IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIKAPCHKOI0 3aC00y

Poxcepa®
(Roxera®)
Bci 1iinn Ha npemnapar Pokcepa MoskHa 3HalTH Ha caiTi doc.ua

Cknao:

ditoua pewosuna: 1 TabieTka, BKpUTA IJIIBKOBOKO 000JIOHKOI0, MICTUTB 5 Mr a6o 10 mr, abo 15 mr, abo
20 wmr, a6o 30 mr, a6o 40 Mr po3yBacTaTHHY (y BUIJIAII KAJIBLIIO PO3yBacTaTHHY);

OONOMIJICHI peuosuHU: TIETI0I03a MIKPOKPHCTANIIYHA, JaKTo3a Oe3BOJHA, KPOCIIOBIJIOH, KPEMHIIO
JIOKCHU/I KOJIOiTHUH O€3BOIHUH, MarHiO CTeapar;

niieKosa 06010HKaA. METaKpuilaTHUN coroiimep, makporon 6000, Tutany giokeun (E 171), makro3m
MOHOT1/IpaT.

Jlikapcbka ¢gopma. TaGiieTku, BKPUTI TITIBKOBOIO 000JIOHKOIO.

OcHo8HI Di3uKO-XIMIYHI 61ACMUBOCT.

5 wMr: OiIoro KOJIhOpY KpyTIJl, JEm0 JBOOIYKJ, BKPHTI IUIIBKOBOIO OOOJIOHKOI TaOJETKU 3i
CKOLIEHUMH KPasMH Ta 3 TPaBipyBaHHAM «5» 3 OTHOTO OOKY;

10 mr: Oi70T0 KOJBOPY KpPYTJli, ACHIO JIBOOMYKII, BKPUTI IUTIBKOBOIO OOOJIOHKOK TaONETKH 3i
CKOLIEHUMH KpasMH Ta 3 rpaBipyBaHHsAM «10» 3 oxHOTO OOKY;

15 wmr: 6ioro KOJbOpy KpyrJl, AEHO JBOOMYKJ, BKPHUTI IUIIBKOBOIO OOOJOHKOK TabJIeTKH 3i
CKOLIEHUMH KPasMH Ta 3 TpaBipyBaHHAM «15» 3 o1HOTO OOKY;

20 mr: 6110T0 KOJIBOPY KPYTJIi, BKPHUTI ITIBKOBOIO O0OJIOHKOIO Ta0JIETKH 31 CKOIIEHUM KPa€EM;

30 mr: O6110r0 KOJBOPY ABOOMYKJII, BKPUTI IUIIBKOBOIO OOOJOHKOI TaOlIeTKu y (Gopmi Kamcynu 3
HACIYKOIO 3 000X OOKIB;

40 Mr: 61710T0 KOJIBOPY TBOOMYKJIi, BKPUTI TUTIBKOBOIO 000JIOHKOIO TabJIeTKH y popMi Karcyu.

®apmakoTepaneBTHYHA rpyna. ['inominigemiuni 3acobu. Iaridiropu I'MI'-KoA-penykrasu.
Kon ATX C10A A07.

Dapmakonoziuni enacmueocmi.

Dapmakoounamika.

PozyBacraTuH 3HMXKYye MiABHILEHI KoHIeHTpauii xonectepuny JIITHIL, 3araneHOro XonectepuHy Ta
TPUTIILEPUIIB 1 301IbIIIyE KOHLEHTpPALll X0JeCTepUHy JIMONPOTeiNiB BUCOKOI ImubHOCTI (JITIBILY).
BiH Takox 3HAYHO 3HIKYE KOHIIEHTpALil0 amnojinonporeiny B, XonectepuHy minmonpoteinis
HeBucokoi miuieHocTi (JITTHBIL), xonectrepuny JIIJHIL, tpurminepunis JIIIIHIL ta 3611b11y€e
KOHILIeHTpalilo anojinonporeiny A-I. Ilpemapar Pokcepa® Takoxk 3MeHIIye CITiBBiIHOMICHHS
xonecrepuny JIITHIIl/xonecrepuny JIIIBIL, 3aramepHoro xomnectepuny/xonecrepuny JIIIBII Ta
xonecrepuny JITTHBIL/xonecrepuny JIIIBIL, a Takox anoninonporeiny B/anoninonporeiny A-I.
TepaneBTuuHMil e(peKT aocsAraeTbCs MNPOTAroM | THXKHS MICAS MOYaTKy JikyBaHHSA, a 90 %
MaKCHUMAaJIbHOTO e(eKTy JIKyBaHHS JIOCATAE€ThCS Yepe3 2 THKHI. MakcuManbHUN e(ekT, sSIK MpaBuIIo,
JOCATAETHCS uepe3 4 THXKHI Ta MIATPUMYETHCS IPOTATOM JIIKYBaHHS.

DapmaxoKinemuxa.

Abcopoyis

MaxkcumanbHi1 KOHIIEHTpAIlil po3yBacTaTUHY y IUIa3Mi KPOBI JOCSATAIOTHCS MPUOIU3HO Yepe3 5 roJuH
MICJIsI TEPOPANBHOTO 3aCTOCYBaHHA. AOCOIIOTHA 610/1I0CTYIHICTh CTAaHOBUTH MpuOin3HO 20 %.
Posnooin

Po3yBacTaTH €KCTEHCHBHO IE€PETBOPIOETHCS Yy TMEUiHI, fKa € TEePBUHHUM LEHTPOM CHHTE3Y
xosectepuHy Ta kiipeHcy xoiectepuny JIITHIL. O6’em po3moainy po3yBacTaTHHY CTaHOBHTH
npuban3Ho 134 1. [Tpubauzno 90 % po3yBacTtaTuHy 3B’A3YI0ThCA 3 OLIKaMU I1a3MH, TOJIOBHUM YHHOM
3 abOyMIHOM.

Memabonizm

Po3syBacraTiH npoxoauTh 0OMexeHui MetadoisM (mpudausHo 10 %). JocmikeHHs MeTabomizmMy in
VItro i3 3acTOoCyBaHHSM TeMaTOIUTIB JIFOJJMHU BKAa3yIOTh Ha T€, IO PO3YBACTATHH IMiIA€THCS TIIBKU
MiHIMaTbHOMY MeTabo0:1i3My Ha ocHOBI P450 1 1ieit metabo:i3M He € kiaiHiuHo BakiuBuM. CYP2C9 6yB
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OCHOBHHUM 130(hepMeHTOM, 110 OpaB ydacTh y MeTadomizmi, 3 2C19, 3A4 ta 2D6, mo Oynu 3amydeHi
MEHIIOK Miporo. OCHOBHUMHU BH3HAYEHUMHU METaboIiTaMu € METaboIiTH N-ge3meruiy Ta
nakToHy. Mertabomnit N-ne3merun € npudinuzHo Ha 50 % MeHII akTUBHHUM, HIXK pO3yBacTaTHH, popma
JAKTOHY BB)KAEThCA KITIHIYHO HEaKTUBHOIO. PozyBactaTin mae Oubie 90 % iHri6iTopHO ak THBHOCTI
BiHOCHO ['MI'-K0A-penykTasu, 1mo MUpKyJI€e y 3araibHOMY KpOBOOOIry.

Buseoenns

[Tpubamzno 90 % no3u po3yBacTaTWHy BUBOAMTHCS Yy HE3MIHEHOMY BHUIUIANI 3 (dekanisaMu
(cximamaetrbest 3 abcopOboBaHOi Ta HEaOCOPOOBAHOT AKTUBHOI PEUOBUHM), a 3aJHUIIOK BUBOJMUTHCS 13
cevero. [Ipubmm3no 5 % BUBOAMTHECSA y HE3MIHEHOMY BUIIIAL 13 cedero. [lepion HamiBBUBEACHHS 3
IUIa3MU CTaHOBHUTH npuOau3Ho 20 roauH. [lepiox HamiBBUBEAECHHS HE 30UIBIIYETHCSA TPU BUCOKOMY
JI03yBaHHI. [ '€OMETpUYHO CepeiHIi KIIPEHC 3 MIa3MH KPOBI CTAaHOBUTH MPpUOIM3HO S50 JITPiB/TOAUHY
(xoedimient Bapiamii 21,7 %). Sk 1 3 inmumu idriditopamu 'MI'-KoA-penykrasu, 3aXOIUICHHS
MEYIHKOIO po3yBacTaTuHy 3aiydyae MeMmOpanHui Tpancnoptep OATP-C. Ileit tpancmoptep €
B)XJIMBUM JUI1 BUBEJCHHS PO3yBACTaTHHY 3 TICUiHKH.

Jinitinicmo

CucteMHa €KCIO3HUIIiS PO3YBACTAaTUHY 30UIBIIYETHCS MPOMOPLIHHO 10 30imbIIeHHs n03u. Hemae
JKOJMHOI 3MiHM 3a (apMaKOKIHCTHYHMMH IapaMeTpaMH Iicis 0aratopa3oBOro  IIOJIGHHOTO
3aCTOCYBaHHSI.

['pynu narieHTiB

Paca

DapMaKOKIHETUYH] JOCHIKEHHS TeMOHCTPYIOTh miaBuieHHs npuoau3zHo B 2 pazu AUC Ta Cmax
pO3yBacTaTWHy Y TMAIli€HTIB — MPEICTaBHHUKIB HaponiB A3il  (SMOHIIB, KWATAHIIB, (UIIMNIIHIIB,
B’€THAMIIIB Ta KOPEHIIIB), TOPIBHAHO 3 MalliEHTAMH €BPOIEOiTHOI pacu; B 1HAYCIB CIIOCTEPIraeThecs
30upIeHHs pubau3Ho B 1,3 pasza cepennix 3HaueHb AUC Ta Cmax. @apMakoKiHETHYHHIA aHAITI3
Ipynu TAli€HTIB HE BUSBUB JKOAHOI KJIIHIYHO 3HAUymIOl pIi3HULI Yy (apMakOKiHETULl MiX
[IpeACTaBHUKAMU €BPOIICOITHOI Ta HETPOIHOI pacu.

Huproea neoocmamuicmo

[Tix yac nocCmiKEHHS 3 y4acTiO MAIli€HTIB 13 PI3HUM CTyIIEHEM MOpYIIeHHs (QYHKII{ HUPOK JIeTKe abo
MOMIpHE 3aXBOPIOBAHHS HUPOK HE BIUIMHYJIO Ha KOHIICHTPAII0 PO3yBacTaTHHy ab0 MeTabomiTy
N-gesmeTmily y muia3mi KpoBi. Y TAaIl€EHTIB 3 TSHKKUM HOPYIIEHHSAM (QYHKIT HUPOK (KIIpEHC
KkpeatuHiHy < 30 MJI/XB) KOHIEHTpalis y Iula3Mi KpoBi 30umblimnacs y 3 pasu, a KOHIEHTpaLlis
MeTabonity N-1e3MeTuiry MOpiBHSAHO 3 BIANOBIIHUMHU MTOKAa3HUKAMH Y 30POBUX TOOPOBOJIBIIB — Y
9 pasiB. KoHueHTpalii po3yBacTaTUHY y IJ1a3Mi KpOB1 y CTaOlIbHOMY CTaHi y NAII€HTIB, SKI IPOXOATh
ceaHcH remojianisy, 0ynu npubauszHo Ha 50 % OLIbIIMMHU, HIXK Y 3JOPOBUX JOOPOBOJIBLIB.
Ileyinkosa neoocmamuicmo

[ix yac mocnipKeHHs 3 y4acTiO HAIllEHTIB 3 PI3HUM CTYIIEHEM NOpyIIeHHs (QyHKIIT MeYiHKU He OyI0
KOJTHOTO JI0Ka3y MiJIBUIIEHHS €KCIO3HUIIiT 10 pO3yBaCTaTUHY y MAalli€HTIB 3 HOKa3HUKaMU 7 Ta MEHIIIe
3a kiacudikamiero Yanma-I1"0. Ognak miBUIIEHa CUCTEMHA €KCIIO3HIIS IOHAWMEHIe y 2 pa3u
criocTepirajach y JBOX Malli€HTIB 3 MOKa3HUKaMu 8§ Ta 9 3a knacudikauiero Yaiinna-IT’1o.

