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Haxaz Minicreperea oxoponn
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IHCTPYKILIA
JUISL MEAHYHOTO 32CTOCY BAHNS JIKAPCLKOT0 3ac00y

KAPJATVKCAH®
(KARDATUXAN")

Crnan:

Air0Ya pevoBHHA: PHBApOKCAtaH;

1 TaGneTtka, BKpHTA NAiBKOEOK 0GONOHKOK, MICTHTE pruBapokcabany 15 mr abo 20 mr;
JONOMIXKHI PEYOBHHH: JAKTO3H MOHOripar, uenono3a mikpokpucraniyda (tin 101), narpiio
KpockapMenosa, rinpoMenosa 6¢P., narpiio naypuincynsar, Martiio creapar;

niiskosa odoronka dosveanna 15 wme: Opadry 33G240000 Pink (rinpomenosa 6¢P, turany
aiokeun (E 171), nakro3n monorigpar. makporon PEG 4000 (E 1521). Tpuauetun, 3a1iia okcHa
xoeTHi (E 172), 3aniza okena yepeonnii (E 172)):

niigrkosa odotonka dozyeanns 20 m2: Opadry 33G265006 Red (rinpomencsa 6¢P, turany
aioxena (E 171), nakrozn monorigpart, makporon PEG 4000 (E 1521), tpuaueTvn, 3aniza okcHi
swoeTui (E 172), 3aniza oxcun uepsonnii (E 172), 2aniza okeu wopuuii (E 172)).

Jlikapeska dopma, TabneTku, BKPUTI IHBKOBOK 000N0HKOD,

OcHoeHi hiznko-XiMiYHI BIACTHROCTI:

TabGnerkyn, BEpuTi obonoHkow. 15 Mr: kpyrni Apoonykni TabaeTKW, BKPHTI 00ONOHKOK
POMKEBOI0 KOMBLOPY, 3 rpaBipyBaniam « D2» va oauiii croponi. iamerp npubauzno 6 mm.
TaGaetxn, skputi obononkoo. 20 mr: kpyrni Agoonykii TabneTKH, BEPUTI NNIBKOBOIO
0G0NOHKOK KOPHYHEBO-4YEPBOHOTO KOJILOPY, 3 rparipyBanHaM «D3» Ha oauiii croponi. Miamerp
npudau3Ho 7 MM.

dapmakoTepaneBTHYHA rpyna. AututpomOoTHyHi 3acobu. [Mpami inriGitopn dakropa Xa.
Pupapoxcaban. Kog ATX BO1AFO1.

Daprearonoivni eracmugocmi
Daprarodunavia

Mexaniam aif

Pusapokcaban ~ BUCOKOCENEKTHBHHMI npaMuii iHriGiTop dakTopa Xa, 10 Mae JOCTATHRO BHCOKY
DioOCTYNHICTE MPH NepopanbHOMY 3acTocyBaHHi. BIOKYBaHHA axkTHBHOCTI (aktopa Xa
MepepHBac BHYTPIUHIA Ta 20BHIHIA WNAXH KoarylauidHOTO Kackamy, i, AK Hacnigok,
npHrHivyeTbes GopMysanns tpomBiny Ta yTOpeHHs TpomOy. PuBapokcaGan Geanocepeltbo He
NPUIHIYYe aKTHBHICTE TpoMBiHy (akTHROBaHOrO daktopa I1) Ta He Bnnueae Ha TpoMOOUHTH.
hapmakoaunamiuni ederth

[Ipu 3actocypanHi y mofei BiaiHaueHo N0303aNexkHe iHridyeanHa akrusHocti daktopa Xa.
[Ipp  eukopuctanni Tecty Neoplastin  puBapokcaGan Mac J0303aleXkHHIl  BIUIMB  Ha
npotpombinoeui wac (IT4), mo nocToBipHo Kopemoe 3 KoHUEHTpaUie y nnaiMi kpoei (r =
0,98). Tlpu pHKOpHCTaHHI IHWMX Tecris/wadopie pesynwrtati OvayTe iHwHMH, [Tokazanug
npuaany NoTpidHo 3HIMATH Y CeKYHIAX, OCKINLKH MDKHAPOIHE HOPMANIZOBAHE BiIHOLIEHHA



(MHB) BinkaniGposane Ta npoBanigoBaHe TiINBKM A8 KYMapHHiE 1 foro He MomuHa
3ACTOCOBYBATH A8 [HWHX AHTHKOArYIAHTIB,

¥ nauieHTiB, AKI OTPHMYIOTH pHBapokcaban s nikyeawua TpomOo3y ranbokux sen (TI'B),
Tpomboembonii nerenesol aprepil (TEJIA) i npodinaktuku peumausie TI'B i TEJA, 5/95-
npoueHTHis ana nporpombiny (Neoplastin) uepes 2—4 rogunu nicng npuidomy Tadnerku (TobTo
i1 4ac JOCAFHEHHA MAKCHMANLHOID eierTy) KonueaoTeed Big 17 ¢ ao 32 ¢ ana tabnerok no
15 mr 2 pa3u ua noby abo sin 15 ¢ 1o 30 ¢ — ana TaGnetok no 20 mMr | pas Ha noBy sianoeigHo.
Ilpu miniManeHii KoHueHTpauii purapokcabany (depes 816 roaun nicns npuiomy tabnerku)
5/95-npouenTHnis Ha TNi g03K 15 Mr pusapokcabany 2 pasu Ha nofy konumeawoTses i 14 ¢ no
24 ¢, a nas noad 20 mr pueapokcabany | paz Ha no®y (vepes 1830 roawH nicna npuiiomy
TabneTku) —Bin 13 ¢ no 20 ¢.

Y pauieHTiB 3 HewnanaHHow Qidpuisniclo nepencepib, SKi OTPHMYIOTE puUBapokcabad [
NpoiNaKTHEY IHCYABTY 1 cHeTeMHoT embonii. 5/95-npouentunie ana nporpombiny (Neoplastin)
yepes 14 roaunu nicns npuiioMy Tabnerkw (ToODTO NiA 4AC AOCAIHEHHA MAKCHMATLHOIO
edexTy) KonuBaroTeea Big 14 ¢ go 40 ¢ y nauientis, axi otpumysanu no 20 mr 1 pas na o6y,
abo eiag 10 ¢ go 50 ¢ y nauieHTIE 3 HEPKOROK HENOCTATHICTHY CEPETHLOTO CTYNEHA TAMKKOCTI, AK
zacTocoByBanu no 15 mr 1 pa3 wa nody. Ilpu midiMmansHil koHuenTpauii (vepes 16—36 rongun
nicas npuitomy tabnerku) 5/95-npoueHTHAIB Y MallieHTIB, AKI OTPUMYIOTE JiKapchKMii 3acib y
no3i 20 mr 1 pas sa noby, woimearoThed Big 12 ¢ mo 26 ¢, y nauieHTiR i3 HHPKOBOIO
HENOCTATHICTIO CEPENHBOTO CTYNEHA TAKKOCTI, AKI OTPHMYIOTE NiKapceKHi 2acid v gozi 15 Mr |
paz Ha nofy —ein 12 c go 26 c.

Y xoni kniHiko-thapMakonorivHOTO JOCTIKEHHA 3 BMBUEHHA NPHTHIYeHHS (dapMakoIHHAMIKH
pHBapokcabaHy y 3A0pOBHX Jopociaux Ao0poeoibli (n = 22) NpoBOAWNACH OLIHKA BIUTHRY
oaHopaszoeux 103 (50 MO/kr) konuenTparis nporpomdinosoro koMiuiekey (PCC) aBox pisHux
munis: PCC i3 tphox daxropis (dacropu 11 IX ta X) ta PCC i3 worupeox daxtopie (dakropu
II, VII. IX ta X). Ilpy sactocysauni PCC i3 1phox dakropis cnoOCTepiranoci 3HHMEHHHA
cepennix 3Havens [TY (Neoplasting npuGnuino Ha 1,0 ¢ 2a 30 xeunud, a va i PCC i3 yoTHpLOX
(hakTOpiB TaKi 3HAYEHHA IMEeHIKIKCs npudau3no Ha 3,5 ¢. Haromicts PCC i3 Tprox dakropie
MaB TOTYXKHIIIKI Ta WBWANIKG 3aranbHUi BIUIHB HA TNPHIHIYEHHA 3MIH B YTBOPCHHI
eHporeHHoro TpoMGiHy, Hix PCC i3 yotipeox dakropie (aue. poszain «Ilepenosysainsy).
Taxox pueapokcabaH 10303aN€XHO NiBHUIYE aKTHEOBAHWH YacTKOBHH TpoMGONIacTHHOBHI
yac (AYTY) i peaynwrar HepTest, onHak 1i mapaMeTpH He peKOMEHIYETBCA BMKOPHCTOBYBATH
AnA  OliHKM  hapMakoaMHaMiuHMX  ediekTiB  puBapokcabany. YV nepion  niKyBaHHs
pHBapokcabaHOM NPOBOJAMTH MOHITOPHHI MapamMeTpiB 3ropTaHHd Kposi He notpibuo. Ilpote y
pa3i KaiHivHOT HeoOXimHOCTI piReHb pHBapokcabaHy Moke OyTH BHMIpAHMH 3a J0MOMOroIo
KanibpoBaHmux KinbKicHuX TecTiB Ha anTHhakTop Xa (auB. po3nin «PapMakoKiHeTHKaR ).
[eniarpuyni namieHTH

M4 (npu BukopucTaHHi Tecty Neoplastin), PCC ta antu-daxrop Xa tect (kaniOpopanuii
KUILKICHHI) NOKa3yloTe TICHY KOPENANil 3 KOHUEHTpauiclo pupapokcadaHy B naa3Mi Kposi y
niteit. Kopenauis mix antu-Xa | KoHUEHTpauield y nuasmi KpoBi € JiHIHHOIO 3 HaxHIOM,
Onmapkum 10 1. MoskyTh BHHHKATH OKpemi po30iHOCTI 3 BHILAMY a0 HHKYUMH 3HAYCHHAMM
aHTH-Xa MOpIBHAHO 3 BIANMOBIAHOK KOHLEHTpauicw y riasmi kpoei. Hemae neoGxignocti B
PYTHHHOMY MOHITOPHHTY IIapaMeTpiB 3ropTaHHs KpoBi Mil 4Yac KJAHIYHOro JiKyBaHHs
puBapokcabaHoM. OnHaK, AKIIO € KNHIYHI NOKazaHHA, KOHUEeHTpalilo pusapokcabaHy MOMXHa
BHMIpATH 3a JonoMorow KailibpoBaHMx KinkkicHHX aHTH-thaktop Xa TecTiB ¥ MKr/a (aMe.
Tabanio 10 y posaini «PapMakokineTHkar A AianasoHie crocTepeskyBaHuX KOHUEHTpauiii
puBapokcabaiy y niasmi KpoBi y aiteit). HumHio MeKY KilbKICHOro BH3HaY€HHS HeoOXiaHO
BPaxOBYBATH, KOMM AHTH-Xa TECT BHKOPHCTORYETRCH Ul KiABKICHOT OUWIHKH KOHUEHTpauif
puBapokcabany ¥y nuasmi kpoei vy aiteit. [loporoeux nokasHukie edekTHBHOCTI M De3neKH He
BCTaHOBJIEHO.

Kniniuna edextunicTs i Geanexa

Hpoginarmura fncyasnty ma cucnemuoi emBonii npu wekianannin iopuasyii nepedeepos




Kniniyna nporpama pocnimkens pupapokcaGaHy Oyna pospodiieHa 3 METOK JIEMOHCTpauii
ethexTHBHOCTI 3acTOCYBaHHA pHBapokcabany 1aa npodinaKTHEH IHCYILTY Ta cHeTeMHOT emBonii
y MawieHTIB 3 HeknananHow Gidpuasuico nepeacepis.

Y Gazosomy noagiiinomy chinomy pocnigaendi ROCKET AF maanu yuyacte 14264 nauientn,
HACTHHA 3 AKHX OTpHUMYyBana pueapokcaban v 1031 20 mr | pas na 1oy (nauieHTH 3 KnipeHcom
kpearuHiny 3049 mn/xe — 15 mMr | pa3 va noBy), inma wacTuna — Bapdapui 3 THTpPYBaHHAM J10
uinbosoro piena MHB 2.5 (tepanepTiunnii aianazon 2,0-3,0). Cepenua TpHBanicTs NiKyBaHHA
cradoBuna 19 Micauie, a HaimoBwa TpHBanicTs NikyeBaHHs — fo 41 micaud. 34,9 % nauienTis
OTPHMYBANH CYNYTHIO Tepanmilo auetuncaniuunoeow  kucnotoww (ACK) 1 114 % -
anTHapuTMiuHi 3acobu 11l knacy, y Tomy unenl amiofapoH.

Pupapokcaban He nocrynaersea sapdapuiy 3a eeKTHRHICTIO ¥ TIEPEHHHIN CYKYNHIHA KiHUeBi#
Touli (iHcynbT i cucremHa embonis 3a mexkamu LIHC). Cepen nauienTtie, Aki oTpHMyBajiu
NIKYBAHHA 3TIHO 3 NIPOTOKONOM Y nepioa npuidomy npenapatie, 188 nepBuHHMX BHNaakis
IHCYABTY Ta cucteMHol emGonii (1,71 % Ha pik) posBHHYHCA Ha pHBapokcabani Ta 241 (2,16 %
Ha pik) — Ha eapdapuni (Binnowenus pusukis (BP) 0,79; 95 % noeipunii intepsan (I1) 0,66—
0,96; P < 0,001 3a nokasHukoMm «He noctynaerses»). Cepen yciX nauwieHTIE NEpRHHHI ABHLIA
puaHauanics v 269 nauientie, axi npuiiManu pueapokcaban (2.12 % wa pik), Ta y 306
nauieHTie, Aki npHitmany eapdapus (2,42 % ua pik) (BP 0,88; 95 % JI1 0.74-1,03; P < 0,001 3a
NOKa3HHKOM «He nocTynaeTeca»: p = 0,117 3a nokasHukoMm «nepeseplryen). Pesynbtare 3a
BTOPHHHHMH KIHLUEBUMH TOYKAMH, 110 JOCHIKYRANHCh B iepapxivnomy nopaaky nig yac ITT
aHanizy, HageneHo B Tabnuui 1.

Cepen nauieHTis 3 rpyns, sxa jdikyeanacd papdapurom, nokazauk MHB snaxonuecs y mexkax
TepanesTHudoro  aianasony (2,0-3.0) B cepenmbomy 55 % uwacy (meniaHa 58 %
iHTepKBapTHALHMI ajanazon: Big 43 no 71). EdextuenicTs pupapokcabaHy He BinpizHanacs
3aneKHO Bijl NOKA3HMKA Nepiojly y TepancBTHYHOMY lana3oHi B UeHTpi (Y4ac NiATpUMaHHA
uinkoBoro gianazody 3xaveds MHB 2,0-3.0) v kpaptunax oasaxororo posmipy (P = 0.74 ana
B3aeMoaii). V memax HalBMILOro KBApTHIK BiANOBiAHO 10 3HAYeHbL Y HEHTPI, BiHOWEHHA
pH3HKIR A8 pueapokcabany nopisxaxo 3 sapdapunom cranosuno 0,74 (95 % J11 0,49-1.12).
UactoTa noiii OCHOBHOrO NOKa3HMKa Oe3nekd (MacHBHI Ta HeMacHBHI KIIHIYHO 3HAYYIi
kposoTedi) Gyna noaifHoo B 060X rpynax nikyeanHa (ame. Tabmumo 2).

TaGnuua |
IMokaznuky edexTHBHOCTI 32 pesyabTatami nocnimkenns dazu 11 ROCKET AF

Tonynsuia nocnimxenns | Ananis ed)ekTHBHOCTI ¥ nauieHTis 3 HeknananHow qibpunauieo
Nepe/Icep/ib, 3aeKHO Bi/l MPHIHAYEHOTO JTiKYBAHHA
TepanesTHuHa 0034 PupapokcaGau 20 mr | Bapdapun, Binnowenng
1 paz Ha noby (ana THTpOBaHHA 0 PH3IHKIB
NAUIEHTIE 3 WiAsOBOro aHadends | (95 % I
NOMIPHOIO MHB 2.5 p-3HauEHHS,
HHPKOBOK (TepaneBTHYHHH aHanis 3a
HEeIOCTATHICTIO — nianazox 2,0-3,0) NOKA3HHKOM
15 mr 1 paz va nody) | Yacrora nogiit (Ha “IepeBepLIYED
Yacrora noaiit (na 100 nauicHTOpoKiB)
100 nauieHTOpoKie)
IHcyneT  Ta  CcHCTeMHa 269 306 0.88
embonia 3a memamu LIHC (2,12} (2,42) (0,74-1.03)
0,117
[Hey LT, cHeTeMHaa embonisd 572 609 0,94
3a Mmemamu LUTHC 1a eMmepTh (4.51) (4,81) (0,84-1.05)
BiJ CYVAHHHHUX 3AXBOPIOBAHL (0.265
IncyneT, cHeTemHa embonia 639 709 0.93
3a memamu IHC, cMmepTe (5.24) {5.65) L (0.83-1,03)




Mokaiuuku Gesnexu 3a pezyastatamu gochisxensa dasu |11 ROCKET AF

BiJL CVIHHIHX 3aXBOPHBAHE r 0.158
Ta inaprT Miokapia .
IHCyneT 253 281 0,90
(1.99) (2.22) (0.76-1.07)
0.221
Cucremua  emBonia za 20 27 0,74
mexamu LIHC {0.16) (0.21) (0.42-1,32)
0,308
Indapkr Miokapaa 130 142 0.91
(1,02) (1,11) (0,72-1.16)
0.464
Tatnuus 2

[onynsuis nocnimprenHs

[MauienTn 3 Heknananxow GiGpuasuieo nepeacepas”

TepanesTHYHA 1034

Pusapokcaban 20 mr
| pa3 Ha o6y (ana
MNALICHTIE 3
NOMIpHOIO
HHPKOBOIO
HEMOCTATHICTIO —

15 mr | paz Ha poby)

| Bapgapun,
THTPOBAHHH Jo

LUUTEOBOIO
suagenna MHB 2.3
(TepaneBTHUHUI
mianason 2,0-3.0)

YactoTa noniii (Ha

Bianomenua
puzaukie (95 %
HI)

p-3HAYeHHA

Yactora nogii (ua | 100 nalieHTo-
100 naiieHTOpoOKiE) | POKiB)

MacusHi | HemacHBui 1.475 1,449 1,03 (0,96-1,11)
ENiHIYHO 3Ha4vLLl KpoBoTEYi (14.91) (14.52) 0,442
MacueHi kpoBoTEYi 305 386 1,04 (0,90-1,20)

(3.60) (3.45) 0.576
JletaneHi BUNATKH 27 53 0.50 (0.31-0,79)
BHACMI 10K KposoTedi® (0.24) {0.48) 0,003
KpOBOBHIHE ¥ KPHTHYHHIH g1 133 0,69 (0,53-0.91)
oprai* (0,82) (1,18) 0,007
BHy TpilHBOMEpenHUi 55 84 0,67 (0,47-0,93)
KPOBOBHIHE® (0.49) (0,74) 0.019
FHHHKEHNA PIBHA 305 254 1.22 (1,03-1,44)
remornobiny* (2,77) (2,26) 0,019
I"emoTpanciyzia 2 abo 183 149 1,25 (1,01-1,55)
Binble OOHHHLD (1.65) (1.32) 0,044
EPHTPOLUTAPHOT MACH M
uinLHoT kposi®
HemacHBHa KNiHIMHO 1,185 1,151 1,04 (0,96-1.13)
3HauVILA KPoBOTEYA (11,80) (11,37) 0,345
JleTaneui BUNajgky 3 0y Ib- 208 250 0,85 (0,70-1,02)
AKHN MPHHMHH (1.87) (2,21) 0,073

 Monynauia 3 BuBHeHds Gesnexu (Nia Yac nikysaHHA).

* YMOBHO 3HAUYLLE ARHILE.

Jonatkoeo no pocnigaends dasu 1l ROCKET AF 6Gyno npoeeieHo NpPOCNEeKTHEHE
HeKOHTPONLOBAHE micnapeccTpauifine HeiHTepBeHliliHe BiAKpHTE KOrOPTHE AOCHIIKEHHS
(XANTUS) i3 ueHTtpanizoBaHol0 OUIHKOK KiHUEEMX TOHOK, BKAKOHAIOYH TpomOoemOBoniuHi
ABMIIA Ta cepilozni kposoTeui. J11A BHBYSHHS KAIHIMHOT NPAKTHKK MONEPEKEHHS IHCYALTY Ta




cHeTeMHOT emGonii nosa mewamu LIHC y noenimxenns 6yno exmoueno 6704 nauientd 3
Hexnanannoo diGpuasuicio nepencepas. ¥ pocaimaxenni XANTUS cepeaniii fan 3a wikanow
ouiHkH pusnky incynety (CHADS:) cranosus 1.9, cepeaniii fan 3a wkanoko OUIHKH PHIUKY
kposoted (HAS-BLED) cranoeus 2,0, Toni s y nocigxenni ROCKET AF cepeani Ganu 3a
CHADS: ta HAS-BLED ctanoswan gianosiaso 3,5 ta 2,8. Cepito3ui kpooTeyi y J0CHIKEHH]
XANTUS cnoctepiranucs v 2,1 Bupnanky Ha 100 nagicHtopokis. JleTanbHi KposoTeui
cnocrepiranues y 0.2 unanky va 100 nauieHTopokis Ta BHYTpillIHEO4epenHi kporoTeui —y 0.4
punaaky Ha 100 nauientopokis. lncyast abo cuctemna emGonis (LLHC) Gyna saikcosana y 0.8
punajiky wa 100 nauientopokie. Taki cnocTepemeHHa Y KIHHIYHIE NpaKTHUl BiANOBIAAIOTE
BCTAHOBJIEHOMY NIPOMdinio He3neku 11s AaHoro noKasaHHs.

V nicnapecctpattifinomy HeiHTepPBEHUIHHOMY JOCITIKEHHI 3 YUACTIO NOHAL 162000 nauienTis i3
nernananHolo GiGpuianieo nepeacepik i3 4OTHPLOX KpaiH puBapokcaban npusHavaid s
npodiNaKTHKH [HCYALTY T4 CHCTEMHOT emBonii, Yacrora Bunaakie iWeMivHOrO IHCYIBLTY
crasoeuna 0,70 (95 % JII 0,44-1,13) wa 100 nauientopokis. KposoTedi, o MpHIBEId 10
rocnitanisanii, suuukany 3 sacrororo 0,43 (95 % JII 0.31-0.59) nogii na 100 NaicHTOPOKIE
Ans BHYTpilHBOuepenHoi kpoeoteui, 1,04 (95 % [ 0.65-1.66) — and WAYHKOBO-KHUIKOBOL
kposoreui, 0,41 (95 % JII 0,31-0.53) — nna yporeHiTansHol kposoteui Ta 0,40 (95 % 11 0,25~
0,65) — An8 iHUIKHX KPOBOTEY.

[auienTy, AKi NPOXOAATE NPOLEAYPY KapaioBepeii

[IpoBoaMIOCA  NPOCTICKTHBHE  PaHaOMizoBaHe pinkpuTe  GararoleHTPOBE  NOLIYKOBE
noCTimeHHA 3 MackyBaHHam kpuTepiis ouinku (X-VERT), B Axomy B3fnM y4acTb 1504
naticHT (ski pasime NiKYBaTHCH NepopanbHUMH aHTHKOAry/ AHTaMH abo He OTPMMYBLIH B
MHHYIOMY Takoi Tepanif) 3 Heklanannow (iGpHAALIEo nepeacepib Ta 3ariaHoOBAHOK
NpoLeaypolo  KapioBepeil, B AKOMY MOpiBHIOBAnACk elpexTiBHicTE pHBapokcabany Ta
ckopurosaHoi Jo03H aHtaromicra itaminy K (panpomizaiis y cnisgignowenni 2:1) ans
nonepeKeHHA CepLEeBO-CYAMHHHX YCKIaIHEHb.

JactocoByBANACH KapiioBepcin Mil KOHTpodeM 4epe3 CTPaBOXifHOT exokapaiorpadii (HCExo-
KI) (1-5 muie nonepeaHroro Nikyeaxns) ado TpajuuiiiHa kapiiosepcin (UIOHAHMeEHILE TPH
THKHI Monepenuboro Nikyeanus). Hactawws nepBHHHOT KiHLEBOT TOYKH e EKTHEHOCTI
(komGiHalia iHCYILTY. TPAH3UTOPHOT iWeMivHOT aTaKy (TIA), cuctemHol embDonii 3a Mexamu
IHC. indapkry miokapia Ta neTanbHOTO HACHIAKY Yepes CepuUeBo-CyIHHHY NaToIoriin)
piganauanock v 5 (0.5 %) nauientie 3 rpynu, ska oTpUMyBana pusapokcaban (n = 978), Ta y 5
(1,0 %) nauienTis 3 rpynu, o NiKyeanack anTaroHicrom eitaminy K (n = 492; BiIHOCHHI PHU3HK
(BP) 0,50; 95 % JII 0,15-1,73; moaudikosana MONyIAlis MaieHTiE, AKHM Oy10 npu3HayeHe
nikysans). Spuma nepsuuHol Toukn GeaneKkd (MacHBHI KPOBOTEUI) CrIOCTEpIranues y 6 (0,6 %)
i 4 (0,8 %) nauienTie BiANOBiAHO y rpynax JNiKyBaHHs pHBapokcabaHoMm (n = G88) Ta
anTaronicTom Bitaminy K (n = 499) (BP 0.76; 95 % [JI 0,21-2,67; eubipka 111 OLiHKH
Geanexn). B 1bOMY NOWYKOBOMY JOCTILAKEHHI MPH NpOBEIeHHI kapaiosepcii eleKTHRHICTE Ta
Geaneka BUABMIMCA CINIBCTABHMMM B TpYNax NikyBaHHA pHeapokcabaHoOM |1 aHTaroHicTamu
BiTaminy K.

