IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

Pokcepa® ILnioc

(Roxera® Plus)

Cknao:
Oitoui peyoguHU: PO3yBaCTaTHH, €3eTUMIO;

1 TabmeTka, BKpXTa IIJTiBKOBOIO 000JIOHKOIO, MIiCTUTh: 5 MT PO3yBacTaTUHY (y BUTIAMI
KaJbIlifo po3yBactatuny) Ta 10 Mr e3eTumiOy a6o 10 Mr po3yBacTaTuHy (y BUTTISIAL KaJblIilo
po3yBacTaTuHy) Ta 10 Mr e3etumiby, abo 15 Mr po3yBacTaTUHY (Y BUTJISIAI KaJbllit0
po3yBacTaTuHy) Ta 10 Mr e3etumiOy, abo 20 Mr po3yBacTaTusy (y BUTJISLI KaJIbIIiio
po3yBacTaTuHy) Ta 10 Mr e3etumiby, abo 40 Mr po3yBacTaTuHy (y BUTJISAI KaJIbIIiio
po3yBacTaTuHy) Ta 10 Mr e3eTumiody;

donomidicHi pevoguHu: TIEII0JI03a MIKPOKPHCTaliyHa; TakTo3a; MaHiT (E 421); KpocmoBigoH,
THUII A; HaTpilo KpocKapMeso3a; MarHiio creapaT; noBigoH K 30; HaTpito naypuncynbdar;
KPEMHil0 TiOKCH[ KOJOImHUY 0e3BOOHUM;

ITiBKOBa 000JI0HKA: JTaKTO3W MOHOTIpAT, TimpoMeno3a, TuTany miokcup (E 171), TpuaneTuH,
3anisa okcupn xk0BTuit (E 172) (mictuthes y Tabnerkax 10 mr/10 mr ta 15 Mr/10 mr), 3amisa
okcup uepBoHuit (E 172) (mictuthes y Tabnerkax 15 mr/10 mr, 20 mr/10 mr ta 40 mr/10 Mr),
3anisa okcup YopHuit (E 172) (Mictuthes y Tabnetrkax 40 mr/10 mr).

Jlikapceka ¢hopMma. TabmeTKy, BKPUTI MJTiBKOBOIO 000JI0HKOIO.
OcCHoB8HI (pi3uko-xiMiuHi 81acmuBocmi:

tabmeTku 5 Mr/10 mr: 6inoro abo Matizke 0inOro KOILOPY, KPYTJIi, AEI0 ABOOMIYKIIi, BKPUTI
TITiBKOBOIO 000JIOHKOIO TaOJIeTKY 3i CKOIIeHMMH KpasMU Ta 3 rpaBipyBaHHSIM «R1» 3 omHOTO
O0Ky;

tabnetku 10 mMr/10 Mr: Bif 6/1im0-KOPHYHIOBATO-2KOBTOT'O [0 OJ1il0-KOPUYHEBO-2KOBTOT'0
KOJIbOPY, KPYTJIi, Oell0 ABOOIYKJIi, BKPUTI IJTIBKOBOIO 000TI0HKOIO TabIeTKY 3i CKOIIEHUMHU
KpasMH Ta 3 rpaBipyBaHHSIM «R2» 3 ogHOTO OOKY;

tabmeTku 15 mMr/10 Mr: 671ig0-poKeB0O-0paHKeBOT0 KOJIbOPY, KPYTJIi, OEIl0 ABOOIYKJIi, BKPUTI
IIJTiIBKOBOIO 000JIOHKOI0 TabNIeTKH 3i CKOIEHUMH KpasiMM Ta 3 TpaBipyBaHHSIM «R3» 3 OIHOTO
O0KY;



tabmeTku 20 mMr/10 Mr: 671ig0-pOXKEBOT0 KOJIBOPY, KPYTJIi, AEI0 ABOOIYKJIi, BKPUTI
TIJTiIBKOBOIO 000JIOHKOI0 TabNeTKH 3i CKOIIEHUMU KpasiMM Ta 3 rpaBipyBaHHSIM «R4» 3 OHOTO
O0KY;

tabmeTku 40 mr/10 mr: Big 61igo-cipyBaTo-hioneToBoro mo 611igo-cipo-$pioeToBOro Koabopy,
KPYTJIi, Melo OBOOIMYKIIi, BKPUTI IIJTiBKOBOIO 000JIOHKOIO TabIeTKM 3i CKOIIEHUMH KPasiMU Ta
3 rpaBipyBaHHIM «R5» 3 ogHOTO OOKY.

®dapmakoTrepaneBTHYHa rpyna. l'inonininemiyni 3acobu, kombinanii. Kombinarii pizaux
rinoninigemiuaux 3aco6is. Po3yBactaTun Ta ezetumi6. Kog ATX C10B A06.

dapmako102iuHi 8 1acmueocmi

®apmakoOuHamika

PosyBacTaTun

Po3yBacTaTUH € CeTeKTUBHUM KOHKYPeHTHUM iHribiTopom 'MI'-KoA-penykTasu, TiMiTyiouum
IIBUIKICTh (PEPMEHTY, 110 IEPETBOPIOE 3-TigPOKCHU-3-MEeTUITTyTapuiI-KOeH3UM A Ha
MeBaJIOHAT, IONEePeNHUK XoyiecTepuHy. OCHOBHUM MiCLIEM Ail PO3yBacTaTUHY € IEYiHKa,
OpraH-MillleHb [AJIS1 3HUKEHHS KOHIIEHTPAllil X0lIeCTEPUHY.

Po3yBacTaTuH 30ilbITye KinbKiCTh TEeYiHKOBUX PEIENTOPIB JIMOMPOTeIHiB HU3bKOI IIiTbHOCTI
(JITTHIIT) Ha moBepxHi KIiTHH, 30ibINyI0YM 3aX0meHHs Ta KaTabomizm JITTHIII, i
IIPHU3BOOUTD OO MPUTHIYEHHS CHHTE3Y B IIEYiHIl JIMOMPOTEIHIB JyKe HU3bKOI IIiTbHOCTI
(JITIOHIII), 3MeHILIyI094Xd TUM CaMUM 3aranbHy KinbKicTh 9acTok JITTHII ta JITTITHII.

Po3yBacTaTuH 3MeHIIYE IiABUILEHY KinbKicTh xonectepuny JITTHII (XC-JITTHII), 3aranbHOTO
XOJIECTEPUHY Ta TPUTJIIEPHUAIB, [ello 30iIbIly€e KibKiCTh X0IeCTEPUHY JIMOMPOTEiNiB
BHCOKOI winbHOCTI (XC-JITIBIL). Bin 3MeHIIye TaKOXK KiJIbKiCTh alloIinonpoTeiny B,
xonectepuny HeJIIIBII, xonectepuny JIIIIHI, tpurninepuais JITIIHII Ta gemro migsuiye
piBeHs anorinonpoTelny A-1. Po3yBacTaTyH 3MeHIye TaKOXK criBBigHOmeHHS XC-JITTHII/
XC-JITIBIL, 3aransHOro0 xonecrepuny/ XC-JIIIBIL, XC-ueJIITHII/ XC-JITIBII Ta
CIIiBBiIHOIIIEHHS amoinonpoTeiny B/ amominonporeiny A-I.

TepaneBTu4yHUYN ePEKT IPOIBISETLCA IPOTATOM ONHOT'O TUXKHS IIiC/ISA T0YaTKy Teparil
pO3yBacTaTHHOM,4epe3 2 TUXKHi JTikyBaHHS edeKT gocsarae 90 % MakCcHMalIbHO MOXKIIMBOTO.
MakcuManbHUN e(DEKT, IKIPABUIIO, AOCATAETLCS Yepes3 4 TUXKHI MiC/IsA MoYaTKy JIiKyBaHHS.

KniHiuHa epekmusHicmb ma 6e3neka

Po3yBacTaTuH MMOKa3aB CBOI e(heKTUBHICTh ¥ JOPOCIIUX 3 TinmepxoaecTepuHeMieio 3 abo 6e3
rineptpurninepuneMii He3anekHO Biff pacH, CTaTi UM BiKy, a TaKOXK Y MAI[iEHTIB 0COONMMBUX
TPYII, TaKUX SIK MAIliEHTH 3 IIYKPOBUM HiabeToM abo MaIlieHTH 3 CiMeHHO0
rinepxoJyieCTepuHeMi€l0 B aHaMHEe3I.



3a 00’eqHaHUMHU [JaHUMU HociigkeHb (pa3u 11l po3dyBacTaTuH epeKTUBHO 3HUXKYBAB PiBEHb
X0J1IeCTEPUHY Yy OiNBbIIOCTI MallieHTiB i3 rimepxonectepunemieio tumy Ila ta IIb (cepenHii
novyaTtkoBuit piBers XC-JIITHII mpu6mau3Ho 4,8 MMOJIB/) M0 IiTbOBUX 3HAYEHD,
BCTAQHOBJIEHMX BU3HAHUM KEPiBHUIITBOM €BPOIENCHKOI0 TOBApPUCTBa aTepocKiepo3y (EAS;
1998); npubnusno y 80 % mallieHTiB, AKi mpuiiMany mpenapart y mo3i 10 Mr, Bgamocs moCSIrTa
HOpPMaTHUBHOTO 1inkoBoro piBHg XC-JIITHII 3a EAS (<3 MMonb/m).

E3eTumib

E3eTumib - 11e TpefACcTaBHUK HOBOTO KJaCy JiMig03HUKYBaIbHUX PEYOBUH, IKi CEIEKTUBHO
IIPUTHIYYIOTh iHTeCTUHANIbHY a0CcOpO1Iii0 X0eCTEePUHY Ta BiANOBIAHMX POCIMHHUX CTEPOIIB.
E3eTumib € mepopanbHO aKTUBHUM Ta Ma€ MeXaHi3M fil, BigMiHHUY Bif iHIIMX KIaciB
X0JIeCTEPHHO3HMKYBAJIbHUX MIpernapariB (HampuKiaf CTaTAHIB, CEKBECTPAHTIB JKOBYHUX
KHUCJIOT (CMOJIM), KUCIIOTHUX MOXimHUX (HibpaTiB Ta pOCIMHHUX CTAHOIB). MONIEKYIISIPHOIO
MillleHHI0 e3eTUMiOy € mepeHocHUK cteposiB Niemann-Pick Cl-Like 1 (NPC1L1), mo
BiZITOBila€ 3a BCMOKTYBaHHS X0JIECTEPHHY Ta (PITOCTEPOIIiB Y KUIIEYHUKY.

E3eTuMib moKami3y€eTbCs Ha LUIITOYKOBIM CMYXKIli TOHKOI KUIIKY ¥ MIPUTHIUYE abcopOilito
X0JIeCTEpPUHY, 3MEHINYIOYU NOCTaBKy IHTECTUHAJIBHOTO XOJIECTEPUHY B II€YiHKY; CTaTUHU
3HUXKYIOTh CUHTE3 X0JIeCTEPHHY B MTEYiHIIi, ¥ pa30M IIi MexaHi3Mu 3a0e3MeuyoTh JOJaTKOBe
3HUXKEHHS X0JlecTepuHy. Ilicns 2-TUXXHEeBOro KJIiHIYHOr0 3aCTOCYyBaHHA y 18 namieHTiB 3
rimepxoinectepuHeMmieio e3eTumib Ha 54 % 3HUKYBaB abCOpPOIIiI0 XONECTEPUHY TTOPIBHSHO 3
nyane6o. Byna mpoBegeHa cepis MOKTIHIYHUX MOCIiOXKEeHb I BU3HAYEHHS CEeJIeKTUBHOCTI
e3eTuMiOy 100 MpUrHideHHs abcopOIlil xonectepuny. E3eTumi6 npuraigysas abcopOIrito
['“C]-xonecTepuny 6e3 BIIKMBY Ha a0COPOIiI0 TPUIIIILEPU/IIB, KUPHUX KUCJIOT, JKOBYHKX
KHCJIOT, IPOTEeCTEPOHY, eTUHiNEeCTpagiony abo XKHUPOPO3UNHHUX BiTaMiHiB A i D.

EnigeMiosioriuyHi JOCTiAKEeHHS BCTaHOBUJIHU, 10 CEePLeBO-CYANHHA 3aXBOPIOBAHICTh Ta
CMEPTHICTh 3MIHIOIOTHCS IPSAMOIIPOIOPLIMHO [0 PiBHA 3arajibHOro xojecTepuny ta XC-
JITTHIII i o6epHeHo nmponopiitHo g0 piBHg XC-JITIBIL.

OpgHoYacHe 3aCTOCyBaHHSA €3eTUMiOy 31 cTaTMHAMM IT0Ka3asio e(peKTUBHICTh y 3HUXKEHHI
PU3UKY CeplLeBO-CYOUHHUX XBOPOO Y MallieHTiB i3 ceplieBo-CyAUHHUMY 3aXBOPIOBAHHSIMU Ta
TOCTPUMM KOPOHAPHUMU CHHOPOMaMU B aHaMHe3i.

KniniuHa epekmusHicmb ma 6e3neka

3a maHUMU KIiHIYHUX OOCTigXKeHb, 3aCTOCYBaHHS e3eTUMiOy, SIK MOHOTepartii abo y komOiHarrii 3i
CTaTMHAMMU, 3HAYHO 3HUXKYE PiBeHb 3aranbHOro xojaectepuny, XC-JITTHIL, anomninonpoTeiny B (amo-
B), tpurninepunis ta nmigsuirye pisers XC-JITIBII y nauieHTiB 3 rinepxonecTepruHEMIEIO.

dapmakokiHemuka
PosyBactatun

Abcopbuis

MaxkcumanbHa KoHIeHTpallis (C,,,) pO3yBacCTaTHHY y IIJ1a3Mi KPOBi JOCATAETLCS IPUOTU3HO Yepes
5 TOQIMH MiCJIs IPUHOMY BHYTPIIHBO. AGCOM0THa 610A0CTYIHICTE CTaHOBUTH TPUbIN3HO 20 %.



Po3no0dis

Po3yBacTaTuH eKCTEHCUBHO IT€PETBOPIOETLCS B IEUiHIli, SKa € IePBUHHUM I[EHTPOM CHHTE3Y
xonectepuny Ta Kiipency XC-JIITHIII. O6’em po3nofginy po3yBacTaTUHY CTAHOBUTH NpubIu3Ho 134 1.
[Tpu6nu3uo 90 % po3yBacTaTHHY 3B’SI3yI0THCS 3 OiKaMu Mj1a3Mu KPOBi, TOJIOBHUM YUHOM 3
anbOyMiHOM.

Memaboaiizm

Metabomni3aM po3yBacTaTury oomexenus (mpudbnusuo 10 %). [ocnimxenHs meTaboi3My in vitro i3
3aCTOCYBaHHSIM I'elaTOLIMTIB JIIONMHY BKa3ylOTh Ha Te, 10 PO3YBAaCTaTUH € AyXKe CclabKuM
cybcTpaTtoM mist MetaboniaMy Ha ocHOBI nuToxpomy P450. CYP2C9 6yB ocHOBHUM i30(hepMEHTOM, I1I0
OpaB yuacTh y MeTaboi3Mmi, Tofi gk i3ohepmentu 2C19, 3A4 ta 2D6 Oynu 3anydeHi MeHIIIO0 Mipoio.
OcHOBHUMH BH3HauUeHUMHU MeTaboiiTamu € N-me3MeTus Ta 1akToH. Metabomit N-me3MeTun €
npu6nu3Ho Ha 50 % MeHII aKTUBHUM, HiXK Po3yBacTaTHH, a popMa JTaKTOH BBaXKa€ETHCS KITIHIYHO
HeaKTUBHOW. binbie 90 % ¢dhapMakoIoTiuHOl aKTUBHOCTI, HAllpaBIeHOl HA IPUTHIYeHHS
upKymo04oi [MI'-KoA-penyKkTa3u, 3a0e3Me4Yy€eThCsi pO3yBaCTAaTUHOM.

