IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

BPY®EH® PETAP]I

(BRUFEN® RETARD)

Cxnan:
Iifoda pedoBuHa: i0ynpodeH;
1 TabneTka MicTuth ibynpodery 800 mr;

OOIIOMIXKHI PEYOBHMHHU: KCAHTAHOBAa KaMe[b, MOBIIOH, KKUCJIOTa CTeapHHOBa, KPEMHIIO JIOKCHUT
KOJIOImHUY 0e3BogHuM; 0007I0HKA TabIeTKuU: TimpoMeo3a, TalbK, Tutany miokcup (E 171).

JIikapcbka ¢opma. TabreTKu MPOJIOHTOBAHOI [iii, BKPUTI MJIiBKOBOIO 000JIOHKOIO.

OcHoBHI (pi3uKo-xiMiyHi BIacTUBOCTI: 6iI0T0 KOIBOPY, MOAYIIKOMOAi0HOI popMu TabneTKu, BKPUTI
TIJTiIBKOBOIO 00OJIOHKOIO.

dapMmakoTepaneBTHYHA rpyna. HecTepoinHi mpoTu3amnanbHi Ta MpoTHPeBMaTUyHi 3acobu. IToxigHi
nporioHoBoi kuciaotu. I6ynpoden. Kog ATX MO1A EO1.

dapmakoa102iuHi 81acmusocmi

dapmakoguHaMika

[6ynpoden — moxigHa pedyoBHHA MIPOIMTIOHOBOI KUCIIOTH, HECTEPOIMHUHM ITPOTU3alabHIM 3aci0
(HII33), skuit 4uHUTL 3He00I0BaIbHY, TPOTU3alalbHY i 2Kapo3HUXKYBaIbHY Hif0. BBaXKa€eThC, 1110
TepaneBTUYHi edeKTu penapaTy 06yMoBIeHi #oro iHri0yoo4oio fi€lo Ha GepMeHT IIUKIIO0KCUTeHa3y,
110 TPU3BOJUTD 0 BUPaKEHOTO 3HMKEHHS CUHTe3y IIpocTariaHguHiB. L]i BmacTuBocTi 3ab6e3nedyioTh
TIOJIETIIIEHHSI CUMIITOMIB 3arasieHHs, 00710 Ta rapsIuKu.

ExcniepuMeHTasnbHi faHi cBig4aTh, 10 iOympodeH Moxke KOHKYPEHTHO IPUTHIYYBATH BIIJIUB HU3BKUX
[03 alleTUICANIIMIIOBOI KMCIOTH/ acipuHy Ha arperariio TpoMOOIUTIB, Koy 00KgBa IpenapaTu
3aCTOCOBYIOTh ONHOYACHO. [leski papMakomrHaMiuHi OOCTIAXKEHHS CBiIUaTh, 10 IIPU Pa30BOMY
npuiiomi i6ynpodeny B no3i 400 mMr npoTsarom 8 roguH mo abo npoTsaroM 30 XBUIUH IiCTsS IPUHOMY
aleTUJICAJIIIIAIIOBO]l KUCIOTH/ acIipruHy B JIIKApChKil ¢GopMmi 3i IIBUAKUM BUBIIbHEHHSIM IIpenaparty (y
no3i 81 MT) BIJIUB alleTUJICAILKAIIOBOI KUCIOTH/ aCllipiHy Ha yTBOPeHHS TpoMOOKcaHy abo arperaiiito



TPOMOOILIMTIB 3HMXKYBaABCS. X04a iCHYIOTh HESICHOCTI IIIOJ0 eKCTPAIOoIAIil OTpUMaHUX aHUX Ha
KJIIHIYHY CUTYyallif0, He MOXKHa BUK/IIOUYaTH UMOBIPHICTh TOTO, III0 PETYIAPHE AOBrOTPHBAle
3aCTOCyBaHHS iOympodeHy MoxkKe 3HU3UTH KapaiONMPOTEKTOPHUYN e(eKT HU3bKUX 103
aleTUIICANIIKAIIOBO] KUCI0TH/ acnipuny. KiiHiuHO 3HauyIi eheKTH MaJIoMMOBIpHi IpU
HeperynsipHOMY 3acTOCyBaHHi ibynmpodeny (muB. po3nin «B3aeMopis 3 iHIMUME TiKapChKUMU
3aco0aMu Ta iHIII BUOU B3a€MOLIN»).

®apMakoKiHEeTHKaA

®apmakoKiHeTHuHH podins npenapaty BPYOEH® PETAP]I y mikapceKiit popMi TabrneTok
IIPOJIOHTOBAHOI [Iii, BKPUTHUX IJTIBKOBOIO 000JI0OHKOIO, B MOPiBHSHHI 3 (hapMaKOKiHEeTUYHUM IIpodinem
npernapary B JTiKapchKii opmi TabneTOK 3i MBUAKUM BUBIIBHEHHSIM B 0031 400 MT
IIPOIEMOHCTPYBAB, 1110 JliKapchKa (popMa IIPOTIOHTOBaHOI [ii (3i CIIOBINTbHEHUM BUBIIbBHEHHSIM)
3r/1afXKye€ MiKOBi MiBUIIEHHS Ta 3HUXKEHHS KOHILIEHTPAllil if040l PEYOBUHY, SKi € XapaKTePHUMUI
miist TabIeTOK 3i MIBUOKUM BUBITbHEHHSIM, i 3a6e3mevye BUIlli piBHI Aito4yoi pevyoBuHU Ha 5, 10, 15 Ta
24-i ropunax. [ola mig KpUBOIO «IIJla3MoBa KOHIIEHTpallisi-uac» MpU 3aCTOCYBaHHi TabnIeToK
IIPOJIOHTOBaHOI il Oyia MaiixkKe ifeHTUYHOIO i3 TaKOIO IIPYU 3aCTOCYBaHHiI TabJIE€TOK 3i IIBUOKUM
BUBITbHEHHSIM.

Cepenni mma3moBi mpodini Ta m1a3MoBi piBHI mepen IPHOMOM YeProBoi J03u 3HAYHO He
Bigpi3Hsucs y cy0’€KTiB MOJIOLOTO Ta JIITHLOTO BiKy. 3TigHO 3 HEeKiITbKOoMa OOCHiIXKeHHIMH,
BPY®EH® PETAP]] npofeMOHCTPYBaB IIa3MOBUI IPOQiNk i3 IBOMa MiKOBMMY KOHI[EHTPALiIMHU [IPH
npuiioMi Hatie. [Tepion HaniBBUBeneHHs i0ynpodeny - mpubausHo 2 rogunu. [6ynpoden
MeTaboi3y€eThCs B MTEYiHIN 10 IBOX HeaKTUBHUX MEeTab0IiTiB, sIKi BUBOASTHCS HUPKAMU Pa3oM 3
He3MiHeHUM i0ympodeHOM B YUCTOMY BUTTIAAL abo ¥ BUTTIAMI KOH'IoraTiB. HUPKOBa eKcKpellis
IIBU[IKA i TOBHA. I0ympodeH 3HaYHO0 Mipoio 3B'I3yEThCS 3 OiTKaMu IJIa3MHU KPOBI.

KininiuHi XxapaKTepHUCTHKH

IloKka3aHHsA

PeBmaToifHUM apTPUT (BKJII0Yal0O4M I0BEHIIbHUY peBMaTOIAHUM apTpuT, abo xBopoby CTinna),
aHKIJI03yI04YuY CIIOHAWIIIT, OCTE0ApTPHUT Ta iHIIi HepeBMaToOigHi (CepoHeraTHBHi) apTponarii.

Hecyrno6oBi peBMaTH4Hi Ta epiapTUKYISPHi ypakKeHHSs, TaKi K IJ1€40JI0NaTKOBUM ITepiapTpuT
(karmcymit), OYpCUT, TEHOUHIT, TEHOCUHOBIT Ta 0i/ib y HUKHIM YaCTHUHI CIIMHY; MOIIKOAKEHHS M’ IKUX
TKaHWH, TaKi K PO3TATHEHHd Ta IlepeHanpykKeHHs.

Ins monerumeHHs 60J110 TOMiPHOTO Ta CEPENHBOI0 CTYIIEHS, TAKOTO SIK Oib pu ArCMeHOopei,
3yOHUY Ta micnsonepariiHui 6ib, a TAKOXK [JIS CUMITOMATUYHOTO MTOJIETIIIEHHS T'0JIOBHOTO 600, Y
TOMY YHCJIi MirpeHi.

IIpomunoka3aHHus

Bimoma rimepuyTnuBicTh IO Aifo4oi pedyoBUHU abo [0 Oymb-sIKOi 3 JOTOMiXKHUX PEYOBUH, 3a3HAYEHUX
y po3pini «Ckiam».

Peakiii rimepuyTiauBOCTi (HanpuKIag acTMa, KPOIIUB SHKA, aHTIOHEBPOTUYHUM HAaOpPSIK a00 PUHIT),



110 BUHUKAJIK TIiCJIg 3aCTOCYBaHHS i0ympodeny, alleTUIICATIIIMI0OBOI KUCIOTH/ acipuHy a0 iHImMX
HeCTEePOITHUX MpoTU3ananbHux 3aco0iB (HII33), B aHaMHe3i.

