IHCTPYKIIA
JJIS1 METUYHOT0 3aCTOCYBAHHA JiKapChKOro 3aco0y

Pokcepa®
(Roxera®)

Cknao:

ditoua pewosuna: 1 TabneTKa, BKPUTA IUTIBKOBOIO 00O0JIOHKOIO, MICTUTH 5 MT abo 10 mr, a6o 15 mr,
a6o 20 mr, a6o 30 mr, a6o 40 Mr po3yBacTatuHy (y BUTJISAL KaJIbI[iI0 pO3yBACTaTHHY);
O0ONOMINCHI pewosuHU. TISTI0I03a MIKPOKPHCTAIIYHA, JJaKT03a 0€3BOAHA, KPOCTIOBIIOH, KPEMHIIO
TIOKCHUI KOJIOiTHUH O€3BOIHUHM, MarHil0 CTeapar;

nieKo8a 000JI0HKA: METaKpwiaTHUK comoyiiMep, Makporoi 6000, turany miokcun (E 171),
JIAKTO3U MOHOTIIpAT.

Jlikapcbka ¢gopma. TabneTku, BKpUTI IITIBKOBOIO 000JIOHKOIO.

OcHosHI (i3uK0-XIMIYHI 61ACMUBOCTII

5 Mr: OUIOTO KOJBOPY KPYTJi, IEMI0 JBOOMYKIi, BKPHUTI IUIIBKOBOIO OOOJOHKOK TaOJIETKH 31
CKOIIIEHUMH KpasiMu Ta 3 TpaBipyBaHHAM «5» 3 OJJHOTO OOKY;

10 mr: 6ioro KOMbOpY KPYTIIi, MEHIO JABOOMYKIIi, BKPHUTI IUTIBKOBOK OOOJOHKOK TaOJETKHU 31
CKOIIIEHUMH KpasiMu Ta 3 rpaBipyBaHHsAM «10» 3 ogHOrO O0KY;

15 wmr: 6ioro KOibOpy KPYyTJii, IEHIO JABOOMYKIIi, BKPHUTI IUTIBKOBOK OOOJOHKOK TaOJETKH 31
CKOIIEHUMH KpasiMu Ta 3 rpaBipyBaHHsAM «15» 3 ogHOTO O0KY;

20 mr: G1710T0 KOTBOPY KPYTJIi, BKPHUTI ITIBKOBOIO OOOJIOHKOKO TA0IETKH 31 CKOIIEHUM KPa€eM;

30 mr: O1710TO KOJIBOPY JBOOIMYKIIi, BKPUTI IUTIBKOBOIO 00OJIOHKOIO TabJIeTKH Y (GOopMi KarCyH 3
HACIYKOIO 3 000X OOKIB;

40 mr: 6170T0 KOJIbOPY JBOOMYKIIi, BKPUTI TUTIBKOBOIO 00OJIOHKOIO TA0IETKH y OopMi KamCyJIu.

dapmakoTepaneBTUYHA rpyna. ['inoninigemiuni 3acoou. [ariditopu 'MI-KoA-penykrasu.
Kon ATX C10A AO07.

Dapmakonoziuni eracmueocmi.

Dapmaroounamixa.

Po3zyBacraTuH 3HMKYE MigBHUILIEH] KoHIIeHTpauii xonectepuny JIITHIL, 3aransHoro xonectepuny
Ta TPUTTIIEPUAIB 1 301IbIIye KOHIEHTpAIli XOJECTEPHHY JIMOMPOTEIAiB BUCOKOI MILTHHOCTI
(JITIBL). Bin TakoX 3Ha4YHO 3HWXKYE KOHLEHTpAIlIO amoJinonporeiny B, Xomectepuny
mimonporeiniB  HeBucokoi mrmpHOCTI (JIITHBI), xonmectepuny JIIIJHIL, Ttpurminepumis
JIIJHIL] Ta 36imbirye konueHTpalito anominonpoteiny A-I. ITpemapar Poxcepa® Takosx
sMeHmrye — cmuiBBiaHomeHHs — xojectepuny  JIITHIL/xonectepuny  JIIIBIL], 3arameHOTO
xonecrepuny/xonecrepuny JIIIBII ta xonectepuny JIITHBII/xonecrepuny JIIIBIL, a Takox
anoinonpoteiny B/anmominmonporeiny A-I.

TepaneBTuyHMN €PEKT AOCATAETHCSA MPOTATOM | THXKHS TICHs MOYaTKy JiKyBaHHs, a 90 %
MaKCUMaJIbHOTO €(EeKTy JIKyBaHHS JOCATAEThCSA 4epe3 2 TKHI. MakcumaiabHUK e(deKT, sK
IpPaBUIIO, TOCATAETHCS Yepe3 4 THXKHI Ta MATPUMY€ETHCS IPOTATOM JIIKYBaHHS.
Dapmaxoxinemuxa.

Abcopbyis

MaxkcumainpHi KOHIIEHTpAIlli pO3yBacTaTUHY Y IIa3Mi KPOBI OCSTAIOTHCS MPUOIU3HO yepe3 S5
TOJIUH MICJIs IEPOPATBLHOTO 3aCTOCYBaHHS. AOCOIIOTHA O10JOCTYHICTh CTAHOBUTH MPUOIU3HO 20
%.

Posnodin

Po3yBacTaTHH €KCTEHCHBHO IEPETBOPIOETHCS Y TEUIHII, SKa € MEPBHHHUM IIEHTPOM CHHTE3Y
xosecrepuny Ta kiipeHcy xonectepuny JIITHII. OG’em po3mnoziny po3yBacTaTHHY CTaHOBUTb
npubu3Ho 134 1. [pubdnuzao 90 % po3yBacTaTHHY 3B’S3YIOTHCS 3 OLIKaMH TUTa3MH, TOJIOBHUM
YUHOM 3 aJIbOYMIHOM.



Memabonizm

PosyBactatun mnpoxoauth oOmexxkeHud Metabonizm (mpubmmusHo 10 %). [dochimxeHHs
MeTabos1i3My N VItro i3 3acTocyBaHHSM renaTOLUTIB JIIOJMHI BKa3yIOTh Ha T, 1[0 PO3YyBACTATHH
MiTa€THCS TUTBKU MiHIMaTbHOMY MeTa0o0umi3My Ha ocHOBI P450 i meit MeTtaboi3M He € KIITHIYHO
BaxsuBuUM. CYP2C9 OyB ocHOBHUM 130(epMeHTOM, 1110 OpaB y4yacTs y Metadomnismi, 3 2C19, 3A4
ta 2D6, mo Oynu 3amydeHi MeHIIOW Miporo. OCHOBHMMH BHU3HAYEHUMH METa0OJITaMU €
MeTaboNITH N-ne3mermity Ta nakToHy. Metabomnit N-ge3merun € npubinzso Ha 50 %
MEHII aKTHBHHUM, HIK pO3yBacTaThH, (hopMa JIAKTOHY BBAKAETHCS KIIHIYHO HEAKTHBHOIO.
PozyBacratun Mae Oinbiie 90 % iHri6iTopHoi akTuBHOCTI BitHOCHO I'MI'-KoA-peaykrasu, 1o
IUPKYITIOE Y 3aralIbHOMY KPOBOOOITY.

Buseoenns

[Mpubmmzao 90 % no3u po3yBacTaTWHY BHBOIHMTHCA y HE3MIHECHOMY BHUTIIAL 3 (heKaisiMu
(cxmamaeTbest 3 abcopOoBaHOi Ta HeabcopOOBaHOT AKTUBHOT PEYOBUHU ), & 3AJIUIITIOK BUBOJUTHCS 13
ceuero. [Ipubmuzno 5 % BUBOIUTHCS Yy HE3MIHEHOMY BHIIIAI i3 ceueto. [lepion HamiBBUBEACHHS
3 miaa3Mu cTaHoBUTh Tpubnu3Ho 20 roguH. Ilepion HamiBBHUBEIEHHS HE 30UIBLIYETHCS MpPU
BHCOKOMY JI03yBaHHi. ['eOMeTpryHO cepeHiil KIipeHC 3 TIa3Mu KPOBi CTAaHOBHUTH pUOIN3HO 50
JiTpiB/roguny (koedimienT Bapiamii 21,7 %). Sk 1 3 inmumu inridiropamu ' MI'-KoA-penyxrasu,
3aXOIUICHHSl TEYIHKOIO pO3yBacTaTUHYy 3aidydyae MeMOpaHHuil Tpancnoprep OATP-C. Llei
TPAHCHOPTEP € BAXKIUBUM U1 BUBEJCHHS PO3yBACTATHHY 3 MEUIHKH.

Jlinitinicmy

CucTteMHa eKCIIO3MIIisl pO3yBacTaTUHY 30UIBIIYEThCS MPONOPIIHHO 10 301nbLIeHHs 1031. Hemae
KOJHOI 3MiHM 32 ()apMaKOKIHETHYHUMH TapaMeTpamMH Ticiisi 0araTopa3oBOTO HIOJACHHOTO
3aCTOCYBaHHS.

['pynu mamieHTiB

Paca

®apMaKOKIHETUYHI IOCIIIKEHHSI IEMOHCTPYIOTh NiABuUIleHHs npuOian3Ho B 2 pasu AUC ta Cmax
pO3yBacTaTUHY y MAIl€HTIB — MPEICTaBHUKIB HApoOAiB A3il (SAMOHIIB, KUTAUIIIB, (LIIMITIHIIB,
B’€THAMIIIB Ta KOpEHIiB), TOPIBHAHO 3 TAILi€HTAMHU €BPOIEOiTHOI pacw; B IHIYCIB
croctepiraerscsi 30impiieHHs npubmu3Ho B 1,3 pasza cepemnix 3HaueHb AUC Ta Cmax.
dapMaKOKIHETUYHHAN aHaJi3 TPYNH MAIIEHTIB HE BUSBUB KOAHOI KIIHIYHO 3HAYYMIOl PI3HUII Yy
(apMaKOKIHETHLII MK IIPEJCTABHUKAMU €BPOIEOIIHOT Ta HEIPOINHOI pacH.

Hupkoea neoocmammuicmo

[Tixg yac mocnmiIKeHHs 3 y4acTIO MAIIEHTIB 13 PI3HUM CTyIeHEM MOpPYIIeHHs (QYHKIIIT HUPOK JIeTKe
a0o TOMipHE 3aXBOPIOBAHHS HHUPOK HE BIUIMHYJIO Ha KOHIEHTPAII0 pO3yBacTaTUHY abo
MeTaboITy N-zge3metuiy y miaasmi KpoBi. Y Mali€HTIB 3 TSHKKUM MOPYIIEHHIM (QyHKIIT
HUPOK (KiipeHc kpeaTuHiny < 30 MJI/XB) KOHIICHTpaIis y TU1a3Mi KpoBi 30Ubmmiacs y 3 pasu, a
KOHIIEHTpaIliss MeTabomiTy N-Ae3MeTHIIy TOPIBHSHO 3 BiIMOBIAHUMH MOKa3HUKAMHU y 3A0POBHX
T0O0poBOJIBIB — Y 9 pa3iB. KoHneHTpaii po3yBactaTuHy y IU1a3Mi KpOBi y CTa0lIBHOMY CTaHi y
HAIli€HTIB, SKI MPOXOJATh CEaHCH remoianizy, Oynau npubiausHo Ha 50 % OuIbIIMMH, HIXK Y
3JI0POBUX JTOOPOBOJIBIIIB.

