IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
PO3BATOP

(ROSVATOR)

Cknao:
ditoua pevosuHa: rosuvastatin;

1 TabneTka BKpuTa, 000JIOHKOIO, MiCTUTh po3yBacTaTuHy 10 Mr abo 20 Mr y BUTTISIi pO3yBacTaTUHY
KaJIbIIiIo;

0onoMidCcHI peuoBuUHU: TaKTO3a, MOHOTIAPAT, 1eJIf0I03a MIKPOKPUCTaJlidyHa, HaTPilo IIUTpaT, MarHiio
cTeapaT, KPOCIIOBifIOH;

cknap nmokputts: Opadry poxesuit 03B 24082 (rimpomenosa, Tutany giokcup (E 171), makporomn 400,
3ani3a okcup yepBonuii (E 172)).

Jlikapcbka ¢popma. TabieTku, BKPUTI 000I0HKOIO.
OcHosHI (i3uko-xiMiuHi 81aCMUBOCMI:

10 mr: kpyri, BKpUTi 000JI0HKO0 TaGIeTKH Bif CBIiTIIO-POKEBOTO [I0 POKEBOTO KOJIHOPY 3 HAITHCOM
«RT 2» 3 ogHOr0o GOKY Ta IJIOCKI - 3 iHIIIOTO;

20 Mr: Kpyri, BKpUTi 0007I0HKOI TabJIeTKH Bifl CBiT/IO-POKEBOT0 IO POXKEBOTI'0 KOJIHOPY 3 HAMMCOM
«RT 3» 3 ogHOro 60Ky Ta IJIOCKI - 3 iHIIOTO.

dapMmakoTepaneBTHYHA rpyna. ['inoninmigemiyni 3acobu. IaridiTopu 'MI-KoA-penyKTa3mu.

Kog ATX C10A A07.

dapmakonoeiuHi e1acmueocmi.

Po3yBacTaTuH — Ile CelIeKTUBHUN Ta KOHKYpeHTHuM inribitop I'MI'-KoA-penykrasu, pepMeHTy, 1110
BM3HayYae IMIBUAKICTh peakilil Ta IepeTBOPIOE 3-TifPOKCHU-3-MeTUATIIyTapuil KohepMeHT A Ha
MeBaJIOHAT, IoNepeJHUK XoyiecTeprHy. OCHOBHUM MiclleM fiil po3yBacTaTUHY € IeYiHKa - OpraH-
MIIlIeHb [OJ1s1 3MEHIIEeHHS PIBHSA X0JI€CTEPUHY.

Po3yBacTaTuH 306iNbIIy€E KiMbKiCTh PELIENITOPIB JMOMPOTEIHIB HU3bKOI ITinbHOCTI (JITTHII) Ha
TIOBEPXHi K/TITHH NeYiHKH, TOCUIIOI0YY 3aX0IIeHHs Ta KaTabomiam JITTHIII, Ta mpurxiuye
IIeYiHKOBUY CUHTE3 JIMONPOTElHIB JyKe HU3bKO]1 minbHOCTI (JITIIHIII), TakKuM 4YMHOM 3MEHIIYIOYU
3araJibHy KibKicTh yacTuroK JITTITHII Tta JITTHIII.



®apmakoOuHamika.

Po3yBacTaTuH 3HUXKYE MiIBUILIEHNI PiBEHb X0IECTEPUHY JINONPOTEIHIB HU3BKOI MIibHOCTI (XC-
JITTHII), 3aransHOro X0/1eCcTepuHy Ta Tpuriinepupnis (IT) i migBuinye piBHI X0J1eCTepuHy
nimonpoTeiniB Bucokoi minbHOCTi (XC-JITIBII). Bin Takox 3MenmIye piHi anoB, XC-ueJITIBII, XC-
JITIOHII, TT-JITIOHII Ta migpuiye piBeHs amoA-I (tabmuiig 1). [TpemapaT TaKoX 3MeHIIIYE
cruiBBigHOmeHHa XC-JITTHII/XC-JIIIBII, 3aranprHoro XC/XC-JITIBII, XC-ueJITIBII/XC-JIIIBIII Ta
anoB/amoA-I.

Tabnuis 1
Bipnmosigp Ha 403y y Nalli€eHTIB i3 IePBUHHOM rinepxosectepunemiero tuny lla ta IIb

(BimKopuroBaHa CepenHs BiCOTKOBa 3MiHa IMOPiBHSIHO 3 BUXIMHUM PiBHEM)

Tlo3a N XC-JITTHII|3aranpuaun|X C-JITIBII[TT XC-neJITIBIIjarmoB artoA-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 -42 4

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

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

TepaneBTUYHUYN e(PEKT HOCATAETHCS MPOTATOM 1 THKHS MiCJIA I0YaTKy 3aCTOCYBaHHS IIpenapary,
90 % makcuManbHOTO e(eKTy - yepe3 2 TUXKHI. MakcuManbHuM e(eKT 3a3BUYall JOCATAETLCI Yepe3
4 THUXHI Ta TPUBA€E HaOai.

dapmakokiHemuka.
BcmoxkmyeaHHA

MaxkcumasnbHa KOHIIEHTpallisl po3yBacTaTUHy y mia3mi KpoBi (C,,,) JoCcsATaeThCA IPUOIU3HO Yepes 5
TOOVH IIiCJIS TIEPOPaIbHOTO 3aCTOCyBaHHs. AGCOIIOTHA 6i0J0CTyIHICTh CTaHOBUTEL NPubIN3HO 20 %.

Po3noodin

Po3yBacTaTvH 3HaYHUM YMHOM 3aXOIIIOETHCS NTEYiHKOIO, IKa € OCHOBHUM MiCIIEM CUHTE3Y
xonecTepuHy Ta Kiipercy XC-JITTHII. O6’em po3noxiny po3yBacTaTHHY CTAHOBUTH NpuONMu3Ho 134 .
Bnu3bpko 90 % po3yBacTaTUHY 3B’SI3yETHCS 3 GiTKaMu IJTa3MU KPOBi, IepeBazkHO 3 albOyMiHOM.



MeTabo01i3M

Po3yBacTaTHH 3a3Ha€ He3HAYHOr 0 MeTabo0s1i3my (mpudiu3xo 10 %).
Pe3ynbTaTH O0CIAIIKEeHb MeTa001i3My in vitro i3 BHKOpHUCTaHHSIM
renaTonuTiB JTIOAMHHU CBig4YaTh, III0 PO3yBacCTaTHH € CJIa0OKHUM CyOCTpaTOM AJIsi
MeTa00/1i3My Ha 0CcHOBi ¢pepmeHTiB muTOXpomy P450. OCHOBHHM 3aJisTHUM
izopepmenTom € CYP2CY9, nemo meHiny poisb Bigirpawors 2C19, 3A4 ta 2D6.
OCHOBHMMH BH3HAUYE€HHMH MeTabo1iTaMu € N-TeCMeTH/IOBHH Ta JTAKTOHOBHH
MeTa00IiTH. N-TecMeTH/I-MeTa0o/IiT npuo/Iu3Ho Ha 50 % MeHII aKTHBHHH,
Hi’K pO3yBaCTAaTHH, TAKTOHOBHH MeTa00JIiT BBa2KA€THCsI KIIiHIYHO
HeakTUBHHM. Ha po3yBacTraTuH npunagae oinbme 90 % akTHBHOCTI
IUPKY/II010490ro iaridiropa 'MI'- KoA-peaykrasu.

BuBeneHHs

[Tpu6nusno 90 % mo3u po3yBacTaTUHY BUBOAUTHCS Y HE3MiHEHOMY CTaHi 3 peKasiamMu (BKII0Ya0un
abcopOoBauuil Ta HeabcopboBaHUM Po3yBacTaTHH). [HIla YacTUHA BUBOOUTLCS i3 cedelo. Ilepiof
HalliBBUBEJEHHS 3 IJIa3MU CTaHOBUTH npubnau3Ho 19 roguH. [lepion HaniBBUBeNEHHS He 3MiHIOETHCS
npu 30inbmenHi fo3u. CepenHili reoOMeTPUYHUM KITipeHC CTaHOBUTD mpubau3Ho 50 n1/rox (KoediieHT
Bapiartii 21,7 %). 4k i y Bunapaky inmux inri6iTopis IMI-KoA-penyKTa3y, y mIpoleci Ie4iHKOBOTO
3axXOIJIEHHSI PO3yBaCTaTUHY Oepe y4yacTh IEPEHOCHUK XOJIECTEPUHY, IKMHM BUKOHYE BaXKJIUBY POJIb Y
IIeYiHKOBi} eJliMiHallil po3yBacTaTHHY.

JIinivHiCcTH

CucreMHa eKCIIO3HIlisg PO3yBaCTaTUHY 30ibIIyETHCS IPOIOPIIiHHO 0o3i. [Ipu mpuiiomi IeKinbKox
no00BuX M03 hapMaKOKiHETHYHI TapaMeTpu He 3MiHIOIOThCS.

Oco61uBi monmynsnii XBopux
Bik ma cmamb
BipcyTHiM kniHiYHO 3HAYYLIXK BIJIUB BiKy Ta CTaTi Ha papMaKOKiHETUKY PO3yBaCTaTHUHY Y JOPOCIIHX.

dapMaKOKiHeTHKa PO3yBaCTaTUHY Y AiTel i3 TeTePO3UTOTHO CIMEUHO0 TinepxoaeCcTepUuHEMIE
nomiOHa 0o (hapMaKOKiHETUKH Y HOPOCIHX HOOPOBOJIBIIB (IUB. PO3MINT «IiTH»).

EmmniuHi epynu

HocnimxeHHS (papMaKOKiHETUKY BUSBUIIY, 1110 ¥ MAlliEHTiB MOHTOJIOIAHOL pacH (SIMOHIIB, KUTAUIIIB,
Gbiminminiie, B'eTHaAMINB Ta KopeiiB) memianHi 3HaueHHs AUC Ta C,,,, mpubnIu3HO BABiYi BUII, HiXK y
€BPOTENIiB; y iHAiNLiB MenmianHi 3Hauenus AUC Ta C,,,, migBuieHi npu6nu3Ho B 1,3 pa3a. AHani3
HONMyALNiMHOL (hapMaKOKiHeTHKY He BUSIBUB KIIiHIYHO 3HAYYIIO] Pi3HULI MiX NallieHTaMu
€BPOIIE0ITHOI Ta HETPOIAHOI pac.

XBOpi 3 HUPKOBOIO HEJOCTATHICTIO

Y narieHTiB 3 erkuMu abo TOMipHUMHY IOPYIIEHHSAME QYHKIlil HUPOK PiBeHb KOHIIEHTpallil
po3yBacTaTugy Ta N-gucMeTusy y mjaa3Mi iICTOTHO He 3MIiHIOETHCS. Y MALi€HTIB 3 TAXKKOK HUPKOBOIO
He[0CTaTHICTIO (KimipeHC KpeaTHuHiHy < 30 MJI/XB) KOHILIEHTpaLlisl pO3yBaCTaTUHY Yy Ma3Miy 3 pa3u
BHIIA, a KOHIeHTpamis N-gucMeTuny y 9 pasiB BUIlla, HiXK Y 300POBUX H0OpoBobLiB. KoHIIEHTpaITisa



PO3yBaCTaTHUHY Y IJa3Mi KPOBi MallieHTiB, sKi nepebyBaloTh Ha reMopianisi, Oymna nmpubnau3xno Ha 50 %
BUIIOI0, HiXK y 3[I0POBUX T0OPOBOJIBIIIB.