MauienTn 3 HekdanaHHow dibpuisiico nepeicepib, AKi NEpeHecId NEPKYTaHHE KOpOHApHE
prpyyanns (ITKB) 3i BeTaHoBneHHAM CTEHTA

ByJ10 MPOBEIEHO PaHIOMi30BaHe BiAKpHTE My abTHUEHTpoRe focnimkenns (PION EER AF-PCI)
3 yuactio 2124 nauienTip i3 Heknanannoio giGpuasuicio nepeacepib, [Ki nepeHecan [TKB s3i
BCTAHOBJCHHAM CTEHTA NPH MEPBEHHHOMY ATEpPOCKIEPOTHUHOMY 3aXBOPIOBAHHI, 3 METOIO
nopiBuAHHA Ge3nekn 3acTOCYBaHHA JBOX PEAMMIB pHBApOKCaDany Ta OAHOTO peMMY ABEK.
MauienTd GVIH PaHAOMIZ0BAHO PO3NOMINEH] HA TPYNN 33 PEKUMAMH Tepanil ¥ CMIBBiNHOWEHHI
I:1:1 i3 sarancHolo TpHBanicTio Tepanii 12 micauie. IMauientn 3 incynsrom abo TIA B aHaMHesi
BHK/IIOUAIMCS 3 JOCITIIKEHH,

Tpyna | 3acrocopyeana pusapokcaGan y a03i 15 mr 1 pas Ha 100y (10 mr 1 pa3 Ha noby A
nauicnTis i3 kiaipencoM kpearuuiny 30-49 mn/xs) B komGinauii 3 iHriGiTopoM pelenTopin
P2Y12. I'pyna 2 3acTocoBysana pueapokcaban y nosi 2,5 mr 2 pa3 Ha nody y koMOiHauil 3




noagiiHo0 antutposmbouuTaproio Tepanicio (ITATT). Hanpuknaa knonigorpens ¥ no3i 75 Mr
(abo aneTepHaTueHHiE iHribitop peuentopie P2Y12) 3 Husekoo nosow ACK npotsrom 1 abo 6,
abo 12 Micauie i3 HacTYNHUM 3acTocyBaHHaM pusapokcabady 15 mr (abo 10 mr ana nauienTis 3
kiaipercoM kpeartuniny 30-49 ma/xe) 1 pas wa noby y komGinauii 3 Hu3ekolo nozow ACK.
['pyna 3 3acrocosypana iHAMBiIyansHo ninidpany no3y ABK y komBinauii 3 I[TATT nporarom |
abo 6, abo 12 micauie i3 HACTYNHMM 3aCTOCYBAHHAM iHAMBiayaneHo nigibpanoi nosn ABK y
komMOinauii & HM3LKoW fo3on ACK,

[NepenHna kinuesa Todka Oe3nekH — KIHIYHO 3HauYylla KpopoTewa — cnoctepiranaca y 109
(15,7 %), 117 (16,6 %) Ta 167 (24,0 %) nauientie signosiguo y rpyni 1, rpyni 2 ta rpyni 3 (BP
0,59: 95 % Il 0,47-0,76; p < 0,001 Ta BP 0,63; 95 % JII 0.50-0,80; p < 0.001 sianoeigno).
BropusHa kiHuera Touka (KOMOIHALIA cepleBO-CYIMHHUX MOMiH, cepluerRo-CyIHHHOT CMepTi.
iHapkTy Miokapaa abo incynety) cnoctepiranacs y 41 (5.9 %), 36 (5.1 %) Ta 36 (5.2 %)
nauiedtie y rpymi 1, rpyni 2 ta rpyni 3 sianopigno. KoweHn i3 pexuMmiB 3acTocyBaHHs
pusapokcabaHy acolifoBaBCA 31 IHAYHMM 3HHMEHHAM PH3HUKY BEJIHKHX Ta HE3HAYHUX KNIHIYHO
JHAYYIIHX KPOROTEY nopieHsHo 3 pesumom ABK vy nauienTie i3 Hexnanannow ¢iGpunauicio
nepeacepsb, Aki neperecan [TKB 3i BeTaHOBIEHHAM CTEHTA.

Ocuoenow Metoio jgocnimkenns PIONEER AF-PCl Gyna ouinka Gesneku. Jlaui wmono
ediexTHeHOCTI (BRIIOYa04N TpoMGoemMBoniui apuia) ans wiel nonyaauii oGmexenl.

Jlikypanua TUB, TEJIA ta npodinakruka peunaueie TT'B ta TEJIA

[Nporpama kaiHiuHux Aochifkent pupapokcaGady Gyna pospodiieHa 3 METOK JeMOHCTpauil
ethexTHBHOCTI pHBapokcafany AK nikapcekoro sacofy ana nepeuHHOl i TpHBanoi Tepanii
roctporo TT'B i TEJIA Ta nonepemkeHHa ix pelManBie.

Y Xomi 4OTHpPBOX PaHAOMI30BAHMX KOHTPONMBOBAHMX KAIHIYHMX nochipxkens Qasu 11 Gyno
giBueHo noHan 12800 nauientie (nocnigxenus EINSTEIN DVT, EINSTEIN PE. EINSTEIN
Extension ta EINSTEIN CHOICE) ta aopatkoBo NpoBeIeHO 3BENEHMIT aHanmii 3a 3alaHHMM
napaMerpami  gochimkens EINSTEIN DVT i EINSTEIN PE. 3aransHa TpHBanicTh
KOMIUIEKCHOTO JIKYBaHHA B YCIX JOCTIKEHHAX CTaHOBHAA MakcmMyM 21 Micaus.

V pocnigsenni EINSTEIN DVT supuanuct 3449 nauienTie 3 roctpum TI'B 3 metolo nikypanuns
TI'B ta nonepemenns nosroproro possutky TI'B i TEJIA (nauiedT 3 KniHIMHMMH MPOABAMM
TEJIA He BKmOYanuca y Ue aocnimkennd). TpHeanicTs NiKyBaHHA cTaHoBMAA 3, 6 1 12 micauis,
JAIEMHO BiJ] KIIHIYHOT OLIHKM Nikap3.

[lporarom nepiivx TpEOX THAHIB Tepanii ang nikyeanus TI'B sactocorypascs pusapokcabaH y
gozi 15 mr 2 pazw wa pody. [liens sakindenHs Osoro nepiofy nauicHTH OTPHMYBAIH
puBapokcaban y no3i 20 mr 1 pas na nody.

Y nocnimkenni EINSTEIN PE pupuanuca 4832 nanientn 3 roctporo TEJIA 3 meTolo nikysaHHsA
TEJA ta npodinakturn peunausie TT'B i TEJIA. Tpueanicte nikysanus cranoeuna 3, 6 ta 12
MICALIE, 3A1eIKHO B KIiHIYHOT OLIHKK Nikapa.

B sxocti nepeunHol Tepanii roctpol TEJIA sactocosyeany pusapokcaban v no3i 15 mr 2 pasu
Ha no0y npotarom Tpeox THkHIB, lani nikyeanns npojoexyeanocsa pupapokcabaHom y [103i
20 mr 1 pas Ha noGy.

B ofox pocnimmennsax, EINSTEIN DVT ta EINSTEIN PE, nopieHAALHI pe#UMH NIKYBAHHA
CKIajanuca 3 Teparil eHOKcalnapHHOM NpoTAroM npuHaiiMHi 5 gHie vy komGinawii 3
anTarosicroM Bitaminy K 1o fgocarHenHs TepanesTHunoro gianaszony I[TU/MHB (= 2.0). Hani
NIKYBaHHS NPOJOBKYBANOCL aHTaronicrom eitaminy K v nosi, veoGxignii nas niaTpumks
sHaueHHA [TY'MHB y memxax tepaneeTnunoro gianazony 2,0-3,0.

YV nocnimwenni EINSTEIN Extension sueuanu 1197 nauientie 3 TI'B abo TEJIA 3 meromo
npotinaktukn noeropuoro BuHuMknenus TI'B 1 TEJIA. Tpueanicts nikypaHHs 10JaTKORO
craHorHaa 6 abo 12 micauis y nauienTie, ki 3asepiuiunu 6- aGo 12-micaunuii kype Tepanii
BeHO3HOT TpomBoemBonil, 3anexHo BiJ KIiHIivHOT ouinku Nikaps. Pusapokcaban v nosi 20 mr 1
paz Ha aody nopieHoBaeca 3 nnauebo,

Y gocnimkennax EINSTEIN DVT, EINSTEIN PE ta EINSTEIN Extension 3acTocopyBain
OJIHAKOBI MOMEepeIHRO BHIHAYMEHI MEPEMHHI Ta BTOPHHHI noka3zHMKH edexruenocTi. [lepsHHHIM




nokazHukoM edextueHocTi Ovau peumyien BTE, 3 kniniuuuMn nposeamu Bu3HaueHi sk
cykynHicts noetoproro TI'B aGo netantrol un neneransHoi TEJIA.

Bropunuuii nokasHuk ePeKTHEHOCTI BH3HAYABCA AK CyKynHicTs peunaueie TI'B. neneranbhoi
TEJIA Ta netanbHHX BUNAJKIB 3 YCIX NPHYHH,

YV  gocnigmenni EINSTEIN CHOICE eupuanuca 3396 nauieHTiE i3 nigTBepameHHM
cumntomunm TI'B ta/abo TEJIA 3 smeroto npodinaktikn neransnoi TEJIA abo HenetansHoro
CHMOTOMHOrO  NoeTopHoro  BuHukdenns TI'B  aGo TEJIA, aki  3asepiuiman  Kype
aHTHKOAryIAHTHOT Tepanii Tpusanicrio 6-12 micauis. llauicHTa 3 nokazaHHAM 174 TpHBANOl
AHTHKOAryIAHTHOT Tepanii v TepaneBTHUHHMX 103aX OyaW BHKMOYEHi 3 JOCHIIKEHHA.
Tpupanicte nikypaHHs cTaHoBuaa a0 12 MicAWiBE 3aNeKHO Bill iHAMBIAyanbHOT JaTH
pannomizauil (meniana: 351 nens). Pusapokcadan y nozi 20 mr 1 pas na ao0y ta y gosi 10 mr |
pa3 Ha go6y nopisdiosany iz 100 mr ACK 1 pa3 na noGy.

[NlepeMHHMM nNoOKaszHUKOM edextuBHocTi Oye cuMmnToMHMii pennmus BTE. suaHaucHHi Ak
cykynuicte noetoporo TI'B aGo neransHol um neaeranshoi TEJIA.

V pocnimkenni EINSTEIN DVT (aue. tabnuuo 3) pusapokcalan npoieMoHCTPYBAB HE MCHLLLY
elpeKTHRHICTE, MK eHOKCANAPHH/AHTAroHiCT BiTamiy K 32 NEPBHHHHM NOKAIHHKOM
eextuprocti (p < 0,0001) (3a nokasuukoMm «He noctynaerees»); BP 0,680 (0.443-1.042),
p = 0,076 (3a nokasuukom «nepesepiyen). CniBRiAHOMEHH PHIKKIE 38 ONEPEAHBO 3A1aHOI0
YHCTOKO KIIHIYHOK KOpHCTIO (nepBHHHMH NOKa3HUK epeKTHBHOCTI IUIOC MACHBHI KpoBOTEui)
cradoeuno 0,67 ([95 % JII 0.47-0,95], nominancHe 3nawenHa p = 0,024) Ha KopHCT
pupapokcabGany. 3nauends MHB znaxogmiuck y Mekax TepaneBTHYHOrO [ianasoHy B
cepeansoMmy 60,3 % uacy npu cepenniii Tpusanocti nikyeanna 189 nnie ta 554 %, 60,1 % |
62,8 % uacy B rpynax i3 3anjaHoBaHOK TPHBATICTIO NikyBaHHA 3, 6 1 12 Micauis sianosigxo. B
rpymi, fAka nikypanach eHokcanapiHom/adtaromictom sitaminy K, me BigzHaueno HiTKOT
3AEKHOCT] MiK PIBHEM CepeHBLOTO Nepioay v TepanesTuynoMy aianasoni (ITTT) B nentpi (wac
niaTpHMaHHA LiikoBOro AianasoHy sHauess MHB 2,0-3.0) B Tepumisx ogHakoBoro posmipy i
yactotow peumnansis BTE (p = 0,932 ana ssacmomnii). ¥ memax HalBHIWOTO TEpUNIA BIANOBIIHO
A0 UEHTPY BiHOWEHHA PHU3MKIB vV pasi npuiiomy pusapokcabany nopiesHo 3 paphapuHOM
cradoeuno 0,69 (95 % JII 0.35-1.35).

YacToTa BMHMKHEHHS SBHULL OCHOBHOrO NOKarHMka 0e3nexky (MacHBHi abo KIIHIMHO 3HAuYIL
HEMAacHBHI KpOBOTewl) Ta BTOPHHHOrO noKasHuka Oeanexn (MacuBHi KposoTeui) Gyna
OJIHAKOEOK) B 000X TepaneBTHYHHY IPYHax.

Tabnuua 3
[TokazHukH eexkTHEHOCTI Ta Ge3nexky 3a nanumu nocniukenna dgazu LI EINSTEIN DVT
Monynauis pocaiimedHs 3449 nauieHTis i3 CHMITOMHMM FOCTPHM TpOMOO30M
FNHOOKHX BeH
TepanerTHYHiI 10341 TA Pusapokcaban® | EHokcanapun/antaronict itaminy K°
TPHBAICTE 3, 6 abo 3, 6 abo 12 micauie
12 micauie N=1718

[ N=1731

CHmnToMmHa peLMAMBYIOYA | 36 51

BTE* ! (2,1 %) (3,0 %)

CuMnITOMHA peuMIHBYIOUA 20 18

TEJIA ! (1,2 %) (1.0 %)

CuMmnToMHHE  peuMaHBYIOUHIA 14 28
TI'B (0.8 %) (1.6 %)

Cumnromui TEJIA i TTB 1 i}

(0.1 %)
HNeransua TEJNA/netaneni 4 6
BUMaaKky, konu HaseHicTe TEJIA (0,2 %) (0.3 %)




| He MOJKHA BUKIIOUHTH B . i
Macupra abo KAIHIMHO 3HaYylLa 139 138
HEMAcHBHA KPOBOTEYa I 81%) | (8 1%)
MacheHi kposoTeui 14 20
(0,8 %) (1.2 %)

i Puapoxcabad 15 mr 2 pa3u Ha 100y MPOTATOM 3 THAHIB 3 HACTYNHHM 3aCTOCYBaHHAM 1031 20 Mr |
paz ua nody.

b ExokcanapHi moHaiiMenwe npotarom 5 axis, nicns usoro — ABK. 3aCTOCYBAHHA AKOTO MOYHHAETLCA B
nepic npuiioMy eHoOKCanapHHy,

* p<0,0001 (ne MeHwa edexTHRHICTL 32 nonepentso kH3HateHnM BP 2,00 BP 0,680 (0.443-1.042). p =
0.076 («nepesepiyen ).

Y nocnimaenni EINSTEIN PE (aue. tabauumo 4) pueapokcadaH npoieMOHCTPYBAR HE MEHLLY
eekTHRHICT, HIX €HOKCANAPWH/AHTAroHICT BiTaMiny K 3a NEPBMHHHM  [OKa3HUKOM
edextuprocti (p = 0,0026 (nokasuuk «ue nocTynaeTsean); BP 1,123 (0,749-1,684)).
BinoMWeHHs PUINKIE 3a MONEpeHBO 3aJaHOI0 UMCTOI0 KIHIYHO KOPHCTIO (NepBHHHMI
[1OKA3HHMK eekTHBHOCTI Naoc MacueHi kposoteui) craHosuno 0,849 [(95 % I 0,633-1,139),
HoMinaneHe 3Hadenna p = 0,0275). 3navenns MHB snaxomunuce y Memax TEpaneBTHYHOrO
pianazony B cepenHeomy 63 % uacy npw cepeauiit Tpusanocti aikysauns 215 gHie Ta 57 %, 62
% i 65 % yacy B rpynax i3 3ani1aHOBaHOK TPHBANICTIO NiKyBanHa 3, 6 i 12 micauis pianoeiguo.
V rpyni, fka Jikypanach eHokcanapuioM/antaronicrom Bitaminy K, He BigsnadeHo wiTkoi
sanekHocTi Misk pisuem cepeansoro ITJT y uedtpi (vac niaTpuManHsa LiNBLOBOIO Jlianasony
snauens MHB 2,0-3,0) y Tepunnax onakosoro posmipy i wacrorowo peudaueis BTE (p = 0,082
juis B3aemoii). B Meskax HailBHIIOro TepLMIA BIANOBIAHO 10 LEHTPY, CMiBBIAHOIEHH PH3HKIB
v pasi npuitomy pusapokcaGaHy nopieHaHo 3 papdapuiom cranoeunio 0,642 (95 % Al 0277
1.484).

YacToTa BHHHKHEHHS SIBHLL OCHOBHOTO NMoKa3uuka Gesneku (MacuBHi afo kaiHiuno 3Hawywi
HeMAcHBHI KpoBOTeHi) Byna Jelo HIKYOI0 B rpyni, aka nikyeanacs pueapoxcadbadom (10,3 %
(249/2412)). uik y rpyni, Aka OTpUMyBana eHOKcanapue/aHtaromictT piTaminy K [11.4 %
(274/2405)]. YactoTa SBMII BTOPHHHOIO NOKasHHKa Oesnek (MacuBHi KpoBoTewi) Oyna
HUMUOIO B Tpyni, mo jikyeanack pusapokcaGanom (1.1 % [26/2412]), nix y rpyni
eHOKcanapHHy/aHTarosicra sitaminy K (2,2 % [52/2405]) 3 BP 0,493 (95 % 11 0,308-0,789).

Tabnuus 4
IMoxaszuukn edextusiocTi Ta Geanexy 3a nanumiu gochigmenns dasu 111 EINSTEIN PE
[Monvnauia gocaiakeHHs _l_ 4832 nauienTy 3 roctpoio cumnromuo TEJTA
TepanerTHuHI 4031 TA | Pupapokcaban® | Enoxcanapun/antaronict sitaminy K"
TPHEATICTE - 3,6 abo 3. 6 abo 12 micauis
12 micauis N=2413
N=2419
CumnTomMHa peLHaHBYIOYa 30 4=
BTE* —_— (2.1 %) (1.8 %)
CuMnTOMHA PeLHANBYIOYA 23 20
TEJIA (1,0 %) (0.8 %)
CHMINTOMHHI  pellIMBYIOYHI 18 17
TI'B (0.7 %) (0,7 %)
Cumnromui TEJIA i TT'B 0 2
(=01 %)
Jleransna TEJIA/neransHi 11 7
BUMNAaakH, Konu HaseHicTs TEJIA (0,5 %) (0.3 %)
HE MOKHA BHETIOYHTH |
Macuena abo KNIHIYHO 3HAYYLLA | 249 274




[H&.‘Eﬂ:ﬂﬂita KpoBOTEYA ; (10.3 %) _(E_IA ‘5/&}
MacueHi KpoRQTEY] : 26 32
T | (1.1%) (2.2%)

* Pupapoxcaban 15 mr 2 pasn Ha 100y NpOTAroM TPLOX THAKHIE 3 HECTYIHUM 3ACTOCYBAHHAM 1030 20 Mr
| pas wa nody.

" Enokcanapii wonafiMedie npotarom 5 QHis, nicna ukoro — ABK, 3acTocyBaHHA AKOCO MOYHHAETECA B
nepion npHioMy eHOKCANapHHy,

* p < 0,0026 (He meHwa eeKTHBHICTE 33 MONEPENHEO BHIHAYEHUM BinHoweHHam pusukie 2.0); BP
1,123 (0,749-1.684).

Byno npoeeeHo 3gefennii ananiz peayastarie focaimpkens EINSTEIN DVT i EINSTEIN PE 3a
NonepeaHbo BH3HAMEHHMH apaMeTpaMi (IMB. Tabauui 3).

Tabnuua 3
Mokasnuky edexTHeHocTi Ta De3nekn 2a JaHHMH 3BEIEHOTO aHanisy pe3yNbTaTie A0C/HiKeHEk
dhasu [11 EINSTEIN DVT ta EINSTEIN PE

[Nonynauis focaiiKeHHs 8281 nauient i3 roctpum cumntomMinuM TI'B abo TEJIA
TepaneBTH4HI 103K Ta Pusapokcaban® Enoxkcanapun/antaronict gitaminy K°
TpUBANICTD 3. 6 abo 3. 6 abo 12 micauie

12 micauis N=4131

N=4150
Cumnromua peLHaHBYIOYa 86 95
BTE* (2.1 %) (2,3 %)
CumnToMHa peLHAHBYIOYA 43 38
TEJIA ) (1,0 %) (0.9 %)
CHMTIITOMHMH el IHBYIOUHI < 45
B (0.8 %) (1.1 %)
Cumnromnui TEJIA i TI'B 1 2

(< 0.1 %) (< 0,1 %)
Jleranbha TEJIA/neransHi 13 13
BHOAAKH, KOJAM  HAABHICTH (0.4 %) (0,3 %a)
TEJIA He MoxkHa BHENOYMHTH
MacheHa abo KATHIYHO 388 412
JHAYY A HEMACHBHA KPOBOTEYA (9,4 %) (10,0 %)
MacuBHI KpopoTeHi 40 72

(1.0 %) (1.7 %)

* Prgapokcaban 15 mr 2 pasn Ha 100y NPOTATOM TPROX THKHIE 3 HACTYITHHM 3aCTOCYBAHHAM 1034 20 Mr
| pas na nody,

b Enokcanapu nioHaiiMeHile npotaroM 5 oHie, micns UBOrO — aHTATOHIiCT BiTaminy K, sacTocyeanus
AKOrO MOMHHAETRCA B Nepiod NpHiioMy eHoKCanapuHy.

* p < 0.000] {ne meHiua eleKTHRHICTE 33 MONEPEIHLO BU3HAYEHUM BiHOWCHHAM pu3ukie 1.75); BP
0,886 (0,.661-1,186).

Binnowenus PH3UKIB 33 MOMEPE/HBO 3aJAHOK HMCTOK KIHIYHOK KOPHCTIO (MepeMHHUA
NOKA3HHUK ePeKTHBHOCTI NIOC MAacMBHI KPOBOTEHI) 32 JaHMMM 3BEJEHOTO aHali3y CTAHOBMIIO
0,771 ([95 % JI 0,614-0.967], nominansHe 3nauenns p = 0,0244).

YV nocaigxenni EINSTEIN Extension (aue. TaGnuiro 6) pusapokcabaH npoaeMOHCTpYBAB
nepepary Haj niauebo wWomo NepBHHHHX T4 BTOPHHHMX NOKaIHHKIE edextHpHocTi. Hacrora
SBMIL TOMOBHOrO MOKA3HWKA Oe3nexku (MacHBHI KpOROTEWi) y nauieHTis, AKI OTPUMYBaJIH
puBapokcaban no 20 mr 1 pas na aoBy, Gyna KilbKiCHO HE3HAYHO BHILOIO, HIXK Y MALLIEHTIB, AKI
oTpuMyBany niauefo. YactoTa BUHHKHEHHS ABHLL BTOPMHHOTO NOKasHHKA Ge3neky (MacHeH




abo KNIHIYHO 3HAYYLL HEMACHEHI KpopoTewi) Oyna BHILOK

¥ NauieHTie, AKI OTPUMYBATH

pupapokcaban no 20 mr Ha 100y, Hix y natienTis, ki oTpuMyBani nianedo.

Tabnuua 6

IMokasmiku edieKTHBHOCTI Ta He3nexy 3a JaHnmMu gochipkerna dasu 111 EINSTEIN Extension

Monmynsuia gocnieHHs

1197 nauienTie, y AKHX NPOJIOBKYBANOCH JIKYBaHHA
abo npodilaKkTHKA PelHIHBIE BEHOIHOT

Tpomboembonii
TepanesTHYHI 103W Ta TPHBANICTE PueapokcaGan® [Traueto
6 abo 12 micauis 6 abo 12 micanie
N =602 N=35%
CumnTomHa peunameyioya BTE* 8 42
___ (1,3 %) (7.1 %)
Cumnromua peunausyioua TEJLA 2 13
(0.3 %) (2,2 %)
Cumnromuuii peuuaneytounii TI'B 5 31
(0.8 %) (5,2 %)
Jleransua TEJIA/TleTaneui BHnagku. 1 1
konu HaapuicTe TEJIA He MoOXHa (0,2 %) (0,2 %)
BHKJIIOUHTH
Macusii KpoBoTeYi 4 0
(0.7 %) (0.0 %)
Kniniuno 3IHAYYLIL HEMACHBHI 32 7
KporoTEYi (5.4 %) (1.2 %)

* PupaporcaGan 20 Mr 1 pas Ha n00y.

* p<0,0001 («nepesepuryex); BP 0,185 (0.087-0,393).

