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IHCTPYKIISI
AJISI MEAUYHOI'0 3aCTOCYBAHHSA J]iKapCLKOFO 32006)’

BAJIAPOKC

(VALAROX®)
Cknao:
Oilo4l peyoeuHu: poO3yBacTaTHH, BallcapTaH;
1 TabjieTKa, BKpUTA MIIBKOBOIO OOONOHKOO, MicTHTh 10 MI' po3yBacTaTMHY Y BHTJSJI PO3YBaCTATUHY
KanbLito Ta 80 Mr Bancaprany abo 20 Mr po3yBacTaTHHY y BHIJISJi po3yBacTaTWHy Kaiblito 12 80 mr
Bancaprany, abo 10 Mr posyBacTaTuHy y BUIIAi po3yBacTaTHHy KajbLito Ta 160 mr Bancaprany, abo 20 mr
pO3yBacTaTuHy Y BUIJISAJl pO3YBAaCTaTHHY Kajblito Ta 160 Mr Basicaprany;
OONOMIDICHI  pevosunu. LEMONo3a Mikpokpuctaniyia (tun  102), 7nakto3M MoHorigpar, Harpiio
KPOCKapMeno3a, KPeMHII0 JIOKCUI KONOIHWI Oe3BoaHMi, MarHito creapar, maniT (E 421), nosigon K 25,
HaTpito naypuicynbdar, okcu/l 3aisa xosruii (E 172);
naiekoea o0bononka: NMoNiBiniNOBHEI crnupT, TuTany aiokeua (E 171), makporon 3000, tanek, okcu 3aniza
yepBoHni (E 172) (okpim nosysanus 20 mr/ 160 wmr), okeupg 3anisa xostuit (E 172) (okpim mo3yBaHHs
20 mr/ 80 mrta 10 mr/ 80 mr).

Jlikapcbka opma. Tabnerku, BKpUTI MIIBKOBOKO 000IOHKOO.

OcHo6Hi @izuxo-ximiuni enacmugocmi:

tabnetkn 10 mr/ 80 Mr: TeMHO-pOXKEBI, KpyIJii, 35ieTKa JBOOIYKIIi, BKPUTI MUIIBKOBOIO 000JIOIIKOI0 TaNeTKH
31 CKOWEHWMHU KpassMu Ta rpasitoBaHHsM «K4» 3 oxnoro 6oky;

Tabnerxkn 20 mr/ 80 mMr: TeMHO-poXeBi, Kancynonoaibii, 3jierka ABOONYKJi, BKPUTI MIIIBKOROIO 060J0HKO0
Tabnetky 3 rpasitoBaHHAM «K3» 3 ogHOro 6oky;

Tabsietkn 10 mr/ 160 Mr: TeMHO-pOXEBI, OBalbHI, ABOOMYKJi, BKPUTI MJIIBKOBOIO O0BOJIOHKOK TabNeTKU 3
rpashosatinam «K2» 3 oiHoro 6oky;

Tabnerkn 20 mr/ 160 mr: 3jierka KOpUYHIOBATO-XKOBTI, OBaJIbHI, ABOONYKI, BKPUTI MIBKOBOIO 060JI0HKO0
Tabnerku 3 rpasitoBatnsm «K1» 3 ojiHoro Goky.

®apmakorepanesTuiHa rpyna. I'inoninigemiuHi 3aco6u B noegHanui 3 IHIUMMH JIKAPCLKUMHK 3ac06aMH.
Posysacrarui 1a sancapran. Kog ATX C10B X10.

Dapmaxonociuni enacnusocmi.

Dapmaxoounamixa.

Bancapran

Bancapran € akTMBHMM, DOTYXHMM | cnenudiyHWM aHTAroHiCTOM peuenTopiB aHriorensuny 1, o
NMPU3HAYCHHUI JJ1s NepopasiLHOro 3actocyBanHsa. Bin gie BnGipkoso Ha peuentopu migtuny ATI, sxi ¢
I
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BIANOBINAaNbHUMHU 32 edexTn anriorensuny 1l. Iligeuieni pisni auriorensuny I sHacninok 6nokaam ATI-
pelENTopiB BalcapTaHOM MOXYTh CTHUMYJIOBaTH He3abnokoBaHi AT2-peuentopy, 1o MalTh HPOTHIEXHI
ATI-peuentopam edextu. BajicapTaH He Ma€ )KOAHOT arOHICTHYHOT akTUBHOCTI BigHocHO AT 1-penentopis i
mae Habararto Oinemy (npubnnszuo y 20000 pasis) cnopignenicts 3 ATl-peuenrtopamu, Hik 3 AT2-
peuenropamu. Hesimomo npo Bunajku, 1106 BajscapTaH BCTYNaB y B3aeMOJit0 abo GJOKYBaB pelenTopy
IHIIMX TOPMOHIB ab0 1OHHI KaHasik, fKi, sK BiIOMO, BiMirpaioTh BaXUIMBY DPONbL Y Peryisuii yHkui
CEpLIEBO-CYAMHHOT CUCTEMH.

Bancaprad He npurHiuye aHrioteHsuHnepetsoproBaibHuit depment (AIID), Bimomuii Takox mnij Ha3BOKO
xininasu [1, axuii neperBoproe anriorensux | B anriorensun Il i pyiinye 6pamukinin. Ockinbky Bangcapran
ne BryBac Ha Al ra, BIANOBiHO, He NMiABUINYE PiBHI OpaauKiHiHy ab0 peyoBHHHM P, ManoWMoBipHO, 110
BiH Oyze acouitoBaThes 3 KauuieM. Y KIIHIYHUX JOCIHIKEHHAX, /i€ BajJcapTaH MOPiBHIOBABCS 3 iHTIiGiTOpOM
AII®, yacrora BunajkiB cyxoro kammo Oyna 3Hauvo menwmoro (P < 0,05) y nanieHtis, ski jikyBanucs
BaJICapTaHOM, HIXX y MawlieHTiB, siki npuitmanu iHriditop AIID (2,6 % nopisHaHo 3 7,9 % Bianosigno). vV
naulicHTiB, ski paniwe Jlikypamuest iuribitopom AlT®, posBHBaBcs Cyxui Kallenb, NpH JiKyBaHHI
BajicapTalomM uUe ycknaaHeHHs Oyso BijzHadeHo y 19,5 % Bunaakis, a mnpu JiKyBaHHi TiasnJHUM
Aiypetkom — y 19 % Bunaskis, y TOi yac sk Y rpyni XBOPHMX, SIKI OTPUMYBAJM JKyBaHHs iHTIGITOpOM
ATID, kawens criocrepirases y 68,5 % sunajxis (P < 0,05).

Apmepianviia cinepmensis

3acTocyBaHHsi IIpenapaTy MauieHTam 3 apTepiaibHOIO TiMEpPTEH3i€i0  NPHU3BOAUTL JIO  3HWKEHHSA
apTepiajbHOrO TUCKY, HE BIIMBAIOUN NPH UbOMY Ha YaCTOTY MYJIbCY.

Y GinblIOCTI NanieHTIB nicist NpU3HadeHHs pa3oBol JO3W Ipenapary BHYTPIUIHLO aHTHUTiNepTEH3WBHUIA
e(eKT pO3BUBAETLCA TMPOTArOM 2 rOAMH, @ MaKCHMaJlbHE 3HWXKEHHS apTepialibHOIO TUCKY J0CATacThes B
mexax 4—0 rojunH.

AHTUTINIEpTEH3MBHUI edekT 30epiracTbest Oinbiue 24 rojuH Micis NpuioMy pasoBoi A03M rpenapary. 3a
YMOBHU PEryJisIpHOTO 3aCTOCYBAaHHS MpenapaTry MakCUMallbHUH TepaneBTHYHUI edexT 3a3Bruyai nocaraerses
npoTAroM 2—4 THXHIB | YTPUMYETBCS Ha JOCATHYTOMY PiBHI B XOJli TpUBAJIOl Tepanil.

Y koMOIRaLiT i3 MipOXJI0OPOTIa3uIOM JIOCAracThes 3HAUHE JIOAAaTKOBE 3HMKEHHS apTepialibHoro Tueky (AT).
Panrosa Bijmina BajcapTaHy He NPWU3BOAWTL J0 BiJIHOBIEHHS apTepiaiibHOT rineprensii abo A0 iHmMUX
MOGIYHUX KAIHIUHUX ABMILL.

[nuee: nodeitina broxada penin-anziomenzun-ansoocmeponosoi cucmemu (PAAC)

ITpu 3actocysanui kom6Ginauii inribiropy AII® 3 Gnokaropom peuentopis auriorensuny Il y mauienris 3
HAsBHICTIO B aMaMHe3l cepueno-cyAMHHOro abo LepedpoBacKyIspHOro 3aXBOPIOBAHHS ab0 LYKPOBOIO
niabety 2 TWmy iy nauieHTiB 3 1lyKpoBUM JiaGeTom 2 THny Ta giabeTHuHOI Hedponaticio crocrepirarcs
MiABMILEHUH PH3MK PO3BUTKY rinepkaniemii, rocTporo ypaxeHHs HUPOK Ta/abo rinoTeHsii nopiBHSAHO 3
TAKMM Npu MoHOTeEpanii. 3 orisay Ha NoAiOHI dapmakoaMHaMiYHI BJIACTHBOCTI NpenapaTis, Taki HaCHiaKu
TAKOMK € XapaKTepHUMM s IHIIKUX iHriGiTopis AITD Ta 6Gnokaropis petienTopis auriorensuny 1.

Takum umnom, inriGitopu AIID rta 6Gnokatopu peuentopiB aurioteHsuny Il He cnig oxHouacHo
3aCTOCOBYBATH MaLicHTaMm 3 JiiabeTHuHO Hedponariero.

[Ipu nonasanni anickipeny a0 cranjaprHoi Tepanii iuribitopom AII® aGo Gnokaropom peuentopis
anriorensuny Il y nanienTis i3 1ykposrm giabeTom 2 THIY 1 XPOHIY4HMM 3aXBOPIOBAHHIM HUPOK, CEPLEBO-
CYZIMHHUM 3aXBOPIOBaHHAM a00 I TUM 1 IHIIMM BUIQJIKH CMEPTEH B pe3ysbTaTi CepLeBO-CYAMHHOT NaToNori]
Ta IHCYNBTY Oynu (B UMCIIOBOMY BiJIHOMIEHHI) GBI YacTUMM Yy rpyni Npuitomy anickipeHy, Hix y rpyni
npuiiomy rianebo, a npo nodiuni ABMINA Ta cephosHi noGiuHI sABUIIA, 10 PEACTABIAIOTL 0COBIUBUIA
iHTepec (rinepkaniemis, rinoTeHsis Ta nediHkoBa AMCQYHKIIs), NOBIAOMISUIIOCS yacTillie Y rpymni npuitomy
anicKipeHy, HbX y rpyni npuiiomy niaauebo.

PosyBacTtatuu

Po3yBacTaTun € ceNeKTUBHUM KOHKYpeHTHUM iHriGitopom I'MI-KoA-penykrasu, GpepMeHTy, Mo BU3HAUYae
IUBMJIKICTH peakuii Ta AepeTBOPIOE 3-ripOKCH-3-METUINTYTAPHUII-KOSH3UM A Ha MEBAJIOHAT, TONEPEAHUK
xonecrepuHy. llepsunnmm  micuem JiT  posyBacTaTMHY € TediHKa, OpraH-millleHb AJIS  3HUKEHHS
KOHLEHTpALT XONecTepuHY.

Posysacratni 36inbiuye KinbkicTh penenTopis JlinonpoTeiniB Husbkol winsrocti (JITTHIL]) na nosepxwi
KAITUH TIEYiHKKW, 30inbuIytoun 3axorniedns ta kataGonizm JITTHILL, w0 npu3BoauTe 10 NpUrHiucHHA
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CMHTE3y B NEYiHLUi JIiNonpoTeiniB jiyxe Hu3bkol winsHocti (JITTAHILY), sMeHmyioun THM camum 3arajibHy
KisibKicTs yactox JITTHILL Ta JITTTHILI.
PosyBactatnt 3HWkye mnigBuiuennit pisenb xonecrepuHy (XC) JIIMHIL, saranshoro xonectepuHy Ta
tpuriinepuais (TT), a Takox niaBuiLye piBeHb XONCCTEPHHY JiNONPOTeini8 BUCOKOT IinbHOCTI (XC
JITIBIL). Bin takox 3Huxye piseHb anonpoteiny B (AnoB), xonecrepuny ne-JIIIBIL (XC ne-JITIBILY),
xonectepuny JINIAHLL (XC JITHLL), tpurniuepunis JITIHILL, a Takox nigsuilye pisni anonpoteiny A-I
(AnoA-I) (nue. tabmiigo 1). Takox posyBactaTuH 3uMxye cnissignowenns XC JITTHIL/ XC JIIIBIIL,
saranbHuil XC/ XC JIBI] ta XC He-JIIBIL/ XC JITIBIL i AnoB/ArmnoA-l.

Tabnmus 1
EdexrrsHicTh 1031 y nauieHTis 3 nepBUHHOI0 rinepxonecreprxemieto (tun lla i 11b) (ckopurorana cepes
3MiHa Y BIICOTKAX BijJl IO4ATKOBOIrO PiBHS)

Joza KinskicTsb XC 3aranbHni XC T XC He- AnoB AnoA-I|
JITTHIL XC JINIBLL JITIBIL]

IImane6o 13 -7 -5 3 -3 -7 -3 0

5 17 —45 -33 13 - 35 —44 —38 4

10 17 —-52 -36 14 - 10 —48 —42 4

20 17 - 55 -40 8 - 23 =oll - 46 5

40 18 - 63 —46 10 —28 - 60 - 54 0

Tepanesrnunuit edexT nocaracTbes NpoTsArom | THXKHA MICHsS 1MOYATKY 3aCTOCYBaHHs npenapaty, 90 %
MakCHMaJILHOTO edekTy — uepes 2 TvxkHi. Makcnmaibnuit edexr, sk npaBuiio, AocATacTbes 4epes 4 THKHI
Ta MATPUMYETHCS Haaal.

Posysacratni eQeKTUBHMIA y AOPOCIUX MALEHTIB 3 riepXoJIeCTEPUHEMIEIO, 3 TNEPTPUIIiLEPHAEMIE0 a60
Ge3, HesanexHno Bif pacu, crati abo BiKy, Ta y mailieHTiB 3 UyKpoBuMm jiabeToM a6o i3 cimeitnoro
rinepxonecTepruHeMIclo.

Haiibinbw  nmowvpeHnMu mnoGIMHMMH  peakuiaMu, 110 HPHU3BOASTH JO TPUITMHEHHS 3aCTOCYBAHHS
posyBacTaruHy, € Miajria, abGaomiHaneHuit Ginb, Bucun. HalyacTimmn noGiMHMMM peakiisMy, IO
BUHMKANNW OJAHAKOBO abo WBWJILE, HIK NPU 3aCTOCYBaHHI nnane6o, € iHdekuil ceuoBMUBIAHOT cucTEMHU,
Ha30(apuHIiIT, 011k y CIIMHI Ta Miaris.

dapmaxokinemuxa.

