IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIIKAPCHKOr0 3ac00y

JIMPUMAP®

(LIPRIMAR®)
Cknao:
diroya peyoguna: atorvastatin;
1 tabnerka MICTHTHb aTOpBAcTAaTUH Kajbllilo ekBiBaieHTHO 10 mr a6o 20 wmr, a6o 40 mr, abo 80 wmr
aTOpBaCTaTHHY;
00NnoMidiCHI peyoguHu: Kajbllilo KapOOHAT; LEI0I03a MIKPOKPHUCTANiyHA; JTAKT03a, MOHOTIAPAT; HATPII0
Kpockapmenosa; moixicopbar 80; TiIpOKCHIPOMIIIENI0N03a; MarHiro creapar; Marepial A IUTIBKOBOTO
MOKPUTTA (TiApOKCUMIpoNinMeTuinentono3a, makporoa 8000, turany miokcun (E 171), Tanbk); emynbcis
CUMETUKOHY (CUMETHKOH, €MYJbCIEyTBOPIOIOUMH cTeapaT, 3ryllyBauy, KHCJIOTa O€H30#Ha, KuCIoTa
copOiHOBA).
Jlikapcbka ¢opma. TabneTku, BKpUTI TUTIBKOBOIO 0OOJIOHKOIO.
OcnosHi  @isuxo-ximiuni enracmusocmi: 01711, KpyIJli, BKPUTI IUIIBKOBOIO OOOJIOHKOIO TaONeTKH 3
rpaBipyBaHHsIM «10», «20», «40» abo «80» 3 ogHOrO 60Ky Ta «ATV», « ATV», «cATV», «ATV» — 3 iH110T0
171 TadneTok 10 mr, 20 mr, 40 Mr 1 80 Mr BiAIIOBIIHO.
®apmakoTepaneBTHYHa rpyna. [Ipemapary, 1m0 3HMXKYIOTh DPIBEHb XOJIECTEPHHY 1 TPUITILEPUAIB Y
cuposartui KpoBi. [nriditopu I'MI'-KoA-peaykraszu. Kog ATX C10A A0S.
Dapmakonoziuni e1acmueocmi.
Dapmakoounamixa.

Jlinpumap® sBnsie cO60K0 CHHTETHYHMIA rimoTimigeMiuHmi TiKapchKuii 3aci6. ATopBacTaTHH € iHriGiTopoM 3-
rizpokcu-3-metwiriaytapui-kopepment A (I'MI'-KoA) penykrasu, pepMeHTy, 10 KaTaji3ye NepeTBOPEeHHs
I'MI'-KoA B MeBajioHaT — MOYaTKOBHHA Ta JIMITYIOUHIA eTan 010CHHTE3Y XOJIECTEPHHY .

Jlinpumap® € cenekTHBHHM KOHKypeHTHHM imriGitopom I'MI'-KoA-pemykrasu, depMeHTy, Bim SKOTO
3aJISKUTh MBUAKICTH MIEPETBOPEHHS 3-T1IPOKCU-3-METHIITITyTapHI-KOPEepMEeHTy A B MEBaJIOHAT, PCUOBUHY-
MOTIEPETHUK CTEPOITIB, y TOMY YUCIII XOJIECTEPUHY.

B eKcrepiMeHTaTbHIX MOAEIX y TBapuH Jlimpumap® 3HIDKye piBeHb XONECTEPHHY Ta JHMONMPOTEiHIB y
1a3Mi nuigxoM iHri0yBanHs y nedinui ['MI'-KoA-peaykrasu 1 cHHTE3y X0JIeCTEpUHY Ta HUIIXOM 301JIbIICHHS
KibKocTi nedinkoBux peuenrtopis JINTHIL Ha moBepxHi KIITHUH AJ OCUJIEHHS TOIVIMHAHHS Ta KaTabonizmy

JITTHILL; JTinpumap® takosx 3mermye npoxykysarss JITHII] ta KiTbKicTh [MX YaCTHHOK.