BugedeHHs

[Tpu6nusno 90 % mo3u po3yBacTaTUHY BUBOAUTHCS V HE3MiHEHOMY BUTJIAMI 3 (eKamisiMu
(cknmamaeThest 3 abcopboBaHOi Ta HeabCcopOOBaHOI [IiI0U0l PEYOBMHH), @ 3aJIUIIOK BUBOIUTHCS i3
ceuero. [Tpubmu3Ho 5 % BUBOOUTHLCS Y HE3MiHEHOMY BUTJISAMI i3 ceueto. [Tepioq HamiBBUBeIeHHS 3
m1a3M4 KPOBi CTaHOBUTH Mpubnu3Ho 19 romgus. [1epion HamiBBUBeOeHHS He 30iNbIIyETHCS
IIpU BUCOKUX f03ax. CepenHill reOMeTPUYHUY KITipEHC 13 [IJIa3MU KpOoBi CTAHOBUTH
npubnu3no 50 n/ron (koeditieHT Bapiartii 21,7 %). Ak i momo inmwux iHriditopis 'MI-KoA-
penOyKTasu, 3aX0IJIEHHS IIeYiHKOI0 PO3yBacTaTUHY IIPOXOOUTE 3@ y4acTio MeMOpaHHOT O
TpaHcnopTepa OATP-C. Lleu TpaHCHOpTED Bifirpae BaxXJIUBY POJib Y BUBEIEHH]
poO3yBacCTaTHHY 3 IIEYiHKU.

JliHiliHicmb/HeaiHilUHICMb

CucteMHa eKCIIO3HUIIisl po3yBaCTaTHHY 30iMbIIYETHCS MPOMOPIiNHO [03i. [Ipu npuiiomi
neKinbKox m060BUX 03 (hapMaKOKiHEeTUYHI TapaMeTpu He 3MiHIOIOThCS.

Ocob.ausi epynu nauieHmia

Bik ma cmamo

HeMae KiHiYHO 3HAYYIIOT0 BIUIMBY BiKy a00 cTaTi Ha apMaKOKiHETHKY PO3yBAaCTAaTUHY Y
nopocnux. PapMakoOKiHETHKA PO3yBaCTaTUHY Y AiTeH 3 TeTePO3UTOTHOIO CiIMEUHOI0
rimepxosiectepuHeMieio Oysa momiOHO0 0 TaKOi y TOPOCINX NOOPOBOIBIIIB.

Paca

dapMaKOKiHeTUYHi TOCTiIXKEeHHS HEMOHCTPYIOTh MigBUINEHHS IPUOIU3HO ¥ 2 pa3u MefiaHu
IO ITif KPUBOIO «KOHIIEHTPallid B mmma3mi - 4ac» (AUC) ra C,,, po3yBacTaTUHY y
IIpeICTaBHUKIB MOHTO/IOIOHOI PacH (SMOHIIB, KUTAWUIiB, (iTinmiHIlB, B'€THAMIIIB Ta KOPEUIIIB),
TIOPiBHSHO 3 TalliEHTaMU €BPOIIEOINHOI pacy; y iHAYCiB criocTepiraeThcs 30iNbleHHs NPUONIU3HO B
1,3 pa3a mepianu AUC ta C,,,. [Tonynsauiitani papMaKOKiHETUUHUY aHalli3 He BUSBUB KJIIHIYHO
3HauyImol pi3HUI y hapMaKOKiHETHI MiX IpefcTaBHUKaMU €BPOIEOIAHOI Ta HETPOigHOI pac.



ITauyieHmu 3 HUPKOBOK HedocmamHicmio

[Tig wac gocmigKeHHS 3a y4acCTIO IAaIliEHTIB i3 Pi3HUM CTyIeHeM IOPYyIIeHHS (QYHKITil HUPOK
XBOpo0a HUPOK JIETKOT0 a00 ITOMIpPHOTO CTYIIeHS He BILIMBaJla Ha KOHIIEHTPALIil0
PO3yBacCTaTHUHY YU MOro MeTabosiTy N-me3MeTumny B Iaa3Mi KpoBi. Y HaIli€HTiB 3 TAXKKUMU
NOpPYyIIeHHAMY (QYHKII1 HUPOK (KIipeHC KpeaTuHiHy < 30 MJI/XB) KOHLEHTpaIis
pPO3yBacCTaTHHY B IJla3Mi KpoBi 30isbliyBanacs y 3 pasu, a KoHIleHTpallid N-geametuny - y 9
pasiB, IOPiBHSHO 3 BiATOBIIHUMY ITOKa3HUKAMM Y 300POBUX M0OPOBOILIIiB. KoHIIeHTpalis
PO3yBacCTaTHHY B IJIa3Mi KpOBi y cTabibHOMY CTaHi y malieHTiB, SIKi TPOXOAsATh reMomialtia,
Oyna npubnusno Ha 50 % OGinbIla, HiXK y 370POBUX NOOPOBOIBLIIB.

ITauieHmu 3 neviHKo080 HedocmamHicmio

[1ig yac mocmifKeHHS 3a y4acTIO Malli€HTIB 3 Pi3HUM CTyIIeHEM MOPYyIIeHHS QYHKII] Ie4YiHKN
IIPY IIeYiHKOBIi HEeJOCTAaTHOCTI 3 IIOKa3HMKaMHM 7 Ta MeHIle 3a Knacudikaiieto Yainma - 1’10
IMiABUIEHHS €KCII03KUIil pO3yBaCTaTUHY He crocTepiranocs. OgHak MiiBUIeHa CUCTEMHa
€KCII03U1is LI0HaMeHIle BOBOE CIIOCTepiranacs y ABOX MallieHTiB 3 TOKa3HUKaMu 8 1a 9,
IIOPiBHSHO 3 MAalliEHTaM¥ 3 MEHIINMU IMOKa3HUKaMM 3a Knacudikariew Yaunga - [1'10.
ITocBim 3acTOCyBaHHS MallieHTaM 3 MoKa3HuKaMu 9 Ta GinbIne 3a Kinacudikartiero Yaunma -
IT't0 BifCyTHInN.

I'enemuyuHul nosaimopgpiam

Y dapmakokineruti inribitopiB pemykTta3u [MI-KoA, B ToMy YHuCIIi po3yBacTaTUHY, 0EPYThH
y4acTh TpaHcnopTHi 6inku OATP1B1 ta BCRP. ¥ xBopux 3 TeHEeTHYHUM I0IiMOpQizMoM
SLCO1B1 (OATP1B1) i/abo ABCG2 (BCRP) icHy€e pu3UK IiIBUIIIEHOT'0 BIIJIUBY
po3yBactaTuHy. Okpemi monimopdizmu SLCO1B1 ¢.521CC i ABCG2 c.421AA noB’si3aHi 3
Oinbill BUCOKKM BIIMBOM po3yBacTaTuHY (AUC) nmopiBHsgHO 3 reHoTunamMu SLCO1B1 k.521TT
abo ABCG2 k.421CC. Ile cneuudiuHe reHOTUNTyBaHHS 3a3BU4all He BUKOPUCTOBYETHCS B
KJTiHIYHIY IPaKTULli, ajie malli€eHTaM, y SKUX BUSABJIEHO Ili TAMH IoNTiMopdi3my,
PEKOMEHAYEThCS MeHIla [060Ba J03a PO3yBacTaTUHY.

Himu

IIBa (papMaKOKiHEeTUYHI JOCTiIKeHHS po3yBacTaTuHy (y ¢hopmi TabIeToK), B SKOMY B3SIU
y4acTh namieHTy BikoM Big 10 mo 17 abo Bim 6 mo 17 pokiB (3aranom 214 mairieHTiB) 3
reTepo3UroTHOI CIMEMHOIO TiepX0IeCcTEPUHEMIEI0, TOKa3ally, 1[0 BIIUB IIperapaTry y giTeu
BiITIOBifla€ BI/IMBY IIpelapaTty y JOPOCIIMX Nalli€eHTiB. BImuB po3yBacTaTuy OyB
nepenbayeHUy 3 PO3PaxyHKY 103U Ta y 2-piyHUM Iepiof 4acy.

E3eTumib

Abcopbuis

[Ticns npuiioMy BHYTPIIITHEO €3€THMi0 IIBUIKO BCMOKTYETHCSI Ta aKTUBHO KOH'IOTY€E 3 YTBOPEHHSIM
(bapMaKoJIOTiYHO aKTHBHOT'0 (DEHOJIBHOTO TIIOKYPOHIAY (€3eTUMIiO-TIIIOKYPOHIT).

Cepenne 3Hauenns C, . Y M1a3Mi KPOBi e3eTUMiOY-TIIIOKYPOHITy MOCSTaEThCS yepe3 1—2
TOIWHHY, a e3eTuMiOy - uepe3 4—12 rogus.



AGcomoTHYy 0i0IOCTYIIHICTh €3eTUMi0y BU3HAUUTH HEMOXKJIMBO, OCKIJIbKY LIS CIIOJIyKa HEPO3YKWHHA Y
BOINHOMY PO34UHI [y iH €KIIN.

OpgHoYacHe BXKUBaHHA 1XKi (3 HU3BKUM a00 BUCOKMM BMiCTOM KUPY) He BIJIMBA€E Ha IIepopajbHy
6iomocTynHicTh e3eTuMiOy, 30KpeMa e3eTuMiOy y mo3yBaHHi 10 mMr. E3eTumi6 MoxkHa npuiitMaTi
He3aJIeXHO Bif] BXXVUBaHHA 1XKi.

Po3nodiz

E3eTuMib Ta €3eTUMIO-TIIOKYPOHif 3B'13yI0ThCA 3 OiTKaMu IJIa3Mu KpoBi tofuHu Ha 99,7 % i
88-92 % BigmosigHO.

Memaboism

MeTabo7i3M e3eTuMiOy BifOyBaeThCs B TOHKOMY KUIIEUHUKY 1 MEYiHIIi MIJITXOM KOH Ioratiii 3
TIIOKYPOHigoM (peakuist pa3u II) 3 moganbiuM BUBEOEHHSM i3 K0BYI0. MiHiManbHUN OKUCHUM
meTaboni3M (peakuis ga3u I) cmocTepiraBcs Ha Bcix eTanax TpaHchopMmanii. E3eTumi6 Ta eseTumio-
TJIIOKYPOHIL € OCHOBHUMY Pe4YOBUHAMY, 110 BU3HAYAIOTHCA B I1JIa3Mi KPOBI, Ta CTAHOBIIATH
npu6nusno 10-20 % i 80-90 % Bim 3aranbHOTO BMICTY IpenapaTy B IIJla3Mi KPOBi BiiOBiAHO.
E3eTuMib Ta €3eTHMiO-T/IIOKYPOHif TTOBITEHO BUBOAATLCS 3 TJIa3MHU KPOBi B IIPOIIECi KUIITKOBO-
Ie4iHKOBOI penupKyssil. [lepioq HamiBBUBeIeHHS e3eTUMIOy Ta €3eTUMiOy-TTIOKYPOHITY CTAHOBUTh
npubIN3HO 22 TOOUHMU.

BusedeHHs

ITicna mpuitoMy [OGPOBONBLSAMYU BHYTPIHEO 20 Mr “C-e3eTuMiy B IIa3Mi KpoBi 6y/I0 BUSBIEHO
npu6nu3Ho 93 % cymMapHOTo e3eTUMiOy Bifi 3arajabHOI PafioaKTUBHOCTI m1a3mu. [Ipubausxao 78 % i
11 % npuitHATOI paflioaKTUBHOI 103U 0YyJ10 BUBE[IEHO 3 KaJIOM i ceuelo BignmoBigHo mpoTtsiroM 10 gHiB.
Yepes 48 roguH y mia3Mi KpoBi He CIIOCTePIranocs piBHA pagiOaKTUBHOCTI, IKAU MOXKHa BU3HAUYUTH.

Ocob.usi epynu nauieHmis

Himu

dapMakoKiHeTHKa e3eTUMiOy OflHaKOBa I JOPOCIUX Ta AiTeX BiKOM Bif 6 pokiB. [1g miTen
BiKOM 10 6 POKiB faHi (hapMaKOKiHETUYHUX OOCIIOXKEHb HefoCTymHi. KimiHiyHU#N OOCBif
3aCTOCYBaHHS €3eTUMiOy MiTSM Ta JOPOCIIMM BKJII0YAB IMAIiEHTIB 3 TOMO3UTOTHOI CiMEHHO0
rinepxonecTepuHeMi€l0, TeTEPO3UTOTHOI CIMEMHOIO TrinepX0IecTEPUHEMIEIO Ta
CUTOCTEPOJIEMIEIO.

ITayieHmu AiMHbO20 BIKY

Y nauieHTiB NMiTHHOTO BiKY (BikOM Bif 65 pOKiB) KOHIIEHTpaIlid B IIJIa3Mi KPOBi 3arajbHOT0 €3eTUMiby
npuONIKU3HO BABiYi BuUIlla, HiXK y MoJiofux nauienTiB (18-45 pokis). 3uuxenns XC-JITTHIL i npodinb
Oe3neky MpruOIM3HO ONHAKOBI y MAI[iEHTIB JIITHHOTO BiKY i MOJIOAUX MAlli€HTIB, SIKi TPUNMaOTh
e3eTumi6. Tomy HeMae moTpedu B KOPEKIIiI 031 [JIs NALiEHTIB NITHBOTO BiKY.

ITauieHmu 3 nevyiHKoB80W HedocmamHicmio

[Ticnsa ogHOopa3oBoro npuiiomy 10 Mr e3etumiby cepenti 3HaueHHss AUC 3araibHOTO
e3etumiOy Oynu B 1,7 pa3a BUIIMMHU y MAIliE€HTIB i3 MEYiHKOBOIO HEIOCTATHICTIO JIETKOTO
crynens (5-6 6aniB 3a mkasnow0 Yainma - [1'10), HiX y 300poBux noO6poBonbiiB. [IpoTsirom 14-



INEHHOT0 [OCTiAXKeHHS 3aCTOCYyBaHHS e3eTuMiOy (1o 10 Mr mIofHs) y MallieHTiB i3
TIe4iHKOBOIO HEIOCTaTHICTIO MOMipHOTO cTyneHd (7-9 OaniB 3a mKkasnoo Yaunpga - I1'10)
3HaueHHs AUC 3aranbHOro e3etuMi0y 3pocTaso npubnu3Ho B 4 pasu B 1-i Ta 14-i eHb
IIOPiBHSHO 3 TAKUM IIOKa3HUKOM Yy 3[I0POBUX NOOPOBOIBLIB. IlallieHTaM i3 Me4iHKOBOIO
HEeJIOCTATHICTIO JIETKOTO CTYIEeHsI KOPeKIlig no3u He moTpidHa. OCKinbku epekTu
igBUINEHOT0 BMICTY €3eTHMiOy B IAIli€HTIB i3 MeYiHKOBOI HEJOCTATHICTIO MOMipHOT0 a0o
TSKKOT0 CcTyrneHs (Oinbine 9 O6aniB 3a mKkanow Yaunga - [1'10) HeBigoMi, e3eTuMio He
PEKOMEeHIOBaHUM [IJIST 3aCTOCYBaHHS 11iif KaTeropii maifieHTiB (quB. po3min «Oco6IuBOCTI
3aCTOCYBaHHS»).

ITauieHmu 3 HUPKOBOIO HEAOCMAamHicmio

[Ticns omHOpa3oBoro npuiiomy 10 Mr e3eTuMiOy B IAlLi€HTIB 3 TSKKOI HUPKOBOIO
HefocTaTHICTIO (n = 8; KnipeHc KpeatuHiny < 30 min/xs/1,73 M?) cepenHe 3HaueHHsa AUC
3arajabHOro e3eTuMiby 3pocTasno npuOiau3Ho B 1,5 pasa MOPiBHSAHO 3 TAKUM ITOKA3HUKOM Y
300poBUX H00pOBOILILB (n = 9). Lleil pe3ynbTaT He BBaXKA€ThCA KITiHIYHO 3HaUyImuM. Hemae
moTpeOu B KOPEKIIil O3 /g MaIli€HTIiB 3 MOPYIIeHHIMU QYHKIIii HUPOK.