KuiniuHi XapaKkTepuCcTHKH.

Ilokazanns.

Jlikysanns cinepxonecmepunemii

Jopocnum, mianiTkaM Ta I1TM BikoM Bif 10 pokiB 13 IEpBUHHOIO rinepxoiectepuHemiero (tumy lla,
y TOMY YHCII 13 TE€TePO3UTOTHOIO CIMEHHOIO TiNepX0IeCTepUHEMIE0) a00 3MIMIAHO0 TUCIIMIIEMIEI0
(tumy 1Ib) sik nmomoOBHEHHS 1O Ji€TH, KOJM JOTPUMAaHHS JHE€TH Ta 3aCTOCYBaHHS IHIIUX
HEMEIMKAaMEHTO3HHUX 3ac001B (Hanmpukiaa Gi3MYHUX BIPaB, 3HIXKEHHSI MAacH Tijla) € HEAOCTATHIM.
[Ipy TOMO3UTOTHIN CciIMeHHINH rinepxosiecTepuHeMii SK JONOBHEHHS JO [JIETH Ta IHIINX
TMITO3HKYI0UUX 3aco0iB sikyBaHHs (Hampukian adepesy JIITHII) a6o y Bumaakax, KOJu Take
JIKYBaHHS € HEJOPEYHHM.

IIpoghinakmuxa cepyeso-cyounnux nopyuiens

3ano0iraHHs 3HAYHUM CEepLEBO-CYTUHHUM MOPYIIEHHSIM y TAlli€HTIB, SKUM, 3a OLIHKAMH, 3aIrPOXKY€
BUCOKHI PH3HK TEPIIOTO BHITAJKY CEPIIEBO-CYAHMHHOTO IMOPYIICHHS, SK JOMOBHEHHS 10 KOPEKIii
IHIIKX (PAKTOPIB PU3BHKY.



Ilpomunokazanns.

Jo3u 5 mr, 10 mr, 15 mr ta 20 Mr npoTUnokas3aHi:

— TMali€eHTaM 3 MiJBUIICHOI0 YYTJIMBICTIO J0 PO3yBacTaTuHy abo 10 OyAb-sIKOTO HEaKTHBHOTO
IHTpEIi€HTA,

—  TMAIli€EHTaM 13 3aXBOPIOBAHHAM IIEUIHKU B aKTUBHiH (a3i, y TOMYy YUCIIl HEB1IOMOI €T10JI0T1i, CTiHKe
IT1IBUILICHHS PIBHS TPaHCaMiHAa3 y CHPOBATIIl KPOBI Ta ITiIBUIIICHHS PiBHS OY/Ib-KO1 TpaHCaMiHa3H
B CHPOBATLIi OiJbIIe HIXK y 3 pa3u MOHA BEPXHIO MEXY HOPMH;

—  Mali€HTaM 3 TSDKKUM HOPYIISHHSAM (QYHKLIT HUPOK (KiripeHc kpeaTuHiny < 30 Mi/xB);

—  IamiceHTaM 3 MIOIAaTI€Io;

—  Tami€eHTaM, siKi CynyTHbO IPUHMAIOTh LUKIOCIOPHH;

—  Tali€eHTaM 3 YK€ ICHyIOUUMH (PaKTOpaMu JJIsl MIOTOKCUYHHX YCKJIaTHEHb;

— y mepioa BariTHOCTI ab0 TOAYBaHHS TPYIJII0, a TAKOX KIHKaM PENpOTyKTHBHOTO BIKY, SIKI HE
BHKOPHUCTOBYIOTH BiIIIOBIAHI 3aCO0HM KOHTPAIICTIIIIT;

—  xitam BikoM 10 10 pokiB.

Jo3zu 30 mr ta 40 Mr npoTUIioKaszaHi:

— Tali€HTaM i3 MiABHINEHOI0 YYTJIMBICTIO 10 pO3yBacTaTHHy abo A0 OyJb-SKOTO HEAKTHBHOTO
IHTpeIi€HTa;

—  TAIlieHTaM 3 aKTUBHOIO XBOPOOOIO MEUYIHKH, BKIIOYAIOYH HE3pO3yMilie, CTIMKE MiABUILECHHS PiBHS
TpaHCaMiHa3 y CHPOBATIIl KPOBi Ta OyAb-sKe MiIBUIIICHHS TPaHCaMiHa3 Y CHPOBATIIl KPOBi OiIbIIIe
HIXK Yy 3 pa3u OHAJ BEPXHIO MEXY HOPMHU;

—  TAaIli€eHTaM, SIKi CyIyTHbO MPUHAMAIOTh IIUKIOCIIOPUH;

— y mepioa BariTHOCTI a00 TOAYBaHHA TPYIJII0 Ta >KIHKAM pENpOIyKTUBHOTO BIKY, fKI HeE
BHKOPHUCTOBYIOTh BiJIITOBITHI 3aCO0M KOHTpPAIICTIIIII;

—  IITSIM;

— TmamieHTaM 3 MmiomaTiero abo BKe iCHYIOUMMH (akTopamu Uil MiomaTii/pabmomionizy; Taki
(dakTopu BKJIIOYAIOTH: MOMIpHE MOpYILIeHHS (YHKIT HUPOK (KiIipeHc KpeatuHiny < 60 Mi/XB);
TiNOTHPEO3; HAsBHICTH B OCOOMCTOMY ab0 CIMEHHOMY aHaMHE31 BPO/DKCHHX IMOPYIICHb 3 OOKY
M’$5131B; HAsIBHICTh B aHAMHE31 TOKCUYHOCTI 3 00Ky M’s131B, CIIPUYUHEHOT 1HIIUM 1HTi6iTOpoM ['MI -
KoA-peaykra3u abo ¢i6paToM; aqKkorojbHY 3aJIeKHICTh; CUTYaIlli, KOJU MOKe OyTH 301IbIIICHHS
PIBHIB y Ia3Mi KpoBi (HANpUKIAA TsSXKKA MEYIHKOBA HEJOCTATHICTB); a31TCbKE MOXO/KCHHS;
CYMyTHE 3acTocyBaHHs (iOpatiB; Bik moHas 70 pokiB.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inuwii 6uou 63a€mooiil.

PosyBacratH € cyOcTpaToM Ui NMEBHHUX TpaHCHOpTHUX OuikiB, Bkmtouaroun OATPI1BI, mio
3abe3rnevuye NMeYiHKOBUM TpaHCHOpT, Ta edmokcHoro nepenocHuka BCRP.  OnHovacHe BBeneHHS
Pokcepu® 3 jikapchkuMHu 3ac06aMH — iHTIGITOPAMHU LMX TPAHCHOPTHHMX OLIKIB MOKE CHPUYUHHUTH
M1JBUIICHHS KOHIEHTpallli pO3yBaCTUHY Y IJIa3Mi KpOBI Ta 30UIbLICHHS pU3UKY MIOMATIi.

Ko Heo6XinHO 3acTocoByBaTH Pokcepy® pazoM 3 iHIIMMH JliKapchKMMH 3aC00aMM, IO TTiIBUIILYIOTH
eKCIIO3HIII0 po3yBacTaTUHY, 103U Pokcepu® ciix kopurysaru. Cltiji pO3IOYMHATH 3 03U 5 MT OJIUH
pa3 Ha 100y, fKIIO OYiKyeTbcs 3pocTaHHs ekcro3uilii (AUC) mpubnusHo B 2 pa3u abo Oinblie.
MakcumanbHa 1060Ba n03a Pokcepu® Mae OyTH CKOpMTOBaHAa TakuM YHHOM, 10O OYiKyBaHa
€KCIIO3HITisl pO3yBaCTaTHHY HE MEePEBUIIlyBaia KOHIIEHTPAIit0, 10 BiI3HAYAETHCS TOI1, KON MPUHOM
1060801 11031 40 Mr Pokcepu® BinGyBaeThes y pasi BiICYTHOCTI B3a€MOii JIiKapChKUMHU 3aCO0aMHU.
Hanpukman, 1o3a 5 Mr Pokcepu® mpu 0HOYaCHOMY 3aCTOCYBAaHHI 3 IMKJIOCIOPUHOM (30ibIIEHHS
excriosuuii y 7,1 pasa), mo3a 10 mr Pokcepu® mpu ogHOYacHOMY 3acTOCYBaHHi 3 KoMOiHaliero
puTtoHaBip/aTanasasip (36i1bmienHs y 3,1 pasa), Ta mo3a 20 Mr Poxcepu® mnpu oJHOYACHOMY
3acTocyBaHHI 3 reM(piOpo3uinom (36inbuieHHs y 1,9 pasa).

Anmavuou

OpHouacHe BBEICHHS PO3YBAaCTaTUHY 13 CYCIIEH3I€I0 aHTAIMy, IO MICTUTh ATIOMIHIIO Ta MarHito
TIAPOKCU, TPU3BOJIUTH O 3MEHIIEHHS] KOHIEHTpalli po3yBacTaTUHY y I1a3Mi KpOBi MpUOIU3HO HA
50 %. Lleit edexT 3MeHIIyBaBCs, KOJIM aHTALUA NMPUIMaIl dyepe3 2 TOJMHU MICls pO3yBacTaTUHY.
Kriniuna 3Ha9yIIicTh 11i€1 B3aEMO/IIi HE BUBYAJIACH.