Ts:kka cepiieBa HefocTaTHICTH (IV (pyHKLIiOHANBHUY KJIac 3a KPUTEPiIMU Hxrto-MopKChKOi
acoriamnii cepust (NYHA)).

TaXKa Me4YiHKOBa HEJOCTATHICTh.
TskKa HUPKOBa HEIOCTATHICTD (Kmy6oukoBa ¢Ginbrpaltis * 30 Mi/xB).
Cranu, 110 CYIPOBOAXKYIOTHCS MiIBUIIEHUM PU3UKOM KPOBOTEY a0 aKTHBHOIO KPOBOTEYEIO.

[IInyHKOBO-KUIIIKOBa KpoBOTeYa abo mepdopallis BHACTIOK MonepeaHboro 3actocyBanus HII33 B
aHaMHe3l.

TocTpuit abo epeHeceHU paHilie BUPa3KoBUM K0T, xBopoba KpoHa, penuauByoya MenTuiHa
BHpa3Ka a0o0 IITyHKOBO-KMUIIIKOBa KPoBOTeYa (2 abo Oinbille OKPEMUX emi3ou MiATBEpOAKEHOT0
YTBOPEHHS BUPa3Ky abo KPoBOTeUi).

TpeTiit TpUMeECTp BariTHOCTI (AUB. PO3AiN «3aCTOCYBaHHS Y Iepiof BariTHOCTI abo rogyBaHHS
TPYLOIO»).

B3aemodisn 3 iHwuMu snikapcobkumu 3acodamu ma iHwi eudu e3aemodit

[ToTpeOye 00epeKHOCTI OMHOYACHE 3aCTOCYBaHHS 3 HUXKYe3a3HAaueHUMHU IIperapaTaMy Yyepes
MOZKJIMBY JIIKapChKY B3a€MOil0, BiIMideHY y OeSKUX Malli€HTiB.

AHmuezinepmeH3susHi npenapamu, $-610kamopu ma diypemuxku. HI133 MoxXyTh 3MeHITyBaTH ePeKT
AQHTUTINEPTEH3UBHUX IIpelaparTiB, Takux gK iHribitopu AII®, aHTaTrOHICTH pelenTOPiB aHTiI0TEH3UHY
II, B-6mokaTopu Ta miypeTuku. [IiypeTUKM MOXKYTh TAKOXK 30i/bIITyBaTH PU3UK HEQPOTOKCHYHOCTI
HII33.

Cepuesi 2aiko3udu. HI133 M0XKyTb IIOCUITIOBAaTH CEPLIEBY HEOOCTATHICTh, 3HUKYBATH IIBUOKICTD
T7I0MepyIsapHOi GinmbTpaltii i 36inmbIIyBaTH PiBeHb CeplieBUX IIIKO3UAIB Y IIJIa3Mi KPOB.

Xonecmupamin. OgHOYaCHe NTpU3HaYeHHS i0ynpodeny i xomecTupaMiny Moxke 3HUXKYBaTH
abcopoirito i0ynpodeny B HUTyHKOBO-KUIIKOBOMY TpakTi (IIIKT). IIpoTe KniHiYHe 3HaYeHHS 1IbOTO
HeBifmoMe.

JIimit. HTI33 MOXyTh 3HUKYBaT! BUBEOEHHS JIITilO0.

Memompexcam. HII33 M0oXyTh IPUTHIYYyBaTU KaHa/IbLIEBY CEKPELil0 METOTPEK ATy 1 3HUKYBaTU
KJIIpeHC MeTOTpeKcary.

IuxkaocnopuH. 36inbleHHS PU3UKY HEPOTOKCUYHOCTI IIpH 3acTocyBaHHi 3 HIT133.

Migenpucmon. 3meHIIeHHST e(eKTUBHOCTI JIIKapChKOT0 3aC00y TEOPETUYHO MOKIIMBE 3 OTJIIAY Ha
AQHTUIIPOCTATrTaHOWHOBI BracTuBOCTI HII33, B T. 4. aneTuncaminunoBoi kucnotu. OOMexeHi maHi
[aloTh 3MOTY TepeadayuTH, 10 ofHOYacHe 3acTocyBaHHs HII33 y meHb 3acTOCyBaHHS
IIpOCTarjlaHOVHYy He Ma€ HeCIpUSTINBOTO BIJIUBY Ha Ai0 MipenpucToHy abo mpocTariaHAuHy Ha
[o3piBaHHS MIMHKKY MaTKX ab0 CKOPOTHICTb MaTKM 1 He 3HUXKYE IXHIO KITiHIYHY e(DeKTUBHICTb IPH



MeOUKaMeHTO3HOMY IIepepUBaHHI BariTHOCT.

THwi ananeemuku/HI133, skatouarouu ceasekmusHi iHeibimopu L[OI'-2. Crif yHUKaTH OMHOYACHOTO
IpHU3HaYeHHs OBoX abo Oinbire HIT33, BKII0OYaOUM CeNeKTHBHI iHTiOiTOpY IMKIIO0OKCUTEHA3U-2,
yepe3 30inbleHHs PU3UKY 00iYHUX ePeKTiB (AUB. po3min «OCco6IUBOCTI 3aCTOCYBaHHSI»).

Auemuscaniyuaosa Kucaoma/ acniput. 4K i Ipu Npr3HaYeHHI IHIKX Ipenaparis, 1m0 Mictats HII33,
OJHOYACHUM TpUioM i0ympodeHy Ta alleTUIICAIIAIIOBOI KUCIIOTH/ acIlipuHy 3a3BHYall He
PEKOMEHIYEThCS Yepe3 PU3UK 30iIbIIeHHS MOOIYHUX peakilill.

ExcnepuMeHTasnbHi faHi cBig4aTh, 10 iOympodeH Moxke KOHKYPEHTHO IPUTHIYYBaTH BIIJIUB HU3BKUX
[03 alleTUICANIIAIIOBOI KMCIOTH/ acipuHy Ha arperaiiifo TPOMOOIIUTIB IpKX ONHOYaCHOMY
3aCTOCyBaHHi. X04a iCHYIOTh HESICHOCTI IIOA0 MOXKIMBOCTI €KCTPAMONIALil 1IHUX JaHWX Ha KITiHIYHY
CUTYyallil0, He MOXXKHa BUKJII0YaTy UMOBIPHICTb, 110 PETyJsipHEe JOBrOTPUBAaJe 3aCTOCYBaHHS
ibynpodeny Moxke 3HU3UTH KapHiONMpPOTEKTOPHUM e)eKT HU3bKUX 103 alleTUIICAIIIIINI0BOI KUCIIOTH.
Kniniyno 3Hauymri epekT MamoiMOBipHi IpX HEPEryIspHOMY 3aCTOCyBaHHi ibynpodeny (ous.
po3min «®apmakonoriuyfi BmacTuBocTi. PapMakoguHaMika»).

Kopmuxocmepoiou. ITigBullleHHST pU3UKY IUTYHKOBO-KUIIIKOBOI BUpa3Ku a00 KPOBOTEYi IpH
npu3HaveHHi 3 HII33 (guB. po3min «OcobIuBOCTi 3aCTOCYBaHHS»).

Axmukoaeyaaimu. HI133 MoxyTh nigcumoBaTé e(peKTH aHTUKOATYISHTIB, TaKUX K BapdapuH (OUB.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

XiHosoHogi aHmubiomuku. JaHi, oTprMaHi ¥ DOCTioXKeHHAX Ha TBapuHaX, BKa3yioTh, 1o HI133
MOXKYTb 30ilbIIyBaTH PU3UK MOSBU CYNOM, ITOB’I3aHUX 3 IPUIOMOM XiHOJIOHOBUX aHTUOIOTHUKIB. Y
Mal€HTIB, AKi npuiiMaioTs ogHodacHo HII33 i XiHOMOHY, MiABUILIIEHUN PU3UK PO3BUTKY CYIOM.

Cyavgonincevoguna. HI133 MoKyTh IOTEHIIIIOBAaTH e(peKTU IpenapaTiB Cy1bpoHiICcedoBUHHU. PigKo
IIOBiOOMJISLJIOCS. IIPO PO3BUTOK TiNOTrIiKeMil y MallieHTiB, gKi IpUIAMa0Th CyIbGOHIICEeY0BUHY, ITif Yac
Teparii ibynpoderoMm.

AHmuazpe2aHmHi npenapamu i ceseKkmueHi iHeibimopu 380POMHO20 3aXONJAEHHA CePOMOHIHY
(Hanpukaad kaonidozpead i mukaoniouH). 36iMbIIeHHS PU3UKY IUTYHKOBO-KUIIIKOBOI KPOBOTEYi IIPH
npuiiomi 3 HII33 (muB. po3min «OcobIUBOCTI 3aCTOCYBaHHSI»).

Taxpoaimyc. MoxmnuBe 36ibIIIeHHS PU3UKY HePPOTOKCUYHOCTI pu npusHaveHHi HI133 ogHovyacHo 3
TaKpOJIIMyCOM.

