IHCTPYKIIIA
IJIsI METUYHOT 0 3aCTOCYBaHHs JIiKapChKOI'0 3aC00y
PO3BATOP

(ROSVATOR)

Cknao:
ditoua pevosuHa: rosuvastatin;

1 TabneTka BKpHTa, 000JIOHKOIO, MiCTUTh po3yBacTaTuHy 10 Mr a6o 20 Mr y BUTTISZi po3yBacTaTUHY
KaJIbIIiIo;

0ONoOMIdiCHI peyosuHU: TaKTO3a, MOHOTIOpAT, 1Ie/I0I03a MiKPOKpPUCTalidYHa, HaTPilo IIUTpaT, MarHio
cTeapart, KPOCIOBIfIOH;

cknap nokputts: Opadry poxesuii 03B 24082 (rinpomerno3a, Tutany giokcup (E 171), makporon 400,
3amiza okcup yepBouui (E 172)).

JIikapcbka ¢opma. TabneTKy, BKPUTI 000JI0HKOIO.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

10 mr: KpyTi, BKpUTi 000JI0HKOIO TabJIEeTKH Bif] CBiTIO-POKEBOTO [I0 POKEBOTO KOJILOPY 3 HAIIKCOM
«RT 2» 3 ogHOrO 60Ky Ta IJIOCKI - 3 iHIIIOTO;

20 Mr: Kpyri, BKpUTi 060710HKOI0 TabJIeTKH Bifl CBiTJIO-POKEBOTO 0 POXKEBOT0 KOJIHOPY 3 HAIIMCOM
«RT 3» 3 ogHOT0 0OKY Ta IJIOCKI - 3 iHIIOTO.

dapMmakoTepaneBTHYHA rpymna. ['inoninmigemiuni 3acobu. IaribiTopu 'MI-KoA-penyKTa3u.

Kom ATX C10A AOQ7.

dPapmakono2iuHi e1acmueocmi.

Po3yBacTaTuH — 1le CeJIeKTUBHUM Ta KOHKYypeHTHUH iHribiTop I'MI-K0oA-penykTasu, GepMeHTy, 1110
BHM3HaA4Ya€ MIBUIKICTh peakliil Ta epeTBOPIOE 3-TiIPOKCHU-3-MeTUNTIIyTapua KopepMeHT A Ha
MeBaJIOHAT, IIOTIePegHUK XojiecTeprHy. OCHOBHMM MiclleM il po3yBacTaTUHY € IeYiHKa - OpraH-



MiIlleHb OJId SMEHIIEeHHA piBHH XOJIECTEPUHY.

Po3yBacTaTuH 30i1bIIy€e KiTbKICTh PELIETITOPIB JinonpoTeiniB HU3bKOI1 minbHOCTI (JITTHII) Ha
MTOBEPXHi K/IITUH MEeYiHKH, ITOCUTIOIYHY 3aX0IjIeHHs Ta KaTabomni3dm JITTHII, Ta mpuraiuye
MIeYiHKOBUY CUHTE3 JIMONPOTEIHIB JyKe HU3bKOI1 minbHOCTI (JITITHIII), TakKuM 4YMHOM 3MEHIIYIOYU
3arasibHy KinbKicTh yacTuHOK JITT[THII Tta JITTHIILI.

dapmakoOuHamika.

Po3yBacTaTuH 3HUXKY€E MiABUIIEHNH PiBEHb X0IECTEPUHY JINIONPOTEIHIB HU3BKOI IIiTBHOCTI
(XC-JITTHIL), 3aranpHOTO X0NecTepuny Ta Tpurninepunis (IT) i migBumye piBHI X0IeCcTepUHY
sinonpoTeiHiB BUCOKOI minbHOCTI (XC-JITIBII). Bin Takoxk 3MeHInye piBHi anoB, XC-ueJITIBII],
XC-JITIOHII, TT-JITIOHII Ta migBuiitye piBeHs anoA-I (tabmuig 1). [TpemapaT TakKoXK 3MeHIIIYE

cuiBBimHomenHs XC-JITTHII/XC-JITIBII, 3aranprHoro XC/XC-JITIBII, XC-ueJITIBII/XC-JITIBII Ta
amnoB/amoA-I.

Tabmus 1
Bigmosigk Ha mO3Y y MALi€HTIB i3 IePBUHHOIO rinepxojiecTepuHeMmieto Tuny Ila ta IIb

(BimKOpuroBaHa CepemHs BiICOTKOBa 3MiHa MOPiBHSIHO 3 BUXITHUM PiBHEM)

TTo3a N XC-JITTHIBaranpaun|XC-JITIBITT XC-ueJIlIBIl|lamoB QImoA-I
XC

[Tname6o |13 -7 -5 3 -3 -7 -3 0

5 17 -45 -33 13 -35 -44 -38 4

10 17 -52 -36 14 -10 -48 -4.2 4

20 17 -55 -40 8 -23 -51 -46 5

40 18 -63 -46 10 -28 -60 -54 0

TepaneBTU4YHUY e(PeKT HOCATAETHCS MIPOTATOM 1 THKHS MiCJIA I0YaTKy 3aCTOCYBaHHS IIpenapary,
90 % makcuManbHOTO e(PeKTy - yepes 2 THUKHi. MakcuManbHuX e(eKT 3a3BUYall OCATAETHCS Yepes
4 TUXHI Ta TPUBA€E Hagami.

®dapmakokiHemuka.
BemokmyeaHHA

MakcruMasbHa KOHIIEHTPAllis po3yBacTaTHUHY Yy mia3Mi KpoBi (C,,,) mocsaraeTbcs MpubIu3HO Yyepes b
TOJMH IIiCJIs IepopPajIbHOTO 3aCTOCyBaHHS. AGCOI0THA 6i0JOCTYIIHICTh CTAaHOBUTD MpuOMu3Ho 20 %.



Po3noodin

Po3yBacTaTvH 3HaYHHM YMHOM 3aXOIJIIOETHCS MTEYiHKOIO, SKa € OCHOBHUM MiCIIEM CUHTE3Y
xonectepuny Ta Kiipency XC-JIITHIII. O6’em po3nofginy po3yBacTaTUHY CTAHOBUTH NpubIu3Ho 134 1.
Bnu3pko 90 % po3yBacTaTUHY 3B’SI3YETHCS 3 GiTKaMu I7Ta3MHU KPOBi, IepeBazkHO 3 albOyMiHOM.

MeTa001i3M

Po3yBacTaTHH 3a3Ha€ HE3HAYHOr 0 MeTa0o0s1i3my (mpudiu3xo 10 %).
Pe3ynbTaTH O0CIigKeHb MeTa0o01i3My in-vitro i3 BUKOpUCTaHHAM
renaToIMTiB JTIOMUHHU CBiTUaTh, 10 PO3yBaCTaTHH € CJIA0OKHUM CyOCTpaTOM [IJIs1
MeTa0d0/1i3My Ha oCHOBi ¢pepMeHTiIB muTOXpoMy P450. OCHOBHUM 3aJisTHUM
izopepmenTom € CYP2CY9, nemo meHiny pojisb Bigirpaworts 2C19, 3A4 ta 2D6.
OCHOBHMMH BH3HAUYE€HHUMH MeTab0o1iTaMu € N-TeCMeTH/IOBHH Ta JTAKTOHOBHH
MeTa001iTH. N-TecMeTHI-MeTa0oIiT mpuo/Iu3HOo Ha 50 % MeHII aKTUBHHH,
Hi’K po3yBaCTaTHH, TAKTOHOBHH MeTa00JIiT BBA2KA€THCsI KITIiHIYHO
HeakTUBHHM. Ha po3yBacTraTuH npunajgae oinbme 90 % akTHBHOCTI
IMUPKYII010490ro iHriditopa I'MI'- KoA-pegyKTa3u.

BuBeneHHs

[Tpu6nu3no 90 % mo3u po3yBacTaTUHY BUBOAUTHCS Y HE3MiHEHOMY CTaHi 3 pekasiamMu (BKI0Ya0un
abcopOoBauuil Ta HeabcopboBaHUM PO3yBacTaTHH). [HIla YacTHA BUBOOUTLCA i3 cedelo. Ilepiof
HaITiBBUBEIEHHS 3 IJIa3MHU CTAHOBUTH Mpubau3no 19 roguH. [lepion HamiBBUBeNeHHS He 3MiHIOEThCS
npu 30inbenHi fo3u. CepenHili reOMeTPUYHUN KITipeHC CTaHOBUTD mpubau3Ho 50 ni/ron (KoedilieHT
Bapiarii 21,7 %). 4k i y Bunapaky inmux inri6iTopis IMI-KoA-penyKTa3uy, y mpoleci Ie4iHKOBOTO
3axOIIJIEHHST po3yBacTaTUHy 6epe y4acTh TePEeHOCHUK XOJIECTEPUHY, IKUU BUKOHYE BaXKJIUBY PONb Y
IIEeYiHKOBIN eJliMiHallil po3yBacTaTUHY.

JIinivHiCcTH

CucTteMHa eKCIO3HIlis PO3yBaCTaTUHY 30iIbIIyETHCS IPOIOPIIiHHO 0o3i. [Ipu mpuiiomi IeKinbKox
no00BuX M03 hapMaKOKiHETHUYHI TapaMeTpu He 3MiHIOIOThCS.

Oco61uBi monynsnii XBopux
Bik ma cmamb
BipcyTHil kniHiYHO 3HAYYLIXY BIJIUB BiKy Ta CTaTi Ha papMaKOKiHETUKY PO3yBaCTaTHUHY Y JOPOCIIHX.

®apMaKOKiHeTHKa PO3yBacTaTUHY Y AiTel i3 TeTepO3UTr0THOI CIMEUHO0 TinepxoaecTepuHeMie
nomiOHa 0o (hapMaKOKiHETUKH Y HOPOCIHX H0OPOBOJIBIIB (IUB. PO3MINT «IiTH»).

EmHiyHi epynu

HocnipgxeHHS (papMaKOKiHETUKY BUSBUIY, 1110 ¥ MAlliEHTiB MOHTOJIOIAHOL pacH (SIMOHIIB, KUTAUIIIB,
Gbininmiuiie, B'eTHaMINB Ta KopeidiliB) MemianHi 3HauenHss AUC ta C,,, mpuONIu3HO BOBiYi BHUIII, HiX Y
€BPOTIENIIB; y iHAiNLiB MenianHi 3HaueHHs AUC Ta C,,,, migBuieHi npu6nusHo B 1,3 pa3a. AHani3
NONMyNALiNHOL (hapMaKOKiHEeTHKY He BUSIBUB KIIIHIYHO 3HAYYIIO] Pi3HULI MiX NallieHTaMu
€BPOIIEOITHO] Ta HETPOIAHOI pac.