BcMokTyBaHHg

Bancapman

[licns nepopasbHOrO 3acTOCYBaHHsA TpEMapaTy MaKCHMaibHa KOHUEHTpAIlis BajicapTaHy y TiasMi Kposi
(Cinax) A0cATa€THCA NPOTAroM 2—4 rOJMH, NiciA 3aCTOCYBAHHS Y BUIJIAAI PO3UMHY — uepe3 1—2 romuHu.
Cepenns abcontorsa 6i010CTYIHICTb TaGJICTOK Ta PO3UMHY Npenapary cTaHoBHTh 23 % i 39 % BiAnosiano.
Ipuitom ki 3HIKYE ekcnosuiito BancapTaHy npubansHo Ha 40 %, MakcMManbHy KOHLEHTPALIIo y niasmi
KpoBi (Cmax) — npnbamsno Ha 50 %, Xoua NpHOIH3HO uepe3 8 TOJMH Micis 3aCTOCYBAHHS npenapary
KOHLEHTpALT BajcapTaHy y I1asMmi KpOBi € aHaloriMHUMHK y Ipynax npuiomy nperapary HaTIue i Iicis
BXUBaHHS DK, OIHAK Take 3HMKEHHS eKCHO3MLIT He CYNpOBOAXKYETHCS KIHIYHO 3HAYYHIUM 3HIKEHHSM
TepaneBTHIHOro edekry, I ToMy BajcapTan MOXIIa 3acTocoByBard abo mig uyac npuiomy ki, aGo Mix
NpUHOMaMu.

Posyeacmamun

MakcumalibHa KOHUEHTpaUis po3yBacTaTUHY y IiasMmi JOCSIaeThes NpHOIM3HO uyepe3 S5 TroauH rmichs
rnpuomMy Beepeanny. A6comtoTHa 6i0A0CTYIHICTL CTAHOBUTE 611M3bK0 20 %.

Posnopi

Bancapman

O6’em posnmopiny BancapraHy y cTabilbHOMY CTaHi ITic/sl BHYTPILIHBOBEHHOrO BBEJEHHS CTAHOBUTE
npubiu3Ho 17 11, BKazyioum Ha Te, IO BaNcapTaH HE PO3MNOJIJINETECS y TKAHMHW eKCTEHCUBHO. Bancapran
Robpe 3B’s13y€Thes 3 OilkamK cUpoBaTKU Kposi (94-97 %), 3ae6iibioro 3 ansGymiHoMm.

Posysacmamun

PosyBactaTuH eKCTCHCMBHO TEPETBOPIOCTLCA B MEYiHLL, SIKa € MEPBUHHMM LEHTPOM CHHTE3Y XOJIECTEpUHY
Ta Kkiipedcy xonecrepudy JIITHIL. O6’em posnoainy posysacrtatuHy cTaHoBuTb npubnuszHo 134 .
I[pnbnnsro 90 % posysactaTnny 3B’s3y10ThCst 3 GiNKaMM M1a3MK KPQBI, FOJOBHUM YMHOM 3 aNlbOYMiHOM.
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MeTtaboni3m

Bancapman

Bascapran He GioTpaHcdopmyeThCs 3HAUHOIO Mipolo, OCKiNbKK aume 6au3bko 20 % [1031M BUBOJUTLCS Y
dopmi merabonitis. I'igpokcumerabonit 6yB BU3HAuUeHMH y rjiasmi KpoBi y Majili KOHUEHTpauil (MeHI
10 % AUC Bancaprany). Lle#t metabonirt € papMakoyioriuHO HEaKTUBHUM.

Posysacmamun

Mertabonism posyBacratury obOmexennii (npubnuzno 10 %). JlocnijpkeHHs Metabonismy in vitro i3
3aCTOCYBAHHAM IrenaToONMTIB JIFOJMHK BKa3yIOTh Ha Te, 110 PO3YBACTATHH € Jyxe cllabkum cybcTpaTom s
merabonisMy Ha ocHOBi uuroxpomy P450. CYP2C9 6yr ocHOBHMM i30¢epMeHTOM, 10 6paB ydyacTs y
meTabonismi, Toal Ak izopepmentn 2C19, 3A4 ta 2D6 Oy 3anydyeHi MeHmow Mipow. OCHOBHUMHU
BM3HAa4E€HUMMU MeTaboniTamMu € N-ae3MeTun Ta JaktoH. Merabosit N-gesmern € npubaunsHo Ha 50 % meHiu
aKTMBHHUI, HIXK po3yBacTaTHH, a Gopma JIAKTOHY BBAXKAETLCS KJ1iHIUHO HEAKTUBHOIO.

BugeneHnus

Bancapman

Bajncapran noxasye MyJIbTMEKCIOHEHLIaNbLHY KIHETHKY po3naiy (tiza< 1 TOAMHM Ta tipg NpubIM3HO
9 rojwH). BasncapraH rojioBHMM YHMHOM BHBOJMTHLCS 4Yepe3 XKOBYOBMBIAHI HIIAxU 3 dekaniamu (GIM3LKO
83 % no3n) Ta Hupkamu i3 ceuero (6am3nko 13 % mo3m), 3ae6inpWoro y He3MmineHoMy Burisai. Ilicas
BHYTPILUHEOBEHHOTO BBEACHHS TNNa3MOBHMH KJpEHC BasicapTaHy CTaHOBMTH NpWOIM3HO 2 ja/roj, a Horo
HUPKOBUI KiipeHe cTtaHoBMTL 0,62 n/roj (6ausbko 30 % 3aransHoro kiipeHcy). Ilepioa HaniBBUBeaeHHS
BajicapTaHy CTAHOBUTH 6 FOAMH.

Posyeacmamun

[Tpubnuzno 90 % no3u pozyBacTaTUHY BMBOIUTLCS y HE3MiHEHOMY BUIIIsJi 3 dekanismu (CKIasacToes 3
abcopbopanoi Ta HeabCOpOOBaHOT AiIOYOT PEHOBWHM), a 3aJIMIIOK BUBOJAWTHCA i3 ceuero. [lpubauszno 5 %
BMBOJIMTLCA y HE3MIHEHOMY BUIJsAi i3 ceueto. [lepios HamiBBUBENEHHs 3 MJa3MW CTAHOBUTH MPUGIUZHO
20 rogun. Tlepioj HaniBBUBEAEHHS 1He 301ILIIYETHCA NPH BUCOKMX Jio3axX. CepeHe reoMeTpruyHe 3HaUEHHS
MJ1a3MOBOrO KIIipeHCY CTaHOBUTb NpubanzHo S50 n/rox (xoediuient sapiauii 21,7 %). ki y inmux
inriditopis I'MI'-KoA-penykrasy, 3axoIUICHHS TMEYiHKOK pO3yBACTATUHY TMPOXOAWTH 34 YYacTIO
memOpanHoro Tpancnoprepa OATP-C. lle#t TpaHcrnopTep Bifirpae BaiJIMBY poJib Y BUBEIEHHI
pO3YBacTaTHUHY 3 MEUiHKH.

JliniiHicTe/HENHI HHICTD

Posyeacmamun

CucremHa ekCrosuList pozyBacTaTHHY 361JbIy€eThCs NPponopiitHo nosi. [Ipu npuiiomi AekiibkoX 1060BUX
103 hapMakoKiHETHYHI MapameTpy He 3MiHIOIOThLCS.

Oxpemi epynu nayicnmia

Bix ma cmamy

Ha ¢apmaxokineTuky po3yBacTaTMHY y JOPOCIMX BIK Ta CTaTh 3Hadylle He BruMBanu. OapMakoKiHeTHKa
pO3yBaCTaTHHY y AITeH | MAITKIB 3 FeTEPO3UrOTHOIO CIMEHHOIO rinepxosiecteputeMicto Gyna noaiGHow 1o
TaKol y 1opociaux Jo0poBoabLiB (KB, «JliTu» HUXUE).

[leBHe nigBUIIEHHS EKCNO3UILT BaJIcapTaHy CIOCTEPIranocs y AesiKUX Nalli€HTiB NITHLOrO BiKY NOpiBHAHO i3
0c00aMK1 MOJIONIOrO BiKY, OJHAK KIJIIHIUHE 3HAUEHHSI 15OTO HEBIAOME.

Paca

DapMakoKiHETHUYHI JOCHIJPKEHHS JIEMOHCTPYIOTh MIABUIIEHHA NPUOIN3HO B 2 pasu MEAiaHHUX 3HAYEHb
AUC Ta Cimax posyBacraTnHy y MpeACTABHUKIB HapoAis A3il (anmoHuiB, kuTaluis, GininniHiuis, B’ cTHaMUIB
Ta KOPEMLB) TOPIBHAHO 3 NaLicHTaMK €EBPOICOTAHOI pacu; y iHAyciB crnocrepiraerbes 361IbILEHHS
npubnusno B 1,3 pasu meniannux 3uaueHb AUC ta Cmax. [Tonmynsuiiinuii papmakoxineTnuHnii anania He
BUSIBUB KJIIHIYHO 3Ha4ylOl PisHMUI y dapMaKOKiHeTHL MiX NMpeACTaBHUKAMK €BPOMEOiAHOT Ta HErpOTHOT
pac.

THopywenns ¢ynryii nupok

[lin wac nocnipkenns 3a yuyacTio MAUiCHTIB i3 Pi3HUM CTyreHeM MOPYIIEHHS (YHKUIT HUPOK 3MiH
[1a3MOBHUX KOHUENTpauii posysactaruny uu ioro meraGonity N-jeameTwily B nasmi KpoBi y ocif 3i
c1abkolo abo I[OMIPHOIO HHPKOBOIO HENOCTATHICTIO Bij3HaueHO He Oyino. VYV NaumieHTIB 3 THKKUM
nopyweHHsiM QyHKUIT HUpOK (KnipeHc kpeaTwHiny < 30 MJ/XB) KQHUEHTpallii po3yBacTaTMHY B MJa3Mi
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30inplyBanacs y 3 pasu, a KoHUeHTpauis N-gesmetviny — y 9 pasiB NMOpPIiBHAHO 3 BiANOBIAHMMH
NoKasHUKamu 'y 3/10poBUX JoOpoponsuiB. KoHueHTpanii po3yBacTaTHHY B Ma3mi KpoBi y cTaGinbHOMY
CTaHl y Nali€eHTiB, sAKi NPOXOAATh remonianis, Oynu npubmuzHo Ha 50 % BHIMMHM, HIK Y 310pPOBHX
A0OPOBOJIBLLIB.

OuikyBaHO Ul CIOJIYK, HUPKOBUH KJipeHC sSKMX cTaHoBUTH jvine 30 % Bij 3arajbHOro MjiasmMoBOro
KJIIPEHCY, He CIIOCTEPIrasocs >KOJHOrO B3acMO3B’SI3KYy MiXK (YHKII€I0 HUPOK i CHCTEMHUM BMJIMBOM
BajsicapraHy. Tomy KOpUryBaHHs JO3M JUIS TaLi€eHTIB 3 nNopymweHHsM ¢GyHkuii HUpok (Knipenc
kpeaTuHiny > 10 ma/xB) He norpibHe. Hapasi BiacyTHi#t nocin Ge3nedHoro 3acToCyBaHHs NaLicHTaM i3
KnipeHcom kpeaTuHiHy < 10 Mi/XB Ta naiicHTam, siki mnepeOyBatoTh Ha jianizi, Tomy Bajcapran chiin
3aCTOCOBYBATH 3 0OEPEIKHICTIO TAKMM KaTeropisim nauieHTis. BancapTan Mae BUCOKMH CTYMiHbL 3B’ A3yBaHHS
3 Oi7IKaM¥ 1J1a3MHM KPOBI 1 HABPsJ Y MOXKe OyTH BUIYYEHMH 3a JIOTIOMOTOIO FeMolianisy.

Hopywenns ¢ynryii nevinku

Y nocnijoKeHHi, B AKoMY Opanu y4acTb Mali€HTH 3 Pi3HUMM CTYMEHAMU MOPYIUICHHS QYHKIIT NEYiHKH, He
Oy/lo BMSBJICHO O3HAK TNiJBHUILEHOrO BIUIMBY pO3YBACTATHHY Yy NAUi€HTIB 3 OUiHKOW 7 abo Huxye 3a
wkanowo Yainpa — IT'wo. Tlpore y aBox nauieHTtiB 3 ouinkamu 8 i 9 3a mkanoro Yaitnga — ITto
crocrepiranocs 30UIbIIEHHST CHCTEMHOrO BIUIMBY 1IOHaWMEHIIe B 2 pa3u B MOPIBHAHHI 3 NauieHTamu 3
HIWKYWMKM 1IOKazHUKamKu 3a wkanoro Yainma — IT'ro. JlocBiy INpM3HAauYeHHs mnpenapary naiieHram 3
ouLiHKO BUIE 9 3a wkanoro Yalyya — [T’10 Hemae.

[Tpu6nnsuo 70 % Bin no3u BajicapTaHy, MO BCMOKTANACs, BUBOAUTECS 3 XKOBYIO, IEPEBAXKHO B HE3MIHEHOMY
BUITAAL Bancapran ne nmijgjgaerses 3HadHii GioTpancdopmauii. Y nopiBHSHHI 3 NAIEHTAMH 3 HOPMAJBHOIO
QyHKLi€IO NeYiHKM y XBOPUX 3 TMEYIHKOBOK HEIOCTATHICTIO B/l JIErKOrO JO TOMIPHOrO CTyreHs
cnocrepirajocs 36imbwends AUC B 2 pasu. Ilpore He Oyno BHMSBICHO 3JKOJHOTO 3B S3KY MiX
KOHLEHTPALIIEIO BAJICAPTAHY B IUIA3Mi Ta CTYINIEHEM NMeviHKOBOI HepocTaTHOCTI. [list Bancaprany y XBOpUX i3
TAXKKMM CTYNIEHEM MEYIHKOBOT HEJIOCTATHOCTI He BUBYAJIAcH,

Jimu

DapMakOKIHETMYHI  MOKA3HUKM Yy  TOeJiaTPUYHHX  MALEHTIB 3 PETEPO3UIOTHOIO  CIMENHOI0
rinepxonecrepuHemielo BikoMm Bift 10 mo 17 pokis He 6ynu noBHicTIO oxapakTepuzoBani. Heenuke
¢apmakoKiHeTUHMHE JOCHIKEHHA po3yBacTaTuHy (y ¢Gopmi Tabnerok), B sSKOMY B3sUIM y4acTb MaliCHTH
Bikom 10 18 pokiB, mokasano, mo BIUIMB IIpemnapary y MHeiaTpuuyHUX [ALIEHTIB BIiANOBIgac BMIWBY
npenapary y A0pociux nauieHTiB. Kpim Toro, pe3ynbpraTv BKasylOTh Ha Te, 0 HE Mae OYTH 3HAYHOIO
BIIXMJIEHHA NPONOpLiiiHO f03aMm.

