCIIIKEHHS IMTaumientu 3 IXC/3I1A?
JlikyBaJibHA 71032 PuBapokcabaun 2,5 mr ACK 100 mr BinHocHwmit pu3nk
2 pa3u Ha 100y y 1 pa3 Ha 100y (95 % JII)
koMoOinarii 3 ACK N =9126 3HAYECHHS pb)
100 mr 1 pa3 Ha 100y
N = 9152
Manieatn3 | KM % | Ilamieatu3z | KM % BP 3HAYECHHS pb
MOPYIICHHSIMU MOPYIIEHHSIMHU (95 % A
IacynbT, iHapkT
Miokapaa abo
JIETAJILHUI HACHIIOK 0 0 0 0 0,76 _ -
BiJ1 ceplieBo- 379 (4,1%) |520% | 496 (5,4%) | 7,17 % (0,66: 0,86) p = 0,00004
CYJIUHHOTO
3aXBOPIOBAHHS
[HCynbT 83(09%) |1,17% | 142(1,6%) | 2,23% © 43’_53 76) p = 0,00006
THapkT Miokapaa 178 (19%) |246% | 205(22%) |294% | g 7%'_8f 05) | P = 014458
JleTanpHuii HACTIAOK
BiJl CepIIeBO- 0 0 0 0 0,78 _
CyMHHOTO 160 (1,7 %) |2,19% | 203 (2,2 %) | 2,88 % (0,64 0,96) p =0,02053
3aXBOPIOBAHHS
JleranpHuii HACTIAOK 3 0 0 0 0 0,82
e p— 313(34%) |450% | 378 (4,1%) | 557 % (0,71; 0,96)
['ocTpa imemist 0 0 0 0 0,55
KiHIIBKH 22 (0,2%) |0,27% | 40(0,4%) | 0,60% (0,32: 0,92)
2 CTaTHCTUYHUH aHAI3 YCiX paHAOMI30BaHUX MAIlI€HTIB, IEPBUHHUI aHAII3.
b [opiusHo 3 ACK 100 Mr; 3HaY€HHS p JUIs JJOTPAHIOBOTO KPHTEPIKO.
* CTaTUCTUYHO 3HAYYyIIC 3HUIKCHHA YaCTOTU ABUI IEPBUHHOTI'O ITIOKA3HUKA C(l)eKTI/IBHOCTi.
1 — noBipunii iHTEpBAIL.
KM % — orinka KyMyJIITUBHOTO PHU3HKY, po3paxoBana Ha 900-my mHi 3a Kanmanom — Maepom.
Tabmums 5

[Tokazuuku 6e3neku 3a nanumu nociimkenns 11 gazu COMPASS



OO0’ €eKT DOCIiIKEHHS IMamientu 3 IXC/3IT1A®

JlikyBanpHa 703a PuBapokcaban 2,5 mr ACK 100 mr Bigaocuui
2 pa3u Ha 100y y 1 pa3 Ha 100y PpHU3UK
kombiHarrii 3 ACK N =9126 (95 % JII)

100 mr 1 pa3 Ha 100y, | n (KyMyJIsTHUB- 3HaueHHS PP

N =9152

N (KyMyJIsITUBHUI

HUH pU3HK, %)

pU3HMK, %)

MacwuBHi KpoBOTEYi 288 (3,9 %) 170 (2,5 %) 1,70 (1,40; 2,05)
(MomudikoBaHe BU3HAYCHHS, p < 0,00001
ISTH)
JletanbHi KpOBOTEUI 15 (0,2 %) 10 (0,2 %) 1,49 (0,67; 3,33)

p =0,32164
CuMITOMHA KPOBOTEYA Y 63 (0,9 %) 49 (0,7 %) 1,28 (0,88; 1,86)
KPUTUYHHN OpraH (HeJeTalbHa) p =0,19679
KpoBoTteua y miciii Xipypriaaoro 10 (0,1 %) 8 (0,1 %) 1,24 (0,49; 3,14)
BTpY4YaHHSI, 10 IOTpedye p =0,65119

HOBTOPHOTO ONEPATUBHOTO
BTpYYaHHs (HeJeTajabHa, HE Y
KPUTUYHHIA OpraH)

KpoBoreua, mio npussena 10
rocriTanizanii (HeneranbHa, He y
KPUTUYHUI OpraH, He HoTpedye
MIOBTOPHOTO OTIEPATUBHOTO
BTpYYaHHS)

208 (2,9 %)

109 (1,6 %)

1,91 (1,51; 2,41)
p < 0,00001

3 nepeOyBaHHAM y TOCITiTaIi 172 (2,3 %) 90 (1,3 %) 1,91 (1,48; 2,46)
BHOYI p <0,00001
be3 nepebyBanHs y rocmitai 36 (0,5 %) 21 (0,3 %) 1,70 (0,99; 2,92)
BHOYI p = 0,04983
MacuBHa UTYHKOBO-KHIIIKOBA 140 (2,0 %) 65 (1,1 %) 2,15 (1,60; 2,89)
KpOBOTEYA p <0,00001
MacuBHa BHYTpIlIIHbOUYEPEITHA 28 (0,4 %) 24 (0,3 %) 1,16 (0,67; 2,00)
KpOBOTEYA p = 0,59858

8 CTaTHCTUYHUH aHAI3 YCiX paHAOMI30BaHUX MAIlI€HTIB, IEPBUHHUI aHAII3.
® TTopisusiHo 3 ACK 100 Mr; 3HAUEHHS p ISl IOTPAHIOBOI'O KPUTEPIIO.

JI — noBipuwmii iHTEpBaL

KymynsaruBHuUit pusuk — ominka 3a Kammanom — Maepom Ha 30-My Micsi.
ISTH — MixnapoiHe TOBapUCTBO 3 BUBYCHHS TPOMOO3yY Ta TeMOCTasy.

IaieHTH micsig HENOIaBHO NEPEHECeHOl NPOoIelypy PeBAaCKyIsipu3allii HUYKHBO1T KIHIIBKU 3 IPUBOAY
cumnToMHoro 3ITA

VY kmouoBomy mojBitHOMY ciinomy nociipkenHi ¢asu [II VOYAGER PAD 6564 nartientu micst
HEIIl0/IaBHO MEePEHECeHOI YCIIIIHOIT MPOIelypy peBacKysspu3alii HUKHbOI KIHIIBKU (X1pypridyHoi abo
€H/I0BAaCKYJISIpHOI, BKJIOYaOuM Ti1OpUAHI mpoueaypu) 3 mpuBody cumntomHoro 3IIA Oymm
PaHI0OMi30BaHi B OJIHY 3 JIBOX I'PyIl aHTUTPOMOOTHYHOI Tepamii: 2,5 MI puBapokcabaHy 2 pa3u Ha 100y
B noeaHanHi 3 100 mr ACK 1 pa3 na 106y a6o 100 mr ACK 1 pa3 na no0y y cmiBBigHOmeHH 1:1.
[TamienTamM J03BOJISIOCS JTOJATKOBO OTPUMYBATH CTaHAApTHY 103y Kiomijgorpento 1 pa3 Ha 100y
mpoTsiroM 6 MicsIiB. MeToro aociipkeHHsT Oyino TPOJEeMOHCTPYBAaTH €(PEKTUBHICTh Ta O€3MeKy
3aCTOCYBaHHS puBapokcabany y komoOiHamii 3 ACK i mnomepemxeHHs iH(papKkTy Miokapja,
1IIEMIYHOTO 1HCYNBTY, JIETAIBHOI'O HACHIJIKY BiJ] CEpLEBO-CYAMHHOIO 3aXBOPIOBAHHS, IOCTPOI 1meMii
KIHLIBKM a00 BENMKOI aMmyTallii CyJMHHOI eTIOJOrii y Mali€eHTIB Micis HEIIOAABHIX YCIHIIIHUX
MpOLEAYp PeBACKyIIsIpu3allii HUKHIX KIHLIBOK 3 mpuBoxy cumnToMHoro 3I1A. ¥V nocnimxkenHi Opanu
y4JacTh MAIlieHTH BIKOM > 50 pOKiB i3 33JJOKYMEHTOBaHMM CHMIITOMHUM aTepockiepoTuuHuM 3I1A
HIDKHIX KIHITIBOK CEpPEIHBOTO Ta TSDKKOTO CTYIEHS, IO MMATBEPKYBAIOCA KIIHIYHO (TOOTO
¢byHKLIOHATBHI OOMEKEHHsI), aHaTOMIYHO (TOOTO Bizyamizanis o3Hak 3IIA nuctanmpHilIe 30BHIMIHBOT
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KIIyOOBO1 aprepii) Ta reMoauHaMiuyHO (KicToukoBo-TuiedoBuit inaekc [ABI] < 0,80 aGo mambiieBo-
mevoBuii iHaeke [ TBI] < 0,60 ns mamieHTiB 6€3 aHaMHe3y peBacKyJsipu3aitii KiniiBok abo ABI <0,85,
a6o TBI < 0,65 nysa mamieHTiB 3 peBacKy/IsIpU3alli€lo KiHIIBKH B aHaMHe31). Bukitouanucs namieHTH,
K1 MMOTpeOyBaau MOABIHHOT aHTUTPOMOOIMTAPHOI Tepamii mpoTsIromM > 6 MicsliB abo Oyab-sAKoi
JOJaTKOBOI aHTUTpoMOoumTapHoi Tepamii, kpim ACK Tta kmomimorpemo, abo mepopaibHOT
AHTUKOATYJISTHTHOI Tepariii, a TaKOXK Malli€HTH 13 BHYTPIITHLOYEPEITHOIO KPOBOTEYCIO, 1HCYJIBTOM a00
TIA B anamHe31 Ta NAIiEHTH 3 PO3PAXYHKOBOIO MIBUIKICTIO KITYOOUKOBOT (inbTpanii < 15 mMi/xB.
CepenHs TPUBAJIICTh CIIOCTEPEKEHHS CTAHOBMIIA 24 MiCsIli, 8 MAKCUMAIIBHUH MEePi0j] CIOCTEPEKCHHS —
4,1 poky. CepenHiii Bik 3apaxOBaHUX IMaLlI€HTIB CTAHOBUB 67 POKiB, a 17 % mnanieHTiB Oynu BikoMm > 75
pokiB. CepenHiii 4Wac BiJ 1HICKCHOI MPOLEAYypU PEBACKYJISApU3alii O TOYATKy AOCTIIKYBAHOTO
JIKyBaHHS CTAHOBMB 5 JHIB y 3araipHid momynsmii (6 AHIB micis omepamii Ta 4 mHI TS
€H/IOBACKYJISIPHOT pEBACKYJISIpU3allii, BKIFOUAlOYM riOpuaHi nporenypu). B mimomy 53 % mnarieHTiB
OTPUMYBAJIM KOPOTKOYACHY (DOHOBY Teparliro KJIOIMIJOTpeeM 13 CepeIHbOI0 TPUBATICTIO 31 /IEHb.
3rilHO 3 MPOTOKOJIOM IOCIHIKEHHS JIIKYBaHHS MO)KHa OyJI0 pO3MOYaTH SIKOMOTA IIBHIIIE, ajie He
mizHime HiK 4depe3 10 mHIB micas YCIHMINIHOI BiMOBIIHOI MPOLEIYpPH PEBACKyJsApU3aIlii Ta MiCsa
3a0e3MeYeHHs TeMOCTa3sy.

PuBapokcaban y no3i 2,5 mr 2 pa3u Ha 100y y noennanni 3 ACK 100 mr 1 pa3 Ha 100y OyB Kpammm y
3HIKEHHI YaCTOTH SIBUII IIEPBUHHOI KOMOIHOBAHOI KiHIIEBOI TOUKH (iH(apKTy MioKap/a, ieMiYHOTO
1HCYJIBTY, JIETaJILHOTO HACTIAKY BiJl CEPLIEBO-CYIMHHOTO 3aXBOPIOBAHHS, TOCTPOI iIIeMii KIHI[IBKH Ta
BEIMKOI aMITyTamii cyaquHHOi eTiojorii) mopiBHsAHO 3 gumie ACK (mauB. Tabmuiro 6). Yactora sBHII
MEPBUHHOTO TIOKa3HHKAa Oe3MeKd (MacHBHUX KpoBOTedu 3a Bu3HaueHHsM TIMI) Oyna Bumowm y
MAI€HTiB, SKi OoTpuMyBainm puBapokcaban Ta ACK, 0e3 30UIbIICHHS YacTOTH JETalbHUX a0o
BHYTPILUTHBOYEPETTHUX KPOBOTEY (AMB. TAOIHULIIO 7).

BropunHi mokazHUKH €(PEeKTUBHOCTI NEPEBIPSUTN Y 3a34aJeTib BU3HAYCHOMY 1€papXiqHOMY TOPSIKY
(mmB. TabmuIto 6).

Tabmurs 6
IToka3nuku edexruBHOCTI 3a nanumu nociipkenss 111 pazu VOYAGER PAD
OO0’ €eKT OCTIIHKEHHS [TarmieHTH Micis HEMIOAABHO MEPEHECEHOT MPOLEAYpH
peBacKyIsIpu3allii HIKHBOI KIHI[IBKUA Yepe3 CUMITOMATHYHE
3M1AY
JlikyBanpHa 703a PuBapokcabaun 2,5 mr ACK 100 mr BinnocHuii
2 pa3u Ha 100y y 1 pa3 Ha 100y | pusuk (95 % AI)
komoOimarii 3 ACK N = 3278 3HAYECHHS pd)
100 mr 1 pa3 Ha 100y | n (KyMyJIsATUBHHMA
N = 3286 pu3HK, %)%
n (KyMyJISTUBHHMA
pu3HK, %)%

[epBuHHMiA MMOKA3HUK 508 (15,5 %) 584 (17,8 %) 0,85 (0,76; 0,96)
edexkTHBHOCTI®) p = 0,00439*
IadapkT miokapaa 131 (4,0 %) 148 (4,5 %) 0,88 (0,70; 1,12)
JleTtanbHUI HACITIIOK BiJ] CEPIICBO- 71 (2,2 %) 82 (2,5 %) 0,87 (0,63; 1,19)
CYIUHHOTO 3aXBOPIOBAaHHS
JletanpbHUN HACTIIOK 3 OYIb-SIKOI 199 (6,1 %) 174 (5,3 %) 1,14 (0,93; 1,40)
MPUYHHA
I'octpa imemis KiHmiBKH' 155 (4,7 %) 227 (6,9 %) 0,67 (0,55; 0,82)
Benuka ammnyraris — cyauHHOL 103 (3,1 %) 115 (3,5 %) 0,89 (0,68; 1,16)
eTioJiorii
Bropunni MOKa3HUKH
e(heKTUBHOCTI




IToka3nuku edekruBHocTi 32 fanumu gociipkenns 11 ¢pasu VOYAGER PAD

HezamnanoBana 584 (17,8 %) 655 (20,0 %) 0,88 (0,79; 0,99)
peBacKyIApU3aLis iHJeKCHOT p = 0,01409*
KIHIIIBKY TIPH PELUANBHIN imemii

KIHIIBKA

I'ocniTamzarris 3 MIPUBOY 262 (8,0 %) 356 (10,9 %) 0,72 (0,62; 0,85)
KOPOHAPHOT'O abo p < 0,00018*

nepudepuIHOro YCKJIATHEHHS
(Ti€l umM 1HIIOT HIYKHBOT KIHITIBKH)
TPOMOOTHUYHOI ETi0JOTIi

JleranpHU# HACHIIOK 3 OYAb-SIKOT 321 (9,8 %) 297 (9,1 %) 1,08 (0,92; 1,27)
NPUYAHH
Seuma BTE 25 (0,8 %) 41 (1,3 %) 0,61 (0,37; 1,00)

ACTaTUCTHYHMIT aHANI3 YCiX PAaHIOMI30BaHHUX MAIliCHTIB, MEPBUHHMIA aHANi3; OiHKa He3anexHuM KOMITeTOM 3 BUpIlIEHHS
KIIiHIYHUX TTHTaHb.

b)Kom6inoBaHa KiHIeBa TOUKA — BHMANKH iH(GAPKTy MioKap/a, illleMiqHOro iHCYNBTY, NeTaTbHOTO HACIIIKY Bil cepleBo-
CYAWHHUX 3aXBOPIOBaHb (JICTAIILHUI HACIINOK BiJ CepLEeBO-CYAMHHUX 3aXBOPIOBAHb Ta HEBiJioOMa IPHYMHA JICTAILHOTO
HACHIJIKY), TOCTPOI ilieMii KiHIIBKY Ta BEIUKOI aMITyTallii CyANHHOI €TioNorii.

9BpaxOBY€ThCs JIWIIE MEPIIe BAHUKHEHHS SBUIIA, 10 aHATI3Y€ThCS, B MEKaX 00CATY JaHHUX Bil cy0 €KTa.

9BP (95 % JII) GasyeThcs Ha Mojenmi mpomopuiiinoi HeGesnmekn Kokca, cTpatudikoBaHili 3a TUIOM TpOLEAYpH Ta
3aCTOCYBAHHSM KJIOIIIIOTPEITIO 3 JIIKYBAHHSM SIK €IMHUM KOBapiaToM.

©)OHOCTOPOHHE 3HA4YeHHS P 0OasyeThcss Ha JorapuMidHOMY TecTi, cTpaTM(iKOBAHOMY 3a THIIOM TMPOLEAYPU Ta
3aCTOCYBAHHSM KJIOIIIOTPEITIO 3 JIIKYBAHHSM K (PaKTOPOM.

NlocTpa imemis KiHLiBKM BM3HAYAaE€ThCS SK PANTOBE 3HAYHE TOTIipIIEHHS Tepdysii KiHIiBKM, a60 3 HOBUM AedilnuTOM
MyJbCy, a00 K Take, [0 MOTPedye TepaneBTUYHOTO BTpyUYaHHs (TOOTO TpoMOomizucy abo TpoMOeKTOMii, a00 TepMiHOBOI
peBacKyIsIpu3aIiii), i mo morpedye rocmiTarizarii.

*3HIDKEHHS MOKa3HUKA e()eKTUBHOCTI OyII0 CTATUCTHYHO JOCTOBIPHO OLITBIIHM.

Tabmuus 7
IToxaznuku Oe3neku 3a nanumu gocaipkens I ¢asu VOYAGER PAD
OO0’ €eKT TOCTIIKEHHS [TamieHTH micis HEMIOAABHO MEPEHECEHOI MPOLIETYPH PEBACKYIApHU3ALLi]
HIDKHBOT KiHITiIBKY uepe3 cumnromarnune 3[1TA?