Ileyinkosa neoocmamuicmo

[Tig wac mocmipKeHHs 3 Y4acTIO MAIiEHTIB 3 PI3HUM CTYIIEHEM NOPYIICHHS (PyHKIIT MeYiHKH He
OyJ10 YKOJTHOTO JIOKA3y ITiIBUIIEHHS €KCIIO3HIIIT 0 pO3yBAaCTaTUHY y MAIIEHTIB 3 MMOKa3HUKAMH 7
Ta MeHme 3a kiacudikamiero Yainnna-II'ro. OgHak miABUINEHA CUCTEMHA EKCIIO3UIis
IIOHAMMEHIIIe Y 2 pa3u CIoCcTepiranach y ABOX MAIliEHTIB 3 TOKa3HUKaMK 8 Ta 9 3a Kiacudikariiero
YHaitnga-11"1o.

KuiniyHi XapakTepuCTHKH.

Ilokazanns.

Jlikysanns cinepxonecmepunemii

Jopocnum, minTkaM Ta JiTSM BikoM Big 10 pokiB 13 IEPBUHHOIO TINEPXOIECTEPUHEMIEIO (TUITY
[la, y ToMy 49Hchi i3 TeTepO3UrOTHOIO CIMEHHOIO TimepxoyiecTepuHeMier0) abo 3MilIaHOIo
muciimigemiero (tumy |ID) sk 1OMOBHEHHS M0 Mi€TH, KOJM JOTPUMAHHS JIETH Ta 3aCTOCYBaHHS



IHIIMX HEMEJAMKAMEHTO3HUX 3aco0iB (Hampukiaj (i3MYHUX BIpaB, 3HWKEHHS MacHu Tija) €
HEJOCTaTHIM.

[Ipy rOMO3UTOTHIM CiMEiHIN TinmepxonecTepruHeMii SK TOMOBHEHHS 1O JI€TH Ta 1HIIMX
JA03HIKYIOUHX 3ac00iB JikyBaHHs (Hanpukiazn agepesy JITTHILL) abo y Bumankax, Koy Take
JTIKYBaHHS € HEJIOPEUYHUM.

IIpogpinaxmuxa cepyego-cyoOuHHUX nOpyueHs

3ano0iraHHs 3Ha4YHUM CEpLEBO-CYJIMHHUM MOPYLIEHHAM Y TAalli€HTIB, SKUM, 3a OIL[IHKaMH,
3arpoKy€ BUCOKHI PH3HK MEPIIOTO BUMAAKY CEPIIEBO-CYAMHHOTO MTOPYIIEHHS, SIK TJOTIOBHEHHS 10
KOPEKIIil iHIUX (aKTOpiB PU3UKY.

Ilpomunokasauna.

Ho3u 5 mr, 10 mr, 15 mr ta 20 Mr mpoTUIIOKa3aHi:

—  TMAIl€HTaM 3 TiJIBUIIECHOI0 YYTIUBICTIO 10 PO3yBacTaTUHY a00 10 Oyab-SIKOTO HEAKTUBHOTO
IHTpeienTa;

—  Tali€eHTaM i3 3aXBOPIOBaHHSAM IE€YIHKH B aKTUBHIN (ha3i, y TOMy YHCII HEB1JIOMOI €TioJorii,
CTiiiKe MiBUIIECHHS PiBHS TpaHCamiHa3 y CUPOBATIIl KPOBI Ta MiJBUILICHHS PiBHS Oyab-gKOi
TpaHCaMiHa3W B CHPOBATIIi OiIbIIE HIX Y 3 pa3u OHA BEPXHIO MEXY HOPMHU;

—  MamieHTaM 3 TSDKKUM NOPYHICHHSM (QYHKIIT HUPOK (KITipeHce KpeatuHiny < 30 Mi/xB);

—  TAaIji€HTaM 3 MIONATIEIo;

—  TAIll€eHTaM, SIKl CyIyTHbO NPUIAMAIOTh IIUKIOCIIOPUH;

—  TMAIl€HTaM 3 YK€ ICHYIOUNMH (pakTopaMu JijIsi MIOTOKCUYHHUX YCKIIQTHEHb;

— Yy mepioj BariTHOCTI a00 royBaHHS IPYIUTIO, @ TAKOXK KIHKaM PETpPOTYKTHBHOTO BIKY, SIKi HE
BUKOPHUCTOBYIOTH BIJITIOBI/IHI 3aCO0HM KOHTpPAIICTIIIi;

—  gitsM BikoM 110 10 poxkiB.

Jo3u 30 mr ta 40 Mr npoTunokasasi:

—  Tali€eHTaM i3 MiJBUIICHOI0 YyTIHUBICTIO 10 po3yBacTaTHHy a00 10 Oyab-sSKOTO HEAKTUBHOTO
IHTpeienTa;

—  TaIlieHTaM 3 aKTUBHOIO XBOPOOOIO MEYiHKHU, BKIIOYAIOUN HE3PO3yMijie, CTiKe MiABUILECHHS
piBHS TpaHCaMiHa3 y CHPOBATII KpoBi Ta Oynb-sKe MiJABHIICHHS TpaHCaMiHa3 y CHpPOBATII
KpOBI OLIIbIIIEe HIXK Y 3 pa3u MOHAJ BEPXHIO MEXY HOPMU;

—  TaIli€eHTaM, SKi CymyTHBO MPUHMAIOTh IIUKIOCIIOPUH;

— Yy mepioa BariTHOCTI abo ToIyBaHHS TPYAI0 Ta >KIHKAM PEMpPOAYKTUBHOTO BIKY, SIKI HE
BHUKOPHUCTOBYIOTH BiATIOBIAHI 3aCO0M KOHTPAIICTIIIIT;

—  [OITIM;

— TaIli€eHTaM 3 MIoMaTiero abo Bke icHyrouuMHu (pakTopamu aJisg Mmiomatii/pabmomionizy; Taki
(akTOpH BKIIOYAIOTH: MOMIpHE MOPYIIEHHS (YHKLII HUPOK (KJIipeHC KpeaTuHiHy < 60
MJI/XB); TIMOTHPEO3; HASABHICTH B 0coOHMCTOMY ab0 CiMEHHOMY aHaMHE31 BPOIKEHHX
MOpYIIEeHb 3 00Ky M’s31B; HASBHICTh B aHAMHE31 TOKCUYHOCTI 3 OOKYy M’SI3iB, CIIPHUMHEHOI
iHmmM 1aTi6iTopoM I'MI-KoA-penykraszu abo gpidpaTtom; aKoronbHy 3aJIeKHICTh; CUTYaIlli,
KOJIM MOKe OyTH 301IbIIEHHS pIBHIB Yy IUIa3Mi KpOBi (HAaNmpHKIA[ TSKKAa ME4iHKOBA
HEJIOCTATHICTh); a31TChKE MOXOKEHHS;, CYITyTHE 3aCTOCyBaHHs (hi0paTiB; Bik moHa 1 70 poKiB.

B3aemoodia 3 inmumu nikapcokumu 3acobamu ma inwii 6UOU 83aEMo0iil.

PosyBacraTu € cyOcTpaToM A MEBHHMX TpaHCHOPTHUX OinkiB, Bkmouyatoun OATP1BI1, mo
3a0e3nevye MediHKOBUH TpaHCIoOpT, Ta edurrokcHoro nepeHocanka BCRP. OnHovacHe BBeeHHS
Pokcepu® 3 nikapchkumu 3aco0amu — iHTiGITOPAMHU IUX TPAHCTIOPTHUX OLIKIB MOKE CHPUYUHUTH
M1IBUIIIEHHS KOHIICHTpAIlii pO3yBaCTUHY Y IIJIa3Mi KPOBi Ta 301IbIICHHS pPU3UKY MI1OTIATIi.

Konu Heo6xinHO 3acTocoByBatd Pokcepy® pa3zom 3 iHIIMMH JiKapChbKUMH 3ac00aMu, IO
i IBUIITYIOTh €KCIIO3MIII0 pO3yBacTaTHHY, 1031 Pokcepr® cirin kopurysaTtn. Citifi po3mourHATH
3 71034 5 MT OJIMH pa3 Ha 100y, SAKIIO0 04YiKy€eThes 3pocTanHs excro3uiii (AUC) mpubimsHo B 2 pa3u
abo 6inbine. MakcumanbHa 1060Ba 103a Pokcepu® Mae GyTu CKOpHUTOBaHA TAKUM YHHOM, 1100
OYiKyBaHa EKCITO3UIIIS pO3yBACTaTHHY HE NIEPEBHUIIyBaIa KOHIICHTPAIIIIO, IO BiI3HAYAETHCS TO,



KOIM mpuiioM 1060B0i fn03u 40 mr Poxcepu® BinOyBaeThcs y pasi BificyTHOCTI B3aeMopii
nikapchkuMu 3acobamu. Hampukmaz, no3a 5 mr Pokcepu® mpu oIHOYaCHOMY 3acTOCYBAaHHI 3
LUKJIOCTIOpUHOM (30iblIeHHs ekcrosuwii y 7,1 pasa), nosa 10 mr Pokcepu® npu ogHOYacHOMY
3aCTOCYBaHHI 3 KOMOiHaIli€l0 puTOHaBip/aTtaHaszaBip (30inbmenHs y 3,1 pasza), Ta moza 20 mr
Poxkcepu® npu olHOYaCHOMY 3aCTOCYBaHHi 3 reMdibposunoM (36inbmenns y 1,9 pasa).
Anmayuou

OpnHoyacHe BBEJICHHS PO3yBAaCTaTUHY 13 CYCIIEH31€10 aHTAIIHTY, 110 MiCTUTh aJIFOMiHIIO T4 MarHito
TIAPOKCUA, TPU3BOAUTH A0 3MEHIIECHHSI KOHLIEHTpallli po3yBacTaTUHY Yy MJIa3Mi KpOBI MPUOIU3HO
Ha 50 %. lleil edexT 3MeHIIyBaBCS, KOJM aHTAlU] NpUMamu dYepe3 2 TOIUHM TMicis
po3yBactatuny. KiiHiuyHa 3HAUYIIICTH I11€1 B3a€EMO/I1i HE BUBYAJIACH.

Denogiopamu, noxiowni ¢iopoesoi kuciomu

Xoua He crocTepiranocs HisSKol (apMaKOKIHETHYHOT B3a€EMOJi MiX pO3yBaCTaTHHOM Ta
benodidbpaTomM, Moke MaTH Miclie papmMakoarHaMigHa B3aemois. ['empioposun, perodidpar ta
iH1I1 iOPOEBI KMUCTIOTH, BKIIOYAI0OUN HIKOTHHOBY KHCIIOTY, MOXKYTh ITiABHIIYBATH PHU3UK MiOTaTii
IIpU OIHOYACHOMY BBeJieHHI 3 1Hri0iTopamu ['MI'-KoA penyxkrasu.

Luxnocnopun

V mepiofi CyHmyTHHOTO 3acTocyBaHHs mpemnapary Pokcepa® Ta muxiocnopuny 3Hauenns AUC
po3yBacTaTuHy OYyJi B CepeIHLOMY MPUOIU3HO y 7 pa3iB BUIIUMHU, HIXK Ti, IO CIIOCTEPIraaucs y
3710pOBUX 06POBOMBIIB (1B, TabmuIo 2). Pokcepa® nmpoTHnokasana marienTam, ki 0JHOYACHO
OTPUMYIOTh IUKJIOCTIOPUH (IUB. po3/ia «[IpoTunokazanHs;»).

