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Crnao:

dirova pevosuia: pusapokcabaH:;

1 TaneTka, BKPUTA MIIBKOROK 0G0I0HKOI0, MiCTHTL puBapokcabany 15 mr;

OOnOMIICHI  pevosuny:  LETI0N03a MIKPOKPUCTAIliYHA, JaKTO3a MOHOTIZIpaT, rinpomenoza,
KpOCKapMenosa Hatpiio, HaTpiio naypuicynsdar, Marmiio creapar, onagpai [1 85F240221
POKEBHIA.

1 TabeTka, BKPUTA MIIBKOBOO 000N0HKOI0, MiCTHTE puBapokcabany 20 mr;

0ONOMIICHI  peuosunHu; Tenon03a MIKpOKpHCTaNiyHa, JaKkTo3a MOHOTIApAT, TiNpoMeno3a,
Kpockapmenosa HaTpio, HaTpito naypuicynsdar, marniio creapat, onazapaid [I 85F250119
YEPBOHMIA,

Jdixapceka gopma. Tabnetku, BKPUTI MIIBKOBOK 060IOHKOIO.

Ocnoeni pizuxo-ximiuni enacmusocmi:

Tabnerku mo 15 mr — tabneTkn Kpyraoi (hopMH 3 BOOMYKIIOIO MOBEPXHEIO, BKPUTI MIIBKOBO
00O0JIOHKO POJKEBOTO KOJIBOPY;

1abnerku mo 20 Mr — TabneTknm Kpyriaoi dopmu 3 nBOOTYKNOW MOBEpXHElO, BKPHTI TMIiBKOBOIO
0BOJIOHKOIO BiJl TEMHO-YEPBOHOIO /10 KOPUYHEBOIO KOJbOpY.

PapmakoTepaneBTHYHA rpyna. AHTUTpOMBOTHYHI 3aco6u. [Ipsmi inribiTopu ¢aktopa Xa.
Purapokcaban. Kog ATX BO1A FO1.

Dapmaronoziuni enacmusocmi

Dapmarodunamica

Mexanizm aii

PuBapokcaban — BUCOKOCETeKTHRHMI npaAMuii HridiTop dakropa Xa, mwo Mae HOCTATHLO BUCOKY
OlonocTynHicTE  mpu NEpOpaIbHOMY  3acToCyBanHi. blokysaHHS —akTHBHOCT dakTopy Xa
NEPEPUBAE BHYTPIIHIA Ta 30BHINHIA ISXH KOAryisuifHoOro Kackamy, i, K Haciimok,
puBapoxcadaH NMpUrHIYYe aKTUBHICTL TpoMOiHy (akTuBOBaHOro (aktopa II) Ta me BnmMBae Ha
TPOMOOLIHUTH.

DapmakonunaMiuni edextu

Ilpu 3actocyBaHHi y mogeil Big3HaueHO M0303aiexHe IHMGYBAHHS aKTHBHOCTI daxropa Xa. Ipu
BUKOpHCTaHHI TecTy Neoplastin pusapokcaGan suapnge A0303aNEKHUI BIUTMB HA TIPOTPOMOIHOBHMI
Hac, WO JOCTOBIPHO KOPENIOE 3 KOHUCHTPALisMY y mnasmi kposi (r = 0,98). Ipu BUKOPUCTAHHI
IHIIMX  TecTie/Habopis pe3ynbTaTu OynyTe iHwmMu. Ilokazanns npuiagy BapTo 3HIMaTH y
CexyHpax, ockinekn MHB (Mmbxnaponme HOpMaNi3oBaHe BifHOLIEHH:) Bifikanibposane Ta
NpOBANIOBAHE TINLKM TS KyMapuuie 1 HOro He MOKHa 3aCTOCOBYBATH IS IHINWX
AHTHKOATYAHTIB.




Y nauienTis, AKi OTpUMYIOTE puBapokcaban 1is nikysanusa TI'B (tpomGo3y ranGokux BeH), TEJIA
(TpomBoembonii nereneroi aprepii) i npodinakruiu peunpusis TI'B 1 TEJIA, 5/95-npouenTunis
anst mpotpombiny (Neoplastin) wepes 2—4 rogunu nicis npuiiomy Tabnetkn (To6TO mig yac
AOCATHEHHS MaKCUMaNbHOTO eekTy) KonuearoThes Big 17 1o 32 ¢ mns Tabnerok no 15 mr 2 pasu
Ha 106y abo Bin 15 no 30 ¢ — ans Tabnertox no 20 mr 1 pas Ha o0y BignorinHo. [pu MiHiMaIbHIH
KOHUeHTpauii puBapokcabany (vepes 8—16 roaus nicns npuiiomy tabnetkn) 5/95 npouentunis Ha
i jo3u 15 Mr pupapoxcabaHy 1sidi Ha 706y KOTMBAIOTHCS Bin 14 10 24 cek, a ans no3m 20 mr
puBapokcabany pas Ha 100y (uepes 18-30 romuu nicas npuiomy TadiieTkn) — Bin, 13 go 20 cek.

Y nauienTis 3 HexjanaHHow Gibpunsuicio nepeacepab, sKi OTPUMYIOTH puBapokcaban s
MPOMINAKTUKM IHCYNBTY | cHCTEMHOT eMBonii, 5/95—npouenTunie ang npoTpomGiny (Neoplastin)
uepes 1-4 roaunu nicns npuitomy Tabnerku (To6TO MiA Y4aC MOCATHEHHS MaKCUMaIbHOTO edeKTy)
KonuearoThes Bia 14 no 40 ¢ y nauienris, axi oTpumysanu no 20 mr | pa3 Ha 100y, abo Bin 10 mo
50 ¢ y nmauieHTiB 3 HUPKOBOK HETOCTATHICTIO CEPEe/IHbOro CTYMEeHs THAKKOCTI, SKI 3aCTOCOBYBAIM
no 15 mr 1 pa3 #a g0o6y. Ilpu miniMansriii KOHUEHTpaUil (uepes 16-36 roauu micns npuitomy
Tabnerkn) 5/95 mpoueHTUNIB Y NauieHTiR, SKi OTPUMYIOTH nikaperbkuit 3aci6 y no3i 20 mr 1 paz Ha
noby, KonueaoTees Big 12 10 26 ¢, y nauieuris i3 HHMPKOBOIO HEIOCTATHICTIO CEPEHBOTO CTYNEHS
TSOKKOCTI, SIKi OTPUMYIOTh NiKapChKuii 3aci6 y 103i 15 mr 1 pa3s Ha 100y —Bin 12 no 26 c.

Y Xomi KIiHiKO-papMakonoriYHoro AOCTiMKEHHS 3 BHBYCHHS NPUTHIYeHHs (apMakoauHaMiKK
puBapokcabaHy y 300pPOBHX AOPOCIMX JOOPOBOJBIIIE (n = 22) npoBojunack OUiHKA BMJUBY
0AHOpasoBux 7103 (50 MO/kr) konuenTparis npoTpoMGiHoBOrO xoMmmnekey (PCC) nrox pizsuux
munie: PCC i3 3 daxropis (paxropu 11, IX Ta X) Ta PCC i3 4 axropie (paxropu II, VIL, IX Ta X).
Ilpu sactocysanni PCC i3 3 daxropis CHOCTEpIranocst 3HWXKEHHS CepefHix 3HaueHb [1Y
(mpoTpom6Ginororo yacy) (Neoplastin) npudnu3no Ha 1,0 ¢ 3a 30 xBunuH, a ua i PCC iz 4
daKTopis Taki 3HaueHHs 3HM3MNMCL Ha OnM3bKO 3,5 ¢. Haromicts PCC i3 3 dakTopie mag
MOTYXKHIWKA Ta WBHAIKIA 3araibHul BIUIMB HA NPUTHIYEHHS 3MiH B YTBOPEHHI E€HIOrEHHOro
TpomOiny, nixx PCC i3 4 dakropie (aue. posain «llepenoszyBaHHsy).

Taxox pueapokcaban 0303al1€XKHO MiBHILYE aKTUBOBAHMI YACTKOBMUIA TPOMOONIACTUHOBHUI Hac
(AYTY) i pesynbrar HepTest; omnak wi IapaMETPH HE PEKOMEHJIYETLCS BUKOPHUCTOBYBATH s
OLIHKK (apMaKOLMHAMIYHKX e(eKTiB puBapokcabaHy. Y mnepion likyBaHHs puBapokcaGaHoM
TIPOBO/IMTH MOHITOPHUHI NAapaMETPiB 3rOPTAaHHA KpPOBI He norpidno. Ilpore y pasi kminiuxof
HEOOXINHOCT piBeHb puBapokcabaHy Moxe GyTH BUMIpPSHUH 32 JIOTIOMOrOI0  KanibpoBaHux
KinbKicHUX TecTiB Ha antudaktop Xa (1us. posain «®apMaKonoriyyi BIacTHBOCTI®).

IleniaTpuyni nanieHTH

[ (npu eukopucranui Tecty Neoplastin), PCC ra aHTU-(haktop Xa TecT (KanibpoaHwmit
KUIbKICHHIT) IIOKA3YIOTb TiCHY KOpeALiio 3 KOHLEHTpaUisiMH pUBapokcabaHy y Iuiasmi Kpoei y
niteid. Kopensauis mix antu-Xa i KOHLEHTpaLisMi y niasmi KpoBi € fiHilinol 3 Haxuiom,
OmuzbkuM 10 1. MoXyTb BUHMKATH OKpeMmi PO30IKHOCTI 3 BHIMMM a60 HIDKIUMH 3HAYCHHSAMU
aHTH-Xa NMOPIBHAHO 3 BIAMOBIAHUMH KOHUEHTpaMisMH y nnasmi. Hemae HEOOXIIHOCTI B PYTHHHOMY
MOHITOPHHTY TapamMeTpiB 3ropTaHHs KpoBi Min uac KIiHIYHOro TIKYBaHHS PUBAPOKCAOAHOM.
OpHak, KO € KTidigdi MOKAa3aHHA, KOHUEHTpalii puBapokcabaHy MoxKHa BUMIpATH 3a
AONOMOT 010 KaliOpoBaHuX KinbKicHUX aHTH-(akTop Xa TecTis B MKI/1 (ams. Tabnuio 10 y posaini
«DapmakoIoriyHi BIACTUBOCTI» JUis JianasoHie CNOCTEpeYBAHUX KOHLUEHTpaLi# puBapokcabany
Y nnasMi Kposi y gireit). HukHIo Mexy KiibKICHOTO BH3HAYEHHs HEeOOXiJHO BPaxOBYBATH, KOJH
aHTH-Xa TeCT BHKOPUCTOBYETHCH A KITBKICHOT OLIHKH KOHIIEHTpalll puBapokcabaHy y nmasmi
KpoBi y JiTei. Tloporosux nokazHukis eeKTUBHOCTI yu Ge3neKH He BCTAHOBIICHO.

Kniniyna edexrusHicTs i Gesneka

lpoginaxmuxa incynomy ma cucmemnoi emGonii npu Hernananniy Giopunsyii nepedcepon
Kniniuna nporpama pmocnimkens puBapokcabany Oyna pospobieHa 3 MeTor JAeMOHCTpauii
e(EKTUBHOCTI 3aCTOCYBAHHS puBapokcabany 115 npodinakTiku iHCybTY Ta CHCTEMHOT eMBONii Y
TNALIEHTIB 3 HEKNamaHHO0 PibpusLicto nepeacepap.

Y Gasopomy nomsifiHomy cninomy mocnimxenni ROCKET AF B3/ y4acth 14 264 nauienTw,
HaCTUHA 3 AKMX OTpUMYyBajla puBapokcaban B 103i 20 Mr 1 pa3s na H00y (nauieHTH 3 KiipeHcoM
KkpeaTuHidy 30-49 mn/xs — 15 Mr oayu pas na n00y), inma yactuaa — BapdapuH 3 THTPYBAHHAM 110
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UIIBOBOrO  piBHA MIKHAPOAHOrO HOPMANIZ0BAHOIO BiAHOILEHHS (MHB) 2.5 (repanestuunuii
pianason 2,0-3.,0). Cepeanst TpuBanicTs nikyBaHHs craHosmia 19 MicsILiB, a HalOBIIA TPUBANICTD
TiKyBanHs — 710 41 micsius. 34,9 % nauieHTin orpumyBau CYNYTHIO Tepaliio alleTu/icaniuquioroo
Kuenotowo 1 1 1.4 % npuiiManu antuaputMiuni 3aco6u 111 KJacy, y TOMY YMCHTi aMioIapoH.
Pupapokcaban ne nocrynactees Bapdapuny 3a e(peKTUBHICTIO Yy MepBUHHIN CYKYNHIH Kinuesiii
TOYUl (IHCYNBT 1 cucTeMHa eMO0J1is 3a MexaMu UEHTPanbHOT HepBOBOI cucTeMn). Cepel nainieHTis,
AKI OTPUMYBANM JIKYBAHHS 3rifHO 3 NPOTOKOIOM y nepiog npuioMy nikapchbKux 3acobis,
188 nepeMHHMX BUNaAKiE IHCYALTY Ta CHCTEMHOT emGouii (1,71 % wa pik) po3BuHymucs Ha
pusapoxcabani ta 241 (2,16 % Ha pik) — Ha Bapdapuni (BigHOWeHHS pusukie (BP) 0,79; 95 %
noeipuuii inrepran (1), 0,66-0,96; P < 0,001 3a nokasHuKOM «He nocrynaethesn»). Cepen yceix
nauieHTiB NepBUHHI ABMIIA BU3HAYanncs y 269 nauienTip, ki npuiimany pusapokcatan (2,12 % Ha
pik), Ta 306 mauicuTip, sKi npuiiMany Bapdapun (2,42 % Ha pix) (BP 0,88; 95 % J11, 0,74-1,03;
P < 0,001 3a nokazHHKOM «HE NOCTYNACTHCAN; p = 0,117 3a noKazHHUKOM «mepeBepIIyey).
Pesynbratu 3a BTOpMHHUMHU KiHLEBMMM TOuKaMM, 1O AOCHIDKYBANCE B i€papXidHoMy TMOpsaKy
nin yac ITT ananisy, napeneHo B Ta6uumui 1.

Cepen nauieHTiB 3 rpynu, ska fiKyBanachk BapdapuroM, nokasHnk MHB sHaxomuses y mexax
TepaneBTHyHOro mianasony (2,0 - 3,0) B cepemnbomy 55 % yacy (menmiaHa 58 %;
IHTepKBAPTHIBHMI dianmason: Bin 43 mo 71). Edexrusnicts puapoxcabany ue Biapismsmack
3aeKHOI Bifl NMOKA3HMKA MeEpiogy y TEPANEBTUYHOMY Jliala3oHi B UEHTpi (4ac mixTpumaHHs
uinsoBoOro Hianaszony suadens MHB 2,0-3,0) e KBapTUNAX OJiHaKoBoro posmipy (P = 0,74 nns
B3aEMOZIT). ¥ Memxax HalBUIIIOTO KBapTHIIO BIANOBIAHO 10 3HAYEHD B LIEHTPI, BITHOILEHHS PU3MKIB
Ans pusapokcabany NOpiBHAHO 3 BapdapuHoM ctanopumo 0,74 (95% Al 0,49-1,12).

Yactota mopi OCHOBHOTO TMOKA3HMKA OE3MeKu (MacuBHi Ta HeMacWBHI KNiHi4HO 3HaYyLLi
KpoBoTeui) Oyna nogiGHow B 060X rpynax jiiKyeaHHs (auB. Tabmuio 2).

Tabnuus 1. [Tokasnuki edeKTHBHOCTI 3 pe3ynbTaTaMy J0CHiKEHHS ¢azm 11l ROCKET AF

Anaunis epeKTHBHOCTI y Nai€HTIB 3 HEKIaNAHHOI0
Honyasuis pocaikenHs }idprasiuicio nepencepas, 3amexkn0 Big NpU3HAYEHOTO
NKYBAHHSA
T | oo o
pas T8 pooy & o & pu3ukiB (95 %
nauieHTis 3 | HIIBOBOrO  3HAYEHHS 1)
NOMIPHOI HUPKOBOK | MHB 2.5
Tepaneetuana nosza . . p-3HaYeHHs1,
HEOCTATHICTIO — (TepaneBTHYHHMI :
; aHanis 3a
15 Mr 1 paz Ha noGy) | gianazon 2,0-3,0)
. - NOKa3HHUKOM
Yacrora momiii (ma | Yactota monii (Ha e
100 nauientopokis) 100 nauieHTOpoKiB) penepry
IHCynBT Ta cucTemua embonis 269 306 (0 73_8$ 03)
3a Mexxamu LITHC (2,12) (2,42) ’ 0.1 1%
IHCy BT, cHcTemMHa eMBOis 0.94
3a Mexxamu ITHC ta 572 609 1
. ; . (0,84-1,05)
JeTallbHUit HACIIIZ0K Bif 4.51) (4,81) 0.265
CYIMHHUX 3aXBOPIOBaHb 2
IHCYIbT, CHCTEMHA eMBOTIs
3a Mexkamu LITHC, netanpuumii 0,93
: N 659 709
HACIIOK BiJl CYIMHHHX (5.24) (5.65) (0,83-1,03)
3aXBOpHOBaHb Ta iH(apkT e ? 0,158
MioKapna
0,90
253 281 )
IHcyneT (0,76-1,07)
(1.99) 2.22) 0231




Cucremua embonis 3a 20 27 0 4(;_7]4 32)
mexamu [IHC (0,16) (0.21) 0,308
0,91
IndapkT Miokapaa (]1 %g) (1] Aizl) (0,72-1,16)
; ’ 0.464

Tabauug 2. TlokazHuku Ge3nexH 3a pesynbTaTaMy A0CHiHKeHHS dazu 1II ROCKET AF

Honynsuis gocaipxkeHns Hanicaru 3 neknanannow GiGpuasuicio nepencepan?)
Pusapokcaban 20 mr Bapdapumn,
1 pa3z na no6y (nns TUTPOBaHHH 10
naLieHTIB 3 LIJIbOBOTO 3HAYCHHS Binnourernus
NOMIPHOIO HUPKOBOIO MHB 2.5 pusukie (95 %
Tepanestuuna noza J "
HEIOCTATHICTIO — (TepaneBTHYHMIH A0
15 mr 1 pas Ha go6y) | aianazon 2,0-3,0) p-3HAYeHHS
Yacrora nogiit (na Yacrtora nopiii (Ha
100 nmauientopokie) | 100 nauientopokis)
Macwusni i HemacuBHi 1,475 1,449 1,03 (0,96-1,11)
KIIIHIYHO 3Ha4yli KpoBoTeyi (14.91) (14,52) 0,442
MacupHi KpoBoTeui 5 e LO3(0.50-1.20)
(3,60) (3.45) 0,576
JletanbHi BUNAAKKY BHACTINOK 20 55 0,50 (0,31-0,79)
KposoTeyi* (0,24) (0,48) 0,003
KpoBROBUIHB Y KpUTHYHMIA 91 133 0,69 (0,53-0,91)
| opran* (0,82) (1,18) 0,007
BryTpilHbOUepenIHHUIA 55 84 0,67 (0,47-0,93)
KPOBOBHJIME* (0,49 (0,74) 0,019
3HMIKEHHS piBHA 305 254 1,22 (1,03-1,44)
reMornobiny* (2,77) (2,26) 0,019
['emoTtpancdysis 2 abo
OinblIe OMMHUIE 183 149 1,25 (1,01-1,55)
EPHTPOLIMTAPHOT MaCH UK (1,65) (1,32) 0,044
LiNLHOT KpoBi *
Hemacusna kiiniuHo 1,185 1,151 1,04 (0,96-1,13)
3HaYylla KpoBOTEYA (11.80) (11,37) 0,345
JleTaneni BUnNanKK 2 Oy aL- 208 250 0,85 (0,70-1,02)
AKUX TIPUYUH (1,87) (2.21) 0,073

 Ionynawis 3 BuB4enHs Ge3neku (i yac NiKyBaHHA).

* VMOBHO 3HauyINE SBULLE.

Honarkoeo no nocnimxenns I ¢asy ROCKET AF Oyno mpoBeneHO TNPOCHEKTHBHE
HEKOHTPOJIbOBAaHe  MicaspeccTpaliiine ueinTeppenLiiine BIIKPUTE KOIOPTHE JOCHiIKEHHS
(XANTUS) iz uenTpanizoBaHoio oLiHKOI KiHUEBHX TOYOK, BKIIOUAIOYM TpomMOoeMOoniuni sBuLa
Ta cepiosHi KporoTeui. [ng BUBYECHHS KITiHIYHOT NPaKTUKH NTONEPEKEHHS IHCYJIBTY Ta CHCTEMHOT
eMOOIiT 103a MeXaMy LEeHTPaIbHOI HEpPROBOT cHcTeMHy (IHC) y nmocnimkenns 6yno BKIIOYEHO
6704 nauienTis 3 HeKnanaHHow QibpuIALicO nepeacepas. ¥ nocnimienni XANTUS cepenniii Gan
32 WK OLIHKH pu3uKy iHcynsry (CHADS;) cratopus 1,9, cepeaniid H6an 3a WKanow OUiHKHA
pusuxy kposoted (HAS-BLED) takox cranosue 2,0, Toni sk y nocnimxenni ROCKET AF cepenni
Gann 3a CHADS: ta HAS-BLED cranopumu BiANOBiHO 3,5 ta 2,8. CepiosHi kpooreui y
pocnimxeHai XANTUS cniocrepiranucs v 2,1 sunaaka na 100 nauieHTopokis. JleTanbHi KpoBoTeui
crnocrepiranmes y 0,2 punagka ma 100 NaUiEHTOPOKIB Ta BHYTPilIHLOUEpEIH] KpOBOTEe4i —
y 0.4 Bunaaxa na 100 nanientopokis. IncynsT aGo cucTeMua emGois (UHC) 6yna sadikcosana y
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0,8 munagka va 100 nauient-pokis. Taxi cnoctepexenus Y KNiHI4HIA npakTuui BianoeimaroTsh
BCTaHOBACHOMY Npodinto 6e3neKH g 1aHOro NoKa3aHHs.

Y NOCTMapKETMHIOBOMY HEIHTEPBEHLIAHOMY NOCHIIKeHH] 3 yuacto nodaa 162 000 mauieHTip 3
HOTHPBOX KpalH pHBapOKcadaH 3aCTOCOBYBANM A NPOMiNakTHKH [HCYNIBTY Ta CHCTEMHOT emMBomii
Y TaUieHTiE 3 HeKnanmaHHOw (opmoto Gibpumsuii nepejacepas. Hacrora imemiynoro iHcympTy
craHosuna 0,70 (95 % JI 0,44-1.13) na 100 naiieHTopokie. Kposoreui, mo norpeSysanu
rocmiranizauil, BMHMKanm 3 wactorow 0,43 (95 % JlI 0,31-0,59) na 100 nauientopokis ans
BHYTpiluHbOYepenHux. kposored, 1,04 (95 % JII 0,65-1,66) mis LINYHKOBO-KUIIKOBUX KpPOBOTEY,
0,41 (95 % II 0,31-0,53) ans yporeHitaabHux kpoeoted i 0,40 (95 % A1 0,25-0,65) ans inmmx
TUTIIB KPOBOTEY.,

llanienTy, Aki NpOXoAaTs NpoLenypy Kapaiosepcii

IIpoBoaunocs npocnexTHBHE paHioMizoBane BigKpuTe DaraToLEHTPOBE MOLIYKOBE AOCTIIMKEHHS 3
MacKyBaHHaM Kputepiie ouinku (X-VERT), B skomy B3snu yuacts 1504 natienTu (wo panime
TKYBanMCs MepopalbHUMU aHTHKOArYITHTAMH 260 He OTPUMYBANIM B MHHYIOMY TaKoi Tepanii) 3
HEKNanaHHow (idbpunduicto mepeacepap Ta 3amaHOBaHOIO NpoLEnypory Kapriosepcii, B aKomy
NopiBHIOBaNack edekTuBHiCTE puBapokcabany Ta CKOPHMIOBaHOI /I03M aHTAaroHicTy Bitaminy K
(pamnomisauis y cnissinsoumenHi 2:1) a1 monepemKeHHs CEPLEBO-CYIMHHHX YCKIaNeHb.
3acTocoByBanachk Kapaiosepcis nin KOHTpoIeM uepescTparoxinHol exokapaiorpadii (UCExo—KI™)
(1-5 nuie nonepenHeoro nikyeadss) aGo TpamuuiiiHa Kapiioeepcis (IOHAHMEHIIE TpH THIXKHI
NONEPeHBEOro JiKyBanna). Hacranus nepBMHHOT KiHLEBOT TOYKH edexktrBHOCTI (KOMGiHAaLis
IHCY/IbTY, TDaH3UTOPHOI iWleMiyHOT aTaku, cucTemuoi emGonii 3a Mexamu [IHC, indapkry
MIOKap/ia Ta JIETalbHOr0 HACHiKY Yepes CEpUEBO-CYIMHHY TIATONOri0) Big3Hayanock y 5 (0,5 %)
MAUIEHTIB 3 IPYNH, IO OTPHMYBANa pUBapoKcaan (n = 978), Ta y 5 (1,0 %) nmauienTis 3 rpynu, 1mo
NiKyBalack aHTarOHICTOM BiTaminy K (n = 492; igHocuwuii pusux 0,50; 95 % I 0,15-1,73;
Monu(ikoBaHa MOMyJALis nauieHTie, sxuM 6ymo MpusHaueHe NiKYBaHHA). SIBMIIA NEPBMHHOT
TOUKH Oe3rnekd (MacHBHI KpOBOTEUI) criocTepiranmcs y 6 (0,6 %) i 4 (0,8 %) mauienTis Bignorimuo
B Ipynax JiKyBaHHs puBapokcabaHom (n = 988) Ta anTaronicTom sitaminy K (n = 499) (simHocuuii
pusuk 0,76; 95 % JI 0,21-2,67; Bubipka ama ouinku Oesmexu). B BEOMY TOULYKOBOMY
JOCIKEHH] NPU POBE/IeHH] Kapaiosepeii edekTHBHICTL Ta GesneKka BUSBUINCS CHIBCTABHUMI B
rpynax nikyBaHHs puBapoKcabaHOM i aHTaroHicTamu Bitaminy K.