JlikyBanbHa 1032 PuBapokcabaun 2,5 mr ACK 100 mr BigaocHuii
2 pa3u Ha 100y y koMOiHamii 3 1 pa3 Ha 100y PHU3HK
ACK 100 mr 1 pa3 Ha 106y N = 3248 (95 % JIN)
N = 3256 n (KyMyJISATUBHUR 3HauenHs p¥
n (KyMyJISTUBHUH pH3HK, %) pu3uK, %)
MacuBHa KpoBOTE€Ya 3a 62 (1,9 %) 44 (1,4 %) 1,43 (0,97; 2,10)
BusHayeHHAM TIMI p = 0,0695
(moB’s13aHa i3

LIYHTYBaHHSAM KOPOHApHOIL
aprepii / He moB’s3aHa 13
LIYHTYBAHHSAM KOPOHApHOIL

aprepii)

JleranbHa KpoBOTEYA 6 (0,2 %) 6 (0,2 %) 1,02 (0,33; 3,15)
BuyTpimusouepenHa 13 (0,4 %) 17 (0,5 %) 0,78 (0,38; 1,61)
KpOBOTEUA

OueBuaHa KpOBOTEYA, 46 (1,4 %) 24 (0,7 %) 1,94 (1,18; 3,17)

MoB’s3aHa 31 3HHKEHHIM
piBHS remMoryio0iny Ha

> 50 r/n / remaTOKpUTY Ha
>15%

ISTH Benuka kpoBoTEUa 140 (4,3 %) 100 (3,1 %) 1,42 (1,10; 1,84)
p = 0,0068




JleranbHa KpoBOTEYA 6 (0,2 %) 8 (0,2 %) 0,76 (0,26; 2,19)

Heneranbna kpoBoTeua y 29 (0,9 %) 26 (0,8 %) 1,14 (0,67; 1,93)
KPUTUYHUN OpTraH
ISTH xminiuHO 3HaYyIa 246 (7,6 %) 139 (4,3 %) 1,81 (1,47; 2,23)

HCBCJIMKAa KPOBOTCYA

dCTaTHCTHUHMI aHai3 (yciX pPaHIOMi30BaHMX TAIIEHTIB, SKi NPUHHAIM IIOHAMMEHIIE OHY 03y MOCIiIKYyBAHOTO
JIKapCchKOTO 3ac00Y); olliHka He3ane:kHUM KOMITETOM 3 BUPILICHHS KIIHIYHAX THTaHb.

bn = kinbKicTh MalieHTIB 3 YCKJIaAHEHHAMH, N = KiJBKICTh MaIli€HTiB 13 pu3ukoM, % = 100 * n/N, n/100 namieHTOpOKiB =
BiTHOMICHHS KiNBKOCTI Cy0’€KTIB 3 BUIIQJAKaMH yCKIIAJHEHb IO CYKYITHOTO Yacy PU3HKY.

9BP (95 % JII) GasyeThcs Ha Mojeni mporopiiiinoi HeGesnekn Kokca, cTpaThdikoBaHiii 3a THIOM NpOLEIypH Ta
3aCTOCYBAHHSM KIJIOIIIOTPEIIO 3 JIKYBAHHAM SIK €THHAM KOBapiaTOM.

dlBocTopoHHE 3HadeHHS p OasyeThbcs Ha JOrapuMIYHOMY TecTi, CTPaTH(IKOBAHOMY 3a THIOM MPOIEAypPH Ta
3aCTOCYBAHHSM KJIOIIIIOTPEIO 3 JIIKYBAHHAM SIK (PaKTOPOM.

Imemiuna xBopoba cepirs (IXC) i3 cepiieBo HEIOCTATHICTO

Hocnimkenuss COMMANDER HF Bxutouano 5022 marientu i3 cepueBoto HemoctatHicTio (CH) ta
BupaxxeHoro IXC micas rocmitamizamii 3 nmpuBoay aekomneHcanii CH, skux Oyio paHI0MiI30BaHO B
rpyIly, sika OTpUMYyBasia puBapokcaban 2,5 mr 2 pasu Ha 100y (N = 2507), Ta rpymy, sika OTpIMyBaa
wianedo (N = 2515). 3aranpHa MeiaHa TPUBAJIOCTI JTiKyBaHHs cTaHoBuiIa 504 aHi.

VY mamientiB mana 0ytu cumnromaa CH mpoTsrom nmpuHaiMHI TPhOX MICALIB 13 (ppakiiero BUKUTY
aiBoro uutyHouka (PBJII) < 40 %, 3a10KyMEHTOBAHOIO MPOTATOM POKY HAIllepeJOH1 BKJIIOUEHHS Y
nocmipkents. Ha moyatky mocimipkeHHs Memiana ¢paxiii Bukuay cranoBuia 34 % (IQR: 28-38 %);
53 % mnauientiB Mmanu CH III uu IV ¢yHKIioHaNBEHOTO Kacy 3a Kiacu]ikalliero HL}O-ﬁOpKCLKOI
acomiamii kapaionoris (NYHA).

[lepBuHHMI aHani3 eEeKTUBHOCTI (TOOTO CYKYMHICTh BUMAJIKIB JIETaJIbHUX HACHIJIKIB 3 yCIX MPUYHH,
IM abo iHCYnBTY) HE MOKa3aB CTATUCTHYHO 3HAYYIIOI PI3HUIN MK TpyNoro puBapokcabany 2,5 mr 2
pas3u Ha 100y Ta rpymnoto mianebo 3 BP = 0,94 (95 % M1 0,84—-1,05), p = 0,270. [Toka3HUK JIeTaTbHOCT1
3 yCiX MPUYHMH HE BIIPI3HSABCS B TpyIax puBapokcadaHy Ta Iiane0o 3a KUTbKICTIO BHITAIKIB (4acToTa
BunaakiB Ha 100 mamientopokis; 11,41 npotu 11,63, BP =0,98 (95 % AI10,87-1,1), p=0,743. Yacrora
BunaakiB IM Ha 100 mamieHTOpOKiB y rpynax puBapokcabany Ta muiane6o cranosmia 2,08 Ta 2,52
(BP =0,83 (95 % /11 0,63-1,08), p = 0,165), a uacroTa BunajKkis incynbTy Ha 100 nmamiearopokis — 1,08
ta 1,62 (BP = 0,66 (95 % J1 0,47-0,95), p = 0,023) BignosigHo. OCHOBHUII MMOKa3HUK OE3MEKH (TOOTO
CYKYIHICTB JIETAJIbHUX KPOBOTEY 200 KPOBOTEY Y KPUTUYHUI OpraH, 10 MOKYTh IPU3BECTH JI0 CTIMKOT
BTpaTH mpare3aTHocti) croctepirascst y 18 (0,7 %) namieHTiB y Tpymi JiKyBaHHS pUBapoKcabaHOM
2,5 mr 2 pas3u Ha 100y Ta 'y 23 (0,9 %) nauientiB y rpymi miane6o (BP = 0,80 (95 % I 0,43-1,49),
p = 0,484). ¥V rpymi puBapokcabaHy CHoOCTepirasocs CTATUCTHYHO 3HAYYIIE MiJBUIICHHS YacTOTH
BUIIAJIKIB MAaCHBHOI KpoBoTedi 3a Bu3HaueHHsAM [STH nmopiBHsHO 3 mnane6o (yactora Bunaakis Ha 100
namiesropokis: 2,04 ta 1,21 (BP = 1,68 (95 % A1 1,18-2,39), p = 0,003) BiamoBiaHO).

VY miarpyni Mami€eHTiB 13 JIETKOIO Ta TOMIPHOK CEpPLEBOI0 HEAOCTATHICTIO €(eKTH JIKyBaHHS
puBapokcabanoM y nociigxeHHi COMPASS 6ynu ananoriuHuMu eekraM, 1110 CrocTepiraiucs B ycii
NOMYJIALIT AoCHiKeHHs (1uB. po3 i «lmemiuHa xBopooba cepiist (IXC) / 3axBoproBaHHs nepupepuIHux
aprepiit (3I1A)» Buie).

Ila1lieHTH 3 MO3UTUBHUMU PE3YJIbTaTaAMU TECTY JUIA TPbOX aHTUHOCHOMIMITHUX aHTUTLI
PuBapokcaban Oyno nopiBHSHO 3 Bap(apHHOM Yy NAIi€HTIB 3 TPOMOO30M B aHaAMHE31 3 JIIarHOCTOBAHUM
anTudochoniniaauM cuaapoMoM (ADC) 3 BUCOKUM PU3UKOM TPOMOOEMOOTIUHUX SIBUIL (ITO3UTHBHI
pe3yabTaTd MIOAO BCIX TPhOX AHTU(MOCPONIMITHUX AHTUTLA: BOBYAKOBUI aHTHUKOAryJsHT,
AHTHKAP/IIOTIITIHOBI aHTHUTIJIA, aHTH-0eTa-2-TIIKONPOTeTH--aHTHTINIA) Y PaHIOMI30BAaHOMY BiIKPUTOMY
MYJIBTHIIEHTPOBOMY CIIOHCOPOBAaHOMY JOCIITHUKAaMHU KJIIHIYHOMY BHIIPOOYBaHHI 13 «3acIiIIEHOIO»
OIIIHKOIO KiHIIEBOI TOUKH. [lociikeHHs Oy10 MPUITMHEHO JOCTPOKOBO Micist BKItOUeHHs 120 maiieHTiB
BHACIIIJIOK 3pOCTAaHHS YaCTOTH TPOMOOEMOOJIIYHUX SIBUIL Y MAIli€HTIB, sIKI MpUHAMaIu puBapokcadaH.
CepenHiii mepioJ; ciocTepexeHHsl cTaHOBUB 569 nHIB; 59 marieHTIB OyJO paHIOMI30BaHO B TIpYIy
3aCTOCYBaHHS puBapokcabany B 1031 20 mr (15 Mr ams mamieHTiB 3 KIIpeHCOM KpeaTuHiHy < 50 MJI/XB)
1 61 — Bapdpapuny (MHB 2,0-3,0). TpomOoTnuHi siButia 6ynmu y 12 % maiieHTiB, paHI0OMI30BaHUX Y
IpyIy 3acTOCYBaHHS pUBOpoKcabany (4 imemiuHuX iHCynbTH Ta 3 iHpapkTH Miokapnaa). He Oymno
3apeECTPOBAHO TPOMOOEMOOIYHUX SBMIL Yy TMalI€HTIB, PAHIOMI30BaHUX Yy TPYIy 3acCTOCYBaHHS
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Bapdapuny. Benmki kpoBoteui crnocrepiranucs y 4 mamieHtiB (7 %) rpynu puBapokcabaHy Ta y
2 nanieHTiB (3 %) rpynu Bapdapuny.

3acTocyBaHHS JITIM

€Bporneiicbka MeMyYHa areHllis B1JIMOBMJIACS BiJl IIpaBa BUMaraTH BHKOHAHHs 3000B’S3aHHS 1100
MOJIaHHS PE3YJbTATiB JIOCIIHKCHb 13 3aCTOCYBaHHSM pHUBAapoKcabaHy yciM MiArpynam miTed s
MonepeKeHHS] TPOMO0EMOOJIIYHUX YCKIIAAHEHD (IUB. TaKOXK po3ai «Crocid 3aCTOCYBaHHSI Ta J03HM)).
Dapmaxokinemuka

BcmokTyBaHHs

PuBapokcabaH HIBHJIKO BCMOKTY€ThCS; MakcHUMaibHa KoHUEHTpauis (Cmax) Aocsraerbcs yepe3 2—4
TOAMHU TiCIIs NpUiioMy TabJIEeTKH.

IIpu nmepopanbHOMY 3acTOCyBaHHI pHUBapokcaOaH Mailke IIOBHICTIO BCMOKTYETbCS, HOTO
01010CTYIMHICTH Micis mpuiiomy 103 2,5 mr Ta 10 Mr € Bucokoto i cranoButh 80—100 % He3anekHO Bij
BXXMBaHHA TKi. 3aCTOCYBaHHS Ta0JIeTOK puBapokcadbany 2,5 mr, 10 Mr mij yac B)XKMBaHHS 11 HE BIUIUBAE
Ha AUC Tta Cmax puBapokcabany. Tabnetku puBapokcabany 2,5 mr ta 10 Mr mMo)kHa mpuiimMaTé
HE3AJIeXKHO BiJ BKUBAHHSA 1XKi.

dapMaKOKiHETHKAa pUBApOKCaOaHy HAOIMKAETHCSA 10 JIHIHHOI IpHM 3aCTOCYBaHHI HOTO B J103aX J0
15 mr 1 pa3 Ha no0y. PapMakoKiHETHKa pUBAapOKCAOaHy XapaKTEPH3Y€EThCS MOMIPHOIO 3MiHHICTIO;
1HAMBIAyanbHa 3MIHHICTb (Bapiamiiinuil koedimient) cranoBuTh Big 30 10 40 %.

BceMmokTyBaHHS puBapokcabaHy 3aJeKUTh B MICIS HOTO BHBUIBHEHHS y HUTYHKOBO-KHIIIKOBOMY
TpakTi. JJocaimkenns nokaszanu 3HmxkeHHs AUC Ha 29 % 1a Cmax Ha 56 % 1pH 3acTOCYBaHHI IPaHyIATY
puBapokcabaHy 3 BUBUIBHEHHSAM JiI090i PEYOBUHHU Y MPOKCUMAIBLHOMY BiJiIi TOHKOTO KUIICYHHUKY
MOPIBHSIHO 3 TabneToBaHo0 Gopmoro. Excrio3urrisi 3MeHIyeTbes 111e Oibllie Mpy BUBUIBHEHHI A1F0UO0T
PEUOBHHHU B TUCTATIHLHOMY BiIILTI TOHKOTO KHIIEYHUKY Y BUCXITHIN 9acTHHI 000/10BOi KuIIKH. Takum
YMHOM, CJiJl YHMKAaTH BBEJIECHHS pUBapOKCabaHy AMCTAJbHIIIE HUTYHKAa 4Yepe3 MOXKJIMBE 3HM)KEHHS
abcopOIrii Ta BIAMOBIIHOTO BIUIMBY HA €KCITO3HIIIFO.

biogoctynnicte (AUC Ta Cmax) puBapokcabany 20 Mr, HNpuU3HAUY€HOTO NEpOpajbHO Y BUIVISL
oIPiOHEHOT TAOJIETKH, 3MIIIAHOT 3 SIOTyYHUM MEope a00 BOJIOI0, Ta BBEICHOTO Yepe3 MUTYHKOBUN 30HT
Oe3nocepelHbO Tepel BXKUBAaHHAM piakoi ki, aHamoriuHa O10JOCTYHHOCTI pHBapoKcabaHy,
OPUAHATOTO y BHIVIAAI Ioi  TabieTku. BpaxoByrounm mnepeaOadyBaHHil —1030MPONOPLIIHHUI
dbapmakokiHeTHUHUN Mpodinb puBapokcabaHy, HaHi MOA0 OI0JOCTYMHOCTI, OTPUMaHI B LHOMY
JOCIIIKEHH1, IMOBIPHO, CTOCYIOTHCS 1 HIDKUUX J103 pUBapoKcabaHy.

Posnonin

B opranizmi moauHu Oiblna yacTuHa puBapokcadbany (92-95 %) 3B’sa3aHa 3 OUIKaMH JIa3MU KPOBI,
OCHOBHMM 3B’SI3yIOUUM KOMITIOHEHTOM € CUPOBATKOBHH aibOyMiH. O0’e€M po3mnofiny — cepeanii, Vss
CTaHOBUTH NpuOIM3HO 50 1.

MeTa60:113M 1 BUBEJICHHS 3 OPraHi3My

PuBapoxcabaH BUBOJIUTHCS EPEBAKHO Y POpM1 MeTaOOMITIB (MPpUOIU3HO %3 IPUMHATOT JO3H ), IPUUOMY
MIOJIOBUHA 3 HUX BUBOJUTHCS HUPKAMHU, a 1HIIIA TIOJOBUHA — 3 KAJIOM. /3 103U MiAJIATae NpsMiil HUPKOBIH
eKCKpelli 13 ceuel0 y BUIJISIII HE3MIHEHOI aKTHBHOI PEYOBMHM, TOJIOBHUM UYHMHOM 3a JOIOMOTOIO
aKTHUBHOI HUPKOBOI CEKpeLii.

Merabomnizm puBapokcabany 3mailicHio0Th 130pepment CYP 3A4, CYP 2J2, a takox ¢epmeHTH,
He3alexHi Big cucteMu nuroxpomy P. OcHOBHHMMH AissHKaMu OioTpaHcdopmarliii € MopdosiHoBa
rpymna, o HiJ1a€ThCsl OKUCHOMY PO3KJIaJIaHHIO, Ta aMiIHI TPYIH, SIK1 TIAJIATal0Th T1pOIi3y.

3rimHo 3 oTpuMaHMMH N Vitr0 maHuMH, puUBapokcabaH € cyOcTpaToMm Juisi OLIKiB-NEPEHOCHHKIB
P-rikonporeiny (P-gp) i 6iyika pe3sucTeHTHOCTI 10 paKy Mosio4HOi 3ano3u (Berp).

He3minenuii puBapokcabaH BiJirpae HailBaXJIUBIILY pOJIb Yy JIIOJCHKIN IUIa3Mi, BaXKJIMBI a00 aKTHUBHI
LHUPKYJIOI0Ul METa0oJITH y Mia3Mi KpoBl He BuUsiBIeHI. PuBapokca®aH, CUCTEMHMH KIIPEHC SKOTO
CTaHOBHUTH Npubin3Ho 10 1/ron, Moxe OyTH BiIHECEHHUH JO JIIKAPCHKUX PEYOBUH 3 HU3BKUM pPiBHEM
kimipency. Ilicisi BHYTpINIHBOBEHHOTO BBEIEHHS J03W | Mr TepioJ HamiBBUBEACHHS CTaHOBHUTH
npubmusno 4,5 ronunu. [lpu mepopaibHOMY 3acTOCYBaHHI eNliMiHAIlsl OOMEXYEThCSl IIBHUIKICTIO
abcopOuii. TepminanbHMIA IEpi0/] HAMIBBUBEACHHS pUBapokcadaHy 3 MIa3MU KPOB1 CTAHOBUTH BiJl 5 10
9 roguH y Mononux mamieHTiB i Bix 11 g0 13 roauH — y maIfieHTiB JiTHBOTO BIKY.

Oco0nuBi KaTeropii

Cmamu
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VY 40oBIKIB 1 KIHOK KIIIHIYHO 3HAUYLIMX BIAMIHHOCTEH (hapMaKOKIHETHKH Ta (hapMaKOAMHAMIKU HE
BUSBIICHO.

