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Cretad:

difowa peyosuna. puBapokeaban (rivaroxaban )

1 Tabnerka, BKpHTa MAIBKOBOK 000NOHKO, MICTHTE 2,5 Mr puBapokcabaHy;

donominci pevoaunu: Manit (E 421), uemonosa mikpokpucraniuna, makporon 8000, nonokcamep 188,
HATPIlD JaypHACYNL(AT. HATPIID KpOCKApMENosa, KPeMHi0 MiokcHi wonoinHMii GessomHuMii, HATPID
creapHnyMapar;

niiexosa oforouKka; TOKPHBHA CyMill: rinpoMenosa, Tun 2910 15 cP, makporon 4000, THTaHy GiokcHa
(E 171}, 3anisa okeug sosthit (E 172),

Jlikapeska dgopma, TadneTen, BKPATI NITBKOBOI 00010HKO,
Ocnognl isuxo-xiviuni enacmusocmi: GNil0-KOPUHHEBO-KOBTI 10 KOPHYHEBO-KOBTHX, KPYTAi, 3Nerka
ABOOMYKNI TAOAETKH, BKPHTI IIIBKOBOK0 060I0HKOIO, 3 rpaBiiosanusm 2.5 3 onnoro Goky TabreTkn.

DapmaroTepaneBTHuHa rpyna. AurntpomGornuni  3acoGu. [lpami iwribitopn daxtopa Xa.
Pueapokcaban. Kog ATX BOIA FO1.

Dapmarenvzivni eracmueocmi
MapmakoanHaMika

Mexanizm aii

Pusapokcaban — BHcOKoCEneKTHBHMH nipAMuii HTiGiTOp daxropa Xa, mo Mae Bicoky GiogocTynHicTs
NpH nepopaneHOMY 3acTocyhanHi. Bnokyeanua akTueHocti dakropa Xa nepepBac BHYTpilIHIA Ta
J0BHIWHIA WAAXH KOAryIAUIHHOTO KacKaly, BHACTIIO0K 4Or0 NPHIHiuyeThea hopMyBaHHs TpoMBiny Ta
yTBOpeHHA TpomGy. Pusapokcaban Gesnocepennbo He NPHTHIMYE AKTHEHICTL TPoMBIHY (AKTHEORaHOD
thaxtopa 1) Ta He BnMBaE HA TPOMOOLMTH.

Dapmakoguuamiuni edekTn

[lpy 3acTocyBaHHi MONAM CHOCTEPIracThCA J03I03ANEKHE NPHIHIYEHHR AKTHBHOCTI thakropa Xa.
Pupapokcaban Mae josozanexHuii Bame Ha nporpombiHoBMil Hac, WO A0CTOBipHO KOPENHOE 3
KOHIEHTpaUiclo y naasmi kposi (r = 0,98), sxuio jns ananisy BHKopHCTOBYETRCA Habip Neoplastin, [pu
BUKOPHCTAHHI IHIHX pearedTie pesynsTath Oyay e inwnmu. [Tokazanns woao nporpomGinosoro vacy
(II4) cnig ouiHOBATH B CEKYHIaX, OCKiNbKW MiwHapogHe HOpManizoeade Binwowenus (MHB)
BiakaniGpoeane il npopanifoBaHe TINBKH 108 KYMAPHHIE | He MOMKE BHKOPHCTOBYBATHCA /1A iHIINX
AHTHKOATY IS HTIB.

¥ npoueci kniHiko-GapmMakonorivHoro AocHilKeH A NPUTHINEHHA (apmakoaunamiki pusapokcabany
¥ 300poEMX jopocaux Aobposonsiie (n = 22) NpoeoAHNAcE OUIHKA BOAHBY OJHOPA3OBHX 03
(50 MO/kr) xoHuentparie npotpomGinosore komnaexcy (PCC) agox pisuux tunis: PCC i3 TPROX
paxtopie (dakropu II, IX ta X) ta PCC i3 yorupbox dakropie (daxropu 11, VI, IX 1a X). Ipn
sactocypauti PCC i3 Tprox (akropie cnoctepiranocs sHumenns cepeanix suavens T4 (Neoplastin)
npubnuino wa 1,0 cexynay sa 30 xeumme, a ua i PCC i3 yotupwox daktopie Taki sHaueHHs



SHU3HAKCS npubamade wa 3.5 cekywan. Haromicte PCC i3 Tphox (akropis Mas noTymkHilmi Ta
WBHANI 3arankHull BAHE HA NPUTHIYEHHS 3MiH B YTBOPEHHI enoreHHoro Tpombiny, Him PCC is
HOTHPROX (hasTopie (AHE. po3ain «llepegosyeannms ).

Takok pupapokcaban nozozanewno 30inbwye akTHBoBaHMIi uacTkoBWiT TpomGonnacTHHoBRI uac
(AYTH) i peaynerar HepTest: ofHak Ui napameTpn He pekOMeHIYETLCH BHKOPHCTORYEATH IS OLIHKH
(apmakonuHaMiuHuX  edektie pusapoxcabany. [lin wac nikyeaHHs puBapokcalaHoM y Mewmax
CTAH/JAPTHOT KIIHIYHOT NPaKTHEK NPOReJeHHs MOHITOPHHTY NapaMeTpik IrOpTaHHA KPOBI He MoTpitHe.
Onnak y pazi kniHiunoi Heobxinnocti pisens pusapokcabany mome GyTH BAMIpaHWil 38 fonomororo
BiAkaniGpoBanux KinkkicHnx anTHpaktop-Xa-Tectis (AHE. po3ain «DapmakokineTHRay ).

Kniniuna edextuenicts i feznexa

locmputt koponapuui cundpoy (TRC)

Kniniuni  nocnimsenna pusapokcaGany Oynu npoBefeHi 3 MeTOI BH3HAYeHHA edEKTHBHOCTI
pHEapokcabany ans sanobiraHHa cMepTi Bl cepueBo-cyIMHHNIX 3aXBOPIOBAHE, iHdapKTY Miokapaa 4u
IHCYNIBTY B nauicuris, axi wenasso nepewecnn I'KC (indapkr miokapza 3 enesauicio cermenta ST
[STEMI], indapkr miokapna Ges enesauii cermenta ST [NSTEMI] un necrabinena crenokapais [HC]).
¥ mpoueci 6azoBoro nojsiiino cninoro nocnimxenns ATLAS ACS 2 TIMI 51 15526 nauienria Gynn
paHaomMizoBani y cnissigHowenni 1:1:1 ana nikyeaHHs B ofHill i3 TpLOX rpyn: pusapokcafan 2.5 mr
nepopantHo 2 pasn Ha o0y, pusapokcabad 5 Mr nepopaneHo 2 pasn Ha Aoy abo nnauebo 2 pasd Ha
Ao0Y, WO 3a8CTOCOBYBATHCA pa3oM abo TINEKW 3 aueTHacaniunnororo kucnoTolo (ACK), abo 3 ACK 1a
TiEHONipUAMHOM (Knoninorpenem aGo Tuknoniaunosm). Mauientn 3 TKC sikom 1o 55 pokie manu ato
uykpoeuii piaber, abo indapkr mickapna B awamuesi. Cepenns TpuBanicTs Tepanii craHomWia 13
MICALIB, @ 3araikHa TpHBANicTs Tepanii cTaHoBuna Maitie 3 poki. 93,2 % nauienTie orpuMysann ACK
AK CYMYTHIO TEPANilo naoc Ticwonipuaus Ta 6.8 % — tinekn ACK. Cepen nauientis, aki oTpUMyBanu
noasiiiny auThTpombounTapHy Tepaniio, 98.8 % otpumMysany knonizorpens, 0.9 % — THEIONIAHH Ta
0.3 % — npacyrpenk. IlauiesTn oTpUMyBanK nepury 103y pHBapokcabaHy NpoTarom nepiogy min 24
roauH go 7 aHie (¥ cepequnomy 4.7 nua) nicnd rocnitanizawii, ane skHafienmue nicns crafinizanii
I'KC, Brarouarou Npoueiypy pesackynapusauii Ta KonM napeHTepanbHa aHTHKOAryNsHTHA Tepanis
Moue Oy TH TPHITHHEHA.

O6uaea pexumu npuitomy pueapokcabady (2,5 mr 2 pasu Ha 106y 12 5 mr 2 paan wa no6y wa Thi
crasaaprHol antuTpoMounTapiol Tepanii) Gynan edekTHBHI W00 NOAATBLIOrO SHHKEHHA 4ACTOTH
CEPUEBO-CYAMHHHX YCKJanHeHb. Ockinbku pesxkus npuiiomy pusapokcabany 2.5 mr 2 pamu Ha nofy
MPHIBOMHE 10 3HIKEHHA NETANLHOCTI Ta Oy/10 OTPHMAHO JiaHi PO MeHWMIl PHIKK KPOBOTeY Yy pati
3MCTOCYBAHHA PHBAPOKCAbaHY B HHAYiH nosi. pusapokcaban cnijl sacTocoyBaTh B 1030 2.5 Mr 2 pasu
Ha noby y komGiHauil 3 ACK abo 3 ACK Tta knonigorpenem/THknoniiuHom ans npodinakThiun
arepoTpoMBOTHYHIX ABHIL Y Aopocaux nauientis nicas TKC 3 niasuennm pissem cepuesix
Biomaprepis,

MMopisnato 3 naauedbo pupapokcabaH 3HAYHO IHIDKYBAB 4YACTOTY NETAABHMX BHNAIKIB Bill cepieBo-
CYAHHHHX 3aXBOPHIBaHE, iHdapkTy miokapaa uM iHoyILTY (NepeHMHHA KoMOiHOBaHA kiHlesa Touka).
Ilepepara Oyna 3yMOBNEHA 3MEHIICHHAM KINbKOCTI JeTaibHux BHNAIKIE Big cepueBo-cyIMHHHX
3AXROPIOBAHE, IHdapkTy Miokapaa Ta nposednacd JIOCHTE paHo 31 3bepexennam  crafinkHoro
NiKYBANBHOTO eeKTy NPOTAroM yceoro nepiogy Tepanii (qus. Tabmumo 1). Tako# cYTTEBO 3HMIHIACA
Mepila BTOPHHHA KiHUEBa TouyKa (CMEpTh BiJ ycix npuund, indapkr miokapna abo imcynst).
Honatkoeuii peTPOCHEKTHEHUI AHAMIZ NMPOJEMOHCTPYRAE HOMIHANLHO 3HAUYVIE 3HIDKEHHA YaCTOTH
TpoMBO3Y CTEHTAa nopiedaHo 3 nnauebo (oue. tadnuo 1), YacToTa EMUNAIKIE I0d OCHOBHOIO
pesyneTary ODesnekd (MacHBHi kpoeoTedi 3a wkanow TIMI He noe’szani 3 aOpTOKOPOHAPHHUM
wyntysannaM (AKILD) Gyna eriuoio y naiicHTie, Akl oTPHMYBANH pHBapokcadaH, Hi% ¥ NalieHTiB, Ak
oTpiMyBank nnauebo (nus. Tabmunto 3). OfHAK pizHAUA B 4aCTOTi POIBHTKY NETATBHHX KPOBOTEM,
aprepiantHoi rinoTensii, mo noTpedysana nikyBaHHs BHYTPILIHEOBEHHIMH iHOTPONHUMH NPenapaTami
Ta XipypriyHOro BTpy4aHHA O7A 3YNHHKH KpoBOTEYi, B Trpyni pueapokcabady ta nnaueSo Gyna
CTATHCTHYHO HEIHAYYLLOKD,




Y rabnuui 2 sasHaveni pesynetatH edexkTHBHOCT] nikyBaHHA nauieHTie nicna  4epeskipHoTO
kopoHapHoro eTpyvadis (YKB). Pesynwratw Gesnexw y uifi niarpyni nauienrtie nicna YKB 6y
NOPIBHAHHI 13 3aranbHUME PE3YILTATAMH De3NeKi.

[ManienTn 3 niggHiueHumH Olomapkepamy (TponoHid abo KK-MB) ta ©e3 HasBHocTi B aHamHesi
IHCYIBTY/! TpaH3uTOpHOT lwemMigHol atakn {T1A) ctaHoeuan 80 % nomynauii aocnimxesnns. PeayneTaTh
el rpyny HALICHTIR TAKOH YIrOUKY BANCE i3 3aransHUMI pesynsTaramy edexTnedocTi Ta Geanexn.

Tabanus 1
Mokasunk eekTHBHOCT] 3riano 3 gochipkennam dazn 111 ATLAS ACS 2 TIMI 51
O&" ekt AoCHigKEHHR TMauieHTi 3 HewoaaeHo nepenecernm FKC
JlikypanbHa no3a Pupapokcadan 2.5 Mr 2 pa3u Ha qody, [Mnauedo
N=5114, n (KyMyIATHEHWI pu3nk, ¥a) (N=5113},
Binnocuuii puaug (BP) (93 % 11 n (%)
[aosipunii inTepsan]), 3nauenss p”
Cumepre Bl Cepuero-CyIHHHOIO 313 (6.1 %) 376 (7.4 %)
3AXBOPIOBAHNA, iHdiapkT Miokapna 0,84 (0.72: 0,97), p=0.020%
abo Hey kT
Cuepte  Big Oyap-sxol npaumbM, 320 (6,3 %) 386 (7.5 %)
iHpapkT Miokapaa ado iHCyIkT 0.83 (0,72: 097), p=0.016*
Cmepts  Big  cepuUeBO-CYIHHHOTD 94 (1,8 %) 143 (2,8 %)
YCKNATHEHHSA 0,66 (0,51, 0,86), p=0,002%*
Caepre B Oy Ab-SK0T NPHUHHH 103 (2.0 %) 1533 (3.0 %)
0,68 (0,53; 0,87), p= 0,002%*
IndapkT Miokapna 205 (4.0 %a) 229 (4.5 %)
0,90 (0,75, 1,09 p = 0,270
[HCy BT 46 (0,9 %) 41 (0,8 %)
1,13 (0,74, 1,73y p = 0,562
Tpombos cTenTa 61 (1.2 %) 87 (1,7 %)
0.70 (0,51, 0.97) p = 0,033%*

U MonudikosaHni MPHHLMN MPHEHAMCHOND MIKYBAHHA ([IPHHLAN NPHZHAUCHOTO NIKYBAHHA 118 SHLNIZY
TpoMGo3Y CTEHTa).
"' Topienauo 2 naauefo; 3HaYEHHA P AN NOTPAHTORONO KPHTEPIK,
¥ CTaTHCTHHHA MEpeBara.
** HomiHankHa IHAYYILICTh.

Tabamus 2
Peaynbraty edextueHocti ¥ gazi 111 gocnimsenna ATLAS ACS 2 TIMI 51 v nauienTtie nicns
YepeslIKIPHOrO KOpOHApHOro BTpyuanis (UKB)

OB’ eKT A0CTiLKEHHS [MauicHTn 3 HemoaasHo nepenecennm ['KC nicna YKBY
JlikyBansHa go3a Pusapokcaban 2,5 mr 2 p/nody, Nnauebo
N =3114, n (kyMyaaTHeHAT pr3mk, Yo) (N = 3096),
Binnocuuii pusue (BP) (95 % I n (%)
[nosipunii inTepean]), 3HauenHs p”
CmepTh Bl CEpUERO-CYAHHHOMD 153 (4,9 %) 165 (5,3 %)
3AXBOPIORAHAA, iH(APKT Miokapaa abo 0,94 (0,75, 1,17 p=10,572
THCYTIET
CMepTh BiJ CEpLEBO-CYAHHHOTD 24 (0,8 %) 45 (1.5 %)
VCKNIAJHEHHA 0.54 (0,33, 0.89) p=0,013%*
CmepTh BiA Oy Ib-AKk0T OpHYHHN 31 (1.0 %) 49 (1,6 %a)
0.64 (0,41, 1,01) p = 0,053
[nthaprT miokapaa 115 (3,7 %) 113 (3,6 %)
1,03 (0,79, 1,33) p= 0,829
[neyneT 27 (0.9 %) 21 10,7 %5)
1,30 (0,74, 2,31) p = 0,360




Tpombo: crenTa [ 47 (1,5 %) 71 (2.3 %)
- | 0,66 (0,46, 0,95) p = 0,026%*

I Momudikosaniil IPHHLMI NPHIHAMEHOTD NIKYBAHAA [MPHALNN NPH3HAYEHORO TIKYBAHHA 108 aHanisy
TpOMBO3Y CcTeHTa).

* MMopipaAno 3 Nauebo; sHaYeHHa P AN8 NOTPAHTOBOTO KPHTEPID.

#* HomiHaneHa 3Hagy IicTs.

Tabnuua 3
Mokasnuen Gesneky 3a Janiumn Jocniprenna dasu 1T ATLAS ACS 2 TIMI 51
| 06 ek AocniKeHHA | Tauient 3 Hewonasno nepenecernm TKCY
JlixyeaneHa no3a | Pusapokcabau 2.5 Mr 2 pasu Ha o0y, | [lnanebo
' N=5115n (%) | (N=35125),
BigsocHuil pusuk (95 % JI1), swavenns p | n (%)

Macusni kpoBoTesdi, He nos'azani 3 65 (1.3 %) 19 (0.4 %)
A0PTOKOPOHAPHHM WIVHTYBAHHAM 3a 346 (2.08; 5.77), p=-<0.,001*

BuzHaveHHAM TIMI

JNeraneni kpoBoTeyi 6 (0.1 %) 9 (0,2 %)

0,67 (0.24; 1.89), p= 0,450

CHMNTOMHHI BHYTpPIlIHEOYepenHHT 14 (0,3 %) 5(0,1 %)
KPOBOBHITHE 2,83 (1,02; 7,86), p= 0,037

ApTtepiankHa rinoredsis, ity 3(0,1 %) 3(0,1 %)
noTpedyrana JKYBaAHHA

BHYTPIILIHBOBEHHHMHE  IHOTPONHHME

npenaparamu R fL
XipypriuHe BTpYYaHHA 3 [PHBOLY 70,1 %) 9(0.2 %)
KPOROTEMI, 110 HE CIHHAETLCH

[Mepenueanna Gineme 4 OAHHALE 19 (0.4 %) 6 (0,1 %)
KpoBi npotaroM 48 rogny

“ Tlonynauisa nauieHTis, y SKif NPOBOANTLCA OLIHKa Ge3nekH | AKka OTPHMYE NiKYBAHHA.
P lopisHAHO 3 naaueto; SHAMCHHA P ANA NOTPAHFOEOND KPHTEDIIO,
* CTaTHCTHYHD IHAYY M NOKAIHHE,

