IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

PO3YBACTATUH-JAPHHUIIA

(ROSUVASTATIN-DARNITSA)

Cknao:
ditoua pevosuHa: rosuvastatin;

1 TabneTka MicTUTEL po3yBacTaTuHy 10 MT y BUTJIAAL po3yBacTaTuHy Kanbiiio 10,40 mr abo
po3dyBacTaTuHy 20 MI y BUTIISIAL po3yBacTaTuHy Kanbllito 20,80 wmr;

0onomidicHi peyo8uHU: TaKTO3a MOHOTIfIpaT, 11e/l0JI03a MiKPpOKPUCTalliuHa, Kanblliio rinpodocdar,
KPOCIIOBiIOH, ITOBiNOH, Mar#ito creapat, onagpaii II 85F poxesuii.

JIikapcbka ¢opma. TabmeTku, BKPUTI IITiIBKOBOIO 000JIOHKOIO.

OcHogHi ¢i3uko-ximiyHi 81acmusocmi: TabneTKu Kpyrioi ¢opMu 3 IBOOIMYKJIO IIOBEPXHEI0, BKPUTI
ITiIBKOBOO 000JIOHKOO0 POKEBOTO KOJILOPY.

dapmakoTepaneBTHYHA rpyna. [inoninigemiuni 3acobwu.

[uribiTopu I'MI'-KoA-penykTa3u. PosyBacratun. Kog ATX C10A AQ7.

dPapmako102iuHi e1acmusocmi.
dapmakoOuHamika.

Po3yBacTaTuH — Ile CeIeKTUBHUU Ta KOHKypeHTHUM iHribitop I'MI'-KoA-penykrasu, pepMeHTy, 1110
BM3HayYa€ IIBUAKICTh pPeakllil Ta IepeTBOPIOE 3-TiHPOKCHU-3-MEeTUITIyTapuil KopepMeHT A 'y
MeBaJIOHaT, IToNePeqHUK XonecTepuHy. OCHOBHUM MiClieM [il pO3yBaCTaTUHY € MediHKa: OpraH-
MIllIeHb [J1s1 3MEHIIIEHHS PiBHS X0JIECTEPUHY.

Po3yBacTaTuH 30i1bIIye KiMbKICTh pellenTopiB minomnpoTeiniB Hu3bKoi mrinsHocTi (JITTHII) Ha
TIOBEPXHi KJTITUH IeYiHKH, TOCUIIOI0YY 3axX0IjIeHHs Ta KaTabomniam JITTHII], Ta mpurxiuye
NIeYiHKOBUY CHHTE3 JIMONpPOoTeifiB AyKe HU3bKOI minbHOCTI (JITIIHII), TakuM YUHOM 3MEHIIYIOUN
3arasibHy KinpKicTh yacTuHOK JITT[THIT Ta JITTHIII.

JlikapceKui 3aci0 3HUXKYE TifBUIleHNN piBeHb xonectepuny JIITHII (XC-JITTHIII), 3aranbHOTO



xonectepuny Ta Tpuriinepunis (TT) i migBuIlye piBeHb X0JI€CTEPUHY JIMIOIPOTEINiB BUCOKOI
mineHOCTI (XC-JITIBII). Bin TakoX 3MeHIIye piBeHb aninonpoTeiny B (amoB), XC-ue JITIBIII, XC-
JITIOHII, TT-JITITHII Ta migBuinye piBeHsb aninonpoTeiny A-1(amoA-I), BigmoBigHi faHi 3a3Ha4eHi y
Tabmui 1.

Jlikapcekui 3aci6 Takox 3MeHInye criBBigHomernHs XC-JITTHIL/XC-JITIBII, 3aransauit XC/XC-
JITIBII, XC-ue JITIBII/XC-JITIBII Ta cmiBBimHOmeHHS anoB/amoA-I.

Binnosigp Ha 403y y Nalli€eHTIB i3 IePBUHHOMW rinepxosectepunemiero tuny lla ta IIb

(BimKopuroBaHa CepPeqHbOBIICOTKOBA 3MiHa IMOPiBHSIHO 3 BUXIMHUM PiBHEM)

Tab6muig 1
Tlo3a N XC-JITTHI3aranpaun|X C-JITIBII[TT XC-ne JITIBIIIjantoB 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

TepaneBTuuHuM e(PeKT OCATAETHCS MPOTATOM 1 THXKHS IiCIIS MOYaATKY 3aCTOCYBaHHS JTiKapChKOT0
3aco0y, 90 % MakcuManbHOTO eeKTy - yepel 2 TUKHi. MakcuManbHul eheKT 3a3BUYai
OOCATA€EThCA Yepes 4 TUXKHI Ta TPUBAE Hamarli.

dapmaxkoKiHemuxka.
BcmoxkmyeaHHA

MakcuMasnbHa KOHLIEHTpallis Po3yBacTaTUHY Y mia3Mi KpoBi (C,,.,) HocATaeThCcst MPUOIN3HO Yyepes
5 TOJIMH MIiCJIs TepopajbHOTO 3aCTOCyBaHHS. AGCOIOTHA 0i0IOCTYIIHICTh CTAHOBUTD ITPHUOIM3HO
20 %.

Po3nodin

PosyBacTaTvH 3HAUHOIO MipOI0 3aXOIIIOETHCS MIE€UiHKOI0, SKa € OCHOBHUM MICLIEM CUHTE3Y
xonectepuny Ta Kiipency XC-JIITHIII. O6’em po3nofiny po3yBacTaTUHY CTAHOBUATH MpubnIu3Ho 134 1.
Bnuarko 90 % po3yBacTaTUHY 3B’SI3YEThCS 3 OiTKaMu IIJTa3MU KPOBI, TepeBaXkKHO 3 anbOYMiHOM.

Memaboaizm

Po3yBacTaTuH 3a3Ha€ He3HAYHOT0 MeTabomiamy (mpubnusuo 10 %). HocmigxkeHHs MeTabo0i3My in
Vitro i3 BUKOPUCTAHHSIM TelaTOLUTIiB JTIONUHY CBifUaTh, II0 PO3yBaCTaTHH € CIaOKUM CyOCTpaToM
niist MeTabo1i3My Ha OCHOBi (hepMeHTiB nuToxpoMmy P450. OCHOBHUM 3afiTHUM i30pepMEHTOM €
CYP2C9, memio meH1y poib Bigirpatots 2C19, 3A4 ta 2D6. OCHOBHUMY BH3HAUYeHUMHU MeTabosiTaMu



€ N-mecMeTuI0BUY Ta TAKTOHOBUM MeTabomiti. N-gecMeTun-metabommit mpudnu3so Ha 50 % MeHIn
AKTHBHUH, HiXK PO3yBaCTaTHH, TAKTOHOBUH MeTabO0IIT BBAXKA€ThCS KIiHIYHO HeaKTUBHUM. Ha
po3yBacTaTuH npumnanae Oinbire 90 % akKTUBHOCTI IUPKYMI0I04oro inribiTopa I'MI-KoA-penykTasu.

BusedenHs

[Tpu6nusno 90 % mo3u po3yBacTaTUHY BUBOAUTHCS Y HE3MIHEHOMY CTaHi 3 KajioM (pa3oM BCMOKTaHa
Ta HEBCMOKTaHa [Iifo4ya pe4oBUHA), a PellTa BUBOOUTHCS i3 ceueto. [Tpubnau3Ho 5 % BUBOOUTHCS i3
ceuero y He3aMiHeHOMY Burismi. [lepion HamiBBUBEOEHHS i3 MJTa3MH KPOBi CTAHOBUTH MPUOIN3HO 19
TOJUH i He 30iNbIIyETHCSA IPU MifBUILIEHH] 103U. CepeHe reoOMeTpUUHE 3HAUEHHS KITipeHCy
JiKapChKOT0 3aco0y i3 MmIa3Mu KpoBi cTaHOBUTH pubau3Ho 50 n/rop (KoeditieHT Bapiatii - 21,7 %).
4K i B pasi 3acTocyBaHHS iHIINX iHTIGITOPIB ['MI'-KoA-penyKTa3y, [Ie4iHKOBE 3aXOIlJIEHHSA
po3yBacTaTHUHY BigOyBa€eThCs 3 y4acTio MeMOpaHHoro TpaHcmoptepa OATP-C, skuii Bigirpae
BaXK/IMBY POJIb y IIE€UiHKOBIN eJliMiHalil po3yBacTaTUHY.

JliHiliHicmb

CucreMHa eKCIIO3UIlig PO3yBacTaTUHY 30iMbINyETHCS IPOIOPLIKHO OO fo3uU. [Ipu OHaraTropa3oBoMy
IIOEHHOMY 3aCTOCYyBaHHI mapaMeTpy (HhapMaKOKiHEeTHKY He 3MiHIOIOTHCS.

Ocobausi epynu nauieHmis

Bik ma cmamwv

He criocTepiranocs KJiHiYHO 3HAUYIIOT0 BIJIUBY BiKy a00 cTaTi Ha (papMaKOKiHETHKY pO3yBacTaTUHY
y mopocnux. PapMakoKiHETHKa PO3yBaCTaTUHY y OiT€H Ta MifJIiTKIB i3 reTepO3UTr0THOIO CIMENHOI0
rinepxonectepuHeMiero 6yna mogiéHOI 10 hapMaKOKIiHETUKHY Y TOPOCIUX JOOPOBOJIBINB (IUB. PO3Mi
«JIiT»).

Pacosa HanescHicmb

HocnimxeHHS (papMaKOKiHETUKY BUSBUIY, 1110 ¥ MAliEHTiB MOHTOJIOIAHOL pacH (SIMOHIIB, KUTAUIIIB,
Gbiminminiie, B'€THAMIIB Ta KOPEHIliB) MefiaHHI 3HAaYEeHHS IIJIOIII il KpUBOIO «KOHIIEHTPallis-4ac»
(AUC) Ta C,,,, mpubnu3HO BABiUi BUII, HiXK y IMpeICTaBHUKIB €BPOIEOINHOI pacu; B iHAyCiB MemiaHHi
3nauenHsd AUC Ta C,, nifgBuiieni npu6au3so B 1,3 pa3a. AHasi3 momymsiiiHoi GapMaKoKiHEeTUKY He
BUSIBUB KJIIHIYHO 3HAYYIOl Pi3HHUILII MiX IMalliEHTaMU €BPOIEOIAHOI Ta HETPOIAHOI pac.

INopyweHHA pYyHKUII HUPOK

Y mocnifKeHHI 3a y4acTIO MALi€HTIB i3 Pi3HUM CTyIeHeM MOPYIIeHHS QYHKIIil HUPOK 3MiH IIJTa3MOBUX
KOHIIEHTpallill po3yBacTaTuHy abo N-mecmeTtun-metabosiTy B 0cib 3i cmabkoio abo moMipHOIO
HEJOCTATHICTIO Bil3Ha4YeHO He 0ys10. Y malieHTiB i3 TAXKKUMU IOPYIIeHHSIMH GYHKIII HUPOK (KITipeHC
KpeaTuHiny < 30 MJI/XB) IJ1a3MOBi KOHIIEHTpallil po3yBacTaTuHy Oynu y 3 pa3u BUllli, a piBHi N-
necMeTHn-MeTabomiTy y 9 pasiB BUILIMMHU, HiXK Y 3TOPOBUX HOOPOBOIIbLIB. PiBHOBaXkKHi IJ1a3MOBi
KOHIIeHTPallil po3yBacTaTUHY y MAalli€HTiB, IKi mepeOyBaloTh Ha remMofianisi, 6ynu npubau3Ho Ha

50 % BUIIMMH, HiXK Y 30OPOBUX HOOPOBOJIBIIIB.