XBopi 3 Ne4iHKOBOIO HEJOCTATHICTIO

Cepe[ XBOpuX i3 pi3HUM CTyIeHeM Ie4YiHKOBOI HeIOCTATHOCTi He BUSBJIEHO 30ibIIeHHS IIepiomy
HalliBBUBEJEHHS PO3yBacCTaTUHY Yy MAIi€HTiB 3 OasmoM 7 Ta HUXKUe 3a ImKasok Yannga-I1'10. OgHak y
IBOX TarrieHTiB 3 6anamu 8 Ta 9 3a mKkasnow Yanma-I1'to crocTepiranocs MOgoBKEHHS mepiony
HaIliBBMBEMIeHHS IIOHalMeHIIe yaBidi. [loCBif 3acTOCyBaHHS pO3yBaCTaTUHY MallieHTaMu 3 6anom
Buile 9 3a mkasnoi Yannpma-I1'1o BigCyTHIH.

I'enemuyuHul nosaimopgpiam

[uribitopu I'MI-KoA-penykTasu, BKJII0OYalOUX PO3yBaCTaTHH, 3B’ A3YIOThCS 3 TPAHCIIOPTHUMU OiTKaMu
OATP1B1 Ta BCRP. V nanienris i3 nonimopgizmom rexis SLCO1B1 (OATP1B1) ta/abo ABCG2 (BCRP)
icuye pusuk migsuieHol AUC po3syBactaTuny. [Ipu okpemux popmax nomimopdizmy SLCO1B1
€.521CC ta ABCG2 c.421AA AUC po3yBacTaTuHy HifBUllleHa IOPiBHAHO 3 reHotunamMu SLCO1B1
€.521TT a6o ABCG2 c.421CC. CneuianbHe TeHOTUITYBaHHS Y KJIiHIYHIN IpaKTHUlli He TepegbadeHe,
ase TMaIlieHTaM i3 TaKuUM I0J1iMOPGi3MOM PEKOMEHAYETHCS 3aCTOCOBYBATH MEHINy J060BY HO3Y
npemnapaty Po3BaTop.

Himu

IaHi gBOX (hapMaKOKiHETHYHUX OOCHIIXKEHb 00 PO3yBACTATUHY V AiTEH i3 TeTePO3UTOTHOIO
CiMelHOI0 rinepxoiecTepuHeMiero BikoM Bif 10 go 17 pokis cBiguaTts, 1m0 AUC npenaparty y giteu
nomi6Ha no AUC y mopocinux malfieHTiB abo HuK4Ya. 3HAYHUX BiIXUJIeHb IIPOIOPIIiiHO f03aM He
OYiKYy€ETHCH.

KrinigHi XxapaKTepHCTHKH.
Iloka3anus.
JIixyeaHHA 2inepxosecmepuHemii

HopocnuM, mianmiTkaMm Ta gitam BikoM Bif 10 poKiB i3 IepBUHHOMW rinepxosectepuneMiero (tTumy Ila, B
TOMY YMCJIi i3 TeTePO3UTOTHO CiIMEMHOIO TilepxoyiecTepuHEMi€I0) ab0 3MillTaHO0 AUCTITiAeMie0
(tTuny IIb) sIK HOTIOBHEHHS [0 AiETH, KON NOTPUMAHHS Ji€TU Ta 3aCTOCYBaHHS iHIIUX
HeMe[IUKaMeHTO3HUX 3aco0iB (Hanpukian, Gi3uyHuX BIpaB, 3HUKEHHS MacCH Tina) HeIOCTATHE.

[Tpu TOMO3UTOTHIM CiMEeWHi rinepxonecTepuHeMil SIK TOIIOBHEHHS OO MiETH Ta iHIITUX
Tnigo3HKUKYI0YMX 3ac00iB mikyBaHHS (Hanpukiap, adepe3y JITTHII) abo y BumagKax, KOau Take
JIIKyBaHHS HEIOPEYHe.

ITpoginakmuka cepu,e8o-CyOUHHUX NOPYWEHb

3anobiraHHs 3HaYHUM CeplIeBO-CYOAUHHUM MTOPYIIEHHSIM Y MAlliEHTIB, SKUM, 3a OLiIHKaMH, 3aTPOXKYeE
BHCOKMI PU3MK IEPIIOT0 BUTIAAKY CEPIEBO-CYIMHHOTO MOPYIIEHHS, IK JOTIOBHEHHS 10 KOPEKIIil
iHIMMX (paKTOPiB PU3UKY.



IIpomunoka3aHHs.
- [TigBuIeHa YyTNIUBICTh IO PO3yBaCTAaTHHY a00 MO MOMOMIXKHMX PEYOBHH Yy CKJIafi Ipemnapary.

- 3axBOPIOBaHHS MIEYiHKY B aKTUBHIN (a3i, y TOMy 9UCJIi TP CTIMKOMY MiIBUILIEHH] PiBHSA
CHPOBATKOBUX TpaHCaMiHa3 HEBIJOMOI €Ti0JIOri], @ TaK0XK IIPY MiABUIIEHH] PiBHA CUPOBAaTKOBUX
TpaHCaMiHa3, 110 ePeBUIye BepXHI0 Mexky HopMu (BMH) Ginbi HiXK y 3 pa3u.

- Taxki mopymeHHs QYHKIIII HUPOK (KJTipeHC KpeaTHHiHy < 30 M/XB).
- Miomaris.
- OpHOYacHe 3aCTOCYyBaHHS IIUKJIOCIIOPUHY.

- Y nepiop BariTHOCTi abo romyBaHHS TPYAAI0, @ TAKOXK KiHKaM PEmpPOIyKTUBHOTO BiKy, SIKi He
3aCTOCOBYIOThH BiITIOBiHI 3ac00M KOHTpALEMIIii.

o3a 40 Mr mpoTHOKa3aHa IallieHTaM 3i CXUJIbHICTIO 10 MiomaTii/pabmomionisy.

Ilo dakTOpiB TAKOr0 PU3NKY HaIEeXKaTh:

- IIOMipHe NOPYIIeHHS (YHKIil HUPOK (KJTipeHC KpeaTuHiHy < 60 MI1/XB);

- TiIOTHUPEO3;

- HaAsIBHICTB B 0c0OMCTOMY a00 POOUHHOMY aHAMHe3i CIIaJIKOBUX 3aXBOPIOBAHb M'SI3iB;

- HasIBHICTh B aHAMHe3i BUMA[KiB M’s130BOI TOKCUYHOCTI TP 3aCTOCYBaHHi iHIIKX iHTi6iTOPIB
I'MTI'-KoA-penykTa3u abo ¢ibpartis;

- 37I0B2KMBAHHS aJIKOTOJIEM;
- CHUTYyallil, 10 MOXKYTb ITPHU3BECTH [0 MiABUINEHHS KOHIIEHTPAIlil IpemnapaTy y miaa3Mi KPoBi;
- HaJIeKHICTh 10 MOHTOJIOIAHOI pacy;

- CYIIyTHE 3aCTOCYyBaHHS (ibparis.

B3aemodin 3 iHwumu nikapcvkumu 3acobamu ma iHwi eudu e3aemodiltl.
Bnaue cynymHix npenapamis Ha po3y8acmamuH

IH2i6imopu mpaHcnopmHux 6iakie. Po3dyBacTaTuH € CyOCTpPaTOM MAJISl TIeBHUX TPAHCIIOPTHUX BiNKiB,
BKmodatoud OATP1B1, mo 3abe3mnedye e4iHKOBUI TPAHCIIOPT, Ta eiiokcHOTro mepeHocHuka BCRP.
OpHoYacHe BBe[IeHHS pO3yBaCTaTUHY 3 JTiKapChKUMU 3aco0aMu - iHTi0iTopaMu IIUX TPAHCIIOPTHUX
OinKiB MOXKe CIIPUYMHUTH MiABUIIEHHS KOHIIEHTPAIlil pO3yBaCTaTUHY y IIa3Mi KPOBi Ta 30iIbIIeHHS
pu3uKy Mionarii (muB. po3minu «Cmoci6 3acTocyBaHHS Ta H03u», «OCOOIMBOCTI 3aCTOCYBAHHS»,
«B3aeMopmist 3 iHIMMMH JTiKapChKUMHK 3ac00aMu Ta iHIIi BUOKW B3a€EMOMIi», TaOIUINO 2).

HuxaocnopuH

Y nepion cynyTHLOT'0 3aCTOCYBaHHS PO3yBaCTAaTUHY Ta HUKIOCIOPUHY 3HaYeHHs AUC po3yBacTaTUHY



Oynu B cepelHbOMY IIPUOJIM3HO y 7 pa3iB BUIMMH, HiX Ti, IKi CIIOCTepiramucs y 34OpoBUX
moOpoBOBLIiB (OUB. TaONMUINO 2). PO3BaTOP MPOTUIIOKA3aHUM MAIliEHTaM, SKi OTHOYACHO OTPUMYIOTh
IIUKJIOCTIOPHH (OUB. Po3in «[IpoTUIOKa3aHHS»).

CymyTHE 3aCTOCYBaHHS He BIIJIUBAJIO Ha KOHIIEHTPAI[iI0 IXKJIOCIIOPUHY B I1JTa3Mi KPOBI.
IHeibimopu npomeasu

Xoda TOUHMM MexXaHi3M B3aeMOil HEBiOMUM, OQHOYACHE 3aCTOCYyBaHHS iHTi6iTOPiB MpOTea3u MoXke
3HayHo 306inburyBaT AUC po3yBacTaTuny (ouB. Tabnuirio 2). Hanpukiag, 3rifHo gaHux
moCHimKeHHs hapMaKOKiHEeTUKH OJHOYAacHe 3acTocyBaHHS 10 Mr po3yBacTaTUHY Ta KOMOIHOBAHOTO
JiKapchKOro 3acoby, 110 MicTuB fiBa iHribiTopu mpotea3u (300 Mr ata3aHaBipy/100 Mr puTOHaBIpy),
3M0POBUX MOOPOBOIIBLIB cynpoBoaxKyBanocs migsuineHHsIM AUC ta C,,,, po3yBacTaTuHy IpUOIM3HO B
3 ta 7 pasiB BignoBigHO. OfHOYACHE 3aCTOCYBaHHS IpenapaTy Po3BaTop Ta mesikux KoMOiHalin
iHri6iTopiB MpoTea3u MOXKJIMBE IIiC/IST peTeIbHOT0 OOMIPKYBaHHS KOpPeKIii qo3u npenapaty Po3Bartop,
BUXOOAYH 3 04iKyBaHOro 3pocTaHHsI AUC po3dyBacTaTuHy (OuB. po3ainu «B3aeMopmis 3 iHIIMMU
JiKapChbKUMU 3aco0aMu Ta iHIII BUAY B3aeMofini» «Oco0IMBOCTI 3acTOCyBaHHS», «Croci6
3aCTOCyBaHHS Ta [03U», TabNHULIO 2).

