Ckian

Oitoua peuosuHa: 1 TabmeTKa, BKpUTA IIJIiIBKOBOIO 000JIOHKOO, MiCTUTh 20 MT
po3yBacTaTUHy (y BUTJISALL KaJbIlil0 pO3yBaCTaTUHY);

O0ONOMIJICHI pedyoB8UHU: 1IeJII0JI03a MiKpOKpPHCTalliuHa, TaKkTo3a 0e3BogHa, KPOCIOBIIOH,
KPEeMHiI0 JioKCHU KOJIOimHUYM 0e3BOOHUM, MarHilo cTeapar;

nsaiskosa 060/10HKa: MeTaKpUIaTHUM comnoiiMep, Mmakporon 6000, Tutany miokcup (E
171), makTo3u MOHOTiOpaT.

JIikapcbKa ¢popmMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHOBHi i3uKo-xiMiuHi BTaCTUBOCTi: 6i710T0 KOIBOPY KPYTJIi, BKPUTI IJIiIBKOBOIO
000/T0HKOIO TaOJIEeTKU 3i CKOIIIEHUM KpPa€EM.

®dapMaKoTepalneBTHUYHA Irpyna

limomimimemiuni 3acobu. Iuri6itopu 'MI'-KoA-penykTasmu.

Kom ATX C10A A07.
dapMakKogHHaMiKa

PosyBacTaTuH 3HMXKY€E OigBUIlleHI KOHIIeHTpallil xonectepuny JIITHIII, 3aransHOrO
X0JIECTEPUHY Ta TPUTJILIEPUAIB i 30iNbIIIye KOHIIEHTPAallil X0JIECTEPUHY JIIIONIPOTEINiB
BUCOKOI 1iibHOCTI (JITIBIII). BiH Tak0K 3HaYHO 3HUKYE KOHIIEHTPALIiI0
aroJinonpoTeiny B, xonecTepuHy minmonpoTeiniB HeBUCOKOI miinbHocTi (JITTHBIII),
xonectepuny JITIIHII, tpurninepupis JITIIHII Ta 36inbilye KOHIIEHTPAIIilO
anosinonpoteliny A-I. IIpenapaTt Pokcepa® TakozK 3MEHIIY€E CIiBBiJHOIIEHHS
xonectepuny JIITHIIl/xonectepuny JIIIBII, 3arajsHOr0 X0JIEeCTEPUHY/X0JIECTEPUHY
JITIBII Ta xonectepuny JIITHBII/xonectepuny JITIBII], a Tak0XK anoinonpoTelHy
B/anomninonporeiny A-L.

TepamneBTUYHUMN €PEKT OOCATAETHCS IIPOTATOM 1 THUXKHSA MiCIA IOYaTKY JIIKyBaHHS, a
90 % mMakcuManbHOTO epeKTYy JIIKyBaHHS OOCATAETHCS Yyepe3 2 THUKHi. MakcuMalbHUU
e(deKT, SK IpaBUIo, HOCATAETHCSA Yyepe3 4 THUKHI Ta MiATPUMYETHCS IPOTITOM
JIIKyBaHHS.



®dapMaKOKiHeTHKa

Abcopbuisn

MakcuMaJsibHi KOHIIeHTpallil po3yBacTaTUHY y MJla3Mi KPOBi OCATAIOTHCSA MPUOIIN3HO
yepe3 5 TOOWH IIiC/Is MepopPaIbHOr0 3aCTOCYBaHHS. AGCOIOTHA 0i0OOOCTYITHICTh
CTaHOBUTH Npubnu3Ho 20 %.

Po3noodia

Po3yBacTaTUH €KCTEHCUBHO IIE€PETBOPIOETHCSA Y MIEYiHIli, IKa € IePBUHHUM LIEeHTPOM
CUHTE3y X0JIeCTEPUHY Ta KiripeHcy xonecTepuny JITTHII. O6’eM po3mnominy
po3yBacTaTUHY CTaHOBUTH Npubnu3Ho 134 n. [Tpubnusuo 90 % po3lyBacTaTUHY
3B’SI3yIOThCS 3 OiTKaMu IIJ1a3MU, TOJIOBHUM YHMHOM 3 aJIbOYMiHOM.

Memaboaizm

PosyBacTaTuH NpoxoouTh oOMexkeHuM MmeTabomniam (mpubnu3no 10 %). [ocmigxeHHs
MeTabos1i3My in vitro i3 3acTocyBaHHSIM IellaTOLMTIB JIIOAMHU BKa3yIOTh Ha Te, 110
pO3yBacCTaTUH IIiAOaeThC TIIbKY MiHiMasrbHOMY MeTabo1i3My Ha ocHOBi P450 i neu
MeTaboI1i3M He € KiTiHigyHO BaxkuBuM. CYP2C9 6yB OCHOBHUM i30(hepMeEHTOM, 1110 OpaB
y4acTh y MeTabomni3mi, 3 2C19, 3A4 ta 2D6, 1o Oynu 3ajydeHi MEHIIIOK Mipolo.
OCHOBHUMU BHU3Ha4YeHUMHU MeTaboiTaMu € MeTabosiTu N-ge3MeTuny Ta JakKTOHY.
Mertabormit N-ge3ameTun € npubausHo Ha 50 % MeHIII akTUBHUM, HiXK pO3yBacTaTHH,
dbopMa 1aKTOHY BBaKa€ThCA KIIiHIYHO HeaKTUBHOI0. Po3yBacTaTuH Mae Oinbiie 90 %
iHribiTopHOI aKTUBHOCTI BimHOCHO ['MTI-KOA-penyKTa3u, 1110 HUPKYJIIOE ¥ 3aralbHOMY
KPOBOOOiry.

BuseoeHHs

[MTpubnmusuo 90 % mo3u po3yBacTaTUHY BUBOOUTHCS Y HE3MiHEHOMY BUTJISIMOI 3
dbekanisimu (ckmamaeThcss 3 abcopboBaHOl Ta HeabcopOoBaHOI aKTUBHOI PEYOBUHH), a
3a/JIUIIOK BUBOOUTHCS i3 ceuero. [Ipubnu3Ho 5 % BUBOOUTHCS Y HE3MiIHEHOMY BUTIISAMI
i3 ceuelo. [lepiom HamiBBUBeOeHHS 3 IIJIa3MU CTAaHOBUTH Npubnu3Ho 20 roguH. [Tepion
HaIliBBUBEeOEHHS He 30ibUIyETHCS ITPU BUCOKOMY I03yBaHHi. [eoMeTpUYHO cepenHin
KJIipeHC 3 IjIa3Mu KPOBi cCTaHOBUTH Npubnu3Ho 50 niTpiB/roguny (KoedillieHT Bapiaillil
21,7 %). 4k i 3 inmuMu inriditopamu I'MI'-KoA-penykTa3u, 3aXOMIeHHS ITeYiHKOIO0
po3yBacTaTUHY 3aydyae MeMOpaHHul TpaHcrnopTep OATP-C. Lle#t TpaHCIIOPTEDP €



BaXKJIMBHUM [JId BUBEJEHHA PO3YyBACTAaTHUHY 3 MIEeYiHKH.

JIiHIUIHICMb

CucTteMHa eKCII03UIlid pO3yBaCTaTUHY 30ilbIIIYETHCS MPOIOPIIMHO OO0 30iTbIIeHHS
mo3u. HeMae xkomHo1 3MiHM 3a (papMaKOKiHETUYHNMH IIapaMeTpaMHU Micis
6araTopal3oBOro MIOIEHHOI'0 3aCTOCYBaHHSI.

I'pynu nauieHmis

Paca

dapmMaKOKiHETHUYHI JOCITiAXKEHHS IeMOHCTPYIOTh ITiABUIIIEHHS ITPUOIU3HO B 2 pa3u
AUC ta Cmax po3yBacTaTHHY y MalliEHTIB - IPeACTaBHUKIB HapOAiB A3il (AIOHIIIB,
KUTauIliB, QiminmidiliB, B’€THAMIIIB Ta KOPEUIIiB), MOPIiBHSIHO 3 HalliEHTaMU
€BPOIIEO0INHOI pacH; B iHOYCiB cnocTepiraeTbcs 30inmbiieHHs npubnusHo B 1,3 paza
cepenHix 3HayeHb AUC Tta Cmax. PapMaKOKIHETUYHUY aHaJIi3 IPyIIY Halll€HTIB He
BHUSIBUB KOOHOI KJIiHIYHO 3HAYYHIOl Pi3HUI ¥ papMaKOKiHETUII MiXK IIpeacTaBHUKaMU
€BPOIIEOIOHOI Ta HETPOIAHOI pacHu.

Hupxosa HeOocmamHicmb

ITig 9yac gocnigKeHHs 3 y4acCTIO Ialli€HTiB i3 Pi3HUM CTyHeHeM HOPYIIeHHSI QyHKIIil
HUPOK JIeTKe abo moMipHe 3aXBOPIOBAaHHS HUPOK He BIJIMHYJIO Ha KOHIIEHTpPAIIiI0
po3yBacTaTuHy abo MeTabomniTy N-me3mMeTusy y nina3Mi KpoBi. Y nmalieHTiB 3 TAXKKUM
MOpYyIIeHHSAM (YHKII1 HUPOK (KiTipeHC KpeaTuHiHy < 30 MJI/XB) KOHIIEHTpPAIlisd y
I1a3Mi KpoBi 30inbmunacs y 3 pa3u, a KOHIleHTpallis Mmetabosity N-ge3aMeTusy
MMOPiBHSHO 3 BiAMOBIMHMMM ITOKA3HUKAMHU y 3I0POBUX MOOPOBOJIBIIB - y 9 pa3is.
KoHneHTpatii po3yBacTaTUHY y MJja3Mi KpoBi y cTabilbHOMY CTaHi y IAIli€HTIB, SKi
ITPOXOASITh CeaHCU reMopianisy, oynu npubnusno Ha 50 % OinbIIMMU, HiXK Yy 3TOPOBUX
IO0OPOBOJIBIIIB.

ITeviHkoBa HedocmamHicmbw

[Tig yac moCHigKeHHS 3 y4acCTIO IMallieHTiB 3 Pi3HUM CTyIleHeM MOPYyLIeHHS (QYHKIII1
NediHKy He OyJio JKOJHOTO JOKa3y IIiABUIIEHHS eKCIO3UIlil 40 po3yBaCTaTUHY Y
Malli€eHTiB 3 MOKa3HMKaMM 7 Ta MeHIle 3a Kiacudikaiiero Yaunga-I1'10. OoHak



HigBUIlleHa CUCTEeMHa eKCIIO3HUIIis IIIOHauMeHIIe y 2 pa3u CIIoCcTepiraaach y OBOX
MallieHTiB 3 moKa3HuKaMu 8 Ta 9 3a Knacudikailiero Yarnga-I1'to.