Y 11bOMy [OCHIAKEHHI B OOHOTO TallieHTa (IKUM MaB HUPKOBUU TPaHCIJIAHTAT 1 OTPUMYBaB
MYJIbTUTEPAIlil0, B TOMY YHCJIi IMKJIOCIIOPUH) PiBeHb 3araabHOro e3eTumMiby O6yB Buinii y 12
paais.

Cmamb

KoHIleHTpallig B IIJTa3Mi KPOBi 3arajbHOr0 e3eTuMiOy Tpoxu Buira (mpubnausno Ha 20 %) y
XKIHOK, HiX y 40noBikiB. 3uukeHHs piBHsa XC-JITTHII i mpodins 6e3nexku mpubIu3Ho
OJIHAKOBIi B YOJIOBIKiB i XKiHOK, SIKi mpHiiMal0Th €3eTuMi0. ToMy HeMa€ MOTpeOu B KOPEKIIil
[03U 3aJIeXKHO Bif cTarTi.

KniniuHi XxapakKTepHCTHKH
INoka3aHuHs
[TpodinakTka CepleBO-CYAUHHUX YCKIIaAHEHD

IIpenapaT Pokcepa® ITmoc MOKa3aHui AJIs 3HUKEHHS PU3UKY CEpPIeBO-CYAUHHUX
YCKJIagHEeHb SIK 3aMiCHa Teparlis y nalieHTiB 3 imeMiuHoi0 xBopoboio cepiisg (IXC) Ta rocTpum
kKopoHapHUM cuHapoMoM (I'’KC) B aHaMHES3], y IKUX AOCTATHi KOHTPOJIb 3aXBOPIOBAHHS
IOCSTAETHCS OMHOYACHUM 3aCTOCYBaHHSM pPO3yBaCTaTUHY Ta €3eTUMi0y 5K
MOHOKOMITOHEHTHHUX IIPerapaTiB y TUX caMUX [J03aX, 110 i B KoMOiHOBaHOMY ITpernapari.

[TepBuHHA TillepxoieCTepUHEMiSE/ TOMO3UTOTHA CiMelHa TilnepxonecTepuHeMis

I[Ipenapat Pokcepa® Ilmoc moka3aHuil K DONOMiXKHA Tepamid g0 AieTy abo iHmmx
HedapMaKoIOTiYHUX 3aX0fiB (HampuKiaz, (pi3uyHi BIpaBy, 3HUKEHHS MacCH Tifla) A JIiKyBaHHS
OOPOCIUX MAIi€HTIB i3 MEPBUHHOK (T€TEPO3UTOTHOI CIMEMHOI0 Ta HECIMENHOI0)
rinepxosyiecTrepuHeMieio a60 rOMO3UTOTHO CIMEWHOIO TilepX0JieCTEPUHEMIEIO, V IKUX TOCTATHIN
KOHTPOJIb 3aXBOPIOBAHHS NOCATAETHCS OMHOUACHUM 3aCTOCYBAHHSM PO3yBacCTaTUHY Ta e3eTUMIiOy K



MOHOKOMIIOHEHTHHUX npenapaTiB Y TuX CaMuX 034X, 110 iB KOM61HOBaHOMy npenapaTi.

IIpomunoka3aHHA
Jlikapcekuit 3aci6 Pokcepa® [Tioc IPOTUIOKA3aHUIA IPH:

- MigBUIIEHIN YyTIUBOCTI A0 Oil0YXWX PEYOBUH ab0 0o Oy[b-IKWX iHIINX KOMIIOHEHTIB
JIiKapChKOTo 3aco0y;

- aKTMBHOMY 3aXBOPIOBaHHI IE€UiHKY, B TOMY YMCJIi CTIMKOMY IIigBUILIEHH] PiBHSA
CHPOBATKOBUX TPaHCaMiHa3 HEBiOMOI eTionorii Ta Oymb-SKOro MiIBUIIEHHS PiBHS
TpaHCaMiHa3 y CHPOBATIII KPOBi, 1[0 BTPHUYi IEPEBHUIYIOE BEPXHIO MeXKy HopMu (BMH);

- TS2KKWX TIOPYIIEHHSIX QYHKIIII HUPOK (KJlipeHC KpeaTHuHiHY < 30 MI/XB);
- Miomarii;

- CYIyTHbOMY JIiKyBaHHI LIUKIOCIIOPUHOM;

OIHOYACHOMY 3aCTOCyBaHHi KoMOiHallil copocOyBip/BenmnaTacBip/BoKCUIAIPEBIp (IUB.
po3min «B3aemois 3 iHIIMMK JTiKapcbKUMU 3ac00aMu Ta iHII BUIHU B3aEMOMIIN»);

- BaTiTHOCTI Ta IIif Yac Iepiogy rogyBaHHSA I'PYAL0; XiHKaM PEeIpOAyKTUBHOIO BiKY, SKi
He BUKOPHUCTOBYIOTh BifTIOBigHiI 3ac006M KOHTPAIEIIii.

IIpenapat Pokcepa® ITimioc, TaGIeTKH, BKPHUTI MITiBKOBOK 000I0HKOI0, 110 40 Mr/10 Mr,
IIPOTUIIOKA3aHUY MMalliEeHTaM 3 MiOIlaTi€l0 UM BXKe HasiBHUMU (paKTOpaMu PO3BUTKY
Mmionarii/pabmoMioni3dy; Taki hakTopu BKIIIOUAIOTh: IIOMipHE MOPYIIeHHS QYHKIII HUPOK
(KnipeHC KpeaTuHiHy < 60 MJI/XB); TiIOTUPEO3; HASIBHICTh CIIAAKOBUX 3aXBOPIOBaHb M'SI3iB B
iHguBigyanbHOMY @00 CiMEeiHOMY aHaMHe3i; HasgBHICTh B aHaMHE3i MiOTOKCUYHOCTI,
cripuumMHeHol iHmuMu iHriditopamu ['MI-KoA-penykTa3u abo ¢ibpaTaMu; 3710BKHUBaAHHS
aJIkOT0JIeM; CTaHM, SIKi MOXKYTh IPHU3BECTH [0 IMigBUIEHHS KOHIIEHTpPAIlil pO3yBaCTaTUHY Y
T71a3Mi KpPOBi; HaJleXKHiCTh 0 MOHTOJIOIOHOI pacHu; CYIyTHE 3aCTOCyBaHHA ¢iOpaTiB.

B3aemodis 3 iHwumMu snikapcbkumu 3acodamu ma iHwi eudu e3aemoditu

OpHo4yacHe 3daCTOCYBAHHA ITPOTUITOKA3dHE

LukaocnopuH

OpHOYacHe 3aCTOCYBaHHS npenapaTy Pokcepa® ITmoC i3 UKIOCIOPHHOM IPOTHIIOKA3aHO
(ouB. po3nin «IIpoTunokasaHHsa»). Y nepiof CynyTHBOIO0 3aCTOCYBaHHS PO3yBacTaTHUHY Ta
muKnocnopuny 3HaueHHs AUC po3yBacTaTuny Oynu B cepeqHbOMY MpUbIU3HO y 7 pasiB
BUIIIMMH, HiXK Ti, SIKi CITOCTepiraaucs y 3mopoBux H0OpPOBOIbINB (IuUB. TabmuIro 1).
OpHO4YacCHe 3aCTOCYBaHHS He BIIJIMBA€ Ha KOHIEHTPAL[II0 LIUKJIOCIOPUHY Y Ijia3Mi KPOBI.

OpHOoYacHe 3aCTOCYBAHHA HE PEKOMEHIOBAHE



IHeibimopu npomeasu

CymnyTHE 3acTOCyBaHHS iHTiOITOPIB MpoTea3u MoKe 3HAYHO IIiABUINYBATU CUCTEMHY €KCIIO3UIIiI0
PO3yBaCTaTUHY, X04Ya TOUHUN MeXaHi3M Ii€l B3aeMofii HeBimomuit (ouB. Tabnuirto 1). 30kpeMa, y
(bapMaKOKiHEeTHYHOMY [OCTiIXKEHHI CYIyTHE 3aCTOCYBaHHS Po3yBacTaTuHy 10 M Ta KOMGiHOBAHOTO
Ipernapary, 1[0 MiCTUTh [iBa iHribiTopu mporteasu (aTazaHaBip 300 mr/puTtoHasip 100 Mr), y 3mOopoBux
noOPOBOJIBIIB aCOIIi0BAIOCS 3 TPUOIN3HO TPUPA30BUM Ta CEMHUPA30BUM 30i/IbIIIEHHSIM ITOKa3HUKIB
piBaoBaxHOoro AUC Ta C,,,, po3yBacTaTUHY BifnoBigHO. OfHOYaCHe 3aCTOCYBaHHS PO3yBaCTaTUHY i
nesikux KOMOiHOBaHUX IIpernaparTiB iHribiTopiB MpoTea3 MOKIIKMBE TiJIbKU MiCJIA PETEIHHOTO
KOPUTYBaHHS NO3M PO3YBaCTaTUHY 3 ypaXyBaHHSAM OYiKyBaHOTO IiIBUIIEHHS €KCIIO3UIIil
po3yBacTaTUHY (guB. po3minu «Ocob6IuBOCTI 3aCTOCyBaHHS», «CIocib 3acTOCyBaHHS Ta NO3U», a
TakoXk Tabmuiro 1 y po3mini «B3aemopmis 3 iHIIMMU JTiKapCbKUMU 3aco0aMy Ta iHIII BUTU B3aEMOIIN»).

IH2i6imopu mpaHcnopmHux biakie

Po3yBacTaTuH € cyOCTpPaTOM [Jid AEeSKUX TPAHCIOPTHUX OiNIKiB, y TOMY YMCIIi TeYiHKOBOTO
TpaHcnopTepa 3axomneHHs OATP1B1 ta edmiokcHoro Tpancrnoprepa BCRP. OpHouacHe
3aCTOCyBaHHS PO3yBacTaTUHY 3 TiKapChKUMU 3acobaMu, 110 IPUTHIYYIOTH IIi TPAHCIIOPTHI OiNKH,
MO2Ke TTPU3BOAUTHU [0 MiABUILEHHS KOHIIEHTPAILil #0ro y maa3Mi KpoBi Ta 30iIbIIeHHS PUSUKY
miomartii (muB. po3minu «Crocib 3acTocyBaHHS Ta 0o3u», «OCOBIMBOCTI 3aCTOCYBAHHS», @ TAKOXK
tabnuirio 1 y po3mini «B3aemopist 3 iHmuMu nikapchbKuMU 3aco0aMy Ta iHIII BUOU B3aEMOIIN»).

dibpamu

CymyTHE 3aCTOCYBaHHS pO3yBaCTaTUHY Ta TeMdi6po3uy mpu3BoauTh A0 30inbineHHs y 2 pa3u C,,,
ta AUC po3yBacTaTuny (AuB. po3ain «Ocob6IuBOCTi 3aCTOCYBAHHS»).

3 ornAnmy Ha [aHi CrellialbHUX JOCTiAKeHb, 3Ha4UyIol (hapMaKOKiHEeTHYHOI B3aEMOZIl 3
benodiOpaTOM He 0UiKYETHCS, OOHAK MOXKJIMBa hapMaKoAuHaMiuHa B3aemofisa. I'eMpidposur,
benodibpar, inmi pidpatu Ta nimigo3HUKYBaNbHI 03U (= 1 r/0o0y) HialWHy (HIKOTMHOBOI KUCJIOTH)
TiIBUIIYIOTH PU3KUK PO3BUTKY Miomartii mpu cynyTHbOMY Ipuiiomi 3 inribitopamu I'MI'-KoA-
penyKTasu, MOXKJIUBO TOMY, 1110 BOHY MOXYTh BUKJIMKATU MioNaTiio Ipu IpuioMi okpeMmo. [lo3a

40 mr/10 Mr mpoTUIIOKa3aHa IIPY CYIyTHLOMY 3aCTOCyBaHHi (ibpaTiB (IuUB. po3minu
«IIpoTunoka3aHHsI» Ta «OCcoBIMBOCTI 3aCTOCyBaHHS»). TaKUM TallieHTaM HeoOXiTHO PO3MOYNHATH
Tepario 3 03U 5 MI' pO3yBaCTaTUHY.

Y natieHTiB, 9Ki nmpuiiMaoTh e3eTuMi0 Ta peHodiOpaT, icHye pU3UK PO3BUTKY XOJIeliTia3y Ta
JKOBYHOKaM’ gHOI XxBopoOu (muB. po3pinu «OcobnuBocTi 3acTocyBaHHs» Ta «[100iuHi peakii»).

[Tpu mimo3pi Ha KOBYHOKaM'sHY XBOpOoOY y NallieHTa, KW puiiMae e3eTuMib Ta peHodidpar,
IoKa3aHi 00CTexXKeHHS KOBYHOT0 MiXypa, a TaKy Tepalliio CJIifi MpU3ynuHUTH (OUB. Po3min «I1obiuwi
peaxirii»).

[Tapanensaui npuiioM ¢peHodibpaTy abo reMdpidpo3uIy MOMIpHO MigBUIINYE KOHIIEHTPALIil0
3arayibHOro e3etuMiby (mpubnusno y 1,5-1,7 pasa BigmosigHo). KombiHOBaHa Teparis e3eTuMiOoM Ta
iHmuMu ¢ibpaTaMu He HOCTigXKyBanacs.

®i6paTi MOXKYTh 30iNbIITYBAaTH BUMIIEHHS XOJIECTEPUHY B 2KOBY, III0 ITPU3BOAUTH [0 KOBYHOKAM SHOL
XxBOpo6u. YV mpotieci JOKIiHIYHUX OOCTiXKeHb Ha TBApUHax e3eTuMib 306iblyBaB PiBEHb X0JIECTEPUHY
B MiXypOBIU XKO0BUi, ajie He y BCiX BU[IB. PU3KK YyTBOPEHHS KaM€eHiB, II0B’I3aHUH i3 3aCTOCYBaHHAM
e3eTuMiOy, He MoXKe OyTH BUKIIIOUEHUH.

dy3udosa Kucaoma



IocmimXeHHsT B3a€MO{Iii po3yBacTaTUHY Ta (y3UOOBOI KUCIIOTH HE MTPOBOAUINCH. PU3uK Mionartii,
BKJTIO4A0YX pabmoMiosi3, MoxKe IiIBHUINYyBATUCS 3@ PAXYHOK CYMyTHBOTO CUCTEMHOTO 3aCTOCYBaHHS
Gby3umoBoi KUCTIOTH 3i cTaTMHAMU. MexaHi3M 1iel B3aemoii (hapMakoguHaMiuHui abo
dbapMaKOKiHeTUYHUN) TTIOKU HeBimoMuli. Bynu noBimomneHHs mpo pabooMiosni3 (BKI04Yanyu JieTaabHi
BUIIQ[IKX) YV MAIli€eHTiB, SKi OTpuMyBaiu 1o KoMbiHallio. AKIo cucTeMHe NiKyBaHHS (Qy3UI0BOIO
KHCJIOTOIO € HeOOXigHKMM, TO 3aCTOCYBaHHS PO3yBaCTaTHHY Ma€ OyTH MPUIUHEHO IIPOTITOM yChOTO
nepiony NiKyBaHHS (Qy3UI0BOIO KUCIIOTOW (IUB. po3ain «OcoOMMBOCTI 3aCTOCYBaHHS»).

a1 B3aemogmil
Anmauyudu

OpHoYacHUM TPUIOM aHTALUIB 3HUKYE CTYIiHb aOcopOilii e3eTuMily, ane He BIJIMBA€ Ha HOTO
GiomocTynHiCTh. Take 3HUXKEHHS CTyIeHs aOcopOIlil He BBAXKAETHCS KIIHIYHO 3HAUYIIUM.