Y nocnijpkenni 3a ydactio 26 giTeit 3 rineproHiunoio xBopobGoto (Bikom Bix 1 go 16 pokis), skum
pu3Haqanm OAHy 103y CyCHeH3il BajcapTaHy (cepense 3HadeHus — Bijg 0,9 1o 2 mr/kr, MakcumaibsHa J03a
80 mr), knipenc (/ro/kr) BajicapraHy OyB 3icTaBHMM Y BikoBi#t rpymi Big | poky mo 16 pokis i Binnorinas
KJUpPEHCY Y IOPOCIUX, SIKi OTPUMYBAJIM TAKUil XKe Nperapar.

["'enernynuii nonimopdism

Y dapmakokinetuili inri6itopie penykrasu I'MI-KoA, B Tomy uucni posysacrathny, GepyTh ydacThb
Tpancnoprthi 6inkn OATPIB1 ta BCRP. V xBopux 3 reHetuanum nonimopdizmom SLCOIB1 (OATP1B1)
i/abo ABCG2 (BCRP) icHye pusnk mifBMIIEHOrO BIUIMBY posyBactatuny. Okpemi mnoniMopdizmu
SLCOIBI ¢.521CC i ABCG2 c.421AA now’s3ani 3 Gifibin BUCOKMM BIUIMBOM posysactatny (AUC)
nopisagHo 3 renotnnamun SLCOIB1 k.521TT abo ABCG2 k.421CC. Ile cneuudivne reHOTUNYBaHHS
3a3BMYaldl HEC BUKOPHUCTOBYETBCS B KIIHIYHIA MpaxkTHUi, aje namnieHTam, Yy SKWX BHABIEHO Ui TUIH
MoJiiMOP(i3My, peKOMEHAYETHCS MEHILA JI0OOBa /1038 PO3YBAaCTATUHY.

Himu 3 nopywennsam ghynxyii Hupox

3acTocyBaHHs npenapary JiTAM i3 KNipeHCOM KpeaTrHiny < 30 MII/XB Ta JiTAM, SKKM MPOBOAATH Jialti3, He
BMBYAJIOCHA, TOMY BajcapTal HE PEKOMEHJYEThCS TakmM nauientam. Jlna  aiteit i3 kiipeHcom
KpeaTuniny > 30 MJ/XB Kopekilis 1031 He noTpiGHa. Ciif peTenbHO KOHTPOMOBATH (PYHKIIIO HUPOK Ta
piBeHb Kalilo y CUPOBATL KPOBI.

Kaniniyni xapakrepucrukm,
Hokaszanna.
Banapokc nokasanuii sk 3amicHa Tepanis aprepiasbHol rinepreusii y AOpPOCNMX MALICHTIB, CTaH AKX
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HAJIEXHO KOHTPOJIIOETbCA OJHOYACHMM 3aCTOCYBAaHHAM BalicapTaHy Ta pO3YyBACTATHHY Yy THX CaMMUX
HO3YBaHHSIX | fIKI MalOTh BUCOKMI PH3MK MEPIIOro BUHWUKHEHHS CEpPLEBO-CYAMHHOIO YCKNaJHEHHs (ms
MpogiNaKTHKM CepLEBO-CYAMHHNX YCKIIaAHEeHb) ab0 TIPW HASBHOCTI TAKMX YMOB!

- MepBMHHA  rinepxosectepuHemis  (tuny  la, BKJIIOYAIOUM  CIMEHHY  IeTepo3UroTHY
rinepxonectepuHemito) abo 3mitana aucninigemis (tuny I1b);

- FOMO3UIOTHA CiMEHHa rinepxosecrepuHemis.

Ilpomunokazanus.

- [ligBuiuena 4yTauBicTh 10 aKkTHBHOI cybcraHuil aGo A0 OyAb-AKOi 3 JONOMIKHMX PEYOBMH
fpenapary.

- 3axBOPIOBaHHS II€4iHKM B aKTHMBHIN (asi, B ToMy uMmcii HeBiZoMOi eTiosoril, crifike migBUIIEeHHSs
PIBHSI TpaHCamiHa3 y CUpOBATIL KPOBi Ta MiABMINEHHs PiBHS 6ynb-AKOT TpaHcaMiHa3KW B CHPOBATLI Gijblue
HIXK y 3 pa3u NOHa)L BEPXHIO MEXY HOPMH.

- Tskke nopywenus GyHkLIT HUpok (KiipeHe kpeatrniny < 30 M/xB).

- Mionaris.

- OpHouacHe 3acTocyBaHHs koMmGiHauii codocbysip/Bennaracsip/Bokcunanpesip (aMB.  po3min
«B3aemoiis 3 INIMMY NiKapCBKUMK 3ac0baMu Ta IHINI BUAM B3aCMOJIii»).

- CymyTHii IpUHOM LIMKIIOCIIOPHUHY.

- BaritHicts Ta nepion rojyBanus rpyjaro. Takox NpoTHIIOKA3aHO XKiHKaM PENpOAyKTHBHOTO BiKy,
AKI He BUKOPHUCTOBYIOTh BiANOBIIHI 3aCO0M KOHTpalENi.

- Tsoxki nopymenns QyHkuUii neyinku, 6iaiapHuii UKMpo3 nedinku abo xonecras.

- OjnovacHe 3acTOCYBaHHsA 3 aNiCKipeHOM JUIs MAlieHTIB 3 1yKpOBUM JiaGeToM abo HUPKOBOIO
HepocrarricTio (IUK® < 60 ma/xs/1,73m2) (aue. posninn «®Papmakogunamixkay i «Bzaemopnis 3
IHIIMMU JIIKapCEKUMH 3ac00aMH Ta HIUI BUAM B3aEMOJIIi»).

- Jursaunii Bik (1o 18 pokis).

B3aemoodia 3 inmumu nikapcokumu 3acobamu ma inmi 6uou 63aEmo0ill.

B3aemoii npenapary Banapokc 3 iHIIHMHU JiKapcbKUMU 3ac00aM Ui HE JIOCTIIKYBAICE.

Baacmotii, nos’s3ani 3 Bancapranom

Toosiuna 6noxada penin-anziomensun-anpoocmeponogoi cucmemu (PAAC) npenapamamu zpyn APA, IAII®
abo anickipenom

Jlani KIIHIYHUX DOCHI/KEHL 10KA3YIOTh, WO MOABIiHA 6]I0Kana peHiH-anrioTeH3WH-aNbI0CTEPOHOBOT
cucremu (PAAC) inriGitopamu AII®, Gnokartopamy peuentopis anriorensuny II a6o anickipenom
1OB’s3aHa 3 GBI BUCOKOKO 4AcTOTO0 NOGIUHNX edeKTiB, TaKMX K apTepianbHa FinoTeHsis, rinepkaniemis
I BHIDKEHHS (YHKIIT HUPOK (B TOMY YHCHI roCcTpa HMPKOBA HEJOCTATHICTE), NOPIBHAHO i3 3aCTOCYBAHHAM
opHoro Onokatropa PAAC (muB. pospimn «®apmakopunamika», «lIporunoxasanus» i «Qco6amwsocri
3aCTOCYBaHHAN).

Cynymne 3acmocyeanis e peKxomeHOYeEmbcst

Himit

[ToBisoMIIsIOCS NP0 TMMYACOBE MiJIBULLEHHS KOHLEHTPALIN NITIIO B CUPOBATLI KPOBi T4 TOKCHUHMI BIUIMB
A vac OJIHOYAcHOrOo TpuiioMy nitito Ta inriGitopis AII®. Yepes siscyTHicTh A0CBifly 0AHOYACHOrO
3aCTOCYBAHHS BajicapTaHy Ta JITitO L koMOiHauis He pekomeHayeThes. SIKmo AoBeaeHa HEoOXimHICTh
3aCTOCYBAHHA KOMOIHALLT, PEKOMEHIYEThCS PETENILHUI MOHITOPWHT PIBHS NITiIO B N1a3Mi KpoBi.
Kanitiz6epieaioui oiypemuru, 006asku Kaniio, 3aMiHHUKY CON, o micmamy kanii, abo inui npenapamu, ujo
MOICYMb 30INbUUmMU PiGeHb KANIIO

Slkuio icHye notpeba B npuioMi JiKapchbkOro npenapary, 10 BIMBAE Ha PiBHI Kafio, B komGiHalii 3
BaJicapTaHOM, PEKOMEHIYETbCss MOHITOPUIT PiBHA Kajlilo B I1a3Mi KpoBi.

Qdnonacie zacmocyeanns, wo nompebye obepesicnocmi

Hecmepoioni  npomuszananeni  npenapamu  (HII3II), exmouaiouu  cenexmugni ineibimopu I[OI-2,
ayemuacaniyunosy xucromy > 3 2/006y ma necenexmueni HI1311

[Tpn onnouachomy npuitomi axtarowicris amriortensuny II 3 HIT3IT moxe BHHMKATH mnocnabienys
aHTUTINEPTEH3MBHOTO edekTy. TakoXk ojHOuYacHe 3aCTOCYBAHHA AHTATOHICTIB anriorensuny II Ta HII3II
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MIBUILYE PU3UK NOTipIIEHHS QYHKUIT HUPOK Ta MOXE NPU3BECTH [0 TMiJIBUILEHHS PiBHS KaJilo B CUPOBATL
KpOBI.

Tomy pexomenayeTbcss MOHITOPUHT QYHKLIT HUPOK Ha [OYATKY JIKYBaHHS, a TAKOX J0CTATHE 3a0e31eHeH s
naui€eHTa piJIMHOlO.

Tpancnopmepu

3a pesynbTaTaMM JIOCHIJKEHB i1 Vifro BajcapTaH € cyGCTpaToM sl IeYiHKOBOTO TPAHCIIOPTEPA 3aXOIJIEHHS
OATP1B1/OATPIB3 Ta meuinkoBoro tpaxcnoprepa BusefeHHs MRP2. Kniniyne 3HauenHs uMX OaHUX
Hesinome. OJiHOYacHe 3acTOCyBaHHs IHriGITOPIB TpaHcHmoprepa 3axoruleHHs (Hanpukiaa pudamninuny,
UMKIIOCNIOpUHY) ab0 TpaucrnopTepa BUBEACHHA (Hanpukiaj PUTOHABIpY) MOXe 36IBLIWTH CUCTEMHY
eKcno3uuito Bancaptany. Ciif BXHBaTH HaleXHHX 3aXOAIB Ha mouyarky abo B KiHLI OJHOYACHOrO
3aCTOCYBaHHSA LMX JIiIKapChbKUX 3aCO0iB.

Inwi 63aemooii

JlocnipkeHHs He BUABMIIM JKOAHOT KITIHIUHO 3HAYYHIOT B3aEMOJIT Bajicaprany 3 OYAL-AKOIO 3 TakKux
pevYoOBUMH: UMMETHAMH, BapdapuH, dypoceMis, AUIOKCHH, aTEHOJNON, iHAOMETalMH, TiApOXJIOpoTiasuz,
aMJIOAUIIH, ribeHKIaMi.

Himu

Ockinbky TIpU aprepiaibHifi rinepreHsil y aitedt Ta niiTKIB cynyTHi nopyiieHHs (QYHKUIT HMPOK €
YaCTUMU, CTiJi 3 00EPEKHICTIO OJIHOYACHO 3aCTOCOBYBATH BaJICAPTAH Ta IHINI PEUOBUHM, AKi MPUTHIYYIOTH
PAAC, saxa Moxe 3011bIIMTH piBEHb KaJlito B cupoBaTli KpoBi. Cnil KOHTpOMOBAaTH QYHKIIO HUPOK Ta
piBEHB Kalilo B CHPOBATILI KpPOBI.

Bsaemounii. noB’43aHi 3 po3yBacTaTUHOM

Bnaug cynymuix nikapcorux 3acobis na excnosuyiio po3yeacmamuny

Inzibimopu mpancnopmuux 6inkie

PosyBacratuH € cybCTpaToM i NEBHMX TpaHCrnopTHuX 06inkis, Bkmodaroun OATPIBI, mo 3abesneuye
MEYIHKOBUH TpaHcnoptT, Ta edmokcHuii neperocunk BCRP. OaHovacHe 3acTOCYBaHHS 3 JIIKapChKMMM
3acobamm — IHNOITOpaMM LMX TPAaHCHOPTHHMX OiNKIB MOXE CNPUUMHUTH MiABUIIEHHSA KOHLEHTpaLi
pO3yBaCTaTHHY Y TIa3Mmi KpoBi Ta 30iMbINEHHS py3nKy MiomaTil (auB. posainu «Croci6 3actocyBaHHa Ta
A031», «Oco6INBOCTI 3aCTOCYBAHHSY | TAOJINLIO 2).

Luxnocnopun

Y nepiof CymyTHBOTO 3aCTOCYBaHHS PO3YBAaCTATHHY Ta LMKJIOCTIOpUHY 3HaueHHs AUC posyBactatvHy 6yin
B CepeiiboMy NpUGIIM3HO y 7 pasiB BUIIMMY, HIX Ti, 1O criocTepiranycs y 310poBux A06POBOJBLIB (1UB.
Tabnuio 2). PozyBactaTun MpoTHNOKa3aHWM NalieHTaM, fKi 0JJHOYACHO OTPUMYIOThH LIMKIOCTIOPUH (JIVB.
posain «llpoTunokasanns»). CynmyTHe 3acTOCYBAaHHs HE BIJIMBANO HA KOHLEHTPALii LMKJIOCTOPUHY Y
11a3mMi KpoBi.

In2ibimopu npomeasu

Xova TOYHUH MeXaHi3M B3aeMO/1iT HEBIIOMUH, 0JJHOYACHE 3aCTOCYBaHHsI IHIIGITOPIB NMPOTEa3H MOXKeE 3HAYHO
301ILILYBATH EKCTIO3MILII0 po3yBacTaTUHY (1uB. Tabiuito 2). Hanpuxnan, y nocnipkenni GapMakokiHeTHky
ojHO4acHe 3acTocyBaHHs 10 Mr posysactaTMHy Ta KOMOIHOBAHOTrO JiKapchbKOro 3acofy, 10 MIicTUB 1Ba
inribitopn  nporeasn (300 mr arasanasipy/ 100 wmr puronasipy), y 310pOBMX J0GpOBOJIBILB
cyrnpoBokyBanoch MmiaBumeHHAM AUC Ta Cmax po3yBactaTuHy npuGnvsno B 3 Ta 7 pasiB BiAnoBigHo.
OpHodacHe 3acTOCYBaHHs nNpenapaty Ta Jeskux KomGiHauiit iHriGiTopiB mnpoTeasu MOX/IMBE Michs
pEeTENILHOrO PO3rJIslly KOPEKLIT 03U po3yBacTaTHHY 3 OIJIAY Ha OUYiKyBaHe 3POCTAHHA HOro eKCno3wuil
(ams. posninn «Bzaemopmis 3 iHIWIKMMU nAikapchkMMu 3acobamy Ta IHIN BUAM B3aeMoJii», «OcoGiuBOCTI
3acTocyBanHs», «Cnoci 3acTocyBaHHs Ta J103u» | Tabauiio 2).

Tempibposun ma inwi zinoninidemivuni npenapamu

Ontouacte 3acTocyBaHHs po3yBacTaTHHy Ta remdibposuiy npussoamio mo 3poctanHs AUC Ta Conax
po3yBacTaTHHY B 2 pasu (AUB. po3Lisl «OcoBIHBOCTI 3aCTOCYBAHHRY).