Hanientn 3 nexnanannoio ¢ibpunsuicio nepeacepns, siki nmepeHecin NEPKYTaHHE KOpPOHADHE
erpyyanns (ITKB) 3i BetaHoBleHHIM CTeHTA

byno nposeneno pannomizosade Bigkpute MYNbTHLEHTPpOBE focitimkenns (PIONEER AF-PCI) 3
ydactio 2124 manienTiB 3 HeknanaHHow (iGpunsLiero nepeacepa, sxi nepewecnu ITKB 3i
ECTAHOBJICHHSIM ~ CTCHTA NpH NEPBMHHOMY AaTE€POCKNEPOTHYHOMY 3aXBODIOBAHHI, 3 METOH
NOpiBHAHHS Oe3NeKH 3acTOCYBAHHA OBOX peKUMIB puBapokcabaHy Ta OAHOrO pexumy ABK.
Hanienrtn 6ynu panmomizoBano posnoineri na rpynu 3a pexrMaMK Tepamnil y chiBBiZHOIIEHH]
1:1:1 i3 3aranenoro TpuBanicTio Tepanii 12 micsmis. ITauientu 3 IHCYIETOM 200 TPaH3MTOPHOIO
iwemivnolo atakoio (TIA) B anaMHesi BHKITIOYAMHCS i3 OCi KIS,

I'pyma 1 sactocoByBana pusapokcaban y 1o3i 15 mr 1 pa3 Ha n00y (10 Mr 1 pas va noby ansa
nauieHTiB 3 KiipencoM kpeatuniny 30-49 mMu/xe) v KomGiHaLii 3 inribitopom peuentopis P2Y12.
I'pyna 2 sactocoByBana pupapoxcaad y m03i 2.5 mr 2 pas Ha moby y kombGinanii 3 ITATT
[noagikina auTUTpOMGOUMTApHA Tepanis, HallpUKIan Kiomiaorpens y posi 75 mr (abo
anbTepHATHBHMIA iHTiGiTOp penentopie P2Y12) 3 Huskkow 03010 aleTUICATILIMIOBOT KHCIOTH
(ACK)] nporsrom 1 abo 6, a6o 12 micsuip i3 HACTYMHWM 3aCTOCYBaHHAM puBapokcabany 15 mr
(abo 10 mr ams namientis 3 KnipeHcom kpeaTutiny 30-49 mu/xe) 1 pas na noby y xomGinauii 3
HU3bKOW 103010 ACK.

['pyna 3 sactocoypana inaueinyansno migiGpary nozy ABK y xom6inauii 3 [TATT npotsrom 1
abo 6, ado 12 wmicauis i3 HacTYmHUM 3acTOCYBaHHAM IHAMBITYyanbHO niibpanoi mosu ABK vy
KOMOIHaUil 3 HU3LKO10 103010 ACK.

ITepeunna KiHnesa Touka Gesnekn — KIiHidHO 3Ha4yIIA KposoTeya cnoctepiranacs y 109 (15,7 %),
117 (16,6 %) Ta 167 (24,0 %) nauienTis sianosinuo y rpyni 1, rpyni 2 ta rpyni 3 (BP 0,59; 95 %
A1 0,47-0,76; p<0,001 Ta BP 0,63; 95 % 11 0,50-0,80; p<0,001 Binnorigno).

5



Bropunna kinuesa TouKa (KOMGiHALiA CePUEBO-CYAMHHNX IO, CEPLEBO-CYAMHHOrO JETATBHONO
Hacniaky, iHdapkTy miokapaa abo iHcynbTY) criocTepiranacs y 41 nauicnta (5.9 %), 36 (5,1 %) 1a
36 (5,2 %) y rpyni 1, rpyni 2 Tta rpyni 3 Bigmosigno. KoxeH 3 PEXUMIB 3aCTOCYBAHHS
puBapokcabany acoliloBaBCA 31 3HAYHHM 3HIKEHHAM PH3UKY BEJMKMX T4 HE3HAUHMX KNIHIYHO
3HAUYIMX KPOBOTEY NOpiBHAHO 3 peskumoMm ABK y nauienTis i3 HexnananHomo GiCpuisiieio
nepencepan, Axi nepenecau [TKB 31 BeTanorneHHaM cTenTa.

Ocnoerowo metor pocnimkenns PIONEER  AF-PCI Oyna ouinka Gesnexu. [ani womo
edexTUBHOCTI (BIIIOYAOUM TpoMGOeMBONiuHi sBnma) st nici Nnonynsauii ooMexKeHi.

Jlikyeanug TI'B. TEJIA Tta npodinaxtuka peunamsis TI'B 1a TEJIA

[lporpama xniniunmx nocmimkeHs purapokcaban 6Gyna pospobnieHa 3 METOK JEeMOHCTpalif
ehekTHBHOCTI puBapokcabaH sK JKapchKoro 3acofy amns NCPBHHHOT | TpuBaol Tepanii roctporo
TT'B i TEJIA Ta nonepemkerus ix peluausie.

V Xoai 4OTMPHOX PaHAOMI30BAHMX KOHTPONLOBAHUX KIIHIYHUX JOCTiIKEHb dasu 111 6yn0 BuB4eno
nonan 12800 mauienTip (mocnimxenns EINSTEIN DVT, EINSTEIN PE, EINSTEIN Extension Ta
EINSTEIN CHOICE) ta n0maTkoBo NpoBefeHO 3BENCHHMI aHami3 3a 3a]aHMMHU T1apaMeTpaMu
nocmimkers EINSTEIN DVT i EINSTEIN PE. 3aransha TpuBanicts KOMIIEKCHOrO TIKYBaHHS B
YCIX JOCTIIKEHHAX CTAHOBUIIA MAKCHMYM 2 1 Micsap.

YV nocnipaendi EINSTEIN DVT supuanu 3449 nanienTis 3 roctpum TI'B 3 mertoro nikysauns TI'B
Ta nonepe/preHHA NoBTopHoro poseutky TI'B i TEJIA (nauientu 3 kniniunumu nposeamu TEJIA
HE BKIIOYANKCA y e focnimkeHns). Tpupanicts nikyBauus craHoBuna 3, 6 1 12 Micsilis, 3aeiHO
BiJ KTiHIMHOT OUiHKK MiKaps.

IlpoTsrom nepwmnx 3 TxaiB Tepanii aas nikysanus TI'B 3aCTOCOBYBABCS puBapokcaban y n03i
15 mr aBivi Ha 1oBy. icns 3aKiHyeHHs LBOrO Nepio Ty MaLicHTH OTPHMYBaIH pHBapokcabaH y n03i
20 mr | pa3 na no0y.

VY nocnimxenni EINSTEIN PE pupvanu 4832 manicutu 3 roctporo TEJIA 3 MeTow nikyBanHs
TEJIA Ta npodinaxtuxu pemumusis TI'B i TEJIA. Tpusanicts NIKYBaHHA CTaHOBWIA 3, 6 Ta
12 micsnis, 3a7eXHO Bia KNIHIYHOT OUIHKM iKapsi.

B sxocri nepsunnoi Tepanii rocrpoi TEJIA 3acrocoBysanu puBapokcaban y no3i 15 mr gsiui Ha
A00y NPOTAroM TphOX TH:KHIB. Jlani MiKyBanHsa NpoJOBIKYBAIOCH puBapoxcabaHom y nosi 20 mr 1
pas Ha j100y.

B obox mocnijukennsax, EINSTEIN DVT ta EINSTEIN PE, NOPIBHATIBHI PEXUMH JIIKYBAHHS
CKJIaianues 3 Tepanii cHOKcanapuHOM NPOTAroM NpYHaAMHi 5 1HIB y KomGinauii 3 aHTaroHicTOM
BiTaminy K 1o jocarnenns tepanesruunoro mianasony I[T4/MHB (= 2,0). Hani nixyBanHs
[IPOJIOBIKYBANOCH aHTaroHicToM BitaMiny K y n03i, HeoOxiauii ansa minrpumin suadenns [TUY/MHB
y MeXax TepaleBTUYHOro mianasony 2,0-3,0.

Y nocaimxenni EINSTEIN Extension eusyamuca 1197 nmamientiz 3 TI'B a6o TEJIA 3 mMeToro
NpopINaKTiky NOBTOPHOTO BUHMKHeHHst TI'B i TEJIA. Tpuamicts NiKYBaHHS HONATKOBO
cranoeuna 6 abo 12 micAuie y nauieHTis, wo 3apepiuunu 6 a6o 12-micsunuii Kypc Tepanil BeHO3HOT
TpomOboeMOONii, 3aNexKHO Bill KIiHIYHOT ouinku nikaps. Pusapokcaban y nosi 20 mr 1 pas Ha 100y
NOpPIBHIOBABCA 3 Naueso.

Y nocnimxennax EINSTEIN DVT, EINSTEIN PE ta EINSTEIN Extension 3aCTOCOBYBAJH
OZHAKOBI IOMNEPE/IHBO BU3HAYEH] NEPBUHHI Ta BTOPUHHI NMOKA3HUKH e()eKTHBHOCTI. IlepunHUM
ToKasHUKOM edextuHocTi Gymu peuppuen BTE (BeHozHOI TpomOoeMbonil), 3 KIiHiYHUMH
NpOsABAMH BH3HAYCHI AK CYKyNHiCTh noBTopHOro TI'B a6o netansHoi un neneransuoi TEJIA.
Bropunsuii nokasHuk edeKTMBHOCTI BM3HAYABCH SK cykynnicTe peunaugie TI'B, nHenerampHol
TEJIA Ta neransHux BUMAAKIB 3 yCiX MpHYMH.

¥V pocnimxenti EINSTEIN CHOICE eupuanu 3396 nauiesTis iz NIATBEPIKCHUM CUMITOMHHM
IT'B Ta/abo TEJIA 3 metoro npodinaktuku neransHoi TEJIA a60 HeTeTaNbHOrO CHMNTOMHOLO
nosropHoro BuHWkHEHHA TI'B aGo TEJIA, sxi 3aBepumnu Kypc aHTMKOAryJIsHTHOT Tepanii
TpuBanicTio 6-12 wmicsuie. [lauienTd 3 nmoxazaHusM ajis TPUBAJIOI aHTHKOArynsHTHOI Tepanil y
TEPATICBTMYHUX 103aX Oynu BUKIIOUEHi i3 nocmimkerHs. TpupamicTs NiKyBaHHA CTAHOBMAA M0
12 micsiuie 3aexHo Bin iHAMBILYaNbHOT laTH panomizanii (veaiana: 351 neHb). PuBapokcaban y




2031 20 mr 1 pas na 106y Tay 103i 10 Mr 1 pas Ha 1100y nopisHioBanu i3 100 Mr aueruiacaniumnoroi
kucnoru 1 paz Ha no0y.

ITepBuHHMM MOKA3HUKOM e(eKTHBHOCTI GYB CHMNTOMHMIA peunnue BTE, BuzHauenuii sk
cyKkynHicTs noeToproro TI'B a6o sietansHol un HeneransHoi TEJIA.
Y nmocnimxenni EINSTEIN DVT (aue. tabauumo 3) pueapokcabaH NMPOACMOHCTPYBAB He MEHIIY

e()EKTHBHICTE, HDK EHOKCANAPHH — adTaroHicT BiTaMiHy K 33 nNEpBMHHMM MOKa3zHUKOM
eexruBHOCTI (p < 0,0001) (32 NOKA3HUKOM «He NOCTYNAETLCAY ); CHIBBIAHOWEHHS pu3uKiB: 0,680
(0,443-1,042), p = 0,076 (3a noKasHUKOM «nepepepliye»). CriBBIIHOLIEHHS pPU3MKIB 3a

MONEPEHBO 33AAHOKD UHCTOK0 KIIHIYHOIO KOPUCTIO (MEPBUHHHIN TOKA3HMK edexTuBHOCTI TUTIOC
MacuBHI KposoTeui) cranosuio 0,67 [(95 % JII: 0,47-0,95), nominansHe 3HaueHus p = 0,024] na
KOpUCTE puBapokcabany. 3uadenns MHB 3uaxomunuce Y MeXax TepaneBTMYHOIo Aiarnazony B
cepennbomy 60,3 % uacy npu cepennii TpuBatoCTi nikysanus 189 nuie ta 55,4 %, 60,1% i 62,8 %
Hacy B Ipynax i3 3aniaHOBaHOK TPUBANICTIO JiKyBaHHs 3, 6 1 12 Micsuis BiAMoBigHO. B rpyni, mo
NIKyBanack eHOKCAnapuHOM/ aHTAaroHiCTOM BiTaminy K, He BigsHaueno uiTkoi 3amexsocTti Mix
pIBHEM CepeinbOro mepiony y TepanesTUIHOMY Hianasoni (IIT/) B uentpi (wac HiATPUMAaHHA
LiNLOBOTO JianasoHy 3HayeHs MHB 2,0-3,0) y Tepumisx oAHAKOBOIrO po3Mipy 1 4acTtoTow
peunaueie BTE (p = 0,932 nns B3aemopnii). V mexax HaliBuwworo TePLMIA BIANOBIAHO 10 LEHTPY
CILIBBIZIHOUIEHHS PU3KMKIB y pazi npuiiomy puBapokcabaHy NOPIBHAHO 3 BAP(APUHOM CTAHOBMIO
0,69 (95 % Hl: 0,35-1,35).

HacToTa BMHMKHEHHS ABHII OCHOBHOTO MOKAZHUKA GE3NeKu (MacueHi abo KmiHI4HO 3Hawymi
HEMACHBHI KPOBOTEYi) Ta BTOPUHHOIO NOKA3HUKA Ge3nexu (MacuBHI KpoBOTeui) Gyna OHAKOBOMO B
000X TepaneBTHYHUX IPyIax.

Tabnnua 3. [MokasHukyu edexTMBHOCTI Ta Gesreky 3a NaAHUMH nochimkenus dasu 111 EINSTEIN
VT

: : 3449 nauienTiB i3 CHMITOMHHM rocTpuM TpomGozom
Honyasauis nocnigkenus
rJIHOOKHX BeH
Prsapancsfan® EHOKCaHapMH/aH}zElFOHiCT BITaMiHy
Tepanertuuni 10341 Ta TpuBanicts | 3, 6 a60_12 MiCALIB %, 6 460 12 mickitis
M=o N=1718

Cumnromua peunmusyioya BTE* o el

(2,1 %) (3,0 %)
CuMnromHa penunusyioya TEJIA (a ;0% ) (1 5%)8% )
CUMNTOMHHH peLMaUBYIOUMIL 14 28
TI'B (0,8 %) (1,6 %)
Cumnromui TEJIA i TI'B (0,]1 %) 0
Jleransna TEJIA / neransui

. 4 6

BHIIAIKH, KOM HasBHIcTL, TEJIA 0.2 %) (0.3 %)
HE MOXKHA BUKIIIOYUTH
Macuena abo kniHidHO 3HAUYIIA 139 138
HeMacHBHA KpOBOTeYa (8.1 %) (8.1 %)
MacueHi kpoBoTeyi e 44

(0,8 %) (1,2 %)

* Puapokcaban 15 mr gsivi Ha 106y mpoTaroM 3 THKHIB 3 HaCTYIIHWM 3aCTOCYBaHHsIM 1031 20 MI OIHH pa3
Ha 100y.

" EHokcanapuH ioHaliMerie pOTATOM 5 IIHIB, MIC/s WBOro — AHTArOHICT BiTaminy K, 3acTocysanus skoro
MOYMHACTLCA B [TEPIOA NpUHOMY eHOKcanapuny.

* p < 00001 (He Menma edexTuBHicTL 32 TNONEPENHBO BU3HAYCHHM CIIBBIIHOMEHHIM pH3MKiBR 2,0);
crisBinHOmeHHs pusukis: 0,680 (0,443-1,042), p = 0,076 («nepegepiuye).
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V nocnimkendi EINSTEIN PE (nuB. tabGmumo 4) puBapokcabaH NpojJeMOHCTPYBAB HE MEHLIY
e)eKTUBHICTE, HIXK SHOKCANapWH/aHTaroHicT BitaMiny K 3a mepRMHHUM NMOKa3HUKOM e(heKTUBHOCTI
(p = 0,0026 (nmokasHUK «HE TMOCTYNAETLCA®); CHiBBiMHOWEHHS pu3ukis: 1,123 (0.749-1.684)).
CniBBiAHOLIGHHS PU3MKIB 3a TOMEPENHBO 3aJaHOI0 YMCTOK KIIHIYHOK KOPHCTIO (MepBHHHHN
NOKasHUK e(eKTHUBHOCTI Maoc MacHBHI Kpoeotedi) craHoBuno 0,849 [(95 % [HI: 0,633-1,139),
HominaneHe 3HadeHds p = 0,0275]. 3navenns MHB 3naxomunuck y Mexkax TepaneBTHYHOIro
AianasoHy B cepeqHboMY 63 % uacy Nmpu cepenHii TpuBanocTi nikyBaHHa 215 axie Ta 57 %, 62 % i
65 % yacy B rpynax i3 3amnjaHOBaHOIO TPHBATICTIO MiKyBaHHA 3, 6 i 12 micsauis BianosinHo. B
rpymi, 10 JiKyBalach €HOKCANapuHOM/ aHTaroHicToMm BiTaMiHy K, He BIJ3HAY€HO YITKOI
3a7eKHOCTI MK pieHeM cepemHboro [1T]] y ueHTpl (uac miATpUMAaHHS LiIBOBOrO [iana3oHy
snagens MHB 2,0-3,0) B Tepuuasx ofHakoBoro poamipy i wacrororo peuuausis BTE (p = 0,082
115 B3acMoii). YV Meskax HalBMINOrO TEPIWIS BiMOBIIHO NIO LIEHTPY, CMIBRIAHOIIEHHS PU3MKIB Y
pasi npuiioMy prBapokcabaHy MopiBHsHO 3 BapdhapuHoM ctaHoBuio 0,642 (95 % MI: 0,277-1,484).
YacTtoTa BHHMKHEHHS SBWII OCHOBHOTO MOKa3HMKa Gesneku (MacuBHi abo KIIHIYHO 3HAYYyLLI
HEMAacHBHI KpoBOTeui) Oyna [elmo HWXYOK B Tpyni, MO JiKyBanack puBapokcabanom
(10,3 % (249/2412)), wix y rpymi, 110 OTpMMYyBana eHokcanapwh/ aHTaroHict BiTaminy K
[11.4 % (274/2405)]. YacToTa ABUI BTOPMHHOTO TNMOKa3HMKa Oe3nexH (MacuBHI KpoBoTeul) Oyna
HIKYOIO B TPy, 0 JiKyBanachk pupapokcabanom [1,1 % (26/2412)], Hix y rpyni eHokcanapuHy/
antaronicta Bitaminy K [2,2 % (52/2405)] 3i cmiepigHowennam pusukie 0,493 (95 % JII:
0,308-0,789).

Ta6nung 4. Toxazavku edekTuBHOCTI Ta Oesnexu 3a nanumu nocnimkerns ¢gaszu [1I EINSTEIN PE

Ilonyaaunist JocaiKennst 4 832 manienTn 3 roctpor cumnromuow TEJA
p 4 EHokcanapun/ aHTaroHicT BiTaMiHy
uBapoxcaban KP
Tepanestuuni 1034 Ta TpuBaticts | 3, 6 ado 12 Micauis | -
N =2419 3, 6 abo 12 micanis
N=2413

Cumnromua peunaupyioua BTE* (25510% ) (1 :?;4% )
Cumnromua peuuausyroua TEJTA 23 2

(1,0 %) (0,8 %)
CUMNTOMHME pelIMBYOUYHIA 18 17
TI'B (0,7 %) (0,7 %)
Crmrrromi TEJIA i TTB 0 ({0:‘1 -
Jletanena TEJIA / netanshi

: 11 7

BUMNATKHU, KoM HasBHICTs TEJIA (0.5 %) (0.3 %)
HE MOYKHA BUKJTIOYUTH
Macupna abo KNiHI4HO 3HAYYILIA 249 274
HEMAaCHBHA KpOBOTEHA (10,3 %) (11.4 %)
MacugHi KpoBoTEYi h e

(1,1 %) (2,2 %)

® Pugapokcadad 15 Mr agidi Ha 106y NpOTAroM 3 TIDKHIB 3 HACTYMHUM 3aCTOCYBAHHAM K031 20 Mr OI(MH pa3
Ha 100y.

b EHOKCANapiH [MOHaNMEeHIIe MPOTArOM 5 IHIB, MIC/s LBOro — aHTAroHIicT BiTaMiHy K, 3acTocyBaHHs sikoro
TIOYHHAETLCSA B [1EPIOA NPUHOMY €HOKCAlapuHy.

* p < 0,0026 (He MeHwa e(eKTUBHICTL 3a NONSPEJHBO BU3HAYEHUM CIIBBIAHOIEHHAM pusukie 2,0);
crisBinHomenus pusukis: 1,123 (0,749-1,684).

byno nmporeneHo 3BeneHuii aHaniz pesyaerarie gocnimkeds EINSTEIN DVT i PE 3a nonepeanso
BH3HAYEHUMH NapameTpaMu (I1B. TabauI0 ).



Tabmuus 5. Tlokasnuku edekTHBHOCTI Ta Ge3Nekd 3a JaHUMM 3BEAEHOTO aHaiizy pesysbTaTiB
nocnimxens gasu [II EINSTEIN DVT ta EINSTEIN PE

Honyasuis nocaigKeH s 8 281 nanicuT i3 roctpum cumuromanm TI'B a6o TEJIA
T : Pusapokcaban® Enokcanapun/ anraronict itaminy KP
€paneBTHYHI 1031 Ta Ear A
rprEsE; 3, 6 abo 12 micsnie 3, 6 abo 12 micauis
N=4150 N=4131
Cumnromua peunmueyioua BTE* o 2
(2,1 %) (2,3 %)
CuMNTOMHA peuranBYOYa 43 38
TEJIA (1,0 %) (0.9 %)
CuUMNTOMHUN pelMIuByIOUnit 32 45
TI'B (0,8 %) (1,1 %)
Cumnromui TEJIA i TTB (<0’]] %) (<0$21 %)
Jleranena TEJIA / neranbHi .
BUNAAKH, KOJM HassHicTs TEJIA & -
2 (0,4 %) (0,3 %)
He MOJKHA BUKIIIOYHTH
Macuena abo KaiHiYHO 3HaYyIIA 388 412
HEMACHBHA KPOBOTEUa (9.4 %) (10,0 %)
MacugHi kpoBoTeui il i
(1,0 %) (1,7 %)

* PuBapokcaban 15 Mr apiul Ha 106y npoTtsrom 3 TIDKHIB 3 HACTYTIHUM 3aCTOCYBAHHAM 1031 20 MI" OIMH pa3
Ha 106y.

® EHOKCanapyH LOHAAMEHIIIE POTATOM 5 [IHiB, [iCHs [bOT0 — AHTATORICT BiTaminy K, 3acTocyBaHns sKkoro
NOYMHAETHCA B [1€PIo TPUHOMY eHOKCANapUHYy.

* p < 0,000] (He MeHma edeKTHBHICTH 3a NOMEPEIHBO BU3HAYEHHM CITIBBLIHOLICHHSAM pusukiz 1,75);
CIiBBigHOMmEHHs pu3HKiB: 0,886 (0,661-1,186).

CriBBiHOIIEHHS PU3UKIE 3a MOMEPEAHBO 3aMAHOI0 YHMCTOK KIIHIYHOK KOPUCTIO (NEpBUHHMH
NOKa3HUK e(PEeKTUBHOCTI IUIIOC MACMBHI KPOBOTCYI) 3a JAaHHMH 3BEACHOIO aHanizy CTaHOBHJIO
0,771 [(95 % AOI: 0,614-0,967), HominanbHe 3HAYCHHS p = 0,0244].

Y pocmimxenni EINSTEIN Extension (aup. Tabmuuio 6) puBapokcabaH IMpOAEMOHCTPYBAB
mepepary Hajl nnaiedo CTOCOBHO MEPBMHHMX Ta BTOPUHHUX NMOKA3HMKIB edexrueHocTi. YacTota
SBHLL TOJOBHOTO MOKasHMKa Oesnexku (MacuBHI KpoBOTeul) y TauicHTiB, fKi OTpUMYBaIH
pusapokcadban 1o 20 mr 1 pas Ha 100y, Gyna KilbKiCHO HE3HAYHO BHILIOK, Hik y MaulieHTiB, AKi
OTpUMYBaJK Mnauedo. YacToTa BHHHKHEHHs BUIL BTOPMHHOTO MOKasHuKa Gesnexu (MacHBHi a6o
KIIHIYHO 3HAYYIIi HEMAcHBHI KPOBOTEuU) 6yJia BUIIOIO y MALIEHTIR, SKi OTpUMYBAIM pUBapoKcadaH
o 20 Mr Ha 100y, HLK y NALieHTIB, IKi OTPUMYBANH manedo.