V pocnigkenni EINSTEN CHOICE (aue. tabnuuio 7) pueapokcadan y gozax 20 mr ta 10 mr
nponemonctpyeas nepesary Han ACK y no3i 100 Mr 1110710 NepBHHHUX | BTOPHHHHUX MOKA3HUKIB
edpexrusrocTi, OcHOBHHMIT NokasHuk Gesnexu (MacHBHi KpopoTewi) Gy noaiGuuil y mauieHTis,
sIKi OTPUMYBAIK pHBapokcaban v jozax 20 mr ado 10 mr, nopisnano 3 ACK y nosi 100 mr.

Tabnuua 7

[Moxkaznuky edexTerocTi Ta Geanexy 3a nanumu jochinxenns ¢asu 11 EINSTEIN CHOICE

[Monynauia gocniaxeHHs

3396 nanieHTie 3 TpHEANOW NPORQINAKTHKOW NOBTOPHOTD

puHHEHeEHHA TTB

TepanepTH4YHI D03H

Puraporcaban

Pupaporcatan

. ACIK 100 mr
20 mr 10 Mr
- 1 pa3 Ha nofy
1 pa3 Ha oGy 1 pa3s Ha nody N =113
N=1107 N=1127

Memaua TpuBanocTi - Tepani 349 (1 B?-362] 353 [190-362] awi 3501 815—352]
(iHTEepKEAPTUILHHHA Aianason) JIHIB JHIB
CHMIITOMHA PelMIMBYIOHA 17 13 50
BTE* (1.5 %)* (1.2 %)** (4.4 %)
CuMnroMHaa PELMMBYIONA 6 6 19
TEJIA (0.5 %) (0.5 %) (1,7 %)
CMMNTOMHHI  pelMaMBYIOYMHA 9 8 30
TTB (0,8 %) (0.7 %) (2.7 %)
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[Monyasuia DocHiKeHHs 3396 nauienTie 3 TPHEANO NPOdINAKTHKOW NOBTOPHOTO
_BHHUKHeHHA TT'B
TepanesTHYHI 103M Puudzpémt,fiﬁdﬁ PMEH[]{‘.II-LL-dﬁdH ACK 100 mr
MI _ 10 mr | Gy
1 paz na nody I paz Ha nody [Eiﬁf l’g':l' y
b . N=1107 N=1127
Jeransna TENAmeransui 4 5
BHITALKH, KOJIH HAABHICTE i [}] #
TEJIA He MOKHA BUKTHOYHTH (0.2%) - e (02%)
CHMOTOMHA pPeUHIHBYIOUA
BTE. indrapkr MioKapaa, 19 18 56
IHCYALT abo cHeTemua emboia (1.7 %) (1.6 %) (5.0 %)
noaa Mesxamu LUHC
MacHBHI KpoROTEYi 6 5 3
(0,5 %) (0.4 %) (0,3 %)
Kniniyno 3Havyyuli HeMacHBHI 30 22 20
KPOBOTEYI (2.7) (2.0} (1.8)
CumnTomHua peunaueyioyva BTE 73 17 53
afi:_) MacHBHa KpoRoTEYa (uncTa {2,[%}' (15 %)* (4,7 %)
KIIHIYHA KOPHCTE)

* p < 0,0001 («nepepepwiyen) pueapokcadan 20 mr | paz va nofy nopiexado 3 ACK 100 mr | paz Ha
noby; BP = 0,34 (0,20-0,59),

** p < 0,0001 («nepesepurye») pueapokcabad 10 Mr 1 pas va no6y nopienaHo 3 ACK 100 mr 1 pas ua
n06y: BP = 0,26 (0.14-0,47).

* PusapokcaGan 20 mr 1 pas va qoGy mopiedado 3 ACK 100 mr 1 pas va nody; BP = 0,44 (0.270.71L p=
0,0009 (HomiHANLHE).

“ Pupapoxcadaun 10 Mr 1 pa3 na nofy nopisuano 3 ACK 100 sr 1 pas wa nody; BP = 0,32 (0,18-0,53), p
= 0.0001 (HominaibHe).

Jonatkoro a0 pochimkens (asu 111 nporpamu EINSTEIN 6yno npoeejieHO npocneKTHBHE
HeiHTepReHIlIHHE BiAKpHTE KOroprtHe jochijukeHHs (XALIA) i3 ueHTpanizoBaHOl OUIHKOW
KiHUeBHX Touok, Bkmouvaroun peuuaued BTE. cepifozni kpoeoteui Ta neranedi sunajaku. Jina
BMBUYEHHA Oe3nexkH NOBrOTPHBANONO 3aCTOCYBAHHA pHMBapokcadaHy ¥ KIIHIYHIA npakTuul
NOPIBHAHO 3 TPAAHLITHOK AHTHKOArYNAHTHOIO TEPanicl B OCHiKeHHA Oyno BrmoveHo 5142
nanientd 3 roctpum TIB. ¥V rpyni puBapokcabany 4acToTa cepilo3HMX KpOBOTEY CTaHOBHNA
0.7 %. peunmusytodoro BTE — 1.4 %, neransuux Bunankis 3 ycix npuumn — 0.5 %. Y
MNOYATKOBHX XapakTepPHUCTHKAX NalieHTiB Oyau BiAMIHHOCTI, AKi BKMIOYANM BIK, OHKONOriuHi
3aXBOPIOBAHHA Ta HMPKOBY HEOCTATHICTB. JN8 KOPHUTYBaHHA BIAMIHHOCTEH Yy MNOYATKOBMX
XAPAKTEPHCTHKAX Oy/N0 BHKOPHCTAHO NONEpe/iHLo 3annadoeanuil ctpatidikoBaHui aHanis sa
koedillicHTOM CXHABHOCTI, ane, HEIRAKAIOYH HA 1€, ANMHIIKOBE BIIXHISHHS MOMXE BIUIMBATH HA
pesynetat. [lpM 3acTocyBaHHi pHBapokcabaHy mNOPIBHAHO 3  TPaAMUIAHOW Tepanicio
CKOPHIOBaHI BIIHOLWIEHHS PH3MKIB cepiiosHux Kporotew, peuuaueyrouoi BTE ta neransuux
BHNAJIKIB 3 YCIX NPHYKH CTAHOBIATE BignoeigHo 0,77 (95 % I 0,40-1.50), 0,91 (95 % J11 0,54
1,54) ta 0,51 (95 % JII 0.24-1.07). Lli pesynstatd Y KIiHiuHid NpakTHUi BiANOBIiNAOTH
ECTAHORAeHOMY npodino Ge3neky s JaHoro noKasaHHa.

V nicaspeectpauiiinomy HeiHTeppeHUiiiHOMY nochimwenni 3 yyactio nonaa 40000 nauienTis
0e3 OHKOMOrYHHX 3aXBOPIOBAHL B aHAMHE3i 3 YOTHPLOX KpaiH puBapokcadaH npusHadaiu i
nikyeanna abo npodinakruky TI'B i TEJIA. Yacrora noaiit wa 100 nauientopokis ans
CHMITOMHHX KhiHiuHo eupaxennx BTE / tpomGoemGoniuumx nonii, wo npusgend o
rocnitanizauii, konueanaca Bia 0,64 (95 % I 0.40-0.97) v BeauxoGpuTanii go 2,3 (95 % /[l
2,11-2,51) ¥ Himewunni. KpoeoTeui, 1Wo npuiBeny 10 rocnitanisauii, BUHHKaNH 3 YacTOTOMK
noaii 0,31 (95 % I 0,23-0,42) na 100 nauiestopokis ans BHYTpilUHBOYEpenHO! KpoROTEYI,
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0.89 (95 % I 0.67-1.17) — nag wavHKOBO-kHIWKOBOT kporoTedl, 0,44 (95 % I 0.26-0.74) -
A yporenitTansHoi kposotedi Ta 0,41 (95 % 1 0.31-0,54) — 008 iHIHX KpoRoTEY.

Nirveauus TUB ta npodinaxtika peungupis TTB v negiatpMuHKX NalieHTis

3aranom 727 aiteit i3 niaTeepmkerow roctporo BTE, 3 axux 528 otpumysanu pueapokcaban,
Gynn aocnigkedi B 6 BiakpuTHX GaraToUeHTPOBHX NeiaTpHYHUX Jochixennax. Jlosyeanua 3
VpaxyBaHHAM MAcH Tina ¥ Nauientis Bl Hapomienns 10 18 pokis NpH3BOAMAO A0 eKCno3HIT
pueapokcabany, noniGHol Ao Tiel, wo cnoctepiranacs ¥y Jopocaux nadientis 3 TIB, axi
oTpuMyBany pueapokcadan y 1021 20 mr 1 paz va no6y, 9K NiATBEpIAKEHO B N0CHIKEHH] a3y
I (aue. pozain «®apmakokinerukan). MHocnimkenus dazn Il EINSTEIN Junior — ue
PAHIOMI30BaHE AKTHBHO-KOHTPOALOBAHE BiAKpHTE DaraTtoUeHTpOBE KIiHIYHE J0CHiDKeHHS 3
yuacTio 500 nauientie nemiatpuunol rpynu (Bikom Big HapoumenHs 1o < 18 pokie) 3
nigreepukenoo rocrpoo BTE. Byno exmoveno 276 aiteit sikom sig 12 no < 18 pokis, 101
JAMTHHA BiKOM Bim 6 1o < 12 pokie, 69 aiteii gikom Bij 2 10 < 6 pokiB Ta 54 QHTHHH Bikom < 2
poKis,

Monia BTE knacuiikyeanaca ak: BTE, nor’s3aHa i3 3acToCyBaHHAM UEHTPAILHOMO BEHOZHOTO
katerepa (IIBK-BTE: 90/335 nauientie y rpyni pupapokcaGany., 37/165 nauientie y rpyni
nopieHaHHA); TpomGo3 uepeOpantHux Bew Ta cuuycie (TLUBC: 74/335 nauieutie y rpymi
pueapokcabany, 43/165 nauientis y rpyni nopienanug); Ta sei inwi, ekmouaroun TI'B ta TEJIA
(ne-lIBK-BTE: 171/335 nauientis y rpyni pusapokcabany, 85/165 nauientie y rpyni
nopiensuns). Haitwactimmm npossom tpomGosy y aiteil sikom Bin 12 no < 18 pokis Oye He-
LIBK-BTE y 211(76,4 %); v niteii Bikom Big 6 1o < 12 pokis Ta BikoM Bia 2 o < 6 pokis Oys
THBC: y 48 (47,5 %) 1a 35 (50,7 %) sianosigxo; a y aitei pikom < 2 pokis 6ye UBK-BTE: y
37 (68,5 %). ¥ rpyni pueapokcabany He Oyno nitefl sikom go 6 micauis 13 TLHBC. ¥V 22
nauienTtis iz THBC Gyna indexuis LIHC (13 nauientis y rpyni pusapokcaGany 1a 9 nauientie y
FPYIi MOPIEHAHHA).

YV 438 (87.6 %) miteii BTE cnposokyeanu cTiiiki, TpaHauTopui afo oaHodacHo cTiiiki Ta
TPaH3IUTOPHI PaKTOPH PHIHKY.

[MauieHTH OTPHMYBAIH NOYATKOBE JiKyBaHHA TepanesTuyHumu nosamu HOI, HMID abo
(oHganapMHYKCY NpOTAroM wWoHaiiMenwwe 5 auis i 6ynu pannomisosani y cniseigHomenni 2:1
nns otpuMands abo pusapokcabaHy B A03yBaHHI, BiANOBIAHOMY 10 Macw Tina, abo 10 rpynu
nopieusHHs (oTpuMysany renapuuu, ABK) nporarom 3 micauis ocnoBHoro nepiofy NikyRaHHs
v aocnimensi (nporsaroM | micsus ang aireii < 2 pokis 3 LIBK-BTE). Hanpukinui ocHoeHOro
nepioy NIKYBaHHA Y JOCHIIKEHH] AlarHocTHYHE Binyanizalifine oDcTekeHHA, AKe pobUIH npH
BKJIIOYMEHHI TNalieHTa B A0CHILKEHHSA, NOBTOPIOBANM, AKWO 1e Oyno KIIHINHO MOWIHBO.
Jocnimxyeany Tepanio MoxHa 0yno NpHNHHATH Ha UbkOMY etani abo Ha poscyl NocniiHHKA
NPOIORKHTH Ha TepMin no 12 micawie (ana gitei < 2 pokie i3 LIBK-BTE — no 3 micauie).
(JcHOBHHM NoOKazHHKOM ehexTMEHOCTI Oyna moaia cumntomuoro peumauey BTE. Ocnosaum
nokazHukoMm Oe3anexku OGyna cykynHicTe nofifd eenukol KpoBoTedi Ta KMIHIMHO 3HAYyLLOL
nepenukoi kposoreui (K3HBK). Vei pesynbrath mopo edextuBHocTi Ta Oesneku Oynu
LIEHTPATI30BAHO OLIHEH] HE3aNeHKHHUM KOMITETOM. AKMil HE NMpH3HAuaR JiKyBaHHA. PesyneTtath
woa0 edekTHBHOCTI Ta GeznexH nokaszadi B Tabnuuax 8 1 9 nukue.

IMoeropui BTE suHuknn y rpyni pusapokcabany y 4 i3 335 nauiedtis ta y rpyni nopisaHug y
5 3i 165 nanientie, Cykynuicts noziii penukoi kposoTeyi Ta K3HBK Gyna sapecctposana y 10
i3 329 nauicuTie (3 %), axi oTpumyBanu pueapokcaban, Ta y 3 i3 162 nauienris (1,9 %), axi
OTPHMYBaIH npenapat nopisHaung. [loail, wo cknanaoTe NOKa3HWK YHCTOT KIIHIMHOT KOpHCTI
(cykynHicTs noii cumnToMuoro peimauey BTE Ta cepiioznoi kporoTeui), 3apeecTpoBaHO ¥
rpyni pueapokcabany y 4 i3 335 nauienTie Ta y 7 i3 165 nauienTie y rpyni nopieuanua. Crynids
peKaHanizalii TpoMOy, 1m0 KnacHdiKoBaHHI AK «HOpManizaliay, NpH NOBTOPHIH Bizvanizauii
cnoctepiragea y 128 i3 335 nauienTie, aKi oTpMMyBanu nikyeaHHa puBapokcabanom, Tay 43 iz |
65 nadieHTis v rpyni nopieHAnHA. L pesyaetaty 6yam B uinomy noaibHHMH cepenl BIKOBHX
rpyn. ¥ rpyni pusapokcabany Gyvno 119 (36,2 %) aiteil 3 OyAB-AKHMH KpOBOTEYAMH, IO
BHHHKIIM Ni7l Yac nikysanus, i 45 (27,8 %) niteil — y rpyni nopieHAHHA.
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Tabnuua 8
PesynbTaTh e)eKTHRHOCTI B KiHIL OCHOBHOTO NEPioly NiKYBaHHS

HArme ' Pupapokcaban Hpenapar
N =335% : NOpiRHAHHS
e o . N=les*
Peuuane  BTE  (ocHoBHHil NMOKAINHK | 4 5
eeKTHBHOCTI) (1.2 %: 95 % JI (3.0 %; 95 % [l
- L 0.4-3,0 %) 1,2-6.6 %) :
CYKyNHICTE nojiil  CHMNTOMHOTO PELMIHBY | 5 6 :
BTE + GescumnTomuoro noripuwenns npu | (1,5 %; 95 % I | (3.6 %95 % JI]
NOBTOPHOMY BizyallizaliiiHoMy obcrexenni i 0.6-3,4 %) § 1.6-7,6 %)
CykynHicTe nofaiif  cHMOTOMHONO  pPELHAMBY | 21 19
BTE + 0Oe3cMMOTOMHOIO HOriplieHHs + 5 (0,3%:95% 1 | (11,5 %; 95 % [l
BiACY THICTE IMIH npu NOBTOPHOMY | 4,0-9.2 %) ; 7.3-17.4 %)
Bizyanizauiiinomy oberesenni R R S _
Hopmanizauis TIpH NOBTOPHOMY | 128 , 43
BizyanizauiiiHoMy oOcTemKeHHI (38.2%:;95% 01 | (26,1 %:95% Al
| 33.0435%) | 19,8-33,0%)
CyKyNHICTE MO  CHMOTOMHOIO pLLlH.EI.HB}" ’ 4 7
BTE + Beanka kpoeoTewa (uucta kKiimiuea | (1,2%:95% 1 | (4.2 %; 95 % ]Il
KOpMCT®) 04-3.0%) = 20-84%)
Jletansia aGo HeneTanbHa NereHesa eMoonis | 1 l '
(0,3%;95% a1 | (0.6 %; 95 % [I]
0.0-16%) | 00-3.1%)
** [ToBHa MHOKMHA NALEHTIB 175 aHanizy, yei gt AKi Gy AM paHIoMizoBaHI.
TaGnuusa 9
Pesynbratin GesnekH B Kinili OCHOBHOTO Nepiofy AiKyBaHHA )
Puuaponcaﬁaﬂ INpenapar
N = 320% NopiBHAHHS
e | N=1e*
C}ffcymuc'rl, noaii BeauKot K[JGBDTEm + I{BHB[{ 10 § 3
(OcHOBHUI NOKA3HHK Ge3neku) L (3.0%;95% 1 | (1.9%:95%
__________ el 1655% | JU05-53%) |
Benuka KpoBoTeda i 0 | 2 |
| (00%,95%0 | (1.2%:95% |
_________________________________________ 00-11%) | JU02-43%) |
By ab-ski _pGBDTC'-iI BUK/HKAHI JTiKyBaHHAM 119(36,2%) |  45(278%) |

* [Tonynauis natienTis Ans aHanizy Geanexn, yci 2iTh, ki OyNH paHIOMIZOBEaHI Ta OTPHMATH NPHHATIMHI
| apzy DoCcAiIAYBAHOTO NIKAPCHKOTD 33cody.

Mpodine edekrusrocti Ta GeznexkH pueapokcabany OyE 3HAYHOIO MIpOI0 MOMIDHHM MiX
negiatpuuno nonynauicio 3 BTE Ta popocnow nonynauicwo 3 TI'B/TEJIA, onnak wactka
cyG exTip i3 Gyab-nKkoio KposoTedero Gyaa Bumow y negiarpuuniii nonynsuii BTE nopipHano 3
A0pOCAoL0 nonynauiee TTB/TE.

HUY AHTHTLN

PusapokcaGan Gyno nopienano 3 sapdapusoM Yy naiieHTtis 3 TpomOozoM B aHamHesi 3
piarnocropaHuM  anTidocdoniniguum curapomom  (AD®C) 3 BHCOKMM  PH3HKOM
TpomBoeMBoNiYHHX ABHIL (MOINTHEHI Pe3yALTATH A5 BCIX TPLOX anTHhOCHONINIAHMX AHTHTIN:
BOBYAKOBHH AHTHKOArynsHT, adTHkapjaioniniHoei adTHTina, anTu-Gera-2-rnikonpotein |
aHTHTINA) ¥  paHlOMi3OBaHOMY  BIIKpHTOMY  MYIBTHHCHTPOBOMY,  CHOHCOPOBAHOMY
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AOCTIAHHMKAMH  KJIIHIYHOMY BHOpODYBaHHI 13 «3acninieHoy OUIHKOK KIHUEROT TOYKM.
HocnigaenHa OyJn0 NPHIHHEHO A0CTPOKOBO Nicas BkaoveHHs 1200 nauienTiB BHacniaok
3POCTAHHA 4acTOTH TpomOoeMOONIYHMX ABMLL Y TNaUIeHTIB, AKI npuiimaau pueapokcabad.
Cepeauiil nepion cnocrepeskeHHs cranoeve 569 auie: 39 nauicutie Oyno pasioMizoBaHO B
rpyny 3acTocyBaHHa pueapokcabany B no3i 20 mr (15 Mr ana nauieTiB i3 KaipeHcoM
KpeaTHHiny < 30 Mn/xe) i 61 — papdapuny (MHB 2.0-3.0). TpomGoTHuHi aexwa Synu v 12 %
NALICHTIR, PAHIOMIZ0RAHHX ¥ TPYTY 3acTOCYBaHHA pHEapokcadaHy (4 uemMivHMX iHCYIBTH Ta 3
indapkTn miokapaa). He Oyno 3apeectpoBado TpomGoemOoniuHMX SBMIL Y NallieHTIB,
paHaoMizoBaHMX ¥ rpyny 3actocyeands sapdapuny. Benuki kpooteui cnoctepiranuca y 4
nauieHTik (7 %) rpynu pueapokcabany Ta v 2 nauieutis (3 %) rpynu sapdapuny.

JacTocvBaHHA DiTAM

Ceponelickka MeIMYHA areHIlif RiAMOBMIACA BIj NpaBa BMMAratd BHKOHAHHA 3000B’A3aHHA
OO MOJaHHA PEe3yJILTATIR JOCAIIAKEHE i3 3aCTOCYBAHHA pHBapokcabaHy B YCIX niarpynax
NPeicTABHUKIE JHTAYOT momynauil 118 nikyeaHHa TpoMmboemOoniuHMx yeknaaHeHs., Jlns
ozHaliomaeHHA 3 iH(pOpPMaUierd Npo 3acTOCYBaHHA nikapcbkoro saco0y QitaM IHB. po3zin
wiTHy.

Dapnarorinemura

BemokTyBanns

Hacrynua indopmalis ocHOBAHA HA JAHWX, OTPHMAHHX Y IOPOCITHY.

Pueapokcaban IBHAKO BCMOKTYETHCA, MakCHMankHa KoHUeHTpawia (Cupg) gocaracThes yepes
2—4 rojuHH nicna npuioMy TabneTKH.

AbcomoTHa GiogocTynHicTs puBapoKcabaHy Micia 3aCTOCYBAHHA 103H BHCOKA i cTaHOBHTE 80—
100 % nns Tabnetok mo 2.5 mr ta 10 mr. Hesanesxuo Bil BRWUBaAHHA Tki. BikMBanHa Tkl He
BNIMBAC Ha MAOMWY T KPHEOK 3anekHocT]  «koHueHTtpauis-uacy (AUC) abo Chax
puBapokcabany y nozax 2,5 mrta 10 mr.

[Mpu npuiiosmi HaTILE ¥ 3B 43KY 31 3HHKESHHAM BCMOKTYRaHHA 714 TabneTok pueapokcabaHy o
20 mr Oyna pusznausena GiomoctynuicTe 66 %. Ilpu 3acTocyBanui puBapokcabany no 20 mr
pazoM 3 Twew Oyno BCTAHOBNEHO, 10 cependiil noxasuuk AUC sGinemyerbes na 39 %,
NOPIBHAHO 3 NpuiiomoM TallleTOK HATILE, L0 BKA3YE HA Maiie MOBHE BCMOKTYBaHHA | BMCOKY
GloaocTynHicTs NpH NepopankHoMy npuiioMi. Pueapokcaban no 15 mr i 20 mr cnig npuiiMaTti
mij vac BxuBadia D (aue. posgin «Cnocib sacTocyBanHA Ta Q03H» ).

dapmakokineTuka pusapokcabany HalGnuaeTscd 00 NiHiHHOT NpH 3acTocyBaHHi y A03ax o
15 mr 1 paz va no6y natwe. Ipu npuitoMi nia wac BxuBaHus ki dapmakokiHeTHka TabneTox
pueapokcabany 15 mr i 20 Mr e nponopuifiHo 3aneskHolo Big 1034, T1pH 3acTocyBaHHi BHLIMX
A3 abcopbuin pueapokcabaHy ofMexyeThCd MapaMeTpaMH pO3YHHHOCTL MPH LBOMY HA Tl
BHLIHX /103 BiI3HAMACTRCH SHHKEHHA BI010CTYHOCTI Ta CTYNEHA BCMOKTY BAHHA,
@apmakokiHeTHKa prBapokcabaHy XapakTepHayeThCs NOMIPHOK MIHIMEBICTIO! iHAMBILYanbHa
papiabensHicTs (Bapianiiinnil koedinient) cranosuTe Bin 30 % o 40 Y.

BemokTyBanusa pupapokcafaHy 3alemuTh BiJl Micus BHBUIbHEHHA Nikapebkoro 3acoly y
IWAYHKOBO-KHIIKOBOMY TpakTi. Bigznauaereea sHmenHa Ha 29 % i 56 % AUC i Coax npu
JACTOCYBAHHI  rpaHynata  pueapokcabaHy, 3 BHBUIBHEHHAM 10401  PeYOBMHH ¥
NPOKCHMANBHOMY  BifAiNi  TOHKOrO KHLIEYHWMKY nNopiBHAHO 3  TabneropaHolo  Qopmolo.
Excnosuuis smeHwyerscd we Oinblue npH BUBUILHEHHD 10407 pedYOBHHH Y OHCTAILHOMY
BN TOHKOrO KHIDEYHHMKY 4YH BHCXiAHIA gacTui obGonoBol kuwiku, HeobxigHo yHHMKaTH
BEEICHHA pHBapokca0aHy AMCTaNbHIE WITYHKA, OCKUIBKH L€ MOME NPHIBECTH A0 IHHIKEHHA
BCMOKTYBaHHA Ta BiANOBIHOTO BIIHBY Ha €KCTIO3HLII.