IToxa3zaHHSA

JIikysaHHA 2inepxosiecmepuHemil

HopocnuMm, nigmiTkaMm Ta OiTaMm BikoM Bif 10 pokiB i3 mnepBUHHOIO
rinepxonecrepureMieio (tTuny Ila, y ToMy 4ucri i3 reTEpO3UTOTHOIO CIMEUHOI0
rimepxonecrepuHeMieio) abo 3mimranoio gucrinigemieio (tTumny IIb) ik mormoBHEHHS [0
OiETU, KOJTM DOTPUMAaHHS [i€THU Ta 3aCTOCYBaHHS iHIINX HEMEeOAWKaMEeHTO3HUX 3aco0iB
(Hanpukiazn GisuyHUX BIIpaB, 3HUIKEHHS MacCHU Tijla) € HeJOCTaTHIM.

[Tpu roMO3UTOTHIM CiMeNHil rinepxoiecTepruHeMil IK DOIIOBHEHHS [0 Oi€THU Ta iHIINX
JMITimo3HUAKYI0YNX 3aco0iB JTikyBaHHS (Hanpukiapg adbepedy JITTHII) abo y Bunmagkax,
KOJIU TakKe JIIKyBaHHS € HEJOPEYHUM.

IIpoginakmuka cepueso-CyOUHHUX NOPYWEeHb

3anobiraHHs 3HaYHUM CEPLIEBO-CYOUHHUM IIOPYIIEHHSAM y Nalli€eHTiB, IKUM, 3a
OLIIHKaMM, 3arpOXKy€ BUCOKUU PU3UK IIEPIIOT0 BUIIAAKY CEPLEBO-CYOUHHOT O
MOPYIIEHHS, IK JOIOBHEHHS OO KOPEKIIil iHIuX (haKTOPiB PU3UKY.

IIporunnoka3aHHs

ITosu 5 me, 10 me2, 15 m2 ma 20 m2 npomunoKkasdaHi:

e TIAIliEHTAM 3 ITiABUIIEHOIO YyTIUBICTIO MO pPo3yBacTaTuHy abo g0 Oyab-IKOTo
HEaKTUBHOI'O IHTPEi€HTa;

e TIaIfiEHTaM i3 3aXBOPIOBAHHSAM IIE€YiHKU B aKTUBHIN (pa3i, y TOMy YHUCJIi HEBiTOMOI
eTiosorii, cTilike MigBUIIIEHHS PiBHSA TpaHcaMiHa3 y CUPOBATIIi KPOBi Ta
IMigBUIIIEHHS PiBHA OyOb-siKOl TpaHCaMiHa3M B CUPOBATIIi Oinbllle HiXK y 3 pa3u
IIOHA[ BEPXHIO MEXKY HOPMU;

e TIaIliEHTaM 3 TSIKKHUM IIOPYIIEeHHSIM (QyHKIIl HUPOK (KJIipeHC KpeaTuHiny < 30
MJI/XB);

e TIAlliEHTaAM 3 MiONaTi€l;

e TTAlliEHTaM, SKi CyIIyTHbO IPUUMAIOTh LIUKJIOCIIOPUH;

e TIaIliEHTaM 3 yXkKe iCHYI0OYUMHU (paKTopaMH OJIsI MiOTOKCUYHUX YCKIaOHEHD;

e y mmepion BariTHOCTi ab0 rogyBaHHS I'PYAOI0, @ TAKOXK XKiHKaM PEeIpPOOYKTUBHOTO
BiKYy, SIKi He BUKOPHCTOBYIOTH BifITOBiTHi 3ac00M KOHTpAIlEMIIii;

e miTaAM BikoM 1mo 10 pokiB.



B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIiH

Po3yBacTaTuH € cyOCTPaTOM MJIsl IIEBHUX TPAHCIIOPTHUX OiNIKiB, BKITIOYAIOYU
OATP1B1, mo 3a6e3mneuye MevYiHKOBUM TPAHCIIOPT, Ta e(JIIOKCHOTO ITepeHOoCHUKa
BCRP. OpnouacHe BBefmeHHSI Pokcepu® 3 nikapCbKUMHU 3acobaMu - iHTibGiTopamMu
IIVX TPAHCIIOPTHUX OiNIKiB MOXKe CIIPUYUHUTH ITiABUIIIEeHHS KOHIIeHTpallil pO3yBaCTUHY
y IIJ1a3Mi KpoOBi Ta 30iIbIlI€eHHS PU3UKY MioTmarTil.

Komnmu HeoOximHO 3acTocoByBaTy Pokcepy® pa3oM 3 iHIIMMU JIiIKapChbKUMHU 3acobaMu,
1110 DiABUIIYIOTh €KCIIO3ULIiI0 PO3yBacTaTUHYy, 003U Pokcepu® crig kopurysatu. Crifg
PO3MOYMHATHU 3 JO3U 5 MI' OOMH pa3 Ha A00y, AKII0 OYiKyEThCS 3POCTaHHS €KCIIO3UIIil
(AUC) ipubnusHo B 2 pa3u abo 6inbire. MakcuManbHa mo060Ba go3a Pokcepu® mae
OyTH CKOpUTrOBaHa TaKMM YMHOM, 11100 OYiKyBaHa €KCIIO3HUIlisd po3yBacCTaTUHY He
IepeBUIyBajia KOHIIEHTPAllilo, 1[0 Big3HaYa€eThCA TOMi, KOIU npuiioM noboBoi go3u 40
Mr Pokcepu® BimOyBa€eThCs y pasi BimCyTHOCTI B3aeMOfil TiKapChbKUMU 3acobaMu.
Hamnpuknag, no3a 5 Mr Pokcepu® npu ogHO4YaCHOMY 3aCTOCYBaHHI 3 IUKJIOCIIOPHUHOM
(30inbIIeHHs eKcmo3utlii y 7,1 pa3a), mo3a 10 mr Pokcepu® 1mmpu ogHOYaCHOMY
3acToCyBaHHi 3 Kom0biHalli€lo puToHaBip/aTaHa3aBip (30inpienHs y 3,1 pa3a), Ta mo3a
20 mr Pokcepu® mpu 0OfHOYACHOMY 3aCTOCyBaHHi 3 reM@piOpo3unomM (30inbIIeHHS Y
1,9 paza).

AHmauuodu

OpHOYacHe BBEEHHS PO3yBaCTaTHHY 13 CyCIeH3i€0 aHTaluay, 1110 MiCTUTh aIlOMiHit0
Ta MarHilo rigpoKcu, TPU3BOAUTh [0 3MEHIIIeHHS KOHIIEHTPallil po3yBaCTaTUHY y
m1a3mi KpoBi mpubnu3uo Ha 50 %. et edpeKT 3MeHIIyBaBCs, KOJIM aHTallUI
IpuiManu 4yepes 2 TOOWHMU ITIicJIsA po3yBacTaTUHY. KiiHiuHa 3HAYYIIICTh IIi€l B3a€EMOZil
He BHUBYaJachk.

deHopibpamu, noxioHi ¢pibpoesoi Kucaomu

Xoda He crocTepiramsocs HisiKol papMaKOKiHETUYHOI B3aEMOil MiXK po3yBacTaTUHOM
Ta ¢peHodidpaToM, MOKe MaTH Miclie hapMaKoouHaMiuHa B3aeMmomisa. 'empidposun,
dbenodibpaT Ta iHmIi ¢pi6pPoeBi KMCIOTH, BKIIOYAlOYW HIKOTUHOBY KMCJIOTY, MOXKYTh
MMiOBUIIYBAaTH PU3UK MiomaTili mpyu ogHOYaCHOMY BBeleHHi 3 inribiTopamu I'MI-KoA
penyKTasu.

IMukaocnopuH



Y mepion cynnyTHBOTO 3aCTOCYBaHHS npemnapaty Pokcepa® Ta LUKIOCIIOPUHY
3HaueHHs1 AUC po3yBacTaTuHY Oy B cepeqHbOMY ITPUOIN3HO V 7 pa3iB BUIIUMU, HiXK
Ti, IIT0 cCIOCTepiramucs y 3opoBuxX DoOPOBOIbIIB (OuB. Tabmuilo 2). Pokcepa®
NPOTHUIIOKAa3aHa IallieHTaM, IKi OJHOYaCHO OTPUMYIOTh LIMKJIOCIIOPUH (OUB. PO3Min
«[TpoTUIIOKa3aHHI»).

CynyTHE 3aCTOCYBaHHS He BIUIMBAJIO Ha KOHIIEHTPAIll IIMKIOCIIOPUHY Y I1JIa3Mi KPOBi.

AHmaeoHicmu eimamiHy K

Ak i y Bunagky 3actocyBaHHs iHmux iHribiTopiB 'MI'-KoA pegyKTasu, mo4aToK
smikyBaHHSI Pokcepoio® abo IMOCTYIIOBe MiAgBUIIIEeHHS 11 03U y MAlli€HTIB, AKi
OOHOYACHO 3aCTOCOBYIOTh aHTaroHictu Bitaminy K (Hanpuknazn BapdapuH abo iHIIi
KyMapuHOBI aHTUKOAryJIsSHTH), MOXKe IPU3BECTHU IO MiABUIIeHHSI MiKHapOOHOTO
HopMaJtizoBaHoro criBBigHomenHuss (MHC). ITicns BimMminu Pokcepu® abo 3MeHIIIEHHS
no3u MHC MoxkKe 3MeHIIUTHUCS. Y TaKUX BUIMTagKax 0akKaHO BiANOBITHUM YUHOM
KoHTpomoBaTy MHC. YV naiieHTiB, Kl 3aCTOCOBYIOTh @HTaroHictu BitaMiny K,
peKoMeHa0BaHO KOHTposiroBaTh MHC K Ha mmo4aTkKy JIlikyBaHHS Pokcepoio®, TakK i
ITicst TpUNIMHEHHS abo ITpU mofdanblrii 3MiHi 11 mo3yBaHHS.

