IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

JIITPUMAPO

(LIPRIMARO)

CKn1ao0:
Oitoua pevosuHa: atorvastatin;

1 TabneTka MiCTUTL aTOpPBACTaTHH Kasbllilo ekBiBajieHTHO 10 Mr a6o 20 mr, abo 40 mr, a6o 80 mr
aTopBacTaTUHY;

OdonoMixcHi pevosuHu: KaJbIlii0 KapOOHAT; 1Ie/TI0/I03a MIKPpOKpHUCTalliyHa; JTaKT03a,
MOHOTIApaT; HaTPil0 KPoCKapMes03a; moiicopdart 80; rimpoKCHUIIPOIIiIeoio3a; MarHio
CcTeapart; MaTepiaJs s MTiBKOBOTO MOKPUTTS (TiAPOKCHUIIPOMIIMETHIIIETI0N03a,
Makporoj 8000, Tutany piokcup (E 171), Tanbk); eMynbCia CUMETUKOHY (CUMETUKOH,
eMyJIbCiEyTBOPIOIOYHI CTeaparT, 3TyIlyBay, KucjaoTa 0eH30iHa, KUCJIOTa COpOiHOBa).

JIikapcbKka ¢popma. TabmeTKH, BKPUTI MTiIBKOBOIO 000JI0HKOIO.

OcHosHi pisuko-xiMiyHi 8aacmusocmi: 6isi, KPyTiii, BKPUTI IIJIiBKOBOIO 000JIOHKOIO TabJIeTKH 3
rpaBipyBaHHAIM «10», «20», «40» abo «80» 3 ogHOTO 00Ky Ta «ATV», «ATV», «ATV», «cATV» - 3
inmoro mng tabnetok 10 mr, 20 mr, 40 Mr i 80 Mr BinmoBinHO.

®apMakoTepaneBTHYHa rpyna. [Ipenaparty, 1110 3HUXKYOTh PiBeHb X0JIECTEPUHY 1 TPUTIIILIEPULIB Y
cupoBaTli Kpogi. [ariditopu I'MI'-KoA-penykrasu. Kog ATX C10A A0S5.

dPapmakono2iuHi e1acmueocmi.
®apmakoOuHamika.

Jlinpumap® siBIsi€ COG0K0 CUHTETUYHMM TiMOimifeMidHuiA IiKapChKUH 3aci6. ATOPBACTaTHH €
inribiTopoM 3-rigpokcu-3-metunriyrapun-kopepmest A (I'MI-KoA) penykra3u, pepMeHTy,
10 KaTanidye nepetBopeHHs 'MI'-KoA B MeBaoHAT - TOYAaTKOBHUY Ta JIIMITYIOYUU eTall
6ioCcHMHTE3y X0JIeCTEPUHY.



JlinpuMap® € ceeKTUBHUM KOHKYPEHTHHUM iHribitopom IMI-KoA-penykrasu, GepMeHTy, Bif
SKOT0 3aJIe2KUTh MBUKICTh IEPETBOPEHHS 3-TiTPOKCHU-3-MEeTUTTyTapuil-KohepMeHTy A B
MeBaJIOHAT, PEYOBUHY-IIONIEPEeNHUK CTEPOJIIB, Y TOMY YHUCIIl XOJIECTEPUHY.

B eKcIeprMeHTaNbHUX MOfeNsaxX y TBapul Jlinpumap® 3HUXKYE piBeHb X0JIeCTepHHY Ta
JinonpoTeiHiB y mi1a3Mi nuisxoM iHri0yBauH4 y nedinni I'MI'-KoA-penykTasu i CUHTe3y
XOJIECTEPUHY Ta LIUIAXOM 30i/bIIeHHS KiNnbKOCTI medinKoBux pelentopiB JITTHII Ha moBepxHi
KJIiTHH [JIs IOCUJIeHHS IOTIMHAaHHS Ta KaTtabomiamy JITTHII; JlinpuMap® TakoxK 3MEHILYE
nponykyBaHHs JITTHII Ta KibKiCTh IUX YaCTUHOK.

Hian/IM&p®, K i #ioro meski meTaboiTi, € GapMaKoIOTiYHO aKTUBHUMMU Y JIIOOUHU.
['onoBHUM MicLieM [iil aTOPBaCTaTUHY € MIeYiHKa, SKa Bifirpa€ roloBHY POJib Y CUHTE3I
xonectepuny Ta kiipesci JIITHII. [Jo3a npemnapaty, Ha BiAMiHY Bifi CHCTEMHOI KOHIIEHTpAaIlil
Ipemnapary, Kpalle KOpeloe 3i 3MeHIeHHIM piBHA xojectepuny JIITHII. InguBigyanbHUR
nigOip Mo3u Ipemnaparty Cllif 3MifCHIOBATH 3a/Ie3KHO Bifl TeparneBTUYHOI BiAMOBiAi (OuB.
po3pain «Crocib 3aCTOCyBaHHS Ta [03U»).

dapmakokiHemuxka.

BcMOKTyBaHHS. Jlinpumap® mMBUAKO a6COpPOYETHCS MiCTs IEPOPaIbHOrO IPUAOMY Ta MAKCHMalbHa
10T0 KOHIIEHTPAIlisl y IJa3Mi KpoBi gocsiraeTbcsa npotsarom 1-2 rogus. Ctyminb abcopbiiii 3pocTae
TIPOTIOPIIAHO [0 A03K Hpenaparty Jlinpumap®. AGComoTHa 6i0f0CTYIHICTh aTOPBACTATHHY (BUXiTHUI
JiKapchbKuM 3aci0) cTaHOBUTH mpubnu3Ho 14 %, a cucteMHa 6i0m0CTyIHICTE iHTiOyI0490i aKTUBHOCTI
mono 'MI'-KoA-penyKkTa3u cTaHOBUTH mpubmu3H0 30 %. HU3bKy CUCTEMHY OOCTYIIHICTh IpemnapaTy
TIOB’SI3YIOTh 3 ITEePEeICUCTEMHUM KJIiDEHCOM Yy CJIU30Biil 000JI0HIII MITYHKOBO-KUIIKOBOTO TPAKTy
Ta/abo mepepcucTeMHOI0 6ioTpaHcpopMariiero y nedinii. Xodya ixka 3MeHIIye IMBUAKICTb Ta CTYIIiHb
abcopOiril nmikapchKoro 3aco0y npubnu3Ho Ha 25 % Ta 9 % BiANmOBiAHO, 3 OrgAy Ha moka3uuku C,,, Ta
AUC (mtoma mig KpUBOIO «KOHIIEHTPAllisi-4yac»), 3HUXKeHHs piBHA xonectepuny JIITHII € mopi6HUM
npu npuiioMi npemnapary Jlinpumap® sIK 3 k€0, Tak i okpeMo. [1py 3aCTOCYBaHHI aTOPBACTATHHY
BBedepi M0ro KOHIIEHTPAllis y m1a3Mi KpoBi Oy1a Huxk4o0 (mpudnu3no Ha 30 % 3a moka3uukamu C,,,,
ta AUC), HiX npu paHKoBoMy IpuiioMi. OgHak 3HUXKeHHA piBHA xonectepuny JIITHII € omHakoBUM
He3aJIeXKHO Bifi Yacy npuiioMy mpemnapaty (guB. po3nin «Cmocib 3aCToCyBaHHS Ta HO3U»).

Posmomii. CepepHiii 06’eM po3noxiny npenaparty Jlinpumap® cTaHoBUThL Npu6au3Ho 381 miTp. [ToHap
98 % npemnapaTy 3B’s13yeThCA 3 GiTKaMu IJ1a3MH KpoBi. KoHIIeHTpalliiHe CIiBBigHOLIEHHS
KPOB/IIJIa3Ma, II0 CTaHOBUTH npubau3Ho 0,25, BKa3ye Ha [IoTaHe IPOHUKHEHHS IperapaTy B
epuTponuTH. Ha mifcTaBi CrocTepexeHs y IIypiB BBaxkaeThes, mo JlinpuMap® 30aTHUN IPOHUKATH Y
I'PynHe MOJIOKO (muB. po3pinu «IIpoTunoka3anHs» Ta «OCOGIMBOCTI 3aCTOCYBAHHS»).

Merta6oi3M. JlinpuMap® iHTeHCHBHO MeTaG0Ii3y€eThCA GO OPTO- Ta HaparifpOKCHIbOBAHUX
TIOXiTHUX 1 pi3HUX IPOAYKTiB 6eTa-okucneHHs. [Ipu mocmigkeHHX in vitro inribyBanHs [MI-KoA-
penmyKTa3u OpTO- Ta MlaparifipoKCUIb0BaHUMHU MeTaboJiTaMy eKBiBalleHTHe iHTi0yBaHHIO IIperapaToM
Jlinpumap®. Tpu6nuszo 70 % MUPKYIO0YOI iHri6iTopHoi akTHBHOCTI momo I'MI-KoA-penykrasu
TIOB’SI3aHO 3 aKTUBHUMHU MeTabosiTaMu. J[oCIimKeHHs in vitro cBimyaTh PO BaXKIUBICTh MeTab0ITi3My

® mutoxpomoM P450 3A4 (CYP 3A4), mo y3rogXyeThCs 3 MiABUIIIEHUMUI

®

npenapary Jlimpumap

KOHLIEHTpalliaMu Ipenapaty JlinpuMap - y maa3Mi KPOBi IIOAUHY ITIiCJIS OQHOYACHOT 0
3aCTOCYBaHHS 3 €PUTPOMIIIMHOM, BifOMUM iHTiOiTOPOM 1IbOTO i30hepMEHTY (OUB. PO3MiN



«B3aemoqis 3 iHIMMMHU TiKapChbKUMHU 3aco0aMHU Ta iHII BUIW B3aEMOMIN»).

Exckpettis. Jlinpumap® Ta #0ro MeTabosIiTi BUBOAATHECS TOJIOBHUM YHHOM 3 JKOBYIO ITiCTIS
MIeYiHKOBOTO Ta/4¥ M103aledyiHKoBOro MeTabosi3aMy, OfHaK Ile# IperapaT, OUeBUIHO, He 3a3HaE
KHUIIKOBO-TIeYiHKOBOI penupKysiii. CepenHiii mepios HamiBBUBefeHHs npemnapary Jlinpumap® 3
TJIa3MU KPOBi JIIONUHY CTAaHOBUTE NPUOIN3HO 14 rogus, ane nepion HaniB3MeHIIeHHS iHTi6iTOPHOI
akTuBHOCTI 1ono I'MI-KoA-penykTa3u ctanoBuTh Bif 20 0o 30 rogus 4yepes BIJIUB aKTUBHUX
MeTabomiTiB. ITic/is mepopaibHOTO MPHUUOMY IIpernapaTy 3 ceuelo BUMINISIEThCS MeHIe Hixk 2 % m03u.

Ocob.uei nonyasuii nauienmis

TanienTy niTHBOrO BiKy. KoHIeHTpamnis npenapary Jlinpumap® y I1a3Mi € BUIIOK0
(mpubmu3no 40 % pns C,,, Ta 30 % mist AUC) y 3mopoBux cy0’eKTiB JIITHBOTO BiKY (BiKOM Bift
65 pOKiB), HiK Yy MOIOAUX MOPOCHUX MallieHTiB. KiiHiuHi maHi cBim4aTh nMpo OinbImuil CTyIiHb
3umxkenHs JITTHII npu 3acTocyBaHHI Oyb-sIKO1 1031 MpenapaTy y MallieHTiB JITHROTO BiKy
TIOPiBHSTHO 3 MOJIOMUMH TallieHTaMu (IUB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

[itu. YsiBHUM KIlipeHC IIPU IIepopalbHOMY IPUHOMI aTOPBaCTaTUHY B [iTell BUSBUBCS MOTIOHUM 10
KJIipeHCY B JOPOCIIOl JIIOAVHY IIPU MaciiTabyBaHHI aJloOMETPUYHO 3a Macolo Tijla, OCKiJIbKM Maca Tina
Oyna eOuHOI0 3HAYHOIO KOBapiaTOlo B MOMYJAIiNHIN (hapMaKOKiHeTUYHIN MOJielli aToOpBacTaTUHY i3
OaHMMH, SKi BKJII04YalIu JiTel 3 TeTePO3Ur0THOI CIMEMHOM0 TrinepxonecTtepuHeMiero (y Biti Big 10 mo
17 pokiB, n = 29), y BiKpuTOMYy 8-THKHEBOMY LOCIiIKEHHI.

Crate. KonnenTparis npemnaparty Jlinpumap® y mi1a3Mi KpoBi XiHOK BiApi3HAEThCA Bifl TAKOI y
40JI0BiKiB (mpubmu3H0 Ha 20 % Buire 3a MoKa3HUKOM Cmax Ta Ha 10 % HHUXKYe 3a IOKa3HUKOM
AUC). Ognak HeMa€ KIiHIYHO 3HAQYYIIO] BiIMIiHHOCTI y 3HUKEHHI piBHS XonecTepuny JITTHII]
TIpY 3aCTOCYBaHHi npenaparty JlinpuMap® y 90JI0BIKiB Ta XiHOK.

[TopyureHHS QYHKIN1 HAPOK. 3aXxBOPIOBaHHS HUPOK He BIIJIMBAIOTh Ha KOHIIEHTPAIIiI0 MpermapaTy

Hil‘IpI/IMap® y mia3Mi KpoBi abo Ha 3uukeHHs XC-JITTHII, a oTke, KOpUTYBaHHS HO3U
Ipernapary [Jid Nalli€HTiB 3 MOpylIeHHIMHU (PYHKIIii HUPOK He MOoTpi0He (OUB. pO3minu
«Crocib 3acTocyBaHHS Ta mo3u», «OCo0IUBOCTI 3aCTOCYBaHHS»).

['eMmopmiani3. He3Baxarouu Ha Te, 1[0 3@ YYACTIO MAI[iEHTIB 3 TEPMiHAIBHOIO CTA/Ii€l0 3aXBOPIOBAHHS
HUPOK [OCJIiIXKEeHHS He IPOBOAUINCH, BBAXKA€ETHCS, 1110 TeMOiai3 He MigBUIIY€e 3HaYyIUM YNHOM
KJipeHc mpenapary JlinpuMap®, OCKiNbKHM Ipenapar iHTeHCHBHO 3B’ sI3y€ThCS 3 OiIKaMy [Ia3Mu
KPOBI.

[TeuiHKOBa HEOOCTATHICTh. KonuenTpauii npenapaty Jlinpumap® y maa3Mi KpoBi HOMITHO
IifBUIIEH] ¥ IALIEHTIB 3 XPOHIYHOIO aJTKOT0JIbHOI0 XBOPOOOIO NeYiHKy. 3HaUYeHHs M0Ka3HUKiB C,,, Ta
AUC y 4 pa3u BuIlli y TIAIi€HTIB i3 3aXBOPIOBAaHHAM II€YiHKM Kjiacy A 3a mkanowo Yaunga — [1'10. ¥V
IIAIlEHTIB i3 3aXBOPIOBAHHAM Ie4iHKM Knacy B 3a mkanorw Yaunga — 1’10 3Ha4eHHS IOKa3HUKIB
Cmax Ta AUC migBumiyioTscs npubau3Ho 16-kpaTtHo Ta 11-KpaTHO BifmoBigHO (AUB. PO3Min

«[IpoTUnIOKa3aHHI»).

[TocnmigKeHHS B3a€MOJil TikapChbKKUX 3aC00iB. ATOpBAacCTaTUH € CyOCTPAaTOM MEeYiHKOBUX

tpaHcmopTepiB, OATP1B1 ta OATP1B3 TpaHcmopTepiB. MeTabomiTH aTOpBacTaTUHY €
cyoctpatamu OATP1B1. ATopBacTaTHH TaK0OX ifeHTU(IKYETLCA K CyOCcTpaT edIIIOKCHOTO
TpaHcmopTepa 6ifika pe3uCTEHTHOCTI paky MoJo4Hol 3ano3u (BCRP), skuit Mmoxe
00MexXyBaTHu KUIITKOBY a0COPOI1Iito i 2KOBYHUM KJTiPEHC aTOPBaCTaTUHY.