Denoghiopamu, noxiouni ¢ibpoesoi kucromu

Xoya He cHocTepiraiocs HIiSIKOT (GapMaKOKIHETUUHOI B3a€MOil MK pO3yBaCTaTHHOM Ta



dbenodidpaTom, Moke MaTH Miciie ¢papmakoarnHamidHa B3aemois. ['emdioposun, henodidpar Ta iHII
($i0po€Bi KHUCIOTH, BKIIIOYAIOUM HIKOTHHOBY KHCIJIOTY, MOXYTh ITiJIBUIYBaTH PU3UK MiomaTii Ipu
oJHOYacHOMY BBejieHHI 3 iHri0iTopamu ['MI'—KoA penykrasmu.
Luxnocnopun
VY mepiof CymyTHBOrO 3acTOCyBaHHs npemapary Pokcepa® Ta muknocnopuny 3nHaudenHs AUC
po3yBacTaTUHy OyJIM B CEpPEIHbOMY MPUOIM3HO Yy 7 pa3iB BUIIMMH, HIXK Ti, IO CHOCTEPITAIHCS Y
30pOBHX J0OPOBONBIIB (1uB. Tabnuimo 2). Pokcepa® mpoTunokasana maiienTam, siKi 0JHOYACHO
OTPUMYIOTh LIMKJIOCTIOPUH (IUB. po3ain «[IpoTunokazanus»).
CymnyTHe 3acTOCYBaHHS HE BILTMBAJIO HA KOHIEHTpPAIlil HIUKIOCIOPHHY Y TJIa3Mi KPOBI.
Anmaczonicmu eimaminy K
Sk 1 y Bumaaky 3actocyBaHHs iHmHMX iHTriOiTOpiB ['MI'-KOA penykrasu, moyaTtok JiKyBaHHS
POKCCpOIO® a00 TIOCTYIIOBE MIABHUINEHHS 11 J03W Yy MAIll€HTIB, SKI OJHOYAaCHO 3aCTOCOBYIOTH
a"taronictu Bitaminy K (Hanpuknan Bapdapur abo iHIIN KyMapHWHOBI aHTHKOAryJsHTH), MOXE
MPU3BECTH 10 TMiABUINEHHS MixHapomHoro HopMmaiizoBaHoro chiBpigHomenns (MHC). Ilicms
BIIMIHU POKcepH® a0o 3MenmenHs no3n MHC Moxe 3MeHmMTHCA. Y TaKAX BHUIAIKAX OakaHO
BIJIMOB1THUM YMHOM KOHTpotoBath MHC. ¥V martieHTiB, siKi 3aCTOCOBYIOTh aHTAaroHicTH BitTamiHy K,
pexoMeH0BaHO KoHTpomoBaTd MHC sk Ha movatky JikyBaHHs Poxceporo®, Tak i miciis npunuHeHHs
ab0 npu MmoAambIIiid 3MiHi 11 103yBaHHS.
Ineioimopu npomeasu
Xo4a TOUHUN MEXaHI3M B3a€MO/IIi HEB1IOMUI1, OJJHOYACHE 3aCTOCYBaHHS 1HTIOITOPIB MPOTEa3nu MOXKE
3HaYHO 30UIBLIYBAaTH EKCIIO3UIII0 po3yBacTaTuHy (auB. Tabmuiro 2). Hanpuknan, y nociipKeHHi
(dbapMaKOKIHETHKU OJHOYACHE 3acTOCyBaHHA 10 Mr po3yBacTaTHHY Ta KOMOIHOBAHOTO JIiKapChKOTO
3aco0y, mo MicTUB 1Ba iHTriOiTOpU mporteasu (300 mr atasanaBipy/100 Mr puTOHaBipY), Y 340pPOBUX
n00poBobIiB cynpoBomKyBaniocs miaBuiieHHsIM AUC Tta Cmax po3yBacTaTHHY NpuOIHU3HO B 3 Ta 7
pasiB BianosigHo. OHOYaCHE 3acTocyBaHHs mpenapary Pokcepa® Ta neskux xomOiHariii iHTiGiTOpiB
TIpOTeasy MOKIIMBE ITic/Is PETeIbHOro 0OMipKYBaHHs KOpeKLii 1031 TpenapaTy Pokcepa®, Buxonsuu
3 OYIKyBaHOT'O 3pOCTAHHS €KCITO3HUIIii po3yBacTaTuHy (AuB. po3aiim «Croci0 3aCTOCyBaHHS Ta TO3W»,
«OcobnuBoCTi 3actocyBaHHs», «B3aemonis 3 1HIIMMH JIKapCBKUMHM 3aco0aMM Ta 1HII BHAH
B3a€EMO/Iii», TaOJIHIIIO 2).
T'emghioposun ma inwi 2inoninioemiuni npenapamu
OnHouacHe 3acTocyBaHHs npenapaty Pokcepa® Ta rem¢pi6posuny npussomuno jo 3poctadus AUC Ta
Cmax po3yBacTaTtuHy B 2 pa3u (AuB. po3il «OcoOIUBOCTI 3aCTOCYBAHHSD»).
Buxonsuu 3 maHux cremiaabHUX JOCHTIKEHb B3a€MOJi, 3HAYHOI (hapMaKOKIHETUYHOI B3a€MOJIT 3
¢deno¢piOpaToM HE OYIKYeThCS, OJHAK MOXJIMBA (apMakoaWHaMiuHa B3aemofis. ['emdidbposui,
denodidpat, 1HII GiOpaTH Ta HIAMH (HIKOTUHOBA KHUCJIOTA) y TIMOMIMIAEMIYHUX 033X (> abo piBHI
1 r/700y) NiABUIIYIOTH PU3UK PO3BUTKY MIOMNATIi P CYIyTHBOMY 3aCTOCYBaHHi 3 iHri6itopamu ['MI -
KoA penykrasu, MOXJIMBO TOMY, IO BOHHM 3/aTHI NMPU3BOJAUTH A0 MIOHaTii 1 MpPU 3aCTOCYBAaHHI
oxpemo. Jlo3a Pokcepu® 40 Mr mpoTHoKazaHa Ipy CyIyTHHOMY 3aCTOCYBaHHi (iOpaTis.
JlikyBauns Pokceporo® y Takux BUMAJKax CIiJl TAKOK PO3IOYMHATH 3 03K 5 M.
Ezemumio
OnHouacHe 3acTocyBaHHs mnpenapary Pokcepa® B 1031 10 mr Ta eserumi6y 10 Mr mamieHTam i3
rinepxoJiecTepuHeMiero mpu3Boauiio 1o 3poctanHs AUC po3yBacraTuny B 1,2 pa3a (tabmung 2). He
MOYHA BUKIIOUATH (hapMaKoJMHAMIUHOI B3aeMofii Mix mpemapatoMm Pokcepa® Ta eseTumibom, 1o
MOYe MPU3BECTU 10 HeOakaHUX ABUI (AUB. po3Ai «OCOOINBOCTI 3aCTOCYBAHHS»).
Epumpomiyun
OnHouacHe 3acTocyBanHs Pokcepu® Ta epurpominmny 3umKkyBano AUC (o) posysactatuay Ha 20 %,
a Cmax — Ha 30 %. Taka B3aemojis Moxke OyTH CIpPHUYMHEHA ITiIBUIEHHSIM TMEPUCTATBTUKU
KHUIIIEYHUKY BHACIIIOK Jii EPUTPOMIILIUHY.
Depmenmu yumoxpomy P450
PesynbraTi mociipkeHs iN Vitro Ta in VIVO cBiguaTh, 10 pO3yBacTaTHH HE iHTIOy€e i HE CTUMYJIIIOE
i3oepmentn nuroxpomy P450. OkpiM 1bOTO, pO3yBacTaTWH € CIIA0OKUM CyOCTpaToM IHX
130epmenTiB. TakuM YHHOM, B3a€MOJIi 3 JIKAPCHKUMHU 3aco0aMu B pe3yibTaTi MeTabonizmy,
ornocepenkoBaHoro P450, He ouikyeTbcs. He cmocrepirasiocst KJIIHIYHO 3HAYYIIMX B3a€MOJINA MiX
posyBactatuHoM Ta duaykona3zonoM (iarioitopom CYP2C9 ta CYP3A4) abo keTOKOHA30JI0M
(iariditopom CYP2A6 ta CYP3A4).

Tabmms 2



BrumB cymyTHIX JTIKapChKHUX 3ac001B Ha €KCIO3UINII0 PO3yBACTATHHY
(AUC; y mopsIKy 3MEHIIICHHS BETMYMHN ) 32 OITyOJIIKOBAHIUMH JaHUMH KIIIHIYHUX JOCTiIKEeHb

Pexxum no3yBaHHS JiKapchKoro 3acoOy, mo| Pexum — go3yBaHHsA| 3MiHH AUC
B33a€EMOJIIE pO3yBacTaTUHY po3yBacTaTuny*
Huxnocriopud Bixg 75 Mr aBidi Ha 100y A0 10 mMr omuH pa3 Ha 17,1 pa3a
200 mr aBivi Ha 100y, 6 MicAILiB 100y, 10 nuiB
Atazanasip 300 mr/putonasip 100 mMr oxux 10 wmr, onHopaszoBa| 13,1 paza
pa3 Ha 100y, 8 nHIB n03a
Cumenpusip 150 Mr ogun pa3 Ha 100y, 7 10 wmr, onHopaszoBa| 12,8 pa3a
JTHIB J103a
Jlominagip 400 mr/putonaip 100 mr aBiwina| 20 Mr omamH pa3 Ha| 12,1 pasa
no0y, 17 nuiB no0y, 7 nHiB
I'emdi6po3un 600 mr aBivi Ha 100y, 7 THIB 80 wmr, opmHopazoBa| 1 1,9 pasa
J103a
Entpombonak 75 mr ogus pa3 Ha 100y, 5 10 wmr, onnHopazoBa| 1T 1,6 pa3a
JIHIB 1032
Hapynasip 600 mr/putonasip 100 mr asiui| 10 mr ommn pa3 Ha| T 1,5paza
Ha 100y, 7 OHIB o0y, 7 nHiB
Tunpanasip 500 mr/puronasip 200 mr aBiui| 10 wmr, omgHopazoBa| 1 1,4 pa3za
Ha 100y, 11 nHiB 71032
Hpouenapon 400 Mr aBivi Ha 100y Hesinomo 1 1,4 paza
ITpakonazon 200 mr oguH pa3 Ha 100y, 5 10 wmr, omgnopazoBa| 1 1,4 pasza **
JIHIB no3a
Ezerumi6 10 mr oguH pa3 Ha 100y, 14 nHiB 10 mMr omua pa3 Ha| 1 1,2pasza**
no0y, 14 quiB
®ozamnpenasip 700 mr/putonasip 100 mr| 10 wmr, opHopa3oBa| <«
nBi4i Ha 100y, 8 NHIB o3a
Anermitazap 0,3 mr, 7 nHIB 40 mr, 7 qHIB >
Cunimapus 140 Mr Tpuui Ha 100y, 5 1HIB 10 wmr, ongHOpaszoBa| <«
J03a
®denodidbpar 67 mr Tpudi Ha 100y, 7 THIB 10 mr, 7 nHiB >
Pudammnin 450 mr onun pa3 Ha 100y, 7 1HIB 20 wMr, onxHOpazoBa| <«
J103a
Keroxonazon 200 Mr aBivi Ha 100y, 7 ITHIB 80 w™r, omHOpa3oBa| <«
J103a
®dnykonazoin 200 Mr oauH pa3 Ha 100y, 11 80 w™r, opHOpa3oBa| <«
JIHIB o3a
Eputpominma 500 mr gotupu pasu Ha 100y,| 80 wmr, omHopasoBa| | 20 %
7 nHiB J103a
baiikanin 50 Mr Tpuui Ha 100y, 14 nHIB 20 wmr, onHopaszoBa| |47%
J103a

* JlaHi, mpeacTaBieH] K 3MiHa B X PasiB, ABISIOTH COOOIO CHIBBIJHOIIEHHS MK 3aCTOCYBaHHSIM
po3yBacTaTuHy y KoMOiHalii Ta okpemo. JlaHi, npeacraBieHi y BUTISAL Y% 3MiHH, SBISIOTh c00010 %
PI3HUIIIO BIIHOCHO MTOKa3HUKIB MPHU 3aCTOCYBAaHHI pO3YBAaCTaTUHY OKPEMO.
301IbIIEHHS T03HAYEHO 3HAYKOM T, BIZICYTHICTh 3MiH <>, 3MEHIICHHS — | .
** Byno mpoBeleHO KUIbKa JTOCTIKeHb B3a€EMOJI MPH PI3HUX J103aX PO3yBacTaTHHY, Y TaOIHIi



MOTaHO HAWO1IBIIT 3HAYYIIE CITIBBIJHOIICHHS.

Ilepopanvni konmpayenmugu/zopmonozamicna mepanis (I'37)

OnHouacHe 3acTocyBaHHs Pokcepu® Ta mepopalbHMX KOHTPALEHTHBIB HPU3BOAUIO 0 ITi[BULICHHS
AUC eruninectpamiony ta Hoprecrpeny Ha 26 % Tta 34 %, BinnmoBigHo. [liBHUINEHHS MIAa3MOBUX
PIBHIB CJIiJT BpaxoBYyBaTH NIpH Mig0O0pi J03M IepopadbHUX KOHTpalentuBiB. Hemae maHux m1omo
(bapMaKoKiHEeTHKY TIpeHapaTiB y Halli€HTiB, fKi ogHOYacHO mpuiiMaroTh Poxcepy® Ta I'3T, Tomy
MO>KJIMBICTh B3a€MOJil BUKIIOYATH HE MOXKHA. OJHAK Taky KOMOIHAIIO HIMPOKO 3aCTOCOBYBAJU
KIHKaM y KJTIHIYHUX JOCIIPKEHHSX, Ta BOHA MIEPEHOCUIIach 100pe.