Tabnuus 6. [loxasnuky edeKTHBHOCTI Ta Ge3nexy 3a JaHUMM JOCHIIKEHHS ¢azu 111 EINSTEIN
Extension

1197 nauieHTiB, y IKHX HPOJOBKYBAIOCH JTIKYBAHHS
Honyasuis qocaiKenns 200 npodinakTuKa penuIHBiB BeH03HO01
TpomMboemMboii
PuBapoxcaban® [Tnane6o

TepanepTuyni nozu Ta TpuBanicTs 6 abo 12 Micauis 6 abo 12 micanis

N =602 N =594
Cumnromua peruausyroya BTE* B 42

(1,3 %) (7,1 %)
CumnToMua peunausyroua TEJIA (0,32 %) (2,]23%)




CumnTtomuui peunauByrounit TI'B (0135%) (5321%)

Jleransua TEJIA / netansHi BUNaaxku,

konu HaseHicTs TEJIA He MoxHa 1 ]
(0.2 %) (0.2 %)

BHKJTIOHHTH

MacueHi kpoBoTeyi . [
(0,7 %) (0,0 %)

Kniniygo 3uaqyii HeMacuBHi 32 i

KpoBOTEYi (5.4 %) (1,2 %)

* Pupapokcaban 20 Mr oouH pa3s Ha no0y.
*p<0,0001 («mepesepurye»); cniBBinHOMEHHS pu3uKis: 0,185 (0,087-0,393).

VY nocmimxenni EINSTEN CHOICE (mwe. tabnuuto 7) pusapokcaban y gozax 20 mr ta 10 mr
NPONEMOHCTPYBAB Te€peBary Haj aueTHICAliLMIOBOKO KucioTow y mo3i 100 Mr crocosHo
NEPBMHHUX 1 BTOPMHHMX MOKa3sHMKIB edextuBHOCTI. OCHOBHMI nokasuuk Oesneku (MacHBHI
KpoBoTedi) Oy moniCHMHA y NalieHTiB, sKi OTpuMyBand pusapokcaban y no3i 20 mr aGo 10 wr,
MOPIBHIHO 3 aUETUICANILMIOBOIO KHCJAOTOK ¥y 1031 100 Mmr.

Tabmaus 7. IlokasHuky edexTuBHocTi Ta Geznekn 3a nanuMmu nocnimxenus dasu 1 EINSTEIN
CHOICE

s . 3396 nanieHTiB 3 TPHBAJIOK MPOPLIAKTHKOIO IIOBTOPHOIO
IHonyasuia gocaimken s
punukHenna TI'B
PugapokcaGan Pusapokcaban ACK 100 mr
! 20 mr 10 mr
TepanerTuuHi 1031 1 pa3 Ha nody
| pa3 Ha o0y 1 pa3 Ha nody N = 1131
N=1107 N=1127
Memiana Tpueanocti 1epanii | 349 1189 3631 puip | 353 [190-362] gui | >0 L06362]
[iHTepKBaPTHABHUI fianasoH] IHiB
17 13 50
3
Cumnromua penuaupytoda BTE (1,5 %)* (1.2 Yoy (4.4 %)
CuMNTOMHA pelMIABYIOYa 6 6 19
TEJIA (0,5 %) (0,5 %) (1,7 %)
CHMOTOMHMH peLMAMBYIOUHI 9 8 30
1B (0.8 %) (0,7 %) 2,7 %)
Jeransna TEJIA / neraneHi
ere TEJIA 2 0 2
BUIIAIKK, KOJIM HASBHICTE (0.2%) (0,2%)
He MOKHA BHKIHYHTH
Cumnromna peuuausytoua BTE, |
iHDapkT Miokapaa, iHcyeT abo | 19 18 56
cucTeMHa emM00JIis Mo3a MexaMu (1,7 %) (1,6 %) (5,0 %)
IHC
MacuBHI KpoBoTEHl g : :
pop (0,5 %) (0.4 %) (03 %)
KniHiuHO 3HAaYyIU] HEMACHBHI 30 22 20
KpOBOTEYI (2,7) (2,0) (1,8)
CumntoMmHa peuuausyroua BTE
abo MacHBHA KpoBoTeYa (YHCTa - e =
: b (2,1 %)* (1,5 %)™ (4,7 %)
KIIHIYHA KOPUCTD)

*p <0,0001 («nepesepuuye») pupapokcaban 20 mr 1 pa3 Ha 106y nopieaaso 3 ACK 100 mr 1 pas Ha n06y;
cniBBigHOWeEHHs pusnkir = 0,34 (0,20-0,59).

**p < 0,0001 («nepesepuuye») puBapokcaban 10 Mr 1 pas na n06y nopiensHo 3 ACK 100 mr | pas nHa
noby; crnierigHoumeHHs pusnkis = 0,26 (0,14-0,47).
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* puBapoxcadan 20 mr 1 pa3 Ha 106y nopisnsno 3 ACK 100 mr 1 pas Ha nody; CriBBiJHOLICHHs PH3HKIB =
0,44 (0.27-0,71), p = 0,0009 (HoMmiHalbHE).

" pusapokcatas 10 mr 1 pa3 Ha o6y nopiexsno 3 ACK 100 mr 1 pa3s Ha no0y; CriBBIAHOLIEHHS PU3HKIB
=0,32 (0,18-0,55), p < 0,0001 (HomiHanbHE).

Honatkoso gm0 pociikeds 11 dasu nporpamu EINSTEIN 6yno nposefeHO MNPOCHCKTHBHE
HeinTepBeHlliiiHe BifkpuTe Koroprue pocnimkeHHs (XALIA) i3 nedTpanizoBaHold OLIHKOIO
KIHLEBMX TOUOK, BKItoyawuu perumusn BTE, cepiio3ni kpopoTeui Ta jeranbHi Bunaaku. Ilns
BUBYEHHS Oe3leK: [OBTOTPHUBANONO 3acTOCYBaHHS puBapokcabaHy y KIiHIYHIA npakTvui
NOPIBHAHO 3 TPANULIMHOK AHTHUKOATYISHTHOIO Tepamnieio B AochimxeHHa Oymo BimouyeHo 5142
nauienty 3 roctpum TIB. YV rpyni pusapokcaGany 4yactota cepiio3HUX KpopoTed cranosuna 0,7 %,
peuuausyiouoro BTE — 1,4 %, neranpHux Bunaakie 3 ycix mpuumn — 0,5 %. YV noyarkoBux
XapaKTepUCTHKAX MAalieHTiB Oynu BiAMIHHOCTI, BKIIOYAIOYH BIK, OHKOIIOTIYHI 3aXBOPIOBAHHA Ta
HUPKOBY HenocTarHicTb. s KOpUryBaHHs BIIMIHHOCTEH y NOYATKOBUX XapaKTepucTHKax Oyno
33CTOCOBAHO MONEPENHbO 3allaHOBaHuil cTpaTtu(iKoBaHUi aHaili3 3a KOE(ILIEHTOM CXMILHOCTI,
ane, He3BAKAIOUM HA Lie, 3aTMLIKOBE BiXUIEHHS MOYKEe BIUIMBATH Ha pezyibrat. I1pu 3actocyBanHi
pHBapoKcOaHy MOPIBHSHO i3 TPAAMLIHHOIO TePaNiclo CKOPUTOBaHi BiAHOWEHHA PU3KKIB CePHO3HUX
kposoTed, peruaueyrodoi BTE Ta netansHux BUNAKIB 3 YCIX NPUUHH CTAHOBIATH BianosiaHo 0,77
(95 % I 0,40-1,50), 0,91 (95 % A1 0,54-1,54) 1a 0,51 (95 % M1 0,24-1,07). Lli pesynbratu y
KiHIUHI{ MpakTUll BIANOBIAAIOTE BCTAHOBAEHOMY Npodinto Ge3neky s JIaHOrO OKa3aHHsl.

V micaspeectpaliiHoMy HeiHTepBeHUIHOMY JocaimkenHi 3 yyactio nonas 40 000 nanienTis 6e3
OHKONOrYHMX 3aXBOPIOBaHb B aHaMHe3i 3 YOTMPbOX KpalH pHBapokcabaH Npu3Hayald s
nikypanns abo npodinaxktuxku TI'B i TEJIA. Yacrora nopid wa 100 nauieHTOpokis ans
cuMnTOMHMX / Kkiiniyno supaxenwx BTE / TpombGoemOoniuHMX MMOMiH, WO IPU3BEIHM 10
rocriranizanii, konueanaca Big 0,64 (95 % I 0,40-0,97) y Benukobpuranii po 2,30 (95 % Ml
2,11-2,51) y Himeyuuni. Kposoreui, 10 NpH3BEIH IO TOCTITATi3allil, BHHUKAIM 3 YaCTOTOIO MOJ1H
0,31 (95 % JII 0,23-0,42) na 100 nauieHTOpoKiB 1Uisi BHYTpilIHBOYepenHoi kpoeoTedi, 0,89 (95 %
T 0,67-1,17) ans nryHKOBO-KMIIKOBOT KpoBoTedi, 0,44 (95 % /11 0,26-0,74) ans yporenitanbHol
kpoeoTeui Ta 0,41 (95 % JI 0,31-0,54) nust iHIIKMX KPOBOTEY.

Jixysanns TI'B ma npoginaxmura peyuousie TI'B y nediampuunux nayicnmie

3arasiom 727 miteit 3 nipTBepmkenoto rocrpoio BTE, 3 sikux 528 orpuMysanu pupapokcadan, Oy
nochimkeri B 6 BigkpuTHX 0araTOHEGHTPOBMX MEMIaTPUUHMX JAociijkeHHax. Jlo3yBaHHS 3
ypaxyBaHHsAM Macd Tina y NauieHTiB Big Hapomkenus 10 18 poOKiB MpHU3BOAMNO A0 €KCHO3MIUIT
puBapokcabaHy, nojibHoi Ao Tiel, wo cnocrepirataca y xopocnux mnauieHtis 3 TI'B, axi
oTpuMYBanu pueapokcaban y nozi 20 mr 1 pas na no0y, sk ninrsepmxeno B gocaimienni [ dasu
(muB. po3ain «PapMaKooriuHi BIACTUBOCTD? ).

Jocnimxenns 11 dazu EINSTEIN Junior — 1e paHIOMi30BaHE aKTHBHO-KOHTPOIBOBAHE BiAKPHTE
GararolleHTpOBE KiHIUHe AOCHifKeHHs 3 yuactTio 500 nauieHTiB memiaTpuuHOl rpynu (BIKOM Bif
HapokeHHa 710 < 18 pokie) 3 nigreepmkenoro rocrporo BTE. Byno Bxmodeno 276 aiTel Bikom Big
12 no < 18 pokis, 101 auTnHa Bikom Big 6 a0 < 12 pokis, 69 aiteii BikoM Bix 2 10 < 6 pOKiB Ta

54 DUTUHY BIKOM < 2 pOKIB.

[Togis BTE knacudikypanacs sk: BTE, nos’g3ana i3 3acToCyBaHHAM LEHTPaJBHOIO BEHO3HOIO
katerepa (LIBK-BTE; 90/335 nauientiB y rpyni puBapokcabany, 37/165 mnatieHTiB y rpyni
nopieusaHHA); Tpombo3 uepebpanbHux BeH Ta cuHycis (TUBC; 74/335 nauienTie y rpyni
puBapokcadany, 43/165 nauieHTiB y rpyni NopiBHIHHA); Ta Bci inwi, Bkmovatoun TT'B ta TEJIA
(ne-LUIBK-BTE; 171/335 nauientiB y rpyni puBapokcabany, 85/165 nauientis y rpymi NOpiBHAHHA).
Hatiqactimum nposieom TpoM603y y aiteid Bikom Big 12 no < 18 poxkis Oys He-LIBK-BTE y

211 (76,4 %); y nite# Bikom Bin 6 1o < 12 pokie ta BikoM Big 2 0o < 6 pokie 6ys TIIBC: y

48 (47,5 %) Ta 35 (50,7 %) ionoBiaHo; a y miTei BikoM < 2 pokie Oy LIBK-BTE: y 37 (68,5 %). ¥
rpyni pupapoxcabany He Oyno nireil Bikom o 6 micauis i3 THBC. ¥V 22 nanienrie i3 TUBC 6yna
indexuis HHC (13 nauienTie y rpyni pupapoxcadany Ta 9 nauieHTiB y rpyni nopiBHAHHS).

V 438 (87,6 %) niteit BTE cnpoBokyeanu cCTidki, TpaH3uTopHi abo 0OJHOYAcHO CTiHKI Ta
TPaH3UTOPHI JAKTOPH PU3HKY.
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[TamieHTi OTpUMYBajM MOYATKOBE JIKYBAHHS TepaneBTHUHHUMM no3amu HOI. HMI aGo
(oHIanapuHyKey NIpoTarom uloHaliMene 5 AHIB i Gyan pangomizosani y cniseigHomenni 2:1 mas
OTpuMaHHs abo puBapokcabany B J03YBaHHI, BiANOBiAHOMY HO MacH Tina, abo [0 rpynu
NOpiBHAHHA (0TpuMyBanu renapuan, ABK) nporsrom 3 micsiuie ocHOBHOMO nepiony JiKYBaHHS y
pociimxenni (mpotsarom | micaus ans aiteit < 2 pokie 3 [IBK-BTE). HanpukiHili ocHOBHOTrO
Nepiony JIKyBaHHA Y AOCHifAXKEHHI AlarHOCTHUHE BizyanizaliliHe o6GCTEKEHHA, fAKe pobumm npu
BKJIIOUCHHI NAallieHTa B JOCHIIDKEHH, NOBTOPKIBANM, AKWO Le OylI0 KIIHIYHO MOKIHMEO.
Hocnimkysany Tepanito MokHa Gymo NMPHNMHMTH Ha LBOMY etani abo Ha po3Cyn AOCHIAHMKA
NPOJIOBKMTH Ha TepMiH 10 12 micauis (ana mireit < 2 poxis i3 LIBK-BTE — no 3 micsuis).
OcHOBHMM TIOKA3HUKOM e(eKTHBHOCTI Gyna MoXis CHMITOMHOTO peuuausy BTE. OcHouum
NoKasHUKOM Oesnexn Gyna CyKynmHiCTh NONiH BENMKOT KPOBOTeUi Ta KTIHIYHO 3HAYYIIOT HEBENMKOT
kpopotedi (K3HBK). Vei pesynbratn mopo edexrupHocTti Ta 6esnexn Gy LEHTPaTi30BaHo
OLIHEH] HE3ANCHHHM KOMITETOM, SKMH He NPU3HAYAB JIiKyBaHHA. PesynbTaT Woo edekTHBHOCT]
Ta Oesneku nokasadi B Tabnauuax 1 12 Huxde.

HoeTopui BTE eunuknu y rpyni pusapokcabany y 4 i3 335 narienris ta y rpyni NOPIBHAHHA Y 5 i3
165 mauientis. CyxkynsicTs nopii Bemukoi kposoredi Ta K3HBK Gyna 3apeecTpoBana y 10 i3
329 naujentiB (3 %), ski orpumyeanmu puBapokcaGan, Ta y 3 i3 162 mauientis (1,9 %), ski
OTPUMYBATH Tpenapar nopieHsaHHs. [loail, wo cKIafalOTh MOKAa3HWK 4HCTOl KIiHIYHOT KOpHCT
(cykynHicTh o cumnromHOro peuuauey BTE Ta cepiiosnol KPOBOTEUL), 3apeecTPOBAHO Y TPyIIi
puBapokcabany y 4 i3 335 nauientis Ta y 7 i3 165 nauieHTie y rpyni nopisHsHHS. Cryninb
pexaHanizanii TpomOy, 1o knacu(ikoBaHMH SK «HOpManizallis» TPH HOBTOPHIi Bizyamizanii
cnocTepirapest y 128 i3 335 mauientis, ski oTpuMyBanu nikysaHHs puBapokcabaHoM, Ta y 43 3i
165 nauientis — y rpyni nopiBusnns. Lli pesynsratv 6ynu B mimomy nogiGHAMM Cepen BIKOBMX
rpyn. ¥ rpyni pueapokcabany Oyno 119 (36,2 %) niteit 3 6yab-KMMH KPOBOTCYAMH, 1110 BUHHKIU
iz yac nikyeanus, i 45 (27,8%) nireit —y rpyni nopisHsuus.

Tabnuus 8. Pesynerati eeKTUBHOCTI B KiHLI OCHOBHOIO Nepiofy MIKYBaHHS

Peunnus BTE (ocHOBHMIT TOKa3HUK eheKTHBHOCT)

(1,2%:; 95% I
0,4% — 3,0%)

Pupapoxcaban Hp-enapaT
Seume N=335* NOPIBHSIHHSA
N=165*
4 5

(3,0%; 95% I11
1,2% - 6,6%)

CyxynnicTe nofil cumnroMuoro peunausy BTE +
0e3CHMMNTOMHOIO MOTiPIIEHHS NPH NOBTOPHOMY
Bi3yarnizauiiHoMy oOCcTexenH]

5
(1,5%; 95% I
0,6% — 3.4%)

6
(3,6%; 95% M1
1,6% — 7,6%)

Cyxynnicte noaii cumnromuoro peuuausy BTE +
0E3CHMIITOMHOIO MOTIPIIEHHS + BIICYTHICTE 3MiH
NP OBTOPHOMY Bi3yanizauiiiHoMy obcreskenHi

21
(6,3%: 95% JII
4,0% — 9,2%)

19
(11,5%; 95% JII
7.3% — 17.4%)

Hopmanizauis npu noBTopHOMY BisyanisauiiiHoMy
obcTeKeHH]

128
(38,2%: 95% JII
33,0% - 43,5%)

43
(26,1%; 95% JTI
19,8% - 33,0%)

CyxynuicTs nofi# cumnromHoro penuausy BTE +
BEJIMKa KPOBOTEYA (4MCTA KIIHIUYHA KOPHCTh)

4
(1,2%: 95% JII
0,4% - 3,0%)

7
(4.2%; 95% J1I
2,0% - 8.4%)

Jletanrna abo HeneransHa nereHeBa eMGomis

1
(0,3%; 95% I
0,0% — 1,6%)

1
(0,6%: 95% I
0,0% — 3,1%)

* IloBHa MHOKHHA TALi€HTIB 4715 AHATI3Y, yCi JiTH, SKi OYJIH PAaHIOMI30BaH].

Tabnuus 9. Pesynnratn Gesnexu B KiHLl OCHOBHOTO nepiofy NiKyBaHHs
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Ilpenapar

CykynHnicTb nojiit Beankoi kposoteyi + K3HBK
(OCHOBHMH NMOKazZHHK Ge3neKu)

PusapoxcaGan nopiBUAHHES
N=329* N=162%
10 -

(3,0%: 95% J1I
1,6% - 5,5%)

(1,9%: 95% JII
0.5% - 5.3%)

Benuka kpooTeua

0
(0,0%, 95% JII
0,0% - 1,1%)

2
(1,2%; 95% JI
0,2% - 4.3%)

Bynp-axi xpoBoTeui, BUKNMKaH] iKY BaHHM

119 (36,2%)

45 (27,8%)

* HNomynsuis nanientis ama ananisy Gesnekwu, yci aitu, ski Gy PaHIOMI30BaHi Ta OTPUMATH npuHaiiMHi |
D03y IOCHLAKYBaHOIO JIiKAPCHKOro 3acofy.

Ilpodine edexturHoCTi TAa Geznmeku puBapokcabany OyB 3HAYHOK MIpOK NOAIBHUM MK
neaiaTpudHor nonynduiero 3 BTE Tta nopocnow nonymsuicro 3 TIB/TEJIA, oanax yacTka
cy6’extie i3 Oyab-AKOI0 KpoBOTEYEI0 OyNa BHILIOW Y nefiarpuunii momymsuii BTE nopisnsiHo 3
nopocnoro nonyasuiero TTB/TE.

1allieHTH 3 O3UTUBHMMM PE3YNLTATAMK TECTY JUIS TPhOX aHTHMOCHOMImiIHIX AHTUTI
Pupapokcaban 6yno nopisnsno i3 Bapdapunom y nauicHTiB 3 Tpom0OO3Z0M B aHaAMHE3i 3
AiarHOCTOBaHMM aHTH(OCHONINI AHIM CHHIPOMOM (ADC) 3 BUCOKAM PUIHKOM TPOMOOEMBOTIYHIX
ABUUL  (MOSUTUBHI pe3ynbTaTM A BCiX Tphox antuhocdOMMmiaunX aHTHTIT: BOBYAKOBHIA
AHTUKOATYJIANT, ~AHTUKApMIiONINIHOBI anTHTinG, auTM-OeTa-2-rmikonporein | aHTUTINA) y
PaHAOMI30BAHOMY BIIKPHTOMY MYJIbTULIEHTPOBOMY CIIOHCOPOBAHOMY IOCHIJIHUKAMU KNiHIYHOMY
BUNIPOOYBaHHI i3 «3achiMIeHOIO» OLIHKOK KiHIERO] TOUKH. Jocnimkenns 6yno NpUIIMHEHO
JOCTPOKOBO micis BKmouenHs 120 mauiedTie BHACHINOK 3pOCTAHHS YACTOTH TpoMOOeMBONIYHIX
ABULL Yy DAUieHTiB, aKi npuiiManu prsapokcaban. Cepeaniit NEPioJ CHOCTEPEKEHHS CTAHOBUB
569 nHie, 59 nauienTis Gy0 paHAOMi30BaHO B TPy 3acTOCYBaHHs puBapokcadaHy B m03i 20 mr
(15 Mr s nauientis 3 kipeHcoM Kpeatudiny < 50 mu/xe) i 61 — saphapuny (MHB 2,0-3,0).
TpomGoruuni seuma Gymu y 12 % nauienTis, paHmOMizoBaHHX Y TpyIy 3acToCyBaHHs
puBopokcabaHy (4 iweMivHuX iHCYyneTH Ta 3 indapxrtd miokappa). He OyJI0 3apeecTpoBaHO
TPOMOOeMOONIYHUX ABHMI] y NaUicHTIB, paHAOMI30BAHUX Yy IpyIly 3aCTOCYBaHHs BapdapuHy.
Bennki kposoteui cnioctepiranucs y 4 nauientie (7 %) rpynu puBapokcabany Ta 2 nauieHtis (3 %)
rpynu Bapdapuny.

3acTOCYBaHHSA JiTAM

€Bponeiicbka MeMuHa arcHLUis BIAMOBWIACL BiJ NpaBa BUMArarti BUKOHAHHS 3060B’S3aHHs
CTOCOBHO TOJAHHSA PE3YNLTATIB JOCTIIKEHDb i3 3aCTOCYBaHHS puBapokcabaHy B ycix migrpymnax
MPEZICTABHUKIB  AMTAYOI NOMymsil [7s  JiKyBaHHS TpoMGoeMBomiunmux yeknanaHene. s
O3HaHOMJIEHHS 3 IH(OPMALIEIO PO 3aCTOCYBAHHS NiIKAPCLKOTo 3ac0By AiTAM 7MB. po3ain « LiTuy.
Dapmarokinemura

BeMmokryBanns

Hactynha inpopmanis ocHoRana Ha JaHKX, OTPUMAHHX Y TOPOCIIHX.

PuBapokcabaH LIBHAKO BCMOKTYETHCA; MAaKCHMAaibHa KoHueHTpanisl (Cmax) HAOCATAETLCH Yepes
2—4 roiMHM 1icas NpuioMy TabNeTKy.

Abcomorna Giogoctynnicts pusapokcaGany micns 3aCTOCYBaHHS J0O3W BHCOKA 1 CTAHOBHUTH
80-100 % nna tabnerok nmo 2,5 mMr ta 10 Mr, Hezanexuo BiJl npuitoMy Tki. CnoxuBanus Txi He
BIMMBAE Ha nokasHukn AUC (mnoma mif KpHBOKO 3a/eKHOCTI KOHLEGHTpALis — qac) a6o Crmax
puBapoxcabany y nosi 2,5 mr ta 10 mr.

[lpu npuitomi nartie y 38°83Ky 31 3HIKEHHAM BCMOKTYBaHHs /s TabneToK puBapokcabaHy no
20 mr Gyna Busnauena Giogoctymnnicts 66 %. Ipu 3aCTOCYBaHH1 puBapokcabany mo 20 MI pasoM 3
DKero Oymno BCTaHOBIIGHO, 1O cepeiHiii mokazuuk AUC 30inburyeTees Ha 39 %, NOPIBHAHO 3
NpUAOMOM TaBIIETOK HATLIE, 1O BKA3YE Ha Maiike MOBHE BCMOKTYBAHHS i BHCOKY GioaocTymHicTh
Npyu nepopanbHoMy mpuiomi. PuBapokcaban no 15 mr i 20 Mr cnin NpUAMATH MiJ Yac BXKMBAHHS
i (nme. posain «Croci6 3acTocyBaHHs i AO3M»).
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dapmakoKiHeTHKa puBapokcabaHy HabnmsKkaeTbea 40 NiHiAHOT Npu 3acTocyBaHH] y q03ax g0 15 mr
1 pas sva o0y warwe. [Ipu npuitomi nig vyac BxKMBaHHA DKI (apMakokiHeTMKa TabIeTOK
puBapokcadady 15 mr i 20 Mr € nponopuiiHo 3aaexHo0 Bia A03H. [Ipn BUKOpUCTAHHT BULLMX 103
abcopbuisn pusapokcabaHy 0OMEXYETbCS NapaMeTpamMn PO3YUHHOCTI, IPH UbOMY Ha Tii BULIKX 103
BiJ3HAYAETHCS 3HMKEHHs 610A0CTYTHOCTI Ta CTYNEHS BCMOKTYBaHH:I.

dapmakokiHeTHKa puBapokcabaHy XapakTepU3yeThCs TOMIPHOKW MIHJMBICTIO; iHAMBILyanbHa
BapiaGeneHicTh (Bapiauifinuii koediuiesT) ctaHoBUTh BiA 30 % no 40 %.