Tabnuis 1

BrnuB ofHOYACHO 3aCTOCOBYBaHUX ITpeMapaTiB Ha papMaKOKiHETUKY aTOPBaCTaTUHY

OpHOYACHO 3aCTOCOBYBaHi ATOpBaCTaTUH
rperiapaTy Ta PeXUM [J03yBaHHS CniegiOHoweHHs |CniegiOHOWeHHA
llo3a (mr) AUCS c &
*IIuknocnopuH 5,2 Mr/Kr/mo0y, 10 mr 1 pa3 Ha goby 8 69 10 66
cTabinbHa J03a BIIPOJIOBXK 28 OHIB ’ ’
*Tunpanasip 500 Mr ABidi Ha 100y/
putoHasip 200 Mr aBiui Ha goOy, 10 Mr pa3oBa fo3a 9,36 8,58
7 nHiB
*T'nekampesip 400 mr 1 pa3 Ha mo0y/
nmi6penTacsip 120 mr 1 pa3 Ha #o0y, 10 wr 1 pa3 na FOGY 8,28 22,00
. BIIPOOOBXK 7 MHIB
7 mHiB
# . .
Tena_npeBlp 750 Mr KOoXHi 8 romuH, 20 Mr pasosa o3a 7 88 10,60
10 guiB
* *Caksinasip 400 Mr gBidi Ha f00Y/
putonasip 400 Mr aBiui Ha goOy, 40 ur 1 pas ma g06y 3,93 4,31
. BIIPOMIOBXK 4 MHIB
15 gHiB
*En6acsip 50 mr 1 pa3 Ha 1o0y/
rpa3onpesip 200 mr 1 pa3 Ha fo6y, |10 mr pa3osa mo3a  |1,94 4,34
13 gHiB
# .
CHMgnpemp 150 mr 1 pas Ha mo0y, 40 Mr pasosa moza  [2,12 1.70
10 guiB
*Knapurpominus 500 Mr aBigi Ha 80 mr 1 pa3 Ha mo6y 4 54 5 38
no0y, 9 mHiB BIIPOZIOBX 8 MHIB ’ ’
# . .« .
Hapyuasip 300 mr fBiui Ha mo6Y/
puTtonasip 100 Mr mBiui Ha g0Gy, L0 mr 1 pas #a noby 3,45 2,25
. BIIPOJIOBXK 4 OHIB
O nHiB
#
41;11){611K0H830H 200 mr 1 pa3 Ha g006y, 40 Mr pasoBa f03a 3,32 1,20
HeTepMOBlp 480 mr 1 pas Ha o0y, 20 Mr pasosa fo3a 3,29 b 17
10 gHiB
*®ocammpenasip 700 Mr aBidi Ha
06y puToranip 100 mr gpigima |0 MF | Pa3 HA MOy |y 5o 2,84
. BIPOOOBX 4 MHIB
moOy, 14 gHiB
*®ocamnpenasip 1400 mr 2 pasu Ha |10 mr 1 pa3 Ha m00y 7 30 1 04
mo0y, 14 guiB BITPOMIOBXK 4 MHIB ’ ’
*Hendinagip 1250 mMr 2 pasu Ha 10 mr 1 pa3 Ha moby 174 b 29
no0Oy, 14 mgHiB BIIPOJIOBXK 28 MHIB ’ ’
# o o .
['peitndpyToBui cik, 240 M 1 pas 40 wr 1 pas Ha mo6y |1,37 1,16
Ha go0y*
JI[I/IHT1_a3eM 240 mr 1 pa3 Ha o0y, 40 Mr 1 pas ma 106y 1,51 1,00
28 mHiB
Ep;;l{TiEOMmHH 500 Mr 4 pa3u Ha 700y, 10 wr 1 pa3 ma 1oy [1,33 138
Ammogunin 10 Mr, pa3oBa mo3a 80 mr 1 pa3 Ha moby |1,18 0,91
Lumetupun 300 Mr 4 pa3u Ha go0y, |10 mr 1 pa3 Ha moby 100 0 89
2 TUXHI BIPOOOBX 2 THXKHIB ’ ’
Konectunon 10 r 2 pa3u Ha m00y, 40 mr 1 pa3 Ha goOy He 33CTOCOBVETBCSI0 745
24 TUXHIB BIIPOLOBXK 8 TUXKHIB y ’




Maamnokc TC® 30 mi 4 pa3u Ha [o0y,

10 mr 1 pa3 Ha moby

7 mHIB

) ) 0,66 0,67

17 mHiB BIIPOJOBXK 15 gHIB
Edasipens 600 mr 1 pa3 Ha #o0y, 10 Mr BIpogoBXK 059 101
14 puis 3 mHiB ! !
*Pudammin 600 mr 1 pa3s Ha mo0y,
7 OHIB (MpHU OQHOYACHOMY 40 mr 1 pa3 Ha moby |1,12 2,90
3acTocyBaHHi) '
# .

Pn@amnm 600 mr 1 pa3 HaT no6y, 40 Mr 1 pas sa 106y 0,20 0,60
5 mHiB (OKpeMUMU [03aMu)
# . .« .

1"e1v1_(1)16po31/m 600 mr gBiui Ha moOY, 40 mr 1 pas sa noby [1,35 1,00
7 mHiB
# :

®e30®16paT 160 mr 1 pa3 Ha o6y, 40 mr 1 pas sa o6y [1,03 1,02
7 nHiB
# .

Bouenperip 800 mr 3 pa3u Ha o0y, 40 wr 1 pas Ha o6y [2,32 D 66

& CniBBiHOIIIEHHS 3a MeTOmAMH JiKyBaHHS (0gHOYACHEe 3aCTOCYBAHHS JiKapChKOro 3acoby 3
aTOpPBaCTaATHHOM Y MOPiBHSIHHI 3 3aCTOCYBAHHSM aTOPBAaCTAaTUHY OKPEMO).

#

Ins oTpuMaHHS iHdopMallil Tpo KIiHiYHY 3HAUYLIiCTh AUB. po3minu «OcoO6nMuBOCTi

3aCTOCYBaHHS» Ta «B3aeMofis 3 iHIIMMU TiKapChKUMU 3aco0aMu Ta iHIIi BUOW B3aEMOMIl».

*  TloBimomnsnocst mpo Oineimi migpuinernts AUC (cniBBiguomenHss AUC mo 2,5) Ta/abo C

(cniBBigHOWIEHHS C,,, 0o 1,71) npu HagMipHOMY CIIOXKKBaHHI rpedndpyToBoro coky (750 M -

1,2 nitpa Ha 0o6y abo Ginbie).

*k CmiBBigHOIIEHHS, 10 I'PYHTYEThCS Ha OMUHWYHIN Bubip1i, B3aTil yepe3 8-16 rop micns

3daCTOCYBaHHA OTO3H.

.I.

Yepes3 MexaHi3M MOABiIKHOI B3aEMOZIi1 prudaMIIiHy peKOMEHAYEThCSI OMHOYACHE

3aCTOCYBaHHS aTOpPBaCTaTUHY 3 pA(aMITiHOM, OCKiTbKY 0yJI0 IT0Ka3aHo, L0 BiICTPOUYEHUM
IIPUIOM aTOPBACTATHHY IiCJIg 3aCTOCYBaHHS pudaMITiHy OB AI3aHUN 31 3HAaYHUM
3HMKEHHSIM KOHIIeHTpaIlil aTOPBACTaTHHY Yy IIJTa3Mi KPOBI.

¥ Io3a KoMOiHarii mpemapariB cakBiHaBip pUTOHABIP y IIbOMY HOCIIIXKEHH] He € KITiHiYHO
3aCTOCOBYBaHOIO [103010. [TifBUIIEHHS €KCIIO3UIlil aTOpBAaCTaTHHY IIPX 3aCTOCYBaHHI y
KJTiHIYHUX YMOBaX, iMOBipHO, Oy/ie BUIIUM, HiX Te, 1110 CIIOCTEPiraaocs y 1boMy
mociimxeHHi. ToMy 3aCTOCOBYBaTH IIpenapar Cilif 3 00epeKHICTI0 Ta Yy HAWHUK Uil

HeoOXinHiA mo3i.

Tabnuig 2

BB aTopBacTaTUHY Ha (hapMaKOKiHETHKY OOHOYACHO 3aCTOCOBYBAHUX JIiKapChKUX 3aC00iB

ATOpBacTaTUH

OpgHO4YaCHO 3aCTOCOBYBaHMM JTiKapChKMM 3acCi0 Ta peKUM NO3yBaHHS

[Ipenapat/mo3a (Mr)

CniegiOHOWEeHHA
AUC

CniggiOHOWEeHHS
C

max

80 mr 1 pa3 Ha
no0y BIIPOIOBXK
15 mHiB

AnTtunipusa 600 MI ogHOPa30Bo

1,03

0,89

max




80 Mr 1 pa3 Ha
mo0y BIIPOMIOBXK *Ourokcus 0,25 Mr 1 pa3 Ha mo0y, 20 guis [1,15 1,20
10 guiB

40 wr 1 pas Ha [lepopabHi KOHTPALeNTHBY 1 pa3 Ha

no0y BIPOMIOBXK Ao0y, 2 micsui 1,28 1,23
. - HOPETUCTEPOH 1 MT
22 mHIB . . 1,19 1,30
- eTUHINeCcTpagion 35 MKT
10 mr pas na moby Tunpanasip 500 Mr 2 pa3u Ha fo0y/ 1,08 0,96

putoHaBip 200 Mr 2 pa3u Ha o0y, 7 OHIB

10 mr 1 pa3 Ha

106y BIIDOROBE d)ocaMHpeHaBlp 1400 mr 2 pa3u Ha 00y, 0,73 0,82
. 14 nHuiB

4 nHiB

10 mr 1 pa3 Ha .

106y BIDOTOBX ®ocammnpenasip 700 mr 2 pa3u Ha go0y/ 0,99 0,94

putoHaBip 100 Mr 2 pa3u Ha f00y, 14 gHiB

4 nHiB

* Insa orpuMaHHs iHdopMaLii Ipo KIiHiYHY 3HAYYIIICTh AUB. PO3MiN «B3aeMopia 3 iHIMMU
nmiKapchbKUMU 3aco0aMu Ta iHII BUAY B3a€MOMIIN».

3acTocyBaHHS Npenaparty Jlinpumap® KIIiHI4HO 3HadyIle He BIJIMBAJIO Ha IPOTPOMOIHOBHIL 4ac y
IalieHTiB, IKi OTPUMyBau JOBrOTpUBaJIe TiKyBaHHS BaphapuHOM.

KiiniyHi XapaKTepHUCTHKH.
Iloka3aHnHus.
3anobieaHHs cepl,e80-CYOUHHUM 3aXBOPHOBAHHAM Y 00POCAUX

IInst mopocnux HallieHTiB 0e3 KITiHIYHO BUpPaXKeHol irmeMiuyHoi XBopoOu ceplis, aie 3
neKinbkoMa aKTopaMy PU3UKY PO3BUTKY illIeMiuHOI XBOPOOHU CepIlsd, TAKUMHU 5K BiK,
TIOTIOHOTIAJIIHHS, apTepiaibHa rinepren3is, Hu3bkui piBens JIIIBII] abo HasgBHICTH PaHHBOI
imemigHOI XBOpPOOH cepld y ciMeiiHOMy aHaMHe3i, JlinpuMap® HoKa3aHUiA [JIs:

-3MeHIlIeHHSI PU3UKY BUHUKHEHHS iHPapKTy MioKap[a;
-3MEeHILIeHHSI PU3UKY BUHUKHEHHS iHCYIbTY;
-3MEeHIIIeHHSI PU3UKY ITPOBefIeHHS IIPOllelyp peBacKyspu3allii Ta CTeHOKapHii.

II71s1 OPOCTUX TallieHTiB 3 IyKpoBUM fiabeTom II Tumy Ta 6e3 KIiHIYHO BUpaXKeHOol
imeMiyHO1 XBOpoOu ceplis, ane 3 KinbkoMa (haKTopaMy PU3UKY PO3BUTKY illleMigHOl XBOPOOH
ceplsl, TaKUMHU SIK PeTUHOINATIS, anbOyMiHypis, TIOTIOHONAMHHS ab0 apTepianbHa

rinepreH3sisd, npenapar J'IianMap® IIOKa3aHUU [JIs:
-3MEHIIEeHHS PU3UKY BUHUKHEHHS 1H()apKTy MiOKapaa;

-3MEHIIEHHS PU3NKY BUHUKHEHHA iHCYJ'[BTy.

II71s1 OPOCTUX TAlliEHTIB 3 KIiHIYHO BUPaXKEHOI0 illleMiyHO0 XBOp0o0OO0Io cepIis Hinpnmap®
IIOKa3aHUM OJIs:



-3MeHIIIEeHHS pU3UKYy BUHUKHEHHS HeJleTalbHOTr0 iHpapKTy MioKapaa;

-3MEHIIIEeHHS PU3UKY BUHUKHEHHS JIETAJIbHOT'O Ta HEJIeTaJIbHOTO iHCYJIbTY;

-3MEeHIIIeHHST PU3UKY IIPOBEJIeHHS MPOIeqyp pPeBacKyIspu3alliii;

-3MeHIIIeHHS pU3UKY I'OCIiTami3allil y 3B'I3Ky i3 3aCTiiHOI0 CepIIeBOI0 HeOCTaTHICTIO;

-3MEHIIIeHHST PU3UKy BUHUKHEHHST CTeHOKap/Iil.
T'inepainidemis
Y dopocaux nauienmis

-fIK DOTIOBHEHHS [0 [ie€TH, 1100 3MEHIIUTH ITigBUINEHI PiBHiI 3araJbHOT0 X0JIECTEPHUHY,

xonectepuny JI[THII, anoninonpoTeiny B Ta Tpurminepupis, a TaKOXK AJIS MiABUINEHHS PiBHS
xonectepuny JIIIBII y maIfieHTiB 3 IepBUHHOIO TillepX0JIeCTEPUHEMIEIO (FeTEPO3UTOTHOIO CIMENHOI0

Ta HeCiMeiHo10) Ta 3MilllaHoio gucainigemieto (Tumnu Ila ta IIb 3a knacudikatiero dpeapikcoHa).

-fIK MOTIOBHEHHSA [0 [i€THU [J1A JIIKyBaHHS IALi€HTIB 3 MiABUIIEHUMU PiBHAMU
TPUTJIIEPUNiB y CHpoBaTIi KpoBi (Tum IV 3a knacudikaniero dpenpikcona).

-Ilns mikyBaHHS MAalliEHTIB 3 TePBUHHOIO qucOeTarinonpoTeineMieto (tum III 3a
kKnacudikaiiero dpemapikcoHa) y BUMIagKaxX, KOJM OJOTPUMaHHS [i€TH € HEJOCTATHLO
e(pEeKTUBHUM.

-I17151 3MeHIleHHs 3arajibHOr0 X0JIeCTepuHy Ta xojiecTepuny JITTHII y nauieHTiB 3 TOMO3UTOTHOO
CIMEWHOI0 Tillepx0JieCTEPUHEMIEI0 K NOIOBHEHHS [0 IHIIKX TiMoJIinifeMiYHUX METOAIB JIiKyBaHHS
(manpuknan, adepes JITTHII) a6o SKIO Taki MeTOOYU JiKyBaHHS HENOCTYIIHI.

Y oimet

- fIK mOTIOBHEHHS [0 [Oi€TH [Jid 3MeHIIEHHS PiBHIB 3arajibHOI0 X0JIeCTepPUHY, XonecTepuny JITTHIII
i amoninonpoTeiny B y miTei BikoM Bif 10 1o 17 pokiB 3 reTepo3uUTroTHOIO CiMEMHOI0
rimepxonecTepuHEMi€l0, SIKIIO MiCs BiATIOBiMHOI mieToTeparil pe3ynbTaTH aHail3iB TakKi:
a) xonectepud JIITHII 3anumaetses 3 190 mr/mn (4,91 mmons/m) abo
0) xonectepus JITTHIII 3 160 mMr/mn (4,14 MmMoms/n) Ta:

* y ciMeilHOMY aHaMHe3i HasiBHi paHHi ceplieBO-CyANHHI 3aXBOPIOBaHHS abo

* nBa abo GinbIne iHIMX (GAKTOPIB PU3MKY PO3BUTKY CEPIIEBO-CYIUHHUX 3aXBOPIOBAHb IIPUCYTHI y
MalliEHTa OUTSAYOr0 BiKY.

IIpomunoka3aHHs.

- AKTHBHE 3aXBOPIOBAHHS MEYiHKH, IKe MOXKE BK/IIOYATH CTiMKe IMiIBUIIEHHS PiBHIB IEYiHKOBUX
TpaHcaMiHa3 HeBimoMOi eTiosorii.



- TimepuyTnuBicTh 10 OYOb-IKOTO 3 KOMIIOHEHTIB IIbOT'0 JTIKapChKOTO 3aco0y.
- BariTHicTs.

- JTakTaris.

B3aemodin 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

IIpenapart Jlinpumap® € cy6cTpaTom CYP3A4 Ta Tpancnoprepis (Hanpuknan, OATP1B1/1B3, P-gp a6o
BCRP). PiBui npenapary Jlinpumap® y mi1a3Mi MOXYTh 3HAYHO MifABHUIIYBATUCS IPH OFHOYACHOMY
3actocyBaHHi inribiTopiB CYP3A4 Ta TpaHcnopTepiB. Y Tabnuui 3 HaBe[eHO MepeliK mpenaparis, ki
MOXYTb 30iNbIINTH €KCIO3MIi0 npenapaty JlinpuMap® i pu3KK pO3BUTKY MiomaTil Ta paGmoMiosisy
IIPY OJHOYACHOMY 3aCTOCYBaHHi, Ta peKOMeHfallii 070 iX JiKyBaHHS Ta 3arnobiraHHs TakKuM
pusukam (ouB. po3ainu «OcoOnIMBOCTI 3aCTOCYBaHHA» Ta «PapMaKOJIOTiuHi BIaCTUBOCTI»).

