IHCTPYKIIA
AJIS1 MEAUYHOI'0 32CTOCYBAHHSA JiKAPCbKOI0 3ac00y

IMPEBEHTOP
(PREVENTOR)

Cknao:

oioua peuosuna: rosuvastatin;

1 Tabnetka micTtuTh po3yBactaTuHy 10 Mr y Burmiai posyBactatuHy Kanbilito 10,40 mr a6o
posyBactaTtuHy 20 MT y BUTJISII po3yBacTaTuHy Kanibilito 20,80 mr;

OONOMIJICHI ~ peuosuHu: JAKTO3a MOHOTIIpaT, MEeJJI03a MIKPOKPUCTAIi4Ha, KaJIbIIIO
rizpodocdar, KpocroBiOH, MOBIIOH, MarHito creapart, onazapai 11 85F poxeswii.

Jlikapcbka ¢opma. TaGeTku, BKPUTI TUTIBKOBOKO 000JIOHKOIO.
Ocnogni @izuxo-ximiuni enacmugocmi: TaONETKU Kpyriioi GopMu 3 JABOOMYKIIOI MOBEPXHEIO,
BKPUTI TUTIBKOBOKO OOOJIOHKOO POKEBOTO KOJIBOPY.

®apmakoTepaneBTHYHA rpyna. ['inomimigemiuni 3aco0m.
[ari6iTopu I'MI'-KoA-penykrasu. PosyBacratun. Kon ATX C10A A07.

Dapmakono2iuni eracmueocmi.
Dapmakoounamika.
PosyBactatun — 11e cenekTuBHHM Ta KOHKYpeHTHHH 1HT16iTop [ MI'-K0oA-peaykrasu, ¢pepmeHnty,
110 BU3HAYA€E MBUAKICTh PEAKIii Ta MePEeTBOPIOE 3-T1IPOKCU-3-METHIITITyTapiil KopepMeHT A 'y
MEBaJIOHAT, MONEPEAHUK XojecTeprHy. OCHOBHUM MICLIEM Jlii pO3yBacTaTUHY € MEYiHKa: OpraH-
MIIIEHb /7151 3SMEHILICHHS PIBHSI XOJIECTEPUHY.
Po3yBactaTuH 301bIlIy€e KUIBKICTh PELIENITOPIB JinonpoTeiniB Hu3pKkoi migsHocTi (JITTHIL) Ha
MOBEPXHI KJITHH TEYIHKH, MOCWIIOIOUM 3axorieHHs Ta karadomizm JIITHIL, Ta npurHidye
NEYiHKOBUI CHHTE3 JIMONPOTEifiB Ayke Hu3bkoi minbHocTi (JITIJIHII), Takum yuHOM
3MEHIIYIOYH 3arajibHy KutbKicTh yacTuHoK JITIJITHIL] Ta JITTHII.
Jlikapcekuit 3aci6 3HMXKYye miaBUIIeHUH piBeHb xonectepuny JIITHIL (XC-JIITHIL), 3aransHoro
xonecrepuny Ta TpuriinepuaiB (TT') 1 migBuiye piBeHb XO0JIECTEPUHY JIMOMPOTEIIB BUCOKOL
misHOCTi (XC-JITIBIL). Bin Takox 3MeHIye pieHsb aninonpoteiny B (anoB), XC-ne JIIIBILI,
XC-JITAHIL, TI-JITAHIL ta nigBumye piBens aminonporeiny A-1(amnoA-I) (Tabmuus 1).
Jlikapcekuit 3aci6 Takoxx 3MmeHunye criBBigHouieHHs XC-JITTHIL/XC-JITIBIL, 3aranbHuii
XC/XC-JIBIL, XC-ne JIHIBII/XC-JITIBIL] Ta cnipBigHomenHs amoB/amoA-I.
Tabmurs 1
Bianosiap Ha 7103y y MAIi€HTIB i3 IEPBUHHOIO Tinepxonectepunemieto tumy lla ta 11b
BIJIKOPUTOBaHA CEPEAHBOBIICOTKOBA 3MiHA MOPIBHIHO 3 BUXIHUM PiBHEM)

Joza N XC- arajbHuit XC- T XC- aroB armoA-|
JITTHIL] XC JITBILI HeJITIBIL]
ITmaredo 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

TepaneBTnuamid e(EKT HOCATAETHCS TMPOTATOM | THKHS THCHS TIOYaTKy 3acCTOCYBaHHS
Jikapcbkoro 3acodby, 90 % makcumanbHOro edexty — uepe3 2 THKHI. MakcumanbHuil edekr
3a3BUYail JOCATAEThCS uepe3 4 THXKHI Ta TPUBAE HaJlali.

Dapmarxoxinemuxa.

Bcemoxmyeanns



MakcumMasbHa KOHIIEHTpaIlist po3dyBacTaTHHY y 1ia3Mmi KpoBi (Cmax) JOCATAETHCS MPUOIU3HO
gyepe3 S TOJAWH MICIs TMEePOPATBHOTO 3acTOCyBaHHS. AOCONMOTHA Oi10JOCTYITHICTh CTaHOBUTH
npuosmsHO 20 %.

Posnoodin

Po3yBacTaTuH 3HAYHOIO MIPOIO 3aXOIUTIOETHCS MEYIHKOIO, SIKA € OCHOBHUM MICIIEM CHHTE3Y
xoznecrepuny Ta kiaipency XC-JIITHIL. O6’em po3noziy po3yBacTaTUHY CTAHOBHUTH MPUOIIN3HO
134 5. bnuzbko 90 % po3yBacTaTuHy 3B’S3y€ThCsl 3 OUTKaMU IJ1a3MU KpOBI, MEPEBAXHO 3
ATBOYMIHOM.

Memabonizm

PosyBacratun 3a3Hae He3HAUHOTO MeTabomismy (mpudmuzno 10 %). JocnimkeHHs MeTaboi3zmMy
in Vitro i3 BUKOPUCTAHHSIM T'€HATOLMUTIB JOJUHH CBiIT4aTh, IO PO3YBACTATHH € CIAOKUM
cybcTparom aiiss Merabolii3My Ha OCHOBI (epMeHTiB mutoxpomy P450. OcHOBHUM 3ajissHUM
13odepmertom € CYP2C9, nemo menmry ponb Bimirpatote 2C19, 3A4 ta 2D6. OcHOBHUMU
BU3HAUYCHUMHU MeTabomiTamMu € N-ISeCMETUJIOBHH Ta JAKTOHOBHW MeTa0oNiTH. N-IecMeTH-
MeTabomt npubnuzHo Ha 50 % MeHII aKTHBHHM, HIXK PO3yBAacTaTHH, JIAKTOHOBHM METa0OIIT
BBAXAETHCS KIIHIYHO HEaKTHBHMM. Ha posyBacratuH mnpumnamae Oimpme 90 % akTHBHOCTI
nupkKyoryoro iHriditopa 'MI-KoA-penykraszu.

Buseoenns

[Tpubnuzno 90 % mo3u po3yBacTaTUHY BUBOJAUTHCA y HE3MIHEHOMY CTaHI 3 KaloMm (pa3om
BCMOKTaHa Ta HEBCMOKTaHA J[if0Ya PEYOBHHA), a PEIITa BUBOIUTKCS 13 ceueto. [Ipubmmsno 5 %
BUBOJMUTHCS 13 cedyero y He3MiHeHoMmy Burisani. [lepion HamiBBHBEOEHHS 13 IUIa3MH KpOBI
CTaHOBUTH MPUOIN3HO 19 rouH 1 He 301IBIITYETHCS IPH TiABHIICHHI 103H. CepeHe TeOMETPHYHE
3HAYEHHS KIIPEHCY JIKapchbKoro 3aco0y 13 Mja3Mu KpOBI CTaHOBUTH MpubiuzHo 50 yi/ron
(xoeimient Bapiamii — 21,7 %). Sk 1 B pa3i 3acTocyBaHHS HIIUX 1HTIOITOPIB I'MI'-KoA-
penyKTa3u, MEYIHKOBE 3aXOIUICHHS pO3yBAacTaTUHY BiAOYBa€ThCcAd 3a Y4acTIO MEMOPaHHOTO
tpancnoprepa OATP-C, sikuii Bifirpae BaXJIMBY pOJIb y NIEUiHKOBIH enimMiHalii po3yBacTaTUHY.
Jinitinicmo

CucTtemMHa eKCIO3UIlis pO3yBaCcTaTUHY 30UIBIIYETHCS MpONopIiiHO 1031 [Ipu GaraTopasoBomy
I10/IECHHOMY 3aCTOCYBaHHI NapaMeTpu (GapMaKOKIHETUKH HE 3MIHIOIOTHCSL.

Ocobausi epynu nayienmie

Bix ma cmamu

He cnocrepiranocss KIiHIYHO 3HA4YylIOro BIUIMBY BIKy a0o0 cTaTi Ha (apMaKOKIHETHUKY
po3yBacTaTuHy y Jopociaux. PapMakoKiHETHKa poO3yBacTaTWHY Yy JiTed Ta MiJUIITKIB 13
TeTepO3UTOTHOIO CIMEWHOIO TiNepXoyiecTepruHeMi€l0 Oyiia MOJIOHO 10 (apMaKOKIHETHKHU Y
JOpOocIuX T0OPOBOJIBIIB (IUB. po3aia «liTm»).

Paca

HocnikenHss (apMakOKIHETUKH BHSBMIIM, L0 Yy MAI[iEHTIB MOHIOJOIAHOI pacu (SAMOHIIB,
KUTalliB, (UIINMIHIIB, B’€THAMIIB Ta KOpPEWLIB) MeiaHHI 3HA4YEHHs IUIONIl IiJl KPUBOKO
«xonmnentparisg-yacy (AUC) ta Cmax IpuOIM3HO BABIYI BUIII, HIXK Y IPECTABHUKIB €BPOIIEOITHOT
pacu; y ingyciB MenianHi 3HadeHHS AUC Ta Cmax miaBuieHi npubnuszHo B 1,3 paza. AHamii3
HOMYJIAINAHOT (papMaKOKIHETUKM HE BUSBUB KIIHIYHO 3HAYYINOi PI3HUII MDK Malli€eHTaMu
€BPOIICOITHOI Ta HETPOIAHOI pac.

Topywenus ¢hynxyii Hupox

VY nocmiJKeHHI 3a Y4acTIO TMaIli€eHTiB 13 Pi3HUM CTyNEHEM MOpYIIeHHS (yHKIIT HUPOK 3MiH
IJIa3MOBHUX KOHIEHTpalii po3yBacTaTHHY abo N-mecMeTmin-mMeTabomiTy y oci0 31 cinadkoro abo
MOMIPHOIO HEJTOCTATHICTIO BiZI3HAUEHO He OyJ10. Y Malli€HTIB 13 TSXKKUMH NOPYLIICHHAMHU QYHKIT
HUPOK (KJIipeHC KpeaTuHiHy < 30 MJI/XB) IJIa3MOBI KOHIIEHTpallil po3yBacTaTuHy Oynu y 3 pasu,
a piBHi N-mecmeTun-meradounity y 9 pa3iB BUILIMMH, HIK Y 310pOBUX J10OPOBOJIBIIB. PiBHOBaXHI
IJ1a3MOB1 KOHIIEHTpallli po3yBacTaTUHY Yy MAlll€HTIB, AKi nmepe0yBaroTh Ha remMojianisi, Oyiau
npubim3Ho Ha 50 % BUIMMU, HIXK Y 3J0POBUX JOOPOBOJIBIIIB.