I'em@ibpo3us ma iHwi ainido3HudxiCyOUi 3acobu

OpHOYacHe 3aCTOCYBaHHS PO3yBacTaTHHY Ta reMdibpo3uny npusBoauio ao 3poctanHs AUC Ta C,,,
po3yBacTaTUHY B 2 pa3u (muB. po3in «Oco6IUBOCTI 3aCTOCYBAHHSI»).

Buxopsguu 3 maHUX ClelliaTbHUAX OOCTigXKeHb, (apMaKOKiHETUYHO 3HAYYI0l B3aEMOil 3
beHodiObpaTOM He 0YiKyETHCS, OMHAK MOXKIIMBa (papMaKoguHaMiyHa B3aemopis. ['em¢pibpo3ur,
denodibpar, ium gibpatu Ta nimimo3nuxKy4i mo3u (> abo piHi 1 r/goby) HiauKuHYy (HIKOTHHOBOI
KMCJIOTH) 30iMbIIYI0Th PU3UK MiolaTil TP CYyNyTHBOMY 3aCTOCyBaHHI 3 iHribiTopamu I'MI'-KoA,
JIMOBIpHO, 3@ paxyHOK TOr0, 10 BOHM MOXKYTh CIIPUUYUHATH MioIlaTiio, KOJIH IX 3aCTOCOBYIOTH OKPEMO.
Io3a po3yBactatuny 40 MT IpoTUIIOKa3aHa IIPH CYyIIyTHbOMY 3aCTOCyBaHHi (ibpaTiB (IUB. po3ainu
«IIpoTunoka3aHHsI» Ta «OCOOIMBOCTI 3aCTOCYBAaHHS»). TaKUM IalliEeHTaM TaKOXK CJIif TOYMHATH
Tepallilo 3 J03U 5 M.

E3zemumib

OpHOYacHe 3aCTOCYBaHHS po3yBacTaTuHY B 03i 10 Mr Ta e3etumiby 10 Mr maiieHTam i3
rinepxosyectepuHemieto npu3Boauno o 3poctaius AUC po3yBacTtaTuny B 1,2 pa3a (guB. Tabnuiiio
2). He moxHa BukmouyaTu apMakKOOUHAMIYHOI B3a€EMOMil MixXK IIperapaToM Po3BaTop Ta
e3eTuMiboM, 1110 MOXKe MPU3BECTH 00 HebaxKaHuX SBUII (OUB. Po3ain «OcoOIMBOCTI 3aCTOCYBaHHSI »).

AHmauyudHi npenapamu

OpHOYacCHe 3aCTOCYBaHHS PO3yBaCTAaTUHY i3 CYCIEH3iIMU aHTAUU[IB, 110 MICTATh TiIPOKCUL
asmoMiHi0 ab0 MarHio, 3HUKYBAJIO KOHIIEHTPAIiI0 PO3yBaCTaTUHY B IJIa3Mi KpoBi mpubnu3Ho Ha 50
%. Ile#t epekT OyB MEHII BUPaXKeHUU y pa3i 3aCTOCYBaHHS aHTAIUOHUX 3ac00iB 4epes 2 roguHu
micsa po3yBactaTuHy. KiminiuHa 3HaUyLIiCTh ITi€l B3aeMoil He BUBYasacs.

EpumpomiuyuH

OpHoyYacHe 3aCTOCYBaHHS PO3yBacTaTHUHY Ta epuUTpoMinuHy 3HuXKYyBano AUC po3yBacTaTuHy Ha 20
%, a C,,., - Ha 30 %. 1Ist B3aemofisg Moxe OyTH ClipUUYMHEHA IIOCUJIEHOI0 TePUCTAIbTHKOIO
KUIIIEYHUKY BHACIIOOK [Iii epUTPOMIIIUHY.



®epmermu yumoxpomy P450

Pe3ynbTaTy gocmigKeHs in vitro Ta in vivo cBig4arTh, 1II0 pO3yBacTaTUH He iHTiOye i He CTUMYIIIOE
izopepmenTH mutoxpomy P450. OKpiM 11bOT0, pO3yBaCTaTHH € CTaOKUM CyOCTPATOM IIUX
i3oepmenTiB. TakuM YuHOM, B3a€MOfii 3 TiKapCbKUMU 3aco0aMu B Pe3ysbTaTi MeTabo1i3my,
oniocepenkoBaHoro P450, He ouikyeThca. He cnocTepiranocs KIiHIYHO 3HAYYyIIUX B3aEMOAIN MiXK
po3yBacTaTHHOM Ta pykoHazosoM (iuribitropom CYP2C9 ta CYP3A4) a60 KETOKOHA30JI0M
(inribiTopom CYP2A6 ta CYP3A4).

B3aemo0ii, u,o sumazaroms Kopekuil 003u po3ysacmamuHy

[Tpu HeoOximHOCTI 3acTOCyBaHHS ImpenapaTty Po3BaTop 3 iHIMMMU JTiKapChbKUMU 3aco0aMu, 30aTHUMHU
nigsuiyBatu AUC po3yBacTaTuHY, 003y IpemnapaTy Po3BaTop MOTPiOHO CKOPUTYBATH. fAKIIO
ouikyeThcs, 10 AUC npemapaTy 3pocTe npubnu3Ho y 2 abo 6inblie pasiB, 3aCTOCYyBaHHS
PO3yBaCTaTUHY CIIiT MOYKMHATH 3 03U 5 Mr 1 pa3 Ha mo0y. MakcuManbHy T000BY HO3Y
PO3yBaCTaTHUHY CJIifl CKOPUTYBATH TaKUM YHUHOM, 11106 ouikyBaHa AUC po3yBacTaTUHY He
nepesutiyBaia AUC, 1o Bin3HavaeThCs mpu mpuiiomi qo3u 40 mMr/no0y 6e3 3aCTOCyBaHHS JIiKapChKUX
3aco06iB, 110 B3a€EMOIiIOTh i3 ITpernapaToM; HallpUKJIIaf, IPXU 3aCTOCYBaHHi 3 reM¢piOpo3umom
po3yBacTtaTuHy ctaHoBuTuMe 20 Mr (36inbimenHss AUC B 1,9 pa3a), mpu 3acToCyBaHHi i3 KoMObiHaIli€o
puToHaBip/aTa3aHasip - 10 mr (36inbmenHd B 3,1 pasa).

Tabmnuig 2
BnnuB cynyTHix nikapcekux 3aco6iB Ha AUC po3yBacTaTUHY
(AUC; y nopsimKy 3MeHILIeHHS BeJIUYUHN)
Pexum g03yBaHHS JTiIKapChKOT0 3ac00y, 1110 Pexum mo3yBanHS 3mina AUC
B3aEMOTIE pPO3yBacTaTUHY po3yBacTaTUHY*
LlukmocnopuH: Big 75 Mr 2 pa3u Ha go0y no 200 10 mr 1 pa3 Ha gof6y, 10 7,1 paza 1
MTI 2 pa3u Ha go0y, 6 MicsIriB IHIB
Ata3zanasip: 300 mr/putonasip 100 mr 1 paz Ha 10 wmr, pa3oBa fo3a 3,1 paza 1
noOy, 8 mHiB
Cumenpusip: 150 mr 1 pa3 Ha go6y, 7 OHiB 10 mr, pa3oBa m03a 2,8 paza 1
Jlominagip: 400 mr/putonasip 100 mr 2 pa3u Ha 20 Mr 1 pas Ha o0y, 2,1 paza 1
no0y, 17 muiB 7 mHiB
Knomigorpens: go3a HaBaHTaxeHHd -300 Mmr, 20 Mr, pa3oBa fgo3a 2 pas3a 1
mojasbiia go3a - 75 Mr 1 pa3 Ha go0y
T'em¢i6bpo3un: 600 Mr 2 pa3u Ha fo0y, 7 OHIB 80 mr, pa3oBa fo03a 1,9paza 1
Entpom6omar: 75 mr 1 pa3 Ha mo6y, 5 mHiB 10 mr, pa3oBa fgo3a 1,6 paza 1
Hapyuasip 600 mr/putonasip 100 mr 2 pasu Ha 10 mr 1 pa3s Ha mo0y, 1,5 paza 1
noOy, 7 mHiB 7 ouiB
Tunpanasip 500 mr /putonasip 200 Mr 2 pa3u Ha 10 Mr, pa3oBa f03a 1,4 paza 1
mo0y, 11 guiB
Iporenapon: 400 Mr 2 pa3u Ha K06y OaHi BigCyTHI 1,4 paza 1
ITpakona3zom: 200 mr 1 pa3 Ha moby, 5 gHiB 10 mr, pa3oBa mo3a 1,4 paza** 1
E3erumi6: 10 mMr 1 pa3 Ha moby, 14 gHiB 10 mr 1 pa3 Ha mo0y, 1,2 paza** 1
14 guis
®ozamnpenasip 700 mr/putonasip 100 mr 2 pa3u 10 mr, pa3oBa go3a o
Ha 100y, 8 mHiB
Anermita3sap: 0,3 mr, 7 OHiB 40 mr, 7 oHiB o
Cunimapus: 140 Mr 3 pa3u Ha fo0y, 5 gHIB 10 mr, pa3oBa fgo3a o
®enodibpar: 67 mr 3 pa3u Ha go0y, 7 OHIB 10 mr, 7 mHIiB o
Pudammnin: 450 mr 1 pas Ha go0y, 7 gHiB 20 mr, pa3oBa f03a o
Ketokona3zom: 200 mr 2 pa3u Ha no0y, 7 OHiB 80 Mr, pa3oBa go3a o



®nykonaszon: 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
Batikamin: 50 Mr 3 pa3u Ha go0y, 14 nHiB 20 Mr, pa3oBa go3a 47 % 1

* IlaHi, mpefcTaBieHi SIK 3MiHa B X pa3iB, ABISAIOTH COO0I0 CITiBBiTHOIIEHHS MiX 3aCTOCYBaHHSIM
po3yBacTaTHy y KoMOiHaIil Ta okpeMo. [laHi, pefcTaBneHi y BUrismi % 3MiHu, ABISI0TH C06010 %
Pi3HULIIO BiTHOCHO IMOKAa3HUKIB IIPU 3aCTOCYBaHHI PO3yBacTaTUHY OKPEMO.

30inbIIIeHHS TO3HAYEHO 3HAYKOM T, BiICYTHICTh 3MiH -, 3MeHIIeHHs | .