Tabmuig 3

B3aeMopis 3 iHmuMu TiKapchKUMU 3acob6aMu, sska MoxKe 30iMbIIUTH PU3KUK PO3BUTKY MiomaTil Ta
. . . . ®
pabpmomioni3y mig yac 3actocyBaHHs mpemnapaty Jlinpumap

IuxaocnopuH abo 2em@pibpo3us
PiBHi aTopBacTaTHHY B IJIa3Mi 3HAYHO MiABUIIYBAJIUCS IIPU OGHOYACHOMY 3aCTOCYBaHHI
npenapatTy Jlinpumap® Ta MUKIOCIOPUHY, iHriditopy CYP3A4 ta OATP1B1 (muB. po3min

Kniniuauii  «®apmakosoriysi BmacTuBocCTi»). MoHOTepamis reMdpi6bpo3uiomMm Moxke CIPUIUHITH

BILJIUB Mmiormartito. IcCHye mifiBUIlleHNI PU3KK PO3BUTKY Mionarii Ta pabmoMionisy npu

OJHOYACHOMY 3aCTOCYBaHHi ITUKJIOCTIOPUHY abo reMpidpo3umy 3 npenapaToM

Jlimpumap®.

He pekoMeHAyeThCS OOHOYACHE 3aCTOCYBAHHS LIUKJIOCIIOPUHY abo reMdiOpo3umy 3

npenapaToM Jlinpumap®.

ITpomusipycHi 3acobu

Kninmivauii  PiBHI aTopBacTaTuHy B IJIa3Mi 3HAQYHO IiABUIIYBaINC IIPU ONHOYACHOMY 3aCTOCYyBaHHI

BIIJIUB npenapaty Jlinpumap® 3 6araTbMa IPOTUBIPYCHUMHE 3aco0aMH, SKi € iHriGiTopaMu
CYP3A4 Tta/abo TpancnopTepamu (Hanpukian, BCRP, OATP1B1/1B3, P-gp, MRP2,
ta/abo OAT2) (muB. po3min «dapMakKoIOTiyHi BIaCTUBOCTI»). [ToBimoMIIsIIOCST IIPO
BUIIQ[IKU MiomaTil Ta pabmoMiosi3y Ipu 0fHOYaCHOMY 3aCTOCyBaHHI KoMOiHa1lil
nepinaceip codocOyBip 3 mpenapaToM Jlimpumap®.

3axonu : He pekoMeHAyeThCA OGHOYACHE 3aCTOCYBaHHS KOMOiHAIlil TUIpaHaBip pUTOHABIp
abo riekamnpesip mi6peHTacBip 3 mpemapaToM Jlimpumap®.

Y nariieHTiB, SKi OTPUMYIOTE JIOMIiHABID PUTOHABIpP a00 CHMeNPeBip, CIif OLiHUTH
KOPUCTB/PU3UK OTHOYACHOTO 3aCTOCYBaHHS 3 aTOPBACTATUHOM.

Y marilieHTiB, sKi OTPUMYIOTh CaKBiHaBip PUTOHABIP, JapyHaBip PUTOHABIP,
dbocammpeHasip, GhocaMIpeHaBip pPHUTOHABIP, em0acBip rpa3omnpesip abo IeTePMOBIp,
no3a npenapaty Jlinpumap® He moBMHHA IepeBuinyBaty 20 MT.

V marnieHTis, SKi oTpuMyOTH HendiHasip, mo3a npenapaty JlinpuMap® He MOBMHHA
nepesuinryBatu 40 Mr (ouB. po3min «Crocib 3acToCyBaHHS Ta HO3U»).

Crnig OUiHWTH KOPUCTH/PU3UK OJHOYACHOTO 3aCTOCYyBaHHSI KOMOiHAIli1 Jleflinacsip
codocOyBip 3 mpenapaToM Jlimpumap®.

Crnipg KOHTPOJIIOBAaTH O3HAKU Ta CUMIITOMHM MiomarTii y BCix maiieHTiB, 0co0nMM1BO Ha
MIOYATKY JTiKyBaHHS Ta Iif Yyac 30inblIeHHs 003U Oyab-sIKOTO IIpernapary.

[Mlpuknagu  TumpaHaBip PHUTOHAaBIP, reKampeBip mibpeHTACBIp, NOMiHABIp PHUTOHABIP,
CHMeIIpeBip, CakBiHaBip PHUTOHABIP, JapyHaBip PHUTOHABIP, GocaMIpeHasip,
¢docaMmpeHaBip puTOHAaBIip, ebacBip Tpa3oIpeBip, 1eTepMoBip, HediHaBip Ta
neminaceip cogocOyBip.

3axonou



Okpemi azonvHi npomuezpubkosi 3acobu abo mMakpoaioHi aHmubiomukxu

PiBHi aTopBacTaTHHY B IJla3Mi 3HAYHO MiABUIIYBaJIUCS IIPU OGHOYACHOMY 3aCTOCYBaHHI
Kniniuauii  npenapaty Jlinpumap® 3 OKpeMHMH a30/IbHAMHU IPOTUTPUOKOBUMHE 3aco0aMu a6o
BILJIUB MakposigHuMu aHTubioTuKamu 4epes inribyBanus CYP3A4 ta/abo TpaHcnopTepH (HUB.
po3nin «®apMaKoJIOTiyHi BTaCTUBOCTI»).
V narrieHTiB, SKi OTPUMYIOTE KJIapUTPOMIIIMH abo iTpakKoHa30J1, 4o3a IIpenaparty
Jlinpumap® He moBuHHa nepesumyBaty 20 Mr (guB. po3pin «Cmoci6 3acTocyBaHHS Ta
no3u»). CHif OI[iHUTYA KOPUCTH/PU3UK OOGHOYACHOTO 3aCTOCYBAaHHSA OKPEMUX a30JIbHUX

3axomu . . . . . ®
IPOTUrPUOKOBUX 3aC00iB a00 MaKpOMigHUX aHTUOIOTUKIB 3 mpemnapaToM Jlinmpumap .
Cnim KOHTPOMIOBATH O3HAKU Ta CUMIITOMM MioTaTii y BCiX malli€HTiB, 0c06IMBO Ha
IIOYATKY Teparii Ta mif yac 36inbineHHs 1031 OyOb-IKOT0 IIpernapary.

TTpUETamH EpuTpoMinuH, K1apuTpPOMIlMH, iTpAaKOHA30/I, KETOKOHA30J1, T03aK0HAa301 Ta
BOPHUKOHA30I1.

HiauuHx

Kniniuau#i ~ CnocTtepiramucst BUlagKu Mionarii Ta pabgoMiosnisy mpu 0gHOYaCHOMY 3aCTOCYBaHHI

BILJIUB ninigomopmudikyourx go3 Hianuay (>1 r/noby Hiamuzy) 3 npenapatom Jlinpumap®.

Comipm 3BaXXKUTH, UM KOPUCTH Bifl OMHOYACHOT'0 3aCTOCYBaHHS JMiIOMOIU(IKYIOUUX 103
HiallMHYy 3 npemnaparoM JlinpuMap® mepeBuIye MigBUIICHUI PU3KK PO3BUTKY Miomartii

3axonu Ta pabmoMionisy. AKIo MPUUHSTO PillleHHS PO OHOYACHE 3aCTOCYBaHHS, CIIif
CIIOCTePiraTy 3a HasIBHICTIO 03HAK Ta CHMIITOMIB Miomnarii y naiieHTiB, 0co0I1BO Ha
IIOYaTKy Teparmii Ta mif 4yac 30inbiieHHs 403U OyOb-IKOT0 3 Ipenaparis.

@ibpamu (okpim 2empibposusry)

3acrocyBaHHS (iOpaTiB K MOHOTepalil MoxKe BUKIMKATH MiolaTiio. PU3UK PO3BUTKY

Miomnarii Ta pabgoMiosTi3y MifgBUINYETHCS NMPU OOHOYACHOMY 3aCTOCYyBaHHi (ibparTiB 3

npenapaToM Jlimpumap®.

Crmip 3BaXXKUTH, YU KOPUCTD Bifl OMHOYACHOT0 3aCTOCYBaHHS (ibpaTiB 3 mpemapaToM

Jlinpumap® nepeBuINye HMiABUIICHUI PH3UK PO3BUTKY MiomaTil Ta pabmomionisy. Ko

3axonu IPUUHSATO PIllIeHHS PO OJHOYaCHEe 3aCTOCYBaHHS, CIIif CIOCTEpIraTH 3a HasgBHICTIO
O3HAaK Ta CUMIITOMIB MiomaTil y mali€HTiB, 0COONIMBO Ha MOYATKy Teparil Ta g 9ac
30ibIIeHHS 103U OyIb-IKOr0 3 IIpernaparis.

Kriniunui
BIL/IUB

KosaxiuuH
Knigiuaui  CrmocTepiranucst BUllagKy Miomartii Ta pabmoMioni3y mig yac oqHOYAaCHOT'0 3aCTOCYBAHHS
BILJIUB KOJIXiIMHY 3 IpenapatoM Jlinpumap”®.

Crig 3BaXKUTU KOPUCTH/PU3UK OAHOYACHOI'0 3aCTOCYBaHHA KOJIXII[MHY 3 IIpernapaToM
3axomu Jlinpumap®. SIKII0 IPUUHATO PilleHHS PO OAHOYACHE 3aCTOCYBaHHS, CIIif

CIIOCTepiraTy 3a HasIBHICTIO 03HAK Ta CHMIITOMIB Miomarii y nauieHTiB, 0co0I1BO Ha
IIOYATKY Teparii Ta mifg yac 36inbineHHs J03u Oyab-IKOT0 3 Ipernaparis.
I'petingppymosuti cik

CroXuBaHHS TPedndpyTOBOr0 COKY, 0COOIMBO V BEIMKUX KiMbKOCTSX (1moHap 1,2 miTpa

Kniniynwuii . o .

BILTHE Ha [IeHb), MOXKe NPU3BECTU N0 36inblIeHHs PiBHIB aTOpBacTaTUHY B IJIa3Mi Ta
IiIBUIIKATY PU3UK PO3BUTKY Miomartii Ta pabmomMionisy.

3axonn Crnipm yHUKATH CIIOXKMBAHHS BEJIMKOI KiJTbKOCTI IpeimnpyToBOro COKy (moHafp 1,2 mitpa

Ha [IeHb), Iifl 4ac 3aCTOCyBaHHA mpemnaparty Jlinpumap®.

Tabmnuig 4
B3aemopis 3 nikapChKUMH 3aco0aMy, Ki MOXYTh 3HHKYBATH €KCIO3HUIIiI0 npenapaTy Jlinpumap®

PugamniuyuH



OpHOYaCHe 3aCTOCyBaHHSA npenaparty JlinpuMap® 3 pudaMIinuHOM, IHIYKTOPOM
mutoxpomy P450 3A4 Ta inribitopom OATP1B1, Moxke NpuU3BOAUTH 0 HECTIUKOTO
KnimiyHuii  3HMXKEHHS KOHLIEHTpallil aTopBaCTaTHHY B IJIa3Mi KpPoBi. Yepe3 MexaHi3M MMOABINHOI
BILIIUB B3a€MOfil pudaMIilyHy BifCTpOYeHe 3aCTOCYBaHHsA Npenapaty Jlinpumap® micmis
BBeJleHHS prudamminuHy 6yio moB’si3aHe 3i 3HAUHUM 3HUKEHHSM KOHILIeHTPaIlil
aTOPBACTaATUHY Y IJIa3Mi.
3axomu PekoMeH[yeThCsI Of[HOYACHEe 3aCTOCYBaHHsA npenapaty Jlinpumap® i pudaMminugy.

Tabmuig 5
Brnus npenaparty JlinpuMap® Ha iHmi TiKapceKi 3aco6u

IlepopaavHi KOHMpauenmuau
OpHOYaCHe 3aCTOCYBaHHA mpenapary JlinpuMap® Ta IepopanbHAX KOHTPAIENTHBIB

Knigiyaun : . . . . .

BIITHB 361n§myBano KOHIIEHTPAII{I0 HOPETHCTEPOHY Ta €THHINeCTPaAioNy y mia3mi Kposi (muB.
po3nin «®apMaKoJIOTriyHi BIaCTUBOCTI»).

3 Cnig BpaxoByBaTH 11e¥ (HakT, 061upaoyuu nepopasbHUM KOHTPAIENITUB [JIs MallieHTiB, SKi

axonu npuiiMaloTs Jlinpumap®.

Huz2oKkcuH

e T — [Ipu OfIHOYACHOMY 3&CTOCYBaHHi 6a1_"fiTopa30B1/1x 103 TIperapary Jlinpumap® Ta _

BIIIHB AUTOKCUHY DiBHOBAXHI KOHIEHTPANI TUTOKCUHY B IIa3Mi MIBUIIYIOTbCS (muB. po3min
«®apMaKOJIOTiuHi BTaCTUBOCTI»).

3axomu Cnig HaneXHUM YMHOM KOHTPOJIIOBATH CTaH IAIli€HTIB, SKi MPUUMAIOTh JUTOKCHUH.

Huamiaszemy 2i0poxaopuo.

OpHovyacHuM npuiioM atopBacTatuly (40 mMr) Ta gunriazemy (240 Mr) CynipoOBOAXKYETHCS
IiABUIIEHHSIM KOHIIEHTPAIlil aTOpBaCTaTUHY y IJ1a3Mi KPOBI.

IHumemuouH.
Y pe3ynbTaTi IpOBeIeHUX NOCTIiAKEHb 03HaK B3a€EMO[Iil aTOPBACTATUHY Ta UUMETUOUHY HE BUSBJIEHO.
Anmauuou.

OpHOYacCHUM IepopanbHUY MPUNOM aTOPBACTAaTHHY Ta CYCIEeH3il aHTallUJHOT0 ITpemapary, o
MiCTUTBh MarHi! Ta allOMiHil0 TiZPOKCU[I, CYIIPOBOMAXKYETHCS 3HUKEHHSIM KOHIIeHTpaIlil
aTOpPBACTATHHY Y Ia3Mi KpoBi mpubau3uo Ha 35 %. [Ipu 1boMy rinostinigeMiyHa fiis aTopBacTaTUHY
He 3MiHIOBaJIach.

Koaecmunoa.

KoHIIeHTpallisl aTOpBAaCTATHHY Y I1a3Mi KpoBi Oyia HUKYO0K0 (CIiBBiIHOIIEHHST KOHIIEHTPaIlil
atopBactaTuny 0,74) mpu 0gHOYACHOMY IIPUHOMi aTOPBACTATHUHY Ta KOJeCTUIONY. [Ipu oMy
rinomninigeMiuHa misi KoMmOiHalii aTopBacTaTUHY Ta KOJNECTUIIONY ITepeBulllyBaia epekT, IKui nae
MIPUIOM KOXKHOTO 3 I[UX IIperapaTiB OKpeMo.

A3umpomiyuH.

OpHouacHe pu3HaueHHs atopBacTtaTuHy (10 Mr 1 pa3 Ha go0Oy) Ta asutpoMinuny (500 mMr 1 pa3 Ha
no0Oy) He CYIIPOBOMXKYBalocs 3MiHaMM KOHIIEHTpAallil aTopBacTaTUHY Y I1JIa3Mi KPOBi.



IH2i6imopu mpaHcnopmy.

[uribiTopu TpaHCIOPTHUX OiNKiB (HampuKIIad OUKJIOCIOPYH, JIeTEPMOBIP) 3[aTHI MigBUIyBaTH PiBEHb
CHCTEMHOI eKCIT03ullii aTopBacTaTUHY (OUB. Tabnuirto 1). BnuB npurHiveHHS HaKOTUYyBaJIbHUX
TPAHCIOPTHUX OiNIKiB Ha KOHIIEHTPAIliI0 aTOPBACTAaTUHY B KJIiTUHAX MMEYiHKY HEBimOMUMU. AKIIO0
YHUKHYTU OOHOYACHOI'0 IPU3HAYEHH L[UX [IpellapaTiB HeMOXKJIMBO, PEKOMEHI0BAHO 3HUXKEHHS 03U
Ta MPOBEJEeHHS KIIiHIYHOTO MOHITOPUHTY e(eKTHBHOCTI aTOpBacTaTuHy (AuB. Tabmuilio 1).

E3emuwmib.

3acTocyBaHHS e3eTUMiOy SIK MOHOTeparlii OB I3yI0Th 3 PO3BUTKOM SIBUIL 3 O0KY M'SI30BOI CUCTEMH, Y
ToMy 4ucyi pabmomionisy. TakuM YMHOM, IIPU OOHOYACHOMY 3aCTOCYBaHHI e3eTuMiby Ta
aToOpBaCTAaTUHY PU3UK PO3BUTKY LIUX SBUII 30ibIIyeThCSI. PEKOMEHIOBAHO IIPOBOAUTU HaJIeXKHUN
K/TIHIYHUY MOHITOPUHT CTaHy TaKWX Ialli€HTIB.

dy3udosa Kucsaoma.