BiopoctynHicts (AUC i Cina) y pasi sacTocyranns pueapokcadany 20 Mr nepopansHO y BUIIAAL
noapiGHeHol TabneTky, 3Mimanoi 3 abnyvHusM nmope abo BOAOK, BEEIEHO! 4Yepe3 WIYHKOBHI
30H]1 Opa3y Mic/ia BXKUBAHHA PiAKOT ki, Ta y pasi npuitomy winoi tabaerku Gyna nopisHAHHOK.
Bpaxoeyiouw  nepeabauyeanuii  nozonponopuiiinmii  QapmakoxineTnunuii  npodine
pueapokcabany, pe3ynbTaTH JaHoro AocliLkeHHA 3 OiogocTynHOCTI, HMOBIPHO, MOMXYTb
CTOCYBATHCA 1 HHAYHX 103 puBapokcabaHy.
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Hediampumni nayienma

Jiti orpumyeany tabnerky pueapokcabany afo cycneHsilo 78 NepopantkHOre 3acTOCYBaHHA
nix uac abo GeznocepeaHEO Nicas roayeadng abo BERHBAHHA TKi Ta 3 THIOBOIO NOPLICKO piAHHM
ana sabesnedeHHs HanifHoro JosyBaHuA 1iTAM. SIK iy jAopocaux, puBapokcalan Jierko
BCMOKTYETLCR  NMICNA  nepopansHOro  npuilomy v surasgl  tabnerox  alo  rpanyn  ans
NPUrOTYBAHHA CYCNEH3iT I8 NepopanbHOro JacTOoCYBaHHA v o aited. Pizuumui v msnakocTi
BCMOKTYBAHHA ab0 B CTYNEHI BCMOKTYBAHHA Mim TabneTkow Ta rpaHylaMy s NpUroTyBaHHs
cycneHsii 418 nepopaikHOrNO 3AcTOCYBAHHA He cnoctepiranocs. Hemae panux npo ©K nicna
BHYTPIIIHEOBEHHOTO BRE/IGHHA ITAM, ToMY abcomoTHa Dioa0cTYNHICTE puBapokcabany vy aiTed
HeBiloMa. byno BMABNEHO 3HWKEHHA BiaHOCHOT OiogocTynHocTi npy 36inewenHi noz (y mr/kr
MacH Tina), 10 CRiUKTE Npo OOMEXKEHHS BCMOKTYBAHHA TNPH BHILMX 038X, HABITH MpH
OAHOUACHOMY NPUHOMI 3 TR,

Pueapokcaban, tabnetkn no 15 ta 20 mr, cnia npuiimati nig 4ac rogyeaHns abo nig gac
BAKHBAHHY DK (AMB. po3ain «Cnocib 3acToCYBAHHA Ta 103M»).

Poanonin

3’ a3ypanHg 3 GinKaMH NIa3MK KPOBI Y NIOJMHKM € BUCOKHM i CTAHORUTE Oam3bko 92-95 %, npu
ULOMY OCHOBHMMH 3B A3YIOUMM KOMIOHEHTOM € CHpOBaTKOBHI anbbymin. O6’em poznoniny —
noMipuuii, o0’ em poznoainy B pieHOBaIKHOMY cTali (Vss) CTAaHOBHTE Maitxe S0 .

Hediampuuni nayicumi

Jaui in vitro HE BKa3yOTbh Ha CYTTEBRI BiiMivHOCTI ¥ 3B A3yBaHHi pHBaporcabaHy 3 Oinkamu
MAa3MH Kpoei y Aiteil pizHUX BIKOBHX Ipyn i nopieHsHo 3 fopocnumu. Hemae nanux npo OK
mic/s BHYTPIIHEOBEHHOIO BBe/eHHs pusapokcabany aitaM. Vss, onineHuil 3a aonomoroio
nonyaAiiHOro MoJentoBaHHA tapMakokideTHku v aitedl (gianazol eiky eifg 0 go < 18 pokie)
nicna NepopanbHOrO 3acTOCYBAHHA pHMBapokcabaHy, 3ANSKMTE BiJl MacH Tina i Moxe OyTH
OMHCAHO ANOMETPHYHOI (PYHKILEW, i3 cepenHim 3xadedHam 113 n ana cyb'ekta 3 Macolo Tina
82,8 kr.

BioTpancdopmanis i BUBeneHH

V popocnux maitwe 2/3 npuiinarol no3u pusapokcabany MeTabomisyeThes 3 HACTYIHHM
BHBEJEHHAM NOJOBHHH MeTaloniTiBE HHpKaMH, a iHWoT nmonoBMHH — 3 Kanom. Pewrra (1/3)
NPHITHATOT 1031 BHBOAMTECA GeznocepelHbo HUPKAMH y BUTTIALL HE3MiHEHOT 11040l peuyoBHHH
i3 CEYEIO MEPERANKHO LUIAXOM AKTHBHOT HHPKOBOT CeKpeui.

Metabonism  pusapokcabany salesneuyerbes  i3odepmentamn  CYP3A4, CYP2J2 Ta
HE3aNeKHMMH  Big  cucTemu  uuToxpomy CYP  mexanizmamu. OcCHOEBHHMM  JIINAHKaMK
BiorpaHcthopmaiii € mopdoniHoBa rpyna, 1O 3a3HAE OKHCHOIO PO3KIaNanHs, Ta aMmiini rpyIu,
AKI TAAATAIOTE Tiaponizy. Buxoaaun 3 oTpuMaHux in vitro nauux, pueapokcaban € cyberpaToM
Tpancnopriux Oinkis P-raikonporeiny (P-gp) Ta Oinka pe3ucTeHTHOCTI /10 paky MOA04HOT
3anozu (Berp).

Haligasknueinion cnolykow ¥ NnasMi KPoRi MOAHHE € He3MiHeHHH puBapokcabaH. NpH ULOMY
3HayHi af0 aKTHBHI LMPKYIIOW0Y] MeTaboniTH He BUABNCHI. PHBapokcabaH, cHCTeMHHI KiipeHc
akoro craHoButTk npubausno 10 n/rop, mome GyTH BigHecenwii mo nikapceKHX 3acobie 3
HH3bKHM piedem wiipency. [licas BHyTpiluHbOBeHHOro BBeleHHS fo3n | Mr nepion
HaniBBHBEIEHHA CTaHOBMTE npubnusno 4,5 roamun. [lpu nepopanbHOMY 3acTocyBaHHi
puBelleHHs oOMexyeThed wWBKAKicTIo abcopbuil, [lpu Bupenenni pusapokcabany 3 niasmu
KpoBi TepMiHaneHUii nepion HaniBBHBEIEHHS CTAHOBHTE Bill 5 10 9 roiMH ¥ MOJIOAKX NALICHTIB
Tagin 11 g0 13 roguu B ocid NiTHEOTD BIKY.

Hediampuuni nayicnmu

Jani wmomo wmerafonismy, XxapakrtepHoro anda  aited, eigcytHi. Hemae ganmx npo
(papMaKOKIHETHKY NiCIs BHYTPIUHLOBEHHOIO BBEAEHHA puBapokcabany aitam. Knipenc,
OllIHEHHIT 33 JONOMOroK NONyAUiifHOro MOJENOBaHHA hapMakokiHeTHky y nitell (nianasoH
giky Bin 0 no < 18 pokir) nmicng nepopalkHOTD 3aCTOCYBAHHA pHBapokcalaHy. 3alesHTh Bil
MacH Tina i Mome OyTH ONHCaHO 3a JONOMOTOI0 anoMeTpuyHol (pyHKUIL 13 cepeiHiMm
nokazHukoM 8 n/rog ana cyGlekta 3 macoio Tina 82,8 kr. Cepenni reoMeTpHuHi 3HAYCHHA

15



nepiofie  HaniBBMBENEHHA (Li2), OWiHEHI 3a JONOMOrOK NONYIAUWIHHOIO MOACTIOBAHHA
(hapMaKoKiHETHKN, 3MEHIIYVIOTRCA 31 3MEHUIEHHAM RiKY | CTAHORNATE BiA 4.2 FOOMHK ¥ NiANITKIB
a0 npubnuzHo 3 roauH y aitei eikom Bin 2 1o 12 pokie, no 1.9 ta 1.6 roguau v giteii Bikom 0.5
— < 2 pokie i menme (1,5 poky BiaAnoBiAHD.

Ocofnuel rpyny nalicHTie

Cmams, ¥ 70pociHX HOMOBIKIE | MIHOK KNIHIMHO 3HAYVILI POINOIKEHHA QapMakoKiHEeTHKH He
BHARJEHI (AHB. po3ain «Cnocid 3acTocyBaHHA Ta J03H» ),

[MomykoBuil ananis He BUABMB PENEBAHTHUX BiAMIHHOCTEH ¥y eKkcnosuuii pusapoxcabany Mix
NITEMH YOTORIYOT TA AIHOYOT CTaTl.

Hayienmu aimubozo eiky. Y NAalieHTIE NITHREOTO BIKY KOHUEHTpauis pueapokcabaHy y niassi
KpPOBI BHIA. HiX Y Monoaux nauientie: cepenne 3vadedna AUC npubnmuzno B 1.5 paza
NEPEBHLILYE BIANOBIAHI 3HAYEHHA Y MOMOOMX NAUieHTIB, TOMOBHHM YHHOM  YHAcliAok
IHHAEHOIO 3AranbHOTO T HHPKOBOTO KiaipeHcy. Hemae notpebu B koperuil nozu.

Pizni eacosi kamezopii. Y popocnux 3ananto Mana abo Benuka maca tina (menme 50 kr i 6inbine
120) xr) nuue He3HAYHOIO MIPOIO BIUTHBAE HA KOHLEHTpalin puBapokcabaHy y naasmi Kpoei
(meHwe 25 %). Hemae notpefin B KOpekil mo3M.

HitaM pueapokcabad noTpiGHO NnpU3HaYaTH 3anekHo Bia MacH Tina. [lomykoruii ananis y nitei
HE BMABHB PENEBAHTHOTO BNAMBY HEJOCTATHBOT MacH Tina abo OMMPIHHA HA EKCIO3HLIW
pHBapokcabany.

Mizcemuivni ocoGausocmi, Y JIOPOCIMX KAIHIYHO 3HAYYIN PO3XOKEHHA (apMakoKiHETHKH
(PK) 7ta dapmakogunamikn (D) vy nauientiz  eBponeoinHoi, apoamepHKaHCHKOT,
NATHHOAMEPHKAHCELKOT, Anonckkol afo kKuTaicLKol eTHIYHOT NPHHANEKHOCTI He cnocTepiranies.
[Mowykoeuit aHanis He BHABMB pENeBaHTHMX MIKETHIYHHX BigMiHHOCTEH B excnosmuil
pHBapokcabaHy cepen aiTeit ANOHCRKOT, KMTaickkoT abo a3iaTChKOT eTHIYHOT NPUHANEKHOCTI 33
Meskami Anownii Ta KuTtaw nopieHaHO 3 BIANORIAHOIO 3araibHOI0 NeiaTPHHHOI0 NONYIsSUier.
Hevinrkosa nedocmamuicme. Y 1OPOCIMX NALIEHTIE 3 LUPOIOM NEYIHKH 3 JErKOK NeYiHKOBOK
HefpocTaTHicTo (knac A 3a knacudikaniero Yafinga — [1w0) dapmakokineTHka pusapokcabany
AHIIE HE3IHAYHO BiJpIZHANAcA Bil BIANOBIAHHMX nokazHuKie (y cepeansomy 1,2-pasope
abinbenna AUC pusapokcaGany) ¥ KOHTpoABHIH rpyni 310poeux nobporonslie. Y nauieHTie
3 HPO3OM NEUiHKH i3 CepelHBOTAKKOK NeviHKoBOK HegocTaTHicTIo (Kknac B 3a knacudikauiero
Yaiinna — IT'10) cepenna AUC purapokcabany Oyna 3naunHo nmiaeuieHa (y 2.3 pa3a) nopiBHAHO
3 TAKOK ¥ 310poBnX nodpoeonsiie. AUC He3r'asaHol pevyoBMHHM MijEHILYBanaca v 2,6 paza. Y
MX NauieHTiB TAKOM 3apeccTPOBAHO IHHIKEHHA BUBeleHHs puBapokcalany i3 ceuelo. nogibue
[0 TOro, WO XapakTepHe ANA NALieHTIB 3 HUPKOBOIO HEJDCTATHICTIO noMipHoro crynens. Hemae
JAHUX LWOA0 NALIEHTIE 3 THAKHM nopylueHHas QyHKLIT nedinkm,

[Tpurnivenns akrusHocti dakropa Xa Gyno eupaxiede cunsHile (2,0-KpaTHe posXolKeHHs) ¥
MAaLEHTIB i3 CEPEAHBOTAKKHM MOPYIIEHHAM DYHKUIT NeqiHKH, HIK Y 310poBHX 100POBONLLIB;
MY takox (2.1-kpatuo) nogoexyeaecd. [lauienTy iz cepegupoTamkum nopyuensay yuruil
nedinku Gyl Ginpll YYTAMBAMH 00 pHEApoKcadany. WO NPH3BOIHI0 10 ikl KpyTol KpHBOT
sanesHocTi GK/D]] mix koHuenTpanicto Ta [14.

Pupapokcaban NpoTHIOKA3aHHil nauicHTaM i3 XBopoDaMH MEYiHKH, 110 CYMPOBOMIKYIOTHCS
KOAryJNoONaricld 3 KAHIYHO 3HAYVILWM PHIUKOM BHHUKHEHHS KPOBOTEY, B TOMY 4HCal
naieHTaM i3 uMpozoM nedinkd Knacie B ta C 3a knacudikauicro Yainga — o (aus. posain
«ITpoTunokasaHHay ).

BigcyTHi kninivni nani woao aited iz nopyweHnaM diyHKUiT newiHkm.

Huprosa nedocmamuicmis, Y nopocnux BigzHavanocs 30inkleHHs ekcno3nuii pueapokcabany,
ake obepHeHO NponopuUifiHO KOpenme 31 3HMKeHHAM qivHKWIT HMpOK, MO BM3IHAHANH 724
knipeHcoM KpeatiHiny. B ocib 3 nerkum (kaipenc kpeatuniny S0-80 mn/xe), cepeaHBOTIARKNM
(knipenc kpeatHHiny 3049 wmna/xe) abo TmkkMM  (knipeHc kpeatuHiny 15-29 mn/xas)
nopymeHHaM (yHKIIT HUIPOK KoHUeHTpalia pueapokcabany y nnasmi kpoei (AUC) Oyna s 1.4,
1,5 Ta 1.6 pasza Ginsumia NOPIBHAHO 3 Takol ¥y 3opoBux aodposonsuie. BianoeigHo
cnocTepiranocs 30inbiwenns papmMakoaunamivanx edextie. B ocid 3 nerkum, cepeHbOTAKKHM
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abo TAKKHM nopylieHHasM diynkuii HUpoK 3aranbHe NpUTHiYeHHs akTHBHocTi dakTopa Xa 6vno
BiAnoBiano & 1.5, 1.9 1a 2 pasu GinelwiMM NOpiBHAHO 3 TAKHM Y 310poBuX jodporossuis; T4
noaibHuM uuHoM 3poctano ¥ 1,3, 2.2 ta 2.4 pasa einnoeinno. Jlani nono nauienTie 3 kaipencom
KpeaTHHIHY < 15 Ma/xe BifcyTHI.

3 ornagy Ha BHCOKE 3B A3YBaHHA 3 DiIKAMU NIAIMH KPOBI, OMIKYETHCH, WO pHBapOKcabaH He
BHEOAHTERCA 3 OPraHisMy WUIAXOM dianisy.

He pexomeHIyeThCs 3aCTOCOBYBATH JIKAPCHKEMI 3acib nauicHTaM i3 KnipeHcoM KpeaTHHIHY < 15
mi/xe. Pueapokcaban cnift 3 ofepeHicTIO 3aCTOCOBYBATH NAlliEHTaM 13 KNIPEHCOM KpeaTHHIHY
15-29 mn/xe (auB. po3ain «OcoGaMBOCTI 3aCTOCYBAHHAY ).

Bigcytni knimiuni aasi wopo s3actocyeaHHs v o AiTel BiKOM Bil 1 pOKY 3 HHMPKOBOIO
HENOCTATHICTIO NoMipHoro afo TAKKOTO CTyneHs (IWEHAKICTE kayboukorol dineTpauii < 50
ma/xe/1,73 m?).

Daprraroxinemuqni dawi, 3adivcosant y nayicumic. Y NallieHTIB, AKI OTPHMYIOTE pHBapokcabaH
ana npodinakrikn TI'B y nosi 20 mr 1 pa3s Ha pody. cepenuiii reoMeTpHuHHil nokazuuk
KOHUeHTpauii (intepean nportoszysants — 90 %) uepes 2—4 roauuu Ta Maiixe yepes 24 roguHu
micnd  3acTOoCyBaHHA (¥ac, WO npubnusHo BigoOpamae NOCATHEHHS MAKCHMAIBHOT Ta
MiHIMaNbLHOT KOHUEHTpaLIT ¥y NpoMikKax Mix npuiioMamu 1o3) cranosue 215 (22-535) i 32 (6-
239) mkr/n BiANOBITHO.

Y nemiaTpuuHux nanieHTis 3 roctpow BTE. axi otpumylote pusapokcaban (y mozi,
BIIKOPHTOBaHIA 33 Macol Tina, U0 MPHIBOAWTE 0 eKenosuiii, noaibuol no ekcnozuuil vy
nopocaux nauienTis 3 TI'B, aki oTpumyioTe no3y 20 mr 1 pas na noGy), cepenni reoMeTpHuHi
KoHueHTpauii (90 % inTepsan) y uac Binbopy 3paskie, Akui npubiuzno sigobpakae J0CArHEHHS
MaKCHMAaNbHOT Ta MiHIMAbHOT KOHLEHTPALT ¥ NPOMIKKaX MK NpUHOMaMH /103, y3araibHeHo B
Tabmuui 10.

Tabnuua 10
[lincymkosa cratuctuka (cepenne reomerpuune (90 % inTepean)) piBHOBRXKHHX KOHLUEHTpaLLii
pueapokcabaHy B niiazMi KpoBi (MKr/71) 3a pesKMMOM J103YBaHHA Ta BIKOM

| luTepranu uacy |

Omuupazma (N | 12- N [ 6-

noby < 18pokie < 12 pokin

2,54 rouun 171 | 241,5 24 | 229.7

nicns (105-484) (91,5-777) - e

2024 roguan | 151 | 20,6 24 | 159

micns (5,69-66,5) (3.42-45.5)

Hpidi va goby | N 6 - N |2-<opokie [N [05-

< 12 pokis < 2 poKH

2,54 roauan 36 1454 38 | 171.8 2 |H.p

nicns (46,0-343) (70.7-438)

10-16 roaun 33 26,0 A7 223 3 | 3T

nicas (7,99-94.9) (0,25-127) (H. p.-
H. p.)

Tpuui na nody | N 2-<6pokis | N | napomxenns | N | 0,5 - N | napogxennn

-= 2 poKH <2 poKH -< 0,5 pory

0.5-3 roguun | 5 164.7 25 [ 111,2 131143 12 | 108.0

nicns (108-283) (22,9-320) (22,9- (19,2-320)
346)

7-8 roaun 5 33.2 23 | 18,7 12 | 214 11| 16.1

nicnas (18.7-99.7) (10.1-36.5) (10,5~ (1.03-33.6)
65.6)

H. p. — HE POZPAX0OBAHO.
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JHAYEHHA HUEYE HHwHLOT Mewi kinbkicHoro susnadenna (HMKB) Gyan zamineni wa 2 HMKB ans
pospaxynry cratuetuen (HMEB = 0,5 mrin).

Dapuarokinemusni/hapwacedunawiyni  (PR/DL)  egenose ameu. Ouinka DK/D]]
B3IAEMO3B A3KY MIK KOHUEHTpauicwy pusapokcabady ¥ nuaimi  KpoBl Ta  JAEAKHMH
thapmakoaMHaMIYHHMHM KiHIEBHMH Toukamu (npurdivedns daxropa Xa, T4, AYTY, HepTest)
NPoBOAHIACA Ha T/Ai 3aCTOCYBAHHA BENMKOro aianazony ao3 (5-30 mr 2 paim Ha noby).
BaaeM03B 430K MK KOHUEHTpauico pupBapokcadaHy Ta akTHBHICTIO ¢akTopa Xa Halikpauie
BH3HAYACTLCA 2a AonoMorol mojeni Ems. Haiibinsmw pocroeipui aani wono 1Y otpumytoTs
IWAAXOM 3ACTOCYRBAHHA NiHiHHOT MOIENi nepeTHHAHHA BiApiiKie. 3anekHO Bi/l Pi3HHX peareHTiB
ana BuzHaveHus 1Y, kyToBuii koedillieHT MOMe MaTH CYTTERO BiAMiHHI 3HauyeHHA. [pu
3acTocyeanHi pearenty Neoplastin 1na sumiptoeanda [TY suxianuii IT4 cranosus 6auseko 13 ¢,
a KyToRWi koediuienT — Bin 3 ¢ o 4 /(100 mkr/n). Pesyawrat @K/DJ] ananizie y
nocaimkennax daz Il a Il gianoginany naHuM, OTPHMAHKM Y 3710POBHX N0GPOBOJIBLLIE.
Humavuii giv. Edpexrurnicts Ta Ge3nexy 3acTocypanHa nikapcekoro sacofy npH nokazanui ans
npodinakTHKH IHCYILTY Ta cucTeMHoi embonil y nauieHTiB 3 HeknanawHow ¢iSpunsiicio
nepencepab y Aitei Bikom a0 18 pokis He BHBUANH.

Jokniniuui naui 3 Gesneku

IcHyio4i JOKNIHIYHI JaHi, OTpHUMaHi B Xo4i TpamuuifHMX JochifKeHb dapMaronoriyHol
Geanerkd, TOKCHYHOCTE OIHOpa3oBoT 103K, POTOTOKCHYHOCTL, MEHOTOKCHYHOCTI, KaHLepOreHHOro
NOTEHLIany Tda PenpoAyKTHBEHOT TOKCHYHOCTI, BHAZVIOTE HA  BIiACYTHICT:  Oyib-aKHX
crietuiuHUX PHIMKIE JUIA JIHOIHHH.

Y mocnimkeHHAX TOKCMHHOCTI DaraTopazoEdx 103 cnoctepiranuck edekTd., Noe azaHi,
FOOBHHM YMHOM, 3 HaAMIpHO BHpPaKEeHOW dapMakogHHaMidHOK aielo pupapokcabany. He
3apeecTPOBAHO BIUIMBY Ha (PEPTHMIBHICTL ¥ CaMHlb Ta camuis miypis. Y Xoai AocniameHe Ha
TBapHHaxX OyN0 BHABICHO PENPOAYKTHBHY TOKCHYHICTh, MOB'A3aHY 3 dapMakonorivHuM
mMexatiamom ail pueapokcadany (reMoparivdi yCKIagHeHH").

Bupuenns pupapokcafany Ha MOJIOAMX LIYPax 3a TPMBANOCTI JNiKyBaHHA npoTaroM 3 micauis,
MOMHHAKYH 3 4-10 JIHA HOCTHATANLHOIO NEpioLy, NOKAZAI0 HelalewkHe Bin 1034 30inblueHHs
YACTOTH NEPHIHCYNAPHUX KposoTed. He BHABNEHO J0KAE TOKCHYHOCTI 118 OpradiB-MilleHei.

Kainiuni xapakTepucTHRH
Horazannn

opocil
[MpodinakTika iHCYJABTY Ta cHCcTeMHOI emOonil y J0pOCHHX NAlieHTIR i3 HEKNanaHHOK
dibpunauicio nepeacepab Ta OJHMM YW KilbkoMa (hakTopaMH PH3MKY, TAKHMH SK 3acTiiiHa
CepleBa HEeNOCTATHICTh, apTepianbHa rinepTensis, Bik = 75 pokie, uykpoeuii niaber, incyabT abo
TPaHIHTOPHA iIeMiYHA aTaKa B aHaMHE3I.
Jlikyeanua Ttpombosy rnuboxux sew (TIB). tpomboembonii nerenesoi aprepil (TEJIA) i
npotinakruka peunauey TI'B ta TEJIA y nopocanx (aue. posain «OcoGnHBOCTI 3aCTOCYBAHHAY
mono nauiedTis 3 TEJTA, ski MaoTe HecTabinbHi reMoinHaMivHi NOKASHHKH).

ftie
Kapnarvkcan® 15 mr. Jlikypanna senosnol tpomGoembonii (BTE) i npodinakruka peuuausy
BTE y niteit sikom no 18 pokis Ta 3 macow Tina sia 30 no 50 kr micna npuHaiiMHi 5 aHiB
MOMATKOBOT NApeHTepaibHOT AHTHKOArYIAHTHOT Tepanii.
Kapmarykcan™ 20 mr. Jlikyranus senosnoi tpomBoembonii (BTE) i npodinaktuka peuuausy
BTE v aireit sikom a0 18 pokis ta Macolo Tina nonan 50 kr nicas npuHaiMHL 5 1HIE noMaTKOBOT
napeHTepanbHOT aHTHKOAry IAHTHOT Tepanii.

Ilpomunoxaszanns

e [ligpMmena uyTidBicTe 10 puBapokcabany abo 10 OyIbL-AKHX JOMOMIKHHX PEYOBHH
niKkapeeKoro zacody.
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e KniHiuHO 3HauYILA aKTHBHA KPOBOTEYA.

o Viukonaenus abo cTaHM, 1O CYNPOBOMLKYIOTECH 3HAYHHM PHU3HKOM PO3BHTKY KPOBOTEY, 10
AKHX HanexarTh HasBHI Ha Januii yac abo HEWOJABHO JiarHOCTOBaHI BHPA3KH LTYHKOBO-
KHINKOBOrG TPakTy, IN0AKICH] MYXITHHH 3 BHCOKMM PHIHKOM KpOBOTEY. HEULOIABHO
nepeHeceHa TpaBMa rofoBHOroO afo CIHHHOIO MO3KY. HELOJaBHO MEpPEeHEceHe ONepaTHBHE
BTPYUYAHHA HA TONOBHOMY, CIIMHHOMY MO3KY ab0 ouax., HellOJaBHii BHYTpilIHLOUYEpPENTHHIL
KPOBOBHJIWE, BApHKO3HE PO3LIMPEHHA BEH CTPABOXOAY (BHABIEHE YW [1i103ploBaHe),
aprepioBeHO3Hi  MankopMauii,  adeppuama  cyauH  abo  3HauHi 3@ pO3MIpOM
BHYTpillIHEOCTIiHANLHI 800 BHYTpilHEONepeOpalbHi CYAMHHI aHOMAaIT.