CymnyTHe 3aCTOCYBaHHS HE BILTMBAJIO HA KOHLEHTPAI] IUKIOCIIOPUHY Y TUIa3Mi KPOBI.
Anmaconicmu simaminy K

Sk 1 y Bumaaky 3actocyBaHHs 1HIHMX iHTIOiTOpiB ['MI-KOA pemykraszu, mo4arox JIiKyBaHHS
POKCCpOIO® a00 TIOCTYIIOBE MIABUIICHHS 11 03U Yy MAIlIEHTIB, SKI OJHOYACHO 3aCTOCOBYIOTh
a"taronicTH Bitaminy K (Hampukiaa Bapdaput abo iHIII KyMapHHOBI aHTUKOAryJIsSTHTH), MOXeE
MPU3BECTH 10 MiJBHIIEHHS MikHapoaHoro HopMaiizoaHoro cmiBBigHomenHs (MHC). Ilicns
BIIMIHU POKcepH® a00 3MenmenHsa 1031 MHC Mmoxe 3MeHmmMTHCA. Y TaKUX BHIIAAKaX OakaHO
BIJIMOBITHUM YMHOM KoHTpoJitoBaTd MHC. V nartieHTiB, sSiKi 3aCTOCOBYIOTh aHTarOHICTH BITaMiHY
K, pexomennosano kontpomosaty MHC sik Ha mouatky JjikysaHHs Pokceporo®, Tak i micns
MPUIUHEHHS a00 MPY MOAAIBININA 3MiHI i1 T03yBaHHS.

Ineibimopu npomeasu

Xo4a TOYHMIA MEXaHI3M B3a€MOJIii HEBIJOMHI, OJTHOYACHE 3aCTOCYBaHHS 1HTIOITOPIB MpOTEas3H
MOJKE 3HAYHO 30UIbLIYBAaTH EKCHO3MIII0 po3yBacTaTuHy (nuB. Tabmumio 2). Hampukman, y
JOCJIIDKEHHI  (papMaKOKIHETUKM OJHOYAacHE 3acTocyBaHHsS 10 Mr posyBacTaTHHYy Ta
KOMOIHOBAHOTO JIIKAPCHKOrO 3acol0y, Mo MicTHB JBa iHribitopu mnporeazu (300 wmr
atazanaBipy/100 Mr puTOoHaBIpY), Y 3I0POBUX JTOOPOBOJIBIIIB CYMPOBOIKYBAJIOCS MiABUIIICHHIM
AUC Tta Cmax po3yBacTaTuHy MpuOIM3HO B 3 Ta 7 pasiB BiAmoBigHO. OTHOYACHE 3aCTOCYBaHHS
npenapaTy Pokcepa® Ta neskux xombGiHamii iHriGiTOPIiB TPOTEa3n MOMKIMBE TCIA PETEILHOTO
oOMipKyBaHHsI KOpekili n03u mnpenapary Pokcepa®, BUXOAfuM 3 OUIKYBAHOTO 3POCTaHHS
eKCTo3uIlii posyBactatuHy (amuB. po3aimm «Cmoci® 3acTtocyBaHHS Ta 103u», «OcoOIMBOCTI
3acTOCYBaHHs», «B3aeMomis 3 IHIIMMH JTIKAPCBKUMHU 3aco0aMyl Ta IHII BHIWA B3AEMOJIN»,
TaOIHITIO 2).

T'emghioposun ma inwi cinoninioemiuni npenapamu

OpHOYacHe 3acTocyBaHHs mperapaTy Pokcepa® Ta remdibpo3nmy TIPH3BOIMIO 1O 3POCTAHHS
AUC T1a Cmax po3yBacTaTuHy B 2 pa3u (auB. po3aia «OcoOIUBOCTI 3aCTOCYBAHHS ).

Buxoasun 3 1aHuX cremiaibHUX JTOCTIKEHb B3aEMO/IIT, 3HaYHOT (hapMaKOKIHETUIHOT B3a€MO/T1i
3 peHo1OpaTOM HE OUIKYETHCS, OJHAK MOXKIMBA (papmMakoguHaMiuHa B3aemois. ['emdiOposn,
dbenodioOpar, iami (idbpaTy Ta HiaWH (HIKOTUHOBA KUCIOTA) Y TIMOJIMIAEMIYHUX 033X (> abo
piBHi 1 1/700y) MiABUILYIOTH PU3MK PO3BUTKY MioOmaTii MpHU CYMYyTHROMY 3acCTOCYBaHHI 3
iarioiTopamu 'MI'-KoA penykrazu, MOKIMBO TOMY, 110 BOHH 37]aTHI MPU3BOJIUTH IO MIomaTii 1
Tpu 3acTocyBaHHi okpeMo. Jlo3a Pokcepu® 40 Mr npoTunokasana npyu CymyTHbOMY 3aCTOCYBaHHI
¢bibpartis.

JlikyBanus Pokceporo® y Takux BUMaAKaX CJIijl TAKOXK PO3MOUMHATH 3 IO3H 5 MT.

Ezemumi6



OnHouacHe 3acTocyBaHHs npenapary Pokcepa® B 1031 10 mr Ta e3eTumiOy 10 Mr namienTam i3
rinepxojecTepuHemieto mpu3Boauio 1o 3poctands AUC posyBactatuny B 1,2 pasza (Tabnuus 2).
He Moxua BuKIIOYaTH (apMaKoAMHAMiuHOi B3aeMofii Mix mpenapatom Poxcepa® Ta
e3eTuMiOOM, M0 MOXKE TMPHU3BECTH [0 HeOakaHUX sBHII (IuB. po3min  «OcobmmBoCTI
3aCTOCYBaHHS»).
Epumpomiyun
OnnouacHe 3actocyBanns Pokcepu® ta epurpomimuny 3umkysano AUC(o-) posyBacTatuny Ha 20
%, a Cmax — Ha 30 %. Taka B3aemozist Moke OyTH CIIPUYMHEHA TiBUIICHHSAM IEPHCTATBTUKA
KUIIEYHUKY BHACTIIOK i1 epUTPOMILIUHY.
Depmenmu yumoxpomy P450
PesynbpTaT A0CTiIKEHD iN VItro Ta in Vivo cBig4aTh, 1110 pO3yBaCTATHH HE 1HTIOYE i HE CTUMYITIOE
i3oepmerTn 1muToxpomy P450. OkpiM 1BOTO, PO3yBacTaTWH € CIA0OKHUM CyOCTpaToM IHX
130epmenTiB. TakuM YWHOM, B3a€MOJIi 3 JIKApPCHKUMH 3ac00aMH B pe3yibTaTi MeTadoli3My,
ornocepenkoBaHoro P450, He ouikyerscs. He crioctepiranocs KIiHIYHO 3HAYYIIMX B3aEMOIINA MK
posyBacTatTuHOM Ta (¢urykoHazonoM (iHribitopom CYP2C9 ta CYP3A4) a60 KeTOKOHA30JI0M
(iariditopom CYP2A6 Ta CYP3A4).

Tabmauus 2

BB cymyTHIX JTiKapchKUX 3ac00iB Ha €KCIIO3UIIII0 pO3yBaCTaTHHY
(AUC; y mopsaaky 3MEHIICHHS BETUYMHH) 32 OMyOJIIKOBAHUMHU JAHUMH KIIIHIYHUX JOCIiIKEeHb

PexxuM n03yBaHHS JliKapcbKoro 3aco0y, mo| Pexum — nmo3yBaHHs| 3MiHH AUC
B3a€MOJII€ po3yBacTaTuHy po3yBacTaTuHy*
Huknocopur Big 75 mr asidi Ha 100y mo| 10 mr omma pa3 Ha| 17,1 pasa
200 Mr aBivi Ha 100y, 6 MiCSIIIB 100y, 10 gHiB
Atazanasip 300 mr/puronasip 100 mr omuu| 10 wmr, omHopasoBa| 13,1 paza
pa3 Ha 100y, 8 nHIB nosa
Cumenpusip 150 mr oma pa3 Ha 100y, 7| 10 wmr, omHopasoBa| 12,8 pasza
IHIB no3a
Jlominagip 400 mr/puronasip 100 mr aBiuina| 20 mr ogmH pa3 Ha| 12,1 pasa
no0y, 17 nHiB o0y, 7 nHIB
I'emdidbpozmn 600 mr aBivi Ha 100y, 7 THIB 80 wr, omnopazoBa| 1 1,9 paza
no3a
Earpom6omnaxk 75 mr oguH pa3 Ha o0y, 5 10 wmr, onHopazoBa| 1 1,6pasa
IHIB no3a
Hapynasip 600 mr/puronapip 100 mr nBiui| 10 mr omma pa3 wa| 1 1,5pasa
Ha 100y, 7 nHiB o0y, 7 nHIB
Tumnpanasip 500 mr/puronasip 200 mr aBiwi| 10 wmr, omnHopazoBa| 1 1,4 pasa
Ha 100y, 11 nHiB nosa
Hpouenapon 400 Mr aBivi Ha 100y Hesigomo 1 1,4 paza
ITpakonazon 200 mMr oguH pas Ha 100y, 5 10 wmr, omHopaszoBa| 1 1,4 pasza **
JTHIB 71032
Ezerumi6 10 mr onun pa3 Ha 100y, 14 aniB 10 Mr ogmH pa3 Ha 1 1,2 paza **
no0y, 14 gHiB
®ozamnpenasip 700 mr/puronasip 100 mr| 10 wmr, oaHOpazoBa| <>
nBivi Ha 100y, 8 NHIB 032
Amnermitazap 0,3 mr, 7 1HIB 40 mr, 7 aHiB >
Cunimapur 140 Mr tpuui Ha 100y, 5 1HIB 10 wmr, onxHopaszoBa| <«
no3a




®denodidpar 67 Mr Tpudi Ha 100y, 7 THIB 10 mr, 7 nuiB —

Pudammin 450 mr onuH pa3 Ha 100y, 7 IHIB 20 wr, oaHOpa3oBa —
o3a

Kerokonazon 200 mr aBivi Ha 700y, 7 qHIB 80 wmr, ogHOpa3oBa —
o3a

®dnykonazon 200 Mr oauH pa3 Ha 7100y, 11 80 wMr, ogHOpa3oBa| <«

JIHIB mosa

Eputpominmu 500 mr gotupu pasu Ha 1o0y,| 80 wr, ogHopasoBa| | 20 %

7 nHiB n03a

Baiikanin 50 Mr Tpuui Ha 100y, 14 nHIB 20 wr, opHopasoBa| |47 %
7032

* Jlani, mpencTaBIieHi SK 3MiHA B X Pas3iB, SBJISIOTH COOOIO CITIBBIIHOMIECHHS Mi’K 3aCTOCYBaHHSAM
po3yBacTaTuHY y KoMOiHalii Ta okpemo. JlaHi, mpecTaBieH] y BUTTAAL Yo 3MIHH, SBISIOTH COO0I0
% PI3HHMIIIO BITHOCHO NOKAa3HHKIB IPH 3aCTOCYBAaHHI PO3YBaCTaTHHY OKPEMO.

301bIICHHS TO3HAYEHO 3HAYKOM T, BIACYTHICTD 3MiH <>, 3SMEHILICHHS — | .

** ByJo mpoBeJeHO KUTbKa JOCITIKEHb B3aEMOJIT TPU Pi3HHUX JI03aX PO3yBACTATHHY, y TaOJIHUII
MOJIaHO HAWO1IBII 3HAYYIIE CITiBBIAHOIICHHS.

Ilepopanvni konmpayenmugu/eopmonozamicna mepanis (I'37T)

OpHouacHe 3acTocyBaHHs Pokcepu® Ta mHepopalbHUX KOHTPALENTHBIB HPU3BOIMIO [0
nigsumienas AUC etuHinecTpaaiony Ta Hoprectperny Ha 26 % ta 34 %, BianosinHo. [TigBumieHHs
IUIa3MOBHX PIBHIB CIIiJ] BPaXOBYBAaTH MPHU MiA00P1 A03U MEepopaibHUX KOHTpalenTuBiB. Hemae
JaHuX mo/10 GapMaKOKiHETHKH NPENapaTiB y MAIi€HTIB, SKi 0HOYACHO TIpHiiMaioTh Pokcepy® Ta
I'3T, ToMy MOXJIHMBICTH B3a€MOIl BUKIIOYATH He MoOKHA. OIHaK Taky KOMOIHAIiIO MIMPOKO
3aCTOCOBYBAJIH XKIHKAM y KITIHIYHHUX JIOCIIPKEHHSIX, Ta BOHA TIEPEHOCHIIAach T00pe.