[Tpu omHOYACHOMY CUCTEMHOMY 3aCTOCYyBaHHI ()y3UA0BOL KUCIIOTH 3i CTAaTUHAMU MOXKE
IiABUIYBAaTHUCS PU3UK PO3BUTKY MiomaTii, B ToMy uncini pabgomionizy. MexaHi3Mm 1i€i
B3a€eMofIii (Y1 € BOHa (hapMaKoauMHaAMiuHOI a00 hapMaKOKiHETUYHO, Y1 000X BUMIIB
OJHOYACHO) Ha ChOTONIHI HeBimoMuu. [ToBimoMnsAnocs Ipo BUllafKy pabnoMionisy (y ToMy
YuCJIi 3 TeTarTbHUM HACJIIIKOM) y TaIliEHTIB, SKi 0OTpUMYyBaau KoMOiHaIlif0 I[MX IIpernaparis.

Ao HeoOxifHe cUCTEMHE 3aCTOCYBaHHS (Qy3UI0BOI KUCIIOTH, CIifl MIPUIIUHUTH
3aCTOCYBaHHS aTOpPBAaCTaTUHY Ha BeCh IIepiof 3aCTOCyBaHHS (Py3UO0BOl KUCIIOTH (OUB.
po3pain «Ocob0IMBOCTI 3aCTOCYBaHHS»).

THwi aikapcwki 3acobu.

KriHiuHi goCTigXKeHHS [I0Ka3asly, [0 OJHOYaCHe 3aCTOCOBYBaHHS aTOPBACTATHHY 1 IilTOTeH3UBHUX
IpenapariB Ta KOT0 3aCTOCYBaHHS B X0l eCTPOreH3aMiCHOI Tepallil He CyIIPOBOIXKYBal0Ch KIIiHI9YHO
3HAUyMUMU T00iYHUMY edeKkTaMu. [JOoCTifKeHb B3a€MOil 3 iHIIMMU TTpenapaTaMy He TPOBOOUIOCH.

0Oco061ueocmi 3acmocyeaHHsi.
Mionamis ma pabdomioni3

I[Ipenapart Jlimpumap® MoXke CIPHYMHATH Mionartiio (6isib y M’3aX, GOMiCHICTE a60 cr1abKicTh y
NoeHaHHi 3 migBuIIeHHIM KpeaTtuHKiHasu (KK) Oinbire Hixk y 10 pa3iB 3a BepxHI0O MeXKYy HOPMH) Ta
pabmoMioni3 (3 rocTpoio HUPKOBOIO HEOCTATHICTIO abo 6e3 Hel BHACIIZOK MioTyI06iHypii).
[ToBigoMnsnocs mpo PifKiCHI neTanbHi BUMafKU B pe3yibTaTi pabooMioni3y IIpu 3aCTOCYBaHHi
CTaTHHiB, BKiIoyaio4n Jlinpumap®.

®aKkTOPU PUIUKY PO3BUTKY MiomnaTil

®akTOpH PHU3UKY PO3BUTKY MiOmaTii BKIIOYAOTh BiK 65 POKiB i Ginbille, HEKOHTPOIbOBAHUMH
TiOTHpPEeO03, MOpPyIIeHHS (PYHKIIil HUPOK, OMHOYAaCHe 3aCTOCYBaHHS 3 JeIKUMU iHIIMMY IIpernapaTaMu
Ta HigBUILeHi fo3u npenaparty Jlinpumap® (auB. po3nin «B3aemomist 3 iHIIUMH JTiKapChKUMHI
3aco0aMu Ta iHIIi BUOUA B3a€EMOMI»).



3axonu i 3MeHIIeHHS PU3UKY PO3BUTKY MionarTii Ta pabmomionisy abo 3amnobiraHHs
TAaKOMY DU3UKY

Excrosunis npenaparty Jlinpumap® Moxe 36iNblIyBaTHCS 3a PaxyHOK B3a€MOfil 3 iHIIAMH
JiKapchKUMU 3acobaMu dyepe3d iHribyBaHHS hepmeHTy 3A4 nutoxpomy P450 (CYP3A4) ta/abo
TPAHCIIOPTEepPiB (Hampukiag, 0iI0K pe3uCTeHTHOCTI paky MoJio4yHoi 3an03u [BCRP], opraniunui
aHioH-TpaHcnopTytouny noninentun [OATP1B1/OATP1B3] Ta raikonporein P [P-gpl), mo npu3BoguTh
0 MiABUIIIEHOTO PU3UKY PO3BUTKY MiomaTil Ta pabmomionisy. He peKoMeHAy€eThCS OIHOYACHE
3acTocyBaHHS 3 IIpenapaToM Jlimpumap® OUKIOCIOPHHY, reMdibpo3uty, KoMOiHamii
TUIIPaHaBIp pHUTOHABIp UM rekampesip mibpeHTacBip. Mogudikarilii Jo3yBaHHS mpenapary
Jlinpumap® peKoMeHAyI0TLCA HallieHTaM, SKi MPUIMAaoTh eBHi IPOTUBIPYCHi 3aC00H, a30/IbHi
npoTUrpuOKOBi 3acobu abo MakpomifHi aHTuOi0THKY (AKB. po3min «Crocib 3acTOCyBaHHS Ta JO3W»).
[ToBimomsiyiocs PO BUIIaAKX Mionaril/pabnoMioni3y mpu 0HHOYACHOMY 3aCTOCYBaHHI aTOpBaCTaTUHY
3 ninigoMopudikyouuMu fo3amu (> 1 r/mens) Hiauuny, ¢ibpatis, KonxinuHy Ta KoMOiHaIlii
neminacBip codocOysip. Crig oUiHUTH, Y KOPUCTH Bifl 3aCTOCYBaHHS IUX IIperapaTiB mepeBaxkae
TiIBUINEHUN PU3WK PO3BUTKY Miomartii Ta pabmomiosidy (qus. po3min «B3aemopmisa 3 iHIIMMU
JMiKapChKUMU 3aco0aMu Ta iHIIT BUOW B3aEMOMiM»).

He pekomeHOy€eThCS OMHOYACHUY IIPUMOM T'PEUNIPPYTOBOTO COKY Y BEIUKHUX KiMbKOCTAX (moHan 1,2
NiTpa Ha [eHb) malieHTaM, sKi IpuiMaioTs JlinpuMap® (ouB. po3nin «B3aemoist 3 iHIUMH
nmiKapCchKUMU 3acob6aMu Ta iHIII BUAM B3aEMOMiN»).

Crlifi IPUIMHKTY NIpUiioM mpenapaty JlimpuMap®, SIKIIO CIOCTEPiraeThCs MOMITHO HigBHINECHUH
piBers KK abo miarHOCTOBaHO MioTaTiio Y € Mifo3pa Ha ii BAHUKHEHHS. M’'430Bi CUMIITOMU Ta
nigsuierss KK 3HUKAIOTE MiC/IA BiGMiHY IIpenapaTty HianMap®. Crnig TMMYacoBO BiIMiHUTH
Jlinpumap® marieHTaM 3 roCTpUM ab0 CepHO3HIM CTAHOM i3 BUCOKHAM PU3UKOM PO3BUTKY HUPKOBOI
HEJOCTATHOCTI, CIPUYKMHEHOI pabooMionizoM (HaMpUKIaf, CETICHC; II0K; TSXKKa TiloBOIeMis;
cepiio3Ha XipypriuHa omepatlis; TpaBMa; TSIXKKi MeTaOoTiuHi, eHOOKPHUHHI ab0 eIeKTPOITiTHI
IIOPYIIEHHS; HEKOHTPOJIbOBaHA EIiJIencis).

Cnig moBimOMUTH NALEHTIB TPO PU3UK PO3BUTKY Miomartii Ta pabmomionidy Ha moyaTKy JIiKyBaHHS
a6o npu 306inbIenHi fo3u npenapary Jlinpumap®. TlamieHTaM CIIifi peKOMEHAyBaTH HeraiHo
TIOBIIOMISATH TIPO OyAb-SIKKUY He3po3yMinuii 6inb y M'g3ax, 6omicHiCTh abo cnabKicTh, 0COBIUBO SKIIO
BOHU CYIIPOBOJXKYIOThCS HE3OyKaHHAM ab0 MiIBUILIEHHSAM TeMIIepPaTypPH.

ImMyHO102I4YHO OnocepedKosaHa HeKpomu3yrua mionamis

Hagxopmunu pigkicHi MOBifoMJIeHHS PO BUMIaAKX iMyHOJIOTiYHO OTIOCEPEAKOBAHOI HEKPOTU3YI0YO01
miomnaril (IOHM), ayToiMmyHHOI MiomaTil, T0OB’s13aHo1 i3 3acTOCyBaHHAM cTaTAHIB. IOHM
XapaKTepU3YETHCS TAKUMHU O3HAKAMM: Cla0KiCTh MPOKCUMAJIbHUX M'SI3iB Ta MigBUILEHUN PiBEHb
KpeaTUHKiIHa3u B CHPOBATIIi KPOBi, IKi 30epiraioThCsi, He3BaxKalouy Ha IPUIUHEHHS JTiKyBaHHS
CTaTMHAMMU; TIO3UTUBHUY Pe3yNbTaT Ha aHTUTINA 70 I'MI-KoA-penykTa3u; M'sg30Ba 6iomcis BUSBISE
HEKPOTU3YI0Uy MIONATI0 Ta [IOKpallleHHs [IPU 3aCTOCYBaHHI IMyHOeIPECAHTIB. MOXe BUHUKHYTU
HeoOXiIHICTh MPOBeeHHS JOJaTKOBUX HEMPOM sI30BUX Ta CEPOJIOTIUHUX AOCTifXKeHb. Moxke 6yTu
notpibHa Tepamis iMmyHomenpecanTamu. CIlii peTebHO 3BaXKUTH pU3KK po3BuTky IOHM nepen
IIOYaTKOM 3aCTOCYBaHHS iHIIIOTO CTATUHY. AKIIO PO3IOYATO TEPAIIilo iHIIMM CTaTUHOM, HeoOXimHuM
MOHITOPHHT 03HaK Ta cuMmntomis IOHM.

ITopyweHHA pYHKUII NeviHKu

Bymno mokasaHo, III0 CTaTUHHY, SK i AesKi iHIIi rinonimigeMiyHi TepaneBTUYHI 3acobu,



aCoOLi0I0ThCA 3 BiAXUIEHHAM Bifg HOPMU 0i0XiMiYHKX MOKa3HUKIB PyHKII] medinku. CTilike
migBuieHHs (0inbIn HiXK y 3 pa3u BUllle BEPXHbLOI MeKi HOPMaJIbHOTO [lialla30Hy, SKe
BUHUKJIO 2 pa3u abo Ginbllle) piBHIB CUPOBATKOBUX TpaHcaMiHa3 croctepiranocsy 0,7 %
MalieHTiB, 9Ki oTpuMyBany JlinpuMap® mif 9ac KIiHIYHEX HoCIifXkeHb. YacToTa BUIAIKIB
[[MX BigxuieHs Big HopMu ctanosumna 0,2 %, 0,2 %, 0,6 % ta 2,3 % gng go3 npenapaty 10,
20, 40 Ta 80 Mr BigmoBigHO.

ITig yac KIiHIYHUX OOCIIIXKeHb [IpellapaTy B OGHOTO MallieHTa PO3BUHYJIACh XKOBTSIHUIIA.
[TipBuIeHi Moka3HUKM GyHKITIOHaNbHUX P00 nmedinku (OIIII) y iHmux namieHTiB He Oyau
TI0B’513aHi 3 KOBTSAHUIIEI0 a00 IHIIMMU KTiHIYHUMEU cUMITOMaMH. [licis 3MeHIIeHHS [03H,
TIepepBU Y 3aCTOCYBaHHi IpenapaTy abo MpUIMHEHHS HOT0 3aCTOCYBaHHS PiBHI TpaHCaMiHa3
TIOBEPTAJIUCS OO PiBHIB mepeq MiKyBaHHSIM ab0 MpuOIM3HO OO0 LUX PiBHIB 0€3 HEraTUBHUX
Hachigkie. 18 3 30 malrieHTiB 3i CTIMKUM MiIBUIIEHHSIM IMOKA3HUKIB QYHKITIOHATIbHUX ITPO0
TeYiHKY IIPOMIOBKYBa/IM JIiKyBaHHA mpenaparoM Jlinpumap® y MEHIIKX [03aX.

Tlepen TMM K PO3MOYMHATH TEpaIlilo npenaparoM JlinpuMap®, peKOMEHY€EThCs OTPUMATH
pe3ynbTaTy aHami3iB 100 PepMeHTIB MEeYiHKYM Ta 3gaBaTy aHali3u IIOBTOPHO Y pasi
KJTiHiYHOl moTpebu. Hapxomunu pigkicHi mocTpeecTpalifiHi MOBiIOMIEHHS ITPO BUIAOKH
JeTajbHOl Ta HeJleTalbHOI TeYiHKOBOI HEJOCTATHOCTI Y MAIli€HTIB, SIKi MpHiiMaly IpefnapaTu
TPYIIU CTATUHIB, Y TOMY YMCJIl aTOpBaCTaTHH. Y pa3i CEplU03HOr0 ypaKeHHs MeYiHKH 3
KJIIHIYHUMY CUMIITOMaMu Ta/abo rimepOinipybinemieio abo XKOBTSHHUIIEIO TIif] Yac
3acToCyBaHHA npenaparty JlinpuMap® ciif HeraiiHO IPUIMHUTH JKyBaHHA. SIKINO He
BHM3HAYEHO aJIbTePHATUBHOI €Ti0JOril, He CJIifi TOBTOPHO PO3MOYMHATH JIiIKYBaHHS
IpernapaToM.

Jlinpumap® ciif 3 06epezKHICTIO IPU3HaYaTy Halli€eHTaM, SKi 3/I0BXKUBAIOTh aJIKOT0JIeM
Ta/a60 MarTh B aHaMHe3i 3aXBOPIOBAHHA NMedinky. JlinpuMap® NPOTUIIOKa3aHUH IPH
aKTUBHOMY 3aXBOPIOBaHHI MeYiHKK ab0 CTiMKOMY MiBUIIEHHI PiBHIB ITe4iHKOBUX
TpaHCaMiHa3 HeBiAoMO1 eTiosoril (auB. po3ain «IIpoTUnoKa3aHHSI»).

EHOOKpuHHA pyHKUiA

[ToBimoMmmsnocs npo migBuiieHHs piBHS HbAlc Ta KOHIeHTpallil I'/I0K03U y CUPOBATIII KPOBi
HaTIe NPU 3acTocyBaHHi iHribiTopiB ['MI-KoA-penyKTa3u, y TOMY YKCIIi Tpemnapary
Jlinpumap®.

CTaTHUHU NEPELIKOAXKAI0Th CHHTE3Y XOJIECTEPUHY Ta TEOPETUYHO MOXKYTh 0CHa0NsATH
CEeKpellio CTepoifliB HafHUPKOBUX 3a/103 Ta/ab0 roHagHUX CTepoiniB. KniniuHi mocmimxeHHs

II0Ka3aJy, 1110 J'IianMap® He 3HUXKYe 0a3abHy KOHIIEHTPAIlil0 KOPTU30JTy IJIa3MU Ta He
MIOPYIIY€E afpeHan0oBUy pe3epB. BIuB CTaTHHIB Ha 3allIiqHIOIOUY 3[aTHICTh CIIePMU He
MOCITIXKYBaBCS Y IOCTATHLOI KiTbKOCTI MallieHTiB. HeBimoMo, SKUM YMHOM IIpenaparT
BIIJINBA€E Ta 1 YM B3arasi BIIJINBAE Ha CUCTEMY «CTaTeBi 3a/103U-Tinodi3-rimoTasamyc» y
XIHOK y ImepefiMeHoIay3anbHul nepion. Ciin 0yTu 06epekHUM IIPU 0OTHOYACHOMY
3aCTOCYBaHHI Ipemapary I'Pylu CTaTUHIB 3 JIiKAPChKUMU 3aco0aMu, SKi MOXKYTh 3HUXKYBaTH
piBHi a00 aKTUBHICTh EHJOTEHHUX CTEPOIAHUX TOPMOHIB, TAKUMHU SK KETOKOHA3O01I,
CIIiPDOHOJIAKTOH Ta LUMETUAVH.