BemoxTyBauHs pupapokcabary 3anexuTh BiL MICHS BHUBITBHEHHS JIKapChKOro 3acody y
LINYHKOBO-KMIUKOBOMY TpakTi. Bimznauaerscs 29 % 1 56 % smwxenns AUC 1 Cpax 1pH
3aCTOCYBAHHI TpaHy/siTa puBapokcabaHy, 3 BUBITBHEHHAM Mil0H0T PEYOBHHM Y NPOKCHMANbLHOMY
BiLAINT TOHKOrO KMIIEUHMKY MOPIBHAHO 3 TabneToBaHow (opmoto. Excnosunis 3MeHIIYETbCA LIe
Oinblue Npy BUBUIBHEHHI A1I04OI PEUOBHHM Y NOUCTaNLHOMY BiANiNAl TOHKOIO KMIICYHMKY 4YM
BUCXIJHIN yacTHHI 06040801 KUIIKH. HeoOXinHO yHUKaTH BBe/IeHHs puBapokcabaHy JMCTallbHILLE

IIIYHKA, OCKIILKU L1e MOXKEe NMPU3BECTH [0 3HUKEHHS BCMOKTYBaHHS Ta BiJIOBIAHOTO BIIMBY Ha
EKCITO3ULLIIO.

Heodiampuuni nayicrmu

Jlitn otpumysani Tabnetky pueapokcabany abo CyCNeH3ilo IS MepopansHOro 3acTOCYBaHHs il
yac abo GesnocepenHbo Micns rogyBaHHs abo npuiioMmy DKi Ta 3 TMIOBOK MOPLIEK PiAMHM AN
3a0e3neyenns HaiHHOro N03yBaHHs JiTaM. SK 1 y JOpOociuX, pUBapokcabaH JIeTKO BCMOKTYEThCS
micss MepopaibHOro NpuiioMy y BHIMIAAL TabneTok abo rpaHyn s NPUIOTYBAHHA CYCHEH3Ii Jms
MepOpaIbHOTO 3aCTOCYBaHHs Yy JiTeH. PisHMII y ILIBMAKOCTI BCMOKTYBaHHs a00 B CTymNeHi
BCMOKTYBAHHA MK TAGNETKOIO Ta rpaHysaMu s NPUrOTYBaHHS CycneHsii IS mepopanbHoro
3acTocyBaHHsi He crnoctepiranocs. Hemae nanmx npo @K micns BHYTPIIHBOBEHHOIO BBEACHHS
miTaM, Tomy abcomoTHa OloZOCTYMHICTE puBapokcabany y aiTed Herinoma. byino BuspieHo
3HWKEHHS BifHOCHOT GilogocTynHocti npu 30inbmenHi 103 (y MI/KT MacH Tina), IO CBiAYMTbL 1poO
00MeKeHHs BCMOKTYBAHHS NMPH BULMX 034X, HABITH NPU OZHOYACHOMY NpUHoMi 3 ixkero.
PusapokcaGan tabnerku mo 15 ta 20 Mr cnix nmpuiiMaTh niz Yac roaysanHs abo mia vac mpuiomy
Txi (auB. pozain «CnociC 3acTocyBaHHs Ta JO3H»).

Posznosin

3B’ a3yBaHHs 3 GiIKaMy 11a3MH KPOBi ¥ TOPOCTUX € BUCOKMM 1 CTAHOBUThL DJU3LKO 92-95 %, mpu
IIbOMY OCHOBHHMH 3B’A3ylOUMM KOMIIOHEHTOM € cHpoBaTKOBHH aneOymin. O0’em posmominy —
noMipHui, nokasHuk Vss (00°€M po3moziny B piBHOBaXKHOMY CTaHi) CTAHOBUTH Mawke 50 1.
Hlediampuuni nayicumu

Jani in vitro He BKa3yrOTh Ha CYTTEBI BIAIMIHHOCT] y 3B’s13yBaHHi puBapokcabany 3 OiKamMu niasmu
KpoBi y AiTeH pi3HMX BikOBMX Tpyn i mopiBusHO 3 mopocnumu. Hemae namux npo @K micas
BHYTPilUHLOBEHHOI0 BBENEHHS pHBapokcabaHy aitaM. Vss, OLiHEHMH 3a  JONOMOrOK0
NoNyAALifHOr0 MoJeMloBands (apmakokiHeTuku y miteil (mianasoH Biky Bia 0 po < 18 pokis)
nicis NepopaibHOro 3aCTOCyBaHHs pUBapokcabany, 3aeXHTh Bil MacH Tila 1 MOxKe OyTH ONMCaHO
AJIOMETPHYHOO (PYHKIIIEHD, i3 cepeHiM 3HadeHHsaM 113 i g cy6’exra 3 macoro Tina 82,8 kr.
MeTaGoni3M | BABEAEHHS 3 OpraHiamy

V mopocnux Maike 2/3 npuilHaTol 103M pusapokcabaHy MeTaboni3yerbes 3 HACTYNHHM
BUBEIEHHAM MOJOBMHM MeTabOoNiTiB HMpKamu, a iHIIOT MOMOBHHM — 3 kanoMm. Pewra (1/3)
NPUIHATOT 103K BUBOAMTECS Ge3M0CepeHb0 HUPKaMK Yy BUITIAMI HE3MiHEHOT Hiiouol pedoBUHM i3
CEUer) MEePeBaKHO WIAXOM aKTUBHOT HUPKOBOT CeKpellii.

Merabonizm pusapokcabany 3abesnedyerhes izodpepmentamu CYP3A4, CYP2J2 Ta He3anexHUMH
pin cucremu puroxpomy CYP mexanizmamu. OCHOBHMMHM JinsHkamu Oiotpancdopmauii €
MOp(OIiHOBA Tpyna, 10 3a3HAE€ OKMUCHOIO PO3KJIAJAHHS, Ta aMigHi Tpymu, aKi MiAJAraioTh
rigponizy. Buxoasuu 3 OTpUMaHHUX in Vitro JaHWX, puBapokcabaH € cyOCTpaTOM TPaHCIOPTHHX
6inkis P-gp (P-riikonporein) Ta Berp (6inok pe3McTeHTHOCTI A0 paKy MOJIOYHOT 3a/103H).
HailipakMBILIOKD CMOMYKOIO B MUJIa3Mi KpPOBI JIOJJMHM € HEe3MIHEHWH puBapokcabaH, MpH UBOMY
spauni a6o akTWBHI LMpPKYMOOYi MeTaboniTh He BusABIeHi. PuBapokca®aH, cUCTeMHMH KilipeHc
AKOTO CTaHOBWTEH Onusbko 10 n/rop, mMoxe OyTH BigHeceHUH 10 NiKapChkuX 3ac00iB 3 HU3LKUM
piBHeM KiipeHcy. ITicns BHYTPILIHLOBEHHOTO 3aCTOCYBAHHS 103M 1 MI Mepioj HaniBBUBENEHH:
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cTaHoBuThL Guuzbko 4,5 roauuu. Ilpu nepopanbHOMY 3aCTOCYBaHHI BHBEICHHS OOMEKYEThLCH
mBuakicTio abecopbuil. Ilpn BuBenenHni pubapokcabany 3 I1asMM KpoBi TepMiHAlbHHA nepion
HANIBBUMBEIEHHS CTAHOBHTB Bi 5 A0 9 rogun y Monoaux naiicutis 1a Big 11 go 13 rogun B ocid
JTHBOTO BIKY.

Hediampuui nayicnmu

Iani moao MerabofizMy, XapakTepHoro [uis AiTe, BincyTHi. Hemae manux npo gapmMakoKiHETHKY
Iic/s BHYTPIIIHBOBEHHOTrO BBEACHHS puBapokcabany aitam. KnipeHc, ouiHeHMH 3a HOIOMOION0
NOMyAsUiAHOTO MOJETOBaHHS (papMakoKiHeTHKH y naited (nianazon eiky Big 0 po < 18 pokis)
micis nepopalibHOTO 3aCTOCYBaHHs pUBapokcadaHy, 3a/1eKUTh BiJ MacH Tia 1 MOXe OyTH ONMCaHO
33 JONOMOTOI0 anoMeTpuuHoi QYHKUIT, i3 cepeqHiM nokasHUKoM 8§ i/rox ans cy®’ekra 3 Macolo
tina 82,8 xr. Cepenni reoMeTpuuHi 3Ha4eHHs TNepioNiB HamiBBHBeJeHHs (ti2), OUIHEHI 3a
AONOMOrOK0 TTOMYNANIMHOTO MOAEMIOBaHHA (hapMaKOKIHETHKH, 3MEHIIYIOTBCH 31 3MEHLUEHHAM BiKy
i cTagoBNATEL Big 4,2 rofuMHU V OIUTITKIE 10 NpUOIHU3HO 3 rojuH vy aitell pikoM Big 2 no 12 poxie,
1o 1,9 Ta 1,6 roaun y piteit Bikom 0,5-< 2 pokie i MeHue 0,5 poky BianoBiaHo.

OcobnuBi TPYIMH MALLEHTIR

Cmame. Y JI0OpOCIHX HONOBIKIB 1 MKIHOK IIHIYHO 3HAYYLLl pO3XOJUKeHHs (apMaKOKiHETHKH He
BUsiBNICHI (TR, po3min «Crnoci6 3acTOCYBaHHA Ta 1031»).

IotykoBri aHani3 He BUABUB pPelIEBaHTHMX BiAMIiHHOCTEH y ekcnosuuii pusapokcabamy MiK
JITEMM 90T0BIUOT Ta )KiHOYOT CTaTi.

Hayicumu nimne020 giky. Y NalieHTIB NiTHROrO BiKy KOHUEHTpauii puBapokcabany y nmnasmi Kposi
BUILI, HDK V MONOAUX nanieHtie, cepenHe 3HaveHHa AUC npuGnusno y 1,5 pasa mepepuilye
BIANOBIZHI 3HAYEHHS Y MOJIOJMX NALIEHTIBE OJIOBHUM YHHOM YHAC/HiA0K 3HW)KEHOTO 3arajikHoro Ta
HUPKOBOro KiipeHcy. Hemae norpebu B kopekuii 103H.

Pizni eazo6i xamezopii. Y N0pociux 3aHaaTo Mana abo Benuka maca Tina (MeHme 50 kr i Oinbiue
120 xr) aMie HE3HAYHOK MIpOXO BINIMBAE HA KOHIGHTPalii puBapokcadaHy y nnasmi Kposi (MeH1ue
25 %). Hemae notpebu B KOpekLii 1034,

JiTam puBapokcabaH MpU3HA4YaOTh 3alIEKHO Bif Macy Tina. [TomyKoBuii aHanis y AiTedl HE BUABUB
pENeBaHTHOTO BIUTMBY HEOCTATHLOT MAcH Tijla a00 03KMPIHHA Ha EKCIO3MLII puBapoKcadbaHy.
Misicemniuni ocobnugocmi. Y JOPOCINX KIHHIYHO 3HA4yLi po3xomKeHHs GapmakokiHeTHku (DK)
T2 (dhapMakoAHHAMIKH (©) y NAl[IEHTIB €BPOMEOTIHOT, adhpoaMepHKaHCHKOT,
JIATHHOAMEPUKAHCHKOT, ATOHCHKOT a00 KHTAHCHKOI eTHIYHOT NPHHANEKHOCT] He CIIOCTEPIranucs.
[TowyKoBUi aHani3a He BWSBHB pEJCBAHTHMX MDKCTHIYHUX BIAMIHHOCTEH B  excrosuuii
puBapokcabaHy cepel JiTell SMOHCHKOT, KMTalchkoi abo asiaTchkoi eTHIUHOI MpMHANEKHOCTI 3a
mexcamu Snouii Ta KuTaro mopiBHMHO 3 BIAMOBIIHONO 3araibHOI0 NEAiaTpUUHOI0 MOMYIALIE.
Ilevinkosa wedocmamuicmp. Y [IOPOCIMX XBOPMX Ha IIHPO3 TIEHIHKH Ta JIETKOK CTali€lo
neuiHkoBoi HemocrarHocTi (kmac A 3a knacudikauniero Yaiinga — [1'10) QapmaxokineTHka
puBapokcabady JMile He3Ha4YHO BiOpI3HsIACs Bii BiQMOBIIHHX MOKasHMKIB (y cepepnbomy I,2-
pazope 36inbmenns AUC pueapokcabaHy) y KOHTPONBHIH rpyni 370poBMX [N0OpOBOMBLIE. VY
MaieHTIB 3 LMPO3OM TEHIHKH i3 CePeAHBOTAKKOI CTANIEI0 NEYIHKOBOL penocratHocTi (kKnac B za
knacuixauiero Yaiinma — I110) cepenus AUC puBapokcabany Oyna 3payHo migsuiueHa (y 2,3
pasa) NOpiBHAHO 3 TAKOK Y 310poBHX A00poronbiiie. AUC He3B si3aHOl pEYOBUHM NiJBUILYBaJacs
y 2,6 paza. Y IMX NAIi€HTIB TAKOXK 3aPEECTPOBAHO 3HUIKEHHS BUBEACHHS PUBApOKcabaHy 3 ceuelo,
noiibHe 10 TOro, MO XapakTepHe IS MALIEHTIE 3 HHPKOBOIO HEAOCTATHICTIO MOMIPHOIO CTYNEHS.
Hemae maHux 1110/10 MalieHTIB 3 TSKKUM NopylleHHAM QyHKUIT NeYiHKH.

[purnivenss akTMBHOCTI ¢akropa Xa Gyno BUpaKeHE cuiibHile (2,6-KpaTHE PO3XOJIKEHHH) Y
MauieHTiB i3 CepeiHLOTAKKAM NOPYILeHHIM (QYHKIT MewiHKy, Hix y 310poBuX Aobposonbuis; 114
Takox (2,1-KpaTHo) nogoexysarcs. IlauiedTs 3 cepeqHBOTHKKMM MOPYIIEHHAM QYHKUIT mediHKA
Oynu 6inpll YyTIMBUMHK [0 pUBapoKcabaHy, 1O MPU3BOIUIO A0 Oinbll KPYTOT KPUBOI 3a/1eKHOCTI
OK/D]] mix KoHueHTpauicwo Ta [T4.

Pupapokcaban —  NOpPOTMIIOKA3aHWH  NMauieHTaM i3 3aXBOPIOBAHHAMH  TEYiHKH, IO
CYNPOBOMKYIOTECA KOArYJIONATIEIO 3 KIIHIUHO 3HAYYIIMM PH3UKOM BUHHKHEHHS KPOBOTEUI, B TOMY
yucal nauicHTam 3 UHpo3oM medinku knacy B ta C 3a knacudikauiero Yaitnpa — 110 (aus. po3ain
«IIpoTrnoxasanusm:).
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BigcyTni kniniuni naui nono aireit is nopywentsam GyHKUIT mevinku.

Huprosa nedocmamnicme. Y 1opociux BifzHauanocs 36inbmenns eKCO3KLUIT pUBapokcabany, axe
00epHEHO NPONOPUIHHO KOPENOe 3i 3HMNKEHHAM (yHKLUT HUPOK, 10 BHM3HAYalW 33 KIipeHCcoM
KpeaTuHiny. B oci6 3 nerxum (kripenc KkpeatnHidy 50-80 mMi/XB), cepemHLOTAXKMM (KiipeHc
kpeatnHiny 30-49 mn/xe) ao TaxkuM (Knipetc KpeaTHHiny 15-29 mi/xB) mopywenuam yHkuil
HUPOK, KOHUEHTpauii puBapokcabany y mnasmi kposi (AUC) Gyau B 1,4, 1.5 Ta 1,6 paza Ginpuii
NOPIBHAHO 3 TaKMMH Y 3J0POBAX H0GPORONbUIE. BimmosiHo crocTepiranocs 30inblIeHHs
apmakoauHaMiugux edextie. B ocif 3 nerum, CEPEAHBOTIKKMM ab0 TKKMM [OpYLIEHHAM
(byHKUiTl HUPOK 3aranbHe NPUrHIYEHHS AKTMBHOCT daxropa Xa Gyno sigmopigno B 1,5, 1.9 T1a 2
pasu OinbIIMM MOPIBHAHO 3 TAKMM Y 30POBHX nodpoeoasiis; T4 nomiGHuyM yMHOM 3pocTano y
1.3, 2,2 ta 2,4 pasa signosigno. Jlani mwomo mauientie 3 KIPEHCOM KpeaTHHiny < 15 mu/xe
BiOCyTHI.

3 ornagy Ha BUCOKE 3B’S3YBaHHA 3 GilKAMH IUIa3MM KPOBI, OUiKyeTbCs, 110 puBapokcabaH He
BUBOZMTBCS 3 OPralismMy IUISIXOM Iianisy.

He pexomenpyetncs 3acrocoByBatw pupapokcabad naiicHtam i3 KJIPEHCOM KpeaTuHiHy < [5
MI/XB. PrBapokcaban ciiifi 3acTOCOBYBaTH 3 0GepeKHICTIO MallicHTaM 3 KIpEHCOM KpeaTuHiny 15—
29 mn/xB (aue. pozain «OcobnueocTi 38CTOCYBaHHSY).

BineyTui kninitni gani mono sacrocyeanus y AiTel BiKoM Bin 1 poky 3 HUPKOBOIO HELOCTATHICTIO
NOMIPHOTO 460 TAKKOrO CTYMeHs (WBKAKICTD KIy60UKOBOT dbineTpanii < 50 ma/xs/1,73 M?).
Dapmaroxinemuyni dani, 6idsnaveni y nayicumis. Y NaUieHTIB, IKI OTPUMYIOTH PUBAPOKCAOAH 715
npodinaxtukn TI'B y no3i 20 mr 1 pas na go6y, CepeHiil reOMeTPHIHMH MOKA3HUK KOHLIEHTpauii
(intepsan nporuosyeanHs — 90 %) wepes 2-4 roauMuM Ta Majike yepe3 24 roAMHH TiCas
3aCTOCYBaHHA (yac, WO NpPUEIM3HO BigoOpaXkae JOCATHEHHS MAKCHMANBHOI Ta MiHIMANbHOT
KOHLEHTpaLil ¥ npoMikkax MK npuifomamu 1103) craHoBup 215 (22-535) 1 32 (6-239) mkr/n
BiJINORBITHO.

Y nenmiatpuynux nauientie 3 rocrpow BTE, ki OTPUMYIOTE puBapokcaban (y josi,
BIIKOPUIOBaHIH 3a Macow Tina, WO MPU3BOAMTE 10 GKCTIO3UIII, NOAiOHOT Mo excrnosuuii vy
nopocaunx nauientis 3 TI'B, gki orpumyroTs nozy 20 Mr onun pa3 Ha 100y), cepenini reoMmeTpuuni
KkoHuenTpauii (90% intepan) y wac Binbopy 3paskis, skuii npubnusno Binobpaxae H0CArHEHHS
MaKCMMAllbHOI Ta MIHIMaNLHOT KOHLEHTpaNil y MpOMIKKax Mix NpUHOMaMHu 103, y3arajlbHeHO B
Tabnuui 3.

Tabnuug 10. TlincymkoBa craTHCTHKA (cepenne reomerpuune (90% inTeppan)) piBHOBAKHKX
KOHUEHTpauill puBapokcabany y nna3mi Kpopi (MKr/i1) 3a pexumom 03YBaHHA Ta BIKOM

InrepBanu
qacy
Shesapas wa N 12 <18pokie| N | 6 -<12 pokis
nody
2,5-4 ronuun 171 241,5 24 2297
micns (105-484) (91,5-777)
20-24 roguuu 151 20,6 24 15,9
nicis (5,69-66.5) (3,42-45,5)
o . : 0,5-
Hgiti na 106y N 6-<12pokie | N | 2-<6pokiz | N <2 SoRH
2.5-4 ronmau 1454 171,8
i 0 | 60343 | 8| (qo7azgy | 2| wE
10-16 rognu 33 26,0 37 72 0) 3 10,7
micis (7,99-94,9) (0,25-127) (H.p-- 5.p.)
: ; . HAPOMKEHHH 0,5 - HapPOIKEeHHA
Tpuui na ooy N 2 -<6pokie | N 2 i N <3 nonen N = USimeny
0,5-3 ronuuu 5 164,7 25 111,2 13 1143 12 108,0
nicis (108-283) (22,9-320) (22,9-346) (19,2-320)
7-8 ronuH nicas 5 33,2 23 18,7 12 21.4 11 16,1
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| [ | (18.7-99,7) | | (10.1-36.5) [ [(10,5-65.6) [ | (1.03-33.6) |
H.p. = HE PO3paxoBaHo

3HaueHHs HWXKYC HWKHBOI Mexki KinbkicHoro Bussadenus (HMKB) Gynu samineni wa % HMKB mns
pospaxynky craructuku (HMKB = 0,5 mxr/m).

Papmaroxinemuuni/apmaxodunamiuni e3acmose ssku. OliHka dapmakokineTuunoro/ hapmako-
auHamibroro (PK/®M) B3aemo3r’s3ky Mik KOHUEHTpaliero pupapokcabaHy y nnasMi KpoBi Ta
ASAKUMH  (PapMakoJMHAMIYHUMK KIHUEBUMH TOYKaMmu (Mpurhiuenns paxropa Xa, ITU, AUTUY,
HepTest) nposopunack Ha T1i 3acTocyBaHHs BeNHKOro Aianaszony no3 (5—30 mr apidi ma 106y).
B3aemo3B 30K MDK KOHLEHTpaUiclo puBapokcabaHy Ta akTMBHICTIO (axktopa Xa Haiikparie
BU3HAUAETBCA 3 JONOMOTOK Emax Mogeni. Illomo Y — waifGinew HoCTOBIpHI NaHi OTPUMYIOTH
LIIAXOM 3aCTOCYBAaHHS JIIHIHHOT MOJIeNi IEPETHHAHHS BiPI3KiB. 3aneKuo Bi pisHUX peareHTiB s
pusHavueHns [TH, kyToBuii KoedilieHT Moske MaTH CyTTEBO Biiminni snauenns. [Ipu 3acTocyBaHHi
pearenTy Neoplastin aist Bumiprosanns ITH, nouatkosuii T4 cranosue Gnuseko 13 ¢, a KyToRwHii
koediuieHt — Bin 3 10 4 ¢/(100 mkr/n). Pesynsrat OK/D]JI ananisie y nocnimkennsax das 11 ta 111
BIJNOBIAANHA JAHHM, OTPUMAHUM Y 3/10POBHX JOOPOBOJIBLIB.

Humsuui ix. EQekTvBHICTS Ta Ge3neka 3acTOCYBaHHS JIKAPCLKOro 3acoby MpH TOoKasaHHi s
npoLIaKTHKY 1HCYNbTy Ta cucTeMHOT emOonii y mauicutie 3 Heknamawsowo (iGpunsuicio
nepeacepip y gitedt 1o 18 pokis He BuByanacs.

Hoxniniyni gani 3 6esnexn

Ichyroul noxniniuni fani, oTpuMaHi B Xofi TpamuuiiHuX JOCHimKeHk (GapMakomoriunoi Gesnexu,
TOKCHYHOCTI OAHOPA30BOT 1031, (ETOTOKCHYHOCTI, FTEHOTOKCHYHOCTI, KAHUEPOreHHOTO MOTeHIiany
Ta PENpONYKTUBHOT TOKCHYHOCTI BKA3YIOTh Ha BiCYTHICTL OyAb-AKHX Crienu(iMHUX PUIMKIB 18
JIOHHH.

Y NOCTiIKEHHAX TOKCMYHOCTI 6araropasoBux A03 croctepiraquchk edekTu, MoB’s3aHi, roNIOBHAM
YMHOM, 3 HAOMIPHO BMPaXKEHOIO (hapMaKoIMHAMIuHOIO Hielo puBapokcabany. He 3apeectposano
BIUIMBY Ha (epTUNBHICTL y caMMUb Ta CcaMIliB LIypis. ¥ xoai mocnimxeHs Ha TBapuHax Gyio
BUABJIEHO pENPONYKTHBHY TOKCHYHICTb, MOB’A3aHy 3 (apMakonoriyHUM MexXaHi3MoM  mil
puBapokcabaHy (remopariuni ycknajHeHHs). Bupuenns puBapokcabady Ha MOJOJMX IIypax 3a
TPUBANOCTI JIKYBAHHA NPOTArOM 3 MICAIiB, MOYMHAIOMM 3 4-ro JiHA MOCTHATANLHOIO Mepiomy,
MoKasano He3aNeykHe Bil 103u 30iMbIIEHHS YacTOTH NEpUiHCYNspHMX KpoboTed. He BHABIEHO
J0Ka3iB TOKCHYHOCTI JIJIsl OpraHiB-MilleHeH.,

Kainivyni xapakrepucTakn

Hoxazanns

Llopocni

[IpodinakTuka iHCynbTy Ta CHCTEMHOT emOomil y [OpOCHMX [AaUicHTIB i3 HEKNIanaHHO
(ibpunsiniero nepeacepb Ta OAHUM 4K KinbkoMa (pakToOpaMu PU3MKY, TAKMMM SK 3acTiiina ceplepa
HEJIOCTATHICTh, apTepianbHa rinepTensis, Bik > 75 pokie, HyKpoBuil miaber, iHCYIbT abo
TPaH3UTOPHA IEMIYHa aTaKa B aHaMHe3i.

JlikyBanns tpomOo3y rmmGokux Bed (TI'B), rtpomGoemGonii nerenesoi aprepii (TEJIA) i
npodinaxktuka peunausy TI'B ta TEJIA y mopocnux (aue. posain «OcoOIMBOCTI 3aCTOCYBAHHM»
crocoBHO mauienTis 3 TEJIA, mo MaoTs HecTabinbHi reMoMHaMivHi TOKA3HUKH).

Limu

Jlikysanus senoznoi Tpomboembonii (BTE) i npodinaxtuxa peuuaupy BTE y niteit Bikom no 18
pokiB Ta Macoro Tina Bix 30 go 50 kr micnd npuHaiMHi 5 AHIE MOYATKOBOT TMapeHTepalbHOT
AHTHKOAryJIIHTHOT Tepanii.