IH2ibimopu npomea3su

Xoya TOYHUM MeXaHi3M B3a€EMOil HeBifoMUl, omHOYaCHe 3aCTOCyBaHHS iHTiOiTOPIB
IMpoTea3n MOXKe 3Ha4YHO 30i/bIIlyBaTy €KCII03HUIlil0 pO3yBacTaTUHY (OUB. TaOIUIlO 2).
Hampukrnapg, y mocnigKeHHi papMaKOKiHETUKHM OOQHOYaCHe 3acTocyBaHHSA 10 Mr
PO3yBacTaTUHY Ta KOMOIHOBAHOI'O JIiIKapChKOTro 3aco0y, 1110 MiCTHUB ABa iHTiOiTOpPH
npoTteas3u (300 mr aTazaHaBipy/100 Mr puToHaBipy), Y 3mOPOBUX NOOPOBOJIBIIIB
cynpoBomxkyBanocs mnigBuineHHIM AUC Ta Cmax po3yBacTaTuHy Npubmamu3Ho B 3 Ta 7
pa3is BignosigHOo. OmHOYacHe 3aCTOCYBaHHA npernapaTty Pokcepa® Ta meskux
KoMOiHaIi¥ iHTi6iTOPiB IMpOoTEea3u MOKIIUBE ITiCJII peTeJIbHOTO 0OMipKyBaHHS KOPEKIIil
mo3u npemnapaTy Pokcepa®, BUXOOAYX 3 OUiKyBaHOTO 3POCTAaHHS €KCITO3HUIlil
po3yBacTaTuHy (OuB. po3minu «Crocid 3acTocyBaHHS Ta mo3u», «OCcoOIMBOCTI
3acTOCyBaHHsI», «B3aemofist 3 iHIMMMU TiKapChbKUMU 3acoOaMu Ta iHIII BUOU
B3a€eMO[il», Tabmuiio 2).

I'em@ibpo3us ma iHwi 2inosainiOemiuHi npenapamu



OpmHouacHe 3aCTOCyBaHHSA npemnapaTty Pokcepa® Ta remdidbpo3uny mpu3BOOuIo [0
3poctanHs AUC ta Cmax po3yBacTaTUHY B 2 pa3u (OuB. po31ain «OcobmuBOCTi
3aCTOCyBaHHS»).

Buxomsiuu 3 maHUX CHelliaJIbHUX OOCHiIXKeHb B3aeMoil, 3HauHOl (hapMaKOKiHETUYHOIL
B3aeMofil 3 (peHODiIOPATOM HE OYiIKYy€ETHCS, OMHAK MOXKJIMBa (papMaKogUHaMidyHa
B3aemormisi. 'empidbpos3un, henodibpart, inmri ¢pibpaTty Ta HialuH (HIKOTMHOBa KHCJIOTA)
y rinomninigeMiuHumx mo3ax (> a6o piBHi 1 r/go0y) DigBUIIYIOTh PU3UK PO3BUTKY
MiomaTil Ipu CynyTHHOMY 3acTOCyBaHHi 3 iHribiTopamu I'MI'-KoA penykTa3sy,
MO2KJIMBO TOMY, 1110 BOHU 30aTHi IPU3BOAUTH OO MiomarTil i Tpu 3aCTOCyBaHHiI OKpPeMO.
ITo3a Pokcepu® 40 Mr nmpoTuiioka3daHa IIpU CYyIyTHbOMY 3aCTOCyBaHHi ¢ibpaTis.

JlixyBaHHsA PoKCceporo® y TakKuX BUNaAKaX CJIil TAKOXK PO3MOYMHATH 3 HO3U O MT.

Ezemumib

OmHOYacHe 3aCTOCyBaHHs Ipenapaty Pokcepa® B mo3i 10 Mr Tta esetumidy 10 Mr
ralieHTaM i3 rirnepxojyiecCTepruHeMieo Ipu3Boguiio no 3poctandHsa AUC po3yBacTaTUHY
B 1,2 pa3a (Tabnuiisg 2). He MoxkHa BUKII0OYATH (papMaKoguHaMidHOI B3aeMOil Mixk
npemnapaTtoM Pokcepa® Ta e3eTuMiOOM, 1110 MOXKe MPU3BECTH A0 HeOaxKaHUX SBUII]
(muB. po3min «OcoBIMBOCTI 3aCTOCYBAHHSI»).

EpumpomiuuH

OpHo4yacHe 3acTocyBaHHSA Pokcepu® Ta eputpominmuy 3HuxKyBasio AUC(0-t)
po3yBacTtaTtuHy Ha 20 %, a Cmax — Ha 30 %. Taka B3aeMofis Moxke OyTHU CIIpUYUHEHA
MiABUIIEHHSIM IIEPUCTAIbTUKU KUIIIEYHUKY BHACIIIAOK Ail EPUTPOMIIINHY.

depmeHmu yumoxpomy P450

Pe3ynbTraTé mocnigzkeHs in vitro Ta in vivo cBiguaTh, 1110 po3yBacTaTUH He iHTiOye i He
CTUMYITIOE i30pepMeHTH UTOXpoMy P450. OKpiM 1IbOTO, PO3yBaCTaTUH € CIIAOKUM
cybcTpaTtoMm 1ux i3odepmeHTiB. TaKuM YMHOM, B3aEMO/il 3 JTiKapChbKUMHU 3acobamMu B
pe3ynbTaTi MeTabosi3zMy, ormocepenkoBanoro P450, He ouikyeThcsi. He
CIIOCTepirasaocs KJIIHIYHO 3Ha4yIIuX B3a€EMOMIU MiXK pPO3yBaCTaTUHOM Ta
dnykonazonom (iuriditopom CYP2C9 ta CYP3A4) a6o KeTOoKOHa30j10M (iHTiGiTOpoM
CYP2A6 ta CYP3A4).

Tabnuisa 2



BnnuB cymyTHIX JTiKapCchKuX 3aco0iB Ha €KCITO3UIIiI0 pO3yBaCTaTUHY

(AUC; y mopsinKy 3MeHIIIeHHSI BEJITMYNHM) 3a OITy0JIIKOBAHMMU OJAaHUMHU KITiHIYHUX
OOCIIiAXKEeHb

PexuMm o3yBaHHSA
_ Pexxum mo3yBaHHS
JIiKapChbKOT0 3aco0y, 110

. PO3yBaCTaTUHY
B3a€EMOJi€

[TukoCIOpuUH Bifg 75 Mr
OBigi Ha moby mo 200 mr
OBigi Ha moOy, 6 MicALiB

ATtazanasip 300
mr/putoHaBip 100 mMr ogux
pa3 Ha moOy, 8 mHiB

Cuwmernpusip 150 Mr oguH
pa3 Ha mo0y, 7 mHiB

Jlominasip 400
Mmr/putoHaBip 100 mr gBiui
Ha mo0y, 17 nHiB

Jloninasip 400
mr/putoHaBip 100 mr gBiui
Ha no0y, 17 nHiB

Entpom6bormak 75 Mr omuH
pa3 Ha o0y, 5 nHiB

HapyHasip 600
mr/putoHaBip 100 mr gBigi
Ha mo0y, 7 OHiB

Tunpanasip 500
Mmr/putoHasip 200 mr gBivi
Ha mo0y, 11 mHiB

IOporenapon 400 Mr gBiui
Ha 100y

ITpakoHazon 200 Mr oguH
pa3 Ha moby, 5 mHiB

E3zeTumi6 10 Mr oguH pa3
Ha no0y, 14 nHiB

®ozammpeHasip 700
mr/putoHaip 100 mr gBivi
Ha mo0y, 8 gHiB

Anermita3ap 0,3 Mr, 7 OHIB




CunimapuH 140 Mr Tpudi Ha
mo0y, 5 mHiB

denodidbpaTt 67 Mr TpuUi Ha
noOy, 7 mHiB

Pudammin 450 Mr oguH pas
Ha mo0y, 7 OHiB

Ketokonazon 200 Mr gBiui
Ha mo0y, 7 OHiB

®nykonazon 200 Mr oguH
pa3 Ha mo6y, 11 pgHiB

Eputpominiua 500 mr
YOTUPU pa3u Ha goody, 7
IHIiB

Bavikanin 50 Mr Tpudi Ha

no0y, 14 mHiB

Oc006/1MBOCTi 3aCTOCYBaHHS

Bnaus Ha Hupku

Y nanieHTiB, siKi 3acTocoByBanu Pokcepy® y BUCOKHUX A03axX, ocobmuBo 40 mr,
Bil3HA4asI0Cs BUIIAAKM IIPOTEIHYPil (BU3HAYEHOl 3a «TECTOM CMYZKKH»), IIepeBazKHO
KaHaJIbleBOl 3a ITOXOAXKEeHHIM Ta y OiJIbIIOCTi BUMIaAKiB TUM4YacoBOl a0 HeTpuBaol.
[TpoTeinypisa He cBiguua mpo roctpe abo mporpecyoye 3aXBOPIOBaHHS HUPOK.
HebaxaHi sgBuIlla 3 60Ky HUPOK Yy IIOCTMapKEeTUHTOBUY MePiof Bif3Hadyasiy dacTillle
IIpHU 3acTocyBaHHi go3u 40 mMr. ¥V marrieHTiB, sKi mpuiiMaloThk npemnapart y mo3i 30 abo
40 Mr, QYHKIIiII0O HUPOK CJIif] IIEePEBIPSITH PETYISPHO.

Bnaue Ha ckesiemHy MycKy/1amypy

YpaxkeHHs CKeJIeTHOI MyCKYyJaTypH, HallpuKJal Mianris, MionaTis, Ta pigKo -
pabmoMiorti3 criocTepiraaucs y MallieHTIB IPU 3aCTOCYBaHHI ycix mo3 Pokcepu®, a
oco6muBO pu mo3ax Oinbine 20 mr. IIpu 3acTocyBaHHiI e3eTuMiOy y KoMOiHaliil 3
inri6itopamu I'MI-K0OA penyKTa3u AyzKe PifKO MOBiTOMIISIZIOCH IIPO BUIIAAKU PO3BUTKY
pabmomionizy. He MoxkHa BUKITIOUATH MOXKJIMBOCTI ¢papMaKOOMHaMiuyHOI B3a€MOil, a
TOMY TaKy KOoMOiHallif0 CJIil 3aCTOCOBYBaTU 3 00EPEKHICTIO.

Ak i y BUmagKy 3acTtocyBaHHS iHmuX iHri0iTOopiB 'MI'-KOA penykTas3u, BUMIaOKU
pabpomionisy, moB'si3aHi i3 3acTocyBaHHAM Pokcepu®, y IOCTMapKEeTUHTOBUM ITepiof




TpaIUIAIuCA 4YacTile npu 0o3i 40 Mr. € noBimOMJIEHHS IIPO PiOKiCHI BUIIagKU
iMyHOOIIOCEepeaKOBaHOl HEKPOTU3YyI0Y0l MiomarTil, IO KJIiHIi9YHO MPOSBISAIOTHCS CTIMKOIO
ITPOKCU3MaJIbHOIO M’SI30BOI0 C/IA0KiCTIO i MigBUINIEHHSM PiBHS CUPOBATKOBOI
KpeaTUHKiHa3M, ITif Yac JIiKyBaHHS a0o ITicIs NPUIIMHEHHS JIIKYBaHHS CTaTUHAMMU,
BKJIIOYaIO4U¥ PO3yBacTaTUH. Y TAaKOMY pa3i MOXYyTh OyTH HEOOXiqHUMU OOOaTKOBI
HEeUpPOM’sI30Bi i CeposIoriyHi JOCHIOXKEeHHs, JIIKyBaHHA iIMyHOCYIIPECUBHUMU
IpenapaTaMu.