3acmocysaHHs nauieHmam 3 Hew,00aeHimMu sunadkamu iHCyabmy abo mpaH3umopHoi



iwemiuHoi amaku

[Tpu post-hoc ananisi mocnigxxennss SPARCL (Stroke Prevention by Aggressive Reduction in
Cholesterol Levels/3amnobirans iHCYIbTy IUISIXOM Pi3KOT'0 3MEHIIIEHHS PiBHIB X0lIECTEPUHY), IIiT Yac
sikoro Jlinpumap® y mo3i 80 Mr Ha mpoTuBary mane6o 3actocoByBany 4731 mamieHTy 6e3 imemigHOI
XBOpOoOU ceplid, SKi Manu B aHaMHe3i BUMIaAKU iHCYIbTY ab0 TPaH3UTOPHOI ileMiyHOI aTaku
IIPOTSTOM TIOTIepedHix 6 MicsliB, ciocTepiranacs 6inbilla YacTOTa BUIAAKIB reMOPariyHoro iHCyNIbTy
y IpyIli IamienTiB, aKi oTpuMyBany Jlinpumap® y 7o3i 80 Mr mopisHAHO 3 Tpymnoo miane6o (55
BUNAOKiB, 2,3 % y rpymi aTopBacTaTUHy nopiBHAHO 3 33 Bunagkamy, 1,4 % y rpymi nnane6o; CP:
1,68, 95 % MI: 1,09, 2,59; p=0,0168). YacToTa BUMaKiB JIETATbHOTO T€MOPATi4HOr0 iHCYILTY Oyi1a
nofiGHOI0 B ycix rpynax nikyBaHHs (17 Ta 18 mnis rpym aTopBacTaTUHY Ta Iale0o BioIoBimHO).
YacToTa BUIa[KiB HeJIeTaJIbHOT0 FeMOpPariyHoro iHCy/IbTy OyJia 3HaYHO BUIIOI0 Y TPYIIi MAlli€eHTiB, AKi
oTpuMyBanu aTopBactaTut (38, 1,6 %), mopiBHgHO 3 rpymnoio mnanebo (16, 0,7 %). [Iesgki modyaTKoBi
XapaKTEepPUCTUKHU, Y TOMY YHCJIi HasIBHICTh BUNA[KIB TeMOpParidyHoro Ta JIaKyHapHOT0 iHCY/IbTY IIif 4yac
BKJIIOYEHHS [0 OOCIiAXKEeHHs, aCOLiI0BaIUCS 3 BUIIOK YaCTOTO BUIAMKIB reMOpariyHoro iHcynbTy y
T'PYIIi Malli€eHTiB, SKi OTPUMYBaIM aTOPBacTaTUH (IUB. po3ain «I1o6iuHi peakirii»).

Cepen 39828 marieHTiB, sKi oTpuMysany JlinpuMap® y KIiHIYHAX HOCTiIXKeHHsX, 15813

(40 %) martienTiB 6ynu BikoM Bif 65 pokiB, a 2800 (7 %) mairieHTiB Oynu BikoM Bifm 75 pOKiB.
He cmocTepiranmocst 2K0qHOI 3arajbHOI BiTMiHHOCTI ¥ Oe3meni Ta e(eKTUBHOCTI IpenapaTy
MiX IMMU NallieHTaM¥ Ta MOJIOAIIMMY TallieHTaMy, TaK caMo, SIK He 0yJI0 3apeeCTpOBaHO
JKOIHUX BIIMIHHOCTEY Y BIiOIOBIfl Ha JIIKyBaHHS MiX ITallileHTaM¥ JIITHLOTO BiKy Ta
MOJIOOIIUMY MallieHTaMU 3TiIHO 3 IHIUM KJTIHIYHUM OOCBIIOM, IPOTE HE MOXKHA BUKJIIOYATU
OiNbIIly YYTIMBICTh OESIKUX CTapIINX MalieHTiB. OCKiNIbKY CTapIIui BiK (oHAM 65 POKiB)

€ GaKTOPOM CXHIIBHOCTI [0 MiomaTii, cJtiff 3 o6epexHicTio npusHavarty Jlinpumap® namieHTaMm
JIITHBOT'O BIKY.

ITeuiHkosa HedocmamHicmb

Jlinpumap® NpoTUIIOKA3aHUI Mali€eHTaM 3 aKTUBHUM 3aXBOPIOBAHHSM IIeUYiHKH, BKIIIOYAl0UH
CTiliKe IiIBUIIIEHHS PiBHIB IeYiHKOBUX TPaHCaMiHa3 HEBiTOMOI eTioJoril (IUB. po3minu
«[Ipotunoka3aHHusa» Ta «PapMaKOJIOTiUyHi BIaCTUBOCTI»).

[Io noyamky AiKy8aHHA

ATopBacTaTHUH CJIif 3 00ePeKHICTIO IPU3HAYATH MallieHTaM 3i CXUJIbHICTIO 0 PO3BUTKY
pabmomioni3y. J1o movYaTKy JiKyBaHHS CTaTUHAMMU Y IMAIli€HTIiB, CXUJIBHUX OO0 PO3BUTKY pabmoMiomi3y,
cripg Bu3HauaTu piBeHb KK mpu:

- IOpyIIeHHi (QyHKIIil HUPOK;

- TINOQYHKIIil IUTOBAOHOI 3aJ103K;

- CITAIKOBUX PO3JIalaX M’sI30BOI CUCTEMHU V CiMerHOMY a00 0c0OMCTOMY aHAMHE3i;

- IepeHeceHuX y MUHYJIOMY BHIIagKaX TOKCUYHOTO BIIJIUBY CTAaTHHIB a0o0 (pibpaTiB Ha M’13u;

- IepeHeCeHNX Yy MUHYJIOMY 3aXBOPIOBAHHSX NTe4YiHKY Ta/ab0 3710BXKMBAHHI aJIKOTOJIEM.

It maIfieHTiB MTHBOTO BiKy (1moHan 70 pokiB) HEOOXimHICTH MPOBEOEHHS 03HAYEHUX 3aXO0MiB
CJIiT OL[IHIOBATH 3 ypaxXyBaHHAM HaAsBHOCTI iIHIINX (PAKTOPIB CXUJIBHOCTI OO PO3BUTKY



pabgowmiorisy.

[TinBumeHHS PiBHSA NpemapaTy y IJla3Mi KPOBi MOXKIIMBE, 30KpeMa, y pa3i B3aeMOfil (OUB. PO3Min
«B3aemogis 3 iHIIUMY JTiKapChbKUMHU 3aco0aMu Ta iHII BUOM B3a€EMO[ii») Ta 3aCTOCYBaHHS
0COONIMBUM TIOMYISALISM TallieHTiB (IuB. po3min «PapMaKOKiHETHKA»), Y TOMY YKCIIi IallieHTaM 3i
CITaKOBUMU XBOPOOaMH.

Y Takux BUIlafiIKaXx PEKOMEHI0BAHO OIiHIOBATH CIIiBBiIHOIIEHHS PU3UKIB Ta 0YiKyBaHOI KOPHUCTI Bif
JIIKyBaHHS Ta IPOBOAUTH KJIiHIYHUYI MOHITOPUHT CTaHy Nalli€HTiB. fAKINO A0 MOYaTKY JIiKyBaHHS
piBens KK 3HauyHO nifBumenu (nepesuitye BMH Ginbin HixXK y 5 pasiB), NiKyBaHHS PO3NOYMHATH HE
crip,.

Bumipro8adHHA piBHA KpeadmuHKiHA3U

PiBeHb KpeaTHHKiHA3M He CJIifi BU3HAYATH IiCJIsA iIHTEHCUBHUX (i3WYHUX HaBaHTaxKeHb abo 3a
HasIBHOCTi Oyb-SIKMX MOXKJIMBUX aJlbTEPHATUBHUX NMPUYUH mifBuilieHHs piBHSI KK, 0CKiNbKY 116 MOXKe
YCKJIQOHUTH IHTepIpeTalito pe3yibTaTiB. fKI0 Ha I04aTKOBOMY PiBHI CIIOCTEPIraeThCS 3HAYHE
nigsuimenHs KK (nepesutientss BMH 6inbir Hix y 5 pa3siB), To 4yepe3 5—7 nHiB He0OXiqHO IIPOBECTH
[IOBTOPHE BU3HAYEHHS [JIA MMIATBEPAKEHH pPe3yIbTarTy.

ITi0 yac aiKyeaHHs

[TalieHTy MOBMHHI 3HATH PO HEOOXIMHICTh HeTalHO MOBIJOMIISITH IIPO PO3BUTOK OO0 y
M’g3ax, CyloM 49 cJ1abKOCTi, 0COOIMBO KOIM BOHU CYIIPOBOIKYIOTHCS HE3OyKaHHAM abo
rapsg4kor.

Y pasi nosgBY UUX CHMIITOMIB IIiff 9acC JTiKyBaHHS aTOPBaCcTaTUHOM HeOOXigHO BU3HAYUTH
piBens KK y miporo narienTa. fAkiio piBenb KK 3HauHo migBuiienuit (mepesuitye BMH Ginbim
HiX y 5 pasiB), JIiKyBaHHS CJIi[ IPUIUHUTH.

HOLiNBHICTh IPUIIMHEHHS JIIKYBaHHS CJIiJl TAKOXK PO3TIIHYTH, AKIIO HigBuileHHs piBHA KK
He CsTa€ IT'ITUKPATHOro nepeBuiieHHss BMH, ane cuMmnToMu 3 60Ky M’s13iB MalOTh TSIXKKUN
XapakKTep Ta IOAEeHHO CTAl0Th IPUUYMHOI HEIPUEMHUX BiIYyTTiB.

[Ticna 3HUKHEHHS CUMIITOMIB Ta HopMaJi3danil piBHI KK MoxHa pO3riIsHyTH MOXKIUBICTh
BiIHOBJIEHHS JIiIKyBaHHS aTOPBAaCTaTUHOM a00 ITOYaTKY JIiKyBaHHS albTePHAaTUBHUM
CTaTMHOM 3a YMOBHU 3aCTOCYyBaHHS MiHiMaIbHOI MOXKJIMBOL [O3U IIpenapaTy Ta PETEIbHOTO
Harsangy 3a CTaHOM IIallieHTa.

JIikyBaHHSI aTOpPBaCTaTUHOM HEOOXiTHO MPUIIMHUTH, SIKIIO CIIOCTEPIraEThCS KIIiHIYHO
3Hauymle miguineHHs piBHS KK (mepeBumiennss BMH 6inbur Hixk v 10 pasiB) abo
BCTAHOBJIEHO HiarHo3 pabmomioni3y (abo € mimo3pa Ha pO3BUTOK pabmoMiomizy).

O0HouacHe 3acmocyB8aHHA 3 iIHWUMU AiKAPCbKUMU 3aCOBaAMU

Pu3uk po3BUTKY pabaoMiosi3y migBUIIYETHCS IPYU OMHOYACHOMY 3aCTOCYyBaHHI aTOPBACTATUHY 3
[esIKUMU JTiKapChbKUMU 3ac00aMu, 110 MOXKYTh 30i/bIIUTYA KOHLIEHTPAllil0 aTOPBaCTaTUHY y IJIa3Mi
KpoBi. [IpukafamMu TakKux mpenapaTiB MOxXyTh OyTu notyxHi inribitopu CYP 3A4 a6o TpaHCIIOPTHUX
OiNIKiB: ITMKJIOCIIOPHH, TEJIITPOMIIIMH, KJIAaPUTPOMILIMH, [eaBiparH, CTUPUIIEHTOJI, KEeTOKOHA301JI,
BOPUKOHA30J1, iTpaKOHa30JI, I0CaKOHAa30J1, IeTepPMOoBip Ta iHribiTopu npoTeas BIJI, y Tomy yuci
pUTOHABID, JIOMIHABIP, aTa3aHaBip, IHAWHABIP, fapyHasip. [Ipy ogHOYaCHOMY 3aCTOCYBaHHI 3



reM}iOpo3uioM Ta iHIKUMY NoXigHUME (HiOPOBOI KUCIIOTH, 60IENIPEeBipOM, EPUTPOMIIITHOM, Hial[MHOM
Ta e3eTUMiOOM, TenanpeBipoM abo 3 KoMOiHAIlEID TeIanpeBip/PUTOHABIP TAKOK 3POCTAE PU3UK
BUHUKHEHHS MiomaTiil. fdKIo MoXHa, CJTiff 3aCTOCOBYBATH iHIIIi JIiKapChKi 3acobu (1110 He
B3a€EMOIiIOTh 3 aTOPBACTAaTUHOM) 3aMiCTh BUIIl€3rajlaHUX.

Ao HeoOXiIHO MPOBOAUTY OFNHOYACHE JIIKYBAHHS aTOPBAaCTaTHHOM Ta 3raflaHUMMU IperapaTaMy,
CJIifl pETeIbHO 3BaXKUTH KOPUCTh Ta PUIUKHU. FIKINO MAIliEHTH MPUAMAIOTh JTiKapCchKi 3aco0u, 1110
IIIBUINYIOTH KOHLIEHTPALI0 aTOPBACTATHUHY V IIJIa3Mi KPOBi, PEKOMEHIYETLCS 3HUXKYBATU O3y
aTopBacTaTHHY [0 MiHiManbHOI. KpiMm Toro, y pa3i 3acTocyBaHHS MOTYyxKHUX iHTibiTopiB CYP 3A4 crin
PO3TISHYTU MOXKJIMBICTh 3aCTOCYBaHHS MEHIIIOI I0YaTKOBOI 103U aTOPBACTaTUHY. TaK0XK
PEKOMEHYEThCA IPOBONUTH HaJIeKHUY KITIHIYHUY MOHITOPUHT CTAHY IL[UX MAlli€HTIB.

ATopBacTaTHH He MOXHA IPU3HaYaTh OMHOYACHO 3 (Py3UA0BOIO KUCIIOTO), SIKY 3aCTOCOBYIOTh
CUCTEMHO, ab0 BIIPOIOBXK 7 OHIB Iic/isi NPUNMHEHHS JIiIKyBaHHS (y3UO0BOI0 KUCI0TOow0. [TamienTamM,
SKUM CHCTEeMHEe 3aCTOCYBaHHS (y3UI0BOI KUCIOTY BBAXKAETHCSA HEOOXIMHUM, TiKyBaHHS CTaTUHAMU
CJIi[l MPU3YIIMHUTU Ha BeCh IePiof] 3aCTOCyBaHHS (Hy3UI0BOI KUCIIOTH. Y TAIiEHTIB, IKi OTPUMYBaju
Gy3umoBy KMUCJIOTY Ta CTaTHHU y KoMOiHaIllil, Oy 3apeecTpoBaHi BUnagku pabmomiosidy (B ToMmy
YHUCIIi JIeTanbHi) (QuB. po3min «B3aeMopmist 3 iHIMMMY JTiKapChKUMHU 3acob6aMu Ta iHIII BUIH
B3aeMofii»). [TalieHTy i peKOMeHyBaTy HerauHo 3BepTaTUCA 3a MeIUYHOI0 NOIIOMOI0K0 Y pasi
BUHUKHEHHS OyIb-IKMX CUMIITOMIB CJ1TabK0CTi, 601110 a60 60J1iCHOI YyTIUBOCTI y M’s13ax.

Teparmito cTaTuHaM¥U MOXKHa IIPOIOBKUTHU Yepes 7 [HIB MiC/Is OTPUMaHHS OCTaHHBLOI 103U GY3UI0BOi
KUCJIOTH.

3a BUHSTKOBUX 00CTaBUH, KOJIX IOTPiOHE OBrOCTPOKOBE CHCTEMHE 3aCTOCYBaHHS (Qy3Um0BOI
KMCJIOTH, HAIIPUKJIIaf, 1S JTIKYBaHHS TSXKKUX iHMeKIiN, HeoOXimHICTh OQHOYACHOTO 3aCTOCYBaHHS
npenaparty Jlinpumap® Ta Gpy3um0Boi KUCIOTH CIIif pO3TTAAaTH TiIbKY B iHIUBiIyalIbHOMY IOPSAIKY
Ta 3OiMCHIOBATH IIiJl pETEIbHUM HATJISO0M JliKaps.

IHmepcmuuiaavHa xeopoba nezeHis

[Tig yac nmikyBaHHS OesIKMMHU CTaTMHaMU (0COOIMBO Tifl Yac TPUBAJIOTO JIiKyBaHHS) OyIM OnKcaHi
BUHSTKOBI BUIAAKM PO3BUTKY iHTEPCTHUIiaIbHOI XBOPOOU JieTeHiB. [[o IposBiB 1€l XBOPOOM MOXKHa
BiHECTH 3a[UIIKy, HEIIPOLYKTUBHUM KallleJlb Ta 3arajibHe MOTipIIeHHs CaMOIo4yTTs
(cTOMITIOBAHICTD, 3HUKEHHS MacCH Tijla Ta Tapsg4kKa). Y pa3i BAHUKHEHHS IMif03pU Ha iHTepCTULialbHy
XBOPOOY JIETEHIB CIIifl MPUIUHUTY TiKyBaHHS CTaTUHAMH.

HanosHrosaui

Ilo cknany npenapaty JlinpuMap® BXOOWUTh TaKTo3a. el mpenapar He CIIif IpuiiMaTH
maIfieHTaM 3 PifKiCHUMK CIagKOBUMHU 3aXBOPIOBAHHSIMH, TIOB’I3aHUMH 3 HETIEPEHOCUMIiCTIO
rajakrosu, nedinuroM nmakrtalu Jlamma abo ManbaOCOPOITEI0 TTI0KO3U-TaIaKTO3M.

Tepanis nimigomMogudikyoyrMu npenapaTaMy TOBUHHA OyTH OOHIEIO 3i CKITaloBUX
KOMIIJIEKCHOI Tepallii Ijis MalieHTiB 3i 3HaYHO MigBUIIEHUM PU3UKOM PO3BUTKY
aTepOCKJIEPOTUYHUX 3aXBOPIOBaHb CYy[IUH Yepes3 rinepxojiecTepuHeMin. MenukaMeHTO3Ha
Tepalis peKOMEHIYEThCS K OOIIOBHEHHS [0 Oi€TH, KOIU pe3yibTaTy Biff JOTPUMaHHS HOIi€TH,
1110 00MeXKye CIIOKMBaHHS HAaCUYEHUX XKUPIiB Ta X0JIECTePUHY, a TaKOXK BiJf 3aCTOCYBaHHS
iHIIKMX HEMeMKaMeHTO3HUX 3ax0fiB OyJI0 HegocTaTHbO. [lalieHTam 3 ineMiuHo0 XBOPoO0Io
cepus abo gekimbKoMa (pakKTopaMu pU3NKY PO3BUTKY illIeMidHOI XBOPOOHU CepIld IPUOM
npenapary Jlinpumap® MOXKHa PO3M0Y9aTH ONHOYACHO 3 JOTPUMAHHAM Ji€TH.