3 ornaay Ha pani cneuiafbHUX  JIOCIIDKEHb B3a€MOAIT 3HA4YHOT (PApMAaKOKiHETMYHOT B3aeMOAil 3
eHodiGpaToM He OuiKyEThCs, OfIHAK MOJKJIIMBA (hapmakoavHamivHa B3aemonis. ['emdibposun, deHodibpar,
iHWi Gibpatn Ta HiaumH (HiKOTHHOBA KMCIOTA) Y rinosiniaeMiunux no3ax (> 1 r/noby) nigeumytoTh pU3WK
PO3BMTKY MIOTIATII Npy CymyTHLOMY 3acTocyBanHi 3 inriGiTopamu 'MI'-KoA-pejykTasu, MoxKINBO TOMY,
O BOHM 31aTHi MPU3BOAMTH 10 Mionatii i npu sactocyBampi okpemo. Jlosysauus 30 mr Ta 40 mr
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MPOTHUIOKA3AHO MTPU CYNYTHLOMY 3acTocyBaHHI (ibpatiB (1MB. po3ainn «llpoTunokasannsay i «OcobIMBOCTI
3acTocyBanHs»). JIIKyBaHHs y TaAKMX BUIAJKaX CJIiJ pO3NOYUHATH 3 03U S M.

Esemumi6

OnHouacne 3actocyBanHs mnpenapary i3 10 Mmr posyeactaTMHy Ta 10 Mr e3eTumiby nallicHtam i3
rinepxonecTepuHeMicto npusBo im0 1o 3pocranis AUC posysacratuny B 1,2 pasa (tabnuug 2). He moxua
BUKJIIOYATH (hapMakoaMHamiyHOi B3aeMoJil Mix npenaparoMm Bamapokc Ta eserumiboM, 10 MOXe
NpU3BECTH 110 Hebaxkanux ABUI (AMB. po3iin «OcobIMBOCTI 3aCTOCYBAHHSY).

Anmayuou

OjaHo4acHe 3aCTOCYBAHHSA PO3YBACTATMHY 3 CYCHCH3ISMM aHTAUM/IB, 110 MICTATL AIOMIHIK [ MarHito
TIIPOKCHJL, MPU3BENO [0 3HUIKEHHS KOHIEHTpAIlil po3yBacTaTrHy B I1a3mi npubiansno Ha 50 %. Lleit edekr
OyB MEHII BMpaXKCHWW, KOJNM aHTalMJ BBOAMIM uepe3 2 roiuHu michs npenapary Banapokc. Kiiniuna
3HaYyIICThb Li€l B3aEMOJIiT HE BCTAHOBJIEHA.

Epumpomiyun
OnHouacHe 3aCTOCYBaHHS PO3YBACTAaTHHY Ta epuTpomilmHy 3HxyBano AUC posysactatuny Ha 20 %, a
Cmax — na 30 %. Taxa B3aemonis Moxxe 6yTM cNpUUMHEHA MiBMILCHHSIM MEPUCTATIBTUKH KHIIEYHUKY

BHACJI 10K AiT EpUTPOMILIMHY.
Depmenmu yumoxpomy P450
Pesynbrarn jocnimpkens in vitro Ta in vivo CBig4aTh, IO pPO3yBAaCTATHH He IHriOye 1 He CTUMYyIOE
i3ohepmenTn uuroxpomy P450. Okpim Lporo, posyBactaTvH € cialkuMm cy6CTpaToM 1MX i30(epMEHTIB.
Taxum yrnom, B3aemMouii 3 NikapchKUMH 3aco0aMHu B pesylibTarti MeTaboiaMy, onocepenkosanoro P450, ue
ouikyerbcsa. He cnocrepiranocs KIiHIYHO 3Ha4yMIMX B32€MOJINH MK pO3yBacTaTMHOM Ta (JyKOHA30JIOM
(inriditopom CYP2C9 ta CYP3A4) abo ketokoHazosom (iHribitopom CYP2A6 ta CYP3A4).
Bzaemooii, wo sumazaiome xopexyii dosu pozysacmamury (0us. makoxc mabauyio 2)
Y pasi HeoOXIAHOCTI CYMyTHBLOTO 3aCTOCYBAHHS PO3YBACTATUHY 3 IHLIMMM JIKAPCHKMMU 3acobamm, siki
30UIbIIYIOTL €KCIO3ULII0 PO3YBACTATUHY, J03M OCTAHHBOTO MAlOTh OYTH CKopurosaui. SIKILO OYiKyeThes
30inpiends excnosuuii (AUC) npubmuszno B 2 pasn abo Bulle, JHKYBAHHS C/iJ{ PO3NOYMHATH 3 5 Mr
posysactaTuHy | pas Ha 100y. MakcumanbHy 1000BY 103y pO3yBacTaTHHY MOTPIOHO BifperyoBaTH Takum
YMHOM, 1100 OUiKyBaHa CKCMO3WLis PO3yBACTATHHY HE IMEPEBUILYBANa eKCHO3MLIIO, IO BiIMIYAETbCA MPH
npuitomi 40 mMr posyeacraTMHy Ha 100y 6e3 3acTOCyBaHHS JIKApChKMX 3aco0iB, 1O B3aEMOMIIOTH i3
npenapatom. Hanpuknag, npu 3actocyBanHi 3 reMdibposuiom MakcumanbHa 10328 pO3yBacTaTHHY
craHouTiMe 20 mr (1,9-kparne 36i1bIIEHHS) Ta NPY 3aCTOCYBaHHI i3 KOMOIHALI €O aTasaHaBip/puTOHABIp —
10 mr posyBacratuny (3,1-kpaTHe 30inbLICHHS).
Tuxaepenop MOXe BIUIMBATY HA BUBEACHHS PO3YBACTATHHY HUPKAMH, MIABHMILYIOYM PU3MK HAKOIMMUEHHS
posyBacraruHy. Xoua TOYHMH MexaHi3M HEBIJIOMMH, y JEAKMX BMIAZKaX OJHOYACHE 3aACTOCYBAHHS
THKarpesopy Ta po3yBaCTATHHY TPHU3BOAMIO JIO 3HWXEHHs GYHKUIT HUPOK, MOiIBMILEHHS piBHS
kpeatnHpochokinazy (KPK) ra pabpomionisy.
SIKIO Npu 3acTOCYBAHHI po3yBacTaTUHy cnoctepiracrhes 36inpmerts AUC MeHIT HiX Y 2 pasy, MoUuaTkoBy
A03Yy 3MEHIIYBATH HE TM0TpibHO, aje cnijl ANOTpUMYBaTHCs o0OepexHOCTI npn  36iblLeHH]  [03H
pO3yBAaCTATHHY A0 rnoHaa 20 mr.

Tabnuug 2
Brome cynytHix nikapcbknx 3acobiB Ha excnosuuito posysactatiHy (AUC; y nopaaky 3meHIeHHs
BEJIMYMHHM) 32 0NYOJIiKOBAHUMU AAHUMU KJHIYHUX JOCIIKEHb

36inpiends AUC posysactatudy B 2 pasu abo Gijplie HiXK vV 2 pa3u

Pexxum  JlosyBanHst  nikapcepkoro 3aco0y, wio |Pexum J03yBaHHA [ 3MiHU AUC
B3aEMoOJi€ po3yBacTaTHHY po3yBacTaTuHy*
Codocbysip/sennaracsip/sokennanpesip (400 mr/| 10 mr, oxnopaszosa no3a 17,4 paza

100 mr/ 100 mr) + Boxcunanpesip (100 mr) oaun
pas Ha 100y nporsrom 15 auis

[nknocnopuu sig 75 mr o 200 mr agivi Ha 106y, |10 Mr onun pas Ha noby, 10(1 7,1 pasa
6 MicsI1liB JHIB
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Haponyramiy 600 mr nBiui Ha 106y, 5 AHIB 5 MT, OJIHOpa30Ba J(03a 15,2 pasza

Peropadeni6 160 mr oauH pa3 Ha 106y, 14 aniB |5 Mr, oqHopasoBa 103a 1 3,8 paza

Araszanasip 300 mr/ puronaBip 100 mr oxmu pa3 |10 mr, oHOpa3zoBa nosa 13,1 paza

Ha 100y, 8 aniB

Bennaracgip 100 Mr oaun pa3 Ha 100y 10 mr, onHOpa3oBa n03a 12,7 paza

Ombitacsip 25 wmr/napurtanpesip 150  wmr/|5 mr, onHopaszosa 103a 12,6 paza

putonarip 100 mMr oxmn pa3 Ha noOy/ nacabGygip

400 mr aBiyi Ha 100y, 14 nHIB

I'pazonpesip 200 mr/enbacBip 50 mr oaun pas Ha|10 mr, ojiHopasoBa jo03a 12,3 paza

100y, 11 auis

['nexanpesip 400 mr/ni6penraceip 120 Mr oanH|5 mr oamu pas na n00y, 7|1 2,2 pasa

pa3 Ha 100y, 7 nHIB HIB

Jloninasip 400 mr/ puronasip 100 mr asiui na|20 Mr oauH pas Ha no0y, 7|1 2,1 paza

no0y, 17 nHiB JHIB

Knomnigorpens 300 Mr HaBaHTaxXyBalbHa 1034, |20 MI, 0JJHOPA30Ba 1034 1 2 pasu

nicis akoi 75 mr Ha 24 roa

30utpmentsa AUC po3yBacTaTHHY MEHIIE HiX Yy 2 pasu

Pexxnm  noszyBaHHs  nikapcbkoro 3aco®y, 1o |Pexum JIO3YBaHHs [ 3MiHK AUC

B3aEMO/lIE€ poO3yBacTaTHHY po3yBacTaTHHY *

['empi6poznn 600 mr yiBivi Ha 1006y, 7 aHiB 80 mr, onrHopazosa Jio3a 11,9 pasa

Entpombonak 75 mr oguu pas na 100y, 5 1HiB 10 mr, oqHOpa3oBa j103a 11,6 paza

Hapynasip 600 mr/ puronasip 100 mr ggiui wa|l0 mr ounu pas va o6y, 7(1 1,5 pasa

100y, 7 1HIB JIHIB

Tunpanasip 500 mr/ putonasip 200 mr agiui Ha|l0 mr, ogHOpasosa j103a 1 1,4 paza

no6y, 1l anis

Hponenapon 400 mMr aBiui Ha 706y Hegimomo 11,4 paza

ITpakonason 200 mr ogun pa3 Ha no0y, 5 AHIB 10 mr, onnopasoBa g03a 11,4 paza **

Esetnmi6 10 mr oauin pas Ha o6y, 14 auis 10 Mr opuH pa3 Ha 100y, 141 1,2 paza **
JIHIB

3nmxenns AUC posyBactaTuHy

Pexxum  jrozyBaniist  sikapebkoro  3acofy, 110 | Pexym JI03yBaHHs | 3MiHU AUC

B3aCMOJ1i€ po3yBacTaThHy po3yBacraTuHy*

Epurpominmy 500 mr uotupn pasu Ha 06y, |80 mr, ojHOpa3zoBa go3a 120 %

7 nHiB

baiixanin 50 mr tpurui Ha 100y, 14 aHiB 20 mr, opHOpaszoBa J103a 147 %

* Maui, npeAcTaBneHi sk 3MiHa B X PasiB, ABJIAIOTL COGOIO CIIBBIAHOWIEHHS MDK 3aCTOCYBAHHSM PO3YBACTATHHY Y

komOiHauil Ta okpemo. [lani, npeacrapneni y Burnsai % 3MiHu, SBASIOTH COBOIO BiACOTKOBY PI3HHLIO BIHOCHO

MOKa3HUKIB I1PK 3aCTOCYBaHHI PO3yBAaCTATHHY OKPEMO.
30UIbLIEHHS [T03HAYEHO 3HAUKOM T, 3MEHLLIEHHS — |,

** Byno npoBeAeHO KiJbKa JOCHiKeHb B3aeMOnil Ipu PI3HMX J03aX pO3yBacTaTHHy, y Tabnuui nojaHo HaH6ibpil

3HauyLLIE CITiBBiJHOLIEHHS.

Jlikapenki 3acobu/komGiHalii, sKi He Manv KJHIYHO 3HAYYINOrO BIUIMBY Ha crhisBignowenus AUC
po3yBacTaTUHY NpW OJHOYACHOMY 3actocyBanui: anermirasap 0,3 mr, 7 auis; penodibpat 67 mr 3 pasu na
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no0y, 7 anis; ¢aykonason 200 mr 1 pa3 na no6y, 11 auis; dosamnpenasip 700 mr / puronasip 100 mr 2
pasu Ha 100y, 8 jHiB; keTokoHaszon 200 mr 2 pa3u Ha noby, 7 anie; pudamnin 450 mr 1 pas Ha 1006y, 7 aHis;
cuitimapun 140 mr 3 pasu Ha 100y, 5 AHIB.

BrinB po3yBacTaTUHy Ha JliKapChKi 3ac00W NMpY OJIHOYACHOMY 3aCTOCYBAHHI

Aumaeonicmu ¢imaminy K

Sk 1 mpw 3actocyBanHi iHwux iHribitTopis 'MI'-KoA-penyxrasu, Ha mouatky jikyBaHHs abo npu migGopi
71031 Banapokcy ojlHO4acHe 3acTOCYBaHHs aHTaroHicTiB Bitaminy K (Hanmpuxian Bapdapuny abo iHImoro
KyMapMHOBOTO aHTHUKOAryJISAHTY) MOXE€ IpPU3BECTH JI0 30iMBIIECHHS MIXHAPOJHOTO HOPMali30BaHOIo
cnieBignowenns (MHC). I1pununenns 3actocyBanus abo 3MeHIUEHHs 1034 Banapokcy Moxe npu3BecTu 10
3meHmeHHs MHC. V Takux cutyanisx 6axanuii Binnopiauuit kontpons MHC.

Ilepopanvui koumpayenmusu/ copmorozamicua mepanis (1°37)

OnHovacHe 3aCTOCYBaHHSI PO3yBacTaTHHY Ta MepopaNbHUX KOHTPAUENTHUBIB MPU3BOIWIO A0 NiABHINEHHS
AUC etunninectpaniony ta Hoprectpeny Ha 26 % ta 34 % BianosijHo. [1iiBunieHHs 11a3MOBHX PiBHIB CIijL
BpaxoByBaTH IpH Migbopi J03M nepopaibHUX KoHTpauentusiB. Hemae jpanux mopo ¢apmMakoKiHETHKH
npernapaTiB y MalieHTiB, AKi OJHOYACHO TpuiimMaroTh pozysactatut ta ['3T, TOMy MOXIUBICTH B3aeMOJIT
BUKJIOUaTH He MoxHa. OjHak TakKy KoMOiHALilO0 [IMPOKO 3aCcTOCOBYBaNM >KiHKaM VY  KIIHIYHMX
JOCJIXEHHSX 1 BOHA ITepeHocHIach Jiobpe.