3udosyoduH. HII33 36inbIIyi0oTh PU3UK reMaToI0TiYHOI TOKCUYHOCTI IIPY IIPUHOMi OIHOYACHO i3
3UIOBYIUHOM. [CHYIOTH JOKa3u 30ibIIeHHS PU3UKY PO3BUTKY TeMapTpo3iB Ta remaToM y BIJI-
MTO3UTHUBHUX TAlliEHTIB 3 reModinielo mpy npu3HadeHHi ibynpodeHy Ha TiIi mpUitoMy 3UOOBYIUHY.

AmiHozniko3uOu. HII33 MOXyTh 3MeHIIIyBaTh BUBE€HHS aMiHOTIIKO3UIiB.

Excmpaxmu mpas. T'inkro 6ino6a Moxe IMOTEHIIiI0BaTH PU3UK KPOBOTEY, ITOB’I3aHUMN 3 IPUHAOMOM
HIT33.

IH2ibimopu CYP2C9. OgHouyacHe mpu3HavyeHHs i0ympodeny 3 inribitopamu CYP2C9 moxe
306inmbImyBaTH eKcmo3utiio i0ynpodeny (cyoctpat CYP2C9). B xofmi omHOro gocnigkeHHs Oy1o
II0OKa3aHo, 1110 BOPUKOHA30 Ta ¢iaykoHa3on (iuribiTopu CYP2C9) 36inbiryBanu eKCro3utio S( )-
ibynpodeny mpubnusno Ha 80-100 %. HeoOximHO pO3TNAHYTH 3HUXKEHHS [03u i0ynpodeHy npu
OJHOYACHOMY IpU3Ha4YeHHi 3 noTyxkHuMH iHTiOiTopamu CYP2C9, 0co6uBO pu npu3HaveHHi



BHCOKUX [103 iOympodeHy Ha TIli MpUHOMY BOPUKOHA301y abo GpIyKoHa30y.

Oco06.1ueocmi 3acmocyeaHHst
3azanvHi 3acmeperHceHHA

He6axaHni epekT MOXKHA MiHiMi3yBaTH, 3aCTOCOBYIOUM HaWHUKYY €(EeKTUBHY [[03Y IPOTATOM
HaWKOPOTIIOTO MepPiofly Yyacy, IOCTAaTHLOTO IJIs1 KOHTPOJII0 CUMIITOMIB (quB. po3ain «Crocib
3aCTOCYBaHHS Ta JO3W», @ TAaKOXK iH(GOpMaIliio PO MITyHKOBO-KXIIKOBI 1 KapAioBaCKyIsSPHI PU3UKHU Ta
MaCKyBaHHSI CUMIITOMIB OCHOBHUX iH(EKIIi HUXKYe).

[Tpu TpuBasoMy 3aCTOCYBaHHi Oyab-IKUX 3HE00III0BaIbHUX ITpeTapaTiB MOXKJIIMBE BUHUKHEHHS
T0JIOBHOTO 600, IKUYM He CIIif JiKyBaTH MifBUILEHUMH [03aMHU JIiKapChKOT0 3acoly.

[Tpu ogHO4YacHOMY 3acTocyBaHHi HITI33 3 ankoroneM MoXyTh 30inbinyBaTucs mobiuni edpexTu,
II0OB’S13aHi 3 [IiI040I0 PEYOBUHOI0, 30KpeMa 3 00Ky LIIYHKOBO-KHUIIIKOBOTO TPaKTy abo IIeHTpabHOl
HEPBOBOI CUCTEMH.

ITayieHmu AiMHbO20 BIKY

Y matuieHTiB NiTHHOTO BiKYy YacTOTa PO3BUTKY MOOIiYHUX peakiliii mpu 3actocyBanHi HI133 Buiia,
0CO00NIMBO IMIUTYHKOBO-KUINIKOBUX KPOBOTEY Ta mepdopalliii, AKi MOXyTh OyTH eTaJbHUMU (OUB. PO3Tin
«Cmocib 3aCTOCyBaHHS Ta JO3U»).

Himu
Y piTed Ta migIiTKiB 3 gerigpaTalli€lo iCHy€e pU3UK NOpPYyIIeHHS QYHKII HUPOK.
LI nyHK0B0-KUWKOBA KpoBOMeUda, 8upaska i neppopauis

HIT33 cnig 3 06epexKHICTIO 3aCTOCOBYBATH IallieHTaM 3 MEeNTUYHOI0 BUPA3K0i0 Ta iHIMKUMHY IITYHKOBO-
KUIITKOBUMH 3aXBOPIOBAHHSIMM B aHAMHE3i, OCKiJIbKY IXHii CTaH MOXKe IOTIipIIUTHUCS (IUB. PO3MIin
«IIpoTunoka3anHsa»).

[Tpu 3actocyBaHHi Bcix HII33 nmoBimoMsiiocs PO PO3BUTOK IITyHKOBO-KUIIKOBOI KPOBOTEUI,
BUpa3Ku abo nepdopartiil y Oyab-SKuii epion 4acy mpoTaroM JikyBaHH4. Lli mo6iuHi peakiil MOXYyTb
MaTH JieTaJdbHUU HACJIiIOK Ta BUHUKATH 3 a00 0e3 3arp0o3/IMBUX CHMIITOMIB YX CEPHO3HUX IITYHKOBO-
KUIITKOBUX IIOPYLIEHb B aHAMHE31.

Pu3uK pO3BUTKY IIIYHKOBO-KUIITKOBOI KPOBOTEYi, BUpPa3Ku abo mepdopaltiil BUIIKUH IPY MiBUIIEHH]
mo3u HII33 y mamieHTiB 3 BUpPa3Koio B aHaMHe3i, 0C0OIMBO ¥ pasi yCKIIamHeHHS KPoBOTeYer0 abo
nepdopatieto (ouB. po3min «IIpoTUnoKa3aHHA»), Ta ¥ MAIliEHTIB TITHLOTO BiKy. Taki malieHTH
TIOBUHHI TOYMHATH JIiKyBaHHS 3 HAWHUXKYOI JOCTYIIHOI M03u. CIIifl pO3TNISHYTH MOXKJIUBICTh
OJHOYACHOT0 NIpH3HaYeHHS TaKUM TallieHTaM 3aXxMCHUX IIpelapariB (Halpukiiag Mi3ompocTony abo
iHriGiTOPiB MPOTOHHOI MTOMIIH), SIK i MMallieHTaM, SIKi OTHOYACHO IMPUIMaI0Th HU3bKi 03U
alleTUIICAJTIIIMIOBOL KUCIOTH/ acmipuHy abo iHImi mpemapaTy, 1o 36imbIyioTh pu3uk ypaxenus KT
(ouB. HUKYeE Ta pPo3min «B3aeMopist 3 iHIIMMU TiKapChKUMH 3aco00aMu Ta iHIII BUOW B3AEMOMIIN»).

Cnipm yHMKATH 3aCTOCYBaHHS i0ynpodeny pa3oMm i3 inmumu HII33, BKIIOYa0Yu CeeKTUBHI
inridiTopu muknookcurerasu-2 (110I-2), yepes migBuIleHNU PU3UK BUHUKHEHHS BUPA3KH a0
KpoBOTeUi (IuB. po3[in «B3aemois 3 iHIMKUMY TiKapChKUMH 3aco0aMu Ta iHIM BUOU B3a€EMOMIIN»).



[MTauienTu, oco6aMBO 0cOOU JIITHHOTO BiKY, i3 3axBopioBaHHAMY [IIKT B aHamMHe3i MOBUHHI
TIOBimOMJIATH TIPO OyOb-sIKi HE3BUYHI aboMiHaNbHI CUMITOMY (0COBIMBO MPO LIUTYHKOBO-KUIIIKOBY
KpOBOTeuY), 0COOJIMBO Ha MOYAaTKOBUX eTalax JIiKyBaHHS.

3 o6epexkHICTIO cITif mpu3HayaTH i0ympodeH marieHTaM, SKi 00epKyo0Th CYITyTHE JTiKyBaHHS
IIpernapaTaMy, 110 MOXKYTb 30i/IbITyBaTH PU3UK PO3BUTKY BUPa3KU a00 KPOBOTEUi, HaIIPUKIIa
IIepopajbHUMU KOPTUKOCTEPOIlaMHt, aHTUKOAryIsHTaMH, TAaKUMU K BaphapuH, CeIeKTUBHUMHU
inribiTopaMu 3BOPOTHOTO 3aXOIJIEHHSI CEPOTOHIHY ab0 aHTHarperaHTHUMU IIperapaTaMy, TaKUMHU K
alleTUIICAJIIIIMIIOBA KUCI0Ta/ aclipuH (OUB. po3min «B3aemopmis 3 iHIMUMY NTiKapchbKUMU 3aco0aMu Ta
iHmI BuOM B3aeMOMin»).

Y pasi po3BUTKY IITYHKOBO-KUIITKOBOI KPOBOTEYi ab0 BUpa3KM y NallieHTa, AKUM ofepxkye ibynpodes,
JIIKyBaHHS IIpernapaToM CJIif BiIMiHUATH.