ObmediceHHs 3dCmMoCyB8aHHA

Jlinpumap® He MOCIiAKyBaIX 3a YMOB, KOJIM OCHOBHHMM Bi[XMJICHHSIM Bil HOPMH 3 60Ky
JIIONPOTEIHIB € MiABUINEHHS PiBHA XiMOMIKPOHiB (Tunu I Ta V 3a Kimacudikaiieo
®penpikcoHa).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
Baeimuicmo.
OuiHKa pusukie

Jlinpumap® IpoTHIOKa3aHKUil BariTHUM XiHKaM, OCKiJIbKM He BCTaHOBJIeHa 6e3lekKa Horo
3aCTOCyBaHHS BaTiTHUM i HEMa€ SBHOI KOPUCTI IPUIOMY NTiMif03HMKYBaJIbHUX NIpenaparTiB IIif yac
BaritHocTi. Ockinbku iHribiTopu 'MI-KoA-penykTa3u 3HUKYIOTh CUHTE3 XOJIECTEPUHY Ta, MOXKJIUBO,
CHHTe3 iHmKX 6i0JI0TiYHO aKTMBHMX PEYOBHUH, SKi € IOXiIHUMH X0JIeCTepuHy, JlinpuMap® Moxe
IIKiJJIMBO BIIMBATH Ha Iuiif. [Ipuitom mpenaparty JlimpuMap® CIIif IPANMHNATH, SK TiTbKK
BCTaAHOBJIEHA BaTiTHICTD (OuB. po3min «IIpoTuoKa3aHHI»).

Po3paxyHKoBHUi1 (POHOBUY PHU3UK 3HAUYHUX BPOAKEHUX MallbpopMallid Ta BUKUIHIB [AJI BKa3aHOL
nomnynAlil HeBimoMuii. Y 3aranbHiit nmomynsiii CIIA po3paxyHKoBuYM HOHOBUM PU3UK 3HAYHUX
BPOIXKEHUX MalbGopMalliil Ta BUKUOHIB MIPY KITiHIYHO BU3HAHUX BaTiTHOCTSAX CTAaHOBUTH 2-4 % Ta
15-20 % BigmoBigHO.

Konmpauenuis

J'IianMap® MOXKe 3aBaBaTy LIKOOU IIJIOAY IIPU 3aCTOCYBaHHI BariTHOW XiHKO010. 2KiHKHU
PENPOAYKTUBHOTO BiKy MaiOTh OyTH poiH(opMoBaHi Ipo HeoOXigHICTh epeKTUBHOI KOHTPALEil mif
4ac JIiKyBaHHS I[UM IIpernapaToM.

Kniniuni mani

O6MmexeHi ony0miKoBaHi maHi oOcepBallifHUX NOCIiIXKeHb, MeTaaHaIi3iB Ta KITiHIYHUX
BUTAJKIB IIOOO0 3aCTOCYBaHHS aTOPBAaCTaTUHY KaJblil0 He TTOKa3a/lH MiABUIIEHOTO PU3UKY
BUHUKHEHHSI CEPHO3HUX BPOAKEHUX Manb(opMalliil 94 BUKUIHIB.

Hagxomunu pifgkicHi moBimoMIIeHHS PO BPOMAXKEHI aHOMaUtil micis BHYTPIIHbOYTPOOHOI
ekcro3utii inmux inribitopiB 'MI'-KoA-pengykrasu. [IpocnekTHBHE CIIOCTEPEXKEHHS
npu6nu3Ho 100 BuMaAKiB BariTHOCTEH y XKiHOK, SKi JIIKyBaJIMCS CUMBaCTaTUHOM YU
JIOBaCTaTHHOM, IT0OKAa3aJso, [0 YaCTOTa BUMAKIB BPOAXKEHUX aHOMaJliil IIJI0fia, BUKUOHIB Ta
BHYTPIITHLOYTPOOHUX CMePTe#/MepTBOHAPOIKEHD He TTepeBUIIyBajla YaCTOTH, OYiKyBaHOI
[JIS 3arajibHOI momynsnil. KinbKicTh BUIIaAKIB € JOCTATHHOIO, 100 BUKITIOUUTH = 3—4-KpaTHe
MigBUINEHHS BPOAKEHUX aHOMAaTiil PO3BUTKY IIJIOJa IOPIiBHAHO 3 (JOHOBOIO YacTOTOM. Y 89 %
BariTHUX, 3a SKAMH BeNIU IIPOCIEKTUBHE CIIOCTEePEkKEHHS, JIIKyBaHHS IIperapaToM
PO3MOYMHAJIOCA OO BariTHOCTI Ta IPUIUHAJIOCA IIif Yac | TpuMecTpy Miciisa BUSABIEHHSA
BariTHOCTI.

ITepiod 200ysaHHA 2pydoio



Hil‘IpI/IMap® IIPOTUIIOKa3aHUH TiJ Yac rofyBaHHS rPyaao. BigcyTHs indopmalis Ipo BIIKUB
IpernapaTy Ha AUTHHY, Ky FOAYIOTh TPYAA0, YU Ha JTaKTalito. HeBimomo, 41 MpPOHMKAE aTOpBaCTaTUH
y TPyAHE MOJIOKO, OgHaK OyJI0 MoKa3aHo, 110 iHMKK TiKapChKui 3acib 1bOro Kacy MOTPaIIse y
TrpyAHe MOJIOKO; aTOpBaCTaTUH MPUCYTHIN y MOJIOL] ITypiB. OCKIiJIbKY CTaTUHY MOTEHIIMHO 30aTHi
CIIPUYMHUTH CEpPHO3Hi HeOaxkaHi peakllii y HEMOBIIAT, SKi 3HaXOASATHCS Ha TPYIHOMY TOflyBaHHi,
JKiHKaM, 5IKi MoTpeOyIoTh JTiKyBaHHS IIpenapaToM Hinpnmap®, He CJIifi TOAyBaTU rpyAanio (OUB. pO3Min
«IIpoTunoka3aHHsg»).

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom adoo
iHwumMu mexaHizmamu.

3mificHIOE oyKe He3HAaYHUM BIUIMB Ha IIBUAKICTh peakllil Imifl 4yac KepyBaHHS aBTOTPAHCIIOPTOM abo
iHMMMU MexaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

I'inepainidemis i 3miwaHa oucainioemis

PekoMeH[I0BaHa [109aTKOBa 03a npenapaty Jlinpumap® crasosuts 10 a6o 20 mMr 1 pas3 Ha
noOy. s maiieHTiB, gKi moTpeOyioTh 3HaYHOTO 3HUKEHHS PiBHSA xonectepuny JITTHII]
(6inpm HiX Ha 45 %), Teparis Moxe OyTH po3moydaTa i3 go3yBaHHS 40 Mr 1 pa3 Ha go0y.
Ilo3oBuii miana3oH npenapaty JlinpuMap® 3HaXomUTLCS Vv Mexkax Bif 10 mo 80 mr 1 pas Ha
noOy. [IpenapaT MOXHa MpUIMaTH Pa30BOI0 N030I0 y Oy[b-sKi TONUHY Ta HE3aleXKHO Bif
npuioMy ixi. [To4aTKOBY Ta MiATPUMYyI04i 1034 npenaparty JlinpuMap® ciif migGupaTu
iHOMBigyanbHO, 3aJIe2KHO Biff MeTH JIiKyBaHHS Ta Bigmosifi. ITicns modaTKy niKyBaHHS Ta/ab0
MiCJI TUTPYBaHHs NO3K Hpenapaty JlimpuMap® CiIif IpoaHasi3yBaTH PiBHI JMifiB IPOTAroM
mepiony Bif 2 00 4 TUXKHIB Ta BIATIOBIGHUM YMHOM BiTKOPUTYBaTHU HO3Y.

I'emepo3uz2omHa cimeliHa 2inepxosecmepuHemis y nauieHmie dumsvozo siky (8ikom 8i0 10 0o
17 pokis)

PekoMeHI0BaHa II0YATKOBA [03a npenapaty Jlinpumap® craHoBUTh 10 Mr/no6y, 3BM4YaiiHui Hiala3oH
mo3 ctaHoBUTh Bim 10 mo 20 Mr mepopasibHO OOUH pa3 Ha mo0y. [o3u mpemnaparTy Cilif migbupaTu
iHOUBiAyasIbHO, BIATIOBIAHO OO METH JIiKyBaHHSA. KOpUT'yBaHHS [O3U CJIif IPOBOAUTH 3 iHTEPBaIoOM

4 tuxHi abo Ginblie.

T'oMo3u20mHa cimeliHa 2inepxosiecmepuHemis

Ilo3a npenaparty JlinpuMap® A7 NaI[i€HTiB 3 TOMO3UTOTHOIO CiMEHHOI0
rimepxosectepuHeMieio cTaHOBUTD Bil 10 o 80 Mr Ha mo0y. Jlinpumap® cmif
BUKOPHCTOBYBATHU K JOIIOBHEHHS [0 IHIIUX TiMOMIMiAeMiYHNX METOMIB TiKyBaHHS
(manpuknap, adeped JITTHII) abo skiio rinomnimifeMidyHi METOAM TiKyBaHHS HEIOCTYIIHI.

O0HouacHa zinosinidemiuHa mepanis

JlinpuMap® MOXHA 3aCTOCOBYBATH 3 CEKBECTPAHTAMMU XKOBYHMX KKCIOT. KoMObiHaIi0
inriditopis I'MI'-KoA-penykTa3u (cTaTuHiB) Ta ¢ibpatiB ciif 3arajoM npu3HadaTy 3



o0epexHicTIO (AUB. po3ainu «Oco0IUBOCTI 3aCTOCYBaHHA», «B3aemoia 3 iHIIUMHU
JMiKapChKUMU 3aco0aMu Ta iHII BUOYM B3aEMOii»).

[lo3yeaHHA 015 nauieHmis 3 NOpyweHHAM GYHKUil HUPOK

3axXBOPIOBaHHS HUPOK He BIIJIMBAE Hi Ha KOHIIEHTpAIlil Y MJIa3Mi KPOBIi, Hi Ha 3HUKEHHS PiBHSA
xonectepuny JITTHIII mpu 3acTocyBaHHi npenapary Jlinpumap®; 0TXe, KOPUTYBaHHS HO3K
Ipernapary [Jid Ialli€HTiB 3 MopyleHHIM (QYHKIIil HUPOK He MOoTpi0He (OUB. pO3Minu
«OcobIMBOCTI 3aCTOCYBaHHA», «PapMaKOKiHETHKA»).

Llo3ysanHA 014 nayienmis, AKI NpuliMarmMsb YWUKAOCNOPUH, KAAPUMPOMIUUH, IMPAKOHA301,
snemepmogip abo neeHi iHzibimopu npomeas

Crif yHUKATH JiKyBaHHSA penapaToM Jlinpumap® Halie€HTaM, SKi IpPUIMa0Th UKIOCIOPHH a60
inribiTop nportea3u BIJI TunmpaHaBip puToHAaBip, abo iHTiOGiTOP IpoTeas3u Bipycy rematuty C
reKanpesip mibpeHTacsip, abo J1eTEPMOBIp IPU OAHOYACHOMY 3aCTOCYBaHHi 3 IUKIOCIIOPUHOM.
IMamienTtam 3 BIJI, siKi mpuiiMaoTh JIOMiHaBip puTOHaBip, Jlinpumap® CIlif 3aCTOCOBYBATH
HaWHMKYIA HeoOXimHiM mo3i. [TamienTam, SIKi IpuiMaroTh KJIapUTPOMIIIUH, iTpaKOHa301, enbacsip
rpa3omnpesip, abo marientam 3 BIJI, ski mpuiimaioTh KoMGiHallil cakBiHaBip pUTOHABIpP, HapyHaBip
puToHaBip, hocamnpeHasip, pocamnpeHaBip puToHaBip abo 1eTepPMOBip TepaleBTUYHY HO3Yy
npenaparty Jlinpumap® ciin o6Mexuty 20 MT, @ TAKOK PEKOMEHAYETHCS IPOBOMUTH HaleXKHi
KJTiHiuHi 00CcTexkeHHS AJis 3a0e3MeYeHHs 3aCTOCYBaHHS HalMeHI0l HeoOXiIHOI 103U IIpenapaTy
Jlinpumap®. [arieHTaM, SKi IpuiMarTh iHriGiTop mpoTteasu BIJI Hendinasip, TiKyBaHHS IpenapaToM
Jlinpumap® crif 06MexuTH 003010 [0 40 Mr (AuB. Po3ainy «OCOGIMBOCTI 3aCTOCYBAHHS» Ta
«B3aeMopmis 3 iHIMIMMH JTiKapChbKUMHK 3aC00aMM Ta iHII BUAM B3aEMOIii»).

Himu.
I'emepo3u20mHa cimeliHa 2inepxosecmepuHemis

Besneka Ta eeKTUBHICTL 3aCTOCYBaHHS Ipenaparty JlinpuMmap® BCTaHOBIIEH] [I71d [iTel
BiKOM Bif 10 mo 17 poKiB 3 reTEpO3UT0THO CIMEWHOIO IilepX0jIeCTEPUHEMIEIO K
OOTIOBHEHHS [0 OIE€THU [JIS 3HUKEHHS 3arajibHOro0 Xomectepuny, pius JITIHII ta piBHSA
arnoJinonpoTeiny B, Konu micins afeKBaTHOI cIpo0u OieTOTepallii BigMi4alOThC:

. xonectepus JITTHIT = 190 mr/on (4,91 mmorns/n) a6o
. xonectepuH JIITHII = 160 mr/on (4,14 mmons/n) i
0 y ciMeiiHOMY aHaMHe3i HasiBHa CiMelHa rinepxojiecTepuHeMisi abo paHHi cepIieBo-

CYOUHHI 3aXBOPIOBaHHSA Y POOUYIB IepuIoro abo Apyroro cTymeHs abo

0 IIPUCYTHI OBa abo OimnbIne iHII (haKTOpU PU3UKY CEPIIEBO-CYAMHHUX 3aXBOPIOBaHb.

[Toka3aHHS [JIg 3aCTOCYBaHHS MpenapaTy Jlinpumap® HiITBepaKeHe Ha OCHOBI JOCITioXKEeHb:

[Tnane6o-KOHTPOJIbOBaHe KITiHiYHE OOCHiIXKEeHHS TPUBAIICTIO 6 Mics1IiB 3a y4acTio 187



XJIOILIB Ta AiBYAT Iic/sA I04YaTKy MeHcTpyanii BikoM Big 10 mo 17 pokis. [lamienTy, ki
OTPUMYBaJIH JIiKyBaHHs mpernapaToM Jlinpumap® y mo3i 10 Mr a6o 20 Mr mofHs, Maau 3aranoM
nofi6HMM npodinb HebaXkKaHUX peakllii 40 TAKOro y Malli€HTiB, IKi OTpUMyBasu mnaane6o. Y upomy
BY3bKOMY KOHTPOJIbOBAHOMY JIOC)'IiJZ[}KeHHi HE 6}7J'IO BHUSBJIEHO 3HAYYIIOT'O BIIJIMBY IIPEIIaPATy Ha piCT
a6o craTeBe [03piBaHHA XJIONIIB a0 HA TPUBATICTh MEHCTPYaIbHOTO LIUKIIY V HgiBUar.

TpupiuHe BiIKpUTe HEKOHTPOJIbOBaHE NOCIIAKEHHS 3a y4acTio 163 mitent BikoM Big 10
no 15 poKiB 3 TeTepO3UTrOTHOIO CiIMENHOIO TillepX0JIeCTePUHEMIEIO, IS IKUX Mifg0upanu K03y
[J11 MOCSAATHEHHS LiboBOro piBHSA xonectepuny JITTHII < 130 mr/gn (3,36 MMOIb/1).
Besneka Ta eGeKTUBHICTL 3aCTOCYBaHHSA npenapary JlinpuMap® IpH 3HUXEHHI X0JIeCTEPUHY
JITTHIII, gk mpaBuiio, BIANIOBiAAOTh MOKa3HUKaM, IKi CIIOCTEPIraJaucs y OPOCIIUX Malli€HTIB,
He3BaXkalouu Ha 00MeXeHHS IJIaHy HEKOHTPOJIbOBAHOT'O JOCITiIXKEeHHS.

HeoOximHa KOHCYNbTallig AiBYAT IiCJIg IOYAaTKy MEHCTPYaIlifl 1010 KOHTPAIIEMIlil, KO 11e
INOPEYHO [JId MallieHTa.

I 0BrocTpoKOBOi epeKTHBHOCTI Tepailii mpenaparoM Jlinpumap®, PO3M0YaTOl B UTHHCTBI s
3MEHIIEHHS 3aXBOPIOBAHOCTI Ta CMEPTHOCTI Y HOPOCIIOMY Billi, HE BCTAHOBJIEHO.