** ByJo mpoBefieHO KinbKa [OCTiIKeHb B3aEMO[Iii ITpX Pi3HUX J03aX PO3yBaCTaTHHY, B TaONUIli
nofgaHo HaMOINbII 3HAYYIle CIiBBIAHOLIIEHHS.

Bnsue po3ysacmamuHy Ha CynymHi AikapcuKi 3acobu
AnmaeoHicmu simamiHy K

4k i mopo inmux inri6itopis 'MI'-KoA-penykTa3u, Ha IMOYaTKy 3aCTOCYBaHHS IIpenaparty Po3BaTop
abo mpu MmigBUINEHHI MO0 NO3HU y MAIliEHTiB, SKi OHHOYACHO 3aCTOCOBYIOTh aHTArOHiCTH BiTaMiHy K
(Hanpuknaz, BapdapuH abo iHINMI KyMapHHOBUY aHTUKOATY/ISHT), MOXKJIUBE MiBULIEHHS
MixHapogHoro HopMarnizoBanoro crisBigHomerHs (MHC). [IpunuHeHHs 3aCTOCYBaHHS IpenapaTy
Po3BaTop ab0 3MeHIIEeHHS HOTO 103U MOXKe MPU3BeCTH A0 3HUKeHHsT MHC. V Takux Bunmagkax
OaxaHu¥ HalexXHUM MoHiTOpUHT MHC.

ITepopanvHi KoHMpavyenmusu/2opmoHozamicHa mepanis (I'3T)

OpHoyacHe 3aCTOCYBaHHS IIpemapaTy Po3BaTop Ta IepopabHUAX KOHTPAIENTUBIB MPU3BOAUIIO 0
nigsuienHs AUC eTuHinecTpaAiony Ta Hoprectpeny Ha 26 % ta 34 % BiamoBigHO. Take migBUILIEHHS
TI71Ta3MOBHUX PiBHIB KPOBI CITiJ BpaxoByBaTH MPH MigOopi 103U mepopaabHUX KOHTPAIENTUBIB. [JaHuX
mono (apMaKOKiHETUKHY IIPenapaTiB y MallieHTiB, SKi OMHOYaCHO 3aCTOCOBYIOTh PO3yBaCTaTHH Ta
['3T, HEMae, TOMy He MOKHa BUKJTIOUATH MoAi0HOT0 edekTy. OgHaK KoMOiHaIlis ITMPOKO
3aCTOCOBYBasacs XiHKaM Y paMKax KJIiHiYHUX [OCHiXKeHb i TepeHocunacs noobpe.

IHwi nikapcvki 3acobu
HuzokcuH

3a JaHWMU CleliaJbHUX JOCIiAKEeHb B3a€MOil K/TiHIYHO 3HAYYI0]l B3a€EMOil i3 IUTOKCHHOM He
OYIKYy€ETHCA.

Jloninasip/pumoHasip. Y ¢papMaKoIOTiYHOMY [OCTigXKEeHHi CYIIyTHE 3aCTOCYBaHHS PO3yBaCTaTHHY Ta
KOMOiHOBaHOTO IIpemnapary, 1[0 MiCTUB fiBa iHribiTopu npoTtea3u (nomiHasip 400 mr/putonasip 100
MT), V 3[I0POBUX JOOPOBOJIBIIIB ACOI[iI0BAJIOCS 3 MTPUOIN3HO IBOPA30BUM Ta II'ITUPA30BUM
30i/blIeHHAM I0Ka3HUKIB piBHOBaxkHOT0 AUC 4,4 Ta C,,, 4JI1 PO3yBaCTaTUHY BiANOBiAHO. B3aemonito
MiX p0o3yBacTaTMHOM Ta iHIIKMHU iHTiOiTOpaMu IIpoTea3y He BUBYAIIU.

dy3udosa Kucaoma

Pu3uk po3BUTKY MiomaTii, BK/Io4arouu pabmomiosis, Moxke OyTH MifBUIIEHUN IPU OTHOYACHOMY
CHCTEMHOMY 3aCTOCYBaHHi (y3UA0BOI KUCIIOTHU 3i CTaTUHAMU. MexaHi3M L€l B3aeMO[il
(bapmakomuHamiunuit, papMakoKiHeTUUHUYN ab0 SK apMaKOOMHAMIYHNM, TaK i
(dbapMaKOKiHeTUUHMM) f0Ci HeBigoMuil. Bynu noBigoMieHHs npo pabmoMioni3 (BK/II04al04Yd PifKicHI
JleTallbHI BUMIQIKK) y TAIi€HTIB, SIKi 3aCTOCOBYIOTH 110 KOMOiHaIlito.



fAKIo cucTeMHe 3aCTOCYyBaHHSA (Py3UO0BOI KMCIOTU HeoOXifHe, TiKyBaHHS PO3yBaCTaTUHOM CIIif
IPUIMHUTY Ha TePiof 3aCcToCyBaHHSA Qy3UI0BOI KUCIIOTH (OUB. po3min «OcobmuBoCTi
3aCTOCYBaHHS»).

Himu

IocmigXeHHsT B3a€MO[Iii TPOBOAMINCS Jullle y mopocnaux. CTyIiHb B3aEMOil y AiTeW HEBITOMUM.

Oco6.1ueocmi 3acmocyeaHHsl.

BniuB Ha HUPKH

[Tpoteinypis, BUsBIEHa V¥ Pe3y/IbTaTi aHaIi3y 3a TeCT-CMyKKaMHU Ta IIepeBakHO KaHaIbIIeBOTO
IIOXOOXKEHHs, CIIoCTepiranacs y MalieHTiB, SKi JIKyBaJIuCd BUIIMMU J03aMU PO3yBacCTaTHHY,

3okpeMma 40 mr, i y 6inbirocTi BunagkisB 6yna TuM4yacoBoio abo mepepuByacTo. [IpoTeinypis He
Oyna mepenBiCHUKOM IOCTPOi abo Mporpecyooyol XxBopoOdu HUPOK (AuB. po3min «I1o6iuHi peakirii»).
YacToTa MoBioOMIIeHb IIPO CEPHO3Hi sfBUIla 3 00Ky HUPOK Yy TOCTMAaPKETUHTOBUX JOCTiAXKEHHSIX BUIIA
IIpU 3aCTOCyBaHHI fo3u 40 Mr. Y maui€eHTiB, AKi IpuiMaloTh Ipenapat y fo3i 40 mr, y npoieci
CIIOCTEePeKEeHHS CJIif] PETYISPHO MEePeBIpATH HYHKIIiI0 HUPOK.

BriuB Ha CKeJIETHY MYCKYJIaTypy

YpaxeHHS CKeJIeTHOI MyCKy/IaTypy, HallpUKJIaf Miairis, Mionaris, pigko - pabmoMmionis,
CIoCcTepiranucs y HalieHTiB IpU 3aCTOCYBaHHI yCixX 103 po3yBacTaTUHY, @ 0COGIMBO IIPHU 03aX
6inbire 20 mr. [Tpu 3acTocyBaHHi e3eTuMi0y y kombiHanii 3 inribiTopamu 'MI'-KoA-pengykrasu nyxe
PiKO MOBiMOMIISINIM PO BUIIAAKHU PO3BUTKY pabmomionidy. He MoxkHa BUKIIOYATH MOXKJIMBOCTI
(dbapMakoguHaMigHOI B3aEMO{Iii, @ TOMY TaKy KOMOiHaIIif0 CJIifi 3aCTOCOBYyBaTU 3 00€PeKHICTIO.

4K i y BUMmagKy 3acTtocyBaHHd iHmux iHriditopis I'MI'-KoA-penykTas3u, Bulagku pabmomionisy,
II0B’3aHi i3 3aCTOCYBaHHSIM PO3yBacTaTUHY, Y IOCTMapKETUHIOBUY [1€PiOof TPAIJIaInuCs JacTille IpPu
no3i 40 mr.

BusHauyeHnHA pieHA KpeamuHpocpokiHazu (KDK)

PiBenb kpeatunkinasu (KK) He ciig BUMipioBaTH miciis 3HaYHUX (HisMYHUX HaBaHTaXXeHb a0o 3a
HasBHOCTI MOXKJIMBUX aJIbTEDHATUBHUX IPUYUH MMiABulleHHS KK, 1110 MOXKYTh YCKIIagHIOBATH
iHTepnpeTaio pe3ynbTaTiB. AKino BuxinHi piBHI KK 3HayHOo migsuieHi (>5 pasis Buiie BMH),
IPOTATOM 5-7 OHIB HE0OXimMHO 3pOOUTY MOBTOPHUM aHai3, 1100 MiATBEPAUTH PE3yIbTaTh. AKIIO0
pe3yibTaTH MOBTOPHOI'O aHasi3y MigTBePAXKYIOTh, 1110 BuxigHe 3HaueHHsT KK Oinbie HiX y 5 pasiB
nepesullye BHM, 3acTocyBaHH4 IIpenapaTy IOYWHATY HE CIIif.

ITeped nikysaHHAM

PosBatop, 5K i inmi inribitopu I'MI-KoA-penykTasu, ciif 3 00epekHiCTIo IpU3HavyaTH MallieHTaM i3
dbakKTopaMu, IO CIIPUSIIIA PO3BUTK Miomatii/pabmomionisy. [Io Takux GaKTOpiB HalekKaTk:

OPYIIeHHS (YHKIIil HUPOK;

TiOTUPEOD3;



HasIBHICTh B iHOUBiTyambHOMY a00 CiMeMHOMY aHaMHe3i CIIafIkKOBUX M’ S30BUX
3aXBOPIOBaHb;

HasIBHICTh B aHaMHe3i MiOTOKCUYHOCTI, CIIpAYKUHEHO] iHmuMY iHribiTopamu 'MI'-KoA-
penykTasu abo ¢ibpaTamu;

37I0BXKMBaHHS alKOT0JIeM;
BiK >70 pOKiB;

CUTYyallil, 1110 MOXKYTb IIPU3BECTH [0 IiABUINEHHS PiBHS IIpenapary y Ijia3Mi;
ogHOYaCHe 3aCTOoCyBaHHS (iOparTiB.

[Tpy npu3HayeHHi IIpenapaTy TaKUM MallieHTaM CJIif peTeIbHO 3BaKUTH CIIiBBIIHOILIEHHS PU3UKY,
3YMOBJIEHOT'O TePaIli€lo, Ta MOXKJIMBOI KOPUCTi; peKOMEHJ0OBaHUM ITOCTIMHUM KITiIHIYHWIM MOHITOPHHT.
Y Bunapky 3HayHoro mipuilieHHs piBHA KK mo moyaTky Tepamii (> 5XBMH) nikyBaHHS pO3NOYKMHATH
He cJIif.