Xeopi 3 neuinko6ow HedoCMAamHiCmio



VY XBOpHX 13 pI3HUM CTyINEHEM IE€UYIHKOBOI HEJIOCTATHOCTI 3 OaJioM 7 Ta HIKYE 3a IIKAJIOI0
Yaiinna-II’t0 He BUSBICHO 30UIbLICHHS IEpiOAy HamiBBUBEAEHHS po3yBacTaTuHy. OpaHaK y
TAIIE€HTIB 3 OLIHKO0 8 19 GaiB 3a mkanoro Yaitnga-I110 Oys1o Big3HAYEHO MTOAOBXKEHHS ITEPIOIY
HaMiBBUBEICHHS NMPUOJIM3HO y 2 pa3H MOPIBHAHO 3 aHAIOTIYHUM IMOKAa3HWKOM Y MAIl€HTIB 3
HIDKYMMHU TIOKa3HUKaMHM 3a Imkanorw Yainnmga-IT’ro. JlocBig 3acTocyBaHHS pPO3YBacTaTHHY
narienTam i3 6asom Buiie 9 3a mkanoro Yaitnma-I1’1o BincyTHIH.

T'enemuyunuii nonimopghizm

Poznonin inriditopie I'MI'-KoA-peaykrasu, B TOMy 4HUCIi PO3yBacTaTHUHY, BilOYBa€eThCS 3a
yuactio TpaHcnopTHux O01U1KiB OATP1B1 Ta BCRP. V mamieHTiB i3 reHeTHUHUM MOTiMOpdizMoM
SLCOIB1 (OATPI1B1) ta/abo ABCG2 (BCRP) icHye pu3uMk MiJBUIICHOT EKCIO3HIIIl
po3yBactatuny (AUC). B okpemux Bunazgkax mnogimopdizmy SLCO1B1 ¢.521CC ta ABCG2
c.421AA ekcro3ulisi po3yBacTaTuHy miaBHIeHa nopiBHsAHO 3 reHotunamu SLCOIB1 ¢.521TT
a6o ABCG?2 c.421CC. CnemianpHe TéHOTUITYBaHHs y KJIIHIYHIA MPaKTHIN HE TiependadeHe, ajne
MarieHTaM i3 TakuM IOJIMOP(IZMOM PEKOMEHIYEThCS 3aCTOCOBYBATH MEHINY 000BY /03y
JKapChKOTO 3ac00y.

Jimu

dapMaKOKIHETUYHI MapaMeTpH y aited BikoM Bif 10 1o 17 pokiB i3 reTepo3uroTHOI CiMEIHO0
rinepxoieCTepUHEMI€I0 TTOBHICTIO HE BU3HAueHi. HeBenwmke nocmimkeHHs (apMakOKiHETUKU
posyBactatuHy (y Gopmi TabsIeToK) 3a y4acTio 18 marieHTiB IUTSIYOro BiKy mokasano, mo AUC
Jikapchkoro 3aco0y y mitedi momioHa mo AUC y gopocnux mamieHTiB. Takox pe3ynbratu
CBIJYaTh, 10 3HAYHUX BIIXUIIEHb MPOMOPIIIIHO J03aM HE OUYIKYETHCSI.

KuainiuHi xapakTepucTuKM.

Ilokazannus.

Jlikysanus cinepxonecmepuremii

Jopocium Ta gitsM BikoM Bijg 10 pokiB i3 mepBUHHOO TinmepxosectepureMieto (tur Ila, 30kpema
13 TE€TEPO3UTOTHOIO CIMEMHOIO TilepXoliecTepruHEMi€l0) abo 3mimranoro auctimiaemMieto (tum IIb)
SIK TOTIOBHEHHS JI0 JI€TH, KOJIH JOTPUMAHHS JIIE€TH Ta 3aCTOCYBAaHHS 1HITNX HEMEIUKAMEHTO3HIX
3ac00iB (Hanpukiaj, (i3MYHUX BIOPaAB, 3HIKEHHS MacH Tijla) € HEAOCTATHIM.

[Ipy romMO3UTOTHIN CIMEIHIN TinepxonecTepuHeMii SK JOMOBHEHHA [0 JI€TH Ta 1HIIMX
JIMiI03HIKYBaABHUX 3ac00iB JIiKyBaHHS (Hampukiaz, adepes JIITHIL) a6o y pa3i, konu Take
JTIKYBaHHS € HEAOPEUHHM.

IIpoghinakmura cepyeo-cyOuHHuUx nNOpyuieHs

3anobiraHHs 3HAYHUM CEpLEBO-CYAMHHUM IOPYIICHHSM Yy TMAalll€HTIB, IKMUM 3arpoXKy€ BUCOKUI
PU3UK MEPIIOro BUIMAIKY CEpLEBO-CYUHHOIO MOPYIIEHHS, K JOMOBHEHHS J0 KOPEKIT 1HIIUX
(bakToOpiB pUBHKY.

Ilpomunoxazannsa.
— T'inepuyTiuBicTh 10 po3yBacTaTUHY a00 10 OyAb-KHX IHIIUX KOMIIOHEHTIB JIKapChKOTO
3aco0y;
— 3axBOpIOBAaHHS TMEYIHKM B aKTMBHINA (a3i, y TOMY YMCII CTiMiKe MiJABHUIEHHS CHPOBATKOBUX
TpaHCaMiHa3 HEB1IOMO1 e€T10J10T1i Ta Oyb-sKe MABUIIICHHS TpaHCaMiHa3 y CHPOBATIIi, 0 y 3 pa3u
NIEPEBUIILYE BEPXHIO MEXY HOPMU;
— Tspxxi mopyieHHs QyHKIIT HUPOK (KiipeHc kpeaTuHiny < 30 mMi/XB);
— Miomnaris;
— OmHOYAaCHE 3aCTOCYBAHHS 3 IIUKJIOCTIOPUHOM;
—Ilepion BariTHOCTI abo roayBaHHS Tpynaro. Jlikapcbkuil 3aci® MPOTHIIOKA3aHUM KiHKaAM
PENPOIYKTUBHOTO BIKY, SIKI HE 3aCTOCOBYIOTh HAJICXKHI 3aCO0M KOHTpAIIETIIi.
Jlo3za 40 Mr npoTumnokasaHa namieHTaMm 31 CXMJIBHICTIO 10 Miomartii/padaomionizy. o ¢akropis
PHU3UKY MOXKYTh HaJIS)KATH:

— MOpyIIeHHS YHKIIIT HUPOK MOMIpHOI TSHKKOCTI (KJTipeHc kpeaTuHiny < 60 Mil/XB);

— TINOTHPEO3;



— HasSBHICTh B IHAWBiAyadbHOMY a00 CIMEHMHOMY aHaMHE3l CHAJKOBUX M S30BHX
3aXBOPIOBaHb;

— HasSBHICTh B aHaMHE31 MIOTOKCHYHOCTI, CIPUYMHEHOI 3aCTOCYBaHHSAM I1HIIMX 1HTI01TOpIB
I'MI'-KoA-penykTa3u abo ¢idpatamu;

— 3JIOB)KMBAHHS aJIKOTOJIEM;

— cuTyalii, 10 MOXXYTb IIPU3BECTH JI0 MiJABHUIIEHHSA KOHLEHTPAIl pOo3yBacTaTUHY Y IUIa3Mi
KpOBI,

— IPUHAJICKHICTh MAIIEHTIB 10 MOHTOJIOITHOI pacH;

— CymyTHE 3actocyBaHHsa (iOpatiB (muB. po3aium «B3aemomiss 3 1HIIMMH JIIKAPCHKUMH
3aco0amu Ta iHIII BUAM B3a€MOIii», «OCOOIMBOCTI 3aCTOCYBAHHS» ).

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHwii 6u0u 63a€Mooill.

Ineioimopu mpancnopmuux OinKie

PosyBacraTia € cyOcTpatom mjisi JESKUX TPAHCIIOPTHUX OiNKiB, Y TOMY YHCII IME4iHKOBOTO
Tpancnoprepa 3axorieHHs OATPIBI Tta edmrokcHoro tpancnoprepa BCRP. Opnouache
3aCTOCYBAHHS JIIKAPCHKOT0 3aCO0y 3 MpenaparamMu, [0 MPUTHIYYIOTh 1[I TPAHCIIOPTHI OLTKH, MOXKE
MPU3BOIUTH JI0 MiABUIICHHS KOHIIEHTpPAIIil pO3yBacTaTHHY B IJ1a3Mi KpPOBI Ta 301IbIIEHHS PU3UKY
Mmiomarii (quB. po3ainu «B3aemois 3 IHIIMMHE JIIKAPCHKUMHU 3aCO00aMH Ta 1HIII BUIHA B3aEMOII»,
«OcobnuBocTi 3acTocyBaHH», «Crocid 3acToCcyBaHHS Ta A03W», Tadnuio 2).

Luxnocnopun

Y mepiox cymyTHboro 3actocyBaHHs 3HaueHHS AUC posyBactaTuHy Oyiud B CepeIHbOMY
npubim3Ho 'y 7 pas3iB BHIIUMH, HDK Ti, SKI CIIOCTEpIralmcs y 3I0pOBHX TO0OPOBOJIBIIIB
(muB. Tabmuiro 2). JlikapchKHii 3aci6 MPOTUITOKA3aHU# MAIli€HTaM, SIKi 0JTHOYaCHO 3aCTOCOBYIOTh
muKiocnoput (auB. po3ain «lIporunokazanHs»). OgHOYACHE 3aCTOCYBAaHHS HE BIUIMBAJIO HA
KOHIIEHTPAI1}0 IUKIOCIIOPUHY B TUIa3Mi KPOBI.

Ineioimopu npomeasu

Xoua TOYHUIA MeXaH13M B3a€EMO/Ii{ HEB1IOMUH, CYITyTHE 3aCTOCYBaHHS 1HI01TOPIB IPOTEA3u MOXKe
3Hauno migsuiryBatn AUC posyBacratuny (mmB. Tabmuiro 2). Hampuknan, y IOCIHiKEHHI
(dapMaKOKiHETUKM OJIHOYacHe 3acTocyBaHHA 10 Mr po3yBacTaTHHY Ta KOMOIHOBaHOI'O
JIKapchbKOro 3acoly, o MicTUB aABa 1Hrioitopu mnporeasu (300 mr atazanasipy/100 mr
PUTOHABIPY), y 3A0pPOBHX J0OpOBONBLIB cyrpoBomkyBanocs migBumieHHs M AUC Ta Cmax
po3yBacTtaTtuHy npuOmM3Ho B 3 Ta 7 pasiB BianoBigHo. OHOYACHE 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y Ta AeIKMX KOMOiHaLil 1Hr10ITOPIB MPOTEa3u MOKIMBE MIiCIs PETEIbHOI0 OOMIpKYBaHHS
KOPEKIii 103U JIIKApChKOTO 3aco0y, 3Baxkarouu Ha odvikyBaHe 3poctaHHd AUC po3yBacTaTuHy
(muB. posnimu «B3aemomis 3 IHIIUMHU JIKQpCHKUMH 3aco0aMU Ta 1HIII BHUIU B3a€EMOIiD»,
«OcobmuBoCTI 3acTocyBaHHs», «Crocid 3acToCyBaHHS Ta J103u», Tabnuilo 2).

T'emghibposun ma inwi 1ini0o3HUINCYBANLHI 3ACOOU

OpnHoYacHe 3aCTOCyBaHHS po3yBacTaTuHY Ta reMdidpo3mry mpussoauio 1o 3pocranus AUC ta
Cmax po3yBacTatuHy B 2 pa3u (AuB. po3isl «OcoOIMBOCTI 3aCTOCYBAHHS» ).