Ilpomunorxazanns
— Iigpuwena dyTimeicts 10 puBapokcabaHy afo 100 Gynb-KMX [ONOMIKHMX pPEevyoBHH
JiKapchKoro 3aco0y.
—  Kuiniuno 3nauyma akTHBHA KpoBOTEYa.
—  YiwkoxenHs abo cTaHH, WO CYNPOBOMKYIOTHCA 3HAYHUM PM3UKOM PO3BHTKY KPOBOTEY, IO
AKX HalexaTh HagBHI HA MaHuil yac abo HelONaBHO AIATHOCTOBAHI BMPAasKy INTYHKOBO-
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KUIIKOBOTO TPaKTy, 3MOSKICHI NyXJAWHWM 3 BMCOKMM pH3MKOM KPOBOTEY, HEIIOAABHO
[IEpEHECEHa TpaBMa roJIOBHOTO abo CIMHHOIO MO3KY, HELOJABHO IEPCHECEHE OrEpaTHBHE
BTpYYaHHsS Ha rOJNOBHOMY, CIMHHOMY MO3Ky ab0 ouax, HEIIOJaBHIi BHYTpillHBOYeperHuii
KPOBOBMJIMB, BAaPUKO3HC pPOSIIMPEHHA BCH CTPAaBOXOAY (BMSBIACHE uM MifO3pIOBaHe),
aprepiosenosHi  manbopmauil,  aHespusMa  cymguH = a60  3Haudi 32 po3Mipom
BHYTPILUHBOCTIIHALHI a60 BHYTPilIHEONEpeOpanbHi CyIMHE] aHOMAiL.
— Onnouache sacTocyBaHHs 3 OyAb-fAKAMM  iHIUMMM  aHTHKOAI'YJIAHTAMM, 30KkpemMa 3
He(ppaKuiOHOBAHMM  FEMapuHOM,  HU3LKOMOMNEKYISPHUMU rerapuHaMM  (EHOKcanapuH,
MANbTENapUH - TOWIO), MOXIAHUME renapuny (OHAANAPHHYKC —TOMIO), IepOpPaNTbHUMH
aHTHKoarynaHTamu (Bapdapun, nabirarpan eTekcunar, anikcaba ToLO), OKpiM crienudiuanx
00CTAaBMH Mepexojly Ha anbTEPHATHBHY AHTHKOATYISHTHY Tepanito (aMB. posnin «Cnocid
34CTOCYBAHHS Ta A03M») ab0 BMIANAKM, KONM HedpPaKIiOHOBAHMI renapiH NPUIHAYAETECS Y
R03ax, HeOOXIMHMX A1 QYHKIIOHYBAaHHA BiIKPUTOro KaTeTepa HCHTpanbHUX BeH abo apTepiii
(aue. poznin «Bsaemonis 3 iHIMMK NiKapcbkUMH 3ac06aMu Ta MU BUAK B32EMOIH» ).
3axBOPIOBAHHA MeYiHKH, SIKi ACOLIOIOTHLCA 3 KOATYIONATIE Ta KNiHIYHO 3HaYYIIUM PHIHKOM
PO3BUTKY KPOBOTEYI, Y TOMY YMCHi LMpo3 meuinku knacy B ta C (sa Knacugikaniero Yaiinga —
IT'10) (mue. pozain «DapMakonoriuni BracTHROCTIY).
— Iepiox BaritHocTi a6o roayBaHHs Ipyamo (IUB. pPo3ail «3acTOCYBaHHA y Mepioj BariTHOCTI
abo rogyBaHHs TPyIIIO»).

Bszaemoodia 3 inmumu nikapcokumu 3acobaru ma inwi ¢uou e3acmodiii

Cryniub B3acmonil y meniarpuunoi nonynsuii Hesinoma. Hapeneni Hmkue JaHi 1M0J0 B3aeMOIT
Oynn oTpumaHi 1 JOPOCTHX, U NEAIATPHIHOT MONy Al ciin OpaTu 10 yBaru 3actepesKeHs,
HaeeneH! y posaiti «OcobamMBOCTI 3aCTOCYBAHHY.

Inri6itopu CYP3A4 ta P-gp

OprovacHe 3acTocyBaHHs pHBapokcabaHy Ta KeTokoHasony (400 mr 1 pas na noby) abo
puronaeipy (600 mr meiui Ha mo0y), npuU3BOmMIO O 2,6-KpaTHOro/2,5-KpaTHOro I ABUIIEHHS
cepeanbol  pieHoBaxHoi AUC pusapokcabany Ta 1,7-xpatnoro/1,6-kpatHoro 30inbleHHs
cepenibol  Cmax  puBapokcabaHy, — sKe  CyNpOBOMKYBANOCS  3HAYHUM  MOCHIGHHSM
(apmakonunamiunmx edexTie miKapebKoro 3acoby, wo NIJBHILYE PU3MK KPOBOTeUi. 3Barkaloum Ha
11¢, 3aCTOCYBaHH Nikapcbkoro 3acody PIBABAH® ne PEKOMEHIYETLCA MaLlieHTaM, sIKi OTPUMYIOTh
CYNYTHE CHCTEMHE JIIKYBaHHs MPOTHIPUOKOBUMH NIKAPCHKUMMU 3aCOGAMU a30bHOT TPYIH, TAKHMH
AK KETOKOHA3011, ITPaKOHa30J1, BOPMKOHA30] Ta 1103aK0Ha301, abo iHridiTopamu BlJI-nporeasu. Lli
nikapceki 3acobM € moTyxHuMM iHriGitopamu CYP3A4 Ta oaHOYacHo P-gp (muB. pospin
«OcobnMBOCTI 3aCTOCYBAHHAN).

PeuoBnny, sKi akTHBHO IHTIOYIOTH TIILKH OIMH 31 IUISXiB BUBEAEHHA puBapoxcabaHy 3 OpraHizmy,
CYP 3A4 abo P-gp, sx ouikyeTbcs, 36iMbUIYIOTE KOHLEHTpALUT puBapokcadaHy y TuasMi Kpoei
MEHILIOID MIpOKO.

Hanpuxnan, knapurpominms (500 mr agiui va go6y), mo 3uaumo iHrifye akTMBHICTD i30(epmMeHTy
CYP 3A4 i nomipHo - P—gp, cnpudunse 1,5-kpatHe 36inblieHHS cepenHix 3Hauyens AUC Ta
l,4-xparne 36inpmenns Crax puBapokcabany. Bsaemonis 3 KIapUTPOMILMHOM, HMOBIPHO, He €
KIIHIYHO 3HAYyWIO st GUTBLIOCTI MALlieHTIB, ane MOTEHMIHO MOKe OyTH 3HauyIIOK s
MALIEHTIB BUCOKOrO PH3HKY (LIOJO 3aCTOCYBAHHS y MAL€HTIB 3 HUPKOBOIO HEAOCTATHICTIO IHB.
po3in «OcobaHBOCTI 3aCTOCYBAHHAN).

Eputpominun (500 Mr Tpuui Ha n06y), o noMipHO iHriGye akTHBHICTD izodepmenty CYP 3A4 i
P-gp, cnpuunnse 1,3-kpatne 30inbluenns cepenHix pisHoakHMx 3nadeHb AUC i Crm
pueapokcabany. Bsaemonis 3 epurpominunom, iMoBipHO, HE € KIiHIYHO 3HAYYLLO N7 OiBLIOCT]
NaUi€eHTIB, ae NOTEHUIHHO MoXKe 6YTH 3HAYYLLIO AN NALICHTIB BHCOKOrO PH3HKY.

Y mauieHTis 3 HUPKOBOK HEAOCTATHICTIO JIETKOTO CTYMEHs TSKKOCTI, Ha BIAMIHY BiJl maiienTie i3
HOPMaILHOX (DYHKLI€I) HUPOK, MpPM 3acTOCYBaHHi epuTpomimuuy (500 mr 3 pasu Ha moOYy)
Bif3Hauanu 1,8-kpartHe 3pocranns cepemuboro snavenns AUC Ta 1,6-xpaThe 36inbiieHHs Cmax
puBapoxcabany. V naiienTie 3 HHPKOBOIO HEJIOCTATHICTIO CEPEAHBOID CTYNeHs TSKKOCTI Ha Tii
EPUTPOMILIHHY CIIOCTepirany 36UIbIEHHs cepeaHboro 3nauecHus AUC puBapokcabany B 2 pasu i
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nigpuents Crnae puBapokcabany B 1.6 pasa nopiBHsHO 3 nauicHtamu 6e3 MopyuweHb (yHKuil
HUPOK. BIJIMB €pUTPOMILMHY € aAMTHBHHM [0 SIBMLL HMPKOBOI HEJOCTATHOCTI (HMB. po3ain
«OcolGnMBOCTI 3aCTOCYBaAHHS ).

@nykonason (400 mr 1 pas Ha 100y), BBaxaeTses iHriditopom CYP 3A4 cepeanbol INTEHCHBHOCTI,
i Horo sactocyBanns cnpuunnsno 1,4-kpatie 36inbwenns cepeanix suauenn AUC Ta 1,3-kpathe
30inbwenHa  Crax puBapokcabany. Baaemopis 3 daykoHazonoM, HMOBipHO, He € KIiHiuHO
3HAYYWOK 178 OinbIIOCTI MallieHTiB, ane NOTCHUIMHO Moxe OYTH 3HauyLOK JUIsl MALCHTIB
BUCOKOIO PM3HKY (IOI0 3aCTOCYBAaHHA NALiCHTAM 3 HHMPKOBOIO HENOCTATHICTIO AMB. PO3/in
«OcobaMBOCTI 3aCTOCYBAHHSN ).

3paxkaroyn Ha 0OMEXKeHi KMiHIuHI JaHi MWOJO ApPOHeNapoHy, CNil YHHMKATH OJHOYACHOTO HOro
3aCTOCYBAHHS 3 pUBapoKcabaHoM.

AHTUKOAI'YIIAHTH

[Ticnst kKoMGiHOBAaHOIO NpH3HAYeHHs eHOkcanapuiy (omHopas3oBoi mosu 40 Mr) i pusapoxcaGany
(ompopazosoi ao3m 10 mr) cnocrepirascs aiuTHBHHE edeKT 100 NPHUTHIYEHHS AKTMBHOCTI
(axTopa Xa, mo He CyNpPOBOMKYBANOCA AOJATKOBUMH 3MiHaMM Npo® Ha 3ropTanHs kpowi [ITU
(npotpombinoBoro uacy). AUTY (akTHBOBAaHOro YacTKOBOTO TPOMOOMIACTHHOBOTO dacy)].
Exokcanapun He 3MiHIOBaR papMaKkOKIHETHKY pUBapokcabany.

Uepes 30iIblUEHHA PU3MKY PO3BUTKY KPOBOTEY CIijJl 3 OOEPEKHICTIO CTABUTHCA [0 OJHOYACHOTO
3aCTOCYBAHHA 3 IHIIMMM aHTHKOAryJIsHTamMu (muB. posmima «Ilpotunokazadssy, «OcobnuBocTi
3aCTOCYBAHHA ).

Hecrepoiani nportuzanansii sacoou (HI133)/ ivriGitopu arperauii TnoMGOLUNTIE

Ilicnst onmouacHoro 3actocyBaHHs pueapokcabany (15 mr) i 500 Mr HampokceHy KaiHI4HO
peeBaHTHOrO MONOBKEHHA Yacy KpoBOTedi He crnoctepiranocs. [Ipote B okpeMuX 0Ci0 MOKIMBA
6inbin BUpazkeHa QapmakoarHaMidHa BifNOBias.

He criocTepiranocs KniHiyHO 3Hauynux papMakokineTHuHux abo (apMakoIMHaMiYHUX B3acMOii
MpH OJTHOYACHOMY 3aCTOCYBaHHI puBapokcabany Ta 500 Mr aueruncaniumMaoBol KUCAOTH.

He Bussneno dapmakokineTu4noi B3aemomii mix pueapoxcabanoM (15 mr) i wionizorpenem
(naBanTaxysanbHa 032 300 MT i3 MOANBIIMM NIPU3HAYEHHM MIATPUMYBAILHUX 103 75 Mr), ane y
Niarpyni MauieHTiB  BiA3HAaueHe peneBaHTHe 30IMLIICHHS TPUBAIOCTI KPOBOTEWi, WO He
KOpemoBano 3 arperamicio TpomGouuTie i pisHamu P-cenextuny aGo GPIIb/Illa-penenTopa.
Heobxinno aoTpumysathcs 0OGEpeKHOCTI MpuU NpU3HAYEHHI puBapokcabaHy nalieHTam, sKi
ofiHO4acHo 3actocoByioTh HII33 (Bkmowaroum auerwicaniuuioBy KHCIOTY) Ta iHTIBiTOpHM
arperaiii TpoMGOUMTIB, OCKiNBKM Wi mikapchbKi 3acofu 3a3BMYall MiABMIIYIOTL PU3MK KPOBOTEY
(mu1B. po3ain «OcobNUBOCTI 3aCTOCYBAHHSY ).

CenexTHBHI (HrIBITOPY 3BOPOTHOrO 3axomneHds cepoToHiny (CI33C) / iHribiTopM 3BOPOTHOIO
3aXOIUIEHHA CEpOToHInY-Hopeninedpuny (1I33CH)

Slk 1 mpw 3acTocyBaHHi iHIIMX AHTHKOATYMSHTIB, NMiJBMLLYETHCA PH3MK PO3BHTKY KPOBOTEH Y
NalieHTiB, sKI onHOYacHO 3actocoBytoTk CI33C abo I33CH BHachimok BINIUBY OCTaHHIX HAa
TpombounTy. [lpn ogHovacHOMy 3acTOCYBaHHI 3 pUBapoKcabaHOM y XOMi KAIHIYHUX JOCHiIKEHb
criocTepiranacs Ginbla KilbKicTh KNiHIYHO 3HaYYIIMX KPOBOTEY B YCiX rpynax Teparii.

Bapdapun

llpu nepexoal naiienTie 3 awtaronicty Bitaminy K Bapdapuny (MHB 2-3) ua pusapoxcaban
(20 mr) abo 3 pusapokcabany (20 mr) na Bapdapun (MHB 2,0-3,0) npotpom6inosuii yac ta MHB
(Neoplastin) s6inbmysanucs Ginbiu Sk aAMTHBHO (Bia3Hayanucs oxpemi 3Hauenns MHB no 12), y
TOH 4ac AK BIUIMB HAa AYTY, inribysanna axtueHoCcTI dakropy Xa Ta eHIOTeHHWH TPOMOIHOBHIA
notenuian (ETIT) 6yR anuTuBHUM.

Sximo Gaxano nepesiputh GapmaxonuHamiuni edexTr puBapokcaGaHy nij ac nepiofy mepexomy,
MOXyTb OyTH BHKOPUCTaHI TECTH Ha BU3HAYeHHS akTHBHOCTI anTn-Xa, PiICT i HepTest, ockinbku
Bap(apui HE BIUIMBAE HA PE3YNbTAaTH LMX TecTie. [Tounnaioun 3 4 nobu nicns BiMing Bapapuny
1 B noaansimomy Bei Tectd (Brirouatoun [1T, AUTY, inri6ypanus akTHBHOCT daxTopa Xa ta ETII)
BinoOpaxaioTh nume edekt pusapokcabany.

Ao Gaxkano nepesiputu dapMaxoaMHamiuni edextd BapdapuHy Nig €ac mepiofy nepexony,
MOXKHa BHKOpHCTaTH BuU3HadeHHs MHB npu pocarnerHi Cmin puBapoxcabany (uepes 24 roauuu
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micas NPUHOMY MONEepenHboi [103u puBapokcabany), OCKIIbKM y 1IeH MOMEHT pusapokcaban
HaHMeHIIIe BIJIMBAE Ha pe3yibTaTh TecTy MHB,

Mix papdapunom Ta puBapokcaGaHOM HE Bia3HAYEHO (hapmaxokineTHunoi B2aemMoniT.

Inpykropu CYP3A4

OpnnouacHe 3acToCyBaHHs puBapokcabany Ta prudamniumny, mo e cunsHum ingykropom CYP3A4 i
P-gp, npuseoauno o npubmuzno 50 % suuenHs cepennboi AUC  pupapokcaGany Ta
Napaje/bHOTO  3MEHIIEHHS  HOro  apMakoAuHamidnux  edextie. OnHoyacHe 3aCTOCYBaHHS
puBapoxcabany 3 iHUIHMMM CHABHOTIIOYHMHM inpykropamu CYP3A4 (nanpukian deHiTOTHOM,
kapbamaseninom, enobapbitanom aGo 3acobamm Ha OCHOBI 3Bip0o0OI0) TAKOIK MOXKE CHIPUUMHHTH
3HUKCHHSA KOHUEHTpauiil puBapokcabany y mnasmi xpoei. Tomy cnin YHHMKAaTH OIHOYACHOrQ
NPU3HAYEHHA 3 JiKapcbkuMm 3ac060M MOTYxHMX iHAYyKTOpiE CYP3A4, OKpIM BHMNAAKIB, KOIuU
3a0e3neteHo peTenbHuii HarJsI 3a NAiEHTOM 3 METOK BUABICHHS O3HAK T4 CHMOTOMIE Tpombo3y.
IHui mikapepki 3aco06u cynyTHBOT Tepanii

He Bimznavanocs xminisHo 3Hauymux dapmakokiHeTHuHUMX 260 dapmaxonuHamMiuaux B3aeMOiil
[Ip1 OTHOYACHOMY 3aCTOCYBaHHI puBapokcadaHy 3 MizasoiaMmom (cyberpar CYP3A4), nurokcuHom
(cybetpar P-raikonporeiny), atopeacTaTHHOM (cy6erpar CYP3A4 i P-gp) aGo omenpasonom
(iuriGitop mporToHHOT momnu). PupapokcaGan me NPUTHIYYE | He IHAyKye Oynb-fiKi Baskimpi
13ogopmu nuroxpomy CYP, Taxi sk CYP3A4.

Bruiue Ha naboparopui napamerpu

Brive Ha noxasuuku sropranns kposi (IT4, AUTY, HepTest) e nependauyeanuil, 3 ypaxysanssm
MeXaHisMy nii pupapokcabany (IMB. pozfin «DapMaKooriuHi BIaCTUBOCTI» ).

Ocobnugocmi sacmocysanns

Ynponosx nepiofy JiKyBaHHS PEKOMEHIYETHCH 3AIHCHIOBATH KIIiHiuHMii Harnai, Wo Bignoeigae
NPaKTHL] 3aCTOCYBAHHS aHTHKOAry/ISIHTIB.

Pusik po3BuTKY KpoBoTeui

SIK 1 npu 3acTOCYBaHHI IHIIMX aHTHKOAryNIsSHTIB, MaiienTam, AKi MPUAMAIOTH pUBapokcaban, ciin
nepe0yBaTH MiJl PETE/bHUM HArNSOM /IS BMSBIEHHS O3HAK KpoeoTeyi. PexomeHnayertbes 3
OOEpeKHICTIO  3aCTOCOBYBaTH pHUBapoKcaban MpH  3aXBOPIOBAHHAX, IO CYHNPOBOMKYIOThCA
MIIBULIEHAM PH3UKOM PO3BUTKY KpoBoTe4. Y BHOALKY Cepilo3HOT KpoBoTeui 3aCTOCYBaHHsI
pHBapoKcabany cilil NPUITMHUTH (JMB. PO3Ail «IlepenosyBsamnsy» ).

Y KIIHIYHAX NOCTIIKEHHAX KPOBOTEYi 31 CIM30BMX OGOIOHOK (nanpuknag, HOCOBI KpoBOTeui,
KPOBOTEHI 3 sICEH, LUTYHKOBO-KUIUKOBI KpOBOTE4i, KpoBOTeui 3 OpraHiB CE4OCTATERBOT CHUCTEMH,
BIUIIOYAK0YH aHOMaNbHY BariHanbHy KpoBOTedy abo MOCHJIEHHS MEHCTPYanbHOoi KpoBOTeui) Ta
aHeMis BHHMKal{ 4acTille Ha TNi AOBroTpuBAnoi Tepanii puBapoxcabaHoM, HDK MpH NiKyBaHHI
aHTaroHicramu Bitaminy K. 3Bakaroum Ha 1le, JOZATKOBO [0 HANEKHOLO KIiHIYHOIO Harnsaay y
BIANOBIMHUX — BUNafkax  JONIIBHO NPOBOAUTH  7abOPAaTOPHY  NEpeBipKy  MOKA3HUKIB
TeMOrJI0D1HY/TEMATOKPUTY 3 METOIO BHABICHHS BHIAJKIB BHYTPILIHIX KpOBOTEY JIJISl BU3HAYEHHS
KIIHIYHOT 3HAYYMOCTI ABHUX KPOBOTEH.

[leBni kareropil mauieHtis, AK 3a3Ha4eHO HIKYE, MAIOTH MIIBUIIEHHHA PU3HK PO3BUTKY KPOBOTEUI.
Taki mauienTn micns nouatky NiKyBaHHS MOBHHHI nepedyBaTi MiJ peTeJbHMM HArisSIgoM Juls
BUABJICHHS CHMITOMIB IeMOPariyHMX YCKIa e b Ta aHeMiT (11B. po3ain «ITobiuni peakuiiy).

[pu Oynp-axomy smmwkenHi piens remornoGiny aGo apTepianbHOr0 THCKY He3 sICOBaHOI eTionorii
HEOOXIIHO BUABUTH IDKEPENO KPOBOTEH.

Hespacaioun wa Te, wo nikysanus puBapokcaGaHoM He BHMArac NPOBEIEHHS CTaHAAPTHOrO
MOHITOPHHTY HOr0 eKCIO3HLIT, BU3HAYECHHS PiBHSA puBapoKcabaHy 3a JOMOMOTr0I0 BigKanibposanux
KiNBKICHUX TecTiB Ha anTHdaKTop Xa MoKe BUSBHTHCS KOPUCHHM Y BMHSTKOBMX CHUTYALISX, KOJIU
BIIOMOCTI MpO €KCIO3MI{I0 puBapokcabany 3HaTHi BIUTMHYTH Ha NPUAHATTSA KIIHIYHUX PilIEHb,
SOKpEMa  OpH  TEPeNo3yBaHHI Ta  EKCTPEHHX XIPYPriYHMX  BTpyYaHHAX (mue.  posnin
«®apMaKonorivHi BIacTHBOCTIY ).

Haseni obmeskeni mawi momo mireit i3 TPOMOO30M 1epedpanbHIX BeH i CHHYCIB, SKi MaloTh
ingpexito LIHC (auB. Posain «®apmakonorivgi BIIACTMBOCTI»). PU3HK KpoBOTeui ciiji petensho
OLIHIOBATH IO Ta MijI Yac Teparnii prBapokcadaHoMm.
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Hupkoea HenocraTHicTs

Y JopocnuxX NauieHTIB 3 TSKKOK HMPKOBOIO HENOCTATHICTIO (knipenc kpeatuHiny < 30 ma/xe)

KOHLICHTpalls pHBapokcabaHy y mnasmi KpoBi Moe CYTTEBO MIABUILYBATHCS (B CEpEAHBOMY Y

1,6 pasa), 110 MOXKE NPU3BECTH 10 NiABHILEHOIO PU3HKY KpOROTEUI.

Crix 3 obepexuicTio 3acTOCOBYBATH puBapokcaban nauieHTam 3 KIipeHCcOM KpeaTuHiny

15-29 wmn/xe. He pexoMeHayeTbes 3aCTOCOBYBATH pUBapoKcabaH MalieHTaM i3 KiipeHcoM

KpeaTuHiny < 15 mn/xe (auB. posginu «Cnoci6 3aCTOCYBaHHA Ta J03M», «DapMakonoriui

BJIACTUROCTIY ).

Cuizn 3 obepexHicTio 3acTOCOByBaTH pUBapoKcaba nawieHTaM i3 HUPKOBOI) HENOCTATHICTIO, sAKi

OHOYACHO OTPUMYIOTDL IHINI JKApChKi 3aco0M, 110 NPU3BOMATL 0 NiTBHILICHHS KOHLIGHTpauii

puBapokcadady y nnasmi Kposi (IuB. po3min «Bzaemonis 3 iHmmMu NIKapCEKUMM 3acobamu Ta 1H1i

BU/AH B3aEMOMIIN» ).

He pexomennyeTres sacrocysanns pupapokcabany mitsam 3 HUPKOBOIO HEJOCTATHICTIO MOMIpHOro

a00 TKKOro CTyTens (IBUAKICTE Kiy60uKoBoT diabrparii < 50 mi/xe/ 1,73 M%), ockinmbku KiniHivni

Jlaui BigcyTHi.

Bsaemopis 3 iHumMu nikapcbKUMH 3acoGaMu

He pexoMenayerses 3acTocyeanHs pusapokcabary MalieHTaMu, SKi OTPUMYIOTh CYMYTHE CHCTEMHE

JIKYBaHHS TIPOTUIPUOKOBUMM JTIKAPCLKUMM 3aCO6H a307bHOT Ipyny (HanpuKnaja, KETOKOHA30JI0M,

ITpaKoOHa3070M, BOPMKOHA30/I0M Ta nMo3akoHasonom) abo iuriGiropamu BIJI-npoteasu (Hanpukiaz,

putonasipom). Ili nikapceki 3aco0M € mOTYHHMH iHribitopamMu  onHOYacHo i3ohepMenTie

CYP 3A4 ta P-gp, ToMy BOHH MOXYTb MIIBULLYBATH KOHUEHTpALL] puBapokcabany y niasmi Kpogi

IO KNIHIYHO 3HAYYIIOro piBHA (B CEpPEaHBOMY y 2.6 pasa), L0 MOJKE NPU3BOIUTU A0 MiABMILICHHS

PU3MKY BUHMKHEHHS KpoBoTedi (AuB. po3nin «B3aeMonis 3 iHumu nikapchKUMM 3ac0baMH Ta iHLI

BUIM B3aCMOJIIH» ).