Y nepiod aikysanHs

[TamieHTaM HeOOXiIHO paguTH HeTalHO MMOBIOOMIISTH JIiKaps Y BUIIafiKax IOSBA He3p0o3yMisioro 60710
y M’si3aX, M’'5130B01 c1abKoCTi abo cymoM, 0COONMMBO SKILO TaKi SBUIA CYIIPOBOIKYIOTHCS
He3TyXKaHHAM abo raps4koi. Y Takux Bullafkax HeoOxigHa nepesipka piBHS KK. Tepamito criif
CKacyBaTH Ipu 3HayHOMY migBuirieHHi piBHsg KK (> 5XBMH) a6o mpu BUCOKOMY CTYIEHI TSIXKKOCTI
CUMIITOMIB 3 60Ky M’s3iB, 5IKi € MpuunHOI0 AucKoMdopTy (HaBiTh npu piBHi KK < 5XBMH). Ilicns
YCYHEHHS CUMIITOMIB Ta IoBepHeHHS BMICTy KK 10 MexX HOpMU MOXKHA PO3TIAHYTU MOXKJIUBICTh
BiIHOBJIEHHS Tepallii po3yBacTaTUHOM ab0 albTepHAaTUBHUMMU IIpenapaTaMu - inribitopamu I'MI-
KoA-penykTa3u y HAaUHUXKYIYU 1031 Ta 3a YMOBY HaJIe2KHOTO MOHITOPUHTY CTaHy nalieHTa. ITocTinHun
MoHiTopuHT piBHSA KK mpu BigCyTHOCTI cUMIITOMIB He MOTPiOHMIA.

Iye pigKo MOBiZOMIISIIN PO BUITAAKKM iMyHOOIIOCEPEOKOBaHOI HeKpoTuuHOI MionaTii (IOHM) min
yac abo micns Tepamii cTaTuHaMu, ¥ TOMY 4KClli po3dyBacTaTuHoM. Kniniunumu nposisamu IOHM e
cnabKicTh MPOKCUMabHUX M’sI3iB Ta migBuIeHHs piBHsA KK y cupoBaTili KpoBi, 1110 36epiraerbcs
HaBITh IiC/I IPUNMHEHHS 3aCTOCYBaHHS CTaTHHIB.

Y xniHiuHUX gocTigKeHHSX He OyJI0 OTPUMaHO J0Ka3iB MiBULIEHOTO BIJIUBY Ha CKEJIETHY
MYCKYJIaTypy Y HEBEIMKOI KiJTbKOCTI IaI[iEHTIB, SKi MpUIMail PO3yBaCTaTHH Ta CYIyTHi IIpenapaTy.
OpHak Big3HaA4eHO MiIBUINEHHS YaCTOTH BUIAKiB MiO3UTIB Ta Miomarii cepef malieHTiB, SKi
oTpuMyBanu inui inribitopu I'MI'-KoA-penykrasu pa3oM 3 noxigHUMU (HiOPOEBOI KUCIIOTH, Y TOMY
yucii reMmdpiOpo3unom, TUKIOCIOPUHOM, ITpernapaTaMy HiKOTUHOBOI KMCIIOTH, a30IbHIUMHU
IPOTUTPUOKOBMMU IIpenapaTaMi, iHri6iTopaMu poTeasy Ta MaKpOJIiZHUMY aHTUOIOTUKAMU.
Femdibpo3un migBUIye pu3rK MiomaTii Ipy 0MHOYACHOMY 3aCTOCYBaHHI pa3oM i3 fesKuMu
inribitopamu 'MI'-KoA-penykTa3u. TakuM YMHOM, OTHOYACHE 3aCTOCYBaHHS PO3yBaCTaTUHY Ta
reMdibpo3uy He peKoMeHfoBaHe. KOpuCTh Bif BIIMBY Ha IOfasbllle 3HUKEHHS PiBHS JIMIAIB IpH
OJHOYaCHOMY NpUIOMi po3yBacTaTHHY Ta (idpaTiB abo Hial[uHy CIif BCeOiYHO 3BaXKyBaTH 3 OTJIALY
Ha MOTeHIIMHUHN PU3UK MoniOHOro KOMOiHOBAHOTO 3aCTOCYBaHHS. [Ipr3HaYeHHS mpemnapaty y go3i 40
MT IIPY OJHOYACHOMY IpuiioMi ¢iOpaTiB MpoTUIIOKA3aHe.

PosyBacTaTuH He CIlifi 3aCTOCOBYBaTH OOHOYACHO 3 IIpernapaTaMy Ojid CUCTEMHOTO 3aCTOCYBaHHS, 110
MiCTATh (y3UOOBY KUCIIOTY, Ta IPOTATOM 7 OHIB MiC/Is IPUNUHEHHS 3aCTOCYBaHHS (Dy3UI0BO1
KucnoTu. [TarienTam, Os IKUX CUCTEMHe 3aCTOCYyBaHHS Gy3U0BOI KUCTIOTH HeoOXigHe, CIlif
IPUIIMHUTY IPUMOM CTATHHIB Ha Ile¥ mepion. 3adikcoBaHo Bumaaku pabnomionisy (BKIIo4aioyu



PiOKicHi eTanbHi BUMIQIKK) V MALi€HTIB, SKi IpuiManu (py3ugoBy KUCIOTY B KoMOiHaIlil 3i
cTtaTuHaMH. ITalfieHTaM ciig HeraitHO 3BePHYTHUCS IO JIiKaps, SKI0 BOHU ITOMidaioTh y cebe
CUMIITOMH CJTabKoCTi M’s13iB a60 mpu mosiBi 60110 ¥ M's13ax. Teparito CTaTUHOM MOXKHA BiTHOBUTHU
yepe3 7 OHIB MiC/Is MPUKXOMY OCTaHHBOI 003U (y3UA0BOI KUCIIOTH. Y BUHATKOBUX BUMAgKaX, SKIIO
NOTPiOHe MPOJIOHTOBaHe CUCTEMHE 3aCTOCYBAaHHS (Py3UA0BOI KUCIIOTH, HAIIPUKJIIA 15 JTiKyBaHHS
TAKKUX iH(DeK1iil, HeoOXiAHICTh OQHOYACHOTO 3aCTOCYBAHHS PO3yBaCTATUHY Ta (Py3UA0BOI KUCIOTH
CJIifl JeTalbHO PO3TIAAaTy y KOXKHOMY KOHKPETHOMY BUIIAOKY Iif peTeIbHUM HarasaAoM JiKaps.

Po3yBacTaTuH He CJIifi 3aCTOCOBYBATHU y Tepallil MaI[i€HTiB y pa3i Cepi03HUX BUI[KiB TOCTPOT0
CTaHy, XapaKTepHOro aJig Miomnarii, abo cTaHy, 110 TPOBOKYE PO3BUTOK HUPKOBOI HEIOCTATHOCTI,
3yMOBJIeHO1 pabooMioni3oM (HampuKIam, IPYU CENCUci, apTepianbHili rinoTeHsii, mpoBeneHH]
00IIKPHOTO0 XipyprivHoro BTpy4YaHHs, TpaBMax, TIKKUX MeTa00IiYHIX, eHIOKPUHHUX Ta
eJIEKTPOJIITUYHUX po3Jiafiax a00 HEKOHTPOIbOBAHUX CyIOMaX).

BriuB Ha Me4YiHKY

4k i inmi inribitopu 'MTI-KoA-penykrasu, Po3BaTop ciif 3 06epeXHiCTI0 3aCTOCOBYBaTH IallieHTaM,
SIKi 37T0BXKMBAIOTH aJIKOTOJIeM Ta/a00 Mal0Th 3aXBOPIOBAHHS IIEYiHKYM B aHAMHE3.

OyHKIIII0 TeYiHKY PEKOMEH0BaHO IIePEBIPUTH IIepef] I04YaTKOM 3aCTOCYBaHHS IIpenapaTy Ta 4epes
3 Micsui mikyBaHHS. fAKIIO piBeHb TPpaHCaMiHa3 y CHPOBATIIi KPOBi Oifibllle HiXK Y TPU pa3u MePeBHUIIYE
BMH, 3actocyBanHs Po3Batopy ciip npunuHuTy. [Ipo cepiio3Hi nopyieHHs QyHKIII MediHKN
(mepeBaxHO MiABUIIEHHS PIBHS [I€YiHKOBUX TpaHCaMiHa3) Y IOCTMAapKETUHI OBUY I1epiof
IIOBIAOMJISINIA YaCTillle IPU 3acToCyBaHHi no3u 40 Mmr.

Y malieHTiB i3 BTOPUHHOIO TillepX0JieCTEPUHEMIEI0, CIPUYNHEHOI0 TinoTUPeo30M abo HehPOTUIHUM
CHHIIPOMOM, CIIEPIIY CJIif IPOBECTH JIIKYBaHHSI OCHOBHOT'O 3aXBOPIOBAHHS, @ OTIM IOYUHATH
3acTtocyBaHHS Po3BaTtopy.

Paca

Y mocnimxeHHAX hapMaKOKIiHETUKY CIIOCTEPIrany 3p0CTaHHS CUCTEMHOI eKCIIO3UIIi] V MalliEHTiB
a3iChKOl pacu MOPIBHSHO 3 EBPOIEULIIMH.

InridoiTopu nporeasu

[TigBuileHa cHCTEeMHa eKCIIO3UIlisl po3yBacTaTUHY CIOCTepiranacs B oci0, sIKi 3aCTOCOByBaIn
pO3yBacTaTHH CYIYTHHO 3 Pi3HUMHU iHTibGiTOpaMu NMpoTea3y y MOENHAHHI 3 puToHaBipoM. Crif
00MipKyBaTH SIK KOPUCTb Biff 3HUKEHHS PiBHS MiMifiB 3a JOIOMOT0I0 pO3yBAaCTaTUHY Y NALiEHTIB 3
BIJI, siKi oTpUMYIOTH iHTiOiTOPY IIPOTEas3u, TakK i MOKIIMBICTh MiIBUILIEHHST KOHIIEHTpAlii
pO3yBaCTaTHUHY y IJIa3Mi KPOBi Ha IT0YaTKy Tepallil Ta [IpU MiABUINEHH] [03HU IIpelapary y MallieHTiB,
SIKi OTPUMYIOTH iHTiOiTOpU NpoTea3u. OgHOUYaCHe 3aCTOCYBaHHS PO3yBaCTaTHUHY pPa3oM 3
inribiTopaMu mpoTea3u He peKOMeHoBaHe, SKII0 f03a po3yBacTaTUHY He CKOPUTroBaHa (OUB.
po3minu «B3aemois 3 iHIKMMHU JTiKapChKUMK 3aco0aMu Ta iHIIm BUOM B3aeMofiit» Ta «Cmocio
3aCTOCYBaHHS Ta JO3MW»).

HenepeHOCHMICTH TaKTO3H

[TarmienTaM i3 pigKiCHOIO CIIaIKOBOIO HEIIEPEHOCHMICTIO ralakTo3u, nedinuToM nakrtasu Jlamnma abo
MaJibabcopO1Iieto III0KO3U-TaIaKTO3M He CITiJ 3aCTOCOBYBATH Ilei Impemnapar.