JIianMap®, SK 1 HOTO JIesIKi MeTaboiTH, € (apMaKoJIOTIYHO aKTHBHUMU Y JIOAUMHHU. [ 0JTOBHUM MiciieM il
aTOPBACTATHHY € TICYiHKA, SKa BIAIrpae ToJIOBHY PoJib Y CHHTe31 xonectepuny ta kiiperci JITHIL. Joza
mpenapary, Ha BiIMIHY BiJI CHCTEMHOI KOHIICHTpaIlii mperapaTy, Kpaiie KOpearoe 31 3MEHIIECHHSM PiBHs
xonecrepuny JIITHIL. IuamBigyameHmidi migOip J03W mperapaTry Ciaij 3A1MCHIOBAaTH 3aJIEKHO Bif
TepaneBTUYHO1 BiMoBial (AuB. po3ai «CrociO 3acToCyBaHHS Ta 031 ).

Dapmaxoxinemuxa.

Bemokrypanss. Jlinpumap® mBuaxo aGcopOyeThest Mics MepopanbHOro MpHifoMy Ta MakCHMAlbHA HOTo
KOHIIEHTpALlisl y TUIa3Mi KpoBi JocsaraeTsest npoTsiroM 1-2 roaus. Cryninb abcopOuii 3pocTae mponopuiiHo

10 no3u mpenapary Jlinpumap®. AGcomoTHa 6iofocTynHICTh aTopBacTaTHHY (BUXigHHMIT ITiKapchKuit 3aci6)
CTaHOBHTH NpHOIM3HO 14 %, a cucteMHa 61010CTYNHICTH 1HT10Y040i akTuBHOCTI 1010 I MI'-KoA-penykraszu
cranoBUTh Npuban3Ho 30 %. Husbky cucTeMHy AOCTYIHICTH MpemnapaTy IMOB’s3yIOTh 3 MEPeICHCTEMHUM
KIIPEHCOM y  ClM30Bii  OOOJIOHIII  IUIYHKOBO-KHMIIKOBOTO  TPakTy Ta/abo  MepencUCTEeMHOIO
6ioTpaHcdopmaliiero y nevinni. Xoya ika 3MEHIIy€e MIBHIKICTh Ta CTYMiHb abcopOLii JikapchbKoro 3acoly
npubmu3Ho Ha 25 % ta 9 % BigmoBimHO, 3 ornsAy Ha moka3sHUKU Cn,x Ta AUC (Tutoma mig KpHBOIO



«KOHIIEHTpalif-4acy»), 3HWKeHHA piBHA xonecrepuny JIITHI € noxibHum mnpu mnpuifomi mpemnapaty

Jlinpumap® sk 3 xero, Tak i okpemo. IIpy 3aCTOCYBaHHiI ATOPBACTATHHY BBEUEPi HOTO KOHIEHTPALIiS y IIIa3Mi
KpoBi Oyna Hiwk4oro (npubiau3no Ha 30 % 3a mokasHukaMu Cpa.x Ta AUC), HIXK IPH PaHKOBOMY NPHIOMI.

Opnnaxk 3umkeHHs piBHA Xonectepuny JIITHII] € oqHakoBUM He3aneXHO Bl Yacy NMpuiiomMy mpenapary (JIuB.
po3ain «Crocib 3aCTOCYBaHHS Ta I03U» ).

Posnozin. Cepensiii 06°em posnoxiny npenapary Jlinpumap® cranouts npu6mmsso 381 mitp. Monan 98 %
npemapaTy 3B’s3yeTbes 3 Oinkamu mia3Mu KpoBi. KoHIeHTparliiiHe CIiBBiJHOIIEHHS KpOB/IUIa3Ma, IO
cTaHoBUTh npuOiau3Ho 0,25, BKa3ye Ha MoraHe NPOHMKHEHHS Mpenapary B epuTpouuTtd. Ha mincrasi

CIIOCTEPEeXKEHb Y IIypiB BBaxaeThes, 1o Jlinpumap® 31aTHUI MPOHUKATH y TPyIHE MOJOKO (IMB. PO3ALIH
«IIporunokaszanus» ta «OCOOIMBOCTI 3aCTOCYBAHHS»).