Tnwi nikapcoki 3acoou

Buxonsuu 3 maHUX CHemialbHUX JOCHTIIKEHb, KIIIHIYHO CYTTEBOI B3aEMOJIIT 3 TUTOKCHHOM HE
OUIKYEThCSI.

YV KIiHIYHEX [ocHimkeHHAX Pokcepy® CyHmyTHHO 3aCTOCOBYBANM 3 AHTHTINEPTECH3UBHUMH,
aHTHA1a0eTUYHUMHU 3aco00aMu 1 TOpMOHO3aMicHOIO Tepamiero. Lli mocnmimkeHHs HE MOoKaszaiu
YKOJTHUX JTOKA31B KIIIHIYHO 3HAYYIIUX HEOAKaHMX B3a€EMOIIM.

@y3udosa xucioma

Pu3ux wmiomarii, BKItOYarOYM padIoOMioNi3, MOKE MiABUIIYBATHUCS 32 PaXyHOK CYIyTHHOTO
CHUCTEMHOT'O 3aCTOCYBaHHS (Yy3HIOBOI KHCJIOTH 31 CTaTUHAMHU. MexaHi3M 1i€i B3aeMoil
(apmakoguHaMivamii 200 (apMaKOKIHETHYHHIA), TIOKA HeBioMuiA. Bynn moBimoMieHHS Mpo
pabaomioni3 (BKIIOYAIOUM JIETANbHI HACHIIKM) Y TMALI€HTIB, SKi OTPUMYBAIH 1[I0 KOMOIHAIIIO.
SAxmo cucreMHe JTiKyBaHHS (y3UIOBOIO KHUCIOTOK € HEOOXiTHUM, TO 3aCTOCYBAHHS
pO3yBacTaTUHYy Mae OyTH TMPUIUHEHO MPOTATOM YChOrO TMepiofay JiKyBaHHS (y3UI0BOIO
KHCJIOTOIO.

Jloninasip/pumonagip

VY (apMakoNOTIiYHOMY JOCHiIKEHHI CyMyTHE 3acTocyBaHHS Pokcepun® Ta KOMOiHOBAHOTO
mpemnapary, 10 MICTHB JABa iHTriOiTopu mpoteasu (jominaBip 400 wmr/putonaip 100 mr), y
3I0POBHX JOOPOBOJIBIIIB  ACOLIIOBAJIOCS 3 MPHOIHM3HO JBOPA30BUM Ta I SITHPA30BUM
30UIbIIEHHSIM NOKa3HUKIB piBHOBaxHOro AUC(0-24) Ta Cmax A1 po3yBacTaTHHY BIIIOBIIHO.
B3aemopito Mixx Pokceporo® Ta iHIIMME iHriGiTOpaMu IpoTeasu He BUBYAIIHL

Iimu

JlocmiKeHHsT B3a€MOJII1 MPOBOAMIIH JIHIIe Y 1opociuX. CTymiHb B3aeMOIl y IiTei HEBITOMUIA.

Ocobaueocmi 3acmocy8anHs.

Bnaue na nupku

V marieHTiB, ski 3acTocoByBamu Pokcepy® y BHCOKMX 103ax, ocob6muBo 40 MT, BigsHauamocs
BUMAJKK TMpPOTEiHypii (BU3HAUYEHOI 3a «TECTOM CMYKKH»), MEPEBaAKHO KaHAJIbIEBOI 3a
MOXOJDKEHHSIM Ta y OUTBIIIOCTI BUNIAJIKIB TUMYAcOBOi a00 HeTpuBaioi. [Iporeinypist He cBimumia



npo rocrpe abo Mporpecyroue 3axBOproBaHHS HHUpoOK. HeOaxani siBuima 3 OOKy HHUPOK Y
MOCTMAapKETUHTOBHA TIEpi0/T BiI3HAYAIIM YACTIIIe MTPH 3aCTOCYBaHHI 103U 40 Mr. Y mami€eHTiB, sKi
npuiiMaroTh npenapat y 1031 30 a6o 40 mr, GyHKIIII0 HUPOK CIiJ] EPEBIPSATH PETYISIPHO.

Bnnue na ckenemny myckynamypy

VYpaxkeHHs CKeJNeTHOI MYCKyJlaTypH, HanpuKiIaJg Miajiris, Miomartis, Ta pilko — pabaomionis
criocTepiramcs y MalieHTiB P 3aCTOCYBaHHi ycix 103 Poxcepn®, a 0co6IMBO TIpH 103aX OinbIie
20 wmr. IIpu 3acrocyBanHi e3eTumiOy y koMOiHatii 3 iHriditopamu I'MI-KoA penykrasu mysxe
P1AKO TOBIJOMIISIIOCH TIPO BUIIAAKH PO3BHUTKY padaomionizy. He MokHa BUKITFOUATH MOKITMBOCTI
dbapmakoIMHAMIYHOI B3a€EMO/I1, a TOMY TaKy KOMOIHAIIIO CJIiJl 3aCTOCOBYBATH 3 00EPEKHICTIO.
Sk 1y BUmaaKky 3acrocyBanHs iHIUMX iHTi0iTOpiB [MI'-KOA pemykrasu, Bunaaku padaoMionisy,
MoB'sA3aHi 13 3actocyBanHAM Pokcepu®, y mocTMapKeTHHIOBHIA TIepioj] TPATLISJINCS YacTille Py
1031 40 mr. € TOBiIOMIICHHS MPO PiAKICHI BHITAJKH IMYHOONOCEPEIKOBAHOT HEKPOTH3YIOUOi
Miomarii, 10 KIIHIYHO TMPOSIBISIFOTHCS CTIHKOIO MPOKCU3MAIBHOK M’S30BOI0 CHAOKICTIO 1
IiIBUIIICHHSM PiBHS CUPOBATKOBOI KpPEaTWHKIHA3M, MiJ Yac JIIKyBaHHS a0o0 MicIs MPUITUHEHHS
JIKYBaHHS CTaTWHAMHM, BKIJIIOYAIOUM PO3yBACTaTHH. Y TaKOMY pa3i MOXYTh OyTH HEOOXiIHUMHU
JOJJATKOBI  HEWPOM’SI30BI 1 CEPOJIOTIYHI JOCHIDKEHHS, JIKYBaHHS IMyHOCYIPECHBHUMHU
npernaparamm.

Busnauenns piens kpeamungoc@okinasu

PiBHi kpeaTuHbOCPOKIHA3M HE CITiJT BAMIPIOBATH MicysA 3HAUHUX (DI3UYHUX HaBaHTaXEeHb 00 IpU
HasIBHOCTI MOXKJIMBHX aJIbTE€PHATUBHUX MPUYHH I1IBUIIICHHS KpeaTuH-()ocPoKiHas3H, 0 MOKYTh
3aBa)kaTW I1HTEpIIpeTalii pe3ynbTariB. SIKIIO MOYaTKOBI pPiBHI KpeaTuH-(oCcOKiHA3U 3HAYHO
MiBUIICHI (>5X BEPXHBOI MEXKI HOPMH), TIPOTITOM 5-7 ITHIB HEOOXiHO 3pOOUTH TOJATKOBHI
HiATBEP/UKYIOUMM aHami3. SIKmo pe3ynpTaT MOBTOPHOIO aHaii3y HIATBEPIKYE MOYATKOBHUH
piBeHB >5 X BEPXHBOI MEKi HOPMH, PO3NOYMHATH JIIKYBaHHS HE CITiJL.

Ilepeo nixysanuam

Pokcepy®, sk i pemry inri6itopis TMI'-KoA pemykrasm, cig 3 0OepeKHICTIO NpH3HAYATH
narieHTam i3 gakTopamu, 10 CIPHUAIOTH PO3BUTKY Miomartii/padbmomionizy. Jlo Takux (akTopiB
HaJIe)KATh!

e TOpyuIeHHs (QYHKIIi HUPOK;

®  TINOTHPEO3;

®  HajABHICTH B iHAMBITyaIbHOMY 200 CIMEHHOMY aHaMHEe31 CIIaJKOBHX M'S30BHUX 3aXBOPIOBAHb;
e HAsABHICTh B aHaMHE31 MIOTOKCHYHOCTI, CpUYWHEHOi iHmmMMH iHTiOiTopamu ['MI-KoA
penykras3u abo pidparamu;

®  3JIOBXKMBAHHS aJKOTOJIEM;

e Bik >70 pokiB;

e  cuTyalrlii, 110 MOXYTh IPU3BECTH 0 TiIBUIICHHS PiBHIB Ipemapary y 1mia3Mi KpoBi;

e  OJHOYACHE 3aCTOCYBaHHS (iOpaTiB.

VY Takux Dami€eHTiB NOTPIOHO MOPIBHATH PHU3MK Ta MOXJIMBY KOPHUCTb IpPHU 3aCTOCYBaHHI
npernapary; TakoK PeKOMEH/I0BaHHI KIIIHIYHUN MOHITOpHHT. He ¢t po3nmoynHaTy JTiKyBaHHS Y
BUMAJKY 3HAYHO MiABHILEHUX MMoyaTkoBuX piBHIB KOK (>5 x BMH).

YV nepioo nixysanns

[TamieHTiB cif monepeauTH MPo HEOOX1JHICTh HEraifHO MOBIJOMIISTH PO HE3’ ICOBHUM M'I30BUI
O1J1b, M'sI30BY CITAOKICTh 00 CYZIOMHU, OCOOJIMBO SIKIIIO BOHU CYTPOBOIKYIOThCS HE3AYKaHHIM a00
MiBUIICHHAM TeMIepaTypu. Y Takux HarieHTtiB chif BuzHauutu piBHI KOK. Cniag npunuautu
nikyBanHs, skuio piBHI KOK 3nayno miaumeni (>5xBMH) abo skmio M's30Bi CHMITOMH TSDKKI
Ta CIIPUYMHAIOTH JUCKOMQOPT y MOBCAKIECHHOMY KUTTI (HaBiTh Ko piBHI KOK < 5 x BMH).
SKmo cUMNTOMHM MHHAIOTh Ta piBeHb K®K mosepraetscss 10 Hopmu, Pokcepy® a6o
anprepHaTuBHUM iHTIOiTOp ['MI-KOA MOXHa cnpoOyBaTu 3acTocyBaTH 3HOBY, ajie y
MiHIMaJIFHUX /103aX Ta IiJ] peTeIbHUM HarsiioM. Perynsapanii konTpons piBHst KOK y marienTis
0e3 BUIIIEBKA3aHUX CUMIITOMIB HEMOTPIOHMIA.