XBOpi 3 HUPKOBOIO HEIOCTATHICTIO

Y narieHTiB 3 TerkuMu abo IOMipHUMHY IOPYIIEHHSAME QYHKIl HUPOK PiBeHb KOHIIEHTpallil
po3yBacTaTuHy Ta N-gucMeTusy y mjaa3Mi iCTOTHO He 3MIiHIOETHCS. Y MALi€HTIB 3 TIXKKO0K HUPKOBOIO
He[OCTaTHICTIO (KJipeHC KpeaTuHiHy < 30 MJI/XB) KOHLIEHTpAallisl po3yBacTaTUHY y Ifla3Mi y 3 pa3u
BHUIIA, a KOHIIeHTPalis N-mucMeTuny y 9 pasiB Bullla, HiX y 370poBUX 00OPOBOBIIB. KoHIIEHTpallis
pO3yBaCTaTHHY Vy IJIa3Mi KPOBi NALi€HTIB, sIKi mepeOyBaloTh Ha reMofianisi, 6yna npubausno Ha 50 %
BUIIOI0, HiXK y 3[I0POBUX 0OPOBOJIBIIIB.

XBOpi 3 Ne4iHKOBOIO HEOCTATHICTIO

Cepen XBOpUX i3 pi3HUM CTYIIEHEM IEYiHKOBOI HEJOCTAaTHOCTI HE BUSBIIEHO 30iIbIIEHHS MTepPiony
HalliBBMBE[IEHHS PO3yBaCTaTHHY Yy MallieHTiB 3 6asoM 7 Ta HUXK4Ye 3a mKkasnowo Yainga-I1'10. OgHak y
IBOX TallieHTiB 3 6anamu 8 Ta 9 3a mKkasnow Yaunma-I1'to criocTepiranocs MogoBKEHHS mepiony
HalliBBUBE[IeHHS 1[OHaMeHIIe yaBidi. [JoCBif 3acTOCYyBaHHS PO3yBaCTaTUHY IallieHTaMu 3 0asoM
Bulle 9 3a mkasnow Yaunpa-I1'1o BigCyTHIH.

I'enemuyHull noaimopiam

[uribiTopu I'MI'-KoA-penyKTa3u, BK/II04Ual0YX PO3YBACTAaTHH, 3B’SI3YI0ThCS 3 TPAHCIOPTHUMU OinKaMu
OATP1B1 ta BCRP. Y marienTiB i3 momimopdizmom renis SLCO1B1 (OATP1B1) Ta/abo ABCG2 (BCRP)
icuye pusuk nigsuieHol AUC posyBactaTuny. [Ipu okpemux popmax nomimopdismy SLCO1B1
€.521CC ta ABCG2 c.421AA AUC po3syBacTaTuHy mifBuUllleHa OPiBHAHO 3 reHoTunamu SLCO1B1
¢.521TT a6o ABCG2 c.421CC. CneuianbHe TeHOTUIIYBAHHS Y KJTiHIUHIN ITpaKTUlli He epen0adyeHe,
ase TallieHTaM i3 TaKuUM m0y1iMop¢i3MOM PeKOMEHAYETLCS 3aCTOCOBYBATH MEHIIy J0O0BY HO3Yy
npemnapaty Po3saTop.

Himu

IaHi gBOX (hapMaKOKiHETHYHUX OOCIiXKEHb OO0 PO3yBaCTATUHY V AiTEH i3 TeTePO3UTOTHOIO
ciMmeliHO10 rinepxosectepunemiero BikoM Big 10 mo 17 pokis cBiguats, w0 AUC npenaparty y gitei
noni6Ha no AUC y mopocnux malfieHTiB abo HUK4Ya. 3HaYHUX BigXUJIeHb IIPOIOPIIiiHO f03aM He
OYIKYETHCA.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.
JlixysaHHA 2inepxosecmepuHemil

IopocnuM, miamiTKaM Ta AiTsaM BikoM Bif 10 poKiB i3 MepBUHHOIO TinepxojectepuneMieio (tTumy Ila, B
TOMY YHCJIi i3 TeTepO3UT0THOIO CiMEHOI0 TinepxonecTepruHeMieto) abo 3MillIaHO0 AUCimifeMie0
(Tuny IIb) K HOIOBHEHHS [0 AIETH, KOIU NOTPUMAHHS Ji€TU Ta 3aCTOCYBaHHS iHIINUX
HeMeJUKaMeHTO3HUX 3ac00iB (Hanpukiaf, Gi3uyHUX BIIPaB, 3HUKEHHS MaCH Tijla) HEJIOCTATHE.

[Tpu rOMO3UTOTHIY CiMelHil rimepxosecTepuHeMil SIK JOIIOBHEHHS [0 OIETH Ta iHIIUX
Tnigo3HKUKYIOYXX 3ac00iB MikyBaHHS (Hanpukiapn, apepe3y JITTHII) abo y BunagKax, KOIu Take
JIIKyBaHHSI HEJJOPEYHE.

IIpoghinakmuka cepuego-cyOuUHHUX NOPYWEHb



3amobiraHHs 3HaYHUM CEPIIEBO-CYOIUHHUM IOPYIIEHHSM Y MalliEHTiB, SKUM, 3a OLIiIHKaMU, 3aTPOXKYE
BHCOKH PU3UK IIEPIIOT0 BUIAMKy CEPLIEBO-CYIUHHOTO MTOPYILIEHHS, K TOMOBHEHHS OO0 KOPEKIIii
iHIMX (PaKTOPiB PU3UKY.

IIpomunoka3aHHs.
- [TinBuIleHa YyTIUBICTh IO PO3yBacTaTHHY ab0 MO MOTIOMiKHUX PEYOBHUH Yy CKJafi Ipemnapary.

- 3axBOpIOBaHHS MEYiHKY B aKTUBHIN (pa3i, y TOMy YUCIIi IPHU CTIMKOMY IiABUIIEHH] PiBHSA
CHPOBATKOBHUX TPaHCaMiHa3 HEBiMOMOI eTioJoril, a TaKOX IIpH MMiBUINIEHH] PiBHS CHPOBAaTKOBUX
TpaHCaMiHa3, 1[0 IePeBUIye BePXHI0 Mexky HopMu (BMH) 6inbuI HixXK y 3 pa3u.

- Tsaxki mopymeHHs GYHKIIIl HUPOK (KJTipeHC KpeaTHHiHy < 30 MJI/XB).
- Miomaris.
- OpHOYaCHe 3aCTOCYBaHHS [IUKJIOCIIOPUHY.

- Y nepiop BaritTHOCTi ab0 romyBaHHS IPYAMI0, @ TAKOXK XKiHKaM PelpPORYKTUBHOTO BiKy, SKi He
3aCTOCOBYIOTH BifIIOBifIHI 3ac00M KOHTpAIEImIIil.

Io3a 40 Mr mpoTHIIOKa3aHa IallieHTaM 3i CXUJIbHICTIO 10 MiomaTii/pabmomioniay.

o dbakTOpiB TAKOr0 pU3UKY HaIE€XKaTh:

- IOMipHe MOpyIIeHHs (YHKIIil HUPOK (KJipeHC KpeaTHHiHY < 60 M/XB);

- TinoTHUPEO3;

- HasIBHICTh B 0co6KuCTOMYy a60 POOUHHOMY aHaMHe3i CIlafKOBUX 3aXBOPIOBAHb M'SI3iB;

- HasIBHICTh B aHaMHe3i BUTIAIKiB M’s1I30BOI TOKCUYHOCTI IIPU 3aCTOCYBaHHi iHIMMX iHTi6iTOPIB
'MT-KoA-penykTa3u abo ¢ibparis;

- 3JI0OBXMBAHHS alIKOTOJIEM;
- CHTYyallil, 1110 MOXKYTh IIPU3BECTH [0 MigBUILIEHHS KOHIIEHTPallil Tpenapary y Ijia3Mi KpoBi;
- HaJIeXKHICTh 10 MOHTOJIOITHOI Pacy;

- CYIIyTHE 3acTOCyBaHHS (piOpaTis.

B3aemodia 3 iHwumu aikapcokumu 3acobamu ma iHwi eudu e3aemoditl.
Bnaue cynymHix npenapamise Ha po3ysacmamuH

IHeibimopu mpaHcnopmHux 6iskie. Po3yBacTaTuH € cy6CTPaTOM [jIsl TEBHUX TPAHCIOPTHUX OiNKiB,
BKmodatour OATP1B1, mo 3abe3meuye meviHKOBUM TPAHCIIOPT, Ta ediiokcHOro mepeHocHuka BCRP.
OpHOYacHe BBEJIEHHST pO3yBACTATHHY 3 JTiKapChKUMU 3aco0aMu - iHTiGiTopaMu IIUX TPAHCIIOPTHUX
OiNKiB MOXKe CIIPUYMHUTH IMiABUIIEHHS KOHIIEHTPAIlil pO3yBaCTaTUHY y IIa3Mi KPOBi Ta 30ibIIeHHS



pu3uKy Mionartii (muB. po3ainu «Cmocib 3acTocyBaHHS Ta K03u», «OCOOIMBOCTI 3aCTOCYBaHHI»,
«B3aemogis 3 iHIIUMY JTiIKapCLKUMHK 3aco0aMu Ta iHIN BUOM B3aEMOMiN», TaOIHINO 2).

LukaocnopuH

Y nepiopg CynyTHLOTO 3aCTOCYBaHHS PO3yBaCTaTUHY Ta LUUKJIOCIOPUHY 3HaYeHHA AUC po3yBacTaTuny
Oynu B cepeIHbOMY NIPUOIM3HO y 7 pa3iB BUIIMMHU, HiXK Ti, SKi CIIOCTepiraaucs y 30POBUX
no6poBosbLiB (AuB. Tabnuiio 2). Po3BaTop MPOTUIIOKAa3aHUi MallieHTaM, sIKi OMHOYaCHO OTPUMYIOTh
IIUKJIOCTIOPHH (OUB. Po3ain «[IpoTuUoKa3aHHS»).

CymyTHE 3aCTOCYBaHHS He BIIJIMBAJIO Ha KOHIIEHTPAI[iI0 IXKJIOCIIOPHUHY B I1JIa3Mi KPOBI.
IHeibimopu npomeasu

Xoya TOYHMI MeXaHi3M B3a€MOJil HeBiOMMH, OMHOYACHE 3aCTOCYBaHHS iHTi0iTOPIB MpoTEea3u MoxKe
3HauHo 30inburyBatu AUC po3yBacTaTtuny (muB. Tabmuilio 2). Hampukiap, 3rifHO JaHWX JOCTiIXKEeHHS
(bapMakoKiHETUKY OOHOYACHe 3acToCcyBaHHS 10 MI po3yBacTaTHHY Ta KOMOiHOBAHOTO JTiKapCHKOT'0
3aco0y, 1o mictuB nBa iHribiTopu mpoteasu (300 Mr aTazaHaBipy/100 Mr puToHaBipy), Y 30OPOBUX
no6poBobLiB cynpoBoaxKyBasocs migsuineHHsIM AUC ta C,,,, po3yBacTaTuHy mpuOnu3Ho B 3 Ta 7
pa3siB BigmoBigHO. OmHOYACHEe 3aCTOCyBaHHS npenapaTy Po3BaTop Ta meskux KoMmOiHallii iHribiTopis
IIPOTea3u MOXKJIMBE IiCTIs peTeNlbHOro 00MipKyBaHHS KOPEKIIil 103U IpemnapaTy Po3BaTop, BUXOOSUM
3 ouikyBaHOT0 3pocTaHHsa AUC po3yBacTaTuHY (IUB. po3hinu «B3aemofis 3 iHIIMUMY TiKapChbKUMHI
3acob6aMu Ta iHIIi BUOM B3aeMofili» «OcoOnMMBOCTI 3acTOCyBaHHA», «C1oci0 3aCTOCyBaHHS Ta [03U»,
TabIuIo 2).