OpgHoYacHe 3aCTOCYBaHHS PO3YyBAaCTATUHY i CyCIeH3il aHTaIUAiB, 0 MiCTSATh aTlOMiHii0
TiOPOKCHUI Ta MarHilo TiIpOoKCHU[, MPU3BOAUTEL OO 3MEHIIEHHS KOHI[EHTpallil pO3yBacTaTUHY B
my1a3Mi KpoBi mpubnau3Ho Ha 50 %. Lleit epekT GyB MeHIII BUPaXKeHUM Y pPa3i 3aCTOCYBaHHS
aHTAIUIHUX 3aco0iB Uepe3 2 TOOUHU IIiC/IsA IPUMOMYy po3yBacTaTuHy. KiliHiuHa 3HaUYyIIiCTh
11iel B3aeMopil He BUBYAIacs.

AHmukoazyaamu

OnHouacHe 3acTocyBaHHS e3eTuMiOy (10 Mr oguH pa3 Ha mo0y) He MaJyio 3HaYHOTO BIIJIUBY Ha
6iomocTynHicTh Bapdapuny Ta TpoTpoMOIHOBHY Yac y MPOIeci JOCTiAKeHHS 3a y4acTio 12 370poBUX
IOPOCNUX 40JI0BiKiB. OfHaK OyIu MicspeecTpalliliHi IoBiIOMIEHHS PO 30iNbIIeHHS Mi2KHapPOLHOTO
HOpMaJti3oBaHoro criBBigHomenHs: (MHC) y maiiieHTiB, SKuM e3eTuMi0 gomaBanu [0 Bapdapury abo
bnyingiony. ITpu momaBaHHI e3eTuMiby M0 BaphapuHy, iHIIIOT0 KyMapHHOBOT'0 aHTUKOATYISHTY a0
bnyingiony HeoOximHO 3miicHIOBaTH MOHiTOpUHT MHC HanmexXHUM YUHOM (OuB. po3min «OcobmuBOCTi
3aCTOCYBaHHS»).

4k i npu 3actocyBanHi inmmux inribiropis ['MI'-KoA-penykTasu, Ha MO4YaTKy 3aCTOCYBaHHS
po3yBacTaTUHY a0o MpH MigBUINEHHI KOT0 NO3H Yy MAalli€HTiB, SKi OMHOYACHO 3aCTOCOBYIOTh
aHtaroHictu BiTaminy K (Hanpuknaz Bapdaput abo iHIINME KyMapyuHOBHAW aHTUKOATYJISHT), MOXKJIIABE
migsumtenss MHC.

[TpunuHeHHS 3aCTOCYBaHHS PO3yBacTaTUHY a00 3MEHILIEHHS MOTr0 J03U MOXKe IIPU3BECTH [I0
3uuxkeHHss MHC. ¥V Takux Bunapgkax OakaHUM HanexHUW MoHiTOpuHT MHC.

EpumpomiuyuH

Bigomo, 1110 omHOYaCHe 3aCTOCYBaHHS PO3yBaCTaTUHY Ta ePUTPOMILMHY 3HUXKYBano AUC
po3yBactatuny Ha 20 %, a C,,,, — Ha 30 %. Taka B3aemofis Moxe OyTH CIIPpUYMHEHA
IiOBUIIEHHSAM II€PUCTAIbTUKYN KUIIEYHUKY BHACIIIOK il EpUTPOMILIUHY.

@®epmenmu yumoxpomy P450

HocnigxkeHHs in vitro Ta in vivo OKa3yIOTh, 1110 PO3yBaCTaTUH He € aHi iHribiTopoM, aHi iHTyKTOpOM
izopepmeHnTiB cuctemu nuToxpomy P450. Kpim Toro, po3yBacTaTuH € IOTaHUM CyOCTPATOM IJIS IIUX
izopepmenTiB. OTXKe, MKapchKi B3aeMopil yepe3 MeTab0Ii3M, OIocepeKoOBaHUM IUTOXPoMoM P450,
He 04iKyloThcs. KiiHiuHO 3HauyIla B3aEMOIisd MiK po3yBacTaTUHOM i (yKoHa30y10M (iHTibiTop
izopepmentis CYP2C9 i CYP3A4) a6o keTokoHa30y0M (iuribdiTop izopepmenTiB CYP2A6 i CYP3A4) He



CHOCTepiFaJ'IaCﬂ.

Y [oKIiHIYHUX JOCHifXKeHHSIX 0yJI0 BUSIBIIEHO, 110 e3eTUMi0 He iHOyKye pepMeHTH nuTOoXpoMy P450,
mo MeTabomi3yioTh Ipenapat. He BigMidanucs KJTiHiYHO 3HAUyIIi (hapMaKOKiHETUYHI B3aEMOTil MixXK
e3eTuMiOOM Ta JTiKapchbKUMU 3aco6amu, 1m0 MeTabomi3yoTecsa muToxpomamu P450: 1A2, 2D6, 2C8,
2C9, 3A4 - a60o N-ametunrpaHchepasoo.

XosecmupamiH

[Tpu koMOiHOBaHOMY 3aCTOCYBaHHI 3 X0necTupaMiHOM cepefHe 3HaueHHS AUC cyMapHOro e3eTuMily
(e3eTuMib Ta e3eTUMiO-TTIOKYPOHi) 3MeHIyBanocs mpubau3uo Ha 55 %. [Ipu nogaBaHHi e3eTUMIOY
0 X0JiecTupaMiny moctynoBe 3HukeHHsT XC-JITTHII] Mmoxe ynoBinbHUTHCS (OUB. po3min «Cmocid
3aCTOCYBaHHS Ta JO3W»).

HueokcuH

3 ornsny Ha OaHi cuelialbHUX JOCTiAXKEHb, KIIHIYHO 3HAYYII01 B3a€EMO[il 3 UTOKCHHOM He
OYIKY€ETHCH.

ITepopaavHi KOHMpayenmuesu/20pmoHo3amicHa mepanis (I'3T)

OpHOYacHe 3aCTOCYBaHHS PO3yBaCTaTHUHY Ta EPOpPaIbHUX KOHTPALIEIITUBIB IIPU3BOAMIIO A0
nigsuienHs AUC eTuHinecTpaaiony Ta Hoprectpeny Ha 26 % ta 34 % BianoBigHO. Take MigBUILIEHHS
PiBHIB y my1a3Mi KpoBi CyIii Bpax0ByBaTH IpH Iifn0Oopi 4o3u mepopanbHUX KOHTPALEeNTHBIB. [laHUX
mono (apMaKOKiHETUKHY IIpenapaTiB y MallieHTiB, SKi OMHOYaCHO 3aCTOCOBYIOTh PO3yBaCTaTUH Ta
['3T, HeMae, TOMy He MOXKHa BUK/II0OUaTH MoAi0HOT0 edekTy. OgHaK KoMOiHallis IIMPOKO
3aCTOCOBYBajIacs XiHKaM B PaMKax KJIiHIYHUX JOCITiIXKeHb i mepeHocunacs mobpe.

TuKkaepesaop

Tukarpenop Moxe CIPUUYUHATY HUPKOBY HEIOCTATHICTH 1 BIJIMBATH Ha HUPKOBY €KCKPELil0
PO3yBacTaTHHY, 30i/IbIIYI0YN PU3UK MOT'0 HAKOIIUYEHHS. Y [IesSKUX BUMIaOKaxX CYMiCHUMI
IIPUIOM TUKATrpenopy i po3yBacTaTHHY IIPU3BOAUB 10 3HUKEHHS (YHKIIil HUPOK,
nigBuileHHs piBHA KpeaTuHdocdokinazu (KOK) Ta pabgomionisy. PekoMeHOyeThCS
IIPOBOJAUTH KOHTPOJIBb (QYHKII1 HUPOK Ta piBHA KOK npu ogHOYacHOMY 3aCTOCyBaHHI
TUKArpesiopy 1 po3yBacTaTUHY.

B3aemodii, u,o sumazaroms Kopekuii 003u po3ysacmamuHy

[Tpu HeoOXigHOCTI CyyTHROT'O 3aCTOCYBAHHS PO3yBaCTaTHHY 3 iHIMMU JIiKapChKUMU 3acobaMu, SKi
36inbIIYI0Th €KCIIO3UIIiI0 PO3YBACTaTUHY, 103U OCTAHHbOTO MalOTh OYTH CKOPUTOBaHi. AKIIo
ouikyeThcs 30inbinenHs AUC npubnu3Ho B 2 pa3u abo BUIlle, TiKyBaHHS CJIifi pO3MOYMHATH 3 5 MI'
po3yBacTtaTuHy 1 pa3 Ha go0Oy. MakcuMasbHa 1000Ba [l03a po3yBacTaTUHY IIOBUHHA OyTH
BiiperynaboBaHa TaKUM YMHOM, 11100 04iKyBaHa €KCIIO3UIlis pO3yBacTaTUHY He IepeBUIllyBaja
€KCIIO3HIIi10, 10 CIIOCTEePiraeThes mpu mpuitomi 40 Mr po3yBacTaTuHy Ha fo0y 6€3 3aCTOCyBaHHS
nmiKapchbKUX 3aco0iB, 1110 B3a€MOMIiIOTh i3 MpemnapaToM. Hampukiap, mpy 3acTOCYBaHHi 3
reMdibpo3usoM MakCcuMaJjbHa J03a Po3yBacTaTuHy cTaHoBuTHMe 20 Mr (1,9-KpaTHe 30iNbIIeHHS), a
IIpY 3aCTOCyBaHHI 3 KoMOiHallielo aTa3aHaBip/puToHaBip — 10 Mr po3yBacTaTuHy (3,1-KpaTHe
30iTIBbIIEHHS).

Axmo nikapcekui 3aci6 30inpmye AUC po3yBacTaTUHY MEHII HiX ¥ 2 pa3u, I04aTKOBY [03Y
3MEHIIYBaTH He MOTPiOHO, aje Clif JOTpUMyBaTHCS 00epeXHOCTI Ipy 30iNbIeHHI 03U



nikapcekoro 3aco0y Pokcepa® ITmioc moran 20 Mr.

Tabmuis 1

BnnuB cynyTHIX NiKapchKUX 3aco0iB Ha ekcro3utio posyBactatuly (AUC; y NOpSfKy 3MeHIIeHHS

BEIMYUHU) 3a ONYyOIiKOBaHUMU OAaHUMU KITiHIYHUX OOCIIIXKEHD

36inpmennss AUC po3yBacTaTuHy B 2 pa3u abo 6inblie

PexuM no3yBaHHS JIiKapChKOro 3aco0y, Pexum no3yBaHHS
IO B3a€EMOJi€ po3yBacTaTHHY
CodocOyBip/BenmnaTacBip/BOKCHUIAIIPEBIP 10 Mr, omHOpa30Ba Ho03a
(400 mr /100 mr / 100 M) BOKCHIIAIIPEBip
(100 mr) omuH pa3 Ha HoOy mpoTsaroM 15 gHiB
HuknocnopuH Big 75 mMr go 200 Mr gBivi Ha
no0y, 6 micsiB

Hapomytamin 600 Mr aBidi Ha KoOy, 5 [HIB
Peropacdeni6 160 Mr ogus pa3 Ha 700y

14 nuiB

Ataszanasip 300 mr / putoHaBip 100 mr ogur 10 Mr, omHOpPa30Ba m03a
pas Ha o6y, 8 mHiB

Pokcapycrat 200 Mr oguH pa3 B [Ba [HI 10 Mr, omHOpa30Ba Ho03a
Cumenpusip 150 Mr oguH pa3 Ha o6y, 7 guiB 10 Mr, omHOpa30Ba 0o3a
Bemnmaracgip 100 Mr onuH pa3 Ha go0y 10 Mr, omHOpa30Ba Ho03a
Owmbitacsip 25 mr / mapuTtanpesip 150 Mr/ 5 Mr, omHOpa30Ba [03a
putoHasip 100 Mr omuH pa3 Ha 700y /
naca6ysip 400 mr {Biui Ha moby, 14 gHIiB
Tepudnyromin

I'pazompesip 200 mr / enbacsip 50 Mr oguH
pas Ha o6y, 11 guiB

I'mexampesip 400 mr / miGpenTacip 120 mMr
OJ¥H pa3 Ha moly, 7 OHiB

JTomminagip 400 mr / putoHaBip 100 Mr gBiui
Ha go0y, 17 mHiB

Kanmatuui6 400 Mr aBivi Ha go0y
Knomigorpens 300 Mr HaBaHTaXKyBaJlbHa
mo3a, mmicins Kol 75 Mr yepes3 24 roguHu
Tadawmigic 61 mr gBiui Ha mo0y B 1-i1 i 2-i
IieHb, TIOTiM OfuH pa3 Ha f00y 3 3-ro 1o 9-i
OeHb

®ocramaruni6 100 mMr gBiui Ha goO0y 20 Mr, omHOpa30Ba Ho03a
36inpmenHss AUC po3yBacTaTUHY MeHIIe HiX y 2 pa3u

PexuM no3yBaHHS JIiKapChKOro 3aco0y, Pexum no3yBaHHS
10 B3a€EMOJi€ po3yBacTaTHHY
®ebykcoctaT 120 Mr ofivH pa3 Ha 000y 10 Mr, omHOpa30Ba 103a
Femdibpo3un 600 mr gBidi Ha moby, 7 gHiB 80 Mr, omHOpa30Ba H03a
Entpom6omnar 75 Mr oguH pa3 Ha o6y, 5 guiB 10 Mr, omHOpa30Ba 0o3a

10 Mr oguH pa3 Ha 1006y,
10 mHiB

5 Mr, omHOpPa30Ba 103a
5 Mr, omHOpPa30Ba 103a

HesBizoMmo
10 Mr, omHOpa30Ba Ho03a

5 Mr ofivH pa3 Ha #o0y, 7
IHIiB

IHIiB

10 Mr, omHOpa30Ba Ho03a
20 Mr, 0ogHOpPAa30Ba [103a

10 Mr, omHOpa30Ba H03a

Hapyuasip 600 mr/putonasip 100 Mr aBiui #Ha 10 Mr ofuH pa3 Ha #oOy, 7

IHiB
10 Mr, omHOpa30Ba H03a

noOy, 7 mHiB

Tunpanasip 500 mr/putoHasip 200 Mr aBivi
Ha 700y, 11 mHiB

Oponenapon 400 Mr aBiui Ha KOOy HesBizoMmo

ITpakoHa3zon 200 Mr ofuH pa3 Ha 0o0y, 5 mHiB10 Mr, omHOpa30Ba Ho03a
3auxenHsa AUC po3yBacTaTuHy

20 Mr opmuH pa3 Ha #o0y, 7

3minu AUC
po3yBacTaTUHY*
1 7,4 pa3a

1 7,1 pasa

T 5,2 pa3a
T 3,8 pasa

T 3,1 pasa

T 2,9 pasa
T 2,8 pasa
2,7 pasa
2,6 pasa

2,5 pasa
2,3 pasa
2,2 pasa
T 2,1 pasa

T 2,1 pasza
1 2 pa3u

1 2,0 pasu

1 2,0 pasu

3minu AUC
po3yBacTaTUHY*
71,9 pasa

71,9 pasa

7 1,6 pasa

71,5 pasa

11,4 pasa

,4 paza

T1
7 1,4 paza **



PexXuM 103yBaHHS JIiKapChbKOro 3acody, PexXuM mo3yBaHHS 3minu AUC

10 B3a€EMOJi€ po3yBacTaTHHY po3yBacTaTHHY*
Eputpowmitua 500 Mr yoTupu pasu Ha foby, 80 Mr, omHOpa30Ba 4o3a 120 %

7 OHIB

Batikanin 50 mr Tpudi Ha no0y, 14 gHiB 20 Mr, ogHOpa30Ba [03a 147 %

*TlaHi, pefcTaBieHi K 3MiHa B X pa3iB, ABIAIOTH COO0I0 CITiBBITHOIIEHHS MiXK 3aCTOCYBaHHSIM
po3yBacTaTUHy y KoMOiHalil Ta okpeMo. [aHi, npefcTaBnieHi y BUrisAmi % 3MiHU, SBISII0TH COO0I0
BiICOTKOBY Pi3HUIIO IIOO0 ITOKA3HUKIB IIPXA 3aCTOCYBaHHI pO3yBaCTaTUHY OKPEMO.