V KIIiHIYHEX JTOCIi/DKEHHSIX Y HEBEIMKOI KiIbKOCTI TAIi€HTiB, sKi 3acTocoByBanu Pokcepy® Ta
CYITyTHI MpenapaTy, MOCUJICHOI0 BIUIMBY Ha CKEJETHY MYCKyJaTypy He Big3Hadanoch. OnHak
I IBUIIICHA YACTOTA BHUITAIKIB MiO3UTY Ta MIOIATIi CIIOCTEPIraiach y Mami€HTiB, K1 3aCTOCOBYIOTh
iHmm  iHribitopu I'MI'-KoA penykrasu 13 moximHuMu (iOpo€BOi KHCIOTH, B TOMY YHCII



reM}iOpo3nuiIoM, HUKIOCIIOPUHOM, HIKOTHHOBOIO KHCJIOTOIO, a30JbHUMH IPOTUTPHOKOBUMHU
3acobamu, iHTiIOITOpaMu NPOTEa3u Ta MAKPOIiMHUMH aHTHOIoTHKamu. ['emdiOpo3nn minBumIye
PHU3UK PO3BUTKY MiOMaTii MpH CYMyTHHOMY 3aCTOCYBaHHI 13 naesikuMu iHrioitopamu ['MI-KoA
penykrasu, Tomy Pokcepy® He peKOMEHIOBAHO 3aCTOCOBYBATH y KOMOIHAIIT i3 reM(piOpo3umoMm.
CHpusT/IMBMii BIUTUB TIOAANBIIMX 3MiH PiBHS JIiMiiB P 0JHOYACHOMY 3acTocyBaHHi Pokcepu®
13 (hibpaTamu ab0 HiaIIMHOM MOTPIOHO MOPIBHATH i3 MOTEHIIHTHUMHU PU3UKAMHU TIPU 3aCTOCYBaHHI
Takoi koMOiHanii. OaHouacHe 3actocyBaHHs Pokxcepu® B 1031 30 abo 40 mr ta ¢ibparis
POTHITOKA3aHO.

Pokcepy® He cmim cymimary pa3oM i3 CHCTEMHHM 3acTOCyBaHHS (y3HmoBoi KHCIOTH abo
OpOTSTOM 7 JHIB MICJIs MPUITMHEHHS JTIKYyBaHHS (Py3U0BOIO KHCIOTO0. J{JIst maIi€HTiB, IS SIKUX
BUKOPUCTAHHS CUCTEMHOI (Dy3uI0BOI KMCIOTH BBAXKAEThCA HEOOXITHUM, JTIKYBaHHS CTaTUHAMU
HEOOX1IHO MPUIIMHUTU MPOTATOM YChOTO NEPIOAY JiKyBaHHS (Dy3UI0BOIO KHUCIOTOIO. bynun
MOBIIOMJICHHSI TIPO BUMAAKH pabaomionizy (BKIIIOUAIOYU JIETallbHI HACHIOKU) Y TAII€HTIB, SKI
oTpuMyBaJi (hy3UOBY KHCIIOTY 1 CTaTUHU B KoMOiHarii. [1amieHT MOBHHEH HETaiiHO 3BEPHYTHUCS
0 JiKaps, AKIIO BiH BiAYyBa€ CUMITOMH, Taki SIK M'A30Ba CIa0KiCTh, OlLTb ab0 B’SUTICTH.
Tepamist craTiHaMu MOXe OYyTH TOBTOPHO IpOBEAEHAa 4epe3 7 AHIB MICIs OCTaHHBOI H03U
¢by3unoBoi KHUCJIOTH.
YV BHHATKOBHUX BHITaJIKaX, KON HEOOXiTHE TPUBAJIE CHCTEMHE 3aCTOCYBaHHS (Py3UI0BOT KHCIOTH,
HANPUKJIAJ, AJs JIKyBaHHS BaXKKHX 1HQEKIid, HEOOXiAHICTh OJHOYACHOTO MpPU3HAYCHHS
Poxcepu® i dy3mm0BOi KMCIOTH CIIiJ pO3MIIAAATH TiBKU B KOXKHOMY KOHKPETHOMY BHIAAKY i MiJl
peTeNbHUM MEIUYHUM HaIJIIOM.

Pokcepy® crizi 3 06epesKHICTIO 3aCTOCOBYBATH TIAIEHTAM i3 (haKTOPaMH, IO CIIPUSIOTH PO3BUTKY
Mi0MaTii, TAKUX SIK HUPKOBA HEJAOCTATHICTb, JTITHIH BIK, TIOTUPEO3, a00 y CUTYAIIisIX, KOJIU MOXKE
30LIBIIUTHCS KOHIIEHTPAITS TIpenapaTy y Iia3Mi KpoBi.

Pokcepy® He clifi 3acTOCOBYBaTHM i MAI€HTIB i3 TOCTPMMH, CEPHO3HMMH CTaHAMH, IO
CHPUSIOTH PO3BUTKY Miomnatii abo MiJBUIIYIOTh PU3UK PO3BUTKY HUPKOBOI HEJJOCTATHOCTI HA TJIi
pabaomionizy (TaKMMH SIK CETICUC, TIMOTEeH3is, OOMMPHE XipypriuHe BTPYYaHHS, TPaBMa, TAKKI
MeTaboiuH1, EHIOKPUHHI a00 eeKTPOJIITHI MOPYLIEHHS; HEKOHTPOJIbOBAH1 CYJ0OMH).

Bnaue na neuinky

Sx i immi i#riGitopn TMI-KoA penykrasu, Pokcepy® ciig 3 06epeXHICTIO 3aCTOCOBYBATH
narieHTaMm, sKi 3JI0BKHUBAIOTh AJIKOToJieM Ta/ab0o MaroTh 3aXBOPIOBAHHS MEYIHKU B aHAMHE3I.
@DYHKIII0 MEYIHKM PEKOMEHJIOBAaHO INEPEBIPUTH IMEpE] MOYaTKOM 3acCTOCYyBaHHS Ipenapary Ta
yepe3 3 Micslli JiKyBaHHS. SIKIIO piBEeHb TpaHCaMiHa3 y CHPOBATI KPOB1 OiNbIle HIX YTpHUl
TIepEeBHIIye BEPXHIO MEXy HOPMH, 3acTocyBaHHs Pokcepu® ciin mpurmuutu. Ilpo cepitosni
NOpyIIeHHsT (YHKINI Me4YiHKUA (TMepeBaXHO MIJABUILIEHHS PIBHA TEYIHKOBHX TpaHCaMmiHa3) y
MOCTMAapKETUHTOBHH TIEPi0/1 MOBIIOMIISUIOCH YacTillle MPH 3aCTOCyBaHHI 1031 40 Mr.

VY mnamieHTiB 13 BTOPUMHHOIO TINEPXOJECTEPUHEMIEI0, CHPUYMHEHOIO TiMOTHpeo3oM abo
HE(PPOTHYHHM CHHIPOMOM, CIIEPIIYy CIIiJi MPOBECTH JIIKyBaHHS OCHOBHOTO 3aXBOPIOBAHHS, a
MOTiM MOYUHATH 3acTocyBaHHs Pokcepu®.

VY micnspeecTpamiitHoMy TIepioii 3pijaKa MOBiIOMIISIIIOCS TIPO JIeTallbHI 200 HeleTaabHI BHITAIKA
MEYIHKOBOI HEJOCTATHOCTI y MAlli€HTIB, SIKI MPUAMANTK CTAaTMHU, B TOMY YHCIi PO3yBacTAaTHH.
Sxmo Ha i miKyBaHHs mpemapaToM Pokcepa® po3BUBa€TBhCA cepiio3He ypaKeHHS MEdiHKH 3
KJIIHIYHOIO CHMIITOMaTHKOI Ta/abo TimepOimipyOiHeMI€r0 UM JKOBTSHHUIICID, HETAWHO CIIiJl
NPUIIUHUTU TIPUHOM Mpenapary. SIKIIo iHII NMPUYUHM HE BUSBJICHO, HE CIIiJ MOHOBIIOBATU
nikyBaHHs nipenaparom Pokcepa®.

Paca

Y nochmimkeHHSX (HapMaKOKIHETHKH CITOCTEPIrajJocss 3pOCTAaHHS CHUCTEMHOI EKCIO3HUIlii Yy
NAIi€EHTIB MOHTOJIOIAHOT pacH TOPIBHIHO 3 €BPONIECHIIIMH.

JIns TakMX TaIi€HTiB HEoOXimHA KOpEKIis j03yBaHHsA mpemapaTy Pokcepa® (muB. posminm
«Crnoci0 3actocyBaHHS Ta n03u» Ta «DapmakokiHeTHKay). [ maIieHTiB MOHTOIOITHOI pacu
noyatkoBa 103a Pokcepu® mosunna 6ytu 5 mr. IligBuIlleHa KOHILEHTpAIis PO3yBaCTaTHHY Y
1a3Mi KpoBi Oylia momideHa B a3iiChbKUX MamieHTiB (auB. po3ain «DapmakokiHeTukay). Ciin
B3SITH JI0 YBaru 30UIbIIIEHY CUCTEMHY €KCIIO3HILiI0 MPH JIKYBaHHI MaIll€EHTIB MOHT'OJIOITHOT pacH,
y AKHX TIEPXO0JIECTEPUHEMisl HE KOHTPOJIIOETHCS aIeKBATHO J103aMu 10 20 MT.



Ineibimopu npomeasu

[TinBumena cucTeMHa eKCIO3UIlIS 10 PO3yBaCTaTUHY CIIOCTEpiraigacs B 0ci0, siki 3aCTOCOBYBAJIH
PO3yBacTaTUH CYMYTHBO 3 PI3HUMHM 1HTIOITOpaMH MpoOTeas3u y MO€AHAHHI 3 puToHaBipoM. Crif
0OMIpKyBaTH 5K KOPHCTb BiJl 3HIKEHHS PiBHS JIMiJiB 3a J0TMOMOroro mpemapaTy Poxcepa® y
namiedTiB i3 BIIL, sxi oTpuMyroTh i1HTIOITOpH MpoOTeasd, TaK 1 MOMJIMBICTh IiJABHILEHHS
KOHIICHTpAIli po3yBacTaTHHY Y IUIa3Mi KpOBI Ha IMMOYATKy Teparii Ta MpHU IiIBUMICHHI 03U
Pokcepu® s manieHTiB, fKi OTPUMYIOTH iHTiGiTOpH mpoTeasd. OJHOYACHE 3aCTOCYBaHHS
Tpenapary 3 iHribiTopaMu mpoTeasu He PeKOMEHIYEThCs, SKIIO 1032 Pokcepu® He ckopuropana
(muB. po3ain «Crocib 3acTocyBaHHS Ta 103W» Ta «B3aeMomis 3 IHIIUMU JTIKapChKUMU 3ac00aMu
Ta 1HIII BHIU B3aEMOJII» ).

Henepenocumicms naxmo3su

[NamienTam 3 piKICHOIO CIaJKOBOIO HEMEPEHOCHUMICTIO TalaKTo3H, AedinuToM jiakra3u Jlamma
a60 ManbaOCOPOIIIEr0 TIIOKO3U-TaIaKTO31 HE CITiJ] 3aCTOCOBYBATH L€l Tpernapar.
Inmepcmuyianvre 3ax60pr06aHHS 1€2eHb

[ToonHOKI BMINAAKU IHTEPCTUIIAIBHOIO 3aXBOPIOBAHHS JIET€Hb OYJIM 3apeecTpoBaHi MpU
3aCTOCYBaHHI JISIKUX CTAaTWHIB, OCOOJHMBO Yy BUMAJKY JOBroTpuBaioi tepamii. Jlo cuMnToMiB
HNOPYULICHHsI Halle)XaTh AMCIHOE, HENMPOJAYKTUBHUI Kalllelb Ta MOTIPIIEHHS 3arajlbHOr0 CTaHy
(BTOMa, BTpaTa MacW Tila Ta rapsyka). SIKIIO Mmigo3prO€ThCs, IO y TMaIlieHTa PO3BUHYIOCH
IHTepCTHLIIATbHE 3aXBOPIOBAHHS JIETEHb, 3aCTOCYBAHHS CTATUHIB MOTPIOHO NPUIUHUTH.
Llyxposuii diabem

Jesiki ¢hakTu CBiAYATSH, 1[0 CTATHHHU MiABUIIYIOTH PiBEHb TTIFOKO3H B KPOBI Ta Y ICIKUX MAIlI€HTIB,
KM 3arpo’Ky€ BHCOKHH PHU3UK PO3BUTKY JHiabeTy B MailOyTHROMY, MOXYTb CIPHUYHUHSTH
TINEPriIiKeMiI0 TaKOTO piBHA, IPU SKOMY HEOOXiJHe HaJeXHe JiKyBaHHs fiadety. Llro 3arposy,
OJTHAaK, IEPEBUIIIY€E 3HWKECHHS PU3UKY CYIHMHHUX TOPYIICHB MPH 3aCTOCYBaHHI CTaTHHIB, 1 TOMY
BOHA HE Ma€ OyTH MiACTAaBOIO JUIs MPUIIMHEHHS Tepanii CTaTHHaMHU. 3a Mali€HTaMu TPy PU3HKY
(piBeHB TIIFOKO3M HaTIIe 5,6-6,0 mmomns/n, IMT >30 KI/M?, TIiIBHIICHUH PIBEHb TPUTITILEPHUIIB,
apTepianbHa TiMepTeH3is) CIiJ BCTAHOBUTHU SIK KIIHIYHUMN, TaK 1 010XIMIYHUN KOHTPOJb 3TiTHO 3
HaIllOHAIbHUMH HACTAHOBAMH.