I'em@ibpo3us ma iHwi ainido3Hudcy0Ui 3acobu

OpHoYacHe 3aCTOCYyBaHHS PO3yBacTaTHHY Ta reMdibpo3uny npusBoauio ao 3poctands AUC Ta C,,,
po3yBacTaTUHY B 2 pa3u (OuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Buxopsguu 3 maHUX ClelliaTbHUAX OOCTigXKeHb, (apMaKOKiHETUYHO 3HAYYI0l B3aEMOil 3
beHodiObpaToM He 0YiKyETHCS, OMHAK MOXKJIMBa (papMaKoguHaMiyHa B3aemopis. ['em¢pibpo3ur,
dbenodibpar, iumi pibpatu Ta nimigo3nuxKy4i mo3u (> abo piexi 1 r/noby) HiauKuHY (HIKOTMHOBOI
KMCJIOTH) 30iMbIIYIOTh PU3UK MiolaTil TP CYyNyTHBOMY 3aCTOCyBaHHI 3 iHribiTopamu I'MI'-KoA,
MIMOBIpHO, 3@ paxyHOK TOr0, 10 BOHK MOXKYTh CIIPUUYUHATH MioIlaTiio, KOIH IX 3aCTOCOBYIOTH OKPEMO.
Io3a po3yBactatuny 40 MTr poTUIIOKa3aHa IPH CYyIIyTHLOMY 3aCTOCyBaHHi (pibpaTiB (IUB. po3ainu
«[Iporumnoka3anHsa» Ta «OCOOMMBOCTI 3aCTOCYBaHHS»). TaKUM IMallieHTaM TaKOXK CJIifi TOYMHATH
Tepariio 3 J03U 5 MT.

E3zemumib

OpHoYacHe 3aCTOCYBaHHS po3yBacTaTuHY B 03i 10 Mr Ta e3etumibOy 10 Mr marieHTam i3
rinepxonectepuHeMieo npusBoauno no 3pocranus AUC posysactaTtusy B 1,2 pa3a (gus.

tabnuirio 2). He MoXHa BUK/TIOUATH (hapMaKOogWHaAMIYHOI B3a€MOii MixK mpemapaToM Po3BaTop Ta
e3eTuMiboM, 110 MOXKe MPU3BECTH 00 HebaxKaHUX SBUII (OUB. Po3ain «OcoOIMBOCTI 3aCTOCYBaHHSI »).

AHmayudHi npenapamu

OpHOYaCHe 3aCTOCYBaHHS PO3yBaCTAaTUHY i3 CYyCIEeH3iIMU aHTAUU[IB, 110 MICTATh TIPOKCUL
asmoMiHi0 ab0 MarHio, 3HUKYBAJIO KOHI[EHTPAIiI0 pO3yBaCTaTUHY B IJIa3Mi KpPOBi TpuOIU3HO Ha
50 %. Lle#t edekT O6yB MeHIII BUpaxKeHU y pa3i 3aCTOCyBaHHS aHTalMOHUX 3ac00iB yepe3 2 TOOUHU
nicyis po3yBacTaTyHy. KimiHiuHa 3HAUYLIiCTS Li€l B3a€MOil He BUBYAsacs.



EpumpomiyuH

OpHOYaCHe 3aCTOCYBaHHS pO3yBaCTaTUHY Ta ePUTPOMINMHY 3HKUXKYBaso AUC po3yBacTaTuHy Ha
20 %, a C,,, - Ha 30 %. Lig B3aeMopisi MoxKe OyTH CIIpUUYNHEHA ITOCUIEHOI0 ITEPUCTATbTUKOI0
KUIIEYHUKY BHACIIIOOK [il ePUTPOMIIIUHY .

@®epmenmu yumoxpomy P450

PesynbraTu OOCTifXKeHS in Vitro Ta in vivo CBimg4arTh, 10 PO3yBacTaTUH He iHTiIOyeE i HE CTUMYITIOE
izopepmenTu nuToxpomy P450. OKpiM 110T0, pO3yBaCTAaTUH € CITaOKUM CyOCTPaTOM ITUX
i3opepmenTiB. TakuM YHMHOM, B3a€MOZII 3 JTiKAPChKAMHU 3aco0aMu B Pe3ybTaTi MeTabomi3my,
onocepenkoBanoro P450, He ouikyeTbcs. He croctepiranocs KiaiHIYHO 3HAYYIIUX B3aEMOZIN MixK
po3yBacTaTuHOM Ta (prykoHa3omnoM (iuriditopom CYP2C9 ta CYP3A4) ab0 KETOKOHA30JI0M
(inri6iTopom CYP2A6 Ta CYP3A4).

B3aemo0ii, u,o sumazaroms Kopekuii 003u po3ysacmamuHy

[Tpu HEoOXimHOCTI 3aCTOCYyBaHHS IpenapaTry Po3BaTop 3 iHIIMMU JTiKapChbKUMU 3ac00aMu, 30aTHUMU
nigsumyBatu AUC po3yBacTaTuHy, 003y IpenapaTy Po3BaTop mOTPiOHO CKOPUTyBaTH. AKIIO
ouikyeTncs, 1m0 AUC mpemapaTy 3pocTe nmpubnau3Ho y 2 abo 6inbIre pasiB, 3aCTOCYBaHHS
PO3yBacTaTHUHY CJIifl MOYMHATH 3 103U 5 MT 1 pa3 Ha mo0y. MakcumasnbHy 1060BY D03y
PO3yBacTaTHUHY CJIifl CKOPUTYBATH TaKUM YMHOM, 11106 ouikyBaHa AUC po3yBacTaTUHY He
nepesumiyBaia AUC, 110 Bif3Haya€eThCs pu npuiiomi go3u 40 Mr/no0y 6e3 3aCToCyBaHHS JIiKapChKUX
3aco06iB, 110 B3aEMO[IiIOTH i3 ITpernapaToM; HallpUKJIaf, IPYU 3aCTOCyBaHHI 3 TeM¢piOpo3umom
po3yBacTtaTtuny craHoBuTuMe 20 Mr (36inpmenHss AUC B 1,9 pa3a), mpu 3aCTOCYBaHHi i3 KoMbiHallieto
puToHaBip/aTa3aHaBip - 10 mr (36inbmeHHs B 3,1 pa3a).

Tabnuus 2
Bnnus cynyTHiX nikapcekux 3aco6iB Ha AUC po3yBacTaTUHY
(AUC; y nopsimKy 3MeHILIeHHS BeJINYUHN)
PexuM mo3yBaHHS JIiKapChbKOT0 3ac00y, 110 PexuMm mo3yBaHHS 3mina AUC
B3aEMO[i€ po3yBacTaTUHY po3yBacTaTuny*
[luknocmopuH: Bifg 75 Mr 2 pa3u Ha 700y [0 10 mr 1 pa3 Ha goby, 10 7,1 paza 1
200 mr 2 pa3u Ha 00y, 6 MicsIIiB IHIiB
Atazanasip: 300 mr/putonasip 100 mr 1 pas#a 10 mr, pa3oBa go3a 3,1 pasa 1
noOy, 8 mHiB
Cumenpusip: 150 mr 1 pa3 Ha go0y, 7 OHIB 10 Mr, pa3oBa fo3a 2,8 pasa 1
Jlominagip: 400 mr/putoHnaBip 100 mr 2 pasu Ha 20 Mr 1 pa3 Ha go0y, 2,1 pasa 1
no6y, 17 muiB 7 OHiB
Knonigorpenb: mo3a HaBaHTaxKeHHS - 300 MmT, 20 Mr, pa3oBa f03a 2pasa 1
nofasnbiia go3a - 75 Mr 1 pa3 Ha 0oy
Temdibpo3un: 600 mMr 2 pa3u Ha 0oy, 7 [HIB 80 mr, pa3oBa mo3a 1,9paza 1
Entpomb6omar: 75 mr 1 pa3 Ha go0y, 5 oHiB 10 mr, pa3oBa go3a 1,6 paza 1
Hapyuasip 600 mr/putonasip 100 mr 2 pasu Ha 10 mr 1 pa3s Ha mo0y, 1,5paza 1
noOy, 7 mHiB 7 OHiB
Tunpanasip 500 mr /putonasip 200 mr 2 pa3u Ha 10 Mr, pa3oBa go3a 1,4paza 1
no6y, 11 guiB
IOponenapon: 400 Mr 2 pa3u Ha 00y [aHi BifCyTHI 1,4paza 1
ITpakona3zos: 200 mr 1 pa3 Ha moby, 5 gHiB 10 Mr, pa3oBa fo3a 1,4 paza** 1
E3erumi6: 10 mr 1 pa3 Ha mo6y, 14 gHiB 10 mr 1 pa3 Ha mo0y, 1,2 paza** 1

14 nuiB



®o3zammpenasip 700 mr/putorasip 100 mr 2 pasu 10 Mmr, pa3oBa f03a o

Ha go0y, 8 oHiB

Anermitasap: 0,3 mr, 7 OHiB 40 mr, 7 nHiB o
Cunimapus: 140 mr 3 pa3u Ha 0o0y, 5 [HIB 10 mr, pa3oBa m03a o
®enodibpat: 67 mMr 3 pa3u Ha fo0y, 7 OHIB 10 mr, 7 gHiB ©
Pucdammnin: 450 mr 1 pa3 Ha moby, 7 gHiB 20 mr, pa3oBa f03a o
Ketokona3zon: 200 mr 2 pa3u Ha 100y, 7 OHIiB 80 Mr, pa3oBa go3a o
®nykonaszomn: 200 mr 1 pa3 Ha moby, 11 gHiB 80 Mr, pa3oBa go3a o
Eputpowmitus: 500 mr 4 pa3u Ha 1o0y, 7 OHIB 80 mr, pa3oBa f03a 20% 1
Batikanin: 50 Mr 3 pa3u Ha go0y, 14 nHiB 20 Mr, pa3oBa go3a 47 % |

* [laHi, IpercTaBieHi K 3MiHa B X pasiB, ABIAITL COO0I0 CIIIBBiTHOIIEHHS MiX 3aCTOCYBaHHIM PO3yBacTaTUHY
y koMmbiHaIrii Ta okpemo. [laHi, mpeacTaBieHi y BUTISAl % 3MiHu, IBITIOTh C06010 % Pi3HUITO BiTHOCHO
[I0Ka3HUKIB IIPU 3aCTOCYBaHHI PO3yBacCTaTUHY OKPEMO.

306iIpIIeHHS ITI03HAYEeHO 3HAaYKOM T, BiICYTHICTb 3MiH -, 3MEHINIEHHT | .

** ByI10 IpoBeeH0 KibKa OOCIigKeHb B3a€MOIil IIPHU Pi3HUX M03aX PO3yBaCTATUHY, B TAONHUIIi TOIAHO
Ha#OiIbII 3HAYYIIE CIIBBiIHOIIEHHS.