THayienmu nimnvoco 6iky

VY mamieHTiB JITHBOTO BIKY KOHIIEHTpaIlis puBapokcabaHy y IIa3Mmi KpOBI BHUINA, HDK Y MOJIOAMX
naiienTiB; cepenne 3HadeHHs AUC npubnusno B 1,5 pas3a nepeBullye BiIOBITHI 3HAYCHHS Y MOJIOANX
MaIi€HTIB, TOJOBHUM YHHOM BHACIIOK 3HWKEHOTO (YSBHOI'O) 3arajbHOTO HHPKOBOTO KIIIPEHCY.
Kopexkuis 103u He nmoTpidHa.

Maca mina nayienma

3anaaro mana abo Benuka Maca Tija (MeHme 50 kr abo Ouabine 120 Kr) yimine He3HAYHO BIIMBAE Ha
KOHIICHTpALliI0 puBapoKcabany y mia3mi KpoBi (PO3XOKEHHS CTaHOBUTH MeHILe 25 %). Kopekuis 103u
He TOTpiOHa.

Emmuiuni ocobrueocmi

Kuiniuno 3nauynux po3xomkenb ¢papmakokineTnku (OK) 1 hapmakogunamiku (DJ]) puapokcabany y
MAIIEHTIB €BPONEHCHKOI, ad)po-aMepUKAHCHKOI, JTATHHOAMEPHUKAHCHKOI, SMOHCHKOI a00 KHTaWCHKOi
€THIYHOI MPUHAJICKHOCT1 HE CIIOCTEPITaJIH.

Ileuinkosa neoocmammuicmo

VY marfieHTiB 3 MUPO30M TEHIHKU 3 JIETKOI NEYiHKOBOK HEOCTATHICTIO (Kiac A 3a kiacudikariiero
Yaiinma — II’r0) cnocrepiraiu juiie He3HauHI BiAMIHHOCTI (hapMaKOKIHETHKH pHBapokcabany (y
cepenubomy 1,2-pazoBe 30inbiieHHa mnokasHukiB AUC), mo wmaibke 30iramucs 3 mapameTpamu,
BiJJ3HAYEHUMH Y KOHTPOJIbHIN TPYIIi 3/10pOBUX JOOPOBOJIBIIIB.

VY narieHTiB 3 IUPO30M TECUIHKK 13 MEYIHKOBOI HEIOCTATHICTIO CEPEIHbOI TSKKOCTI (Kimac B 3a
knacudikamiero Yaitnga — [1'10) cepennss AUC puBapokcabany Oyia 3HagHO migsumieHa (y 2,3 pasa)
MOPIBHSIHO 3 TAKOIO Y 310poBUX 100poBobIliB. AUC He3B’sA3aH0i pe4OBUHH MiABHINYBaJIach y 2,6 pasa.
VY 1ux MamieHTiB TaKOX BiJ3HAYAIM 3HUKCHE BHBEJICHHS PUBApOKCcabaHy i3 CEYCH0, XapakTepHE IS
TMAIIE€HTIB 13 HUPKOBOIO HEJIOCTATHICTIO CEPEIHBOI TSHKKOCTI. Hemae maHuX 111010 MaIlieHTIB 3 TSHKKHUM
MOpYUICHHAM (YHKIII{ TeiHKH.

VY marieHTiB 13 NEUiHKOBOIO HEJOCTATHICTIO CEPEIHBOI TSHKKOCTI MPUTHIYSHHSI aKTUBHOCTI (hakTopa Xa
OyI10 BUpakeHe CuIIbHiIIe (2,6-KpaTHe pO3XOKEHHS ), HIXK Y 310poBuX A00poBoibLiB. [TH Takox (2,1-
KpaTHO) NMEePEBUIILYBaB MOKa3HUKU 3A0POBHUX T0OPOBOIBIIB. [lalieHTH 3 mopyieHHsM QyHKIIT MediHKH
CepeHbOl TSHKKOCTI Oynn OUTBII YYTIUBUMHE JI0 PUBApPOKCabaHy, IO MPU3BOAMIO 10 OLIBII KPyTOi
kpuBoi ®K/D]] 3anexxHOCTI MK KOHIIeHTpatieto 1 [TY.

PuBapokcabaH mpoTuNoOKa3aHUN A0 3aCTOCYBAaHHS MAalll€eHTaM 13 3aXBOPIOBAHHSMM IE€YIHKH, IO
CYIPOBOJIKYIOTBHCS KOAryJIonaTiero Ta KIIIHIYHO 3HaYyIIIMM PU3UKOM PO3BUTKY KPOBOTEYI, Y TOMY YHCII1
namieHTam 3 uupo3oM nevinku kiacy B 1 C (aus. po3ain «IIpoTunokazanus»).

Huproea neoocmammuicmo

Bigznauanocs 3011bIIeHHS €KCTIO3UIIIT pUBapoKcadaHy, IKe KOPEIOE 31 3HIHKEHHIM (PYHKITIT HUPOK, 1110
BH3HAYaJIM 3a KJIIPEHCOM KpPEaTUHIHY.

B oci6 3 nerkum (xmipeHc kpeatuHiHny 50—80 Mil/XB), cepeAHbOi TSKKOCTI (KIIPEHC KpeaTHHIHY
30-49 mur/xB) abo TSOKKEM (KIipeHC KpeatwHiHy 15-29 wmi/xB) mopymeHHSM (QYHKIIi HHPOK
KOHIIEHTpallis puBapokcadbany y mia3mi kposi (AUC) 6yna B 1,4, 1,5 ta 1,6 paza Buia nopiBHSIHO 3
TaKOI y 3J0pOBHUX J00poBoJbLIB. BinmoBigHO crocrepiraigocs 30UIbIIEHHS (DapMaKoAMHAMIYHUX
eeKTiB.

B oci0 3 nerkum, cepeHbo1 TAHKKOCTI 200 TSHKKUM MOPYILIEHHSAM (YHKIIIT HUPOK 3arajbHe MPUTHIYEHHS
akTUBHOCTI (pakropa Xa Oyno 6inbmM y 1,5, 1,9 Ta 2 pa3u BiNOBITHO MOPIBHSHO 3 TAKUM Y 3JI0POBHX
no6posoubiis; [TH moaiOuum unaOM 3poctaB y 1,3, 2,2 Ta 2,4 pa3a BianosigHo. [laHi mo0 mamieHTiB
3 KIIIpeHCOM KpeaTuHiHy < 15 MJI/XB BIJICYTHI.

3 oruiAay Ha BUCOKE 3B’sI3yBaHHs 3 O1IKaMHM I1JIa3MU KPOB1 BUBEJICHHS pUBapokcabaHy 3 OpraHizMy Iijl
yac Jianizy € mMajoiMoBipHUM. He peKOMeHIyeThCsl 3aCTOCOBYBATH JIIKApChKHM 3aci0 maiieHTaM i3
KJIIpeHCOM KpeaTuHiHy < 15 mi/xB. PuBapokcabaH ciiff 3 00EpeKHICTIO 3aCTOCOBYBATH MAIliEHTaM 3
TSKKOIO HUPKOBOIO HEJIOCTATHICTIO 3 KIIIPEHCOM KpeaTtuHiny 15-29 mu/xB (nuB. po3ain «OcobimBocTi
3aCTOCYBaHHS).

dapMakoKiHETHYHI JaHi, 3adiKcoBaHl V MAII€HTIB
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VY mnamientiB 3 I'’KC, axi oTrpumyBanu puBapokcabaH y n03i 2,5 mr 2 pa3u Ha A00y 3 METOI0
npo(diTaKTUKU aTePOTPOMOOTHUYHUX SBHIL, CEPEIHIM T€OMETPUUYHHUIM Moka3HUK KoHeHTpaii (90 %
NPOTHOCTUYHUN 1HTEepBaJ) uepe3 2—4 TOAMHU Ta 4epe3 NpUONM3HO 12 TOaUH micas mpuiiomy
JIKapChKOTO 3aco0y (4Yac, mo MpuOJM3HO BigoOpa)kae MOCATHEHHS MaKCHMMaJIbHOI 1 MiHIMaJIbHOI
KOHIIGHTpALlid y MpOoMiKKax MiK mpuiiomamu 103) ctanoBuB 47 (13—123) i 9,2 (4,4-18) mxr/n
BIJIITOBITHO.

dapmakokiHeTH4Hi / papMakoaMHAMIYHI B3a€EMO3B’ I3KU

Ominky apmakokineTnuHoro / papmakoauaamiunoro (OK/DJ]) B3aeM03B’ 3Ky MiK KOHIICHTPAIIEIO
puBapokcabaHy y TuIa3Mi KpoBi 1 JeKiIbkoma ¢apMakOAMHAMIYHUMH KIHIIEBUMH TOYKaMH
(mpurniyenns ¢axropa Xa, [T4, AUTY, Heptest) mpoBoauiu miciast 3aCTOCYBaHHS IIUPOKOTO /1ialla30Hy
103 (Bix 5 1o 30 mr 2 pa3u Ha 7100Y). B3aeM03B’ 130K Mi>k KOHIIEHTPAIIIEI0 pUBapOKcadaHy i aKTUBHICTIO
¢akTopa Xa Haiikpalie BU3HA4Ya€ThCs 3a 10oMorot0 Emax-mozeni. o crocyerbes T4, niniitna Mmogens
MepeTUHAHHS BIJIPI3KIB 3a3BUYA Ja€ 3MOTYy OTPUMATH HaWIOCTOBIpHIIN JaHi. 3aJeXHO BiJ Pi3HHX
pearenTiB ans BusHaueHHs [1Y, kyToBuil kKoedilieHT MOke CyTTeBO BinpisHsTucs. [Ipu 3acTrocyBanHi
pearenty Neoplastin mns BumiproBanHs [IY mouatkoBuii I1Y cranoBuB mpubauszno 13 cexyHz, a
kyToBuil koedinieHT — 3—4 cexynnu/(100 mkr/m). PesynpraTn anamizie @K/®DJ] B3aeMO3B’s3KiB y
nocnimkeHHsx Il ¢azu Ta 11l ¢asu BiagnmoBiganu qaHuM, OTPUMAaHHUM Y 3I0POBHX JOOPOBOJIBIIIB.
3acToCcyBaHHs UTAM

EdexTuBHICTh Ta 6€3MeKy 3aCTOCYBaHHS JiKapchbkoro 3aco0y 3a nokazanHsaMm I'KC ta IXC/3IIA nitam
HE BHBYAIH.

JlokJIiHIYH1 1aHi 3 Oe3neKu

IcHyroui mOKJiHIYHI JaHi, OTpUMaHi B XOAl TPaAMLIHHUX IOCIiIKEHb (hapMakoIoTiyHOi Oe3rekwu,
TOKCUYHOCTI OJIHOPA30BOi A03H, (POTOTOKCUYHOCTI, TEHOTOKCUYHOCTI, KaHIIEPOT€HHOTO MOTEeHIIialy Ta
PENpOIYyKTUBHOI TOKCHYHOCTI, BKa3yIOTh Ha BIJCYTHICTh OyIb-SKHX CHEUU(IYHUX PHU3HKIB IS
JIFOJTUHH.

Peaxii, Bii3Ha4YeHI i/ 9ac TOCIiHKEHh TOKCHYHOCTI 0aratopa3zoBHX /103, OyJIK epeBakKHO 3yMOBIICHI
HaZMIpHOIO (hapMaKOJIOTIYHOI aKTUBHICTIO pUBapoKcabany.

He Bim3Ha4YeHO >KOHOTO BIUIMBY Ha ()EPTHIILHICTH CAMIIIB UM CAMOK TBAapHH. Y XOi JOCIIKEHb Ha
TBapUHaX CIIOCTepiragacs pernpoayKTHBHA TOKCUYHICTH, MOB’s3aHa 3 (DapMaKOIOTIYHUM MEXaHI3MOM
nii puBapokcabaHy (30Kpema, remopariyi ypaxkeHHs). llpum KIIHIYHO 3HAYYHNIMX IUIA3MOBHUX
KOHIIEHTpALISAX crocTepiranacs emopioderanbHa TOKCHUHICTh (MOCTIMIUIAHTALIHI BTpaTH, 3aTpUMKa /
MPOTpECyBaHHsI OKOCTEHIHHS, PO3CIsiHI CBITI03a0apBIieH] TJIIMU) Ta MiJIBUIEHA YacTOTa 3arajlbHUX
Manb(opMarlii i mianeHTapHuX 3MiH. Y X0/l MpeHaTaTbHUX Ta MOCTHATATLHUX JTOCIIHKEHb Ha IIypax
criocrepiraiacs 3H)KEHa )KUTT€E3/IaTHICTh IOTOMCTBA IIPU 103yBaHH1, 110 0YJI10 TOKCUYHUM JUIsI CAMOK.

Kuainiuni xapakrepucTuku

Ilokazanna

Jlikapcekuii 3aci6 ®EHIKC® npusnadary y kom6iHarii 3 anetuncanimunoBoro kucnoroo (ACK) abo y
komOiHanii 3 ACK Tta xionigorpenem a0o THUKJIOMIJMHOM sl MPO(IIAKTUKU aTepOTPOMOOTHUYHHUX
SIBUII y JOPOCIHX TMAI€EHTIB MiCIS TEepeHeceHoro roctporo kopoHapHoro cuuapomy (I'KC) 3
NiBUILEHUM pIBHEM cepleBux OiomapkepiB (auB. po3aumm «lIportunokazanss», «OcoO0aMBOCTI
3aCTOCyBaHHs», «DapMaKkoIUHAMIKAY).

Jlikapcekuii 3aci6d ®EHIKC® npu3HavaTy y KoMmOiHaii 3 anetuiacamnuioBoro kucnororo (ACK) mis
Npo(dIaKTUKH aTEPOTPOMOOTHUHHUX SIBUIL Y TOPOCIIMX MAllI€HTIB 3 1l1eMiuyHOoI0 XBopoboto cepus (IXC)
a00 CUMITOMHHMM 3axBOprOBaHHiIM nepudpepuynux aptepiii (3[IA) 3 BUCOKHUM PHU3UKOM iIIEMIYHHUX
SIBHIII.

Ilpomunoxazanna

— [ligBumieHa yyTAUBICTh 10 pUBapokcabaHy abo 10 TOMOMIXXKHUX PEUOBHUH JIIKAPCHKOTO 3aC00Y.

— KuiniyHO 3HauyIa akTHBHA KPOBOTEYA.

— YmkomkeHHsT ab0 CTaHW, IO CYMPOBOKYIOTHCS 3HAYHUM PH3HKOM PO3BHTKY KpoBOTed. BoHU
MOXYTh BKJIIOYATH HAasBHI Ha JaHUMl MOMEHT a00 HEIIOAABHO BHUSBJIECHI BHPA3KU LUTYHKOBO-
KHIIIKOBOTO TPAaKTy, 3J0AKICHI HOBOYTBOPEHHS 3 BHCOKHM pPH3HKOM KpOBOTEY, HEIIOJaBHO
MIEPEHECEHY TpPaBMy TOJOBHOro ab0 CHMHHOTO MO3KY, HEI[OJaBHO IIepeHEeceHe OIlepaTuBHE
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BTpy4YaHHS Ha TOJIOBHOMY, CIHMHHOMY MO3KYy YH OYax, HENIOAABHIM BHYTPIIIHbOYEPEITHHIMA
KPOBOBWJIMB, BHSIBIICHE UM ITiJJO3PIOBaHE BAPUKO3HE PO3IIUPEHHS BEH CTPABOXOIY, apTePiOBEHO3HI
Manb(opMmariii, aHeBpU3MHU CyauH ab0 3HA4YHI BHYTPINIHHOCHIHAIBHI UM BHYTPILIHbOIEpEOpAIbHI
CYJIMHHI aHOMAJTii.

— OpHouacHe 3acTOCyBaHHS 3 Oyab-KMMHU IHIIUMH aHTUKOAryJsHTaMH, HalpUKIag 3
He(pakI[iOHOBAHUM TEMapUHOM, HU3bKOMOJICKYJISIPHUMHU TeMapuHaMU (HAMPUKIIAA, CHOKCAIlapHH,
JalbTEeIIapHH, TOIIO), MOXIJHUMHU TenapuHy (Hampukian, GoHmamnapuHyKc, TOIIO), MepOpaTbHUMU
aHTHKOAryJIssHTaMU (HampuKIiIan, BapdapuH, nabiraTpaHy €TEKCWIAT, amikcabaH, TOINO), OKpIM
cnenuiuHUX OOCTaBMH TIEPEeXOAy Ha aHTUKOATyJISHTHY Tepamito (muB. po3ain  «Cmocid
3aCTOCYBaHHA Ta JI03M») a00 BUMAJKIB, KOJIM HE(PPaKLiOHOBAHUH IemapyH MPU3HAYAIOTh Y J03aX,
HEOOX1MHMUX I 3a0e3neueHHs (DYHKI[IOHYBaHHS KaTeTepa LEHTPaJIbHUX BEH YW apTepid (JuB.
po3ain «B3aemotis 3 iHIMTUMU JIIKAPCHKUMH 3aC00aMHU Ta 1HII BUIU B3aEMOIIN»).

— Cynytas teparnis ['KC 3 BUKOpUCTaHHSM aHTHArpeTaHTHUX 3aCO0IB y MAaLli€HTIB 3 1HCYABTOM abo
TPaH3UTOPHOIO imemiuHo aTakoro (TIA) B anamuesi (quB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS»).

— Cynytnas tepamnis IXC / 311A 3 Bukopuctanusm ACK y nartieHTiB 13 reMopariyHuM ado JaKyHapHUM
1HCYIbTOM B aHamHe31 a00 3 OyJb-SIKUM iHCYJIBTOM, IEPEHECEHUM IMPOTATOM OCTAaHHBOT'O MiCALS
(muB. po3aia «OcoOMMBOCTI 3aCTOCYBaHHS» ).

— 3axBOpIOBaHHS IEYIHKH, 110 ACOIIIOIOTHCS 3 KOAryJoNaTier Ta KIIHIYHO 3HAYYIIUM PU3UKOM
PO3BUTKY KPOBOTEY, Y TOMY YMCII IIUpo3 newinku kiacy B Ta C 3a knacudikamiero Yainma—II'ro
(mmB. po3ain «DapMaKOKiHETHKAY).

— Ilepion BariTHOCTI ab0 roxyBaHHsS TPYLIIO (AMB. pO3IiT «3aCTOCYBaHHS Yy MEPioj BariTHOCTI abo
TOJIyBaHHSI TPYAJIIO»).