3rilHO0 3 JaHUMHU CHEIlladbHUX JOCHIDKEeHb, ()apMaKOKIHETHYHO 3HAYYIIOl B3a€EMOIIi 3
¢deHo¢iOpaToM HE OUIKYETbCS, OJHAK MOXJIMBA (apMakoJuHaMiuHa B3aemogis. I'emdidbposui,
denodidbpar, 1HmI ¢idpatH (> 11/100y) 30UIBIIYIOTH PHU3UK MIONATIi MPU CYIMyTHHOMY
3acrocyBanHi 3 iHri6iTopamu [ MI'-KoA-penykrasu. J[o3a 40 Mr npoTumnokasaHa npu CynyTHbOMY
3actocyBaHHi (ibpatiB (auB. posainu «IIporumokasanus» Ta «OCOOIMBOCTI 3aCTOCYBAHHS).
TaxkuMm marieHTaM Tako CIIiJl HOYMHATH TEPAIlito 3 03U 5 MT.

Ezemumio

OpnHouacHe 3acTocyBaHHs mpemapary B 1031 10 Mr Ta esetumiOy 10 Mr mnamieHtam i3
rinepxojiecTepuHeMiero npuszBogwio 1o 3poctaHHs AUC posyBacratuHy B 1,2 pasa
(muB. Tabmumro 2). He MoxHa BUKITIOYAaTH (hapMaKOAMHAMIYHOI B3a€MOJIii MiXK pO3yBaCTaTHHOM
Ta €3eTUMiOOM, IO MOXK€ TpPH3BECTH 10 HeOaxkaHux sBull (AuB. po3ain «OcoOIMBOCTI
3aCTOCYBaHHSD).

Aumayuoui npenapamu



OnHoOYacHE 3aCTOCYBaHHS PO3YBACTATHHY 13 CYCTIEH31€10 aHTAIMIHOTO JIIKAPCHKOTO 3ac00y, 110
MICTHTB TAPOKCH]] ATIOMiHII0 a00 MarHio, 3HIKY€ KOHIICHTPAIIil0 pO3yBacTaTHHY B IUIa3Mi KPOBi
Ha 50 %. Lleii edekT MeHII BUpaXEHHH y pa3i 3aCTOCYBaHHS aHTAIMIHUX 3ac001B yepes 2 ToJIMHU
MicCJIsl 3aCTOCYBaHHs po3yBacTaTHHy. KiliHiuHa 3HAUYIIICTh Li€l B3a€MO/Ii1 HE BUBYAIACS.
Epumpomiyun

OpnHoyacHe 3acTOCYBaHHS JIIKApChKOro 3aco0y Ta epurpominuHy 3HmwkyBaio AUC
posyBactatuny Ha 20 %, a Cmax — Ha 30 %. L{g B3aeMonist Moke OyTH CIIpHUKMHEHA TOCUIJICHOIO
NEPUCTATBTUKOIO0 KUIICYHUKY BHACIIJIOK Ji1 epUTPOMILIUHY.

Dy3udosa Kucioma

3acTOCOBYBAaTH pO3yBACTaTHH B IMO€JHAHHI 3 (Py3UIOBOIO KHCIOTOIO HE PEKOMEHAYETHCS.
[ToBimoMIIsLITOCS TIPO BUITAJIKK pada0MIOi3y (B TOMY YHCII 3 JIETAJILHUM HACIIIKOM) Y TAIlI€HTIB,
SIK1 OTPUMYBAIH 110 KOMOiHaII10. SIKIIO cucTeMHe 3acTOCyBaHHs (Dy3UI0BOI KUCIOTH HEOOXITHE,
JIKyBaHHS pO3yBacTaTUHOM Oa)kKaHO NPUIIMHUTH MPOTATOM YChOTO TEPMIHY JIIKyBaHHS
(Gy3110BOIO KHCIIOTOIO.

Depmenmu yumoxpomy P450

Pesynprati nmocmimpkeHs in VItro Ta in VivOo cBiguaTh, IO JIiKapChKuil 3aci0 He iHTiIOye 1 He
cTuMydtoe i3odepmenT utoxpomy P450. OkpiM 1bOro, po3yBacTaTUH € cIa0KUM CyOCTpaTomM
mux i3o¢epmentiB. Tomy B3aemopii 3 JiKapChbKMMHU 3aco0aMu B pe3yibTaTi MeTadoii3my,
onocepenkoBanoro P450, He ouikyeTscs. He crioctepiranocst KiiHIYHO 3HAYYIIUX B3aEMOJII MiXK
po3yBactatuHoM Ta ¢urykoHaszonoM (iariditopom CYP2C9 ta CYP3A4) abo keToKOHA30JI0M
(iariditopom CYP2A6 ta CYP3A4).

B3aemooii, wo sumazaroms Kopexyii 003u po3yeacmamumy

VY pa3i HeoOXiTHOCTI 3aCTOCYBAaHHS PO3YBACTATUHY 3 IHIIUMU JTIKAPCHKUMH 3aC00aMU, 3aTHUMU
nigsunryBatd AUC posyBacTaTtuHy, A03y JIIKApCHKOTo 3aco0y MOTPIOHO CKOpHUTyBaTH. SIKIO
ouikyetbcs, 1m0 AUC posyBactaTuHy 3pocTte npuOIn3HO B 2 ab0o OiJibliie pa3iB, 3aCTOCYBaHHS CHill
noynHatd 3 7o03u Swmr 1 pa3 Ha mo0y. MakcumanbHy 100OBY /03y PO3yBacTaTHHY CIif
CKOpUTYBaTH TaKUM 4MHOM, 1100 oudikyBaHa AUC posyBactaTuHy He nepesuinyBaia AUC, mo
BiJI3HAYa€ThCs Mpu mpuiioMi 1o3u 40 Mr/no0y 6e3 3acTocyBaHHsI Ipenaparis, 1110 B3a€EMOAIIOTH 3
JIKapChKUM 3caco00M; HaNpHKIaJ, MpHU 3aCTOCYBaHHI 3 TeM(piOpo3niIoM J103a pO3yBacTaTUHY
cranoButuMe 20 Mr (30UTbIIEHHST ekcro3uilii B 1,9 pasa), mpu 3acTocyBaHHI 3 KOMOIHAIIIEIO
putoHaBip/ata3aHaBip — 10 Mr (30imbiieHHs B 3,1 pasa), mpu OJHOYACHOMY 3acCTOCYBaHHI 3
LUKJIOCTIOPUHOM — S MT (30u1bLIeHHS B 7,1 pasa).

Tabmums 2
BrnuB cynyTHIX J1KapchbKUX 3aC001B Ha €KCIO3UIIII0 pO3yBAaCTaTUHY
(AUC; B nopsiAKY 3MEHIIIEHHS BEJTMYHUHH)
PexxuM 103yBaHHS JIIKapchKOTro 3aco0y, 110 PexxuM 1o3yBaHHS 3minu AUC
B33a€MOJIIE pO3yBacTaTHHY po3yBacTaTHHy *

[uknocnopux Big 75 Mr 2 pa3u Ha 100y 10

200 wir 2 pasu Ha 106y, 6 MicAILB 10 mr 1 pa3 Ha 100y, 10 qHiB 17,1 paza

Arazanasip 300 mr/putonasip 100 mr 1 pa3

Ha 7100y, 8 JHIB 10 mr, ogHOpa3oBa g03a 1 3,1 pasa

Cumernpusip 150 mr 1 pa3 Ha 100y, 7 1HIB 10 mr, ogHOpa3oBa g03a 12,8 pa3a

Jloninagip 400 mr/putonasip 100 mr 2 pa3u

Ha 106y, 17 /HiB 20 mr 1 pa3 Ha 100y, 7 nHIB 12,1 paza

Kiomimorpen 300 Mr ogHOpa3oBa q03a

HaBaHTAXEHHs, MOTIM 75 MT IPOTITOM 20 mr, ogHOpa3oBa J103a 1 2,0 pa3u
24 ronuu
I'emi6po3un 600 mr 2 pa3u Ha 100y, 7 THIB 80 mr, onHOpa3oBa 103a 11,9 paza

Enrpom6omaxk 75 mr 1 pa3 Ha o0y, 5 nHiB 10 mr, ogHOpa3oBa 103a 1 1,6 pa3a




Hapynasip 600 mr/putonasip 100 mr 2 pa3u

Ha 106y, 7 AHiB 10 mr 1 pa3 nHa o0y, 7 nHiB 11,5 paza
Tunpanasip 500 mr/puronasip 200 mr 2 pazu
Ha 7106y, 11 i 10 mr, ogHOpa3oBa 103a 1 1,4 paza
Hpouenapon 400 Mr 2 pa3u Ha 100y Hesizomo 11,4 paza
ITpakonazon 200 mr 1 pa3 Ha 100y, 5 1HIB 10 mr, omHOpa30Ba /1032 T 1,4 paza **

Ezerumi6 10 mr 1 pa3 Ha 100y, 14 aHiB 10 mr 1 pa3 Ha 100y, 14 quiB | 1 1,2 paza **

®ozamnpenasip 700 mr/putonasip 100 mr

2 pasu Ha 106y, 8 1HiB 10 mr, omHOpa3oBa a03a >
Aunernitazap 0,3 mr, 7 1HIB 40 mr, 7 nHIB >
Cunimapus 140 mr 3 pa3u Ha 100y, 5 1HIB 10 mr, ogHOpa3oBa 103a >
®denodidbpar 67 mr 3 pazu Ha 100y, 7 AHIB 10 mr, 7 nHIB >
Pucdamnin 450 mr 1 pa3 va o0y, 7 nHiB 20 mr, oqHOpa30Ba /1032 >
Keroxonazon 200 mr 2 pa3u Ha 100y, 7 IHIB 80 Mr, oHOpa3oBa J103a >
@Onykonazon 200 mr 1 pa3 Ha 100y, 11 gHiB 80 mr, ogHOpa3oBa 1032 “
Eputpominun 500 Mr 4 pa3u Ha 100y, 7 THIB 80 mr, onHOpa3oBa A03a 120%
baiikanin 50 mr 3 pasu Ha 100y, 14 qHIB 20 mr, ogHOpa3oBa 1032 147 %
Peropadeni6 160 mr, 1 pa3 Ha 100y, 14 nHiB 5 Mr, oTHOpa3oBa J03a 1 3,8 pa3a
Benmaracsip 100 mr, 1 pa3 Ha 100y 10 mr, omHOpa3oBa g03a 12,7 paza

OwmoirtacBip 25 mr/napitanpesip 150 mr/
putonasip 100 mr 1 pa3 Ha 10o0y/nacadyBip 5 Mr, oTHOpa3oBa J03a 12,6 pa3a
400 mr 2 pa3u Ha 100y, 14 aHIB

I'pazomnpesip 200 mr/Endacsip 50 mr 1 pa3 Ha

106y, 11 auis 10 mr, onHOpasosa 103a 12,3 pasa

I'mekanpesip 400mr/mibpenTacsip 120 mr
1 pa3 Ha 1006y, 7 nHIB

* JlaHi, Ipe/ICTaBJICH] K 3MiHa B X pa3iB, SBIISIOTH COOOI0 CIIBBIIHOIIEHHS MIXK 3aCTOCYBaHHSIM PO3YBacTaTHHY Y
KoMOiHaIli1 Ta okpemo. JlaHi, npeACcTaBieHi y BUMIIAAL Y% 3MiHH, SABJSIFOTH CO00I0 % PI3HHUIO BiTHOCHO MOKA3HHUKIB
NP 3aCTOCYBaHHI pO3yBacTaTHHy OKPEMO.