Bnaue po3ysacmamuHy Ha CynymHi Aikapcuki 3acobu
AnmaeoHicmu simamiHy K

4k i mopo inmux inriditopis I'MI'-KoA-penykTa3u, Ha IMoYaTKy 3aCTOCYyBaHHS Ipenaparty Po3BaTop
abo mpu MigBHINEHHI WOT0 NO3HU y MalIliEHTIiB, SKi OHHOYACHO 3aCTOCOBYIOTh aHTArOHICTH BiTaMiHy K
(Hampukian, BapdapuH a0o iHIMIKWE KYMapUHOBUM aHTUKOATYJISIHT), MOXKJIMBE IiIBUIEHHS
MiXHapogHOro HopMaJi3oBaHoro criBBigHomeHHs (MHC). IlpunuHeHHS 3aCTOCYBaHHS Ipemnapary
Po3BaTop a0 3MeHIIIeHHS H0Tr0 031 MOXKe IIPu3BecTH mo 3HuxKeHHsd MHC. V Takux BUMTagKax
OaxkaHWH HalexXHUW MoHiTOpuHT MHC.

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

OpHoyYacHe 3aCTOCYBaHHSA IIpenapaTy Po3BaTop Ta IepopajbHUX KOHTPALEeNTUBIB MPU3BOAUIIO [0
nigsuinenss AUC eTuHinecTpaaiony Ta Hoprectpeny Ha 26 % ta 34 % BianoBigHo. Take MigBUILIEHHS
TI71Ta3MOBHUX PiBHIB KPOBI CITiJy BpaxoByBaTH MpH MigOopi 03U mepopaabHUX KOHTPAIENTUBIB. JJaHux
mono0 (hapMaKOKiHETUKHY IIPenapaTiB y MallieHTiB, SKi OMHOYaCHO 3aCTOCOBYIOTh PO3yBaCTAaTHH Ta
['3T, HeMae, TOMy He MOXKHa BUK/IIOUATH MoAi0HOT0 edekTy. OgHaK KoMOiHallis MIIMPOKO
3aCTOCOBYBaIacs XiHKaM Y paMKax KITiHIYHUX [OCHiIXKeHb i mepeHocunacs moope.

THwi nikapcvki 3acobu
Huz2oKkcuH

3a MaHUMHU CIielliaJIbHUX JOCIIiKeHb B3a€MOil KITiHIiYHO 3HAUYIN0]l B3a€MOZIl i3 IUTOKCUHOM He
OYiKYETHCA.

Jloninasip/pumoHasip. Y ¢papMaKoIOTiYyHOMY [OCTIgXKEeHHi CYyIIyTHE 3aCTOCYBaHHS PO3yBaCTaTHHY Ta
KOMOiHOBaHOTO IIpemnapary, 1[0 MiCTUB fiBa iHTibiTopu npoTea3u (nomiHasip 400 Mr/puTOoHaBip

100 mr), y 3mopoBuxX 0OOPOBOJIBIIIB aCollil0BaIOCs 3 TPHUOIN3HO ABOPA30BUM Ta I’ ITUPA30BUM
30inbIIEHHSAM NTOKa3HUKIB piBHOBaxKHOT0 AUC, 4, Ta C,., A7 PO3yBacTaTHHY BiANOBigHO. B3aemopito
MiX po3yBacTaTMHOM Ta iHIIKMHU iHTiOiTOpamMu IpoTea3r He BUBYAIIU.

dy3udosa Kucsioma



Pu3KK pO3BUTKY MiomaTii, BKI04aouu pabmomionis, Moxe OyTH MigBUIIEHUN ITPU OTHOYACHOMY
CHCTEMHOMY 3aCTOCYBaHHi ()y3UI0BOI KUCIIOTH 3i cTaTMHAMU. MexaHi3M 1€l B3aeMofil
(bapmakoguHaMiuHui, PapMakoKiHeTUUHHUHN a00 IK apMaKOOMHAMIUHNM, TaK i
dbapMaKOKiHeTUYHUN) [OoCi HeBimoMuil. Bynu moBigoMieHHs Ipo pabmoMioni3 (BK/II04alo4Yy PifKicHi
JleTanbHi BUNA[KK) V TALli€HTIB, SIKi 3aCTOCOBYIOTH 1110 KOMOiHalliio.

fAKI10 cCcTeMHe 3aCTOCYBaHHS Qy3UI0BOI KMCIOTU HeoOXigHe, TiKyBaHHS pO3yBacTaTUHOM CIIif
IPUIIMHUTY Ha Iepiof 3aCTOCYyBaHHA (y3uUO0BOI KUCIOTH (AUB. Po3min «Ocob6nuBoCTi
3aCTOCYBAHHS»).

Himu

HocnimKeHHS B3aEMOIii TPOBOAUINCS NTHIlle V mopocnux. CTymiHb B3aeMOil y AiTel HeBiTOMUM.

Ocob 1ueocmi 3acmocyeaHHsi.

BniuB Ha HUPKH

[TpoTeinypis, BUsIBIEHa V Pe3yJ/IbTaTi aHali3y 3a TeCT-CMyKKaMHU Ta IlepeBakHO KaHabIIeBOTO
IIOXOXKEeHHs, CIIoCcTepiranaca y Maui€HTiB, Kl JIIKyBaJIUCS BUIUMU [03aMU PO3yBacTaTUHY, 30KpeMa
40 mr, i y GinbIrocTi BuMmagkiB 6yma TMMYacoBOi0 abo mepepuByacToro. [IpoTeinypis He Oyna
nIepeaBiCHUKOM rocTpoi abo mporpecyodoi XxBopobu HUPOK (OuB. po3nin «[Tobiuni peakuii»). YacToTa
TIOBimOMJIEHD ITPO CEPHO3Hi SBUINa 3 00Ky HUPOK Y IIOCTMapKeTUHTOBUX JOCTIiIXKEHHIX BUILA ITPU
3acTocyBaHHi fo3u 40 Mr. Y maIfi€HTiB, SKi IpuMMaloTh IIpenapart y fo3i 40 Mr, y npoueci
CIIOCTepekKeHHS CJIifi PETYISPHO NePeBipsATH QYHKIIII0 HUPOK.

BriuB Ha CKeJIETHY MYCKYJIaTypPy

YpaxeHHs CKeJIeTHOI MyCKy/IaTypH, HallPUKJIafd Miairis, Mionarisi, pigko - pabmomionis,
CIIOCTEpIranucs y MallieHTiB IIPX 3aCTOCYBaHHI yCiX M03 po3yBacTaTHHY, @ 0COOIMBO MIPX 403aX
6inpmie 20 mr. [Ipu 3acTocyBaHHi e3eTuMi0y y KoMbiHanii 3 iHridiTopamu 'MI-KoA-pengykra3u nyxe
PiAKO MOBiMOMIISINIK IIPO BUNAOKYM PO3BUTKY pabmomionidy. He MoxkHa BUKIIOYATU MOXKJIMBOCTI
dbapMakKoguHAMIYHOI B3aEMO{Iii, @ TOMY TaKy KOMOiHAIIif0 CJIii 3aCTOCOBYBaTH 3 00€PEKHICTIO.

4K i y BUunagKy 3actocyBaHH4 iHmux iHridiTopis I'MI'-KoA-penykTas3u, Bunagku pabgomionisy,
II0B’A3aHi 13 3aCTOCYBaHHSAM PO3yBacCTaTUHY, Y IOCTMapPKETUHIOBUY [1€PiOf TPAIJIAIUCS JacTille IPU
no3i 40 mr.

BusHaueHHAa pigHA kpeamuHpochokiHa3u (KPK)

PiBenb kpeatunkinasu (KK) He crig BUMipioBaTH Iicis 3HaYHUX (Hi3MYHUX HaBaHTaXXeHb abo 3a
HasBHOCTI MOXKJIMBUX aJIbTEPHATUBHUX MPUYKH MiABuileHHS KK, 110 MOXYTh YCK/IagHIOBATH
iHTepnpeTalito pe3ynbTaTiB. AKmo BuxigHi piBHiI KK 3Ha4HO mipBumeHi (>5 pasis Buie BMH),
IIPOTSATOM 5-7 OHIB He0OXiIHO 3pO0UTH TOBTOPHUI aHAaJi3, 1100 MiATBEPAUTH Pe3yIbTaTH. AKIIO0
pe3ynbTaTH TOBTOPHOTO aHasli3y MifTBePHAXKYIOTh, 10 BuxigHe 3HaueHHs KK Oinbie HiX y 5 pasiB
nepesuiye BHM, 3acTocyBaHH IIperiapaTy IOYWHATY HE CIIIf.

ITeped nikysaHHAM

Po3Barop, K i ixmi inribitopu 'MI-KoA-pemgykTasu, ciif 3 00epexkHiCcTio MpU3HaYaTH MallieHTaM i3



(dbakTOpaMu, 110 CIPUSIIKA PO3BUTKY MiomnaTil/pabgomionisy. o Takux GaKTOpiB HallekKaTh:
IOpyIIeHHs QYHKIIil HUPOK;
TinOTHUPEODS;

HasIBHICTH B iHmUBimyambHOMY ab0 ciMeliHOMY aHaMHe3i CIlafIkOBUX M SI30BUX
3aXBOPIOBaHb;

HasSBHICTh B aHAMHE31 MiOTOKCUYHOCTI, CIprurHeHol iHmuMu inriditopamu I'MI-KoA-
penykTrasu abo didpaTamu;

37I0BXKUBaHHS aJIKOr0JIeM;

BiK >70 pOKiB;

CHUTYyallil, 0 MOXKYTb IIPU3BECTH [0 MiABUIIEHHS PiBHA Ipenaparty y mia3Mi;
OOHOYACHe 3aCTOCyBaHHS ¢ibparis.

[Ipu Ipu3HayYeHHi IIpenapaTy TaKMM MallieHTaM CJIi[ PeTEeIbHO 3BaXKUTH CITiBBIAHOILLIEHHS PU3UKY,
3yMOBJIEHOTO TePAIi€lo, Ta MOKJIMBOL KOPUCTi; peKOMEHOBAHUU MOCTIMHUY KITiIHIYHUY MOHITOPUHT.
Y Bunagky 3HavyHoOro mipBumieHHs piBHA KK go mouaTtky Tepamnil (> 5XBMH) nikyBaHHS pO3MOYUHATH
He cJIif.