- (jﬂHUHaCHE JacToCYRAHHA 3 6Fﬂh-ﬂHHMH IHIIHMH AHTHKOATYIAHTAMM, 30KpeMa 3
nedpakilioHOBAHHM  TENApHHOM,  HH3LKOMONEKYJIAPHHMH  renapMHaMu  (Hanpukiaa,
EHOKCanapuH, JalbTenapuH), TNOXiAHMMH renapuHy (Hanpuknaja, (oHaanapuHykc),
NepopansHUMKM  aHTHKOArynauTamMu  (Hanpuwnan, sapiapun, nabiratpan  eTexkcuiar,
anikcabaH), okpim cneuddiyeux obCTaBHH MEPEXody Ha anbTepHATHBHY aHTHKOArYJISAHTHY
Tepanito  (aue. poiain «Cnoeid  sactocypaHHs Ta  103M») abo  BHNAOKH, KOJIM
HedipakiioHOBaHWA  remapuH  noTpibHO  NpM3HAuYaTH Y J03aX, HEoOXIAHMX
QYHKUIOHYBAHHA BIIKPHTOrO KaTeTepa UeHTpanbHHUX Bed abo aprepili (mMB. posain
«B3aemonis 3 IHIWHMH TIKapCEKUMH 3aco0aMu Ta IHILT BHIH B3aEMOiiH» ).

s JaxBOpIOBAHHA MEYIHKH, AKI ACOUIKOIOTHECA 3 KOAryIoNaTiclo Ta KNiHIYHO 3HAYYLUHM PHIHKOM
PO3BHTKY KPOBOTEYi, ¥ TOMY UMcIi UMpo3 nevinky knacie B ta C (3a knacudixaniero Yaiinaa
— IT'10) (auB. po3ain «PapMakoKiHeTHKa» ).

e [lepioa BaritHocTi afo rogyBaHHA TpyALI0 (MB. PO37in «3acTOCYBAHHA ¥ NEPIoa BAriTHOCTI
abo royBaHHa rpy LK ).

Ocodnusi 3axedu deinexu

[MoypidHenns TabneTok

Tadnerku pupapokcaGany MOMHA NoapiGHUTH Ta cycneHayeatd v 50 Ma BoaM i3 BBelleHHAM 34
AOMOMOTOK) HA30racTPalbHOro 30HAa ab0 NUTYHKOBOTO 30HA A8 TOJYBAHHA ICAS NepeBipkH
NpaBHILHOCTI HOTO PO3TALIYBAHHA Y WAYHKY, MCAA YOro 30HA cij npoMHTH Boaoto. Ockinbku
BCMOKTYBAHHA pHBapokcabaHy 2afieskWTh RiJl Micld BWBINLHEHHS AKTHRHOT PEUOBMHH, CIif
YHHKATH BBejeHHs puBapokcafaHy JMCTANBHO B LLIYHOK, OCKIJIBKH L€ MOME NPH3BECTH M0
smeHwenns aGeopOuil Ta, 0THKe, 10 3MEHIUEHHA BIUIMBY akTWRHOT peqoBuHu. [licna Beenennsa
noapibHennx Tabnerok pueapokcabany no 15 mr abo 20 Mr cnin oapaiy BEOOWTH eHTEpankHE
XapHyBﬂHHH.

Bzaemodia 3 inuiumn Aikapeskumi sacofasu ma inui enou e3aemooii

Crynines B3aeMoail y negiaTpHuHol nonynsuii Hegizoma. Hapenaeni HusKye naHi mono szaemMoii
Oynn oTpuMaHi AAA  J0pPOChMX, JNIA  NefiaTpudHOl nomynauii cnin OpatH o yBaru
3acTepeAceHHs, HaBeaeHi y posaini «OcoGnHBoCTI 3aCTOCYBAHHAY.

Inriditopu CYP3A4 Ta P-gp

OpHOYacHEe 3acTOCYBAHHA pHBapokcabany Ta ketoxoHasony (400 mr 1 pas Ha nody) abo
putoHasipy (600 mr agiui va noGy) npuzeoauno ao 2.6-KpaTHOro/2,5-KpaTHOrO MiABHIIEHHS
cepennnoi  pieHoeawnoi AUC pupapoxkcaGany Tta 1.7-kparnoro/l.6-kpatHoro 3GinblieHHs
cepenibol  Cmax  pHBapokcabaHy, #iKe  CYNPOBO/UKYBANOCH  3HAYHHM  MOCHICHHAM
(apmakogiHamMivHux edekTis nikapepKoro 3acofy, WO NiABHILYE PH3MK KPOBOTEUi. 3pamaioun
Ha 1€, 3aCTOCYBaHHA mikapcekoro sacoby Kapparykean®™ e pexoMeHAyeThes mailieHTam, siki
OTPUMYIOTE CYNYTHE CHCTEMHE JTIKYBaHHA NPOTHIPUOKOBHMH NiKapcbKHMH 3aco0aMy asonbHOT
IPYNH, TAKHMH AK KETOKOHA30I, ITPAKOHA30M, BOPUKOHA30M Ta No3akoHason, abo inriGiropamu
BlI-npoteasn. Lli npenaparu € noTyxHumu inriditopamu CYP3A4 ta oaHodacHo P-gp (1Me.
pozain «OcobnMBOCTi 3acTOCY BAHHAR ).
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Pewosnnu, AKi aKTHBHO IHMIOYIOTH TiAbKH OQMH 30 WAAXIB BHBENEHHA pHBapokcabaHy 3
opranizmy, CYP 3A4 abo P-gp. Ak ouikyeTbed, 301BLIYIOTE KOHUEHTpAUID pHBapokcabany ¥
MIEEME KPORT MEHLLIOI MIPOID,

Hanpuknan, snapurpomiumsd (500 mr apivi wa no0y), wo 3sayHo iHribye akTueHicTb
izoepmenty CYP 3A4 i nomipro — P-gp, cnpuunnae 1,5-kparHe 30inbiuends cepentix 3naueHsb
AUC T1a l1.4-kpatie 30inbiienHs Cmeo puBapokcaGany. Biaemonis 3 KnapHTPOMILHMHOM,
AMOBIpHO, He € KMiHIYHO 3Hauymow and GinkocTi nauieHTie, ane noTeHuiiHo Moke OYTH
FHAYYLLOID N8 MALEHTIE BHCOKOTO PH3IHKY (100 3aCTOCYBAHHA MNALIEHTAM 3 HHPKOBOID
HEAOCTATHICTIO AUB. po3ain «OcofNHBOCT 3aCTOCYRAHHAN ).

Epurposmiumn (500 mr tpuyi va a06y), wo nomipho inridye aktueHicTs izodepmenty CYP 3A4
i P-gp. cnpuuuuse 1.3-kpartde 36insiienus cepedsix pisHopamuux 3Havens AUC i Cuax
pueapokcabany. Bzaemopgis 3 epuTpoMilMHOM, HMOBIpHO, HE € KNIHIYHO 3HAYYIIOK A4
OinbUIoCTI NAIEHTIR, ale NOTEHUIHHO MoKe OYTH 3HAYYLIOIO U1 NalliEHTIE BHCOKOTO PHINKY.
VY nNaiieHTiE 3 HUPKOBOK HEAOCTATHICTIO NIErkoro CTYMeHs TSHKKOCTI, Ha BiIMiHY Bin nauieHTis
i3 HOpMankEHOI (PYHKUIEID HUPOK, NPH 3acTocyBaHHi epuTpoMiuuny (500 Mr 3 pazn Ha poby)
pigsHauany 1.8-kparhe 3poctanns cepeanboro suavenus AUC Ta 1,6-kpatne 30inbmenns Cax
puBapokcabany. Y namieHTiE 3 HAPKOBOK) HeJOCTATHICTIO CEPEHBOTO CTYNMEHA TAKKOCTI Ha TNi
epUTPOMILMHY cnocTepirany 30inbenHs cepennroro snadenns AUC pusapokcabany B 2 pasu i
niaeuimenns Cma puBapokcaGany B 1,6 paza nopieHsHO 3 nauientamu Oe3 nopyleHs dyHKUT
HHPOK. Briue epuTpoMilMHY € alWTHBHMM [0 ABMIL HUPKOBOT HEAOCTATHOCTI (IMB. PO3IN
#«OcobnuBoCT 2aCTOCYBAHHAR ).

Maykonazon (400 mr 1 pas wa noby) eeawxaeTeca iuriGitopom CYP 3A4 cepennbol
iHTeHCHBHOCTI, 1 #loro sactocyBaHHa cnpyuMHano |.4-kpathe 30iNbIIEHHSA CEPEIHIX 3HAYEHB
AUC Ta 1,3-kparne 36inswends Cmax puBapokcabany. Bzaemogia 3 duykonasonom, iMOBIpHO,
HE € KIIHIMHO 3Ha4y o 118 Glnbluocti nauicHTie, ane noTeHuiiHo Moke Oy TH 3HAYYLIOW 174
NatieHTiB BUCOKOTO PH3MKY (L1040 33CTOCYBAHHA MALIEHTAM 3 HUPKOBOK HEAOCTATHICTIO NHB.
poaain «OcobanrocTi 3acTOCY BAHHAY ).

3padcaloul Ha oOMEKEHI KIiHIMHI JaHi Woao ApOHeNapoHY, il YHHKATH OJHOYacHOro HOro
3aCTOCYBAHHS 3 pHBapoKcabDaHoM.

AHTHEOAryJIAHTH

[Micas koMGiHOBAHOTO NpPH3HAYEHHA eHOKcanapuHy (ogHopazoeol ao3u 40 Mr) i pupapokcabany
(opnopazosoi aosw 10 Mr) crnoctepirascs agMTHEHMI edexT 1040 NPHIHIUYEHHA AKTHBHOCTI
daxtopa Xa, 110 He CYNPOBOLKYBANOCA JOJATKOBHMH 3MiHaMu npol Ha sropranus kposi (ITY,
AYTY). EnokcanapiH He 3MiHI0BaB (apMaKkoKiHETHKY puBapokcabany.

Yepes 301nbIIEHHS PHIUKY POIBUTKY KPOBOTEY CAiJl 3 0OEPEKHICTIO CTABMTHCA 10 OIHOYACHOTD
jacToCcyBaHHs puBapokcabany 3 iHIUHMH aHTHKOArynaHTaMu (ame. posainu «llpotunokazaniay
Ta «OcobauBOCTi 3aCTOCYBAHHAY ).

Hectepoinni nporuzananssi sacotu (HI133) / iuribito i1 TPOMEOLMTIE
[Michs oaHouacHoro 3acTocyeaHHs pueapokcabady (15 mr) i 500 mr Hanpokceny KmiHiuHO
PeACBAHTHOrO MOAOBKEHHA 4acy KPOBOTEHI He CrnocTepiranocs, NpoTe B OKpeMux ocid Moxnuea
Dinbl BHpazkeHa GapMakoIHHaMiYHa BiAMOBIAb.

He cnocrepiranocs KiiHiyHO 3Hauywux dapmakokivernunnx abo  QapmakoauHaMiuHmuX
BIAEMO/1iH NPH OJIHOYACHOMY 2acTocyYBaHHi puBapokcabany Ta 300 mr ACK.

He euseneno fapmakokiHeTHyHol B3aemonii mix pupapokcabanom (15 Mr) i knonigorpenem
(HapanTaxypansHa aoza 300 mr iz noganbluMM NPHIHAUEHHAM NIATPUMYBANBHHX 103 75 Mr),
ane y [migrpyni NauicHTiE Bia3HaveHe penesaHTHE 30UIBLIEHHA TPHBANOCTI KPOBOTEMI, IO HE
KOpEIIoBaNo 3 arperauieto TpomBounTie i pisnamu P-ceaextuny abo GPIIb/Ila-peuentopa.
Heobxinno aoTpuMyBaTHes obepeskHOCTI NpH npH3sadedni pusapokcalany nauieHTam. sKi
ognouacHo zactocoeyiore HII133 (Bxmouaioun ACK) Ta inribitopu arperauii TpoMOOLMTIE,
OcKinLKH Ui Jikapchki 3acofM  3aseuuail NIABHMILYIOTH PH3MK KpoBoTed (AHB. PO3AIN
#«OcobnUBOCT] 2ACTOCYBAHHAY ).




JAXONNEHHA cepoToridy 1 Hopenivedpuny (133CH)

HK 1 npH 3acTOCYBAHHI IHIIWX AHTHKOATYIAHTIE, NMIABHIIVETECA PHIMK PO3IBHTKY KPOROTEY ¥
nauieHTie, AKi oaHovacHo 3actocoryioTk CI33C abo 133CH eHacninok BNIHBY OCTaHHIX Ha
TpomGouMTH. TlpH oaHOYAcHOMY 3acTOCYBaHHI 3  puBapokcabaHOM Y XOfai KIiHIYHMX
AoChimens cnocTepiranacs 0inblla KiLKICTE BEIHMKMX TA HE3HAYHHX KNIHIYHO 3HAYYLLWX
KpOBOTEY B YVCIX Ipyliax Tepanii.

Bapiapun

[Mpn nepexoni nauienTis 3 antaronicta sitaminy K papdapuny (MHB 2-3) na pusapokcaban
(20 wmr) abo 3 pueapokcabany (20 mr) na papdapun (MHB 2,0-3,0) T4 tTa MHB (Neoplastin)
30insIIYEATHeA OiNb AK aAWTHEHE (Bin3HauYanucs okpemi 3navenna MHB no 12), y Toii uac ax
enie Ha AYTY, inriGyeanns akTHEHOCTI (hakTopa Xa Ta eHaoreHHMH TpoMGiHOBMI MoTeHUian
(ETII) Gy anMTHBHHM,

Axmo Gakano neperipuTH (apmakoauHamiuHi edexkTH puBapokcabaHy mi wac nepiomy
Mepexoay, MOKYTe OVTH BHKOPMCTaHI TECTH Ha BH3HAa4YeHHA aKTHBHOCTI ant-Xa, PiCT i
HepTest, ockinbku BapdapiH He BNIHBAC HA Pe3yILTATH UMX TecTiB. [Toumnaroun 3 4 mobm
nicna BiaMinu Bapdapuny i B noganeiioMy Bci TectH (Bkmovatoun [T, AYTY, iHridyeanHs
akTuenocTi gakropa Xa ta ETII) sinodpamatoTs nuwe edext pieapokcadany.

Hrwo Samano nepesiput dapmakoauuamiugl edextu paphapuny i Yac nepioay nepexomy,
MoHa BMkopucTaTd BuzHadeHda MHB npu nocarnenni Cyin pusapokcabany (4epes 24 roaunn
nicna npuioMy nonepenHsol 1o3d pueapokcabaHy). OCKINLKM Y 1EH MOMEHT puBapokcabaH
HaliMeH1lle BNAMBAE Ha pesynetati Tecty MHB.

Mix sapaputom Ta pueapokcabaHoM He BijzHaveHo (apMakokiHeTHuHOT B2aeMoil.
Inavkropn CYP3A4

OpnHouyacHe 3acTOCYBaHHA pHBapokcabaHy Ta pudaMmiliHy, O € CHIBHMM IHJAYKTOPOM
CYP3A4 i P-gp, npuzeogmno po sHmwkeHHs npubnuzuo wa 50 % cepeamsoi AUC
puBapokcabaHy Ta mapanenbHOro 3MeHLIeHHA Horo dgapmakoauHaMivnmx edextie. OgnouacHe
33CTOCYBaHHA pHBapokcabaHy 3 IHIIMMH cHabHOMIKOYHMH inaykTopamu CYP3A4 (nanpuknan,
i3 dienitoinoM, kapGamazeninom, denobGapGitanom abo nikapchKMMH 3acobaMH Ha OCHOBI
3Bip0o60I0) TAKOK MOME CIIPHYMHHTH 3HWKEHHA KOHLUEHTpalliil pupapokcabany y rasMi Kpogi.
ToMy cnig YHMKATH 0AHOYACHOTO MPHIHAYEHHA 3 MpenapatoM noTykHuX inaykropie CYP3A4,
OKpiM BHNAAKIB, KOJIH 3a0e3ne4eHo peTebHHIA Haria/ 3a NalicHTOM 3 METOK) BHABJICHHS O3HAK
T CHMOTOMIB TpoMbo3y.

IHuii nikapebki 3acobu cynyTHEOT Tepanil

He pinznavanocs KAiHIYHO 3HaYyIIMX apMakokiHeTHYHHX abo dapMakoIHHAMIMHHX BIacMOIii
MpH OJHOYACHOMY 3ACTOCYBAHHI pHBapokcabaHy 2 wmigazonamom (cyberpar CYP3A4),
aurokcuHom (cyberpar P-gp), atopeacratunom (cyberpar CYP3A4 i P-gp) abo omenpazonom
(iuriGitop npotoHHol nomnu). PueapokcaGad He npurHiuye i He IHOyKyEe OVIb-AKI BamIHEI
isoopmu uutoxpomy CYP. taki ax CYP3A4.

Bnaue Ha nabopaTopHi napaMeTpy

Brnnue Ha noxkasuuks sropranns  kpoei ([T, AYTY. HepTest) ¢ nepenbauysanni 3
YpaxyBaHHAM MexadiaMy il pueapokcabany (AUe. posain «PapMakoioriyii BAACTHBOCTIN).

Ocodnueocmi 3acmocyeani

Vnpoaoex nepiogy JNiKYBaHHS PEKOMEHIYETBCA 3/IHCHIOBATH KNIHIMHHH Haragn, wo
BiANOBiNAc NPAKTHLL 3aCTOCYBAHHA AHTHKOArYJIAHTIB.

PU3MK POZBHTEY KPOBOTEU|

Sk 1 npu 3acTocyBaHHi IHIIMX aHTHKOArYJIAHTIB, NauieHTaM, AKi NPUIAMalOTL NIKapehKHii 3acid
Kapnarykcan®, cnia nepeGypaTi mia peTebHMM HarasioM A0S BHABJEHHS O3HAK KPOBOTEI.
PekomenmyeThea 3 0GepesHICTIO 3ACTOCOBYBATH JIKApCEKMH 3acid nNpH 3aXBOPIOBAHHAXN, 1O
CYNPOBOIAYIOTHCA MABHINEHHM PH3HKOM PO3BHTKY KpPOBOTEY. ¥ BUNAAKY Cepiio3HOT KporoTeui
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laCTOCYBAHHA  qikapeekoro  3acoby  Kappatykcan™

«llepenosysannay).

Y KNHIMHHX JOCTIGKEHHAX KpoBOTedi 31 ciM30BHX o00N0OHOK (HanpHKNaa, HOCOBI KpoBOTEHI,
KPOBOTEH] 3 ACeH. ULUTYHKOBO-KHILKORI KPOBOTEYi, KPOBOTEY] 3 OPraHiB ce4ocTaTeBol CHCTEMH,
BKAOYAKYH AHOMANEHY BATiHATEHY KpoBROTedy abo MOCHNEHHA MEHCTPYANLHOT KPOBOTEHD) Ta
aHemMia BHHHKAIH 4acTille Ha i gosroTpueanol tepanil pueapokcabanoM, HIE npu JikyBaHHi
aHTaroHicTaMy Bitaminy K. 3pakaoun Ha 1, 07aTKOBO 10 HANEKHOIO KAIHIYHOrO Harnaay y
BIAMOBIHUX ~ BMNAAKAX  JOHIALHO NPOBOAMTH  NadopaTopHy  NEPERIpKY  NOKA3HMKIB
remMornodiny/reMaToKpuTy 3  METOK) BMSBIEHHS BHNAIKIB BHYTPIIHIX KpoBoTEq [nd
BHIHAYEHHA KIIHIYHOT 3HAYYILOCTI ABHHX KPOBOTEY.

[Mesni kareropil nNawicHTiB, AK 3a3HAYCHO HMMKYE, MAKOTh NIABHIMEHHH PHIHK PO3IBHTRKY
kporoTevi. Taki nauieHTH nicns novartky NiKyBaHHs NOBMHHI nNepe0yBaTH Mij peTelbHHM
HArTSO0M 18 BHABNEHHA CHMIITOMIB TeMOparidydHMx yoeknagHedb Ta aHemil (OMB. po3min
«ITobiuni peaxuiin).

[Ipy Oyap-AKoMY 3HHKeHHI pieHa remornobiny abo apreplalsHOro THCKY HE3 ACOBAHOL
erionorii HeoOXiHO BHABHTH [DKEPENO KPOBOTEMI.

Hespazkaroum Ha Te, WO NIKYBaHHA PHBApOKCa0AHOM HE BHMArac NpoBejeHHs CTaHJapTHOrO
MOHITOPHHTY  HOro  exkcrno3uuil, BHIHAYEHHA PIBHA  pHBapokcabaHy 3a  JI0MOMOro
BiakaniOposaHux KinbKicHMX TecTiB Ha aHTHdakTop Xa MOMKE BHABHUTHCH KOPHCHHM Y
BHHATKOBHX CHTYaIlifX, KOMH BiIOMOCTI Npo eKCMo3MIli0 pHEapokcabaHy 34aTHi BIUIMHYTH Ha
NpUIAHATTA KAIHIYHEX pillleHs, 30KpeMa TpH MEepeao3vBaHHi Ta eKCTPeHHX Xipypriusnx
BTPYYaHHAX (MB. po3nin «DapMaKonoridHi BIACTHBOCTIN ).

Haspni ofmesxeni gadi wono aiteii iz tpoMGo3zom uepebpanbHHX BEH | CHHYCIB, AKI MalOTh
inexuito LUIHC (ame. posnin  «apmakopuuamikan). Pusuk  kposoTeui cnig  peTensHo
OLIHIOBATH 10 Ta Nij yac Tepanii pusapokcabaHoM.

Hupkosa HenocTaTHiCTh

¥ [0pOCIHX NaLiEHTIB 3 TAKKOI HHPKOBOI HEAOCTATHICTIO (KiipeHe KpeaTHHIHY < 30 Mi/XB)
KOHLEHTpallig puRapokcabany vy miasMi KpoBi MOKE CYTTERD NiJIBMILYBATHCH (B CEPEAHLOMY ¥
1,6 pasa), 1o MOJKE NPU3BECTH JI0 NIBKILEHOTD PHIWKY KPOBOTEYI.

Cnin 3 oflepesHicTio 3acTOCOBYBATH dikapehkuil 3aci6 Kapnarykcan™ nauienram i3 knipencom
kpeatuHiny 15-29 ma/xe. He pexoMeHAYETBCA 3aCTOCOBYBATH Nikapchkuil 3acid nauieHTam i3
KaipeHcoM KpeaTHHiHY < 15 ma/xe (aue. posaiau «®apmakonorivbi eractieocTi» Ta «Cnocid
34CTOCYBAHHA Ta 103M»).

Jlikapebkuii 3aci6 Kapnarykcan™ Heobximno 3 ofepeHicTio 3acTOCOBYBaTH nallicHTam i3
HHPKOBOK HEJOCTATHICTO, AKI OAHOYACHO OTPHMYIOTE iHINI NiKapchKi 3aco0u, 10 NPH3EOAATE
A0 MiJBMIIEHHA KOHUeHTpauil pueapokcalany y nnasmi kpopi (aue. poznin «Baaemonia 3
IHITHMHA TIKApPCHKHMHM 3ac00aMi Ta IHII BUAM BIaeMoaiiis ).

He pexkomennoyerhcs 3acTOCYBaHHA Jikapcekoro sacoby Kapnatykcan™ AiTaM 3 HHPKOBOIO
HENOCTATHICTIO NMOMIPHOro abo TAKKOro cryneHs (BHAKICTE KiyGoukoroi ¢inerpauii < 50
M/xB/1,73 M), ockinbku kniniuni gani BizcyTHi.

B3acMonig 3 iHIIHMH JTIKAPCEKUME 3acobamu

He pexomeHayeThcs 3acTocyBaHHA Jikapchkoro 3acofy Kappatykcan™ nauienrtam, ki
OTPUMYIOTH CYIYTHE CHCTEMHE NIKYBaHHA NPOTHIPHOKOBHMH NiKapchKMMH 3aco0aMi a3oneHOT
FPYNH (HaNpHENA], KEeTOKOHAZO0NO0M, ITPAKOHA30N0M, BOPHKOHA3DMOM Ta Mo3akoHazonom) abo
inriditopamu Blll-nporeasu (nanpuknan, puronasipom). Lli mikapebki 3acofH € MOTYRKHUMM
inridiTopamu opHoqacHo i3odepmentie CYP 3A4 ta P-gp, ToMy BOHM MOMKYTE NMiJBHLLYBATH
KOHLeHTpaliio pueapokcabady y naaimi Kpoei A0 KAIHIYHO 3HAYYLIOrO piBHA (B CEPEIHLOMY ¥
2.6 pasa), M0 MOMKE NPHIBOJMTH 70 MIABHUIEHHA PH3IMKY BHHHKHeHHA Kposotedl Bigcyrtui
KIiHIYHI  maHi wogo  aiteil, AKI OTPUMYIOTE CYNYTHE CHCTEMHE JHKYBAHHA CHILHMMM
inriditopamu CYP3A4 i P-gp (nuB. pozain «B3aemonis 3 iHIIMMH NiKAPCEKHMH 3aco0aMu Ta
iHW BHAM BIacMOOliin).