301IbIIEHHS TIO3HAYEHO 3HAUYKOM T, BIIICYTHICTh 3MiH <>, 3MEHILEHHS — |

** 3a maHuMU JOCHIKEHb B3a€EMOJII MPHU PI3HUX 032X PO3yBACTaTHHY, B TAOJNHIN 2 TOJAHO HAWOLIBII 3HAYYIIE
CIIIBBIJHOIIIEHHS.

5 wmr 1 pa3 Ha o6y, 7 AHIB 12,2 pa3a

Bnaue pozysacmamuny na cynymui 1ikapcoki 3acoou

Anmazonicmu simaminy K

Sk 1 moxo iHmux inriditopie I'MI'-KoA-penykTasu, Ha MOYaTKy 3aCTOCYBaHHS JIKapChbKOTO
3aco0y abo mpu MiABUIIEHH] HOTO J03H y MAIlI€HTIB, K1 OJTHOYACHO 3aCTOCOBYIOTh aHTArOHICTH
Bitaminy K (manpukinan, BapdapuH a0o IHIIMA KyMapHHOBHHA aHTHKOAryJSIHT), MOXIUBE
nigBuiieHHs MiuikHaponHoro HopmaiizoBaHoro cmiBBinHomeHHs (MHC). Ilpununenus
3aCTOCYBaHHA JIIKapChKOro 3aco0y abo 3MEeHIIEHHsS HOro J03M MOXKE MPHU3BECTU 0 3HMKEHHS
MHC. V takux Bumajkax peKoMeHAyeThCs HanexxHuii MoHiTOpuHr MHC.

Ilepopanvni konmpayenmugu/copmonozamicua mepanis (1'37)




OpnHoyacHe 3aCTOCYBaHHSI JIIKAPCHKOT0 3ac00y Ta MepopaIbHUX KOHTPALENTHBIB MPU3BOAUIIO JI0
nigsumenas AUC eruHinecTpamiony Ta Hoprectpeny Ha 26 % Tta 34 % BignosigHo. Take
MIJBUINCHHS IUIa3MOBUX pPIBHIB KpPOBI CIIiJI BpaxOBYBaTH NpH MiAOOPI J03M TMEpOpATbHHUX
KOHTparnenTuBiB. Jlanux mo/0 hapMakoKiHETHKH JIIKAPCHKUX 3aC001B Yy MAIIEHTIB, SKi OTHOYACHO
3aCTOCOBYIOTh po3yBacTatuH Ta ['3T, Hemae, TOMy He MOXHa BHUKIIIOYATH MOAIOHOTO e(deKTy.
Opnak KOMOIHAIliS IIMPOKO 3aCTOCOBYBANACA JKIHKAM y MeXax KIIHIYHUX JOCHIDKEHb 1
nepeHocuiacs a0ope.

JHueokcun

3a TaHUMH TOCITIKEHD 13 B3aEMO/IIT, HE OUIKYEThCS KJITHIYHO 3HAYYI[OT B3aEMOI1.
Jloninagip/pumonagip

Y dapmakosorivyHOMy JIOCHIPKEHHI CyNyTHE 3aCTOCYBaHHS PO3YBAacTaTHMHY Ta KOMOIHOBaHOTO
npemnapary, o MicTUB jaBa iHriOiTopu mporteasu (nominaBip 400 mr/puronasip 100 wmr), y
3I0POBUX JIOOpPOBOJIBIIIB acOIilOBajocsd 3 NPHOIU3HO JABOPA30BUM Ta II'SITUPA30BUM
3061nbIeHHAM oKa3HUuKiB AUC(0-24) Ta Cmax U pO3yBacTaTHHY BiANOBiAHO. B3aemonis Mixk
pPO3yBacTaTUHOM Ta IHIIMMH 1HT10ITOpaMH NMPOTea3u He BUBYAIACS.

Jimu

JocnimxenHs B3aeMoii TpOBOAUIUCS Julle y AopociauX. CTymiHb B3a€EMOIT y JITEil HEBITOMHUIA.

Ocoonueocmi 3acmocyganns.

Bnaue na nupku

[TpoTeinypisi, BusiBI€HA y pe3yJbTaTi aHaI3y 3a TECT-CMYKKaMH Ta IEPEeBaXHO KaHAJIbLEBOTO
MOXO/DKEHHS, CIIOCTEpiraiacs y THX HaIli€HTIB, sIKi JIIKYBaIHUCS BUIIMMH J103aMH PO3YBaCTaTHHY,
30kpema 40 mr, 1y 611bIIOCTI BUMAIKIB Oyiia THMYacoBOI0 abo nepepuByactoro. [Iporeinypis He
Oyna mepeABICHUKOM TOCTpoi abo mporpecyrodoi XBopoOu HUPOK (muB. po3ain «[lobiuni
peaxiii»).

Hebaxani siBuma 3 00Ky HUPOK BiJl3HAYaIHCA YacTime mpu 3actocyBanHi go3u 40 mr. [amienrtam,
K1 IPUMMAIOTh JIIKapChKH 3aci0 y 1031 40 Mr, CiIiJl perysipHO NepeBIpsATH (PYHKIIIF0 HUPOK.
Bnnue na ckenemuy myckyramypy

[TopymienHss 3 OOKy KICTKOBO-M S30BOi CHCTEMHM, HANpPUKIAL: Mialris, Miomaris, 3pigka —
pabiomioii3, cocTepiraiycs y NalleHTiB, K1 IpUUMaiIH JiKapcbKui 3aci0 y OyAb-sIKUX J03aX,
ocobnuBo Ounbmie 20 mr. ITooanHoki BUMAAKK pabaoMioNi3y BiA3HAYAINCS MPHU 3aCTOCYBaHHI
ezetuMiOy y komOiHauii 3 iHriditopamu I'MI-KoA-penykrasu. He MoxkHa BHKIIOYATH
MOYJIMBOCTI (papMaKoJMHAMIYHOT B3a€MOJil, TOMy TaKy KOMOIHaIlil0 CIiJl 3aCTOCOBYBaTH 3
00€pexKHICTIO.

Sk 1y pasi 3actocyBanHs iHIIUX 1HTi0iTOpiB ' MI'-K0OA-penykTasu, noBioMIEHHs PO BUMAAKH
pabiomionizy, MOB’S3aHOTO 13 3aCTOCYBAHHSM pO3yBacCTaTHHY, TPAIULBUIMCS dYacTillle MpH
3acTocyBaHHI 1034 40 Mr. € MOBIJOMJIEHHS PO PiAKICHI BUMAJKU IMYyHOOIIOCEPEIKOBAHOI
HEKpPOTHU3YIOUOi MIOomNartii, M0 KIIHIYHO MPOSBISETHCS CTIMKOW MPOKCHU3MAIBbHOK M’SI30BOIO
CJIA0KICTIO 1 MIJBUILEHHSIM PiBHS CHPOBATKOBOI KpeaTHH(OCHOKiIHA3M, MiJ] Yac JIKyBaHHA a0o
TICJISI IPUTTMHEHHS JTIKYBaHHS CTATHHAMHU, BKJIFOYHO 3 PO3YBacTaTHHOM. B TakoMy pa3i MOXYTh
OyTH HEOOXiTHHUMM JIOJATKOBI HEHPOM’A30BI 1 CEpOJIOTIYHI JOCHIHKEHHS, JIKyBaHHS
IMYHOCYIIPECUBHUMH TTpeTiapaTaMH.

Busnauenns pisnsa xpeamungocghoxinazu (KOK)

Pisenp KO®OK He cniji BUMIpioBaTH Micis 3HAYHMX (DI3MUHUX HaBaHTaKeHb ab0 3a HasIBHOCTI
MOJJIMBUX aNbTE€PHATUBHUX MNpuuuH miasumeHHs KOK, mo MoxyTh yCKIaJHIOBATH
IHTEepIpeTallito pe3yibrariB. Akimo Buxigauil pisens KOK 3nauHO niaBuieHu (> 5 pasiB BUILE
BEPXHBOI MEX1 HOPMHU), IPOTATOM 5—7 JTHIB HEOOX1THO 3pOOUTH T0JATKOBUH MiATBEPAKYBATbHUNA
aHami3. SIKIo pe3yiabTaT MOBTOPHOIO aHalli3y HIiATBEPIKYy€E IOYATKOBHM piBEHB > 5 pasiB
BEPXHBOI MEKI HOPMH, TOYMHATH JIIKYBaHHS HE CIIiJI.

Ilepeo nouamkom niKy8anHs

PozyBacratus, sik 1 pemry inridiropis I'MI'-KoA-penykrasu, ciijy 3 00epeXHICTIO TPU3HAYATH
narieHTaMm i3 ¢pakTopamu, 10 CIPUIUHIIOTH PO3BUTOK MiOIaTii/padaomionizy.



Mo Takux ¢akTOpiB HAIEKATh:

— MOpyIIeHHs QYHKIIIT HUPOK;

— TIIOTHPEO3;

— HasBHICTH B IHIUBIAyaIbHOMY 200 CiIMEHHOMY aHaMHe31 CIIaIKOBUX M’ SI30BHX 3aXBOPIOBAHb;

— HasBHICTh B aHaMHE31 MIOTOKCHMYHOCTI Ha TJi 3acTocyBaHHs iHIUX 1HTIOITOpiB 'MI'-KOA-
penykTasu abo ¢iopaTis;

— 3JI0BXKHMBAHHS aJIKOT0JIEM;

— BiK > 70 pokiB;

— cHTyalii, mo MOXYThb MPU3BECTH M0 MiABUIICHHS PIBHSA PO3yBaCTaTHHY Y IUIa3Mi KpOBI
(muB. po3ninn «PapMakoKiHETHKA, «B3aemMois 3 IHITMMHE JTIKAapChKUMU 3ac00aMU Ta 1HII BUIU
B3aemMo1ii» Ta «Crocid 3aCTOCYBaHHSI Ta 03U );

— OZIHOYAcCHE 3acTocyBaHHs (iOparti..

VY Takux Mami€eHTiB TMOB’S3aHUN 13 JIKYBaHHSIM PHU3MK TMOTPIOHO OIIHIOBATH, MOPIBHIOIOYHU 3
OYiKyBaHOIO KOPHCTIO; TAKOK PEKOMEHIYETHCS KIITHIYHUI MOHITOpHHT. SIK1i0 BuxinHi piBHI KOK
3HAYHO MiABUIIEH] ( > 5 pa3iB BHILE BEPXHHOI MEKI HOPMU), TIKyBaHHS IOYMHATH HE CJIi/I.