Tuemivna xeopoba cepyi (IXC) / saxeoposanna nepughepuyntoe apmepiti (3174)
Y npoueci gocnigwenna Qasn [11 COMPASS (27395 nauicuTie) npoaeMoHcTpoBaHo eeKTHBHICTL Ta
Oesnexy pHBapokcabaHy AnA NpodiNakTHKH cepleBsn-cyAHHHOT cMepTi, indapkTy Miokapna, iIHCYIBTY ¥
nauicuTie 3 IXC abo cumntomuim 3[TA i3 BHCOKHM pu3nkoM iluemivnux ssuut, [auicatu nepebysanu
MiJl CNOCTEPEKEHHAM ¥ CepelHbOMY npoTarom 23 micauis, MakcuMysm — 3.9 poky.
¥Yei nauientu (78,0 % wonosikn, 22,0 % sxkinku) Gynu panjomizosani y cniseignowenni 1:1:1 ana
NIKYBAHHA B 0AHil i3 Tpeox rpyn: pueapokcaban 2,5 mr 2 pasu Ha ao6y v komGinanii 3 ACK 100 mr 1
paz Ha Aody, pueapokcaban 5 wmr 2 pasm Ha noby abo Tinekn ACK 100 mr 1 pas na noby rta ix
Binnoeiami nnanedo.
Mauient 3 1XC mann IXC 3 GaraTocyMHHUM ypakeHHAM Ta/abo nepexecewnii iHdapkT miokapia.
Jna nauieHTiB BikoM A0 65 pokie HeoOXiAHWMH KPUTEPIAMH BIIOHEHHA ¥ JOCTITAEHHA Oyiu
ATEPOCKEPOI i3 3anyueHHAM WIOHAfiMeHIle JBOX cYAMHHHX Daceiinis abo wowaiiMeHme i3 apoma
I0AaTKOBHMI (PakTopaMi PHIHKY.
[NauienTn i3 3axBOPIOBAHHAM NepHgIepUUHIX apTepiil Mann abo nepeHeceH] Xipypriuni BTpYYaHHA, TAK
AK KOpOHapHe WYHTYBAaHHA afo NepryTaHHA TpaHchloMidapHa anrionnacTika, abo ammyTauino ctonm y
3B'A3KY i1 JaXBOPIOBAHHAM apTepianbHuX CyIHH, afo nepeMixHY KYABTABICTE i3 CRIBBIAHOWEHHAM
apTepiankHOre THCKY HHAHIX KiMUWiBOK 10 aprepiansHOro THCKY BepxHix kingisox < 0,90, abo
sHauyumit creHos nepudiepuunol aprepil, abo nepeHeceHy KapOTHAHY peBacKyIapH3auiwn, abo
fiescHMNTOMHHI CTEHO3 cOHHOT apTepii = 50 Y%,
Kputepiamu BukmoueHHd OyaH, 30kpema, HeoDXiWicTh npusHaueHHs noasifinoi awTHarperaHTHO!
tepanii abo inmnx He-ACK-awtnarperanTis, abo nepopalkHIX aHTHEOAryIAHTIE. Takod BHEKMIOYANHER
MALICHTH i3 BHCOKHM DH3IMKOM DO3IBHTKY KpoBoTed afo i3 cepleBolo HefocTaTHieTO 3 dipakuieio
4




BukHay < 30 %, abo 11 un IV dyukuionansHim knacom 3a knacndikauicio Heto-Hoprerkoi acouiauii
KapAionoris, abo 3 Oy Ab-SKUM NEPEHECEHHM NPOTATOM OCTAHHBLOIO MICALA (LIEMIYHHM HEMTAKYHAPHHM
iHCyIbTOM, alo reMopari9HiM Yi JaKYHAPHUM IHCYILTOM B aHAMHe:,
Pusapokcaban 2.5 mr 2 pain Ha nofy y komBinauil 3 ACK 100 mr 1 pas ua noby nepesepiyeas ACK
100 Mr y suimeHH] pH3IMKY koMBiHaUiT sBuI cepleBo-cyIHHHOT cMepTi, iIndapkTy Miokapaa. iHCYALTY
(aue. Tabnuio 4),
Y nauienTis, aki nikysanuca pusapokcaGanom 2,5 mr 2 pazu Ha 1ofy y komGinanii 3 ACK 100 mr 1 paz
Ha noby nopienaso 3 ACK 100 wmr, migzHayanacs NOCTOBIPHO BMILA YACTOTA HBHUL NEPEMHHOTO
NokazHHEA Ge3nekH (MacHBHa KpoBOTeda 3a MoAnQikoBannmM susHavennam [STH) (aue. Tadnuwo 5).
Ileperara pusapokcabany 2,5 mr 2 pasu Ha noy y kombinanii 3 ACK 100 mr 1 pas ua o6y nopietsHo
3 ACK 100 mr cnoctepiranaca Ani NepEHHHONO NoKasHuKa edextusnocti BP = 0,89 (95 % 11 0,7-1,1)
¥ nauientis = 75 pokis (yactota aeuu 6.3 % nopisvaso 3 7,0 %) ta BP=0.70 (95 % J1 0.,6-0.8) y
nauienTis < 75 pokie (3.6 % nopisnano 3 5,0 %). TTigeulleHHs pHIMKY BHNALKIE MACHBHOT KpoROTEY
3a MopudikosaHuM BuzHadeHHAM [STH cranosune BP = 2,12 (95 % JI1 1,5-3.0) ¥ nauientie = 75 pokis
(3.2 % nopisuano 3 2.5 %) 1a BP = 1,53 (95 % I 1,2-1.9) ¥ nauientie < 75 pokie (2,6 % nopisuaHo 3
1,7 %).
3acrocysaHHs nawTonpazony B Aodi 40 mr 1 paz wma 00y nogaTKoBo A0 aHTHTPOMBOTHYHOIO
nikapeekoro sacoby y nadieHTin, AKki He Manu KAiHivHOT NoTpeGH B iHrIGITOpPax NpoTOHHOT NoMNH, He
BHABHNO Nepeear ¥ npodifakTHil ypaseHb BEPXHIX BIAGINIE WINYHKOBO-KHIIKOBOIO TpakTy (a came
CYKYTHOCTI SIBHL| KPOBOTEYi 3 BepXHix BiAAINE IAYHKOBO-KMIIKOROTO TPAKTY, BHPA3KH BEPXHIX
BiANINIB NUTYHKOBO-KHIIKOBOTO TpakTy abo obcrpykuii um nepdopauii sepxuix Biguinis wayukoso-
KMIIKOBOTO TPaKTy), HacToTa MopylieHe i3 OOky BepxHiX BiAniniE LLTYHKOBO-KHIIKOROIO TpakTy
craHoBuaa 0.39 va 100 nauienTopokie ¥ rpyni sactocyBaHHsa nanTonpasony B 1o3i 40 mMr 1 pas Ha noGy
ta 0,44 na 100 nauienTopoxie ¥y rpyri sactocysanus nnauebo 1 pas wa nody.

Tabawus 4
TTokazHukn edeKTHEHOCTI 38 JaHHMH J0CTiIHREHHA _:Ina.?.u 11 COMPASS

08’ eKT JOCTiKeHR [MauienTn 3 IXC/31AY
JlikysaneHa nosa PupapokcaGan 2,5 mr | ACK 100 mr 1 pas na BinHocHHH pHIKMK
2 pazu Ha foby ¥ 100y (95 % 1),
komDinauii 3 ACK (N=9126) sHavenus p”
100 mr 1 paz Ha noby
(N=9152) ~.
Manientn 3 | KM % | Tagientns | KM % | Bp 3HAYSHHA P
NOPYILEHHAMH NOPYILEHHAME (95 % JI1)

Iney e, indapsr

Miokapua afo cMepTh 678

Bijl Cepueso- 379 (4.1%) |5,20% | 496(54%) | 7,17 % i p = 0,00004*%
(0.66; 0.86)

CYAHHHOTD

3AXBOPIOBAHHA

ueynsr $309%) |L17%| 1420.6% [223% | 4{31';53? 6| P=0.00006

Indaprr Miokapaa 178 (1,9%) |246% | 205(2.2%) | 2.94% (© ??].;Ef,ﬂﬂ} p=0,14458

CsepTt Bifl ceplero- 0.78

CYAHHHOMD 160 (1,7%) |2,19% | 203 (22%) | 2.88% g p=0,02053
(0,64; 0,96)

3AXBOPIOBAHHA

ifg:if:iif’“ OYIb-AKOT | 313 (3,4 9%) 450% | 378(41%) | 557% (DJE]";E&Q 6)

["oeTpa iwemia - 0,55

L | 202%) |027%| 4004%) | 060% | 55" 0,

# CrarncTruniil aHanis yoix panaoMizoRaHux NALlEHTIE, NepeHHHNI aHanis,
" Tlopienaro 2 ACK 100 Mr: sHaUeHHA p ANA A0MPaHrOEOrD KPUTEpii.




* CTaTHCTHUHO SHAYYLUE ZHIGKEHHA YACTOTH ABMLL NEPEWHHOTO MOKAZHHER E¢FEK'T'HBHDGT]'.

KM % — ouiHKa Ky MYNSTHEHOO PHIAKY, pospaxoeana Ha 200-uy aHi 2a Kannakom — Meifiepon,

Tabnuua 5
TMokasHuk De3nexn 3a faHumMu dociipxenna dasu Il COMPASS
O6 ekt AoCHiLKEH S Mauientn 3 IXC/3MIAY
JlikyeankHa ao3a Pusapokcaban 2.5 mr ACK 100 mr 1 BianocHnii
2 pa3nt Ha 100y y pa3s Ha noby PHIHK
koMOiHaii 3 ACK (N=9126), (95 % 11,
100 Mr | paz Ha 106y, n (%) 3HaueHns p®

(N=9152), n (%)

Macusni kposoTeui 288 (3.9%) 170 (2,5 %) 1,70 (1,40:2,05)

(mMoaudikoRaHe BU3HAMEHH, p=0,00001

ISTH)

- NeTankHi kpoBoTEU 15 (0,2 %) 10 (0,2 %) 1,49 (0,67,3,33)

p=0,32164

- CHMIOTOMHA KPOBOTEYA Y 63 (0,9 %) 49 (0,7 %) 1,28 (0,88;1.86)
KPUTHYHHI oprad p=0,19679
(HeneTaneHa) —

- KPOBOTEYA ¥ MicLi 10 (0,1 %) 8 (0,1 %) 1,24 (0,49:3 14)
XIpYPrivHoro BTpyHaHHSA, 10 p=0.65119
norpedye NOETOPHOrD
DMEPATHEHOID BTPYUAHHS
(HeneTankHa, He ¥ KpHTHUHU
opran)

- KpOBOTEY4, 10 NPHIEENA 10 208 (2,9 %) 109 (1,6 %) 1.91(1,51;2.41)
rocniTanizanii (HeneTansHa, p < 0,00001
HE ¥ KPHTHYHHHI Oprad, He
norpedye NOBTOPHOID
OMEPATHEHOTD BTPYUAHHSA)

- 3 nepebyBaHHAM ¥ nikapHi 172 (2.3 %) 90 (1.3 %) 1,91 (1,48:2 46}
BHOYI P < 0,00001

- Ges nepelyBanna y fikapni 36 (0.5 %) 21 (0,3 %) 1,70 (0,99;2,92)
BHOYI p=0,04983

MacHBHA LWINYHKOBO-KNIIKOBA 140 (2.0 %) 65 (1,1 %) 2,15 (1,60:2,89)
KpOBOTEYA p < 0,00001
MacueHna BHYTPiLIHBOHMEPENHA 28 (0,4 %) 24 (0,3 %) 1,16 (0,67;2,00)
KpoBOTEHa p=0,59858

# CraTneTHYHAI aHamis yeix paHioMiZoBaHNK NAalieHTiE, MEPEMHHIE aHanis,
¥ MopiensHo 3 ACK 100 Mr; sHaMeH R P AN A0MPaHroBors KpHTepin.
Kynmynarusuuil puank — owinka 3a Kannanom — Mediepos Ha 30-My Micaui.
ISTH — MisHapoase TOBADUCTES 3 BHEUEHHE TPOMOOIY Ta reMocTazy.

[ManieHTy nicosa HelloAARHD MepeHeceHol NPOUeIyPH PeRACKYIAPH3IAIT HHKHLOT KIHIIEKKW 3 NpHBOLY
CHMNTOMHOIO 3aXBOPIOBAHHA nepudepuynny aprepiil (311A)

Y kmodoBoMy nojgifiHoMy cninomy accnimmenni gasu 111 VOYAGER PAD 6564 nauients nicna
HELOAABHO NepeHecenol yeniuHol npoueaypH pesackynapusanii HHmAR0T KiHLiBKH (Xipypriudol abo
EHIOBACKY/APHOT, BKAWOYaoMM TIOpWAHI npouenypu) = npueony cusnoToduore 3[1A  &ymu
paAHAOMIZ0OBAH]T B DAHY 3 ABOX CPYN auTRTpoMGoTHHHOT Tepanil: 2,5 mr pusapokcaBany 2 pasi Ha nody
B noeguanni 3 100 Mmr ACK 1 pas na no6y abo 100 mr ACK 1 pas ua noby y cniegignowenni 1:1.
lNaiienTam no3BONANOCA [OAATKORO OTPHMYBATH CTAaHOApTHY [03y Kiomigorpenio 1 pas wa noby
npoTAroM 6 Micauis, Metow aocnifienHs 0yJ0 NpoAeMOHCTPYBaTH edeKTHBHICTL Ta Oesneky

]




3acToCyBaHHA  pupapokcabany y kombinauii 3 ACK ans nonepemwenHs indapkty Miokapna,
IIEMIMHOTO IHCYNBTY, CMEPTI BiZl ceplieBo-cyIMHHOIO 3aXBOPIOBAHHSA, rocTpol imemii kiniiskn abo
RENHEOT amnyTauii cy/mHHoi etionorii vy nauieHTiE nNicnd HelOOABHIX YCNIWMWX Mpoueayp
PeBACKYIAPH3ALIT HHMHIX KiHUiBOK 3 npueody cuMnrtomuoro 3TTA. Y nocnimsxenni Gpaam yuacTs
MawieHTH Bikom = 50 pokie i3 3a00KYMEHTOBaHHM CHMNTOMHHUM atepockneporuunnm 3T1A mmknix
KIHLIBOK CEPefIHBOrO Ta THNKKOrO CTYMEHA, L0 NIATBEpIMYBANOCA: KNIHIYHO ((yHKIIOHATBHI
oDMekeHH# ), aHaToMiyHo (Rizvanizauis o3nax 3[TA muctanmmime 3oBHIHLOT KayBorol apTepii) Ta
reMoJuHaMiuHo (kKictoukopo-niaedopnii ingexe [ABI] < 0,80 abo nansuero-nnevosnii inaeke [TBI] <
0,60 ana nauienTie Oe3 aHamHE3y peBackyJspnsauii kinuisok abo ABI < 0,85 a6o TBI = 0,65 ans
MALIEHTIE 3 PEBACKYNAPH3AUICK KIHUIBKH B aHamuesi). Bukmoganuces nauienty, axi noTpe@yeanu
MOABIHOT aHTHTpOMDOUMTAPHOT Tepanii npoTaroM > 6 MicAuie abo Oyab-AKol A0AATKOBOT
anTuTpoMOounTapuol Tepanii, kpim ACK ta wnonigorpento, afo nepopaibHOl aAHTHKOAryIAHTHOT
Tepanii, a Takow NalieHTH i3 BHYTPIHBOMEPENHOK KpoRoTeueko, iHeynsToM abo TIA B anamuesi Ta
NaieHTH 3 PO3PaxyHKOBOW WERAKICTIO KayDoukosol dinsTpauil (LKD) < 15 ma/xs.

Cepeuiil TpHBATICTE crOCTepekeHHs cknana 24 Micaul, a MakcHMankHIH nepion cnocTepekeHHs —
4.1 poky. Cepenniil gix sapaxosannx nauientie cranosus 67 pokie. a 17 % nauienTis Gynn sikoM > 75
pokie. Cepeaniii nepiog Bin inaexcHol MpouelypH pesackyaspHsauil a0 NoYartky AocHimxyBaHOro
NIKYBAHHA CTAHOBHE 5 [OHIE ¥ 3aranbdiil monynsuii (6 anie nicas onepauii ta 4 ani micas
EHAOBACKYIAPHOT pERacKyNApH3aUll, BrMOuadH riGpuani npotesypu). ¥ uinomy 53 % nauiedTis
OTPHMYBANH KOPOTKOYacHy (OHOBY Tepanilo klonijorpeneM i3 cepenswoio TpHeanictio 31 geus.
3riaHo 3 NpOTOKONOM NOCTIIMEeHHA, NIKYBAHHA MOXHA OYN0 PO3NOYATH SKOMOra LIBMALIE, ane He
mizninte Hisk uvepes 10 gwie nicns yeniwHol Binnoeigwol npouenypH peeackynsapuzauii Ta micns
3abe3neneHHs reMocTasy,

Pupapokcadad y nosi 2.5 mr 2 pasu wa aoby y noeanaddi 3 ACK 100 mr 1 paz na noby kpame
IHHIKYBAB YACTOTY ABMIL nepBHHHOT koMGiHORaHOT kiHuesol Touyky (indapkry miokapoa, imemiuHoro
IHCYZIBTY. CMepTi Bil cepUeBO-CY/IHHHOTO 3aXBOPIOBAHHA, TOCTPOT ilmemil KIHUIBKH Ta Bemukoi
aMiyTauii cyimuHol etionorit) nopienado aume 3 ACK (aune. tabnuuo 6). YactoTa aBHLL MEPEHHHOTD
NoKazHWKa DesnexH (MacHBHHX KpoBOTeY 32 EH3HaveHusm TIMI) Gvna eumowe vy nauiedTtis, axi
oTpumyeanu pusapokcaban ta ACK, Ges 36ineuienns yacToTH netankHux abo BHYTPILIHBOYEPENHNX
KpoBoTed (aue. Tabauwo T).

Bropunni nokasHukn edekTHBHOCTI NMEPeRIPANN ¥ 3a34aNeriihk BH3HAYEHOMY €pPApXiYHOMY NOpAIKY
(nHMEB. TAONHIO 6.

Tabnuug 6
IMokasHukH edeKTHEHOCTI 3a JaHWMH docailkenna dasu 111 VOYAGER PAD
08" kT DocnimHeHHs MauienTy micna HewonaERO NepeHecenol NPOLEIYPH PEBACKYIAPH2aLiT
HIAKHEOT KIHILBKY yepes cumnToMatiyne 3MTAY
JlikypansHa noza Pneapokcaban 2,5 mr ACK 100 mr 1 pas Binxochnit
2 pa3n Ha 000y v KoMBiHAWT 3 Ha noby paznk (95 % 11,
ACK 100 mr 1 pas na noby (N =3278), 3HaueHHa p¥
(N = 3286), n (%)
n {%}cﬁ
[epeuHHHil MOKATHHE 508 (15,5 %) | 584 (17.8 %) 0,85 (0,76:0,96)
edextnBHoCTI" [ p=10,0043¢*
Indapir Miokapia 131 (4,0 %) | 148 (4,5 %) 0,88 (0,70;1,12)
Cmepts  Bin  cepueso- 71(2,2 %) 82 (2,5 %) 0.87 (0.63:1.19)
CYHHHOIO 3aXBOPIOBAHHA
Cmepres  Bin  Oyib-skof 199 (6,1 %) 174 (5.3 %) 1.14 (0,93;:1,40)
NpHYITHH
| Toctpa iu[EM_iJl kinuisku” 155 (4,7 %) 227 (6.9 %) 0,67 (0,55;0.82)




Benuka AMIYTALIH 103 (3.1 %) 115(3,5 %) 0,89 (0.68:1.18)
cyIHHHOT eTionorii

Bropuuui NOKAZHUEN

edeKTHBHOCTI

Hesannanosana 584 (17.8 %) 655 (20,0 %a) (0,88 (0,79.0,99)
peBacKy TapHIaLis p = 0,0140%
iHaexkcHOT KiHUiBKH npu

pelmIHBHIN iemii

KiHUIBKH

I"ocnitanizauis 2 npusoay 262 (8,0 %) 356 (10,9 %) 0,72 (0,62;0,85)
KOPOHAPHOTO abo p < 0,000]%%

nepuepuutoro
yeknaaHeuwus  (riei 4w
IHIOT HIKHBOT KiHIIBEKH)
TpomBoTHUHOT eTionorii

CmepTe  Big  Oyae-skoi 321 (9,8 %) 297 (9.1 %) 1.08 (0,92;1,27)
NPHYHHE
“}EI_BHLua BTE 25 (0.8 %) 41 (1,3 %) 0,61 (0,37;1,00)

# CratncTHuRMil aHanis YCiX PaHAOMI30BaHHX MALICHTIE, nepeHHHWI aHani3; ouinka Hezanemuum komiterom 3
BUPILIEHHA KNIHIMHHX THTAHB.