Tnwi nixkapcoxi 3acoou

Buxoasun 3 naHuX CHEIaIbHUX JOCTIiIKEHb, KIIHIYHO CYTTE€BOI B3a€EMOJIi 3 JIUTOKCUHOM HE
OYIKYETHCS.

V KIiHiuHEX JocHimKeHHAX Pokcepy® CyHmyTHBO 3aCTOCOBYBaIM 3 aHTUTiNEPTEH3UBHHMH,
AHTU1a0ETHIHUMH 3ac00aMU 1 TOPMOHO3aMICHOIO Tepamieto. L1 qocmiKeHHsT He TTOKa3aJId YKOTHUX
JIOKa3iB KJIIHIYHO 3HAYYIUX HeOaKaHUX B3a€MO/IIH.

Dys3udosa Kucioma

Pusuk mionatii, BKIItFOUar09u padaoMiosni3, MOKE IMiIBUIIYBATHUCS 32 PAXYHOK CYITyTHBOT'O CHCTEMHOTO
3acTocyBaHHA (Dy3HMI0BOI KUCJIOTH 31 cTaTHHaMK. MexaHi3M 11i€i B3aemoii (papmakoauHamMidHuit abo
(apMaKOKiHETHYHMIA), TOKK HEBIJOMUH. By moBiOMIIeHHS PO pabaoMiosi3 (BKIIOYAI0UH JIeTaIbHI
HACJTIIKN) y MAaIli€HTIB, SIK1 OTPUMYBAJIU X0 KOMOIHAIIIFO.
SIxmo cuctemHe JIiKyBaHHS (Dy3UI0BOIO KHCIIOTOIO € HEOOXiTHUM, TO 3aCTOCYBaHHS pO3yBaCTaTUHY
Mae OyTH MPUIHUHEHO IPOTITOM YChOTO Mepioay JiKyBaHHS (y3UI0BOIO KHUCIOTOIO.
Jloninasip/pumonasip

Y (apmakonoriyHoMy J0CIiKEHHI CymyTHE 3acTocyBaHHs Pokcepu® Ta KoMGiHOBaHOTO Mpernapary,
110 MICTHB JBa iHTi10iTOpH npoTeasu (Jominasip 400 mr/putonasip 100 mr), y 310poBUX 100POBOIIBLIIB
acoOLIIIOBAIOCS 3 MPUOIU3HO JBOPA3OBUM Ta I’ SITUPA30BUM 30UIBIICHHIM MOKA3HUKIB PiBHOBAYKHOTO
AUC(-24y Ta CMmax s po3yBacTaTWHY BimmoBimHO. B3aemomiro Mixk Pokceporo® Ta iHmmmu
IHT10iTOpaMH MPOTEa3yu HE BUBYAIIH.

Himu

JocnimkeHHs B3aeMOi1 MPOBOIWIHN JHie y JopociuX. CTymiHb B3aeMoIii y IiTei HEBIIOMUI.

Ocoobaueocmi 3acmocysanns.

Bnaue na nupku

V namienTiB, siki 3acTocoByBanu Pokcepy® y BUCOKHX 103aX, 0c06,11BO 40 MT, Bifi3HAYATIOCA BUMAIKH
NpoTEeiHypli (BU3HAUEHOI 32 «TECTOM CMY>KKH»), MEPEBAXKHO KAHAJIBIEBOI 3a MOXO/PKEHHAM Ta Y
OUTBIIOCTI BMIAAKIB THMMYacoBoi abo HerpuBasoi. [IpoTeiHypist He cBiaumiIa mpo rocrpe abo
Iporpecyrode 3axBoproBaHHs HUpOK. HeOaxaHni sBuIa 3 00Ky HUPOK Yy IOCTMapKETHHTOBUM MEpioJ
BiJ[3HAYaJIM YacTille IpU 3aCTOCYBaHH1 1034 40 Mr. Y Malji€eHTiB, sKi NpuilMaroTh npenapart y 1031 30
a60 40 mr, QYHKIIII0 HUPOK CI1J IEPEBIPSITU PETYIISIPHO.

Bnnue na ckenemuy mycxkynamypy

VYpakeHHsT CKENeTHOI MYCKyJaTypu, HalpuKIaJ Miajris, Miomartisg, Ta piIko — padaomioni3
criocTepiranucs y NalieHTiB MPU 3aCTOCYBaHHi ycix 103 Pokcepu®, a ocobnuBo npu g03ax 6Ginbie 20
mr. Ilpu 3acrocyBanH1 e3eTumiOy y kombOiHamii 3 iHrioiTopamu ['MI-KoA penykrazu gyxe piako
MOBIIOMJISUIOCH TIPO  BUIAAKH PO3BUTKY pabaomionizy. He MokHa BHKIIOYATH MOXKIUBOCTI
dhapmakouHAMIYHOT B3a€EMO/I11, 2 TOMY TaKy KOMOIHAIIIIO CJT1/T 3aCTOCOBYBATH 3 O0EPEIKHICTIO.

Sk 1 y BuUmaaky 3actocyBaHHs iHIUX iHri6iTopiB 'MI'-KoA penykrasu, Bumaaku padbaomionisy,
nos'a3aHi i3 3actocyBanHsaM Pokcepu®, y mocTMapkeTHHIOBHIi TIepiol TPAMIAINCS YacTille Ipy 103
40 mr. € MoBiAOMJIEHHS IIPO PIAKICHI BUNAJKU IMyHOOIIOCEPEIKOBAHOI HEKPOTU3YIOUO1 MiomaTii, 110
KJIIHIYHO TIPOSIBIITFOTHCS CTIHKOIO MPOKCU3MATBHOK M S30BOI0 CIAOKICTIO 1 MIABUIICHHSIM PiBHS
CHpPOBATKOBOI KpeaTWHKIHA3MW, MiJ yac JIKyBaHHS abo MicCis NPHUIHMHEHHs JIIKYBaHHS CTaTUHAMH,
BKJIIOYAIOYM PO3YBACTAaTUH. Y TaKOMy pa3l MOXYTh OyTH HEOOX1JHMMHU JOJIaTKOBI HEMpOM s30Bi 1
CEepOJIOTI4HI JOCIHIKEHHS, JIIKyBaHHS IMyHOCYIIPECUBHUMH IperapaTaMH.

Busnauenns pieus kpeamungocgoxinasu

PiBHi kpeaTtuHdpoCchHOKiHA3K HE CiJl BUMIPIOBATH MICHI 3HAYHUX (I3MYHUX HaBaHTaXeHb abo mpu
HAsIBHOCTI MOXJIUBUX albTEpHATUBHUX MPUYUH MIJBULICHHS KpeaTHH-(POCc(OKiHA3U, LU0 MOXKYTh
3aBakKaTW 1HTepHpeTamii pe3yJbTaTiB. SKIIO MOYaTKOBI piBHI KpeaTHH-(POCPOKiHA3M 3HAYHO
MigBUIEHI (>5X BEpXHBKOI MEXKI HOPMH), TPOTATOM 5-7 AHIB HEOOXITHO 3pOOMTH OJAATKOBUMN



MIATBEPDKYIOUMIA aHali3. SKIo pe3ysbTaT MOBTOPHOTO aHaJi3y MiATBEPIKY€E TOYaTKOBUH PiBEHB >5
X BEPXHBOI MEX1 HOPMH, PO3IIOYNHATH JTIKYBaHHS HE CIIiJ.

Ilepeo nixkysanusam

Pokcepy®, sk i pemry inri6itopis I'MI'-KoA pefykTasu, cilift 3 00epeKHICTIO MPU3HAYATH MAI[i€HTaM
13 pakTOpamu, 10 COPUSIFOTH PO3BUTKY MiomaTii/padaomionizy. Jlo Takux (hakTopiB HAJICKATH:

e  MOpymeHHs QYHKIIT HUPOK;

®  TIMOTUPEO3;

®  HASABHICTH B IHIUBIAyaIbHOMY a00 CIMEHHOMY aHaMHE31 CIIaIKOBUX M'SI30BHX 3aXBOPIOBaHb;

®  HAsABHICTh B aHAMHE31 MIOTOKCHYHOCTI, CIpHYMHEHO] iHmuMHu iHriditopamu ' MI'-KoA penykrasu
abo (ibparamu;

®  3JIOBXMBAHHS AJIKOTOJIEM;

e Bik >70 pokiB;

e  cuTyalii, 10 MOXYTh MPU3BECTH JO IMIIBUIIICHHS PiBHIB IIpenapary y mia3mi KpoBi;

e  OJHOYACHE 3acToCcyBaHHS (iOparTiB.

VY Takux mari€eHTiB MOTPIOHO MOPIBHATH PU3HMK Ta MOXJIMBY KOPHUCTH IIPH 3aCTOCYBaHHI Mperapary;
TaKOX PEKOMEHIOBAaHUH KIIIHIYHUIA MOHITOPHHT. He i po3nounHaTH JiKyBaHHS y BUIIAJIKY 3HAYHO
MiaBUIIEHNUX ToyaTkoBux piBHIB KOK (>5 x BMH).

Y nepioo nixyeanus

[TarieHTiB CINiJT TIONIEPEAUTH TIPO HEOOXITHICTH HETAHHO MOBLIOMIISITH PO HE3 SICOBHUM M'S30BHIMA
O11b, M'sI30BY cNaOKICTh a00 CyZOMH, OCOOJIMBO SKIIO BOHU CYNPOBOKYIOTHCS HE3Ty>KaHHSM abo
MiIBUIICHHSAM TEMIEpaTtypu. Y Takux NariedTtiB ciia Bu3Hauntd piBHI KOK. Cnig npunwHATH
nikyBaHHS, skuio piBHI KOK 3nauno migsumieni (>5xBMH) a6o skmio mM'si30BI CUMOTOMH TSKKI Ta
CIPUYHHSIOTH TUCKOM(OPT Y MOBCAKICHHOMY KUTTI (HaBiTh Akmo piBHi KOK < 5 x BMH). fkmo
CHUMITOMH MHHaIOTh Ta piBeHb K®K mosepraeThess 10 Hopmu, Pokcepy® aGo anbTepHaTHBHHMIA
iri0iTop 'MI'-KOA MOXHa crpoOyBaTé 3acTOCyBaTH 3HOBY, ajleé Y MiHIMaIbHHX 033X Ta i
perenbHUM HarisiioM. Perynsapauii koHTposs piBHI KOK y nauienTiB 0e3 BuiieBKa3aHUX CUMIITOMIB
HETIOTPiOHHIA.