IHmepcmuu,iaﬂbHe 3dXB80PHBAHHA /1e2€Hb



[TooguHOKI BUTTAOKY iHTEPCTUITIAIbHOT'O0 3aXBOPIOBAHHS JIereHb Oy/IM 3ape€eCTPOBaHi Mpu
3aCTOCYBaHHI JesIKUX CTAaTUHIB, 0COONMBO y BUIAOKY HOBrOTPHUBAJIOL Teparii. [lo CHMITOMIB
MOPYLIEHHS HaJleXaTh JUCITHOE, HEIPOAYKTUBHUM Kalllellb Ta MOTiPIIeHHS 3arajlbHOT0 CTaHy (BTOMa,
BTpaTa MacCH Tijla Ta rapsdka). fAKIIo Mifo3pIeThCS, 110 Y MallieHTa PO3BUHYJIOCh iHTEePCTUIIialIbHE
3axXBOPIOBAHHS JIeTeHb, 3aCTOCYBAHHS CTATUHIB MOTPIOHO IPUIUHUTH.

ITykpoeuti diabem

Ieski ¢pakTu CBigqYaTh, 10 CTAaTUHY, MiABULIYIOTh PiBEHD I'/IIOKO3U B KPOBIi Ta y JeAKHUX MAalli€HTiB,
SIKUM 3aT'POXKY€ BUCOKUY PU3UK PO3BUTKY HiabeTy B MalOyTHbOMY, MOXKYTh CIIPUYUHSITH
rinepriikeMiio Takoro piBHS, 3a SKOro HeoOXimHe HallexkHe JTiKyBaHHS mia0ety. 110 3arpo3y, OgHaK,
IIePEeBUILY€E 3HNXKEHHS PU3UKY CyIUHHUX MIOPYIIEHD IIPU 3aCTOCYBaHHI CTaTUHIB, TOMY BOHa He
IIOBUHHA OyTHU MifiCTaBO0 [J1s MIPUNMHEHHS Tepallil cTaTuHaMU. 3a MallieHTaMyu TPYyIu PU3UKY (piBeHb
TJTIOKO3H HaTiie 5,6-6,0 Mmmonb/n, IMT >30 Kr/M°, migBUIIEHUI PiBEeHDb TPUTIlLIEPUIiB, apTepiaibHa
rimepTeH3ist) CIi BCTAHOBUTY K KITiHIYHUM, TakK i 6i0XiMiUHKME KOHTPOB 3TigHO 3 HalliOHATbHUMMU
KepiBHUILITBAMHU.

Y mocrnigKeHHIX 3apeecTpoBaHa 3arajibHa 4yacToTa I[yKpoBOro fiabeTy ctaHoBuna 2,8 % y rpymi
IPUHOMY PO3yBacTaTUHY Ta 2,3 % — y Ipyli mnanebo, mepeBaxkHO y MAIli€HTIB i3 piBHEM TTIOKO3U
HaTIe Bif 5,6 0o 6,9 MMOJIB/II.

Himu

Ouinka JiHIMHOTO POCTy (3picT), Macu Tina, IMT (iHgekCy Macu Tifia) Ta BTOpDUHHUX XapaKTEPUCTUK
CTaTeBOro f03piBaHHA 3a TaHHepoM y miTei BikoM Bif 10 mo 17 pokiB, siKi mpuiiManu po3yBacTaTHH,
obMexeHa nepiomoM TpuBasicTio 1 pik. ITicms 52 THKHIB JOCTIIXKYBAHOTO JTiIKYBaHHS XKOIHOTO
BIIJIUBY Ha picT, Macy Tina, IMT abo cTaTeBe mo3piBaHHS BUSBIEHO He Oyi0. (IUB. PO3Min
«QapmakoauHaMika»). [JoCBif KIiHIYHUX AOCHTiAXKEHb 3aCTOCYBaHHS IIpenapaTy AiTAM Ta MifjliTkaM
oOMexeHMH, i HOBroTpuBai eheKTy 3aCTOCYBaHHS po3yBacTaTUHY (>1 pik) Ha cTaTeBe NO3DPiBaHHSA
HeBigoMi.

3a JaHUMU KJIIHIYHOTO [OCTIIXKEeHHS Y AiTel Ta MifAJiTKiB, SKi IpuiMany Po3yBacTaTUH MIPOTATOM 52
TUXKHIB, migBuineHHs piBHsA KK >10 paziB Bumie BHM Ta cumntoMu 3 60Ky M’s13iB micis ¢isudyHOro
HaBaHTaXXeHHS a0 MmigBUIEeHO] Pi3UYHOI aKTUBHOCTI CIIOCTEpiraaucs YacTille MOPiBHIHO 3 TAKUMU
y mopociux (muB. po3nin «ITo6iuHi peakirii»).

3acmocysaHHs y nepiod sazimHocmi abo 200ye8aHHA 2py00H0.
3acToCcyBaHHS pO3yBaCTaTUHY Y Iepiod BariTHOCTI ab0 rogyBaHHS I'PYAOI0 IPOTUIIOKA3aHe.
2KiHKaM pempogyKTUBHOTO BiKY CIIifl 3aCTOCOBYBAaTH HafliliHi MPOTU3aIUTigHi 3aco0u.

OCKiNIbKM XOJIECTEPHH Ta iHIII MPOAYKTH 0i0CMHTE3Y X0JIECTEPHUHY € BaKJIMBUMHU IJIST PO3BUTKY
1JI0f1a, TOTeHUiNHUY pu3uK inridyBanHsa 'MI'-KoA-penykTasuy y mepiof BariTHOCTI IlepeBakae
KOPHCTbH Bif Teparmil. [laHi, oTpuMaHi 3a pe3y/ibTaTaMu JOCIiKeHb Ha TBapHUHAaX, CBif4aTh PO
o0MeXeHUH BiiCTPOYEHUM TOKCUYHUM BIIJIUB. Y BUIMIQ[Ky HaCTaHHS BariTHOCTI y mepiofn
3aCTOCYBaHHS IIpernapaTy [Oofasblly Tepario CIIif BIAMIHUTHA HEeTauHO.

Ockinbku iHMUN miKapchKui 3acib LbOTo Kiacy MPOHUKAE Y TPYOHE MOJIOKO JIIOAWHY Ta BPaXOBYIOUH,
o inri6itopu I'MI'-KoA-penyKTa3u MOXKYTh CIPUYUHATY Cepito3Hi HebaxkaHi peakiil y HEMOBJIAT,
XKiHKaM, 5IKi moTpeOyIoTh TiKyBaHHS PO3yBaCTaTUHOM, CJIil peKOMEHIyBaTU YTPUMATHCS Bifl



roayBaHHS rpynno. [laHUX MIOA0 MPOHUKHEHHS PO3yBacTaTUHY Y TPyAHE MOJIOKO V TIOOUHU HEMAE
(muB. po3pin «IIpoTUnoKa3aHHI»).

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

HocrnigXeHHS 3 BU3HaYEHHS BIIJIUBY PO3yBaCTaTUHY Ha 3[0ATHICTh KepyBaTU aBTOTPAHCIIOPTOM Ta
IIpalioBaTy 3 iHIMMKUMY MeXaHi3MaMu He mpoBogunucsa. OgHak 3 oriaany Ha apMakoguHaMigHi
BJIACTUBOCTIi, MAJIOMMOBIPHO, 1110 PO3yBaCTAaTUH BIIJIUBATUMeE Ha TaKy 34aTHICTh. [Ipu KepyBaHHI
aBTOTpPAHCIIOPTOM abo po6oTi 3 MexaHi3MaM¥u CITiJi BpaXxOByBaTU MOKJIMBICTh 3allaMOPOYEHHS Y
nepion JiKyBaHHS.

Cnocid 3acmocyeaHHsi ma do3u.

Ilo moyaTKy Teparil nalieHTa Cif IepeBeCT! Ha CTaHAAPTHY HIETY 31 3HUXKEHUM BMiCTOM
XOJIECTePUHY, KOl MOMY CJIii JOTPUMYBaTHUCS i IpU IpPoBefieHHi Teparil. [o3u migdupaTtu
iHoUBimyanbHO, 3 ypaxyBaHHSM METH Tepallil Ta BigmoBifi Ha Hei, JOTPUMYIOUNCh TOTOYHUX
y3rofKeHUX PeKOMeHallii.

Po3yBacTaTvH MOXHa MPUAMATH y OyAb-sIKUH Yac IPOTATOM [HS, He3aJIeKHO Bifl mpuiioMy ixi.

TabmeTKy He CyIif po3:KoByBaTH ab0 noapiOHIoBaTH. TabNIeTKy KOBTAIOTh I[iJI0I0, 3allMBal0YX BOMOIO.
Ao HeoOXiHY K03y po3yBacTaTUHY He MOXKHA OTpuMaTH 3 TabneTok Po3BaTopy mo 10 mr abo mo
20 Mr, crifg BUKOPUCTOBYBATH iHI JIiKapchKi 3ac00H, 1110 MiCTSTh PO3YBaCTaTUH Yy IOTPiOHOMY
[03yBaHHI.

JIikyeaHHs 2inepxosiecmepuHemii

PekoMeH0BaHa IIOYaTKOBA [I03a CTaHOBUTHL 5 ab6o 10 Mr, mepopasnbHo, 1 pa3 Ha 0oy, K s
IIallleHTiB, AKi paHille He 3aCTOCOBYBAJIU CTaTUHY, Tak i [JId MMALi€HTIB, AKi A0 LIBOTO 3aCTOCOBYBAJIA
inmi inri6iTopu 'MI-KoA-penykTa3su. [linbupaiooyn Mo4yaTKOBY 403y, CHifl BpaXOBYBaTH
iHAUBimyanbHUY piBeHb XOJIECTEPUHY Y MallieHTiB Ta MalOyTHIN ceplieBO-CYAUHHUYN PU3UK, @ TaKOXK
TIOTEHUIMHUY PU3UK PO3BUTKY MOOIYHUX peakiiiit (muB. gani). KopuryBanHs mo3u 3 ii migBULIEHHSM Y
pa3i HeoOXigHOCTI 3MilICHIOETLCS Yyepes 4 TuxKHi. Yepe3 migBUINEHHS YaCTOTH BUHUKHEHHS IMOOIiYHUX
peakuiy mifBuIleHHs 003U 10 40 MI' peKOMEHyEThCA BUHATKOBO IIpU JIIKyBaHHI MALli€HTIB i3
rirepxoyieCTePUHEMIEI0 BUCOKOTI'O CTYIIEHS TAXKKOCTI, IIPX BUCOKOMY PU3UKY BUHUKHEHHS CEPILIEeBO-
CyIUHHUX IOPYIIEHb (30KpeMa Y XBOPUX i3 CIMEMHOIO TillepX0IeCTePUHEMIE0), KOJIU IIPUKAOM
npenapaty y fo3i 20 Mr Ha go0y He 3a0e3meuye 6akaHOT0 pPe3yNbTaTy, 3a YMOBU ITPOBEIEHHS
PeryiasspHOro JiKapChbKOr'0 HarIsany.