[HIi Jikapebki 3acobu

Jueoxcun

3 ornsAfy Ha Jani crenianbHUX JIOCHiDKEHb KIITHIYHO CYTTEBOT B3aEMOJIT 3 AUTOKCUHOM He OYiKYETBCS.
Qy3udosa xucroma

Pusux mionarii, Bkmovaroun pabaomioniz, MoXe NiJIBUIYBATUCA 3a PaxXyHOK CYIYTHBOTO CHUCTEMHOIO
3aCTOCYBaHHS (y3MIOBOT KMCIOTM 3i cTaTMHamu. MexaHisMm wiei B3aemonii (dapmakoauHamivnuit abo
dapMakoKIHETUUHHMH) [IOKM HeBiioMUH. Bynu nosijlomneHus npo pabaomioniz (BKJIIOYAIOUU JICTAJIBHI
HacJliAKM) y MALIEHTIB, sIki OTpUMYyBaiM L0 KoMOiHauiro. Skio cucTemHe JiikyBaHHS (y3HI0BOIO
KMCJIOTOIO € HeOOXiAHMM, TO 3aCTOCYBaHHs PO3yBacTaTUHY NOTPIOHO MPUITMHUTY HA BECh NEPioj JTIKyBaHHS
$y3ua0BOIO KMCI0TOIO (AMB. po3/is «OcOoOMUBOCTI 3aCTOCYBaHHSY).

Jimu

JocnipxeHHs B3acMOAIT POBOJIUIIM NHILE 32 yuacTio jlopociux. CTymiHe B3aeMOMIT Y JiTeH HEBIAOMUIA.

Ocobnusocmi 3acmocy8aHna.

Bnnuse na Hupku

Y nanieHTIB, ki 3aCTOCOBYBANlM PO3YBaCTATUH Y BUCOKHX J03aX, 0co6nuBo 40 mr, Bia3HaYanucsa BUIIAAKM
NpoTeiHypii (BM3HAYEHOT 33 «TECTOM CMYXKKH»), IEPEBaXKHO KaHANBIEBO! 3@ NOXOIKEHHAM T4 Yy OiNbIIOCTI
BUIAJKiB THUMuacopoi abo HerpuBasol. [lporeiHypis ne cBiguuna npo roctpe abo nporpecyioue
3axBoproBaHHs HHUpok (auB. posgin  «llobGiuni peakuii»). Hebaxani sBMIIA 3 OOKY HMpPOK Yy
NIOCTMapKETUHIOBWI [EpIOJl Bijl3Ha4any wvacTile INpu 3acrtocyBaHHi Jiozu 40 mr. Y mnauientis, ski
NnpuiAMaroTh npenapat y 1031 30 a6o 40 mr, GyHKLiIO HUPOK CHiJl MEPEBIPSITH PEryJsipHO.

BijgcyTHiil ocBin Gesiexy 3acTocyBaHHsI MALIEHTaM 3 KIipeHcoM kpeatuHiny < 10 MJ/XB Ta nauieHTaMm, 10
3HAXOAAThCA Ha Jialli3l, TOMY BajcapTan cJjliji 3aCTOCOBYBATH 3 00epekHICTIO. J{JIst JIOpOCHUX ManieHTiB i3
KJIIPEHCOM KpeaTuHiny > 10 mu/xB Hemae HeoOXinHoCTi y Kopekiii 1o3u (auB. po3ainu «DapMakoKiHETHKay
i «Crioci6 3actocyBatiHa Ta J03W»). OJIHOYAaCHE 3aCTOCYBAHHS aHTArOHICTIB PELENTOPIB aHriOTEH3UHY, Y
TOMY 4MCii BajcapraHy abo iHribiTopiB aHrioreHsuHnepersopioaibHoro (depmenty (IATID), 3
ajiCKipeHoM TralienTam 3 LYKpoBuM JiabeToM abo AHpxoBoto HepoctaTHicTio (IIIKD < 60 mu/xs/1,73m?)
npotunokasano (Jue. po3ainu «lIpotunoxkaszanus» i «B3aemojia 3 IHIUMMK AiKapChbKUMK 3ac00aMu Ta iHIi
BU/IM B3AEMOJTiHY).

[loosiiina broxada penin-anziomensun-anvoocmepornogoi cucmemu (PAAC)

Bigomo, mo cynythe 3actocysatits inribitopis AIID Ta anvrtaronicris peuentopis Il anriorensuny abo
anickipeny 30innurye pusuk aprepianbHol rinoTewsii, rinepkaniemii Ta 3miuM GYHKIIT HUPOK, BKIIIOYAIOUN
FOCTPY HUPKOBY HEAOCTATHICTL. Y 3B’A3KY 3 MNoABidHOIO OGnokanoro PAAC cynyTHe 3acTocyBaHHs
inribitopis AII® Ta anrarouicris peuentopis Il anrioteHsuHy aGo anickipeHy He pPeKOMEHAYEThCs (AWB.
pospinn «@apmakokineruxa» i «l[lo6iuni edexrny). ¥ Bunaaxy kpahHboi HeoOXiaHOCTI noaBiiHOT 610KaaH
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CJIA MiJ HATJIAJOM JliKaps KORTPOJIFOBATH (YHKIIFO HUPOK, PiBEHb eIEKTPONITIB Ta apTepianbuuii Tuck. He

Clli 0JiHOo4acHo 3acTtocoByBatu iHribiTopn AIT® Ta anrtaronicru peuentopis Il anrioreHsuny nauientam i3

AiabeTuyHoO HedponaTielo.

Cmenos Hupxogoi apmepii

Besneky 3acrocyBaHHst BajicapTaHy mnallieHTam 3 JBOOIYHHUM CTEHO30M HHUPKOBMX apTepiil abo cTeHO30M

aprepii €anMnoi HMPKKM HE BCTaHOBIEHO. KOpoTKOCTpOKOBE 3acTOCyBamHsi BajcapTany 12 nauieHtam i3

BTOPMHHOK Ba30PEHANBHOIO apTEPialibHOIO I'iIIEPTEH3IEI0 Ta OJHOOIYHMM CTEHO30M HUPKU HE CIIPHUMHMIIO

3HAYHUX 3MIH HUPKOBOT reMOJMHAMIKM, PIBHS KpeaTHHIHY B CUPOBATILi KpOBI a60 piBHA CEUOBMHM Y KPOBI.

[IpoTe imli pe4oBMHM, ILO BIUIMBAIOTH HA PCHiH-aHMOTEH3WHOBY CUCTEMY, MOXYTH 30iNbIIYBATH PiBEHD

CEYOBMHM Ta KPeaTHHIHY B CUPOBATLi KPOBI y MHall€HTIB i3 OAHOGIYHMM CTEHO30M HUPKH, TOMY CIif

KOHTPOJIOBATH GYHKLIIO HUPOK Y MAaLliEHTIB, 10 NPUAMAaIOTE BalcapTaH.

Tpancnnanmayis Hupku

Biacytui  mocein  Oe3neuHoro 3acTOCyBaHHSL BajicapTaHy TMal[ieHTaM 3 HENIOAaBHO MPOBEAEHOIO

TpaHCIIaHTALIE HUPKH.

linepxaniemis

CynyThi# npuiiom 100aBOK Kanito, Kanidzbepirarouux AiypeTUkis, 3aMiHHUKIB COJI, 1110 MICTATL Kaniii, abo

IHIIMX NTPEnapaTiB, O MOXKYTb 301MBIINTH PiBeHB Kallito (reriapyiH TOLI0), HE PEKOMEHAYEThCS.

Sximo icnye norpeba B npuilomi nikapcekoro Tipenapary, 110 BIUIMBAE Ha PiBHI Kaisito, B KOMOiHauii 3

BaJIcapTaHOM, PEKOMEHAYETHCSI MOHITOPUHI PIBHIB Kanilo B MJja3Mmi.

Layienmu i3 oegpiyumonm 06 emy yupiyniorouoi piounu ma/abo Hampilo 6 op2anizmi

Y nauienTiB i3 pediuvToM 06’€My LMPKyIIOHOUOT piAMHU Ta/abo HATpilo B OpraHismi BHAaCHIZOK

3aCTOCYBAMHA BUCOKUX J03 AlYPETHKIB DIJIKO MOXE BHHHUKATH CHMIITOMATHYHA apTepiajbHa TiMoTeH3is,

0coGAMBO Michas NpUHOMyY neploi 103K BajicapTaHy. Taki CTaHM BUMATAIOThH MPOBEACHHS 1X KOPEKIil 10

NnoYyaTKy 3aCTOCYBAaHHs BajicapTaHy, HallpyKJlaja 3MEHILICHHS JI03M JliypeTHKa.

Bnnue na ckenemmy mycxynamypy

YpakeHHs CKeJIETHOT MyCKyaTypH, HaNpukiaja Miairis, Mionarist Ta piako pabdnomiosnis, crnocrepiranucs y

MAalieHTIB NpY 3aCTOCYBAaHHI ycCiX [03 po3yBactaTMHY, a ocobnmBo no3 > 20 mr. [lpu 3actocyBanHi

e3eTumiOy y komOinauii 3 inri6iropamu I'MI'-KoA-penykrasu ayxe piiko MOBIAOMIISIOCH PO BUINALKH

po3BUTKY pabiomionizy. He MoxHa BUKIIIOUATH MOMUIMBOCTI (hapMakoIMHAMIUHOT B3a€MOJIT, a TOMY TaKy

KOMOIHALIIO CJliJi 3aCTOCOBYBaTHM 3 oOepexiicTio (JuB. posgin «Bsaemopis 3 iHWKMMM JiKapChbKUMU

3acobaMy Ta JHIII BUAM B3aemoiity). Sk i mix yac 3acrocyBaHHs iHWUX iHriGiTopis I'MI-KoA-penykrasu,

BUMaJKW pabaomionisy, IOB’A3aHi i3 3acTOCYBaHHSAM pO3YBacTaTHHY, Y MNOCTMApKETUHIOBHN 1epioj

TPAIIAIMCA YacTille IPYU 3aCTOCYBaHHI 103U 40 Mr.

V KiNbKOX BUMajakax MoBiJloMIUIOCS, IO CTaTUHM CIIPHUMHSIIOTE a60 3arOCTPIOIOTE YXKe HasBHY MiacTeHilo

rpaic uu ouHMy wmiacrenito (mmB. pozuin «lloGiuxi peaxuii»). Y pasi 3arocTpeHHs CUMIITOMIB Cifl

MPUITMHKUTH 3acTOCyBaHHs Banapokcy. ITosigomisnocs npo peumanBy MpH NIOBTOPHOMY 3aCTOCYBAHHI TOrO

camoro abo iHIIOTO CTaTHHY.

Busnavennsa piena kpeamungocpoxinasu

Pisni kpeatundochokiHazyu He CNif BUMIPIOBATH MTic)is 3HAYHKX (I3ZUYHKX HABAHTAXKEHb a00 NMPU HASBHOCTI

MOXIIMBUX  allbTEPHATUBHUX TPWYMII MIABUILEGHHSA KpeaTHMH(oCchOKIiHAZH, 10 MOXKYTL 3aBaXarTw

IHTEpnpeTauii pe3yabTaTtiB. SKio 1movyaTtkoBi piBHI kpeaTHbOChOKIHAZK 3HaYHO niaBMueni [> 5 x BMH

(BepXHBOT Mexi HOPMH)], MPOTSIroM 5—7 JHIB HEOOXIAHO 3pOOUTH JOAATKOBMI NiATBEpAHKI aHani3. Slkino

pe3ynbTaT MOBTOPHOrO aHaNisy MiATBEPAXKYE NOYATKOBUI piBeHb > 5 * BMH, posnouunatyt nikyBanng He

ciin.

llepeo nixysaurnsam

Banapokc, sk | pewTy inribitopis I'MI™-KoA penykrasun, ciin 3 o6epesxxHicTiO Npu3HayaTH namienTam i3

(akTopamu, 10 CIPHUAIOTL PO3BUTKY MionaTii/pabpomionisy. Jo Takux daxTopis HanexXaTh:

- nopymedHs GyHKLiT HUPOK;

- TINOTHPEO3;

- HasBHICTb B IHAMBIyalbHOMY ab0 CIMEMHOMY aHAMHE3i CMIaj(KOBUX M’ A30BHX 3aXBOPIOBAlIb;

- HasABHICTL B aHAaMHE3i ypakeHHsA M’s3iB, CIIpUUMHEHOro iHmumu iHriGitopamu 'MI-KoA-penykrasu
abo ¢ibparamu;
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- 3JIOBXMBAHHS ankorosiem;

- Bik > 70 pokiB;

- CcMTyalil, 110 MOXYTb TMPU3BECTH JIO MiJBUIIEHHS piBHIB rpenapary y iasmi KpoBi (OUB. poO3JiJH
«DapmakokiHeTHKay, «B3aeMojis 3 IHIIMMM JIiIKApCbKMMHK 3acobaMu Ta IHIII BMJM B3aEMOJiNY i
«Cnocib 3acTocyBaHHS Ta 103U »);

- OJIHOYacHe 3acTocyBaHHs (iGpaTiB.

VYV Takux NaliCHTIB MOTPiOGHO NMOPIBHATH MOKJMBHMI PH3MK Ta OYiKyBaHY KOPHCTb BIJI 3aCTOCYBaHHs

npenapary;, TakoX pPEKOMEHJIOBaHWil KJiHIYHHWH MoHiTOpMHr. He cnipg po3nodyuHaTu jiKyBaHHsA Yy pasi

3Ha4YHO nijBuLlEeHMX novyaTkosrx pieHiB KOK (> 5 x BMH).

Y nepioo nixysanmsi

[TauieHTiB CNiji NONEPEANTH NMPO HEOOXiAHICTh HeraiiHO MOBIIOMIATH MPO M’SA30BUH Oisib HE3 sICOBAHOTO

MOXOJUKECHHSA, M’ S30BY cllabKicThb abo Cy1oMH, 0COOJIMBO SIKIO BOHMW CYNPOBOJIKYIOTHCS HE3ly)KaHHSIM abo

MiABUILEHHSIM TeMIepaTypu. Y Takux nanieHTiB ciiji Bu3HaunTH pisHi KOK. Cnig npunuHnuTH NikyBaHHS,

skio pishi KOK 3nauno migsuimeni (> 5 x BMH) abo axmo M’s30Bi CHMATOMH TSXKKI Ta CIIPUYHUHSIOTH

IMCcKoMGOpT y MOBCAKACHHOMY *MUTTI (HaBiThb ko piBHi KOK <5 x BMH). fkmo cumntomu MuHatoThb, a

pisenb KOK nosepraerhess go Hopmu, Banapokc abo anvrepHatvBHui inriditop I'MI-KoA wmoxna

cripobyBaTH 3acTOCYBaTH 3HOBY, alie y MIHIMallbHUX A03aX Ta Mif peTeNbHUM HarjasgoM. PerynaprHuit
koHTpoJib piBHg KOK y nauienTtis 6e3 BUIIEBKa3aHUX CUMITTOMIB HE NIOTPIOHMIA.