30inblIeHHS TO3HAYEHO 3HAYKOM T, BiICYyTHICTh 3MiH — ©, 3MeHIIeHHT — | .

**By1o mpoBefieHo KinbKa HOCTiAXKeHb B3a€MOil 3 pi3HUMHU J03aMHU PO3yBacTaTHHY, y Tabmuii 1
I0JlaHO HaMbibII 3HAYYIlle CIIiBBiIHOIIEHHS.

Jlikapceki 3acobu / KoMOiHalii, AKi He May K/IiHi9YHO 3HAYyIIOro BIJIUBY Ha
criBBigHOIIEeHHS AUC po3yBacTaTHHY IPXA OJHOYACHOMY 3aCTOCYBaHHi: anermita3ap 0,3 mr 7
nHiB; heHodibpaT 67 Mr 7 gHiB 3 pa3u Ha Ho0y; ¢paykoHason 200 mr 11 guiB 1 pa3 Ha #o0y;
dbozamnpenasip 700 mr / putonasip 100 mr 8 mHiB 2 pa3u Ha Ho0y; KeToKOHa301 200 Mr

7 oHiB 2 pa3u Ha go0y; pudammin 450 mr 7 guiB 1 pa3 Ha noOy; cunmiMapun 140 mr 5 gHiB 3
pa3u Ha fmo0y.

Y kniHiYHUX JOCTimXKEeHHSX TiKapChbKoi B3aeMofii e3eTumMi0 nmpu KoMOiHOBaHiY Teparii He BIIJTUBAB Ha
(bapMaKOKiHETUKY JaICOHY, IeKCTpoMeTop(haHy, OUTOKCUHY, IePOPaIbHIX KOHTPAleNTHBIB
(eTuHiNEcCTpapiony Ta 1eBOHOPTeCTpeny), raimisuny, Tonoyraminy abo miga3onany. [luMeTunuH npu
KoMOiHOBaHil Teparil 3 e3eTuMiOOM He BIJIMBaB Ha 6i0OCTYNHICTL e3eTUMIiOy .

it

HocnifKeHHS B3a€EMOIil TPOBOOUINCS JIUILE 3a Y4acTio fopocnux. CTymiHb B3a€MOfil y AiTen
HEeBiZIOMUI.

Oco06.1ueocmi 3acmocyeaHHst
Bnaue Ha HUpku

[TpoTeinypisi, BUSABIEHA y pe3y/ibTaTi aHalli3y 3a TeCT-CMyKKaMy, ITlepeBakHO KaHaJIbLIeBOTO
IIOXO[XKEHHS, CIIOCTepiraaacs y Mali€HTIB, AKi JIIKyBaJIKUCsA BUIUMU 003aMU PO3yBaCTaTUHY,
30kpeMa 40 wmr, i y 6inburocTi BumagkiB 6yna TuM4yacoBoo abo mepepruB4acToo. [IpoTeinypis
He OyJla mepegBiCHUKOM rocTpoi abo Imporpecyodoi XBopodu HUPOK (ouB. po3min «ITobiuHi
peaxirii»). YacToTa moBifoMJIeHb IIPO CEPHO3Hi sBUIIA 3 O0KY HUPOK y MOCTMapKEeTUHTOBUX
IOCIIIIKEeHHAX BUIlla IIPU 3aCTOCYBaHHI 03U po3yBacTaTuHy 40 Mr. V naimieHTis, AKi
IIpUUMAaIOTh PO3yBacTaTuH y [03i 40 Mr, y X0l CLIOCTePekKEeHHS CIIifl PeryiasipHoO IepeBipATU
(YHKIIi0 HUPOK.

Bnaue Ha CKe/s1iemHy MycrKyaamypy



[TopymeHHs 3 00Ky CKeJIeTHOI MyCKy/lIaTypH, HallpuKilag Mianris, MiomaTia Ta 3pigka
pabmoMioni3, criocTepiranucs y NallieHTiB, IKi IpUuiiMaay po3yBacTaTUH y OyOb-IKUX [03aX,
ocob6nuBo 6inbie 20 mMr. Bynu moBimoMIeHHS PO BUIAAKYU MiomaTil Ta pabmoMionisy mpu
3aCcTOCyBaHHI e3eTuMiOy. BinbIIicTh Nali€eHTIiB, y SKUX PO3BUHYBCSA PabMOMioi3, mpuiManu
CTaTUHU OOHOYACHO 3 e3eTuMiOOoM. OgHaK MMPO BUMAgKU pabooMiosily MOBimOMIISIOCS [yXKe
pifKo mpu MoOHOTeparii e3eTUMiOOM i myKe piAKo y pasi 3aCTOCYBaHHS €3eTUMiOy 3 iHIIUMU
JiKapChKUMU 3aco0amMu, 3 SKMMU OB’ sI3aHUY PU3UK BUHUKHEHHS pabmomiornisy.

fK1I10 BUHUKIIA MMio3pa Ha MioIIiio, 110 MPOSIBIISIETHCS M’ SI30B00 CJIa0KiCTIO i migBUINEHHIM
piBHS KpeaTuHdpochokinasu (KPK) 6inbiure HiK y 10 padis BMH, npuiiom e3etumiby, Oymnb-
SKMX CTATHHIB a00 iHIIKX JTiIKapCchbKuX 3ac00iB, SIKi MpuUiManucs ogqHO4YacHo, HeoOXimHO
HerayHo NPUIUHUTH. [TallieHTH, 9Ki PO3MOYMHAIOTH Tepalilo JlikapchbKuM 3acoboMm Pokcepa”
[Tmtoc, matoTh OyTH MpoiH(OpMOBaHi PO PU3UK BUHUKHEHHS MiomaTii i MOBUHHI HETalHO
TIOBIIOMJISITH TIPO TOSIBY OyIb-SIKOT'0 M’sI30BOTO 6010, YyTNUBOCTi abo crnabKocTi (IuB. po3min
«ITobiuHi peakirii»).

Y KinbKOX BUIAAKaAX MOBIMOMIISIIIOCS, 110 CTATUHU CIIPUYUHSIOTH de novo a0 3aroCTPIOIOTh
yKe HasBHY MiaCTeHilo IrpaBic 41 MiacTeHilo ouel (OuB. po3nin «[1ob6iuni peakuii»). Y pasi
IIOCUJIEHHSI CUMIITOMIB CJTi IPUIIMHUTH 3aCTOCYBaHHS JIiKapchKOro 3aco0y Pokcepa® IImoc.
[ToBimoMIIsIIOCS TIPO PELUOUBU, KOJIK (IIOBTOPHO) BBOOYIIM TOW caMuil ab0 iHIIKUK CTATHH.

PigeHb kpeamuHKiHa3u

PiBenb KpeaTtuHkina3u (KK) He ciig BUMipioBaTH Iicis 3HaYHUX Qi3MYHUX HaBaHTaxXeHb abo
y pa3i HasBHOCTI aJlbTEPHATUBHUX NIPUYUH mifBuilieHHs KK, 1110 MOXYTh YCKIafgHIOBaTH
iHTeprpeTallito pe3ynbTaTiB. AKIo noyaTKoBul piBeHb KK 3HauHO migBuienuit (> 5 pa3sis
Bim BMH), npoTsrom 5-7 gHiB He0OXigHO 3p00UTH MOBTOPHUM aHali3, 00 MigTBEPAUTHI
pe3ynbTaTu. AKIN0 pe3ynabTaTu IOBTOPHOI'0 aHali3y MiATBEPAXKYIOTh, 110 II0YaTKOBE
3HauenHsa KK 6inbIe HiX y 5 pa3siB nepesuiitye BHM, He cifi moYMHATH 3aCTOCYBaHHS
Ipernapary.

ITeped nouamkom niky8aHHA

IIpenapat Pokcepa® ITmioc, 5K i inmi inri6itopu ITMI-KoA penykTasu, CIif 3 06epeXHiCTIO
Ipu3HayvaTH MallieHTaM 3i CXUIbHICTIO 0 MiomaTil/padmomionisy. [lo pakTOpiB TaKOro pU3UKY
HajexXarb:

- IOPYIIeHHS QYHKIIl HUPOK;

- TiMOTUpPEO3;

- HasABHICTb B 0co0uCTOMY ab0 ciMeliHOMY aHaMHe3i CIlafIkOBUX 3aXBOPIOBAHb M'SI3iB;

- HasIBHICTh B @aHaMHe3i MiOTOKCUYHOCTI Ha TJIi 3acToCyBaHHS iHmMX iHTibiTopiB I'MI-K0A- penykTasu
abo ¢ibparis;

- 37I0BXHBAHHS aJIKOTOJIEM;
- BiK > 70 pOKiB;

- CUTYyalil, I10 MOXKYyTh IPU3BECTH [0 MiABUIIeHHS PiBHA IIpemnapary y Ija3Mi KpoBi (OUB. PO3Oiiu



«PapMakKoKiHeTHKa», «B3aeMoisa 3 iHIIMMHU JTiIKapCbKUMM 3aco0aMu Ta iHIII BUOYM B3aEMOMi» Ta
«Croci6 3aCcTOCYBaHHS Ta HO3U»);

- CYIIyTHE 3aCTOCyBaHHA ¢ibpaTis.

Y Takux Imalli€eHTiB IOB’sI3aHUY i3 TiKyBaHHSIM PU3UK MOTPIOHO OI[iHIOBATH, IIOPiBHIOIOYH 3
OYiKyBaHOI0 KOPUCTIO; TaKOXK PEKOMEHAYEThCS KIIIHIYHUY MOHITOPUHT. fAKII0 mo4yaTKoBUY piBeHb KK
3HA4YHO migBuieHuy (> 5 pasis Bif BMH), nikyBaHHS TOYMHATH HE CIIifA.

Y nepiod mepanii

[TawieHTiB Clif MOIPOCKATH HEraHO IOBIIOMIISATH IIPO M’ g30BuM 6inb, cnabKicTh abo cygoMu
HEeBiTOMOi eTiosorii, 0COONMMBO SKIIIO BOHKU CYIPOBOOXKYIOTHCS HE3MYKAHHIM a00 rapsiykow. Y Takux
nauieHTiB moTpi6Ho BuMiptoBaTu piBeHb KK. 3acTocyBaHHS mpenaparTy CJIifl IPUIUHUTH, SKIIO PiBeHb
KK 3mauno migBuienuit (> 5 pasis Bix BMH) a6o skiio cuMmntomMu 3 60Ky M’'s3iB TSXKKI Ta
CIIPUYUHSIOTH IOJeHHUN TucKoMpopT (HaBiTh gKio piBeHb KK < 5 pasis Bim BMH). V pasi
3HUKHEHHS CUMIITOMIB Ta II0BepHeHHA piBHA KK Mo HOpMU MOXHa IIOHOBUTY TEpPAIIil0 IIpernapaTom
Pokcepa® ITmoc a6o anbTepHaTHBHUM iHTiGiTOpOM I'MTI'-KoA-penyKTa3u y HaMeHIIIi# 103i Ta mif
pPeTeIbHUM HarsaoM. Y peryiaspHoMy MOHITOpuHTY piBHS KK y 0e3cMMITOMHUX MAIli€HTiB HEMae
noTpedu. [lyxe pifKo MOBigOMIISITIOCS PO BUIAAKU iMyHOOIIOCEPENKOBAHOI HEKPOTHYHOI MiomaTii
(IOHM) mig yac abo micns Teparii cTaTUHAMU, ¥ TOMY YHCJIi po3yBacTaTUHOM. KiniHiYHMMY MTposiBaMu
IOHM e cnabkicTh mpoKcUMaIbHUX M’3iB Ta mipBuiileHHs piBHSI KK y cupoBaTiii Kposi, 1110
30epiraeTbCsd HaBiTh MiC/Is IPUNNHEHHS 3aCTOCYBaHHS CTaTUHIB.

[Tig yac KniHiYHUX mOCHiAXKeHb He OyJI0 OTPUMaHO [I0Ka3iB MiABUIIEHOTO BIIMBY Ha CKEJIETHY
MYCKyJaTypy yV HEeBeJIMKOI KiJTbKOCTIi Tal[ieHTiB, SKi MpuiiMany po3yBacTaTHH Ta CyIyTHi IpelapaTy.
OpHak migBUIEHHS YaCTOTH MiO3UTY Ta MiomaTii Bil3Ha4yanocs y Malli€HTiB, SKi MpuiManu il
inri6iTopu I'MI'-KoA-penykTa3u pa3oM i3 noxigaumu GpiOGpoeBOi KUCIOTH, B TOMY YUCITi
reMpiépo3usioM, UUKIOCIOPUHOM, HIKOTUHOBOIO KUCJIOTOI0, @30JIbHUMU ITPOTUTPUOKOBUMU
npernapaTamy, iHribiTopaMu mpoTeas3u Ta MakKpoOdigHUMU aHTHOioTUKaMu. ['eMpibpo3usn migBuiye
PU3HUK MiollaTili Ipyu CyNyTHbOMY 3aCTOCYBaHHi 3 geskuMu inribitopamu I'MI-KoA. Tomy
3acToCyBaHHA npenapaty Pokcepa® ITmoc y KoMGiHaIil 3 reMpiGpo3uaoM He peKOMEHAYEThCS.
KopuCTh mOfasIbIol 3MiHM PiBHA MiMifiB IpH 3acTocyBaHHi npenapaty Pokcepa® ITnoc y Kombinarii
3 pibpaTamMu MOTPiOHO PETENTbHO 3BaXKyBaTH IMOPIBHSAHO 3 MOTEHI[INHUMY PU3UKAMH, IIOB’I3aHUMH i3
3aCTOCYBaHHAM Takux KoMmbiHamiit. [Jo3a po3yBacTaTuHy 40 Mr IpoTUNOKa3aHa IIPU CYIyTHbOMY
3acTocyBaHHi (ibpaTiB (muB. po3minu «B3aemopmis 3 iHIMMMYU TiKapCchKUMU 3aco0aMu Ta iHIIi BUOU
B3aeMopili» Ta «[1o6iuHi peakirii»).

I[Ipenapat Pokcepa® ITmoc He CIif 3aCTOCOBYBATH HAlliEHTaM i3 TOCTPHMH, CePHO3HIMH CTaHAMH,
110 CBig4aTh Mpo MiomaTito abo MOXKJTUBICTh PO3BUTKY HHPKOBOI HEJIOCTATHOCTI BHACIIIIOK
pabmoMioni3y (TakKux SIK CEIICHC, apTepiabHa TiloTeH3is, 3Ha4yHe XipypriyHe BTPy4YaHHs, TpaBMa,
TAKKi MeTabo0Ii4yHi, eHOOKPUHHI Ta eJeKTPOJIiTHI po3niafu abo HEKOHTPOILOBaHiI CyIOMH).

®y3udosa Kucaoma

IIpenapat Pokcepa® ITmoc He CIif 3aCTOCOBYBATH ONHOYACHO i3 GY3HUIOBOI0 KHCIIOTO ab0
IIPOTATOM 7 [OHIB MiCJg IPUNUHEHHS JIiKyBaHHS (Py3UO0BOI0 KUCIOTOMW. [/ Nali€HTiB, OId SKUX
CHCTeMHe 3aCTOCYBaHHS (Qy3KUO0BOI KMCIOTH BBaXKAEThCSI HEOOXIMHUM, JTiIKyBaHHS CTaTUHAMU
MOTPiOHO MPUIMHUTY Ha BeCh Iepiof MiKyBaHHS (Py3UI0BOIO KMCIOTOW. ByIu moBiqoMIeHHS IPo
BUNIAOKU pabmomioni3y (BKIIOUalouu JieTalbHi) y TMAIiEHTIB, sIKi OTpUMyBanu Gy3unoBy KUCIOTY i
CTATUHM B KOMOiHAIIil.