VY nocnipkeHHSIX 3apeecTpoBaHa 3arajibHa 4acToTa IyKpOBOTo 1iabeTy craHoBuia 2,8 % y rpymi
npuiioMy po3yBacTaTtuHy Ta 2,3 % — y rpyni miamne6o, mepeBakHO y MAIIEHTIB 3 PIBHEM TUIIOKO3H
HaTIie Big 5,6 10 6,9 MMOJIB/II.

Sx 1 momo iHmmx iHrioiTopiB I'MI-KoA-penykrasu, mpu 3acTOCyBaHHI pO3yBacTaTHHY
cnoctepiranocs 3poctanHs HbAlc Ta piBHIB IIIOKO3U Y CUPOBATIIl KPOBI. Y JESKUX BUMAIKaX L
MOKAa3HUKH MOXYTh MEPEBUIIYBAaTH TPAHWYHE 3HAUCHHS IS JIarHOCTUKHU ITyKPOBOTO Jiabery,
HacamIepe]] y Malli€eHTiB 3 BACOKHUM PU3UKOM PO3BHUTKY JiabeTy.

VY KIiHIYHEX JOCHiIKeHHSX OyIo Moka3aHo, mo Pokcepa® sk MOHOTepamis HE CIPHYUHSIE
3HWKEHHS 6a30BOT KOHIIEHTpallii KOPTU30JTy IJIa3MH KPOBI 1 HE BIUIMBA€E HA PEe3€pB HATHUPKOBUX
3a1103. HeoOxiaHa 06epexHicTh y pasi 0JHOYACHOTO 3acTOCYBaHHs penapaTy Pokcepa® Ta inmmx
JIKapChKUX 3aco0iB, 3MaTHUX 3HIDKYBAaTH pPiBHI a00 AaKTUBHICTh EHJIOT€HHUX CTEPOiTHUX
TOPMOHIB, HAIIPHUKJIA KETOKOHA30ITy, CIIIPOHOIAKTOHY Ta IUMETH/INHY .

Himu ma nionimxu eixom 6io 10 oo 17 poxis

BnnuB po3yBactaTuHy Ha JiHIMHMN picT (3picT), Macy Tina, IMT (iHaekc macu Tijia) Ta pO3BUTOK
BTOPMHHHUX CTAaTEBUX O3HAK 3a IIKajor TaHepa y miteil BikoMm 10-17 pokiB OIIIHIOBABCS JIMIIE
OPOTSATroM OJHOTO poKy. Ilicns 52 THXKHIB TOCTIIKYBAHOTO JIIKYBaHHS »KOJTHOTO BIUTMBY Ha piCT,
Mmacy Tina, IMT abo crareBe go3piBaHHS BUSBICHO HE 0yso (AuB. po3ain «DapMaKoIuHAMIKAY).
JlocBin KIIIHIYHUX JOCHIIKeHb 3aCTOCYBaHHS Mperapary IiTsAM Ta MiATiKkaM OOMEXEeHHH, 1
JIOBroTpuBaji e(heKTH 3aCTOCYyBaHHS po3yBacTaTHHY (>1 pik) Ha cTaTeBe JO3piBAaHHS HEBIJIOMI.
VY KIIHIYHOMY AOCHIDKEHHI y JITeH Ta MiUITKIB, SIKI MpUHAMAalu po3yBacTaTUH MPOTAToM 52
TkHiB, migBumeHHs piBHI KK >10 paszie Bume BHM Tta cumnromu 3 GOKy M’sI3iB MiCIs
¢i3nyHOrO HaBaHTa)XeHHS a00 miaBUIIEHOI (I3UUHOI AKTUBHOCTI CHOCTEpIraluCs YacTile
MOPIBHSHO 3 TAKUMH Y Jopociux (auB. po3ain «IloGiunHi peaxiii).

3acmocysanns y nepioo sazimuocmi abo 200y8anHs 2pyooro.
Besneky 3actocysanns Poxcepu® y mepio1 BaritHocTi a60 ToyBaHHs rPy/II0 He BUBYAIIH.



Pokcepa® npoTunokasana y nepioJ BariTHOCTi abo ToyBaHHS IPYIIO.

JKiHKaM penpofyKTHBHOTO BiKy TIij uyac mpuitomy Poxcepu® ciiz 3acTocoByBaTH BiAmoBimHi
3ac00M KOHTpaIemlii.

OCKUTBKM XOJIECTEPUH Ta iHIII TPOAYKTH OIOCHHTE3Y XOJIECTEPUHY CYTTEBO BAaXKIMBI IS
PO3BUTKY IJI0]1a, MOTEHIIIHUI pu3uk iHrioyBanHs ['MI-KoA penykTasu mepeBUIye MOXKIHBY
KOPHUCTbH BiJl 3aCTOCYBaHHsI MIperapary y Nepioj BariTHOCTI. SIKIIO MalieHTKa BariTHIE y mepion
3aCTOCYBaHHA Ipernapary, JIKyBaHHS CJIil HeraifHO NPUIUHUTH.

OcCKiTbKH 1HIIWK JIIKApCHKUK 3aci® IBOr0 KJIacy MPOHUKAE Yy TPYAHE MOJIOKO JIFOJUHU Ta
BpaxoBytoud, 1m0 iHrioiTopu ['MI-KoA-peaykrasn MOXyTh CHOPUUYMHSTH CEpilo3HI HebakaHi
peaxiii y HEMOBNAT, KiHKaM, sKi HOTpebylOTh JiKyBaHHs mpemapatoM Poxcepa®, crmin
pPEKOMEHAyBaTH yTPUMATHUCS BiA rOJyBaHHS Irpyaato. JlaHuUX 100 MPOHUKHEHHS Npenapary y
IpyAHE MOJIOKO Y JIFOJAUHU HeMae (auB. po3aul «lIpoTunokasanss»).

30amuicmob enaueamu Ha WBUOKICMb peakyii npu Kepy8aHHi A8MOMmMpPAancnopmom abo iHuumu
MEXAHIZMAMU.

He npoBoamim gocmiKeHb MO0 BU3HAYCHHS BIUIMBY PO3YyBacTaTHHY Ha 3[aTHICTh KEPyBaTH
aBTOMOO1JIEM Ta IHIIMMU MEXaHIYHUMU 3acobamu. Ha ocHOBI (hapmMakoIMHAMIYHUX BIACTUBOCTEN
pO3yBacTaTWHy IMOBIPHICTh TAKOTO BIUIMBY He3HauHa. OHAK MpH KepyBaHHI aBTOMOOLIEM Ta
IHIIMMH MEXaHIYHUMU 3ac00aMH CIiJl BpaxOBYBaTH, IO MijJ Yac JIIKyBaHHS MO>K€ BHHHUKHYTHU
3araMOpPOYCHHSI.

Cnoci6 3acmocyseanns ma 0o3u.

[lepen mouyaTkoM JiKyBaHHs HAali€HTY CIiJ HOPU3HAYUTU CTAHAAPTHY TiNOXOJIECTEPUHEMIUHY
TIETY, SKOi CIIJl AOTPUMYBATUCH 1 TIPOTATOM JTiKyBaHHS. J[03y ciix migOupaTé iHIWBIAYaIbHO,
3alle)KHO Bl MeTH Tepamii Ta eEeKTUBHOCTI JIIKyBaHHS, 3aCTOCOBYIOUH MiI0Yl Y3TOKEHI
peKoMeHaarii.

Poxcepy® MoskHa npuiiMaTy y OyIb-sKuil yac 1Hs, HE3aIEKHO Bijl mpuitoMy Txki.

Tabnerky He ciif po3koByBaTH abo0 ApoouTH. TabieTKy KOBTaTH IO, 3aITMBAIOYHN BOJIOIO.
Jlikyeanns cinepxonecmepunemii

PekoMeHn0BaHa MMOYATKOBA J103a CTAHOBUTH 5 abo 10 mr, mepopanbHO 1 pa3 Ha 00y sK AJIs
NAlll€HTIB, SKI paHillle HE 3aCTOCOBYBAJIM CTAaTHMHM, TaK 1 A MAl€HTIB, fAKI 0 IbOTO
3acrocoByBanu iHmi iHTiOiTOpH I'MI-KOA penyxrasu. Ilimbuparoun modyaTKOBY H03Yy, CIif
BpaxoBYBaTH I1HAMBIIyaJlbHUN pPIBEHb XOJECTEPUHY y TAIli€HTIB Ta MailOyTHIil cepieBo-
CYOIUHHHUH PH3HK, a TAaKOX MOTEHI[IMHWN PHU3WK PO3BUTKY MOOIYHMX peakuiid (nuB. mami). 3a
HEOOXIJTHOCTI 4yepe3 4 THKHI 103y MOXKHA 30UIBIIUTH A0 HACTYNMHOi. OCKIJIBKM y BHUIAAKY
3acrocyBaHHA 103u 40 Mr moOiuHi peakiii BUHUKAIOTh YaCTille, HDK TPU MEHIINX 033X,
tutpyBatd 103y A0 30 mr ab6o mo 40 wmr cmig Jaume A7 MalieHTiB 13 TSKKOIO
TiIepXoJIeCTEPUHEMIEI0 Ta BHCOKUM CEPILIEBO-CYIMHHUM PU3HUKOM (30KpeMa B 0ci0 i3 CiMEeHHOI0
TIIepXOJECTEPUHEMIEIO), Y IKUX HE BJANOCS JOCITTH 0aXKaHOTO pe3ynbTaTy 3a 103U 20 M 1 sKi
NOBHHHI Tepe0yBaTH i peryisipHuM HarmsggoM. Ha mouaTky 3actocyBanHs no3u 30 mr abo 40
MTI' PEKOMEH/I0BaHO CIIOCTEPEKEHHS CIIeLialicTa.

Ipoghinakmura cepyego-cyOunnux nopyuieHs

VY nociimKeHH] 3HIKEHHS PU3UKY YCKIaAHEHb 3 OOKY CepIieBO-CYJIMHHOI CHCTEMH J000Ba /103a
npenapaty craHoBuia 20 wmr. IlamieHtam i3 rimepxosnecTepuHEMi€l0 HEOOXiTHO MPOBOIUTU
CTaHJapTHE BU3HAYCHHS PIBHS JIMAIB Ta JOTPUMYBATHCS PEKOMEHIAIN 13 JTO3YBaHHS s
JIKYBaHHS T1II€PXO0JIECTEPHHEMI].