Jlyke piako IoBijomJsiocs npo iMyHooOGymonmieHy HexpoTuuny mionarito (IOHM) nig uyac abo micas

NiKYBaHHS CTaTMHAMH, B TOMY 4YucIi po3yBactatuHoM. [OHM kniHiyHO XapakTepusyeTbcs ClabKicTO

npoxcuMansuux M’a3iB i nigpumenum pisHem KOK, ski 36epirajoTbesi, HE3Ba)katOUM Ha TPUITMHEHHS

JIKyBaHHS CTaTHHAMU.

V KJHIYHKUX JOCHIDKEHHAX Y HEBEJIMKOT KiJIbKOCTI MAali€eHTIB, fKi 3aCTOCOBYBANM pPO3YBacTaTHUH Ta CYNyTHI

npernapaTi, NOCHIIEHOTO BAJIUBY Ha CKENETHY MycKyJlaTypy He BiazHauyanoch. OJHaKk MiABMIIEHA yacToTa

BHITA/IKIB MiO3UTY Ta MionaTil cnocTepirajack y MaileHTIB, siKi 3aCTOCOBYIOTH iHIUI iHMOITopu ['MI'-KoA-

peiykTasu 13 NoXiAHMMM (iObpoecBOT KHCIOTH, B TOMY ducai 3 rem(piOpo3niIoM, LUKIOCIOPHHOM,

HIKOTMHOBOIO ~ KMCJIOTOIO, a30JIBHUMH  [POTHUrpuOKOBMMM  3acobamu, iHribiropamu npoTeasn Ta

MaKponiHUMU anTudioTHkamu. ['em@iOpo3un miABUILYE pU3KMK pPO3BUTKY MionaTil INMpu CYMyTHEOMY

3acTocyBaHHI 13 jeskumu iuribitopamn I'MI-KoA-penyxTasu, Tomy Banapokc He peKoMeHI0BaHO

3aCTOCOBYBaTH y KoMOiHaWiT 3 remdibposunom. [oTpibHO 3BaXKUTH CNPUATIMBUHA BIUIMB NOJAAJIBIINX 3MiH

piBHS JINIIAIB OpY OAHOYACHOMY 3acTOCYBaHHiI TmperiapaTy Banapokc i3 ¢ibpatamu abo HiauuHOM i

NMOTEHUIRHI PU3KMKK NPU 3acTOCyBaHHI Takol koMOinauil. OHOYacHE 3aCTOCYBAHHS PO3YBAaCTaTUHY y A03i

30 mr abo 40 mr ta ¢ibparis nporunokazano (AMB. po3alin «B3zaeMojisg 3 IHIIUMKU NIKAPCLKUMU 3acobamu

Ta iHIi BUM B3aeMo ity i «ITobiuni edekTu).

Banapokc He cniji 3aCTOCOBYBaTM OJIHOYACHO i3 (y3MI0BOIO KHMCNOTO abo mnporiarom 7 AHIB miciis

NPUIMHEHHS JIIKyBaHHS (QYy3HA0BOIO KHchoTow. Jlis nauieHTiB, sl AKMX CUCTEMHE 3aCTOCYBAHHS

¢$y31n0BOT KMCIIOTH BBAXKAETHLCA HEOOXIAIUM, JIKYBAHHs CTaTUHAMM HEOOXIIHO NPUMHHUTH Ha BECh repion

JiKyBaHHs (Gy3MA0BOK) KUCJIOTOO. by MOBIIOMIIEHHS PO BUMNAJIKK pabpoMionizy (BKJHOUYAIOUN JETabHI

HacJIJKW) y NaWi€HTIB, sKi OTpUMYBaJIM (y3MLOBY KHUCIOTY 1 cTaTMHM B KOMOiIHAUiT (JIMB. po3ain

«Bzaemopnis 3 HWKMMK JliKapcLKUMKU 3aco0aMi Ta iHWI BWAM B3aemojii»). TlauienT nosuneH HeraliHo

3BEPHYTHCA JIO JliKaps, SIKILO BIH BiUyBa€ CUMITOMM, Taki sk m’s30Ba cnabkicTe, Oinb abo B’sTiCTb.

Tepanis cratnHamu Moxe OyTH NMOBTOPHO MpoOBeJeHa vepe3 7 JIHIB Michs 3aCTOCYBAHHS OCTaHHLOT /103U

$y310BOT KUCIOTH.

VY BHMHATKOBMX BMNAjJKax, KONM HeoOXiJAHE TpHBaJle CUCTEMHE 3acTOocyBaHHS (y3ua0BOT KUCIOTH,

HarpuKal, JUis JIIKYBaHHs TSOKKWX iHdekiii, ojHouacHe 3acTocyBaHHbs npenapaty Banapokce i ¢py3umosor

KHCIIOTH MOXK/IMBE TUILKM ITJ1 PETEJIBHUM MEJIMYHUM HarJis1I0M.

Banapokc ne cnig 3acToCcOBYBaTH NauieHTaM i3 FOCTPUMU, CEPHO3ZHUMM CTAHAMMU, IO CIIPUSIOTH PO3IBUTKY

MionaTii abo NIABMILYIOTh PHU3UK PO3BUTKY HHUPKOBOT HEJIOCTATHOCTI Ha ThAi pabjomionizy (Takumu sk

CEICUC, TNoTeH3is, BeJIMKE XIpypridHe BTpy4YaHHsS, TpaBma, TsXkKi MeTaboniyHi, €HIOKpUHHI abo

e/1EKTPONITHI NOPYIIEHHS; HEKOHTPOJILOBaHI CY/IOMH).

Bnnus na neviniy

Ax 1 inwi inriéitopn I'MI'-KoA-penykrasu, Banapoke cnin 3 odepexHicTio 3aCTOCOBYBaTH NallieHTam, sKi
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3JIOBXHMBAKOTh AJIKOT0JIEM Ta/ab0 MalOTh 3aXBOPIOBAHHS ICUIHKU B aHAMHE3I.

DyHKIIO TNEYIHKM PEKOMEHI0BAHO MEPEBIPATH Mepe] NMOYaTKOM 3aCTOCYBAHHS Tpenapary Ta yepes 3
Micaui JiKyBaHHs. SIKmo piBeHs TpaHcamiHa3 y cHpOBATLi KpoBi 6isible HiX BTPHUI NEPEBUILYE BEPXHIO
MEXY HOPMH, 3aCTOCYBaHHs npenapaty Banapokc cnig npununuty. [lpo cepitosni nopymieHus ¢yHkuii
MEYIHKK  (NIEPEBAXHO  TMIABMLICHHS piBHSA [EYIHKOBHX TPaHCaMiHaz) Yy MOCTMapKEeTHHIOBUN 1epioj
MOBIAOMJISUIOCH YaCTillle NpH 3acTocyBaHHi 1034 40 Mr.

Y nauicHTIB i3 BTOPMHHOIO TiNEPXOJECTEPUHEMIEID, CIIPUYHUHEHOIO [INOTUPEo3oM abo HeppPOTHUHUM
CHHJPOMOM, CIIEPILY CJIijl IPOBECTH JIKYBaHHS OCHOBHOTO 3aXBOPIOBAHHSI, & MOTIM NOYMHATH 3aCTOCYBAHHS
npenapaty Banapokc.

Paca

Y nocnijukeHHAX (GapMakOKiHETUKM CIOCTEpiranocss 3pocTaHHs CHCTEMHOI eKCIo3uuil Tmpenapaty y
TALi€HTIB MOHIOJIOIIHOT pacu MOPIBHSHO 3 €BponeiiusmMu (B, posainu «IIporunokazanusy, «Bszaemonis 3
IHIIMMU NiIKapchbKUMHM 3acobami Ta iHul BUAM B3aeMOIii» i «Crnoci6 3acTOCYBaHHS Ta J031»).

Ineibimopu npomeasu

ITigumena cucreMHa eKclo3uiis posyBacTaTMHY crocrepiranacsi B MAali€HTIB, sKi 3aCTOCOBYBanM
PO3YBACTATUH CYNYTHLO 3 PI3HUMM IHTIOITOpaMK NpoTeasu y noeaHaHHi 3 putoHasipom. CItiji BpaxoByBaTH
IK KOPUCTL BiJl 3HWXKEHHA DIBHA NiMiJiB 32 JonoMoroio npenapary Banapokc y naugientis i3 BIJI, ski
OTPUMYIOTB iHTiIGITOpY 11pOTeas’y, Tak | MONUIMBICTb MiJBUIEHHS KOHLEHTpPALi pOo3yBacTaTUHY y IIasmi
KpOBI Ha MoYaTKy Teparnii Ta NMpW MiABUINECHHI 03U Mpenapaty Bajapokc y MalieHTiB, sKi OTPUMYIOTH
inribitopy nporeasu. OfHOYACHE 3aCTOCYBAHHS Nperiapary 3 iHriGiTopamy nNpoTeasy HE PEKOMEHJYETHCS,
AKLIO 103a PO3YyBACTATHHY HE CKOpUroBaHa (AMB. po3dinu «B3aeMosis 3 IHIUMHU JIiIKApCBKUMMU 3acobaMy Ta
IHI BUAK B3aeMOAiH» | «Croci6 3acTocyBaHHs Ta 103K»).

Inmepemuyianvue 3ax680pio8anHA Nezeny

[TooarHoKki BUNAJAKKU IHTEPCTULIANBLHOrO 3aXBOPIOBAHHS JleTeHh OYJIM 3apeecTpoBaHi MPH 3aCTOCYBaHHI
JEAKMX CTaTHHIB, OCOOJIMBO Y pa3i aorroTpusasol Tepanii (quB. posuin «[loGiuni edextn»). Jlo cumnromin
3aXBOPIOBAHHS HAJIEXKATh JUCIIHOE, HENPOJYKTUBHMI Kalllenh Ta MOriplueHHs 3araibHoro crany (Broma,
BTpaTa Macu Tijla Ta rapadka). SIKIO Migo3pIOEThCS, [0 y MAalieHTa PO3BUHYNOCH IHTEPCTHIiaNbHE
3aXBOPIOBAHHA JIEFE€Hb, 3aCTOCYBAHHS CTATUHIB MOTPIOHO TIPUITMHUTH.

Lykpoeuti diabem

Hesxi daxTy cBigyaTh, 110 CTATUHM MIJBUINYIOTH PIBEHb TIIOKO3U Y KPOBI i y A€SKMX MALICHTIB 3 BUCOKUM
PH3UKOM PO3BUTKY LYKPOBOro AiabeTy MOXkKyTh CIPUYMHATH TIMEpriikeMmiio Takoro piBHs, 1O BUMAarac
miKysaHHa. OfHAK 3HWKEHHS PU3MKY CYAMHHUX TOPYINEHb NP 3aCTOCYBAHHI CTATHHIB TEPEBHMILYE 1O
3arposy, i TOMy BOHa He Mae OyTM MiJCTaBOIO AJs NPUIIMHEHHS Tepanil cTaThHaMM. 3a NalieHTaMu rpynu
pu3uKy (piBeHb INIOKO3M HaTile 5,6—6,9 mMonb/1, ingexe macy tina (IMT) > 30 kr/m2, niaBuinenuii pisens
TPUIIUEPHAIB, apTepiaibHa TiNEpTeH3is) CNifl BCTAHOBUTH SIK KiiHIYHMH, Tak i GiOXIMIYHMH KOHTPOL
3FiIHO 3 YUHHUMH HACTaHOBaMHU.,

Y I0CHIDKEHHAX 3apeecTpoBaHa 3arajbHa 4acToTa Lykposoro aiabery craHouia 2,8 % y rpymni npuitomy
posysacraTuny Ta 2,3 % — y rpyni nnauebo, 1epeBaXKkHo y NMatlieHTiB 3 piBHEM MIOKO3W HaTile Bijg 5,6 10
6,9 MMoOTb/ 1.

lepeunnuti cinepanvdocmeponizm

[lanienTy 3 NEPBUHHUM riNepanbIOoCTEPOHI3MOM He MOBHHHI 3aCTOCOBYBAaTH Bajapoke, OCKiIBKM y HUX He
aKTMBOBAaHA PEHIH-aHIIOTEH3NH-JTBIOCTEPOHOBA CUCTEMA.

Cmenos aopmu ma mimpaneno2o kranana, 06cmpykmugHa 2inepmpogiuna kapoiomionamis

Sk 1 mpW 3acTOCYBaHHI IHIIMX CYAMHOPO3IUIMPIOBAIBLHUX Mpenaparis, Cilij 3 0COGJIMBOIO 0GEPEKHICTIO
3acTocoBysarth Banapokc mauieHtam 3i CTEHO30M a0pTH 4K MiTpajipHOro knanana abo 3 rineprpodivHo
0OCTPYKTHBHOIO KapliomionarTiero.

Bazimuicmo

ITputiom anTarowictis peuentopis anriorensuny I (APA II) He cnin po3noumHary y rnepioj BariTHoCTi.
SKo npojoBXKeHHs Tepanii aHTaroHicTamMH pelenTopiB aHrioteHsuHy Il He BBa)caeThLCst HEOOXiAHMM,
MalieHTOK, AKi MIaHYIOTh BAriTHICTb, CAiJl NEPEBECTH HA albTEPHATMBHE AHTHUIINEPTEH3UBHE JIIKYBaHHS
npenaparamy i3 MiATBEPJPKEHUM 1podisieM OGe3neku 3acToCyBaHHs MiA yac BariTHocTi. KO BUsABIeHA
BariTHICTb, JikyBaHHA APA 1l cnin HeraliHO NpUIMHUTH, Ta, AKUO 1€ MOXIMBO, CJijl PO3NOYaTH
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a/lbTEPHATUBHY Tepanito (auB. posainn «llporunokazanns» i «3acrocyBaHHs y nepioa BaritHocti a6o
rOLlyBaHHS I'PYAIIOY).

AnzioHespomuynul HabPAK @ aHAMHE3]

Bunnknenns nabpaxy Ksinke (y Tomy umcni HabGpsiky ropraHi Ta ronocoBol WIIMHM, 1O TPU3BOAWTE JI0
o0CTpyKUIT AMXanbHUX WUIAXiB, Ta/abo HaOpsky o6yuuys, ry6, raoTku rta/abo s3uka) crocrepiranock y
Nali€HTIB, AKI OTPUMYBANM BajcapTaH, JeaKi 3 UMX MalieHTiB manu B avamHesi Habpsak Ksinke npu
3aCTOCYBaHHI IHIUMX NpenapariB, y ToMmy uuchi iHribitopis AII®. V pasi possurky HaGpsxky Kainke
JNiKyBaHHs nperapatoM Banapokc ciin HeralHo mnpunuHuTH. [TOBTOpHE 3aCTOCYBAaHHA TNperapary
NPOTHIIOKA3aHE.