[TarieHT MOBUHEH HETAWHO 3BEPHYTUCS [0 JIiKaps, SKIIO BiH Bif4yBa€ CUMIITOMH, TaKi K M’ s30Ba
cnabkicTs, 6inb abo B'smicTs. Teparmist cTaTuHaMu Moxe OyTH MOBTOPHO ITPOBeeHa Yepes3 7 mHiB
IiCJIsT 3aCTOCYBaHHS OCTAHHBOI 03U (Py3UOOBOI KUCIIOTH.

YV BUHSATKOBUX BUIAgKaX, KOJIM HeoOXimHe TpUBajie CUCTEeMHE 3aCTOCYBAHHS (y3UOOBOI KHCIOTH,
HaIpUKaf, [ JTKyBaHHA TSXKKX iH(EKIil, oqHOYacHe 3aCcToCcyBaHHs npenapaty Pokcepa® Ilmoc
i Gy3umoBOi KUCIIOTH MOKJIMBE TilIbKHU IIiJl pETEIbHUM MEeIUYHUM HaTISI0M.

Bnaue Ha neyviHky

dxki i inmi inri6itopu TMI-KoA-penykTasu, po3yBacTaTUH CJIifl 3 00ePeXHiCTIO 3aCTOCOBYBaTH
malieHTaM, SKi 37T0BKHMBAIOTh aJIKOTOJIEM Ta/a00 MaloTh B aHaMHEe31 3aXBOPIOBAHHS MTEYiHKH.

3acTocyBaHHS npenapaTy Pokcepa® ITmoc 40 Mr/10 MI IpOTHIIOKAa3aHO MallicHTaM, SKi 37I0BXUBal0Th
aJIKOT0JIeM.

PexkoMeHI0BaHO mepeBipsTy 6ioxiMiuHi MOKa3HUKY GYHKINI MeYiHKY nepeq I0YaTKOM JIiKyBaHHS Ta
yepe3 3 MicsAIi IoToMy. 3acTocyBaHHs npenapaty Pokcepa® IInioc ciif IpUNIMHEUTE a00 3MEHIIUTH
mo3y, SIKIIO PiBeHb TpaHCaMiHa3 Y CHPOBATIi KPOBi Oinbllle HiXK BTPUYi IEPEBUIIYE BEPXHIO MEXY
HOpMHU. YacToTa MOBiOMIIEHD NP0 CEPHO3Hi sABUINA 3 60Ky IMeUiHKHU (IlepeBakHO PO MifBULIeHHS
piBHS TpaHCaMiHa3 MeYiHKM) y micaspeecTpauiiuui nepion Oyna O0inblIo0 Mpu 3aCTOCYBaHHI 103U
40 mr.

Y mallieHTiB i3 BTOPMHHOIO TillepXxoJjieCTepHHEMIEI0, 3yMOBJIEHOIO TiOTHPe030M a0o He(pPOTUUHUM
CHHIPOMOM, CJIi[i CTIOYaTKy BUIIKyBaTU OCHOBHY XBOpOOY, MEePII HiXK PO3NOYNHATH Tepallilo
npenapatoM Pokcepa® ITimoc.

Bigomo mipo pifkicHi netanbHi abo HeNleTanbHi BUMIaIKY IT€YiHKOBOI HEOOCTATHOCTI Y Malli€eHTiB, AKi
IpuMasy CTaTAHYU, B TOMY YHUCII PO3yBacTaTHH.

[Tig yac mocmigKeHb y NallieHTiB, SIKi 3aCTOCOBYBaIM KOMOiHaIlil0 CTAaTUH Ta €3eTUMI0,
CIIOCTepiranocs MoCTyIOBe IMigBUIIEHHS PiBHA TpaHcaMiHa3 (= 3 pasis Bigx BMH). Cnig npoBogutu
yHKUIioOHANLHI MeYiHKOBi MPoOX Ha MoYaTKy Tepamii mpemapaToM Pokcepa® ITmoc Ta 3rigHo 3
PEKOMEHALiSIMH 00 CTAaTUHY (OUB. po3minu «PapMakokiHeTHKa», «IIpoTunoka3anHs» ta «Cmocid
3aCTOCYBaHHS Ta JO3M»).

Paca

Y mocnigxeHHAX hapMaKOKIiHETUKY CIIOCTEPIranocs 3pOCTaHHsS CHCTEMHOL eKCITO3ullil ITpenapary y
MAIliEHTIB MOHTOJIOIHOL pacH MOPIBHSAHO 3 €BPONEULsIMU (OUB. po3hinu «IIpoTunoka3aHHSI» Ta
«Croci6 3acToCyBaHHS Ta HO3U»).

IH2ibimopu npomea3su

[TigBuIeHa cUCTEMHA eKCIIO3UIIisl pO3yBaCTaTUHY CIIOCTepiranmacs B oci, siKi 3aCTOCOBYBaIK
PO3yBacTaTHH CYIYTHHO 3 Pi3HUMHU iHTiOiTOpaMu MpoTeasu y MOeNHAHHI 3 puTOHaBipoM. Crif
BpaxOBYBaTHU K KOPUCTH Bifj 3HUKEHHSA PiBHSA JIIMIIB 3a JOIIOMOI'0I0 pO3yBaCcTaTUHY Y MALi€HTIB i3
BIJI, siKi oTpUMYIOTH iHTiOiTOPY IPOTEas3Hu, Tak i MOKJIMBICTh MiABUILIEHHS KOHIIEHTpallil
pO3yBacTaTHHY ¥ IIJIa3Mi KPOBi Ha ITOYaTKYy Tepallil Ta Npu MigBUIIEHHI 03U PO3yBacCTaTUHY Y
TaLEHTIB, SIKi OTPUMYIOTH iHTiGiTOpU NMpoTea3u. OgHOYACHE 3aCTOCYBaHHS IIpernapary 3 inribitopamu
IIPOTea3u He PeKOMEHAYETHLCS, TIOKU 103a PO3yBaCTaTUHY He Oy[e CKOpUTroBaHa (OUB. PO3Minu
«B3aemogis 3 iHIIEMY JTiKapChbKUMHU 3aco0aMu Ta iHII BUAM B3aeEMOfi» Ta «Crocib 3acTOoCyBaHHS Ta
DO3MU»).



IHmepcmuu,iaﬂbHe 3dXB80PHBAHHA /1e2€Hb

[ToomuHOKi BUTIaIKX iHTEPCTUIiaIbHOTO 3aXBOPIOBAHHS JieTeHb Oy 3apeecTpoBaHi Ipu
3aCTOCyBaHHI JesKUX CTaTUHIB, 0COONINBO y pa3i HOBroTprBaoi Tepamil (quB. po3min «Ilo6iuHi
peaxtii»). [lo cMMOITOMIB IOPYLIEHHS HajeXaTh AUCIHOE, HEIPOAYKTUBHUY KallleJlb Ta MOTipIIeHHS
3arajpHOrO CTaHy (BTOMa, BTpaTa MacCH Tijla Ta rapsg4ka). JKIIo IMigo3pI€ETHCS, 0 Y NallieHTa
PO3BHUHYJIOCH iHTEPCTHUIIiaIbHE 3aXBOPIOBAHHS JIeT€Hb, 3aCTOCYBAaHHS CTATUHIB MOTPIOHO IPUIIUHUTH.

Ilykposutl diabem

Hesiki (hakTH CBifUaTh, 10 CTATUHY HiIBUIIYIOTH PiBE€Hb I/IFOKO3U B KPOBi 1 ¥ EeIKUX NallieHTiB 3
BHCOKMM PU3UKOM PO3BUTKY IIYKPOBOTO HiabeTy MOXKYTb CIPUUYUHSTHU TilleprilikeMilo TaKoro piBHS,
sIKa BUMaraTuMme JIiKyBaHHA. OqHaK 3HUXKEHHS PU3UKY CYOUHHUX IIOPYIIEHb IIPX 3aCTOCYBaHHI
CTaTHHIB IIepEeBUIIYE ITI0 3aTPO3Y, i TOMy BOHa He Ma€ OyTH MiiCTaBOIO [Ji IPUIMHEHHS Teparii
CTaTMHaAMU. 3a CTaHOM IIAlli€HTIB I'PyIU PU3UKY (PiBEHb IMII0KO3U HaTile 5,6—6,9 MMOIB/TI, iHOEKC
Macu Tina (IMT) > 30 xr/mM°, migBUILeHNH piBeHb TPUTIIINePU/IiB, apTepianbHa TilepTeHsis) i
BCTAHOBUTH SIK KJIiHIYHUY, TaK i 6ioxiMiuHMIE KOHTPOJIb 3TiIHO 3 YUHHUMHU HaCTaHOBAMH.

YV mocnimKeHHSX 3apeecTpoBaHa 3arajibHa YacToTa IyKpPoBOro fgiabeTy ctaHoBuna 2,8 % y rpymi
IpuiioMy po3yBacTaTuny Ta 2,3 % y rpymi nname6o, mepeBaXxHo y MallieHTiB 3 PiBHEM T'JIIOKO3HU
HaTIIe Big 5,6 1o 6,9 MMOJIB/II.

dibpamu

HocmimxeHHs oo 0e3meku Ta e(eKTUBHOCTI OQHOYACHOTO 3aCTOCYBaHHS €3eTUMi0y 3 ¢iOpaTamu
He mpoBonuiy. [1pu migo3pi Ha XKOBYHOKAM'SIHY XBOPOOy y NallieHTa, AKUU IpuiMae po3yBacTaTUH/
e3eTuMib Ta ¢peHodiOpaT, moKa3aHi 06CTeXKeHHs XKOBYHOTO MiXypa, a Taky Teparllio CIif
IPUIYNIUHUTH (OUB. po3[inu «B3aeMofiig 3 iHIIKUMU NTiKapChKUMM 3aco0aMu Ta iHII BUAU B3a€EMOMi»
Ta «ITo0iuHi peakirii»).

AHmukoazyasaHmu

IIpu mopmasanHi mpenapaty Pokcepa® ITmoc mo BapdapyHy, iHIIOro KyMapruHOBOTO aHTHKOATyISHTY
abo ¢nyiHpmiony HeoOximHO 3miticHIOBaTH MOHITOPUHT MHC HaleXHUM YMHOM.

Himu

BrnuB po3yBacTaTUHY Ha JIIHIMHUY PICT (3picT), Macy Tina, IMT Ta pO3BUTOK BTOPUHHUX
CTaTeBUX O3HaK 3a WiKaiow TaHepa y AiTen BikoM 10-17 pOKiB OL[iHIOBABCS JIAIIE IIPOTITOM
OZHOTO0 POKYy. Ilicnsa 52 TUXKHIB AOCIIAKYBAHOI0 JIIKyBaHHS KOOHOI'0 BIIJIUBY Ha PiCT, Macy
tina, IMT abo cTaTeBe mo3piBaHHS BUSBIIEHO He 0yI0 (OuB. po3gin «®apMakoguHaMiKa»).
IocBif KTiHIYHUX HOCTigXKEHb 3aCTOCYBaHHS IIpelaparty OiTaM 00MeXeHHuH, i
OOBrOoTpUBaIuil ePeKT 3aCTOCYBaHHSA Po3yBacTaTuHY (> 1 piK) Ha cTaTeBe JO3PiBaHHSA
HEeBiJOMUU.

Y kniHIiYHOMY [OCTiAKEHHI y [iTeH, sKi IpuiiMany Po3yBacTaTUH MIPOTAroM 52 THUXKHIB, MigBUAIIEHHS
piBag KK > 10 pasiB Buiie BHM Ta cuMmnToMu 3 60Ky M’s13iB miciig ¢i3nYHOT0 HaBaHTaKeHHS a0o
nigBuneHol Gpi3ndHOI aKTUBHOCTI CIIOCTEPiraaucs JacTille IOPiBHSAHO 3 TAKUMHU Y TOPOCTIUX (OUB.
po3min «ITo6iuHi peakirii»).

TaocKi wKipHi nobivyHi peakuii



[Tpu 3acToCcyBaHHI po3yBaCTaTUHY ITOBIOOMIISNIOCS PO TAXKKi IIKipHI m00iYHI peaxkilii,
BKJTI04ao4u cuHApoM CriBeHCca — [I;KOHCOHA Ta MeIUKaMEHTO3HY Peakiliio 3 e03uHODiTi€I0
Ta cucteMHuMu cumntomMaMu (DRESS-cunpmpom), siKi MOXKYTb 3arpoKyBaTH KUTTIO a60
IIPHU3BECTHU [I0 JIeTaJIbHOT0 HacigKy. [I[pr3Havdaloyy JTikapCchKui 3acib malieHTaM, CIIif
IIOBiOMJIATH IIPO O3HAKM Ta CUMIITOMM TAXKKUX LIKIPHUX Peakllid i yBaxkKHO CIIOCTepPIraTu 3a
HUMH. Y pa3i I0sIBY 03HAK Ta CUMIITOMIB, 1[0 BKa3yIOTh Ha IIi peakiii, moTpiOHO HEraiHO
IPUIIHHATY 3aCTOCYBaHHS JIiIKapCchkoro 3aco6y Pokcepa® ITIOC Ta PO3IISHYTH
aJlbTepHaTUBHE JIIKyBaHHS.

fAKmio y maijieHTa po3BUHYJIach Taka CepHo3Ha peakiis, sk cuHapoM CriBeHca — [[2K0HCOHa abo
MeOuKaMeHTO3Ha peakilis 3 eo3uHo(inieio Ta cucremaumu cumnromamu (DRESS-cunagpom) mim dyac
3aCTOCYBaHHS JTiKapCchKoro 3acoby Pokcepa® ITnioc, NiKyBaHHA HEOOXi[HO HeraiHo IPUIUHUTH i
Hajasi HiKOIM He 3aCTOCOBYBATH 1M TiKapChKHUi 3acil.

IIpenapat Pokcepa® ITmoc MicTUTE slakmo3y. [TaljieHTaM i3 pigKiCHO CIagKoBOK HemepeHOCHMICTIO
rajlakTo3H, 3arajbHuM AeQiluToM JTlakTa3u abo MOpylIIeHHSIM BCMOKTYBaHHS I'JIIOKO3U-TaIakKTO3H He
CJIif 3aCTOCOBYBATH Liey Ipenapar.

IIpenapaT Pokcepa® ITmoc MicTuTh MeHme 1 MMomb (23 Mr)/0o3y HaTpio, TOOTO IPaKTHYHO BiTbHUM
Bifl HaTpilo.

3acmocyeanns y nepiod eazimnocmi abo 200yeanHsi 2pydoio

[Ipenapat POKcepa® [T1roc IpOTHIIOKa3aHuH ¥ Iepiof BariTHOCTI Ta TOOyBaHHS I'PYALIO (TUB.
po3min «[IpoTunokasaHHI»).

[lepiom BariTHOCTI

2KiHKaM penpoayKTUBHOTIO BiKy CJIifi 3aCTOCOBYBaTH BifTIOBiAHI 3aCO0M KOHTpPALEMIIil.

OCKinbKM X0JIECTEPUH Ta iHII TPOOYKTH OI0CHHTE3Y X0IEeCTePUHY CYTTEBO BaXKJIMBI I
PO3BUTKY IJI0Ja, MOTEHLiMHUYN PU3UK iHriOyBaHHSA ['MI-K0A-penyKTa3u nepeBUIIy€E
MOZKJIUBY KOPUCTB Bifl 3aCTOCYBaHH IIperaparTy y Iepiof BariTHOCTI. YV geskux
OOCIIIIKEHHSAX Ha TBapUHAX BUSABJIEHO PEIIPOOYKTUBHY TOKCUYHICTD. fKINO MalieHTKa
BariTHi€ y mepiof 3aCTOCyBaHHS Ipemnaparty, JiKyBaHHS CJIi HeraHO IIPUIIMHUTH.