BincyTni kniniuni gani mono pivei, sxi OTPUMYIOTb CYITYTHE CHCTEMHE JIKYBAHHS CHJIBHUMH

inri6itopamu CYP3A4 i P-gp (. posnin «Bsaemosist 3 iHwmMMM nikapcekiMu 3acobaMu Ta i

BH/JIM B3aEMOIIM» ).

Heobxinno 6yta ofepesxunumu npu npusHaueuyi puBapokcabaHy nauieHTam, ski 3acTOCOBYIOT

NIKapCchKi 3acO0M, 110 BIUIMBAIOTH HA FeMOCTas, HanpuiUla] HeCTepOigHI NMpoTU3ananeHi 3acobu

(HII33), aueruncaniumnoey kucnory Ta inribitopu arperauii TpoMGouuTiE, a0 ceneKTUBHI

IHriGiTOPH 3BOPOTHOTO 3aXOIUIEHHS cepoToriny (CI33C) Ta iHriGiTOpH 3BOPOTHOrO 3aXOMIEHHA

ceporoniny-Hopeninedpuuy (I33CH). Skmo ICHY€ DPHM3MK pPO3BHTKY BUPA3KOBOI XBOpoOHU

LLIYHKOBO-KHIIKOBOTO ~ TPAKTY, CHiJA PO3MJIAHYTH NWTAHHS NP0 NPOBENCHHS BIIMOBIIHOTO

npoQinakTMUHOro NikyBaHHs (IUB. po3ain «Bsaemomis 3 iHmMMu NIKapCbKUMK 3acobaMu Ta iHmi

BUJIU B3aEMOIii» ).

lHiui GakTopH pUsHKY PO3BUTKY KPOBOTEY

AK 1 iHmi aHTHTpOMOOTHYHI NiKapchki 3acobu, puBapokcabaH He PEeKOMEH/TYEThCS 23aCTOCOBYBATH

NalieHTaM 3 MABMINCHUM PU3HKOM BUHHKHEHHA KPOBOTEUI, Y TOMY YHCIli IPU HASBHOCTI:

®  BpOKEHOT abo HalyToT MaToIorii 3ropTanns Kposi;

¢  HCKOHTPOJLOBAHOT TSHKKOI apTepianbHOI rinepreHsii;

*  IHWOrO IUIYHKOBO-KHIIKOBOTO 3aXBOpIOBAHHA 0e3 BMPA30K B aKTUBHIH cTamii, mo Moje
NOTEHLIHHO MPU3BOAMTH [0 reMOPAriuHHX YCKIaqHeHs (HanpuKiaz sananbHe 3aXBOPIOBAHHS
KHLIEYHHUKY, e30(hariT, racTpHT Ta ractpoesodareansua pednokcHa xeopoba);

®  CYIHHHO! peTHHONATIT;

*  OpoHxoekTasy aGo nereHeBol KPOBOTEUi B aHAMHE3.

JalicHTH 3 OHKONOTIUHUMY 3aXBOPIOBAHHSIMHU

[lauienTu 3i 3N0SKICHUMH 3aXBOPIOBAHHAMM OJHOYACHO MOJKYTE Mard TMiABHILCHUN pPH3MK

Kpopoteui Ta Tpom603y. [HAMBILYanbHY KOPHCTb aHTUTPOMOOTUHHOTO JIKYBaHHS CIIij MOPIBHATH 3

PU3HKOM KpOBOTEY Yy MAli€HTIB 3 AKTHBHHUM OHKOJIOTIYHHM 3aXBOPIOBAHHAM 3aleXHO Bif

NOKanizauii myxaMHU, NPOTUNYXIUHHOT Tepanii Ta crazii saxeopiosanus. I1yxanem, pO3TallOBaHI B

ULTYHKOBO-KHMILIKOBOMY TpaKTi ab0 ceuocTaTeBOMy TpakTi, 6y nos’s3ani 3 i IBUILECHUM PU3HKOM

KpOBOTeNI M Yac TiKyBaHHs pUBApOKCaBGAHOM.
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3acrocypannst puBapokcabany NpOTUNOKA3aHe NALICHTaM 30 3OAKICHMMH HOBOYTBOPEHHAMH 3
BUCOKMM PM3HKOM KposoTed (auB. pozain «[Ipornnokazannsy).

[lanienTy 31 WITYYHUMHU KNANAHAMM CEpLL

Pupapoxcaban He cnin 3acTocoByBaTH s TpoMOONpodiNaKTHKM HalieHTaM. sKi HEL0JaBHO
NEPEHECM TpaHCKaTeTepHy 3aMminy aopranbhoro knanana (T3AK). Besneka ta edextuBHicTh
puBapoxcabaHy He BUBYAIM Y NAUICHTIB 31 IITYYHUMH CEPUERBMMY KIIATIAHAMM, TOMY BIACYTHI JaHi,
KD MIATBEPDKYIOTh, W0 puBapokcabad 3abesnedye JOCTATHIO AHTHKOATYIAL0 Y wLiel rpynu
nauieHTis. He pekoMeH1yeThea 3aCTOCOBYBATH puBapokcabaH Ais IIKYBAHH TaKUX NALICHTIR.
IagienTy 3 anTdochoniniinum cHHAPOMOM

He pexomeHIyeThess 3aCTOCYBaHHS OpPSMHMX MNepOpanbHUX — aHTHKOArYAAHTIE, BKIIOYAKOUM
pruBapokcabaH, nallieHTam i3 TpoMGO30M B aHaMHe3i 3 MIArHOCTOBAHMM antudocdoninigHum
CHHIPOMOM. 30KpeMa, y MauicHTiB, SKi MalOTh NiATBepLKEH] MO3UTHBHI pPesyAbTaTH TECTY M BCIX
TPHOX aHTH(HOCHONINIAHUX AHTHTIN (BOBYAKOBMH aHTUKOArYNAHT, aHTHKAPAIONINIHOBI aHTUTiNA,
anTH-Oeta-2-rnikonpoTei | anTuTiNG), Tepanis npaMumMu NepopalbHUMH aHTUKOArYJISTHTAMM MOXKE
OyTv noB’sa3ana i3 MiABMILEGHHAM PU3MKY TIOBTOPHUX TPOMOOTHUYHMX SBMII NOPIBHAHO 3 TaKUMH
MpH Teparnii autaronicramu Bitaminy K.

lauientn 3 meknanawnowo ¢iGpunsuiero nepencepas. siki nepedecau ITKB 3i BCTAHOBICHHAM
CTEHTa

HasBui wiiHiuyHl JaHi IHTEPBEHUIAHOrO AOCHiIKEHHS 3 TIEPBMHHOI METOI OUIHKHM Ge3nexu
3aCTOCYBaHHsA MAlieHTaM 3 HEeKNanaHHow ¢ibpunsuicio nepepcepas, sKi nepenecnn [IKB 3i
BCTaHOBNCHHAM cTeHTa. [ani wono edeKTHRHOCTI Mg 3asHaveHoi monmymauil oGmerxeHi (muB.
posainu «Cnoci6 3acTocyBaHHs Ta 1031» Ta «DapMaKoIoridi BJIACTHUBOCTI» ). BincyTHi nami mono
uiel kaTeropii nauieHTis 3 iHcyabToM/TIA B aHaMHE3I.

Hamientn 3 TEJA Ta HecTaGilbHMMH reMONMHAMIYHUMH TApAMETpaMH 260 MAIICHTH. SKUM
HeoOXimuui TpoMOOMIZUC YH JIereHeBa eMOoIeKTOMIs

He pexomennyerscs 3acTocoByBaTH pHBapokcaGaH fK albTCPHATHBY HePaKLIOHOBAHOMY
renapuHy [ MNAliEHTIB 3 JIEreHeBol emBonielo, 1Mo MaloTh HecTaBinbHI reMoaMHAMiuHi
mapamMerpu abo MOXYThb HPOXOAUTH MPOLEAYPY TPOMOOMI3UCY YK JereHeBoi eMOoneKTOMIl,
OCKiNbKu GezlleKy Ta epeKTHRHICTE BHKOPHCTAHHS pHBApOKcabaHy y LMX KIHIYHUX CUTYAliAX HEe
BCTaHOBJIEHO.

CrimnnomMo3KoBa (enigypansHa/criHansHa) anectesis abo MyHKIis

Ilpu wHeilpoakcianbuifi  anectesii  (enimypanbHiil/cninansHii agectesii) abo  BUKOHaHHI
CIHANBHOI/ETilypanbHOl MYHKIIT ICHYE PM3UK PO3BUTKY eMinypaibHOi abo CHMHHOMO3KOBOT
FeMaTOMH, WO MOXKE MPU3BECTH JO TPUBAOrO YM HeoGOPOTHOro mapamivyy y MaLieHTiB, SKi
3aCTOCOBYIOTh AHTUTPOMOOTHYHI 3aC00M AN NpodiakTHKK TPOMBOEMBOTIUHEX YCKITAAHEHD.
PU3HK LuX yCKIaIHEHb TiABULLY€THCS NP BUKOPHCTAHHI MOCTIHHUX eNifypanbHuX KaTeTepis abo
MpH CYNYTHBOMY 3aCTOCYBAHHI JIIKAPCBKMX 3aco0iB, IO BIIMBAIOTH Ha remocTas. TpaBMaTHyHa
abo 1OBTOpHA eniflypajibHa a0 CIMHHOMO3KOBA MyHKIUIl TAKOXK MiBHIIYIOTH PU3HK BKA3aHHX
ycknapnenp. llanientn mosunni nepeGyBaTH il CNOCTEPEKEHHSAM MUIS BUSBJCHHS CHUMIITOMIR
HEBPOJIOTiMHMX po3najiie (Hanmpukiaj OHIMiHHA a6o BimuyTTA cnadkocTi y Horax, auchyHkuil
KUIEYHUKY ab0 Ce4oBOro Mixypa). IIpH BHsBAEHHI HEBPONOTIMHOrO nediuuty HeobximHi
TEPMiHOBA AIarHOCTHKA Ta NiKyBaHHA. Jlikap NOBHHEH OLiHMTH MOTEHLliHY KOPHCTh 1 pH3MK nepej
IPOBEACHHAM TAKOro BTPYHAHHs Y MALIEHTIB, AKi 3aCTOCOBYIOTH AHTHKOAryIsHTH a60 rOTYIOTECS
A0 3aCTOCYBAHHA AHTUKOAryIAHTIB 3 MeTolo npodinaktuku TpomGosy. BimcyThil wiiniunmii
JOCBIA 3acTOCYBanHA 15 Mr ta 20 Mr puBapokcabaHy y Takux CUTYyallifx.

Jist 3HMKEHHA NOTEHUIHHOrO PU3UKY KPOBOTEYl acOUiHOBaHO! 3 OJHOYACHHM 3acTOCY BAHHAM
prBapokcabaHy Ta CHMHHOMO3KOBOIO (eIifypanbHOIO/CNIHANEHOK) aHecTesien 260 NYHKUIER
HeoOxinno Opatu 10 yearu dapmakoxkinerwunuii npodine puBapokcaGany. Bcranoenenns abo
BUNYUCHHS CIilypallbHOro KateTepa ado aroMGanbHOl myHKUIT HAMKPALLE NPOBOAMTH, KOIH
OYIKYEThCsS CabKuil aHTMKOAryNSHTHUA ediekT pupapokcabany (aus. po3nin «DapMakoaoriyni
BIACTUBOCTI). OIHAK TOYHMH Yac NOCATHEHHS [JOCTATHBOTO 3HIDKEHHS AHTHKOAIYISHTHOTO

eexTy y KOXKHOrO malieHTa HEBiAOMME 1 HOro CHiJl 3BAXUTH  BIAHOCHO TEPMIHOBOCTI
JIarHOCTHYHOT MPOLE/YPH.
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Bunyvatu enigypaibHuil KaTeTep, Ha OCHOBI 3aralbHuX (apMaKOKiHETHYHUX XapaKTEePUCTHK, CIIi/l
[IOHAHMEHIIE Yepes MOABIHHIN Iepio] HAMIBBUBEACHH, TODTO He paHille HiK vepe3 18 roauu s
NalieHTIB MOJIOJLOTO BiKY Ta 26 TOJMH /115 NALEHTIB JITHLOTO BIKY MICNs NPU3HAYCHHS OCTAHHLOT
1031 pusapokcadany (auB. posain «@apMakonoriyni BaacTMBocTi»). PuBapokcaban He npuiiMaTi
OPOTAroM Neplirx 6 FoIMH IICHsA BUITYYEHHA eNilypanbHOro KareTepa.

VY BunajKy TpaBMaTHYHO! MyHKLIT MpU3HaYeHHa puBapokcadany BapTo BiiknacTa Ha 24 roayHu.
Hemae paHux 1010 TepMiHIB BCTAHOBACGHHs ad0 BUAAICHHA HEMpoaKkcianbHOro KareTepa y aiTei
nija 4ac NikyBaHHA puBapokcabaHoM. Y TakuxX BHMAAKax CHi NMPUIWHWTH NPUHOM puBapokcabaHy
Ta PO3MISIHYTH MOAJIMBICTE 3aCTOCYBaHHA NAPSHTEPATILHOIO AHTHKOATYISTHTA KOPOTKOT il
PexoMennainii 110710 J03yBaHHA JIKApCbKOro 3acofy A0 Ta micas iHBAa3WBHUX TPOLEYpP i
XipYPriyHOro BTpyYadus

Y pasl HeoOXigHOCTI iHBA3MBHUX TIpoueayp abo XipyprivHHX BTpPyYaHb 3acTOCYBAHHS
puBapoxcabady B po3yBaHHi 15 Mr i 20 Mr cnii npunuHWUTH mioHaiMenuie 3a 24 TOAMHM 10
BTpY4aHHs, AKIO L€ MOXIHMBO, Ta HA OCHOBI KIHIYHOTO pillleHHs JiKaps. SIKIIo npouemypy He
MOXKHA BIAKIACTH, CJiJl OLIHMTH HAsBHICTH MIZBMINEHOTO pPH3MKY BMHMKHCHHA KpoBOTedi i
TEPMIHOBICTL BTPY4aHHS.

3acTocyBaHHs puBapokcabany NOTPIOHO BIHOBUTH ITIC/s MPOBEACHHS IHBA3MBHOI Npoueaypu abo
XIpypriuHoro BTpYYaHHs TaK LIBMJKO, SK TINBKH HOCATHYTO aJeKBATHOTO remMocTasy, Ta AKIIO
3aCTOCYBAaHHS MIKApCLKOro 3acoly /O3BONIAE KIiHIYHA CUTyalis B LIJIOMY, LIO BCTAHOBIEHO
nikapeM (uB. po3ain «DapMakonorivHi BIACTHBOCTI).

IlaieHTH NITHEOTO BIKY

Pusnk po3BUTKY KpoBoTEY 3011bIIYETLCH 3 BIKOM (IMB. po3ain « PapMaKkoNoriyti BNACTHBOCTI»).
JepMaTonoriymi peaxiii

Cepitozni mkipHi peaxuil, Bxmodaroun cunapoMm Crieenca — JDKOHCOHA / TOKCMYHMH
enigepMancuuil Hekponis Ta DRESS-cunapom (peakuis Ha Jikapcbkui 3acid 3 eosunodiniero Ta
CHCTEMHHUMH CHMIITOMaMHM), y 3B’A3KY i3 3aCTOCYBaHHSIM pHBapokcabaHy 3apeecTpoBaHO Y
nicnapeectpauiiinuii nepio (muB. poszxin «Ilobiuni peakuiin). Pusuk 1mx peakuii y mauicHris,
MMOBIpHO, € HAHBMLIMM Ha MOYATKy Tepamil: nossa peakuid y Gineiiocti Bunaakie BinGyeanacs
NpOTArOM MEPIIMX THIKHIB JiKyBaHHsA., [IpH Nepmux nposBax TSOKKMX HIKIDHUX BUCHITIB
(HanpuKaj, redepanisaiis, inTeHcudikalis Ta/abo yTBOpeHHs Myxupie) abo NpH MOsBI Oy Ab-IKHX
IHIIMX O3HAK TiMepYyTNAMBOCTI Yy MOEAHAHHI 3 YPAXKEHHSIM CIH30B0i OGONOHKM CJij NPUIMHUTH
3aCTOCYBaHHs puBapokcabany.

Basicnuea ingpopmayis npo 00nomisieHt peuoeunu

Jlikaperkuit 3aci6 PIBABAH® mictuts naktosy. SIKI0 y NallicHTa BCTAHOBIEHO HENepeHOCHMICTh
JIEAKMX IYKPIB, IPOKOHCYJILTYBATHCS 3 JiKapeM, Mepil HixK npuiiMaTi el nikapebkuii 3acio.

Leit nikapcbkuit 3aci6 micTuth MeHiie HiK 1 MMonb (23 mr)/mosy Harpilo, TO6TO NPaKTHUHO
BiJILHUH BT HATPIO.

3acmocysanns y nepiod eazimuocmi abo 200yeanns zpyoo

Barithicts. EdexTHBHICTb Ta Ge3neKa 3acTOCYBaHHS pHBapoKcabany BANiTHUM SKiHKaM HE BHBYATM.
PesynbraTi HOCHipKEHh Ha TBapMHAX BKA3yIOThb HA PENPOAYKTHBHY TOKCMYHICTL (HUB. pO3in
«DapMaKosIoriuHi BIacTHBOCTIY). Uepes MOTeHUiHHY penpoayKTUBHY TOKCHUHICTE, 3HAYHHH PH3MK
BUHMKHECHHS KpPOBOTEY Ta TPOXOKEHHs puBapokcabaHy wuepes IunaueHTapuuii  6ap’ep
3aCTOCYBaHH Jiikapcekoro 3acody PIBABAH® y nepion BaritHocti MPOTUNOKAa3aHe (IMB. po3ain
«ITporunokasanuay).

JKiHKaM penpoayKTHBHOIO BiKy C/iJl yHHKATH BariTHOCTI Il 4ac NiKyBaHHsS pUBapOKCaBaHOM.
lonyeanus rpymumo. EdextuenicTs Ta Ge3nexy 3acTocyBaHHs pupapokcabaHy jKiHKam Yy mnepion
FOAYBaHHA FPYUIIO HE BUBYANM. Y XOI1 NOCHIIKeHb Ha TBAPMHAX BCTAHOBIEHO, 110 pUBapokcabaH
MPOHMKAE y TpymHE MONoko. Bimmopigmo nikapcokuii saci6 PIBABAH® nporunokasanuit mo
3aCTOCYBaHHA Yy nepiol roayBaHHs rpynmio (aume. posain «[Ipotunokaszanus»). HeobximgHo
NPUIHATH PIUCHHS CTOCOBHO MPUNMHEHHS IOIYBAHHS IPYIIO 200 NPUIMHEHHS / YTPUMAaHHS Bif
Tepartii.

®eprunbricTe. CreuialbHUX AOCHIIKGHb 3 OUIHKM BIAMBY pHUBApOKcabaHy Ha (epTUNBHICTE
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JIOMHU HE MPOBOAMIN. Y XOZi JA0CHKeHHs (QepTUILHOCTI camuiB i camuub mypie He Oyno
BUABJICHO JKOJHOTO BILTUBY (AMB. PO3AiJ «DapMakonorivHi BAACTMBOCTIY ).

3oamnicmy ennueamu na WGUOKICMb pearuii npu Kepyeanui ACHIOMPAHCROPHIOM Abo [HUMU
Mexanizmamu

Pupapoxcaban niposiensie HesHauyHuii BIIKB HA 37aTHICTH KEPYBATH ABTOTPAHCIIOPTOM 200 iHIIUMU
mexaHismamu. [loBifomnsim nmpo noGiumi peakuii, Taki $SK BUUANKM CHHKOMANLHOIO cTaHy
(4acToTa: HEYacTo) abo 3aNaMOPOUEHHS (4acTOTA: UacTo) (IUB. posnin «IloBiuni peakuiin).
IlaienTam, y AKMX Bif3Haual0THCa NOGiuHi peakuii Takoro THITY, HE CJIiJ| KepYBaTH aBTOMOOINEM
abo npauroBaTH 3 IHIIMMKA MexaHi3MaMH.

Crocio 3acmocyeanna ma do3u

JlozypaHHS

Hpogiraxmuxa incynemy ma cucmemnoi embonii y dopocnux

Pexomennosana mo3a cranopute 20 Mr puBapokcabany 1 pas na goBy, 1g J03a TAKOXK ¢
MaKCHMMaIbHOK PEKOMEHI0BAHOK J103010.

Jlikyrauns pupapokcaGanoM citiji MPOBOIHTH NPOTATOM TPUBANOIO Yacy 3a YMORBH, 1110 KOPHCTH Bif
NpO(LIAKTUKK IHCYIbTY Ta cucTeMHOT emGonii mepepaxae PHU3HK PO3BUTKY KPOBOTEY (IMB. pO3iN
«OcobnuMBOCTI 3aCTOCYBAHHAY ).

Y Bunanky nponycky npuitomMy TaGneTKM mamienty cmin OpUiHATH NiKapceekuit 3acio PIBABAH®
HETalHO 1 HACTYMHOrO /HA NPOJOBXKUTH NiKyBaHHS i3 HpuiiomMom 1 pa3 Ha o0y 3rimHo 3
PCKOMEHNIOBaHMM [103yBaHHAM. He cnig mpuiimati momsidiny nosy y Toil camuii IeHb, W06
KOMIEHCYBATH NPOMNYILIEHY TableTKy.

Jlixysannst TI'B, TEJIA ma npoginaxmuxa peyudusic TT'B i TEJIA ¥y dopocnux

Hpotsrom nepwux 3 TeokHie amst nikysands rocrporo TI'B i TEJIA PEKOMEHIYETLCS MPU3HAYATH
no 1 Tabnerui nikapcskoro 3aco6y PIBABAH®15 mr apiui na noby. nicas yoro — no 20 mr 1 pas Ha
A00y Inst TPUBANOro NiKyBaHHs i mpodinaktvky pennausy TI'B ta TEJIA.

Koporkocrpokoy Tepaniio (npuHaiimui npotsrom 3 MICALIB) Clia Npu3Ha4aTH nauientam 3 TI'B
un TEJIA 3a HasBHOCTI TUMYAacOBMX (JaKTOPIE PHIUKY (Harmpvknaj, HELIOJABHO MepeHeceHa
cepiiozHa onepauis abo TpapMa). JJOBrOCTPOKOBY Teparmito ciij npusHadary nauieHtam 3 TI'B uum
TEJIA, wo we noe’s3ani 3 TuMyacoBuMH (akTopamu pusuky, inionatnunum TI'B yu TEJIA a6o
HaseHIcTIO peuuausie TI'B yu TEJIA B anaMuesi.

Komn noxasane nonoeaenns npodinaktuxe permmmusiz TI'B aGo TEJIA (micns 3aBeplueHHs
repanii TI'B i TEJIA TpuBanictio wonaiimMeniie 6 micswis), PEKOMEHAOBAHA 1032 CTAHOBHTL 10 Mr
OIuH pa3 Ha 100y. Jlns nauicHTie 3 BUCOKHUM pusnkoM peupnuey TI'B aGo TEJIA, 3 YCKNaIHEHUMH
CYNMyTHIMH 3aXBOPIOBAHHSIMH, @ TAKOXK IS TALEHTIB, SKi nepenecny peuugue TI'B un TEJIA na
T 3acTOCYBaHHsA Jikapchkoro zaco6y PIBABAH® 10 mr omun pas Ha noly, 3 MeTomw
npodinakTuku Moxke OYTH TOLIILHAM 3aCTOCYBAHHS nikapcskoro 3aco6y PIBABAH®Y 20 mr oaun
pa3 Ha go0y.

Pexaim posyeanns nikapeskoro 3acoby PIBABAH® npu nikysauni TI'B, TEJIA Ta npodinakTuui
peunausie TI'B i TEJIA nasenenuit B Tabmuui 11.

Tpueanicts nikyBaHHA Bu3HAYAETHCH IHAMBIAYATLHO Micns peTenbHOi OUIHKM KOPHCTI Bij
3aCTOCYBaHHA Ta TNOTEHUIHHOTO PM3MKY PO3BHTKY KpOBOTed (IuB. posfin «OcoBaMBocTi
34CTOCYBAHHA»).

Tabnung 11. Pesxxum nosysanns nikapebkoro 3acoby PIBABAH® npu nikyeanHi TI'B, TEJIA Ta
npodinakruui petmausis TT'B i TEJIA

. 3aranena
Tlepion Pexum mozysanns
n000Ba 1032
JlikyBanHs Ta 1-21 neHp 15 mr aBiui Ha oGy 30 mr
| npoinaKTHKa 22 news 1 gani 20 mr onuH pas na o6y 20 mr
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peuunusie TI'B i
TEJIA

[Ticns 3aBepiuenns
Tepanii TI'B i TEJIA
TPUBANICTIO
woHameHwe 6 Micsuin

[Tpodinaktika
peuuaueis TI'B i
TEJIA

10 mr ogun pas Ha no6y
abo
20 mr oauH pas Ha 100y

10 mr
abo 20 mr

Y pasi nporycky npuiiomy Tabnerku AikapebKoro 3aco6y PIBABAH" no 15 mr nix uac nikysanus
no 15 Mr Jiikapeskoro 3acoby aeiui va goby (1-21 JeHb) NAUIEHT NOBUHEH HETaHO NMPUHHATH 103y
nikapeekoro 3acody PIBABAH®, mo6 sabesneuntu npuiiom 30 Mr pueapokcabany Ha nody. Y
UBOMY BHMIAAKY MOXHA NPUAHATH OonHO4YacHo 2 Tabnerku no 15 wr. Hactynuoro nus cnin
NPONOBKATH 3BUYAHHU PexkuM 1o 15 Mr ABiti Ha 106y, SK peKOMEHI0BAHO.