Cni  MPUNHHHTH  (QMB.  po3ain
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Heobxinno GyTi obepekHUMH NPpH NpH3HadeHH] puBapokcabany nauieHTaM, Ak 3acTOCOBYIOTh
NiKapebki 3aco6M. 10 BNJMBAIOTE HA TEMOCTA3, HATIPHKAA] HECTEPOIaHI NpoTH3anankHi 3acobu
(HI133). ACK Ta inriGiTopu arperauii pomGouuTis, abo CI33C Ta 133CH. Axwo ichye pusuk
POIBHTKY BHPa3KoRol XBOPOGM LTYHKOBO-KMILIKOBOTO TPAKTY, CIifl PO3rNAHYTH NHTAHHA NpPO
nposenenHs BianoeigHoro npodinaktiyHoro NikysaHHa (AMB. poznin «Baaemosia 3 iHUIMMH
NiKapceKMMH 3ac00aMu Ta iHII BHOK B3aEMOIIi» ).

IHmi dhakTopy pU3INKY POIBMTEY KPOROTEY

Ak 1 Wi aututpomGoTHYHI  Nikapebki  3acodW, pueapokcabaH  He  PEKOMEHIYEThCA

1ACTOCOBYBATH MALLIEHTAM i3 NiJIBMILIEHHM PUIHKOM BUHHKHEHHA KPOBOTEYL, ¥ TOMY 4HCII MpH

HAaABHOCTI:

s ppopkenoil abo HadYTOT naTonorii 3ropTaHHs KpoBi:

®  HEKOHTPONBOEAHOI THKKOT apTepianbHol rinepTensii:

s (HIIOTO MIAYHKORO-KMIUKOBOID 3aXBOPIOBAHHA De3 BMPA3OK B AKTHBHIA CTanil. mio Mowe
NOTEHUIHHO NPHIBOAMTH [0 TreMOpariuydHWx  ycknajdeds (Hanpuknag, 3ananeHe
3aXBOPIOBAHHA  KHIIEYHHKY. e3odarit, racTput Ta ractpoeiodiareansHa peduiokcHa
xBopoba);

e CYJAMHHOI PETHHOMATIT

e  OponxoekTazy abo nereHeroi KpoBOTEYl B aHAMHE3I.

[lamieHTH 3 OHKOIOTIYHHM 3aXBOPIOBAHHAM

[MayienTd 21 M0AKICHHMH 3aXBOPIOBAHHAMH OJHOYACHO MOMYTH MaTH TMiJABHIIEHHH PH3HK

KpopoTedi Ta TpomBosy. IHAMBIAYanEHY KOPHCTE AHTHTPOMOOTHUHOrO NiKYBAHHA CIHij

NOPIiBHATH 3 PH3MKOM KPOBOTEY Y NAILIEHTIE 3 AKTHBHMM OHKONOMIYHHM 33XBOPHOBAHHAM

JaNeKHO B NoKanizauii MyXIHHH, NPOTMOYXAWHHOT Tepanii Ta cTajil 3axXBOpIOBaHHA.

[IyxnuHK, PO3TAINOBAHI ¥ WLTYHKOBO-KHWIKOBOMY Tpakti afo cewocraremiii cuctemi, Gyaw

OB #3aH1 3 NIJBHIIEHHM PU3HKOM KpOBOTEHi Mij Yac NiKyBaHHA pueapokcabanoM.

JacTocyeaHHa pHpapokcafaHy MPOTHNOKA3aHe naiieHTaM 21 HOAKICHHMH HOBOYTBOPEHHAMH 3

BHCOKHM PHIMKOM KpoBOTeY (AuB. po3ain «llpoTunokazanuan).

TTanieHTH 31 WTYHHUMKE KIAN3HAMA CepLLs

Pupapokcaban He clij 3acTOCOBYBATH 414 TpomGonpodinakTHKH nalicHTaM, AKi HellloJaBHO

fepeHecu TpaHcKaTeTepHy 3aminy aoprankhoro knanasa (T3AK). Beanexy ta edeKTHBHICTE

puBapokcabany He BUBYATH Y NAUIEHTIE 31 WITYMHHMH CEPUEBMMM KJIAlAHAMM, TOMY BIICYTHI
naHi, AKi NiATBEpPLKYIOTE, 10 pHBapokcaban 3aleinedye AOCTATHIO AHTUKOArynAWil y wuiel
rpynu nauientie. He pekomeHIyeTbCs 3acTOCOBYBATH JiKapchKwii 3acid Kapnarykcan™ ana

NiKYBAHHA TAKUX NALICHTIB.

ManienTy 3 antrdocdoninianum cunapomom (ADC)

He pekoMeHIVETRCH 3acTOCYBAHHA MPAMHX MEPOPanbHUX AHTHKOATYNAHTIE, BKIHOHAKYH

pHBapokcabaH, nauieHtam i3 TpomGozom B asamuesi 3 giarHocropanum AMC. Jokpema, y

NauieHTiB, AKI MalOTh NIATBEP/UKEHI NO3WTHBHI  Pe3yNBTATH  TeCTY [MIA  BCIX  TPLOX

antrdocdoniniAHUX AaHTHTLN (BOBYAKOBHIT AHTHKOAryIfHT, aHTHKapaioniniHoBi aHTHTINA, aHTH-

ferta-2-rnikonporeid | aHTHTINA), Tepamis NPAMHMH NMEPOPaIbLHUMN AHTHKOAryIsSHTAMH MOKE

OyTH NOB'A3aHa 3 MIJBHILEHHIM PHIHKY NOBTOPHHX TPOMOOTHUHMX ABMIIL NOPIBHAHO 13 TAKUMH

NpW Tepanii aHTaroHicramu pitaminy K.

[Manicnty 3 Hexnananuow QiGpunauicio nepencepab. Aki nepenecnd [IKB i1 scranopieHHAM

CTEHTa

Haseni kniviuni nani inTepeenuilioro AocHiiKeHHA 3 NMEPBHHHOID METOW OUIHKH (eanexu

JacTOCYBaHHA NanieHTam 3 Heknanauxow ¢iGpunsuicio nepencepab, Axi nepenecnn [IKB i3

BCTAHOBACHHAM crenTa. Jlani moao edekTHBHOCTI 1aa 3a3HadeHol nomyasauil obmeskedi (QUB.

pozainu «PapmakoaunaMikay Ta «Cnoci0 3acTocysaHHa Ta N03W» ). BincyTHi nani mono wiel

kateropii nauienTie 3 ineyneTom / TIA B anamuesi.

Mauientin 3 TEJIA Ta sectaGinbHUMH reMoaMHaMiMHHMH NapaMeTpaMu abo NauieHTH, AKHM

HeoOXiaH1ii TpomOoni3ue YK JiereHeBa eMOOIEKTOMisA
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He pexoMeHIyeTbCA 3acTOCOBYBATH JliKapcbkuil 3acid Kapaatykcan™ ak anbTepHaruey
HelpakuioHoBaHOMY TenapHHy 174 NaiicHTIE 3 nereHerolo eMO00MIE0, WO MaOThL HecTalinbHi
reMoMHaMI4HI napaMeTpd afo MOXKYTh MPOXOJHTH Npoueaypy TpoMOonisMcy 4 nereHesoi
eMO0NeKTOMIT, OCKIIbKM De3neky Ta edeKTHBHICTH 3aCTOCYBAHHA pHBapokcabaHy ¥y LHX
KNIHIYHHX CHTYALliAX HE RCTAHORMEHD.

CnMHHOMO3KORA (enigypalibHa/criHalLHA) aHecTe3id abo NyHKL
[pu weiipoakcianeniii  anectesil  (enigypansuiii/cninaneHiil  awecresil) abo BukoHaHHI
eniaypankHOT/CniHANEHOT NYHKUIT ICHYE PH3HK PO3BHTKY enigypansHol abo CrHHHOMOIKOBOT
reMaToMH, L0 MOMKEe TMPH3BECTH 10 TPHBANOrQ 4¥ HeoBOpOTHOTC napanivy ¥y nanienTie, Aki
3aCTOCOBYIOTE aHTHTPOMGOTHYHI 3aco0u ang npodinakTirl TpoMBoeMBONIYHHX YCKIaIHEeHE.
PH3HK MK YCKNAZHEHEL MIABHILYCTECA NPH BHKOPHCTAHHI NOCTIHHHX enilypaibHHX KaTeTepis
abo nMpH CYNyTHLOMY 3acTOCYBaHHI JikapceKMx 2acoBis, 10 BNIHBAKOTE HA reMOCTa3
Tpaemartnyna abo nNoBTOpHA enigypaibHa ado CHMHHOMO3ZKOBA TMYHKIIT TakoM MOKYTh
CAPUYHHUTH MiJBHIIEHHA PH3MKY BKA3aHMX YCKIaIHeHb. IlauieHTd nosuuHi nepeGysaty nin
CHOCTEPEHEHHAM 18 BHABICHHA CHMIITOMIB HEBPOAOrMHMX podsiafie (HanpuKian, oHIMiHHA
abo BiguyTTa cnabrocti ¥y Horax. auchyHKUil kMwewHuky abo cewosoro Mmixypa). Tlpu
BHsBJICHH] HeBponoriuHoro aediuuTy HeoBXiaHi TepMiHOBa niarHocTHka Ta nikyeauns. Jlikap
NoBHHEH OLIHMTH MOTEHIIAHY KOPHCTE 1 PHIMK NEpel NPOBEICHHAM Takoro BTPYHaHHA ¥
namieHTie, #AKI  3aCTOCOBYHOTE  AHTHKOArynsHTH  abo  roTyloTecs 10 3aCTOCYBAaHHMA
AHTHKOArYASHTIE 3 MeTo npodinakruky TpomGosy. BineyThil kKninivemi qockij 3acToCyBaHHA
15 mr 1a 20 Mr puapokcabady y TAKMX CHTYaLlisX.

Jlns 3sHMMEHHA NOTEHUIAHOTO PH3MKY KPOBOTEYl. acOUIHOBAHOT 3 OJIHOMACHHM 3ACTOCYBAHHAM
pHBapokcafany Ta cnMHHOMO3KOBOIO (eriaypansHoK/CrinaneHo0) aHecTesico abo nyHKuie,
neobxinHo Gpati o yearu dapmakokineTHuHHIT npodine pueapokcabany. Beranornenns abo
BIJIVYEHHA enigypansHoro karerepa abo mombaneHol nyHkuil Hafikpaile NpoBOAMTH, KOMH
odikyeTbea cnabkuii antuxoarynsutuil edext pusapokcabany (aue. pozain «dapMakonorivHi
BnactueocTtin). OOHaK TOYHWH wac AOCATHEHHA JOCTATHBOTO 3HHKCHHA AHTHKOArYIAHTHOTO
ehexry vy KOKHOro naiienta He sigomuil i fioro cnifl 3BaKMTH WOAO0 TEPMiHOBOCT
JHArHOCTHYHOT NPOLUEIyPH.

Bunyuarty eniiypansuuii KaTeTep, Ha OCHOBI 3arafibHuX (apMakoOKIHETHUHHX XapaKTepHCTHE,
cnij woHaiiMeHine depes nojgiiiHKi nepioa Hanieexpesiennd, To0TO He panie Hix uepes 18
FOMH ANA AOPOCAHX MALIEHTIE MOJOZOrO BiKY Ta 26 roJHH 174 NalieHTIB NiITHBOTO BIKY Mic/s
MpU3HAYEHHA OCTauHLOi 103M  pHBapokcabaHy (mue.  poszuin  «dapMmakokiHeTHka»).
Pusapokcalan He npuiiMaTH MPOTATOM TEPWHX 6 rojuH nicis BUIYHEHHA €nigypanbHoro
KaTeTepa.

YV BHNAAKY TPaBMaTH4HOi MyHKUIT npu3HadeHHs pusapokcabany noTpifuo einknact na 24
FOJIHHH.

Hemae nanmx moao TepMidie BcTaHorneHHs abo BHAANeHHs HefipoakciankHOro kKarerepa y
aiTeil nijg uac nikyeanda pueapokcabaHoM. Y TakMX BHOAAKAX CNil NPHOMHWATH nMpHHAOM
pueapokcabany Ta pOTAAHYTH MOMIIMBICTE 3ACTOCYBAHHA MApEHTEPANEHOTO AHTHKOATYIAHTY

KOPOTKOT il
PexoMenauii o0 J03vBaHHA Jikapchkoro 3acofy 0 Ta nicnd iHBa3HBHHX npouenyp i

XipVpriuHOro BTpyHaHHs

Y pazi ueoOxigHocti iHBa3MBHMX npouenyp abo XipypridHMX BTpy4YaHb 3aCTOCYBAHHA
nikapeskoro 3acofy Kapuatykean® 15 mr i 20 Mr eaig npuniHHATH WwoHaliMeHIe 3a 24 rogusn
0 BTPYUAHHA, AKILO L MOXIHBO, Ta HA OCHOBI KniniuHoro piwenns nikapa. Akuwo npouemypy
He MOJKHA BiJIKIACTH, ¢l OLIHMTH HAABHICTL MiBMIEHOTO PUIMKY BMHHKHEHHS KpoBOTeHi i
TePMIHOBICTE BTPYYaHHS.

3acTOCYBAHHA NiKapcekoro sacoly Kapnarykcan®™ norpifHo BiHOBMTH nicas NpOBEAEHH:
inBazuBHol npouenypu abo XipypridyHoro BTPYMAaHHA AKHaHWLBHWE nicAs JOCATHEHHS
aJIEKBATHOIO TEMOCTAZy Ta ¥ BHMNAAKY, SKWO 3aCTOCYBAHHA NiKapcekoro zacofy M03BONAE

-

KMiHIMHA CHTYALA B LiNOMY, 1110 BCTAHOBAEHD JikapeM (AuB. po3nin «DapMakoKiHeTHKAY ).
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TauicHTi NITHEOrD BiKY

PHIMK PO3BMTKY KPOBOTEY 36INbLIYETHEA 3 BIKOM (IHE. po3ain «DapMaKkoKiHeTHKay ).
Hepmaronoriudi peaxuil

Cepiosni wkipni peaxuil, exmodaioun cunapom Crisenca — Jlkoncona / TOKCHUHMI
enizepmansuuii nekponiz Ta DRESS-cunapom (peakuis Ha nikapebkuil 3acit 3 eosuHodinieio ta
CHCTEMHMMM CHMMTOMaMH), y 3B A3KY i3 3acTOCYBAHHAM puBapokcabaHy 3apeecTpOBaHO Y
nicispeecTpauiiinnii nepioa (aue. posain «llobiuui peakuiin). PH3HK umx peaxuidl y nauicHTis,
HMOBIpHO, € HailBHILMM HA NOYATKY Tepanii: noaea peakuiil y GinbwocTi Bunaakie sigbysanaca
MPOTATOM MEPIIMX THKHIB JIKYBAHHA. TIpH NEpiHX NposBax THKKHX IWKIPHMX BHCHITIB
(Hanpuknan, resepanizauis, intencudikania ta/abo yTeopenns nyxupis) ado npu nosei 6yab-
SKMX THIIMX O03HAK TiNEpuyTAMBOCTI ¥ MOEIHAHHI 3 YPAKEHHAM CIAM30BOT ODONOHKH Chij
MPHITHHHTH 3aCTOCYBAHHA pHBapoKcabany.

[ndopMaltis Npo AONOMIKHI pe4OBHHH

NMikapcokuit saci6 Kapaarykcan™ sicrute naxrosy. [Mauicntd 3 piKicCHUMH CIIafKOBHMH
3AXBOPIOBAHHAMM, 10 CYNPOBOMAYIOTECA HEMEPEHOCHMICTIO TraiakTosd, NediuuToM nakTasu
a0 MansaGeopBuicto MIOKO3H-TANAKTO3M, HE NOBHHHI 3ACTOCOBYBATH Lel nikapebkuii 3acif.
Lleii nikapcwkuii 3acid MicTHTE MeHme Hik 1 MMOAEB HaTpio (23 Mr) B OAHI Tabnetii, TobTO
NPaKTHYHO BUILHHIE B HaTpiO.

Sacmocyeanus y nepiod eazimnocmi ato zodysanns zpyooio

Bariticte. Edexrtuenicts Ta Gesneky 3acTocyBaHHs pubapokcabaHy BariTHAM OKiHKaM He
BHBYAIH.

PesybTaTi JOCTiAKEHb HA TBAPHHAX BKA3YIOTh HA PEMPOJAYKTHBHY TOKCHYHICTE (AME. po3ain
«apmakoioriudi BnacTHeocTi»). Yepes noTeHuiiiHy PenpojyKTHBHY TOKCHUHICTh 3HAYHMIl
PU3MK BHHMKHEHHS KPOBOTEY Ta NPOXO/KEHHA puBapokcabaHy vepes nuiaueHtaphuii Gap’ep
3acTOCYBAHNS nikapebkoro 3acofy Kapaarykcan™ y nepion saritHocti npoTunokasane (aus.
pozain «llpoTunokasanssy ).

logyeanua rpyamo. Edextuenicts ta Gesnexky pusapokcabaHy KiHKaM y nepiojl rofyBaHHs
IPYI0 He BHMBYANH. Y Xo.i JoChi#eHe HA TBapHHAX BCTAHOBIEHO, LIO puBapokcabaH
NPoOHMKAE ¥ rpyane Monoko. Bianosigno nikapcekuii 3aciod i{:341::,t[aT:«;w.:m«:'m NpoTHNOKAa3aHuit ao
3ACTOCYBAHHA Y Mepioj roayeaHHsa rpyumo (mme, pozain «lIporunokazannar). Heobxinno
NPUIHATH PilUEHHA WOJA0 NPHIHHEHHA TOAYBaHHA rpyUto abo NpUIHHEHHAYTPHMAHHA Bl
Tepanif.

®epruneticte. CnedianbHUX JOCNIIKEHL 3 OIIHKM BNAHBY pusapokcabany Ha (epTHALHICTE
MHOIHHK He npoBoauin. Y Xoai Jochimkenna HepTHIBHOCTI camuis i camulb Uypis He Gyno
BHABNEHO KOIHOTO BONHBY (AMB. po3ain «MapMakoaorivHi BIacTHBOCTIN ).

AIHKH 3 penpoayKTHEHHM NOTeHUianoM / KOHTpaueniis

Winkam i3 penpoayKTHEHHM TOTEHIianoM ciia 3anofiraTH BariTHOCTI Mij 4ac JNiKyBaHH:A
pueapokcabanoM | 3acTocoByBaTH nikapcekuil 3acid Kapparykcan® nume 3 edexTHBHOW
KOHTpaLenuicko.

3danmicms GRANGAMU HA IMEUOKICMb pearyii npu Kepyeanuni asmompancnopmom aoo
FHIIMHE MeXanizmari

Pupapokcaban NposBnfe He3HAYHHIl BMAHBE HA 3JaTHICTE KEpYBaTH aBTOTpaHCnopToM abo
iHwuMu Mexanizmamu, [Tosizomnany npo noGivsi peakuil, Taki AK BHNAAKH CHHKONAILHOTO
craHy (uacToTa: Hewacto) abo 3anamopodeHHs (dactora: uacto) (ame. posnin «IToGiuwi
peakuiis).

[Mauicntam. vy 9KHX BiA3HawaloThed nofiyni peakuii Takoro THOY, He clij KepyBaTH

-

TPaHCOOPTHHMHA zacofamu abo NpauoBaTH 3 IHIIHMH MeXaHi3MaMH.

Cnociii sacmocyeanna ma 0oz
Hozysauus
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Hpadhinarmura fncyaomy ma cucmennol exdoil y dopociux

Pekomenayerses npusnadath no 1 tabaerui nikapeskoro sacofy Kapaarykean™ 20 mr 1 pas na
100y, 15 10328 TAKOK € MAKCHMAILHOIO PEKOMEH/I0BaHOI0 103010,

Jlikyeanns fikapcbkum 3acobom Kapnatykcan™ cnia npoBoauTH NPOTArOM TPHBAJIOTO Hacy 3a
YMOBH, 110 KOPHCTE BiA npoifakTHEH (HCYNBTY Ta CHCTEMHOT eMDOnil Nepepamac pHIHK
POZBHTKY KPOBOTEY (JHB. po3ii «OCoDAHBOCTI 3aCTOCY BAHHAY ).

Y Banajky nponycky npuiiomy TabneTkd nauieHTy cnin npuiinate nikapeekuil  3acid
Kapnatykcan™ Heraitno i HACTYNHOro AHs NPOJAOBKHTH NIKYBaHHA i3 npuiiomom 1 pa3s Ha noby
ArigHo PeKOMEHAOBaHOro no3yeaHHA. He cain npuiimarty noasiiiny nosy y Toil camuil jeHb,
100 KOMOEHCYBATH NpONYyLIEHY TabIeTKy.

Hiwyeanns TI'B, TEJIA ma npoghinaxmura peyudusie TT'B i TEJIA y dopociux

[lpotarom nepwmx 3 tumdie ana nikyeanns roctporo TI'B i TEJIA pekomenayetsea
npuzHauatd no 1 rtabaerui 15 mr agivi Ha noby, nicns woro — no 20 mr 1 pas Ha poGy ans
TpHBanoro nikyeanus i npodinakruku peunauey TI'B ta TEJIA.

KopoTkocTpokory Tepaniio (npuHaiMui npotarom 3 Micauis) cnii npu3Ha4vaTH NaLicHTaM 3
TIB uu TEJIA 3a wnasBHOCTI THMYacoBMX (AaKTOpiB pH3MKY (Hanpuknan, HeLIOJaBHO
nepeHecena onepauisa abo tpaema). JosrocTpokory Tepanito cnia npusnasartu nauientam 3 TI'B
yu TEJIA, mo e noe’s3ani 3 THMyacoBUMH akTopamu pusuky, iniomaruunum TI'B un TEJIA
abo nagenicTio peuraneie TI'B un TEJIA & anamuesi.

Konu nokazade noaopxkenss npodinakruku peunausis TI'B a6o TEJIA (micna saseplueHus
repanii TI'B i TEJIA tpusanictio monaiimMenie 6 mMicauis), pekoMeHaoBaHa 103a cTaHoBUTE 10
mr 1 pas wma poby. Jlna nagientie 3 eucokum puzukoM peunausy TI'B abo TEJIA, 3
YCKMAHEHHMH CYIYTHIMH 3aXBOPIOBAHHAMH, @ TAKOMX [0 NALIEHTIB, AKi NepeHecnn peLMInB
TI'B uu TEJIA ua tni 3actocyBaHHs pupapokcadbany 10 mr oaun pa3 Ha 100y, 3 METOH
npodinakTHKH Moke OYTH J0ULIBHHM 3aCTOCYBaHHA JiKkapceKoro sacoby Kapna’r}-'xcaﬂ'ﬂ’ 20 mr 1
pas Ha 1o0y.

TpuBanicts NiKYBaHHA BH3HA4AcTLCH IHAMBIAYANbHO nicna pereneHO! OLIHKM KOPHCTI Bijl
JACTOCYBAHHS Ta MNOTEHUIHHOrO PHIMKY PO3BHTKY KpoeoTeyw (aMe. posain «OcolnuBocti
JACTOCYRBAHHAR ),

- Tabnuug 11
[epion Perum 1o3yeaHHa Jaransua
. . nofosa j103a
JikyBanus Ta 1-21 nenw 15 Mr agidi Ha nody 30 mr
npodinakTika 22 neuw i gani 20 mr oaHH pas Ha ooy 20 mr
peunaueis TI'B i
TEJIA
[Mpodinakruka [Ticna 3agepuieHHs 10 Mr 1 paz va noGy 10 mr
peunaneie TTB i repanii TI'B 1 TEJIA abo abo 20 mr
TEJIA TPHBATICTIO 20 mr 1 pa3s na nody
HioHaiiMeHe 6 Micaiie

Y pazi nponycky npuiomy Tanetku fikapcbkoro zacoby Kapnarykcan™ no 15 mr nia sac

nikyeaHHa neigi ma goby (1-21 gews) nauiedT noBMHEH HeraliHo npuiinath TabneTky
nikapesKkoro 3acoby Kapnarykcan™, wo6 3aGesneuntn npuiiom 30 Mr nikapcekoro sacoly Ha
o6y, ¥ 1bOMY BHMAOKY MOKHA NMPHHHATH oaHodacHo 2 Tabnetkd no 15 mr. HactynHoro aus
CIij] NPOADBKMTH 3BHYANHME pesxuM mo 15 mr asivi Ha noBy, AK PEKOMEHIOBAHO.

Y BHNAJKY NPonycky npHilomy tabneTku nijg vac pesuMy Aikysanna | pas wa noby nauienty
el npuiiHaTH nikapewkwii 3acid Kapnatykcan"™ HeraiiHO | HACTYMHOrO [HA NPONOBAKMTH
nikyeanHa i3 npuitomom 1 pas Ha 100y 3riHO 3 pekoMeHJ0BaHMM Jo3yeanHam. He cain
NpHiiMaTH NoBiHY 103y B TOH camuil ieHb, 1100 KOMNEHCYBaTH NponyLIeHy TableTKy.
Jixveanns aenosnol mpomboembonii (BTE) i npoghinarmura peyuousy BTE y dimenu
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JacTocyBaHHs nikapckkoro sacoby Kapaarvkean™ miteil enin posnouatw nicas npuHaiMHi 5
JHIB MOYATKOBOI NapeHTEpaibHOl aHTHKOAryisHTHOI Tepanii (AMe. posain «DapMakonorivsi
BJIACTHBOCTIN ).