Y KomGiHosaHa kiHuesa Todka — sunagke indapkry Miokapna, iwesiusoro icyneTy, cMepTi Bia cepuepo-
CYOMHHUX 3AXBOPIOBAHE (CMEPTE Bill CEpUERO-CYIMHHMX 3AXBODIOBAHE TA HEBINOMA MPHUMHA cMepTi), rocTpol
ieMil KIHIBKH TA BENHKOT AMNYTALLT CYAHHHOT eTionorit.

) BpaxoRy€TLCS THIIE NEPIIE BHHUKHEHHA SBHINA, 110 AHANI3YETREA, B Mekax obcary JaHux ein naujedra.

SBP (95 % 1) Gasyerbon Ha MOAEN nponopuiinel Hebesnern Kokca, crpamndikosaniil 3a THNOM Dpouenypd Ta
JACTOCYBAHHAM KIOMIAOTPEMIO 3 TIKYBAHHAM AK CAMHMM KoBapiaToM.

® OpuoGivHe sHaveHHs p Gasyersed Ha norapudmiunony TecTi, cTpaTndikoBAHOMY 3@ THOOM NPOUEIYPH Ta
IACTOCYBAHHAM KNOMAOTPENID 3 NIKYBAHHAM AK (pakTopoM.

I Fpcrpa jwesia kiHUiBKM BPHIHAYACTECA AK PanToBE 3HAYHE noripmedns nepdysii kinuiekn ado 3 HoBHM
feiupToM nMynscy, abo #K Take, WO noTpedye TEPANCETHUHOrO BIpyuauns (TodTo Tpomboniancy abo
TpoMGerTomil, a0 TepMinonol perackynapH3aliT) Ta rocniTanizanii,

* 3HIKEHHA NOKA3HHKA eeKTHEHOCT] GYN0 CTATHCTHYHO J0CTOBRIPHO Binsumm.

Tabnuua 7
IMokasnukn Besnern 3a gauusMi gocnipxenns dasu [ VOYAGER PAD
00 eRT nocnigmenHs [MauienTy nicns HelLOAABHO NepeHeceHol NpoLeIypH
PEBACKYNIAPH3ALIT HIKHLOT KiHLIBKH Yepes cuMnTomaTHuse 3T1A
JlikyRankHa noza Pusapokcaban 2,5 mr ACK 100 mr 1 BignocHuit
2 pasu Ha a0by v roMOiHaWIT 3 paz Ha gody pusuk (95 %
ACK 100 mr 1 pas va noby (N =3248), Jnh
(N =3258), n (%) sHageHus pt
n (%a)"
MacHeHa KpoBOTeua 3a 62 (1,9 %) 44 (1,4 %) 1.43 (0,97:2,10)
euaHaueHHam TIMI p = 0,0695
{nmoe’azana i3
LWIYHTYBAHHAM KOPOHAPHOT
aprepil / He moe'A3aHa i3
LUIYHTYBAHHAM KOPOHAPHOT
apTepir)
CmepTeNkHa KpoBOTEUA 6 (0.2 %) 6 (0,2 %) 1,02 (0,33;3,15)
BryTpilHksoUepenta 13 (0.4 %) _ 17 (0,5 %) 0.78 (0,38:;1,61)




KpOBOTEYA |
Oueenana KpoBoTEYa, 46 (1,4 %) 24 (0,7 %) 1,94 (1,183,117

NoB'A3aHa 3 TNagiHiaM

remornodiny Ha = 50 rfn /

reMaToRpiTy Ha = 15 %% .

ISTH Benuka KpoBoTeua 140 (4,3 %) 100 (3,1 %) 1.42 {1,]0;]?4]
p=0,0068

JletaneHa KpoOBOTEHA G6(0,2 %) 8 (0.2 %) 0,76 (0,26;2,1%)

Henetanbha KpoBOTEYa ¥ 29 (0.9 %) 26 (0.8 %) 1,14 (0,67:1.93)

KPHTHYHWI oprau

ISTH wxainivno 3snadyiia 246 (7.6 %) 139 (4,3 %) 1,81 (1,47,2,23)

HeBeNlka KpoBoTeya |

¥ CratHcTHunmil  amaniz (ycix paHaoOMizoRaHMX nauwieHTiR, AKi NpWilMAAM  WosaiiMeHwle ogHY Ao3y
nocnimxyRaHoTo Nikapoekoro 2acody); ouinka Hezanemnim KOMITETOM 3 BUPILIEHHA KNIHIMHMX MHTAHb.

Bl n = ginekicTs NAlieHTIE 3 YCKNANHSHHAMH; N — KiNbKicTh mawiedTie i3 puzukom, % — 100 = n/N; n/100
NAICHTOPOKIE — BIAHOWEHHA KINLKOCTI NALIEHTIE 3 BUOAIKAMH YCKIAIHEHE 10 CYKYIHOID YACY PHIHKY,

SBP (95 % A1) fazverses Ha mozeni npoenopuiiinol Hebeznexn Kokea, crparidikoraniii 2a THnom npouenypH Ta
FACTOCYBAHHAM Kﬂﬂniﬂ,ﬁr‘pﬂﬂlﬂ 3 J'[i[':}’HEI]-IFI:FIH AK €IHHHM KﬂEﬂp'iE’TDh.‘[.

& Meobiude sHaieHdd p GasveTbcA Ha norapemivHOoMy TecTi, cTpaTHdikoBaHOMY 33 THNOM TIPOLEAYPH Ta
FACTOCYBAHHAM KNOMiNOrpento 3 AMkyEaHHAM 8K dakTopoM.

liiemiyna xpopoda ce 1) i3 cepuen EOCTATHICT]

Jocnimpwenns COMMANDER HF srmouano 5022 naujeHTH i3 cepUeRoKy HELOCTATHICTHD Ta
pHpakeron IXC nicna rocnitanizauil 3 npusody JekoMieHcadil cepleeol HEJOCTATHOCT], AKHX Oyno
paHI10MI30BAHO B FPYIY, [0 3aCTOCOBYBANa pHBapokcadan 2.5 mr 2 pasu Ha aoBy (N = 2507), 1a rpyny,
o oTpuMyBana nnauedo (N = 2515). 3aranbHa Meaiana TPHBANOCTI NiKyBaHHA cradosuna 504 ami.

YV nauieHTie Mana GyTH CHMNTOMHA CEpLUEBa HEeAOCTATHICTE TPOTATOM npuuaiimui 3 micauis i3
dpaxuicro  suknay nisoro waydouka (@BJILL) = 40 %, 3a00KYMCHTOBAHOWY NPOTATOM POKY
HanepeaoaHi BRAKMEHHA ¥ OochipweHHs. Ha nodarky jgochimmends meliaHa (paxuil BAKAITY
cradosuna 34 % (IQR: 2838 %) 53 % nauientis manu cepuery Hefoctaticts 1T um IV
iy HKUiOHANTEHOTO KIacy 3a knacudikaicio I-Ihm—ﬁﬂp}cchxm' acouiauil kapaionoris (NYHA).
TMepennnri ananiz edexrderocti (ToOTo cykyNHicTE BHOAOKIE cMepTi 3 yeiX npH4uH, iHdaprTy
Miokapaa abo iHCYNIBTY) HE MOKA3aE CTATHCTHYHO 3HAUYILOL PisHHUI Mk rpynowo pueapokcabany 2,5
Mr 2 pazn Ha aoby ta rpynoi naauedo =z BP = 0.94 (95 % M1 0.84-1.05), p = 0.270. Tlokasuuk
CMEPTHOCTI 3 YCiX NPHUMH He BiIpizHABCA B rpynax pusapokcabauy Ta nnaugdo 3a KiNLKICTIO BHNAIKIE
{uacrora Bunadkie Ha 100 nauienTopokis; 11.41 nporn 11,63, BF = 0,98 (95 % I 0,87-1,10), p =
0.743. YHacrora eunagkie indapery miokapna va 100 nauieHtopokis y rpynax pusapokcabany Ta
nnauedo cradosuna 2,08 1a 2,52, BP = 0,83 (95 % I 0,63-1,08), p = 0,165, a yactora BHOALKIB
iHcyneTy Ha 100 nauienropokis — 1,08 ta 1,62, BF = 0,66 (95 % 111 0,47-0,95), p = 0,023 signosigno.
Ocuoeniil nokasHuk Besnexy (TobTo CyRYNHICTL JeTaneHHX KposoTed abo KpoBOTEY ¥ KPUTHUHMI
oprat, 0 MOXKYTh [PH3IBECTH N0 CTiiikol BTparH npauesfaTHocTi) cnoctepirasca y 18 (0,7 %)
nauieHTiE y rpyni nikyeadua pueapokcabadom 2,5 Mr 2 pasn Ha gofy ta y 23 (0,9 %) nauienTis y rpyni
nnauedbo 3 BP = 0,80 (95 % JII 0,43-1.49), p = 0484, Y rpyni pusapoxcabany criocTepiranocs
CTATHCTHHMHO 3HAYYLIE NiZBMILEHHA YACTOTH BHOAAKIE MACHBHO! KpoROTEYi 3a BH3HAueHwaM [STH
nopieHaHo 3 nnauebo (vactorta eunagkie Ha 100 nauientopoxis: 2.04 ta 1.21, BP = 1.68 (95 % JII
1,18-2,39), p = 0,003 pignosiano).

Yo onigrpyni nauiedrie i3 Nerko0 T NOMIPHOK CEPUEBOK HepocTaTHicTwy edexTH  NiKyBaHHA
pusapokcabaiom B gocnimxenni COMPASS Oynn ananorivnumi edexram, Wo cnocTepirames B yciil
nonyaauii  gocnimsenns  (ame. nigposgin  «lwemivna xeopoba cepus (IXC) [/ saxsoprosaHis
nepupepuuaux aprepiii (311A)» Bume).

[lanicHTH 3 NO3HTHBHUMH Pe3YNIbTATAMH TECTY A TPbOX aHTHGOCHONINIAHNX AHTHTIN




Pugapoxcaban Gyno nopisdaHo i3 papdapidoM ¥ natieHTis 3 TpOMDO3OM B aHAMHES] 3 JiarHOCTOBAHHM
antHipochoniniaiuy  cunapomor (ADC) i3 BHCOKHM pHIMKOM TpomDoeMBONIYHHX 3aXBOPHOBaHL
(MO3WTHBHI Pe3yNLTATH WOAD BCiX TPLOX aHTHHOCHOMINIIHUY aHTHTIN: BORYAKOBHI AHTHKOATYIISHT,
anTHrapaioniniHoel aHTHTINA, aHTH-OeTa-2-raikonporein-l-anTuTing) ¥y paHaomizoBaHOMY BIAKPHTOMY
MYNLTHUEHTPOBOMY CTNIOHCOPOBAHOMY MAOCHIAHHEAMH KNiHIMHOMY BHOPODYBAHHI i3 «3acninfieHos
OLLHKOI KIHUEBOT Toukn. Jlocniprennd 8y10 NpUIHHEHO A0CTPOKOBO e Briodedyd 120 nauicuTie
BHACHIAOK 3pOCTaHHS  4acToTH  TpomOoemOONiYHHMX 3aXBOPIOBAHE Y MaWiEHTiB, ARI npuiiManu
puBapokcaban., Cepenuifi nepion  cnocTepexedHHs craHosuwe 569  aWis, 59 nauientis  Gyno
PaHAOMIZ0BAHO B IPYMY 3acToCyBaHHA puBapokcabany B8 103 20 mr (15 Mr ans naniedTie 3 kaipencoM
kpeatuHiHy < 50 ma/xe) i 61 — sapdapuny (MHB 2,0-3.0). Tpombornuni serma Gynu y 12 %
MAUICHTIE, PAHJOMIZOBAHMX ¥ IPYNY 3ACTOCYBanHA pHBopokcaany (4 imemiyHux iHcyneTH Ta 3
inaprkTn wmiokapaa). He Gyno sapeectposado  TpomBoemOoNiuHMX 3axBoploBaHk ¥  OALIEHTIB,
paHAOMI30BAHKUX ¥ TPYMY 2acTocyBanHA Bapidapuny. Benuki kpoeoTeui cnoctepiranucs v 4 nauienTis
(7 %) rpynu pueapokcabany Ta 2 naujenTie (3 %) rpynu sapdapuny.

JacTocyBaHHA AITAM

Ceponeiicbka MeIM4YHA areHlis BIOMOBHAACH Bil NPaBa BUMACATH BHKOHAHHA 30008 43aHHA W00
NOAAHHA PEIVALTATIE NOCHiI#EHb 13 3acCTOCYBAHHAM Nikapeekoro 3acoly, W0 MICTHTE pHBapokcaban,
yeiM miarpynaM aiteli oA nonepekeHHA TpomGoeMOonivHHX yCKnanHeHb (AMB. TaKoXK po3din
«Crocid 3acTOCYRAHHA TA NO3MH ).

MapMakoKiHeTHKA

Hactynra indiopmaniis GasyeThed Ha JAHHX, OTPHMAHHX ¥ JOPOCITHX,

BemokTyBaHHA

PupapokcaaH WBHAKC BCMOKTYEThCA: MAKCHMMalbHa woHUeHTpauis (Crae) AocAracThea 4epes 2-4
rojAHHl nicna npuiiory TabneTrd.

[Tp nepopankHOMY 3acTOCYBaHHI pHEapokcabaH Maike NOBHICTHY BCMOKTYETBCH, 1 Horo
GiogocTynHicTs nican npuitomy 0oz 2,5 mr ta 10 Mr € Bucokowo i cranoenTs 80-100 % HesanewHo sin
BAMBAHHA ki, 3acTocyeanus TaGnerok pusapokcabaumy 2,5 wmr, 10 mr nij yac mkUBaHHs ki He
BNNHBAE Ha Moy nio  GapMakokiHeTHYHOW KpHBOKY «koHuedtpadis-dacy (AUC) 18 Co
pueapokcabany. Tabnetkn pueapokcabany 2.5 Mr ta 10 Mr Mo%Ha NPpUAiMATH HE3aNEXHO BIJL BXHBAHHA
Tl

dapMakokiHeTHKA pHBApPOKCAbAHY XAPAKTEPHIYETLCA MOMIPHO 3MIHHICTIO) IHIMBIIYATLHA 3MIHHICTE
{rapiauiiinunii koediinienT) cTanoBnTs Big 30 Do 40 Y.

Bemokryeanua pupapokcalaHy 2amedMTh Bil Micug Horo BHBINBHEHHS Y LWIYHKOBO-KMILKOBOMY
tpakTi, Jocaimxenns noxasann snmacennn AUC wa 29 % ta Copee Ha 56 % npH 3acTocy BaHHI rpanynaTy
pHBapokcabany 3 BHBIILHEHHAM Ai0Y0T peYOBHHN B NPOKCHMANLHOMY BULAIN TOHKOTO KMILEYHHEY
nopieuano 3 Tabneropanow Qopmoo. EXCnosniis sMeHinyeTsea we Ginsiie npi BUBIIEHEHH] airouol
PEHOBHHK B AHCTANLHOMY BIZULINT TOHKODO KHILEYHHEY YH BHCXIARINH yacTuH] ofonosol kHkK, Taxum
HHHOM. €I YHMKATH BBEINEHHA puBapokcalaHy AHCTAIBHILIE IIIYHKA Hepes MOKIHBE 3HHMKEHHS
abcopbuil Ta BIANOBIIHOMO BAMUBY HA EKCMOZNILIIO.

Biogocrynuiers (AUC ta Cuw) pusaporcabany 20 Mr, NpM3HavYeHoro nNepopanbHo Y BHIAAN
noapidnenol TabneTkn, amimanoi 3 AGnyuHuM mope afo ROJ0K. Ta BEEIEHOTD Yepes UUTYHKOBHI 30H1
fesnocepeaHso  nepel  BAMBAHHAM pigkol Tki, asanoriyma GioaoctynHocti  pHBapokcadawy,
npufiRgToro vy BUCAAl winoi  TaGnetkw. Bpaxoeywuu nepenfauysaHnii | gosonponopiiiiHuil
dapmakokiseTnuHil npodine pusapokcabady, madi woae GIOLOCTYAHOCT, OTPHMEHI B IEOMY
NOCTIIEKEHH], IMOBIPHO, CTOCYIOTLCR 1 HHIKYMX 103 pHBapokcabany.

Poznonin

B oprauizmi Jioannn Ginsia yactuHa pusapokcabany (92-95 %) 3p'a3aHa 3 GinkaMu nnasMH Kposi,
OCHOBHMM 3B A3YI0YHM KOMIOHEHTOM € CHPOBATKOBHI ansGymin. O6’eM poinoainy — cepenniil, Vss
CTAHOBHTL NpHEnKsHo 50 1.

MeTabonism i BUBEIEHHA 3 OPraHisMy

VY nopocnux puBapokcabaH BHBOANTECA nepeBawxuo ¥ dopMi metabonitie (nmpudnuano 35 npuiinstoi
A031), TPHYOMY TION0OBHHA 3 HUX BHBOIUTECA HUPKAMM, 3 HIUA NONOBMHA — 3 Kanom. Y5 nozn nignarae
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npamiil HupkoBiil exckpewii 3i ceveld ¥ BUMALI HEIMIHEHOT AKTHBHOT PEUDBHHH, FONOBHIM YHHOM 34
AONOMOrOI AKTHEHOT HHPKOBOT cerpelil.

Merafonism pueapokcabany 2aifichioioTs odepumentn CYP 3A4, CYP 212, a rakosm depmentn,
HesanexHi Big cuctemu umtoxpomy P. Ocnouumn giasmkamu GiorpaHcdopmauii ¢ mopdonidosa
Tpyna, Wo NilJacTbea OKHCHOMY PO3KIATAHHIO, | aMilHi TPYTH, K1 NIANArA0TS Fapomisy.

3riano 3 OTpHMaHHMH in Vifro JaHuMB, puBapokcaban ¢ cyberpatoM s Dinkis-nepeHocHukis P-
rnikonporeiny (P-gp) i Ginka pesncTedTHOCT 10 paky MON0YHOT 3ano3n (Berp).

Heaminenuii pusapokcaban Bigirpac Haiibinsl BRKAMBY poab Y MOACKKIH nnasmi kposi, axnusi abo
AKTHBHI LMPKYAIOIOUYi MeTaloliTH B niassi kposi He BMABNeHl. PueapokcabaH, cncteMunii knipemc
AKOTD CTAHOBHTEL NpuBanzo 10 n/roa, mome OyTH BigHeceHuil A0 MIKAPCBEKHX PEHOBHH i3 HHIBKHM
pieem knipency. [Ticna BHYTPilIHEOBEHHOTD BBEJEHHA 1031 | MT mepion HaniBBEMBEIEHHS CTAHOBHTH
npubinzHo 4,5 roguun. [lpu nepopanbHOMY 3acTOCYBaHHI eNiMiHALid OOMERYETBCA IUBHAKICTIO
aGcopbuii. TepminansHuii nepioa HaniBEHBeAeHHA piBapokcabany i3 Nia3MH KPORI CTAHOBHTE Bij 5 110
9 roauy y Monoaux nauienTis i gig 11 a0 13 roans — y nauienTie JiTHBOTO BIKY.