Bu3HavyeHHs pieHA KpeamuHpochoKiHa3u

PiBHi kpeaTuHdoOC(OKiHaA3M HE CIIiA BUMIPIOBATH ITiCIA 3HAYHUX Pi3UYHUX
HaBaHTaXKeHb ab0 ITPU HasIBHOCTI MOXKJIMBUX aJIbTEPHATUBHUX ITPUYMNH ITiIBUIIIEHHS
KpeaTuH-pochoKiHa3y, 110 MOXKYTh 3aBaXKaTH iHTepIpeTallil pe3ybTaTiB. AKI10
IIOYaTKOBi piBHI KpeaTnH-POCPOKiHA3M 3HAYHO IMiABUIIEHI (>5X BEPXHbOl MEXKi
HOPMH), IPOTATOM 5-7 OHIB He0OXigHO 3POOUTH JOOATKOBUY MiATBEPAXKYIOUYUM aHaIi3.
K110 pe3ynbTaT MIOBTOPHOTO aHallily NiiTBEPHOXKY€E MOYAaTKOBUM PiBEHb >5 X BEPXHHOI
MeXXi HOpMHU, PO3NOYMHATH JIIKyBaHHS HE CJIif.

Ileped aiky8aHHAM

Pokcepy®, sk i pemrrty inridiTtopis 'MI'-KoA penykTa3u, ciif 3 00epexKHiCTio
IMpu3HaydaTH IallieHTaM i3 ¢akKTopaMHu, 110 CIIPUSIOTHL PO3BUTKY
MiomnarTii/pabmomioni3y. 1o Takux paKTOpPiB HamekaTh:

e IOpYyILIEeHHS QYHKIIil HUPOK;

e TIIIOTUPEOS;

e HASIBHICTH B iHAMBiOyanbHOMY ab0 ciMeMHOMY aHaMHe3i CIaJKOBUX M'sI30BUX
3aXBOPIOBaHE;

e HASIBHICTh B aHaMHe31 MiOTOKCUYHOCTI, CIIPUYUHEHO] iHmmuMu iHribiTopamu I'MI -
KoA penykra3u abo ¢pibpaTtamu;

e 3JI0BXKHWBaHHSA aJIKOr0JIEM;

e BiK >70 pOKiB;

e CHUTYyallil, III0 MOXYTh IPU3BECTHU [0 IMiABUIIEHHS PiBHIB IIpenapary y Ijia3Mi
KPOBI;

e OJHOYACHE 3aCTOCyBaHHS (ibpaTis.

Y Takux maifieHTiB NOTPiOHO MOPIBHATY PU3UK Ta MOXKJIUBY KOPUCTH ITPU 3aCTOCyBaHHI
penapary; TaKOX PeKOMEeHOOBaHUM KIIiHIYHWN MOHITOpUHT. He ciig po3noyuHaTu
JIIKyBaHHS y BUNIAAKY 3HAQYHO HiABUIIEHUX No4YaTKOBUX piBHIB KOK (>5 x BMH).



Y nepioo aikysanHsa

[NamieHTiB Ccig monepenuTyU NPO HEOOXiMHICTh HeralHo ITOBIIOMIISATH IIPO He3’ sICOBHUMU
M's130BUM 0inb, M's130BY cnabKicTh ab0o cymoMu, 0COOJIMBO SKIIIO BOHU
CYIIPOBOAXKYIOTHCS He3OyKaHHAM a00 HiTBUIIEHHSAM TeMIepaTypu. Y TaKUX Halli€HTiB
ciipg Bu3HauuTu piBHI KOK. Crig npunuHUTHY JIiKyBaHHA, K10 piBHI KOK 3Ha4YHO
mipgBumieHi (>5xBMH) abo siKio M'si30Bi CUMIITOMU TSI2KKi Ta CIPUYUHSIOTH
ONCKOM@OPT y HOBCAKAEHHOMY KUTTI (HaBiTh aKiio piBHI KOK = 5 x BMH). dkino
CUMIITOMM MUHAaIOTh Ta piBeHb KOK moBepTaeThcsa mo HopMu, Pokcepy® abo
anbTepHaTUBHUM iHTiOiTOp 'MI'-KOA MOXKHa cripoOyBaTH 3aCTOCyBaTH 3HOBY, alle y
MiHiMaJIbHUX OO3axX Ta IIif peTeJIbHUM HarasagoM. PerynsapHui KOHTPosib piBHA KOK y
naiieHTiB 6e3 BUIlleBKa3aHUX CUMIITOMIB HEITOTPiOHUN.

Y KniHIYHUX OOCTIAXKEHHSAX Y HEBEJIUKO] KiJIbKOCTi MaIli€HTiB, IKi 3aCTOCOBYBaJlA
Pokcepy® Ta cynyTHI ipeniapaTy, IIOCUJIEHOT'0 BIUIUBY Ha CKeJIeTHY MYCKYJIaTypy He
Bim3Hadanochk. OOHaK IIigBUIlleHa YaCTOTa BUIIaAKiB MiO3UTYy Ta Miomarii
CIIOCTepirasnachk y Ialli€HTiB, siKi 3aCTOCOBYIOTH iHIIi iHTiGiTopu I'MI'-KOA penykTasu i3
noxigHuMu (pi6PoEBOI KUCIOTH, B TOMY YmCJIi reMdpiOpo3unIoM, IIUKIOCTIOPUHOM,
HiKOTHHOBOIO KMCJIOTOIO, @30IbHUMU ITPOTUTPUOKOBUMH 3acoO0amu, iHribiTopaMu
IIpoTea3u Ta MaKpoJimHuMu aHnTubioTukamu. ['eMdiOpo3us migBuilye pusuK pPo3BUTKY
MiomaTil Ipu CynyTHOMY 3aCTOCyBaHHi i3 geskuMu iHribiTopamu ['MI'-KoA
penykTa3u, ToMmy Pokcepy® He peKOMeHAOBaHO 3aCTOCOBYBaTU y KoMOiHaliil i3
reMpioposunoM. CripusATINBUYN BIIJIMB ITOAAJILIINX 3MiH PiBHS JIiIigiB mmpu
OOHO4YaCHOMY 3acTocyBaHHi Pokcepu® i3 ¢ibpaTamu abo HialluHOM MOTPiOHO
TOPiBHSATH i3 MOTEHIIMHUMY PU3UKaAMU IIPU 3aCTOCYyBaHHi TakKol KoMOiHaIIil.
OnHouacHe 3acTocyBaHHsI Pokcepu® B fo3i 30 a6o 40 mr ta ¢ibpaTiB IpoTUNIOKA3aHO.

Pokcepy® He ciif cyMmiliaTé pa3oM i3 CUCTEMHUM 3aCTOCYBaHHS (Py3uUO0BOI KMCJIOTH
abo mpoTsroM 7 OHIB Iicis MPUONHEHHS JIiKyBaHHS Qy3ug0BOI0 KUCIOTOO0. [Is
Mali€HTIB, OIS SKUX BUKOPUCTAHHS CUCTEMHO] (hy3UIOOBO1 KMCIIOTU BBaXKAETHCS
HeoOXigHUM, TiKyBaHHS CTaTHHAMU HeOOXigHO MPUITMHUTH IPOTSITOM YChOTO Mepiomy
JIiIKyBaHHS (Qy3UI0BOI0 KUCIOTOI0. Bynu moBimoMeHHs ITpo BUNaOKU pabaoMiotisy
(BKJTIOUAIOYM JIeTalbHi HACJIiOKU) Y HaIli€HTIB, IKi OTpUMYyBaau QPy3UOOBY KHUCIIOTY i
CTaTUHU B KOMOiHaIlil. [TallieHT moOBUHEH HEeTaHO 3BEPHYTUCS OO0 JIiKaps, SIKIIO BiH
BiIlYyBa€ CUMIOTOMH, TaKi K M's30Ba C/1abKicTh, 6i1b ab0 B’AITICTE.

Tepamis craTuHaMu MOXKe OyTH MOBTOPHO ITpOBefeHa Yepe3 7 OHIB ITiCIsA OCTaHHBOL
mo3u Py3umoBOl KMCIIOTH.

Y BUHSATKOBUX BUIAJKaX, KOJIU HeoOXigHe TpuUBajie CUCTeMHe 3aCTOCyBaHHS
$by3umoBoi KuCIoTH, HAITPUKIIAM, OJIs JTiKyBaHHSA BaXXKUX iHPEKIi, HeoOXimHiCTh
OOHOYACHOTO Npu3HadeHHS Pokcepu® i ¢py3umoBOl KUCIOTHU CJIif PO3TIsigaTH TiJIbKU B



KOKHOMY KOHKPETHOMY BUMNAIKY i Iifl peTeJIbHUM MeOUYHUM HaTJISI0M.

Pokcepy® cninm 3 00epexHiCTI0O 3aCTOCOBYBATHU MalliEHTaM i3 ¢paKTopaMu, II10
CIIPUSIOTH PO3BUTKY MioIlaTil, TaKUX IK HUPKOBA HEOCTATHICTh, JIiTHIH BIK,
rinmotupeos, abo y cUTyallisgx, KOJI¥ MoXKe 30iIbIIUTHUCSA KOHIIEHTPAallis ITpernapary y
ja3Mi KpoBsi.

Pokcepy® He ciifm 3aCTOCOBYBATH AJIS IAILIIEHTIB i3 TOCTPUMU, CEPHO3HUMHU CTaHaMU,
III0 COPUSAIOTH PO3BUTKY MiomnaTii abo MigBUIIYIOTh PU3UK PO3BUTKY HUPKOBOI1
HeIOOCTaTHOCTi Ha TJi pabmomionidy (TaKUMHU SIK CEIICUC, TilIOTeH3is1, o0mupHe
XipypriuHe BTpy4YaHHS, TpaBMa, TIXKKi MeTabo0JIiyHi, eHOOKPUHHI ab0 eJIeKTPOIiTHi
MOpPYLIEHHS; HEKOHTPOJIbOBaHI CyqOMH).

Bnaue Ha neuiHKy

Ak i igmi inriéitopu I'MI'-KoA penykTa3u, Pokcepy® ciif 3 00epekHiCTio
3aCTOCOBYBATH IalliEHTaM, SIKi 3JI0BXKMBAIOTh aJIKOrojieM Ta/ab0 MaloTh 3aXBOPIOBAHHS
IIeYiHKU B aHaMHe3i.