VY KIHIYHMX JOCHIDKEHHSIX y HEBEITUKO! KIJIBKOCTI Malli€HTIB, SKi 3aCTOCOBYBAJIH POKcepy® Ta
CYIIyTHI TpenapaTH, MOCHJICHOTO BIUIMBY Ha CKEJETHY MYCKyJaTrypy He Bia3Haudamocb. OmHak
MiJBUIICHA YaCcTOTa BUIAJKIB MIO3UTYy Ta MIOMAaTii crocTepiranach y Malli€HTIB, sIKi 3aCTOCOBYIOTh
iHo  iHriditopuy I'MI'-KoA penykrasu 13 mnoxiiHUMU (iOpO€BOi KHCIOTH, B TOMY YHCII
reM(}iOpo3uiaoM, NMKIOCIOPUHOM, HIKOTUHOBOK KHCIIOTOIO, a30JbHMMU HPOTUTPUOKOBHMHU
3acobamu, 1HT10ITOpaMH MPOTEa3y Ta MaKPOIIAHUMU aHTHO10THKaMU. ['eM(i10po3ni miABUILY € PUBHUK
PO3BUTKY MiOIaTii NMpU CyMyTHHOMY 3aCTOCYBaHHI 13 JeskuMu iHridiropamu I'MI'-KoA penykrasmy,
Tomy Pokcepy® He pekOMeHJI0OBAHO 3aCTOCOBYBaTH y KoMOiHawii i3 rem¢pioposunom. CrpusTauBuii
BIUIMB MOJAIbIINX 3MiH PiBHA JIMiiB MPK OHOYACHOMY 3acTocyBaHHi Pokcepu® i3 ¢piGparamu a6o
HIalIMHOM TMOTPiOHO MOPIBHATH 13 MOTEHIIMHUMH pU3MKAMHU IPU 3aCTOCYBaHHI Takoi KOMOiHaIii.
OnnouacHe 3actocyBanHs Pokcepu® B 1031 30 a60 40 Mr Ta (ibpaTiB MPOTUIIOKA3AHO.

Pokcepy® He cJliji CyMilaTH pa3oM i3 CHCTEMHHM 3aCTOCYBaHHs (y3U10BOi KUCIOTH a60 IPOTATOM 7
JIHIB MICJIA MPUMMHEHHS JTIKYBaHHS (y3UI0BOIO KUCIOTO. /{71 maii€eHTiB, 17 SKUX BUKOPUCTAHHS
CHUCTEMHO1 (y3UJI0OBOI KHCJIOTH BBAXAETHCA HEOOXITHUM, JIIKYBaHHS CTaTMHAMH HEOOXITHO
HOPUITMHUTH TPOTATOM YChOTO NEPioAy JIIKyBaHHS (Py3UI0BOIO KHCIOTOI. Bynu moBigomiieHHs mpo
BUMAJKN pabaoMioni3y (BKIIOYAIOUYM JIETabHI HACHIIKW) Y HAIl€HTIB, K1 OTpUMYyBaiHu (py3uI0BY
KUCJIOTY 1 cTaTMHU B KoMOiHalii. [TarieHT noBHHEH HeraifHO 3BepHYTHCS J10 JIIKapsl, SIKILO BiH BiAUyBa€e
CHMIITOMH, TaKi SIK M'sI30Ba CIa0KICTh, 011 abo B’SUTICTb.
Tepamist craTHHaMU Moke OyTH MOBTOPHO MPOBeJIeHa yepe3 7 JHIB MICIs OCTAaHHBOI 103U (y3UI0BOT
KHCIIOTH.

VY BHUHATKOBUX BHUIIQJIKaX, KOJIM HEOOXiJHE TpUBAJEe CHCTEMHE 3aCTOCYyBaHHSA ()y3UI0BOi KHUCIOTH,
HANPMKIA, 11 JTiKyBaHHS BaXKKHX iH(pEKIiH, HeoOXiHicTh ofHOUacHOro npusHaueHHs Pokcepu® i
(by3u10BOi KUCIOTU CIiI PO3TISAATH TIABKU B KOKHOMY KOHKPETHOMY BHIAJKY 1 MiJ PETEIbHUM
MEIUYHUM HarJsIIOM.

Pokcepy® crii 3 06EpeKHICTIO 3aCTOCOBYBATH MAIi€HTaM i3 (aKTOpaMu, IO CHPUSIOTH PO3BUTKY
Miomnarii, TakuxX SK HUPKOBAa HEIOCTATHICTb, JIITHIN BIK, TIOTHPEO3, 00 y CUTyallisX, KOJU MOXeE
30UIBIIUTHCS KOHLIEHTPALS penapary y Imia3Mi KpoBi.

Pokcepy® He cJliji 3aCTOCOBYBATH s MALi€HTIB i3 TOCTPHMH, CEPHO3HUMM CTaHAMH, IO CIPHUSIOTH
PO3BUTKY Mionatii abo MiABHILYIOTh PU3KMK PO3BUTKY HUPKOBOI HEAOCTATHOCTI HA TJi pabaoMionizy



(TakuMHU SIK CETCHUC, TIMOTEH31sl, OOIMMpHE XIpypridyHe BTPYYaHHS, TpaBMa, TOKKI MeTabomivHi,
EHJIOKPUHHI a00 eJIEeKTPOJITHI MOPYIICHHS; HEKOHTPOJIbOBAaHI CyIOMH).

Bnnue na neuinky

Sk i i inri6itopu TMI-KoA penykrasu, Pokcepy® citift 3 06epexHicTIO 3aCTOCOBYBATH MAIiCHTAM,
K1 37I0BKMBAIOTh AJIKOT0JIeM Ta/ab0o MalOTh 3aXBOPIOBAHHS MEYIHKU B aHAMHE3I.

QOyHKIIII0 TEYiHKN PEKOMEHI0BAaHO NEPEBIPUTH TEepe]l MOYaTKOM 3aCTOCYBaHHSI IIperapary Ta yepes 3
MicsIl JIKyBaHHA. SIKIO piBeHb TpaHCAMiHA3 y CHUPOBATIl KPOBI OLIbIIE HIK YTPUYl NEPEBUIIYE
BEpPXHIO MEKy HOpMH, 3acTocyBanHs Pokcepu® ciin npununuty. Ipo cepitosui mopymenss QyHKii
MEYiHKK (TIePEBaYKHO TMIABUINCHHS PIBHS IMEYIHKOBHX TpaHCaMiHa3) y MOCTMAPKETHHTOBHM IEPiOa
MOB1TIOMJISUIOCH YacTillle IPU 3acTOCyBaHH1 103U 40 Mmr.

VY mami€eHTiB 13 BTOPUHHOIO TIEPX0JIECTEPUHEMIEI0, CIIPUYNHEHOIO TIITOTUPE030M ab0 HePpOTHIHUM
CUHIPOMOM, CIIEPIIy CIijJi MPOBECTH JIIKYBaHHS OCHOBHOTO 3aXBOPIOBAHHS, a TOTIM TMOYHHATU
3actocyBanHs Pokcepu®.

VY micnspeectpaiiiHoMy Tepioji 3piKka MOBIIOMIISIIOCS TMPO JIeTanbHI ab00 HeNeTalbHI BUIAIKU
MEYIHKOBOI HEJOCTATHOCTI y MAII€HTIB, K1 MPUHAMaIN CTaTHHH, B TOMY YHCJII PO3yBacTaTHH. SKII0
Ha T/Ii JiKyBaHHs mpenapatoM Pokcepa® po3BHBAE€ThCS Cepiio3HE ypaKeHHs NEdiHKM 3 KIiHIYHOI
CUMIITOMATHKOI Ta/a00 TinepOuTipyOiHEMIE0 UM JKOBTSHHIICIO, HETAWHO CJIiJ] IPUITUHUTH TMPUHOM
npenapaty. SIKIIo iHIIN TPUYMHUA HE BUSBJICHO, HE CIiJl MOHOBIIOBATH JIKYBAaHHS MpENapaToM
Poxcepa®.

Paca

VY nocnimpkeHHSIX (papMaKOKIHETUKH CIIOCTEPIranocss 3pOCTaHHS CUCTEMHOI €KCIO3HIIii y Malli€eHTiB
MOHT'0JIOIZIHOT Pach MOPIBHSHO 3 €BPONEHISIMHU.

Jlng TakuXx MaIieHTiB HEOoOXiHA KOPEKIlis JO3yBaHHs IMpernapaTy POKcepa® (muB. po3nimn «Crocio
3aCTOCYBaHHA Ta 103U» Ta «PapMakoKiHeTHKay). J{Jis manieHTiB MOHTOJIOINHOT pacy MOYaTKOBa 7032
Pokcepu® nosunHa OyTu 5 mr. IlifBuineHa KOHIEHTpalis pO3yBacTaTHHY y IIa3Mi KpoBi Oyna
NoMiYeHa B a31iChbKUX ManieHTiB (AuB. po3ain «PapmakokiHeTnkay). Cimig B3STH 10 yBard 3011bIICHY
CUCTEMHY €KCIO3HIIiIO MPH JIIKYBaHHI MAIIEHTIB MOHT'OJIOTAHOI pacH, y SKUX TiepXxojecTepruHeMis He
KOHTPOJIIOEThCS aJIEKBAaTHO J103aMu /10 20 Mmr.

Ineioimopu npomeasu

[TizBumiena cucTeMHa €KCIO3WINS 10 PO3yBaCTaTHHY criocTepiraiacs B ociO, Skl 3aCTOCOBYBaIU
pO3yBacTaTUH CYIYTHBO 3 DPI3HUMHU IHTIOITOpaMM MpoTea3u y MO€JHaHHI 3 puToHaBipoM. Ciix
0OMipKyBaTH SIK KOPHCTh BiJl 3HMKEHHs PiBHS JIiTIiIIB 32 JoHOMOroko npenapary Pokcepa® y narienTis
13 BUL, ki oTpuMyroTh IHTIOITOpH TpOTeasd, TaK 1 MOXIIMBICTh MiJBHIIEHHS KOHIIEHTpALiN
pO3yBaCTaTHHY y IIa3Mi KPOBi Ha IOYATKY Tepartii Ta IpH IigBuIIeHHi 1031 Pokcepu® st marieHTis,
K1 OTPUMYIOTh 1HT10iTOpH MpoTeazu. OHOYaCHE 3aCTOCYBaHHsI Mpenapary 3 iHridiTopamMu mpoTeasu
He PeKOMEHJyeThCs, Ko 03a Pokcepu® He ckopurosana (qus. po3jin «Croci® 3acTocyBaHHS Ta
n03u» Ta «B3aemois 3 IHIIMME JIIKApChKUMU 3ac00aMU Ta 1HIII BUU B3a€MOJIIN» ).
Henepenocumicms nakmosu

[TamieHTam 3 PiAKICHOIO CMAJKOBOIO HEMEPEHOCHUMICTIO TallakTo3u, AedinuToM nakrasu Jlamma abo
MasbaOCOPOIIIEI0 TIOKO3U-TAIAKTO3U HE CJI1J] 3aCTOCOBYBATH i€l Ipenapar.

IumepcmuyianvHe 3axX60pHOBAHHS 1€2eHb

[looauHOKI BUNAAKK IHTEPCTHUIIAIBHOTO 3aXBOPIOBAHHS JIET€Hb OyJM 3apeecTpoBaHl IpH
3aCTOCYBaHHI JIEIKUX CTaTHHIB, OCOOJMBO Yy BHIIQJKy IOBroTpuBanoi Ttepamii. J[o cumMnToMiB
MOPYUICHHS HaJIe)KaTh AUCITHOE, HEMTPOAYKTUBHUIA KaIllellb Ta MOTiPIISHHS 3arajlbHOTO CTaHy (BTOMa,
BTpaTa MacH Tijla Ta rapsidka). SKIo miao3proeThes, M0 y Malli€HTa PO3BUHYJIOCH iHTEPCTHUIIATbHE
3aXBOPIOBAHHS JIET€Hb, 3aCTOCYBAHHSI CTATUHIB NOTPIOHO MPUITUHUTH.