ITauienmu 3 nevyiHK080W HedocmamHicmio

Y matieHTiB i3 pi3HKUM CTyIeHeM IIe4iHKOBOI HeOCTATHOCTI 3 6amoM 7 Ta HUXKUe 3a IIKanoo Yalnma-
[T'to He BUSIBNIEHO 30iNbILIIEHHS NIePiOAy HaliBBUBeAeHHS po3yBacTaTuHy. OfHAK y NAlli€HTIB 3



ominkoo 8 i 9 OarniB 3a mKkasoi Yainma-I1'to0 Oyno Big3HaueHO MOOOBXKEHHS MEPioly HaliBBUBEOEHHS
npPUOIN3HO ¥ 2 pa3y MOPIBHSHO 3 aHAJIOTIYHUM TOKAa3HUKOM Y Malli€HTiB i3 HUXKYUMU TOKa3HUKaMU
3a mkanot Yatnma-I1'10. [IocBim 3acTocyBaHHS po3yBacTAaTHHY IallieHTaM i3 OayoM Buile 9 3a
mkasorw Yainpa-I1'to BigCyTHINU.

I'enemuuHull noaimopgpiam

Posmnopin inri6itopis I'MI'-KoA-penyKTa3u, B TOMY YHCJIi pO3yBaCTaTUHY, BifOyBa€ETLCSA 3 y4aCTIO
tTpaHcnopTHux 6inkiB OATP1B1 ta BCRP. Y nanienTiB i3 renetuunum nosnimMmopdizmom SLCO1B1
(OATP1B1) Ta/a6o ABCG2 (BCRP) icuye pu3uk migBuineHol ekcno3uilii posysacratuny (AUC). B
okpeMux Bumagkax nojiMmopgizamy SLCO1B1 ¢.521CC ta ABCG2 ¢.421AA excno3uilia po3yBacTaTUHY
migBuIeHa nmopiBHsAHO 3 reHoTunaMu SLCO1B1 ¢.521TT a6o ABCG2 ¢.421CC. CmerianbHe
TeHOTUIIYBAHHS Y KITiHIYHIN mpakTulli He mepenbadyeHe, aje MallieHTaM i3 TakuM moiMopdizmMom
PEKOMEH[IYEThCSI 3aCTOCOBYBATH MEHIY [0OOBY 103y JTiKAPCHKOT0 3ac00y.

Himu

dapMaKOKiHeTUYHI TapaMeTpH y giTed BikoM Bif 10 1o 17 pokiB i3 reTepo3UroTHO CiIMENHOI0
rinepxonecTepuHEMi€I0 MOBHICTIO He Bu3HaueHi. HeBennke pocmigxkeHHs papMaKOKiHETUKI
po3yBacTaTuny (y ¢popMmi TabmeTok) 3a yuacTi 18 marieHTiB guTs40ro Biky mokasao, mo AUC
nikapcbKoro 3acoby y mited nomioHa o AUC y mopocnux malfieHTiB. TakKoxK pe3ynabTaTy CBiYaTh, 110
3HQYHUX BiIXUJIEHb IPOIOPLIMHO [03aM He 0YiKy€EThCH.

KrinigHi xapaKTepHCTHKH.
Iloka3aHnHs.
JIlixysaHHA 2inepxoiecmepuHemii

HopocnuMm Ta mitsiM BikoM Bif 10 pokiB i3 nepBUHHOIO rinepxonectepureMieto (tutm Ila, B ToMy guci
i3 reTepo3uUroTHOI CiMEMHOIO TimepxosiecTepuHeMicio) abo 3MimmaHo guciinigemieto (tum IIb) sK
IOIIOBHEHHS [0 MiE€TH, KOJIM JOTPUMAaHHS Mi€TH Ta 3aCTOCYBAHHS iHIINX HeMeguKaMeHTO3HUX 3aco0iB
(mampukmnaf, GisMYHUX BIpaB, 3HUKEHHS MacCH Tijla) € HeMOCTaTHIM.

[Tpu rOMO3UTOTHIY CiMelHil rimepxosecTepuHeMil SIK JOIIOBHEHHS [0 OIETH Ta iHIIUX
Tinigo3HKUKYBaIbHUX 3ac00iB NiKyBaHHS (Hampukiag, adheped JITTHII) abo y pasi, Konu Take
JIiKYBaHHST € HEJIOPEYHUM.

ITpoginakmuka cepu,e8o-CyOUHHUX NOPYUWEeHb

3anobiraHHs 3HAYHUM CepIIeBO-CYOVUHHUM MOPYIIEHHSAM Y NallieHTiB, SKUM 3arPOKy€ BUCOKUN PU3UK
IIEePIIOT0 BUNAJKY CEepPlieBO-CYAUHHOTO IOPYIIeHHs, IK NOMOBHEHHS 00 KOPEeKIil iHImX (HakTopiB
PU3UKY.

IIpomunoka3aHHA.
- I'imepuyTnuBicTh 70 po3yBacTaTHHY ab0 [0 Oyab-IKUX iHIITNX KOMIIOHEHTIB JIiIKapChKOTO 3aco0y;

- 3aXBOPIOBaHHS MEYiHKU B aKTUBHIH (a3i, cepeq AKUX CTiliKe MiABUIIEHHS CUPOBAaTKOBUX



TpaHcaMiHa3 HeBimoMol eTiosoril Ta Oyab-siKe MiIBUINEHHS TPaHCaMiHa3 y CHPOBATII, 1110 y 3 pa3u
IIePEeBUILYE BEPXHIO MEXY HOPMU;

- TSIKKI TOPyIIeHHS (QyHKIII HUPOK (KipeHC KpeaTuHiny < 30 MJI/XB);
- MioIaris;
- OOHOYAaCHe 3aCTOCYBaHHA 3 LIUKJIOCIIOPUHOM;

- nepiop BariTHOCTI abo romyBaHHS rpynnio. JlikapcbKui 3acib mpoTUIIOKAa3aHUM XKiHKaM
PETNPOAYKTUBHOTO BiKY, SKi He 3aCTOCOBYIOTh HaJleXKHi 3ac00M KOHTpaIemIlil.

Io3a 40 Mr mpoTuIioKa3aHa IallieHTaM 3i CXUJIbHICTIO 10 MiomaTil/pabmomionisy. 1o GpakTOpiB pU3UKY
MOXYTb HajeXaTu:

- TIopy1IeHHsS QYHKIII HUPOK IIOMipHOI TSXKKOCTI (KJTipeHC KpeaTHHIHY < 60 M/XB);
- TIIOTUPEO3;
- HasIBHICTb B iHAMBinyanbHOMYy ab0 ciMeliHOMYy aHaMHe3i CITaffKOBUX M’SI30BUX 3aXBOPIOBaHE;

- HasIBHICTb B aHaMHe3i MiOTOKCUYHOCTi, CIPUYMHEHOI 3aCTOCYBaHHAM iHIMX iHTi6iTopiB [MT-K0A-
penykTasu abo ¢ibpaTamu;

- 3JI0BKMBaHHS aJIKOTOJIEM;
- CUTYyallii, III0 MOXYTh IIPU3BECTHU [0 MiOBUIIIEHHS KOHIIEHTPAIlil pO3yBaCTaTHHY Y IJIa3Mi KPOBi;
- IPUHAaNEeXKHICTh MallieHTiB 0 MOHTOJIOIIHOI pacy;

- CYIyTHE 3acTocyBaHHS (GibpaTiB (IuB. po3minu «B3aeMofiig 3 iHIMMU JTiKapChKUMM 3acobaMu Ta
iHmi BugM B3aeMofin», «OcoOIMBOCTI 3aCTOCYBaHHS»).

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.

Bnaue cynymHix sikapcvkux 3acobis Ha po3ysacmamuH

IHeibimopu mpaHcnopmHux biakie

PosyBacTaTus € cy6CcTpaToM Iy HeSKUX TPAHCIOPTHUX OiNKiB, ¥ TOMYy YHUCIIi T€YiHKOBOTO
TpaHcnopTepa 3axomnnenHs OATP1B1 Ta edmiokcHoro Tpancnoprepa BCRP. OpHo4yacHe
3aCTOCYBaHHS JIIKapChKOT0 3ac00y 3 ImperapaTaMy, 110 MPUTHIYYIOTH Ii TPAHCIOPTHI OinKu, Moxke
IPU3BOMUTHU [0 MiIBUILIEHHS KOHIIEHTpAallil po3yBacTaTUHY Y IJIa3Mi KPOBi Ta 30i/IbIIEHHST PU3UKY
MionarTil (quB. po3minu «B3aemofis 3 iHIIMMY TiIKapChbKUMY 3aco0aMu Ta iHIIM BUOW B3aEMOMiM»,
«0OcobnuBoCTi 3acToCcyBaHHS», «Crocib 3acToCyBaHHS Ta [H03U», OUB. Tabmuliio 2).

LukaocnopuH

Y nepion cynyTHbOTO 3acTocyBaHHS 3HaueHHS AUC po3yBacTaTuHy Oynu B CepeIHbOMY IIPUOIUIHO Y
7 pasiB BUIIKMMH, HiX Ti, SIKi CIIOCTepiraaucs y 3m0poBUxX J0OPOBOJBILB (quB. Tabmullio 2).
JlikapceKui 3acib TpOTUIIOKa3aHUM NalieHTaM, SKi OGHOYaCHO 3aCTOCOBYIOThH IIMKJIOCIIOPUH (OUB.
po3pin «IIpotunokaszaHHsa»). ODHOYAaCHe 3aCTOCYBaHHS He BIIJIMBAJIO Ha KOHLIEHTPAIi0



IIMKJIOCTIOPUHY Y TIJIa3Mi KPOBI.
IH2ibimopu npomeasu

Xo4a TOUHMM MexaHi3M B3aeMO/Iil HEBIOMUM, CYIIyTHE 3aCTOCYBaHHS iHTiOITOPIB MpoTea3u Moxke
3HauHo migBumiyBaTu AUC po3yBactaTury (ouB. Tabnuirio 2). Hanpukmnap, y gocmigkeHHi
(dhapMakKoOKiHeTUKY OffHOYACHE 3acTOCyBaHHS 10 MT po3yBacTaTHUHY Ta KOMOiHOBAHOTO JTiIKapChKOTO
3aco0y, 1o mMicTuB fBa iHribitropu mporeasu (300 mMr ata3zanasipy/100 Mr puTOHaBipy), V¥ 3HOPOBUX
noOpoBobLIiB cynpoBomxkyBasocs migsuineHHsIM AUC ta C,,, po3yBacTaTuHy mIpuOnIu3Ho B 3 Ta 7
paziB BigmoBigHO. OgHOYACHE 3aCTOCYBaHHS JIiIKApPChKOTr'0 3ac00y Ta AesKux KoMOiHali# inribiTopis
IIPOTea3y MOKJIMBE IiCyIs peTelbHOTo 00MipKyBaHHS KOPEKIIil 103U JTiKapChKOro 3aco0y, 3BaxKaun
Ha ouikyBaHe 3pocTaHHsI AUC po3yBacTaTUHY (OUB. pPo3aiin «B3aeMopia 3 IHIIMMHU TiKapChbKUMU
3acobaMu Ta iHIIi BUOU B3aeMofik», «Oco0MMBOCTI 3aCcTOCyBaHHA», «C1iocib 3aCTOCyBaHHS Ta [I03U»,
ouB. Tabmutio 2).