YV nepioo nixysanns

[TamieHTIB CIi] TOTIEPEIUTH PO HEOOX1IHICTh HETAWHO MOBIAOMIIATH CBOTO JIiKaps PO M’ SI30BUH
0isb, cmabkicTh a0 CyJIOMH HEBIJIOMOi €TioJIoTii, OCOOJMBO SIKIIO BOHU CYNPOBOKYIOTHCS
HEe3Iy’KaHHsAM a0o0 rapsukoro. Y IuX HarieHTtiB ciia BuMipsatu piBeHb KOK. 3actocyBanHs
JKapChKOTo 3aco0y CIil MPUNHUHUTH, Ko piBeHb KOK 3nauno minBumienuii ( > 5 pasiB Buiie
BEPXHBOT MEKI HOpMHU) 200 SIKIIIO CUMITOMH 3 OOKY M’SI31B TSKKI Ta CIPUYUHSAIOTH 1OJICHHUI
muckoMdopT (HaBiTh KO piBeHb KOK < 5 BepxHbOi MeKi HOpMHU). Y pa3i 3HUKHCHHS CHMITTOMIB
ta HopMaizauii piBHI KOK MokHa MOHOBUTH Tepallito po3yBacTaTUHOM a00 aJbTepPHATUBHUM
iaribiTopom 'MI'-KoA-penykTasu y HallMeHIIIH 1031 Ta IMiJ peTeNIbHUM HarJsqoM. PeryspHuii
koHTposb piBHSI KDK y mamientiB 6e3 BUIEBKa3aHUX CUMIITOMIB HE MOTPiOHUI. Jlyxe pinko
MOB1TOMJISIIOCS TIPO BUITAJKK IMyHOOITOCEPEIKOBaHOI HeKpoTu3yrouoi mionartii (IOHM) mix gac
abo micis Teparii cCTaTUHAMHU, B TOMY 4YucIi po3dyBactaTHHOM. KiiHiunumu npossamu IOHM e
CIa0KICTh MPOKCHUMAIbHUX M’s31B Ta miaBuiieHHs piBHI K®K y cupoBarui KpoBi, MO
30epiraeThcsl HaBiTh MICIIs BIAMIHU 3aCTOCYBAaHHS CTaTHHIB.

VY KIIHIYHUX AOCHIKEHHSX He OYyJ0 OTPUMAaHO 0Ka3iB MIJABHUIIEHOTO BIJIMBY Ha CKEJETHY
MYCKYJIaTypy y HEBEJIMKOi KIJIBKOCTI MAalli€HTIB, fKI MpUHMand po3yBacTaTHH Ta CYIMYTHi
npenapati. OgHaK NiABUINEHHS YacTOTH MIO3UTY Ta MiomaTii BiJ3HAYaJIOCs Yy MAIEHTIB, SKI
npuiiManu iHmi iHriditopu I'MI'-KoA-peaykrazu pazom i3 moxigHUMHU (piOpoeBOi KHUCIOTH, B
TOMY 4YHCII TeM(iOpOo3WIoM, UHUKJIOCIIOPUHOM, HIKOTHHOBOK KHCIIOTOIO, a30JbHUMHU
OPOTUTPUOKOBUMH TpernapaTaMu, iHriOiTopaMM NpoTea3d Ta MAKpOJiTHUMHM aHTHOIOTHKAMH.
["'em}i0po3mi MiABUIIYE pU3HMK MIOMNATIi IpU CYMMyTHROMY 3aCTOCYBaHHI 3 JAESIKUMU 1HT101TOpaMu
I'MI'-KoA-penykra3u. ToMy 3acTocoBYBaTH po3yBacTaTUH y KoMOiHamii 3 remdiOpo3uioMm He
pexomenayeTbesl. CHpUATIMBUN BIUIMB MOJAJBIIMX 3MIH pIBHS JIIIAIB HIPH OJHOYACHOMY
3aCTOCYBaHHI po3yBacTaTUHY 3 (piOparamu abo HialIMHOM MOTPIOHO MOPIBHATH 3 MOTEHUIHHUMHU
pU3MKaMM TIpH 3acTOCyBaHHI Takoi KoMOiHamii. OnHouacHe 3acTocyBaHHS (iOpaTiB Ta
po3yBacTaTuHy B 1031 40 MI' TPOTUIIOKA3aHO.

3acTOCOBYBAaTH pO3yBACTaTHH B MOEJHAHHI 3 (PY3MIOBOIO KHCIOTOI0 HE PEKOMEHIYETHCH.
[ToBitomisIoCcs PO BUMAAKU paboMiofizy (B TOMY YHMCII 3 JIETAIbHUM HACIIIJIKOM) Y MALlI€HTIB,
AK1 OTPUMYBAJIH 1110 KOMOIHAIIIIO.

Jlikapcpkuit 3aci0 He CIii 3aCTOCOBYBATH MAlliEHTaM 13 TOCTPUMHM, CEPHO3HUMH CTaHaMH, II0
CBI[YaTh MPO MIOMAaTIF0 a00 MOXKJIMBICTH PO3BUTKY HHUPKOBOI HEIOCTATHOCTI BHACIIJOK
pabaomiodizy (Takux, sIK CETICUC, apTepianbHa rinoTeH31s, 3HauHe XipypriuHe BTpyJaHHsl, TpaBma,
TSDKKI METa0OJ1YH1, eHAOKPUHHI Ta eJIEKTPOITHYHI Po3Jaau a00 HEKOHTPOIHOBAHI CYJIOMH).
Bnaue na neuinky

Sxi 1 110 1Hri6iTopu I'MI'-KoA-penykrasu, po3yBacTaTuH Ciijl 3 00EpEkKHICTIO 3aCTOCOBYBATU
MaIieHTaMm, sKi 3JI0BXUBAIOTH AJIKOTOJIEeM Ta/ab0 MalOTh B aHAMHE31 3aXBOPIOBAHHS TICHYiHKH.



PexomenoBano niepeBipsATH 010XIMIYHI TOKA3HUKHU (YHKIIIT TEYIHKY Mepe;] MOYaTKOM JTIKyBaHHS
Ta yepe3 3 Micsli JiKyBaHHA. 3aCTOCYBAaHHS IpenapaTy CiiJ NPUIHUHATH a00 3MEHIIMTH J03Y,
SKIIO PiBEHb TpaHCaAMiHA3 y CHUPOBATII OUIbIIIE HIK yTpHUUl IEPEBHIYE BEPXHIO MEKY HOPMH.
YacroTra mOBiIOMJICHb NP0 CEPHO3HI SBUILA 3 OOKY MEUYIHKH (IEPEBAXKHO MPO MiABUILICHHS PiBHS
TpaHcaMiHa3 MEYiHKK) OUIbIIA MPU 3acToCyBaHH1 103U 40 MT.

VY nmamieHTiB i3 BTOPHHHOIO TiNEPXOJIECTEPUHEMIEI0, 3yMOBJICHOIO TiMOTHPEO30M  abo
HE(POTUYHUM CHUHAPOMOM, CIiJ] CIIOYATKy BHJIIKYBaTU OCHOBHY XBOPOOY, MepIl HIK MOYWHATH
TEpaIio po3yBacTaTHHOM.

3pizKa MOBIAOMIISUIM TPO JeTaibHI a00 HeNeTadbHI BUIMAIKH IEYIHKOBOI HEIOCTATHOCTI Y
NAIi€HTIB, SKi NMpPUMMaiM CTaTHHHU, B TOMY YHCJII pO3yBacTaTHH. SIKIIO Ha Tii JIIKyBaHHS
pPO3yBAacTaTUHOM PO3BHUBAETHCSA CEPHO3HE YpaKEHHS MEYIHKU 3 KIIHIYHOK CUMITOMATHUKOIO
Ta/abo TrinepOiuTipyOiHEMIEI0 YHM >KOBTSHUIICIO, CIIJ] HEraiHO NPUIMHUTH 3aCTOCYBaHHS
po3yBacTaTuHy. SIKIIO I1HOII NPUYMHUA HE BHUSABIEHO, HE CIiJ TOHOBJIIOBATH JIIKYBaHHS
PO3YBacCTaTHHOM.

Paca

Bimomo, mo y Xozi gocmikeHs papMaKoKiHETHKH criocTepiranocs 3poctranas AUC y maiieHTiB
MOHTOJIOTAHOI pacy MPUOIM3HO BJBIYI MOPIBHSHO 3 MpPEICTaBHUKAMU €BpomeoiqHoi pacu. s
TaKWX TAIi€HTIB He0OXiTHA KOPEKIIisl J03U po3yBacTaTHHY (AMB. po3aiu «DapMakOKiHETHKA,
«IIporunokazannsa» Ta «Cnoci6 3acrocyBaHHA Ta A03u»). Cilifi BpaxoByBaTH 30UIbLICHY
CHUCTEMHY €KCIIO3MIII0 TpW JIKyBaHHI Talli€HTIB MOHTOJIOiIHOI pacH, y  SKHX
rinepxoJiecTepuHEMisi He KOHTPOIIIOEThCS y TOCTAaTHIN Mipi qo3amu 10 20 mr.

Ineioimopu npomeasu

[TigBumIeHa cucTeMHa €KCIIO3UIis 10 pO3yBaCTaTUHY cHocTepiraiacs y ocio, siki 3aCTOCOBYBAIU
pO3yBacTaTWH pa3oM 3 Pi3HUMH iHTIOITOpaMu MpOTea3H, y MOeAHaHHI i3 puroHaBipom. Crixg
3B@KUTH SIK KOPUCTH BiJl 3HUKEHHS PIBHS JIMiAIB 32 JOIIOMOTOI0 PO3YBAaCTaTUHY y MAIIEHTIB 13
B, skxi oTpuMyrOTh 1HTIOITOpHM TpOTEa3d, TaK 1 MOMIJIMBICTH IIJBHINCHHS KOHIICHTpAIil
pO3yBacTaTUHY y IJa3Mi KpOBI Ha MOYaTKy Teparlii Ta NMpH MiABMIIEHHI J03U Ipernapary y
NAII€HTIB, SKI OTPUMYIOTh I1HTIOITOpH mpoTeazu. OgHOYACHE 3aCTOCYBaHHS PO3YBACTAaTHHY 3
1HT10ITOpaMH MPOTEa3n HE PEKOMEHJYEThCS, SKIIO /1032 JIKApPChKOro 3aco0y HE CKOpPHIoBaHa
(muB. po3nimn «B3aemonist 3 IHIIMMH JIIKAPCBKMMM 3ac00aMM Ta 1HINI BUIM B3AaEMOJIIN» Ta
«Cnoci0 3acTOCYBaHHS Ta 1031»).

Henepenocumicmov naxkmosu

[TamienTam 13 piAKICHUMH CHaJKOBUMH MpoOJIeMaMH HENEePEeHOCUMOCTI TaJlakTo3H, Ae(piluTOM
nakta3u Jlamma abo IIIOKO30-TallaKTO3HOK MajibaOCcopOli€l0 HE CIliJi 3aCTOCOBYBAaTH LiEeH
JiKapCchKUi 3acib.

Iumepcmuyianvhe 3axeoprosanis ne2ens

ITix gac 3acTOCYBaHHS JI€AKUX CTATHHIB, OCOOJIMBO NP TPUBAJIOMY JIKyBaHHI, IOBIIOMIISITH PO
BUHSTKOBI BUMAJKW IHTEPCTHUIIATBLHOT XBOpoOH JyiereHb (muB. po3ain «I[lo6iuni peaxiii»). o
OposiBiB I1i€l XBOpPOOM MOXHA BIJTHECTH 3aJUILIKY, HEMPOAYKTUBHHH Kallelb Ta 3arajibHe
MOTIpPIIEHHS CTaHy (CTOMJIIOBAHICTh, 3HIDKEHHS MacH Tijla Ta rapsdka). Y pasi mijgo3pu Ha
IHTepCTHLIATbHY XBOPOOY JIeTeHb 3aCTOCYBAaHHSI CTATUHIB CJIiJl TIPUITUHUTH.