Llyxposuii diabem

Jesiki gaxTu cBigYaTh, M0 CTATUHH MIJABHUILYIOTh PIBEHb IJIIOKO3M B KPOBI Ta Y JNESKHUX MAI[I€EHTIB,
SIKHM  3arpOXKy€ BHCOKHH pPH3UK PO3BUTKY Jia0eTy B MalOyTHbOMY, MOXXYTh CHPHUYUHSITH
TIIepriIiKeMII0 TaKOro PiBHS, IPH IKOMY HEOOX1HE HaJIeXHe JiKyBaHHS 11adery. Lo 3arpo3y, oaHaxk,
MIEPEBHIIY€ 3HIKEHHSI PU3UKY CYTUHHUX MOPYIICHb MPH 3aCTOCYBaHHI CTaTHUHIB, 1 TOMY BOHA HE Ma€
OyTH MiICTaBOIO JIJIsl IPUITMHEHHSI TEparlii CTaTUHAMU. 3a MallieHTaMU IPYIU PU3HKY (PiBEHb TIIFOKO3U
Hatme 5,6-6,0 mmonw/n, IMT >30 kr/m%, migBumieHuMi piBEeHb TPUTTILEPUIIIB, apTepiaabHa
rinepTeH3is) Ciii BCTAHOBUTH K KJIIHIYHUHM, TaK 1 010XIMIYHUI KOHTPOJb 3TrIHO 3 HalllOHAIbHUMHU
HACTaHOBAMHU.

VY pocnimkeHHSX 3apeecTpoBaHa 3arajbHa 4acToTa IyKpoBOro giabery craHoBmia 2,8 % y rpymi



npuifoMy posyBacTtatuny Ta 2,3 % — y rpyni 1uiane6o, nepeBakHO y MAalli€HTIB 3 PIBHEM TJIIOKO3H
HaTIe Big 5,6 710 6,9 MMOJIB/I.

Ak 1 momo iHmmx iHri6itopie I'MI'-KoA-pemykra3su, mpu 3acTOCyBaHHI pO3yBacTaTHHY
cnoctepiranocst 3poctanHss HbAlc Ta piBHIB IUIIOKO3M y CHPOBATIi KpoOBi. Y AESKUX BHIAAKax I
NOKAa3HUKH MOXXYTh TEPEBUINYBAaTH TPAaHWUYHE 3HAYCHHS JUIs JIarHOCTHKH IyKpPOBOTO Jialery,
HacaMIlepe]] y Mali€HTiB 3 BACOKAM PU3UKOM PO3BHUTKY Aia0eTy.

V KJIiHIYHUX J0CiIKeHHIX 6yI0 MoKas3aHo, 1o Pokcepa® sk MOHOTepamis He COPUYMHSE 3HMKEHHS
0a30BOi KOHIIGHTpAIlil KOPTHU30Jy IUIa3MH KPOBI 1 HE BIUIMBAE HA PE3EPB HAJHUPKOBUX 3aJ103.
HeoOxifHa 0OepeXkHIiCTh y pa3i OJHOYACHOTO 3acToCcyBaHHS mpemapary Pokcepa® Ta iHmmx
JTIKapChKUX 3ac00iB, 3/1aTHUX 3HM)KYBaTH PiBHI a00 aKTHBHICTh €HJOTEHHHX CTEPOiJHHX T'OPMOHIB,
HAIPUKIA]] KETOKOHA30J1y, CIIIPOHOJAKTOHY Ta [IUMETHIUHY.

Himu ma nionimku ixom 6io 10 do 17 pokie

BrumB po3yBactaTtuHy Ha JiHIHHHE picT (3picT), macy Tuta, IMT (iHaekc macu Tijia) Ta pO3BHUTOK
BTOPMHHUX CTaT€BUX O3HAK 3a mKanor TaHepa y nitedl Bikom 10-17 pokiB OLIHIOBAaBCS JHUIIE
IPOTSITOM OJTHOTO pOKYy. [Ticist 52 THXKHIB JOCIIHKYBAHOTO JIIKYBaHHS )KOIHOTO BILIMBY Ha PiCT, Macy
tina, IMT abo craTeBe m03piBaHHS BUSBICHO He Oyio (muB. po3min «PapmakomuHamikay). JJocsia
KJIIHIYHUX JOCIIDKEHb 3aCTOCYBaHHs Iperapary MITsAM Ta ImiajikaM OoOMEXEHHH, 1 JOBroTpHUBai
eeKTH 3acTOCYBaHHs po3yBacTaTuHy (>1 pik) Ha cTaTeBe JO3piBaHHS HEBIJOMI.

VY kIIiHIYHOMY AOCHIIKEHH] y JiTel Ta MiAMITKIB, SIK1 IPUIMalu PO3yBacTaTHH MPOTIroM 52 THKHIB,
nigsunieHHs piBHss KK >10 pasie Bume BHM Ta cumnTomu 3 0GoKy M’s3iB miciss (i3WIHOTO
HaBaHTa)XeHHA a00 miABHIIEHOT (PI3UYHOT AKTUBHOCTI CIIOCTEPIraucs YacTillle MOPIBHSIHO 3 TAKUMU Y
nopociux (auB. po3ain «I1o6iuHi peakmiin).

3acmocysanns y nepiod eacimnocmi abo 200y8anHus epyooro.

Besneky 3actocysanHs Poxcepu® y mepio BaritHocTi a60 To/lyBaHHs Ipy/I/I0 HE BUBYAIH.

Pokcepa® nmpoTunokasana y nepio BariTHOCTi a60 ToayBaHHs IPYLIIO.

JKinkam penpoayKTUBHOTO BIKY MiJ 4ac MpUiioMy POKcepH® CJIiJ1 3aCTOCOBYBATH BiJIOBI/IHI 3aco0u
KOHTpAIICTIII].

OCKUIBKM XOJIECTEPHUH Ta 1HUII MPOJYKTH OI0CUHTE3Y XOJIECTEPHHY CYTTEBO BaXKJIMBI JUIS PO3BUTKY
wioa, NOoTeHUIHHUN pu3uk 1HrioyBanHs ['MI'-KoA penykrasu nepeBulllye MOXINBY KOPUCTb Bl
3aCTOCYBaHHS Mpenapary y MepioJ] BariTHOCTI. SIKIIO MalieHTKa BariTHIE€ y MEpioj 3aCTOCYBaHHS
npernapary, JIIKyBaHHsI CJI1/1 HEerailHO IPUITUHUTH.

OCKUTBbKY 1HIINHK JTiKapCchbKUM 3aci0 LIbOTO Kiacy MPOHHUKAE Y TPYAHE MOJIOKO JIFOIMHY Ta BPAXOBYIOUH,
o 1Hri0itopu I'MI'-KoA-penykTazu MOXyTh CIPUUMHATH CEpiO3HI HeOaXkaHl peakilii y HEMOBJIAT,
JKIHKaM, fIKi MOTpeOyroTh JiKyBaHHS mpenapaToM Pokcepa®, ciif pekoMeHayBaTH yTpuMaTucs Bif
rOAyBaHHS TpyAato. JlaHuX o0 MPOHUKHEHHS MpenapaTy y rpyIHe MOJIOKO Y JIFOJIMHA HeMae (IMB.
poznin «IIpoTunokasanus»).

30amuicms 6naueamu Ha WEUOKICMb peakyii npu KepyeawHi asmompaHcnopmom abo iHuwuMu
MexaHisMamu.

He mpoBommnm nociifkeHb 00 BU3HAYEHHS BIUIMBY PO3YBAacCTaTMHY Ha 3IaTHICTh KEpyBaTH
aBTOMOOLIEM Ta IHIIMMHU MeXaHIYHUMH 3acobamu. Ha ocHOBI (apmMakoguHaAMIYHHMX BJIACTUBOCTEH
pPO3yBacTaTUHY IMOBIPHICTh TAKOTO BIUIMBY He3HaYHA. OJHAK U KepYBaHH1 aBTOMOO1JIEM Ta IHITUMHU
MEXaHIYHUMHU 3ac00aMU CJIiJ] BpaXxOBYBaTH, 110 MiJ] Yac JIIKYBaHHS MOK€ BUHUKHYTH 3alIaMOPOYEHHS.

Cnocio 3acmocysannusa ma 003u.

Ilepen movyaTtkoM JIiKyBaHHS MAlli€HTY CIiJ MPU3HAYUTH CTAHJAPTHY TiOXOJIECTEPUHEMIYHY €Ty,
AKOI CJi1 TOTPUMYBATHUCH 1 MPOTATOM JIiKyBaHHs. J[03y ciij miadupaTy iHAUBIyadbHO, 3aJ€XKHO BiJ
METH Tepanii Ta epeKTUBHOCTI JIIKyBaHHS, 3aCTOCOBYIOUH 110Ul y3TO/KEHI peKOMEH1allii.

Pokcepy® MoskHa npuiiMaty y Oyb-sKHii 4ac JIHs, HE3AIEKHO Bijl mpuitoMy xi.

Tabnerky He ciig po3koByBaTH abo ApoouTH. TabieTKy KOBTaTH LIIO0, 3aMBaIOYH BOOKO.
Jlikysanns cinepxonecmepunemii

Pexomen1oBaHa moyaTkoBa 103a CTaHOBUTH 5 a60 10 mr, nepopanbHo 1 pa3 Ha 100y SIK 1 MAlli€HTIB,
AK1 paHillle HEe 3aCTOCOBYBAJM CTaTHHM, TaK 1 JJI MALI€HTIB, Kl J0 LOTO 3aCTOCOBYBAJM IHIII
iHridiTopu I'MI'-KoA penykraszu. Ilinbuparoun movyaTkoBy 103y, CIiJl BpaXOBYBaTH 1HAMBITyadbHUN
PIBEHBb XOJIECTEPUHY Yy TAIIEHTIB Ta MaWOyTHIN CepleBO-CyIMHHUN PU3UK, a TaKOX MMOTEHIIHHUNA



PU3HK PO3BUTKY MOOIYHMX peakilid (muB. nmaii). 3a HEOOXiTHOCTI yepe3 4 THXKHI 703y MOXKHA
301IBIIUTH 10 HACTYMHOI. OCKIIBKH y BUIAKY 3aCTOCYBaHHs 1031 40 MT o0iyHi peakiii BHHUKAIOTh
YacTimie, HiXK TPU MEHIINX /103aX, TUTPYBaTH 103y A0 30 mr abo mo 40 Mr ciij Juie ajis MamieHTiB
13 TSKKOIO TINEPXOJECTEPUHEMIEI0 Ta BHCOKHUM CEpLEBO-CyIMHHUM PHU3UKOM (30Kpema B ocib i3
CIMEIHOIO TIIEePX0JIECTEPUHEMIEIO), Y AKUX HE BAATIOCS JOCATTH 0a)kaHOTO pe3yJibTaTy 3a 1031 20 Mr
1 AIKi MOBUHHI 1epe0yBaTu Mij peryiIspHuUM HariasgoM. Ha mouaTtky 3actocyBanHs no3u 30 mr a6o 40
MTI' PEKOMEHI0BAHO CIIOCTEPEKEHHSI CTIeiaicTa.

Ipoghinakmura cepyeo-cyOuHHUX NOPYULEHD

Y nochiKeHHI 3HMKEHHS PU3HKY YCKIIaJHEHb 3 OOKY CepleBO-CyAMHHOI CHCTEMH J000Ba J03a
npenapaty crtaHoBwia 20 wr. [lamientam i3 rinmepxojecTepuHEMi€0 HEOOXiTHO MPOBOIUTH
CTaHJapTHE BU3HAYCHHS PIBHS JIMIAIB Ta TOTPUMYBATHCS PEKOMEH IAIlIH 13 I03YBaHHSI [ JIIKYBaHHS
rinepxoyieCTepUHEMIi.