I'em@ibpo3us ma iHwi aini0o3HUNACYBANbHI 3acobU

OpHOYacHe 3aCTOCYBaHHS PO3yBAaCTaTHHY Ta reMdpibpo3uny npusBonuso mo 3poctanHs AUC ta C,,,
PO3yBaCTaTUHY B 2 pa3u (OuB. po3Min «OcoOIUBOCTI 3aCTOCYBAHHSI»).

3rigHo 3 JAaHUMMU CIelliaJbHUX [OCTiIXKeHb, (papMaKOKiHETUYHO 3HAUYII0] B3aeMofii 3 peHodpiObpaToM
He OYiKyeThCs, OQHAK MOXKJIKMBa ¢papMaKoauHaMiuHa B3aemofisa. ['empidposun, henodidpar, inmi
dibpartu ( = 1 r/go0y) 30iNbIIyI0OTh PU3UK MiOTaTil IPU CYyTHEOMY 3aCTOCYBaHHI 3 iHTiGiTopamu
I'MT-KoA-pemnykTa3su. [Jo3a 40 Mr mpoTuIlOKa3aHa IIpu CyMyTHbOMY 3aCTOCyBaHHi pibparis (Ous.
po3minu «IIpoTunoka3anHsa» Ta «OcoONMMBOCTI 3aCTOCYBaHHS»). TaKUM IallieHTaM TaK0XK CJIif
PO3MOYMHATH TEpPAIliio 3 03U 5 MT.

E3emumib

OpHOYacHe 3aCTOCYBaHHS Impernapary B mo3i 10 Mr ta e3etumiby 10 Mr namieHTaMu 3
rinepxonectepuHeMieio nmpusBoauno oo 3pocranus AUC po3yBactatuny B 1,2 pa3a (muB. Tabnuio 2).
He MoXHa BUKIIO4UaTH (hapMaKogHHaMIiYHOI B3a€MOIil MiK po3yBaCTaTUHOM Ta €3eTUMiO0OM, II10
MOXKe ITPU3BECTH [0 HebaxkaHuX SBUII (AUB. Po3Tin «OCOOIUBOCTI 3aCTOCYBAHHS»).

AHumauudHi npenapamu

OpHOYacHe 3aCTOCYBaHHS PO3yBACTATHHY i3 CYCIIeH3i€I0 aHTAIIMIHOIO0 JIiKapChKOro 3acoby, 1110
MICTHTD TiIPOKCHUZ anioMiHilo abo MarHiio, 3HUKY€E KOHIIEHTpallil0 po3yBacTaTUHY Y IJia3Mi KpOBi Ha
50 %. Lle#t epeKT MeHIII BUpaXKeHUH ¥ pa3i 3aCTOCYBaHHS aHTAIlMAHUX 3aC00iB Yyepe3 2 TOOUHM IiCTs
3aCTOCyBaHHS po3yBacTaTHHY. K/TiHiUHY 3HAUYIIiCTh 1i€l B3a€MO[il He BUBYAIIU.

Epumpomiyux

OnHouacHe 3aCTOCYBaHHA JTiKapChKOro 3acofy Ta epuTpoMinuHy 3HMKyBano AUC po3yBacTaTuHYy Ha
20 %, a C,,, - Ha 30 %. Lig B3aeMopisi MoxKe OyTH CIIpUYNHEHA ITOCUIEHOI0 ITIePUCTATbTUKOI0
KUIIeYHUKY BHACIIIMIOK Jil epUTPOMIIIUHY.

@®epmenmu yumoxpomy P450

PesynbraTu goCmifzXKeHs in vitro Ta in vivo cBig4arTs, IO JTiKapchKuii 3acib He iHribye i He CTUMYITIOE
izopepmenTu nuToxpomy P450. OKpiM 110T0, pO3yBacCTaTUH € CITaOKUM CyOCTPATOM ITUX
i3opepmenTiB. ToMy B3aeMopii 3 iKapCbKUMHU 3aco0aMu B pe3yJbTaTi MeTaboiaMy,
onocepenkoBanoro P450, He ouikyeTbcs. He crocTepiranocs KaiHIYHO 3HAYYIIUX B3aEMOZAIN MixK



po3yBacTaTuHOM Ta (prykoHa3osnoM (iuribitopom CYP2C9 ta CYP3A4) ab0 KETOKOHA30JI0M
(inri6iTopom CYP2A6 Ta CYP3A4).

B3aemodii, wo sumaearoms Kopekuii 003u po3ysacmamuHy

Y pazi HeoO6ximHOCTI 3aCTOCYyBaHHS PO3yBaCTaTHHY 3 iHIIMMMU JIiKapChKAMHU 3ac00aMy, 3TaTHUMHU
nigsumyBatu AUC po3yBacTaTUHY, 003y JTiIKapChKOT0 3ac00y MOTPiOHO CKOPUTYBaTH. fAKIO
ouikyeThcs, 110 AUC po3yBacTaTUHY 3pocTe MpuOiIu3Ho B 2 a60 Ginbille pa3iB, 3aCTOCYBaHHS CIIif
IoYXMHaTH 3 003U 5 Mr 1 pa3 Ha 1o6y. MakcuManbHy J000BY 03y PO3yBAaCTaTUHY CJIif] CKOPUTYBaTH
TaKUM 4YuHOM, 11100 ouikyBaHa AUC po3yBacTaTuHy He nepeuinyBana AUC, 110 Bii3HaYa€eThCs IIpU
npuiiomi fo3u 40 Mr/go0y 6e3 3acToCyBaHHS Ipenaparis, 110 B3a€MOIIOTh i3 JTiKApChKKUM 3¢aco00M;
HalpUKJIaf, TPy 3aCTOCYBaHHi 3 reM$piOpo3unIoM go3a po3yBacTaTUHy CTaHOBUTHMe 20 MT
(36inmbInenHs excrmo3utii B 1,9 pasa), mpu 3acTocyBaHHi 3 KoMOiHalli€ro puToHaBip/aTazaHasip - 10 Mr
(36inpmenns B 3,1 pasa).

BrnuB cymyTHIX JTikapchKuX 3ac0o0iB Ha €KCITO3UIIil0 PO3yBaCTaTUHY

(AUC; B nopsaaKy 3MeHIIeHHS BEJINYNHN)

Tabmnuig 2
PexuM mo3yBaHHS JIiKapChbKOT0 3aC00y, 110 PexuM mo3yBaHHS 3minu AUC
B3a€EMO[Ii€ 3 pO3yBaCTaTUHOM po3yBacTaTUHY po3yBacTaTuHy*
LluknocropuH Big 75 Mr aBiui Ha go0y mo 10 Mr ogun pas Ha moby, T 7,1 paza
200 mr nBiui Ha moOy, 6 MicsiB 10 guiB

Peropacdeni6 160 mr ogus pa3 Ha 700y, 14 mHiB 5 MT, omHOpa3oBa mo3a T 3,8 pasa
Atazanasip 300 mr/putonasip 100 mr omus pa3 10 Mr, omHOpa3oBa go3a T 3,1 paza
Ha n00y, 8 oHiB

Benmaracgip 100 Mr ogus pa3 Ha 0o0y 10 M1, omHOpPa3oBa mo3a T 2,7 pasa
Owmbitacsip 25 mr/mapuTtanpesip 150 mr/ 5 Mr, omHOpa30Ba mo3a T 2,6 pasa
putonasip 100 Mr ogun pa3 Ha go0y/macabyBip

400 mr gBiui Ha moby, 14 oHIB

I'pazomnpesip 200 mr/endacsip 50 mr ogus pa3 10 mr, omHOpa3oBa go3a 1 2,3 pasa
Ha no0y, 11 mHiB

I'nekamnpesip 400 mr/mi6penTacsip 120 Mr ogun 5 Mr onuH pa3 Ha goby, T 2,2 pasa

pa3 Ha mo0y, 7 mHiB 7 OHiB

Jlominagip 400 mr/putonasip 100 mr gBiui Ha 20 Mr omuH pa3 Ha mo6y, T 2,1 pasa
no0y, 17 muiB 7 OHiB

Knonigorpens 300 mr, motiM 75 Mr 4epe3 20 Mr, ogHOpa30Ba mo3a T 2 pasu
24 roguH"

Femdibpo3un 600 mr aBiui Ha moby, 7 OHIB 80 mr, ogHopa3oBa mo3a T 1,9 paza

Entpom6omak 75 Mr oguH pas Ha mo6y, 5 guiB 10 Mr, omHOpa3oBa mo3a T 1,6 pasa
HapyuaBip 600 mr/putonaBip 100 mr gBiwi 10 Mr omuu pa3 Ha goby, T 1,5 pasa
Ha go0y, 7 oHiB 7 OHiB

Tunpanasip 500 mr/putonasip 200 mr gBiui Ha 10 Mr, omHOpa3oBa go3a T 1,4 pasa
no0y, 11 guiB

Oponenapon 400 Mr aBiui Ha KOOy Hesigomo T 1,4 pa3a

ITpakonazon 200 Mr omuH pa3 Ha 0oy, 5 muiB 10 Mr, omHOpa3oBa go3a T 1,4 pasa **

E3erumi6 10 mMr opuH pa3 Ha 0o0y, 14 nHiB 10 mr oguH pa3 Ha moby, T 1,2 pasa **
14 puiB

®ozamnpenasip 700 mr/putonasip 100 mr aBigi 10 Mr, ogHOpa30Ba fo03a <
Ha 100y, 8 oHiB
Anermnitasap 0,3 mr, 7 gHiB 40 mr, 7 oHIiB o



Cunimapus 140 mr Tpudi Ha 000y, 5 [HIB 10 mr, omHOpa30Ba go3a «
®enodibpat 67 Mr Tpuyi Ha go0y, 7 OHIB 10 mr, 7 gHiB o
Pucdamnin 450 Mr onuH pa3 Ha go0y, 7 OHIB 20 Mr, ogHOpa30Ba [03a <
Ketokona3zon 200 Mr gBiui Ha go0y, 7 OHIB 80 Mr, ogHOpa30Ba f03a <
®nykonaszon 200 Mr oguH pa3 Ha 0o0y, 11 gHiB 80 Mr, omHOpa30Ba fJo03a «
Eputpowmitua 500 Mr 4oTupu pa3u Ha #0060y, 80 wmr, ogHOopa3osa fo3a | 20 %
7 mHiB

Batikanin 50 mr Tpudi Ha 1o0y, 14 gHiB 20 Mr, ogHOpa3oBa mo3a | 47 %

* IlaHi, IpeICTaBIeH] y BUTTISAI 3MiHK B X pa3iB, SIBMISIOTh COO00 CIIiBBIMHOIIEHHS MiXK 3aCTOCYBaHHSIM
po3yBacTaTHy y KoMOiHaIil Ta okpeMo. [laHi, pefcTaBnieHi y BUrsAni % 3MiHU, SABISII0TH C06010 %
Pi3HULIIO0 BiTHOCHO MMOKAa3HUKIB IIPU 3aCTOCYBaHHI PO3yBacTaTUHY OKPEMO.