VY BUDaAKy TIPOMYCKy NpUHAOMY TaBNeTky Tij yac PeXHMY JIIKyBaHHS OJMH pa3 Ha 100y naiieHTy
CIIijL NPUIHATH JiKapebkuii 3aci6 PIBABAH® neraiino i HACTYIHOTO JHA NPOAOBKMTH JIIKYBAHHS i3
npuAOMOM | pas Ha 100y 3TifHO 3 PEKOMEHIOBAHHUM AosyBaHHAM. He cnin npuiimatu nopsiiiny
O3y y TOH CaMuii ieHb, 100 KOMIMEHCYBATH MPOIYILIEHY TaG/IeTKy.

JTixysanms eenosnoi mpomboembonii (BTE) i npopinaxmuxa peyuduey BTE y dimei

3acTocyBanHs puBapokcabaHy y mitei cmin pO3MoYaTH MicAs NpUHAWMHI 5 [HIB MOYaTKOBOT
MapeHTEPANLHOI AHTHKOArYAAHTHOT Teparii (auB. po3ain «Dapmakonoriumi BJIACTUBOCTI ).

Jo3y po3paxoByBaTH 3aNe;xHO Bij MacH Tina.

Maca mina ¢io 30 0o 50 xz: pexomennosana nosza 15 mr OnMH pa3 Ha pobOy. lle mMakcumanbHa
Ioboga Jioza.

Maca mina ¢id 50 xe abo euwe: pexomennosana 103a 20 mr OMH pa3 Ha goby. lle MmakcumanbHa
Ao0oBa nosa.

Ilns nanienTiB 3 Macow Tina mexue 30 kr us. IHCTPYKIIIO U1 MEIMYHOIO 3aCTOCYBAHHS IF0UOL
PCHOBHHM puBapokcabaHy y (OpMi TpaHyn I NPUrOTYBaHHS cycnensii and nepopansHoro
3aCTOCYBaHHA.

Crnig KOHTPOMOBATH Macy Tila AWTUHH Ta PeryispHO KopuryBaTd go3y. lle meoGximHo ans
3abe3nederHs TIATPMMKH TepaneRTHYHOT 103, Kopurysanns no3um cnig npoBomutd Iwime Ha
OCHOBI 3MiHM MacH Tina.

Tepaniio cnix nponoskysatu ne menme 3 micauis. 3a kniriunoi HEeOOX1IHOCTI NiKyBaHHA MOXKHA
NPOMOBXKHTH 10 12 micsiuis. Hemae naHux mono sHuskenHs No3M Yy OiTeil micms 6 micsuip
nikysanus. CniBBIIHOIEHHS KOPUCTh/PH3HK NPOAOBKEHHS Tepanii yepes 3 Micsli ciif OLiHIOBATH
Ha IHAMBiAyanbHiH OCHOBI, Gepyunm 10 yBaru PHU3HK TOBTOPHOTO TPOMOO3Y TMOPIBHAHO 3
MOTEHLIAHUM PH3UKOM KpOBOTEH].

Axwo nosy nponyiieHo, To ii cnia NpuiiHaTH sKoMora UIBMALLE MICHS TOro, SK e 6yno noMivyeHo,
ane TUILKM B TOH ke JeHb. KO e HeMONKIUBO., NALIEHT HOBUHCH NPOINYCTUTU 103y |
MPONOBKUTH NMPUHOM HACTYNHOIT I03H, sk ue 0y/10 npu3HaueHo. ITalienT He MOBHHEH npuiiMatu
ABI 1031, 1106 KOMIIEHCYBATH IIPOMYIIERY 03Y.

Ilepexio 3 anmazonicmie eimaminy K na nixapcoxuii 3acié pusapoxcabarn

Ilicns npuHBATTS piuweHHs Tpo nepexin 3 awTaromicra BiTaminy K Ha puBapokcaban 3 MeToro
npoinakTHKKM IHCYILTY Ta CHCTEMHOT eMBomnii HEOOXITHO NPUITMHUTH Tepanil aHTAroHiCTaMu
Bitaminy K i moummat 3actocysamms puBapoKcabaHy, KONMM MNOKAa3HUK MIDKHApOJHOTO
HOpMati3oBanoro BigHowerns (MHB) cranosutaMe < 3.

Y nauieTie, saxi npoxomsate nikysamus TI'B, TEJIA Ta sikum NPOBOJATE NPOQINakTHKY ix
TMIOBTOPHOTO  BUHMKHCHHS, y JIOPOCIMX Ta JiKyBaHHA BEHO3HOT TpomGoemGonii (BTE) 1
npoginaktuka peupmsy BTE y miteit: Tepanis antaronicramu Bitaminy K mae 6yTu npununena, a
3aCTOCYBAHHA pUBapOKcabaHy CIIiJl NOUMHATH [Py A0CATHEHHI rokasHuka MHB < 2.3,

[lpu nepexoni nauieHTie 3 aHTarowicris Bitaminy K Ha pupapokcaGan micns 3aCTOCYBAHHS
pusapokcabany sHaueHHs MHB MoxyTh 6yTH xu6HO mineumeni. MHB He ¢ BalliIOBaHUM METOZIOM
AJIS OUIHKM aHTHKOAryIsSHTHOT aKTHBHOCTI puBapokcabany, ToMy HOro He CiliJi BUKOPUCTOBYBATH
(auB. posnin «B3aeMozis 3 IHWMMH NiKapCHKUMH 32c06aMHU Ta ik BH/IM B3a€MO11» ).

Llepexio 2 pusapoxcabany na anmazonicmu gimaminy K

25



IcHye MOKIMBICTE HEZOCTATHLOT aHTHKOAryILii NpOTAroM NEPIOY NEpexoy 3 puBapokcabaHy

Ha aHTtaronict pitaminy K. Tak camo, six i nin uvac Oy Ab-AKOro NEepexoay Ha anbTepHATUBHMIA

GHTUKOAryIANT, ¥ 1IbOMY BUNAAKY Mae OyTu 3abeaneyena GesnepepsHa anekBaTHa aHTHKOATY.IALIs.

HeoOXinno mam’sTaT npo Te, WO Ha T/ 3aCTOCYBAHHS puBapoxcabany MOXKYTb BH3HAYATHCH

XubHO minBueni sHavens MHB.

VY pasi mepexomy 3 puBapokcaGaHy Ha AHTANOHICT Bitaminy K anrtaroicr sitaminy K cnin

NOYMHATH NPUHMATH OJTHOYACHO 3 PUBAPOKCABAHOM i IIPOOBIKYBATH ONHOYACHHIL TPUHOM, JOTOKHK

noxaziuk MHB ne Oyne cTanoputi > 2. VIiponoBx nepiunx ABOX AHIB Tniepiofly nepexomy MosKHa

BUKOPUCTOBYBATH CTAHAAPTHE N03YBaHH: aHTaroHicTa pitaminy K. Hagani nosysanHs antaronicra

Bitaminy K xopuryerhes 3anexHo i 3nauenns MHB.

Iloky namieHT ONHOYACHO 3aCTOCOBYE pPHBApPOKCABAaH Ta AHTACOHICT eiTaminy K, MHB cnig

BU3HAYaTH HE paHille HDK vepes 24 rofuuy [icas NpuiloMy OCTAHHLOT 103K puBapokcabany (mepen

npuitomoM HacTynHoi a03m ).Ilicns mpunuHeHHs 3aCTOCYBaHHA puBapoxkcabany MHB moxkna

AOCTOBIPHO BH3HAYATH LUOHAWMeHIe 4epez 24 TOAMHM michs NMPUHOMY OCTAHHBOT NO3W (IMB.

posninu  «Bsaemonis 3 iHMMH NiKapchbkUMHM  3acobaMM  Ta  iHWI  BUAM B3aEMOIiiD»,

«®apmMakonorivyHi BIacTHBOCTI).

Himu

HiTsam, sxi nepeim i3 3acTocyBaHHS puBapokcabaHy Ha 3aCTOCYBaHHS aHTAroHicTy Bitaminy K,

HEOOXiHO TPOJOBIKYBATH NPHIOM puBapokcabany nporarom 48 roams micas nepwoi go3u

antarouicty Bitaminy K. Iicns [BOX OHIB 0QHOYACHOrO 3aCTOCYBAHHA CIIJI BU3HAYMTH 3HAYCHHS

MHB zo Hactynnoi sannanoBanoi 1o3m pusapokcabany Jlo Tux nip, noku MHB wne crane > 2.0,

PEKOMEHAYETLCT  MIPOJIOBKYBATH  OAHOYACHE 3aCTOCYBaHHs puBapokcabaHy Ta aHTATOHICTY

Bitaminy K. [licnis npunvdeHHs 3acTocyBaHHs puBapokcabany MHB wmoxna poctopipHo

BU3HAYATH IOHAHMEHILE Yepe3 24 roJMHM micis NpuioMy OCTaHHBOT 103M puBapokcabany (nuB.

BUILE Ta po31i1 «B3aemonis 3 inmmmu nikapeskumu 3acobamu Ta iHIi Buay B3aEMOJIii1» ).

lepexio 3 napenmepansiux anmuxoazynsnmis na pusaporcaban

Hopocium  Ta  gitaM, SKi  OTpUMYIOTH napeHTepallbHi  aHTHKOATYISHTH, 3aCTOCYBAHHS

prBapokcabany cuif posnounHaté 3a 0—2 roAMHE 10 MOMEHTY HACTYIIHOTO MIAHOBOIO BREICHHS

MapPEHTEPANBHOTO JIIKAPChKOro 3acoly (Hanpuxmaz HU3bKOMOJICKYJSIPHOTO TenapuHy) abo y

MOMCHT [PUTIMHCHHS 3aCTOCYBAHHsA JIKApCBEKOro 3acoly s NOCTIHHOrO NapeHTepanbHOro

BBEACHHA (HANPUKIaZ He(paKIlioHOBAHOTO IEapHHy NS BHYTPIIHEOBEHHOTO BBECHHA).

lepexio s pusaporcadany na napenmepansui AHIMUKO QY NISAHINY

Iepwy nosy napeHTepaibHOTO aHTHKOANYISHTY BBECTH y TOH wac, komu cmig Oyno 6

3aCTOCOBYBATH HACTYMHY /103y pUBapoKcabany.

Ocobnuei kateropii nauieHTis

Hayicumu 3 nopywennam gyuryii HUPOK

HaseHi obmeskeni Knidiudi nawi ¥ NaUi€eHTiB 3 HUPKOBOK HENOCTATHICTIO TSHKKOIO CTYIIeHs

(kmipere  kpeatuHiny 15-29 MA/XB) BKazylOTE Ha 3HAYHE NIIBUIIEHHS  KOHLEHTpaLii

puBapokcadany y niasmi Kpopi. 3saxkaioud Ha I, NpH JiKyBaHHI TaiieHTis wiei kaTeropii

nmikapepkuil  3aci6  PIBABAH® cnip  sacrocoBysatw 3 obepexuicTio. He pexomengyerses
3aCTOCYBAaHHA NIKAapCHKOro 3acofy nalieHTam 3 KITPEHCOM KpeaTHHiHy MeHme 15 Ma/XB (aue.
posaimm «Ocobnusocti 3acTocyBanHsy i «Dapmakonoriuni BIIACTUBOCTIY).

[lauwienTamM 3 HHPKOBOI HENOCTATHICTIO CEPCHAHBOTO CTYNEHS THKKOCTI (KIIpeHC KpeaTHHIiHy

3049 mn/xe) abo TIKKOrO CTYNEHs (kaipenc kpeaTuniny 15-29 mi/xB) peKomenaoBani HacTymHi

CXEMH 103yBaHHS:

- Ans npodiIaKTHKH IHCYNBTY Ta CHCTEMHOI eMBomil Y NMAUIEHTIB 3 HeKJanaHHow Gibpunsmico
CPeACCpAL  peKOMCHAOBaHA [103d CTaHOBMTL 15 Mr 1 pas wa poby (mue. po3min
«®DapMaKoNoriyHi BIacTuBocTi»);

- i nikyeauus TI'B, TEJIA Tta npodinakruu NOBTOPHOTO BHMHMKHEeHHs TI'B Ta TEJIA:
MPOTArOM MEPLIMX 3 THIXKHIB NallieATH OBUHHI OTPUMYBATH puBapoxcaban no 15 mr ggiui na
700y. Ilicns 3aKiHYeHHs LBOTO NMEPIONy PEKOMEHAOBAHA 033 CTAHOBUTL 20 Mr OJIUH pa3 Ha
200y. Y BUNANKY, SIKILO PU3MK PO3BUTKY KpOBOTEUI y NALliCHTa NepeBaykac PU3MK PCLMANBIR
TI'B ta TEJIA, HeoBXifnHO PO3rNSHYTH NUTaHMS Mpo 3HMWKeHHs no3u 3 20 mMr 1 pas Ha no6y mo
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15 mr 1 pas na noOy. PexoMeHIallis CTOCOBHO 3aCTOCYBAaHHS 103 15 MI IDYHTYEThCS Ha
(hapMaKoKiHETHHHOMY MOAEIOBAHHI 1 HE AOCHi/DKyBadack y KIIHIYHHUX yMOBaxX (IMB. po3mdinu
«OcobnuBocTi 3acTOCYBaHHAY, «DapMaKkoaOTiuHI BIACTHBOCTIN ).

Ao pekoOMeHI0BaHa N03a CTaHOBUTh 10 MT oouH pas Ha 100y, KOPEKLis 1031 HE NoTpiGHa.

[NaientaM 3 HUPKOBOIO HEIOCTATHICTIO NErKoro crynens (xiipeHc kpeaTuHiny 50-80 mn/xs)

KOpeKliis 1034 He noTpiOHa (auB. po3nin « PapMakonoriuHi BJIaCTUEBOCTIY ).

iTH.

— JIiTH 3 HUPKOBOIO HEJOCTATHICTIO NOMIPHOTO CTyNeHs (BHAKICTh KTy6odKkoBol ¢inbTpaitii 50—
80 mn/xe/1,73 m?): KOpEeKLlis 03K He MoTpidHa Ha OCHOBI AaHMX Y AOPOCIHMX Ta 0OMEKEHUX
JaHUX Y MeAlaTpUUYHUX NMaLlienTiB (AuB. po3ain «PapMakoaori4Hi BIACTUBOCTI).

— JliTd 3 HUPKOBOIO HENOCTaTHICTIO TSIKKOrO CTyNeHs (WBHAKICTE Ki1yGoukoBol ¢ineTpanii
< 50 ma/xe/1,73 M?): 3acTOCyBaHHs puBapokcabaHy He PeKOMEHIAYEThCS depe3 BilICyTHICTh
KIIHIYHUX gaHux (AuB. po3ain «OcobnMBOCTI 3aCTOCYBAHHAY ).

Hayienmu 3 nopyuieHnam Qyuryii nevincu

Pupapokcaban npoTunokazaHuil naumieHTaMm i3 3aXBOPIOBAHHAMM DEYiHKM, IIO acOIIOIOTHCA 3

KOAryJIONaTicro Ta KIIHIYHO 3HAYYIIMM PH3UKOM BUHWKHEHHS KPOBOTEU, ¥ TOMY YHCII MallieHTaM

3 uupo3om nediHku knacy B Tta C 3a xmacudikamiero Yaiinma — IT'wo  (muB. posainu

«IIportunokazanusy ta «PapMakoNIOTidHi BIACTHBOCTIY).

BincyTHi kniHiuHi Jadi Wono gited i3 nopyweHHsM GyHKIT MewiHKi.

Hayicumu aimub020 GIKy

Kopexkutist no3u He noTpiGHa (AuB. po3ain «PapmMakonoriydi BIACTUBOCTI).

Maca mina

Jiast 1opociuX KOpekLis 1034 He noTpibHa (AuB. po3ain « @apMakonoriyai BIacTUBOCTI).

Hns giTeit no3y BU3HAYATH 3aJI€3KHO BiJl MacH Tina.

Cmams

Kopekuis 1034 He notpibHa (AuB. po3ain «PapMakoIoriyti BIacTUBOCTI).

3acmocysanna nayicumam, AKi NPOx0daNL HPOYEOYPy KApOioeepcii

HosBonseTbea po3novduHaTy abo NpoJoBiKYBaTH 3acTOCYBaHHs pHBapokcabaHy y NHalieHTiB, sKi

MOKYTb NOTpeOyBaTH KapAioBepCil.

Ipu npopenenHi kapaiopepcii MiJ KOHTpoieM yepesctpaoxianoi exokapaiorpadii (YCExo-KI') y

NalieHTIB, Kl paHille He OTPUMYBAIK AHTHKOArYJITHTH, 3aCTOCYBAHHA pHBapokcabaHy HeoOXinHno

pO3MoYaTH INpHHakMHI 3a 4 TOAMHM A0 KapmioBepcil mia 3abGe3reyeHHs aJEKBATHOIO piBHS

aHTUKOAryIanii (aue. pozain «@apMakonoriuHi BnactHrocTi» ). s BCiX mauicHTiB 10 npoBeaeHHs

Kapaiopepcii noTpiGHO OTpUMAaTH MiATBEPKEHHS TOTO, 10 BOHU NpHiiMaiu puapokcaban 3rignHo

3 npusHadeHuaM. I1ig yac npuHHATTA pillleHHS NPO IOYATOK Ta TPUBANICTL JIIKYBaHHA HeOOXigHO

BPaxoBYBaTH PEKOMEHJALIl YCTaleHMX KEepIBHHITB CTOCOBHO AHTMKOAryJIsSHTHOI Teparil y

HAEHTIB, SKi TPOXOAATh NPOUEAYPY Kapaiosepeil.

[TauieHTH 3 HeKnanaHHow GiOpuasiicio nepencepnr, ski nepenecod [1KB i3 BcTaHOBIEHHIM

CTEHTA

Haspuuii  oOmexxeHui  JOCBiJ  3aCTOCYBaHHA 3HMOKEHOT j103M  puBapokcabany 15 wr

1 pa3 na 100y [ab6o pusapoxcabany 10 mr 1 pa3 Ha 100y Ans NauieHTIB 3 HHPKOBOK HEJOCTATHICTIO

CEePeNHbOro CTyNeHs THKKOCTI (knipeHc kpeatuniny 30-49 mu/xe)]| y xombinauil 3 iHriditopom

peuentopie P2Y 12 makcumym 10 12 micsuis nanientam 3 HeknanadHow (iGpunsuiero nepeaceps,

AKI  noTpeOYIOTh 3aCTOCYBAHHS IEPOPATBHOTO AHTHKOAryjlsHTY Ta mnepenecnu I[IKB  3i

BCTAHOBJIGHHAM crenTa (auB. pos3nin «OcobmuBocti 3acrocysaHHs» Ta «®Papmakonoriuni
BJIaCTUBOCTI»).

Crocib 3acmocyeaniis

[lopocni

JIns nepopanbHOro 3acToCyBaHHS,

TaGnerku nikapebkoro 3acody PIBABAH® 15 mr ta 20 Mr chin npuidMaTH nijg yac imd (IUR. po3ain
«DapMaKoNoriyHi BIaCTHBOCTI ).

Hoopibnenns mabnemru
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Jist nanieHTis, sKi He MarTh 3MOMM OPOKOBTHYTH uiny Tabnetky, Tl MOMHa MOAPIGHUTH Ta
3MIWATH 3 BOOKO, BE3NOCEPeHLO Nepes MPUIHOMOM nepopaibHo. Ilicid npusHauyeHHs nauicHTy
mikapcekoro 3acody PIBABAH® 15 mr um 20 mr Y noapibHeHOMy cTaHi Jikapchkuii 3aci6 y
BKa3aHOMY BUIVIAAI HEOOXIAHO NpUiMATH OJHOUYACHO 3 BBEIEHHAM DKi.
Tabnerky He MosHa po3insITH, HAMAralYUCh OTPUMATH YACTHHY JI03W TabIIETKH.

iTH
Himu 3 macoro mina 6io 30 0o 50 xe.
JList mepopallbHOTO 3acTOCYBaHHA.
[Mauienty cnix nopanuTti KosTaTH TabNETKY, 3aMMBAIOUH TT pinunoro. Ii Takox cnin OpUiMaTH min
dac inu (aue. posain «@Papmakonoriuni BractuBocti»). TabnerTkn cnin NpUHMAaTH NPUONH3HO 3
iHTepBanoM 24 roauHu.
Axwo manienT oapasy BUILIOHYB 703y afo BUPBAB NpOTAroM 30 XBUIMH nicis npuilomy 103M,
CJ1ifL faTh HOBY mozy. OmHak, AKUIO maiient 611oe Ginblue Hik yepes 30 XBUIMH Michs npuiomy
AO3M, 103y HE CIIi BEOIMTH IOBTOPHO, @ CIIiJ NPUIHATH HACTYIIHY 403y 3a PO3KIAAOM.
TabneTky He MOJKHA PO3IAIIATH, HAMATAIOYHCH OTPUMATH YACTHHY A03H TaONETKH.

Himu

Beaneka ta edexrusnicTs 3acTocyBaHHs puBapokcabady y miteil mo 18 pokis He BcTaHOBNEHA mis
noKasaHHs MpodilakTHKa IHCYJILTY Ta cucTeMHO! eM6omil Yy NALIEHTIB i3 HEKNanaHHO
Gibpunauicro nepencepap. Jawi mono wuiel Kateropii BimcytHi. Tomy ue pekoMeHmyeTbCs
3acTocyBaHHs Jlikapeskoro 3acody PIBABAH® mitam mo 18 poxie 2a NOKA3aHHAM, KpiM JIIKyBaHHS
BenoszHol TpomGoembonii (BTE) i npodinaxruka peuuauey BTE.

Iepedosyeanns

VY nopocnux 3adikcoBaHo piaKicHI BHMAnKu nepenosysanus no 1960 mr. ¥V pasi nepenosyeanHs
MalleHTa CIill PEeTeNbHO OrNSHYTH INONO TAKMX YCKIIAJTHEHL AK KpoRoTewa abo iHmi nobiuwmi
peaxuii (nue. Huxue «JlikyBaHHa kpoBoTeu»). Jaui mog0 Aitell o6MesKeHi. YHacninok obmexeHot
abcop6uii npu BBeAEHH] TKApCbKOro 3acofy y 103ax, 110 3HAYHO NEePEBUIYIOTH TepaneBTHYHI (50
MI a0 BHIUE), OYiKYEThCS eeKT HacHueHHs Ge3 MoJAmbIIOro 3pOCTaHHA CEPEAHBOTO PIiBHA Y
1J1a3Mi KPORI JU/Ist JOPOCITMX OHAK HEMAE JAHUX 1010 Ha/ITEPANCBTHYHHUX 103 Y JiTeil.

Hassuuii  cneundivnmit  neiitpanisyrounit  3aci6 (anmekcaner anbda), sxkuil nporugie
(apmakonoriunum edextam pusapokcabany s AOpOCIHX, ale HEe BCTAHOBICHUH IS AiTeill (auB.
KOPOTKY ~ XapaKTEpPMCTHKY JIIKApChKOro 3aco0y aHjexcamer anmba). Ilpu nepeno3yBaHHi
NiKapebKOTO  3aco0y M 3MEHLIEHHS BCMOKTYBaHHS puBapokcabaHy MOXKHA 3aCTOCOBYBATH
AKTHBOBAHE BYTINs.

JIikyBaHHS KpPOBOTEY

IIpn BUHMKHEHHI yCKnajHeHb Y BUIVIAAI KPOBOTEYi C/if BiAKIACTH BBEIEHHS HAcCTYNHOT J03H
puBapokcabany ab0 NpPUNMHWUTH JNiKYBAHHS, 3a€)KHO Bil cutyauii. Ilepion HaniBBMBEICHHS
puBapokcadbaHy CTAHOBUTH MpHOIM3HO S-13 rogun y nopocnux. Ilepion HamiBBuBeneHHS v HiTEH,
OIIHEHMI 33 JOMOMOrO MiAXOAIB MOJENIOBAHHS TOMYJALIAHOT apMaKOKiHETUKM, € KOPOTILHM
(muB. posnin «®DapMakonoriuHi BAACTHBOCTIM). Jlikyauus cnin npusHauaTd iHAMBiTyanbHO,
3aNEHKHO Bl IHTEHCMBHOCTI Ta JoKanizauii kporoTeui. v pasi moTpedu Crix MPOBECTH HalexkHe
CHMITOMATHYHE JIIKYBAHHS, HANPHKIAZL, MEXaHi4Hy KOMMPEciio MpH IHTEHCHBHIN KpopoTedi 3
HOCa, Xipypriynuii remMocTas 3 mpoueaypamu KOHTPOMIIO KPOBOTEYi, BIiJIHOBJIEHHS BOJHO-
ENeKTPONITHOrO DanaHcy Ta reMoiMHaMidyHy MATPUMKY, NEPENHBAHHS KPOBi (EPUTPOLMTAPHOL
MacH abo CBIKO3aMOPOIKEHOT MIa3MU, 3aNeKH0 Bij CTaHy, 110 BUHHK: aHeMis abo Koarynonaris)
abo TpoMbouuTiB.