Besneka Ta eheKTUBHICTE Tepalii mpenapaToM Jlinpumap® He BCTAaHOBIEHA IS HiTeH BiKOM
10 10 poKiB 3 TeTEPO3UTOTHO CIMENHOIO Tilepx0oJieCTEPUHEMIELO.

I'omo3uz2omHa cimetiHa 2inepxoiecmepuHemMis

KniniuyHa eekTUBHICTD Ipenaparty y go3ax no 80 mr/mo6y mpoTsrom 1 poky Oyia oliHeHa y
HEKOHTPOJIbOBAHOMY [OCIIiI>KEeHHI y IaI[ileHTiB 3 TOMO3UTOTHOI CIMEMHO0
rimepxoJiecCTepUHEMIEI0, MO SIKOT0 OYJI0 BKIIIOUEHO 8 miTel.

Ilepedo3yeanHns.

CnenudigHoro niKyBaHHA Iepefo3yBaHHs npenapaToM Jlimpumap® HeMae. YV pasi nepemo3yBaHHSA
nallieHTa CJIif JTiKyBaTH CHMIITOMAaTUYHO Ta IIPY HeOOXiMHOCTI 3aCTOCOBYBATH MiATPUMYIOUi 3aX0u.
Yepe3 BUCOKUIM CTYIIiHb 3B’sI3yBaHHS IIpernapary 3 6inkaMu Iyla3Mu He CJIiff 04iKyBaTH 3HAYHOTO
TMifICUIeHHs KipeHcy npenaparty Jlinpumap® 3a JOIOMOTr0I0 TeMOofiami3y.

ITo6iuni peakuii.

Y 3B’SI3Ky 3 TUM, 1110 KJTiHiYHI JOCTiAXKEeHHS IPOBOASATLCS B YMOBAX, K1 KONUBAIOTHCS Y IMUPOKUX
MeXax, YaCTOTY BUHUKHEeHHs He0axkaHUX peakllill, 1110 CIIOCTEePiralThCs i Yac KITiHiYHIX
IOCTiIKeHb JTIKapChbKOT0 3aco0y, He MOXKHa 6e31ocepeqHbo MOPiBHIOBATH 3 IIOKa3HUKAMH,
OTPUMaHKMH TIiJ] Yac KJIiHiYHUX JOCIifIKeHb iHIIIOT0 MperapaTy, Ta BOHA MOXYTh He BifoOpaxkaTu
IIOKA3HUKU YaCTOTH, 110 CIIOCTEPITaEThCA y MPAKTHULIL.

Y 6a3i maHux mIane60-KOHTPOIbOBAHOT0 KIIiHIYHOTO HOCTiAXKeHH npenapary Jlinpumap®
ceper 16066 manienTis (8755 orpumysanu JlinpuMap® Ta 7311 oTpuMyBany miane6o;
BikoBu# miama3oH 10-93 poku, 39 % xkiHok, 91 % eBponeoimHol pacu, 3 % HErpoimgHOI pacH,
2 % MoHTO0n0IgHO1 pacH, 4 % iHiIi) 3 MefiaHOIO TiKyBaHHS, II0 CTaHOBUJA 53 THXHI, 9,7 %



NalieHTiB, gKi orpumysanu Jlinpumap®, Ta 9,5 % malieHTiB, AKi OTpUMyBaX IIaneso,
IPUIIMHUIIY 3aCTOCYBaHHS ITpelapaTty yepe3 HebaxkaHi peakllii, He3a/Ie3XHO Bifl IPUUYUHHOTO
3B’93KYy 3 IpemnapartoM. [1’siTh HauOinbII MoMIMpeHX HebakaHUX PeakIlill y MallieHTiB, SKi
OTPUMYBaJIHX JIiKyBaHHs mpernapaToM JlinpumMap®, 0 IPU3BOMUIIY 0 IPUIMHEHHS
3aCTOCYBaHHS IIpenapaTy Ta TPAIJISIuCsS 3 4aCTOTOI0, BUIIOI0, HiX y rpymi mianedo, 0ynu:
mianrig (0,7 %), miapes (0,5 %), Hynota (0,4 %), migBUILIEHHS PiBHS
ana”inaminoTpaucdepasu (AJIT) (0,4 %) Ta neuinkoBux pepmeHTiB (0,4 %).

V marienTiB, SKi OTpUMyBaJIH JiKyBaHHS IpenaparoM Jlinpumap® y miame6o-
KOHTPOJILOBAHUX MOCITiIXKeHHIX (n=8755), Hal4acTile crnocTepiranucs Taki HebaxaHi
peakuii (yacTtoTa Bunagkis 2 % abo Oinblile Ta Bullle, HiXK y rpymni nnane6o), He3anexkHo Bif
IPUYUHHOTO 3B’s13Ky: Ha3odapuHrit (8,3 %), apTpanris (6,9 %), miapes (6,8 %), 6inb y
KiHiiBkax (6,0 %) Ta indexkiiis ceyoBuBigHUX minsaxis (5,7 %).

Y tabmuni 4 migcyMoBY€eThCS YaCcTOTa KTiHIYHUX HeOakaHUX peaklliil, He3alexXHO Bif TPUUUHHOTO
3B’sI3KYy, 3apEECTPOBAHUX Y 2 % malieHTiB abo GinbIlle Ta 3 4aCTOTOIO, BUINOI0, HiX y rpymi miamebo, y
IallleHTiB, SKi OTPUMYyBaJIH JIIKyBaHHS IIperapaToM HinI/IMap® (n=8755), 3a mangumu 17 nnauedo-
KOHTPOJIbOBAHUX HOCTiIKEHE.

Tabmnuig 6

Kniniyni HeGaxkaHi peakiii, 1o BUHUKaMM ¥ 2 % MallieHTiB Ta Oinblle, IKi OTpUMYyBaiu JTiKyBaHHS
Oymb-sIKOI0 03010 IIpernapary JlinpuMap®, Ta 3 9aCTOTO0, BUIIOI0, HixK y rpymi mnaie6o, He3anexKHO
Biff IPUUUHHOTO 3B’53KY (% MAaIli€HTiB).

Bynp-sika

HeGaxana peakis* 1032 10 mMr 20 Mr 40 mr 80 Mr [Tnamebo
N=8755 N=3908 N=188 N=604N=4055 N=7311
HazodapuHrit 8,3 12,9 5,3 7 4,2 8,2
Aptparnris 6,9 8,9 11,7 10,6 4,3 6,5
Iiapes 6,8 7,3 6,4 14,1 5,2 6,3
Binp y KiHLiBKax 6 8,5 3,7 9,3 3,1 5,9
IH(l)eK.I_IlH Ce4Y0BUBIOHUX 5,7 6,9 6,4 8 41 5.6
IIISAXiB
Iucnencis 4,7 5,9 3,2 6 3,3 4,3
Hypora 4 3,7 3,7 7,1 3,8 3,5
M’a30Bo-ckeneTHu# 0inp 3,8 5,2 3,2 51 2,3 3,6
M’s130Bi cia3Mu 3,6 4,6 4,8 5,1 2,4 3
Mianrisa 3,5 3,6 5,9 8,4 2,7 3,1
Be3conns 3 2,8 1,1 5,3 2,8 2,9
®apuHTOMapUHTeaIbHUN 23 3.9 1.6 2.8 0,7 21

Oine

* HebaxkaHa peakuis > 2 % y Oynmb-sikiit go3i 6inblne, Hix y rpymi miamne6o

o inmux HeOaxXaHUX pPeaklIlii, Mpo SKi MOBiMOMIISIOCS Iif Yac maleb0-KOHTPOIbOBAaHUX
OOCIiIXKeHb, Ha/lleXKaTh:

3a2a/bHi NOPYWeHHA: BITUYTTA HE3OYXKaHHA, IIPEKCid;

3 60Ky mpasHoi cucmemu: MTYHKOBO-KUIIKOBUY JUCKOM(DOPT, BigpUKKa, METEOPU3M,



TeIlaTUuT, X0JIeCTas;

3 BOKY CKenemHo-m’ 130801 cucmemu: M’ sI30BO-CKeJIeTHUH Oib, migBHUINleHa BTOMIIOBAHICTh
M’s3iB, 0inb y mmi, HabpsgKaHHA cyrio06iB, TeHOWHOIATIA (iHOOI yCK/TagHEHA PO3PUBOM
CYXOXKHUIIIA);

3 6oky memaboai3mMy ma xapuyeaHHs: MABUIIEHHS TpaHCaMiHa3, BiOXUJIEHHS Bil HOPMU
GyHKITIOHaTbHUX TPO0 MeYiHKY, MigBUIEHHS PiBHA IyXKHOI ¢pocdaTa3u B KPOBi, MigBUIIEHHS
aKTUBHOCTI KpeaTuH(OCPOKiHa3y, rinepriikemis;

3 boky Hepeogoi cucmemu: KOIIMapHi CHOBUMIHHS;

3 60Ky OuxasnbHOi cucmemMu: HOCOBa KPOBOTEYQ;

3 60Ky wKipu ma ii npudamkie: KPOIIUB’ THKA;

3 60Ky opaaHie 30py: HEUiTKiCTh 30PYy, OPYIIEHHS 30pY;

3 60Ky opeaaHie c/ayxy ma pigHosazu: IIyM y ByXaX;

3 6OKy cewocmamesoi cucmemu: JTEAKOLUTOYPis;

3 60Ky penpodyKmugHOi cucmemu ma MO/04YHUX 3d/103: TIHEKOMACTis.

YacToTy BUHMKHEHHS MOOIYHMX peakllid BU3HayalIu TaKuM 4uHOM: 4acto (> 1/100, < 1/10); HedacTo
(> 1/1000, < 1/100); pigkicsui (> 1/10000, < 1/1000); rap3BuyaitHo pigkicHi (< 1/10000).

ITopyweHHsA pyHKUII Hep8o8oi cucmeMu: 4acTo: ToJI0BHUY 0ilb; HEYACTO: 3allaMOPOYEHHS,
rapecTesis, rinecTesisd, QUCTreB3isd, aMHe3is; pigkicHi: nepudepuyHi HeHpomaTii.

ITopyweHHsA pYHKUIT WAYHKOBO-KUWKOB020 MPpAKMYy: 4aCTO: 3aIll0p; HeYacTO: ITaHKPeaTHT,
OJII0BaHHSA.

ITopyweHHs pyHKUiT CKesemHOo-M’ 30801 cucmeMu ma cnoay4YHoi mKaHuHU: 4acto: 6inb y
cyrnobax, 0inb y ciuHi; pipkicHi: miomartist, Mio3uT, paGmomiosis.

3ae2anvbHi NOPYWeHHA: HedacCTo: acTeHis, 6inb y Tpynsax, nepudepruyHi HaOPSKM, CTOMITIOBAHICTb.

ITopyweHHs memaboaiamy ma xapuy8aHHA: HEYACTO: TIilOTJIiKeMist, 30iIbIIeHHST MaCcH Tifa,
aHOPEKCis.

ITopyweHHA pYHKUII NeYiHKU ma HO0BYHO20 MiXypd: Haf3BUYAWHO PioKicHi: TeYiHKOBa
HEOOCTaTHICTE.

ITopyweHHs 3 60Ky WKipu ma cnoAy4YHOi MKAHUHU: HEYACTO: MKipHi BUCHUIIaHHS, CBEPOixXK,
anomnelis; pifKicHi: aHTi0OHEBPOTUYHMM HAOPSK, OYTbO3HUY JepPMATHUT (Y TOMY YHUCITi MyIbTH(HOPMHA
epuTeMa), cuampoM CriBeHca — J[[2)KOHCOHA Ta TOKCUYHUM ellifepMallbHUN HEKPOJTi3.

Posnadu duxanvHoi cucmemu, opaaHie 2py0Hoi KaimKu ma cepedoCcmiHHs: 4acTi: Oinb y
TOpJIi Ta ropTaHi.



Po3nadu cucmemu Kposi ma AiMpamuyHoi cucmeMu: PigkicHi: TPOMOOIMTOMEHiS.
Po3nadu iMyHHOI cucmeMu: 49acTo: alepriyui peakiii; Hag3BUYaNHO pifKicHI: aHadimakcis.
Po3nadu opeaHis 30py: He4acTo: 3aTyMaHEHHS 30Dy .

3MmiHu pe3ysabmamis 1abopamopHuUX adHAAi3i8: YaCTO: BIGXUIEHHS Pe3yIbTaTiB
GyHKITIOHaTbHUX TPO0 MediHKY, MigBUIIeHHS aKTUBHOCTI KpeaTuH(ocdokiHa3u KpoBi;
HevacTo: IO3UTUBHUY pe3ysbTaT aHali3y Ha BMICT JIEMKOLUTIB Y Ceyi.

4k i mpu 3acTtocyBaHHi iHmux iHribitopie 'MI'-KoA-penykrasu, y nalieHTiB, sSKi mpuimManu
aTOpBaCTaTHH, CIIOCTEpPIraau MigBUIIEeHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKU KPoOBi. i
3MiHU 3a3BU4a Oyau cnabKo BUpakKeHUMU, TUMYaCOBAMHU Ta He NOoTpedyBaiu BTPy4YaHHS
abo nikyBaHHsA. KniHiYHO 3Ha4yllle MiABUINEHHS aKTUBHOCTI TpaHCaMiHa3 CHPOBATKM KPOBi
(mepeBUIlleHHS BEPXHbO1 MexkKi HOpMHU OinbIl HiXK y 3 pa3u) croctepiranu y 0,8 % mallieHTis,
SIKi TpUMManyu aTopBacTaTyH. Lle migBUIIeHHS MaJio D0303aJIeKHUN XapakTep Ta 0yIo
00OPOTHUM Y BCiX IAIli€HTIB.

Y 2,5 % nauieHTiB, gKi IpuMasy aTopBacTaTUH, CIIOCTEPIrany 3pOCTaHHSA aKTUBHOCTI
KpeaTUHKiIHa3u CHPOBATKHU KPOBI, 1110 OiNbII HiXK y 3 pa3u nepeBulllyBajla BEpXHIO MeXy HopMu. Lle
306iraeThcs 3i CIOCTepeKeHHSIMH IIPH 3aCTOCYBaHHi iHmuX iHri6iTopiB [MI-KoA-penyKTa3u y xopmi
K/IiHIYHUX gocrigxeHs. Y 0,4 % mnauieHTiB, SKi OTpUMyBaJid aTOPBaCTaTUH, CIIOCTEPIraaucs PiBHI, 110
IIepeBUIIyBaid BEPXHIO MeXy HopMu Oinbin Hixk y 10 pasis.

[ToGiyHi peakiii, AKi BUHUKIIY i Yac KIIiHIYHAX OOCTigXKeHb: iH(DeKI1lis CeHOBUBITHOTO TPaAKTY,
IIyKpOBUii fiabeT, iHCYTbT.

Y mocnigxenHi ASCOT (Anglo-Scandinavian Cardiac Outcomes Trial), sike Bkmtogano 10305
y4acHUKIB (BikoBu# miama30H 40-80 pokis, 19 % xkiHOK; 94,6 % mpeacTaBHUKIB €EBPOIIEOITHOL
pacH, 2,6 % mpeacTaBHUKIB HerpoigHol pacy, 1,5 % miBaeHHO0-a3ilChKOTO MOXOIXKEHHS Ta

1,3 % 3MimaHOro MOXOAKEHHS/IHIINX), IKi OTPUMYBAJIH JIIKyBaHHS IIperapaToM HinHMap®

y mo3i 10 mr mopenHo (n=5 168) abo nnauebdo (n=>5 137), npodins 6e3nexu Ta
TIIEPeHOCHMOCTI IIpernapaTy y HallieHTiB, dKi oTpuMyBau Jlinpumap®, 6yB IOpiBHIOBAHUM 3
TAKUM Y Tpymi mnanebo BIPOAOBXK Mepioay MOgablIioro CIIOCTEPeXKEeHHS 3 Me[liaHOI0
TpUBasoCTi 3,3 POKY.

Y nmocnigxenni CARDS (Collaborative Atorvastatin Diabetes Study), sike Bkntogano 2838 nauieHTiB (y
BikoBOMY pmiama3oHi 39-77 pokiB, 32 % XiHoK; 94,3 % mpencTaBHUKIB €BpomeoifHoi pacy, 2,4 %
IiBOEHHO0-a31iChKOr0 MOX0XKeHH, 2,3 % adpo-KapuOCLKOTro MOXOAXKeHHS Ta 1 % iHIMNX) 3 I[yKPOBUM
mia6erom II Tumy, sKi OTpUMyBaiM JIiKyBaHHs IpenaparoM JlimpuMap® y mo3i 10 Mr Ha moGy

(n=1 428) abo nnauebo (n=1 410), He crmocTepiramocs XKOIHOI Pi3HUII Y 3arabHil YacTOTi
HebOakaHUX peakiliii abo cepiio3Hux HeOaxkaHUX peaklliii MiXK rpyrnamMu JiKyBaHHS BIIPOMOBXK Iepiomy
TIOJIaJIbIIIOTO CIIOCTEPEXKEHHS 3 MefliaHo0 TpuBanocTi 3,9 poky. [Ipo xKomHi Bunagky pabooMionisy He
IIOBiIOMIISIIIOCS.