306inpLIeHHS T0O3HAYEHE 3HAKOM 1, BiICyTHICTb 3MiH <, 3MEHIIEHH] - |

** 38 AaHUMHU [OCiIKeHb B3aEMO[Iii ITPX Pi3HUX H03aX PO3yBacTaTHUHY, B Tabmumi 2 mofaHo HalbibIn
3HaUylle CIIIBBIAHOIIEHHS.

Bnaue po3ysacmamuHy HA cynymHi Aikapceki 3acobu

AnmaeoHicmu simamiHy K

4k i mopo inmux iHriditopis I'MI'-KoA-penykTa3u, Ha I0YaTKy 3aCTOCYyBaHHS JIiIKapChKOT0 3aC00y
a0o mpu MigBUILIeHHI MO0 03U Y MAalliEHTiB, Ki OMHOYACHO 3aCTOCOBYIOTh aHTArOHICTH BiTaMiny K
(Hampukian, BapdapuH abo iHIIME KyMapUHOBUY aHTUKOATYIISHT), MOXKJIUBE MiIBULIEHHS
MixHapogHoro HopMmaJidoBaHoro criBBigHomeHHs (MHC). [IpunuHeHHS 3aCTOCYBaHHS JTiKapChKOTO
3aco0y abo 3MeHIIIeHHs M0T0 103U MOXKe MPU3BecTH 0o 3HukeHHsT MHC. Y Takux BUIagkax
PEKOMeHAYeThCA HanexHui MoHiTopurar MHC.

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

OpHOYacHe 3aCTOCYBaHHS JiKapChKOT0 3ac00y Ta IepopaIbHUX KOHTPAIETITUBIB ITPU3BOIUIIO [0
nigsuinenss AUC eTuHinecTpaaiony Ta HoprecTpeny Ha 26 % ta 34 % BifanoBigHo. Take MigBUILIEHHSA
TI71Ta3MOBHUX PiBHIB KPOBI CIIiJ] BpaxoByBaTH IIpH Mig0opi 03U epopaabHUX KOHTPAIENTUBIB. JaHux
o0 ¢papMaKOKiHETUKM TiKAPCHKUX 3ac00iB y MallieHTiB, SKi OMHOYACHO 3aCTOCOBYIOTH
po3yBactatuH Ta I'3T, HeEMae, TOMy He MOXKHa BUKJTIOUATH MOfmi0HOro edekTy. OgHak KoMOiHallio0
IIMPOKO 3aCTOCOBYBAJIM XKiHKaM Y MexKaX KJIiHiYHUX NOCIiXKeHb i BOHa IepeHocuiacs goope.

IHwi aikapcuki 3acobu

Huz2oKkcuH
3a maHUMH OOCIigKeHb i3 B3a€MOZil, He OUiKy€eThCS KITiHIYHO 3HAYYII0]l B3a€MOII.
dy3udosa Kucsaoma

HocrnigxeHHS B3aeMO{Iil po3yBaCcTaTUHY 3 (Py3UO0BOIO KMCIIOTOI He MPOBOAWIN. PU3uK mionarii, y
T.4. 3 pabpomiosnizom, Moxke O6yTu 30iNbIIIeHNI BHACTIAOK CYIIyTHBOTO 3aCTOCYBaHHS CHCTEMHOI
Gy3umoBol KUCTIOTH 3i cTaTWHaMU. MexaHi3M 1iel B3aeMofii (hapMakoguHaMiuHui abo
dbapmakoKiHeTHYHHUH, abo i Te, i iHIIIE) TOKK He 3'sicoBaHUU. [TOBimOMIISNIM PO BUIATKH
pabmoMioni3y (B TOMY YMCIIi 3 TeTaJIbHUM HACIIIKOM) y MAIliEHTIB, SKi OTPUMYBaH 110 KoMOiHaIIifo.
fKII0 cCHCTeMHe 3aCTOCYBaHHS (y3UI0BOI KMCIOTU HeoOXigHe, JTiKyBaHHS po3yBacTaTHHOM 0akaHO



IPUNMHUTH ITPOTSATOM YCHOTO TEPMIHY NiKyBaHHS (Hy3UI0BOI0 KUCIOTOIO.
Himu

HocmimKeHHS B3aEMOIii TPOBOAMIM NHille V mopocnux. CTymiHb B3a€MOil y AiTel HeBiIOMUM.

Oco6.1ueocmi 3acmocy8aHHs1.
Bnaue Ha HUpKu

[TpoTeinypis, BUsiBIeHa y pe3y/ibTaTi aHai3y 3a TeCT-CMyKKaMU Ta IlepeBaKHO KaHa/lblleBOI0
TIOXOJI?KEHHSI, CIIOCTEpPiranacs y MallieHTiB, sKi TiKyBaaucs BUIIMMHU N03aMU PO3yBaCTaTHHY, 30KpeMa
40 wr, iy GinbiocTi BumapakiB Oyna THUM4acoBo0 abo mepepuBdacTolo. IIpoTeinypis He Oyna
nepeiBiCHUKOM IocTpoi abo XBOpoOU HUPOK, 110 ITporpecye (ouB. po3min «[TobiuHi peakiii»).

He6axaHi gBuina 3 60Ky HUPOK IIPOCTiTKOBYBa/IMCS YaCTillle IIPU 3acTOCyBaHHi fo3u 40 Mr.
[NTamieHTaM, AKi MpUMalOTh JTiKapchKuH 3acib y mo3i 40 Mr, citig perynspHo nepeBipaTy QyHKIIi0
HUPOK.

Bnaue Ha CKe/iemHy MyckKyaamypy

[TopyurenHs 3 60Ky KiCTKOBO-M’130BOi CUCTEMH, HANIPUKIIaM: Miasnris, MionaTisi, 3pigka —
pabmoMionis, criocTepiranucs y nalieHTiB, sIKi IpuiiManu po3yBacTaTuH y 6ymb-IKUX 003aX, 0COOIUBO
6inbime 20 mr. [lyzxKe pigko BUnagku pabmoMionti3y Bii3Ha4asu IIPX 3aCTOCYBaHHI e3eTuMiby y
kKoMOiHaii 3 inribitopamu 'MI'-KoA-penykTa3u. OCKiIbKY € MOXKJIUBICTh (papMaKoArHaMigHOI
B3a€EMOIil, TaKy KOMOiHaIli(0 CJTifg 3aCTOCOBYBATH 3 00€PEXKHICTIO.

4k iy pasi 3acTrocyBanHs iHmuX iHri6iTOpiB [MI-K0A-penyKTa3u, IOBiIOMIEHHS IIPO BUIAOKU
pabmomiosi3y, MoB’'I3aHOr0 i3 3aCTOCYBaHHSM PO3YBaCTaTUHY, TPAIUISIUCS YacTillle pu
3acTocyBaHHi 1031 40 Mmr.

BusHaueHHAa pigHA kKpeamuHpochokiHa3u (KPK)

Pisenr KOK He cniif BUMipioBaTH miciig 3HAYHUX (Pi3MNYHUX HaBaHTaKeHb a00 NIpY HasBHOCTI
MOZKJIMBUX aJlbTe€PHATUBHUX NpU4uH migsuieHHs KOK, 1m0 MoXKyTh yCKIagHIOBATH IHTEPIIPETALIiI0
pe3ynbTaTiB. AKio moyaTkoBuil piBeHs KOK 3HauyHO migBuieHuu ( > 5 pasiB Bil BEPXHbOI MeXi
HOPMM), TPOTSATOM 5-7 IHIB HEOOXigHO 3p0OUTH IOMATKOBUM MMiATBEPAXKYBaIbHUN aHami3. AKIIO0
pe3yibTaT MOBTOPHOIO aHaIi3y MigTBePAKYe T0OYaTKOBUM pPiBeHb > 5 pa3iB Bii BEPXHBOI MeXi
HOPMHU, [TIOYMHATHU JIIKyBaHHS He CIIif,.

ITeped nouamkom AiKyBaHHA

Po3yBacTatuH, sK i pemry iHri6itopis 'MI'-KoA-penykTasu, ciif 3 00epexKHiCTI0 Ipu3HadaTh
naiieHTaM i3 ¢aKTopaMu, 10 CIPUYUHSIOTh PO3BUTOK Miomnarii/pabmomiosmisy.

ITo Takux paKTOpiB HanexkaTh:
- IOPYIIEHHS (PYHKIIil HUPOK;
- rinoTupeos;

- HasIBHICTh B iHOUBigyanbHOMY ab0 CiMeiHOMY aHaMHe3i CITafIKOBUX M’ SI30BUX 3aXBOPIOBAHE;



- HAsIBHICTb B aHaMHe3i MiOTOKCMYHOCTI Ha TJIi 3aCTOCyBaHHS iHmuX iHri6iTopiB 'MI-KoA-penykra3u
abo dibparis;

- 3JI0BXKMBAHHS aJIKOT'0JIEM;
- BiK > 70 pOKiB;

- CUTYalii, 1110 MOXKYTh IIPU3BECTHU [0 IiIBUILIEHHS PiBHS PO3yBacCTaTHHY Y IIJIa3Mi KpOBi
(muB. po3minu «®apMaKkoKiHeTHKa», «B3aeMofis 3 iHIIMMU TiKapChKUMU 3aco0aMu Ta iHII BUOU
B3aeMofil» Ta «Crocib 3aCTOCyBaHHS Ta HO3U»);

- OmHOYacHe 3acToCyBaHHS (iOpartis.

Y Takux Ialli€eHTiB II0B’sI3aHUY i3 MiKyBaHHSIM PHU3UK IMOTPIOHO OI[iHIOBATH, IIOPiBHIOIOYH 3
OYiKyBaHOI0 KOPUCTIO; TaKOXK PEKOMEHAYETHCS KIIIHIYHUY MOHITOPUHT. fAKIo mo4aTkoBi piBHI KOK
3HAYHO MmifgBuIeHi ( > 5 pasiB Bif BEpXHHOI MeXKi HOPMU), TiKyBaHHS PO3NOYKMHATH He CIIif.