Jlo3y po3paxoByOTE 3ANEHKHO BiJI MACH Tina.

Maca mina sid 30 do 50 ke pexoMenioana ao3a 15 mr | pa3 Ha no0y. Lle makcumansna noGosa
noza.

Maca mina 6id 50 xz ado swye: pexoMennosada noza 20 mMr 1 paz na aoby. lle makcumantHa
noboea noza.

Jas nauienTtiB 3 Macolo Tina MeHwe 30 Kr JuB. IHCTPYKUIK ANS MEIHHHOTO 3aCTOCYBAHHA
nikapcekoro 3acofy pueapokcalaH, TpaHynu U8 NPHIOTYBAHHA CYCMEH3IT N4 NnepopankHoro
3ACTOCYBAHHA.

Crifl KOHTPOAKOBATH MACy TiNa AWTHHM Ta PErylspHO KopurysaTH nosy. lle meobxiano ans
zabesneyeHHs NiATPHMKN TepanesTyHol 1o3u. KopuryBaHHa 103H C/iJl NPOBOJMTH NHINE Ha
OCHORI 3MiHM MacH Tina.

Tepanito noTpiGHo npojoExyeaTd He MeHlwe 3 wicauie. ¥ pasi wiiniunol HeoOxinnocti
NKYBAHHA MOMKHa NMpoaoekuTH Ao 12 micsuie. Hemae 1aHuX 1000 3HMACHHA N03M ¥ aiTeii
nicns 6 MicAnies nikyeannd. CniBeiHOLIEHHA KOPHCTH/PH3MK MPOJOBKEHHA Tepanil yepes 3
Micalli ¢l OUiHIOBATH Ha IHOMBIOyanbHiH OCHOBL, Depyudd [0 YBard pH3HK MOBTOPHOID
TpoMOO3y NOPIBHAHO 3 NOTEHLUIAHMM PH3MKOM KPOBOTEY.

Slkuo 103y nponyuieHy, TO 11 CAil NPHAHATH SKOMOra IMBM/WIE Micns Toro, fK ue Oyno
noMiveHo, ajne TiALKH B TOH 3Ke JeHb. FAKIIO ue HEMOAINBO, NAIEHT TOBMHEH MPOIYCTHTH 103y
| NPOAOBKHTH NpUioM HacTynHoi 103W, #K ue Oyno npuinaueno. [lauienT He NOBHHEH
NpHiMaTH ARI 703K, W00 KOMNEHCYBATH NPONYIIEHY 103Y.

Hepexio 3 anmazonicmie eimaviny K na pusaporcaban

- Ilpoinaktika incyasty Ta cHeremuoi emOonil: HeoOXigHO NPHIMHMTH - Tepaniio
anTaronicTamu Bitaminy K i nounnarh 3actocyeanns nikapeskoro sacofy Kapnarykcan™, konn
NOKAIHUEK MIXHAPOAHOTO HopManizoeadoro sinHowenHs (MHB) cranoeutime = 3.

- Jixyeanna TI'B, TEJIA Ta npodinakTHka X NOBTOPHOrO BHHHKHEHHA Y [OpPOCIHX Ta
NiKyBaHHA BeHo3Hoi TpomGoembonii (BTE) i npodinaktuka peunausy BTE vy niteii: Tepania
a”TaronictaMmu Bitaminy K Mac OyTH npunmuHeHa, a 34cTOCYRAHHA JIKApCLKOro 3acody
Kapaarykcan™ cnil noYHHATH NpH HocATHeRHI nokaznuka MHB < 2.5.

[pu nepexoai nauicHTie 3 anTaronicTie Bitaminy K Ha nikapcekmii 3acid Kapnarykcan™ nicns
jacTocyBaHHs pueapokcabany 3uasenns MHB momyts Oymn xuGuo ninguuieni. MHB ue ¢
BAJTIZIOBAHHM METOOM [UISl OLIHKM aHTHKOAryJSHTHOT akTHBHOCTI pusapokcabany, Tomy Horo
HE ¢ BHKOpHCTOBYBaTH (AMB. po3ain «Baaemonis 3 iHmwuMy nikapcskumu 3acobamu Ta iHwi
BHIIH B3aEMOJTIH® ).

llepexio 3 pusapoxcabany na anmazonicmu eimanwiny K

[cHYE MOWIHBICTE HEIOCTATHROT AHTHKOATY AL NMPOTATOM Nepio/y nepexoay 3 pHeBapokcabaHy
Ha anTaronict sitaminy K. Tak camo, sk i nig uac Oyap-AKoro nepexoiy Ha albTepPHATHBHMI
aHTHKOArynauT, y usoMy Bunagky wmae Oytu 3abesnedwena OeanepepBHa ajcKBaTHa
anTukoarynauis. Ha Tni sactocyeasHs prupapokcabany MOiYTh BH3HadaTHCs XHGHO MiBHILEH]
3HayexHs MHB.

YV pasi nepexoay 3 nikapcekoro zacofy Kappatykcan® Ha avTaronicT eitaminy K anraronicr
pitaminy K cnin nowusatw npuiiMaTi ofHodacHo 3 fikapchkum 3acobom Kappartykcan® i
NPOAOBAKYBATH OTHOYACHHH NpHiioM, nonoku nokainuk MHB ne Gyzne cranoeuTh = 2.
Vnponoes nepiiux ABOX AHIB Mepexoy MOXKHA BHKOPHCTOBYBATH CTaHJapTHE [03YBaHH:A
antaroficra sitaminy K. Hanani nosyeanus antaronicra Bitaminy K kopuryetsca sanexuo gif
snaqeHHs MHB.

[Nokn nauieHT oaHoMacHo 3acTocoBye puBapokcadan Ta aHTarodict eitaminy K. MHB cnin
BMIHAYATH HE paHime Hix vepe: 24 rojuHu ricis NpHitoMy OCTaHHROT 103W pueapokcabany
(nepen npuitomom HacTynHoi fgozu pupapokcabany). [licna npunuHeHHA 3acTOCYBaHHA
pusapokcabany MHB MojKHa JI0CTORIPHO BH3HA4aTH LlOHaMMeHile vepes 24 roauHu nicns

&
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npuioMy Horo ocTaHHBOT 103M (AME. posainu «DapMakonoriuni BnactueocTi» Ta « Baaemonis 3
IHIIHMH NIKAPCEKHMH 3acobaMi Ta THI BWIH BIacMO1in ).
Hinu
JliTam, AKi nepelinn i3 3acTOCYBaHHA NiKapeeKoro sacoby Kapnatykcan® Ha 3acTocypanms
avTaronicra sitaminy K, HeoOXinHO NpoaoR:xyEaTH NpUAOM JiKapeekoro sacoly Kapnatykcan”
nporarom 48 roauH nicas nepiuoi no3u adTaroxicta sitaminy K. Ilicns agox anie ojHovYacHoro
3ACTOCYBAHHA CJ1iJl BH3HAYMTH 3HadeHHa MHB no nacTynuol 3aninaHoBaHOT 103M NIKapCeKOro
aacoGy Kapaarykcan®. Jlo Tux nip, noxkn MHB ne crane = 2,0, peKkOMeHAYETHCA NPOJOBIKYBATH
OIHOYACHE 3acTOCYBAHHA Nikapebkoro 3acody Kapaarykcan™ Ta awraronicra sitaminy K. Ilicns
NPHIIHHEHHA 3acTocyBaHHa nikapcwkoro sacofy Kapnatywcan®™ MHB moxuna nocrosipno
BH3IHAYATH LOHaMeHIIe Yepes 24 roauHu nichd npuiloMy Horo ocTaHHeOl 1034 (HE. BHILE T
posain «Baemoia 3 IHWMMH TiKapCEKUMK 2acoDaMK Ta iHLIT BHAK B3aEMOITHY).
Hepexid 3 napenmepanbnix GUMUKOG2VIAHMIE Ha pUEaPOKcadan
Jlopocnum Ta neniaTpHYHHM MaLliEHTaM. AKI OTPHMYIOTH NAPEHTEPANLHI AHTHKOAryNAHTH,
jacToCyBaHHA pHBapokcabaHy cain posnounHatd 3a O-2 roAMHH 0 MOMEHTY HACTYMHOTO
NIaHOBOTO BBEeHHA MapeHTEpanLHOro NKApeLKOro 3acoby (Hanpuknan,
HH3LKOMOJEKYJIApHOro renapuHy) abo y MOMEHT NPUIHHEHHA 3acTOCYBaHHA JHKapChKOro
zacoby And  MOCTIfiHOrO napeHTepankHOrO BBEAEHHS (HanpHknan, HedpakuioHOBAHOTO
renapuHy /118 BHYTPilIHEDBEHHOTO BBEIEHHS ).
Iepexia 3 pusaporcabany Ha RAPeRMEPaTsR QHMUKOAZYIAHII _
[IpHMHHATH  3acTocyBauus fikapcekoro 3sacofy Kapmarykcan™ i pBecTH mepmy no3y
napeHTepaibHOTO aHTHKOArYIfHTY Y TOH Hac, Konu cnia 6yno 6 3acTOCOBYBATH HACTYNHY 7103y
nixapeekoro 3acofy Kapnarykcan®.
Ocobnuei kareropii nauieHTis
ayienmu 3 nopywennam Qyukyii Hupox
Jopocni. Haseui oGmeskeHi KaiHiHi jadi y naumieHTie 3 HUPKOBOK HENOCTATHICTIO TAKKOTO
cTynens (kiipeHc kpeaTuiny 15-29 Ma/XB) BKa3ylOTh Ha 3HAYHC MiABMIIECHHA KOHUEHTpauil
puBapokcabany y niaasMi Kpoei. 3BaiaiouW Ha ue, np JiKyBaHHi nauienTis wiei kateropii
nikapcekuit 3aci6 Kapparykean® cnin sactocomyeatu 3 ofepexhictio. He pexomenmyeTbes
3aCTOCYBAHHA Jikapcekuil 3acib nauienTam i3 knipesHcom kpeaTuHiny Menwe 15 ma/xe (aue.
pozainu «dapmakokinernkan Ta «OcobAMBOCTI 3aCTOCYBAHHAR ).

TMauieHTaM 3 HHPKOROK) HEAOCTATHICTIO CEPENHBOTO CTYNMEHA THAKKOCTI (KIipeHc KpeaTHHimy

30—49 ma/xp) abo TRKKOro crynens (KnipeHc kpeatHHiny 15-29 mu/xB) pexoMenoBaHi Taki

CXEMH J03YBAHHA:

- JIna npodinakTHEM IHCYABTY Ta cucTeMuol emOonil ¥ nauieHTiE 3 HEKNANAHHOW
dhiGpunsuicio nepeacep/ik PEKOMEHI0BAHA 1034 CTAHOBHTL 15 Mr 1 pas Ha noly (aue. poaain
wPapmakorineTHian).

- Ina nikyeanua TTB., TEJIA ta npodinaktukn nostoproro eunukHenHs TI'B ta TEJIA:
MPOTATOM Nepiux 3 THAHIB NAUicHTH NOBHHKI OTPUMYBaTH Nikapeskuit 3acid Kapaaryxean™
no 15 mr asiui va go6y. [Ticna 3aKiHUeHHA 1BOTO NEpioay peKoMEeHI0BaHA 1033 CTAHOBHTH
20 Mr 1 paz na noOy. ¥V eBHnagky, KO PH3UK PO3BHTKY KPOBOTEHI YV NALICHTA MEPEBAKAE
puank peuaneie TI'B ta TEJIA. neoGXinHo posrmaHyTH NHTAHHA MPO 3HHKEHHA 1034 3 20
Mr 1 pas Ha o0y go 15 mr | pa3 na nody. Pexomennaiia moa0 3acTocyBaHHa 103H 15 Mr
[PYHTYETHCA Ha (apMaKOKIHETHYHOMY MOJETIOBAHHI i He JocnikyBanack y KAIHIYHHX
ymoBax (aue. posainn «Dapmakonoriuni racTHeocTi» Ta «OcobnHBOCTI 22CTOCY BAHHAR ).

Slkuio pexoMenaoBana f1o3a cranoenTs 10 mr 1 pas na no0y, Kopekiia aosu He notpibHa.

MMauieHTam 3 HHPKOBOK HEJOCTATHICTIO IEFKOro cTyneHs (Kkiipewc kpeatuniny 50-80 ma/xs)

KOPEKIifA 1031 He noTpibHa (aus. po3ain «MapMakoKiHETHKAY ).

Hitn

—  JIiTH 3 HUPKOBOK HEAOCTATHICTIO MOMIPHOTO cTyneHs (WBHAKICTL KnyOoukosoi dinsTpauii

50-80 ma/xe/1,73 m®): kopekuisa 003W He moTpibHa Ha OCHOBI JAHHX Yy JOPOCIHX Ta
OOMEKEHHX JaHHX ¥ MeaiaTpHUHUX NauienTie (a4e. posain «DapMaKkokiHeTHRa ).
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—  JIiTH 3 HHPKOBOK HEIOCTATHICTIO TAXKKOTO CTYNEHA (IWBHAKICTE Knyboukorol dinkrpauii
< 50 ma/xe/1,73 M?); 3acTocysanua nikapcekoro sacofy Kapparvkcan® He pekoMeHOyeThCH
yepes BIICYTHICTE KNIHIYHUX DaHux (IME. po3ain «OcobaMBoCTi 3aCTOCYBAHHAR ).

Hayienmu 3 nopyuiennam @vuxyii nevinku

Jlikaperkuii 3acié Kapaarykean™ nportunokasanuii nauientaM iz 3aXBOPIOBAHHSIMH NEMiHKH, 110

acOLIIOIOTLCA 3 KOAryJONaTiclo Ta KAIHIYHO 3HAYYIIHMM PH3MKOM BHHHKHEHHS KpOBOTEHYI, Y

TOMY 4HCI nauieHTasm i3 uuposom nedinku knacie B ta C 3a knacudikaunies Haitnpa — [To

(nue. poaniaun «PapmakokineTikan Ta «lIpoTunokasanusy).

BincyTHi KniHivHi JaHi woao aitei iz nopymeHHaM GyHKUIT nediHKH.

Hayienmu nimnsozo aixy

Kopeknia no3n He noTpidHa (n1e. po3ain «DapMakokiHeTHKay ).

Maca mina

Jna fjopociux Kopekuis 1031 He noTpibHa (aue. poaain «DapMakokiHeTHKa» ).

Jas aitedl 003y BU3HAYAIOTE 3A7E€KHO Bij Macw Tina.

Cmamp

Kopekuisa 103u He notpitHa (aus. po3ain «PapMakokiHeTHKa» ).

Jacmocyeanna ¥ nayicumie, Axi npoxoddams npoyedypy kapdiosepcii

JlosponseThes  posznouuHatd  abo  NPOJOBAYBATH  3aCTOCYBAaHHA  Jikapcekoro  3acoly

Kapnarykcan® y nauienrie, aki moxkyTh notpeGysari kapaiosepeii.

Ilpu npoBeaeHHl Kapiosepeil nig KoHTponeM uepescTpapoxinHol exokapaiorpadii (HCExo-KI')

¥ nauieHTiB, AKI paHille He OTPUMYBAIM AHTHKOArYJIAHTH, 3aCTOCYBAHHA JikapceKoro sacofy

Kﬁpﬂ,ﬁT}"l{Cﬂll:E HeoOXigHO po3nodaTH mnpuHaiiMei 3a 4 rogMuW Oo0  Kapaioeepeil  ana

zafe3neueHts AJeKBATHONO PiBHA aHTHKoaryasuii (aue. posginn «PapmakogvHamika» Ta

«apmakokinerikay). Jlag Beix nauieHTie 10 npopeieHHs Kapaiorepcii notpibHo oTpumarh

nijgTEepIKeHHs TOro, o BoHM npuitmanu Kapparykcan®™ srigmo 3 npuszHaueHnam. ITin wac

NPUHHATTS  PilleHHs 0po [OYaTOK Ta TPHBAMICTL JiKyBaHHA HeoOXiHO BpaxoBYBATH

peKOMeHJallii yCTaTeHHX KEepiBHHUTE 100 aHTHKoarynsHTHoi Tepanii y nauienTie, #ki

NPOXOAATE NPOLEAYPY Kapaiosepeii.

[MauienT 3 HeknananHow dibpunsuielo nepeacepab. aki neperecan [MKB 3i BecraHoBneHHAM

credTa

Haspruii o0MexeHnil JOCEI 3acTOCYBAHHA IHHKEHOT 103H puBapokcabany 15 mr 1 pas na noby

(a6o 10 mr 1 pas Ha noby ANA MALWIEHTIE 3 HUPKOBOW HENOCTATHICTIO CEPENHBOID CTYMEHA

TakKoCTi [Knipedc kpeatuHiny 30—49 mn/xe]) ¥y komGinauii 3 inriGitopom peuentopie P2Y 12

Makcumy™ 0 12 micauie nauientam i3 Hexnananuow ¢ibpunsuicio nepeacepian, AKi

noTpefyIoTh  3aCTOCYBaHHA MEPOPankHOTO  aHTHKOAarynauty Ta nepenecan [IKB  3i

BCTAHOBJICHHAM CTeHTA (auB. po3ain «PapmakoannaMikay ta «Oco0NMBOCTI 3aCTOCYBAHHAY ).

Crocif sacmocyeanis

Hopocni

JLnst nepopanbHOIO 3aCTOCYBAHHA.

Tabnetkn nikapcekoro 2acoly Kapaaryican® 15 mr 1a 20 Mr ca1in npuiimary nia uac pxueaHHs

Ti (ame. po3nin «PapMakokiHeTHKaR ).

Hadpitnenns madiemsu

Jlna nauicuTis, AKi He MAIOTBE 3MOTH MPOKOBTHYTH Winy Tabnerky, il MOMHA NoJApiOHMTH Ta

aMiaTd 3 BoJolo abo TKel M AKOT KOHCHCTeHUIl, Takow Ak sbnaydHe mope, bGesnocepeaHbO

nepej npuitoMoM nepopansHo. [licaa npuiiomy noapidbnennx tabneTok Kapnarykcan® 15 mr un

20 mr enig HerafiHO NpUAHATH TKY.

[Moapibueni TabneTky MOMKHA BBOJMTH Yepe3 HazoracTpankHHii abo UUIYHKOBMH 30HA (OHE.

pozainn «PapMakokiHeTHEa» Ta «Ocobnuei 3axoman Desnexnn).

Litn

Himn 3 macor mina aid 30 do 50 xe

Ilna nepopankHOro 3acTocyBanis.
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IMauienTy caig nopaauTh KoeTaTh TabaeTky, sanuBaioun 1i piaunoro. 17 Takoxk cin npuiimary
1ijl 4ac BxuBanus Tai (aus. posain «PapmakokineTnkar). TaGneTku cnin npuiimari npudnnzHo
2 inTepeanom 24 rogHHM.

ko naiienTt opa3y BUNOHYE 103y a0 BUpBaB NpoTAToM 30 XBHIHH Micaa NpHAOMY 103H,
cain natv HoBy nozy. OnHak, skmo nanient 6moe Sinbine Hix dyepes 30 XBUIMH NIchA npuiioMy
A03H, 103Y HE CiJl BROJHTH NOBTOPHO, 4 ¢l NpHAHATH HACTYIIHY 103Y 38 PO3KIan0M,
TaGneTky He MOMKHA PO3IALMATH, HAMATAIOYHCE OTPUMATH HACTHHY A03H TabneTru.

HoopiGuenns mabaenmiu

Jlns nauieHTiB, fAKi He MalOTh 3MOFH NPOKOBTHYTH Wiy Ttabnerky. cnijl 3acTOCOBYBATH
pueapokcaban, rpanyH AN NPHrOTYBAHHA CYCNEH3IT 1A NEPOPanbHOro 3acTOCY BAHHA.

SlKwo cycnensia JUiA NepopanbHOro 3acTOCYBaHHA HEJOCTYTIHA Biipasy. KOMH NpH3HA4eHi 103H
pueapokcaGany 15 mr ato 20 mr, 17 MoXHa oTpumaTi, noapidHusmu Tabnerky 15 mr ado 20 Mr
i aMilagM i 3 Bogoio abo A0MyYHHM niope De3nocepeIHLO Nepes 3acTOCYBaHHAM | BBOAAYH 1T
nepopansHo (aue. posainn «Papmakokinetnkar Ta «Ocobuei 3axoau Gesnexun ).

[Noapibueni TabneTkn MOKHA BBOLWTH 4epe3 HasoracTpaneHuii abo wnyHkoBwit 3onn (1B
pozainu «apmakokinernkan ta «Ocobanei 2axonu Ge3nexu»).

imu

Besneka Ta eeKTHRHICTE 3acTOocyBaHHA pueapokcabady y niteii Bikom g0 18 pokis ne
BCTAHOBMEHI 178 MokazaHHs npoinakTuka iHcyawTy Ta cucremHol embonil ¥ nauieutis i3
Hekjananuol qiSpunauiero nepencepas. Jani wono uiei kareropii Bincytni. Tomy He
PEKOMEHIVETRCA 3aCTOCYBaHHA NKapehKoro zacoby aitaM BikoM no 18 pokis 3a mokasaHHaM.
KpiMm nikyeaHHa BeHosHol TpomBoembonii (BTE) i npodinakmuku peunmpy BTE.

Hepeoosyeannn

V nopocaux sadikcoraHo piakicHi Bunanku nepegosysanna no 1960 mr. ¥ pasi nepenosyeanns
natieTa e peTenkHO OFSHYTH IOA0 TAKMX YCKIaAHeHb, K Kpopoteya abo imwi nobiuni
peakuii (auB. Hikde «JliKyBaHHA KpoBOTE S ).

Jani mwono niteii obmemeni. Yuacninox ofmemenol aGeopGuiil npH BBElEHHI JiKapcbkoro
3aco0y y 103ax, WO 3HAYHO NEpeBHLLYIOTE TepanesTHYHI (50 Mr afo Buiue), oviKyeThea edexT
HacHYeHHA Ge3 MoJanblioro 3pOCTaHHA CEPEHLOTO PIBHA ¥ NAa3Mi KPOBI U1 NOPOCIHX, OJHAK
HeMae JaHHX WOA0 HAJTEpaneBTHYHMX 7103 ¥ AiTei.

Haseuuii  cneumdiunmii  Hefitpanizylounii  3aci®  (ampexcawer anwda), gxuii  npotuiie
dapmakonoriuiim edexktam prupapokcabany ans AOPOCHHX, alle He BCTAHOBNEHWH i JiTeil
(IMB. KOPOTKY XapakTepHCTHKY JliKapchkoro 3acoby aupekcader aneda). IIpu nepenosypanHi
nikapcekoro sacofy a8 3MEHLIEHHA BCMOKTYRaHHA pHBapokcabaHy MOKHA 3aCTOCOBYBATH
AKTHBOBAHE BYTiNNA.

JlikyBaHHA KPOBOTEY

[Ipy BMHHKHEHH] YCKNaOHeHk Y BHIIAMAI KPOBOTEY] CNifl BIAKIACTH BBCIEHHS HACTYMHO! 103H
pueapokcabany abo NPUOMHHTH JIKYyBaHHS, 3anexdo Big curyauil. Tlepion nanieeneenenns
preapokcabany cTaHOBHTL Mpubnu3no 5-13 roaun y popocnux. [lepion wanipeHBeneHHA y
niTeil, ouineHnii 3a NONOMOroK NiIXoHie MojemoBanHa nonynauiifnol dapMakokiHeTHKH, €
kopoTiuM (aue. posain «Dapmakonoriuyni enactupocTi»). JlikysanHa noTpibHO NpH3IHAYMATH
IHIHBIAYANEHO, 3Ja0CKHO BiJ iHTEHCHBHOCTI Ta nokanizauil kpopoTeui. ¥ pasi motpebu cnig
NPOBECTH HAIEKHE CHMNTOMATHYHE IIKYBAHHA, HANPHKIA) MeXaHidHY KOMMpEciio rpH
iHTeHCHBHII KpoBOTEdi 3 HOca, XipYPriuHMii reMocTas i3 npoueaypaMH KOHTPOMIO KpOBOTEHI,
BiJIHOBACHHA BOJHO-ENEKTPONITHOrO GanaHcy Ta TeMOIHHAMIMHY NIATPHMKY, NEpPENHBaHHA
KpoBi (€pHTPOLMTAPHOT Mack abo CBIX03aMOPOKEHOT NNAZMH, 3ATEKHO Bl CTaHy, WO BHHUK:
anemin abo koarynonartis) afio TpoMOOUMTIB.
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Ao nicas NpoeeAeHHA 3a3HAYCHMX BMIIE 3aXOiB KpOBOTEYa HE MPHMHHHMIAcH, noTpiGHo
PO3FASHYTH MOANHBICTE 3acToCYBaHHA cneuudiudoro HelTpanizyviouoro 3acody (anjexkcanery
anba). inriditopa dakropa Xa, akuii nporuaic dapmakonoridniM edextam pusapokcabany,
afio  AHTHKOArYNSHTHHX  JlKapcbkux  3acobies  3gopoTHO!  [if.  TaKHX 8K KOHUEHTpaT
nporpoMbinosoro komnnekey (PCC), KoHUEHTpAT aKTHEOBAHOTO NPOTPOMOIHOBOIO KOMIJIEKCY
(APCC) abo pexomGinanTHuil ¢axktop Vila (r-FVIla). [lpore aoceil 3acTOCYBAHHA LUMX
NiKapceKHX 3acofiB y JOpociHX Ta v JiTell npW nepenosyraHHi pHeapokcabaHy obOMexeHHi.
Pexomennanii Takom OasyloThes Ha oOMEKEHMN HekNiHiyHMx nanux. Kopekuino nozm
pexombinanTHoro daxropa Vila noTpibHo 3ailicHioBaTd Ta THTpYBaHHA NoTPiGHO NPOBOAMTH
3ANeKHO Bil CTYMEHS KOHTPOMIO HajJ KpPOBOTeYel. Y BHMAAKY MACHBHHMX KpOBOTEY Cliil
POICAAHYTH MHTAHHA NP0 KOHCYILTAUIKO TeMartoiora, 3amneskHo BiA cHTyauil (Ius. posain
«DapMaKoIorivHi BIACTHEOCTIN).