PecnipamopHi po3aadu ma peakuii 2inepuymaugocmi

3 06epekHICTIO CITif Mpru3HavyaTH i0ympodeH mnaiieHTaM 3 OPOHXiaTbHOI0 aCTMOI0, XPOHIYHUM
PHHITOM, aJleprivHMMHU 3aXBOPIOBaHHSAMU ab0 3 iX HasgBHICTIO B aHAMHE3i, OCKiJIbKY MTOBITOMIISIOCS,
mo HIT33 MOXyTh CIPUYUHSTH OPOHXOCIIA3M, KPOTIUB' THKY a00 aHTiI0HEBPOTUYHUM HAOPSIK ¥ TAKUX
MallieHTIB.

ITopyweHHA ¢pyHKUII cepus, HUPOK 1 neviHKu

3actocyBanHs HII33 Moxke COPUUYMHUTHU [0303alekKHe 3MEHIIIEHHS YTBOPEHHS MPOCTariaHAnHIB Ta
IIPU3BECTH 10 HUPKOBOI HEJOCTATHOCTI. 3BUYHUN OJHOYACHUH IIPUIOM MOOiOHUX 3HEO0TI0BATEHUX
IperapariB Hafiami migBuiye nei pusuk. HanOinbimi pu3ukK BUHUKHEHHS 11i€l peakIlil MaloTh
TIAlliEHTH 3 TIOPYLIEHHSAM (QYHKIII HUPOK, ceplld a0o MediHKM, a TAKOXK Ti, XTO NMpUiiMae OiypeTUKH, Ta
MAI[iEHTHU JIITHLOTO BiKy. TaKUM MallieHTaM CJIifi 3aCTOCOBYBaTH HaHUXKYY e(PEeKTUBHY J03Y IPOTITOM
HaAMKOPOTIIIOTO ITePiody dacy, a TaK0kK KOHTPOIIIOBATH (QYHKIII0 HUPOK, 0COOIMBO Y pasi
OOBTOTPUBAJIOTO JIiKyBaHHS (OUB. po3Oin «IIpoTUmoKa3aHHI»).

Ioynpoder crnin 3 00epexkHICTIO TpHU3HAYaTH NAllieHTaM i3 CepleBo0 HeLOCTaTHICTI0 abo
apTepianbHOIO TinepTeH3iel0 B aHaMHe3i, OCKiTbKY MOBigOMIIAIOCS PO HabpsK MIPU 3aCTOCYBaHHi

ibynpodeny.
Cepueso-cyOuHHi i uepebposackyasapHi epekmu

BigmoBimHUI MOHITOPUHT Ta HArIsa[ HeOOXigHUM MallieHTaM 3 apTepialbHOIO TinepTeH3ier Ta/abo
3aCTIMHOIO CepleBO0 HENOCTATHICTIO Bifl JIETKOI0 [0 IIOMIPHOTO CTYIIeHs B aHaMHe3i, OCKIJIbKY
TIOBIIOMJISINIOCS TTPO 3aTPUMKY PifivHM Ta HAOPsK mpu Tepamii HI133.

Kniniuni mocmimxeHHS cBimYaTh PO Te, 110 MPpHU3HaYeHHS i0ympodeHy, 0Co6IUBO ¥ BUCOKiH 1031
(2400 mr Ha mo6y), MOXKe CYIPOBOIXKYBATUCH HEBETMKUM 30ibIIIEHHIM PU3UKY apTepiaabHUX
TPOMOOTHYHUX IOfiK (Hanpukiap indapKTy Miokapaa abo iHCYnbTy). 3arasoM emigeMionoriyui
IOCTiIKEHHS He Nal0Th MOXKJIMBOCTI mepef0ayu Ty HasgBHICTD 3B’I3Ky MiX IIpHiioMoM i0ympodeHy B
HU3bKIi 103i (To6To < 1200 Mr Ha go0y) i 30iMbIIIEHUM PU3UKOM apTepialbHUX TPOMOOTUYHUX ITOMiH.

[TamienTaM 3 HEKOHTPOJILOBAHOI apTepianbHOI0 TilepTeH3i€, 3aCTiMHOI CePLeBO0 HEJOCTATHICTIO
(II-IIT dpysxuioHampHUY Knac 3a Kputepisimu NYHA), miarHOCTOBaHOIO inmeMigHOI0 XBOpo60Io ceplid,
3aXBOPIOBAHHSM IepudepryHuX apTepiit Ta/abo 1epedpoBacKyIIPHUMYU 3aXBOPIOBAaHHSIMU
npu3HayvaTy i0ympodeH CiIif nuiile miciis peTeIbHOr0 aHasli3y CUTYallil, a TaKoX MOTPi0OHO YHUKATH
3aCTOCyBaHHS BUCOKUX 103 (2400 Mr Ha 0oly).



PeTenbHUY aHali3 CUTYyallil TaKOXK HeoOXigHU Mepe[ MoYaTKOM TPHBaJIol Teparii ibynpodherom
TAIEHTIB 3 paKTOpaMu PU3UKY PO3BUTKY CEPLIEBO-CYIMHHUX 3aXBOPIOBAHb (TAaKMMHU SIK apTepianbHa
rinepreHsis, rimeprinigemis, IyKpoBui miabeT, masiHHs), 0C00IUBO V pa3i HeoOXiMHOCTI mpuoMy
BHCOKUX f103 ibympodeny (2400 Mr Ha go0y).

[ToBigoMIsyioCs PO BUMIAAKU CUHAPOMY KoyHica y MalieHTiB, AKi OTpUMYBaJIH JIiIKyBaHHS
ibynpodenom. Cunpmpom KoyHica BU3HaYa€eTHCA K CePLEBO-CYOUHHI CUMIITOMH, CIPUYUHEH]
aJieprivyHoI0 peakilielo abo peakifi€lo TinepyyTInBOCTi, ITOB'A3aH0I0 3i 3BY2KEHHIM KOPOHAPHUX
apTepii, 110 MOTEHIIMHO MOXKe IPU3BECTU [0 iHPapKTy MioKapaa.

Egexmu 3 60Ky HUPOK

3 06epekHICTIO CITif] MOYMHATH JIiKyBaHHS i6ynpodeHoM MmallieHTiB 3i 3Ha4YHOIO AerigpaTatieio. IcHye
PU3HUK NOpPYIIeHHs (YHKIII HUPOK, 0COONIUBO y HiTel, MiIiTKiB Ta MalieHTiB TiTHLOTO BiKY 3
gerigpaTalli€lo.

4k i npu 3actocyBanHi inmux HI133, TpuBanuil npuiioM i0ynpodeHy Moxe IPHU3BECTH [0
NamniagpPHOTr0 HEKPO3y HUPOK Ta IHIIKX NATOJIOTiYHUX 3MiH B HUPKaX. TOKCUYHUY BIJIUB Ha HUDPKU
TaKOXK CIIOCTepiraBCs y NAli€HTIB, y SKUX HUPKOBI IPOCTAarIaHOWHY BifirpaBajid KOMIEHCAaTOPHY
poinb y migTpuMaHHi nepdy3ii Hupok. [Ipusnadyenns HII33 TakuM mallieHTaM MOXKe CIPUYUHUTHU
[0303aeXXHe 3MeHIIeHHsI YTBOPEHHS IPOCTArIaHAUHIB i, IK HACJIiO0K, 3MEHIIEHHS HUPKOBOIO
KPOBOTOKY, III0 MOXKe IIPU3BECTH 0 HUPKOBOI HEIOCTATHOCTI. [I0 TPyNy BUCOKOTO PU3UKY PO3BUTKY
TaKo]l peakilil HajlexKaTh MAaI[iEHTH 3 MOPYIIeHHIM (YHKIIiI HUPOK, CepleBO0 HEIOCTaTHICTIO,
nucyHKIi€I0 eYiHKY, MallieHTH, SKi MIPUAMAIOTh AiypeTHKHU Ta iHribiTopu
aHTi0TEH3WHIEPETBOPIYO0ro pepMmeHTy (AIID), a TaKOXK MalieHTH JiTHLOTO BiKy. [IpunuHeHHS
npuroMy HII33 3a3Buyall CynpoBOAXKYETHCS BiTHOBIEHHAM CTaHy, 110 IepeAyBaB JIIKyBaHHIO.

MoxnuBuit pO3BUTOK HUPKOBOTO TYOYJISIPHOT'O allMA03Yy Ta TiloKasieMil micist rocTporo
nepeio3yBaHHs Ta y pa3i 3aCTOCyBaHHS BHCOKUX /103 ibympodeHy IpOTSATroM TPUBAJIOTO Iepiomy
(3a3Buyaii moBIIe 4 TUXKHIB), BKIJIIOYAIO4YH 03K, 110 IIEPEBUIIYIOTH PEKOMEHI0BaHy N00O0BY [03Y.