Poznaou ncuxixu

[Iepxiuni noaii, Taki K ramouuHalli, napaHos Ta po3jiadd CHY, Y KOHTEKCTI MCUXOTHYHHUX NOAIH Gynu
MoB’s13aHi I3 3aCTOCYBAHHM cakyOiTpuny/Bancaprany. SIKiio y naui€HTa cnoctepiraoTbes NoaibHi sBuila,
CJIA NPUNMHKATHY JIIKYBAHHS Ta PO3IJISHYTH NUTAHHS PO NPUMNUHEHHS JiKyBaHHs rpenapatom Banapokc.
Taotcxi wixipni no6iuni peaxyii

[Ipu 3acTocyBaHHl po3yBacTaTMHY TOBIZOMIANOCS NP0 THXKKI IWIKipHI NOOIUHI peakuii, BKmOYaoun
cungpom Crisenca — Jhxoucona (CCJl) Ta nikapchKy peakliio 3 e03nHOMIE0 Ta CHCTEMHUMU NPOSABAMU
(DRESS), aki MoxyTh OyTH HeOe3NeUHUMHU Ajs KHUTT abo NeTadbHUMH. Y pasi NpuU3HAyeHHA NauieHTam
CILJl TOBIAOMMTH MPO O3HAKM Ta CUMITOMH TSHXKKHUX IIKIPHUX peakwiil Ta peTeNbHO CIIOCTEPiraTh 3a CTaHoM
NaienTiB. SIKIo 3’ABAAIOTBCA O3HAKM Ta CUMIITOMH, IO CBijUaTh MpO Taki peaxuii, ciij HeraiHo
NPUNKHUTH 3aCTOCYBAHHSA JIIKAPCLKOTO 3ac00y Ta pO3rJIsTHYTH allbTePHATHUBHE JIKYBaHHS.

Slko y nauienTta BMHUKNA Taka cepitosna peakuis, sk CCJl abo DRESS, nij uac 3acrocyBanus rpenapaty
Banapokc, nikyBaHHs naui€HTa UMM JIIKAPCHKUM 3aCOO0M MOHOBJIIOBATH HE MOKHA.

Banapokc wmicmums naxmosy.- Ilauientam 3  piJIKICHOIO CIIaJIKOBOKO HEMEPEHOCKHMICTIO ralakTosy,
Aediunrom naxrasu Jlanma abo MopyileHHSIMH BCMOKTYBaHHs [IOKO3U-TANIAKTO3W HE CJIiJl 3aCTOCOBYBATH
LICH npenapar. :

3acmocysaina y nepioo eazimvocmi abo 200yganns 2pyooi.

Banapokc npoTunokasaHuii 11ij1 4ac BariTHOCTI Ta FOMYBAHHS TPYJUIIO.

BariTHicTb

Posysacmamun

XKinkam penposyKTHBHOFO BiKy CJTijl 3aCTOCOBYBATH BiAINOBI/IHI 32c06W KOHTpaIlenii.

OCKIJTbKM XOJIECTEPUH Ta iHIII NPOAYKTH OIOCHHTE3Y XOJNECTEpHHY CYTTEBO BAXKJIMBI JUIS PO3BUTKY MJIOAA,
norenuiinui pusuk inridysanns I'MI'-KoA-penykra3u nepeBmilye MOMUIMBY KOPHCTh Bijl 3aCTOCYBaHHS
npenapaty y TMepioji BariTHOCTI. VY JeAKUX JOCHI/UKEHHSX Ha TBapUHAX BUSBICHO pPENPOJYKTHBHY
TOKCHYHICTb. SIKI10 malieHTka BariTHie y nepiof 3acTOCYBAaHHS Npernapary, JiKyBaHH# CJlijJ HeraifHo
MPUMUHWTH.

Bancapman

3acTocyBanHs aHTaroHicTis penentopis anriorensuny I (APA 1I) nporunokasato npoTsarom BariTHOCTI.
Jlati  enigemIioNnoriynmx AociipKeHb PU3MKY TEpPaTOreHHOCTI [Micis 3acToCyBaHHs iuribitopis AIID
MPOTArOM MEPLIOr0 TPUMECTPY BariTHOCTI HE OynM NEepeKOHJIMBUMM; TIPOTE HEBENUKE 3POCTAHHS PUINKY
BUK/IHOYATH HE MOXHA. Xodya JaHi KOHTPOJNBOBAaHMX €NiICMIONOriYHHUX JOCHIKEHL aHTAroOHiCTIB
peuenropis anriotensuny Il (APA II) BifcyTHi, icHye pU3MK TepaTOreHHOCTI Npu 3aCTOCYBaHHI Npenaparis
uboro knacy. llaumicHTok, siki MuaHylOTh BariTHICTh, C/iJ MEPEBECTH HA AJbTEPHATHMBHI [iMOTEH3MBHI
rnpenapaTtd 3 NIATBEpJUKEHMM Tipodisiem Oesreku 3acTocyBaHHs B nepiof BaritHocti, SIkmo mig wac
nikysanus APA T niaTsepiuKyeThest BariTHICTB, HOr0 3aCTOCYBaHHs CIliJI HEralHO MPUITMHUTH i, SIKIO
HEOOXIAHO, 3aMIHUTH 1HILMM JTIKAPCLKUM 3aCO000M, 103BOJICHUM JI0 3aCTOCYBAHNA BATITHNM.

APA Tl 'y npyromy i TpeTbOoMY TPUMECTDI, SIK BiJIOMO, YHHSATH TOKCHYHY AIK0 HA ML JOAUHN (3HIKCHHS
HMPKOBOT YHKLLT, oJlirorigpaMHion, 3aTpuMka ocudikalil KicTok yepena) Ta HOBOHAPOJUKEHOTO (HUPKOBA
HEAOCTATHICTD, apTepianbHa rinoTeHsis, rinepkajiemis).

Ilpu 3acrocysanni APA II, nounnaiouu 3 Apyroro TpUMECTPY BariTHOCTI, PEKOMEHYETLCS YIbTPA3BYKOBE
JocCipKeHHs QYHKUIT HUPOK Ta KICTOK uepena Iioa.

-
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HemoBnsita, matepi skux nipuitmanu APA 11, noBunni nepeGyBary 11ifl MHJILHAM HArNALOM OO PO3BUTKY
aprepiansHoi rinorensii (aus. posainu «Ilporunokasanusy i «Oco6AMBOCTI 3aCTOCYBAHHSY).

IoyBaHHs rpyyio

PosyBactatii npoHukae y rpyaHe MoJioko mypis. Hemae naHux w0J0 NPOHMKHEHHS PO3yBACTaTHHY Y
TpYAHE MOJIOKO JIFOAMHHU.

Ockinbkn iHGOpMAaLis Mpo 3acTOCYBaHHA NpenapaTy y nepioj romgyBaHHs IpyJJuo BiACyTHs, #Horo He
PEKOMEH/IYETBCS 3aCTOCOBYBATH B MEPIOJ T'OAYBaHHA TI'pyaaio; GakaHO 3aCTOCOBYBATH ajbTEPHATUBHI
fnpenapaTi 3 BUBYCHUM Mpodiiem Gesnexn, ocobNMBO B pasi rojyBaHHs CPY/II0 HOBOHAPOJPKEHUX a6o
HEIOHOLLEHUX AiTeH.

DepTrALHICTD

Bancapran ne BniuBae na penpopyKkTHBHY (YHKIIO camUiB Ta CaMOK LlypiB TpM NepOpanmbHOMY
3aCTOCYBaHHI y posysanHi 1o 200 mr/kr/noba. Lla nosa y 6 pasiB nepesuiilye pekoMeHIOBaHy 103y AN
MOAMHK B MI/M? (PO3paxyHKH MpH IepopaibHOMY 3actocyBandi 320 Mr/pofy mauieHTy 3 macoio Tina
60 kr).

30amunicme  6naueamu  Ha  WGUOKICMb  peaxyii Npu  KepYyGaHHi A6MOMPAHCHOPMOM abo  iHUUMU
MEXaHIZMaMU.

He nposoauan gocnipkeHs BIUIMBY npenapaTy Banapoke Ha 3aaTHICTL KepyBaTu aBTOMOOGINEM Ta iHIMMU
mexanismamu. OJHaK TIpK KepyBaHHI aBTOMOGIJIEM Ta IHIIMMK MEXaHi3MaMu CJTiJI BpaXOBYBATH, IO ITij 4ac
NIKYBaHHS MOK€ BUHMKHYTH 3aI1aMOPOUEHHSI.

Choci6 3acmocyeanna ma 0o3u.

Jlo3yBaHHs

Mo noyatky NiKyBaHHs NAl€HTy HEOOXiJHO NMPU3HAYWUTH CTAHJAPTHY TiNOXONECTepUMHEMIuHy AieTy, SKoi
BIH MOBMHEH JOTPUMYBATHUCS MiJl 4AC JIIKYBAHHI.

Pexomeniosana no3a npenapaty Banapokc — 1 ta6ietka Ha J100y.

dikcosaHa KOMOiHALIA HE MIAXOAUTH JUIsl TIOYATKOBOT Tepartil.

Jlo nepexony Ha Banapokc cTan nauieHTiB [OBUHEM KOHTPOJIOBATHCS CTaGijbHUMM J03aMM OKPEMHX
KOMIIOHEHTIB [IpK OJIH0MacHOMY 3acTocyBaHHi. J[osa npenapary Banapokc nosunna 6asysaTucs Ha [03aX
OKPEMMX KOMIIOHEHTIB KOMOIHALlT B MOMEHT Mepexouy.

Slkimo notpibHa 3MiHa 103 Gyab-sKoi Aitovol peyoBrHM ikcoBanol komOiHalii depes Oyab-aKy MPUUMHY
(anpukiaj, Brepiue AiarHOCTOBAHO 3aXBOPIOBAHHSA, 3MiHA CTaHy nauieHTa a0 B3acMOJiA NiKapChKHX
3aco0iB), OKpeMi KOMIOHEHTH MOBUHHI OYTH 3aCTOCOBAHI MOBTOPHO [T BU3HAYEHHS [03M.

Hodamoea inghopmayis wodo cneyiansrux 2pyn nayicnmis

Hayienmu nimnvozo gixy

Kopekulist 1031 He noTpidHa.

Iayienmu 3 nopywennsamu Gynxyii HupoK

Jns nanieHTiB 3 NErKMMM Ta NOMIPHUMM MOPYMIEHHAMH (YHKIIT HMPOK Hemae HeoOXiAHOCTI y KopekLit
Ao3u. 3acToCyBaHHs fipenapary Banapokc npotunokasane nalieHTam i3 TSHKKAMU TOPYMEHHAMM QyHKUiT
HUPOK (1uB. po3jinn «DapmakokineTnkay i «lIpotunokasannsy). OHOUACHE 3aCTOCYBaHHS i3 anicKipeHOM
MPOTHNOKA3aHO TalieHTam i3 nopymeHHamn ynkuil nupox (IUIK® < 60 mun/xe/1,73m?) (auB. posfin
«[Iporunokazanusy).

Hayienmu 3 nopywientsimu ynkyii nevinku

He cnocrepiranocs 3pocTaHHs CHCTEMHOI €KCNO3uIlii po3yBacTaTUHy y MaLicHTIiB 3 7 Ta MeHLlIe Hanamu 3a
wkanoto Hanpa — IT’r0. [IpoTe nocuieHHs cuCTeMHOT eKero3nilil 6y10 BiI3HAYEHO y NAIliEHTIB, CTAH SKKUX
ouiHioBases y 8 Ta 9 Ganiz 3a wxanoto Yaiinga — ITwo (qume. posain «®apmakokinervkay). Takum
nauieHTam CniJi NpOBOJMTH OWIHKY (yHKUiT nedinkn (ans. posain «OcobnupocTi 3actocyBantsy). Jocsia
3aCTOCYBaHHs Mpenapary ocobam 3 mokasHukom Oineine 9 Ganis 3a wkanowo Yadnga — [0 BigcyTHii.
Banapokc nporunokasanuit nauientam i3 3aXBOPIOBaHHAMK NevillKW B aKkTUBHIK craail (ums. po3ain
«llpoTnnokasanusm ), TAKKUMU NOPYIERHAMUY QyHKUT fedinky, GiniapHuM LMPO30M MEYiHKHM i nauieHTam
3 xomecrasom (auB. posaim «®apmakokinetnkay, «[IporunokaszaHHs» i «Oco6AMBOCTI 3aCTOCYBAHHSAY).
JIns nanieHTiB 3 1ErKMMM | IOMipHUMY TopyiieHnaMK GYHKLIT nediHky Ge3 XonecTasy J03a BancapTaHy He
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NOBUHHA niepesuitlyBaTH 80 mr.

Paca

Y nauieHTiB MOHrONOIAHOT pacu criocTepiranacs niABUIIEHA CUCTEMHA EKCMO3WLliA Npenapaty (juB.
posjiinu «Dapmaxokinetukay, «lIporunokasants» i «OcoGIMBOCTI 3aCTOCYBAHHSY).

LIenemuyni nonimopgizmu

Bigomo, mo cneuudiyni TN reHeTHYHUX NoiMopdi3MiB MOXKYTE NPU3BOAUTH 0 36IIBIIEHHS SKCIO3MILT
posyeactaTuHy (aMB. posfin «®apmakokiHeTHkay). TlanieHtam i3 HasBHICTIO Takux TuIiB MojimMopdizmy
PEKOMEH/IYETLCS 3MEHILUTI I000BY /103y pO3yBacTaTUHY.

Cynymns mepanis

Posysacraruu € cyberpatom ans pisnux Tpancnopthux Ginkis (Hanpuknag OATP1B1 ta BCRP). Pusuk
mionarii (BK/IOYaouu pabaoMioNi3) NifABMILYEThCS NMPH OJHOYACHOMY 3ACTOCYBaHHI PO3YBACTATHHY 3
NMEeBHAMM JIIKAPCLKUMKM 3ac00amu, 3aTHUMM TiJBUILYBaTH KOHUCHTpauli po3yBacTaTMHY B ILIa3Mi KpOBi
Yepe3 B3AEMOJI0 3 LMMHM  TPAHCTIOPTHUMHK Oinkamu (HanpuKian 3 [MKIOCHOPUMHOM Ta JASSKUMH
HribiTopamMu poTeasH, BKIIOUAIOYW KOMGiHAuUil pUTOHABipY 3 aTaHasaBipom, nomiHaBipoM Ta/aGo
TUIIpaHaBipom) (AWB. po3ninn «B3aemogis 3 iHIWIMMU JiKapchbKWMK 3acobamMy Ta iHHI BHAM B3aEMOMiNy i
«OcobanBocTi 3acTocyBsaHHs»). CNijl po3risiHyTH anbTepHaTUBHE NIKYBaHHS i, AKILO HEOBXiJHO, THMYACOBO
NPUIMHUTH TEPAriio pPO3yBacTaTHHOM. Y CHUTYaLlisiX, KOJIM OJHOYACHOrO 3aCTOCYBAHHA UMX JiKapChKMX
3ac00IB I3 pO3yBaCTATMHOM YHUKHYTH HE MOXKHA, CJTijl 3BXKMTH KOPUCTH Ta PU3MKH, NIOB’A3aHi i3 CYMyTHIM
3aCTOCYBAHHAM, Ta pETENLHO nindupaty 103y po3yBacTaTuHy (auB. posmpin «Bsaemopis 3 iHIIUMHU
NKapCchKUMHU 3ac00aMU Ta THIIT BUIW B3AEMOINY).

Mimu.
besnexa ta edexruBHicTh 3acTocyBanns aitAM (Bikom Jo 18 poki) He BcraHosieHi. Banapokc
MPOTUNOKA3aHO 3aCTOCOBYBATH ITALI€IITaM BikoM 10 18 pokiB.