3acmocysanns nayienmam JimHb020 iKYy

PexomeHioBaHa moyaTKoBa J103a JJIS MAIi€HTIB y Bili noHax 70 pokiB CTaHOBUTH 5 Mr. IHma
KOPEKIIisl I03M 3aJIKHO BiJl BIKY HETIOTpiOHA.

3acmocysanns dimsam

3BuyaitHa J03a TmpemapaTry s JIiTed Ta MNTKIB 13 TeTEpO3UTOTHOI0  CIMEHHOIO
rinepxosiectepuHeMieto craHoButh 5-20 mr 1 pa3 Ha no0y mnepopanbHo. [[ns mocsrHeHHS
TEepPaneBTUYHOTO e(eKTy 103y HEOOXiHO HaJeKHUM YHWHOM TUTpyBaTu. besmeky Ta
e(EeKTUBHICTb 103, 10 NMepeBUITYIOTh 20 M, y LIl TOMYJIALI] HE BUBYAIIH.



Ho3ysanns ona nayieHmis 3 NOpyueHHAM QYHKYII HUPOK

JInisl mari€enTiB 3 JIETKUM Ta TOMIPHMM TOPYIIEHHSIM (YHKIIi HAPOK HEMae HEOOXiTHOCTI Y
Kopekuii o3u. PekoMeHj0BaHa MOYaTKOBA /03a AJIs Malli€HTIB 3 NOPYLIEHHAM (YHKIIi HUPOK
MIOMIPHOT TSDKKOCTI (KIIipeHe KpeaTHHiHy <60 mi/xB.) craHOBUTH 5 Mr. Jlo3a 30 mr ta 40 mr
MPOTUIOKA3aHa MAIll€eHTaM 3 MOPYIIeHHSIM (YHKIIT HUPOK MoMipHOI TskkocTi. [larientam 3
TSOKKUM TIOPYIIEHHSM (DyHKIIT HUPOK 3acTocyBaHHs Pokcepn® mpoTumokasano y Oyab-KHX
J103aX.

Ho3zyeanns ons nayicumis 3 NOpyweHHAM QYHKYIT neyinKu

He cnocrepiranochk 3pocTaHHsl CHCTEMHOI €KCIIO3MIIIT po3yBacTaTUHY Yy MAIllEHTIB 3 7 OanaMu 3a
mkanoro Yainn-IT"ro. [IpoTe, mocuieHHsT CHCTEMHOI €KCIOo3uIii OyI0 BiA3HAUEHO Yy TMAIEHTIB,
CTaH SKUX OLIiHIOBaBcA y 8 Ta 9 GaiB 3a mkanoro Yainna-I1"ro. Takum narieHTam ciiij mpoBOAUTH
omiHKy (yHKIii HUpOK. J[ocBiz 3acTOCYBaHHS Mpenapary y HamieHTIB 3 MOKa3HUKOM 9 OaiiB 3a
mkanoro Yaiinga-Il’to BincyTHii. Pokcepa® mporTumokaszana mauieHTaMm i3 3aXBOPIOBaHHAMH
NIEYiHKY B aKTHBHIN cTafii. Y MaIli€HTIiB 3 TSHKKUM MOPYIICHHIM (YHKIIIT TEUiHKH CIIOCTEPIranocs
MiIBUIIEHHS €KCMO3HUILT Po3yBacTaTuHy, TOMY iM 3actocoByBaTH Pokcepy® y n103i Bume 10 mr
CITiJT 3 00EePEKHICTIO.

Paca

VY marieHTiB MOHTOJIOITHOT pacu criocTepirajiacs IiIBHINEHA CUCTEMHA €KCIIO3HUIliS Mpernapary.
PexomeHnoBaHa moyaTkoBa J03a I HAlli€HTIB a31aTChbKOIO MOXOJPKEHHS CTAaHOBHUTH 5 MI.
3actocyBanHs n03u 40 Mr TakuM TaIl€eHTaM NPOTUIIOKAa3aHe. MakcMMalbHO 1000Ba 1032
CTaHOBUTH 20 M.

Jo3yeanns ona nayienmie 3i CXUNbHICMIO 00 PO3BUMKY MiOnamii

PexoMeHnnoBana moyaTkoBa J03a AJs MAIIE€HTIB 31 CXMIBHICTIO O PO3BUTKY MiONaTii CTAHOBUTH
5 Mmr.

Jloza 40 Mr mpoTHIokaszaHa J€SKMM 3 TaKHX MalieHTiB. MakcuMallbHO 1000Ba 1032 CTAHOBUTD
20 wmr.

T'enemuunuii nonimopghizm

I'emotumu SLCO1B1 (OATPIB1) ¢.521CC ta ABCG2 (BCRP) c.421AA, mopiBHSIHO 3
redotuniamu SLCO1BI1 ¢.521TT ta ABCG2 ¢.421CC, acorifioBaHi 3 IiIBUILIEHHIM €KCIIO3UIIT
(AUC) posysacratuny. s mamieHTiB 3 reHotunamu ¢.521CC a6o c¢.421AA MakcumanbHa
pekoMeHI0BaHa 1060Ba 103a Pokcepu® ctanoButs 20 Mr.

Po3syBacraTuH € cyOcTpaToM [UTst pisHUX TpaHcopTHUX OinkiB (Hanpukian, OATP1B1 ta BCRP).
Pusuk mMionatii (BKII04ar0uu pabaoMioni3) miABHILYeTbCs TIPU OJHOYACHOMY mpuiiomi Poxcepu®
pa3oM 3 IIEBHUMHU JIIKapCHKUMU 3aC00aMH, 3[aTHIMH TTiIBUIIYBaTH KOHIICHTpALlii pO3yBacTaTHHY
y IJ1a3Mi KpOBi uepe3 B3a€MO/Ii0 3 IUMU TPAHCIOPTHUMH OUTKaMU (HAMPHUKIIA/, IMKJIOCTIOPUH Ta
JesIKi 1HT101TOpH MPOTeasH, BKIFOYAlOYM KOMOIHAIlT PUTOHABIPY 3 aTaHa3aBipOM, JIOMIHABIPOM
Ta/abo TumpaHaBipoM). [Ipm MOXKIHUBOCTI HEOOXIAHO PO3TIIAHYTH albTepHATHBHE JIKyBaHHS 1,
SKIIO HEOOXIAHO, THMYacOBO TIPUIIUHUTH JIKyBaHHS POKCGpOIO®. VYV curyarisix, KoJau
OJIHOYACHOTO BBEJIEHHS IUX JIKAPCHKMX 3ac00iB pazoM i3 Pokceporo® YHHKHYTH HEMOMIIMBO,
Tpeba 3Ba)KyBaTH BCi NEPEBaru Ta PU3HKH CYITyTHHOTO JIIKYBaHHS Ta PETEIBHO MiOUPATH 103y

Poxcepu®.

Himu.

He pexomeniopano 3actocyBanns Pokcepu® aitam Bikom 10 10 poxkis.

BruuB po3yBactatuHy Ha JHIHHUK picT (3picT), Macy Tita, IMT (iHaekc Macu Tija) Ta pO3BUTOK
BTOPMHHUX CTAaTeBHX O3HAK 3a IIKajow TaHepa y aited BikoM 10-17 pokiB OIliHIOBABCS JIMIIIE
MPOTATOM OJHOTO pOKYy. [Ticist 52 THKHIB 3aCTOCYBaHHSI TOCIIKYBAHOTO TIpenapary Oyab-sSKoro
BIUIMBY Ha 3picT, Macy Tina, IMT abo craTeBHii pO3BUTOK BHSIBIIEHO HE OYJIO.

Ilepeoosysannas.

CrnenudivyHOTO JIIKYBaHHS y BUMAJKY Mepe103yBaHHs HeMae. JIiIKyBaHHS CUMIITOMaTHYHE. Y pasi
HEOOXIJTHOCTI BXKHMBATU MiATpUMYyouux 3axoniB. Cinig nepesiputu piBHi KOK Ta nmposectu Tect
Ha (YHKIIIOHAJIbHICTH MEYIHKU. MaJIOWMOBIpHA KOPUCTH BiJl IPOBEICHHS TeMOJIiami3y.



Il06iuni peaxuii.

[o6iyni peakiiii, moO cHOCTepiraloThcs TpPH 3acTocyBaHHI Pokcepu®, 3a3Buuaii cnabki Ta
TPaH3UTOPHI.

3 60Ky imyHHOI cucmemu

Peak1ii rinepuyTIUBOCTI, y TOMY YHCIIi aHTIOHEBPOTHYHUIN HAOPSIK.

3 60Ky en0oKpuHHOI cucmemu

Iykposuii niabet’?.

3 60Ky Hepeosoi cucmemu

["onoBHUi 61J1b, 3aMTAMOPOYCHHS.

3 6oky cucmemu mpasienHs.

3amop, Hy10Ta, O1Tb Y )KUBOTI, HAHKPEATHT.

3 60Ky wiKipu ma niOWKIpHOI KIIMKOBUHU

CBepOix, BUCHI Ta KPOITUB'STHKA.

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

Mianris, mionarist (y TOMY YUCIi MiO3UT) Ta paboMioi3.

3acanvnuti cman

AcTeHis.

Sk 1y Bumanky 3 iHmmMmu iHrioiTopamu I'MI-KoA pemykrasu, yacToTa HeOaXaHUX peaKIii
3aJIeKUTh BiJ A03U.

"Yacrora 3anexuts Big HasBHOCTI (QakTOPiB pU3KKY (PiBEHb IIIIOKO3H KPOBi HATIIE > 5,6 MMOIK/II,
iHgekc Macu Tina >30 Kr/m?, i BUILICHHS PiBHA TPUTTILIEPUIIB, TIIEPTEH31s B aHAMHE31).
23rimno 3 pesynmpraTamm jociimkenHs JUPITER (3arampHa uacToTa MOBiJOMIIGHB TIpH
3aCcTOCyBaHHI po3yBacTaTHHY — 2,8 %; mane6o — 2,3 %) Hacamnepen y NMali€eHTiB, K1 BXe MatoTh
BUCOKHI PU3HK PO3BHUTKY I[yKPOBOTO J1ia0eTy.

Bnaue na nupku

V mamienTiB, sKi 3acTocoByBanu Poxcepy®, crocTepiranuch BHIAAKK TPOTEiHypii, mepeBakKHO
KaHaJbIIEBOTO MOXO/KEHHS (BU3HAYECHOI 32 «TECTOM CMY>KKH»). 3MiHU BMICTY Oifika y cedi Bil
BiJICYTHOCTI 9H CJIiJTiB J10 ++ abo OUTkIIE 3apeecTpoBaHi yepes neskuid 9ac B <1 % marfieHTis, sKi
npuitmanu npenapat y 1031 10 mr ta 20 mr, ta npu0ausHo y 3 % mawieHTiB MU 3aCTOCYBaHHI
no3u 40 mr. Heznaune 301IbIIEHHS YaCTOTH BUMA/IKIB ITiIBUIICHHS OlIKa y cedi BiJl BIICYTHOCTI
abo cmiaiB g0 + cmoctepiramocs mpu 3actocyBaHHI g03u 20 mr. Y OLUIBIIOCTI BUMAJAKIB
BUPXEHICTh TMPOTEIHYypii 3MeHImyBajach ab0 3HMKajda CIIOHTAHHO TIPU MPOJOBKCHHI
3acTocyBaHHA mpenapary. Ilepernmsa naHuX KIIHIYHMX JOCHIDKEHb Ta MOCTMapKETHHIOBUX
CIIOCTEPEKEHDb Ha JaHWM yac HE BUSBUB IPUUYMHHOTO 3B'SI3KYy MK MPOTETHYpPIEIO Ta TOCTPUM abo
IPOTPECYOUYUM 3aXBOPIOBAaHHAM HUPOK.