Ocoonugi 3axo0u de3nexu

[oapibHeHHs TabJIeTOK

TabneTku nikapcbkoro 3aco6y ®EHIKC® mMosxHa moapibHuTH Ta cycrneHnayBatu y 50 MI BOIH i BBECTH
3a JOTMOMOIOK0 Ha30TacTPajbHOTO 30HJAA a00 HUTYHKOBOTO 30HJA JJIsl TOJYBAHHS MICIS TEPEBipKU
MPABWJIBHOCTI HOro po3TamryBaHHS y NUTYHKY (IICIIS 4Oro 30HJ CHiJ MPOMUTH BOAOK0). OCKIIbKH
BCMOKTYBaHHsI pHBapoKcaOaHy 3aJIe)KUTh BiJl MicLlsl BUBUILHEHHS aKTUBHOI PEYOBHHH, CIiJl YHHKATH
BBEJICHHS pUBApoOKcabaHy IUCTAIbHO B IUIYHOK, OCKUIBKM II€ MOXKE INPHU3BECTH /O 3MEHIICHHS
abcopOuii 1, OTKe, 10 3MEHIIECHHs BIUIMBY aKTUBHOI peuoBHHHU. [licas BBeleHHs TabIeTOK Mo 2,5 Mr
HeMae HEOOX1THOCTI 0/ipa3y BBOJUTH €HTEpaJIbHE TOyBAHHS.

B3aecmooia 3 inwumu nikapcoKumu 3acovamu ma iHuii 6UOU 63a€MO0ii

Iuri6itopu CYP3A4 ta P-gp

CynyTHe 3acTOCyBaHHSI puBapokcabaHy 3 kerokoHazosioMm (400 mr 1 pa3 Ha n1o0y) abo puTOHaABIpOM
(600 Mr 2 pasu Ha n00y) MpU3BOAMIO A0 2,6-KpaTHOTO / 2,5-KpaTHOTrO MiABHUIIEHHS CEPEAHbOI
piBHoBaxkHoi AUC puBapokcabany 1 1,7-kpatHoro / 1,6-kpatHoro 30uibleHHSI cepeqHbOi Cmax
puBapokcalaHy, sIK€ CYNpPOBODKYBAJIOCS 3HAYHUM MOCHWICHHSAM (apMakoJMHAMIYHUX e(eKTIiB
JKApChKOTO 3aco0y, 10 MOKE IMIJIBHINYBAaTH PU3HK KPOBOTEYi. 3BaKAOUM Ha II€, 3aCTOCYBAHHS
nikapepkoro 3acoby ®EHIKC® He pekoMeHIYeThCs TAlli€HTaM, SIKi OTPUMYIOTh CYMyTHE CHCTEMHE
JKYBaHHSl MPOTUTPUOKOBUMH JIIKAPCHKUMHU 3aco0aMM a30JIbHOT TIPyNH, TaKUMH SIK KETOKOHAa301,
1TpakoHa30J1, BOPUKOHA30JI Ta MMOCaKOHa30J, abo iHribiropamu BlJI-nmporeasu. Lli mikapchki 3acodu €
notyxuumH inriditopamu CYP3A4 ta P-gp (muB. po3min «Oco0aMBOCTI 3aCTOCYBaHHS).

PevoBuHM, sIKi aKTUBHO 1HTIOYIOTH TUIBKM OJMH 31 IIJISAXIB BUBEJICHHS pUBapoKcabaHy 3 OpraHizmy,
CYP3A4 abGo P-gp, sik ouikyeTbcs, 30UIbLIYIOTH KOHIIEHTpAIll0 pHUBapoKcadaHy y Iula3mi KpoBi
MeHIoo Miporo. Hanpukiaz, knapurpomitus (500 mr 2 pasu Ha 100Y), 110 € MOTY>KHUM 1HT10iTOpOM
CYP3A4 1 iuribitopom P-gp cepennboi iHTEHCUBHOCTI, COpUYUHSAB 1,5-KpaTHe 30UIbIIEHHS CepeaHiX
3HaueHb AUC Ta 1,4-xpatHe 30unbiieHHsT Cmax puBapokcabany. B3aemonis 3 KIapUTPOMILIMHOM,
HWMOBIPHO, HE € KJIIHIYHO 3HAYYIIOIO JIJIs1 OUTBIIIOCTI MAIIEHTIB, ajieé MOKe OyTH MOTEHIIIHO 3HATYII[0F0
JUISl TIALlI€HTIB TPYNH BUCOKOTO PU3UKY (11010 3aCTOCYBAHHS MAI[lEHTaM 3 HUPKOBOIO HEJIOCTATHICTIO
uB. po3ait «OcoOIUBOCTI 3aCTOCYBAHHS).

Eputpominms (500 mr 3 pasu Ha 100y), 1110 nomipHo iHrioye i30pepment CYP3A4 i P-gp, cnipuunnss
1,3-xparHe 30imbIIeHHs cepennix piBHOBaKHUX 3HaueHb AUC i Cmax puBapokcabany. Bzaemonis 3
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EpPUTPOMIIIMHOM, WMOBIPHO, HE € KJIIHIYHO 3HAYYIIOK JJs OUTBIIOCTI MAIli€HTIB, ajle MOXe OyTh
MTOTEHIIAHO 3HAYYIIOIO JIS TTAIlIEHTIB TPYITH BUCOKOTO PU3HKY.

VY marieHTiB 3 HUPKOBOIO HEJOCTATHICTIO JIETKOTO CTYIEHs, Ha BiJIMIHY BiJ] NALi€HTIB i3 HOPMaJIbHOIO
(yHKIIEI0 HUPOK, TIPH 3aCTOCYBaHHI epuTpoMinuHy (500 Mr 3 pa3u Ha 100y) BigzHayanu 1,8-kpaTHe
3pocranHs cepeauboro 3HaueHHss AUC Ta 1,6-kpatne 30inbieHHsT Cmax puBapokcabany. Y HalieHTiB 3
HUPKOBOIO HEJOCTATHICTIO CEPEIHBOTO CTYNEHS TSHKKOCTI Ha TJII 3aCTOCYBAaHHS EPUTPOMILUHY
criocTepiranu 30unbieHHs cepenuboro 3HadyeHHss AUC puBapokcabany B 2 pas3u 1 migBumieHHS Cmax
puBapokcabany B 1,6 pa3a MOpIBHSHO 3 MalliEHTaMH 3 HOPMajbHOI (YHKIIEI0 HUPOK. Brums
EPUTPOMILIMHY € QJWTHBHUM JO SBHUI HHUPKOBOI HEAOCTATHOCTI (IuB. po3ail «OcoOJIMBOCTI
3aCTOCYBaHHSI).

dykonazon (400 mr 1 pa3 Ha 100y) BBakaeTbes iHTiIOITOpoM CYP3A4 cepennboi iHTEHCHUBHOCTI, 1
fioro 3acrocyBaHHs crnpuuuHsIo 1,4-kpatHe 30imbiieHHs cepeanix 3HadeHb AUC Ta 1,3-kpaTHe
30ubmeHHss Cmax puBapokcabany. B3aemois 3 ¢uiykoHa30510M, HMOBIPHO, HE € KJIIHIYHO 3HAYYIIOFO
Uil OUTBIIOCTI MAIiEHTIB, ajie MOXe OyTH MOTEHIIHO 3HAYyLIOK JUIS MAI[iEHTIB TPYNH BUCOKOTO
pU3HKY (IIOJO0 3aCTOCYBAaHHs TAaIll€HTaM 3 HHUPKOBOKO HEAOCTATHICTIO JHMB. po3aul «OcoOauBOCTI
3aCTOCYBaHHSI»).

3Bakaroun Ha OOMEXeHI KIIHIYHI JaHl 00 APOHEJApOHY, CJIiJI YHMKATH OJHOYACHOTO HOTO
3aCTOCYBaHHS 3 PUBAPOKCAOAHOM.

AHTUKOAryJISHTH

[Ticns koMOIHOBAaHOTO TpH3HAYCHHS EHOKcamapuHy (omgHOpa3oBoi mo3u 40 mr) i puBapokcabaHy
(omHOpa3zoBoi n03u 10 Mr) criocTepiraBcst aIMTUBHUEN €(DEKT BIIHOCHO aKTHBHOCTI aHTH(aKTOpa-Xa, 1o
HE CYNPOBO/DKYBABCS JIOJATKOBUMH 3MiHAMH pE3yNIbTaTiB aHamii3iB Ha 3ropranHs kposi (ITH
[mpoTpombGinoBuii yac], AUTY [akTBOBaHMI YacTKOBUI TpoMOoIIacTHHOBHH Yac]). EHOkcanapuH He
3MiHIOBaB (DapMaKOKIHETUKY pUBapoKcabany.

3 orisaay Ha MiJBUINEHHS PHU3UKY KpPOBOTEY, CIiJI JOTPUMYBATHCS OOEpEKHOCTI MaIlieHTaM, SKi
OJHOYACHO OTPHUMYIOTh IHIII aHTHKOAryissHTH (muB. posnin «lIporumoxazanus», «OcoOmMBOCTI
3aCTOCYBAHHS).

Hecrepoinni nporusanansHi 3acobu (HI133) / iHribiTopu arperaitii TpOMOOIHTIB

[Ticns omHowacHoro 3actocyBaHHsS 15 wMr puBapokcabany Ta 500 Mr HampoKceHy KIHIYHO
pENIeBaHTHOTO TOJOBXKEHHS Yacy KpoBoTedi He crioctepiranu. [Ipore B okpeMux 0cid MOXKITHBa O1IbII
BUpaXkeHa (hapMaKoAMHAMIYHA pPeaKIlis.

[Ipu omHOYAacHOMY 3aCTOCYBaHHI pHBAapOKcabaHy 3 alleTUJICATIIMIOBOIO KucioToro (500 mr) He
CIIOCTEPIrajocs ’KOHOI KJIIHIYHO 3HaUyII0i (hapMaKOKiHETHYHOI a00 papMaKoIMHAMIYHOI B3a€MO/I1.
He BusiBneHo ¢apmakoKiHETHYHOI B3a€MOAIl MK puBapokcadaHoMm 15 wmr i1 kiomnigorpeneM (yaapHa
no3a 300 Mr i3 moJaJblIMM NPHU3HAUYEHHSIM MiATPUMYBAJBHUX 103 75 Mr), aje B OAHIA MiArpymi
MaIll€HTIB BUSBJICHO DPEJICBAHTHE 30UIBIICHHS 4Yacy KpPOBOTEUl, IO HE KOPETIOBAIO 3 arperaiiero
TpoMOoIUTIB 1 piBHsAMU P-cenextuny ado GPIIb / Illa-penentopis.

HeoOxiaHo goTpumyBaTucs 00epeKHOCTI MallieHTaMm, siki ogHo4acHo oTpuMytoTs HII33 (y Tomy umcii
alleTWICATIIMIIOBY KHMCIOTY) M iHri0iTopu arperauii TpoMOOLMTIB, OCKIABKH Ii JIKapChKi 3aco0H
3a3BHYai MiJIBUIYIOTh PU3UK PO3BUTKY KpoBOTEU (AUB. po31isl «OCOOIMBOCTI 3aCTOCYBAHHS).
CenekTuBHI iHTi6iTOpU 3BOpOoTHOrO 3axomieHHs cepoToHiny (CI33C) / iHriGiTOpH 3BOPOTHOTO
3aXOIUIEHHS cepoToHiny-Hopeminedpuny (133CH)

SIK 1 mpM 3aCTOCYBAaHHI 1HIIMX AHTUKOATYJISHTIB, ICHY€ MMOBIPHICT IMiJBUILEHHS PU3MKY PO3BUTKY
KpOBOTEY Yy MAalli€HTIB, AK1 0lHOYacHO 3acTocoBYIOTh CI33C ab6o I33CH BHacTiA0K BIUIMBY OCTaHHIX Ha
TpomboruTu. [Ipu oIHOYACHOMY 3aCTOCYBaHHI 3 PHMBAPOKCA0AHOM y XOAl KIHIYHUX JOCIHIPKEHb
criocTepiraBcs KiJbKICHO BUIIUHN PIBEHb BEJIMKHUX Ta HE3HAUHHUX KIIHIYHO 3HAYYIIUX KPOBOTEY B YCIX
rpymnax Teparii.

Bapdapun

ITpu nepexoni mauieHTiB 3 aHTaronicra Bitamina K Bapgpapuny (MHB 2,0-3,0) na puBapokcaban (20
Mr) abo 3 puBapokcabany (20 mr) Ha Bapdapun (MHB 2,0-3,0) 36inb11yBaBcst IpoTpoMOIHOBHIA yac /
MHB (tect Neoplastin) Oinbin sk aguTHBHO (IHAUBIAyadbHI 3HAYEHHS MIKHAPOTHOTO
HopMasizoBaHoro BigHoueHHs (MHB) nocsranu 12), Toai sik Brums Ha AYTY, 1HriOyBaHHS aKTUBHOCTI
¢axTopa Xa i enorennuit rpom6iHoBui notenuian (ETII) 6ynau anuTuBHUMH.
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SIkmo HeoOXinHO OWIHWUTH (papMakoJUHAMIYHI edeKTH puBapokcabaHy Mif yac MEpiody Mepexony,
MOXHa BU3HAUUTU TIPUTHIYCHHS akTUBHOCTI (hakTopa Xa, PiCT i HepTest, ockinbku BaphapuH He
BIUTUBAE Ha pe3ynbTaTh IuX TecTiB. [lounmHatoum 3 4 mobu micns BigMiHu BapdapuHy BCi TecTH
(Bxmouaroun [1T, AUTY, inriGyBanHs aktuBHOCTI pakTopa Xa ta ETII) BigoOpakaroTs e ehekT
puBapokcabany.

Axmo HeoOXigHO BW3Ha4YaTH dapMakoguHaMiuHI edekTH BapdapuHy I 4Yac TEpioay Mepexoy,
MOkHa BuKopuctatd TectT MHB mnpu MiHiManpHIN MIa3MOBii KOHIIEHTpaIil puBapokcabany (depes
24 ToHY TICTs TPUHOMY MTOTIEPEAHBOT 1031 PUBAPOKCabaHy), OCKIJIBKH Y IIEH MOMEHT prBapoKcabaH
HallMeHIlIe BIUIMBAE Ha pe3yibTatu Tecty MHB.

Mix BapdaprHOM Ta pUBapOKCcaOaHOM HE BiA3HAUCHO (papMaKOKIHETUYHOI B3a€MOII.

Ingykropu CYP3A4

OpnHouacHe 3aCTOCYBaHHS pUBapoKcabaHy i pudamminuny, cuibHoro inaykropa CYP3 A4, npuzBoanino
no npubmuszno 50 % 3umkenHsa cepeanboi AUC puBapokcabaHy il mapaienbHOro 3MEHIICHHS HOoro
¢dapmakonuHamiuHuX edexTiB. OgHOUYAaCHE 3aCTOCYBaHHS PUBAPOKCAOAHY 3 IHIIMMHU CUIBHOMIFOUUMHU
ingykropamu CYP3 A4 (nanpukian 3 periToinoM, kapbamazeninom, perobapbdiTaiom abo 3acobamu Ha
OCHOBI 3Bip00010) TaKOXX MOXE CIIPUYMHHUTH 3HIDKEHHS KOHIICHTpallil puBapoKcabany y miaa3mi KpoBi.
ToMy cnii yHUKaTH OJHOYACHOTO TMPU3HAYEHHS 3 JIIKAPCHKUM 3aCO00M TMOTYKHUX 1HAYKTOPIB
CYP3A4, okpimM BUTIAAKIB, KOJIH 3a0€31I€UCHO PETSIBHUN HATJISA] 33 MAI[IEHTOM 3 METOIO BHUSBICHHS
CUMIITOMIB TPOMOO3Yy.

IH1mi JgikapceKi 3aco0u CynyTHROL Tepanil

He Big3Havanocs kIiHIYHO 3HAYYMIMX (apMaKOKIHETHUHUX a00 (apMaKoIMHAMIYHUX B3a€MOJIN MpU
OJTHOYACHOMY 3acTOCyBaHHI puBapokcabany 3 wimazonamom (cyoctpar CY3A4), IUTOKCHHOM
(cyoctpar P-gp), aropsactatunom (cyoctpar CYP3A4 Ta P-gp) abo omemnpaszonom (iHTiOGiTOp
NpOTOHHOI mommn). PuBapokcaban He mpurHidye i HE iHIYKye K0nHY 3 ocHOBHHUX i30(opm CYP,
Hanpukiag CYP3A4.

He Big3Ha4eHO )KOIHUX KIIHIYHO 3HAYYIIUX B3aEMOJIiH 3 1kero (muB. po3ain «Crocid 3acTocyBaHHS Ta
TI031»).

Bruius Ha 1abopaTopHi mapameTpu

BrnuB Ha pesynbratu npo6 3roptanns (ITY, AUTY, Hep Test) € nepenbadernm 3 Orisily Ha MEXaHi3Mm
nii puBapokcabany (1uB. po3ais «PapMaKoJIOTiuHI BIaCTUBOCTI).

Ocobnueocmi 3acmocysanns

V nauienTiB 13 'KC BuBuanucs eQekTUBHICTh Ta O€3MeKa 3aCTOCYBaHHS puBapokcadbany 2,5 mr 2 pa3u
Ha 100y pasom 3 antuTpomborutapHuM 3acobom ACK oxpemo abo ACK 3 kiomimorpenem /
TUKJIOMMHOM.

VY nmnarmientiB 3 BuUcOKkMM pusukoMm imemiunux sBuil 3 IXC/3IIA edextuBHicTh Ta Oe3meka
puBapokcabaHy 2,5 Mr 2 pa3u Ha 00y J0CIIKyBaJIUCs MPH 3acTOCyBaHHI y komOiHawii 3 ACK.

VY mnauieHTIB micis HEUIOJaBHO MEPEeHECeHOI MPOoIeNypy peBacKyisipu3allii HUKHbOI KIHI[IBKH Yepe3
cumnroMHe 3ITA edexkTuBHICT, Ta Oe€3MeKy 3aCTOCYBaHHS pHUBapokcabaHy, TaOJEeTKH, BKpPUTI
IUTIBKOBOIO 000JIOHKOIO, 110 2,5 Mr 2 pa3u Ha 100y TOCI1KYBaIM y MOeAHAaHHI 3 anTuarperanramMu ACK
ado ACK + kmomigorpenb KOpOTKOCTpokoBO. Ilpu HeoOXimHOCTI MojABiIMHA aHTUTPOMOOLUTAapHA
Teparis KJIOMiIOTpesieM TMOBUHHA OyTH KOPOTKOCTpOKOBOKO. CIlijJi YHHUKATH TPUBAJIOI IMOJBIHHOI
aHTUTpOMOOIMTApHOT Teparii (IuB. po3alt «DapMaKoIOTriuHI BIaCTUBOCTI»).