[Mporaminy cynedat i Bitamin K He NOBHHHI BNIMBATH Ha AHTHKOATYJIAHTHY AKTHEHICTE
pueapoxcadany. Haspuuil obOmesenuii [10CBIA 3aCTOCYBAHHY TPAHEKCAMOBOT KHCIOTH Ta
BIICYTHIA JIOCBIJL 3acTOCYBAHHA aMiHOKanpoHOBOT KMCIOTH Ta anpoOTHHIHY ¥V J0OpOCiHX, AKi
oTpUMYIOTE puBapokcaban. Bigcytniit gocein 2actocysadHs uMx nikapebkux 3acobie y miTeli,
aki  orpumyioTh pusapokcabaH, HaykoBoro obrpynTyeanus pouineHocti abo  JOCBEIgY
JACTOCYBAHHA CHCTEMHOTO TEMOCTATHUYHOrO JIIKApChKOTo 3acofy AECMONPECHHY 1A YCYHEHHA
CHMIITOMIB Nnepefo3ysanus pusapokcalbany Hemae. 3 Ornany Ha BHCOKE 3B'A3yBaHHA 3 Dinkamu
1/1a3MH KPOBI DHIKYETBCA, 10 pHBAPOKcabad HE BUBOIMTBCA 3 OPraHi3My IIIAXOM Aiamisy.

Hodiuni pearuyil

besnexy zactocyBanus puapokcabany ouixtoBanu y xoni 13 kmovorux pocnifxeds dasu 111
(nue. Tabmumo 12). 3aranom 69608 nopociux NatieHTIiB ¥ AR’ ATHAMUATH AOCHTKEHHAX daiu
I Ta 488 negiatpudHux nauicuTie y ABox foenipxennax dasu 1l Ta npox nocnimwennax dazu
[11 3a3Han1 BNAMBY puBapokcadauny.

TaGauua 12
KinekicTk nauicHTiB, aKi Gpany y4acTs y J0CTiKeHHAX, 3araisHa 1000Ba 103a Ta MaKCHMAIbHA
TPHBANICTE JiKYBAHHA JOPOCITHX TA NeAiaTpHYHHX nauieHTie y gochipkenuax dasu 11

g MaxcumansHa
Kinbkicts .
IMokazanus . . . | 3araneHa gofoBa qo3a TPHBATICTE
MALIEHTIE ¥
NIKYBaHHA

TTonepeKeHHs BeHO3HOT | 6097 10 mr 39 nnie
TpoMGoemBonii (BTE) v

NOPOCTIHX naiiexTis, AKHM

NPOBOAMANM NMIAHOBY OMeEpanito 3

CHOOMNPOTEIVEAHHA  KYJIBLHIOBOIO
| a0 koninnoro cyraoGis

[Tpodinaxrura BTE y | 3997 10 mr 39 auie
COMATHYHHX NALIEHTIR ——

Jikypauua Tpombozy raubokux | 6790 Henp 1-21: 30 Mr 21 Micaue
gen  (TI'B),  TpomBGoembonil Henw 22 i Hagani:

nereqeeoi aprepii (TEJIA) Ta 20 mr

npoinaKTHKa pelHIHEBis ITicaa uoHaiiMeHe 6

sicauie: 10 mr abo
20 Mr

Jlikyeanua BTE ta npodinaxruka | 329 Ho3a, ckopuroBana 3a | 12 micauie
peunaueie BTE y joHowenux Macow  Tina, a4
HOBOHAPOIKEHHX Ta JiTeH (Bikom AOCATHEHHS TakKol

no 18 pokie) nicas  noyaTky EKCMO3MILT, AK 1 ¥

CTAHAAPTHOT  AHTHEOAYAsHTHOT JOpOCiNX, AKI
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Tepanii E orpumyBann 20 Mr
' puBapokcabany 1 pas
Ha nody Nk
nikyeanna TT'B
[lonepemaenna  iHcynapTy  T1a | 7750 20 mr 41 micaus
cHeTeMHOT emOonii v nauieHTie 3
HEKIananHoK dibpunanicto
_NEpencepar
IMonepenxenta 10225 5 mr abo 10 wr |31 micaus
arepoTpoMOOTHYHHX  ABHLL ¥ BignoeigHo y
nauiertie nicngs F'KC komBinauii 3 ACK abo
y komGinauii 3 ACK
Ta Kﬂﬂl‘[iﬂﬂl'pEﬂEM HH
THEAONIAHHOM
IpodinakTika 18244 5 Mr opHouacHo 3 | 47 micauie
aTepoTpOMBOTHUHMX  ABHIL ¥ ACK ato 10 mr
nmauicuTie 3 IXC/3ITA 13256** 5 wmr ogHouacHo 3 | 42 micsui
ACK

* NauienTy, aki oTpuMan npuHaiimii | nosy pusapokcabany.

*# 3 nocnimwenua YVOYAGER PAD,

Haifyactiwe y nauienTis, Sxi oTpuMyBann pueapoxcabal, NoBiAoMAsny npo Taki sinszHauveni nobivmi
peakuil sk KkposoTeui (mus. po3min «OcobONHBOCTI 3aCTOCYBAHHAY TA HABENSHWI HUAYE MMIANYHKT
sludopmania wone okpemux nobiunux peakuifi»). Hafjuactimimu Gynu nobijomneHHs npo HOCOEI
kposoTedi (4,5 %) Ta KpoBOTEHi UTYHKOBO-KHILKOROTO TpakTy (3.8 %)

Tabnwua 13

YacToTa po3EMTKY KporoTed® Ta aHemil y nauieHTiB, AKi OTPUMYBAAH pHBapokcabaH nNpoTaAroM
zapepieHmux aocaimxens hazn 111 3a yuactio gopociux Ta nefiaTpUYHMX NalieHTiB

[Mokazanna

byab-fKka kposoTeua

Anemin

[MpodrinakTika BeHozHOT TpoMboembonii (BTE)
y [JOpOCAMX NAUieHTiB, AKHM NpOBOAATH
OnepaTHBHI BTPYYaHHA 3 EHIONPOTE3YBAHHS
KVIBIOBOro abo KoliHHOTO cyriobis

6,8 % nauicHrie

3.9 % nanieHTiB

[Mpodinakruka BTE vy coMaTHuHKX naiieHTiR

12.6 % nauieHTIB

2.1 % nauicHTis

HNikyeauua TI'B, TEJA i npodinaktika
peLHAHBY

23 % nauleHTIB

1.6 % nauieHTiB

Mikyeanns BTE ta npodinakruka peumiusis
BTE y aoHolleHHX HOBOHAPOIAKEHHX Ta JAiTei
Bikom 00 18 poKie nicaa modarky craHiaprTHol
aHTHKOAryMAHTHO! Tepanil

39.5 % nauieHTis

4.6 % nauieHTin

[podinakruka incynbTy Ta cHeTeMHol embonii
y AOpOCAMX MAalieHTiB i3  HeKJanaHHOW
thibpuasuicio nepeacepib

2% na 100 nanicuto-
pokis

2.5 na 100 nauicHTO-
poKIB

[MpodinakTika aTepoTpoMOOTHYHHX ABHLL Y
AOPOCIHX MNAllieHTIB MicAs NEepeHeceHoro
rocTporo kopoHapHoro cuiapomy (I'KC)

22 ua 100 nauieHTo-
pokin

1,4 na 100 nauiento-
poKiB

[NpodinakTika aTepoTpOMOOTHYHHX SBHIL ¥
namentie 3 IXC/ATTIA

6,7 ua 100 nanicnto- | 0,15 wa 100
pokKie nauieHTopoKis™**
8,38 ua 100 0,74 uwa 100

nauieHTopokis®

LT L

NALIEHTOPOKIB
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* Jlna Beix pocnim#ens puBapokcabaHy Boi ABMLLA KpoBoTed 3i0paHi, BiApanopTosaHi Ta posrnanyTi.

#* VY nocninaenni COMPASS yactota anemii Gy/1a HH3LKOK NPH BUKOPHCTaNHI BUOIPKOBOrD Miaxody
A0 350py noGIMHUX SEHLL

#+% Bys sacrocosannii enbiprosnil niaxia no 36opy indopmauii npo nobivni peakuii.

*3 nocnimaenss VOYAGER PAD.

Huace y tabauni 14 naeneno wactory noGiuHMX peakuiil, 110 BUHHKAIHW NpPH 3acCTOCYBaHHI
pHBapokcabaHy ¥y JOpOCIMX Ta neniaTpHuHux nauienTie. TMoGiyni peakuil yiaranbHeni Ta
onucaHi 3 BUKOpHCTaHHAM Knacudikauii cucteM opranie (MedDRA). V Mekax KOKHOT rpynu
noGiyni peakuil NpeacTaBieHi ¥ NOpAAKY 3MeHIIeHHs X TamKocT: ayvae gacti (= 1/10); uacri
(=1/100 — < 1/10); weuacti (= 1/1000 — <1/100); nooauuoki (= 1/10000 — <1/1000); nooauHoKi
(< 1/10000); yacToTa HeBigOMa (He MoRe OYTH BCTAHOBIEHA 334 HAABHHMH JAHHMH).

Tabnuua 14
Yei nobGivni peakuii, BiAZHa4YeHi ¥y JOPOCIMX NAUIEHTIE MICNA NOYATKY NIKYBaHHA B X0
pocnigmens dazu 11 abo y nicnapecerpauiiinomy nepiogi® ta y negiaTpuHHHUX NagieHTIE ¥ 1BOX
nocnimkennax dazu 1l Ta onHoMy nocaimkenni dazm 11

Yacri HeuacTi IMooaunoxi PinkicHi YacroTta
HERiTOMA
Homaenna 3 Gory kposonocnol ma tidghamunnol cucmem
Anemia TpomGounTos
(BEIOYAKYH ( BETHOUAKOUN
pianosinni 1B1NBIIEHHS KiNLKOCTI
naboparopHi TpoMGOLNTIB)",
napaMeTpH) TpoMBOUMTONEH S
Hopviaenns 3 Gory nyunol cucmemi
AnepriyHa peakuia. Anadinakruy
anepriyH|il nepMaTuT, Hi peakil,
AHrioHeBPOTHYHMIH Ta BRJTHOYAKOYH
anepriunnil Habpsk aHadinakTHy
| HHI IIOK
| Hopyuenna 3 boxy nepeosol cucmeny
[ JanamopodeHHa, | Moskoei Ta
ronoBHHUIH 6inb BHYTPIlITHBOYEPENHI
KPOBOBH/IMBH,
CHHKOMaNALHHUIi cTan
Hapenna 3 60y opeanis sopy
Ounumii
KPOBOBHIIHB
(BRmMOYAKYH
KPOBOBWIIHE ¥
 KOH'IOHKTHBY)
Cepesi nopyitenis
| Taxixapnin
Cydunni nopyuienns
AprepiansHa
rinoTeHsis,
reMaroma
Hopyutenna 3 Boxy duxarsnol cucmemy, opzanie 2pyonel Kiimxu ma cepedocminms
Hocora Eosunotinen
KpoBOTEHA. a MHEBMOHIA
KPOBROXAPKAHHA
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Hopvienng 3 6oy HIVHEOBO-KIMKOSO20 TPy

Kpoeoteui 3 CyXICTb ¥ poTi
ACEH, ULTYHKOBO-
KHILKOB]
KpoBOTEY]
(BRIIOYAKYH
peKTanbiy
KpoBoTeuy), 0iNb
V HITYHKOBO-
KHUIKOROMY
TPaKTi Ta JKHBOTI,
nMcrencid,
HynoTa, 3anop®,
niapes,
Grrosanis”
Denamodiniapni nopyuenns
[Migenuenns Tevinkora | FKorTanuus,
piBHSA HEJI0CTATHICTE, MiJABHILEHHS
TpaHcaMiHas NiABHILEHHA piBHA piBHs
Ginipyoiny, KOH HOTORAHOTO
NiABHILEHHA PiBHA GinipyGiny (3
myakHol ocdartazu abo Gea
i{pﬂﬂi’“, NiIBHIEHHA OJHOYACHOTO
pieH# NiABHIIEHHA
raMmarnytaminTpanc | pisua AJIT).
depazn (I'TT) xXonecTas,
renarTuT
{ BRIFOYANHH
renaToLeoaip
He
VILKO/IHEHHA)
Hopyuwenna 3 6oxy wkipu i niowxipHoi mxanunu
Crepbin Kponue auka CuHapom
(BEAOYAROYH Crisenca —
HeYacTi BHNaIKH Jlsonconal
reHepanizopaHoro TOKCHYHHH

ceepbexy), eniaepmalbH
BHCHTIAHHA, Wil Hekpomiz,
BKXIMO3, DRESS-
IWKipHKii Ta CHHIPOM
niamKipHuii

KPOBOBHIHEH

Hopviuenna 3 6oxy onopro-pyxoeozo andapamy, choayunol | kicmrkosol mearnunu

Bint y kinuiexax” | Temaprpos KpoBoBHAHEH ¥ KomnaprsmenT-
M AZH CHHOPOM
BHACTIIOK
KpoBoTeUi
Homauenna 3 60Ky HUPOK | CeNOsUSIOHUX ULIAXIE
VporenitaneHi Hupkogra

HEMOCTATHICTL/
rocTpa HUPKOBA

KPOROTEYI
{BERAIOYAKYH
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reMaTypiio i
menopariio®), BHACNIA0K
HHPKOBH KpOoBOTEY, WO |
HEeIOCTATHICTh | CIpHYHHHIA

( BEHOMAIMH ' rinonepdivaii,
MiIBHLIEHHS AHTHKOAryISHTH
piBHA KPeaTHHIHY a Hedyponaris

B KpOBi,
MiJBHIEHHSA
PiBHA CEUYOBHHH ¥
KpoBi)

Cucmenii NOPYUeHHA Ma CMaui, N6 23ani 3 Miciiem 3acmocyeanns Jikapeskozo 3acofiy
Tapsuka®, [Noraue camonouytrd | Jlokanizopanmii
nepudepraniii (eKmouanun Habpak”®
HAOpAK, 3arankHe | HeyTyMaHHA)
noripiueHHs
CaMomnouyTTA Ta
3HHIKEHHS
AKTHBHOCTI

( BEmIO4arYH
BTOMJIEOBAHICTL
Ta acTeHi)

HENOCTATHICTE

Pesynsmamu ananizie

[TiagnileHHA piBHA
NAKTATIEriIPOreHa3H
(JIAY™ | nineuiienys
piBua ninasn®,
NiABHIIEHHA PIBHA

aminazu®
Tpagtu, ompyenns, npoyedypii Yek1aoHeH s
IMocTnponenypHa CynuHHa
KpoBOTEYA TNCEeBI0AHEBPH3
(BRITIOMAIHH ma®
nicagonepauiiny
AHEMIIO Ta

KPOBOTEYY 3 paH),
CHHLL, cexpenia 3
paHn’”

A Binauaueno y xoai npodinaxtik BTE y nopocnnx nauieHTis, AKHM MPOROANAH MIAHOBY ONEpaLilo 3
eHAONPOTE3YBAHHA KYNLILIOROTO 260 KOniHHOIG Cyrnobie.

B Binanaueni B xoni nikysanna TI'B, TEJIA T1a npodinaktikn ix peunnupis Ak Ayie HacTi y KiHOK
BiKOM A0 55 pokiB.

C BigsnauanHca AK HEYACT NpH nposeieHHi npodinakTHkl atepoTpoMBOTHIHHX ABHLIL Y NaLicHTiB, AKi
nepenecin NKC (nicaa [TKB).

* Byno BUKOPHCTAHO 3a3nanerinb BuzHauenuil BuGipkoenii niaxin mo 30opy indopmauil npo nobivni
peakuii B okpemux nocnimxennax dasu 111, Yactora noGiuunx peakuiil ne 3Ginbwnnaca 1a He Gyno
inenTndikosaso HOBIX MOGIYHNX PeaAKLf nicna ananisy WX A0CIIKEHE.

IndropManis o0 okpeMHX MoGIYHNX peakiii
3 ornaay Ha (apMakonoriyHrii Mexanism il pHBapokcabany, 3acTOCYBAHHA JIKapCLKOro 3acoly

Kapaatykcan™ moike CynpoBOKYBaTHCA NiABHILCHHAM PH3NKY BUHHKHEHHS BHYTPIlIHLOT abo
BiAKpUTOI KpoeoTedi vy OyIb-AKMX TKAHHHAX Ta OpraHax, WO MOXKE MNPH3BOAHTH JO
noctremopariunoi anemii. O3HaKH, CHMITOMH Ta CTYMiHb TAKKOCT (BKMOYatOuH MOACTHBHIA
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neTanbHHi HacNiNOK) BIAPI3HAIOTECA 3aN€KHO BiA ToKanizauil Ta BupameHocTi kporoTedi Ta/abo
anemii  (aue. poinin  «llepenosyeanns»  [«Jlikyranua kpoeoteun]). VY Xoai  KIiHIYHMX
NOCIiKEHB KPOROTEYI 31 c1M30BUX 00010HOK (HaNpHKNa, HOCORI KPOBOTEYi, KPOBOTEH 3 ACEH,
IJTYHKOBO-KHIIKOBI KPOBOTEYI, KPOBOTEYi 3 OpraHiB CEYOCTATEBOT CHCTEMM. BKIIOYAKOUH
AHOMAIBHY BAriHalbHy KpoBOoTedy abo MOCHNEHHA MEHCTPYAIRHOT KpOBOTEdl) Ta aHEMisn
Tparianucd YACTILE INpH QOBroOTpHEANOMY J'[ili}"BaHHi pHBﬂ}]ﬂKCﬂﬁaHDM, HiH npH J'IEE{}‘EﬂliHi
aHTaroHicramu Bitaminy K. 3pamaioun Ha ue, OKpiM HANEKHOIO KNIHIYHOTO CNIOCTEPEKEHHA, ¥
BiANOBIAHUY BHIAJAKAX PEKOMEHAYCTECH [POBOAUTH NadopatopHy Nepepipky MNOKA3HHKID
reMornofiHy/TeMaToKpHTY 3  METOK) BHARIEHHA BHMAAKIB BHYTPIIHIX KpPOBOTEY N
BH3HAUEHHA KAIHIYHOT 3HAYYIIOCTI ABHHN KPOROTEY. PH3MK BMHHKHEHHS KPOROTEUi Moxke OyTH
BHILMM Y MEBHHX TPYN NAallieHTiB, HanpHKNan ¥y NAalieHTiE 3 HEKOHTPONBOBAHONY THKKOIO
aprepianbHOI0 rineprenzicio i/afo y nauieHTis, AKi oHOYacHO NpUiiMaOTE JNikapchkuil 3acif,
AKMH BrUMBae Ha remocrtad (ame. posgin «Ocobnupocti 3acTocyBaHHaw [«PH3MK pOBHTKY
kpoBoTeus]). Moske DOCHMIOBATHCE IHTEHCHBHICTE Ta/abo  TpHBaNicTh MEHCTPYaNEHHX
kposotey. [lposBamMu  reMopariyHMX YCKJIaZHeHb MoKYTe OyTH  cnabkicts, GnigicTs,
sanaMopoYeHHa, rolosHHil 6ink abo Halpak Hes dcoBaHOT eTIONOTil, THCMHOE, IIOK HeBigoMoT
erionorii. ¥ aeakux BHNankax fAK HAcHiZOK aHemil crnoctepiraimcs Taki CMMOTOMH iuieMmii
ceplid, Ak Ok ¥ rpyadx abo cTeHOKapid.

byau noEinoMIeHHA NPO BTOPHHHI YCKAAAHEHHSA, BIIOMI AK HACNIA0K THM#KOT KPOBOTEHUL, TAKI AK
KOMIAPTMEHT-CHHAPOM | HHPKOBA HEJOCTATHICTE BHACNOK rinonepdiy3il, aHTHKOArYJAHTHA
Hedponatia. ToMy nmia 4ac OIIHKM CTAHY NAIICHTA, AKOMY TIPHIHAYAIOTE AHTHKOAIYIAHTH, €1l
3BAKYBATH PH3HK BHHHKHEHHA KPOBOTEYI.

[eniaTpuyni natieHTH

Oninka Ge3neky 3acTOCYBAHHA ¥ AiTel Ta mianiTkie 6azyeThed Ha JaHMX De3nekH, OTPUMAHHX ¥
ABOX BiIKPHTHX aKTHBHMX KOHTPONbLOBaHWX AochimaenHax dasu Il Ta ognomy mochimkeHHi
dhazu 111 3a yyactio aiteii pikoM go 18 pokip. PesynetaT Ge3nexu Oynn 3aranoM nogibHuMH
Mix puBapoxcaGasoM i npenapaToM NOPIBHAHHA B PI3HHX NENaTPHYHUX BIKOBHX rpynax.
Jaranom npodine Geznexu y 412 nireit Ta nianitkie, AKi oTpuMyBanu pueapokcaban, Oys
noaiGHuM 10 npodino y aopocaiil nonynauil Ta HeIMIHHMM ¥ BIKOBHX NMiArpynax. Xo4a oiiHka
oOMEKeHa HEBEIMKOIO KiTBKICTIO NallieHTIB.

V nenmiatpuuHUX nauieHTiB npo ronoeHuil Oine (ayxe wacro, 16,7 %), rapauky (ayse uacto,
11,7 %), nocoey kpoeoTedy (ayue uacto, 11,2 %), Gmoeanus (1y:xe yacto, 10,7 %), Taxikapaio
(uacto, 1.5 %), 30ineiiends pigaa Ginipybiny (wacto, 1,5 %) Ta nijBHIIEHHS KOH IOrOBAHOrO
OinipyGiny (Hewacro, 0,7 %) noeigoMasa0ca YacTile, NOPIRHAHO 3 AopocauMH. 5K i B qopocaii
nonynaauii, MeHoparito cnocrepirand y 6,6 % (4acto) miuniTKIB KIHOYOT cTaTi nicas MeHapxe.
TpoMGouuToneHia, AKa crnocTepiranacid B NMOCTMapKETHHIOBOMY RNepioal y aopocnux, Oyna
yacroro (4.6 %) y neniaTpHuHHX KniHiyHKX pocnimxennax. [MoGiyni peakuil y neaiaTpHuHHX
naiieHTiE Maau Nerkuii abo cepennill cTyNiHE TAKKOCTI.

lopigomnenus npo Hebaxani nobivuui peakuil

[NoeigoMnenns npo noBiuni peakuii nicns peectpauil nikapeekoro 3acofy Mae BawIHBE
sHayeHHA, lle fmae 3Mory mNpOBOAMTH MOHITOPMHI CRNIBBITHOWIEHHA KOPHCTB/PH3HK NpH
3ACTOCYBAHHI LULOTO NiKapckkoro 3acoby. Meawunusm Tta dapMmaleBTHUHMM NpaliBHHKaM, a
Takox nauientam afo TXHIM 3aKOHHHUM NPEICTABHHKAM C/il MOBIIOMAATH NPO YCi BHNAIKH
nigospioganux nobiuuux peakuiii Ta BinCyTHOCTI epeKTMBHOCTI Mikapcekoro 3acoly uepes
AptomatuzoBaHy  indiopmauiiiny  cucreMmy 3 dapMakoHarnsmy  3a NOCHAAHHAM:
https:faisf.dec.gov.ua.

Tepmin npuaaTHOCTI

3 poKn,

Hoopioneni madnemxu. TNoapiGueni tabnerku pupapokcabany crabinbi ¥ Bofi Ta abayuHoMy
nope 10 4 roaHH.
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YmoBu 3depiranns
Jlikapewkuii 3acit ne norpelye cneuiansHux yMoe 306epiraHts.

¥Ynakoeka

TaGaemxy, expumi milexosorn oboronkoin, 15 we: no 14 Tabnertox, BKPHTHX TUTIBKOBOIO
obononkoto, y Giictepi: no 2 ado 3. abo 4, aGo 7 GnicTepib i3 nonepexyBalLHOK KapTROWO 113
nauieHTa y KapToHHii kopobui:

matnemsy, expumi _niiexosoio _oboronkoo, 20 mz: no 14 tabnerok, BKPUTHX [1IBKOBO)
obononkoto, y Guictepi; no 2 abo 4, aGo 7 Gnuictepie i3 nonepeXkyBaNLHOIO KAPTKOK 115
natieHrTa ¥y KaprouHiil kopobui.

Kareropin sianycky. 3a peuenrom,
Bupobuur. TOB «I'eneon Pixtep [Monbuwan.

Micuesnaxommenns BpodHHKA Ta alpeca Micus NPoBaKeHns Horo iSALHOCTI
Byn. kn. 10. [lonsatoecekoro, 5, I'poazncer Mazoeeuskuit, 05-8235, Monkia.

ilara OCTAHHBOTO NEPEeraaay t?z gﬂ Mﬂ(é‘
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