ITpoghinakmuka cepuego-cyOuHHUX NOPYWEHb

Y xopmi mocmigXKeHHS BIIMBY NPeapaTy Ha 3HUXKEHHS PU3UKY YCKIIagHEHb 3 O0KY CeplieBO-CyOUHHOI
CHCTEeMHU IIperapaT 3acTOCOBYBajH y 0o3i 20 Mr Ha mo0y.

3acmocyeaHHs nauyieHmam AimHv020 8iKy

[Tpu 3acTocyBaHHI ITpenapaty y Teparii ocid BikoM Bifg 70 poKkiB peKoMeHOBaHa IT0YaTKOBa 403a
IIOBUHHA CTAHOBUTH 5 MT. [lofasnbIile KOpUTYBaHHS 03U, 3yMOBJIEHE BiKOM IIalli€HTa, He OTpibHe.



Ilo3yeaHHs 014 nayieHmis i3 NOpyweHHAMU PYHKUIT HUPOK

KopuryBaHHS 003U IIpU 3aCTOCYBaHHI IIpeliapaTy y Teparlii MalfieHTiB 3 MOpyIIeHHIM (QYHKIIii HIPOK
HU3BKOT0 a0 MOMIpPHOTO CTYIIeHS TSXKKOCTi He MOTpiOHe.

[Tpu 3acTocyBaHHI IIpenapaTty y Tepallil IalieHTiB i3 MOpyLUIeHHAMU QYHKII1 HIPOK IIOMipHOTO
CTyIeHsI TAXKKOCTI (KJIipeHC KpeaTuHiHy < 60 MJI/XB) peKOMEHI0BaHa I04YaTKOBa [03a [IOBUHHA
CTQHOBUTH 5 MT. 3aCTOCYyBaHHS PO3yBaCTaTHHY Yy Tepallii malieHTiB i3 mopyueHHAM QYHKIII HIPOK
BHCOKOT'0 CTYII€HS TSIZKKOCTI IIPOTUIIOKa3aHe y Oyab-IKUX H03ax.

[lo3yeaHHA 045 nauieHmis i3 nopyweHHAMU GYHKUII neviHKu

He crocTepiranocs 3pocTaHHsS CUCTEMHOI eKCII03HIIii po3yBacTaTHHY y IallieHTiB 3 7 OamaMu 3a
mkasoio Yaitnga-IT'10. [IpoTe moCUIeHHS CHCTEMHOI eKCIIo3ullii 0ys10 Bif3Ha4eHO y MallieHTiB, CTaH
SKUX OLiHIoBaBCA ¥ 8 Ta 9 6amiB 3a mkanoio Yainmga-I1'10. TakuM namieHTaM CJlifi TPOBOAUTH OLIHKY
¢bysK1il HUpOK. [loCcBig 3aCTOCyBaHHS IIpenaparty y MallieHTiB 3 ToKa3HUKOM 9 GastiB 3a IIKaion
Yaunpa-I1't0 BigcyTHiN. Po3BaTOp NIpPOTHIOKA3aHUM MallieHTaM i3 3aXBOPIOBaHHSIMHU II€YiHKU B
aKTUBHIHN cTafil. (muB. po3min «IIpoTUIOKa3aHHSI»).

Paca

Y narieHTiB a3iiChKOI pacu CIocTepiranacs migBuilleHa CUCTEMHAa eKCIIO3UIIis Tpemapary.
PexoMeHOoBaHa IM0YaTKOBA J03a [AJI MAlliEHTIB a31aTChKOI'0 MOXOAKEHHSI CTAHOBUTH 5 MT.
3acTocyBaHHs 7034 40 MI TaKMM IaljieHTaM IIPOTUIIOKa3aHe.

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

PexomeH0BaHa OYaTKOBA [03a OJ15 MAIli€HTIB i3 (haKToOpaMy pU3UKY OO PO3BUTKY Miomaril
CTAHOBUTH 5 Mr (IuB. po3min «OcoOIUBOCTI 3aCTOCYBAHHSI»).

Io3a 40 mMr mIpoTUIIOKa3aHa [IeIKUM i3 TaKuX MallieHTiB (AUB. po3min «IIpoTUIIOKa3aHHS»).
T'enemuyuHul noaimopiam

[TeBHi TN TEHETUYHOTO TOJIIMOP(Pi3MYy MOKYTh IPU3BOTUTHU [0 MigBUIIEHHS €KCIIO3HUIIil
po3yBacTaTuHy (guB. po3fain «dapmMakokiHeTuKa»). [TallieHTaM i3 BifoOMOI0 HasgBHICTIO TAKUX TUIIIB
noJtiMmopdi3aMy peKOMeHIyEThCSI 3aCTOCOBYBATH MEHIITY o0OOBY 03y mpemnapaty Po3BaTop.

CynymHe 3acmocyeaHHs

Po3yBacTaTuH € cy6CcTpaToM pi3HMX TpaHCIOPTHUX OinkiB (Hampukinam, OATP1B1 ta BCRP). Pusuk
miomartii (B ToMy yuci pabmomionti3y) 3pocTa€e Ipu CyIyTHbOMY 3aCTOCyBaHHI Po3BaTopy 3 meBHUMU
JiKapCbKUMU 3aco0aMu, 10 MOXKYTh ITiIBUIYBaTH KOHIIEHTPALIil0 PO3yBACTAaTHHY V IIJIa3Mi BHACIIHOK
B3aEMOI] 3 ITUMHU TPAHCIOPTHUMH OiKaMu (HapPUKIIaM i3 IMKJIOCIOPHHOM Ta IIEBHUMH iHTibiTOpaMu
IIpoTeasHu, B TOMY YKCIIi KOMOiHaIliiMi PUTOHABIPY 3 aTa3aHaBipoM, JIOMiHaBipoM Ta/abo
TUIIPaHaBipoM (IUB. Po3minu «B3aemopis 3 iHIMKUMY TiKapChKUMU 3ac00aMU Ta iHII BUOU B3a€MOMIIN»
«Oco6MMBOCTI 3aCTOCYBaHHS Ta iHIIII BUAU B3a€MOil»). [T0 MOXKIUBOCTI, CITifl PO3TISHYTH
3aCTOCYBaHHS albTePHATUBHUX JIiIKapChKUX 3ac00iB Ta, Y pa3i HeoOXimHOCTi, TUMYAaCOBO ITIePePBaTH
Tepariio mpemapaToM Po3BaTop. AKIIO CYyIyTHHOTO 3aCTOCYBAHHS UX JTIKAPCHKUX 3ac00iB i3
Po3BaTopoM YHUKHYTU HEMOXKJIUBO, CJIi[] PETEIbHO 3BaXKUTU KOPUCTH Ta PU3UK Bif CYIIYTHHOT O
3aCTOCYBaHHS Ta BifIIOBIOHUM YMHOM BiTKOPUI'YBaTHU 03y Npemnapaty Po3BaTop (ouB. po3ain
«B3aeMopmist 3 iHIMMMY JTiKapChbKUMHU 3ac00aMu Ta iHII BUAM B3AEMOIiii»).



Himu.

Y nepiaTpuuHii IpaKTUIl IpenapaT IpUu3Hadyae BUHATKOBO JIiKap. 3aCTOCOBYBATH AiTSAM Ta MifliTKaM
BikoM Bif 10 mo 17 pokiB (XJIOMYUKHU - ITiCNIST HOCATHEHHS Ty0epTaTHOTO PO3BUTKY cTafii I abo Buiie
3a TaHHepOM, [iBYaTa - He paHille Hix 4yepe3 1 pik miciaa MeHapxe).

3BUYaliHa Io4YaTKoOBa M000Ba Ho3a OIS [iTel Ta MiIIiTKiB i3 reTepO3UT0THOIO CiIMENHOI0
rimepxojyieCTepUuHeMi€l0 CTaHOBUTD 5 MT Ha 700y. 3BuyaiiHui fiana3oH 103 - 5-20 Mr nepopasnbsHo 1
pa3 Ha no0y. IligBuIneHHs 003U 3[iMCHIOETLCSA 3 ypaXyBaHHIM iHAMBiOyasnbHOI peakiil Ta
IIePEeHOCHUMOCTI, 3TiIHO 3 peKOMeHali M1 A0 3aCTOCyBaHHA y NefiaTpuyHiy npakTtuui. [lepen
II0YaTKOM Tepallii po3yBacTaTUHOM AUTHHI CJIifl MPU3HAYUTH CTaHAAPTHY MIETY 3 HU3bKUM BMiCTOM
XOJIECTePUHY, HiETH CIi JOTPUMYBATHCh i B IIepiofl MpoBeNeHHS Tepalil. be3nexky Ta eeKTUBHICThH
3aCTOCYBaHHS IIpemnapaTy y mo3i moHap 20 Mr y Teparrii 1iel momymsifil He JOCTigXKyBai.

Ilimu sixom 0o 10 pokis.

IocBin 3acTocyBaHHS IIpemnapary y Teparil fiTe#t BikoM 1o 10 pokiB oOMexkeHN HEBETUKOIO
KinbKiCTIO MalieHTiB (BikoM Bifg 8 1o 10 pokKiB) i3 TOMO3UTOTHOIO POAMHHOIO TillepX0IeCTePUHEMIEIO.
OT1xke, po3yBacTaTUH He PEKOMEHIYEThCS /I 3aCTOCYBaHHA Y Teparil miTel BikoM 1o 10 pokis.

Ilepedo3yeanns.

CroenuoidyHOro niKyBaHHS Ilepefo3yBaHHS HeMaeE. JIiKyBaHHSI CUMIITOMaTAYHE, PEKOMEHOYETLCS
nigTpuMyioda Teparis. [ToTpibeH KOHTposb GyHKIII medinku Ta piBHIB KOK. ManoiMoBipHO, 1110
remofiani3 6yne eeKTUBHUM.

ITobiuni peakuii.

Heb6axaHi sgBHIIa, II0 Bif3HAYAIOTHCS IIPYU 3aCTOCYBaHHI PO3yBaCTAaTHUHY, 3a3BHUYal JIerki Ta
TM4YacoBi. HeOaxkaHi peakmii kimacudikoBaHi 3a 9aCTOTOI0 Ta CHCTEMHO-OPraHHUMHY KJIaCaMU.

3a yactoTor HebaXxaHi peakiii po3nopineHi TakuM yuHOM: 4acTo (= 1/100 Ta < 1/10),
HeYJacTo (= 1/1000 Ta < 1/100), pigko (= 1/10000 ta < 1/1000), nyxe pigko (< 1/10 000),
HEBiMOMOI YacTOTH (HEMOKJTUBO OI[IHUTH 3a HasIBHUMU JaHUMU).

3 60Ky Kposi: pimKo - TPOMOOLUTOIEHIS.

3 6oky iMyHHOI cucmemu: PigKo - peakxilii rimepuyTIUBOCTI, Y TOMY YUCJIi aHTiIOHEBPOTUYHUN
HaOpSK.

3 60Ky eHOOKPUHHOI cucmeMmu: 9acTo - IIyKPOBHiA AiabeT .
IIcuxiuHi po3sadu: 4acTOTa HeBifOMa - Hempecis.