Llyxposuii oiabem

Jlesiki naHi cBimyaTh, 10 CTATHHHU MiJIBUIYIOTh PIBEHb TJIIOKO3H B KPOBI Ta y ACSKUX MAIlI€HTIB,
SKAM 3arpoXKy€ BHUCOKHH PHU3WK PO3BUTKY Jia0eTy B MalOyTHBOMY, MOXYTh CIPHUUHITH
TINEPrIIiKeMiI0 TaKOTO PIBHS, 3a SKOT0 HEOOXiJHE HaleXHe JiKyBaHHs miadery. I{ro 3arposy,
OJTHAK, TICPEBUINYE 3HIKCHHS PU3UKY CYJMHHUX MOPYIICHH MPH 3aCTOCYBaHHI CTaTHUHIB, TOMY
BOHA HE MOBMHHA OyTH MiJCTaBOIO JUIA MPUIIMHEHHs Tepamii cTaTuHaMH. 3a Hali€eHTaMH Tpynu
p3UKy (piBeHb TUIOKO3M Hartme 5,6-6,9 mmomb/m, immekc macu Ttima (IMT) >30 kr/m?,
HiABUIIEHUN PIBEHb TPUIMILEPHIIB, apTepiajibHa TiNepTeH3is) CiJ BCTAHOBUTH KIIHIYHUN Ta
010XIMIYHHI KOHTPOIb.



VY nocnimxenni JUPITER 3apeectpoBana 3araigpHa 4acToTa IlyKpoBOro niadery cranosmia 2,8 %
y Tpymi npuiioMmy posyBacTtaTtuHy Ta 2,3 % — y rpyiii mianedo, nepeBaxxHo y MaIi€HTiB i3 piBHEM
TJIIOKO3HU HaTIIE Bix 5,6 10 6,9 MMOJIB/JI.

Sk 1 momo iHmmx iHriditopie I'MI'-KoA-penykrasu, mpu 3acTOCyBaHHI pO3yBaCTaTHHY
crnoctepiranocs 3pocranass HDALC Ta piBHS IIFOKO3H y CHPOBATIli KPOBi. B Ieskux BUmagkax i
NOKa3HUKH MOXYTh MEPEBUILYBAaTH TPAHUYHE 3HAYCHHS JJIS JIarHOCTUKHU ITyKpOBOTO Jiabery,
HacaMmIiepe;] y Mali€HTiB 3 BACOKMM PU3UKOM PO3BUTKY J11a0eTy.

Bimomo, 1mo po3yBacTaTHH SIK MOHOTEpamis HE CIPUYMHSE 3HMKEHHS 0a30BO1 KOHIICHTpALii
KOPTHU30.1y TIJIa3MU KPOBI 1 HE BIUIMBAE HA Pe3epB HAAHUPKOBUX 3a5103. HeoOximHa 00epexHICTh y
pa3i OJHOYACHOTO 3aCTOCYBAaHHS pPO3YBAaCTaTHHY Ta IHIIMX JIKApPChKUX 3aco0iB, 3JaTHHX
3HMKYBaTH PiBeHb 00 aKTUBHICTh €HJIOT€HHUX CTEPOiTHUX TOPMOHIB, HAITPUKJIa]l KETOKOHA30IY,
CHIPOHOJIAKTOHY Ta IUMETUANHY.

Limu

Ominka miHiiiHOrO pocty (3pict), Macu Tinma, iHgekcy wmacu Tinma (IMT) Ta BTOpHHHUX
XapaKTepUCTHK CTaTeBOro Ja03piBaHHs 3a TanHepoM y aiteit Bikom Big 10 mo 17 pokiB, ski
npuiiMalii po3yBacTaTHH, 0OMEKEeHa NMepiooM TpUBAICTIO | pik. 3a BKa3aHUN Nepiot AKOJHOTO
BIUIMBY Ha picT, Macy Tina, IMT abo crateBe no3piBaHHs BUABIEHO HE Oyio. JlocBia KIiHIYHHX
JOCTIPKeHb 3aCTOCYBaHHS TIperapary IiTsAM Ta MilikaM OOMEXKEHUU, JOBrOTpUBAil eeKTH
3aCTOCYBaHHA PO3yBacTaTUHY (>1 poKy) Ha cTaTeBe JO3piBaHHS HEBIIOMI.

VY piteit Ta miTITKIB, SIKI MpUAMaK po3yBacTaTHH, miaBumeHHs piBHSA KOK > 10 paziB Bumie
BEPXHbOI MEXI HOPMH Ta CHUMNOTOMHU 3 OOKy M’si3iB micis (PI3UYHOrO HaBaHTaKEHHS abo
MiJBUIICHOT ()I3MYHOI aKTHBHOCTI CIOCTEPITaIUCs YaCTIIIe MOPIBHIHO 3 TAKHUMH Y JOPOCITHX
(muB. po3ain «[1o6ivyHi peakiiin).

Jlonomidicni pewogunu

Lle#t mikapchkuii 3acid MICTUTh JIAKTO3y MOHOTIApPAT, TOMY SKIO Yy Bac BCTAaHOBJIEHO
HETIEPEHOCHMICTh JIESIKMX IYKPiB, MPOKOHCYJBTYHTECSA 3 JKapeMm, Mepil HiX NpuidMaTtd nei
JiKapCchKUi 3acib.

3acmocysannus y nepiod eazimnocmi abo 200y6ants epyooi.

Jlikapcbkuit 3aci0 NpOTUIIOKAa3aHUM y Mepio/1 BariTHOCTI Ta FOyBaHHS TPYIALO.

JKiHKK penpoayKTUBHOTO BiKy MTOBUHHI BUKOPUCTOBYBATH HaJIEXKHI 3aC00M KOHTpALIEMIIii.
OCKUTbKH XOJIECTEPUH Ta 1HII MPOAYKTH OI0CUHTE3y XOJIECTEPUHY BIJIITPAIOTh ICTOTHY POJIb Y
PO3BUTKY IUIO/A, NMOTeHWiMHMH pusuk Bij npurHideHHs ['MI-KoA-peaykrasu nepesuiiye
KOPHUCTh BIJ 3aCTOCYBaHHS JIIKapChbKOro 3aco0y B mepioj BariTHOCTI. JlaHl JociiakeHb Ha
TBapHUHaX 11010 TOKCUYHOTO BIUIMBY Ha PENpPOAYKTHUBHY (QYHKIII0 OOMExeHi. SIKIIO MarieHTka
3aBariTHI€E B TIEPIOJl 3aCTOCYBaHHSA IBOTO JIKApPCHKOTO 3aco0y, JIKyBaHHS CIIiJI HErailHO
HOPUITUHUTH.

OCKUTbKM 1HIIMWA JHKApChKUM 3aci0 1BOTO KiIacy MOTpAIUIA€ y TPYyAHE MOJOKO JIIOAWMHHU Ta
BpaxoBytouH, 1o iHrioiropu I'MI-KoA-pemaykra3n MOXyTb CHPUUMHATH Cepio3HI HeOaxaHi
peaxiii y HEeMOBJISIT, KIHKaM, sIK1 TOTPeOyYIOTh JIIKyBaHHS pPO3yBaCTaTHHOM, CJI1J] pEKOMEHIYBaTH
yTpUMATHUCS BiJ TOAYyBaHHA rpyAaio. JlaHuX 11010 TPOHUKHEHHS Mpenapary B IpyJIHE MOJOKO Y
monrHn HeMae (auB. po3nin «lIpoTumokazaHHsm»).

30amuicmov enausamu Ha WEUOKICMb peakyii npu KepysaHHi asmompancnopmom abo iHwumu
MexauizmMamu.

JlocnikeHHs BIUIMBY PO3yBacTaTHHY Ha 37aTHICTh KEpyBaTH aBTOMOOLIEM Ta TPAIFOBATH 3
MexaHi3Mam# He mpoBoawau. OmHak, 3 orfsAy Ha GapMakoAMHAMIUHI BIACTHBOCTI Ipemapary,
MaJIOMMOBIPHO, 110 pO3yBacTaTWH BIJIMBaTUME Ha TaKy 31aTHICTh. [Ipum KepyBaHHI
aBTOTPAHCIIOPTOM abo poOOTI 3 IHIIMMU MeXaHi3MaMH CIiJ] BPaxOBYBaTH MOXKIUBICTh
3aI1aMOPOYEHHS Y Mepio/1 JTIKyBaHHS pO3yBaCTaTUHOM.

Cnocio 3acmocysannus ma 003u.



[lepen mouaTkoM JIKyBaHHS MAIIEHTY CJIiJ MPU3HAUYUTU CTaHAAPTHY XOJIECTEPUH3HIKYBAIbHY
JieTy, SKOi HEOOXiJHO MJOTPUMYBATHCS 1 NpPOTATOM JiKyBaHHS. Jlo3y cmin migOupatu
IHIMBIIyaIbHO 3aJICKHO BiJl METH Tepariii Ta BIAMOBIII MalliEHTa Ha JIIKyBaHHS, Oepydn 0 yBaru
MOTOYHI peKOMEHIaIlii.

Jlikapcbkuii 3aci0 MOXHA IpUMaTH Y OyIb-SIKUI Yac JTHS, He3JIC)KHO BiJl BYKUBAHHS 1Ki.
Jlikysanns cinepxonecmepunemii

PexoMenaoBaHna moyarkoBa f03a CTaHOBUTH SMr* a6o 10 mr nmepopanbHo 1 pa3 Ha 100y K Ams
HAIli€HTIB, K1 paHille He 3aCTOCOBYBAIM CTATUHH, TaK 1 MEPEBEACHUX Ha MIPUIOM PO3yBaCTaTUHY
3 mpuiioMmy iHmoro inrioitopa I'MI-KoA-penykrasu. Ilpu BHOOpI MOYATKOBOI O3 CIIiJT
BPaxOBYBaTH PiBEHb XOJIECTEPUHY B KOXKHOTO OKPEMOTO TAalli€eHTa Ta PU3UK CEPLEBO-CYAUMHHUX
MOpYyIIEHb Y MalilOyTHHOMY, & TAKOK HMOBIPHICTh PO3BUTKY HEOQKaHUX peakIliii. 3a HEOOX1AHOCTI
OiABMIYBAaTH 103y JO HACTYIHOTO pIiBHI MOXHa dYepe3 4 TIKHI (OUB. PO3ILT
«®PapmakoarHamika»). BpaxoByroun Te, 110 Ha T 3aCTOCYBaHHs JIIKapChKOTo 3aco0y B /1031
40 mr HeOaxaHi peaxiii BUHUKAIOTh YacTille, HDK MPU MEHIINX no03ax (nuB. po3ain «[lobivyni
peakiiii»), OCTaTOYHO TUTPyBaTU 03y 10 40 Mr BapTo IuIIe Mali€HTaM 13 TOKKOIO
TinepXoJIeCTEPUHEMIEI0 Ta BUCOKUM PU3UKOM CEPIIEBO-CYJHMHHUX MOPYIIECHb (30KpEMa y XBOPUX
13 CIMEWHOIO TIMEepXOJECTePUHEMIEI0), y SIKUX HE BIANOCS AOCATTH METH JIKYBaHHS IpU
3acTtocyBaHHI 1103 20 Mr i ski mepeOyBaTHMyTh IiJl PETYJISPHUAM HArISAIOM (IHB. PO3ALT
«Oco0nmBocTi 3acTocyBaHHs»). Ha mouarky npuilomy isikapcbkoro 3acody y no3i 40 mr
PEKOMEH/I0BaHUI HATJIsI CIICIIaICTIB.

Ipoghinakmuka nopyutensv 3 60Ky cepyeso-cyOuHHoi cucmemu

VY jmochipKeHHI s 3HWKCHHS PHU3UKY NOPYIIEHb 3 OOKY CepleBO-CyAWHHOI CHCTEMH
pO3yBacTaTUH 3aCTOCOBYBaIU y 11031 20 Mr Ha A00Yy.