HeMae kJTiHIYHUX JaHUX 100 3aCTOCYBaHHS €3eTUMiOy y mepion BariTHOCTI. [locmigKeHHs
Ha TBapWHAaXx i3 3aCTOCYyBaHHAM e3eTUMiOy K MOHOTepallil He BUSIBUIN OOKa3iB mpsaMoro abo
HETPSIMOTO IMIKiA/IMBOTO BIUIMBY Ha BaTiTHICTh, BHYTPIIIHbOYTPOOHUY PO3BUTOK, IIOJIOTH ab0
IIOCTHATAJIbBHUY PO3BUTOK.

[lepion rogyBaHHSA TPYOOI0

[Ipenapat POKcepa® [I1roc TPOTHIIOKA3aHuH Y Iepiof romyBaHHs rpyanio. O6MexeHi naHi 3
omy0J1iKOBaHUX 3BiTiB CBiluaTh PO HASBHICTh PO3YBACTATHHY Y TPYAHOMY MOJIOI XKiHKH.
Po3yBacTaTuH IpOHUKAE y TPyAHE MOJIOKO IIypiB. Yepe3 MexaHi3M [iii po3yBacTaTHHY iCHYE
TOTEHI[INHNY PU3UK MOGIYHUX peakiliii Y HeMOBJISTH.



IocmigKeHHS IMOKa3ay, 10 e3eTUMi0 IPOHUKAE y TPYAHE MOJIOKO IIypiB. HeMae maHux
II0[10 IPOHUKHEHHS e3eTuMiby Yy TPYAHE MOJIOKO JIFOAVHH.

QepTUNILHICTD

IaHi 11010 BIIMBY €3eTUMiOy Ha GepTUIbHICTE MIOOUHY BimcyTHI. E3eTUMI0 He BIIMBA€E Ha
PENPOOyKTUBHY (PYHKIIiIO CaMIiB Ta CaMOK IIIypiB, pO3yBacTaTUH IIPU 3aCTOCYBaHHI y
BHCOKUX []03aX Ma€ TOKCUYHUY BIIJINB Ha MaBI Ta colax.

30amnicmb eni1ueamu Ha weudKicmsb peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu

He mpoBoaumu JOCHiXKEeHD IIION0 BU3HAYEHHS BINIMBY PO3yBacTaTuHy abo e3eTuMiby Ha
3M0aTHICTh KEpyBaTH aBTOMOOiNEM Ta iHIMUMU MeXaHiYHUMU 3acobamu. OfHaK Py KepyBaHHi
aBTOMOOGisIeM Ta iHIIMMM MeXaHiYHUMU 3aco0aMu CJliff BpaxOBYBaTH, IO IIifl Yac JiKyBaHHS
MOXKe BUHUKHYTH 3allaMOPOYEHHS.

Cnoci6 3acmocyeaHHs1 ma 0o3u

[Tepen mMoYyaTKOM JTiKyBaHHS MAIiEHTy MOTPiOHO MPHU3HAYUTH CTAaHOAPTHY
X0J1eCTEPHHO3HUAKYBAJIbHY HIETY, SKOI CIIifl HOTPUMYBATHUCH i IPOTATOM JTiKyBaHHS.

PekoMmeHnoBaHa go00Ba fno3a - 1 TabneTka, IKy IpUINMalOTh He3alexkKHO Bifl IpUUOMY iXi,
TIEPOPATBHO.

IIo mepexony Ha ITiKapChbKuM 3aci0 POKcepa® [IntoC cTaH Nali€HTiB TOBUHEH KOHTPOJIIOBATHUCS
cTabiTbHUMHU 0O03aMU OKPEeMUX KOMITIOHEHTIB IIPY OOHOYACHOMY 3aCTOCYBaHHi. [l03a mpemnapaTy

POKcepa®
epexony.

[Tnroc moBuHHa 0a3yBaTHCS Ha [03aX OKPeMUX KOMIIOHEHTiB KoMOiHallii B MOMEHT

POKcepa® [Tntoc He 3aCTOCOBYIOTH 151 TOUATKOBOI Tepamii. Ha mouaTKy 3acTocyBaHHs ab0 SIKIIIO
noTpibHa 3MiHa H03u OyOb-KOI [Iifouol peyoBUHY (ikcoBaHOI KOMOiHaIll yepe3 Oyab-aKy IPUIUHY
(HampuKIaf, BIepIle AiarHOCTOBaHO 3aXBOPIOBaHHS, 3MiHa CTaHy IallieHTa abo B3aeMofis
JiKapChKUX 3aco0iB), 0OKpeMi KOMIIOHEHTH MTOBHHHI OyTH 3aCTOCOBaHi ITOBTOPHO [JI BU3HAUEHHS
IO3M.

[Ipemapat POKcepa® [Troc cnip nmpuiiMaTy IOHaKWMEHIIIe 3a 2 TOOWHMU [0 i IOHaWMeHIIe 4yepe3
4 TOOVHY MiCJs MPUMOMY CEKBECTPAHTIB XKOBYHUX KUCJIOT (OUB. po3ain «B3aeMopis 3 iHIIMMU
JMiKapChKUMU 3aco0aMy Ta iHIII BUOU B3AEMOIIN»).

IToOamkoaa iHhopMauis u,000 cneuiaibHuUx 2pyn HAce/aeHHA

[1arieHTH JiITHBOTO BiKY



[Tamientam BikoM mmoHaf 70 POKiB pEKOMEHAYETHCS II0YaTKOBA [03a PO3yBaCTaTUHY 5 MI
(ouB. po3min «Ocob6IUBOCTI 3aCTOCyBaHHA»). [logaTkoBa KOPEKIIisl J03U He MOoTpidHa.

[TarieHTH 3 TOPVIIEeHHIM GQVHKIII HUPOK

II7s malieHTiB 3 TETKUM MOPYIIeHHSIM GYHKIIII HUPOK HeMa€e HeoOXimHOCTi y KOpeKIIil Jo3u.
PekoMeHIOBaHa IT0YaTKOBa [103a [JIg MAIli€HTIB 3 MOPYIIeHHIM (PYHKIIil HUPOK IIOMipHOI
TSKKOCTI (KJTipeHC KpeaTuHiHY < 60 MJI/XB) CTARHOBUATH 5 MI' pO3yBaCTaTUHY. 3aCTOCYBaHHS

Impernapary POKcepa® [Troc 40 mMr/10 Mr IpoTUNIOKA3aHOo MallieHTaM 3 MOPYIIeHHIM QyHKIIII
HUPOK ITOMIPHOI TSKKOCTI. [lallieHTaM 3 TSKKUM IOPYIIeHHAM (YHKI[il HUPOK 3aCTOCyBaHHS

Ipernapary POKcepa® [Tm0c TPOTUIIOKA3aHO Y OYAb-IKUX H03aX (OuB. po3minu
«®apMaKoKiHeTHKa» Ta «[IpoTUIIOKa3aHHI»).

[NanieHTy 3 mopylIeHHAM QVHKIII TeYiHKK

II71s1 TaIieHTIB i3 MEe4YiHKOBOI HEIOCTATHICTIO JIETKOTO CTyneHs (5-6 GaiB 3a MIKaIon

Yatinma - [1'10) Kopekilisg o3u He moTpibHa. [IpemapaT POKcepa® [1mfoCc He PeKOMEHIOBAHUI
malfieHTaM i3 momipHoto (7-9 6asriB 3a mkasnowo Yaunga - [1'10) abo TsaxkKo10 (Ginmbine 9 OasiB 3a
mKasnoo Yaunaa - [1'10) me9iHKOBOIO HEJOCTATHICTIO (IUB. po3minu «PapMaKOKiHETHKa» Ta
«Oco0IMBOCTI 3aCTOCYBaHHS»).

[Ipenapat POKcepa® [Tmtoc TpOTUIIOKA3aHUM TallieHTaM i3 TOCTPHUM 3aXBOPIOBAHHSIM IEYiHKHU (IUB.
po3nin «IIpoTUnoKa3aHHsI»).

Paca

Y naii€eHTiB MOHTOIOIAHOI paCcy CIOCTepiraaacs MigBUINeHa CUCTEMHA €KCIIO3UITisS
npenaparty (ouB. po3ninu «PapMakokiHeTnKa», «IIpoTunoka3zaHHsa» Ta «OcoOmMuBOCTI
3aCTOCyBaHHS»). PeKOMeHOBaHa MoYaTKOBa 403a pO3yBacTaTUHY [AJId Malli€HTiB a31iaTChKOr0
IIOXOMXKEeHHS CTaHOBUTH 5 MT. [103a 40 mMr/10 Mr mpoTuioka3aHa MalliEHTaM MOHTOJI0ITHOL
pacu (guB. po3min «[IpoTunokasaHHS»).

[eHeTnuHNHN noaiMopdizm

BimoMmo, 110 crienngiyHi TUIIM TEHETUYHOT0 IOIIMOP(}i3My MOXKYTh IPU3BOTUTH [0
30inbIIeHHS eKCIIO3UIli] po3yBacTaTuny. [lalieHTaM i3 HasBHICTIO TaKUX THUIIIB IONTiMOPGi3My
PEKOMEHOYETHCS 3MEHIIUTH J0O0BY HO3y PO3yBaCTATHHY.

Io3yBaHHS O MAlli€HTiB 31 CXUAIBHICTIO O PO3BUTKY MiOmaTil

PekoMeH0BaHa 104YaTKOBa [[03a PO3yBaCTaTUHY [JIS IAlli€HTIB 31 CXUJIBHICTIO 10 PO3BUTKY
MionaTii cTaHOBUTL 5 MT (IUB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS»). 3aCTOCYBaHHS

Impernapary POKcepa® [Troc 40 mMr/10 Mr matieHTaM 3i CXUIBHICTIO [0 PO3BUTKY MiomaTil
IIPOTUIIOKA3aHOo (OuB. po3min «IIpoTunoka3aHHI»).

CynyTHS Tepamis

Po3yBacTaTuH € cyOCTpaTOM A7 Pi3HUX TpaHCIOPTHUX OinkiB (Hanpukiag OATP1B1 ta



BCRP). Pu3uk Mmionartii (BKmto4aoyu pabaoMioni3) MigBUIIYETHCS IPU OGHOYACHOMY
3aCTOCYBaHHI pO3yBaCTaTUHY 3 IEBHUMHU JiKapChbKUMU 3aco0aMu, 3aTHUMH ITiBUIyBaATH
KOHI[eHTpAl[i}0 pO3yBacTaTHUHY B IJIa3Mi KPOBIi Uepe3 B3a€MOIiI0 3 IIUMU TPaHCIOPTHUMU
OinkaMu (HampuKiaf 3 IMKJIOCIIOPUHOM Ta AeSKUMH iHTibiTOpaMu IPOTeas3y, BKIIOUYA0un
KoMOiHallil puTOHABIpPY 3 aTaHa3aBipoM, JIOMiHaBipoM Ta/ab0 TUIIpaHaBipOM, IUB. PO3MIiIu
«Ocob6IMBOCTI 3aCTOCYBAaHHSI» Ta «B3aeMopist 3 iHmMME TiKapChKUMHU 3ac00aMH Ta iHIIN BHIH
B3aemoiti»). Ciil po3riIgHyTH albTepHaTUBHE JiKyBaHHS i, IKII0 HEOOXigHO, TUMYaCOBO

®

IIPUIIMHUTY Teparito npenapatoM Pokcepa ~ Ilmroc. Y cuTyalisix, KOJIU OJHOYACHOT'O

3aCTOCYBAHHS IMX JIIKAPChKUX 3aco0iB i3 mpemapaToM POKcepa® [Inoc YHUKHYTH

HEMOXKJIUBO, CJIi[] 3BaXKUTU KOPUCTh Ta PU3UKHU Bil CYIIyTHBOT'O 3aCTOCYBaHHSA Ta PETEJIHHO
nigbupaTy m03y po3yBaCTaTUHY (ouB. po3min «B3aemomist 3 iHmMME TiKapChKUMHU 3ac00aMu Ta
iHITTi BUIW B32€MOIIN»).

Himu

Besneka Ta eeKTUBHICTH 3aCTOCYBaHHSA TaOJIeTOK PO3yBacTaTuHY/e3eTuMily miTsam (Bikom mo 18
POKiB) Ha [JaHHI1 Yac He BCTAHOBJIEHi, TOMy 3aCTOCyBaHHS mpemnapaTy Pokcepa® Ilmoc He
PEKOMEHYEThCA I[ii BiKOBIU I'pyTi.

ITepedo3yeanus

Y pagzi nepeno3yBaHHsS PEKOMEHAYETHCS MiATPUMYBaIbHa TepPallisd Ta CUMIITOMATUYHE JTiKyBaHHS.

Po3yBactatun

[ToTpibeH KoHTPOL GyHKIIl nedinky Ta piBHA KOK. EdekTUBHICTE TeMofianisy MamoiMoBipHa.
E3etumib

Bynu mesiki MOBiOMIIEHHS TIPO TTepeo3yBaHHs e3eTUMiG0M, y OiNTbIIIOCTI BUMTAAKIB 1€ He
CIIPUYMHUIIO HeOaxkaHuX SIBUII. 3adikcoBaHi Mo6GiuHi peakilii He Mad 3HAYHOTO BIIJIKBY.

ITob6iuHi peakuii

HecnpusiTnusi peakiiil, Ki CIIOCTEPIral0ThCsA IPU 3aCTOCYBaHHI pO3yBaCTaTHHY, SIK IIPABUIIO,
JIerKi i TUMYacoBi.

Y KOHTPOIBOBAHUX KITIHIYHUX OOCTiAXKeHHAX MeHIIe 4 % mallieHTiB, siKi 3aCTOCOBYyBajlu
PO3yBacCTaTHH, BUMIIUIM i3 HOCTigXKEeHHS yepe3 HeOaxkaHi peaxiiil.

Y Tabmuii 2 mpeacTaBiieHo Mo0iYHI peakilii Ha 3aCTOCYBaHHS PO3yBaCTaTHHY, BU3HAYEHi Ha
MifCcTaBl JaHUX KITIHIYHUX 1 TOCTMAapPKETUHT OBUX OOCITiIKEHb.

[To’s13aHi 3 e3eTuMiOOM 1MO6GiIUHI peakilii cmocTepiranucs 3 6inbIIOI0 YaCTOTOO Y MAIiEHTIB,



sKi oTpuMyBanu e3etumib (N = 2396), HixXK y Hmalli€eHTiB, SKi oTpuMyBanu nnauedo (N =

1159), a TaKOX y HaIli€HTIB, SKi OTPUMYBaJIK CYIIyTHIO Tepallil0 e3eTUMiOOM 3i cTaTMHAMU
(N = 11308), HiX y TUX, XTO OTPUMYBaB MOHOTeparito cratuHamu (N = 9361).
[TocTMapKeTHHTOBi TOOIUHI peakxilil, MOB’s13aHi 3 e3eTUMiOOM, Oy OTpHMaHi 3 MOBiTOMIIEHD
PO e3eTuMi0, 1110 3aCTOCOBYBaBCS OKpeMo abo 3i cTaTMHAMM.

[ToOiyHi peakilil KTacuQpiKylOThCS 3aIeKHO Bifl YaCTOTH i CHCTEMHU OPraHiB: AyzXKe 4acTo (=
1/10); gacto (> 1/100 — < 1/10); HewacTo (* 1/1000 — < 1/100); pigxo (3 1/10000 — < 1/1000);

nyxe pigko (< 1/10000); sHeBigomo (He MOXKHa OLIHUTH 3a HasiBHUMU JaHUMHU).