Ocobnusi kareropii

Ciname

YV 4onosikiB | iHOK KNIHIMHO 3HAMYIMX BiAMiHHOcTel dapmakokineTnryn (PK) ta apmakognHamixy
(D]} He BUABNEHO.

Heajicumu aimusozo aixy

¥ nauieHTie NiTHBROTO BiKY KOHUEHTpalia pueapokcabaHy ¥ niasMi KpoBi BHILA, Hi%K Y MOJIOLHX
naiienTis; cepenie snavenna AUC npubnusno & 1.5 paza nepestilye siANoBIIHI 3HAYEHHA ¥ MOTOIHX
nauieHTiB, rONOBHHM YHHOM BHACHIAOK 3HMKEHOro (YABHOPO) 3aranbHOr0 HHPKOBOTO KipeHcy.
Kopexuia no3n He moTpibHa.

Maca mina nayicnma

Y nopocnnx sananro mana abo eemika maca Tina (mexme 50 kr abo Ginewe 120 xr) nune neznauno
BIMMEAE HA KOHLUEHTpalilo pHBapokcabaHy B niaiMi KpoBi (PO3XOMEHHA CTAHOBUTE MeHie 25 %),
Kopexuis no3n He notpidHa.

Emniuni acofinueocni

Kniniudo 3dauymmx posxomkeds OK i @] pusapokcabany Yy nawieHTis  esponeiicexoi,
apoaMepHKaHCEKO], TATHHOAMEPHKAHCHKOT, RnoHceKoT abo kuTalickkol eTHIMHOI NpHHANEKHOCTI He
CNOCTEPiTaAIH.

[levinpoea vedocmanuicme

Y XBOPHX HA UHPO3 MediHKN 3 Jerkom neviHkoBow HejoctatHicTso (knac A 3a knackdikanicto Yaiinna
— IT't0) criocTepirany MHWe HesHauHi BinMiHHocTl dapMakokiHeTHKH pueBaporcabany (¥ cepelHBOMY
1,2-pazose 30inelenHa nokazuukis AUC), mo maifxe 36iranuca 3 napaMeTpamy, 3adikcoBaHMMH Y
KoHTpoBHIH rpymi 300poBHE 0GpOBOILUIE.

Y XBOpPHX HA@ LHPO3 MeqiHKM 3 NeviHKOBOW HeJOCTATHICTI0 cepeanbol TAwKocTi (knac B 3a
knacudiraicio Yaiinga — [Two) cepenua AUC pusapowrcabany Gyna suauno nigswuena (y 2.3 pasa)
NOPiBHAHO 3 TAKOKW ¥ 3g0poeHx acOposonsuis. AUC He3s’ssaHol peqoBMHM MiABHILYBaJack Y
2,6 pasza. Y uMX TaUicHTIE TAKOK BiA3HawanH 3HIKEHE BUBEJEHHA pHBapokcabany i3 cewero,
XapakTepHe ANA NAicHTIB 3 HUPKOBOK HEeAOCTATHICTIO cepeanbol Tamkocti. Hemae manux woao
NALEHTIE 3 TAKKHMH nopyweHnsvi dyukuii nevingu.

VY NAeHTIE i3 NEYiHKOBOI0 HEJIOCTATHICTIO CepefiHBOT TAMKOCTI NPHIHIMeHHA akTHEHOCTI dakTopa Xa
Oyno BHpaskeHe cHIBHIIIE (2,6-KpaTHe POIXOIKEHHA), HIK ¥ 310poBux noGpoeonsuis. ITH Takom (2,1-
KPaTHO) NePeRMLILYBAE NOKAsHUKN 30posry aobposonkiie. [auienTH 3 nopyleHHAM Gy HKLIT Ne4iHKH
cepennbol TaMkoCT Gyan Giiel uyTHHBMMH 40 pHBapokcabady, WO NPH3BOAHIO A0 Binslm KpyTol
kpusoi @K/D]] sanesnocTi Mixk konuenTpadieto i [TH.

Pusapoxcaban npoTHnokazaHuil 1o 3acToCYBaHHA NaulcHTaM i3 3AXBOPIOBAHHAMM NeviHkH, WO
CYMPOBOIAYHOTECA KOATYNOTIATICK Ta KNIHIYHO IHAYYIHM PHIHKOM POIBHTKY KPOBOTEU, ¥ TOMY 4uci
XBOPHM HA 1upo3 nedivky knacie B i C (aus, posain «lTporunokasadsam ).

Huprosa nedocmaninicm
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Binznauanocs 30inbEHHS ekcno3nLiT pusapokcabany, ske KOPentoe 3 sHHKeHHAM GyHKUIT HUpOK, 1o
BMIHAYATH 32 KNIPEHCOM KPeaTuHiHy.

B ocid 3 nerkumu (kaipedc kpearudiny 50-80 mn/se), cepeadbol TaakocTi (KNipeHC KpeaTWHIHY
30-49 mn/xe) abo TAmKHMH (KDipeHc EpeaTuriny 15-29 mn/xs) nopylwennamu GyHEWT HiEpox
KOHUEHTpaliA puBapokcabany v nnasmi kpoei (AUC) Gyna e 1.4, 1,5 Ta 1.6 pasa BHILOW NOPIBHAHO 3
TAROK ¥ 3I0poBHX A00poBoselis. BianoeigHo cnocTepiranocs 36inelieHns dapMakoIHHaMivHHX
ethekTik.

B ocif 3 nerkumu, cependsol TaskocTi abo THEMEMMH nopyuieHHaMH  QyHEUIT HUpOK sarankHe
MPUrHIYeHH® akTHBHOCTI thpakTopa Xa Byno Ginswwmm y 1,5, 1.9 1a 2 pasu BianoBiaHo NOpiBHAHO 3
Takoo Y 3nopoeux fodporonkuie; Y nogiduum yunom spocrae y 1,3, 2.2 ta 2.4 pasa sianosinHo.
Jani mono nauieHTie 3 KNipeHcoM kpeaTHHiHY < 15 MI/XB BiACYTHI,

3 ornagy Ha BHCOKE 3B'A3VBaHHA 3 GiNKaMK M1a3MH KpoBl BUBEAEHHA pHEapoxcabady 3 opradisMy nij
4ac alanizy € ManoiiMopipHuM. He peroMeHayeThea 3acTOCOBYBATH TPEnapar natienTaM i3 knipeHcom
KpeaTHHIHY < 15 mn/xe. Pueapokcaban ciij 3 oDepemHicTIO 3acTOCOBYBATH TALiEHTaM 3 TAKKOW
HHPKOBOI) HEAOCTAaTHICTIO i3 knipeHcoM kpeatusiny 15-29 mn/xe (aue. posgin «OcoBausoct
FACTOCY BAHHAN ).

DapmakokiHeTHYHI ani, BiiHadeni v nalicHTie

V¥ panienrie 3 TKC, ski zacrocopysany pupapokcabad y 103 2,5 mr 2 pazw Ha nofy 2 MeTow
npodinakTHrl atepoTpoMDOTHYHIX ABHLIL, cepednill reomMerTpHYHHil NOKAIHHK KoHueHTpawii (90 %
nporHocTHYH|H iHTepean) yepes 2—4 roaunay Ta npuiansko vepes 12 roaud nicas npuiloMy npenapary
(nepion, mo npubnuiHo BinoDpadkac DOCATHEHHA MakKCHMATLHOT i MmiHiMannHol KoHUeHTpauii v
NpoMiBEax Misk npriiomaMi 1o3) cradosis 47 (13-123}1 9,2 (4,4-18) mrr/n signosiano,
PapmakokineTnyni f dapvakoansamivdi (ORE/DT) pracvoir’akn

Ouingy PK/@]] pracMo3p’A3Ky Mi% KOHLeHTpauicly pueapokcalaHy y nnasMi Kpoei i jekiikkoma
japMakoIHHAMIMHHMHE KiHUEBMMH Toukamu (npurHidenHs daktopa Xa, T4, AUTY, Heptest)
MPOBOAMAN MiCAA 3aCTOCYBAHHA WHPOKOTO AjanazoHy mos: (Big 5 mo 30 wmr 2 pasw Ha nody).
Baacmoap’a30Kk MK KOHUEHTpaliew pHBapokcabany i akTueeicTio  QakTopa Xa  Halkpaine
BHIHAYACTLEA 33 10NoMoro0 Eme-moneni. Lo crocyersea [TH, niniiina moaent nepetHHanHs Bipizkin
3a3BHMAT Tde IMOTY OTPHMATH HafitocToBipHiwi jani, 3anemno Big pisHUX PeareHTIB ANA BH3IHAYEHHA
ITH, kyToeufi koedinieHT mome cyTTeBO Bigpisnarics. Ipu sactocyeaddi pearewty MNeoplastin gns
pumiptoBanua [T nmouarkoeuii [TH cranosue npubnusio 13 cexkyna, a kyTosmil koediuient — 34
cekyHau/(100 mxr/n). Pesynetatn ananizie GK/D]] praemoss’sskis y aocnigxennax dasn 11 ta dazu 111
BIINOBIAATH AAHHM, OTPHMAHHM ¥ 310p0OBHX J00pOBOILLIE.

3acTOCYBAHHA QiTAM

Edextnpnicte Ta Oesnexy sacTocyBaHHs npenapaty 3a nokasawuam 'KC ta IXC/3IA gitam se
BHBYATH,

Jokninivni nani 3 fesneru

HJoknminiui  madi, orpuMani ¥y mnpoueci TpaaMuifinux Aocnigmene (apMakonorivioi  Geinexm,
TOKCHHHOCTI OQHOPA30BOl 030, GOTOTOKCHYHOCT], MeHOTOKCHYHOCT], KaHLEPOTeHHOTO NOTeHIany Ta
PENPONYKTHBHO! TOKCHMHMHOCTI, BKA3YIOTE HA BlACYTHICTE OyAb-akux cneundiuvux pusmkis ans
NIOOHHIL

Peakuii, siasnaueni nia 4ac nocnimkens TokcHuHocTi Garatopazosux 103, OyAH 3yMOBIEH] NepeBakHO
HAIMIpHOW (apMakonoritHow aKTHBHICTIO puBapokcabany. ¥ wypis niaruuieni piedi lgG ta IgA vy
MJ1a3Mi KPoBi CHOCTEPIranues NpH KAIHIMHO 3HAYYLINX PIBHAX eKCMOZHLIT.

Y wypie He cnocTepirafiocs BOAWEY Ha depruabHicTs camuis afo camok. Y npoueci gocmigmeds Ha
TRAPHHAX CrocTepiranacs penpoAykKTHEHA TOKCHYHICTL, NoB’A3aHa 3 GapMakonoritHuM MexaHizMoM
Ail  pusapokcabaHy (30kpema, reMopariudi  ypaienus). [IpH KIIHIYHO 3HAYYLIHX [IA3MOBHX
KOHUEHTpaUIRX  crnocrepiranaca  emBbpioderankHa  TokcH4HicTs  (nocriMnnadTauiiini  sTpaTh,
IATPHMEA/TIPOrpecyBAHHS OKOCTEHIHHS, pozciani ceiTnozaGapeieni nngMu) T4 niaBMUIEHA uacToTa
saraneHix ManegopManiil 1 nnauedtapHux smin, Y npoueci npeHaTansHMX Ta MOCTHATAILHHX
JOCNiIAEeHE HA LLYPAX CNOCTEepiranaci IHHKEHA KNUTTEIATHICTE NOTOMETRA NPH A03YBAHHI, w0 Gyno
TOKCHYHWM 118 CAMOK.
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Kniniuni xapakrepucerngn

Horazanna

Jlikapcryuii 2acid Pueapokcia npusHauaty y kombinauii 3 auetuacaniuunoeow kucnorow (ACK) abo y
kombBinauil 3 ACK ta wnonigorpenem afo TuknoniguHos ans npodinakTury areporpoMOoTHYHNIK
ABMI Y JOPOCIMX NAUIEHTIE MicHs NepeHeceHoro roctporo kopoHapuoro cunapomy (IFKC) 3
MiJABHLICHHM piBHEM cepueBuX Olomapkepie (auB. poaainn  «dapMaxkonoridvdl  BAACTHBOCTIM,
«llpoTunoxazannay, Ta «OcobnnBOCT] 3ACTOCYBAHHAR ).

JNikapcekuii sacid Pusapokcia npusnavary y kombinauii 3 aueruncaninnnosow kncnorow (ACK) o
npohinakTHEN aTepoTpoMBOTHYHHA ABHIL ¥ AOPOCMX naliedTis 3 ilueMivnow xeopoboto cepua (IXC)
afo CHMOTOMHMM 3axpopioBaduam nepuhepnunnx aprepiil (311A) 3 BHCOKHMM PH3HKOM ilHEMi4YHHX
SBHLLL

Hpomunorazanun

~ TligpHuieHa Yy TAUBICTE oo puBapokcabany afo 1o Gyab-Akol 3 JONOMIMHHX PEHOBHH JiKapCLKOTO
sacoly.

— Kniniuno 3Hauylla aKTHEHE KPOBOTEYA.

— Yuwkomwenns ado cTau, WO CYNPOBOMYIOTECH 3HAYHHM PHINKOM pO3BMTKY kpoeoTedw. Boxu
MOMY T BEIKOYATH HaABHI Ha JaHui MomenT alo HewoaaBHO BHABIAEHI BHPAsKH LITYHKOBO-
KHIIKOBOIO  TPakTy, WI0AKICHI HOBOYTBOPCHHA 3 BHCOKHM PH3HKOM KpPOBOTEY. HELIOJABHO
nepeHeceHy TPaBMy rONOBHOrO afo CNHHHOPO MO3KY, HElUONaBHO MEPEHECEHE OMepaTHBHE
BETPYHMAHHA Ha TONOBHOMY, CIOAHHOMY MO3KY H9H 043X, HEeWDAaBHiil  BHYTPIHbOYSPEnHIH
KPOROBHIHE, EHABIEHE 4H NMiA03PIOBAHE BaPHKO3HE PO3LUMPEHHA BEH CTPABOXOMY, apTepioBeHO3HI
ManbopManii, aHeBpHaMH cyauH afo 3HaYHl BHYTPILUHLOCTIHANEHI 9M BHYTPILIHBOUCPEOpANbHI
CYJHHHI aHOMAaNI],

— OpaHOoMACHE  3acTOCYBaHHA 3 OyIb-AKHMM  IHWHMH  AHTUKOAIYNAHTAMM, Hanpukial 3
HedPAKLIOHOBAHUM MeMapUHOM, HUZBKOMONSKYAAPHHMH FeNapHHAMM (EHOKCANAPUH, JANLTENApHH),
noxiguumu  renapusy  (OHIANAPHHYEC), NepopaneHUMKM  AHTHKOAryasuTamu  (Bapdapun,
nabiraTpaHy eTekcunar. anikcabaH), okpim cneunpivHux o0cTaBHH NEpexoly Ha aHTHKOATYIAHTHY
Tepanito (auB. po3ain «Cnocid 3acTocyBaHHA Ta A03H») abo BMNAAKIB, koMW HedpakuioHOBaHWI
remapui NpU3HA4aloTh Y o3ax, HeoOXigHMX ana 3abesnedenns QyHKUIOHYBaHHA KaTeTepa
UEeHTPanLHUX BeH uu apTepifi (zue. poigin «B3acmonis 3 iHmmMMY nikapebkuMu sacobamu Ta iHwii
BHIH BI3ACMOIiin ).

— Cynytua tepania 'KC 3 BHKOPHCTAHHAM aHTHATPEraHTHHX 3acobiB v NAUIEHTIE 3 iHCYOeTOM abo
TPAHINTOPHOIO ilemivHom atakow (TIA) B anamuesi (aue. posain «OcobnnBocTi 3acTOCY BaHHAR ),

— Cynyta Tepania IXC/3ITA i3 sactocyeannam ACK y nauicHTis i3 remoparisins abo fakyHapHaM
IHCYILTOM B auamHes] abo 3 Oyab-AKUM IHCYIBTOM, MEPeHECEHHMM NPOTANOM OCTAHHBOTO MicslA
{ane. posain «OcobnuBocT] 3acTocy BAHHAR ).

— 3axBOpHOBAHHA [EYiHKH, WO AcOUIIOTECA 3 KOAryJonaTieky Ta KAIHIYHO 3HAYVILHM pHIHKOM
PO3BHTKY KPOBOTEY, ¥ TOMY HHCHI uMpos nedinky knacie B ta C 3a knacudikauieo Yaiinga — o
{aue. pozain «drapmakonorivii BIACTHEOCTIN ).

= [lepiog pariTHocT 200 TogyEaHHA TPYLARD (JWE. po3din «3acTOCYBaHHA y nepioa eariTHocTi abo
TOIYBAHHA TPY AR ).

Ocodauel saxeou desneru

HonpibHenns Tabaerok

Tabnerky pueapokcabany MoskHa noapiGHITH Ta cvenenaysard ¥ 50 M BOAH | BRECTH 33 A0TOMOT0I0
HA3OrACTPAIEHONG 30013 afo WAYHKOBOMO 30HAA A8 FOLYBAHHA Nichd nepesipky npasuibHocT] fHoro
POSTAINYBAHHA Y WAYHKY, Micad 4Yoro oM chin npoMuTH Boaoks. OCKITBKH  BCMOKTYBAHHS
pHEApOKCAbAHY 2aNewHTE Bid Micld BHBINLHEHHA AKTHBHOT PEYOBMHH. €N YHHKATH BBEOEHHA
puBapokcadaHy AHCTATBHD B IUINYHOK. OCKITBKH 1@ MOMKE MPH3BECTH 10 3MeHwenHs abcopbuil i, oTwe,
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[0 3IMEHIIEHHA BIIMEY akTHBHOL peruoeuHN. [Ticns eeeneHHs tabnerok no 2.5 Mr Hemae HeoDXIQHOCTI
0Apaty EROJAMTH eHTepanLHe roqyBaHng.

Bracmodin 3 inunmn aikapesKusmu 3gcofanu m ind endu eagemooii

Inriditopu CYP3A4 ta P-gp

CynyTHE 3acTocyBaHHA puBapokcadany 3 keTokoHazonom (400 mr | pa3z Ha noby) abo puToHasipom
(600 mr 2 pazu wa noby) npussoguno o 2.6-kpatHoro/2,5-KpaTHOrO NIABHILIEHHA CcepelHbOT
pienosamnoi AUC pusapokcabany Tta 1.7-kparthoro/l.6-xpatHoro 30inbwedns cepeadso]  Cua
pueapokcabany, fKe CYNPOBO/UKYBANOCA 3HAYHMM nocuneHHAM  dapMakoanHaMidHux  edekTie
Mpenapary, Wo MOKe MIABHLLYBATH PH3MK KpoBoTedi. 3B@KAKOYN HA 11e, 3aCTOCYRAHHY pHBapoKcabany
HE PeKOMEHAVETLCH [ALieHTaM, AKI OTPHMYIOTH CYNYTHE CHCTEMHE NIKYBaHHS NPOTHIPHOKOBHMM
MpenaparaMi a3o0bHOT FPYIM, TAKHMH K KeTOKDHAZ0M, ITPAKOHA3DI, BOPHKOHAZON Ta NO3aK0HA0N,
abo inriGitopamn BlJl-npoteasn. L npenapath ¢ norymanmy inriditopamyn CYP3A4 1a P-gp (aue.
posain «OcobaMeocTi 3acTocyBaHHAR).