Tayienmu nimuvo2o 8iky

PexomenioBaHa movaTkoBa J03a JjIs MaIieHTiB BikoM >7(0 poKiB CTAHOBUTH 5 MI™* (IIUB. PO3JLI
«Oco0aMBOCTI 3acTOCYBaHH»). [HIIIA KOPEKITis 03U 3 OTJISAY Ha BiK HE TIOTpiOHA.

Tayienmu 3 HUPKOBOIO HEOOCMAMHICMIO

[TamienTam 13 jerkuMu a00 MOMIPHUMU MNOPYUIEHHSAMH (YHKLII HUPOK KOpEKIis J03M He
notpiOHa.

PexoMenioBaHa mouyaTkoBa /1032 AJI HAIIEHTIB 13 MOMIPHUMM MOPYIIEHHAMHU (YHKIIT HUPOK
(kyipeHc KpeaTHHiHYy <60 MiI/XB) cTaHOBUTH 5 Mr*. Jloza 40 mMr mpoTHIoOKa3zaHa MHali€eHTaM i3
MOMIPHHUMHU MOPYLIEHHSIMU (QYHKIIT HUPOK. 3aCTOCYBaHHS PO3YBAaCTaTHHY MAalllEHTaM 13 TSKKUMU
NOPYUIEHHSMU HUPKOBUX (YHKIII MNPOTHIIOKa3aHO Yy OyJp-fAKUX J03axX (JIUB. pPO3AUIH
«IIpotunokazanus» ta «PapMaKOKIHETHKA).

Tayienmu i3 nopywenusamu yHxyii nevinku

VY nami€eHTiB 13 MOpyIHIEHHAMU (PYHKII MEYiHKH, IO OLiHIOBaiIMCS y 7 abo MeHie OaliB 3a
mkanor Yaitnga-11"1o, migBUIIEHHS CUCTEMHOI €KCIO3HIII pO3yBaCTaTUHY HE CIOCTEpIiraiocs.
Opmnak y oci6 13 mopymeHHssMA y 8 Ta 9 OaniB 3a mkanow Yainga-I1’to cucreMHa eKCro3uilis
3poctana (auB. po3ain «PapMakoKiHETHKa»). Y TaKWX MAIi€HTIB JOULIBHOI € OIiHKA (YHKIT
HUPOK (AuB. po3aia «OcobauBOCTI 3acToCyBaHHs»). JJOCBiT 3aCTOCYBaHHS ITpenapary MamieHTaMm,
K1 HaOpasu O1bIe 9 6amiB 3a mkanoro Yaitnna-I1to, BincyTHii. Po3yBacTaTuH MpoTHIIOKa3aHUI
narfieHTam i3 aKTHBHUMH 3aXBOPIOBAHHAMHE MMEYiHKH (AHB. po3in «[IpoTunokasaHHs»).

Paca

VY marfieHTiB MOHTOJIOITHOT pacHu CIiocTepirajgacs MiJBUIEHA CUCTEMHA €KCIIO3UIS MpernapaTy
(muB. posnmimn «®apmakokinetnka», «I[IporunokazaHas» Ta «OCOOIMBOCTI 3aCTOCYBAaHHS).
PexomeHnoBaHa MoYaTKOBa 032 Uil TaKMX TAIi€HTIB CTAHOBUTH 5 Mr*. 3acTOCYBaHHS JI03U
40 MTr TakuM Malli€eHTaM MPOTUIIOKA3aHE.

T'enemuynuii nonimopghizm

[leBHI THUOM TEHETHYHOrO MOMIMOP(PI3MY MOXKYTh MpH3BOAUTH a0 migBuieHHs AUC
po3yBactatuny (nuB. po3ain «®dapmakokinernkay). IlarmienTaMm i3 BiIOMOIO HASBHICTIO TaKHX
TUIIB MONIMOP(}i3My PEKOMEHYETHCSI 3aCTOCOBYBATH MEHIITY 1000BY 7103y pO3yBacTaTHHY.
Tayienmu 3i cxunvHicmio 00 po36umKy mionamii



PexomeHnmoBaHa moyaTkoBa J103a IS TAIIEHTIB 13 (pakTOpamMu PU3UKY 10 PO3BUTKY MiOmaTii
CTaHOBHUTH 5 Mr* (uB. po3ia «OcoOIMBOCTI 3aCTOCYBAHH).

Jo3a 40 Mr mpoTHmokaszaHa marieHTaM 31 CXWUJIBHICTIO J0 Miomarii/padmomionidy (IuB. po3ii
«[IpoTurokazanus»).

Oo0Houache 3acmocy8anms

PosyBactatun € cyOctpaTtoM pizHUX TpaHcnopTHux OuUlkiB (Hampukiaax OATP1B1 ta BCRP).
Pusuk wmiomarii (B TOMy 4mHCII pabaOMiONizy) 3pOCTaE MPHU OJHOYACHOMY 3aCTOCYBaHHI
pO3yBacTaTUHY 3 MEBHUMH JIIKAPCHKUMH 3ac00aMu, IO MOXKYTh IiJBUIIYBATH KOHIICHTPAIIIIO
po3yBacTaTUHy y IUIa3Mi KpPOBI BHACTIAOK B3aEMOIl 3 ITMMH TPAHCHOPTHUMH OlIKaMu
(HampuKJIaJ, UMKIOCIOPHHOM Ta MIEBHUMH 1HT10iTOpaMu MpoTeasu, B TOMY YHCII KOMOIHALIAMU
pUTOHABIPY 3 aTa3aHaBIpOM, JIOMIHABIPOM Ta/ab0 TUIpaHaBIpoM, HUB. po3aiau «OcoOIMBOCTI
3acTOCYyBaHHA» Ta «B3aeMois 3 IHIIMMU JTIKApCHKUMU 3aC00aMH Ta 1HIII BUAM B3aeMoaii»). [1o
MO>KJIMBOCTI CJiJI PO3IJISHYTH 3aCTOCYBaHHS albTEPHATHMBHUX JIKApPChKUX 3aco0iB Ta y pasi
HEOOXITHOCTI TAMYACOBO NIEPEPBATH TEPAITII0 PO3yBACTATUHOM. SIKIIIO CYyIyTHHOTO 3aCTOCYBAaHHS
IUX JIKapChKUX 3acO0IB 13 PO3yBaCTaTUHOM YHHUKHYTH HEMOJJIMBO, CIiJI PETEIbHO 3BAXKHTU
KOPUCTh Ta PU3UK BiJ CYMyTHBOTO 3aCTOCYBaHHS Ta BiAMOBIIHUM YHHOM BIIKOPETYBATH 103y
po3yBacTaTuHy (IuB. po3ail «B3aemopis 3 IHIIUMHU JIKapCHKUMHU 3ac00aMM Ta iHIII BHIU
B32€EMOJIIN).

*3acTocoBYBaTH JiKapChbKUi 3aci0 y BiIIOBITHOMY O3YBaHHI.

imu.

3acTocyBaHHS JIKapCHKOTO 3aCO0Y JITSAM MOBHHEH IMPOBOIUTH JIUIIIC CIEIIATICT.

3acTOCOBYIOTH JITSAM Ta mijtiTkam BikoM Big 10 mo 17 pokiB (xiomyuku Ha ctafii po3Butky Il ta
Buie 3a TaHHEpOM Ta J1iBYaTa, B SIKUX MEHCTpYAIlil MoYasrcs NOHANMEHIIIE PiK TOMY).
3BHYaiiHa ToyYaTKOBa JI00OBa J103a JUIsl JITEH Ta MIUTITKIB 13 TETEPO3UTOTHOK CIMEHHOIO
TINepXOJIECTCPUHEMIEI0 CTAHOBUTh 5 Mr* Ha no0y. Jlikapchkuit 3aci® 3a3BU4Yall MpUHMAIOTh
nepopaybHO B A03ax Big 5 Mr* no 20 mr 1 pa3 Ha no0y. IligBuuryBatu 103y ci1ijJ BiIOBITHO 710
IHIMB1TyaJIbHOT BIAMOBIAI TUTHHU HA JIIKYBaHHS Ta MEPEHOCUMOCTI Mpemnapary, JOTPUMYIOUNCh
peKOMEHaIlid o0 JIKyBaHHS AiTed (nuB. po3ain «OcobmuBocTi 3acTocyBaHHs»). [lepen
MIOYaTKOM Tepamii po3yBacTaTUHOM [ITAM Ta NiJIITKAM CJiJ NPU3HAYUTH CTAHJAPTHY
riMOX0JIECTePUHEMIUHY JI€TY, AKOI MAI[lEHTH MOBHHHI JOTPUMYBATHCS 1 MPOTArOM JIIKYBaHHS.
be3neka Ta e(peKkTHBHICTh 3aCTOCYBaHHS JIKapchbKoro 3aco0y y mozax Oumpimie 20 mr y wmii
nomnyJsnii He gocmipkyBanucs. TabneTku mo 40 Mr He 3aCTOCOBYIOTH JIITSIM.

Himu eixom 0o 10 pokis

JocBizg nikyBaHHS AiTel BikoM 10 10 pokiB oOmesxeHHi. Jlikapcbkuii 3aci0 HE peKOMEHY€ThCS
3aCTOCOBYBATH AITSIM BikoM 110 10 pokiB.

Ilepeoo3ysanns.

CrierpudiuHoro JiKyBaHHS Nepeno3yBaHHs HeMae. JIikyBaHHS CHMOTOMaTU4YHE, pEKOMEHJ0BaHA
nigTpumytoda Tepamisf. [loTpiOHO KoHTponoBatu GyHKIIT mnedyiHkd Ta piBeHb KOK.
EdexTuBHICTh TEMOIANI3Y MaTOWMOBIpHA.

Il06iuni peaxuii.

Heb6axani siBuIIa, 1o BiI3HAYAIOTHCS MPH 3aCTOCYBaHHI JIKApCHKOTO 3ac00y, 3a3BUYail JIETKI Ta
tumuacoBi. HebGaxkaHi peakiii kiacu]ikoBaHi 3a 4YaCTOTOIO Ta CUCTEMHO-OPraHHUMHU KJIacaMH
(COK). 3a gacTtotoro HebaxaHi peakIlii po3moiieHi TakuM uruHOM: 9acTo (>1/100 ta <1/10),
HewacTo (>1/1000 ta <1/100), pigko (>1/10000 ta <1/1000), ayxe pinko (<1/10000), yactora
HEeB1I0Ma (HEMOJKIIMBO OI[IHUTH 32 HASIBHUMHU JJAHUMHU ).

3 6oxky pecnipamopHoi cucmemu, op2anie epyOHoi KIimKu ma cepedoCminHI.

4acTOTa HEB1IOMA: Kallelb, 3aH1IIKA.



3 60Ky WiIYHKOBO-KUWKOB020 MPAKMY:

9acTo: 3aKpen, HyJ10Ta, abJoMiHATBHUHA Oi71b;

P1IKO: TaHKPEaTHT;

94acTOTa HEBIJIOMA: Jiapes..

3 60Ky neuinku i Ho8408UBIOHUX WNAXIB:

PIAKO: IMiIBUIIICHHS PiBHS MMEYiIHKOBUX TpaHCaMiHAa3;

Jy’€ P1JIKO: KOBTSHUIIS, FENaTUT.

3 60Ky HUpOK ma cewosUOiNbHOI cucmemu.