OyHKIIIO IIeYiHKM PEKOMEHI0BAHO [IEPEBIPUTHU IIepel] I0YaTKOM 3aCTOCYBaHHSA
npenapaTty Ta 4yepe3 3 Micdlli JIiKyBaHHs. fAKIIO piBeHb TpaHCaMiHa3 y CUpPOBaTIIi
KPOBi OinbIlle HiXK yTpUYi ITePEBUIIYE BEPXHIO MeXKYy HOPMH, 3aCTOCyBaHHSI Pokcepu®
ciig npunuHuTH. [Ipo cepiio3Hi mopyiieHHI QYHKIIi] IeYiHKU (IepeBakHO
MigBHUILIEHHS PiBHS II€4YiHKOBUX TpaHCaMiHa3) y IOCTMapKETUHTOBUU ePiof
MOBIAOMIISIJIOCH YacCTillle IIPU 3aCTOCyBaHHI mo3u 40 Mr.

Y nailieHTiB i3 BTOPMHHOIO TillepX0JIeCTEPUHEMIEI0, CIPUYUHEHOIO TiTOTUPE030M abo
He(@POTUYHUM CUHAPOMOM, CIEPIIY CIi IPOBECTH IiKyBaHHS OCHOBHOTO
3aXBOPIOBaHHS, a IOTIM IOYMHATU 3aCTOCyBaHHA Pokcepu®.

Y micnsgpeecTpanitHoMy mepiofi 3pimka MoBigOMIISIIIOCS IIPO JieTaabHi abo HeJleTanbHi
BUIIQAKM II€YiHKOBOI HEIOCTATHOCTI Y IMAlli€HTiB, sIKi IpUManu CTaTUHU, B TOMY YUCITi
po3yBacTaTUH. fKINO Ha TJIi JIIKyBaHHA IIpenapaToM Pokcepa® po3BUBA€ETHCA
Cepio3He ypaXXeHHS MeYiHKU 3 KJIiHIiYHOI0 CHMIITOMAaTUKOI0 Ta/abo
rimepbinipybiHeMieio uu XKOBTSHUIIEIO, HETAWHO CJIil MPUIIMHUTHU ITPUKOM IIpenapary.
AKII10 iHIIIl TPUYKWHU He BUSBJIEHO, HE CJIi[] IOHOB/IIOBATHU JIIKyBaHHS IIperapaToM
Pokcepa®.

Paca



Y mocnimkeHHSX (apMaKOKiHETUKH CIIOCTEPIrasocss 3pOCTaHHS CUCTEMHOI €KCITO3HIIil
y IalliEHTIB MOHTOJIOIAHOL pacHu ITOPiBHSHO 3 EBPONEUIISIMHU.

II71s TakuX IallieHTiB HeoOXigHa KOpPeKIisl mo3yBaHHS IIpemnapaTy Pokcepa® (Ous.
po3minu «Crnocib 3acTocyBaHHS Ta mo3u» Ta «PapMaKoKiHeTUKa»). [IJis mallieHTiB
MOHTOJIOIAHOI pacu ImoYaTKoBa fo3a Pokcepu® moBuHHa OyTtu 5 mr. [limBuieHa
KOHIIEHTpAIlis po3yBaCTaTUHY Y IJIa3Mi KpPOBi OyJsia moMiuyeHa B a3iiChKUX ITAIliEHTIB
(muB. po3min «®apMakokiHeTuKa»). Ciif B3ITHU OO0 yBaru 30iNbIlIeHy CUCTEMHY
€KCITO3UIIiI0 IPU JIiKyBaHHI HalliEHTIiB MOHTOJIOIAHOI pacH, y IKUX
rinepxojieCTepuHeMisa He KOHTPOJIIOETHCA afeKBaTHO go3amMu no 20 mr.

IH2i6imopu npomea3su

[TigBuIleHa CUCTEMHA €KCIIO3UIlisl JO0 PO3yBaCTAaTHUHY CIIoCcTepirasnacs B ocid, sKi
3aCTOCOBYBAJIM PO3yBacTaTUH CYIIyTHHO 3 Pi3HUMMU iHTiOiTOpaMu IpoTeasu y
MMOEOHaHHI 3 puToHaBipoM. Ciifg oOMipKyBaTU SIK KOPUCTh Bifl 3HUKEHHS PiBHS JIiITiiB
3a mormoMoroio npemnapaty Pokcepa® y mnartienTiB i3 BIJI, ski oTpuMyloTh iHTi6iTOPH
npoTea3y, TaK i MOXKJIMBICTh IMiABUIIIEHHS KOHIIEHTPALiil pO3yBaCTaTUHY Y IIJla3Mi
KPOBi Ha MOYaTKy Teparlil Ta IpHu OigBuIlleHHi 703U Pokcepu® Ojid malli€eHTiB, AKi
OTPUMYIOTH iHTi6iTOPU mpoTea3u. OmHOYACHE 3aCTOCyBaHHS IIpenapary 3
iHribiTopamMu npoTeasu He PpeKOMEHOYETHLCS, SIKIIO0 mo3a Pokcepu® He CKOpUTOBaHa
(muB. po3min «Cmocib 3acTocyBaHHS Ta MO3u» Ta «B3aeMois 3 iHIIMMU TiKapChbKUMU
3aco0aMu Ta iHIIi BUOM B3AEMOMIIN»).

HenepeHocumicmb nakmo3u

[NamieETaM 3 PiAKiCHOIO CIagKOBOIO HEIIEPEHOCUMICTIO rajlakTo3u, aedinuToM
nakTa3u Jlanna abo ManbaOCOpPOIli€0 TII0KO3U-TaJlaKTO3! He CJIiZl 3aCTOCOBYBaTH 1e
nmpenapar.

IHmepcmuu,ia/lee 3dXBOPHOBAHH A /1€2€Hb

[TooguHOKi BUNIAOKY iHTEPCTULIaIPHOTO 3aXBOPIOBAHHS JIETeHb OY/IU 3apeecTpoBaHi
IIPU 3aCTOCyBaHHi AesIKUX CTaTHUHIB, 0COOIUBO y BUIIaAKy MOBTOTpPUBasIol Teparrii. 1o
CUMIITOMIB IIOPYILIEHHSA HajleXXaTh OUCITHOE, HEIIPOOYKTUBHUM KallleJIib Ta IIOTipIlleHHsT
3arajJbHOrO CTaHy (BTOMa, BTpaTa MacCH Tijla Ta rapsdka). AKII0 Iigo3PpIEThCS, 110 Y
ralieHTa PO3BUHYJIOCH IHTEPCTHUIia/IbHE 3aXBOPIOBAHHS JIeTeHb, 3aCTOCYBaHHSA
CTaTUHIB IOTPIOHO IPUIIUHUTH.



Llykposuli diabem

[eski pakTu CBimYaTh, 110 CTaTUHM ITiABUIIYIOTh PiBEHDb I'TIOKO3U B KPOBI Ta Y OEeIKUX
Malli€EHTiB, IKUM 3aTrpPOKy€ BUCOKMU PU3UK PO3BUTKY HiabeTy B MaliOyTHOMY, MOXKYTh
CIIPUYHUHSTH TillepriiiKeMilo TaKOT0 PiBHS, IPU IKOMY HeoOXifHe HaJjieKHe JTiKyBaHHS
miabety. LI1o 3arpo3y, ofHaK, IIePEeBUIIY€E 3HUKEHHS PU3UKY CYOIUHHHUX ITOPYIIEHb IPHU
3aCTOCYBaHHI CTaTHHIB, i TOMy BOHa He Ma€ OyTH MificTaBOIO AJIA NPUNUHEHHS Teparrii
CTaTUHaAMHU. 3a IallieHTaMU I'PyIu PU3UKY (PiBEHb IIIOKO3M HaTile 5,6-6,0 MMOIb/I,
IMT >30 kr/m2, migBullleHNY PiBeHb TPUTIIILIEPUIIB, apTepialbHa TillepTeH3is) ciig
BCTAHOBUTHU 5K KJIiHIYHUM, TakK i OioXiMiYHUYN KOHTPOJIb 3rifHO 3 HAIliOHAJIbHUMHU
HacTaHOBaMU.

Y pmocrnigzKeHHSX 3apeecTpoBaHa 3arajbHa YacTOTa IYKPOBOTO HiabeTy cTaHOBUIa 2,8
% y rpymi nmpuiomy po3yBacTaTuny Ta 2,3 % — y rpymi nnameb6o, mepeBaxHo Y
Malli€eHTiB 3 piBHEM TJIIOKO3M HaTIIe Big 5,6 0o 6,9 MMOJIb/II.

Ak i mopgo iHmwux iuridbiTtopis 'MI'-KoA-pegykTa3u, IIpu 3aCTOCYyBaHHiI pO3yBaCcTaTUHY
crocTepiramnocs 3poctaHHsa HbAlc Ta piBHIB I'/lfOKO3M Yy CUPOBATIIi KPOBi. ¥ meaKux
BUIIaJKax Il MTOKa3HUKU MOXKYTh IIePEBUILlyBaTU I'PaHUYHE 3HaYEHHS OJ1d
OiarHOCTHUKHU LIYKPOBOTO HOiabeTy, HacaMmepeq y NalliEHTiB 3 BUCOKUM PU3UKOM
PO3BUTKY AiabeTy.

Y kniHivHUX OOCHigXKeHHSX OyJI0 moKa3aHo, 1110 Pokcepa® K MOHOTepallist He
CIIPUYHUHSIE 3HUXKEHHS 0a30B0I KOHIIEHTpPAIlil KOPTU30JIy I1JIa3MM KPOBi i He BIIJINBA€E
Ha pe3epB HaJHUPKOBUX 3a03. HeoOxigHa 00epekHICTh y pa3i 0MHOYaCcHOT O
3aCTOCyBaHHs mmpemnapaTy Pokcepa® Ta iHINMX JTiKapCchKUX 3ac00iB, 3MaTHUX
3HUKYBATH PiBHi a00 aKTUBHICTh €HIOTE€HHUX CTEPOIAHNX TOPMOHIB, HallPUKJIa[d
KeTOKOHAa30J1y, CIIIpOHOJIaKTOHY Ta IUMETUOUHY.