JlikyBanHsi B KOMOiHAIlIl 3 IHIIUMHA aHTUTPOMOOIIMTAPHUMHU 3ac00aMM, HAMPUKIIA] TIpacyrpesieM abo
TUKarpesopoM, He BUBUAJIOCS 1 HE pEKOMEHIYEThCH.

YrponoBx mepiofy JKyBaHHS PEKOMEHAYEThCS KIIHIYHMNA HArJsd, [0 BIJAMOBIA€ TMPAKTHIN
3aCTOCYBaHHS aHTUKOATYJISHTIB.

Pusuk po3BUTKY KpOBOTEY

SIk 1 mpW 3acTOCYBaHHI IHIIMX AHTHKOATrYJSHTIB, MAlliEHTH, SKI MPUHMAIOTh JIKapChKUN 3acid
®EHIKC®, noBuHHI TepeOyBaTH Mif peTENBHMM HATNSAOM JUIS BHSBICHHS O3HAK KPOBOTEHi.
PexomeHyeThCsl 3 00€pEKHICTIO 3aCTOCOBYBATH JIIKAPCHKUI 3aci0 MpH cTaHax, 10 CYIMPOBOIKYIOTHCS
MiABUIIEHAM PH3UKOM PO3BHTKY KpOBOTEY. Y BHUMNAAKY CEPHO3HOT KpOBOTEYI 3acTOCYBaHHS
nikapepkoro 3aco6y ®EHIKC® cnix npunuauty (aus. posain «[lepenosyBanusy»).
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VY Xxoni KITHIYHHX JOCHIKEHb KPOBOTEYI 31 CIM30BUX OOOJOHOK (HANpHWKJIaX HOCOBI KpOBOTEUi,
KpOBOTE€Yl 3 $ICEH, NUTYHKOBO-KHIIIKOBI KpPOBOTEYi, KPOBOTEYl 3 OpraHiB CEUYOCTATEBOI CHUCTEMH,
BKJIIOYAIOUM aHOMAJIbHY BariHaJIbHY KPOBOTEUY a00 MOCHIICHHS MEHCTPYaJIbHOI KPOBOTEU1) Ta aHEMis
BUHUKAJIM YacTille NMpU JAOBrOTPUBAIiNM Tepamii puBapokcabaHOM Ha TJIi OJHO- UM JBOKOMIIOHEHTHOL
aHTHarperanTHoi Tepamii. ToMy IOJAaTKOBO [0 HAJIEKHOTO KIIIHIYHOTO HAMNISIY Y BiJMOBIIHHX
BHUIMAJKaX JOIUIBHUM € TPOBEICHHSA J1ab0paTOPHOTO KOHTPOJIO ITOKa3HUKIB TeMOTjao0iHy /
reMaTOKPUTY 3 METOIO0 BUSBJICHHS MPUXOBAHUX KPOBOTEY 1 BU3HAYCHHS KIIHIYHOI 3HAYYLIOCTI SIBHUX
KpOBOTEY.

VY meBHHMX KaTeropil Maimi€HTiB, 3TiJHO 3 3a3HAYCHUM HIDKYE, CIIOCTEPITAETHCS IMIIBUIIEHUN PHU3UK
PO3BUTKY KpPOBOTEY. 3 OISy Ha Iieil (hakT JOLiNbHICTh 3aCTOCYBaHHS JiKapchkoro 3acody ®EHIKC®
y KOoMOiHamii 3 JBOKOMIIOHEHTHOK) aHTHATrPETaHTHOIO TEPAITIE€I0 MAIIEHTaM 3 MiABUIICHUM PU3HKOM
BUHUKHEHHS KPOBOTEUi Ma€ OyTH peTehbHO BUBAKEHA 3 YpaXyBaHHIM KOPHUCTI IIOJ0 MONEPEIKEHHS
aTepoTpoMOOTHYHUX siBHII. KpiM IIbOTO, TaKi MAI[I€EHTH MIiCJIsl TOYATKY JIKYBaHHS MOBUHHI ITepe0yBaTH
1] TWIBHUM HATJISIIOM JJISI BUSIBJICHHSI CHMITTOMIB T€MOpPAriuHuX yCKIIaTHEHb Ta aHeMil (IUB. pO3ALI
«IToGiuHi peakirii»).

[Ipu Oynp-sKOMY 3HIDKEHHI PIiBHS TeMOrIoOiHy abo apTepiaibHOTO THCKY HE3 siCOBAaHOI eTiojorii
HEOOX1IHO BUSBUTH JIKEPEJIO KPOBOTEUI.

Hespaxatoun Ha Te, 1m0 JIIKyBaHHS pUBAapOKcabaHOM HE BHUMAarae MOHITOPHHTY HOTO €KCIIO3HIIii,
BHU3HAUEHHS PIBHS pUBapoKcabaHy 3a JOMOMOTOI0 BiIKamiOpOBaHMX KUIBKICHHX TECTIB aHTH(aKTopa
Xa MOXKe BHUSBUTHUCS KOPHCHUM Y BHHATKOBUX CHUTYaIisiX, KOJHM BIJIOMOCTI MPO EKCHO3HIII0
puBapokcabaHy MOXYTh BIUIMHYTH Ha MPUIHATTS KIIHIYHUX PillIeHb, 30KpeMa MpH Mepeo3yBaHH1 Ta
EKCTPEHHX XIPypPTiuHUX BTPYUaHHSAX (TUB. po3ai1 «DapMaKoJIOTiuHI BIACTHBOCTI»).

HupkoBa HelOCTaTHICTD

VY marieHTiB 3 TSHKKOIO HUPKOBOIO HEJOCTATHICTIO (KiipeHC KpeaTuHiHy < 30 MII/XB) KOHILIEHTpAIis
puBapokcabaHy y mia3mi KpoBi MOXKE CYTTEBO IiABHUINYBaTHCS (B cepeAHbOMY B 1,6 pasa), 301IblIyt0un
pusuk kposoteui. Citi 3 o6epexHiCTIO 3acTocoByBaTH Jikapchkuii 3aci6 ®EHIKC® mamientam 3
KIIipeHcoM kpeaTuHiny 15-29 mn/xB. He pekoMeHayeThCsl MPpU3HAYATH JIKApChKU 3aci0 marieHTam 3
KIIIpEeHCOM KpeaTuHiny < 15 mi/xB (muB. po3aim «Crocid 3acTocyBaHHS Ta A031», «DapMaKoIOTiuH1
BJIACTHUBOCTI»).

Jlikapcekuii 3aci6 ®EHIKC® Heo6XimHO 3acTOCOBYBaTH 3 OOEPEXKHICTIO TAI[€HTAM 3 HHPKOBOIO
HE/IOCTATHICTIO CEPEAHbOTO CTYMEHS TSHKKOCTI (KiipeHc KpeaTtuHiHy 30—49 mi/XB), sIKi CyIyTHbO
3aCTOCOBYIOTh JIIKApChKI 3acO0M, 1110 MPHU3BOJAATH N0 MiJABHUILEHHS KOHLEHTpalli puBapokcabaHy y
ma3Mi KpoBi (TUB. po3ain «B3zaeMois 3 1HIIMMU JTIKapCHKUMH 3aC00aMU Ta 1HII BUIU B3aEMOIIN»).
BsaeMois 3 IHINMMU JIIKaPCLKUMHU 3ac00aMu

[pusnauenns nikapchkoro 3aco0y ®EHIKC® marieHtam, siki OTpMMYIOTH CHCTEMHE IiKyBaHHS
MPOTUTPUOKOBUMHU  JIIKAPCHKUMM ~ 3ac00aMH  a30JIbHOI  Tpynu  (HampuKIaJ  KETOKOHA30JI0M,
ITpaKOHa30J10M, BOPUKOHA30JI0M 1 IOCakoHa30jioM) abo iHriditopamu BlJI-mporeasu (Hampukman
pUTOHABIpOM), He peKoMeHayeThecs. Lli mikapchbki 3aco0M € aKTHUBHMMHM 1HTIOITOpaMH OJHOYACHO
130pepmentiB CYP 3A4 ta P-gp. SIk Hacmiiok, i JIKapchKi 3acO0M MOXYTh IiJBMIIYBAaTH
KOHIEHTPALlII0 pUBapoKcabaHy y Mja3Mi KpoBi A0 KJIIHIYHO 3HAYYIIOr0 PiBHSA (B CEPEAHBOMY Y

2,6 paza), 110 MiABHIIYE PU3HK KPOBOTEUi (UB. po3ain «B3aeMoist 3 IHITUMU JTIKaPCHbKUMHU 3ac00aMu
Ta 1HII BUJIA B3AEMOIII).

Heo0OxigHo 3 00epexHiCTIO MpHU3HAYaTH PHUBApPOKCcadaH MallieHTaM, fKi OJHOYAaCHO 3aCTOCOBYIOThH
JKapchKi 3aco0u, 110 BIJIMBaKOTh Ha remocras, Hanpukiaa HII33, ACK Ta inribitopu arperaiuii
TpOMOOIUTIB 200 CeIEeKTUBHI 1HTI0ITOPH 3BOPOTHOTO 3axoryieHHs ceporoHiny (CI33C) Ta inriditropu
3BOPOTHOTO 3axoIuieHHs1 cepoToHiHy-HopeniHedpuny (I33CH). Ilpum npusHadeHH1 mnamieHTam 13
PU3UKOM BHPA3KOBOI XBOPOOM IUTYHKOBO-KHIIKOBOTO TPAKTy CIiJl PO3IJISHYTH MUTaHHSA IPO
MPOBEACHHS BIJIMOBITHOTO TPOQPUIAKTUYHOTO JIIKyBaHHS (AWB. po3aum «Bzaemomis 3 1HIIHMEH
TKapChKUMHU 3ac00aMU Ta 1HINI BUIU B3aeMOii» Ta «DapMaKkoIoriuHi BIACTHBOCTI).

[TamienTH, $K1 OTpUMYBad pPHUBApPOKCaOdaH Ta AHTHUTPOMOOIMTApPHI JIKApChKi 3aco0M, TOBUHHI
MPOOBXKYBATH MOMEPETHBO po3noyaTy cynyTHio Tepamio HI133 e B Tomy pasi, SIKIIO KOPUCTD BiJ
HOro 3aCTOCYBaHHS MEPEBUIILYE PU3HK KPOBOTEYI.

IHI11 hakTOpPH PU3UKY PO3BUTKY KPOBOTEY
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Jlikapcekuii 3aci6 ®EHIKC®, sk i iHm aHTUTpOMOGOTHYHI JiKapchKi 3aCO0M, HE PEKOMEHIYEThCS
3aCTOCOBYBATH IPH JIIKyBaHHI IMAIIEHTIB 3 IMJABUIICHUM PHU3UKOM KpPOBOTEYi, Y TOMY YHCII TMpHU
HasIBHOCTI:

* BpOJIKEHOI a00 HaOyTOI MaToIorii 3rOpTaHHS KPOBI;

* HEKOHTPOJBOBAHOI TSKKOI apTepialibHOI TiepTeHs3ii;

* IHIIOIrO IUTYHKOBO-KHUILIKOBOI'O 3aXBOPIOBAHHSA 0€3 BUPAa30K B aKTUBHIMN CTalii, 110 MOKE NOTEHI1IHO
MPU3BOJUTU 10 TEMOpAriyHUX YCKJIaJHEHb (HANpUKIAJA, 3amajbHE 3aXBOPIOBAHHS KHUIICYHHKY,
e3o(arit, TacTpuT Ta racrpoe3odareanbHa pedrokcHa XBopo0a);

* CYIMHHOI pETHHOMATII;

» OpoHXOEKTa3y a0o JereHeBoi KPOBOTEYi B aHAMHE31.

Crin 3 o0epexHiCTIO Mpu3HavaTH Jikapcbkuid 3aci6 mamientam 3 'KC ta [XC/3ITA, ki MaroTh:

* BiK > 75 pokiB Ta omHoyacHOo oTpuMyiloTh ACK a6o ACK i3 kiomigorpeneM 4d THUKJIOMIIHHOM.
Heo0OximHO peryiaspHO MPOBOJIUTH OLIHKY KOPHUCTI / PU3UKY MPOBEICHOTO JIIKYBaHHS Y KOXKHOTO
OKpEMOro Talli€HTa;

* HU3BKY Macy Tima (< 60 kxr) ta omHoyacHo otpuMyroTh ACK abo ACK i3 kiomjgorpenem 4u
THKJIOI JUHOM;

* IXC i3 TSDKKOIO CHUMIITOMHOIO CEpPIIEBOIO HEJOCTaTHICTIO. JlaHl HOCTiKeHHS CBIIYaTh MPO TE, IO
TaKi Mali€eHTH MOXYTh OTPUMATH MEHINY KOPHUCTH BiJ JIIKyBaHHS pHBapoOKcaOaHOM (IHB. PO3ILI
«DapMakoIMHAMIKAY).

[NarieHTH 3 OHKOJIOTIYHUM 3aXBOPIOBAHHIM

ITamieHTH 31 3709KICHUMH 3aXBOPIOBAaHHAMM OJHOYACHO MOXYTh MaTH MiJBUILEHUH PU3UK KPOBOTEUl

Ta TpoMOO3y. [HIMBITyaTbHY KOPHUCTH AHTUTPOMOOTHYHOIO JIIKYBAaHHS CIiJ[ OIIHWTH TIOPIBHSHO 3

PU3HUKOM KPOBOTEY Yy MAII€HTIB 3 aKTUBHUM OHKOJIOTTYHUM 3aXBOPIOBAHHSM, 3aJI€KHO B1Jl JJOKaIi3alil

MyXJINHU, TPOTUITYXJIMHHOI Tepamii Ta cTtaiii 3axBoproBaHHs. [IyxJimHUM, po3TamoBaHi y IUTYHKOBO-

KHILIKOBOMY TPaKTi a00 ceqocTaTeBOMY TPaKTi, OyJu MOB’sA3aHi 3 MiIBUIIEHUM PU3UKOM KPOBOTEYI ITi]T

qac JiKyBaHHS pUBapOKCabaHOM.

3acTocyBaHHS pPHUBApPOKCAOaHy MPOTHIIOKA3aHE MallieHTaM 31 3JIOSKICHUMH HOBOYTBOPEHHSMHU 3

BHCOKHM PH3UKOM KPOBOTEY (IHB. po3in «[IpoTunokasanus»).

IlarieHTH 31 IITYYHUMU KJIallaHaMH cepls

PuBapokcaban He cmig 3acTOCOBYBaTH il TPOMOOMPO(ITAKTUKM Tali€HTaM, $Ki HEIIOAaBHO

NepeHecay TpaHcKaTeTepHy 3aMiHy aoptanpHoro kiamaHa (T3AK). besneky Ta edexkTuBHICTH

puBapokcabaHy HE BUBYAJIM y MAIIEHTIB 31 IITYYHUMU CEpLIEBUMU KJIallaHaAMU, TOMY BIICYTHI JlaHi, sIKi

HiATBEPIXKYIOTh, 110 JIIKApChbKUH 3aci0 3abe3nedye JOCTaTHIO aHTUKOATYJIALIIO Y i€l TPYNH Nalli€HTIB.

He pexomenyetses 3actocoyBatn ®EHIKC® n1s mikyBaHHS TaKMX MAIli€HTIB.

[MarienTty 3 anTudochHONINIAHUM CHHIPOMOM

He pexoMmeHIyeThcs 3aCTOCYBaHHA MPSIMHUX TEPOPATBHUX  AHTUKOATYJSHTIB, BKIIOYAIOUU

puBapokcalaH, MalieHTaM 13 TpoMOO30M B aHaMHe3l 3 JIarHOCTOBaHMM aHTU(OCHOIIINITHIM

CHUHIPOMOM. 30KpeMa, y Mall€HTIB, K1 MalOTh MiATBEPAKEH1 MMO3UTUBHI PE3yJIbTaTH TECTY JJS BCIX

TpbOX aHTU(HOCPOIMINITHUX aHTUTLI (BOBUAKOBHM aHTUKOATyJISTHT, aHTUKAP/I10JIIIIHOBI aHTUTLIA, aHTH-

Oera-2-rmikonpoTein-l-aHnTuTina), Tepamis NPSIMAMH TEPOPATBHUMH aHTHUKOATYJISHTAMHA MOJKE

HiABUILUTH PU3UK MOBTOPHUX TPOMOOTHYHUX SBUII MOPIBHIHO 13 TAKUMHU IPH Teparii aHTaroHiCTaMu

BiTaminy K.

IMarienTy 3 iHCYynbTOM Ta/ab0 TIA B aHaMHe31

Hayieumu 3 2ocmpum KOpOHAPHUM CUHOPOMOM

Jlikapcwkuit 3aci6 ®EHIKC® 2,5 mr npoTumnokasanuii mamientam 3 TKC Ta incymstom a6o TIA B

aHamue3l (muB. posmin  «lIporunokazanHs»). BuBYamM TOOAWHOKI BHUITAIKH 3aCTOCYBAaHHS

puBapokcabany y namienTis 3 'KC Ta incynsrom a6o TIA B anamHesi, ane HasiBHI 0OMeXeH1 JaHi 11010

e(eKTHBHOCTI BKa3yIOTh Ha BIJICYTHICTh IlepeBar Takoro JiKyBaHHS y BKa3aHiM MIATPYIi Halll€EHTIB.

IHayienmu 3 iwemiynow x60pobor0 cepys / 3ax60prOBAHHAM nepugepudnux apmepii

[TamieHTH 3 1IEMIYHOIO XBOPOOOIO ceplisl / 3aXBOPIOBAaHHAM MepUPEpUYHUX apTepiil 13 reMopariuHuM

a0o0 JIakyHapHUM 1HCYJIbTOM B aHaMHe3l a00 3 IMIEMIYHUM HeJaKyHapHUM IHCYJIbTOM, MEPEHECEHUM

MPOTSITOM OCTAaHHBOTO MICSIIS, HE JOCTIKYBAIHUCS (IUB. po3ain «[Ipotumokaszanssy).

[TarieHTH Mics HEIIOIABHO MEPEHECEHOI MPOLeIypH PEBACKYIIIpH3allii HUKHBOI KIHIIIBKH 3 IPUBOY

cumnitomHoro 3I1A 3 monepennim iHcynbToM abo TIA He mocmimkyBamucs. SIKIIO MamieHT OTPUMYE
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T0/IBiiiHy aHTUTPOMOOLMTAPHY TEpAITilo, CIIiJl YHUKATH 3aCTOCYBaHHs Jlikapchkoro 3acoby ®EHIKC®,
Ta0JIETKU, BKPUTI IJTIBKOBOIO 0O0JIOHKOO, TI0 2,5 MT.