Y nepiod aikyeanHs

[MTamieHTaM HeoOXiIHO PaguTH HeralHO MOBIJOMIISTH JIiKaps y BHUIIQKaX IOSIBU HE3PO3yMisioro 00JIio
y M’si3ax, M’s130B01 cmabKocTi abo cymoM, 0COOMMBO SKILO TaKi SBUIA CYIPOBOIKYIOTHCS
He3TyXKaHHSAM abo raps4koio. Y Takux Bullafkax HeobOxigHa nepesipka piBHS KK. Tepamito ciin
CKacyBaTH Ipu 3HayHOMY migBuireHHi piBHg KK (> 5XBMH) a6o mpu BUCOKOMY CTYIEHI TSIXKKOCTI
CHUMIITOMIB 3 60Ky M’'43iB, 5IKi € IpUUNHOI0 AUCKOM)OpPTY (HaBiTh npu piBHI KK < 5XBMH). Iicnsa
YCYHEHHSI CUMIITOMIB Ta IoBepHeHHs BMIiCTy KK 10 MexX HOpMU MOXKHAa PO3TJISHYTUA MOXKJIUBICTD
BiIHOBJIEHHS Tepalil po3yBacTaTMHOM a00 ajbTepPHATUBHUMU IIpenapaTaMu - iHTibiTopamu
I'MI'-KoA-penyKTa3u y HalHMXKYil 1031 Ta 3a YMOBY HaJIe?KHOTO MOHITOPUHTY CTaHy Halli€HTa.
[TocTittaui MoHiTOPUHT piBHA KK IIpu BiACYTHOCTI CUMIITOMIB He MOTPiOHMI.

Iye pigKo MOBIgOMIISAIMN IIPO BUIIaAKY iIMyHOOIIOCEPEOKOBaHOl HeKpoTuuHO1 MionaTii (IOHM) mip
yac abo micns Teparii cTaTuHAMU, ¥ TOMY YKCTIi po3yBacTaTiHOM. Kniniunumu mposiBamu [OHM e
cnabKicTh MPOKCMMabHUX M SI3iB Ta migBuineHHs piBHA KK y cupoBaTiii KpoBi, 1110 36epiraerbcs
HaBITh MiC/IS IPUNUHEHHS 3aCTOCYBaHHS CTaTUHIB.

Y KJTiHIYHUX JOCHIXKEHHIX He 0yJI0 OTpMMaHO J0Ka3iB IiIBUILIEHOTO BIJINBY Ha CKEJIETHY
MYCKyJIaTypy V HEBEIUKOI KiTbKOCTI IallieHTiB, sIKi IpuiiManu po3yBacTaTUH Ta CYIyTHI IpenapaTH.
OpHak Big3Ha4€eHO MifiBUIIEHHS YaCTOTH BUIAMKiB MiO3UTIB Ta MiomarTil cepeq Malli€HTiB, IKi
oTpumyBanu inui inribitopu I'MI'-KoA-penykTasu pa3oM 3 noxigHuMU (HiOpPOEBOI KUCIIOTH, Y TOMY
yucyi reM}iObpo3uioM, UKIOCIIOPUHOM, ITperapaTaMy HiKOTUHOBOI KMCJIOTH, a30JIbHUMHU
IPOTUTprOKOBUMMU TIpenapaTaMH, iHribiTopamMu IpoTea3r Ta MaKpPOJIifHUMHU aHTUOI0TUKaMU.
FeMmdiOpo3un migBuIlye pu3rK MiomaTii Ipy 0AHOYACHOMY 3aCTOCYBaHHI pa3oM i3 IesIKuMU
inriitopamu I'MI'-KoA-penykTa3u. TakuM YMHOM, OHOYACHE 3aCTOCYBAHHS PO3YBACTAaTUHY Ta
reMmdibpo3uny He peKoMeHgoBaHe. KOpuCTh Bif BINIMBY Ha IOfasIbIlle 3HUKEHHS PiBHS JIMIAIB IpH
OJHOYaCHOMY IIpUiioMi po3yBacTaTHHY Ta (ibpaTiB abo HialluHy CIlif BceGiyHO 3BaXKyBaTH 3 OTJISAIY
Ha MOTEeHIIMHNYN PU3UK MonibHOro KoMOiHOBAHOTO 3aCTOCYBaHHS. [Ipr3HaYeHHS IpenapaTy y 0o3i



40 Mr npu ogHOYacHOMY IpuiioMi ¢ibpaTiB IpoTHUIIOKa3aHe.

PosyBacTaTus He CIIif 3aCTOCOBYBaTH OJHOYACHO 3 IIpernapaTaMu Ajisl CUCTEMHOI0 3aCTOCYBaHHS, 1110
MiCTSITh (DYy3UIOBY KUCIIOTY, Ta IPOTATOM 7 OHIB IIiCJIg IPUNMHEHHS 3aCTOCYBaHHS (Py3UI0BO1
KHUCIO0TH. [TarieHTaMm, ojist IKUX CUCTEMHe 3aCTOCYBaHHS (y3UI0BOI KUCTIOTH HeobOXigHe, CItif
IPUIMHUTY IPUMOM CTATHHIB Ha Ile¥ mepion. 3adikcoBaHo Bumagku paboomionisy (BKI0Yaoyu
pimKicHi meTanbHi BUMIQKK) V MALIEHTIB, SKi mpuiiManu Gy3ugoBy KMCIOTY B KoMOiHaIlril 3i
craTuHaMmu. [lalieHTaMm ciig HeraitHO 3BePHYTUCS IO JIiKaps, SKII0 BOHU ITOMidaloTh y cebe
cUMITOMY cabKocTi M's13iB abo Ipu nosiBi 000 y M'si3ax. Tepamio cTaTUHOM MOXKHA BiIHOBUTH
yepe3 7 OHIB IMiC/s MPUAOMY OCTaHHBOI 003U (Hy3UA0BOI KUCIIOTH. Y BUHATKOBUX BUMAOKAX, SKIIO
noTpibHe MPOJIOHTOBaHe CUCTEMHE 3aCTOCYBaHHS (y3UO0BOI KUCIOTH, HAPUKIIAM IJIs JTiKyBaHHS
TSKKUX iH(DeK1ii, HeoOXiAHICTh OQHOYACHOT0 3aCTOCYBAHHS PO3YBACTATUHY Ta Py3UO0BOI KUCIOTH
CJIifi meTalbHO PO3TJIAAaTi Y KOKHOMY KOHKPETHOMY BUIIQ[KY IIifi pETeIbHUM HarjasgfoM JIiKaps.

PosyBacTaTuH He CIIifi 3aCTOCOBYBATH Yy Tepallil IallieHTiB y pa3i CEpHO3HUX BUIIaKiB TOCTPOTO
CTaHy, XapaKTepPHOTO AiJis MiomaTii, abo cTaHy, 1[0 TPOBOKY€E PO3BUTOK HUPKOBOI HEOCTATHOCTI,
3yMOBJIeHO] paboMiosni3oM (HanpuKiaf, IPU CEINCKCi, apTepianbHil rinoTeH3il, TpoBefeHHi
OOIIMPHOTO XipypriyHOTr0 BTPy4YaHHS, TpaBMax, TIKKUAX MeTa0O0JliuHUX, eHIOKPUHHUX Ta
eJIEKTPOIITUYHUX po3Jiafiax abo HEKOHTPOIbOBAHUX Cy[IOMaX).

MiacmeHis 2pasic, 04Ha miacmeHis

Y KinbKOX BUIagKaXx MOBiIOMIIAIOCS, 10 CTATUHYU CIPUYUHSIOTE de novo abo 3aroCTPIO0Th y&Ke
HasIBHY MiaCTeHiI0 IpaBiC Ui OYHY MiaCTeHi. Y pa3i IOCUIeHHsI CUMITOMIB 3aCTOCYBaHHS
niKapchKoro 3acoly cnig mpunuauty. [1oBigoMIsnocs Npo peuuguBy IPU MOBTOPHOMY 3aCTOCYBaHHi
TOTO caMoro abo iHIIOTO CTATHHY.

BniuB Ha Ne4iHKY

4k i inmi inribitopu 'MT-KoA-penykrasu, Po3BaTop ciif 3 06epeXHiCTI0 3aCTOCOBYBaTH IallieHTaM,
SIKi 37I0BKMBAIOTh aJIKOT0JIEM Ta/ab0 MaioTh 3aXBOPIOBaHHS IEYiHKY B aHaMHe3i.

OyHKIIII0 TeYiHKY PEeKOMEHI0BAaHO MEePEBIPUTH Iepeq MOYaTKOM 3aCTOCYBaHHS Mpernapary Ta yepe3
3 micsini mikyBaHHS. fKIIO piBeHb TPaHCaAMiHa3 y CHPOBATII KPOBi Oifibllle HiXK Y TPU pa3u MePEeBUIIYE
BMH, 3actocyBanusa Po3BaTopy ciig npunuHuTU. [1po cepiio3Hi mopyueHHs GyHKII] Ie4iHKT
(mepeBaxHO MiABUIIEHHS PiBHS [I€YiHKOBUX TPaHCaMiHa3) Y IOCTMAapKETUHI OBUY IIEPiof
IIOBIAOMJISINIM YacCTillle IIPU 3acToCyBaHHi go3u 40 Mmr.

Y narfieHTiB i3 BTOPUHHOIO TillepX0JIeCTEPUHEMIEI0, CIPUYUHEHOIO TiOTHPe030M ab0 HePOTUYHUM
CHHIPOMOM, CIIEPIIy CJIif IPOBECTH JIIKYBaHHSI OCHOBHOT'O 3aXBOPIOBAHHS, a OTIM IOYNHATH
3acTocyBaHHS Po3Bartopy.

Paca

Y mocnimkeHHSIX (papMaKOKiHETUKH CIIOCTEPIraay 3pOCTaHHS CHCTEMHOI eKCIIO3MUIlil y MallieHTiB
a3ifCchKOI pacu TOPiBHSHO 3 €BPOIIEUIISIMH.

InridoiTopu nporeasu
[TinBuieHa cUCTEMHa eKCIIO3UIIisl po3yBacTaTUHY CIIOCTepiranacs B ocib, sIKi 3aCTOCOByBaIn

pO3yBacTaTHH CYIYTHHO 3 Pi3HMMHU iHTiGiTOpaMu NpoTeasy y MOENHAHHI 3 puTOHaBipoM. Crif
0oOMipKyBaTH K KOPUCTH Bifl 3HWKEHHS PiBHA MiMifliB 3a JOIIOMOI'0}0 PO3yBaCTATUHY Y MAIli€HTIB 3



BIJI, siki oTpUMYIOTB iHTiOiTOPM TPOTEa3y, TakK i MOXKIIUBICTh MigBUIIIEHHS KOHIIEHTPAIIil
po3yBacTaTHHY Y IIJIa3Mi KPOBi Ha ITOYATKy Tepallil Ta IpY MifBUIleHH] J03U IpenapaTy y Hali€HTiB,
SIKi OTPUMYIOTH iHTiOiTOpM MpoTeas3u. OgHOYACHE 3aCTOCYBAaHHS PO3yBaCTaTUHY Pa3oM 3
inribiTopaMu mpoTea3u He peKOMEeH0BaHe, SIKII0 [03a Po3yBacTaTUHY He CKOPUToBaHa (OUB.
po3minu «B3aeMopmis 3 iHIMMMY JTiKapChbKUMHK 3aco0aMu Ta iHIi BUAM B3aeMoii «Crocio
3aCTOCYBaHHS Ta JO3W»).

HenmepeHOCHMICTH TaKTO3H

[TarienTaM i3 pigKiCHOIO CIIaIKOBOIO HEIIEPEHOCHMICTIO ralakTo3u, nedinuToM 1akTasu Jlamnma abo
MasibabcopOilieto TII0KO3U-TalakKTO3HU He CIIiJ] 3aCTOCOBYBATH Ileil Ipenapar.