Y nepiod aikyeanHs

[TarieHTiB Cif momepeguTy PO HEOOXIMHICTh HeraHo MOBIIOMIISITH CBOTO JIiKaps Ipo M’ S30BUM
6inb, cabKicTs abo cyioMu HEBiIOMOI eTioJIoTii, 0COOMMBO IKIIO BOHU CYIPOBOAKYIOTHCS
He3[yKaHHSAM a00 raps4ko. Y uux mnauieHTis cyig BuMipstu piBenb KOK. 3acTocyBaHHS
JiKapChKOT0 3ac00y CItig mpumuHUTH, Ko piBeHb KOK 3nauHO migBuinenuii ( > 5 pasiB Bifg
BEPXHBOI Mexki HopMu) ab0 SKIO CUMIITOMH 3 OOKY M’S3iB TAXKKi Ta CIPUUUHSIOTH H[OJeHHUN
nuckoMopT (HaBiTh Ko piBeHs KOK < 5 Bif BepxHBOI MeXi HOpMH). Y pa3i 3HUKHEHHSI CUMIITOMIB
Ta HopMarti3anil piBHsS KOK MoxkKHa MOHOBUTH Tepalliio po3yBacTaTUHOM ab0 arbTepHAaTUBHUM
inri6iTopom 'MI'-KoA-penykTasu y HaliMeHIIi# 0031 Ta il peTebHUM HariasgoM. PerynsapHui
KOHTPOJb piBHSI KOK y manieHTiB 6e3 BKa3aHUX CUMIITOMIB HEOTPiOHUH. [ly:Ke pigKo MOBimOMIsAIN
IIPO BUIMIAOKM iMyHOOIIOCEPeIKOBaHOI HeKpoTu3yiodoi mionarii (IOHM) nig wac a6o micnst Teparmii
CTaTMHAMHU, B TOMY 4MCIIi po3yBacTtaTuHoM. Kniniunumu nposBamu IOHM e crmabKicTh
IPOKCHManbHUX M'43iB Ta migBuieHHs piBHg KOK y cupoBaTili KpoBi, 110 30epiraeTbcs HaBiTh MiCIsA
BiIMiHU 3aCTOCYBaHHS CTaTHHIB.

Y KniHIYHUX JOCTiAXKeHHIX He OyJI0 OTpUMaHO J0Ka3iB MiIBULIIEHOT0 BIJIUBY Ha CKEJIETHY
MYCKyJIaTypy V HEBEIUKOI KiTbKOCTI IallieHTiB, SIKi IpuiiManu po3yBacTaTUH Ta CYIyTHI IpenapaTH.
OpHaxk MmigBUINEHHS YaCTOTU MIO3UTY Ta MiomaTil Bif3Haydanocsd y Malli€HTiB, SKi IpuiMany iHmi
inri6itopu I'MI'-KoA-penykTasu pa3oM i3 moxigHuMu ¢hiOpoeBOI KUCIIOTH, B TOMY YHUCITi
reMpi6po3usioM, HXKIOCIOPUHOM, HIKOTUHOBOIO KUCJIOTOI0, @30JIbHUMU IIPOTUTPUOKOBUMU
npernapaTaMy, iHribiTopaMu mpoTeasu Ta MaKpOMigHUMU aHTHOIoTHKaMu. ['eM}iOpo3un migBuilye
PU3UK MiolaTil Ipy CyNyTHbOMY 3aCTOCYyBaHHi 3 geskuMu inribitopamu 'MI-KoA-penykrasu. Tomy
3aCTOCOBYBATH PO3yBacTaTHH y KoMbiHalii 3 remdpi6bpo3unoM He peKOMeHAY€eThCsI. CIIPUSATIUBUN
BIIJIUB ITOMA/IBIINX 3MiH PiBHS JIMiAiB TPH OQHOYACHOMY 3aCTOCYBaHHI po3yBacTaTuHY 3 (pibpaTamu
abo HialMHOM MOTPIOHO MOPIBHATH 3 MOTEHIIMHUMY PU3WKAMM ITPU 3aCTOCYBaHHI TaKol KoMOiHaIlil.
OpHoyacHe 3acTocyBaHHS (iOpaTiB Ta po3yBacTaTHHY B 003i 40 MI IPOTHIIOKAa3aHO.

He cnip 3acTocoByBaTH PO3yBacTaTUH OOHOYACHO 3 CUCTEMHUMHU JIiKapChbKUMU 3aco0aMu ¢hy3unoBol
KHUCIOTH ab0 IpoTsaroM 7 OHIB Iicia MPUIMHEHHS JTiKyBaHHS Gy3UI0BOI0 KUCIOTO0. [1alieHTaM, y
SKUX 3aCTOCYBaHHSI CUCTeMHOI (Gy3U0BOI KMCIIOTU BBAXKAETHCSA KUTTEBO HEOOXiTHUM, NTiIKyBaHHS
CTaTUHAMHU CJIiJ] IPUIUHUTYA Ha BeCh TEPMiH JTiKyBaHHS (QPy3UA0BOI0 KUCIOTOI0. [ToBifOMIISIN PO
BUNAgKU pabmomiosidy (B TOMy YHCIIi 3 eTaqbHUM HACJIiIKOM) ¥ MAli€HTIB, SKi OTPUMYBaIH 10
koMbiHanito. [TarieHTaM i mopaguTy HeTaHO 3BEPHYTUCS 110 MEAUYHY [OTIOMOTY, SIKII[0 BOHU
BimuyBaioTh Oyb-sIKi CUMIITOMU M’30B01 ciabkocTi, 60110 abo XxBopoOIuBoi uyTIuBOCTi. Teparriio



CTaTHHAMM MOXKHa IIOBTOPHO IIOHOBUTY YePe3 CiM [IHIB IiCIIsT OCTaHHBOI M03U Py3UI0BOI KUCTIOTH. Y
BHHSITKOBHMX BUIIQKaX, KO HEOOXigHA MPOJIOHTOBaHa CUCTeMHa (Qy3umIoBa KUCIIOTa, HAIPUKIIA/,
IJIS TIKYBaHHS TSXKKUX iHGEKIIiN, HeoOXimHICTh OMHOYACHOTO 3aCTOCYBaHHS PO3yBaCTAaTHUHY Ta
(Gby3uaoBOl KUCIIOTHU CITif PO3TIAfaTH TiIbKA B KOXKHOMY KOHKPETHOMY BUMAJKY i Iifl peTeIbHUM
MeIUYHUM HarJIsgmoM.

Jlikapcekui 3acib He CJIif 3aCTOCOBYBATH MalliEHTaM i3 TOCTPUMHU, CEPHO3HUMU CTaHaMH, III0
CBig4aTh mpo MiomaTiio abo MOXKJTUBICTh PO3BUTKY HUPKOBOI HEJIOCTATHOCTI BHACHIOK pabmomiomidy
(TakuMHU, SIK CETICUC, TIMOTeH3is, BeuKe XipypriyHe BTPy4YaHHS, TpaBMa, TSIXKKi MeTa0OoIivyHi,
E€HIOOKPUHHI Ta eJIeKTPONiTUYHI po3nagyu abo HEKOHTPOJILOBAHI CyIOMH).

Bnaue Ha neyiHky

Aki i inmi inribitopu 'MTI-KoA-penyKTa3u, po3yBacTaTUH CJIifi 3 00epekHICTI0 3aCTOCOBYBaTH
nalieHTaM, SIKi 37I0BKUBAIOTh aJIKOT0JIeM Ta/ab0 MaloTh B aHaMHe31 3aXBOPIOBaHHS MTEUiHKHU.

PexomeH0BaHO nepeBipsATH OioxiMiuHi MOKa3HUKY (PYHKIIII MeYiHKY mepeq] 0YaTKOM JIiKyBaHHS Ta
yepe3 3 Micsli TiKyBaHHS. 3aCTOCYBaHHS IIpemnapaTy CHifl IPUNUHUTH a00 3MEHIIUTH [03Y, SKILIO0
piBeHb TpaHCaMiHa3 y CUPOBATII KPOBi Oifibllle HiX yTPUYi IepPEBUIIYE BEPXHIO MEXKY HOPMHU.
YacToTa OBiIOMJIEHD ITPO CEPHO3Hi siBUINA 3 O0KY MEeYiHKY (IepeBakKHO PO MigBUIIEHHS PiBHS
TpaHCaMiHa3 nevinku) Oinbilla TP 3aCTOCyBaHHi Ho3u 40 Mr.

Y nmarieHTiB i3 BTOPUHHOIO TillepxoJieCTepUHEMIEI0, 3yMOBJIEHOIO TiIOTHPe030M a0o HepPOTUUHUM
CHHIPOMOM, CJIi[i CTIOYaTKy BUIIKyBaTH OCHOBHY XBOpOOY, MepIll HiXK IMOYMHATH Tepalliio
PO3yBaCTaTUHOM.

3pigka MOBiOMIISANIM MIPO JIeTalbHi a0 HeNleTanbHi BUMIQIKK [TeYiHKOBOI HEOCTATHOCTI Yy MallieHTiB,
SKi IpUMasy CTaTUHU, B TOMY YHKCIIi po3yBacTaTHH. AKIO Ha TIIi JIKyBaHHSA PO3yBaCTaTUHOM
PO3BUBAETHCS CEPIO3HE YpaxKeHHS NMeYiHKY 3 KJTiHiYHOI0 CUMIITOMATUKOIO Ta/abo
rinep6inipy6ineMieto Y KOBTSIHUIEIO, CITiJ HETAWHO MPUIIMHUTH 3aCTOCYBAHHS PO3yBaCTaTHHY.
FKINO iHIII TPUYUHY He BUSBIEHO, HE CJIif] IIOHOBJIIOBATH JIIKyBaHHS PO3yBaCTaTUHOM.

Pacosa HaaedxcHicmb

Bigomo, 1m0 y xomi mocnifxeHb (hapMaKoKiHeTHKH criocTepiranocs 3poctaHHs AUC y malieHTiB
MOHT0JI0iHOI pacu mpubOIU3HO BOBIYi MOPIBHSHO 3 MpeCTaBHUKAMU €BPOTIEOiNHOI pacu. [ TakKux
nalieHTiB HeoOXigHA KOPEKIIisl 403U po3yBacTaTuHy (OuB. po3minu «dapMaKOKiHETHKA»,
«IIpoTunoka3aHHsI» Ta «Cocib 3aCTOCyBaHHS Ta JO3U»).

IH2i6imopu npomea3su

[TigBuIIeHa CUCTEMHa eKCIIO3UIIis O PO3yBaCTAaTUHY CIIOCTepiranacs B oci0, siKi 3aCTOCOBYBaIH
PO3yBacTaTHH pa3oM 3 pi3HKMMH iHTiIOiTOpaMu MpoTea3H, y MOENHAHHI i3 puToHaBipoM. Crif 3BaXKUTH
sIK KOPUCTH BiJl 3HUXKEHHS PiBHA JIMiMiB 3a OIOMOT0I0 PO3yBacTaTUHY y nalieHTiB i3 BIJI, gki
OTPUMYIOTE iHTi6iTOPY MPOTea3H, TakK i MOKJIMBICTh MigBUINEHHS KOHIIEHTPAIlil pO3yBacTaTUHY V
m1a3Mi KPOBi Ha MOYATKY Teparlil Ta Ipy MigBUIIeHH] 03K MpenapaTy y Nalli€HTiB, sIKi OTPUMYIOTh
inribiTopu mpoTtea3u. OmMHOYACHE 3aCTOCYBaHHS PO3yBAaCTAaTHHY 3 iHTibiTOpaMu mpoTeasu He
PEKOMEHIYEThCS, SKINO [03a JTiIKapChKOTo 3aco0y He CKOpUToBaHa (OUB. po3minu «B3aemomis 3
iHImMMUMY TiKapchKUMM 3aco6aMu Ta iHII BUAM B3aeMOfii» i «Crocib 3aCTOCyBaHHS Ta JO3U»).