CucmeMHul 4epBOHUU B0BYAK MA 3MIWAHI 3aXB0PHOBAHHA CNOAYYHOI MKAHUHU

Y nari€eHTiB i3 CUCTEMHUM Y€PBOHUM BOBYAKOM Ta 3MilllaHMMM 3aXBOPIOBAHHAMH CIIOJIyYHOl TKAHUHU
MOXKJIUBUY MiOBUINEHUY PU3UK BUHUKHEHHS aCelITUYHOTO MEHIHTITY (OuB. HUXKYe Ta po3ain «I1obiuni
peaxirii»).

IlepmamonoziuHi epekmu
Tsocki wxipHi nobiuHi peakuyii (TIIIIP)

Tsxki mkipai no6iuni peaxuii (TLITIP), BKo4atoyn eKCoTiaTUBHUN NePMaTUT, MyIbTU(QOPMHY
eputeMy, cuagpoM CriBeHca - [[akoHCcoHa (CCJI), TokcuuyHui enigepmanbaui Hekpori3 (TEH),
iHmyKoBaHy JliKapCbKUMHU 3aco0aMu eo3uHoOinito i3 cuctemaumu cumnToMamu (DRESS-cunmpom) Ta
TOCTPUY reHepasi3oBaHuy eK3aHTeMaTo3HuU nycTynbo3 (I'TEII), sKi MOXyTh CTAHOBUTH 3arpo3y Ajsd
XKUTTS a00 IPU3BECTH [0 JIE€TalIbHOT0 HACiKy, Oy 3apeecTpoBaHi IIpX 3aCTOCYBaHHi i0ynpodeny
(ouB. po3nin «[To6iuni peakuii»). BimbIIicTh TAKMX peakiliii BAHUKAJU BIPOLOBXK MEPIIOT0 MiCSIIs
Teparil. IIpu mosBi 03HAK Ta CHMIITOMIB, ITI0 BKA3YIOTh Ha IIi peaktii, ibynpoden ciim HeranHo
BiIMIHUTH Ta PO3TISTHYTH MOXKJIUBICTb aIbTePHATUBHOTO JIiKyBaHHS (V pa3i He0OXimHOCTI).

Y BUHSITKOBUX BUIIaAKax Ha (POHI BITPSHOI BICIIM MOXKYTh BUHUKATH CEPHUO3Hi iHPEKIIiNHI
yCKJIafiHeHHs 3 60Ky IIKipu Ta M’SKUX TKaHWH. Ha choropHi He BuKIoueHo ponb HII33 B moripieHHi
X iHGeKUinHUX cTaHiB. TaKUM YMHOM, PEKOMEHIYEThCS YHUKATH 3aCTOCYyBaHHS ibynpodeny npu



HasIBHIU BITPSHIN BicHi.
I'emamonoziuHi e(pexmu

I6ynpoden, nmomibHo mo iHmux HII33, Moxke MpUTHiYyBaTH arperaiito TPOMOOILIUTIB i MOLOBXKYBaTH
yac KpOBOTeYi Y 3MOPOBUX NOOPOBOJIBLIIB.

AcenmuyHull MeHiHeim

Pigko y mariieHTiB pu niKyBaHHi i0yrpodeHOM CIIoCTepiraBcsl aceNTUYHUN MeHiHTiT. He3Baxkawouu
Ha Te, 1[0, UMOBIpHiIlle, aCENTUYHUIN MEHIHTIT CIIOCTEPITAETHCS y TALli€EHTIB i3 CHCTEMHUM YE€PBOHUM
BOBYAKOM Ta ITOB’'SI3aHUMH 3 HUM 3aXBOPIOBAHHSIMHU CIIOJYYHOI TKAaHWHHU, TIOBIJOMIISITIOCS TIPO
BUITQ[IKK ACEIITUYHOI'0 MEHIHTITY y MAIli€HTiB, SKi He MAOTh LIUX XPOHIYHUX XBOPOO.

MackysaHHs cumnmomie 0OCHOBHUX iH(peKuill

4k i inmi HII33, ibynpodeH Moxke 3aMacKyBaTy CUMIITOMH iH(EKIIMHOT0 3aXBOPIOBAHHS, 110 MOXKe
IIPU3BECTH 10 3aTPUMKHU ITOYATKY BiITIOBIIHOTO TiKYBaHHS i TUM CAMUM YCKJIaOHUTH Iepedir
3axBopioBaHHs. Ile crmocTepiramock mpu 6aKTepiambHiN M03arociTaabHil THEBMOHII Ta
OakTepianbHUX YCKIaOHEHHSX BiTpsiHOI Bictiu. Konu i0ympodeH 3aCcTOCOBYIOTh IIPH MiBUILIEHH]
TeMIIepaTypH Tina abo mis moserieHHs 6010 Ipu iHEKIlil, peKOMeHAYETLCS TPOBOAUTHI
MOHITOPHUHT iH(QEKI[IMHOT0 3aXBOPIOBaHHS. B yMOBax /liKyBaHHS [103a MEOUYHUM 3aK/IaJOM IIalli€HT
IIOBUHEH 3BEPHYTHUCS IO JIiKaps, SKII0 CUMIITOMU 30epiraioTbCcsi ab0 IMOCUITIOI0THCS.

3acmocyeanns y nepiod eazimnocmi abo 200yeaHHs1 2pydoio
®epmuabHicmb

3acTocyBaHHS i0ympodeHy MoXKe MOTipIIyBaTH XKiHOYY PEePTUIBHICTb Ta HE PEKOMEHOYEThCS 00
3aCTOCYBaHHS XiHKaM, 10 IJIaHYIOTh BariTHiCTh. 2KiHKaM, siKi MaloTh Ipo6eMu 3i 3MaTHICTIO
3aBariTHiTH a0 SKi TPOXoAsiTh 06CTEXKEeHHS 3 IPUBOAY O€3ITigas, CIIif PO3TISHYTY IUTAHHS ITPO
IPUIIMHEHHS IpuiioMmy ibympodeny.

BazimHicmb

[TpurHiyeHHS CHHTE3Y MIPOCTArJaHAWHIB MOXe HeTaTUBHO BIUIMHYTH Ha BariTHICTh Ta/abo PO3BUTOK
eMmOpioHa/mnofa. [laHi, oTpUMaHi B emifieMioNIOTiYHUX [OCTIIXKEHHSIX, BKa3yIOTh Ha MiBULIIEHUM
PU3KK BUKUOHS Ta BUHUKHEHHS BaJ] PO3BUTKY CEPIIS i raCcTPOIIM3UCY IiCIIs 3aCTOCYBaHHS iHTiOiTOpa
CHHTe3y IIPOCTarjlaHOUHIB Ha paHHIX TepMiHax BariTHOCTI. BBaxaeThCd, 1110 LIed PU3UK 3POCTaE
3aJIe3KHO Bifl O3 Ta TPUBAJIOCTI MiKyBaHHs. B mporeci mocmigKeHb Ha TBapuHaX OyJi0 BUSBIIEHO, 1[0
3aCTOCYBaHHA iHTibiTOpa CHHTE3y MpOCTarlaHAKWHIB MPU3BOOUTH [0 30iNbIIIEHHS IIpe- Ta
IOCTIMIUTAHTAIIIMHUX BTPAT Ta [0 3arubesi emOpiona/mmoma. OKpiM TOTo, IOBiTOMIISIIIOCS PO
30inbIIIeHHS KiTbKOCTI BUIAMKIB Pi3HUX Bajl PO3BUTKY, BKII0UAl0UX CEPIeBO-CYOUHHI, Y TBapHUH, II0
OTPUMYBaJH iHTi0ITOpP CHHTE3y IIpoCTarjaHAXHIB y epiof opraHorene3y. [lounHawoun 3 20-T0 TUKHS
BariTHOCTI, 3aCTOCyBaHHS i0ynpodeHy MoKe CIPUYUHUTH OJITOTiipaMHiOH BHACIIAOK AUCHYHKIII1
HUPOK miofa. LI maTonoris Moxke BUHUKHYTHA HEBOOB3I MiCJIg ITOYATKY JIIKyBaHHS 1 3a3BUYal €
000pPOTHOIO TIiCIIsT MPUITUHEHHS JiKyBaHHS. KpiM TOro, € mMOBiOMIEHHS PO 3BYKEHHS apTepianbHOl
TIPOTOKM IIiCIs JTiIKyBaHHS Y APYTOMY TPUMECTPi BariTHOCTI, siKe y OinbIIOCTi BUMAKIB 3HUKAJIO IiCIs
IPUNIMHEHHS NTiKyBaHHS. TOMY IIPOTSATOM IIEPIIOTrOo Ta APYTOro TPHMECTPIB BariTHOCTI ibynpoden ciin
IpUIMaTH TibKYU 3a YMOBH SIBHOI HeoOxigHOCTI. [Ipu 3acTocyBaHHi i0ynipodeny XiHKaMu, Ki
IJIaHYIOTh BariTHICTh, ab0 Mif Yac mepIIoro 4u Apyroro TPEMeCTPY BariTHOCTI 403a IOBUHHA OyTH



SIKOMOTa HUXKY0I0, @ TPUBAJIICTh TiKyBaHHS SKOMOTa KOPOTIINO0. Moxe OyTH OOLiTbHUM
[OIIOJIOTOBUM MOHITOPUHT IIOMNO OJIirOTifPaMHIOHY Ta 3BY2KEHHS apTepiaabHOI IPOTOKY IiCJIS BIIJIUBY
ibynpodeny mpoTAroM AeKinbKOX AHIB, MOYKMHAO4YU 3 20-T0 TecTalliitHOro TUKHS. 3aCTOCYBaHHS
JiKapchbKOro 3aco0y, 110 MiCTUTh i6ympodeH CIif MPUIUHUTH, SKII0 BUSBIIEHO OJlirorimpamMHion a6o
3BYKEHHS apTepianbHOI IIPOTOKH.