IHmepcmuuianvHe 3ax80PIOBAHHA /1€2€Hb

[ToomuHOKi BUIQIKX iHTEPCTUIIaTbHOTO 3aXBOPIOBAHHS JIeTeHb Oy/IM 3apeecTpPoBaHi Ipu
3aCTOCYBaHHI JesIKUX CTaTUHIB, 0COOIMBO y BUMAOKY AOBTOTPUBAJIOl Tepartii. [lo CHMIITOMIB
IOPYLIEHHS HajleXXaTh JUCIHOEe, HeIIPOAYKTUBHUY Kallle/Ib Ta MOTIpIIeHHS 3araJbHOT0 CTaHy (BTOMa,
BTpaTa MacCH Tifla Ta raps4ka). AKIo migo3pI0EThC, 110 Y HallieHTa PO3BUHYJIOCH iIHTEPCTUIliaIbHe
3aXBOPIOBAHHS JIeT€Hb, 3aCTOCYBAHHS CTATUHIB MOTPIOHO IPUIUHUTH.

ITykpoeuii diabem

Ieski ¢hakT CBigYaTh, II0 CTAaTUHY, MigBUIIYIOTh PiBeHB T'IIOKO3U B KPOBi Ta y [eIKUX MAIliEHTIB,
SIKMM 3arpoXKy€e BUCOKUY PU3UK PO3BUTKY fiabeTy B MaiOyTHOMY, MOXKYTb CIIPUYUHSITH
rinepriikeMiio Takoro piBHS, 3a AKOro HeoOXifHe HallexXHe JTiKyBaHHS AiabeTy. 110 3arpo3y, ofHaK,
[IepPeBUILyE 3HUKEHHS PU3UKY CyIUHHUX IIOPYIIEHb IIPU 3aCTOCYBaHHI CTaTUHIB, TOMy BOHA HE
MTOBMHHA OyTH MifCTaBOO [JIS MPUIIMHEHHS Tepallil CTaTUHaAMU. 3a MallieHTaMy TPy PU3UKY (piBeHb
IMI0K031 HaTmie 5,6-6,0 MMons/n, IMT >30 Kr/M’°, HiIBUIEHNI piBeHb TPUTIINEPUAIB, apTepianbHa
rinepTeH3is) CyIim BCTAHOBUTH SIK KJTiIHIYHMM, TaK i 6i0XiMiYHUN KOHTPOJb 3TigHO 3 HAI[lOHATbHUMU
KEpiBHUIITBAMHU.

Y mocrnimkeHHSX 3apeecTpoBaHa 3arajibHa YacToTa I[yKpoBOro fgiabeTy ctaHoBuna 2,8 % y rpymi
IPUHOMY PO3yBacTaTHUHY Ta 2,3 % — y rpyii manebo, mepeBaxkHo y MaIlieHTiB i3 piBHEM TITIOKO3U
HaTIe Big 5,6 mo 6,9 MMOJIB/TI.

Himu

Ouinka JiHIMHOTO POCTY (3picT), MacH Tina, IMT (iHgeKCy MacH Tijla) Ta BTOPUHHUX XapaKTEPUCTUK
CTaTeBOTr0 A03piBaHHSA 3a TaHHepoM y miTen BikoM Bif 10 mo 17 pokis, siKi mpuiiManu po3yBacTaTHH,
oOMexkeHa nepiofoM TpuBanicTio 1 pik. ITicns 52 TUKHIB JOCTIIXKYBaHOTO JTiKyBaHHS KOIHOTO
BIIJIUBY Ha picT, Macy Tina, IMT abo cTaTeBe mo3piBaHHS BUSABIEHO He Oy0. (IUB. PO3MiN
«®apMakoauHaMika»). [I0CBif KIiHIYHUX OOCHIAXKEHb 3aCTOCYBaHHS IIpenapaTty OiTSIM Ta HifjIiTKaM
oOMeXeHMH, i mOBroTpuBai epeKTH 3aCTOCYBaHHS po3yBacTaTUHY (>1 piK) Ha cTaTeBe HO3piBaHHS
HeBigoMi.

3a DaHUMU KIIIHIYHOTO JOCIIIXEeHHS y AiTel Ta MiAJiTKIB, sSKi IpuiManyu Po3yBacTaTUH IIPOTATOM 52
TUXKHiB, migBuiieHHs piBHSI KK >10 pasis Bume BHM Tta cumnToMmu 3 60Ky M’s13iB micist Gi3udHOr0
HaBaHTaXXKeHHs a00 migBuINeHoi Gi3MYHOl aKTUBHOCTI CITOCTEPIiranucs 4acTille MOPiBHSIHO 3 TAKUMU
y mopocnux (muB. po3nin «I1o6iuHi peakirii»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2pyd0Ho.



3acTocyBaHHSI pO3yBaCTaTUHY Y IIepiof BariTHOCTI abo rogyBaHHS I'PYALI0 IPOTUIIOKA3aHe.
2KiHKaM penpoAoyKTUBHOIO BiKy CJIif] 3aCTOCOBYBaTH HafilHi IPOTH3aIIigH] 3aC00U.

OCKinTbKM XOJIECTEPHH Ta iHIIi MPOAYKTH 0i0CMHTE3Y XOJIECTEPHUHY € BaKIMBUMHU OJIST PO3BUTKY
1JI0f1a, OTeHUiNHNY pu3uK inridyBanusa 'MI-KoA-penykTasu y nepiof BariTHOCTI IilepeBakae
KOPHUCTbH Bif Tepamil. [laHi, oTpuMaHi 3a pe3y/ibTaTaMy JOCIiKeHb Ha TBapHUHaX, CBiA4aTh PO
o0MeXeHMH BiiCTPOYEHUM TOKCUYHUY BIIJIUB. Y BUIMIQ[Ky HaCTaHHS BariTHOCTI y mepiofn
3aCTOCYBaHHS IIpelapaTy [ofasblly Teparilo CIIif BIAMIHUTHA HerauHO.

Ockinbku iHMUN MiKapchbKui 3acib LBOT0 Kacy MPOHUKAE y TPYOHE MOJIOKO JIIOAWHY Ta BPaXOBYIOUH,
mo inri6itopu I'MI'-KoA-penyKTa3u MOXKYTh CIPUYHMHSTH Cepio3Hi HebaxKaHi peakilil y HeMOBJIAT,
XKiHKaM, 5IKi moTpeOyIoTh JTiKyBaHHS PO3yBacCTaTUHOM, CJIil pEKOMEHIyBaTU YTPUMATUCS Bifl
rofyBaHHA Ipynno. [laHUX 1040 IPOHUKHEHHS PO3yBACTaTUHY Y IPYIHE MOJIOKO Yy JIIOOUHU HeMae
(muB. po3min «IIpoTunoKasaHHI»).

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

HocnifxeHHS 3 BU3HaYEHHS BIJIMBY PO3yBaCTaTHHY Ha 30ATHICTh KepyBaTU aBTOTPAHCIIOPTOM Ta
IIpallloBaTy 3 iHIMKUMY MeXaHi3MaMu He mpoBogunucsa. OgHak 3 orjadany Ha apMakoguHaMigHi
BJIACTUBOCTI, MAJIOMMOBIPHO, 1110 pO3yBaCTaTUH BIIJIUBAaTUMeE Ha TaKy 34aTHICTh. [Ipu KepyBaHHI
aBTOTpaHCHOpTOM ab0 pobOTi 3 MexaHi3MaMU CJliJ BpaXOBYBaTH MOXKJIUBICTh 3allaMOPOYEHHS Y
nepion NIiKyBaHHS.

Cnoci6 3acmocyeaHHsi ma do3u.

o mouaTKy Tepamil nauieHTa CIif IepeBeCTH Ha CTaHAAPTHY Hi€Ty 31 3HUKEHUM BMiCTOM
XOJIECTEPUHY, K01 HOMY CJIii JOTPUMYBaTHUCA i IIpu TpoBefieHHi Teparii. [o3u migbupaTu
iHmuBimyanbHO, 3 ypaxyBaHHSIM METH Tepallil Ta BigmoBifi Ha Hei, OTPUMYIOUNCh IOTOYHUX
Y3TOIKEHUX PEKOMEH I},

PosyBacTaTvH MOXKHa IpUNMaTy y Oyab-IKUH 4ac IPOTATOM [HS, He3aJeXHO Bifl IpUioMy 1xi.

TabmeTKy He CyIifi po3KoByBaTH ab0 moapidHIoBaTH. TabneTKy KOBTAIOTh I[i/I0l0, 3allMBal0YX BOMOIO.
Ao HeoOXifHY 003y po3yBacTaTUHY He MOXHa oTpuMaty 3 TabneTok Po3saropy no 10 Mr abo no
20 Mr, cyif BUKOPUCTOBYBATH iHIMI JTiKapChKi 3ac00H, 110 MiCTSITh pO3yBaCTaTUH Y IOTPiOHOMY
N03yBaHHI.

JIikyeanHusn 2inepxosnecmepuxemii

PekoMeH0OBaHa IIOYATKOBA [103a CTaHOBUTL 5 ab6o 10 Mr, mepopanbHo, 1 pa3 Ha 0oy, IK s
MallleHTiB, AKi paHillle He 3aCTOCOBYBaAJIU CTaTUHY, TaK i [JIs MALi€HTIB, AKi A0 IIbOTO 3aCTOCOBYBAaJIA
inmi inri6iTopu 'MI-KoA-penykTa3su. [linbupaiooyn Mo4aTKOBY 403y, CHIifl BpaXOBYBaTH
iHMKBinyanbHUY PiBEeHb XOJIECTEPUHY V NAIli€HTiB Ta MallOyTHiN cepleBO-CyOUHHUN PU3UK, @ TAKOXK
MOTEHIINHNM PU3UK PO3BUTKY MOOIYHUX peakilid (muB. mami). KopuryBaHHs no3u 3 1l HiABUIIEHHSIM Y
pasi HeoOXimHOCTI 3iNCHIOETHCS Yyepe3 4 TUKHI. Yepe3s MiBUIIEHHS YaCTOTH BUHUKHEHHS MOOIYHUX
peakiu migBUuIlleHHs 003U [0 40 MI' peKOMEHYEThCS BUHATKOBO IIPYU JIIKyBaHHI IAIiE€HTIB i3
rimepxoieCTepUHEMI€I0 BUCOKOTO CTYIEHS TSKKOCTI, IIPA BUCOKOMY PU3UKY BUHUKHEHHS CepleBO-



CYOWHHUX TIOPYIIEHD (30KpeMa Y XBOPHX i3 CiMeHHOI0 TilepXolecTepUHeMi€i0), KOMK TPUHoM
mpenapaTty y mo3i 20 Mr Ha Ho6y He 3abe3nedye 6aKaHOTO Pe3yIbTATY, 3a YMOBH IIPOBEIEHHS
PETYIISIPHOTO JTiIKaPChKOTO HATJISAY.