HeiipoakcianbHa (emiypasibHa / clliHaJIbHa) aHecTe3is a00 MyHKITis

[Ipu HelipoakcianbHii aHecTe3ii (emaypalibHiil / CliHAIbHIA aHecTe3ii) a00 BUKOHAHHI CITIHAIBHOI /
eI lypaJIbHOI MMyHKIII1 iICHYE PU3UK PO3BHUTKY €IiIypalibHOi 200 CHUHHOMO3KOBOT TéMaTOMH, II0 MOXKE
MIPU3BECTH JI0 TPUBAIOTO Y HEOOOPOTHOTO Mapaiivy y Mali€HTiB, Ki 3aCTOCOBYIOTh aHTUTPOMOOTHYHI
3aco0m [T MPOQLITAKTUKE TPOMOOEMOOIIYHUX YCKIaIHEHb.

Pu3uk 1nmx yckiIagHEeHb MABUIIYETHCS TMPH  MICISONEpaIiiHOMY BHUKOPHUCTAaHHI TOCTIMHHMX
eniaypaJbHUX KaTeTepiB a00 CYIyTHROMY 3aCTOCYBaHHI JIIKAPChKHUX 3aco0iB, IO BIUIMBAIOTh Ha
remMoctas. TpaBmarnuyHa a0o0 TOBTOpHA emigypajbHa YM HEHpoakcialibHa ITYHKI[S TaKOX MOXKeE
HiJBHIYBATH PU3MK BKa3aHUX yCKJafgHEeHb. [lamieHTn noBUHHI nepedyBaTH MiJl CHOCTEPEKEHHAM IS
BUSIBJICHHS CHMIITOMIB HEBPOJIOTIYHUX PO3JIaiB (TaKUX SIK OHIMIHHS a00 BiIUyTTs c1aOKOCTi y HOrax,
TUC(hYHKIIS KHIIEYHUKY a00 cedoBoro Mixypa). [Ipy BHsABIECHHI HEBPOJIOTTYHOTO Ae(PIiIUTy HEOOX1aH1
TEPMIHOBA JIIarHOCTUKA Ta JIiKyBaHHs. Jlikap MOBHHEH OI[IHUTH MOTEHIIIHY KOPUCTh 1 PU3UK IMepe.
IIPOBE/IEHHSAM TAaKOTO BTPYYaHHS Y MALI€HTIB, Kl 3aCTOCOBYIOTh AHTUKOAryJIsHTH a00 rOTyIOThCA 10
3aCTOCYBAaHHS AaHTUKOATYJISHTIB 3 METOIO MPO(ITAKTHKH TPOMOO3Y.

BiacyTHili KIiHIYHHANA JOCBi 3aCTOCYBaHHS puBapokcabaHy 2,5 Mr 1 aHTUTPOMOOIIMTAPHUX JTIKAPCHKHUX
3ac00iB y Takux cutyarisx. Ciifi IpUIMHATH 3aCTOCYBaHHS 1HTI0iTOpa arperarii TpOMOOIUTIB 3TiTHO
3 IHCTPYKILI€IO JIJIs1 MEITMYHOTO 3aCTOCYBAHHS BiJMOBIAHOIO JIKAPCHKOTO 3aC00Yy.

JUIs 3HVDKEHHS TOTEHIIWHOTO PH3WKY KPOBOTEUl, acOIIMOBaHOI 13 OJHOYACHUM 3aCTOCYBaHHSIM
puBapokcabaHy 1 HeipoakcialbHOW (emiIypalbHOI / CHIHAJIBHOIO) aHECTe3i€l0 abo IMMyHKIIEIO,
HeoOXigHO Opatu 10 yBaru (papMakoKiHETWYHUH mpodins puBapokcabany. BcranoBieHHs abo
BIJIYYEHHS eliAypajbHOIo Karerepa abo JIIoMOanbHOI MyHKIIT HallKpalle IPOBOIUTH, KOJIH OYIKY€ETHCS
CIIaOKMil aHTUKOATyJISTHTHHIA eeKT puBapokcadbany (IuB. po3ain «DPapMaKkOKiHETUYHI BIACTHBOCTI).
OnHak TOYHMH yac AOCSATHEHHS JOCTaTHbOTO 3HMKEHHS AHTUKOATYJISHTHOTO €(pEeKTy B OKPEMOTro
narieHTa HeBiJOMUH.

PexomMeHnnariii nio/10 A03yBaHHs JiKapChbKOro 3acO0Yy /IO Ta IMiciis iHBa3WBHUX MPOLIEAYP 1 ONEPaTUBHOTO
BTPYYaHHS

VY pa3i HeoOXiTHOCTI 1HBa3UBHUX MpoLEAYyp ado XipypriyHUX BTpydaHb MPUHOM JIIKAPCHKOTO 3ac00y
®EHIKC® 2,5 Mr c1iji IpUIHHATH K MiHiMyM 3a 12 FOIMH 10 HOYaTKy BTPYYaHHS, AKIIO 11€ MOKIIHBO,
Ta 0a3yeThCs Ha KIIHIYHOMY pIllIeHH] JiKaps. SKI1o onepaTUBHE BTpyYaHHS MOKHA BIATEPMIHYBATH Ta
aHTUTPOMOOIMTApHUN e(EeKT He BIANOBIJAE HEOOXIAHOMY pIBHIO, NMPUHOM IHTIOITOPIB arperarii
TPOMOOIUTIB HEOOXIJHO NPHUMNMHUTH BIAMOBIJHO JO IHCTPYKIII Ul MEIUYHOTO 3aCTOCYBAaHHS
JKApChKOTO 3aco0y. SKmio mporenypy He MOKHA BIAKIACTH, CJIIJl OIIHUTH MiABUIICHHS PU3UKY
BUHUKHEHHS KPOBOTEU1 3aJI€KHO B TEPMIHOBOCTI BTPYYaHHS.

3acrocyBanHs nikapcbkoro 3acoby ®EHIKC® moTpiGHO BiHOBHTH SKHAHIIBHAIIE ITiCHS iHBA3HBHOI
nporenypu abo XipypriuHoro BTpy4aHHs, SIK TUIBKU JJOCATHYTO a/IeKBaTHOTO FeMOCTa3y Ta SIKIIO Horo
3aCTOCYBAaHHS JI03BOJISIE KJIIHIYHA CHUTyallisl B LUJIOMY, 110 BCTAHOBJIEHO JIKapeM (JIMB. pO3ALI
«DPapMaKOKIHETHKAY).

JTarieHTH JITHBOTO BIKY

Pusuk po3BUTKY KpoBOTe4Y MOKe 30imbIIyBaTucs 3 BIKOM (IuB. po3ain  «Dapmakonoriui
BJIACTUBOCTI»).

JlepMaToJIoriyHi peakiii

Cepiio3Hi MIKipHI peakiiii, BKIo4Yaoun cuHapoM CriBeHca—/[P)KOHCOHA / TOKCUYHUHN emiaepMabHUI
Hekpomiz Ta DRESS-cunapom (peakuis Ha nikapchbkuil 3aci0 3 €03MHOQUIIEI0 Ta CHUCTEMHHMHU
CUMIITOMaMH), y 3B’SI3KYy 13 3aCTOCYBAHHSM pHBAapoKcabaHy 3apeecTpoOBAHO y MiCIspeecTpaliiHul
nepion (auB. po3ain «[lob6iuHi peakuii»). Pu3nk mux peakuiil y namieHTiB, HMOBIpHO, € HABUIUM Ha
MOYaTKy Tepalii: MosBa peakuiid y OUIBIIOCTI BUIAJKIB BiAOyBajacss MPOTATOM MEPIIUX THXKHIB
mikyBaHHsA. Ilpu mepmux mnposiBax TSDKKUX INKIPHUX BHCUIIB (HANpHKIAJ, TeHepali3alis,
iHTeHCcHiKallisg Ta/abo YTBOpEHHS NyXupiB) ab0 OyAb-SKHUX IHIIMX O3HAKaX TINEpPUyTIUBOCTI Y
MO€HAHHI 3 YPAKEHHSM CIIM30BO1 000JIOHKH CIIi/1 IPUITMHUTH 3aCTOCYBAaHHS pUBapOKCabany.
Iadopmariig Ipo AOIMOMIYKHI PEYOBUHU

Jlikapcwkuit 3aci6 ®EHIKC® mictuTh nakTo3y. SIKIIO y NalieTa BECTAHOBIEHO HEMEPEHOCUMICTD JESKHX
IYKPIB, CJI1 MPOKOHCYJIbTYBATHUC 3 JIIKapeM, IepIl HK MpUMaTH el JlikapchKHii 3aciO.
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Leit mikapchKuit 3aci0 MiCTUTBH MeHIIE Hixk | MMomb HaTpiro (23 Mr) B 0fHI# TabMIeTII, TOOTO MPAKTUYHO
BUIBHHH BiJ HATPIIO.

3acmocysanna y nepioo eazimnocmi abo 200y8anHs pyooro

BariTtHicTh

EdexTuBHicTh Ta O€311eKa 3aCTOCYBaHHS pUBapOKca0aHy BariTHUM JKIHKaM HE BCTaHOBJICHI. Pe3ynbTaTn
JOCIHIKeHb Ha TBapHHAX BKa3ylOTh Ha PEHPOAYKTHBHY TOKCHYHICTH (IUB. po3nain «Dapmakoioriudi
BJIACTHBOCT1»). 3 OIVIsIY HA MOTEHLIMHY PENPOTYKTUBHY TOKCUYHICTh, PU3HK KPOBOTEY Ta JaHi MO0
IIPOXO/KEHHS PHBApOKCcabaHy uepes IUIAleHTY 3aCTOCYBaHHs Jikapchkoro 3acoby ®EHIKC® mix uac
BariTHOCTI MpOTUTIOKa3aHe (MuB. po3ain «IIpoTumnokazaHHsy).

l'onyBaHHS rpyaio

EdextuBHicTh Ta Oe3meka 3acTOCyBaHHS pHBapokcabaHy >KiHKaM, fKI TOAYIOTh TPYIJI0, HE
BCTAHOBJICHI. Y Pe3yabTaTl IOCIIPKeHb Ha TBapHMHAX BCTAHOBJIEHO, IO pUBApOKCabaH MpPOHUKAE Y
rpyaHe Mojioko. Biamosinno mikapebkuii 3aci6 ®EHIKC® npoTunokasanuii 10 3aCTOCyBaHHS y TIEPiof]
roxyBaHHa Tpymao (auB. po3min «lIporunokazanHs»). HeoOXigHO TPHAHATH PIlIEHHS CTOCOBHO
NPUITMHEHHS TOAYBaHHS IPYI0 a00 MPUINMHEHHS / TPU3YIIMHEHHS Tepaltii.

DepTUIbHICTD

CrenianbHi JOCHIKEHHS BIUIMBY pHBapoKcabaHy Ha (EpTHIIBHICTh Y JIIOJUHH HE mpoBoawin. [Ipu
JociKeHH1 (epTUIILHOCTI y CaMIliB Ta CAMHULIb ITypiB HE OYIJI0 BIAI3HAYEHO JKOAHUX 3MiH (JIUB. PO3/LT
«DapMaKoJIOTi4HI BIACTUBOCTIY).

Kinku 3 penpoAYKTHUBHUM MOTEHI1aJI0M / KOHTpAaLleMIIis

XKinkam 3 pENpOAYKTUBHUM TIOTCHIIAJIOM CIIiJ] 3armo0iraTd BariTHOCTI IIiJ dYac JIIKyBaHHS
PHBapOKCabaHOM i 3aCTOCOBYBaTH Jikapchkuii 3aci6 ®EHIKC® nume 3 eheKTHBHOI KOHTpAIETIIIIEIO.

30amuicms éniueamu Ha WIGUOKICMb peakyii npu KepyGanHi aGmOmMpaHCnoOpmom ado iHwumu
MexaHizmamu

PuBapokcabaH mposiBiisie HE3HAUHUN BIUIMB Ha 3/1aTHICTh KEPYBaTH aBTOTPAHCIOPTOM ab0 1HIIMMU
MexaHizMamu. lloBimomisiocs mpo Taki MmoOiYHI peakmii SK CHHKOMAJIbHHWNA cTaH (He4YacTo) ado
3anmamMopoveHHs (4acTto) (muB. po3ain «I1o0iuHi peakiiin).

[MTamienTam, y SKHX BiJI3HAYAIOTHCS TaKi MOOIYHI peakilii, He CJIiJI KepyBaTH TPAHCIIOPTHUMH 3aC00aMHU
a0o0 mpalroBaTH 3 IHITUMHU MEXaHI3MaMHU.

Cnoci6 3acmocysanna ma 003u

Jlo3yBaHHs

PexomenoBana y103a 2,5 Mr 2 pas3u Ha 100y.

o Locmpuii koponapuuii cunopom

TamienTn, ki mpuitmMaroTh mikapceekuii 3aci6 ®EHIKC® 2,5 mr 2 pasu Ha 100y, TakoX MOBMHHI
npuiiMat ACK y no6oBiit 1031 75—-100 mr un ACK y 1o60oBiii 1031 75—100 Mr pazom i3 Kionigorpesnem
y 1000Bi# 1031 75 Mr abo 31 CTaHIaPTHOIO JOOOBOIO 03010 TUKIIOMIAUHY.

Heo0xigHO peryispHO MPOBOAMTH OLIHKY JIIKYBaHHS Y KOXXHOTO OKPEMOIO Malli€HTa, BPaXOBYIOUHU
CHIBBIJTHOILIEHHSI PU3MKIB PO3BUTKY IIIEMIYHUX MOPYIIEHb 1 KPOBOTEY. 3Ba)Kal0OUM Ha OOMEKEHUM
JIOCBiJ] 3aCTOCYBaHHS pUBapoKcabaHy MPOTAroM mepioxy 10 24 MICSAILIB, pILIEHHS NPO TPUBANICTh
JMIKyBaHHS TOHAM 12 MICAIIB TPUAMAETBCA B  IHAUBIAYAIbHOMY TMOPSAKY (IUB.  PO3ILT
«®DapMaKoJIOTi4HI BIACTUBOCTI»).

3actocyBaHHS Jikapchkoro 3aco0y ®EHIKC® crix posmounmsaté ofpasy michs crabimizamii cramy,
noB’si3anoro 3 'KC (Bkitoyaroun peBacKyisipu3auiiHi npouenypu). JIikyBaHHs JIiKapCbKUM 3aCO00M
®EHIKC® crix po3nouynHaTH He paHille Hix depe3 24 TOAMHH HicyIs TOCTITANI3AIIT, TOI K Tepartiio
NapeHTepAIbHUMHU aHTUKOATYJIIHTaMH 3a3BUYall IPUITHHSIOTb.

J lwemiuna xeopoba cepus / 3ax60pio8anHs nepudepuiHux apmepiu
ManieHTy, AKi OpuitMaloTh Jikapchkuit 3aci6 ®EHIKC® 2,5 mr 2 pasu Ha 106y, TaKOX MOBMHHI
npuitmatu ACK y no60Biit 1031 75-100 mr.
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VY marmieHTiB micas YCHIIIHOT NpPOLEAYpH pEeBacKylsipHu3alii HIKHBOI KIHIIBKM (XipypriuHoi abo
€HJI0BACKYJISIPHOI, BKITIOUAI0UX T1I0pUIHI MPOIeAYpH) 3 TpuBOAY cuMnToMHOTO 3ITA JiKyBaHHS HE CITif
PO3MOYMHATH IO AOCATHEHHS reMocTa3y (IuB. po3aia «DapMaKoIoriuHi BIaCTHBOCTI»).
TpuBamicTh JIKyBaHHS CJIiJI BU3HAYATH JUIsI KOKHOT'O OKPEMOTO TMaIliEHTa Ha OCHOB1 PEryJIsipHOI OI[IHKH
cTany, Oepy4H 10 yBard CIiBBiIHOIIEHHS PU3HUKIB PO3BUTKY IIEMIYHUX MOPYIIEHb 1 KPOBOTEY.
o I'KC, IXC/31IA
Oounouache 3acmocy8anus 3 AHMUACPE2AHMHOIO MEPanicto
VY maunieHTiB i3 TOCTPUM TPOMOOTHYHHUM SIBHIEM a00 MICNs CyJUHHOI MPOLEAYpH MPH HEOOXiTHOCTI
MIPOBEJICHHS IMOJABINHOI aHTHArperaHTHOI Tepamii MPOJOBKEHHS 3aCTOCYBaHHS JIIKApPCHKOrO 3aco0y
®EHIKC® 2,5 mr 2 pasu Ha 100y CIIij OI[iHIOBATH 3 ypaXyBaHHAM XapaKTepy SBHINA YU MPOIEAYPH Ta
pEKUMY aHTHATrPETaHTHOI Tepartii.
EdextuBHicTh Ta Ge3MeKa 3aCTOCYBAaHHS Jikapchkoro 3acoby ®EHIKC® 2,5 mr 2 pasu Ha 100y y
KOMOIHaIIi1 3 TOIBIHHOIO aHTHATPETaHTHOIO TEPAITIEI0 BUBYAIIUCS Y MAIIEHTIB:
e 3 gemoaaBHo nepenecennM ['KC — y komb6inanii 3 ACK ta kimonigorpeneM / THKIOM AMHOM
(muB. po3nin «I[lokazaHHs»);
® [iCiIA HEUIOJABHO IMEPEHECEHOI MPOIeNypH PEeBACKYIApHU3allil HUKHBOI KIHLIBKH 3 TPUBOIY
cumnromuoro 3[IA — y kom6inarii 3 ACK Ta, sikmo Oysi0 J0IiIbHO, KOPOTKOCTPOKOBHM
3aCTOCYBAaHHSM  KJjomjgorpemto  (auB. po3ain  «OcoOMMBOCTI  3aCTOCYBaHHS»  Ta
«DapMaKoJIOT14HI BIIACTUBOCTI»).

IIponyck nputiomy mabremxku

VY pasi nponycky npuiioMy TaOJEeTKH Mali€HTY CIiJl MPUHHATH HACTYIHY J03Y JIIKAPCHKOTO 3aco0y
®EHIKC® BiAmoBifHO 10 3BUYAHOTO rpadiky npuiiomy. He ciia npuiiMaTu nojaBiiiHYy 103y 3 METOIO
KOMIIEHCAITIT TPOMYIICHOI JO3H.

Ilepexio 3 anmazonicmie eimaminy K (ABK) na ®EHIKC®

Ipu nepexoni narientis 3 ABK na ®EHIKC® nicis npuitomy nikapeskoro 3acody ®EHIKC® snauenns
MHB wmoxyTs Oytu xubHo ninBuieHi. MHB He € BanimoBaHUM METOOM OILIIHKH aHTUKOATYJISIHTHOI
aKTHBHOCTI Jikapchkoro 3acoby ®EHIKC®, tomy He cmig #0ro BHKOPUCTOBYBATH (IHB. O3l
«B3aemois 3 IHIIMMH JIIKAPCHKUMHU 3aC00aMU Ta 1HIII BUIU B3aEMOIIN).