[To6iuHi peakiril Ha migcTaBi JaHUX KIIHIYHUX i TOCTMapPKETUHTOBUX [OCTiIXKEHD

Tabmnuig 2

cepedoCmiHHA

[CucTema opranis .. YacToTta
IMoOiuni peakiii -
Po3yBacTtaTtuH |[E3eTUMi0
3 6oky Kposi ma
nimpamuuHoi [TpoMOOIUTOTIEH]ST Pinxo Hesinomo
cucmemu
3 60Ky iMyHHOT Peaguﬁ Tiep4YyTNIUBOCTI, BKIOYal04YU PinKo
cucmemu aHTioemeMy
Peak1il rinepuyTINBOCTI, BKIIIOYaI0UN
BUCUIIAHHS, KDOIIUB THKY Ta - Hesigomo
aHa(iaKTUYHI peakil
gui(;:g ;ZOOKP UHROL i 1yrposuit miaGet” Jacto =
3 60Ky 0OMiHY
peyosuH ma SHUKEHHS alleTUTy - HeugacTto
XAp4yBaHHA
3 60Ky ncuxiku [lenpecis Hegimomo HegimomMmo
3 60Ky Hepsogoi ["omoBHUM OiNb JacTo JacTo
cucmemu 3amaMoOpOYeHHS Hacto Hesigomo
[TonineBpomarisa [lyxe pigko -
Brpata nam’sTi [lyxe pigKo -
[lepudepryHa HeBpoNaTis HesigoMmo -
Po3nanu cHy (BKJ0Yarouu 6e3COHHS :
Ta HiYHI Xaxu) Hesinomo i
[TapecTesia - HeuacTo
MiacTeHis rpasic HeBizmomo -
3 60Ky ouell MiacTeHia ouen HesigoMo -
3 60Ky cyOuH [IpunnvBy, apTepianbHa rineprensia |- HeuacTo
3 boky auxaﬂbHO.l Karesns HesigoMo HeuacTo
cucmemu, op2aHie
2pyoHOIL KAlmKu ma IucoHOE HeBimoMmo HeBimoMmo




3 60Ky wayHK0BO- 3anop HacTto Hesigomo

KUWwKoso2o mpakmy  [Hygora HacTto HeugacTo
AGmoMiHANMBHUH 0iTh HacTo JacTto
[TaHKpeaTuT Pinko HeBimoMo
[liapes HeBizmoMmo JacTto
CyXiCcTb y poTi - HeuacTo
[acTpur - HeugacTto
MeTteopusm - HacTto

HCIIeIICcisi, racTpoe3odareanbHa

}:J:)[e(bHIOKCHa XBopp06a b i Hedacto

3 60Ky [linBUIlEeHHS PiBHS IIE€YiHKOBHUX PifKo i

21C08Y0BUBIOHUX TpaHCaMiHa3

waAxie DK OBTSIHULIS Iyxe pigKo -
[emmaTut [lyxe pigko HeBimoMmo
PKoBuHOKaM' sTHa XBOpoOa - Hesinomo
XoJIenucTuT - HegimoMmo

3 60Ky wkipu ma CBepOix HeuacTo HeuacTo

NiOWKIPHUX MKAHUH  [Bucun HeuacTo HeuacTo
Kponus’'sHKa HeuacTo HeuacTo
Cungpom CtiBeHCa — JI2KOHCOHA HeBizmoMmo -
MynsTu(OpMHa epuTeMa - Hesigomo
MenrvKaMeHTO3Ha peakllid 3
e031uHO(DiITi€I0 Ta CUCTEMHUMU Hegigomo
cumntomamu (DRESS-cuaapom)

3 boky m’s3i8 ma Mianris HacTo HacTto

Cno/yuHol MKaHuHu  [MionarTis (B TOMy 9MCITi MiO3KT) Pinko Hegimomo
Pabmomioni3 Pigko Hegsimomo
ApTparnris [lyxe pigko HeuacTo
Ln;xgg;);)g{ymomeﬂa HEKpPOTHYHa HeBimoMo i
HopymeHHg 3 6OKY CyX0KUJIb, iHKOJIX HesinoMo i
YCKIagHeHi po3puBaMu
bifb y ciuHi - HeugacTto
M’s130Ba c1abKicTh - HeuacTto
bBib y KiHIIBKax - HeuacTo
M’s130BuH cniasM, Oinb y mmi - HeuacTo
BoByakonopiOHUi CUHIPOM Pinko -
Po3puB M’s13iB Pinko -

3 60Ky HUPOK Mma

ceuosuldinbHOl ['eMaTypis [yKe pigko -

cucmemu

3 60Ky cmamesux

opeaHie ma moa04yHux |['iHeKoOMacCTis [lyxe pigko -

30103

3a2anvHi nopyweHHA [AcTeHis HacTo HeyacTo
Habpsk Hesigomo -
[Tepubepnynnit HaOPSIK - HeuacTo
BToMITIOBaHICTh - HacTo
Binb y rpynsx, 6inb - HeuacTo




TaHi docaidceHb [Tigsuienus AJIT ta/abo ACT - JacTo
[Tigsuienns piBHsa KOK y cuposaTiii
KPOBI, IIiIBUIIIEHHS PiBHA raMMa-
CIyTaMiITpaHCIeNTURa3H, - HeuacTto
[MopyLIeHHS QYHKIIIOHATBHUX
[eYiHKOBUX P00

' JacToTa 3a1eKUTh Bifl HassBHOCTI (PaKTOPiB PU3KKY (PiBeHb IMIOKO3M HATIIE = 5,6 MMOJIB/TI,
IMT>30 Kr/™M°, TigBUIIeHWIH piBeHb TPUTIIIEPUIiB, apTepiaiibHa TinepTeH3is B aHaMHe3i).

4K i mpu 3acTocyBaHHi iHmmx iHridiTopiB 'MI'-KoA-penykTa3u, yacToTa MOOIiYHUX peakiii
Ha 3aCTOCYBaHHS PO3yBaCTaTUHY 3aJIeXKUTh, K [IPABUJIO, Bif] JO3U.

Omnwuc oKpeMux MoOiYHUX peakilin

Bnaue Ha HUpku

Y martrieHTiB, sIKi 3aCTOCOBYBaJid PO3yBaCTaTUH, CIIOCTEPIraauCch BUIIAAKH IIPOTEIHYPil,
IlepeBakXHO KaHaJbLeBOTO ITOXOMKEHHS (BU3HAYEHOI 38 «TECTOM CMYXKKHU»). 3MiHU BMICTy
Oinka y ceui Big BigcyTHOCTI 4u cyifiB mo abo Oinbllle 3apeecTpoBaHi Yyepe3 Aeskui yacy < 1
% malieHTiB, gKi mpuiiMany mpenapat y mo3i 10 mr Ta 20 Mr, Ta npubnu3so y 3 % marfieHTiB
Ipu 3acTocyBaHHi fo3u 40 Mr. He3HauHe 30inbIIeHHS YaCTOTH BUNAKIB MigBUIlleHHS Oilka
y cedi Bifl BimcyTHOCTI abo CIifiB Mo crocTepiranocs mpy 3acToCcyBaHHi 1o3u 20 Mr. ¥
OiNBIIIOCTI BUTIAIKiB BUPaXKEHICTh IPOTEIHypil 3MeHIITyBanach abo 3HUKala CIIOHTAHHO IIPU
IIPOIOBXKEHHI 3aCTOCYBaHHSA IIpenapary. [lepernan naHux KIiHIYHUX OOCITIAXKEHb Ta
ICIIAPEECTPALiNHOI0 LOCBIAY 3aCTOCYBAHHS He BUSBUB IPUUYUHHOIO 3B’ SI3KY MiXK
IPOTeiHypi€elo Ta rocTPuUM abo IPOTrPeCcyrYruM 3aXBOPIOBAHHSIM HUPOK.

['eMaTypis criocTepiranacs y mali€HTiB, SKi 3aCTOCOBYBaJId PO3yBaCTaTHH, 1 faHi KITiHIYHUX
OOCIIIXXEeHb CBiI4aTh MPO 1l HU3bKY YacCTOTY.

Bnaue Ha CKe/iemHy MyckKyaamypy

3miHu 3 00Ky CKeJIeTHOI MYCKYy/lIaTypH, Taki SIK Miairis, Miomnatis (B TOMy YKCIIi Mio3UT) Ta
pigko - pabmoMiosi3 i3 rocTpo0 HUPKOBOIO HEMOCTaTHICTIO abo 6e3 Hel crmocTepiranucs mpu
3aCTOCYBaHHI Oyab-sIKMX 03 PO3yBacCTaTUHY, a 0COOJIMBO IIPX 3aCTOCYBaHHi 103 > 20 mr. ¥
Ial[ieHTIB, IKi IpUUMaJX po3yBacTaTUH, CIIOCTePIrasocs qo303ajiexxHe 3pocTaHHd piBHA KK;
y OiNIbIIIOCTI BUIaAKiB siBUIIE OyJI0 c1aOKuM, 0€3CUMITOMHUM Ta TUMYaCOBUM. fKIIO PiBEHb
KK migBuitienu#t (> 5 pasie Big BMH), nikyBaHHS CJIil IPUIHHUATH (OUB. Po3min «OcoOIUBOCTI
3aCTOCYBaHHS»).

Bnaue Ha neyviHky

4K i mpu 3acTocyBaHHi iHmux iHridiTopie 'MI'-KoA-penykTasu, y HEBEIHKOIL KiTbKOCTI
TaIli€HTIB, SKi MpUiiMany po3yBaCTaTUH, CIIOCTePiranocs mo303ajexHe 30i/blIeHHS PiBHS
TpaHcaMiHas; y OinbIIocTi BUNaaKiB sButile 6yno cirabkuM, 6e3CHMITOMHUM Ta TUMYaCOBUM.

[ToGiuHi peakilii, Ki criocTepiranaucs Mpy 3aCTOCYBaHHI IeIKUX CTATHHIB:

- CeKcyasbHa OUCQYHKILIS;



- BUHSITKOBI BUIIAOKK iHTEPCTHUIIIAIbHOTO 3aXBOPIOBAHHS JIeTeHb, 0COOIMBO ITPHU
IOBTOCTPOKOBI# Tepamil (muB. po3min «OcoOnMMBOCTI 3aCTOCYBAHHS»).

Pabpowmiosi3, cepiio3Hi MOPyIIeHHST PYHKIIil HUPOK i Me4iHKY (IepeBaXHO MOIATal0Th y
MigBUINEHH] IIeYiHKOBUX TPaHCaMiHa3) CIIOCTepPiraauch YacTille Mpu 3aCTOCYBaHHI
npemnapaty B o3i 40 wmr.

ITokasHuku 1abopamopHux 00CAi0HCeHb

Y KOHTPOJIbOBAHUX KIIHIYHUX MOCIIIXKEHHSIX MOHOTepaIlii e3eTUMiOOM KITiHIYHO 3HAYYIIeE
MiIBUIIEHHS CUPOBAaTKOBUX TpaHcMiHa3 (AJIT ta/a6o ACT = 3 pasis Big BMH) 6ymo momiOHuM mpu
3acTocyBaHHi e3eTuMily (0,5 %) Ta mranebo (0,3 %). Y mocnimxeHHSIX KOMOiHOBaHOI Tepairii
IifABUIeHHS y OiNbIIOCTI BUMlaAKiB 0y10 0€3CUMIITOMHUM i He 6yJI0 OB’ SI3aHO 3 X0JIECTa30M.
YacToTra nosiBu ctaHoBwIa 1,3 % y malli€HTiB, Ki CyIyTHbO IPUMMany e3eTuMib Ta CTaTuH,
Ta 0,4 % y naiieHTiB, Kl IpUUMaNy TiIIbKY CTaTUH. [loKa3HUKY HOPMaJTi3yBaJIUCs IiCIIs
IPUIIMHEHHS JTiKyBaHHS a00 IIpu MPOAOBXKeHHI Teparii (IuB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).
[Tig yac KniHIYHUX DOCTiAXKEeHb Y MallieHTiB, 1[0 OTPUMYBaIX MOHOTEpaIilo e3eTUMiOOM, 3pOCTaHHS
K®K > 10 pagis Big BMH 6yno 3adikcoBano y 4-x 3 1674 (0,2 %) Tay 1-ro 3 786 (0,1 %) mariieHTiB
rpynu mane6o. Take x 3poctanug KOK 0yrno 3adikcoBano y 1 3 917 (0,1 %) maliieHTiB, AKi CyIyTHHO
npuiiManu e3etumi6 Ta ctatus, Ta y 4-x 3 929 (0,4 %) nauieHTiB, SKi IpU¥Manu TiIbKU CTaTHH.
He 6ymo 3adikcoBaHo mifBullleHHS MionaTii abo pabmomioni3y, MOB’d3aHUX 3 JTiIKyBaHHIM
e3eTuMiO0M, ITOPIBHSHO 3 IPynaMu KOHTPOJIo (11ane6o abo MOHOTepalis CTaTUHOM) (OUB. PO3Tin
«Oco6MMBOCTI 3aCTOCYBaHHS»).

itn

Y pmitet, sKi mpuiMany po3yBaCTaTHH, Micys Gi3MYHOr0 HaBaHTaXKeHHS a0o MigBUIIeHO]
¢disuunol akTUBHOCTI mipBuineHHS KK > 10 pasis Bix BMH ta cumntomu 3 60Ky M’s13iB
CIIOCTepiranaucs dacTille MOPiBHSHO 3 TAKUMHU Y HOPOCTUX (OUB. po3min «[To6iuni peakmii»).
[TpoTe mpodins Ge3meku po3yBacTaTUHY Y AiTEN Ta JOPOCIUX MOMIOHUH.

Y KniHIYHUX JOCTIIXKEeHHIX 3a y4acTHo fited (BikoM 6-10 pokiB) 3 reTepo3UroTHO
ciMeliHOIO Ta HeciMelHoIo rinepxonecrepunemicio (n = 138) migpumenns AJIT ta/a6o ACT
(= 3 pasis Bigx BMH cnocrepiranocs y 1,1 % mamientis y rpyIi e3eTuMioy mopiBusHo 3 0 % y
rpymi nnane6o. ITigpumennas KOK (= 10 pasis Bix BMH) Ta Bunagku Miomnarii He 6ymu
3apeEeCcTpPOBaHi.

[ToBigoMIeHHS PO IMif03pI0BaHi M00iYHI peakIril

[ToBigoMiieHHs PO MOGiYHi peakii micys peecTpaliii TiKapcbKoro 3acoby Ma€e BaXKJIUBe
3HaueHHd. Lle mae 3MOry NpoBOAUTYA MOHITOPUHT CIIIBBIAHOIIEHHSA KOPUCTL/PU3UK IIPU
3aCTOCYBaHHI IIbOT0 JIIKAPCHKOTO 3aco0y. MequyHUM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a
TAKOX IallieHTaM a0 iX 3aKOHHUM TIpPeiCTaBHUKAM CJIil TOBiIOMJISTH IIPO YCi BUTIAOKK
igo3pioBaHUX MOOIYHUX peakIliii Ta BiACYTHOCTI e(eKTUBHOCTI JTiKapChKOT0 3aco0y uyepes
ABTOMaTH30BaHYy iHPOPMaLi¥Hy CUCTEMY 3 (hapMaKOHATISAAYy 3a IOCUJIaHHSIM:
https://aisf.dec.gov.ua.



TepmiH mpugaTHOCTI. 3 POKWU.

YMoBH 30epiranHs

30epiraTtu B OpUTiHaIbHIN YIIAKOBIi AJIS 3aXUCTY Bif Aii Bojoru Ta cBiTna. JIikapchkuii 3aci
He oTpebye 0cOOIMBUX TeMIlepaTypPHUX YMOB 30epiranHs.

30epiraTy y HEJOCTYITHOMY OJIS JiT€H MiCIIi.

YnaxkoBka

I[To 10 TabneToxk y 6micTepi, mo 3 abo 9 GricTepiB y KapTOHHIN KOpPOOIIi.

Kareropis Bignmycky. 3a penentom.

Bupoouuk. KPKA, n.1., HoBo mecto, CnoBeHiss/KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca MicIs mMpoBaIXKeHHs HOTr0 Tis/IbHOCTi

[Imap’emka necta 6, 8501 HoBo mecTo, Cnosewnis/Smarjeska cesta 6, 8501 Novo mesto,
Slovenia.