Ilimu ma nioaimku 8ikom 8i0 10 do 17 pokis

Buonus po3yBacTtaTuHy Ha JIiHIMHUU pICcT (3picT), Macy Tina, IMT (iHgekc Macu Tina) Ta
PO3BUTOK BTOPUHHUX CTAaTEBUX O3HAK 3a IIKajyioo TaHepa y giteu Bikom 10-17 pokis
OLIIHIOBABCS JIUIIE IIPOTATOM OOHOT'O POKY. Iliciaa 52 TUXKHIB OOCIIiAXKYBaHOT O
JIIKYBaHHS KOOHOTO BIIJIMBY Ha picT, Macy Tina, IMT abo cTaTeBe mo3piBaHHS
BUSBJIEHO He Oyso (ouB. po3nin «PapMakoarHaMika»). [LOCBig KITiHIYHUX OOCHIIXKEHb
3aCTOCyYBaHHS IIpemaparTy OiTSM Ta ITigjgikaM oOMexKeHuH, i JOBroTpuBaili epekTu
3aCTOCyBaHHA po3yBacTaTUuHY (>1 pik) Ha cTaTeBe OO3piBaHHS HEBiOOMI.



Y kiIiHiYHOMY OOCIIAXKEHH]1 y AiTe’ Ta HifJIiTKiB, AKi IpuiMasiu po3yBacTaTUuH
OpoTsarom 52 THUXKHIB, migBuilieHHs piBHSA KK >10 pasiB Bunie BHM Ta cumnTomu 3
00Ky M’s13iB Imicysa ¢pi3smyHOro HaBaHTaXKeHHA ab0 mimBuUIeHOol (Pi3UYHOl aKTUBHOCTI
CIIOCTepiranucs 4acTillle IIOPiBHAHO 3 TAaKUMHU Y HOPOCHIUX (OAuUB. po3min «ITobiuHi
peaxiii»).

3maTHiCTh BIUIMBATH Ha IIBHIKICTH peakilili Mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a00 iHImMMMMHU MexaHiZMaMHu

He npoBogunu OoCiigXKeHsb IIOAO0 BU3HAUYEHHS BIJIMBY PO3yBacTaTUHY Ha 30aTHICTh
KepyBaTu aBTOMOOisIeM Ta iHIIMMU MexaHiYHUMU 3acobamu. Ha ocHOBI
(papMakoguHaAMiYHUX BJIaCTUBOCTEN PO3yBaCTaTUHY IMOBIPHICTH TAKOTO BIJIUBY
He3HayHa. OgHaK IIPpU KepyBaHHiI aBTOMO0isIeM Ta iHITUMU MeXaHiYHUMU 3acoOaMu
CJIiI BpaXOByBaTH, 1110 IIifl 4ac JIIKyBaHHS MOXe BUHUKHYTHU 3allaMOPOYEHHS.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHS IPyaaio

Be3neky 3acTtocyBanHs Pokcepu® y mepiop BariTHOCTiI abo rogyBaHHS IPyAmio He
BUBYAJIU.

Pokcepa® mpoTunokasaHa y mepiof BariTHOCTi abo rogyBaHHS I'PYOOIO.

XKinkaM penpoayKTUBHOIO BiKy IIig yac nmpunioMy Pokcepu® ciig 3aCTOCOByBaTH
BimmoBigHi 3aco01 KOHTPAIEIIIii.

OCKIiNbKM XOJIEeCTEPHUH Ta iHIIIi TPOAYKTU OiOCUHTE3Y X0JIECTEPUHY CYTTEBO BaKJIMBI
OJIsI PO3BUTKY IIJIONA, MOTEHUiNHUY pu3ukK iHrioyBanus I'MI'-KoA penykTa3u
IIepeBUIIyE MOKJIUBY KOPUCTH Biff 3aCTOCYBaHHA IIpelapary y IIepios BariTHOCTI.
AKIM0 malieHTKa BariTHi€ y mepiof 3aCTOCyYBaHHS IIpenapary, JIIKyBaHHS CJIi HerauHO
IPUIIMHUTH.

OCKinbKy iHIIUM JTiKapCchKUM 3acib IIOr0 KJIacy MPOHUKAE Yy TPyAHE MOJIOKO TIOOUHU
Ta BpaxoByiouH, 110 iHri6itopu 'MI'-KoA-penyKTa3u MOXKYTh CIPUYMHSITUA CEPUO3Hi
HeOaxkaHi peakliil y HEMOBJIAT, XKiHKaM, sIKi MOTPeOyIOTh NiKyBaHHS IIpernapaToM
Pokcepa®, ciig peKoOMeHAyBaTU YTpUMaTUCA Bif rogyBaHHS Ipyano. aHuX 11000
IIPOHUKHEHHS IIpenapaTy y rpygHe MOJIOKO Yy JIIOOUHU HeMae (OUB. PO3Aia
«IIpoTunioka3aHHSI»).

Cmocib 3acTocyBaHHS Ta IO3H

[lepen moyaTKOM JIIKyBaHHS MALIEHTY CIIiO IPU3HAYUTU CTaHOAPTHY
riroxoJjiecTeEPpUHEMIYHY MIi€TY, SIKOI CJIif HOTPUMYBATHUCH i MPOTATOM JIiKyBaHHSA. 103y
clig mimbupaTH iHOUBiOyanbHO, 3ajIe’KHO Bif MeTU Teparril Ta e(peKTUBHOCTI



JIIKyBaHHS$, 3aCTOCOBYIOUYH [il04i y3roazKeHi peKoMeHaallil.
Pokcepy® MozkHa npuiiMaTu y OyOb-IKUM Yac OHS, He3aJleXKHO Bif NpuiiomMy ixi.

TabneTky He ciim po3xkoByBaTu abo mpobutu. TabrmeTKy KOBTATH ITiJIOl0, 3allMBalO4YU
BOJIOIO.

JIikyeaHH s 2inepxosiecmepuHemii

PekoMeHOoBaHa ITOYaTKOBA [[03a CTAaHOBUTH 5 abo 10 mMr, mepopanbHo 1 pa3 Ha o0y
sIK [OJI4 TalllEHTIB, K1 paHillle He 3aCTOCOBYBaJId CTaTUHU, TakK i [Jid MaLli€HTIB, Kl [0
IIbOTO 3aCTOCOBYBasH i iHribiTopu I'MI-KoA penykrasu. [linbupaiouu Io4aTKOBY
003y, CIIi BpaxOByBaTH iHOAMBiIAyalbHUM PiBEHb XOJIECTEPHUHY Y MAIlilEHTIB Ta
MauOyTHiM ceplieBO-CYOUHHUUN PU3UK, @ TAKOXK MOTEHIINHUN PU3UK PO3BUTKY
mobGivyHMX peakilitt (muB. gasi). 3a HeoOXimHOCTI yepe3 4 THUXKHI 03y MOXHa
30imbIIUTY 00 HacTynHOi. OCKiNbKHU y BUIIQAKYy 3acToCyBaHHSA Ho3u 40 Mr mobiuHi
peaxirii BUHMKAIOTh YacCTillle, HiXK ITPU MEHINMNX [03aX, TUTPyBaTH mo3y mo 30 Mr abo
oo 40 mr ciig nuille s Malli€HTiB i3 TAXKKOI0 IilepXxojIeCTEPUHEMIEI0 Ta BUCOKUM
CepILEeBO-CYIUHHUM PU3UKOM (30KpeMa B 0Ci0 i3 CiMeMHOI0 TilnepXoIecTepuHEMIEIO), ¥
SIKUX He BIAI0CS OOCATTU 0axkKaHOoTo pe3ynbTaTy 3a Ao3u 20 MT i gKi MoBUHHI
nepeOyBaTH IIif perynapHuM HaraspoM. Ha modaTky 3acTtocyBanHs go3u 30 mr a6o 40
MI' pPEKOMEHJ0OBAHO CIIOCTEPEXKEHHS CIleljiaicTa.

ITpoginakmuka cepueso-CyOUHHUX NOPYWEeHb

Y mocrnipKeHHI 3HUKEHHS PU3UKY YCKIIagHEeHb 3 00Ky CepleBO-CyJUHHOI CUCTEMU
mobOoBa mo3a mpemnapaTty ctaHoBuia 20 mr. ITamieHTaMm i3 rimepxoecTepuHeMi€ro
HeoOXimHO IPOBOAUTH CTaHOApPTHE BU3HAUEHHS PiBHS JIMiAiB Ta JOTPUMYBATUCS
peKOMeHalil i3 JO3yBaHHS [OJId JIIKyBaHHS rillepX0oIeCTepuHEMIl.

3acmocysaHHA nauieHmam AimHb020 8IKY

PexkomMmeHpoOBaHa moyaTKOBa [03a [ MalieHTiB y Bini nmoHap 70 pOKiB CTAHOBUTH 5 MT.
[HII1a KOPEKIIisi MO3U 3aIeKHO Bif BiKy HemoTpiOHa.

3acmocysaHHsa 0imAam



3BUYaliHa 0o3a Ipenaparty AJjisd OiTeU Ta IMiIiTKiB i3 reTepO3UTrOTHO CIMEWHOI0
rinmepxonecrepuHeMieio ctaHoBuTh 5-20 Mr 1 pa3 Ha mo0y nmepopa’sbHo. s
OOCSITHEHHSI TePaleBTUYHOT0 epeKTy no3y HeoOXimHO HaleXKHUM YMHOM TUTPYBATH.
Be3neky Ta eeKTUBHICTh 003, 110 MepeBUIYyI0Th 20 MT, y IIili ITOMYJIsAlil He BUBYAIIU.

Ilo3ysaHHs 014 nauieHmMie 3 NOPYWeHHAM (PYHKUII HUPOK

[171g TaIlieHTiB 3 JIETKUM Ta IOMIPDHUM IIOPYIIEeHHSIM (QPYyHKIll HUPOK HEMae
HeoOXigHOCTi y KopekKIlil mo3u. PekoMeHOoOBaHa IToYaTKOBA [03a IS MAlliEHTiB 3
MMOPYIIEeHHSAM (YHKII1 HUPOK ITOMipPHOI TSKKOCTI (K/IipeHC KpeaTuHiHy <60 MII/XB.)
cTaHOBUTH 5 Mr. [1o3a 30 mr Tta 40 Mr mpoTUIIOKa3aHa MalliEHTaM 3 IOPYILIEeHHIM
(pyHKI1Iil HUPOK MOMIpHOI TI2KKOCTi. [lallieHTaM 3 TSAXKKKUM MOPYIIEHHAM (QYHKIIi1
HUPOK 3aCTOCyBaHHS Pokcepu® MpPOTUIIOKA3aHO y Oyab-IKUX I03aX.