ITepexio 3 nikapcvkozo 3acoby PEHIKC® na anmazonicmu simaminy K (ABK)

IcHye pHU3MK HETOCTATHLOTO PiBHSA aHTHKOATYJIAIII MpU Mepexoi 3 Jikapchkoro 3acoby ®EHIKC® na
ABK. flk 1 mix yac Oyap-sIKOTO NEpeXoy Ha aJbTEpPHATUBHUN AHTHUKOAryJSHT, y LIbOMY BUNAJAKY
noTpiObHO 3ale3nednTH Oe3nepepBHY aJeKBaTHY aHTHKoaryisuito. Ciiag BpaxoByBaTH, L0 Ha Tii
3acToCcyBaHHA Jikapchkoro 3acoby ®EHIKC® mosxmuse minsumenns 3aadenas MHB.

V pasi nepexony 3 nikapcekoro 3aco6y ®EHIKC® ua anraromict sitaminy K ABK ciin npuiimaru
onnouacHo 3 DEHIKC®, noku nokxasauk MHB re 6yze cranoButh > 2,0. YIIPOIOBXK MEPINX IBOX JHIB
nepiofy IMepexoqy MOKHA 3acTOCOBYBaTH cTaHfapTHe no3yBaHHS ABK. Jlami nosyBanns ABK
KOPHTYeEThCS 3aiexHO Bij 3HaueHHs MHB. TTokn manieHT omHouacHo 3actocoBye ®EHIKC® i ABK,
MHB cnin Bu3Ha4aTu He paHille HiX uepe3 24 roJuHM Miciis NpUiloMy OCTaHHBOI J103H JIIKAPCHKOTO
3acoby ®EHIKC®, ame mepexn mnpuifoMoM HacTymHOi Jikapchkoro 3aco0y ®EHIKC®. Ilicns
TIPUTIMHEHHS 3aCTOCYBaHHA Jikapchkoro 3acoby ®EHIKC® MHB MokHa JOCTOBIpHO BH3HAYATH
noHalMeHmIe yepes 24 TOIMHM TCIs TIPHIOMY OCTaHHBOI J03H Jikapchkoro 3acoby ®EHIKC® (nus.
po3ainu «B3aemofis 3 IHIIMMH JIKApChKUMHU 3ac00aMu Ta 1HIII BUIU B3aEMOIiN», «DapmakonoriuHi
BJIACTUBOCTI»).

Ilepexio 3 napeHmepanvbHuUx AHMUKOA2YIAHMIB HA DEHIKC®

[amieHTH, sKi OTPUMYB&IM TApEHTEPATbHI AHTHUKOATYJSIHTH, TPHUIHHSIIOTH  3aCTOCYBAaHHS
AHTUKOAryJISIHTY Ta IOYMHAIOTH NPUioM Jlikapchkoro 3acoby ®EHIKC® 3a 0-2 roaunu 10 HacTyIHOro
IJIAHOBOTO BBEJIEHHS IMapeHTEPAIbHOIO JIKAPCHKOTO 3aco0y (HAampHKIaJ HU3bKOMOJEKYISIPHOIO
rernapuny) abo ojpa3y Micis NPUIMHEHHS 3aCTOCYBAHHS JIKapChKOTO 3aco0y Ui TpPUBAIOro
MapeHTEepaIbHOTO BBEIEHHA (HAIpHKiIal HE(PpPaKIiOHOBAHOIO TeMapuHy Uil BHYTPIIIHBOBEHHOIO
BBEJICHHS ).

ITepexio 3 nikapcvkozo 3acoby PEHIKC® na napenmepanvhi anmuxoazynsnmu

[lepry n03y mapeHTepaabHOr0 aHTUKOAryJsHTY BBECTH TO[i, KOJHM MOTPIOHO OyJ0 3aCTOCOBYBAaTH
HACTYIIHY /103 JliKapchkoro 3acoby ®EHIKC®.
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3acmocysannsa ocobausum kame2opiam nayicHmis

Tayieumu 3 nopyuenHam Qyukyii HuUpox

HasBHi 0OMexeH1 KJIIHIYHI JaHi CTOCOBHO TMALlI€HTIB 3 HUPKOBOIO HEJOCTATHICTIO TSXKKOTO CTYIEHS 3
KJIIpEHCOM KpeaTuHiHy 15-29 Mi1/XB BKa3ylOTh Ha 3HAYHE ITiABUIIICHHS KOHIICHTPAII1 puBapoKcadany y
mWIa3Mi KpoBi IMX MallieHTiB. 3Bakalouum Ha Iie, NPM NiKyBaHHi Takux mnamientis ®EHIKC® cnin
3aCTOCOBYBATH 3 O0EPEIKHICTIO.

3acTocyBaHHS JIIKapChKOTr0 3ac00y HE PEKOMEHJIYEThCS Malli€eHTaM i3 KIIPEHCOM KpEeaTHHIHY MEHIIe
15 mn/xB (muB. po3ainu «OcoOIMBOCTI 3aCTOCYBaHHM 1 «DapMaKOKIHETHKAY ).

[Ipu mpu3HaueHH1 Mali€eHTaM 3 HUPKOBOIO HEJOCTATHICTIO JieTKoro (KiipeHc kpeatuHiny 50—-80 mi1/xB)
abo cepennboro (kimiperc kpeatuHiny 30—49 Mi/XB) CTyNeHs TSHXKKOCTI KOPEKIlis 103U HE MOTpiOHa
(muB. po3ain «DapMaKOKIHETHKAY).

Tayiecumu 3 nopywennsam Qyuxkyii neuinku

Jlikapceknii  3aci6  ®EHIKC® npoTunokasaHuii HamieHTaM i3 3aXBOPIOBAHHSAMM IEUiHKH, IO
ACOIIOIOTHCS 3 KOATYJIONATIEI0 Ta KITHIYHO 3HAYYIIIMM PU3HUKOM KPOBOTEYi, Y TOMY YMCII MAIli€HTaM 3
nupo3oM rnedinku kiacy B ta C 3a knacudikariero Yaitnma—II'1o (nuB. po3aimu «lIpoTumnokazanasy,
«DapMaKOKIHETHKAY).

Ilayienmu nimnvo2o 6iky

Kopexkist no3u He motpibHa (auB. po3aumu «OcodIUBOCTI 3acTOCYBaHH» Ta «DapMaKOKIHETHKAY).
Pusuk po3BUTKY KpOBOTEY 301IBLIYETHCS 3 BIKOM (AMB. po3aisl «OcoOIUBOCTI 3aCTOCYBAHHS).

Maca mina

Kopexkuis no3u He notpibnHa (auB. po3aiiu «OcoOIUBOCTI 3aCTOCYBaHH» Ta «DapMaKOKIHETHKAY).
Cmamp

Kopexkis 1o3u He moTpiOHa (IuB. po3ain «PapMaKOKIHETHKA).

Ilediampuuna nonynayis

besneka Ta edexTuBHICT, TabIeTOK puBapokcabany 2,5 Mmr g Aitei BikoM Big 0 1o 18 pokiB He
Bcranosedi. Jlani BincyTni. Tomy Ta6nerkn @EHIKC® 2,5 Mr He peKOMEHIYIOTHCS IS 3aCTOCYBAHHS
JITSAM BiKOM 10 18 pokiB.

Crocib 3acTocyBaHHS

J111s mepopalibHOTO 3aCTOCYBaHHS.

Jlikapcekuii 3aci6 ®EHIKC® moxHa mpuilMaTH He3aleXHO BiJl BKMBaHHS DKi (JUB. PO3IiIH
«B3aemois 3 IHITUMU JTIKAPCHKUMHU 3aC00aMHU Ta 1HIIN BUIU B3aeMOI» 1 «DapMaKOKIHETHKAY).
Iloopibnennss mabremxu

J1114 marienTiB, SKUM CKJIaJHO KOBTATH LIIJIi TaOJIETKH, TAONETKY JIIKapChKOTro 3aco0y ®EHIKC® moxHa
NOAPIOHUTH Ta 3MIMIATH 3 BOAOK abo sA0MyyHUM MIOpe Oe3nmocepeHbO Mepes MepopaTbHUM
3aCTOCYBAHHSIM.

[TonpiOHeHi TabNeTKW MOKHA BBOJUTH Ye€pe3 Ha30TacTpaibHUN a00 NUTYHKOBUW 30H[ (IUB. PO3ALI
«DapmakokiHeTHKa» Ta «OcobIuBi 3aX0/11 OE3MEKN»).

Himu

EdextuBHicTh Ta 6€31€KYy 3aCTOCYBaHHS puBapoKcabaHy, TaOJIETKH, BKPUTI IJIIBKOBOIO 0OOJIOHKOIO, 10
2,5 Mr aitaM He BUBYaNHU. [laHi 3 1bOro mpuBoAy BiJACYTHI. TOMy HE peKOMEHIYETHCS 3aCTOCOBYBATH
®EHIKC®, Tabnerkw, BKPHTI TUIIBKOBOIO 00OJIOHKOIO, TIO 2,5 MT JITSM.

Ilepeoo3ysanns

3adikcoBaHi MOOJMHOKI BUIMAAKH Mepeno3yBaHHs 10 1960 mr. V pasi nepeno3yBaHHs MallieHTa CIij
pPETEeNbHO OIJIIHYTH HIOJO0 TaKWX YCKJIaJHEHb SK KpoBoTeda a0o0 1HIIMX MOOIYHMX peakiii (auB.
«JlikyBaHHSI KpoBOTeu» HIKYe). BHaciinok obmexxeHoi abcopOuii mpu BBEAECHHI pHBapokcabaHy Y
703ax, 110 3HaAYHO MEePEeBUIYIOTh TepaneBTU4H1 (50 Mr abo BHILE), OUIKY€EThCS €PEeKT HacCHUeHHs 0e3
MOJIAJIBLIIOTO 3POCTAHHS CEPEHBOTO PIBHS Y MJIa3Mi KPOBi.

HasiBHuii cnenndiunuii HeWTpanizyrounii 3aci0 (aHaekcaHeT anbda), IKuid NpoTuiie papMakoIOriuHUM
edexTaM puBapokcadbany (IMB. KOPOTKY XapaKTEPUCTUKY JIKapChKOro 3aco0y aH/ieKkcaHeT anbda). [Ipu
nepeo3yBaHHl JUTsi 3MEHIICHHS BCMOKTYBAaHHS pUBapoKcabdaHy MOXKHA 3aCTOCOBYBATH aKTHBOBAaHE
BYTLILIIS.

JlikyBaHHS KpOBOTEY
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[Ipy BUHMKHEHH] y Talli€HTa, SIKUM OTpUMYye puUBapokcabaH, yCKIaJHEHb y BUIJISAAI KPOBOTEUI CIIiJ
BIJIKJTACTH TIPUIOM HACTYITHOT 03U pUBapoKcabaHy ad0 MPUMUHUTH JIKYBaHHS 3aJI€KHO Bij CUTYyaIIii.
[lepion HamiBBUBEACHHS pHUBApOKCcabaHy CTaHOBUTH MNpHOMM3HO 5-13 roamH (AWB. pPO3ALT
«DapMakokiHeTrkay). JIikyBaHHS CIiJl TIPU3HAYATH IHIWBIAYaJIbHO, 3QJICKHO BiJl IHTCHCHBHOCTI Ta
JoKamizamii KpoBoTeui. Y pasi moTpedu MOXKHA TMPOBECTH HAJCKHE CUMITOMATHYHE JIKyBaHHS,
HaIpUKJIaJ MEXaHIYHy KOMIIPECII0 MpH 1HTEHCHUBHIM KPOBOTEUI 3 HOCA, XIPypriyHMNA reMocTas 3
MpOLIeypaMy KOHTPOJIIO KPOBOTEUi, BIAHOBICHHS BOJIHO-CIEKTPOJITHOTO OAlaHCy 1 reMOJIUHAMIYHY
HiATPUMKY, TEpPETUBAHHS IMPerapariB KpoBi (€pUTPOIMTAPHOT MAaCH YU CBIKO3aMOPOXKEHOI IUIa3MHu
3aJIe)KHO BIJ acoliiioBaHoi aHemii abo koarysomnatii) a0 TPOMOOITUTIB.

SIKIIO micis 3aCTOCYBaHHS 3a3HAUCHHMX BUINE 3aXO/IB KPOBOTEYA HE MPHUIIMHUIACH, CII PO3IIISTHYTH
MOMJIMBICTB 3aCTOCYBAaHHS CIENM(IYHOTO HEUTpaIi3yrouoro 3acoly (aHaekcaHery ainbda), iHriditropa
dakrtopa Xa, skuii mpotugie QapmakonorivauM edekTam puBapokcabaHy, abo CHeriaTbHUX
MIPOKOATYJISTHTHUX JIKAPCHKUX 3ac001B, TaKUX SK KOHIIEHTpAT mporpombinoBoro komiuiekcy (PCC),
KOHIIGHTPAT aKTUBOBAHOTO NpoTpoMOiHoBoro kKomruiekcy (APCC) abo pekombinanTauii paxrop VIla
(rf VIIa).

[Tpore kiHIYHMN JOCBiJ 3aCTOCYBaHHS X JIKApPCHKUX 3aCO0IB MpH Mepeo3yBaHHI pUBapOKCAOaHy
oOMexxeHnit. Pexomenpmariii Takok 0a3yrOThCS Ha OOMEKEHUX MOKIIHIYHHMX JaHWUX. PilmieHHsS mpo
KOpPEeKIio 103u pexoMOiHaHTHOTO (hakropa VIla Ta THTpyBaHHS NPUIMAIOTH 3 OTJISAY Ha CTYHiHB
KOHTPOJTIO HaJl KPOBOTEYECH0. Y pa3i MACHBHUX KPOBOTEU CIIiJI PO3IJIIHYTH TUTAHHS PO KOHCYJITAIIII0
reMaroJiora 3aJeXHo BiJl cUTyallil (AuB. po3ain «DapmMaKoIoriyHi BIACTUBOCTI»).

[Iporaminy cynbdar 1 BiTamiH K He MOBHHHI BIUIMBAaTH Ha aHTUKOATYISHTHY aKTUBHICTb
puBapokcabany. HasBHuii oOMEXEHHMI TOCBiJ 3aCTOCYBaHHS TPAHEKCAMOBOI KHCJIOTH Ta BiACYTHIH
JIOCB1JI 3aCTOCYBaHHS AaMIHOKAIPOHOBOI KHUCJIOTH 1 AamnpOTHHIHY TMalli€eHTaM, $Ki OTPUMYIOTh
puBapokcaban. HaykoBoro oOrpyHTYBaHHS IOUUIBHOCTI a00 JOCBiAy 3aCTOCYBAaHHS CHCTEMHOTO
TeMOCTATHYHOTO JIIKAPCHKOTO 3aco0y JECMONPECHHY Il YCYHCHHsS CHMITOMIB IEpe03yBaHHS
puBapokcabaHy HeMae. 3 OISy Ha BUCOKE 3B’S3yBaHHS 3 OUTKaMH IIa3MH KPOBI OYIKYETHCS, IIO
puBapokcabaH He BUBOJUTHUMETHCS 3 OPTaHi3My IILISTXOM Alalizy.

Hoobiuni peaxuyii

VY3aranpHeHu# npodine O6e3nexu

besneky puBapokcabany BuByanu y 13 kmodoBux pociijpkeHssax I ¢azu (quB. Tabnuio 8).

3aranoM 69608 nopocnux Mali€HTiB y A€B ATHAAUATH JociaipkeHHsx ¢asu Il ta 488 memiarpuynux
NalieHTiB 'y JBOX JociikeHHax ¢asum Il 1 pBox gocmijpkeHHsx ¢asu Il 3a3Hanu  BoMBY
puBapokcabany.

Tabmums 8
KinpkicTe marieHTiB, 3arajibHa A000Ba /1032 Ta MaKCHMaJlbHa TPHUBATICThH JIIKYBaHHS TOPOCIHX Ta
neAlaTpUYHMX MalieHTIB IpoTsirom pociikens 11 gasu

ITokazanns KinpkicTh 3arajgpHa J000Ba J103a MakcuMansHa
narieHris* TPUBATICTh
JIKYBaHHS
[TpodinakTruka BeHO3HOT 6097 10 mr 39 nHiB

tpomboemoOoiii (BTE) y nopocanx
MAIIE€HTIB, SIKUM TPOBOJSATH
OlepaTUBHI BTPY4YaHHS 3
€HJIONPOTE3yBaHHA KYJBIIOBOTO
ab0 KOJIIHHOTO CYIJI00iB

[Tpodinaktuka BTE y comatnunmx 3997 10 mr 39 nHiB
MaIi€HTIB

JlikyBaHHS TpOMOO3y ITHOOKHIX 6790 1-21 ngensn: 30 mMr 21 micsip
BeH (TT'B), pomboemOboutii 22 nenb 1 gami: 20 mMr

nerereBoi aprepii (TEJIA) Ta [Ticns monaiimente 6 MiCAIIIB:

npoQiTaKTUKA PELUIUBY 10 mr a6o 20 mr

JlixyBannst BTE Ta npodinaktrka 329 Jlo3a, ckopuroBaHa 3a Macor 12 micsimi
permauBiB BTE y noHomenux Tija, Ui JOCSATHEHHS TaKoi kK
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HOBOHAPOJKEHUX Ta AiTel (BiIKOM eKCIO3HIi, 5K 1 Y TOpOCTuX,

10 18 pokiB) micis movyaTKy K1 oTpuMyBaiu 20 Mr

CTaHJApTHOI aHTUKOATYJISIHTHOL puBapokcabany 1 pa3 Ha 100y

Teparii qutst stikyBaHHs TI'B

[IpodinakTuka iHCYIBTY Ta 7750 20 mMr 41 micsup

CHUCTEMHOT eMO0JI1i y TOpOoCInXx
MAII€HTIB 3 HEKJIATTAHHOIO
GbiOpusIi€ero mepeacepab

[Mpodinakruka 10225 5 mr a6o 10 Mr BiAMOBiTHO 31 micsamp
aTepPOTPOMOOTHYHUX SIBUII] Y onnovacHo 3 ACK a6o 3 ACK

MAIIEHTIB TICIIs IEPEHECEHOTO Ta KJIOMiIOTpeieM Y1

I'KC THKJIOHITUHOM

[Mpodinakruka 18244 5 mr ogrovacuo 3 ACK abo 47 Mmics1iB
aTepOTPOMOOTHYHUX  SIBUI] Yy 10 mr

namienris 3 IXC/3ITA 3256** 5 mr oxHoyacHo 3 ACK 42 micsui

*[larieHTH, AKi OTPUMAIH MPUHANMHI OJTHY JI03y pUBapoKcabaHy.
**3 mocmimkernas VOYAGER PAD.