IIpoghinakmuka cepuego-cyOuUHHUX NOPYWEHb

Y xopmi mocmigXKeHHS BIIMBY NIperapaTy Ha 3HUKEHHS PU3UKY YCKITagHEHb 3 O0KY CeplieBO-CyOIUHHOI
CHCTEeMH IIperapaT 3acTOCOBYBajH y 0o3i 20 Mr Ha mo0y.

3acmocy8aHHA nauieHmMam AimHb020 BIKY

[Tpu 3acTocyBaHHI Iipenapaty y Teparii ocid BikoM Bif 70 poKkiB peKOMeHOBaHa IT09aTKOBa 403a
TIOBUHHA CTAaHOBUTHU 5 MT. [lofiasbiile KOPUTYBaHHS 03U, 3yMOBJIEHE BiKOM TallieHTa, He MOTPi0He.

[lo3yeaHHA 014 nauieHmis i3 nopyweHHAMU GYHKUII HUPOK

KopuryBaHHS 003U IIpU 3aCTOCYBaHHI IIpelapaTy y Teparlii MaIfieHTiB 3 MOPyIIeHHIM (QYHKIIii HUPOK
HU3bKOT0 a0 ITOMIpPHOTO CTYIIeHS TSXKKOCTi He MOTpiOHe.

[Tpu 3acToCcyBaHHI IIpenapaTty y Tepallil IalieHTiB i3 MOpyLIIeHHAMU QYHKII1 HIPOK IIOMipHOTO
CTyIeHs TAKKOCTI (K/IipeHC KpeaTuHiHy < 60 MJI/XB) peKOMEeHI0BaHa 104YaTKOBa [103a IOBUHHA
CTQHOBUTH 5 MT. 3aCTOCYyBaHHS PO3yBAaCTaTHHY Yy Tepallii malieHTiB i3 mopyueHHAM QYHKIII HIPOK
BHCOKOT'0 CTYII€HS TSI?KKOCTI IPOTUIIOKa3aHe y Oyab-IKUX A03ax.

[lo3yeaHHA 045 nauieHmis i3 nopyweHHAMU GYHKUII neviHKu

He cmocTepiranocs 3pocTaHHS CUCTEMHOI €KCII03HIlii po3yBaCTaTHHY y IallieHTiB 3 7 OamamMu 3a
mkasoio Yaitnga-IT'10. [IpoTe mOCUIEHHS CHCTEMHOI eKCIo3utlii 0yy10 Bif3Ha4eHO y MallieHTiB, CTaH
SKUX OLiHIoBaBCA ¥ 8 Ta 9 6aniB 3a mkanoio Yainmga-I1'10. TakuM maiieHTaM CJlifi TPOBOAUTH OLIHKY
¢byHK1il HUpOK. [[0CBig 3aCTOCyBaHHS IIpenapary y MallieHTiB 3 ToKa3HUKOM 9 GastiB 3a IIKaio
Yaunpa-I1't0 BigcyTHiN. Po3BaTOp NPOTHIIOKA3aHUM IMallieHTaM i3 3aXBOPIOBAaHHIMHU II€YiHKU B
aKTUBHIHN cTafil. (muB. po3min «IIpoTUIOKa3aHHSI»).

Paca

Y narieHTiB a3iiChKOI pacu CIocTepiranacs migBuilleHa CUCTEMHa eKCIIO3UIIis Ipemapary.
PexomeHoBaHa IT0YaTKOBA 034 [JIS HAlli€HTIB a31aTChKOI'0 IIOXOIXKEHHS CTAHOBUTEL D MT.
3acTocyBaHHs 7034 40 MI TaKMM Ial[ieHTaM IIPOTUIIOKa3aHe.

IHo3yBaHHsI [IsI MAlli€HTIB 3i CXMWJIBLHICTIO 10 PO3BHTKY Miomarii

PexomeH0BaHa MOYaTKOBA [103a OJ15 MAIi€HTIB i3 (haKTopaMy pU3UKY OO PO3BUTKY Miomaril
CTAHOBUTH 5 MT (OuB. po3min «OcobIUBOCTi 3aCTOCYBaHHS»).

Io3a 40 Mr mIpoTUIIOKa3aHa [IeIKUM i3 TaKUX MallieHTiB (IUB. po3min «IIpoTUIIOKa3aHHS»).
I'eHemuyuHul nosaimopgiam

[TeBHi TUNIM TEHETUYHOTO TOJIIMOP(i3My MOKYTh IIPUIBOTUTHU [0 MigBUIIEHHS €KCIIO3UIIil
po3yBacTaTuHy (guB. po3fain «dapmakokiHeTrKa»). [TallieHTaM i3 BifoMOI0 HasgBHICTIO TAKUX TUIIIB
noJtiMmopdi3aMy peKOMeHIyEThCSI 3aCTOCOBYBATH MEHIITY o0OOBY 03y mpemapaty Po3BaTop.

CynymHe 3acmocyeaHHs



Po3yBacTtaTuH € cy6CcTpaToM pi3HUX TpaHCIOPTHUX OinkiB (Hampukiam, OATP1B1 ta BCRP). Pusuk
miomartii (B ToMy yuci pabmomiosntidy) 3pocTa€e Ipu CyInyTHbOMY 3aCTOCyBaHHI Po3BaTopy 3 meBHUMU
JiKapCbKUMU 3aco0aMu, 10 MOXKYTh ITiIBUITYBAaTH KOHIIEHTPALIil0 PO3yBACTAaTHHY V IIJIa3Mi BHACITIMOK
B3aEMOI] 3 ITUMHU TPAHCIOPTHUMH OiTKaMu (HapPUKIIaM i3 IMKIOCIIOPHHOM Ta IIEBHUMH iHTiGiTOpaMu
IIpoTeasHu, B TOMY YMCIIi KOMOiHaIliiMU PUTOHABIPY 3 aTa3aHaBipoM, JIomiHaBipoM Ta/abo
TUIIPaHaBipoM (IUB. Po3[inu «B3aemMopist 3 iHIKMMY TiKapChKUMU 3aco0aMu Ta iHII BUOU

B3aeMofii» «OcoOMMBOCTI 3aCTOCYBAHHS Ta iHII BUOU B3a€MOMi»). 10 MOKIMBOCTI, CIIif
PO3TTITHYTH 3aCTOCYBaHHS aJlbTePHATUBHUX JIIKAPCHKUX 3aC006iB Ta, y pa3i HeoOXimHOCTI, TUMYaCcOBO
TlepepBaTH Tepallilo mpernapaToM Po3BaTop. fAKIIO CYyImyTHLOTO 3aCTOCYBaHHS ITUX JTiKapChKUX 3acobiB
i3 Po3BaTOpPOM YHUKHYTUA HEMOXKJIUBO, CJIil PETEJILHO 3BaXKUTU KOPUCTH Ta PU3UK Bifl CYIIyTHLOTO
3aCTOCYBaHHS Ta BifIIOBIJHUM YMHOM BiTKOPUT'YBaTHU 03y Ipemnapaty Po3BaTop (guB. po3ain
«B3aeMopmist 3 iHIMMMY JTiKapChbKUMHU 3ac00aMu Ta iHIII BUAM B3aEMOIiii»).

Himu.

Y nepiaTpuuHii IpaKTHUIl IpenapaT Ipu3Hadae BUHATKOBO JliKap. 3aCTOCOBYBATH AiTSAM Ta MifliTKaM
BikoM Bif 10 1o 17 poKiB (XJIOMUUKHU - TiCsA HOCATHEHHS Ty0epTaTHOTO PO3BUTKY cTafil II abo Buile
3a TaHHEpOM, [iBYaTa - He paHille Hix 4yepe3 1 pik miciag MeHapxe).

3BUYaliHa Io4YaTKoOBa M000Ba Ho3a OIS [iTel Ta MiIIiTKiB i3 reTepO3UTr0THOIO CiMENHOI0
rinepxonecTepuHEMi€l0 CTAHOBUTE 5 MT Ha A00y. 3BU4aiiHuM Aiana3oH #03 - 5-20 Mr nepopanbsHo 1
pa3 Ha no0y. ITigBuIleHHs 003U 3MiMCHIOETLCSA 3 ypaXyBaHHIM iHAMBigyanbHOI peakiil Ta
IIePEeHOCUMOCTI, 3TifHO 3 peKOMeHalliIMU 10 3aCTOCYBaHHS y IeAiaTpuyHiu npaktuli. [lepen
II0OYaTKOM Teparllii po3yBacTaTUHOM OUTHUHI CJIifl MPU3HAYUTH CTAHAAPTHY €Ty 3 HU3bKUM BMIiCTOM
XOJIeCTePUHY, MiETH CIIifl JOTPUMYBATHCh i B IIepiofl MpoBedeHHs Tepalii. be3neky Ta epeKTUBHICTh
3aCTOCYBaHHS IpemapaTy y mo3i moHan 20 Mr y Teparrii 1iel momymsifil He JoCTigXKyBai.

Ilimu eikom do 10 pokis.

IocBin 3acTocyBaHHS IIpemnapary y Teparil miTe#t BikoM 1o 10 pokiB oOMexkeHN# HEBETMKOIO
KinbKiCTIO MallieHTiB (BikoM Bixg 8 mo 10 pokiB) i3 TOMO3UTOTHOIO POAMHHOIO TillepX0IeCTEePUHEMIETO.
OTXe, po3yBacTaTUH He PEKOMEHIYETHCS OJI 3aCTOCYBaHHS y Teparil aiTei BikoM f0 10 pokis.

Ilepedo3yeanHns.

Crneuudivyaoro nikyBaHHS Iepeno3yBaHHA HeMa€. JIiKyBaHHS CUMIITOMaTU4YHE, PEKOMEHIYEThCS
nigTpuMyloda Teparis. [ToTpibeH KOHTposb GyHKIII meuinku Ta piBHiB KOK. ManoiMoBipHO, 1110
reMmopiani3 6yne eheKTUBHUM.

ITo6iuni peakuii.

He6azxkaHi sSBHUIIa, II0 Bif3HAYAIOTHCS TP 3aCTOCYBaHHI PO3yBaCTATHUHY, 3a3BHUYal JIerki Ta
tuM4acoBi. HebaxaHni peakiril ky1acugikoBaHi 3a 4aCTOTOIO Ta CUCTEMHO-OPTaHHUMHU KJlaCaMH.

3a yactoTor HeOaxaHi peakiii po3mnomineHi TakuM YrnHOM: 4acTo (= 1/100 Ta < 1/10), HeYacTo
(= 1/1000 ta < 1/100), pigxo (= 1/10000 ta < 1/1000), gyxe pigko (< 1/10000), HeBigOMOI 4YaCTOTH
(HEMOZKJINBO OIIIHUTH 32 HaSIBHUMHU JAaHUMH).

3 60Ky Kposi: pimKo - TPOMOOLUTOIEHIs.



3 6oky iMyHHOI cucmemu: pigKoO - peaxiiil TimepyyTIUBOCTi, y TOMY YUCHi aHTiIOHEBPOTUYHUN
HaOPSIK.

3 60Ky eHOOKPUHHOI cucmemu: 9acTo - IyKpOBHH AiabeT .
ITcuxiuHi po3aadu: 4aCTOTa HEBIOMa - Oempecis.