[TpoTSITOM TPETHOTO TPUMECTPY BariTHOCTI yCi iHTi6iTOPU CHHTE3y MpOCTarjJaHguHIB MOXYTh
BIIJINBATH Ha I, IPU3BOASAYN [IO:

- Kapfio-nereHeBol TOKCUYHOCTI (MepefyacHe 3BYKEHHS/ 3aKPUTTS apTepiajbHOl IPOTOKU Ta
JiereHeBa rinepTeHsis),

- HUPKOBa OUCOYHKIIS (OUB. BUILE).

B kiHIi BariTHOCTI iHTi6iTOPY CHHTE3y IMpOCTarIaHOUHIB y MaTepi Ta HOBOHAPOAXKEHOT'0 MOXKYTh
IIPU3BOOUTH [I0:

- MOZXKJIMBOTO ITIOMOBKEHHS Yacy KpOBOTEUi, aHTHArperauinHoro epekTy, IKiii MoXKe BUHUKHYTH
HaBITh [IPU [yKe HU3BKUX [03aX;

- IPUTHIYEeHHS CKOPOYeHb MaTKH, 110 MOXKE IIPU3BECTH A0 BiATEePMiHYBaHHS YU IIOAOBXKEHHS II0JIOTIB.

Otxe, iOympodeH MpoTUIIOKAa3aHUM MMPOTATOM TPETHOT'0 TPUMECTPY BaTriTHOCTI (H¥MB. PO3Min
«ITpoTUTIOKa3aHHS»).

ITono2u ma po3po0xHceHHs
He pekoMeHayeThCs puiiMaTH i0ympodeH 1mif yac mosioriB i po3poaKeHHs.

[ToyaTok monoriB Moxe OyTH BiIKIafeHUM Y 4aci, a iXHs TPHUBaJIiCTh MOJOBXKUTHUCS PA30M 3i
36inbIIEHHSIM CXUIBHOCTI 10 KPOBOTEYi ¥ MaTepi Ta QUTUHMU.

I'odyeaHHs 2py00to

HasiBHi 00MekeHi qocimkKeHHs MOKa3yioTh, 110 HIT33 BUAiNAIOTECS B IPyIHE MOJIOKO B AyKe
HU3BKUX KOHIIeHTpaliax. Criif, SKIIo 1ie MOXKIKMBO, YHUKATH 3acTocyBaHHA HII33 XkiHkaM y mepiof
ToOoyBaHHA I'PYLATIO.

30damuicmsb eniueamu Ha weudKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu

[Tputiom i6ynpodeHy MoxkKe HeraTUBHO BIIJIMBATH Ha MIBUOKICTh Peakilil MallieHTiB, o 10 CIif
naM’siTaTy Y pasi 3aHATTS OiIbHICTIO, SiKa MoTpebye MifBUIlleHOl KOHIIEHTPAIlil yBary, HallpuKIiaz,
KepyBaHHS aBTOTPAHCIOPTOM abo pob6oTa 3 iHIMMMHU MexaHi3MaMu. ByivB Ha IMIBUAKICTh peakiii
3HAYHOIO MipOI0 TTOCUITIOETHCS Y pa3i KoMOiHaIlil 3 alnKoroiem.

[Ticnsa npuiiomy HIT33 MoxnuBi HeOaxkaHi SBUIIA, TaKi SK 3allaMOPOYEHHS, COHIUBICTE,
He3[yXKaHHS/CTOMJIIOBAHICTS 1 IOPYIIEHHS 30pY. Y pa3i I0ABY TAaKUX SBUIL IAI[lEHTH [TI0BUHHI
YTPUMATHUCS Bifi KEpPyBaHHS aBTOTPAHCIIOPTOM Ta POOOTH 3 iHIIMMHU MeXaHi3MaMH.



Cnoci6 3acmocyeaHHsi ma 0o3u
Lo3u

Heb6axaHi epekTy MOXKHA MiHIMi3yBaTH, SIKIIIO0 3aCTOCOBYBATH HAaWHUKYY e(PEeKTHUBHY J03y IPOTITOM
HAWKOPOTIIIOTO Iepiogy Yacy, HeoOXimHOTO [JIsT KOHTPOJII0 CUMIITOMIB (O¥B. Po3min «OcoO6nmuBoCTi
3aCTOCYBaHHS»).

Lopocai ma dimu eikom 8i0 12 pokis

PekoMmeHnoBaHa f03a pemnapary BEPY®EH® PETAP]I cTaHOBUTH OBi TabneTKH, SKi IPUIMaTh
OJHOYACHO OJWH pa3 Ha moOy, 6axkKaHO paHHIM BEYOPOM 3afI0Bro 10 CHY. TabneTKu mMOTPiOHO KOBTATH
IIiTMMY, 3allMBalOYX OOCTATHLOIO KiNbKiCcTIO pimuHu. TabneTku He CIIifl p032KOBYBATH, NiJTUTH,
noppi6HIoBaTH a0 PO3CMOKTYBATH [IJIs YHUKHEHHS AUCKOMGOPTY Y POTOBiM MOPOKHUHI Ta
nopgpa3HeHHs ropya. [Ipu TSkKKrX abo TOCTpUX CTaHax 3arajibHa o6oBa Jo3a Moxe OyTu 30inbiieHa
IO TPbOX TAONETOK, SIKi PO3MiNAIOTh Ha 2 IPUUOMHU ITPOTSATOM HOOH.

ITayieHmu AiMHbO20 BIKY

IcHYye migBUINEHNY PU3UK BUHUKHEHHS CEPHO3HUX HACIIKIB I0OIYHUX peakKIlill y IallieHTiB TiTHHOTO
Biky. dkmio 3acTocyBanHs HII33 € HeoOXigHUM, CIIif TpU3HayYaTH HaWHUKYY e(eKTUBHY 03y IS
IPUMOMY IIPOTATOM HAWKOPOTIIOTO 1epiony dacy. IIoTpiOHO perynsipHO MPOBOOUTHA MOHITOPUHT IIOA0
HasIBHOCTI y MallieHTa IITyHKOBO-KUIIIKOBOI KPOBOTEUi Mmif yac Tepamil HI133. Y pasi nopyineHs
GbyHK1il HEPOK abo mevyiHKu no3y HeoOXigHO migbupaTy iHOUBiAyanbHO.

INopyweHHA pyHKUII HUPOK

Indopmarriro mpo 3acToCyBaHHs MallieHTaM 3 JIETKUM a00 IIOMipHUM TOPYIIeHHAM QYHKIIT HUPOK
IUB. y po3mini «Oco6IMBOCTI 3aCTOCYBaHHS», MAlliEHTaM 3 TSIKKO0I0 HUPKOBOIO HEJOCTATHICTIO - ¥
po3mini «I[IpoTunoKa3aHHS».

INopyweHHsa pyHKUII neviHKu

Indopmartito mpo 3acToCyBaHHS MallieHTaM 3 JIETKUM ab0 IIOMipHUM MOPYIIeHHAM QYHKIII nediHku
IUB. y po3mini «Oco6IMBOCTI 3aCTOCYBAHHS», MAllieHTaM 3 TSKKOI0 ITe4iHKOBOIO HEIOCTATHICTIO - Y
po3mini «IIpoTunoKa3aHHS».

Cnocib 3acmocyeaHHs

[nst mepopanbHOTo 3aCTOCyBaHHS. BaXaHo mpuiiMaTy mif yac inu abo yepe3 mesiKuil MpoMikoK 4acy
micns igy. JKIo MPpUUHSTH MperapaT HEBOOB3i Mmics mpuioMy i, HacTaHHS edeKTy Moxke OyTH
BinTepMiHoBaHO. [laljieHTaM 3 4yTIMBUM IUIYHKOBO-KUIIKOBUM TPAKTOM IIperapaT PeKOMEHAYEThCA
IpUUMATH I 9ac imu.

Himu

BEPY®EH® PETAP]I ne MIpU3HaYeHUM OjIg 3aCTOCYBaHHS AiTAM BiKOM [0 12 POKiB.



Ilepedo3yeaHHs

ToxcuyHicmb

O3Haku i CUMIITOMHA TOKCUYHOCTI 3a3BAYal He CIIOCTEepPIraaucs Ipu 3aCTOCyBaHHI 03 HUXKYE

100 mr/kr y miTeit Ta mopocnux. [IpoTe B JesIKuX BUIMIafiKaX MOXKYTh OyTH MOTPiOHI migTpuMyo0Ui
3axo0fu. Y fiTell O3HAKU i CUMIITOMU TOKCUYHOCTI CIIOCTepiraaucs micis IpuruoMy IpenaparTy B 031
400 mr/kr abo 6inbie.