IemaTypis crocTepiranach y MaIli€HTIiB, fKi 3acTocoByBamu Pokcepy® i nami KTiHi9HMX
JOCTIPKeHb CBITYATh MPO ii HU3bKY YacTOTY.

Bnnue na ckenemmuy myckynamypy

3MiHHU 3 OOKY CKeJIETHOI MyCKYyJIaTypH, TaKi SIK MiaJrisi, MionaTis (B TOMY YHCIi MiO3HT), Ta PiAKO
— pabmomioii3 i3 TOCTPOIO HHUPKOBOIO HEIOCTATHICTIO ab0o 0e3 Hei crocTepiraiucs TpH
3acTOCyBaHHi Oyab-aKkuX 103 Pokcepu®, a ocobnuBo mpu 3actocyBansi 103 >20 mr. IIpo pigxichi
BUTIAIKK Pa0AOMIONi3y, IO IHKONM OyliM acoIiifoBaHi 3 HUPKOBOIO HEIOCTATHICTIO, OYJIO
MOBITIOMJICHO TIPH 3aCTOCYBaHHI1 PO3yBacTaTHHY, a TAKOX 1HIITUX CTaTHUHIB.

VY mnauieHTiB, AKi NpUMaIM PO3yBaCTaTWH, CIIOCTEPIranocs 10303aJ€KHE 3POCTAHHS DIBHIB
kpeatuHpochokinazu (KDPK); y Gimpiocti BUmaakiB sBuie 0yyino ciaOKuM, aCHMIITOMAaTHIHUM
ta TuMuyacoBuM. Skmo piBai KOK nmigsumeni (>5 x Bepxuboi Mexi Hopmu (BMH)), nikyBaHHS
CJI1] PUTTUHUTH.

Bnaue na neuinky

Sk 1y Bumaaky 3actocyBaHHs iHImMX iHT101TOpiB [ MI'-KOA pemykTasu, y HEBETHUKOI KUTBKOCTI
NAIli€HTIB, SKI NpHUIMaIl pO3yBAaCTaTHH, CHOCTEpIrasocs J10303aJie)KHE 30UIbIICHHS PIBHSA
TpaHCaMiHa3; y OLIBIIIOCTI BUMAAKIB SIBUIIE OyiI0 CTA0KUM, aCHMIITOMAaTHYHUM Ta TAUMYACOBHM.
Bnaue na nabopamophi noKazHuKu

Sk 1y Bumanaky iHmmx iarioiTopiB I'MI-KoA penykrasu, y HEBEIMKO1 KITBKOCTI MAII€HTIB, K1
npuiiMalii  pO3yBacTaTUH, CIIOCTEPIranocs IO30MPOINOpLIHHE 3pPOCTaHHSA pPIBHSA MEYiHKOBUX



TpaHcamiHa3 Ta KpeaTuHKiHa3zu. Ilpum 3acTocyBaHHI pO3yBacTaTHHY TaKOX BlJA3HAYanoCs
migBumeHHs pisHiB HbAlc. Y HeBenIMKOi KiNbKOCTI MAI€EHTIB, SKi 3acTocoByBanu Pokcepy® Ta
iHmm iHri6iTopu  I'MI'-KoA penykTasu, crnocTepiraivcs MaTOJOTIYHI 3MIHU MpU aHami3l ceul
(TecT-cMy’KKa CBiIUMIIa TIPO TMPOTEiHYpito). Buspnenuii 6110k OyB, sIK MPaBUIIO, KAaHAJIBIIEBOTO
HOrO/DKEHHS. Y OLIBIIOCTI BUMAJKIB HPOTEIHYpis CTa€ MEHIIE BUPAXKEHOI abo 3HMKae
CIIOHTAHHO TIPH TPOJOBKEHHI Tepamii Ta HE CBIMYUTh MpPO TOCTpe abo mporpecyroue
3aXBOPIOBAHHS HUPOK.

Tnwi epexmu

V J0BrOTPUBAJINX KOHTPONLOBAHUX KIIHIYHUX A0CHimkeHHsX Pokcepa® He mpopeMoHCTpyBasia
IIKiJJTMBOTO BIUTMBY HA OYHI JIIH3H.

YV nauieHTiB, ski Jikyaaucs Pokceporo®, He 6ysa0 BHABJIEHO TNOpYyHieHb (GYHKIiH Kopu
Ha/THUPKOBHUX 3aJ103.

Tlocmmapremuneosuti 00c8i0 3acmocy8anis

OKpiM BHIIE3a3HAUEHOTO, y TOCTMAPKETHHTOBOMY Mepiofi 3actocyBaHHs Pokcepu® Oymu
3apeecTpoBaHi Taki SBUIIA:

3 60Ky Hep8060i cucmemu: TIOTIHEBPOIIATisl, BTpaTa MaM'saTi, nepudeprudHa HeBPOIIATis;

3 OOKY pecnipamopHoi cucmemu, op2anie epyoOHoi KIimKu ma cepedoCminHA. Kallelb, TUCITHOE;
3 6OKY cucmemu mpasienHs: riapes;

3 60Ky eenamoobiniapHo2o mpaxkmy: KOBTSHULA, TeATUT, MMiABUILIEHHS aKTUBHOCTI MEYIHKOBUX
TpaHcaMiHa3;

3 60Ky wiKipu ma niowKipnoi knimxkosunu. cuaapoM CriBeHca-/[)KOHCOHa;

3 OOKY KiCmMK080-M 530601 cucmemu.: IMyHOOIIOCEPEIKOBaHA HEKPOTHU3YIOYa MIOMATisl, apTpasTis.
[TopymenHs 3 OOKy CyXOXXWJb, 1HKOJM YCKIQJHEHI pPO3pHBaMH, IMYHOOIIOCEPEIKOBaHA
HEKPOTHU3yI0ua MIOTIATIs;

3 OOKy HUPOK: TeMaTypis;

3aeanbHUll CMan ma nopywleHHs, nog a3ami 3i cnocobom 3acmocysanns npenapamy. HaOpsIK;

3 OOKY penpoOyKmMUSHOI cucmemu ma MOJIOYHUX 3a103. TIHEKOMACTIs;

3 OOKY Kpo6i: TpPOMOOIIUTOIICHIS.

Ilpu 3acmocysanti 0esiKux cmamumie noGIOOMIIALOCH NPO MAKI HeOAXNCaAHI ABUWA:

JeTpecis;

MOPYIIEHHS CHY, B TOMY YKCJIi 0€3COHHS Ta HIYHI KOIIMapH;

po3naau cTareBoi GpyHKIT;

OKpeMi BUMAJIKU IHTEPCTULIAIBHOTO 3aXBOPIOBAHHS JIEr€Hb, OCOOJIMBO y BHIAJKy TPHUBAJIOI
Teparnii,

3aXBOPIOBAHHS CYXO0KWJIb, IHKOJIM YCKJIaIHEH1 TX pO3PUBOM.

Yacrora BUMaaKiB pabaomionizy, cepiO3HUX MOPYIICHb 3 OOKY HHUPOK Ta MEYiHKH (IepeBakKHO
MiBUIICHUN PiBEHb TpaHcamiHa3) Oyia OiIbIIO0 MU 3acTOCyBaHH1 103U 40 MT.

VY mporieci micaspeecTpamiiHOro 3aCTOCYBaHHs pO3yBacTaTHHY 1CHTU(IKOBAHO TaKy HeOakaHy
peakiiio SK JeTajdbHa Ta HeJleTallbHa NEeYiHKOBa HENOCTaTHICTb. OCKIABKM PO II0 PEAKLio
MOBIJIOMJISUTOCS. CIIOHTaHHO 13 TOMYJIAMil HEBU3HAYCHOI KITBKOCTI, HEMOXJIUBO JTOCTOBIPHO
OWIHUTH ii YacTOTy a00 BCTAHOBUTU HASBHICTh MPUYUHHO-HACIIIKOBOTO 3B'SA3Ky 13
3aCTOCYBaHHSAM Mpernapary.

3pizKa y mcaspeecTparitHoMy Tepio/ii MOBiJOMIISIIOCS MPO MOPYIIEHHS KOTHITUBHUX (PYHKITIN
(HampuKJaa NOTIpUICHHS MaM'aTi, 3a0yIbKyBaTICTh, aMHE31s, TOTIPIIEHHS MMaM'sTi, CIUIyTaHICTh
CBIJIOMOCTI), II0 ACOINIOIOTHCS 13 3aCTOCYBaHHSAM CTaTHHIB. [Ipo Taki KOTHITHBHI MpoOieMu
HOBIIOMJISUIOCS. 'y 3B'SI3Ky 3 yciMa CTaTHHAMU. SIBHINA, MpO sAKi WIAETHCSA Yy TMOBIIOMIICHHSX,
3a3BUYail MalOTh JIETKUHA XapakTep 1 MHUHAIOTh MICIs BIJIMIHM CTaTHHIB, @ TAKOXK MAlOTh Pi3HUU
4ac JI0 MOSiBU CUMITOMIB (Bif 1 AHS 10 POKiB) Ta JO 3SHUKHEHHSI CHMIITOMIB (MeliaHa — 3 THXKHI).
Jlimu ma nionimku 6io 10 oo 17 poxkis

[podins Gesnexu Poxcepu® y miTeif, MimmiTKiB Ta DOpOCIHX MOAIOHMI, X0Ya y KIiHIYHHX
JIOCJTIDKEHHAX Y JITEH Ta MiJUIITKIB MICHs BpaB ado0 3HAYHKMX (I3UYHMX HABAaHTA)KEHb YaCTiIlIe
Bim3Havanu migsummeHHs KOK>10xBMH Ta M'd30Bi CHMIOTOMH, IO 3rOA0OM MHHAIH O€3
nepepuBaHHs JTiKyBaHHA. [Ipote, 1 A aiTeH, 1 11 TOPOCITUX 3aCTEPEKECHHSI MPU 3aCTOCYBaHHI
Pokcepu® oHakoBi.



Tepmin npuoamnocmi. 3 poxu.

YmoBu 30epiranus.

30epiraTi B OpUriHANbHINA yHaKoOBLI JUIS 3aXUCTY Bix 1ii cBiTia. Jlikapcbkuii 3aci0 He moTpedye
0COOJIMBHX TEMITEPAaTypHUX YMOB 30epiraHHs.

30epiraTy y HEIOCTYHOMY JJIs1 AiTeH MicL.

YnakoBka.

st mabremok no 5 me abo 10 me, abo 15 me, abo 20 me:

no 10 Tabnerok y 6micrepi, o 1 abo 2, abo 3, abo 6, abo 9 GnicTepiB y KapTOHHINH KOPOOIIi;
o 14 tabnerok y Oiicrepi, mo 1 abo 2, abo 4 Oictepu y KapTOHHIN KOPOOIIi.

s mabnemox no 30 me abo 40 me:

no 10 rabnerok y Gmicrepi, mo 1 abo 2, abo 3, abo 6, abo 9 GmicTepiB y KapTOHHIH KOpOOIIi;
no 7 Tabnetok y Oxictepi, o 2 abo 4, abo 8§ OmicTepiB y KapTOHHII KOpPOOIIi.

Kareropis Binmycky. 3a penentom.
Bupoouuk. KPKA, n.1., HoBo mecto, CioBeHis.

Micue3HaxoakeHHs1 BAPOOHHMKA Ta HOro agpeca Micusi MPOBaIKeHHs TislIbHOCTI.
[[Imap’emka mecta 6, 8501 Hoo mecto, CrioBeHis.
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