Ilo3ysaHHA 014 nayieHmMi8 3 NOPYWeHHAM (PYHKUII neviHKu

He cniocTepiranoch 3poCcTaHHS CUCTEMHOI €KCIT03UIlil pO3yBaCTaTUHY V IAIli€HTIB 3 7
6anamu 3a mkanowo Yauna-I1'to. [IpoTe, moCUIeHHSI CUCTEMHOI €KCIT03UIIil O0yII0
Bijl3HaUeHO y NallieHTiB, CTaH AKUX OIliHIOBaBCA y 8 Ta 9 GasiB 3a mkarsnoio Yainga-
[T'50. TakuM malfieHTaM CJIiZ IPOBOOUTH OLIHKY (QYHKITil HUPOK. [[OCBiZ 3acTOCyBaHHS
Imperapary y MallieHTiB 3 moka3HukoM 9 OasiB 3a mkanoio Yarnma-IT'to BimcyTHi.
Pokcepa® mpoTumnoka3aHa HalliEHTaM i3 3aXBOPIOBAHHSMH MEYiHKYW B aKTUBHIN CTamil.
Y naui€eHTiB 3 TAXKKUM NOPYILIEHHAM (QYHKIIil TeYiHKU CIIOCTepirasocs ImiagBUIIeHHS
€KCIIO3UIlil po3yBacTaTUHY, TOMY IM 3acTOCOByBaTU Pokcepy® y mo3i Buiie 10 Mr crif
3 00epexKHiCTIO.

Paca

Y mairieHTiB MOHTOJIOIIHOI pacu CIIoCTepiraaacs IIigBUIlleHa CUCTeMHa eKCIIO3UIlis
npemnapaTty. PekoMmeHnoBaHa moyaTKOBa [03a [JIA MAlll€HTIB a31laTChKOI'0 ITOXOOXKEeHHT
CTAHOBUTH D MI'. 3aCTOCyBaHHA A03U 40 MI TaKUM IalliEHTaM IIPOTUIIOKa3aHe.
MaxkcuMasbHO JoOOBa J03a CTaHOBUTE 20 MT.

[lo3yBaHHS OJid MAIll€HTIB 3i CXUJIBHICTIO IO PO3BUTKY Miomaril

PekomeHpoBaHa mo4daTKOBa [o3a [JIA IIALIEHTIB 31 CXUJIBHICTIO IO PO3BUTKY
MiomnaTil CTAHOBUTH 5 M.



Io3a 40 Mr mpoTuiioKalaHa OEesKMM 3 TaKHuX IallieHTiB. MakcuManbHO mo00Ba Jo3a
CTaHOBUTL 20 MT.

I'enemuyuHut noaimop@ism

I'emotunnu SLCO1B1 (OATP1B1) ¢.521CC ta ABCG2 (BCRP) c.421AA, mopiBHSAHO 3
reHotunamMu SLCO1B1 ¢.521TT ta ABCG2 ¢.421CC, aco1iilioBaHi 3 IIiABUIIIEHHSIM
ekcno3uilil (AUC) po3yBactaTtuny. s naiieHTiB 3 renotunamu ¢.521CC a6o c.421AA
MaKcuMaJbHa peKoMeHOoBaHa no0oBa go3a Pokcepu® ctaHOBUTH 20 MT.

PosyBacTaTuH € cyOCcTpaTOM OJIsi Pi3HUX TpaHCHOPTHUX 0inkiB (Hampukinan, OATP1B1
Ta BCRP). Pu3uk miomnaril (BK/I04ao4yu pabaoMioni3) migBUIIYETHCSA IPHU
omHOYacHoOMY mpuiioMi Pokcepu® pa3oM 3 MeBHUMMU JIiKapChbKUMHU 3acobamy,
3MaTHMMM IIiABUIIYyBaTH KOHIIEHTPAIlil pO3yBacTaTHUHY Yy IJIa3Mi KPOBi yepe3s
B3a€EMO[IiI0 3 UMY TPAHCHOPTHUMU OinKamu (HalpuKiaf, IUKIJIOCIOPUH Ta AesKi
iHribiTopu mpoTeas3u, BKIII0OYa0yu KoMOiHallil puTOHaBipy 3 aTaHa3aBipoM,
JIoTliHaBipoM Ta/ab0 TunpaHaBipoM). [Tpy MOXKITUBOCTI HEOOXiTHO PO3TISHYTU
ajibTepHaTUBHE JIiKyBaHHS i, IKII0 HEOOXiMHO, TUMYaCOBO MPUITUHUTHU JTiKyBaHHS
Pokcepoio®. V¥ cutyailisix, KOIu OOHOYACHOT'O BBeOEHHS IUX TiKapChbKUX 3ac00iB
pa3oMm i3 Pokcepoio® YHUKHYTU HEMOZKIINBO, Tpeba 3BaXKyBaTHU BCi IlepeBaru Ta
PU3UKU CYIIYTHHOTO JIIKYBaHHS Ta PeTeNIbHO IigdupaTtu o3y Pokcepu®.

itk
He pexomeHnoBaHO 3acTocyBaHHs Pokcepu® pgitsam BikoM 10 10 pokis.

BroiuB po3yBacTaTUHY Ha JIiHIMHUN PicT (3picT), Macy Tina, IMT (iHgekc Macu Tina) Ta
PO3BUTOK BTOPUHHUX CTATEBUX O3HAK 3a WKajyioo TaHepa y giteu BikoMm 10-17 pokis
OLIIHIOBABCS JIUIIIE IIPOTATOM OLHOTO POKY. Ilicis 52 TUXKHIB 3aCTOCYBaHHSA
OOCITiIKyBaHOTO ITpelapaTy O0yob-IKOT0 BIJIUBY Ha 3picT, Macy Tina, IMT a6o
CTaTeBUU PO3BUTOK BUSBJIEHO He OyJIO.

Ilepemo3yBaHHs

CrnenudivHOro JIiKyBaHHS Y BUIIQOKYy Ilepeno3yBaHHA HeMae. JIiKyBaHHA
cUMIITOMaTHU4He. Y pa3i HeoOXimHOCTI BXKUBATH ITiATPUMYIOUYNX 3axomdiB. Cmin
nepesipuTu piBHi KOK Ta mpoBecTtu TecT Ha PYHKIIOHAJILHICTD ITIE€YiHKU.
Marno¥MOBipHa KOPUCTH Biff IPOBEeNEHHS reMofiamisy.

IToOiuni peakmii



[ToGiuHi peaxirii, 1110 cIoCTepiraloThCs MPU 3acToCcyBaHHI Pokcepu®, 3a3Buyaii cinabki
Ta TPAH3UTOPHI.

3 60Ky iMmyHHOI cucmemu

Peakiril rinep4yyTIUBOCTi, Yy TOMY YHCJIi aHTiOHEBPOTUYHUYN HaOPSK.

3 60Ky eHOOKpUHHOI cucmemu

LlykpoBuii miabetl,2.

3 60Ky Hepsosoi cucmemu

T'onoBHUM 6intb, 3aTaMOPOYEHHS.

3 60Ky cucmemu mpasseHHs

3amnop, HyOoTa, 6i7b y 3KUBOTI, TaHKPEaTHUT.

3 60Ky wKipu ma nidwkKipHoi KAiMKoO8UHU

CBep0OixK, BUCHUII Ta KPOITUB'SSHKA.

3 60Ky ckesiemHoO-M'5130801 cucmemu cnoAy4yHOi MKAHUHU ma Kicmok

Mianrisi, miomnaTisi (y TOMy 4HCIIi Mio3UT) Ta pabmoMioris.

3aeaavHuli cmaH
AcTeHida.

Ak i y Bunagky 3 inmumu inriditopamu 'MI-KoA penykTasu, 4acToTa HebOaxKaHUX
peaxiliy 3aJ1eXXUTh BiJ JO3HU.

1YacToTa 3a1eXXuTh Bif HaABHOCTI (paKTOPiB pU3UKY (pPiBeHb I'IIOKO3U KPOBi HATIIIE =
5,6 MMOJIL/TI, iHOEKC MacH Tina >30 Kr/M2, miagBUINeHHS PiBHSA TPUTIIILEPUTIB,
rimepTeH3is B aHaMHe3i).



23rigHo 3 pe3ynbraTaMu gocaigxkeHHs JUPITER (3arasmbHa yacToTa IIOBIHOMIIEHD IIPHU
3acTOoCyBaHHi po3yBacTaTuny - 2,8 %; nnaiebo - 2,3 %) HacaMmnepen y Malli€eHTiB, sKi
BXKe MalOTh BUCOKHUM PU3UK PO3BUTKY IIYKPOBOTO AiabeTy.

Bnaus Ha Hupku

Y nauieHTiB, sKi 3acTocoByBanu Pokcepy®, criocTepiraauch BUIAOKM IIPOTEIHYPI,
ImepeBaKHO KaHaJIbIIEBOTO ITOXOKEHHS (BU3HAYEHOl 3a «TECTOM CMYXKKM»). 3MiHHU
BMicTy OifiKa y cedi Bif BiiCyTHOCTI 4M cJtifiB mo ++ abo Oinblile 3apeecTpoBaHi yepes
nesdkuu 4ac B <1 % marlieHTis, AKi npuiManu npemnapart y go3i 10 mr ta 20 mr, Ta
npubnu3Ho y 3 % mallieHTiB mpu 3acTocyBaHHi mo3u 40 mr. He3nauHe 30iblIeHHS
4acTOTHU BUNAIKIB IMiABUIlleHHs OijIka y cedi Bifl BifCyTHOCTi abo crifiB mo +
cIiocTepirasnocs mpu 3acTocyBaHHI go3u 20 Mr. ¥ 6inbIIoCTi BUIIagKiB BUPAXKEHICTh
MIpoTeinypil 3MeHITyBaach ab0 3HMKajla CHOHTAaHHO IIPU ITPOIOBKEHHI 3aCTOCYBaHHS
npemnaparty. [lepernsan gaHUX KITIHIYHUX OOCIIOXKEHDb Ta IOCTMapKETUHI OBUX
CIIOCTEepexKeHb Ha HaHWM Yac He BUSBUB IIPUYUHHOIO 3B'SI3KYy MiXK IIPOTEiHypi€o Ta
rocTpuM abo IMPOrpecyyYruM 3aXBOPIOBaHHSIM HUPOK.

I'emaTypisa criocTepiraniach y Malli€eHTiB, 1K1 3aCTOCOByBaiiu Pokcepy® 1 maHi
KJIIHIYHUX OOCIiAXKeHb CBiTYaTh PO 11 HU3bKY YaCTOTYy.

Bnaue Ha ckesiemHy MycKy/aamypy

3MiHM 3 OOKY CKeJIETHOI MYCKYyJIaTypH, TakKi K Miasrisi, mionarTis (B TOMy 4HCIIi
MiO3UT), Ta PigKO - pabaoMioJti3 i3 rocTpoio HUPKOBOIO HEJOCTATHICTIO abo 0e3 Hel
CIIOCTepiraaucs Mpu 3aCTOCYBaHHI Oyab-aKux 103 Pokcepu®, a 0CoOIUBO TP
3actocyBaHHi 103 >20 wmr. [Ipo pigkicHi Bunagku pabmomionisy, 1mio iHKomu Oynu
acollifioBaHi 3 HUPKOBOIO HEOCTATHICTIO, OYJI0 ITOBimOMJIEHO IPY 3aCTOCYBaHHI
po3yBacTaTUHY, a TAKOXK IHINUX CTATUHIB.