Y nocnigxenni TNT (Treating to New Targets Study), ske Bkmtodano 10001 maigienTa
(BikoBu# miama3oH 29-78 pokiB, 19 % xkiHok; 94,1 % mpencTaBHUKIB €BPOIEOITHOI pacH,
2,9 % mpencTaBHUKIB HerpoimHoi pacH, 1,0 % mpencTaBHUKIB MOHTOJOIgHOI pacu Ta 2,0 %
iHIINX) 3 KJIiHIYHO BUPaXKeHO0 iMeMigyHOoI0 XBOPo0O0I0 cepld, IKi oTpuMyBanu Jlimpumap® y
no3i 10 mr Ha go6y (n=5006) a6o Jlimpumap® y mo3i 80 mMr Ha go6y (n=4995),



crocTtepiranucs OinbIl ceprio3Hi HebaXkaHi peakllii Ta BUMTaAKU IPUIIMHEHHS 3aCTOCyBaHHSA
mpernaparty yepe3 HebOaxkaHi peakiiil y IpyIIi MaIllieHTiB, SKi OTPUMYBalIu BUCOKIi 031
artopBacTtaTtugy (92, 1,8 %; 497, 9,9 % BignmoBigHO), TOPIBHSIHO 3 I'PYIIOI0 MAI€HTIB, SKi
OTpPUMYyBaJi HU3bKI f03U npenaparty (69, 1,4 %; 404, 8,1 % BiOnoBigHO), BIPOJOBXK MEPiOAY
IIOJAaIbIIOro CIIOCTEPEXEHH 3 MejlaH0k0 TpUBaiocTi 4,9 poky. CTiliKi MiABUILIEHHSA PiBHSI
TpaHcaMiHa3 (y 3 pa3u abo GinbIlle BuUIlle BEPXHbOI MeXKi HOpMH, ABidi BIpogoBxk 4—10 OHiB)
croctepiranucs y 62 (1,3 %) ocib, siki orpuMyBanu atropBacTaTuH y f03i 80 mrtay 9 (0,2 %)
ocib, sKi oTpuMyBanu aTopBacTatul y 0o3i 10 mr. ITimpuments piBHiB KK (y 10 pasis abo
Oinblle BUIIE BEPXHbOI MeXKi HOPMaAJIbHOTO Mialla30HY) OyIu 3araaoM HU3LKHUMHU, ajie OyIu
BUILMMHU Y TPYII IAI[ieHTIB, SKi OTPUMYyBaJid BUCOKI 703U aTopBacTtaTtuny (13, 0,3 %),
IIOPiBHSHO 3 T'PYIIO0 MAIliEHTIB, [0 OTPUMYBaIu HU3BKI 003U aTopBacTtaTuny (6, 0,1 %).

Y nocnipxenHni IDEAL (Incremental Decrease in Endpoints through Aggressive Lipid
Lowering Study), ake Bkmouano 8888 marienTis (y BikoBoMy miama3oHi 26—80 pokis, 19 %
XKiHOoK; 99,3 % mpencTaBHUKIB €BponeoigHol pac, 0,4 % mpeacTaBHUKIB MOHTOJIOIIHOI pacH,
0,3 % mpencTaBHUKIB HerpoigHol pacu Ta 0,04 % inmmux), ki orpumyBanu Jlinpumap® y mosi
80 mr/mo0y (n=4439) abo cumBacTaTuH y mo3i 20-40 mMr Ha goby (n=4449), He
cIlocTepiranaocs x)KO0MHOI BiIMiHHOCTI ¥ 3arajibHiil 4acTOTi HeOaxkaHUX peakiliii abo
cepio3Hux HebaKaHUX pPeaklliil MiXK rpynaMu JiKyBaHHS BIIPOOOBXK MePioy MOaanbIIoro
CIIOCTEPEKEHHS 3 MeiaHOI0 TPHUBAJIOCTI 4,8 POKy.

Y nocnigxenni SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol Levels),
sKe BKo4ano 4731 narienTa (BikoBuu miama3oH 21-92 poku, 40 % xinok; 93,3 %
IIpefCTaBHUKIB eBponeoigHoi pacH, 3,0 % mpeacTaBHUKIB HerpoigHoi pacu, 0,6 %
IIpeICTaBHUKIB MOHTOJI0inHOI pacu Ta 3,1 % iHmwux) 6e3 KITiHiYHO BUPaXKeHOi irmeMiyHol
XBOPOOU ceplid, aje 3 HasBHICTIO B aHaMHe3i iHCy/IbTy a00 TPaH3UTOPHOI illIeMiYHOl aTaKu
(TIA) mpoTAroM momepefHix 6 Micsmis, aki orpuMysany Jlimpumap® y mo3i 80 mr (n=2365)
abo nnanebo (n=2366), yIpomoBXK mepiofy MOOaiblIoro CIIOCTEPEXKEHHS 3 MeliaHOI0
TPUBAJIOCTI 4,9 POKY CIoCcTepiraaacs BUIlla YaCTOTa BUIIAAKIB CTIMKOTO MiABUIEHHS PiBHA
IIeYiHKOBUX TpaHcaMiHa3 (y 3 pa3u abo Ginblle BuIlle BePXHbOI MeXKi HOpMHU MIBidi BIPOmoBxK 4-10
[HiB) y TPYTi NaIli€HTiB, 9Ki oTpuMyBanu atopBacTaTtuH (0,9 %), mOpiBHSIHO 3 rpymolo manebo

(0,1 %). Bunagku migBullleHHS PiBHS KpeaTuHKiHa3u (y 10 pa3iB Bullle BepXHbOI MeXi HOpMU) OyIu
pigKiCHMMH, ajie CIIOCTepiraaucs 4acTillle Y TPYIi Nali€HTiB, sKi oTpuMyBanu atopBactaTuH (0,1%),
HiX y rpymni nnare6o (0,0 %). LykpoBuii giabet OyB 3apeecTpoBaHUi sIK HeOaxkaHa peakilis

y 144 nauienTis (6,1 %) rpynu, mo oTpuMyBajia aTopBacTaTuH, Ta y 89 nauieHTis (3,8 %) rpynu
nnamne6o (ouB. po3gin «Oco0MMBOCTI 3aCTOCYBaHHSI»).

IIpu post-hoc anamnisi mpogeMoHCTpoBaHO, o JlinpuMap® y 703i 80 MI 3MeHITyBaB 4acToTy
imemiyHoro incynety (218 3 2365, 9,2 %, npotu 274 3 2366, 11,6 %) Ta nigBuillyBaB 4acTOTy
BUTMAJKIB reMoparigyHoro iHcynbty (55 3 2365, 2,3 %, npotu 33 3 2366, 1,4 %) nOpiBHAHO 3
nnaie6o0. YacToTa BUMAAKIB JIETAaIbHOTO TeMOPariuHoro iHCynbTy Oyia Momi0OHOI0 MiX
rpynamu (17 Bumagkis y rpymi npenaparty Jlinpumap® HOPiBHAHO 3 18 BumagKaMu y TpyIi
nane6o). YacToTa BUMAIKIB HeleTaabHOTO IeMOpPariYHoro iHCyabTy Oyia 3HaYHO BUIIOK0 Y
Tpy1i malieHTiB, SKi OTpUMYyBad aTopBacTaTUH (38 BUIIaAKiB HEJIeTaIbHOTO FeMOpPariyHoro
iHCY/BTY), TOPiBHSHO 3 TPYyIIOI0 myanedo (16 BumaakiB HeleTalbHOT0 TEMOPAriuHoOTo
iHCYyIbTY). BusiBUIOCS, 110 MalliEHTH, SKi BCTYIUIN A0 OOCTiIXKEHHS 3 reMOparivHuM
IHCYJIbTOM B aHaMHe3i, 0OTpUMaJlu NiABUILEHUN PU3UK reMopariynoro iHcynbty (7 (16 %)
Jlinpumap® npotu 2 (4 %) mnamne6o).



3HAUYYIIUX BIIMIHHOCTEM MiX rpynaMu JiKyBaHHS 1IOM0 JIETATbHOCTI 3 YCiX MPUYUH He
criocTepiranocsi: 216 (9,1 %) y rpymi, mo orpuMyBana Jlinpumap® y no3i 80 mr/mno6y, mpotu 211

(8,9 %) y rpymi nmamne6o. YacTuHa Malli€eHTiB, SKi TOMEPJIN Yepe3 CeplieBo-CyIUHHY MaToJIorio, Oyna
YHCeNIbHO MEHIIOK Y TPYIIi MallieHTiB, ki orpuMysanu Jlinpumap® y go3i 80 mr (3,3 %), Hix y rpymi
nnaie6o (4,1 %). YacTuHa malieHTiB, SKi MOMep/u He Yepe3 CeplieBo-CYAUHHY TaToJIoTi0, Oya
YuCeIbHO OINbINOI0 Y TPYIIi MAIliEHTIB, IKi OTPUMYBaIu J'IianMap® y mo3i 80 mr (5,0 %), HiX y rpymi
mnaie6o (4,0 %).

[To6iyni peakiii mig Yac KAIHIYHUX DOCTiAXKeHb 3aCTOCYBAHHS IIpemnapaTy J'IianMap® y OiTeu

[1ig 9ac 26-TuXXHEBOr0 KOHTPOJILOBAHOTO AOCIIIIXKEHHS Y XJIOMLIB Ta y AiBYaT MiC/IsA I0o4aTKy
MEeHCTpyalliil 3 TeTePO3UT0THOI0 CiMerHO0 rinepxonecreprureMieto (y Biui Big 10 mo 17 pokis)
(n = 140, 31 % - xi"o4oi cTaTi; 92 % — NpeacTaBHUKU €BPOIEOINHOI pacH, 1,6 % —
IIpefCTaBHUKY HErpoimHol pacH, 1,6 % — mpengcTaBHUKY MOHTOJIOIOHOI pacu Ta 4,8 % —
IIPeICTaBHUKM iHIINX €THIYHUX T'PYI) Ipodins 6e3meku Ta MepeHOoCUMOCTI IIpernapaTy
Jlinpumap® y mo3i Big 10 Mr o 20 Mr Ha 700y sK JOIOBHEHHS [0 MIiETH I 3HUKEHHS
3arajabHOTO X0JIecTepuHy, piBHS xomectepuny JIITHII Ta piBHs amomimonpoTeiny B 6yB
3arajoMm nomioHuM mo mpodinto miaiebo.

Lloceid nocmpeecmpauitiHo020 3acMOCYBAHHA npenapamy.

[IpoTAroM HOCTPeeCTPaLiiHOr0 3aCTOCYBaHHs npenapaty Jlinpumap® Gynu BUSBIIEHi
HUXYe3a3HaueHi HeOaxaHi peakiii. OCKiIbKY PO IIi PeakxIlii moBimoMIIsI€ThCS Ha JOOPOBiNIbHiM
OCHOBI Bifj IIOTys1Iii HEBiIOMOI YMCEILHOCTI, HE 3aBKAM MOXKHA JOCTOBIpPHO OLIiHUTHU iX 4acTOTy abo
BCTQHOBUTH IIPUUUHHO-HACIIAKOBUM 3B’430K i3 3aCTOCYBaHHAM IIperapary.

Ilo HeGakaHWX Peakliiil, OB’ I3aHMUX i3 MiKyBaHHAM npenapartoM JlinpuMap®,
3apeeCcTpOBaHUX IIiC/Isl BUXOOY IIpernapaTy Ha pUHOK He3aJIeXXHO Bifj OLiHKY IPUYUHHO-
HACJIiIKOBOTO 3B’sI3Ky, HaJjiexXaThb: aHadinakcis, aHTioHeBpOTUYHUM HAOpsK, OyIb03Hi
BUCHUIIAHHSA (y TOMY YHCJIi €eKCyJaTHBHA MyIbTU()OPMHA epUTEMA, CAHIPOM
CriBeHCa—-[];KOHCOHA Ta TOKCUYHUIM emifepManbHUi HEKPOi3), pabmoMionis, Mio3ur,
IiBUIlEHa BTOMJIIOBAHICTh, PO3PUB CYXOXKUILIA, JIeTallbHa Ta HejleTallbHa IIe4iHKOBa
HeOCTaTHICTh, 3allaMOPOYEHHS, fenpecis, nepudepruyHa HeUpomaTis, TaHKPeaTuT Ta
iHTepcTHUllianbHa XBOpo0Oa JIeTEeHb.

Hagxomuny pifgkicHI IOBiIOMJIEHHS IIPO BUIIaAKH IMYHOJIOTIYHO OIIOCEPEAKOBAHO1
HEKPOTH3YI040l Miomarii, MOB’s13aH0] i3 3aCTOCYBaHHIM CTaTHHIB (AuB. po3gin «OcobnuBoCTi
3aCTOCYBaHHS»).

Hapxogunu pigKicHI mocTpeecTpalilHi IOBiIOMJIEHHS [IPO KOTHITUBHI po3jaju (Taki K BTpaTa
nam’sTi, 6e3maM’aTHICTh, aMHE3is, TOPYIIEeHHS IaM’gTi, CITyTaHiCTh CBifoMOCTi), OB’s3aHi i3
3aCTOCYBaHHAM cTaTHHIB. LIi KOTHiITHBHI po3naau OyIu 3apeecTpoBaHi pU 3aCTOCYBaHHi BCixX
CTaTHHIB. 3arajloM BOHU He Hajlexkalld J0 KaTeropii cepito3uux HebaKaHUX peakliiii Ta 6ynu
000pPOTHUMHU TIiCIISI MPUIIMHEHHS IIPUIAOMY CTATHHIB, Masid Pi3HUYU Yac [0 I0YaTKY MposiBy (Bim 1 mHS
[0 KiTbKOX POKiB) Ta 3HUKHEHHS (Me[iaHa TPHUBAJIOCTI CTaHOBUIA 3 TUXKHI).

[Tig yac 3acToCcyBaHHS OeSKUX CTaTUHIB OyIu onucaHi Taki HeGaxaHi siBUIla: po37aj CTaTeBOi
GyHKIIIl; BUHSATKOBI BUNIAZKM iHTEPCTUIiaIbHOI XBOPOOU JIereHiB, 0COOIMBO i Yac JOBIOCTPOKOBOTO
JIiKyBaHHS.



[1ig yac IOCTMapKETUHIOBUX CIIOCTEPEXKEHb MOBIIOMIISAIOCS PO HUXKYe3a3HaveHi mobiuHi peakirii.

IopyweHHs pyHKUiT KpOBOHOCHOT Ma AimpamuyHoi cucmemu: TPOMOOIIUTOIEHiS.

ITopyweHHs pyHKuii imyHHOT cucmemu: anepriyHi peakiril, aHadinakcis (y Tomy 4uci
aHaQimakKTUYHUY II0K).

ITopyweHHs memaboaizmy ma xapuyeaHHs: 30iNbIIEHHST MacH Tina.

ITopyweHHsA pyHKUII Hep8o8oi cucmeMu: TonoBHU 6Ginb, TimecTesis, MTUCTeB3is.

Bynu pipkicHi noBigoMeHHs PO HOBY MOsIBY ab0 3aroCTPEHHS MiaCTeHii I'paBic, BKII04al04d 0YHY
MiacTeHil0, a TaKOXK MOBiOMJIEHHS ITPO PELUIUB IIPH 3aCTOCYBAHHI TOT'0 caMOT0 abo iHIIOTro
CTaTHHY.

Po31a0u wayHKOBO-KUWKOB8020 MpPakKmy: Gifb y JKUBOTI.

ITopyweHHs (pyHKUiT op2aHie cayxy ma AabipuHmy: IIyM y ByXax.

Illkipa ma ni0wKipHa MKAHUHA: KPOTIUB' THKA.

ITopyweHHs pyHKUii cKesemHo-M’ 30801 cucmemu ma cnoay4yHoi MmKaHuHu: apTPanris, 6inb y
CIIVHI.

3azanvHi nopyweHHs: Oinb y TPyAsax, nepudepryHnil HaOPSK, He3MyKaHHS, BTOMA.

3miHU pe3ysabmamis 1a60pamopHuUX aHAAi3ig: MiABUIEHHS aKTUBHOCTI aaHiH-
aMiHOTpaHC(epa3y, MigBUILIeHHS aKTUBHOCTI KpeaTuH(POCPOKiHa3M KPOB.

Tepmin npudamuocmi. 3 POKH.

YMmoBH 30epiranssi.

CrnerianbHi yMoBY 30epiraHHs He BUMaraiThcs. 30epiraTé y HeJOCTYITHOMY OJIs AiTel Miclii.

VnaxoBka.

I[To 10 TabneTtox y 6ricTepi, mo 3 6icTepu y KapToHHi#K KopoOi. [I1s1 TabmeTok mo 10 mr ta 20 Mr: 10
10 Tabnetox y 6mictepi, mo 3 6mictepu abo mo 10 6yicTepiB y KapTOHHI#M KOPOOIIi.

Karteropist Bimmycky. 3a pelenToM.

BupoOHHK.
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