3acmocysanns nayieHmam 1imHb020 8iK)y

PexomenioBaHa movaTkoBa J03a JUIsl HAIi€HTiB y Bini moHaa 70 pokiB CTaHOBHUTH 5 Mr. [HIIIa KOpeKis
JI031 3aJICXKHO BiJ] BIKy HEMOTpiOHA.

3acmocysanus oimam

3BuyaiiHa 1032 Tpemapary I JQiTeH  Ta  MOUUITKIB 13 TETEPO3UTOTHOK  CIMEHHOIO
rimepxoyiecTepuHeMieto craHoButh 5-20 mMr 1 pa3 Ha 100y mnepopanbHOo. J[Is moCSTHEHHS
TepaneBTUYHOro eheKTy 03y HEOOXiTHO HalleKHUM YHHOM TUTpyBaTu. besneky Ta e(heKTUBHICTb
7103, IO MEePEBUIIYIOTh 20 MT, Yy Iil OIS HE BUBYAIIH.

Ho3ysanns ona nayicnmis 3 NOpyuieHHAM QYHKYII HUPOK

Jjis mari€enTiB 3 JETKUM Ta MOMIPHUM TOPYIICHHSAM (YHKIII HIPOK HEMa€e HEOOXiTHOCTI Y KOpeKIii
no3u. PekoMmeHnoBaHa MOyYaTKOBa J03a Ui MALIE€HTIB 3 MOPYIIEHHSAM (YHKIT HUPOK MOMIpHOT
TSDKKOCTI (KimipeHc kpeatuHiHy <60 mur/xB.) craHoBuTh 5 Mr. Jloza 30 mr ta 40 Mr mpoTumnokasana
narieHTaM 3 MopyueHHsIM (QyHKIIT HUPOK MOMIpHOI TsDKKOCTI. [lamieHTaM 3 TSDKKUM MOpYIIEHHSM
dbysKii HEpoK 3acTocyBaHHA Pokcepu® mpoTunokasaHo y 6yab-AKHX 103aX.

Ho3ysanns ona nayicHmis 3 NOpyuieHHAM QYHKYII newinKu

He cnocrepiranochk 3pocTaHHS CUCTEMHOI €KCIIO3HWIlli pO3yBacTaTWHY Yy MAIli€HTIB 3 7 OalaMu 3a
mkanoro Yainn-IT'ro. [Ipote, mocuiieHHs: cMCTEMHOT eKCo3ullii OyJI0 BiJ3HAYEHO Y MAalli€HTIB, CTaH
SAKUX OLIHIOBaBCs y 8 Ta 9 GamiB 3a mkanoro Yaitnga-I1"10. Takum marieHTam CiiiJi TPOBOJIUTH OIIIHKY
¢yHkuii HUpok. JloCBiA 3acTOCYBaHHS NpenapaTy Yy Mali€HTIB 3 MOKa3HUKOM 9 6aiiB 3a HIKAJIOO
Yaitnga-I’10 BigcyTHilt. Pokxcepa® mpoTumokasaHa NalicHTaM i3 3aXBOPIOBAHHAMH TIEUiHKM B
aKTUBHIN cTajii. Y MaIli€eHTIB 3 TSHKKUM MOPYIIEHHM (DyHKIIIT MEYiHKHA CIIOCTEPIranocs MiABUILEHHS
eKCIIO3HIIii po3yBacTaTHHY, TOMY iM 3acTocoByBatH Pokcepy® y m03i Bume 10 Mr ¢t 3 06epekHicTIO.
Paca

VYV maiieHTiB MOHTOJIOITHOI pacH CIOCTepiraigacs MiBUINEHA CHCTEMHA EKCIO3HIlisl TMperapary.
PekoMmeHnnoBana moyaTkoBa J03a [JIS TAIIEHTIB a31aTCbKOTO TOXO/HKEHHS CTaHOBUTh 5 MT.
3actocyBaHHs 103U 40 MT TakUM MaIlieHTaM MPOTHIIOKa3aHe. MakcuManbHO J000Ba /1032 CTAHOBUTH
20 mr.

Jlo3ysanns 051 nayicHmie 3i CXUNbHICMIO 00 PO36UMKY Mionamii

PexoMeHnnoBaHa mouaTkoBa 1032 JJIS MAII€HTIB 31 CXUIBHICTIO O PO3BUTKY MiOMAaTii CTAHOBUTH 5
MT.

Jlo3a 40 Mr mpoTuIlOKa3aHa JIESKHUM 3 TaKHUX MalieHTiB. MakcuManbHO J000Ba 1032 CTaHOBUTH 20
MT.

T'enemuunuii nonimopghizm

I'enotunu SLCO1B1 (OATP1B1) ¢.521CC ta ABCG2 (BCRP) c.421AA, nOopiBHAHO 3 T€HOTHUIIAMU
SLCOI1B1 ¢.521TT ta ABCG2 c.421CC, acomiiioBani 3 migBuiieHHsM ekcrno3uiii (AUC)
posyBacratuny. s narienTiB 3 renotunamu ¢.521CC abo c.421AA MakcuMaiabHa PEKOMEHI0BaHa
no6oBa n03a Pokcepu® ctanoBuTh 20 MT.

PozyBactatun € cyOGcTpaTroMm aiis pi3HMX TpaHcnopTHUX OulkiB (Hanpukiag, OATP1B1 ta BCRP).
Pusux mionatii (BKIoyarouu pabaoMiosi3) HifBMINYEThCS HpU OJHOYACHOMY mpuitomi Poxcepu®
pa3oM 3 MEeBHUMH JIKapChbKUMH 3aco0aMu, 3AaTHUMHU MIJBUIIYBATH KOHIEHTpALli pO3yBacTaTUHY Y
IU1a3Mi KpOBI1 Yepe3 B3a€MOIII0 3 IIUMH TPAHCIIOPTHUMH OKaMM (HANpHUKIIAI, IUKIOCIOPHUH Ta AEsKi
IHT10iTOpY TIPOTEa3w, BKIIOYAIOYM KOMOIHAIli pUTOHABIpYy 3 aTaHa3aBipoM, JIOMIHABIPOM Ta/abo
tunpanasipom). [Ipy MOXIHMBOCTI HEOOXIAHO PO3IVISIHYTH albTepHATHBHE JIIKYBaHHS 1, SKIIO
HeoOXiJHO, THMYAacOBO NPHMIMHUTH JiKyBaHHA Pokceporo®. Y cHTyamisix, KONH OIHOYACHOTO



BBEJICHHS ITMX JIKapChbKUX 3ac00iB pa3oM i3 Pokceporo® yHHKHYTH HEMOKITHBO, Tpeba 3BaKyBaTH BCi

TepeBary Ta pU3KMKU CyMyTHBOTO JIiKyBaHHS Ta PeTeNbHO miaoupatu 103y Pokcepu®.

imu.

He pexomeH10BaHo 3acTocyBaHHs Pokcepu® fiTsiv BikoM 710 10 pokiB.

BrnuB posyBactaTuHy Ha JiHIHHUK picT (3picT), Macy Tina, IMT (iHgekc macu Tija) Ta pO3BUTOK
BTOPMHHUX CTAaTeBMX O3HaK 3a IKajgow TaHepa y nitei Bikom 10-17 poOKiB OIIHIOBABCS JIMIIE
MPOTATOM OJHOTO poKy. Ilicis 52 TWKHIB 3aCTOCYBAaHHS JOCTIIKYBAaHOTO TMpemnapary OyIb-sKOTO
BIUTMBY Ha 3picT, Macy Tua, IMT abo crareBuii pO3BUTOK BHUSIBICHO HE 0YJIO.

Ilepeoo3ysanns.

CrienudiuHoro JiKyBaHHS y BUNAJAKY Iepeno3yBaHHs Hemae. JIikyBaHHS cuMOTOMaTuyHe. Y pasi
HEOOXITHOCTI BXKMBaTH miaATpuMytounx 3axoniB. Ciig nepesiputu piBHi KOK Ta mposectn tect Ha
($yHKLIOHATBHICTD EUiHKKA. MajIoiMOBIpHa KOPUCTH BiJI TPOBEACHHS TeMO/Iializy.

Il06iuni peaxuii.

ITo6iuHi peakiii, 1o CIOCTepiraroThes MpH 3acTocyBaHHi Pokcepu®™, 3a3B1uaii cabki Ta TpaH3UTOPH.
3 60Ky imyHHOI cucmemu

Peakuii rinepuyTIUBOCTI, Y TOMY YUCIIi aHTIOHEBPOTHUYHUIN HAOPSK.

3 60Ky enOOKpuHHOI cucmemu

[lyxpoBuit niader!?,

3 60Ky Hepeosoi cucmemu

["onoBHUi 6111, 3aITAMOPOYCHHS.

3 6oky cucmemu mpasieHHs.

3anop, Hy10Ta, O1J1b Y )KUBOTI, MTAHKPEATHUT.

3 60Ky wiKipu ma niOWKIpHOi KIiMKOBUHU

CBepOixk, BUCHUII Ta KPOITUB'SHKA.

3 60Ky ckenemno-m's13080i cucmemu CROAYYHOI MKAHUHU MA KICMOK

Mianris, mionarist (y TOMY YHCIIi MiO3UT) Ta paboMionis3.

3aeanvnuti cman

AcTeHis.

Sk 1y Bunaaky 3 iHmmMH iHridiTopamu ' MI'-KoA penyxrasu, yactora HeGaXaHUX peakiiii 3a1eKUTh
BiJ] J103H.

"Yacrora 3anexuTs Bix HasBHOCTI (DaKTOPiB PH3HKY (PiBEeHb I'TIOKO3HM KPOBi HATIIE > 5,6 MMOIK/M,
iHgexc Macu Tina >30 Kr/M?, miBUIICHHS PiBHS TPUTIILIEPUAIB, TIIEPTEH31s B aHAMHE31).

23rimHo 3 pesynsratamu gocaimkentas JUPITER (3arampHa 4acToTa MOBiZOMIIEHb IIPH 3aCTOCYBAHHI
posyBactaTuny — 2,8 %; manebo — 2,3 %) HacaMmrepes y Mali€HTiB, IKi BXEe MalOTh BUCOKHI PU3HK
PO3BUTKY IIYKPOBOTO JI1a0ETYy.

Bnaue na nupku

YV namieHTiB, sKi 3acTocoByBamu Pokcepy®, crocTepiramuch BHNAJKH MPOTEiHYpii, MepeBa)kHO
KaHaJBI[EBOTO TMOXO/KEHHS (BU3HAUEHOI 32 «TECTOM CMYXKKH»). 3MiHM BMICTy Oilka y cedi BiJ
BIJICYTHOCTI 4M CIIIJIB 10 ++ abo Oulblie 3apeecTpoBaHi uepes3 Aesikuil yac B <1 % marlieHriB, sKi
npuiiManu npenapat y 1031 10 mr ta 20 mr, Ta npubausHo y 3 % naiieHTiB Ipy 3aCTOCYBaHHI 7031
40 mr. Heznaune 3017bIIIEHHS YaCTOTH BUIIAJIKIB MABUIIIEHHS OUIKa y cedl BiJ] BIICYTHOCTI a0 CIifiB
JI0 + crocTepiranaocs mpu 3acTocyBaHHi 1034 20 Mr. Y OiibIIOCTI BUNA/IKIB BUPAKEHICTh MPOTETHYpii
3MEHIIyBaach a00 3HWKaJa CIIOHTaHHO MPH MPOJIOBKEHHI 3aCTOCyBaHHs npenaparty. [lepers nanux
KJIHIYHUX JOCTIJKEHb Ta TOCTMAPKETHHIOBUX CIIOCTEPEKEHb Ha JIaHUH yac He BUSABUB MPUUYNHHOTO
3B'I3Ky MIXK IPOTETHYPIEIO Ta TOCTPUM a00 MPOTPECYIOYNM 3aXBOPIOBAHHSAM HUPOK.