3 6oky Hepeoeoi cucmeMu: 4acCTo - TOJIOBHUM 0ifb, 3aTaMOpPOYEHHS; OyKe PidKo - IoJiHedponaTis,
BTpaTa IlaM’siTi; YacTOTa HeBijoMa - nepudepruyHa HeUpomnaTisi, MOPYLUIEHHS CHY, B TOMY YHCJI
0e3COHHSA Ta HiUHi XKaXu.

3 60Ky opaaHie OuxaHHA, 2pyOHOI KAIMKU ma cepedoCmiHHA: 4acTOTa HEBimoMa - Kalllellb, 3aIUIIKa.



3 6oky IIIKT: 4acTo - 3amop, HymoTa, 0ib y KUBOTI; PiKO - MAaHKPEATHUT; YaCTOTa HeBimoMa - miapes.

3 6oky 2enamobisiapHoi cucmemu: pifKo - MigBUINEHHS aKTUBHOCTI MEYiHKOBUX TpPaHCaMiHa3; OykKe
PIOKO - XKOBTSHUIIS, TEMATUT.

3 6oky wkipu ma niOwKipHoi KAiMKOBUHU: HEYACTO - CBepOiXK, BUCUIIAHHS, KPOIIUB'THKA; YaCTOTa
HeBigoMa - cuHApoM CriBeHCa-[I’)KOHCOHA.

3 6oky KicmKkogo-M’s3080i cucmemu ma cnoAy4YHUX MKAHUH: 9aCTO - Mianris; pigko - Mionaris
(BKJTIOYHO 3 Mi03UTOM), pabooMioni3; fyxkKe pigKo - apTparis; 4acToTa HeBimoMa -
iMyHOOIIOCepefKOBaHa HEKPOTUYHA MiOIaTisl, 3aXBOPIOBaHHS CYX0XKMUJIb, IHKOJIX YCKJIafHEHi 1X
PO3PUBOM.

3 60Ky HUPOK ma ce4osudinbHOI cucmeMu: OyxKe PifgKo - reMaTypis.
3 6oky penpodyKkmueHoi cucmemMu ma MO/A0YHUX 3d103: Oy*Ke PiAKO - TIHEKOMAaCTis.
3azanvHi po3aadu: 4acTo - aCTeHist; YacTOTa HEBimoMa - HaOpPSIKH.

4k i npu 3actocyBaHHi iHmux iHribitopie 'MI'-KoA-penykTasu, 4acToTa MoOGiYHUX peakiliii 3aJIexKUTh
Bifl mO3U Mpemapary.

1 . . . . . .
YacToTa 3a/IeXXUTh Bifl HasBHOCTI paKTOPiB pU3UKY (PiBeHB TMIIOKO3U KPOBi HaTIe =5,6 MMOJIB/T, iHAEKC Macu
Tinma > 30 Kr/M°, migBUIEHHS PiBHS TPUIIIiLIEPUNIB, TilepTeH3is B aHaMHe3si).

Bnaue Ha HUpku

[Tpu mpuiiomi po3yBacTaTUHY CIIOCTepiragacs IPOTelHypisd KaHaIbILeBOr0 IOXOAKEHHS, BU3HaUYeHa
3a pe3ynbTaTaMU aHali3y TeCT-CMyXkKKoi0. 3MiHM BMicTy GiflKa y cedi Bif BiicyTHOCTI uu cnifiiB #o a6o
Oinble 3apeecTpoBaHi yepes mesikuii yac y <1 % malfieHTiB, AKi npuiiMany npenapar y fo3i 10 Mr ta
20Mmr, Ta mpubau3Ho v 3 % MmallieHTiB mpu 3acTocyBaHHi 103u 40 Mr. He3HauyHe 30ibIIeHHS YaCTOTH
BUIIQIKiB migBuIeHHs 6inka y cedui Bif BimcyTHOCTI a00 CyIifiB 0 criocTepiranu mpu 3aCTOCyBaHHi
mo3u 20 mr. Y 6inbInocTi BUMagKiB BUpazxKeHiCTh MpOTeinypii 3MeHIyBanack abo 3HWKala CIOHTAaHHO
IIpU IIPOAOBKEHHI 3aCTOCYBaHHSA IIpernapaTy. 3a JaHUMU OOCIIIIXKEeHb Ta I0CTMapKeTUHT OBUX
CIIOCTEpeXkKeHb Ha faHWW Yac He BUSBIIEHO IPAYMHHO-HACIIIIKOBOTO 3B’SI3Ky MiX IIPOTEIHYpi€io Ta
rocTpuM abo IPOTpecyloyrM 3aXBOPIOBAaHHSIM HUPOK.

Ha T71i 3acTocyBaHHS IipenapaTy Bif3HaueHO BUMAOKU reMaTypii; 3a JaHUMHU JOCIifXKeHb YacToTa il
Maa.

Bnaue Ha CKe/emHy mMyckKyaamypy

ypaXKeHHs CKeJIeTHOI MyCKYJIaTypH, TakKi IK Mianris, Mionaris (y ToMy 4ucyi Mio3UT), Ta 3pigka
pabmoMionti3 i3 TOCTPOI0 HEUPKOBOIO HEJOCTATHICTIO un 6e3 Hel Oy/iu Bi3Ha4eHi IpU 3aCTOCYBaHHI
Oymb-IKUX 003 PO3yBacCTaTHHY, 0COONIMBO Ipu Ho3ax > 20 Mr.

Y naiieHTiB, gKi OTPpUMYyBaIu pO3yBacTaTHH, CIIOCTEPIrajaocs 3ajeKHe Bifl 03U MiABUIIEHHS PiBHSI
kpeatunkinasu (KK). YV 6inbimocTi Bumaakis sBuire 0yno c1abKuM, aCUMITOMAaTUYHUM Ta
tumyacoBuM. [Ipu migsumenHi piBHa KK > 5XBMH nopansiy Tepamito Ciif BIAMIHUTH.

Bnaue Ha neyviHky

gK 1 mpu npuiioMi inmux iHriditopis 'MI'-KoA-penyKTasu, MigBUIEHHS aKTUBHOCTI TpaHCaMiHas3,
3asieXHe Bifl O3H, CIIOCTepiranocs y HeBeIUKol KiTbKOCTI ITallieHTiB, SKi OTPUMYyBa/Id PO3yBacTaTHH.



Y 6inpirocTi BUnaaKiB sBuiile 6yno0 cinabKuM, aCUMIITOMAaTUYHUM Ta TUMYacoBUM. [1pu 3acTOCyBaHHI
pO3yBaCTaTUHY TaKOXK Big3Hayasocs migBuilleHHs piBHiB HbAlc.

[Tpu 3acTocyBaHHI OeIKUX 3i CTAaTUHIB CIIOCTEpiraaucs Taki mobiyHi SBUIa: PO3Jiafi CTaTEBUX
GbyHKII#, iHTepcTHIliaTbHE 3aXBOPIOBaHHS JIETEHiB, 0COOIMBO MPY ITPOBEIeHHI JOBrOTPUBAIIOL
Teparril.

YacrtoTa BumagkiB pabmomiosidy, cepiio3HUX MOpPyIIeHb 3 60Ky HUPOK Ta MEeYiHKYU (BUpaXKeHUX
IIepeBaXkKHO 3POCTAHHSIM aKTUBHOCTI I€YIHKOBUX TPaHCaMiHa3) MiABUIIYETHCS IIPU 3aCTOCYBaHHI
npemnaparty y go3si 40 mr.

Y nporieci micnsipeecTpalifHOro 3aCTOCyBaHHS IIpenapary ifeHTudikoBaHo Taky HebaxkaHy peakxilito
sK JIeTajlbHa Ta HeleTalbHa Ie4YiHKOBa HeJOCTaTHICTh. OCKIIBKY HPO 110 PEakKIliio IOBITOMIII0CS
CIIOHTAHHO i3 IOy ALl HeBU3HAUYEeHO]I KiJIbKOCTi, HEMOXKJIMBO JOCTOBIpHO OLIHKTH 1i YacTOTy abo
BCTAHOBUTY HASABHICTh NPUUYMHHO-HACIIIAKOBOTO 3B'I3KY i3 3aCTOCYBaHHSAM IIpenapary.

3pifgKa y micnspeecTpaliiHOMY IIepiofi IOBIAOMIIAIOCS PO MOPYIIEHHS KOTHITUBHUX (QYHKIIIN
(HampuKIIaf, MOTipIIeHHS aM’sATi, 3a0yIbKyBaTiCTh, aMHe3is1, CIIIYTaHiCTh CBiOMOCTI), 1110
aCoIIiI0I0TECSA i3 3aCTOCYBaHHSAM cTaTuHiB. [Ipo Taki KOrHiTUBHI TPO6GIEMU TOBIMOMISANIOCS Y 3B’ I3KY 3
yciMa cTaTMHaMHU. SBUIlla, IIPO SKi UAEThCS Y MOBIAOMIEHHSX, 3a3BUYail HOCATh JIETKUU XapakTep i
MUHAIOTH ITiCJIS BiIMIiHM CTATHUHIB, @ TAKOXK MalOTh Pi3HKM Yac OO0 MOSBM CUMITOMIB (Bim 1 mHS mo
POKiB) Ta 00 3HUKHEHHS CUMIITOMIB (MefiaHa - 3 TUXKHi).

Himu.

[TinBuiieHHs piBHS KpeaTuHKiHa3u > 10XBMH ta cumntomMu 3 60Ky M’3iB micis GpizuyHOro
HaBaHTaXeHHs abo mifgBuIneHol GpisnvHOl aKTUBHOCTI CIIOCTEPiraaucs 4acTimie y 52-TUKHEBOMY
KJIIHIYHOMY [OCTIiAKEeHHI 3 y4acTIO AiTel Ta MiAJiTKiB MOPiBHAHO 3 JOPOCIUMU (OUB. PO3MiN
«OcobnuBoCTi 3acTocyBaHHS»). [IpoTe npodins 6e3meku po3yBacTaTUHY y HiTel Ta MiAiTKiB OyB
OmiOHMM [0 TAKOT'0 y JOPOCTIHUX.

Tepmin npudamHocmi. 2 POKH.

YmoBu 30epiranns. 30epiraté y CyxoMy, HEOOCTYIIHOMY AJIs [iTel Miclli, Ipu TeMIepaTypi He
Bue 30 °C.

YnakoBKa. 7 Ta0neTok y 6mictepi, 4 6icTepu B KapTOHHI# KOPOOIIi.

Kareropis Bignmycky. 3a penentom.

BupoOHHUK.

Can ®apmaceiotukan [HmacTpis JlimiTen.



Sun Pharmaceutical Industries Limited.
Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Miclsi MpoBaIXKeHHS HOTr0 Tis/TbHOCTI.

c. lanryearna, [TaouTta Caxi6, dictpikt Cipmoyp, Ximauan ITpagem 173025, Iamis.

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

[JaTa OCTaHHBOI'O IEeperjsagy.