PeyopmnH, Akl akTHBHO (Hri0yIOTE TiNBKW OOWH 30 WAXIE BUBEIEHHA pHBAapokcabaHy 3 opraHizy,
CYP3A4 aBo P-gp, 8k ouikyerbes, 0LIBLIVIOTE KOHUEHTPaLin pHeapokcadaHy B miasMi Kpoei
merino Mipow. Hanpuknan, knapurpoMinad (500 mr 2 pazn va no6y), Wo € noTymHUM iHTiGiTopoM
CYP3A4 rta inriditopom P-gp cepeaubol iHTEHCHBHOCTI, cripuynnae 1 5-kparhe 30ineeHHs cepeHix
snadens AUC 1a l4-wkparde s3Ginbwenns Cumae pusaporcabany. Biaemonia 3 knapHTposinnHOM,
HMOBIPHO, HE € KATHIMHO 3HAYY IO ANH BinbinocTi nauienTie, ane Moske OyTH NOTeHUiiHO 3HAYY IO
A8 NALEHTIB FPYNR BHCOKOTO PU3MKY (IL0A0 3aCTOCYBAHHA MALIEHTAM i3 HUPKOBOIO HENOCTATHICTIO
e, pozain «OcobiMBoCTi 3aCTOCY BAHHAR ).

Epurposmiumn (500 mr 3 pazn Ha nody), wo nomipHo inridye izodepment CYP3A4 i P-gp, cnpuunnae
1. 3-kparne 3bineliedHa cepenHix pisHoBamHuX 3HaveHb AUC | Cpae pueapokcabany. Baaemonia 3
epUTPOMILIMHOM, [IMOBIPHO, He € KNiHiYHO 3HAwYyWOK AnA OGinewocTi nauieHTis, ane Moxe OyTH
MOTEHUIHHO 3HAMYILIOK 1714 NauieHTIB [PYIH BHCOKOTO PHIMKY,

Y nanieHTiB 3 HHPKOBOK HENOCTATHICTIO NErKOro CTYNEHA, Ha BiAMIHY Bil DauicHTIB i3 HOPMANLHOW
hVHKLIEK HHPOK, TIPH 3acTOCYBAHHI epuTpoMituny (500 Mr 3 pasu ua nody) eigswavanu 1,8B-kparue
IPOCTAHHA CepenHbore sHadenHs AUC ta 1,6-kpathe 30inbiuedda Crae pHBapokcadany. ¥ naiiedTie 3
HUPKOBOIO HEJOCTATHICTIO CEPEAHBOTO CTYNEHS TAXKOCTI HA TN 3ACTOCYBAHHS EPHUTPOMILIMHY
cnocrepirany 30ineesHA cepeanboro sHavedHs AUC pusapokcabany B 2 pasu i nigemimenHa Cpa
pusapokcabany & 1.6 pasa nopiBHAHO 3 nalieHTaMH 3 HOpManeHow yHELiC Hupok. Bnaws
EPUTPOMILMHY € AJWTHEHHM [0 SHBHLL HHPKOBOI HedocTaTHocTi (mue. po3gin  «OcobnMBocTi
3ACTOCY BAHHAN ).

Maykouason (400 mr 1 pas ua noby) seamacteed inriditopom CYP3A4 cepennnol iHTEHCHBHOCTI, i
floro sacrocypadns cnpiudHsno 14-kparde sbinbiiends cependix sHadens AUC Ta 1.3-kparHe
soinbwersA Cuwe pueapoxcabany. Bzacmonia 3 dinykonasonom, HAMoBipHO, He € KAIHIYHO IHAYYILOWK
ana Ginewocti mamiedTis, ane Mose GVTH MOTEHUIHHO 3HAMYINOK A8 NAUicHTIBE TPYIH BHCOKOTO
puznky (W00 3acCTOCYBAHHA NALiCHTAM 3 HUPKOBOKY HEJOCTATHICTHO oue. posgin «Oco@nueocti
IACTOCYBAHHAR ).

deamcaroun Ha ofOMemeni KNIHIMHD Aadi WOAQ ApoHeNapoHy, il YHMKaTH oiHoYacHoro fHoro
3ACTOCY BAHHS 3 pUBApOKCcabaHOM.

AHTHEOATYARHTH

IMicns wkoMOinOBAHOTO NPH3HAYEHHA eHOkcanapuHy (oaHopasoeoi fosu 40 wmr) 1 pueapoxcaGany
{onHopasoroi go3n 10 Mr) cnocrepiraeca aguTHBEHHI edexT woao akTHBHOCTI anTHgakTopa Xa, mo He
CYNPOBOMKYBABCA TONATKOBUMH 3MiHAMM pesynsTarie ananisin va sropranns kposi (T4, AYTY).
Enokcanapuy He sMiniosas GapMakokiHeTHrEY puBapokcadany.

3 orasgy Ha NIABMIEHHS PH3HKY KpoBoTedw, chill Aotpumysarics obepesHocTi nauieHTasm, fki
GIHOYACHO OTPHMYROTE iHIN aHTHRoarynaHTH (aue. poanind «llporHnokasanHas Ta «OcobausocTi
3ACTOCYBAHHAR ).

Hecrepoinni nporuzanansri npenaparn (HI31T) / isribiTopn
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MNicna ocanouacnoro sactocymanus 15 mr pupapokcaBany Ta S00 Mr HanpokceHy KmiHiuHO
PENeRAHTHOrD NOJDBMEHHS YAty KPOBOTEY] He CNOCTEPIrany, TPoTe B OKpeMux ocid Momanea Ginkw
BUpaxeHa hapMakoIHHAMIMHA peakiin,

Ilpu opHovacHoMY 3acTocyBadH] pueapokcabany 3 ACK (500 mr) ne cnocrepiranocs ool KniHiMHO
sHauywot gapmakokineTnadol abo dapMakoaunaMivnol BzacMonil,

He suseneno gapmakokinernynoi piaemonii mixk pusapoxcabasom 15 mr i knoniforpenem (yaapha
aoza 300 Mr i3 noganeliMM NPH3IHAYEHHAM NIATPMMYBANEHWX 003 75 Mr), ane B oAHii niarpyni
MALiCHTIB BUABJIEHO peneBaHTHe 30iNblUeHHA Wacy KPOBOTEHi, L0 He KOPEMIOBANO 3 Arperauicio
TpomBounTis i pieneM P-cenektuny abo GPIIb/ 11la-peuenTtopis.

Heobxiauo aotpumysarica ofepestocTi nagicHTas, aki ogHodacHo otpumyrots HIT3IT (v Tomy umeni
ACK) # inridiTopu arperauii TpomMGoUNTIB, OCKINBEKM Ui Nikapchki 3acobn 3a3enyail NiaBMLIVIOTE PHIMK
posenTRY kKposoTed (Aue. poziin «DcobnnpocTi sacTocyBannam ).

CenekTHEH] IHTiDITOPH 3BOPOTHONO 3aXOMICHHA  CEPOTOHIH
3aXOIUIEHHSA CEPOTOHIHY i HopeniHedgpuuy (133CH)

Sk i npH 3acTocyBaHHI IHIMA BHTHKOATYNAHTIBE, icHye HMOBIPHICTE MIABMIIEHHA PHIHKY PO3SBHTKY
KpOROTEY ¥ MALICHTIR, AKI oHoYacHo sacTocoByroTe CI33C abo 133CH eHacninok BIUTHBY OCTAHHIX Ha
rposmBounti. Tlpn oanovaciomy sactocysanni 3 pusapoxcabanom y npoueci KIHiYHNX A0CHiHKEHE
cnocTepirabed KinbKicHO BHIIHE piBeHb BEIHKHX Ta He3HAYHUX KNiHIUHO SHAYYLMX KpoBOTEY B yeix
rpynax tepanii.

Bapihapun

Mpu nepexoai nauientis 3 papdapuny (MHB 2,0-3.0) na pusapokcaban (20 mr) abo 3 pusapokcabany
(20 mr) #a sapdapun (MHB 2,0-3,0) sbinswysasea TTH/MHB (Tect Neoplastin) Gineln Ak agnTisHo
{inpueimyansHi 3xavedds MHB gocaranu 12), topl ax ennue Ha AYTY, iHriGyeaHHA axkTHBHOCTI
thakTopa Xa Ta eHnoreHHuil TpoMBiHoEril noTenuian (ETIT) dynu anuTHEHIME.

SAxmo veobxinHo ouinuTe apmakoauHamiugi edexTH puBapokcabaHy B mepion Nepexoiy. MOMHA
BHIHAYHTH pHrHideHds aktuerocTi daktopa Xa, PICT i HepTest, ockineky papdapiy He BIAHBIE HA
pexvaeTaty uux Tectin. INounnaoun 3 4 nobu nicna siaMink saphapuny sei Tectn (Brmovaoun [T,
AUTY, iuridypanug aktueHocTi daktopa Xa ta ETIT) sinofpaxarote numme edext pueapokcabany,
Armo HeobxiaHo BH3HAYaTH QapMakoiHHaMivHi edexTH BapapHHy B Mepiod nepexody, MowHA
sikopHcTaTd TecT MHB npu miniManeHiil nnasmosiii konuenTpanii pusapokcabany (vepes 24 roauun
nicng npHiioMy NonepenHeol 4030 pHBApOKcadaHy ), OCKiNbKM ¥ uell MoMeHT pHeapokcadaH HaliMeHiue
BIAHBAC Ha pe3ynsTaT Tecty MHB.

Mix papapuioM Ta pusapokcabanoM He Bia3HAYeHO PAPMAKOKIHETHYHOT B3aeMoil.

Innykropn CYP3A4

Onnoyacre sactocyBanis pusapokcabany i pudamniunny, cunbroro ingykropa CYP3A4, npuzsoanno
o sHHmeHHA cepeanboi AUC pusaporcabany npufnusio Ha 50 % i napanensHoro smeHitenns foro
thapmakoaunaMiveuy ederTie, OnHouacHe 3acTOCYRAHHA pHBApokcabany 3 IHIWWHMH CHIBHOOICMHMH
inayveropamy  CYP3A4  (nanpuknaz, i3 desitToinom, kapbamazenivom, ¢enobapbitanom abo
NikapeeKHMH 3acobaMi HA OCHOBI 3BipoGOI0) TAKOK MOMKE CNPHYMHHTH 3HMKEHHA KOHLEHTpauii
puBapokcabany B nnassi kposi. Tomy cnig yHHEATH OAHOYACHOTO MAPHIHAYEHHA 3 Npenaparom
noty:kHux iHAykTopie CYP3A4, okpiv Bunanakie, koan 3abezneyeHo peTensHHN HATAAA 34 MALIEHTOM 3
METOK BUABIEHHA CUMOTOMIB TpoMOo3y.

IHiIi npenapati CYNyTHLOT Tepanii

He piaznadanocs kniHivso sHadyigux papmakokivetnannx abo dapMakoimiaMiviny B3acMoaii npu
OJIHOYACHOMY  3acTOCYBaHHi pueapokcabany 3 minasonamom  (cyberpar CY3A4), nHrokcHHom
{evberpar P-gp), aropeactatiiom (cyBerpar CYP3A4 ta P-gp) abo omenpasonom  (idriGivop
npoToHHoi noMnu). PusapokcaGan He NpHrHiuye i He iHAYKYe AOAHY 3 OCHOBHHX isodopm CYP,
Hanpuknay CYP3A4,

He BigznavueHo moIHIN KNIHIYHO 3HAUYIIMX B3aeMoiil i3 Taeto (ue. poaain «Cnocif sacTocyeanug Ta
Io3un).

Brnnue Ha naboparopHi napaMeTpH

CI33C) / iMribiTopH  3BOPOTHOID
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Brnne Ha peaynwtarti npob sroprands (114, AYTY, Hep Test) ¢ nepeadayenum 3 orasly Ha MexaHiam
aii pueapokcabany (Aue. poanin «DapMakororiuHi BIACTHEOCTIN),

Ocodausocnti 3acMoCysann

Y nauientie 3 FKC euBuanica ediekTHEHICT Ta Gesneka 3acTOCYBAHHA pHEapokcabaHy B A03yBaHHI
2,5wmr 2 pasu Ha nofy pazom 3 anTuTpoMBouutapHuM zacobom ACK abo ACK 3 knonigorpenem/
THEAOMIHHOM.

Y naitieHTiE 3 BHCOKHM pH3uKoM imemiuyanx seum 3 IXCSIIA  edexrusnicts Ta Gesnexa
pusapokcabany vy nosyeanni 2,5 mr 2 pasi #a noby Qochiisy Banica NP 3acTOCYBaHH] ¥ komGiHauil 3
ACK,

Y pauieHTiB Nicns HeMDAABHO MEpeHeceHol MpoleaypH PeBacKyIApH3alil HHKHBOI KIHLIBKY yepes
cumnromue 3[1A edexTuBHicTs Ta De3neky 3acTOCYBaHHA Mikapcekoro sacoly Pueapokcis, tabneTiu,
BKpHTI TmiBkoBow obonoukow, no 2,5 mr 2 pasu Ha pofy JOCAiLKYBANH Y MOCOHAHHI 3
antnarperantamis ACK abo ACK + wnonigorpene kopotkoctpokobo. Ilpu weoOxigHocTi nongiiina
aHTHTpOMOOLNTApHA Tepania kionmigorpeneM noBHHHa OyTH KopoTkocTpokosolo. CHijl yHHKaTH
TpHBanol noagifinol anTHTpoMBoTAPHOT Tepanil (aus, posain «MapMakonoriyHi BIaCTHBOCTI ).
JMikypanus B kKoMBiHALIT 3 IHWHMK auTHTpoMBOIMTAPHIMK 3acofaMu, HANPHKAAT i3 npacyrpeneM ado
THEATPENOPOM, HE BUBYATIOCH i HE PeKOMEHIYETLCS.

Vipojaok# nNepiofy NiKYBAHHA PEKOMEHIYETECA KAIHIMHMHA Harmal, WO BiANOBIJ&E NpaKTHLL
3ALTOCY BAHHA AHTHKOATYNAHTIE.

PHaHK pOIBUTKY KPOBOTEY

Ak i npu zacToOCYBaHHI IHIOMX AHTHKOArYNAHTIE, naliedTtd, #ki npufiMaioTe nikapebkuil 3acid
Pupapokcis, moBuHHI nepeByBaTH nij peTeNbHUM HArAAAOM 18 BHABIEHHA 03HAK KPOBOTEYI.
PeroMeHayeTbea 2 00EPesHICTIO 33CTOCOBY BATH NPeNapar NpH 3aXBOPIORAHHAN, WO CYTIPOBOIKY KThCH
NiZBHIIEHHM PHIHKOM POIBHTKY KpoBoTed. Y BuUnanky cepiiosHoi KpoBoTeul 3acTocyBaHHA
nikapesroro 3acoby Pusapokcis cnig npunuunti (aue. posnin «llepenosysanags).

Y npouecl KAHIYHHX J0CHIDKEHE KPOBOTeYi 31 cAH30BHX 00ONOHOK (HANPHKNAL, HOCOEI KpOBOTEM .
KPOBOTEYI 3 ACEH, INYHKOBO-KHIIKOBI KpoBOTedl, KposoTeui 3 opradis cevocTareBol CHCTEMH,
BKAIOYAIOUH aHOMANEHY BArIHANBHY KpOBOTEMY b0 NMOCHIEHHS MEHCTPYANLHOT KpOBOTEHi) Ta aHeMis
TPanIANKCA HMacTillle NpH NOBFOTPHEANIH Tepanii puBapokcabaHOM HA T OJHO- 4H JBOKOMIOHEHTHOT
auTHarperantHol Tepanii. ToMmy O0JATKOBO 00 HANEKHOIO KIIHIMHODO Harisiy ¥ BianopigHuy
BHNAIKAX NOUINEHUM € MpoBeaeHHA 1afopaTopHOrD KOHTPOM TOKAZHHKIE reMornodiny/reMatokpury
3 METOH) BUABJIEHHS BHYTPILIHIX KPOBOTEY AN8 BHIHAYEHHA KITHIYHOT 3HAYVIILOCT] SBHHX KPOBOTEY,

Y pepuux kareropiii nauientis, 3rifHo i3 3a3HaYCHHM HUXUE, CMIOCTEPIracTRCA MiABHINEHHIT pHIHEK
POIBHTKY KpoBOTew. 3 ornany Ha ueil dakt AouinsHICTE 3acTocyBaHHA NiKapcekoro 3acody Pueapokcia
v koMGIHAUIT 3 JBOKOMIIOHEHTHOW AHTHAPETAHTHOK TEPAMIEID MAUIEHTAM 2 MIIBHIUEHHM PH3IHKOM
BHHHKHEHHA KpoBoTeui mMac GyTH PeTelbHO BHBIKENA 3 YPAXyBAHHAM KOPHCTI LOJAD NONepe/eHHn
arepoTpoMGoTHYHKX ABHLL KpiM uboro, Taki nauienTH nican novarky JiKYBaHHA NOBHHHI nepedyBaTH
NiJ MHALHUM HATASA0M A7 BHABIEHHS CHMITOMIE FeMopariyHHx yCKIAIHeHs Ta aHemii (auB. poznin
alTodiuni peakuiin).

[Tpu Gyae-AkoMy 3HWKeHHI piBHA remornoGiny afo aprepiankHoro THCKY Hes'scoBaHol eTionorii
HeoDXIIHO BUABUTH A#Epeno KpoBoTEeui.

Hespawawu Ha Te, WO MiKYBaHHA pHUBApOKca0aHOM HE BUMArac MOHITOpHHCY foro ekcnozuuil,
BH3HAYEHHA PiBHA pUBapoKcabany 3a 10N0oMOroio BiakanidposaHux kinbricHHx Tectis anTHdakTopa Xa
MOME BUABHTHCA KOPHCHHM Y BUHATKOBUX CHTYAIISX, KOIM BIAOMOCTI PO eKCNO3HII0 pHBapokcabany
MOMCYTE BINTHHYTH Ha NpHIHATTA kNiHIYHAX pilleHB, I0KPEMa NpH MNepelo3yBaHH] Ta EKCTPEHHX
Xipypriunux BTpyuaHHax (Iue. po3ain «PapMakonoriuHi BIACTHBOCTIN ).

Huprosa HEAOCTATHICTE

V nauiedTie 3 TAKKOW HUPKOBOIO HENOCTATHICTIO (knipedc kpeatHHiny < 30 si/xe) koHueHTpauis
puBapokcalaHy B Nia3Mi KPoBi MOXe CYTTEBO NIABMLYBATHCA (Y cepeansoMy B 1,6 pasa), 30inbiywoun
pu3nk kposotedi. Cnin 3 obepemuicTio sactocosyBati Nikapeekuil 3aci@ Pupapokcia nauientam i3
KnipeHcoM KpeaTHHiHy 15-29 mn/xe. He pexoMeHAYETHCA TNpH3HAMATM NpenapaTr nalieHTam i3
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Knipencom kpeatusiny < 15 ma/xe (aue. posainn «dapmakonorivei BnacTusoctis Ta «Cnocib

3ACTOCYBAHHA T J03H» ),

llikapepknii 3acid Pusapokcis weo@Xiauo 2 ofepekHicTIO 3aCTOCOBYBATH NauieHTaM i3 HUPKOBOID

HEJOCTATHICTIO CePefHbOro CTYNeHd TAKKOCTI (knipeHc kpearuuiny 30-49 ma/x), aki cynyTHbo

3ACTOCOBYIOTE NPENapaTd, U0 NPH3BOAATE A0 NMiABHLLEHHA KOHUeHTpauil phupapokcafaHy B nnasmi

KpoBi {AMB. po3ain «Bsacmoaia 3 iHWHMK AiKapebkUMH 3acofaMu Ta iHI BHIM BIacMoaiin).