Iematypist criocTepiraiach y MallieHTiB, ki 3acTocoByBanu Pokcepy® i faHi KIiHIYHUX TOCHiIKEHb
CBiJTYaTh TPO il HU3BKY YACTOTY.

Bnnue na cxenemmuy myckynamypy

3MiHM 3 OOKY CKeJeTHOI MyCKYJaTypH, Takl sIK Miajirisi, Mionartis (B TOMY YHCII MIO3UT), Ta P1AKO —
pabaoMioi3 13 TOCTPOI0 HUPKOBOIO HEIOCTaTHICTIO a00 06e3 Hel crocTepiranucs Mpu 3acTOCYyBaHHI
Oyab-akux 103 Pokcepu®, a ocobmuBo mpu 3actocyBaHHi 103 >20 wmr. IIpo piakicHi BUmagku
pabaomioizy, 1o iHKOIM OyJiM acoliifoBaHi 3 HUPKOBOIO HEJOCTATHICTIO, OyJIO MOBIIOMJICHO MpPHU
3aCTOCYBaHHI pO3yBacTaTHHY, a TAKOXK IHIIIUX CTATHHIB.



VYV narieHTiB, fKi TpUAMAaIXd PO3YBACTaTHH, CIIOCTEPIrajocs 10303aJIe’KHE 3POCTAaHHs PIBHIB
kpeatuHpochokinazn (KDK); y Oinbmiocti BUMAIKIB SBUIIE OyJIO0 CIAOKUM, aCHMITOMATUYHUM Ta
tumuacoBuM. Skmo piBaHi KOK migsumeni (>5 x BepxHpoi mexi Hopmu (BMH)), nikyBanHs ciifn
HNPUTTUHUTH.

Bnaue na neuinky

Sk 1 y Bumaaky 3actocyBanHs iHmmMX iHTiOiTOpiB ['MI'-KOA penykrasu, y HEBETHKOi KiTBKOCTI
MaIi€HTIiB, SKI TNpUHAMaIM pPO3yBaCTaTHH, CIIOCTEPIraiocss J10303aJIC)KHE 301IBbIICHHS PIBHS
TpaHCaMiHa3; y OUIBIIOCTI BUTIAKIB SBHIIE OYJI0 CIIA0KUM, aCHMIITOMATHYHUM Ta THMYACOBHM.
Bnnue na nabopamophi nokaznuxu

Sk 1 y Bumanky inmmx inridiropis  I'MI'-KoA pemykrasu, y HEBETHKOi KUIBKOCTI HAIli€HTIB, fAKi
npuiiMalii  po3yBacTaTWH, CHOCTEpIrajocs JJ030MPOINOpLIHE 3pOCTaHHS PIBHS IEYIHKOBUX
TpaHcaMiHa3 Ta KpeaTuHKiHa3u. [Ipu 3acTocyBaHHI po3yBacTaTHHY TAKOXX BiJ3HAYAJIOCS ITiIBULIICHHS
piBaiB HbAlc. Y HeBenHMKkoi KibKOCTi Malli€HTiB, sKi 3acTocoByBanu Pokcepy® Ta inmi inri6iTopu
I'MI'-KoA penykTasu, cocTepirajaics NaToJOoTiyHi 3MiHM IpU aHaii3i cedl (TecT-CMy»KKa CBiquuia
npo mpoteinypito). BusiBnenuit 0itok OyB, SK MPaBUIIO, KAaHAIBIIEBOTO MOTO/KECHHs. Y OUIBIIOCTI
BUMAJIKIB MIPOTEIHYPisl CTa€ MEHIIE BUPAKEHOIO a00 3HUKAE CIIOHTAHHO IMPH MPOIOBXKEHHI Tepartii Ta
HE CBITYUTH PO rocTpe abo Mporpecyroye 3aXBOPIOBAHHSA HUPOK.

Tnwi epexmu

YV [0BroTpMBaIMX KOHTPOJNBbOBAHUX KJIIHIYHHX JOCHilkeHHAX Pokcepa® He mpojeMoHCTpyBana
IIKiJJTMBOTO BIUIMBY HA OYHI JIIH3H.

V narnienTis, ski nikyBaaucs Pokceporo®, He GyJ10 BUABIEHO TOPYIIeHb GYHKLIH KOPH HaJHHPKOBUX
3a5103.

Tlocmmaprkemuneosuti 00c8i0 3acmocy8anHs

OxpiM BHINE3a3HAYEHOTO, y MOCTMAPKETHHTOBOMY TMepiomi 3acTocyBaHHs Pokcepu® Gynm
3apeecTpOBaHi Taki sIBUIIA:

3 60Ky HepB8osoi cucmemu: TIONIHEBPOIIATis, BTpaTa maM'siTi, nepudeprudHa HeBpPOIaTis;

3 OOKY pechipamopHoi cucmemu, 0p2auie 2pyOHoi KIIMKU ma cepedoCminHs. Kallelb, TUCITHOE;

3 OOKY cucmemu mpagienHs: niapes;

3 OOKy eenamooOiniapnoco mpaxmy: >KOBTSHHIIS, T'€HaTUT, IiJBHINCHHS aKTHBHOCTI IEYiHKOBHX
TpaHcamiHa3;

3 60Ky wiKipu ma niowkKipHoi knimkosunu.: cuaapoM CriBeHca-J[)KOHCOHA;

3 OOKY KicmKo60-M'a3060i cucmemu: IMyHOOIIOCEPEIKOBAaHA HEKPOTHU3YIO4a MIOTATis, apTpajris.
[TopyieHHs 3 60Ky CyX0KHJIb, IHKOJH YCKJIaIHEH] pO3pUBaMHU, IMyHOOIIOCEPEKOBaHA HEKPOTU3YIOUa
MIOIAaTis;

3 60Ky HUpOK. TeMaTypis;

3a2anbHULl CMAax ma NOPYWeHHs, N06 A3aHi 31 CnocobOM 3acmocyeants npenapamy: HaOpsIK;

3 60Ky penpoOyKmueHoi cucmemu ma MoI0YHUX 3103 TIHEKOMACTIs;

3 OOKY Kpo8i: TpPOMOOIIUTOIICHIS.

Ilpu 3acmocysanti Oesikux cmamumis nogi0OMIAIOCH PO MAKi HeOAXHCAHI ABUWA:

JeTpecis;

MOPYIIEHHS CHY, B TOMY YMCI1 0€3COHHS Ta HiYHI KOIIMapH;

po31aau cTaTeBoi QyHKIIT;

OKpeMi BUMAIKU IHTEPCTULIATBHOTO 3aXBOPIOBAHHS JIET€Hb, OCOOJIMBO y BUIMAJKY TPUBAJIOi Tepartii,
3aXBOPIOBAHHS CYXOKWJIb, IHKOJIM YCKJIaTHEeH] iX PO3PHUBOM.

Yacrora BUMAJKIB palbIoMiofizy, ceplO3HMX MOpPYIIEHb 3 OOKYy HUPOK Ta IMEYiHKH (IepeBa)KHO
HiJBUIICHUN piBEHb TpaHcaMiHa3) OyJia OUIBIIO0 MpH 3acToCcyBaHHI 103U 40 MT.

VY mporeci micaspeecTpalifHOTO 3aCTOCYBaHHSA PO3YBAacCTaTUHY 1JEHTU(IKOBAHO TaKy HeOakaHy
peakuilo SK JieTalbHa Ta HeJleTalbHAa IEYIHKOBAa HENOCTAaTHICTh. OCKUIBKM PO L0 PEeakIliio
MOB1IOMJISIIOCS] CTIOHTaHHO 13 TOMYJISIIIiT HeBU3HAUEHOT KTBKOCTI, HEMOXJIUBO JTOCTOBIPHO OI[IHUTH ii
4acTOTy a00 BCTAHOBUTH HasBHICTh MPUYUHHO-HACTIAKOBOTO 3B'3KY 13 3aCTOCYBaHHSIM Ipenapary.
3piaka y michsipeecTpaliifHoMy mHepioji MOBIIOMIISUIOCS PO MOPYLIEHHS KOTHITUBHHUX (DYHKIIN
(HampuKjaa TOTIpIIEHHS Nam'sTi, 3a0y/IbKyBaTiCTh, aMHE31s, MOTIPIIEHHS MaM'siTi, CILTyTaHICTh
CBIZIOMOCTi), IO acCOLIIOIOTHhCA 13 3aCTOCYBaHHSAM cTaTHHIB. IIpo Taki KOTHITMBHI mpoOieMu
MOBIAOMIISIOCS Y 3B'SI3KY 3 yciMa cTaTMHaMU. SIBHILA, PO SIK1 H1eThes Y MOB1IOMIICHHSIX, 3a3BUYail
MaroTh JIETKUN XapakTep 1 MHHAIOTh MICJs BIIMIHM CTAaTHHIB, a TAKOXXK MAlOTh Pi3HUH yac 10 MOSBU
cUMIITOMIB (Bix | JHS 10 pOKIB) Ta 10 3HUKHEHHS CUMIITOMIB (Me/iaHa — 3 THIKHI).



Jlimu ma nionimku 6io 10 oo 17 pokis

[podins 6Gesnmeku Poxcepu® y miTeif, MimiTKiB Ta JOpOCIUX TNOAIOHMI, Xouya y KIiHIYHHX
JOCIIIJDKEHHAX Yy MITeH Ta MIIITKIB MIiCas BOpaB a00 3HAYHUX (PI3MUHUX HABAaHTAXKCHb YACTIIIE
Big3Havanu miasumeHHss KOK>10xBMH Ta M's130Bi cuMOTOMHU, 110 3r0/IOM MUHAIH 0€3 IepepruBaHHs
nikyBanss. [IpoTe, i A4 AiTel, i 114 JOPOCIUX 3acTepeKeHHs IIPH 3acTocyBaHHi Pokcepu®™ o1HAKOBI.

Tepmin npuoamnocmi. 3 poku.

YMoBH 30epiranus.

30epiraTi B OpWTiHAJBHIA yMakoBILI Ui 3aXHCTy Bix Aii cBitia. Jlikapcekuii 3acid He moTpelye
0COOJIMBUX TEMIIEPATYPHUX YMOB 30epiraHHsl.

30epiratu y HEIOCTYITHOMY JIS 1iTEH MicIii.

YnakoBka.

s mabaemox no 5 me abo 10 me, abo 15 me, abo 20 me:

no 10 Tabnerok y Gxicrepi, o 1 abo 2, abo 3, abo 6, abo 9 GuicTepiB y KapTOHHII KOpOOIIi;
no 14 Tabnerox y 6micrepi, mo 1 abo 2, abo 4 Giictepu y KapTOHHIN KOPOOITi.

Jlnsa mabremox no 30 me abo 40 me:

no 10 Tabnerok y Guicrepi, mo 1 abo 2, abo 3, abo 6, abo 9 GnicTepiB y KapTOHHINH KOPOOIIi;
o 7 Tabnerok y Oxictepi, mo 2 abo 4, abo 8 GiicTepiB y KapTOHHIN KOPOOIIi.

Kareropis Binmycky. 3a peuentom.
Bupoouuk. KPKA, n.1., HoBo mecto, CroBeHis.

Micue3naxoaskeHHs1 BAPOOHMKA Ta HOro ajgpeca Micusi MPOBa/sKeHH TisIbHOCTI.
[[Imap’emka necta 6, 8501 Hoo mecto, CiioBeHis.