Y nailieHTiB, fKi npUuiManm po3yBaCTaTHUH, CIIOCTEPirajgocs go303ajiekHe 3PpOCTaHHSA
piBHiB KpeaTuHdochokiHazu (KOK); y OinbIiocTi BUagKiB sBuiie O0yn0 cliabKuM,
ACUMITOMATHYHUM Ta TUMYacoBUM. AKio piBHi KOK migBumieHi (>5 X BepxHbOI MexXKi
HopMmu (BMH)), nikyBaHHS CJIif OPUIIUHUTH.

Bnaue Ha neviHKy

Ak i y BUMmagKy 3acTocyBaHHA iHmKX iHTi0iTOpiB 'MI'-KOA penykTa3u, y HEBEIUKOL
KiJIBKOCTI IIAlLi€EHTIB, SIKi IpUKMaJiid po3yBacTaTUH, CIIOCTEPIraaocs Ho303ajiexxXHe



30inbIlIeHHS PiBHSA TpaHCcaMiHa3; y OiNbIIOCTi BUIIaAKiB siBUIIle OyJI0 CITabKuM,
aCUMITOMATUYHUM Ta TUMYaCOBUM.

Bnaue Ha nabopamopHi NOKa3HUKU

Ak iy Bunagky inmux iariditopie I'MI'-KoA pepykKTa3u, y HEBEJIMKOI KilTbKOCTi
MalLi€eHTiB, Ki IpUK¥MaIu po3yBacTaTUH, CIIOCTEPIrajsocsa JO30IPONOPIiiHE
3POCTaHHSA PiBHA II€UYiHKOBUX TpaHCaMiHa3 Ta KpeaTUHKiHa3u. [Ipu 3acTocyBaHHI
po3yBacTaTUHY TaKOXK Bim3Hadasocs miaBuileHHs piBHiB HbAlc. Y HeBenukoil
KiJIbKOCTI Ialli€eHTiB, sKi 3acTocoByBayiu Pokcepy® Ta inHmii iHri6itopu I'MI-KoA
penyKTa3u, CIIoCTepiraaucs maToJIOTiuHi 3MiHU IPU aHaJi3i cedi (TecT-cMyXkKKa
CBiguua Ipo MpPoTeinypiio). Bussnenuii 6i0K OyB, K ITPaBUI0, KaHAIbIIEBOTO
TOTOMI>)KEeHHS. Y OiNBIIOCTI BUNIAJKIB ITPOTEIHYPis cTae MeHIlIe BUpPaXXeHoio abo 3HUKAE
CIIOHTAHHO ITPU IIPOMIOBXKEHHI Teparil Ta He CBiqUUTh PO rocTpe abo mporpecyimoye
3aXBOPIOBaHHS HUPOK.

THwi epexmu

Y moBrorpuBanux KOHTPOJIBOBAHUX KIIIHIYHUX OOCHIOXKEeHHAX Pokcepa® He
IPOOEeMOHCTpPYBajia LIKIAJIUBOTO BIJIUBY Ha OYHI IiH3U.

Y nanienTis, siKi mikyBanucst Pokcepoio®, He Oy10 BUSIBIIEHO IMOPYIIeHb QPYHKITiM KOpHU
HaJHUPKOBUX 3aJ103.

ITocmmapkemuHeosull 0oceid 3acmocy8aHHsi

OKpimM 8uuw,e3a3Ha4eHo020, y nocmmapkemuHz2080My nepiodi 3acmocysaHHsa Pokcepu®
Oy/au 3apeecmposaHi maki ssuw,a:

3 O0OKYy HEpPBOBO1 CUCTEMHU: IOJIiHEBPOIATIisA, BTpaTa IaM'siTi, mepudepudHa
HeBpOIIaTis;

3 60Ky pecIipaTopHOI CUCTEMU, OPTaHiB IPyAHO1 KIIiTKM Ta CEPENOCTiHHS: KallleJh,
OUCITHOE;

3 OOKYy CHUCTeMU TpPaBJIEHHS: Aiapes;



3 00Ky remaTo0iTiapHOro TPaKTy: XKOBTSIHUIIS, T€ATUT, HiABUIIIEHHS aKTUBHOCTI
IIeYiHKOBUX TpaHCaMiHas3;

3 OOKYy IIKip¥ Ta HiAMIKipHOI KITITKOBUHU: cuHApPoM CTiBeHca-II?)KOHCOHA;

3 OOKY KiCTKOBO-M'SI30BOl CUCTEMU: iIMyHOOIIOCEpPEIKOBaHa HEKPOTU3ylodya MiomarTis,
aptpairis. ITopyiieHHs 3 00Ky CyX0KUJIb, iHKOJIU YCKJIagHEHI po3pruBaMy,
iMyHOOIIOCEepeKOBaHa HEKPOTU3Yy0UYa MionaTis;

3 60Ky HUPOK: TeMaTypis;

3araJibHUM CTaH Ta MOPYIIEeHHSs, ITI0B sI3aHi 3i crItoco60M 3aCTOCYBaHHS IIperapary:
HaOpsK;

3 00Ky penpoOOyKTUBHOL CUCTEMHU Ta MOJIOYUHUX 3aJI03: TiIHEKOMAacCTid;

3 OOKYy KPOBi: TPOMOOITUTOIIEHI .

ITpu 3acmocyeaHHi OeAaKux cmamuHie no8idoMa5110Cb NPO Maki HebascaHi AsUWA:
Oenpecis;

MMOPYILIEHHS CHY, B TOMY YMCJIi 6€3COHHS Ta HiYHi KOoIlIMapw;

po3nanayu cTaTeBol PyHKIIII;

OKpeMi BUITaIKU iHTEPCTUIliaIbHOTO 3aXBOPIOBAaHHS JIereHb, 0COOJIMBO ¥ BUMIALOKY
TPUBAJIOl Teparril;

3aXBOPIOBAHHS CYXO0XXUJIb, iIHKOJIM YCKJIaHEHi 1X PO3PUBOM.

YacToTa BUIaOKiB pabaoMionidy, cepilo3HUX MTOPYIIeHb 3 00Ky HUPOK Ta MMeYiHKHN
(mepeBaXxHO MiABUIIIEHUN pPiBeHb TpaHCcaMiHal) Oysa OilbIIOI0 IIPU 3aCTOCYyBaHHi 03U
40 mr.

Y mpoiieci micnsipeecTpaliiHOr0 3aCTOCyBaHHS PO3yBaCTaTUHY iIeHTU(PIKOBAHO TaKy
HeOaxkaHy peakllilo sK jieTajibHa Ta HeJeTallbHA IIeYiHKOBa HeJOoCTaTHICTh. OCKinmbKHu
ITPO 10 pPeakilifo IMTOBiMOMIISIZIOCS CIIOHTAHHO i3 MOmysilii HeBU3HAaYEeHOI KiJIbKOCTI,
HEMOXKJIMBO JOCTOBIPHO OIIIHUTH i1 4aCTOTY ab0 BCTaHOBUTH HasIBHICTh MPUYUHHO-
HaCJIIAKOBOI'O 3B'A3KY i3 3aCTOCYBaHHAM IIperapary.

3pigKa y micasspeecTpaliiHOMY Iepiofl IIOBIHOMIISIIIOCS PO MOPYIIEeHHSA KOTHITUBHUX
byHKIIIM (HanmpuKaIaz IMOTipIIeHHs aM'saTi, 3a0yIbKyBaTiCTh, aMHe3is1, IOTipIIeHHs



naM'siTi, CIIJIyTaHICTh CBIJOMOCTI), III0 aCOIil0I0ThECS i3 3aCTOCYBaHHAM CcTaTUHIB. IIpo
TaKi KOTHITUBHI Mpo6sieMu IMOBioOMIIsIJIOCS ¥ 3B'sI3KY 3 yCiMa cTaTUHaAMHU. ZBHUIlA, PO
sIK1 UOeThCA Y IIOBIIOMJIEHHSX, 3a3BUYal MalOTh JIETKUHM XapaKTep 1 MUHAIOTh MIiCJId
BiIMiHM CTATHHIB, @ TAKOXK MalOTh Pi3HUH YacC OO MOSIBM CUMIITOMIB (Big 1 gHS OO0
POKiB) Ta 0O 3HUKHEHHS CUMIITOMIB (MefiaHa - 3 THUXKHIi).

Iimu ma nidaimxku 8id 10 0o 17 pokis

[Tpodins 6e3meku Pokcepu® y miTel, migliTKiB Ta JOpOCIuX MOOiOHMM, X04a y
KIiHIYHUX OOCTIAXKEHHAX Y OiTel Ta HifJIiTKiB micys BIpaB abo 3HaUHUX Qi3UYHUX
HaBaHTaXXeHb dacTilie Bim3Havanu nigBuilieHHI KOK>10xBMH Ta M'si30Bi cUMITOMH,
III0 3TO0OM MUHasu 0e3 nmepepuBaHHA JIiIKyBaHHA. [IpoTe, i s miTe, i Ojig mopocaux
3aCTepeXeHHs IIPU 3acToCyBaHHI Pokcepu® omHaKOBI.

TepMiH NpUIATHOCTI
3 POKHU.
YMmoBHu 30epiranus

30epiraTtu B OpuTiHaIbHiN yIIAKOBIIi OJIsI 3aXMCTY Bif mil cBiTima. JIikapcbkuii 3acib He
nmorpebye 0coONMUBUX TEMIIEPATYPHUX YMOB 30epiranHs.

30epiraTty y HeJOCTYIIHOMY OJIS OiTeW MicCIIi.

¥YnakoBka

ITo 10 TabneTok y 6iicTepi, mo 9 6micTepiB y KapTOHHIM KOPOOIIi.
KaTeropist Bignnycky

3a penemnTomMm.

BupooHuKk

KPKA, g.n., HoBo mecto, CrioBeHi.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJpeca MiCIisi IPpoBaAXKeHHSI
IisTTBHOCTI

[IImap’emka necta 6, 8501 Hoso mecTo, CnoBeHis.



[Ixepeso iHCTPYKIIil

[HCTPYKIIito MiKapCchKOro 3aco0y B35ATO 3 odiIlifHOro gxkepena — J1epKaBHOIO PEECTPY

JTiKapchKuX 3aco0iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