Cumnmomu

Y GinbIIOCTI MalieHTiB CUMIITOMY IIepefo3yBaHHS PO3BUBAIOTHCS IPOTATOM 4-6 TOOUH Micis
IPUMOMY 3HAYHOI KiJIbKOCTi i0ympodeny.

Hai6inbIn yacTi CUMIITOME IIepefo3yBaHHS BK/IIOYa0Th HyHOTy, 0/10BaHHS, Oi/1b Y JKUBOTI, MJIIBICTS i
coHnuBicTh. [TposiBu 3 60Ky HeHTpanbHOl HepBoBoi cuctemu (LIHC): romoBHui 6inb, O3BiH y ByXax,
3alraMOpPOYEHHS, CYIOMH i BTpaTa CBimoMocTi. Pigko moBimomisisiocs mpo HicTarMm, MeTabomiyHui
alumo3, TimoTepMito, CHMIITOMHU 3 00Ky HUPOK, IITYHKOBO-KHUIIIKOBY KPOBOTEUY, KOMY, allHOE, iapeto
i npuraivenns [JHC ta guxanbHOI cucTeMu. [Ipu cepito3HUX OTPYEHHSX MOXKE BUHUKHYTH
MeTabomiyHuM anuao3 Ta 30iMbIIMTHCS TPOTPOMOiHOBHI Yac/ MixKHapOiHe HOpMasli3oBaHe
BigHOIMeHHs (MHB), iMOBipHO, Yepe3 B3aEMO[Iil0 3 IUPKYII0IYUME (aKTOpaMu 3TOPTAHHS KPOBI.
[ToBigoMmsiyiocst Mpo Ae30pieHTalio, 30yaKeHHS, HETPUTOMHICTb Ta CepLEBO-CYOUHHY TOKCUYHICTE,
BKJTIOHAIOYHY apTepianbHy rinoTeHsito, OpaguKkapmiio i Taxikapmio.

Y pasi 3HauHOrO Nepeno3yBaHHSI MOXKJIMBUY PO3BUTOK HUPKOBOL HEIOCTATHOCTI i ypaKeHHS NeYiHKU.
3HayHe Mepeqo3yBaHHS 3a3BUYail 100pe MePeHOCUTHCS, SKI0 He TPUUMAIKCS iHII ITpernapaTH.

TpuBase 3acTOoCyBaHHS y J03aX, BULIUX 38 PEKOMEHI0BaHi, MOXe IPU3BOLUTH O TSIXKKOL
rinokamiemii Ta HUPKOBOTO TyOy/IsipHOTO anugo3y. CUMITOMY MOXKYTh BKIIOUATH 3HUXKEHHS PiBHS
CBimoMocCTi Ta 3aranbHy ciabkicTh (AuB. po3minu «OcobmuBOCTi 3acTocyBaHHA» Ta «[To0iyHi
peaxirii»).

JIiky8aHHA

HeMmae crenudigyHoro aHTUIOTY IPU Iepeno3yBanHi ibynpodenom. JlikyBaHHsS Mae OyTu
CHMIITOMaTUYHUM y Mipy noTpe6u. [IpoTsrom ofHiel TOOMHY IiCis IPUHOMY IIOTEHI[INHO TOKCUYHOI
KiNbKOCTi i0ynpodeHy mOTPiOHO MPU3HAYUTHA aKTUBOBaHe BYTiUIA. AKIO MpHUUHSATA [03a IpernapaTy
nepesuiye 400 Mr/Kr, peKOMEHAYETLCS IPOTSATOM OOHIEl TOOUHY IiCIIg MOT0 IPUIOMY IIPOBECTH
ITPOMUBAHHS/CIIOPOKHEHHS IIJTYHKA Ta BXKUTH MATPUMYIOUYUX 3aX0fiB. 3abe3meunTy JOCTaTHIN

aiypes.

Crnig peTenbHO KOHTPOJIIOBATH (QYHKIII0 HUPOK i meuinku. Y pa3i HeoOXimHOCTI citif BigKOpuUryBaTu
eJIeKTPOTiTHUM GalaHC CUPOBATKU KPOBI.

[Ticns npuiioMy MOTEHIIHHO TOKCUYHOI KiIbKOCTI IpenapaTy HeoOXiTHO CIocTepiraTé 3a CTaHOM
nalieHTa IpUHAUMHI IPOTITOM YOTUPLOX TOOVH.

YacTi abo TpuBasi CyooMu Cif TiKyBaTH BHYTPIIIHbOBEHHUM BBE[EHHSM fia3enamy. [HII 3axonu
MOXKYTbh OyTH ITOKa3aHi 3 Or/IsIAy Ha KITiHIYHUE CTaH IMallieHTa.

s oTpuMaHHS HallaKTya/IbHIIIO1 iHpopMariil 3BepTauTecs O MiCIeBOI0 TOKCUKOJIOTIYHOTO LIEHTDY.



ITo6iuHi peakuii

XapakTep no0igHMX peakniii Ha ibynpodeH nogiOHMM 10 TAaKOTO IPU 3acToCcyBaHHi iHmmx HII33.

3 60Ky WAYHK0B80-KUWKOB020 MPAKMY

[ToGiuni peakuii 3 60ky LIIKT cnocTepiraioTbcs HaitdacrTiie. MOXIHBI TEeNTUYHI BUPa3KH,
nepdopatiig abo IIyHKOBO-KUIIKOBA KPOBOTEYa, iHOMI 3 TeTaJIbHUM HaCJIigKOM, 0COOIUBO y
MAIliEHTIB JIITHLOTO BiKY (OuB. po3min «Ocob6nmuBOCTi 3acToCyBaHHS»). [1pu mpuiiomi ibynpodeny
TIOBiTOMJISIIIOCE IIPO HYMOTY, O/TIOBaHHS, Miapeo, MeTe0pPU3M, 3aIlop, JUCIIEICito, 6ifb y XKUBOTi,
MeJleHy, TeMaTeMe3UC, BUPa3KOBUY CTOMATHUT, LIJTyHKOBO-KUIIIKOBY KPOBOTEUY Ta 3alOCTPEHHS
KOJIiTy i XBopoOu KpoHa (guB. po3min «IIpoTumoKa3aHHSI»). 3 MEHIIIOI YaCTOTOI0 CIIOCTepiraBcs
racTpuT, OyofeHaslbHa BUpa3Ka, LIJTyHKOBa BUpa3Ka Ta LIIYHKOBO-KHUIIKOBa Iepdopalis.

3 6oky iMyHHOI cucmemu

[ToBimoMIIsIIOCS PO pPeakilil rinepuyTauBOCTI mpu 3acTtocyBaHHi HI133. [lo HUX HameXkaTs:
HecmenudiyHi amepriuni peakiril i aHadinakcis; peakTUBHICTb AUXaIbHUX IIJISIXiB, BKITIOYAIOUYHN
acTMy, 3arOCTPeHHS acTMu, 6poHxocna3M abo [AKUCIHOe; Pi3HOMaHITHI MKipHi IPOsIBY, BKITIOYAI0UN
BHCHUII Pi3HOTO TUIy, CBEPOiK, KPOIIUB THKY, IyPIIyPY, aHTiI0HEBPOTUYHKY HAOPSIK i IyXkKe pigKo -
MyIbTUGOPMHY epuTeMy, OyIb03Hi fepMaTo3u (y Tomy uucyi curppoM CriBeHca - [[3KOHCOHaA i
TOKCUYHUM emifepMalibHUM HeKPOJTi3).

3 60Ky cepueso-cyOuHHOI cucmemu

[ToBigomusinocs npo HaOPSKYU, TillepTeH3il0 Ta CeplieBy HeAOCTaTHICTD y 3B’s3KYy 3 JikyBaHHAM HII33.
IHani KIiHIYHUX OOCTiXKEeHb CBiIYaTh PO Te, 110 3aCTOCYBaHHS i6ynpodeny, 0COOIMBO Y BUCOKUX
mo3ax (2400 mr Ha moby), MOXKe [Iell0 IMiBUIIYBaTH PU3UK BUHUKHEHHS apTepiallbHUX TPOMOOTUUHUX
SIBUII, TaKUX K iHQapKT Miokapaa abo iHCYnbT (IuB. po3nin «OcobIUBOCTI 3aCTOCYBAHHS»).

IHgexuii ma iHBasii

PuHiT i acenTuyHuM MeHIHTIT (0COOIMBO y MAlliEHTIB 3 iCHYIOYUMHU ayTOIMYHHUMU MOPYLUIEHHSIMH,
TaKUMU SK CHCTEMHUYM YePBOHUY BOBYAK i 3MilllaHi 3aXBOPIOBAHHS CIIOIYYHOI TKAHUHHU) i3
CHMIITOMaM¥ PUTITHOCTI IIKi, TOJIOBHUM 00JIeM, HyA0TOI0, O/II0BAHHSM, JINXOMaHKOI0 abo
me3opieHTali€o (AuB. po3nin «OcobIUBOCTI 3aCTOCYBAHHS»).