AKIO micas 3aCTOCYBaHHA 3a3MAYCHMX BUIIE 3aXOMiB KpOBOTCYA HE IPUITHHUIACS, CJIif
POSTJIAHYTH MONJIMBICTE 3aCTOCYBAHHA CHEUM(IMHOrO HeHTPanizyioHoro 3aco0y (aHpexcanery
ank(a), inriditopa dakropa Xa, akuii npotHaic apmaxonoriunumM edexram pHuBapokcabany, ato
NPOKOAryIAHTHUX JIIKAPCHKUX 3acOBiB 3BOPOTHOT Ail, TAKMX fK KOHUEHTpaT NPOTPOMGIHOBOro
xomriekcy (PCC), KOHUEHTpaT aKTHBOBAHOIrO npoTpomOiHOBOTO KoMmekcy (APCC) a6o
pexombinanTHul daxtop Vila (r-FVIla). [Ipore nocein 3acrocyBanis uMx mikapebikux 3aco6ip y
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AOPOCIMX Ta y AITeH NpH mepenosyBaHHi pupapokcabany oOMexeHuit. Pexomenaauii Takoxk
0azyloTbcs Ha 0OMEXEHHMX HeKTiHIYHMX jaHnx. Kopekuis 1031M pekoMGiHAHTHOrO daxropy Vlla
Mac 3IIFCHIOBATHCS Ta TUTPYBAHHA MOBMHHO MPOBOJMTUCH 3aEXKHO BiJ CTYNEHs KOHTPOIK Haj
KPOBOTEUEHD. Y BMIAAKY MACHBHMX KPOBOTEY CJIiJ PO3TIISIHYTH MUTAHHA NP0 KOHCYIbTALiio
reMaTosora, 3a1eKHO Bill cHTYyalil (AnB. po3ain « PapMaKonoriuHi BAaCTHBOCTIN).

Ilporaminy cynedar i piramin K He mOBMHHI BhAMBaTM Ha aHTHKOAryJISIHTHY AKTHBHICTE
puBapokcadany. Haseruii oOMexenuid 10CBI 3aCTOCYBAHHS TPAHEKCAMOBOI KMCIOTH Ta BifCyTHIH
JOCBIJ 3aCTOCYBAHHS aMiHOKANPOHOBOT KMCIOTH | ampoTHHIHY Yy HOpOCIMX, AKi OTPHMYHOTh
pruBapokcabad. BincyTnii mocBin 3acrocyBaHHs JaHMX NiKapchbKux 3acobiB y  diTed, ski
OTPUMYIOTE puBapokcaban. Haykoeoro o6rpyHTyBaHHS ROMINLHOCTI abo AOCBILY 3aCTOCYBAMHS
CHCTEMHOTO TeMOCTATUYHOIO JIIKAPChKOTO 3aco0y JeCMOTpecuHy .Ajis YCYHEHHA CHMOTOMIB
nepenosyBanHs pusapokcadbaHy Hemae. 3 orisjy Ha BHCOKE 3B’s3yBaHHs 3 GiNKaMM MIasMM Kposi
OYIKYETBCS, IO PUBAPOKCAGAH HE BUBOAMTHCA 3 OPraHi3My LIIAXOM Jiamizy.

Ioo6iuni pearxuiv
Besnexa sacrocysanus pusapokcabany BuBuanace B 13 jochmimxenusx dazu I 3 Y4acTio
69 608 nopocnux mauientis, y neB’sTHaausTH pocaimxeHHsx dasu 111 Ta 488 neiaTpHuHuX

nauieHTis y aBox jgocnimienusax dasu Il Ta gox mocnimkenusx dasu 111, wo 3a3Hanu BIITUBY
puBapokcabany (auB. Tabmuiio 12).

Tabnuua 12. KinskicTh nanienTis, ski 6pand yyacTs y A0CTiIKeHHSX, 3araisHa 1060Ba 103a Ta

MaKkCMManbHa TPUBAMICTE JKYBAHHS JOPOCIMX Ta NMeJiaTpHIHKHX NAuieHTIB Y A0CHiIKeHHax (azu
111

3 ; MakcumanbHa
KinekicTn 3aranbHa noGoBa :
IHokazauus L TPHBATICTL
namienTig* 4033 :
JIKYBaHHS
ITonepensxeHHs BEHO3HOTO
tpomboembonismy (BTE) y
OPOCJIMX MALIEHTIB, AKMM ;
ASR ’ ] 6 097 10 mr 39 nuie
NPOBOAMIN IUIAHOBY ONepaiito 3
EHJIONPOTE3YBAHHA KYJIBIIOBOIO
abo KONiHHOro Cyrnob6is
INpoinaktuka BTE :
i 3997 10 Mr 39 nuis
COMAaTHYHHXIIALIICHTIB
Henb 1-21: 30 mr
; eHb 22 1 Hagani:
JlikyranHa TpoMGo3y riMOOKHX A A
o 20 mr
BeH (TI'B), TpombGoemGonii . .
o 6 790 [Ticns 21 micaup
Jerenerol aprepii (TEJIA) Ta &
npodyinaKTHKa pery/HBIB HIQHAHMEHIS 6
Mmicsauis: 10 Mr abo
20 mr
Hosa, ckopurosana
. , : 3a Maco Tina, Jis
Jlixysanns BTE ta npoginaktuka o
: JOCSATHEHHS TAKOT 3K
peunnugis BTE y o oh
] v A EKCTIO3ULIT, 5K 1y
HOBOHapPOKEHUX Ta JiTei (BiKOM : ot
- : 329 JIOPOCIINX, AKI 12 micauis
J10 18 pokiB) nicnsg noyaTky
:, 45 oTpuMyBaiu 20 Mr
CTaHJAPTHOI aHTHKOATYISSHTHO]
puBapokcabany
Tepanii
OJIMH pa3 Ha JeHb
ans nikysanns TT'B
ITonepemkenns iHCYnbTY Ta :
Pei ks e 7750 20 mr 41 micsun
CHCTEMHOT eMO0miT vy nanieuTin 3
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HEKJIaNaHHOoW (hibpunsuieto
nepeacepinb
5 mr abo 10 mr
BIINOBIAHO,
[lonepemaenus Kombigauii 3 ACK
arepoTPOMOOTHHHMX SBUILL Y 10 225 abo y koMGinHaIii 3 31 micaup
nauiedTis nicns TKC ACK Ta
KJIOMIZOr pesieM un
THKIOTH UHOM
5 MI OJIHOYACHO 3
Ipodinakruka 18 244 ACK a6o 10 mr 47 micauis
arepoTpOMOOTHYHMX SBHLI Y OKpEMO
nauienTis 3 IXC/3TTA 3956+ 5 Mr oincc);acrqo 3 43 gt

* ManienTy, sxi oTpuMany npuHaiMui 1 103y puBapoxcadany.

** 3 nocnigxenns VOYAGER PAD

Haituacrime y nanientie, sxi oTpumyeamu puBapokcalaH, MOBIZOMIANK PO Taki Big3HAYEH]
nodiuHi peakuii sK KpoBoTedi (muB. po3min «Ocobaupocti 3aCTOCYBAHHA» T4 HABEJEHMH HHXKYe
mAnyHkT  «ladopmaitis  cTOCOBHO Okpemux  MOGiuHuX peakuiit»). Haituactimumu  6ynu
MOBIIOMJIEHHA PO HOCOBI KpoBoTeui (4,5 %) Ta KPOBOTEHI LILTYHKOBO-KHILIKOBOTO TPakTy (3,8 %).

Tabmuua 13. Yactora poseutky kpoBoTeu* Ta anemii Y MaUieHTIB, AKi OTPUMYBaIM puBapokcaban

NpOTAroM 3aBepuTeHux pocimkens dasu I 3a yuacTio qopocnux ta NeglaTpUYHUX NaiedTis

Iloxazanus

Byab-saka
KpPOBOTEYA

Anemis

[Ipodinaktuka Benosnoi TpomGoemGonii (BTE)y

AOPOCIIMX MAUICHTIB, TKUM NPOBOAATD OonepaTHBHI
BTPYYaHHS 3 €H0MPOTE3YBaHHA KYIbIIOBOr0 abo
KOJIIHHOTO cyrio6is

6,8 % nauieHTtin

5.9 % nauieuTie

IIpodinakruka BenozHoi TpomBoeMbonii y
COMATHYHUX NalicuTiB

12,6 % nauienTie

2,1 % naiieHuTin

Jlikypanus TT'B, TEJIA i npodinaktuxa penuansy

23 % nauiexTis

1,6 % nauienTis

Jlikyeanna BTE Ta npodinaktika penupueis BTE
Y HOBOHApODKEHMX Ta JiTel (BikoM o 18 pokis)
MIC/s 10YaTKY CTAHAAPTHOT AHTHKOATYJITHTHOT
Tepanii

39,5 % nauienTis

4.6 % nanicHTIB

Ipodinaktrka incynbTy Ta cuctemMuoi em6oii y
AOPOCTHX [ALIEHTIR i3 HEKNanaHHoIo (ibpussauico
nepeﬂcepﬂb

28 Ha 100
Nali€eHTOPOKIB

2,5Hua 100
NalieHTOPOKIB

HpodinakTuka atepoTpoMGOTHYHNX ABHI Y

A 22 Ha 100 1.4 1a 100
JOPOCIMX NALIEHTIB MICIs IEPEHECEHOTO FOCTPOro ; , : :
kopoHapHoro cupomy (TKC) NALiEHTOPOKIB NALIEHTOPOKIB
6,7 Ha 100 0,15 12 100
IpodinaxTuka aTepoTpOMEOTHUHMX ABUIL Y NalieHTOPOKiB NALIEHTOPOKIB**
natienris 3 IXC/3IA 8,38 va 100 0,74 ua 100

nauientopokis”

nauienTopokip****

* s Beix nocnimkens pusapokcabany BCi ABMILA KpoBoTey 3i0pani, Biapenoprosaui Ta posrasHyTi.
VY nocnimkenni COMPASS wactoTa ageMit Oyna HU3EKOK NPK BHKOPUCTAHHI BuOipKoBOro minxomy no

360py moGiuHmuX ABHIL.

*#* Bys 3acTOCOBaHMIT BUGIpKOBUIE Niaxin 10 300py indopmauii npo HebaxaHi seumA.

*3 nocnimxenss VOYAGER PAD.
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Hiwxue y Tabnuui 14 napemeno uactory noGiuHuxX peakuiil, 110 BHHMKAIM NpU 3aCTOCYBAHHI
puBapokcabaHy y 10pOC/IMX Ta NeiiaTpuiHux nauientie. [To6Giuni peaxiii y3aransueni Ta onucani 3
BAKOPUCTAHHAM Knacudikanii cuctem opranie (MedDRA). YV Mexax koxHol Tpynu noGiuni
peakuii npeacTaBneni y NopsaKy 3MEHILEHHS 1X THKKOCTI: IyKe 4acTo (= 1/10); yacto (= 1/100 — <
1/10); newacro (> 171000 — < 1/100); piako (= /10000 — <1/1000); ayxe pigko (< 1/10000);
4acToTa HeBlOMa (He MOKe OyTH BCTAHOBIICHA 38 HASBHUMM JTAHIMH).

Tabmuna 14. Vei noGiuni peaxuii, Binznaueni y qopocnux nauieHTis micns mouaTky nikyBaHHs B
xoai pocnimrens dasu 111 aGo y nicaspeectpaniiinomy nepioai* ta y neiaTpUYHUX MalieHTiB y
ABOX pociikenHax dasu Il Ta qpox nocsimkennax dasu 111

. : Yacrora
Yacto Heuacto Pinxo Hy:xe pinxo .
HeBigoma
lopywenns 3 boxy kposonocrol ma nimpamuunoi cucmem
: TpomGouutos
AHemis P i
(BKIIOUAIOUH
(BKMIOYAIoUH .
. 5p i 301bLIeHHs
BIONOBIAHI . :
. KiNBbKOCTI
nabopaTopHi o
TPOMOOLMTIR),
napaMeTpH) :
TpoMOOLUTONIEH A
Hopyuwienns 3 6oxy imynnoi cucmemu
Aneprivna peakiist ! .
p 2 Peetiiy AnadinakTHuHi
anepriuHui
peakuii
JEpPMaTHT,
- - BKJIIOYAKOYH
AHTIOHEBPOTHYHUIA . i
i aHa(inakTHIHWH
Ta aneprivuxuit
LIOK
HaOpsiK
Posznadu 3 boxy nepgosoi cucmemu
Mozkogi Ta
3anamopoyYeHHs, | BHYTPIllIHbOYEPEIIH]
FOJIOBHHH 6i7E KPOBOBUTUBH,
CMHKONANBHMH ¢TaH
Hopywenna 3 boxy opzanis 30py
Ounwuii
KPOBOBHJIHB
(BKIFOYAI0UH
KPOBOBHITHE ¥
KOH IOHKTHBY)

Cepyesi nopyuenns

| Taxikapmis
Cyounni nopywenns
AprepiansHa
rinoTeHsis,
remMaToMa
Pecnipamopni posnadu, namonozis cepedocminis ma 2PYOHOI KiimuHu
Hocosa
KpOBOTEYa, Eosunodinena
KPOBOXapKaHHSI NHEBMOHIS

P0o31a0u 3 60Ky ULIYHKOB0-KUWK06020 MpaKmy

KposoTeui 3
sICEH, ITYHKOBO-
KHIIKOBI
KpOBQTE4i

CyxicTp y pori
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(BrIHOUAKOUH
PEKTaNbLHY
KpoBoTeuy), 6inp
Y LLTYHKOBO-
KHMITKOBOMY
TPaKTi Ta KUBOTI,
JMCTIencis,
Hy[0Ta, 3anop”™,
niapest,
fmoranna”
I'enamobiniapni nopywenis
- AorTanuus
[leyinkora . P
i IiABMIICHHSA
HEJJOCTATHICTE, :
; : piBHA
NIABULUCHHS PiBHA ,
iy KOH FOTOBaHOTO
: ; p : 6inipybiny (3 a6o
[ligBuineHHs N1BUILEHHS PiBHS
. " 0e3 0IHOYACHOro
piBHs nykHOT ocharazu :
TpaHcaMiHaz KpOBI b
P p Ly piHst AJIT),
MiABULIEHHS PiBHS
. XOJecTa3, renaTuT
rammarayTamii-
(BrITIOUAKO UM
TpaHcdepasu
(TCT)* renaToLeNtospHe
YLIKOKEHH;1)
Poznadu 3 boxy wixipu i nidwripnoi mranuHu
Crepbix
(BrIHOYAIOUM Cunapom
HevacTi BHMANKK CriBeHca-
reHepanizoBaHoro JhxoHcona/
cBepbex TOKCHUYHUH
poexcy), Kponue’sHka ; .
BUCHMAHHS, enizepManbHui
eKXIMO3, HEKpOJIi3,
ILKipHUH Ta DRESS-
NAIKIPHAIH CHHJPOM
KPOBOBMIIUEH
llopyutenns 3 6oxy ONOPHO-PYX06020 anapanty, CROJIYYHOI | KICIMKOGOT MIKAHUHU
Komnaprment-
: e Kpogosunusu CHHJIPOM
Binb y kinuiskax® Cemaptpos P : Y Ape
M a3U BHACHII0K
KpOBOTEU1
Poznadu 3 boxy Hupox i cenoeusionux usxie
YporenitaneHi Hupxoa
KpOBOTEUI HEJOCTATHICTR/
(BKIOYaouu rocTpa HUPKOBRa
FeMaTypiko i HEIOCTATHICTL
MmeHopario®), BHACITOK
HHPKOBa KpOBOTeHi, 110
HEOCTaTHICTD CTIPUYUHUNA
(BKIIOYa04M rinonepdyaiio,
NiABULIEHHST NOLIKOIKEHHS
piBHS KpeaTHHiHy HHMPOK,
B KpORBI, acouiiosaHe i3
NIABMINCHHS 3aCTOCYBAaHHAM
PIBHs CEYOBMHU B AHTHKOAryJisiHTa
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KpOBi) | ] |

Cucmenui nopywienis, ma cmany, nog ssaui 3 Micyem 3acmocyeanns AIKAPCHKO020 3AC06Y

[apsuxa®,
nepudepuaHm i
HabpsK, 3aranbHe
NOripIIeHHs ITorane
CaMOIIOUYTTH Ta CamMomovyTTs JlokanizoBaHwuii

3HMIKCHHSA (BrUTIOHAOYH Habpsik”
AKTMBHOCTI HE3/1YKaHHS)

(BK/THOYAIOYH

BTOMJIIOBAHICTE
Ta aCTEHIK)

Pesynomamu ananizie

[TinBuIIEHHS piBHS
JIaKTaTAeriapo-
renasu (JIIDY ,

T JABUILEHHS piBHS

ninazu®,
MNiJBULUEGHHS PiBHA
aminazu®
Tpasmu, ompyenns, npoyedypui yexnadnenns
[MocTnpouenypua
KpOBOTEYA
(BKIIOYAIOYH
nmicasonepariiny Cynunna nceso-
aHeMito Ta aneepu3Ma’

KpOBOTEYY 3 paH),
CHHIII, CeKpeLis 3
panu’

* BinsHaeno y xozni npodinaktuku BTE y NOPOCIUX MAUIEHTIB, AKUM TIPOBOAMIIK TLIAHOBY ONEpaLiio 3
EHIOTIPOTE3Y BAHHA KYJILIIOROrO ab0 KONiHHOrO cyrnobis.

" Binsuaueni B xoai nikysanns TI'B, TEJIA ta npodinakTHky iX PeLHAKBIB K dyie YacTi y KiHOK BiKOM
10 55 poKiB.

¢ BinsHavanucs sk HewacTi mpw NPOBE/ICHH] TPOQINAKTHKE ATEPOTPOMBOTHUHMX ABUL Y MALi€HTIB, AKi
nepenecnu I'KC (micnst yepeswkipHOro BrpyyanHs).

* Byno 3acTOCOBaHO 3a3aaieriay BU3HAYCHUH BUOIpKOBHit miaxin 1o 300py iHdopMaLii npo nobiuni peakiii

B OKpeMux jocitinkerHsx (asu II1. YacTora nobiunmx peakuiii He 36imbIUMIACh T2 He Oyno inenTudixosano
HOBUX MOBIYHUX peakiiii mcls aHanisy WX A0 IKeHb.

Indopmaltis cTOCOBHO OKpeMUX MOBIYHUX peakiliii

3 ornany Ha (apMakororiunmii Mexanism Aii puRapokcabany, 3aCTOCYBAHHA JIIKapChbKOro 3acofy
PIBAGAH® moxe CYMPOBO/XKYBATHCS [IABUIIEHHAM DPH3MKY BMHMKHEHHS BHYTPIIUHEOT 260
BIAKPHTOT KpoBoTedi y Oynb-fKMX TKAHMHAX Ta OpraHax, IO MO¥Ke IPU3BOJUTH 1O
[OCTreMOpariyHoi avemii. O3HAKW, CHMITOMM Ta CTYMiHb TSDKKOCTI (BKIIOUYAOUM MOKITHBHI
NeTanbHAH HACHINIOK) BIAPI3HSIOTECS 3aNekHO Bix Nokanizauii Ta BHPaKEHOCTI KpoBOTedi Ta/abo
aHeMil (uue. posnin «Ilepenosyeanns. Jlikysaxus KpoBoTeu»). Y XoAi KTHIYHUX AOCTIKEHD
KpOBOTEu 31 C1M30BUX 0OOMOHOK (HANMpWKNam HOCOBI KpoBOTeui, KPOBOTEYl 3 ACEH, LIITYHKOBO-
KHIIKOBI KPOBOTEYi, KPOBOTEYl 3 OpraHiB Ce4OCTATEBOT CUCTEMM, BKIIOUAIOYH aHOManbHY
BariHanbHy KpOBOTEUYy abo MOCHICHHS MEHCTPYaIbHOI KPOBOTEYi) Ta aHeMis BMHMKAIM YacTille
MpH JIOBrOTPHBANOMY JIIKYBAHHI PUBAPOKCAGAHOM, HiXK NPU NIKYBaHH] aHTArOHiCTAMY BiTaminy K.
3BaKAIOUM HA L€, OKPIM HANEKHOro KIIHIYHOro CIIOCTEPEKEHHA, Y BiANOBIAHUX BUMamKax
PCKOMEHYETLCS NPOBOAMTH N1a0OPATOPHY TEPEBIPKY MOKA3HHKIB reMorao0iny/reMatoKpuTy 3
METOK) BHABJICHHST BUNIAAKIB BHYTPILIHIX KPOBOTEY [UIS BU3HAYECHHSA KIIHIYHOI 3HAYYIIOCTI ABHMX
KpoBOTEeU. PU3HK BHHUKHEHHS KPOBOTEYi MOsKe GYTH BULIMM Y NEBHUX I'PYIl NAUiCHTIB, HANPUKIAJ
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Y MAUIEHTIB 3 HEKOHTPONLOBAHOK THIKKOK) apTepianbHOI0 TrinepreHzieo i/abo y nauienTis, ski
OIHOYaCHO NPUHAMAIOTL JIIKAPCHKUE 3acif, AKUH BOIHBAC HA FeMOCTA3 (aMB. po3nin «OcodauBocTi
3acTOCyBaHHA. PH3MK pO3BMTKY KpOBOTEeu»). MoKe NOCHIIOBATHCH IHTEHCHBIICTL Ta/abo
TPUBAJIICTL MEHCTPYalbHHUX KpoBoTed. [Ipospamu FeMOpariyHuX yCKNafHeHb MOXKYTh OyTH
cnabkicTs, 6niicTs, 3anaMOpoOYEHHS, TONOBHHUI Ginp abo HaOpsK He3’ACOBAHOT eTIONOTIl, AUCTHOE,
LIOK HEBIZOMOT eTionorii. Y IeskuX BUmaaKax sik HacnigoK aHeMmii CrocTepiranues Taki CHMNTOMM
iemii cepust sk 6inb y rpyasx aGo CTEHOKap/id.

Bynu nopigomneHHs npo BTOpuHHI yCKNaHeHHs, Bizomi sk HACMIIOK TSHKKOT KpOBOTEUl, Taki sk
KOMITAPTMEHT-CUHIPOM | HUPKOBA HENOCTATHICTH BHACHINOK rinonepdysit, abo NOWKOIKEHHS
HUPOK, acouiiioBaHe i3 3aCTOCYBaHHSAM AHTUKOAryJIiHTa. ToMy mij 4ac OUIHKM cTaHy naujcura,
AKOMY IPU3HATAIOTE AHTUKOATYIAHTH, CIlijl 3BAKYBATH PU3NK BUHUKHEHHS KPOBOTEHI.
IleniaTpuyni nauieHTH

Ouinka Ge3nekn 3acTocyBaHHA Y MTe# Ta mianiTkie 6a3yeThest HA HAHUX Oesneku, OTpUMaHUX Yy
ABOX BIAKPUTMX aKTUBHMX KOHTPONBLOBAHMX A0CHimkenHsx Il (aszn Ta opHOMY mOCTimKEHH]
III hasu 3 yuacTio mireii Bikom no 18 pokis. Pesynpratu Gesnexu Gynm 3aranom momibHUMM Mik
PHBApOKCADAHOM [ MPENapaToM TOPIBHAHHA B Pi3HUX neaiaTpHyHUX BIKOBMX Ipynax. 3araiom
npodine Gesnexu y 412 piteil Ta mignitkie, aki OTpUMYBalu puBapoxcaban, Oye momiGHUM 10
npo¢imo y jgopocniii nmonynasuii Ta HeaMiHHMM Y BIKOBMX Miarpynax, xoua ouiHka oGMmexeHa
HECBENWKOK KIUMBKICTIO MALIEHTIR.

Y neniaTpuYHUX NaLieHTIB MPO ronoBHMI Ginb (myxe wacro, 16,7 %), rapsuka (nyxe yacro,

11,7 %), Hocosa kpoBoTeua (myse uacro, 11,2 %), Omopauns (gyxe yacto, 10,7 %), Taxikapais
(wacro, 1,5 %), 30inbluenns pisus Oinipy6iny (dacro, 1,5 %) Ta nigBMINEHHS KOH IOrOBAHOTO
Ginipy6iny (Heuacrto, 0,7 %) MOBinOMAANOCH yacTime MOPIBHSIHO 3 NOpocauMH. SIK i B Jlopocii
NOnynsuii, MeEHOpariio crocrepirant y 6,6 % (vacTo) mimnmiTkie kinouwoi crati micis MEHapXxe.
TpomGounronenis, sika cnocrepiranacs y NOCTMapKETHHIOBOMY Nepiojii y Jopocnux, 6yJa 4acTor
(4,6 %) y nemiaTpuunmx wniviuHpx gochimkenssx. [ToGiuni peaxuii y neaiaTpu4HMX MNALi€HTIB
Maily Nerkuii abo cepefHiid CTYNiHbL TAXKKOCTI.

Logidomnenus npo nidozprosani nobiuwni pearkuil

[Mosimomnenns npo ninosproBani no6ivni peakuii micns peectpauii nikapchkoro 3aco0y MaroTh
BAXIMBE 3Ha4eHHA. Lle nae 3MOry MPOBOAWTH MOHITOPHHT CIIiBBiAHOLICHHS KOPHCTB/PU3UK MpPU
3aCTOCYBAHHI LOTO JIKAPCLKOro 3acoby. Menuuaum Ta (apmaleBTHIHAM NpalliBHUKAM, a4 TaKOX
mauientaM abo iXHIM 3aKOHHHM npejcTaBHMKAM CHiJl MOBIIOMIATH TIPO  yei BHMAAKH
NiZ03PIOBAHKX MMOBIYHUX peakill Ta/abo BIICYTHOCTI e()eKTHBHOCTI AiKapchKoro 3acoby vepes
ABTOMaTH30BaHY  indopmartiitny CHCTEMY 3 dapMakoHarisay 33  MOCHJIAHHSM:
https://aisf.dec.gov.ua/.

Tepmin npuoammnocmi. 2 poxu.
TToopioneni mabdnemiu. Toapibueni Tabnerku puBapokcabany crabiibHi y BoAl 10 4 TONHH.

YmoBu 30epiranus

30Gepirati B opMriHaNbHIH ynakoeui npu Temnepatypi He suuie 25 °C. 36epirati y HEJIOCTYIIHOMY
IULsL iTe Mici.

Ynakoeka
o 14 Tabnetok y 6xicrepi; no 2 6ricTepy B nauLi.

Kareropis sinmycky
3a peuenTom.

Bupodunk
IpAT «®apmanestuuna dipma «apHuisy.

Micuesnaxomkenns BHpoGHUKA Ta ajapeca Micusi NpoBaKEHHS HOro AiSILHOCTI.
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