IHmepcmuu,iaﬂbHe 3dXB80PHBAHHA /1e2€Hb

[Tig yac 3acToCcyBaHHS OESIKUX CTaTUHIB, 0COOJIMBO IIPY TPUBAJIOMY JIiKyBaHHi, TTOBIIOMIISNIA TIPO
BUHSITKOBI BUIIQ[IKX IHTEPCTUIlIAIbHOI XBOPOOU nereHs (AuB. po3fin «ITob6iuni peakmii»). 1o mposiBiB
11iel XxBOpoOu MOXKHA BifHECTH 3aAUINKYy, HEIIPOOYKTUBHUM Kallle/Ib Ta 3arajibHe MOTipIIeHHs CTaHy
(cToMTIOBaHICTh, 3HMKEHHS MaCH Tijla Ta Tapsy4ka). Y pasi migo3pu Ha iHTepCTUIiabHY XBOPOOY
JIereHb 3aCTOCYBaHHSA CTATUHIB CJIifi IPUIIMHUTH.

Ilykposutl diabem

[lesKi maHi cBiI4aTh, [0 CTATUHU MiIBUIIYIOTH PiBEHb I'JIFOKO3U B KPOBI Ta Y AEsIKUX MALI€HTIB, SKUM
3arpoxye BUCOKHY PHU3UK PO3BUTKY MiabeTy B MaliOyTHbOMY, MOXKYTh CIIPUUMHSTH TilleprilikeMiio
TAKOTO PiBHS, IPU SIKOMY HeoOXifiHe HanexXHe JIiKyBaHHS fiabeTy. L[to 3arpo3y, ogHaK, IepeBUIIye
3HUKEHHS PU3UKY CyIUHHUX IOPYIIEeHb IIPU 3aCTOCYBaHHi CTaTUHIB, TOMY BOHa He IIOBHHHA OyTH
IiZICTaBOIO [AJI IPUIIMHEHHS Tepalil CTaTHHaMu. 3a NallieHTaMy IPYNU PU3UKY (PiBeHb TIIOKO3U
Hatme 5,6-6,9 MMob/n, iggekc Macu Tina (IMT) > 30 kr/M’, migBUILeHUH PiBeHb TPUTIIILIEPULIIB,
aprepianbHa rinepTeH3is) Cif BCTAaHOBUTH KITiHIYHUYN Ta 6i0XiMiuHMI KOHTPOJIB.

Y mocnimxentni JUPITER 3apeecTpoBaHa 3arajibHa 9aCcTOTa LKPOBOTo fAiabeTy cTaHoBuIa 2,8 % y
Ipyni npuitoMmy po3yBacTaTuny Ta 2,3 % — y rpymi miame6o, IepeBaXxHo y MallieHTiB i3 piBHEM
TJII0OKO3M HATIIEe Big 5,6 0o 6,9 MMOIIb/I.

Himu

Ouinka JiHIMHOrO POCTY (3picT), MacH Tina, iHgekcy Macu Tina (IMT) Ta BTOpUHHUX XapaKTEPUCTUK
CTaTEeBOI0 A03piBaHHSA 3a TaHHepoM Y fiTei BikoM Bif 10 mo 17 pokis, Kl nIpuiiMaiu po3yBaCcTaTHH,
oOMexkeHa 1epiofoM TpuBasicTio 1 pik. 3a BKa3aHU epiof] JKOMHOTO BIUIMBY Ha PiCcT, Macy Tina,
IMT abo cTaTeBe mo3piBaHHS BUSBIEHO He Oyio. [JoCBig KITiHIYHUX [OCHTIXKEHb 3aCTOCYBaHHS
npernapary OiTIM Ta mifgTikaM o0MeXeHuH, TOBroTpruBai eheKT 3aCTOCYBaHHSA PO3yBacTaTuHy (>1
POKY) Ha cTaTeBe J03piBaHHS HEBiIOMi.

Y pmiTeii Ta migJiTKiB, Kl IpUiMany po3yBacTaTuH, migsuilleHHs piBHA KOK > 10 pasis Buiile
BEPXHBOI MeXKi HOPMHU Ta CUMIITOMH 3 OOKYy M’93iB micysa (pi3snyHOr0 HaBaHTaxKeHHS abo MmifgBUIIEeHO]

(bi3nYHOI aKTUBHOCTI CIIOCTEPIranuCs YacTille IOPIBHAHO 3 TAKUMU Y JOPOCIUX (OUB. PO3MiN
«ITobiuHi peakirii»).

Baoicausa iHpopmauisa npo 00NOMINHCHI peuo8UHU.

PosyBactaTus-[lapHULS MICTUTh TaKTO3Y MOHOTIOpPAT, TOMY SKIIO Y MalliEHTa BCTaHOBJIEHA
HEeINlepPeHOCUMICTh IesIKUX IIYKPiB, HE0OXimHO TPOKOHCY/IbTYBATHUCS 3 JIiKapeM, Mepll HiX NpuiMaTH
11eH JTiKapChKui 3acib. Horo He crif 3aCTOCOBYBATHU Ial[ieHTaM i3 pifKiCHUMM CIaffKOBUMU
npobieMaMy HeIepeHOCHMOCTI TajakTo3u, mediluToM TakTasu Jlamma abo TTI0K030-TalaKTO3HOH
Manbabcopoiiiero.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
Jlikapcekui 3acib TpOTHUIIOKa3aHUM Y mepiod BariTHOCTI abo rogyBaHHS I'PYALIIO.
2KinkaM pemponyKTUBHOIO BiKy HEOOXiIHO 3aCTOCOBYBATH HajleXHi 3ac06M KOHTpALemnIIil.

OCKinbKH XOJIECTEPHH Ta iHII MPOAyKTH 6i0CHHTE3Y X0JIeCTEPUHY BilirpaioTh iCTOTHY POJIb Y



PO3BUTKY IJI0fla, IOTEHIINHUY pU3UK Bif npurHideHHsa ['MI'-KoA-penyKTa3u mepeBulllye KOPUCTH Bif
3aCTOCYBaHHS JTiKapcbKoro 3acoby y nepion BaritHocTi. [laHi mocmigKeHb Ha TBapUHAaX OO0
TOKCUYHOTO BIIJIUBY Ha PENPONYKTUBHY QYHKIII0 00MexXeHi. JKIo malieHTKa 3aBariTHie B nepion
3aCTOCYBaHHS I[bOTO JIIKapChKOT0 3aco0y, JTiKyBaHHS CIIiJ HeTalHO MIPUITMHUTH.

OcCKinbKY iHIIMI TiKapChKUM 3acib IbOTO KJIaCy MPOHUKAE Y TPYIHE MOJIOKO JIONUHHU, Ta
BpaxoByiouH, 110 iHribiTopu 'MI-KoA-peiykTa3u MOXKYTh CIPUYUHATY Cepio3Hi HeOaxKaHi peakilii y
HEMOBJIAT, KiHKaM, sIKi ToTpebyI0Th JTiKyBaHHS PO3yBAaCTAaTHHOM, CJIi[l peKOMEHIyBaTH
yTPUMYBaTHUCS Bif TOOyBaHHSA I'PYAAIO0.

Po3yBacTaTuH pOHUKAE Y MOJIOKO IIyPiB. [JaHUX 1100 IPOHUKHEHHS TiKapChKOro 3aco0y y rpyaHe
MOJIOKO y JIIOAUHY HeMae (AuB. po3min «[IpoTumnokasaHHI»).

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

HocmimKeHHS BIJIMBY PO3yBaCTaTUHY Ha 3[aTHICTh KepyBaTH aBTOMOOiieM Ta MpallfoBaTH 3
MexaHi3MaMu He npoBofuiau. OfHak, 3 OTJIIAy Ha papMaKoAMHaMidHi BIaCTUBOCTI IIpemnapary,
MaJIO¥MOBIPHO, 110 PO3yBaCTaTUH BIUIMBATUMe Ha TaKy 30aTHICTh. [Ipu KepyBaHHI aBTOTPAHCIIOPTOM
a6o po0oTi 3 iHImIMMY MexXaHi3MaMHu CJIifi BpaXOBYBaTH MOKJIUBICTh 3allaMOPOYEHHS Y Iepion
JIIKYBaHHS PO3yBaCTaTUHOM.

Cnoci6b 3acmocyeaHHsi ma do3u.

[Iepen mo4yaTKOM JIiKyBaHHS MaLiEHTY CJIi MPU3HAUYUTUA CTaHOAPTHY X0JIECTEPUHO3HUXKYBaIbHY
mieTy, SK0l HeoOXiMHO HOTPUMYBATHUCS i TPOTIATOM JiKyBaHHS. {03y ciif migOupaTy iHOUBioyanbHO
3aJ1eXKHO Bifl MeTH Teparil Ta BiAmoBifi namieHTa Ha JIiKyBaHHS, 6epy4y 0O yBaru MOTOYHI
peKoMeHatiii.

Jlikapcekui 3acib MoKHa MpUUMaTH y OyOb-IKUM 9ac gHS, He3aJleskKHO Bifl BAKHUBaHHS 1XKi.
JlixysaHHA 2inepxoiecmepuHemil

PekoMeH0BaHa IIOYAaTKOBA [I03a CTaHOBUTHL SMr* a6o 10 Mr nmepopanbHo 1 pa3 Ha o6y K OIs
IAIli€HTIB, SIKi paHille He 3aCTOCOBYBaIu CTaTHHHU, Tak i IepeBefeHuX Ha IIPUIOM PO3yBacTaTUHY 3
npuiiomy iumoro inribiTopa I'MI'-KoA-penykTasu. [Ipu BubOopi M09aTKOBOI JO3HU CJIifi BpaxOByBaTH
PiBeHb X0JIeCTEPUHY B KOXKHOTO OKPEMOTO0 IallieHTa Ta PU3UK CEPLeBO-CYOUHHUX MIOPYILIEHb Y
Mai0yTHEOMY, a TaKOXK iMOBipHICTh PO3BUTKY HeOaxkaHUX peakliil. Y pa3i HeoOXimHOCTI MigBUIITyBATH
[03y [0 HAaCTYIIHOTO PiBHA MOXKHa yepe3 4 TuXKHi (OuB. po3ain «PapMakoguHaMika»). BpaxoBywouu
Te, 110 Ha TJIi 3aCTOCYBaHHS JTikapchbKoro 3aco0y B mo3i 40 Mr HebaXkaHi peakilii BHHUKAIOTh YacCTillle,
HiX ITpY MEeHIINX fo3ax (auB. po3min «[1obiyHi peakiii»), 0CTaTOYHO TUTPYBaTH [03y 0o 40 MI BapTo
JIMIIe TallieHTaM i3 TAXKKOI0 TilepxojieCTepUHEeMI€0 Ta BUCOKAM PU3UKOM CePIeBO-CYAUHHUX
MOPYIIEHb (30KpeMa y IallieHTiB i3 CIMEHMHOI0 TillepX0IeCTEPUHEMIEI0), Y AKUX He BAANIOCS JOCATTH
METH JiKyBaHHS NPY 3aCTOCyBaHHi no3u 20 Mr i siki mepeOyBaTUMYTh IIifi PETYIIPHUM HaTJISIIOM
(muB. po3min «Ocob6auBOCTi 3acToCyBaHHS»). Ha moyaTky mpuiiomy niKapchkoro 3aco0y y mo3i 40 mr
PEKOMEeHOOBaHU HATJIS[ CIIeIlialiCTiB.