B3aemoais 3 iHIHMH NikapcbkHMK 3acobamu

[pusnatenns nikapeekoro 3sacofy Pusapokcis nauicHTam, skl OTPHMYIOTH CHCTEMHE 7iKYBaHHA

NPOTHIPHOKOBHMH NPenapataMmu  asonsHol rpynM  (HanpHknal, KeTOKOHA30AOM, iTPAKOHAIOMOM,

BOPHKOHA3010M 1 Mo3akoHasonom) abo iwriGitopamu Bll-npoteasm (manpuknag pPHTOHABIpOM), He

pexoMeHayeThed. L nikapeeki sacobu € akTHBHUME iHriGiTopamy oanouacHo isodepmentie CYP 3A4

Ta P-gp. Sk Hacninok, wi nikapeeki 3acobn MOXYTe MiIBMULYBATH KOHUEHTpaUil pHeapokcabany B

nnasmi KpoBi 10 KNIHIMHO 3HAYYIL0r0 piBHs (B cepeanboMy ¥ 2,6 pasa), 1o NiABHILYE PHIHK KPOBOTEY]

(aue. posmin «Bsaemonia 3 inwumy nikapeskimu 3acobamu Ta iHwi BUAN B3aeMomiiiy ).

Heobxigno 3 obepemuicTio npH3HauaTi pusapokcaban nauieHTam, Aki OJHOMACHD 3ACTOCOBYHOTH

AiKapebki 3acobH, WO BRAMBAIOTE HAa remoctas, Hanpuknan HII3[L, ACK Ta inriGitopm arperauii

TpomBouuTie ado CI33C ra I33CH. llpu npuasadenni nikapeskoro sacody nauientam i3 pHsHkoM

BHPAIKOBOT XBOPODH LWTYHKOBO-KHUIKOBOTO TPaKTY CHiA POIMIAHYTH [MTAHHA NP0 NPOBEIEHHA

BIANOBIAHOrO NpodinakTHYHOrO AikyBaHua (118, posin «BaacMogia 3 IHWHMH NiKapchKHMH 3acoGaMi

Ta i BUAN B3aEMOmIIiN),

Mauientn, aki oTpumysanu npenapar Pusapokcis Ta aHTHTPOMBOLMTAPHI Jikapchki 3acoGH. NOBHHHI

NPOJORAYBATH NONMEPEAHBO PO3NOUaTy cynyTHio Tepaniio HIT3TT auwe B romy pasi, AKWO KOPHCTE Bl

fioro 3acTocypaHHA NEPEBULLYE PHIHK KPOBOTEMI,

lHwi dakropy puan OIENTEY KPOBOTEY

Jlikapewknit 3acib Pumaporcia, axk 1 iHwi awrtuTpomBoTuuni npenapati, He peKOMEHAYETHCA

3ACTOCOBYBATH MPH JIKYBAHHI NAUEHTIB 3 NUIBMUIEHHM PHIHKOM KPOBOTEWi, Y TOMY 4HCni npH

HAABHOCTI:

* BpopkeHol abo HabyTol natonorii 3ropTanHa Kposi;

*  HEKOHTponkoBaHOT TAKKOT apTepianshol rinepTeHsil;

* IHIIOTO LITYHKOBO-KHIIKOBOTO 3AXBOPIOBAHHS De3 BHPA3ok B akTHBHI cTazil, mo Moxe noTenuiiino
NPHIBONHTH [0 TeMOparidHHX YCKNaJHeHh (HANPHKNAA, 3anaibHe 3axBOPIOBAHHA KHIUCYHHKA,
e30(ariT, FACTPHT Ta racTpoesodareancHa peduiokcHa xsopoda);

*  CYIHHHOT peTHHONATIT,

*+ bGponxoekTazy abo nereHerol KpoROTEYl B aHAMHESI.

Canin 3 obepesknicTio npuasavati npenapar nauientam 3 TKC ta IXC/3IA, aki MaioTs:

* Bik = 75 pokis Ta ogHodacHo otpumyiote ACK abo ACK i3 knonigorpenem um TrkaomigmHoM
(HeoOXINHO perynapHO TNPOBOAHTH OUIHKY KOPHCTI/PHSNKY NMPOBENEHOTO NIKYBaHHA ¥ KOMHOrO
OKPeMOoro natieHTa);

* HH3BKY macy Tina (< 60 kr) Ta oaHouwacHo otpumyrots ACK afo ACK i3 knonmigorpenem um
THEIIOM THHOM;

+ IXC i3 Towkow CHMATOMHOI cepuerolo HeaocTaTHicTo. Jlani pocnimkeHHA cBigYaTh npo Te, Wo
TaKi MALIEHTH MOKYTh OTPHMATH MEHLUIY KOPHCTBL Bin NikyBaHHs puBapokcaGaHoM (M. po3ain
dPapMakonoriyfii BIACTHBOCTIx ).

[lauicHTH 3 OHKONOTIYHUM 3aXBOPIOBAHHAM

TauieHTH 31 3N0AKICHUMN 3AXBOPIOBAHHAMH O/IHOYACHO MOMKYTH MATH [ABHLIEHHIT PHINK KPOBOTEY] Ta

TpomBody. IHAMBiAyansHy KOpHCTE AHTHTPOMGOTHUHOrO JNKYBaHHA CIiA OWIHHTH NopiBHAHO 3

PH3HKOM KPOBOTEY ¥ MAUIEHTIE 3 AKTHBHHM OHKOMOTIMHHM 34XBOPIOBAHHAM, 3ANEAHO Bil nokamizauii

MyXAHHH, NPOTHIYXIHHHOL Tepanii ta cranil saxsoprosanus. [lyxnunu, postamosadi B LITYHKOEO-

KHIIKOBOMY TPakTi 800 ceuOCTATEROMY TPAKTI. OyMH MOB'A3aHi 3 NiABHILEHHM PHIMKOM KpoBOTedi mia

yac MKYBAHHA pUBApOKcabaHoM.

3acTocyBanHd pueBapokcalaHy NPOTHNOKAsaHe NauicHTaM 30 3N0AKICHHME HOBOYTBOPEHHAMH 3

BHCOKMM PH3NKOM KpopoTed (ane. posain «lIpotunokasannan ).
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[TauienT! 3i WTYYHUMN KI8TaHAME Cepiis

Pusapokcaban wne cnig sactocoByBatH ans  TpomGonpodinakTHKH NAliEHTaM. #Ki  HELIOIABHO
NepeHeciin  TPAHCKATETEPHY 3aMiny aopTankHoro wnanawa (T3AK). Beaneka ta edexrupnicTs
3ACTOCYBaHHA puBapokcabaHy He BHBUANMCE ¥ NAUIEHTIB 31 WITYYHHMH CEPUEBHMH KIAMNAHAMH, TOMY
BIACYTHI NaHi, AKi MiTBepIAYIOTL, WO npenapar 3abesneuye JOCTATHIO AHTHKOATYIALII0 ¥ Liel rpyni
nauienTis. He pexoMmeniyerecs 3actocoByBaT mikapeekuil 3aci6 Pusapokcis ams nikysaHHA Takux
MAlEHTIB.

HManienty 3 antidochoninianmm cuuapomon (AGC)

He pexoMEHAYETLCA  3aCTOCYBAHHA MPAMHX  [EpOpanbHHX — AHTHKOArYJISHTIB,  BKIHOMAIOUH
pueapokcabaH, naiicHtam i3 TpomGozom B anamuesi 3 ajarnocrosannm AMC. 3okpeMa, ¥ nauicHTIB,
AKI MAKOTE MiATBEPIXEH] MOIMTHBHI PE3YNBLTATH TECTY ANA BCiX Tphox aHTH(OChONINITHHX aHTHTIA
(BOBUAKOBMH AHTMKOArYNAHT, AHTHKAPAIONINiHOBI aWTHTiNa, aHTH-Gera-2-rnikonporein-I-anTuTina),
Tepamis  NPAMHMH  EPOPANTEHHMH  AHTHKOATY/ISHTAMH  MOXKE NIABHUIHTH  PH3NK  NOBTOPHHX
TPOMBOTHUHHK SBHLL NMOPIBHAHO 3 TAKHMH NPH Tepanii antaronictaMu sitaminy K (ABK).

HauienTy 3 iHCyIETOM Ta/abo TPAHIMTOPHOK iemivEeo atakoro (TIA) B aHamues]

Hauienmu 3 cocmpion xopouapuin cundposos (TKC)

Jlikapepknit 3acid Puapokeis 2,5 mr npotrnokasannii nauicuram is TKC Ta incyastom abo TIA B
anamuesi (aue. po3ain «IlpoTunokasaHsy). BHEMATH TOOJMHOKI BHNAIKK 3acTOCYBaHA Npenapary y
nauientis 3 F'KC Ta incynstom abo TIA B asamuesi, ane Hassni ofmeweni nani wono edexrusrocti
BKA3YI0Th HA BIICYTHICTE MEPEBAT TAKOO NIKYBaHHA ¥ BKasanili niarpyni nauienTis.

Hayienmuy 3 fwenivnonw xeapoborn cepya (INC) / saxeopiosannan nepuchepuynie apmepiii (3114
[auientn 3 IXC/3IIA i3 remopariunnm abo nakyHapHHM iHCYNILTOM B aHaMuesi abo 3 ileMiuHHM
HENAKYHAPHHM IHCYNILTOM, NMEPEeHEeCceHHM MPOTATOM OCTAHHBOTO MicAUA, He AoCHimKyBanHca (IME.
poznin «IpoTunokazanuas),

[MauienTn nicna HemoAaBHO nepeHeceHol NPOUEAYPH PeBACKYIAPHIALIT HIKHEOT KiHIiBKK 3 NpHBOAY
cumnromuoro 3I1A 3 nonepenniv incynerom abo TIA He nocnimxysamucs. Ak NallicHT OTPHMYE
noaBiiiHy aHTHTPOMOOUHTAPHY Tepanilo, ¢/lijl YHIKATH 38CTOCYBAHHA Jikapckkoro 3acoly Pueapokcis,
TabAETKH, BKPUTI NTiBKOBOIO 060N0HKOIO, Mo 2,5 M.

CrnuHHOMO3KOBa (enijypanbHa/cniHanbHa) anecresis abo nyHKLLA

Ilpu  welipoakcianeuiii  amectesil  (eminypansuifi/cnimanewiii  amectesil) afo  Bukonammi
enijly pabHOT/CniHATLHOT Iy HKUIT ICHYE PH3HK POSBHTKY enilypantHOi a60 ClIMHHOMO3KOBOT reMaToMu,
Mo Modke MPH3BECTH A0 TPUBANOTO “i HeoGopoTHOro napanivy y nauieHTis, AKi 3acTOCOBYIOTH
AHTHTPOMOOTHYHI 3acobu Ans npodinakTir TPOMBOEMBONIYHIX YCKNATHEHE.

PH3NK 1MX yCKNajHeHb MiABHIULYETLCA NMPH BHKOPHCTAHHI MOCTIMHMX enigypanbunx kaTeTepis abo
CYNYTHBOMY 3aCTOCYBaHHI NikapchkuX 3acofiB, WO BAAMBAIOTL Ha remoctas. Tpasmarmuna aGo
NOBTOPHA enigypanbHa 4l CIMHHOMO3KOBA MYHKUIA TAKOK MOJKE MiJBHLIYBATH PHIMK BKA3AHIX
yoknanHede. llauienT noBMHHI nepeOyRaTH NIl CNoCTepekeHHAM [N BUABIEHHS CHMITOMIE
HEBPOJIOTIHHUX PO3NaniB, TAKHX AK OHIMilHA abo sinuyTra cnabkoeti y Horax, OHCYHKILIA KHLIEYHHKA
abo cevosoro mixypa. [1pu BusBAeHH] HeBposoriynoro nediunTy HeoOXinHi TepMiHoBa HiarHocTHKa Ta
nikysanta. Jlikap NoBWHEH OUIHHTH MNOTEHWUiHHY KOPHCTB | PHM3MK Nepen NPOBEACHHAM TAKOTo
BTPYYAaHHS Y nauieHTie, sKi 3aCTOCOBYIOTE AHTHKOArynauTH afo TroTyIOThC 10 3ACTOCY BAHHA
AHTHEOATYIAHTIE 3 MeTow npodinaktikn Tpombosy.

Biacytviii  kniniummil  nocein  sactocysamma  nikapcekoro  3acoGy Pupapokcis 2,5 wMr i
AHTHTPOMOBOINTAPHMX NikapeekuxX 3acobis y Takux curyauwiax. Cain npunueaTH 3ACTOCY BAHHA
inribiTopa arperaitii TpoMBOUNTIE 3riAHO 3 HCTPYKLIED AR MeaHYHOTO 3ACTOCYBAHHA BiITOBIOHOTO
nikapcwkoro sacofy.

His 3HHMEHHA TOTEHIUIHOTO PH3MKY KpoBOTedl, acouilioBaHol 3 OOHOYACHHM 3ACTOCYBAHHAM
pusapokcabany 1 CHMHHOMO3KOBOW  (efijypankHOW/CNiHANEHO0) awecTesiclo afo  nyHkwieo,
HeoOXinuo Opatn no yearw apMakokieTwuumii npodine pupapokcabany. BetasomNlenus afo
BHIYHEHHS enilypanbHoro katetepa abo momBansHol nynkuil Hafikpale NPOBOANTH, KOTH OMIKYETHCH
crabkuii aHTHKOATYAAHTHHI edexT pusapokcabany (AnB. posain «DapMakonoriudi BIACTHBEOCTIN).
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OpHak To4HMA 4ac QOCATHEHHA JOCTATHBOIO IHHACHHA AHTHKOArYISHTHOrO eekTy B OKpeMoro
NMALICHTA HE BINOMUIT,

Pexomennauil 1080 A03yBaHHA npenapaTy 10 Ta nicid iHBASMBHHX NPOLEIVD i ONEPATHBHOIO
BT YaHH

¥ pasi HeoOXiHOCT IHBa3MBHHX npouedyp abo XipyprivHmux BTpyYaHb npuioM Nikapcekoro sacoty
Pupapokecis 2.5 Mr cnil npunuuuTH Ak MiviMym 3a 12 rogmH 1o nosatky BTpYYaHHs, AKUIO 1ie
MOMIMBO Ta 0a3yeThCA Ha KNiHIYHOMY pilleHni fikaps. SIKW0 onepatMBHE BTPYYaHHA MOMHA
BIACTPOMHTH Ta aHTHTpomMbounTapHuil edexT He BiANoBifac neobxianomy piBmio, npuiiom inriGiTopis
arperauii TpomBounTis HeobGxiIHO NPHIHMHATH BIANOBUIHO 0 iHCTPYKLIT 108 MeIUYHOrD 3acToCy BAHHA
npenapary. fIKWIO Npoueaypy HE MOMKHA BIAKNACTH, CNil OLIHHTH NiABHILEHHA PH3HKY BHHHKHEHHA
KPOBOTEH JATEHHO B TEPMIHOBOCT] RTpYYaHHSA.

JactocypanHa nikapeekoro 3acofy Pusapokcia noTpiGHo BiaHOBMTH AkHaiuBMIe TiCas iHBAIMEHOT
npoueaypn abo XipypriuHOro BTpYHaHHA, AK TUIBKH AOCATHYTO ANEKBATHOrO reMoCTasy Ta SKLIO
3ACTOCY BAHHA NPenapary N03BOJSE KIIHIMHA CHTYALIN B LWIOMY, 110 BCTAHOBIEHO AikapeM (AHE. posain
dPapMakonoriybi BAACTHBOCTIN ).

[MauienTit NiTHLOMO BiKY

Pusuk  possuTky Kposorteu wmome 30inwwysaTHcA 3 BikoM  (ams. pospin  «dapMakonoriui
BNACTHBOCTIN ).

Jepmaronoriuni peakiii

Cepitosni wkipni peakuii, Brmouaoiy cunapom Crisenca — Taoncona [ Tokcnsunil enifepmanshnii
Hekponiz ta DRESS-cungpoM (peakuia wa nikapcexuil 3acid 3 eosunodinicio Ta cHcTeMHHMH
CHMIITOMAMM), ¥ 3B'A3KY i3 3acToCYBaHHAM pHBapokcalaHy sapeccTpoBaHo ¥ niciapeectpatiifinmii
nepio (aue. posain «llobiuni peakuii»). Puank uux peakuiil y nauienTis, iiMOBIpHO, € HaliBHLIMM Ha
nouaTky Tepanii: nosea peakuifl y OiaewocTi BHNagkie BiAOYBaNacA NPOTATOM NEPLIMX THAHIB
mikysauns. TlpW nepuwMx nNpoABax THMKHX IUKIDHHX BHCHMNIB (Manpuknan, —reepanisauis,
iHTeHeHdikania ta/abo ytsopenna nyxupis) abo Oyab-AkHX iHWHX O3HAKaX rinepuyTAHBOCTI ¥
NOEAHAHH] 3 YpaskeHHAM can3oBoi o00IOHKH CiA NPHIHHHTH 3ACTOCYBaHHA pHBapoKcabany.
[Hpopmantia mpo JonoMiskHi peaosuHl

lleit nikapcekmii 3aci® MicTHTE MeHwWwe Hix 1 mmoas marpiio (23 mr) B oasiii Tabnerui, TodTo
NPAKTHYHO HE MICTHTE HATpilo.

Jacmocyeanna y nepiod sazimuocmi aio 2odyeanna 2pyddio

BarithicTs

Edextupnicte Ta Gesnexa sactocysaHns fnikapcbkoro sacoly PuBapokcis BariTHHM JKiHKaM He
BCTaHOBNEHI. PesyneTatn nocnifaeds Ha TBAPMHAX BKA3YIOTh HA PENPOAYKTHBHY TOKCHYHICTE (IHMB.
posain «Mapmakonorivni Bnactusocti»). 3 ornaay Ha noTeHUiHY PENPOSYKTHBHY TOKCHUHICTL, PHIHK
KpOBOTEY Ta jJaMi OJ0 TPOXO[KEeHHA pHBapokcabaHy uepes NMNAUEHTY 3acTOCYBAHHA JiKapckKOro
sacoby Pueapokcin nig yac saritHocTi npoTHnokasane (Aue. posnia «[lpornnokasannan»). Hinkam
PENPOIYKETHEHOMD BikY Clifl YHUKATH BariTHOCTI mia 4ac nikysaHHA pHBapokcabanom.

llepion ronyeaHHs rpyaa0

Edextupnicte Ta Oeaneka sacTocyBaHHs fikapcekoro 3acoby Pusapokcin skinkam, ki roayiors
rpY/I0, He BCTaHoBNeHi. Y pesyneTari QocHipxeHs HAa TBADMHAX BCTAHOBNEHO, LMO PHBApokcaban
BUALNAETLCA ¥ TpyaHe Monoko. BianosigHo nikapeekwii sacid Pueapokcia nportunokasanmii fo
3ACTOCYBAHHA ¥ Nepioa roayeanua rpyamo (aue. posgin «[lporunokasanna»). Heobxiguo npuiinata
pilleHHS  WOA0  OPHIWMHEHHA  TOOYBAHHA TPyLal0  abo nNpHANHHeHHAMPUIYNIMHEHHA  Tepanii.

DepTHaEHICTE
CreuianeHi gocnigxenHs BOnusy pusapoxcabany Ha GepTHUABHICTE ¥ MOAMHH He npoBofuan. [pu

o

nocnimrenHl GepTHALHOCTI ¥ caMuUiB Ta camuils TEapuH He DYN0 BiA3HA4EHO HOIHUX 3MiH (IHB. posain
«MapMakonorivHi BIacTHBOCTIN ).