Ilepedosysarins.

Cumnromu

PesynpraToM nepenosyBanns BaNcapTaHOM MOXe OYTH BHpaXkeHa aprepianbHa TilOTeH3is, 0 MOXKe
TNIPU3BECTH JI0 NPUIHIYEHHS CBIJIOMOCTI, CYAMHHOI HEOCTATHOCTI Ta/ab0 moKYy.

JlikyBanus

TepanesTuuni 3axomM 3ajexaTh Bill 4acy MPUHOMY HaAMIpHOT JIO3W, TMMY i TAXKKOCTI CUMIITOMIB;
crabinizanis cTaHy KpoBOOOITry Mae nepuioueprose 3HaYCHHA.

[pu BUHMKHEHHI apTepiancHOT rinoTen3il nalicHT NOBUHEH NepeGyBaTH y NMOA0KEHH] J€XKauM, TAKOXK CIiL
MPOBECTH KOPEKLLIIO 06’ €EMY KPOBI.

ManoiimoBipHo, 110 BajicapTaH MOXKHA BUBECTH 3 OpraHisMy ULIAXOM remMoialisy.

CreuudivHoro nikyBaHHs y pa3i nepeo3yBaHHS po3yBACTATHHOM Hemac. JIikyBaHHs cUMIToMarnume. Y
pasi HeOOXIHOCTI BXKUTH MIATPUMYBaNBHKX 3axoaiB. Cnin nepesiputn pisni KOK Ta nposectu TecTH juis
OLIHKM (DYHKUIOHANBNOrO cTany nevinkn. Kopucts Bi nposeieHHs reMo tianisy Manoimosipha.

Hobiuni peakyii.

HecripuaTnusi peakuii, sci cnocTepiraloThesi MpH 3aCTOCYBAaHHI pO3yBAacTaTHHY, K NPaBUIO, Jerki i

KopoTkodacHi. Meniue 4 % nauienTis NpUNMHAAK NpUHOM PO3yBacTaTMRY yepes noGidni peakwir.

[lpy sacrocysanni BajcapraMy AOpOCIMM Malli€HTaM 3 apTepiajibHOIO TiMepTeH3iclo 4acTota NoGiYHuX

peakiliii BiAmoOBilana Takii npu 3acTocyBaHHi muane6o. Yacrota BUHMKHEHHs MOGIYHMX peakiiii He

MoB’si3aHa 3 103010 ab0 TPUBANICTIO JIKYBAHH:A, 4 TAKOX MOKA3aHO BIJCYTHICTH 3B’A3KY 3i CTATTIO, BIKOM

abo pacoto naujieHra.

B rabnuui 3 npeacrasneno no6iuni edekTH rpu 3acTocyBaHHi pozyBacTaTMHY i BajcapTany Ha MiacTasi

JRHWX KIIHIYHUX | NMOCTMAPKETUHIOBUX J0ChifkeHb. Hebaxkani peakilii kinacudikyloTbes 3a 4acToTolo i

CHCTEMOIO OpraHie: yxe acto (= 1/10); wacto (> 1/100 — < 1/10); newacto (> 1/1,000 — < 1/100); piako (>

1/10,000 — < 1/1,000); ay»xe piako (< 1/10000); neBinoMmo (He MOXHA OLIHHTH 33 HASBHUMU JIaHUMK).
S - N N - Tabnnus 3

[ Cucrema oprauis —[ Hebaxani peakuii [ Yacrora ‘
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) Baacapran | PosyBacraTuu
3 6oky kpoBi Ta TpombouuToneHis Heginomo Pinxo
niMQaTUYHOT cUCcTEeMH 3HWKEHHS PiBHs reMorno§iHy, Heginome )
reMaToOKpUTY, HEHTpONeHis
3 6oKy iMyHHOT cUCTEMU Pea.Kui'l' TiNepyyTIMBOCTI, BKIFOYAOUH ) Pinko
aHrioenemy
Peaxuii rinepuyTnuBocTi, BKIFOUaOun MResineno i
CUMpPOBATKOBY XBOpOOY
SniigdiHﬂOKp”HHm Llykposwuii niader! - Yacro
3 60Ky 0OMiHy pedoBHH Ta HiLLB‘I/ILlL.eHHH pi}'SHﬂ.Ka.HilO B CUpOBaTLI Fiesimomo i
XapyuyBaHHS KpOBI, rifnoHarpieMis
3 60Ky NCUXIKK Henpecis - Hesinomo
I"amoumnnauii Pinko -
Posslagu cHy Pinxo =
[TapaHos Hyxe piako -
3 60Ky HEpBOBOI cHCTEMU 3anaMopoYeHHs, rOJIOBHUH Oifb - Yacro
lloniHeBponaris, BTpaTta nam’sTi - Hyxe pinko
[lepudepruna Heiiponatis, po3yiaau cHy i Hesinome
(BKJIxO4ar0Yy 6E3COHHA Ta HiYHI )KaxXH)
MiacteHis rpasic Hesinomo -
) 6(?Ky OpTamiB ciyxy Ta Bepturo Heuacto -
nabipuHTY
3 00Ky opraHis 30py OuHa MiacTeHisi Hesinomo -
3 6OKy CyJMH Backynit Hesigomo -
3 6oky auxanbHol cuctemu, | IucnHoe - Hegigomo
25;2;;‘2;&};&“0] IOITHIR T3 e amen Heuacro Hesinomo
3 60Ky LWITYHKOBO- “AbGaomiHaneHKUi 6iab Heyacro Yacro
KMLIKOBOI'O TPaKTy .HyLLOTa - YacTo
3anop - Yacro
ITankpeatur - 1 Pinko
Hiapes - Hesinomo
3 DOKY KOBHOBMBIJHOT ['enatur - Hyxe pijgko
CUCTEMHU KopTaunis - Hyxe piako
HiILBI’IILlf.:HHH PIBHS MEYiHKOBMX i Piko
TpaHcamiHaj
ITigBuiieHHS 3HAUEHHS NEeYiHKOBHX Npo0,
y TOMY YMCIi KOHUEHTpauil 0inipy6iny B Heginomo -
] CUpOBATILII KpOBI
3 60Ky WKipH Ta Bucun, ceepbix Hesigomo Heuacro
MiJIKIPHUX TKAHUH Kponus’siHka — Hewacro
Cunapom Crisenca — JIkoHcoHa,
niKapcbka peakiiis 3 eo3nHodielo Ta - Hesinomo
cucremHumu niposisamu (DRESS)
AHrioenema Hesinomo
3 60Ky M’431B Ta crnioJiydHoi | Mianris Heginomo Yacro
TKaHMHU Mionaris (BKJIIOYHO i3 MiO3UTOM),
BOBYAKOIIOOHHI CUHJIPOM, PO3PUB - Pinko
M’5I3iB
Pa6powmioJiz - Pinko
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ApTpanris - Hyxe pinko
IMyHOOOYMOBIEHA HEKPOTUUHA MioTIaTis i Hesinomo
| IMHM) -
3aXBOpIOBa‘HHﬂ CYXOXMIb, iHOJI i Hesizomo
B B YCKJIaJIHEHI pO3PHBOM
3 60KY HUPOK Ta ["emaTypis - Jlyxe pinko
CEYOBMBIHOT CUCTEMH Hupkosa HenocraTHicTh a00 NOPYLISHHA
(GYHKLIT HUPOK, ITiIBUIIEHHS piBHS Hesinomo -
KPEaTUHIHY B CHUPOBATLI KPOBI
3 60Ky craTeBHX OpraHiB Ta . . .
MOJOMHIX 3103 I"inekomacris - Hyxe piako
3arajibHi 1opyIeHHs AcTeHis - Yacrto
Habpsik - Hegingomo
Brommosanicts Heuacto -

'Yacrora 3anexuTh BiA HABHOCTI 4y BiAcyTHOCTI (haxTopis pusnky (piBeHb IJIIOKO3M HaTme > 5,6 Mmonb/i, IMT >
30 xr/M?, ninBMILEHHI piBEHB TPUTILEPHIIB, apTepianbHa rinepTeHsis B aHaMHesi).

Sk 1 npu 3acrocyBanHi iHmKX iHriGitopis I'MI'-KoA-penykrasy, yacrora noGiuHMX peakLlii 3a1e:kKUTh, AK
[paBUNo, B/l A03M.

Onuc oxpeMux NOoGIYHUX peakliliii

Bnnue na nupru

Y nauienTiB, AKi 3aCTOCOBYBAJIM PO3yBaCTaTHH, CIOCTEPIraluch BHUMAJAKH MPOTETHYpIT, MEPEBAXKHO
KaHanbLEBOro NOXOHKEHHA (BU3HAYEHOT 3a «TECTOM CMYKKHM»). 3MiHW BMicTy Oillka y ceui Biji BiACYTHOCTI
4M cNifiB g0 ++ abo Gisble 3apeccTpoBaHO yepes Acsikuil yac B < | % mallieHTiB, siki npuiiManu npenapar y
n03i 10 mr i1 20 mr, Ta npubamsno y 3 % nauieHrtis npu 3actocysanti no3u 40 mr. Hesnaune 301ibeHHs
YacTOTH BUIIAJAKIB NiJiBUIIEeHHs Oimka y cedi Bix BigcyrHocti abo ciaigiB g0 + cnocmbiranocq npu
3acrocyBanti no3u 20 mr. ¥ GiNbIIOCTI BUMAJKiB BUPaXXCHICTh MPOTETHYpPIT 3MeHIIyBanack ‘abo 3HMKana
CIOHTaHHO IIPHM ITPOAOBXKEHHI 3acTocyBaHHsA Tmpenapary. l[leperssg naHux KJIHIYHWUX JOCHTIKEHbL Ta
NOCTMAPKETUHIOBUX CIOCTEPEKEHL HE BUABUB NMPUUMHHOTO 3B’S3KY MIX [POTETHYPIEK Ta rOCTpUM ado
NPOrpecyOY UM 3aXBOPIOBAHHIM HUPOK.

['emarypia crnocrepiranach y nmauieHTiB, siKi 3aCTOCOBYBa/M PO3YyBACTATHH, 1 Jani KIIHIYHUX JOCHIAKEHb
cBifYaTh NMpo if HU3LKY Y4aCTOTY. !

Bnnue na ckenemuy myckynamypy

3minu 3 OOKY CKeNneTHol MYCKynaTypu, Taki sik Mianris, mionatist (B TOMy 4YHCH MIiO3MT) Ta piako —
pabaoMioNiis i3 roCTpOX0 HUPKOBOIO HEJOCTATHICTIO abo Ge3 Hel, CrocTepiranues Npy 3acTOCYBaHHI Oy b-
AKHAX J103 PO3yBacTaTHHY, & 0COOJIMBO MPH 3aCTOCYBaHHI 103 > 20 Mr.

Y naunienTi, AKi npuiiMaiM  po3yBaCTAaTHH, CMNOCTEPIraiocs 10303alekHE 3POCTAHHA  PIBHIB
kpeatnHochoxkiHazn (KDK); y 6Ginpmocti Bunagxkis ssuime Oyjio cinabkum, OE3CHMMITOMHHAM Ta
tumuacosum, Slxkmo pisHi KOK nigsuimeni (> 5 x BMH), nikyRaHHs chiji NPpUNHHATA (JIMB pO3AiN
«OcobIMBOCTI 3aCTOCYBAHHAY).

Bnaus na neuinky

Sk 1 npu 3acrocyBanHi inmmx iHriditopie I'MI-KoA-peaykrasu, y HeBeqMKOI KiABKOCTI namieHTIB, #Ki
NpUAMATM pO3YyBACTATHH, CIIOCTEPIranocs JA0303aleXHe 301NbLICHHS PIBHA TpaHcaMiHas, y OiiblIoCTi
BUNAAKIB ABUILE OYJlI0 cnabkuM, 6E3CUMITOMHUM Ta THMUACOBUM.

[ToGiuni peaxuil, IKi cnocTepirannch Mpy 3acTOCYBaHHI AEIKUX CTATUHIB:

- crareBa AMCHYHKLIA;

- BUHATKOBI BMIMAJKM iHTEPCTHLIANBHOTO 3aXBOPIOBAHHS JIEreHb, OCOOGJWBO MPU JOBIOCTPOKOBIiH
repartii (B, po3iiin «Oco0MMBOCTI 3aCTOCYBAHHSY).

PaGnomionis, cepitosni nopymenns QyHkuii HUpok i nedinku (NEpeBaXNO NOAATAIOTHL B IiABHILEHHI
NEYiHKOBUX TPaHCaMiHa3) CIIOCTEPITANUCh YacTille Mpy 3acTOCyBanHi npenapary y j1o3i 40 mr.

Mimu

Y piTeit Ta nignitkis ricns Bnpas aGo 3HauUHMX (Gi3MUHMX HABAHTAXEHDL YacTille Big3HaYany MiIBUILEHHS
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K®K > 10 x BMH Ta M’s308i cumntomu. IIpodins Gesnekn posyBacTaTudy y AiTeld, niuliTKiB Ta 10pocinx
noAi6Hui.

Jeimysanus npo nidosprosani nobiuni pearxyii

[losinomaenns npo no6Gidni peakiii micis peectpallii jikapchkoro 3acoby mae BasiJIMBe 3HavyeHHs. Lle nae
3MOTY TIPOBOJMTH MOHITOPHMHI CMIiBBiJHOIIEHHA KOPHCTB/PU3MK MPKU 3aCTOCYBAHHI LbOTO JIiKAPChKOro
3aco0y. Meanunum  Ta  papMalLEeBTHMYHWM TpAlliBHUKAM, a TaKOX MNauieHTaM abo X  3aKOHHHUM
Npe/CTABHUKAM CIliJl TIOBIIOMJIATH IIPO yCi BHNAAKM TiJO3PIOBAHMX MOGIUHMX peakiliii Ta BiacyTHOCTI
ebexTUBHOCTI Jlikapchkoro 3acoby jo JlepKaBHOro ekcreprHoro neHtpy MO3 YkpaiHu 3a MoCHIIAHHAM:
https://aisf.dec.gov.ua.

Tepmin npuoamuocmi. 3 poku.

YmoBu 36epiranns.

Jins nikapcekoro 3aco0y He NOTPiOHI crietianbhi TeMnepaTypHi yMOBY 30€piratns.
306epiraTv y opuriHambpHil ynakoBUi 411 3aXMCTY Bij Ail BOJOIU.

36epiraty y HEIOCTYITHOMY IS JiTei Micwui.

VYnakoska. Ilo 10 Tabnerok y 6nicrepi; no 3 aGo 9 6iicrepis y kapTOHHii KOpoOL.
Kareropis Bianycky. 3a peuenrom.
Bupoonuk. KPKA, n.1., Hoso mecro/ KRKA, d.d., Novo mesto.

MicnesnaxosxenHs BUpoGHUKA Ta ajipeca Micusi NPOBAZKEHHS WOTo AistJIbHOCTI.
HImap’emka uecra 6, 8501 Hoso mecrto, Cnoseuis/ Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

JaTta ocTaHHBLOIO Neperasay. -
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