ITpogpinakmuka nopyweHbs 3 60Ky cepueso-cyOuHHOI cucmemu



Y mocnigkeHHi [T 3HUKEHHS PU3UKY MOPYIIEHb 3 O0KY CEpIIeBO-CYIUHHOI CUCTEMHU PO3yBaCTaTUH
3aCTOCOBYBaIH y fo3i 20 Mr Ha mo0y.

ITauieHmu AimHb020 BIKY

PekomeHnpgoBaHa moyaTKOBa [03a O IMalli€HTiB BikoM > 70 pOKiB CTaHOBUTL 5 MI* (OUB. PO3MiN
«OcobmuBOCTI 3aCcTOCYBaHHS»). [HIIIa KOPEKIIisl 103U 3 OTJISIY Ha BiK He MoTpidHa.

ITauienmu 3 HUPKOBOI HedocmamHicmio
[TamieHTaM i3 nerkumMu abo MOMipHUMH MOPYIIEHHIMH QYHKII HUPOK KOPEKIIis 7031 He MOTpidHa.

PekxoMeHgoBaHa MoYaTKOBa A03a AJ1S MALiEHTIB i3 MOMiIpHUMU MOPYIIEHHIMU (QYHKII1 HUPOK
(kmipeHC KpeaTuHiHY < 60 My1/XB) CTaHOBUTH 5 Mr*. [lo3a 40 Mr mpoTUNOKa3aHa MaljieHTaM i3
IOMipHUMU NOPYIIeHHAMH (YHKIIIl HUPOK. 3aCTOCYBaHHS PO3yBACTAaTHHY MalliEHTaM i3 TAXKKUMU
TIOPYIIeHHSIMHU HUPKOBUX (PYHKIII ITPOTHUIIOKA3aHO Y OYIb-IKHUX [03aX (OUB. PO3MiIK
«[IpoTunoka3aHHI» Ta «OapMaKOKiHETHKA»).

ITauieHmu i3 nopyweHHAMU PYHKUiI nedyiHKu

Y nmatieHTiB i3 mopymeHHIMU QYHKIII Te9iHKY, 110 OIiHIoBanucs y 7 abo MeHIle 0asiB 3a IIKaJI00
Yaiinga-I1'10, migBUIIEHHS CHCTEMHOI €KCIIO3UIlil po3yBaCTaTUHY He crocTepiranocs. OgHak B ocib i3
nopyueHHaME y 8 Ta 9 6asiB 3a mrkanoio Yainpa-I1'to cucTeMHa eKCIIO3UIlisl 3pocTaa (OUB. pO3Min
«PapMaKoKiHeTHKa»). Y TaKuX Malli€eHTiB AOLINBHOIO € OLliHKa (QYHKI1 HUPOK (OUB. PO3AiN
«OcobnuBOCTi 3acTOCyBaHHS»). [JOCBil 3aCTOCYBaHHS IIpelaparTy MnallieHTaM, siKi Habpanu Oinbie 9
OasniB 3a mKkasnoio Yainga-I1'1o, BigcyTHiM. Po3yBacTaTHH MPOTUIIOKa3aHU MAI[iEHTaM 3 aKTUBHUMU
3aXBOPIOBaAHHSIMM ITeYiHKM (AUB. po3in «[IpoTUuoKka3aHHg»).

Pacosa HanedcHicmb

Y mailieHTiB MOHTOJIOIIHOI Pacu CIocTepiranacs migBUIeHa CUCTEMHA eKCIIO3UIlis IpenapaTy (OuB.
po3minu «®apMaKokiHeTnKa», «[IpoTunokasanHsa» Ta «OcoOIMBOCTI 3aCTOCYBaHHI»).
PekomeHnpoBaHa moyaTKOBa [03a IJId TaKUX MAI[lEHTIB CTAHOBUTH 5 Mr*. 3acTocyBaHHS f03u 40 Mr
TaKHUM IallieHTaM IPOTHUIIOKa3aHe.

I'enemuyuHul noaimopgiam

[TeBHi TN TEHETUYHOTO MOJIIMOPPiI3My MOXKYTh IPU3BOAUTH A0 HmigBuiieHHI AUC po3yBacTaTAHY
(ouB. po3min «PapMakoKiHeTHKa»). [lalieHTaM i3 BifoMOI0 HaABHICTIO TAaKUX THUIIIB IOJiIMOP(i3My
PEKOMEHIyeThCS 3aCTOCOBYBATU MeHIy 0O0BY [03y PO3yBaCTaTHHY.

ITauienmu 3i cxuabHicmio 00 po38uUMKY mMionamii

PexomMeH0BaHa MOYaTKOBA [103a OJ15 MAIli€HTIB i3 (haKToOpaMy pU3UKY OO0 PO3BUTKY Miomarii
CTaHOBUTH 5 Mr* (muB. po3ainn «Oco6MUBOCTI 3aCTOCYBAHHS»).

Io3a 40 Mr mpoTUIIOKa3aHa IMallieHTaM 3i CXMJIbHICTIO 10 MiomaTii/pa0moMionti3y (OuB. Po3min
«[IpoTUnIOKa3aHH»).

O0HouacHe 3dCmMoCyB8aHHA

Po3yBacTaTuH € cy6CcTpaToM pi3HUX TpaHCIOPTHUX OinkiB (Hampukinam, OATP1B1 ta BCRP). Pusuk
MiomarTii (B ToMy uucii pabmomiostidy) 3pocTaEe Ipu 0OJHOYACHOMY 3aCTOCYBaHHI PO3yBaCTaTUHY 3



IIeBHUMM JTiKapChbKUMU 3aco0aMu, III0 MOXKYTh IiIBUIIYBAaTHA KOHIIEHTPALIiI0 PO3yBaCTATUHY V IINTa3Mi
KPOBi BHACJIIIOK B3a€MOii 3 IMMU TPAHCIOPTHUMU OiflKaM¥ (HaIPUKJIIaM, UKIOCIIOPHHOM Ta
TIeBHUMHU iHTi6iTOpaMu MpoTeasu, B TOMY YUC/Ii KOMOiHAIliIMU PUTOHABIPY 3 aTa3aHaBipoM,
JoTiHaBipoM Ta/abo TUIpaHaBipoM, ouB. po3minu «Oco6IUBOCTI 3aCTOCYyBaHHS» i «B3aeMopmis 3
iHImMMY MiKapchKUMU 3acob6aMu Ta iHIII BUOYM B3aeMOiii»). [To MOXKIIMBOCTI CJIifi pO3TNISIHYTH
3aCTOCyBaHHS allbTePHATUBHUX JTiKapChKUX 3ac00iB Ta ¥ pa3i HeoOXigHOCTI TUMYaCcoOBO ITepepBaTH
Tepariio po3yBaCTaTUHOM. ZAKII0 CYIIyTHHOT'0 3aCTOCYBAHHS IIMX JTIKapChKUX 3aC00iB i3
pO3yBaCTaTUHOM YHUKHYTH HEMOXKJIMBO, CIIifi PETENIbHO 3BaKUTHU KOPUCTh Ta PU3UK Biff CyIIyTHHOT'O
3aCTOCYBaHHS Ta BifIIOBITHUM YMHOM BiTKOpeTryBaTH [03y PO3yBacTaTUHY (OUB. po3min «B3aemogis 3
iHIITIMM JTiIKapCbKUMHM 3aC00aM¥ Ta iHIIM BUOYM B3aEMOIii»).

*3aCcTOCOBYBATH JIiKAPChKUM 3acib y BiMOBiHHOMY 03yBaHHi.

Himu.
[Tpru3HayeHHS JIiKapChKOT0 3aC00Y OiTSIM IMOBUHEH ITPOBOOUTHU JIMINE CIIEIliallicT.

3acToCOBYBaTH HiTAM Ta mifiTkaM BikoM Bif 10 mo 17 pokiB (x71om4uKy Ha cTafil po3BUTKy Il Ta
BUIIe 3a TaHHEPOM Ta [iBYaTa, B SKMX MEHCTpYyallil T049aaucs IoHalMeHIIe PiK TOMY).

3BUYaliHa Io4YaTKoOBa 000Ba Ho3a OIS [iTel Ta MiIIiTKiB i3 reTepO3UTr0THOIO CiMENHOI0
rilmepxonecTepuHEMi€l0 CTAHOBUTE 5 Mr* Ha mo0y. JlikapchbKuii 3acib crifg mpuiitMaTy IepopatbHoO B
mo3ax Bim 5 mr* mo 20 mr 1 pa3 Ha goOy. ITigBuIyBaTH M0O3Y CIIif BifMOBIAHO MO0 iHOMUBigyaIbHOI
BI[ITIOBiMi AUTHMHY Ha JIIKyBaHHS Ta IEPEHOCUMOCTI IIpenapaTy, JOTPUMYHYUCh peKOMEeHAalliu 00
niKyBaHHS miTel (OuB. po3min «OcoO0nIuBOCTI 3aCcTOCyBaHHS»). [lepef mo4aTKOM Tepartii
PpO3yBacTaTUHOM [ITAM Ta IifJIiTKaM CJIif IPU3HAYUTH CTAHOAPTHY Iil0X0JIeCTEPUHEMIYHY MIETY,
KOl IallieHTH TIOBUHHI JOTPUMYBATHUCS i IPOTATOM JTiKyBaHHS. be3neka Ta epeKTUBHICTh
3aCTOCYBaHHS JIIKaPChKOT0 3ac00y y mo3ax Oinbie 20 MT y 1Iif MOMYJISINI He TOCITimKyBaIuCs.
Ho3yBanHs 40 Mr 3aCTOCOBYBaTHU HiTAM.

Ilimu sixom 0o 10 pokis

Iocein nmikyBaHHS fmiTe BikoM 0o 10 pokiB oOMmexkeHui. JlikapCcbKuii 3acib He PEKOMEHIYEThCS
3aCTOCOBYBaTH HiTAM BikKOM 10 10 poKis.

Ilepedo3yeanHns.

CroenudidyHOro JiKyBaHHS Iepefo3yBaHHS HeMae. JIiKyBaHHSI CUMIITOMaTU4YHEe, peKOMEeHI0BaHa
nigTpuMyloda Teparis. [IoTpibHO KOHTposoBaTH GYHKII nediHKY Ta piBeHb KOK. EQekTuBHICTH
remMofiaiily MaJoiMMOBIpHa.

Io6iuni peakuii.