OnucaHO BUIIaAKU 3arOCTPeHHS iH(QEeKI[IMHUX 3amnajieHb MKipyu (HallpUKiag PO3BUTKY HEKPOTUYHOTO
dacuuity) mifg gac 3actocyBarsasa HIT33. dkmio mig 4ac 3acTocyBaHHS i0ynpodeHy BUHUKAOTh ab0
3arocTpIOIOTHCS O3HAKM iHQEKITi], MaI[ieHTy CIlig HeraiHO 3BePHYTUCS OO JIiKaps.

Ypaoicenna wkipu U niOwKipHoi KAimKoBUHU

Y BUHSATKOBUX BUIIAagKaxX Ha (OHIi BITPSIHOI BiCIIM MOXKYTh BUHMKATH TSXKKi MIKipHi iHbeKii Ta
yCKJIafiHEeHHS 3 00Ky M’SIKWX TKaHUH (OUB. TaK0XK «IH(QeKIIil Ta iHBa3ii»).

Huxue BKa3aHo 1mob6iyHi peakiiii, 110 MoxKyTh OyTH 10B’si3aHi 3 i0ynpodeHoM Ta sKi KinacudikoBaHO
3a 4aCTOTOI0 Ta CUCTeMaMHu oprasis 3rigHo 3 MedDRA.



3a yacToTo0 Mo0iYHi peakii moginAoThCS Ha: Oyxe vacTi (= 1/10), wacti (= 1/100 mo < 1/10),
HeyacTi (= 1/1000 go < 1/100), pigkichi (= 1/10000 mo < 1/1000), myxe pizkicHi (< 1/10000) i
HEeBiZOMOl 4aCcTOTH (HEMOXJIMBO BU3HAYNUTH 332 HAIBHUMU TaHUMH).

IHexuii ma iHeasii: HeYaCTi - PUHIT; PigKicHI - acenTUYHUN MEHIHTIT (OuB. Po3min «Oco0MuBOCTi
3aCTOCYBaHHS»).

3 6oky kpoei i asimppamuyHoi cucmemu: PifKicHi - TIeHKOIeHiss, TPOMOOIUTONIEHisI, HEUTPOIIEHis,
arpaHyJIOLXTO3, alljlaCTU4YHa aHeMisl, TeMOJIiTUYHa aHeMis.

3 60Ky iMyHHOI cucmemu: HeYacCTi - TimepuyTIUBICTh; PiAKiCHI - aHadinakKTHYHA pPeakilis.

3 6oky ncuxiku: He4yacTi - 6e3COHHS, TPUBOKHI PO3JIafy; PigKicHI - menpecis, crnyTaHiCTh
CBiJOMOCTI.

3 6oky Hepeoeoi cucmeMu: 4acTi - TOJIOBHUHM 0iflb, 3alaMOpPOYEHHST; HevacTi - mapecTesis,
COHJIUBICTH; PiAKiCHI - HEBPUT 30pPOBOT0 HEPBA.

3 60Ky opaaHis 30py: HEYACTi - MOTIpIIeHHs 30PY; PiOKiCHI - TOKCMYHA HEBPOIIaTis 30POBOI'0 HEPBa.

3 60Ky opaaHis cayxy i ecmuby151pHO20 anapamy: HeYacTi - MOTipIIeHHs CIyXy, O3BiH y ByXax,
BEPTHUTO.

3 60Ky duxaabHOI cucmemu, opaaHie 2pyoHOi Kaimku ma cepedocmiHHA: HedacTi - OpoHXiaabHa
acTtMa, 6poHX0CIa3M, JUCITHOE.

3 60Ky mpasHoi cucmeMu: 4acTi - QUCIIETICis, miapest, HymoTa, OI0BaHHS, abgoMiHaIbHUM Oifb,
MeTeOopHU3M, 3allop, MeJleHa, TeMaTeMe3uC, IIUTYHKOBO-KUIIIKOBa KPOBOTEeYa; HeYaCTi - TacTPHUT,
OyomeHalbHa BUpa3Ka, IIUIYHKOBa BUpa3Ka, BUPa3KOBUY CTOMATUT, IIJTIYHKOBO-KUIIKOBa epdopariis;
IyKe PifKicHi - MaHKpPeaTUT; HEBIOMOI YaCTOTH - 3arOCTPEHHS KOJIiTy Ta XBopoOu KpoHa.

3 60Ky eenamobiniapHoi cucmeMu: He4acCTi - TeNATUT, KOBTSHUIIS, TOPYIIeHHS QYHKIIII Me4iHKY;
OyXe PiAKICHI - Me4iHKOBa HeNOCTaTHICTE.

3 60Ky wkipu ma nidwKipHOi KAiMKOBUHU: YacCTi - BUCUII; HeYaCTi - KPOIIUB SHKa, CBepOixkK, MypIypa,
aHTiOHEBPOTUYHUY HaOPSK; MyxkKe pigKicHi - TSXKKi mKipHi mo6iuHi peakii (TLIIIP) (Bkmodaiouu
MyNbTU(QOPMHY epuTeMy, eKchomiaTuBHUM fepMaTUT, OyIb03Hi peakilii, BKI0Yai CHHAPOM
CriBeHca - [I?>KOHCOHA i TOKCHUYHUY ellifepMalbHUM HEKPOIIi3); HEBIIOMOI YaCTOTH -
Me[IUKaMeHTO3Ha peakllis 3 eo3uHodinielo Ta cucteMHuMu cumntomamu (DRESS-cunppom), roctpuit
reHepasi3oBaHUY ek3aHTeMaTo3HUM mycTynbo3 (I'TEII), peakunil poTouyTIMBOCTI.

Po3aadu 3 60Ky 06MiHy pevosuH ma xap4yeaHHA: HEBITOMOI YaCTOTH - 3HUKEHHS aleTUTy,
rimokasmiemis*.

3 60Ky HUPOK i ceyosudinbHOI cucmemu: He4acTi - TOKCUYHa Hedponaria y pisHux Gopmax, y Tomy
yucyi TyOymoiHTepcTULianbHui HeQpUT, HeGPOTUUHUM CUHAPOM i HUPKOBA HEJOCTATHICTh; yXkKe
PiAKicHIi - rocTpa HUPKOBa HENOCTATHICTh; HEBiOMOI YaCTOTH - CEYOBIfIHI KOJIiKY, IU3YPisi, HUPKOBUM
TYOyJIIpHUYN auugo3*.

3azanvbHi nopyweHHA i 3MiHU 8 MiCUl 88e0eHHA: YacCTi - He3[yKaHHI/CTOMIIOBAHICTh; PIOKICHI -
HaOpsIK.

3 boky cepuegoi cucmemu: myxe pifKicHi - ceplieBa HEIOCTATHICTE, iHPapPKT Miokapaa (TaKOXK OUB.



po3min «OcobIUBOCTiI 3aCTOCYBaHHS»); HEBIOMOI YacTOTH - cuHApPoM KoyHica.
3 6oky cyOuHHOi cucmemu: myXe PigKicHI - apTepiaibHa TimepTeH3is.

* TIpo HUPKOBUI TyOyISPHUM aIllM03 Ta TilOKaJIieMil0 OBiIOMIISAIOCE Iifl Yac TOCTMAapPKETUHT OBOTO
nepiofy, 3a3BMYal IiCys TPUBAJIOTO 3aCTOCYyBaHHS iOynpodeHy y fo3ax, BUIUX 3a PEKOMEH/I0OBaHi.

[ToBimomneHnHs mpo mobiuHi peakiril micns peecTpaitlil Tikapchkoro 3aco0y Ma€ Benrvke 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI [IbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAaM, a TaK0X IalieHTaMm abo ixHiM
3aKOHHUM IIPeCTaBHUKAM CJIi[ IOBiTOMJISITH IIPO YCi BUITAAKH MTiI03PI0BAHUX MOOIYHUX PeakKIliid Ta
BiiCyTHOCTi e(heKTHUBHOCTI JIiKapchKOTO 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3
(dapMmakoHarisAmy 3a nocunaHHAM: https://aisf.dec.gov.ua.

Tepmin nmpugaTHOCTi. 3 POKH.

YmMmoBu 30epiranns. 30epiraTy B OpuriHaibHill yakoBIl npu TeMnepaTypi He Buine 25 °Cy
He[OCTYIIHOMY [JIS OiTe’ MiCLii.

YnakoBka. [To 10 Tabnetox y 6mictepi, mo 1 abo 2 6iicTepu y KapToHHi#M KOpoO11i; mo 14 TabneTox y
6mictepi, mo 1 GricTepy y KapTOHHIM KOPOOIIi.

Kareropis Bignmycky. 3a pelenToM.

Bupoonuk. ®amap A.B.E. ArToycca IlnanT, I'perisi/ Famar A.V.E. Anthoussa Plant, Greece.

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicClisi MPpOBaXKeHHs HOro Tis/IbHOCTi. AHTOyCa
ABento 7, AHTOyca ATttuka, 15349, I'penisi/ Anthousa Avenue 7, Anthousa Attiki, 15349, Greece.