Haifuactime y mnaimi€eHTiB, siKi OTpUMYBalM pPHUBAapOKcabaH, BiJ3HA4YalM Taki MOOIYHI peakmii sk
KpoBoTeui (AuB. po3in «OcoOIMBOCTI 3aCTOCYBaHHS» Ta HABEIEHUHN HIXKYE MiAPo3ALT «OmIC OKpeMHX
moOiYHUX peakmi») (auB. Tabnuiro 9). HaiuacTimmMu Oy MOBIIOMIICHHSI PO HOCOBI KPOBOTEUl
(4,5 %) Ta KpoBOTEYI MUTYHKOBO-KHIIKOBOTO TPakTy (3,8 %).

Tabmurs 9
YacroTa po3BUTKY KpOBOTEeU® Ta aHeMii y MAli€HTIB, SKi OTPUMYBAJIU PUBAPOKCA0AH MPOTATOM
3aBepuieHnx gociimpkens 11 ¢a3u 3 ygacTio Jopociux Ta neliaTpUYHuX MaIli€HTiB

[Toka3zaHHs Bynb-sika KpoBoTEeUa AHeMmis
[Tpodinakrrka BeHo3HOI TpoMOOoeMO0:ii (BTE) y | 6,8 % mamienTiB 5,9 % marieHTiB
JNOPOCIIMX  TMAIliEHTIB,  SIKHM  IPOBOJSATH

ONEpaTUBHI BTPYYaHHS 3 EHAONPOTE3YBAHHS
KYJIBIIIOBOTO 200 KOJIIHHOTO Cyrio0iB

[Ipodinaktuka BeHO3HOT TpoMOoembomii vy | 12,6 % marieHTiB 2,1 % marieHTiB
COMAaTHYHUX IAI[ICHTIB

Jlixyanuss TI'B, TEJIA Tta mnpodinaktuka | 23 % namieHTis 1,6 % mnarieHTiB
pEIUINBY

JlixyBannss BTE Ta mpodinaktuka peruausiB | 39,5 % namieHTiB 4,6 % maIi€eHTiB

BTE y noHouieHux HOBOHApOJKEHUX Ta JITEl
(BixoM 110 18 poKiB) miciast HOYAaTKy CTaHIAPTHOL
AHTHKOAryJsiHTHOI Tepamii

[TpodinakTrka iIHCYNbTY Ta CHCTEMHOT eMOomii y | 28 Ha 100 | 2,5 Ha 100
JIOPOCIIUX TMAaLI€HTIB 3 HEKJIAIIaHHOIO Mali€HTOPOKIB MAIEHTOPOKIB
bi16punsiero nepeacepan
[IpodinakTrka aTepOTPOMOOTHUYHHX SIBHIIL Y 22 Ha 100 | 1,4 Ha 100
nauieHTiB micas nepereceHoro 'KC Nali€eHTOPOKIB NaIiEHTOPOKIB
[Tpodinaktuka arepoTpoMOOTHUHMX sBUIL Yy | 6,7 Ha 100 0,15 Ha 100
natienTiB 3 [IXC/3ITA NAI[IEHTOPOKIB NaIlieHTOpoKiB**
8,38 Ha 100 0,74 na 100
TaI[i€HTOPOKiB" namieHTopokip****

* Jlns BCix TOCIipKeHb puBapokcabaHy Bci SIBUIA KPOBOTEY 310paHi, TOBIJOMIICHI Ta PO3TIIHYTI.

** VY nocnimxenni COMPASS uacrora anemii Oyi1a HU3bKOIO ITPH BUKOPUCTaHHI BUOIPKOBOTO Mixoy /10 300py iHpopmarii
PO MOOIYHi SBHIIA.

***ByB 3acTocoBaHMI BHOIPKOBHH MiJXia 10 300py HEOaKaHHUX SBHUIL.

#3 nocnijkenns VOY AGER PAD.

Hwxue y Tabmuui 10 HaBeneHo moOivyHI peakiiii, [0 BUHUKAIM MPH 3aCTOCYBaHHI pHUBapokcalbaHy y
Jopociaux Ta mneaiaTpuyHux mnauieHTiB. [1o6iuH1 peakuii po3moAileHi 3a KilacaMu CHCTEM OpraHiB
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(MedDRA) ta yactororo. YacToTa mOOIYHHX peakiliii BU3HAYAETHCS TAKMM YHHOM: JIyke dacTi (> 1/10);
gacTi (> 1/100 — <1/10); mewacti (> 1/1000 — <1/100); moogunoki (> 1/10000 — < 1/1000); pinkicHi
(< 1/10000); yacTora HeBimoMa (HE MOXKe OyTH BCTAHOBJICHA, 32 HASSBHUMHU JAHUMH).

Tabmuug 10
VYci mo6ivHi peakIlii, 10 Bi3HAYAIUCS Y TOPOCIUX MAIIEHTIB, K1 Opany y4acTh y JOCIHIHKEHHIX
111 ¢a3wu, abo y micisapeecTpamiifHuii nepion™ Ta y nefiaTpUYHMUX MAIIEHTIB Y IBOX JOCIIIKEHHIX (Ba3u
Il Ta nBOX nmocmimkennsx dazu 111

Yacri Hewacri [MooauHOKI PinkicHi Yactorta
HEBIIOMA
Tlopywenns 3 60Ky KpO8OHOCHOI ma Aimgpamuunoi cucmem
AnewMmis TpomMOo1uTO3
(BKJIIOYAIOUU (BKIIIOYarO4H
BIJIITOBIHI 30UIBIIEHHS KIJIBKOCTI
nabopatopHi TpoMGonHTIB)",
napameTpH) TPOMOOIIUTOTICHIS
Ilopywenus 3 60Ky iMynHOI cucmemu
AnepriuyHa peaxiiis, AnadimakTuyHi
aJIepriyHui peaxiii,
JepMaTur, BKJTIOYAIOYN
AQHT1OHEBPOTUYHUH Ta aHaiTaKTHIHU I
ayepriyHui HaOPSK 10K

Po3znaou 3 6oky nepsosoi cucmemu

3amamopodeHHs, | MO3KOBi Ta
TOJIOBHUM O171h BHYTPILIHHOYEPEIIHI
KPOBOBHIIUBH,
CUHKONAJIbHUN CTaH

llopywenus 3 60Ky opeanis 30py

Ounuit
KPOBOBHJINB
(BKJTFOYAIOYU
KPOBOBHWJIUB y
KOH IOHKTHBY)

Cepyesi nopyuiennsi

| Taxikapmis

Cyounui nopyuienns

AprepianbHa
TinoTeH3id,
reMaTroMa

PecnipamopHni po3nadu, namonocis opeanie cepedocmints ma 2pyOHoi KIimKu

Hocosa Eo3unodinbHa
KpOBOTEYA, ITHEBMOHIs
KpPOBOXapKaHHs

Poznaou 3 60Ky UWITYHKOBO-KUWKOB020 mpaKkmy

KpoBoreui 3 CyxicTb y poTi
SICEH, IUTyHKOBO-
KHIIIKOBI
KpOBOTEY1
(BKJTIOYArOUH
PEKTAIbHY
KpoBOTEUY), OL1b
y IUTYHKOBO-
KHIIIKOBOMY
TPaKTi Ta B

24




IUISHIN KHUBOTA,

JUCIIETICis,

Hy/10Ta, 3a10p”,

niapes,

omoBaHH"

T'enamobiniapui nopywenms

[TinBumenas IleuinkoBa JKoBTanuris,

piBHs HENOCTATHICTD, T1JIBUIIICHHS PIBHS

TpaHcamiHa3 I ABUILEHHS PiBHS KOH FOrOBaHOT'O
OLTipy0inHy, Outipy6iny (3
M1 IBUIICHHS OJHOYACHUM
AKTHUBHOCTI JIY>)KHOT [T IBAIIEHHAM
docdarasu kposi”, axktusHOCTI AJIT
MIIBUIEHHS abo 6e3),
AKTUBHOCTI raMma- X0JIeCTa3, FCIAaTUT
nIyTaminTpancdepasu | (BKIOYAOUN
oA renaroleospHe

ypaxxeHHs)

Po3znaou 3 6oky wx

ipu i niOWKIpHOI MKAHUHU

Caepbix
(BKJIIOYAIOUU
HEYaCT1 BUIAIKU
reHepalli30BaHOTO
cBepOexy),
BUCHITaHHS,
€KXIMO3,
HMIKipHUH Ta

M ITKIpHAN
KPOBOBWJINBU

Kponup’anka

Cunapom
CriBeHca—
Jl>xoHcoHa /
TOKCHYHHH
eniaepMaIbHUI
HEKpOJIi3,
DRESS-
CUHJIPOM

Tlopywenns 3 60Ky

ONOPHO-PYX08020 anapa

my, CNOAVYHOI I KICMKOB0I MKAHUHU

Binb y kinniBkax” | Temaptpo3 KpoBoBunusnu y KomnaprmeHnrt-
M’ 5131 CUHIIPOM
BHACJIIJI0K
KpOBOTEY1
Po3znaou 3 6oky Hupok i cenosugionux wnaxis
VYporeHiTaibHi Hupkosa
KpOBOTEU1 HE/I0CTaTHICTD /
(BKITIOUAOUN rOCTpa HUPKOBA
remMarypiro i HEJOCTaTHICTh
MeHopariro®), BHACITIJIOK
HOPYLICHHS KpOBOTeUi, 110
(G yHKIIIT HUPOK CIPUYHMHMIIA
(BKJTFOYAIOUU rinonepdysito,
I IBUILICHHS AHTHUKOATYJISTHTHA
piBHS KpeaTHHIHY Hedponaris
B KpOBI,
M ABUIEHHS

PIBHS CEYOBUHU B
KpOBi)

Cucmemni nopyuieHns

Tapstuxa®, [Torane camonouytTsi | JlokamizoBanuit
nepudepuaHuii (BKITIOYaOUH HaOpsAK”
HaOpsIK, 3arajibHe | HE3/1y>KaHHS)

HOTIpIIEHHS

25




CaMOIIOYYTTS Ta
3HUKCHHS
AKTUBHOCTI
(BKITIOUAOUH
BTOMITIOBAHICTh
Ta aCTEHII0)

Peszynomamu ananizis

[TinBuiieHHs piBHS
JaKTaTIAETiApOreHa3u
(JIAD)A, migBuienss
piBHs ninazu®,

1 IBUIIICHHS PIBHS

aminazu”®
Tpasmu, ompyernHsi, npoyedypHi YCKAAOHEHHS
[Toctpouenypua Cynunna
KpOBOTEYA ncesi0aHeBpH3Ma’
(BKJIIOYAIOUU
micisionepaniiay
aHeMilo Ta

KpPOBOTEUY 3 PaH),
CHHIII, CEKpelis 3
pau”

A Cnocrepiranucs mig uac npodinakruku BTE y 10pociux namieHTiB, SKMM NMPOBOAUIIOCS IUIAHOBE ONIEPATHBHE BTPYYaHHS
3 €HIOTPOTE3YBaHHA KYJIBIIIOBOTO a00 KOJIIHHOTO CYTI00iB.

B Cnocrepiramucs nig gac nikysauns TI'B, TEJIA Ta npodilakTHKH peLUIUBIB TyKe YacTO y JKIHOK BikKOM < 55 pOKiB.

€ BusHauanucs K HEYaCTi OPH IPOBEICHHI MPOQLIAKTHKA aTepOTPOMOOTHYHHX SBUII y HAI€HTIB, ki mepenecan I'KC
(micast nepkyTaHHOTO KOpoHapHOTo BTpyvanHs (ITKB)).

* ByJ0 3aCTOCOBaHO 3a3/ayeriJb BU3HAUCHUH BHOIPKOBHH MiaXia 10 300py iHpopMauii npo mobivHi peakiii B OKpeMux
nocnimkennsax dasu I1. Yactora mobiuHUX peakuiid He 301IbIIMIACK 1 HE OyJI0 iJeHTH()IKOBAaHO HOBMX MOOIYHUX peakiiil
TICJIS aHAJI3Y IUX JOCIIHKEHb.

Omnc okpeMuxX MOOIYHUX peaKIiii

3 ormsany Ha (apMakoJOriuHMM MeXaHi3M Jii puBapokcalOaHy, 3aCTOCYBaHHs JIIKAPCHKOTO 3aco0y
®EHIKC® moske acoriroBaTHcs 3 IMiIBUIICHAM PU3MKOM BUHHMKHEHHS BHYTPIIIHBOI a00 BIAKPUTOL
KpOBOTeUl B Oy/b-SKHX TKAaHMHAX Ta OpraHax, L0 MO)Xe NMPU3BOJUTH A0 MOCTIeMOpariyHoi aHemii.
CuMnToMH Ta CTYHIHb TSKKOCTI (BKJIIOYAIOYM JIETAJbHI HACHIJKM) 3ajekaTh Bl JIOKami3amii Ta
BUPAXXKEHOCT1 KpoBOTeui Ta/abo aneMii (auB. po3nin «IlepenozyBanns. JlikyBaHHsa kpoBoTeu»). Y xomi
KJIIHIYHUX JOCTIHKEHb KPOBOTEY1 31 CIM30BUX OOOJOHOK (HAMPHUKIIAI HOCOBI KPOBOTEU1, KPOBOTEUI 3
SCeH, LUTYHKOBO-KHUIIKOBI KPOBOTEYi, KPOBOTEUI 3 OpraHiB CEYOCTaTEBOI CHCTEMH, BKIIOYAIOYH
aHOMaJIbHY BariHaJbHY KpPOBOTEUY a00 MOCHUJICHHS MEHCTPYaJbHOI KPOBOTEUl) Ta aHEMisl BUHMKaJIU
YacTille MpU JOBFOTPUBAJIOMY JIIKYBaHHI pUBapoKkcabaHOM, HIK TNpU JIKYBaHHI aHTaroHiCTaMu
Bitaminy K. 3Baxaroun Ha 1€, OKpiM HaJIe)KHOTO KJIIHIYHOTO HArjsay, Y BIANOBIIHUX BHIAJKax
JOLUIBHO MPOBOJUTH J1a0OPAaTOPHUI KOHTPOJb IMOKA3HUKIB IeMOIJIO0iHY / FeMaTOKpPUTY 3 METORO
BUSBIICHHSI NPUXOBAHUX KPOBOTEY 1 BU3HAYEHHS KJIIHIYHOI 3HAUYIIOCTI SIBHUX KpoBoTed. Pusmk
BUHUKHEHHS KPOBOTEYl MOke OyTHM BMIIMM Yy NMEBHHUX IpYI MAalli€eHTIB, HANpHUKIAJ y MHAIi€HTIB 3
HEKOHTPOJIbOBAHOIO TSDKKOIO apTepiajbHOIO TiNepTeH3i€ro 1/abo y Nalli€eHTiB, sKI OJHOYACHO
NpUKHMAIOTh JTIKapChbKUH 3aci0, sIKUI BIUIMBaE Ha remocTa3 (AUB. po3/il «OcoOIUBOCTI 3aCTOCYBaHHS.
Pusuk po3BuTKY KpoBOTEY»). MOXKIMBE 301TBIIICHHS IHTEHCUBHOCTI Ta/a00 TPUBAIOCTI MEHCTPYATBHUX
KpoBoTeu. [IposiBaMu remMoparidyHux ycKJIaJHEHb MOXYTh OyTH ci1alOKicTh, OMiJIICTh, 3alIaMOPOYEHHH,
TOJIOBHUU O171h 200 HAOpSK HE3’sICOBAHO1 €TIONOTIl, AWCIHOE, MIOK HEBIJIOMOI eTioyorii. Y JesKux
BUIIAJKAX, sIK HACIIJOK aHEeMii, CIIOCTepiraJucs Taki CHMIITOMH imeMii cepuid, K Oib y Tpyasx abo
CTEHOKapisl.

ITpu 3acTocyBaHHI puBapokcabaHy MOBIJOMIISUIOCS NMPO BTOPUHHI YCKJIaTHEHHS, BIJOMI SIK HACHiJOK
TSKKOI KPOBOTEUI, TaKl sIK KOMIIAPTMEHT-CUHAPOM 1 HUPKOBA HEIOCTaTHICTh BHACIIJOK Tinonepdysii,
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a00 aHTHKoaryiasHTHa Hedpomaris. ToMy MiJ Yac OLIHKMA CTaHy Mali€HTa, SKOMY MPHU3HAYAIOThH
AHTHUKOATYJISTHTH, CJIiJ 3BAKYBaTH PH3UK BUHUKHEHHS KPOBOTEYI.

[MoBigoMueHHs mpo HeOakaHi MOOIYHI peakiii

[ToBimomiieHHs TTpo MOOIYHI peakiii Mmicias peecTpartii JiKapchbKOTo 3aco0y Mae BaXJIMBe 3HaUYeHHs. Lle
7a€ 3MOTY TNPOBOAMTH MOHITOPUHT CIIBBIAHOIIECHHS KOPUCTh / PU3UK INPH 3aCTOCYBaHHI IIOTO
JIKapCchKOTO 3aco0y. MenuunuMm Ta dapmareBTUYHUM IMpalliBHUKAM, a TaKOX TMallieHTaM abo ix
3aKOHHHUM IPEICTABHUKAM CIIiJ] TIOBIIOMIIATH TPO YCi BUIAIKU MiJ03PIOBAaHUX MOOIYHUX peakLiid Ta
BIICYTHOCTI €(EeKTHBHOCTI JIKapChKOro 3aco0y uepe3 ABTOMATH30BaHy 1H(GOpPMAIIHY CHCTEMY 3
bapmakonarisay 3a nocunanusm: https://aisf.dec.gov.ua.

Tepmin npugaTHocTi. 3 poku.

Iloopibneni mabnemxu. IlonpiOHeHI TabIeTKU puBapokcabaHy cTaOUIBHI y BOJI Ta SOJIYyIHOMY MIOpE
1o 4 roauH.

YmoBHu 36epiranns. He norpebye ocoOIMBHUX yMOB 30€piraHHs.

Ynakoska. [To 14 Tabnerox y Gmictepi; mo 1 abo mo 2 GicTepu y madiii.

Kareropis Bianmycky. 3a penentom.

Bupoonuk. AT «®Dapmax».

Micue3naxoaxkeHHs1 BAPOOHHUKA Ta ajpeca Miclsi MPOBAJAKeHHSA HOro JAislJIbHOCTI
VYkpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

Jarta ocrannboro neperasay 09.03.2026.
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