HebaxaHi gBuIIla, 110 Bif3Ha4al0TLCSA P 3aCTOCYBaHHI JTIiKapCchKOTro 3aco0y, 3a3BUYall JIeTrki Ta
TUMYacoBi. 5K i mpu 3acTocyBaHHi iHmMX iHTiIGiTOPiB 'MI'-K0OA-penyKTa3u, yacToTa HebaxkaHUX
peaxtii 3ajekuUTh Bif JO3U.



Yci no0bigHi peakiiii mpuBeeHO 3a CUCTEMOIO KJIacCiB Ta OpraHiB Ta 4acToToio: 9acto (= 1/100 -
< 1/10), segacto (= 1/1000 - < 1/100), pigko (= 1/10000 - < 1/1000), pigkicHi (< 1/10 000), gactoTa
HeBimoMa (He MOXYTh OyTH OIliHeHi 3a HASIBHUMHU JaHUMH).

3 60Ky pecnipamopHoi cucmemu, opa2aHie 2pyoHoi KAimKu ma cepedoCmiHHSA:
YyacToTa HeBigoMa: Kallleslb, 3afuIlKa.

3 60Ky WAYHKOBO-KUWKOB020 MpaAKmMy:

4acTo: 3arop, HygoTa, abmoMiHanbHUM Gifb;

PiOKO: TaHKPEaTuT;

YaCTOTa HeBigoMa: miapes.

3 60Ky neyviHKU i oco840BUBIOHUX WAsXi8:

PigKo: MiABUIEHHS PiBHA ITE€YiHKOBUX TpaHCaMiHa3s;
PiOKiCHI: 2KOBTSHMUIIS, TEIIAaTUT.

3 60Ky HUPOK ma cevyosudiabHOI cucmemu:
PiOKicHi: reMaTypif.

3 60Ky eHOOKpUHHOI cucmemu:

YacTo: IYKPOBUH miabeT (YacToTa 3a/Ie’KUTh Biff HASIBHOCTI ()aKTOPiB PU3UKY: PiBEHb T'TTIOKO3U HATIIE
> 5,6 Mmmonb/n, IMT > 30 kr/M°, migBHIIEH] PiBHI TPUTIiIIEPU[IB, apTepPianbHa rinepTeH3id B
aHaMHe3i).

3 60Ky Hepeosoi cucmemu:
YacTO: TOJIOBHUM 0iflb, 3aIIaMOPOYEHHS;
PiOKicHi: OJTiHEBPOMAaTis, BTpaTa IaM’siTi;

YacToTa HeBimoMa: nepudepuyHa HEBPOIIATis, Po3/lafgu CHY (B TOMY 4uCi 6€3COHHS Ta HiYHi
KaxiTTsd).

3 6oky ncuxiku:

YaCcTOTa HeBifjoMa: Jerpecis.

3 6oky Kposi ma aimpamuyHoi cucmemu:

pigKo: TPOMOOITUTOIIEHIS.

3 6oky imyHHOI cucmemu:

pifKo: peaxuil rinmepyyTNUBOCTi, B TOMY YUCJIi @aHTiIOHEBPOTUYHUYN HAOPSIK.

3 60Ky wkipu ma nidwKipHOi KAiMKOBUHU:



He4vacTo: cBep0iXK, BUCUTIAHHS, KPOIIUB THKA;

YacToTa HeBimoMa: cuHapoM CtiBeHca-[[2KOHCOHa.

3 60Ky onopHO-pyx080i cucmemu ma cnoAy4YHOi MKAHUHU:

YaCTO: MiaJrid;

pimko: miomatis (B TOMy 4KCITi Mio3uT), pabgomiosni3, BOBUAKOMIOmiOHUY CUHIPOM, PO3PUB M 'sI3iB;
PiOKicHIi: apTparig;

4JacTOoTa HeBifoMa: MOpyIIeHHs 3 00Ky CyX0XKWJIb, iHKOJIX yCKJIafHEHI PO3pHBaMy,
iMyHOOIIOCepeJKOBaHa HEKPOTU3yo4da MionaTis.

3 60Ky penpodykmueHoi cucmemu ma (pyHKUii MOAOUHUX 3A103:
PIOKiCHI: TIHEKOMACTIA.

3azanvHi po3aadu:

YaCTO: aCTeHid;

YacTOTa HeBimoMa: HaOpsK.

Bnaue Ha HUpku

[IpoTeinypis, BUsIBIIEHa ¥ pe3ybTaTi aHalli3y TeCT-CMYyXKKaMU Ta IepeBaxKHO KaHaJIbIIeBOTO
TIOXOJI2KEHHSI, CIIOCTepiranacs y mali€HTiB, SKi 3aCTOCOBYBaIM PO3yBacTaTUH. 3MiHU BMicTy Oinka y
ceui Bifg Hyns abo crigiB mo 3HaueHHs abo Oinbie croctepiranucsa y < 1 % nalieHTiB y AesKux
YaCOBUX TOYKAaX y IIPOIeCi 3aCTOCYBaHHS JTikapchKoro 3aco0y B go3ax 10 mr ta 20 Mr i mpubiusHo y
3 % - nipu 1031 40 Mr. HeBenuke 306inbIIIeHHS YaCTOTH 3MiHU BMICTY Bif HyJg a0o CIigiB 10 3HAUEHHS
crocTepiranocs mpu m03i 20 Mr. V 6inbIIocTi BumagKiB mpoTeinypis 3MeHIIyBaaacs abo 3HHKaIa
CIIOHTAHHO IIpY NMPOOOBXKEHHI Teparil. 3a JaHUMH KJTiHIYHUX OOCIiI2KeHb Ta IOCTMapKEeTUHT OBUX
CIIOCTepeXkKeHb Ha laHUU YaC He BUSIBIEHO IPUYMHHO-HACIIIAKOBOT0 3B’ 13Ky MiX IIPOTEIHYpPi€l0 Ta
rocTpuM abo IPOTPecyloyrM 3aXBOPIOBAaHHSIM HUPOK.

Ha T1i 3acTocyBaHHS Ipenapary CIIOCTepiraaucs BUMaAKU reMaTypil; 3a JaHUMHU KITiHIYHUX
OOCIHIimXXeHb YacToTa il Maja.

Bnaue Ha CKe/iemHy MyckKy.aamypy

YpaxeHHs CKeJIeTHOI MyCKYJIaTypH, TaKi IK Mianris, MiomaTisa (y TOMy 4HCIIi MiO3UT), 3pigka —
pabmoMionis i3 rocTpoio0 HUPKOBOIO HeOCTaTHICTIO abo 6e3 Hei, Oynu Bif3HaYeHi Ipu 3aCTOCyBaHHi
Oynmb-sIKUX 003 pO3yBacTaTUHY, 0COOIMBO IIpH fAo3ax > 20 Mr.

Y namieHTiB, SKi npuiiMany Po3yBacTaTHH, CIOCTEPIranocs go3o3anexkHe 3poctaHHsd piBHI KOK; y
OinbInocTi BUMaAkKiB sipuiile 0yJ10 c1abKKWM, aCUMIITOMAaTUYHUM Ta TUMYacoBUM. AKiro piBeHs KOK
nigBUIIeHuy (> 5 pasiB Bif BepXHbOI MeXKi HOpMHU), TiKyBaHHS CIIiJ IPUIUHUTH (OUB. PO3MiN
«OCc06IUBOCTi 3aCTOCYBAHHS»).

Bnaue Ha neyiHky

4k i npu 3actocyBaHHi inmux iHribiropis F'MI'-KoA-penykTasu, y HeBelIUKOI KibKOCTi ITallieHTiB, AKi



IpuiiMany po3yBacTaTH, Bil3Hayanocs [0303a/leXHe MiABUIIEeHHS PiBHS TpaHcaMiHa3; y OilbIIocTi
BUNAOKIB siBUIIe 010 CTa0KUM, aCUMIITOMaTUYHUM Ta TUM4YacoBUM. [Ipu 3acToCyBaHHi
pO3yBaCTaTUHY TaKOXK Big3Hayasnocs migBuilleHHs piBHSA HbAlc.

Ha mai 3acmocyeaHHA OesiKkux cmamuHie 8i03Hauanucsa maki HebadxcaHi ssuwa:
- po3map cTaTeBol QYHKIII;

- OKpeMi BUIIa[IK{ iHTepCTHIliaIbHOI XBOPOOH JIereHb, 0COOIHMBO IIPH TPUBAJIOMY 3aCTOCYBaHHi (OUB.
po3ain «OcobIMMBOCTI 3aCTOCYBAHHS»).

YacToTa noBifomMiIeHb IIpo pabmomiosi3, ceplio3Hi mopymeHHs 3 00Ky HUPOK Ta MeYiHKM (IIepeBaXkKHO
IiABUINEHHS aKTUBHOCTI MeYiHKOBUX TPaHCcaMiHa3) OibIlla TPy 3aCTOCYBaHHi Impemapary B mo3i 40
MT.

Himu

[MipBumenns piBas KOK > 10 pasis Bullle BEpXHHOI MeXKi HOPMHU Ta CUMITOMU 3 60Ky M’sA3iB micis
GbiznyHOro HaBaHTaxXeHHs abo migBuUIeHOl Gi3MYHOI aKTUBHOCTI CIIOCTePirasucs 4acTille y miTel Ta
HiTiTKiB MOPiBHSAHO 3 OPOCIUMU (IuB. po3min «Ocob6auBOCTI 3acToCcyBaHHS»). [IpoTe mpodinb
0e3neKky po3yBacTaTUHY Y OiTed Ta MifsiTKiB OyB mOmiOHMM [0 TAKOTO Y JOPOCIUX.

ITogidomaeHHsA npo ni0o3pr8aHi nobiyHi peakuii.

[ToBimoMIIeHHS PO Mig03pioBaHi MoGiuHi peakii micias peecTpatiii TiKapchKoro 3aco0y € BaXKJIHBOIO
npouenyporo. Lle mo3Bosise NPOAOBKYBaTH MOHITOPUHT CIIiBBIHOLIEHHS «KOPUCTh/PU3UK» OJIS
BiATIOBigHOTO iKapchKOro 3aco0y. Megu4yHUM IIpalliBHUKaM He0OXimTHO MOBiqOMIISTH PO Oymb-sKi
nigo3proBaHi moOiuHi peakilil Yepes3 HalliOHaIbHY CHUCTEMY IOBiIOMIIEHb.

Tepmin npudamHocmi. 3 POKW.

YMmoBH 30epirannsi.

30epiraTtu B OpuTiHaibHiY yIAaKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu y HEJOCTYIIHOMY OJISI OiTe# MicCIi.

YnaxoBka.

[To 10 TabneToK y KOHTYPHIi YapyHKOBIi# yIakoBIl; o 3 abo 1mo 9 KOHTypPHUX YapyHKOBUX YIIaKOBOK
B IIQUIIi.

Kareropis Bigmycky.



3a pelemnToM.

Bupo6nuk. IIpAT «®apmarieBTryHa pipma «JapHUALIT>.

Micue3HaxoKeHHsI BHPOOHHKA Ta ajipeca MicClsi IpoBaIXKeHHs MOro Iis/IbHOCTI.

Ykpaina, 02093, m. Kuis, Byn. bopucminbceka, 13.