Idamuicms enaueamu Ha weuokicmy peaxyil npu Kepyeanni asmompancnopmom avo iHMu
Mexanizman
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Jikapeskuit saci6 Pueapokcis mac HeIHAMHWA BUIMB Ha 30ATHICTS KEPYRaTH ABTOTPAHCMIOPTOM abo
iHWHMH Mexanizmami. TTosigomaanoes npo Taki noGiyni peakuii, Ax cHHKONANLHRI cTan (Hewacta)
abo 3anamopoyvenns (vacto) (ane. pozain «[oBivni peakuiis).

Mauientam, y AKMX BigIHAYAOTHCR Taki nobiuni peakuii. we cnin KepyBaTH amTomobinem abo
NPALIOBATH 3 IHIHMH MeXaHisMamu,

Chnocifi sacmocyeannn ma do3u

Hosysanus

Pexomenaosana 1o3a cTaHoBnTs 2,5 Mr 2 pas Ha go6y.

. Locmpuit koponapmiug cundpou (TKC)

MauienTn, Aki npuiiMaioTs Aikapceknii 3aci® Pusapokcis 2,5 mr 2 pazu Ha nody, TARDE NOBHHHI

npuiivMarn ACK y nobogiii nosi 75-100 mr uu ACK y no6osiii g0si 75-100 mr pazom is kiomigorpenem

y nobosil nosi 75 mr abo 3i cranaapTHOO 2060B0K J030I0 THKIOMIAHHY.

Heobxinno perynspHo nNpoBOAMTH OUiHKY NiKYBAHHA Y KOWHOTO OKPEMOT0 NAalieHTa. BPaxoByH4YH

CMIBBITHOLIEHHS PH3HKIB POIBMTKY iLIEMiYHHX NOpYyLIeHb i KpoBoTe'. 3Bmkaioun Ha obMemeHwmit

JMIOCBI/L 3CTOCY BAHHA NPENapaTy NPOTAroM nepioay Ao 24 micauis, pitueHHs npo TPHBANICTE NiKYBaHHA

noHay 12 sicauie npuiiMacThea B IHIUEIYATEHOMY TIOPAAKY (AME. po3ain aPapmaronoriumi

BAACTHEOCTIN ),

3actocysanns nikapeskoro saco0y Pusapokcis ciin posnoumsarw ofpasy nicns crabinisauii CTAHY,

nos'asaHore 3 TKC  (Bkmoualoun  pesackynspusauiitni  npouenypu). Jlikysanus npenaparom

Pueapokcia cnia posnouusaty He pauiule His uepes 24 roauuu nicna rocnitanisauii, Toai Ak Tepanio

NapeHTepaib-HHMI AHTHROATY IAHTAMH 3a3EH4al NPHIHHAIOTE.

. luteativna xeopoda cepys (IXC) Ssaxaopiosanis nepudemmnin apmepiti (374)

TMauienTy, Aki npuitmMaiTs Aikapeskuii 2acié Pusapokcis 2.5 Mr 2 pasu ua 0By, Tako# MOBHHHI

npuiiiMatn ACK y noGogilt aosi 75-100 mr,

Y nauientis nicna ycnimHoi npouegypH peBackKynapH3auil HIKHBOT KiHLiBKH (xipypriudoi afo

CHAOBACKYIAPHOI, BIIM0¥aI0UH NiGpuani npoueaypn) 3 npueoiy cumnromuoro 3T1A nikysauns e ciif

PO3NO4HHATH 10 AOCATHEHHA remMocTasy (AMB. po3all «DapMaKoNIoriuHi BJACTHBOCTIN).

TpusanicTs nikyBas#s noTpiGHO BHIHAYATH [ KOXKHOIO OKPEMOrO MALIEHTA HA OCHOBI perynspHoi

OLIHKH CTaHy, Gepy4n 10 yBaru cniBBiIHOWEHHS PHINKIB PO3BUTKY ilIeMiMHMX NOPYILUEHE | KpoBOTEY,

. Toempuii koporaprui cundpoy (TKC), iwenivna xeopoba cepys (IXC) [saxeoprosan

nepuchepuniee apmepin (3114)

Odnouacne 3acMocVeania 3 GuIMHAZPeanmHOK MEPanicio

Y nauichtie i3 roctpum TpoMBOTHYHMM ABHILEM aG0 THcns CyIHHHOT NpoUeIypH npu HeobxigHocT

NpoBeleHHA MoABiiHOT anTHarperanTHol Tepanil NPOJIOBKEHHA 3aCTOCYBAHHA nikapehbkoro 3acofy

Puapokcia 2.5 Mr 2 pasu na 100y ¢1ill OLiHIOBATH 3 YpaxyBaHHAM XAPAKTEPY ABMILA UM NPOLEIYPH TA

PediMYy AHTHAMPEraHTHOT Tepanil.

Edextusricts Ta Gesnexka 3acTocyBaHHA NiKApCHKOTO sacoby Pusapokcia 2,5 mr 2 pasu wa goby y

KOMBIHANIT 3 NOBITiHOK AHTHANPEraHTHOK TEPANICIO BUBYANHCA Y NALiCHTIB:

» 3 HellonaeHo nepedeceHM ['KC — y kombinauii 3 ACK Ta wnonigorpenem/THrnonigunom

Laue. po3ain «llokasanHms);

. Micns HeUlOJaBHO NepeHeceHol NPOUELyPH peBacKyMApH3aLll HUAHBOT KiHIiRKH 3 NpuBoIy

cumnromuoro 3[MA — vy komGisauil 3 ACK Ta, skwpo Gyii0  aouinsHo, KOPOTKOCTPOKOBHM

34CTOCYBAHHAM KJAonizorpemio (AuB. po3ainn «MapMakolorivHi BracTHBOCTIY Ta «OCOBIHBOCT

IACTOCYBAHHAY ).

Hponver npudiosny madaemcu

¥ pasi nponycky npuiiomy tabnetkn nanienTty cnin npuilHATH HACTYIHY A3y NiKapceKoOTo 3acoby

Pusapokcis mianosinuo o semusoro rpadiky npuitomy. He enin NpHAMATH NoaRiiiHy 003y 3 MeTolD

KoMOeHcauii nponywenol 1o,

lepexio 3 anmazonicmis simaviny K (ABK) na Mrapeskui sacid Pusapoxcia

Ipy nepexoai nauienrie 3 ABK na nikapcekuii saci6 Pusapokcis nicis npuitomy nAikapebkoro sacoGy

Puapokcis 3auenns MHB moxyTh Oyt xuBuo nigsnuieni. MHB He € paninoanuM MeTonoM ouinkH
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AHTHEOArYIANTHOT aKTHEHOCTI Nikapebkoro sacofy Pueapokcis, ToMy He cnin fioro EMKOPHCTOBY BATH
(AMB. posain «B3aemoin 3 inmmMy NiKapCLKUMAI 3acofaMit Ta IHLW BUAH R3aEMOiTi ).

Hepexio 3 nikapesrozo sacofy Pusapoxcis na anmazouicmu gimaniny K (ABK)

lcHye pu3NK HelOCTATHROTO PiEHS AHTHKOAry AU npy nepexoi 3 gikapeekoro 3acoby Pusapokcis Ha
ABK. Sk i nin vac dyae-akoro nepexody Ha anbTepHATHBHHI AHTHROATYNAHT, ¥ [LOMY BHMAAKY
noTpibHo 3abesneduTn GeanepepsHy ameksaTHY adTHKOarynsuito. Cni BPEXOBYEATH, WO HA T
3ACTOCYBAHHSA JiKkapebkoro 3acoly Pueapokcia MoscinBe miaeuimends snavenns MHB.

¥ pasi mepexofy 3 nikapcekoro sacofy Pusapokcis Ha anrtaronict sitaminy K ABK cnin npuiivaTy
0JIHOYAcHO 3 npenapartoM Pueapokcid, nokn nokasink MHB we Gyze cranosntn > 2,0, Yopogoss
Nepluyx NBOX JHIB Mepiojly nepexoly MOMHA 3acTOCOBYBATH CTaHIapTHe A03yBaHHA ABK. Jlani
Aosymanna ABK kopuryerses sanemno sin smauenns MHB. Mok nauiedt oaHouacHo sactocosye
Puapokcis ii ABK, MHB cnin susnauati se panile wix yepes 24 roauun nicas NpHITOMY OCTAHHBOT
1031 Jlikapeekoro zacofy Pupapokcia, ane nepea npuiloMoM HacTYNHOT 1O3M NiKapchKOro sacoby
Pusapokcis. [licna npununenns 3actocyBaHHA nikapcbkoro 3acofy Pusapokcin MHB  mowna
NOCTORIPHO BHIHAYATH uloHaliMeHWIe Yepe3 24 TOAHHW Nicas NpHHOMY OCTAHHBOT Q03K AiKapCcEKOrD
sacoby Pumapokcis (ame. pozninn  «®apmakonorivni BaacTHBOCTI» Ta «B3aeMomis 3 iHIIHMH
NiKapchKHME 3acobami Ta IHW BHAN B3aeMoiiin).

Hepexio 3 napenmeparenios anmuskoazynanmic na Aikapesicui sacié Pusapoxcin

[lanienT, #AKki  OTPHMYBANHM  napeHTepaNbHI  AHTMKOArYJIAHTH, NPUNHHAIOTE  3ACTOCY BAHHA
AHTHKOATYJIAHTY Ta MOYHHAKTE nNpHiioM Nikapcekoro 3acoby Pueapokcia 3a 0-2 romusm 1o
HACTYMHOTO TUIAHOBOTO BBE/ICHHA NAPEHTEPANLHONO Npenapary (HanpHkial, HHILKOMONEKY/SPHOTD
renapiuHy) abo opay nicnf NPHNMHEHHA 3ACTOCYBAHH NPenapaty Ans TPHBANOIO MapeHTEPANIEHOM
BBE/IEHHA (HAMPHKNA], HePaKLioHOBAHOTO renapHHy /18 BHYTPILIHEOBEHHOTO BEESIEHHA).

Hlepexio 3 nixapeskozo sacofy Pusapokeia na napenmepansui anmuxoazyanimu

[lepury nosy napewTepankHOro AHTHKOArYAAHTY BEECTH TOMI, KOIH noTpidHo Oyno 3acTocoByBaTH
HACTYNHY 103y nikapcekoro sacoby Pusapokcia,

Jacmocveania ocobauaum gamezopisv nayicumis

Hayicumu 3 nopywennsvu dynwyii nupor

Haseui ofmeweni kniniuni fani mogo nauiestie 3 HHPKOBOK HEAOCTATHICTIO THKKOIO CTyneHs 3
KTipeHCOM KpeaTiHiHy 15-29 Mi/XB BKa3yIOTE HA 3HAYHE NiABHILEHHA KOHUEHTpaLil pHBapokcabany vy
MiasMi KpoBl UMX MauieHTiB. 3Bajaioun wa ue, Npn NikyBaHHi TAKMX nauicHTiR nikapcbkuil 3acit
Purapokcia cniz 3actocosyraty 3 obepexnicTio.

3aCTOCYBAHHA MPENApaTy He PEKOMEHIYEThLCH NAlieHTaM i3 KNipeHCOM KpeaTHHINY MeHie 15 mi/xs
{aue. po3niny «@apMakonoriyni BnactHeocTi» ta «Ocobnaneocti ACTOCYBAHHAR ),

[Tpx npusHaueHHi XBOPHM 3 HHPKOBOIO HENOCTATHICTIO Nerkoro (kiipenc kpeatuHiny 50-80 MILXE) ado
CepelHbOro (KnipeHe kpeatuHiny 30-49 Ma/xB) crynens TamkocTi Kopekiis 103u He noTpidHa (nue.
po3ain «DapMakonoriyHi BNacTHROCTIN ),

Hayienmu 2 nopyutenusvu dyusyii nevinru

Jixkapceknil 3aci Pusapokcia npoTunokasanmii nmauientam i3 IAXBOPHOBAHHAMHE  NEYIHKH, Lo
ACOUIIOIOTECA 3 KOArYNONaTield Ta KNiHIMHO 3HAUYLIHM PHIHKOM KPOROTEYI, ¥ TOMY Y4HCII XBOPHM Ha
unpos nevinkn knacie B ta C 3a knackgikauicro Yaiinoa — Mo (aus. poaginu wdapmakonoriuui
BnactueocTis Ta «llpornnokasantan),

{layicumu nimusozo aixy

Kopekuin no3 He norpidHa (mme. posgiam «@apmakosoriuni BracTusocti» Ta «OcobanBocTi
TACTOCY BAHHAR ).

Puank poaedTKyY KposoTeu 36inslIyeTsed 3 BikoM (aue. po3gin «OcobnnsocTi 3acTOCYBaHHAR ),

Maca mina

Kopekuis nosm we notpiGua (ame. posginu «@apmakonoriusi snacTusocTi» Ta «OcofiHBoCTi
JACTOCYBAHHAR ).

Cmame

Kopekuis no3n ve norpibha (ame. poain «DapmMakonoriusi BIacTHBOCTI ).

Cnocif sacTocysanns
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s nepopantHoro lacTocyBaHmA,

Jlikapcbknii 3acid Pupapokcin MomHa npuiiMaTi HE3AIEKHO Bil BKMBAHHA Ti (AME. po3ninu
«apmakonorivni BractueocTi» Ta «BsaeMonia 3 {MuMMK nikapcekuMK sacofaMu Ta iHwi uam
BIaeMoaiiin ).

flodpitnennn mataemsu

Jlis nauientis, AKMM CKIAHO KOBTATH uini TaGrerku., TaBneTky nikapeekoro 3acoly Puapokcia
MOMHA TOAPIGHNTH Ta 3miath 3 sogoro abo AGayunuM nope GesnocepeaHbo nepes NepopansHum
3ACTOCY BAHHAM.

MoppiGueni Tabnetkn MoMHA BEOAMTH 4epes ULTYHKOBHIl 30HA (1B, posuinn «apMakonorigyi
BAacTHROCTIH Ta «Ocobausi saxonu Gesnexny),

Ainu

Edexruericts Ta Gesneky sacrocysanHs Nikapcekoro sacoby Pusapokcis, Tabnerkn, BEPHTI MiliBKOBOD
obonoHKo, N0 2.5 Mr nitaM He Busyany. Jladi 3 UsOro NpHBOIY BiACYTHI. ToMy He pekoMeHayeThes
3aCTOCOBYBATH PHBApOKCiA, TADNETKH, BKPHTI NAIBKOBOIO 0BONOHKOIO, 10 2.5 M 1iTAM.

Hepeoosyeannn

Bahikcopani NooAHHOKI BHNAIKH MepeosyBanua a0 1,960 mr. ¥V pasi nepesosyeanns nauicuta enin
PETEALHO OFAAHYTH WOAO TAKMX YCKNaJHEHb, AK KpoBoTewa, abo iHwmMX noGidHux peakuiii (aus.
«llikyBanns kposoTeun Husicue). Buacninok obmemenoi abeopGuii npu sBeneHyi Npenapary y no3ax,
Lo 3HAYHO nepeBHLIyIOTE TepanesTH4Hi (50 mr abo Buue), ovikversca edekT HacHveHHs Oes
NOJANELLION0 3pOCTAHHA CePeIHBOTO PIBHA Y MIa3MI KPOBI.

Hassruii cneundiunmii nefirpanisyrouuii 3acit (anaekcaner ansha), sxnii npotiie hapMakoaorivanm
ehekTam pupapokcabaHy (IMB. KOPOTKY XapakTepHCTHKY npenapary avgexcaser anbdga). Tlpu
Mepeno3yBaHHi [ 3MEHLUEHHA BCMOKTYBaHHA PHBAPOKCADaHy MOMHA 3ACTOCOBYBATH AKTHBOBAHE
BYTiNNA.

Jikypauua kpoBoTEY

[pn BiHMKHEHR] ¥ nauicuTa, AKKi 38CTOCOBYE pUBapokcaban, yekIangHeHb ¥ BHIST KpoeoTEdi I
BIZKIIACTH MPHIOM HACTYNHOT 1031 pHBapokcabany abo MPHIHHKTH NiKYBaHHS 3AIEKHO Bi CcnTyauii.
Mepion wHanispMBefeHsa pusapokcalaHy CTAHOBHTL npuBaMsHo 5-13 romud  (IMB. pozain
«bapmakonoriuni  BaactueocTin). JlikyBaHus cnig  npusHauarH iHAHBIIYanLHO, 3a0eKHO B
IHTEHCHBHOCTI Ta NoKanizawii kposoTeyi. ¥ pasi notpefu moxua NPOBECTH HATEKHE CHMIITOMATHHHE
NiKYBAHHA, HATPHKNAZ MEXAHIYHY KOMNPECiD NpH iHTEHCHBH KpoBoTewi 3 Hoca, Xipypriuxui
FeMOCTas 3 MpolielypaMi KOHTPONIQ KPOBOTEWi, BiJIHOBNEHHA BOJHO-eNeKTPONITHOrO GanaHcy i
TeMOJNHAMINHY  THATPHMKY, MNEPENMBAHHA Npenaparis  Kposi  (epuTpoumTapHol  Mack  um
CRIKOZAMOPOSKEHOT TUTAIME 3aNekHo Bif acouiiiosanol anemii abo Koarynonarii) 4u TpomGounTie,
AKWO micas MpoBeleHHA 3a3HAYEHNX BMILE 3aX0iB KpPOBOTEUa He NPUIHHANACA, CITJ POITAHYTH
MOKTHBICTD 3aCTOCYBAHHA crietdiHoro HelTpanisyouoro sacody (anmexcanery anedpa), iHribitopa
(akropa Xa, akuil npotuaie dapmakonoriunuM  edextam pusapokcabany, afo cnemianbhmx
NPOKOArYIAHTHHX Npenaparie. TAKKX AK KOHUEHTPaT npoTpoMGiHoBOrD Komnnekcy (PCC), KOHUEHTpAT
aKTHBOBAHOTO MpoTpomBinoBoro kommiekey (APCC) abo pexomBinantiuii daxrop Vla (rf Vila).
[Mpote kniniunnii nocein 3acTocyBaHHs UMX Nikapchkux 3acobis npH nepenosyBanyi pHeapokcabany
ofmewennii. Pexomennauil Takos OasyloThcs Ha oBMekeHHX IOKNIHiYMMX nanux. Piuenus npo
KOpekiliio no3u pekombinanthoro dakxropa Vlla Ta Turpysanus npuiiMawoTs 3 OrnAny Ha CTYMiH
KOHTPOIIIO HA KPOBOTENEI0. V' pasi MaCHBHHX KPOBOTEY CNijl POIMAHYTH HTAHHA PO KOHCY/ILTALI0
FEMATOIONa 3ANeHHO B CHTYALIT (AMB. po3ain «DapMakoNoriYHi BIaCTHBOCTIN ).