Jy’Ke PIIKO: TemMarypis.

3 6oky enookpunHoi cucmemu.

yacmo. MyKPOBUM J1a0eT (Y4acToTa 3aJICKUTh BiJl HAIBHOCTI (DAKTOPIB PU3HUKY: PIBEHBb TJIFOKO3U
Harie > 5,6 Mmons/m, IMT >30 kr/m?, nmifBuineni piBHi TpUIIiEpH/IiB, apTepiaabHa TilepTeHsis
B aHaMHe31).

3 6oky nepsosoi cucmemu:

4acTo: TOJIOBHUI O111b, 3a11aMOPOYEHHS;

JIy’Ke P1IKO: TIOJIHEeBPOIIaTisl, BTparTa mam’ siTi;

YyacToTa HeBigoMa: mepudepuyHa HEBPOIATis, po3JIagu CHY (B TOMY 4MCIi O€3COHHS Ta HiuH1
KaAXH).

3 6oky ncuxiku:

4acToTa HeBiOMa: JETpecis.

3 6oky kposi ma nimgpamuunoi cucmemu:

PiAKO: TPOMOOIUTOTICH .

3 60Ky iMmyHHOI cucmemu:

piaKo: peakii rinepuyTMBOCTi, B TOMY YMCIIi aHT1I0HEBPOTUYHHUN HAOPSIK.

3 6oxy wKipu ma niOwWKIpHOI K1iMKOBUHU:

HEYacTO: CBepOiK, BUCUIIAHHS, KPOIIUB SHKA;

yacToTa HeBijoMa: cuHapoM CriBeHca-/[KoHCOHA.

3 60Ky 0nopHO-pyx060i cucmemu ma CHOAYYHOI MKAHUHU.

YacTO: MiaJris;

piako: Mionaris (B TOMY YHUCIII MIO3UT), paboMi0JTi3;

Jy’e PiJIKO: apTparis;

4yacToTa HEB1JIOMa: MOPYIIEHHS 3 00Ky CYyXO0KWJIb, IHKOJIM YCKJIaIHEH1 pO3pUBaMU;
IMYHOOITOCEepe/IKOBaHa HEKPOTH3YyIoua MiOMaris.

3 60Ky penpodykmugHoi cucmemu ma QyHKYii MOJIOYHUX 3AT103.

Iy>Ke PiJIKO: TTHEKOMACTisl.

3azanvui poznaou ma peakyii' y mMicyi 66e0eHHs.

4acTo: aCTEHIs;

4yacToTa HEB1JIoMa: HaOPsIK.

Sk 1 mpu 3actocyBaHHI iHIMX iHri6iTOpiB I'MI'-KoA-penykrasu, yactora HeOaXaHUX peaxiiif
3aJIeKUTh B1Jl JO3H.

Bnaue na nupku

[Iporeinypis, BusiBIEHA y pe3yibTaTl aHali3y TECT-CMY)XKKaMU Ta MEPEeBaKHO KaHAJIbLIEBOTO
MOXO/DKEHHS, CIIOCTepiraiacs y Mali€eHTiB, SKi 3aCTOCOBYBAJIM pO3yBAaCTaTHH. 3MIHM BMICTY Oisika
y cedi BiA HyJs abo CiilliB 10 3Ha4eHHs ++ abo Ounbiie crnoctepiranuca y < 1 % mnamieHTiB y
JIeSIKUX YaCOBUX TOYKAaX Y IMPOLECI 3aCTOCYBaHHS JIIKapchbKoro 3aco0y B jo3ax 10 ta 20 wmr i
npubimzHo y 3 % — nipu 1031 40 mr. HeBenuke 301TbIIEHAS YaCTOTH 3MIiHHM BMICTY BiJ HYJIsT 200
CHIJIB 70 3Ha4eHHs + croctepiranocs npu A03i 20 mr. Y OuIbIIOCTi BUNAAKIB MPOTEiHYpis
3MEeHIIyBajacs a00 3HMKalla CIIOHTaHHO MpHU TMPOJOBXKEHHI Tepamii. 3a JaHUMH KITHIYHHX
JOCIIJKeHb Ta TOCTMAapKETHMHIOBUX CIIOCTEPEXEHb HA CHhOTOJAHI HE BHSBIEHO NPUYMHHO-
HACJIIJIKOBOTO 3B’SI3Ky MK HPOTEIHYpIED Ta TOCTpUM a00 MPOrpecyrourM 3aXBOPIOBAHHSIM
HUPOK.



Ha Tmi 3actocyBaHHs Tpemapary CHOCTEpITAIMCh BHUNAAKKA TeMaTypii; 3a JaHUMH KIIHIYHHX
JOCIIJKeHb YacToTa i Maja.

Bnnue na cxenemmuy myckyramypy

YpaxxeHHs CKEeJIEeTHOI MYCKYJIaTypH, Taki sIK Miajiris, mionartis (y TOMy 4HCIi MiO3UT), 3piaka -
pabmoMioni3 13 TOCTPOK HHUPKOBOK HEJAOCTATHICTIO abo 0Oe3 Hei, Oynm Bij3HA4YCHI NpH
3aCTOCYBaHHI OyJIb-SKHX JI03 PO3YBAacTaTUHY, OCOOJIMBO MpH J03ax > 20 Mmr.

VY narieHTiB, Kl MpUMald Po3yBacTaTHH, CIIOCTEPIraiocs 10303aekHe 3pocTaHHs piBHI KDK;
y OUTBIIIOCTI BUMIQJIKIB SIBHIIE OYyJIO CIIA0OKUM, aCHMITOMATUYHUM Ta TUMYACOBUM. SIKIIO piBEHb
K®K mnigBumennii (> 5 pasiB BHIIE BEPXHbOI MEXI HOPMH), JIIKYBaHHSI CJIiJl PUITUHUTH (ITUB.
po3in «OCOOIMBOCTI 3aCTOCYBAHHS).

Bnaue na neuinky

Sx 1 mpu 3acrocyBaHHi iHmHX iHTiIOITOpiB I'MI'-KOA-penykrasu, y HEBEIHKOi KUIBKOCTI
MaIi€HTIB, fKI NPUWMad PO3YBACTAaTHH, BIJ3HAYAJIOCS JIO303QJICKHE TIJBUIIECHHS PIBHS
TpaHCaMiHa3; y OUIBIIOCTI BUMAJIKIB SIBUIIE OyJIO CITA0KHM, aCHMIITOMATHYHUM Ta TUMYACOBUM.
I[1pu 3acTocyBaHHI pO3yBacTATHHY TAKOXK BiaMidasocs miauiienus pisas HbALc.

Ha mni 3acmocysanus deskux cmamunie 8i03Hauanucs maxi Hebaxcami aeuwa:

— Po3nan crareBoi ¢yHKIII.

— OkpeMmi BUIIAJIKK IHTEPCTUIIAIbHOT XBOPOOU JIeTeHb, 0COOIHMBO MPH TPUBAIIOMY 3aCTOCYBaHHI
(muB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHS).

— YacTtoTa moBimoMIIeHb NP0 padAOMioONi3, cepio3HI MOpYHIeHHA 3 OOKy HUPOK Ta TEUYiHKA
(mepeBaXHO MiABUINEHHS AKTUBHOCTI TMEUYIHKOBUX TpaHCamiHa3) OuIbllla MPHU 3aCTOCYBAaHHI
npenapaty B 1031 40 mr.

MosxrBe BUHUKHEHHs Takoi HeOa)kaHOi peakilii, SK JeTallbHa Ta HeJeTalbHa MEYiHKOBa
HeoCTaTHICTh. OCKUIBKM TPO IO PEAKIii0 TMOBIIOMIIIOCS CIIOHTAHHO 13  TOIYJISALIT
HEBU3HAYEHOI KUIBKOCTI, HEMOXJIUBO JOCTOBIPHO OLIHUTH 11 4acTOTy 200 BCTAHOBUTHU HASIBHICTh
MPUYUHHO-HACITIIKOBOTO 3B’S3KY 13 3aCTOCYBaHHSM JIIKAPCHKOTO 3ac00y.

3piaKa NOBIIOMJISUIM NP0 MOPYIIEHHS] KOTHITUBHUX (YHKLIN (HampuKia, NOTIpLUICHHS 1aM’sTi,
3a0yIbKYBaTICTh, aMHE31s, TOTIPIIEHHS M1aM’sITi, CIUTYTaHICTh CBIJJOMOCTI1), 110 aCOLIIOIOTHCS 13
3aCTOCYBaHHAM CTaTuHIB. [Ipo Taki KOTHITMBHI MpOoOJeMHM MOBIIOMIISUIM y 3B’SI3Ky 3 yciMma
CTaTMHAMHU. SIBHIIA, MPO K1 WAETHCS y MOBIIOMIICHHSX, 3a3BHYail MAlOTh JIETKUH XapakTep 1
MUHAIOTh MICTS BIJIMIHM CTaTHHIB, a TaKOX MAlOTh PI3HUN Yac 10 TMOSBH CHUMITOMIB Ta JI0
3HUKHEHHS] CUMIITOMIB (MeJllaHa — 3 THXKHI).

imu

[TinBumenns piBHg KOK > 10 pasiB Buie BepXHbOI MEX1 HOPMHU Ta CUMITOMH 3 OOKY M’sI31B
niciis (pi3MYHOr0 HaBaHTAXEHHS 200 MiJBUILEHOI (DI3MYHOI aKTUBHOCTI CHIOCTEPIraics YyacTime
y JITel Ta NiJUITKIB MOPIBHIHO 3 TOPOCIUMU (TUB. po3ia «OcolnauBocTi 3acTocyBaHHs»). [IpoTte
npodinb 6e3MeKn po3yBacTaTUHY Yy JITeH Ta MiUTITKIB OyB MOJIOHUM /10 TAKOTO Y 1IOPOCIHX.

Tlogioomnenns npo nidosposani NOOIUHI peaKyi.

[ToBimomiieHHST PO TiAO3PIOBaHI MOOIYHI peakIlii MICas peecTparlii JIKapchKOro 3acoly €
BOXUIMBOIO Tmporenyporo. lle mo3Boisie  MpOJOBXKYBaTH MOHITOPHHT — CITIBBiJHOIICHHS
«KOPUCTH/PU3UK» NJIsi BIATIOBIAHOTO JIIKAPCHKOTO 3ac00y. MeauyHuM MpariiBHUKaM HEOOX1THO
HOBIIOMIISATH Tpo Oyab-sKi MiJO3pIOBaHI MOOIYHI peakilii dYepe3 HaLIOHAJIbHY CHCTEMY
MTOBIIOMJICHD.

Tepmin npuoamnocmi. 2 poxwu.
YmoBu 30epiranus.
30epiraty B OpUriHANBHIN YIAKOBIII ITpH Temreparypi He Buie 25 °C.

30epiratu y HeZJOCTYITHOMY JUIsl JIITEH MiCIIl.

YnakoBka.



ITo 10 TabmeTok y KOHTYpHIM YapyHKOBIH yMaKoBIli; 1Mo 3 a00 Mo 9 KOHTYPHUX YapyHKOBUX
YIaKOBOK B Ia4IIi.

Kareropis Bianycky.
3a perenTom.

Bupoonuk. [IpAT «®DapmaneBrruna pipma «lapHuIIN.

Micue3Haxo/:KeHHsI BUPOOHUKA Ta ajJpeca Micls MPOBAJAKEeHHS HOro AislJIbHOCTI.
VYkpaina, 02093, m. Kuis, Byn. bopucninbcbka, 13.