3 60Ky Hepeoeoi cucmeMu: 4acTo - TOJNIOBHUM 0iflb, 3alIaMOpPOYEHHS; AyKe PilKo - IoJliHelpomnarTis,
BTpaTa IIaM’siTi; 4acToTa HeBigoMa - nmepudpeprudHa Helpomnaris, IOPyLIeHHS CHY, B TOMY YUCJIi
0e3COHHS Ta HiYHi XKaxXu, MiaCTeHis rpasic.

3 60Ky opaaHie 30py: YaCTOTA HEBiJOMa - OYHA MiaCTeHis
3 60Ky opaaHie OuxaHHs, 2pyOHOI KAimKu ma cepedoCmiHHA: 9aCTOTa HEBioMa - Kallleyb, 3aUIIKa.
3 6oky IIIKT: 4acTo - 3amop, HyfmoTa, 0inb y XKUBOTI; PifKO - MaHKpPeaTUT; YaCTOTa HeBioMa - miapes.

3 6oky eenamobiniapHoi cucmemu: pifgKo - MigBUINEHHS aKTUBHOCTI TeYiHKOBUX TpaHCAMiHa3; MyXke
PifKO - KOBTSTHUILIS, TETIATUT.

3 60Ky wkipu ma nidwKipHOi KAimKo8UHU: HEYACTO - CBepOixkK, BUCUIIAHHS, KPOIIKB' IHKA; YacTOTa
HeBigoMma - cuHApoM CTiBeHCa-IIKOHCOHA.

3 60Ky KicmKkogo-M’ 530801 cucmemMu ma CnoAy4YHUX MKAHUH: YacTO - Miasnris; pimko - MiomaTis
(BKJTIOYHO 3 Mi03UTOM), pabooMiosni3; fyxKe pigKo - apTparis; dYacToTa HeBimoMa -
iMyHOOTIOCepeiKOBaHa HEKPOTHUYHA MiOIaTisi, 3aXBOPIOBaHHS CYX0XKUJIb, iHKOJIM yCKIIafHEHi 1X
PO3PUBOM.

3 60Ky HUPOK ma cevyosudinbHOi cucmemu: TyXKe PigKo - reMaTypis.
3 60Ky penpodyKkmueHoi cucmemMu ma MO/A0YHUX 3d/103: OyXKe PifiKo - TIHEKOMACTis.
3azanbHi po3snadu: 4acCTo - aCTEHisI; YaCTOTa HeBimoMa - HaOpsKH.

4K i mpu 3acTtocyBaHHi iHmmMxX inribitopiB 'MI'-KoA-penykTasu, 4acToTa MoOIYHUX PeakIliii 3a1ekuTh
BiIl 03U IIpenapary.

1 . . . . . .
YacToTa 3a51exkuTh Biff HAgBHOCTI (paKTOPiB pU3UKY (PiBeHb I'/IIOKO3U KPOBi HaTIe =5,6 MMOJIB/T, iHIeKC Macu
Tina > 30 Kr/M’, MiABUINEHHS PiBHA TPUTIiLEPHiB, TiIepTeH3ia B aHaMHe3i).

Bnaue Ha HUpKu

[Tpu npuiiomi po3yBacTaTHHY CIIOCTepiranacs IPOTeIHypis KaHaIbleBOr0 IOXOMXKEeHHS, BU3HaYeHa
3a pe3yJbTaTaMM aHajli3y TeCT-CMYXKKO0I0. 3MiHU BMicTy 6inka y cedi Bif BigCcyTHOCTI uu cifiB mo a6o
OinbIne 3apeecTpoBaHi yepes fesikuii yac y <1 % marrieHTis, sKi npuitManu mpemnapar y mo3i 10 mMr ta
20 mr, Ta mpubnau3HOo v 3 % mMallieHTiB Ipu 3acTocyBaHHi fo3u 40 Mr. HeaHauyHe 30i/bIIEHHS YaCTOTH
BUIIQIKiB migBuUIeHHS 6ifika y cedi Bif BimcyTHOCTI abo CIifiB 10 cIiocTepiraau npu 3aCTOCyBaHHi
no3u 20 mr. Y 6inbInocTi BUNIagKiB BUPaXKeHiCTh IPOTEiHypil 3MeHIyBanach abo 3HKWKala CIOHTaHHO
IIpY IPOAOBXKEHHI 3aCTOCYBaHHs IIpenaparTy. 3a JaHUMU OOCIIiIXKEeHb Ta I0CTMapKeTUHT OBUX
CIIOCTepeXKeHb Ha laHWU YaC He BUSIBIEHO IPUYMHHO-HACIIZKOBOT0 3B’ 13Ky MiX IIPOTEIHYpPi€l0 Ta
rocTpuM abo IPOTPecyoyrM 3aXBOPIOBaHHSIM HUPOK.

Ha Ti 3acTocyBaHHS IpenapaTy Bif3Ha4eHO BUIAJAKHU reMaTypii; 3a fJaHUMU OOCHiAXKEeHb 4acToTa ii
MaJa.



Bnaue Ha CKe/semHy mMyckKyaamypy

YpaxkeHHS CKeJleTHOI MyCKYJIaTypH, Taki K Mianris, miomaria (y ToMy 4ucii Mio3uT), Ta 3pifka
pabmoMionti3 i3 TOCTPOI0 HUPKOBOIO HEJOCTATHICTIO un Oe3 Hel Oy/1u Bi3Ha4eHi IpX 3aCTOCYBaHHI
Oymb-IKUX 003 PO3yBACTATUHY, 0COOIMBO P Ho3ax > 20 Mr.

Y malieHTiB, SKi OTpUMyBajid PO3yBaCTaTHH, CIIOCTEPiraaocs 3ajexkHe Bif J03U MigBUILEHHS PiBHSA
kpeatunkinasu (KK). ¥V 6inmbimocTi BumakiB sBuire 0yno c1abKuM, aCUMITOMAaTUYHUM Ta
tuMmyacoBuM. [Ipu migsumenHi piBHg KK > 5XBMH nopanbiuy Tepamito Ciif BIGMIHUTH.

Bnaue Ha neyviHky

4K i mpu mpuiiomi iHmux inri6iTopise 'MI'-KoA-penykTa3u, migBUIIeHHS aKTUBHOCTI TpaHCaMiHa3,
3asyieXHe Bifl O3H, CIIOCTepiranocs y HeBeIUKOl KiTbKOCTI ITallieHTiB, SKi OTPUMYyBa/Id PO3yBacCTaTHH.
Y GinbImocTi BumaakiB sBuire 0yno c1abKuM, aCUMITOMAaTHYHUM Ta TUMYaCOBUM. [1pu 3aCTOCyBaHHi
po3yBacTaTUHY TaKOXK Big3Hayasocs migBuilleHHs piBHiB HbAlc.

[Tpu 3acToCyBaHHI OeSKUX 3i CTAaTUHIB criocTepiraaucs Taki mobGiuHi SBuUIIa: PO3JIajl CTaTEBUX
GYyHKILIN, iHTepCcTHlliabHe 3aXBOPIOBaHHS JIETEHiB, 0COOIMBO TP IIPOBEIeHHI HOBrOTPUBAJIOL
Tepartii.

YacToTa BuIafKiB pabmoMioni3y, cepio3HuX MopyIileHs 3 60Ky HUPOK Ta MeYiHKY (BUpaKeHuX
IIepeBaXHO 3POCTaHHSIM aKTUBHOCTI I€YiHKOBUX TpaHCaMiHa3) MiABUIIYETHCS IIPU 3aCTOCYyBaHHI
npenaparty y 1o3i 40 mr.

Y npoiieci micnsipeecTpaliiHOT0 3aCTOCyBaHHS IIpenapary ifeHTudikoBaHo TaKy HebaxKaHy peakiliio
SIK JIeTaJbHa Ta HejeTallbHa IIe4iHKOBa HeOOCTaTHICTh. OCKIIbKY PO 110 Peakliio MOBigOMIISIIOCS
CIIOHTAHHO i3 IOyl HeBU3HAUYEHO]I KiJTbKOCTi, HEMOXK/IMBO JOCTOBIpPHO OLIHUTH ii YacToTy abo
BCTAHOBUTU HasBHICTh IPUUYMHHO-HACIIIAKOBOTO 3B'43KY 13 3aCTOCYBaHHAM IIpenapary.

3pifgKa y micnsipeecTpaliiHOMY IIepiofi MOBIAOMIISAIOCS PO MOPYIIEHHS KOTHITUBHUX QYHKIIIM
(HampuKIaf, MoripieHHs maM’aTi, 3a0yapKyBaTiCTh, aMHe3isI, CIITyTaHiCTh CBiOMOCTI), 1110
aCoIliI0I0THCA i3 3aCTOCYBaHHSAM CTaTHHIB. [Ipo Taki KOTHITUBHI Tpo6ieMu MOBiTOMIIANIOCS ¥ 3B’ SI3KY 3
yciMa cTtaTuHaMu. fIBuUIla, PO SIKi UAETHhCA Y IOBIJOMJIEHHSX, 3a3BUYall HOCATD JIETKUM XapakTep i
MUHAIOTH MIiCJIS BiIMIHU CTaTHHIB, @ TAKOXK MalOTh Pi3HUU Yac OO0 MOSBKA CUMITOMIB (Big 1 mHS OO
POKiB) Ta 00 3HUKHEHHS CUMIITOMIB (MefliaHa - 3 TUXKHi).

Himu.

[TipBuiieHHs piBHSA KpeaTuHKiHa3u > 10XBMH ta cumntomMu 3 60Ky M’g3iB micns gpisugHOro
HaBaHTaXXeHHS a0 MigBUILEHO] Pi3MYHOI aKTUBHOCTI CIIOCTEpiraaucs dacTime y 52-TUKHEBOMY
KJTIHIYHOMY [IOCTTig>KeHHi 3 y4acTIO OiTeH Ta MifAJiTKiB MOPiBHAHO 3 JOPOCIUMH (OUB. PO3MilN
«Oco6uBOoCTi 3acTocyBaHHS»). [IpoTe mpodinb Oe3meku po3yBacTaTUHY Y HiTel Ta HimmiTKiB OyB
noniOHUM [0 TAKOT'0 y SOPOCIIUX.

Tepmin npudamHocmi. 2 POKW.

YmMmoBH 30epirannsi. 30epiraTé y CyXoMy, HEOOCTYIIHOMY AJIS OiTeX MicClli, TpX TeMIepaTypi He
Buie 30 °C.



YnakoBKa. 7 TabneTok y Gmicrtepi, 4 6icTepu B KapTOHHIM KOPOOIIi.

KaTteropis Bigmycky. 3a peLentoM.

BupoOHUK.
Can ®apMmacheioTuKan [HgacTpi3 Jlimites.

Sun Pharmaceutical Industries Limited.

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOT0 Tis/IbHOCTI.
c. lanrysarna, I[Taonta Caxi0, Jictpikt Cipmoyp, Ximauan I[Ipagemn 173025, Iugis.

V. Ganguwala, Paonta Sahib, District Sirmour, Himachal Pradesh 173025, India.