IMporaminy cyaedar | sitamin K He noeunni BnnMeaTh na AHTHKOArYAAHTHY AKTHEHICTL
pueapokcabany. Haapuuil oGmesennii gocein sactocyBaHHs TPAHEKCAMOBOT KHCIOTH Ta BiACYTHIR
AOCBI 3aCTOCYBAHHA AMIHOKANPOHOBOT KHCNOTH Ta anpoTHHIHY nauicHTAM, ki JACTOCOBYIOTE
pusapokcaGan. Haykosoro ofrpyHTyBaHHs AoUiNkHOCTI aBo JOCBIAY 3ACTOCYBAHHA CHCTEMHOTO
FeMOCTATHYHOrO NPenapaty AECMONPECHHY AN YCYHEHH: CHMNTOMIB NepejosysaHHs puBapokcalany
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HeMmae. 3 OrNALY Ha BHCOKE 3B #3VBAHHA 3 OINKAMM riasMu KpOBI O4ikyeThCA, 10 pHEapokcadad He
BHEOJHTHMETLCH 3 OPraHi3My [LIAX0M dianisy,

Hatiuni pearyii
YaaraneHenuii npodine Gesnexn
besnexy pueapokcabany BUBYANM B |3 KMNIOYOBMX TOCT KEHHAX dhasu 111 (ane. Tabauwo 8).
3aranom 69608 N0pPOCAHX NALIEHTIB ¥ JleB STHANLUATH NOCTiIHeHHAX dazit 111 1a 488 negiarpuunnx
NAEHTIB ¥y ABOX fgochimwenusx dasn 1l | ABoX [ocHimKeHHAX asu 11 s3aswanu snauey
pHBapoKcabany.

Tabnnua 8
Kinkkicts nauientis, saransda oGoea 103a Ta MakcHMalibha TPHBANICTE NiKYBAHHA AOPOCIHX Ta
NENIATPHYHIX NaLieHTiB POTATOM A0ciTkeHs hazu 111

Mokasanns Kinukictes Jaraneua nobosa go3a Makcumansna
nauienris® TPHBATICTE
i NiKYBaHHA
Mpodinakruka BeHosnod 6097 10 mr 39 gnie

Tpomboenbonii (BTE) v nopocanx
NALIEHTIE, AKHM MIPOROIATE
ONEPaTHBHI BTPYYaHHA 3
CHIOMPOTE3YBAHHA KYIBUIOROID
YH KOJIHHOTO cyrnodie |

Mpodinawruka BTE v comatuannx 3997 10 mr 39 nuis
- XBOPHX

Jlikyeauus TpomGo3y rmubokux 6790 1-21 neuk: 30 mr 21 micau
sed (TI'B), rpomGoemGonii 22 news i gani: 20 mr

nereHeroi aprepil (TEJIA) ta [licna moHaliMenwe 6 Micauis:

npofilakTHra pelnInny 10 Mr abo 20 mr

JNikypanus BTE ta npodinakruka 329 Joza, CKOPHTOBAHA 38 MACOD 12 micsuir
peunaueie BTE vy Tina, ang NOCATHEHHS Takol
HOBOHAPO/KEHHX Ta AiTeil BikoM EKCTOINLLT, 3K 1 ¥ JOpOCHX,

ao 18 pokie nicns nouarky AKi oTpuMyBanu 20 Mr

CTAHAAPTHOT AHTHKOArVISHTHOT pHBapokcabany 1 pas na noGy

Tepanii Ana nikyeanus TTB

IMpodinaktika iHcyneTy Ta 7750 20 mr 41 micaus

cHeTeMHol emBonii y mopociny
NALICHTIB 3 HEKNANAHHOD
| hiGpunauien nepencepnn

[MpoginaxTuka 10225 5 mr abo 10 mr gignosiano, 31 micaup
aTepoTPOMDOTHYHHX ABMIL oanoqaco 3 ACK abo 3 ACK

NAWEHTIE NicAsA Neperecenoro Ta KJIonigorpenem un

I'KC THEIONI ANHOM

MpodinakTika 18244 5 Mr oanodacHo 3 ACK abo 10 47 micauin
arepoTpoOMOOTHYHHX — ABHUL ¥ Mr |
nauieHTie 3 IXC/3ITA 3256 5 Mr oaHodacHo 3 ACK 42 micaui

* MauienTn, 7Ki oTpHMany npusaiiMuei oy tosy pHBapokcabauy.
** 3 nocnimxenns VOY AGER PAD,

Haiiuacriwe y nauienTip, ski 3actocopysanm pusapokcabas, BigzHauamn Taky nobiuHy peakuilo, Ak

KpoBoTei (AMB. po3ain «OcobInBOCTI 3aCTOCYBAHNAY Ta HABEACHHIT HIDKYe migposain «Onie okpeMux

nobivHnX peakuiiin) (aue. tabauuro 9), Haftwactiwimu Gymm nosinoMnenna Mpo HOCOBI KpoBOTEYi
(4,5 %) Ta KPOBOTEY] IWAYHKOBO-KHIIKOBOTO TpakTy (3.8 %).

Tabnius 9
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Hactora possuTky kposoTed* Ta awemil v nauiewTie, Ak 3ACTOCORYBANH pHBApOKcabaH npoTarom
saeepuieHix aocnixens dasn 1 3a yaactio gopocnux Ta negiaTpHYHMX nauicHTis

l [Mokazanns bynb-sika kposoTeua AHemin
| Mpodinaktuka BTE y nopocnnx naumientis. | 6.8 % nawieHTie 5.9 % nauicuTie

AKHM TMPOBOJATL ONEPaTHBHI BTPYYAHHA 3

CHJIONPOTE3YBAHHA KYJIbLIOBOTO uH

KOJHHHOTO cyIrnobie o =

Mpodinaxtuka BTE y comatnynux nauientie | 12,6 % nauicnis 2,1 % nauienTin
| Jlikysanns TI'B, TEJA Tta npodinaktika | 23 % nauientis 1,6 % nauienTie

PelnIuBy

Jlixysanna BTE ta npodinaktika peunausis | 39.5 % nauienris 4.6 % nauwienTis

BTE v HoeoHapomkeHUX T2 Jitell Bikom o
18 pokie nicna  nowarky  crammapraol
AHTHROACYIAHTHOT Tepanii

[podinakThka iHCYNLTY Ta cHCTEMHOT 28 wa 100 nauientopokis | 2,5 Ha 100
embonil y opocnux naienTis 3 | NauicHTOpoKiB
HeknanasHoo (ibpunaLieio nepencepin
[podinaktuka ateporpomboruunnx apmn y | 22 na 100 nauicHTopokie | 1.4 Ha 100
nauieHTie nicas nepenecenoro [KC NALHEHTOPOKI B
IMpodinaxtika areporpomGornunnx asnuy v | 6,7 a 100 nauientoporie | 0,15 wa 100
nauienrie 3 IXC/AIA naiienropokis®*
8,38 ma 100 (.74 na 100
nauicHTopokis® nauieHTopokip* **"

* Jlna Beix nocainmenk pusapokcatiany eci ABMUIA KpoBOTE 3ifpani, nosizoMaeHi Ta posraEHyTI.

** ¥ nocnimwenni COMPASS vactora anemii Gyna musekoro npu BHEOpHCTAaHHI BGipKoBOre nigxony a0 sGopy
inopmauii npo noGiuni peari,

**% Byp BHKOpHCTaHMH BHOIpKOBMI MIIXin D0 36opy nofiunux peaxii,

"3 nocnizmennn VOYAGER PAD.

Y rabnuni 10 waeseseno noGiuni peakidi, wo BHHHKaH NpH 33CTOCYBaHHI JliKapcLKOTro 3acofy
Pusapokcia y aopocamx Ta nefiatpuanux nauientis. MoGiyui peakuii poinofineHi 3a Knacamn cHcTeM
opratie (MedDRA) Ta yacTotow, Yactora noGivnmx Peakiliii BH3HAYAETHEA TAKHM YHHOM: JYIKE YACTO
(= 1/10); vacto (= 1/100 — <1/10); newacro (= 1/1000 — <1/100); pinko (= 1/10000 — < 1/1000);
myxe pinko (< 1/10000); yactoTa HeBigoma (He Mo#e BYTH BCTAHORNEHA, 32 HASBHUMH JAHHMH).

Tabnuua 10
Yei nobiuni peakuii, wo cnocrepiranies y nopocamx namiesTis, ski Opani yuacts y JoCHiuKeHHAX
azu 111, abo y nicnapeecrpauiiinnil nepion*, a y NejiaTPHYHIX NalieHTiR ¥ ABOX AoCAifKeHHAX (a3
Il ta apox mocnimxennax dasu 111

Hacto Heuacro Pigko Hys#e pigko Yactora
HeBioMa
Hopyuienna 3 bory kposonocnol ma Aimchamuynol cucmen
AHeMin TpomGounTos ]
{BENRYAKYH (BEmIOUaTH
BiAMORIAHI 30ibLUIEHHA KibKOCTI
nabopatophi TpomBouuTie)®,
napaMmeTpH) TPOMBOLIHTONEHIA
Hopyiwenns 3 Gory invunoi cucimes
AnepridHa peakiis, AHainakTHani
aneprivyumii pearii
JEPMATUT, (BRITOYAOUM
AHTIOHERPOTHYHMI Ta aHafiTaxTHYHK




| anepriunmii Habpak | | wokK)

| {Topyuienna 3 HoKy Hepaosol cucimemi

3anamopoHeHH, Mozkosi Ta
ronoBHHI Ol BHYTPIlLHbOMEPENH
KPOBOBHINEN,
CHHEONAABHAEH ¢Tau

Hopyenna 3 Goxy opzanis zopy

OuHuii [
KPOBOBMIIUE

{ BETIOUAIOMH
KPOBOBUIINE ¥
KOH FOHKTHEY )

Cepyesi nopyienua

| Taxikapnis

Cyounnl Ropyiienis

Aprepianena
FinoTeH3,
remaroma

Hopvuenna 3 Hoxy duxarsnol cucmeny, opeanis 2pyonol Kiimxy ma cepedocminmi

Hocoga EosuHodiibHa
KpPOBOTEHA, IHEeBMOHis
KEpPOBOXAPKAHHA

Hopyvienna 3 Boxy WOVHKOG0-KIIRKOS020 MPaEny

Kposoteui 3 acen, | Cyxicts ¥ poTi

LITYHKOBO-

KHLLIKOR]

KpoBoTedi

( BEITIOUAIOM I

PEKTANLHY

kposoTedy), Gink

¥ UAYHKORO-

KHITKOBOMY

TpaKTi Ta B

AingHLl KHBOTA,

AHcnencis,

HyJ0Ta, 3anop™,

niapes,

GnosaHHs "

Tenamofiniapni nopyuenna

Iigerenna lleuinkosa AHorTannua,

piBHA TpaHCaMmiHas | HEAOCTATHICT, NiBHICHHA
NIIEHIIEHHA PIBHA piEHA
Dinipybiny, KOH HTOBAHOTO
NiABHLIEHHA GinipyGiny (3
AKTHBHOCTI My#HOL OIHOHACHHM
docdarain kposi®, MiABHILEHHAM
TiABHLIEHHA AKTHBHOCTI
AKTMBHOCTI raMma- AJIT abo Bes),
raytaminTpancepazi | xojecras,
(e renaTHT

{ BKTHOMAIMH




i' renaTo-
UENONAPHE

YpaskeHHA)
Hopywenna 3 Bory wripu § Ridusiprol meanu
Crepbin Kponus auka Cunapom
( BEAWOMAKH Crisexca —
HeyacTi BHNaaku IkoncoHa /
reHepanizoBaHoro TOKCHYHIEH
ceepbey ), enigepManbHuit
BHCHIAHHA, HEEPOIs,
eKxiMo3. WripHuii DRESS-
Ta miawKipani CHHIPOM
KEPOBOBHIHBH N
Hopyuenna 3 GoKY OROPHO-PYX08020 anapamy, cRoayyHoi ma Kiemrxosol myanimn
Binb y kinuiskax” | lemaprpos KpoBoBuaKEH ¥ KomnaprmenT-
M HIH CHHOPOM
BHACTI A0k
KpOBOTEUI
Hopyviienna 2 Gory nupox | cevogusionLY uusxia
Yporexitaisui Hupkoga

KPOBOTEY

{ BETHOYARKYH
reMaTypiw i
meHoparin®),
NOpYIIEHHA
(hynxuii Hupox

{ BETHOUAIOYH
NiAEHIIEHHA PIBHA
KpeaTHHIHY B
KpOBI,
MiBHILEHHA PiBHA
CCHOBHHH B KPOBi)

HEOOCTATHICTE /
rocTpa HHpPKOBA
HEAOCTATHICTE
BHACTIIOK
KpoBoTeHi, 1o
CHNpHYHHATA
rinonepdysio,
Hedponaria,
MoE'A%aHa 3
npHiioMom
AHTHKOArYIAHTIR

Cucmemni nopyiuenns

Iapsuka®, Morane camonouyrrs | JTokanisosanuii
nepupepuanmii (BEAKOYAROYH Habpax”
HabpAK, 3arankHe | HERIy/aHHA)

noriplieHHn

CAMONIOYYTTA T

IHHHECHHA

AKTHEHOCTI

[ BRTHOMAKY T
BTOMITHIBAHICTE TA
ACTEHIID)

Pexynemamu ananizie

IMigeHieHHS piBHs
NaKTaTAeriAporeHay
(JIATY", minsimiens
piBua ninasn®,
NiZABNEHHA piBHA

aminazn®

Tpasmu, ompyenid, npojedypri Vertaduenns




IMoctnpo ue,n}p:ta ' ]_(:}",.'J,IiHHa

KpoBOTEYA ncesnn-
(BEIIOMAKH aHespuimat
nicnaonepauiiiny

AHEMIK TA

KPOBOTEYY 3 paH),
CHHLLL, CeKpeLid 3
panu™ |

* Cniocrepiranica nin sac npopinaxtukn BTE v nopocnux nawienTis, sei NPOBROIKIIOCH MUIAHORE ONEPaTHEHE
BTPYUaHHA 3 eHACTIPOTEYBAHHA KYAbIL0B0ro afo KomiHHOrO cyraotin,

% Cniocrepiranuca nin sac nixysanns TTB, TEJIA Ta NpodiAakTHEN PELHINEIR IyHE YACTO ¥ #HIHOK BiKOM 10 35
pokis,

Y Buznayanuca Sk Hewacti npH nposetendi npofifakTEn aTepoTpOMBOTHYHNY REMII ¥ DallieHTis, =K
nepedecnu FKC (nicna HKB).

* ByJio BHKOpHCTAHO 3a3nanerine BHzHaueHnii BuOipkoBKi niaxin no 36opy iHpopmauii npo noGiuui peaktii B
oxpemux nochigwensax dasm 1. Yactora noiunnx peakuiii ve s6ineumnack i He Gyao incHmndikosano HoBMx
MOGIUHHX peakiiil nicns aHaniay WHx Ao THeHE.

Onue okpemux nobiynnx peakuiii

3 ornagy Ha (apmakonorisauii Mexawism aii pusapokcaGaiy. 3acTocyBaHHs fniKapceKoro zacofy
Pupapokcia Mose acouiloBaTHes 3 NiABMIEHHM PHIHKOM BHHHKHEHHA BHYTpilHEOT abo BigkpuToi
KpoBOTEYi B OyIb-fAKHX TKAHHHAX Ta OPraHax, L0 MOXKE NPHIBOJHTH [0 TOCTreMOpariyHol amemil,
CHMNTOMH Ta CTYNiHL TAMKOCTI (BKIIOMAWYM JeTATBHI BHNMANKM) 3anemarts Bij nokanizauil Ta
BHP@KEHOCTi kposoTeui Ta/abo amwemil (aus. posmin «llepenosysanns [«/likyBanus kposoTedn]). Y
nporeci KIHIMHHX A0CAiKeHs KPOBOTEYi 3i CIM30BMX OBONOHOK (HANPHKIAN HOCOBI KpPOBOTEYI,
KPOBOTEHi 3 fCeH, LWIYHKOBO-KMIUKOBI KPOBOTEYi, KpOBOTEHi 3 OpraHiB CEMOCTATEBOT CHCTEMI,
BEIIOUAKOYH AHOMANEHY BATiHANLHY KpoBoTedy afo NOCHIEHHS MEHCTPYATLHO! KPOBOTEYi) Ta aHeMis
TPANJATHCA YacTille NpH  AOBMOTPHBATOMY JikyBaHHi puBapokcabaHoM. Hiw MpH  JiKYBAHHI
aHTaroHictami Bitaminy K. 3samaioun Ha ue, OKpiM HaleKHOTO KATHIYHOrO HArIAMY, ¥ BiANOBIZHMX
BHNA/Kax AOUINLHO TNPOROAHTH NabOPATOPHHIT KOHTPONL NOKaIHHKIE reMornobiHy/rTeMaToKpuTyY 3
METOI0 BUABNEHHA NPHXOBAHNX KPOBOTEY | BU3HAYEHHA KAIHIYHOT 3HAYYLIOCTI ABHHX KpoBOTeY. PH3NK
BUHHKHEHHA KpOBOTEHl MOke OYTH BHUIMM Y NEBHMX IPYN NaUieHTis, HAMpHKIAN ¥ MAaUieHTIR 3
HEKOHTPONILOBAHOIO  THAMKON apTepiansHol rineprensicio i/abo y mauienTiB, AKki ogHouacHo
NPHHMAKOTE MPEnapaT, AKWil BIANBAE Ha reMocTas (Aue. po3ain «OcofaHBOCTI 3acToCYBaHNA [«Puznk
PO3BHTKY KkposoTeun]). Moxnuse 30inbuienHs iHTeHCHBHOCTI Ta/abo Tpusanocri MEHCTPYANLHHX
kposoTed. [lposBamMy reMOpariHHMX ycknajHeHbs MOYTE 6yTH cnabKicTs, GniaicTs, 3ANaMOpPOYEHHA,
ronoBHiH Gink abo Habpak Hes'acosaHoi ertionorii, AHCNHOE, WOoK HeBigomol etionorii, ¥ geaxux
BUNAZKAX, AK HACNOK AHeMil, cnocTepiralics Taki CHMITOMH ilwemii cepud, fx Oinb y rpyasx aGo
CTEHOK2Pig.

[Tpu 3acrocysanni nikapekkoro sacofy Pusapokcia nosigomnsnocs npo BTOPHHHI YCKNAAHEeH A, BiToMi
AK HACTIOK THKKOT KPOROTEUI, TAKI K KOMIAPTMEHT-CHHAPOM | HHPKOBA HENOCTATHICTD BHACII 10K
rinonepdy3ii ado sedponaris, nos’asana 3 npuiiomom aHTHKROArynauTie. ToMy nia wac ouinkn crany
MALIEHTA, SKOMY NPH3HAYAI0TE AHTHKOATYIAHTH, CAif 3BAKYBATH PHANK BHHHKHEHHS KpoBOTEYi.
[Moginomaenus npo ninospiosani nobiuui peakuii

[osinomnenns npo nodiuni peakwii nicns peecrpauii fikapeskoro 3aco0y Mac BAMUTHEE 3Hauenua. lle
A4E 3MOTY  MPOBOAMTH MOHITOPHHT CHiBRIIHOICHHS KOPHCTB/PH3MK NpH  32CTOCYBAHHI LBOTO
nikapeekoro sacofy. Memuunum Ta dapmatesTiuHIM npauisHMKaM, a Takoxk nauientam afo ix
JAKOHHIM MPEICTABHHKAM CiA NOBIAOMISTH NPO YCi BUNAAKH Nifjo3proBannx nobivxux peakiifi Ta
BICYTHOCTI edeKTHBHOCTI Jikapebkoro 3acoBy uepes ABToMaTiioBany indopmauiiiny cueremy 3

(hapmakonarasny 2a nocunannam: https:/aisf.dec.gov.ua.

Tepmin npugaTHoeTi
3 pokn.
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¥moen 3bepiranna

Mns nikapeekoro 2acoby e notpiGHi ocobnuei ymonn 3bepiranna. 30epirath B HeLOCTYNHOMY s
aireii micui.

¥nakosxa. Ilo 14 tabnerok y Gaicrepi, no 4 ago 7 Bnictepie y kopoGui.

Kateropin sinnycky. 3a peuentom.
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