MeraGonism. Jlinpumap® iHTeHCHBHO MeTaGOMI3yeThCs 10 OPTO- Ta NAPATiAPOKCHIBOBAHMX MOXIHHX i
pi3HUX POAYKTIB O6eTa-okucienHs. [Ipu nocnimkeHnsx in vitro inridyBanas [ MI'-KoA-penykrasu opro- Ta

MapariipOKCUILOBAHUMH META00JITaMU €KBIBAJICHTHE 1HTIOyBaHHIO IIPEmapaToM HianMap®. [Tpubmm3HO
70 % muwmpkymrorouoi iHTIOITOpHOT akTUBHOCTI Moa0 ['MI-KoA-penykrasu moB’s3aHO 3 aKTUBHUMH

Metabomitamu. JlochmipKeHHsT in Vitro CBIIYaTh MPO BaXKIUBICTH METa0OJI3My Ipenapary Hian/IMap®
nuroxpomom P450 3A4 (CYP 3A4), mo y3romKyeTbCs 3 MiABUIICHUMH KOHIIEHTPAIISIMUA TIpermapary

Hian/IMap® y IUTa3Mi KpOBI JIFOJUHU TICIAS OJHOYACHOTO 3aCTOCYBAHHS 3 E€PUTPOMIIIMHOM, BIJOMHUM
1HT101TOpOM 1BOTO 130hepMeHTY (AUB. po3nia «B3aeMois 3 iHITUMU JTIIKAPCHKUMH 3ac00aMH Ta 1HII BN
B3aEMOIII).

Exckpertis. JTinpumap® Ta #i0ro MeTaGo1iTH BUBOAATECS TOJTOBHUM YHHOM 3 OBUIO ITiC/Isl [IE4iHKOBOTO Ta/di
[03aleYiHKOBOr0 MeTaboji3My, OJHAK L€l mpemapar, OUYEBHAHO, HE 3a3HA€ KHUIIKOBO-NIEYIHKOBOT
perwmpkyisiii. Cepeniii nepion HaniBsuBeaenns npenapaty Jlinpumap® 3 m1asmu KpoBi JIOAHHE CTAHOBHTS
npubimsHo 14 roauH, ane mepioj HamiB3MeHIIEHHs iHriOiTOpHOI akTUBHOCTI moao ['MI-KoA-penykrasu
ctanoBHTH Bix 20 10 30 rofuH yepes BIUIMB aKTUBHUX MeTa0oiTiB. [licist mepopansHOro npuitomMy mpemnapary
3 CEeYEr0 BUALISLETHCA MEHIIE HIK 2 % I03H.

Ocobnusi nonynayii nayicumis

HamienTy mitaboro Biky. Konmentparis npemnapary Jlinpumap® y miasmi e Bumoro (mpubmmsso 40 % st
Cmax 1230 % s AUC) y 310poBUX Cy0’ €KTIiB JITHBOTO BiKY (BIKOM Bij 65 pOKiB), HIXK Y MOJIOAUX JOPOCIIUX

narienTiB. KiiniuHi gani cBiguaTh npo Ounpmuii cryminb 3umwkeHHs JIITHIL npu 3actocyBanHi Oyab-sKoi
JI03M Tpenapary y Mali€HTIiB JIITHBOTO BiKY MOPIBHIHO 3 MOJOJAUMH MaiieHTaMu (IuB. po3ail «OcoOImuBOCTi
3aCTOCYBaHHSI»).

Hitn. YaBHUH KIIIpEeHC IPH IEpOPAITLHOMY MTPUHOMI aTOPBACTATHHY B JIITEH BUSBUBCS MOIIOHUM J10 KIIPEHCY
B JIOPOCIIOT JIFOJIMHU TIPU MaciTadyBaHHI aJIOMETPUYHO 32 MACOIO TiJIa, OCKUTBKM Maca Tijia Oyia €TuHOI0
3HAYHOIO KOBAPIaToIo B MOMYJIALIHHIN (hapMaKOKiHETHUHIN MOJIeNi aTOPBACTATHHY 13 JAHUMHU, K1 BKITIOYAIN
TiTeH 3 TeTepO3UTOTHOIO CIMEHHOIO TinepxonectepruaeMieto (y Bimi Bix 10 1o 17 pokis, n = 29), y BigkpuToMy
8-TIXKHEBOMY JJOCIIJIKECHHI.

Crate. Konnentpartist nperapary Jlinpumap® y miasmi KpoBi sKiHOK Bifpi3HA€THCS Bi TaKoi y HOJOBIKiB
(mpubnuzno Ha 20 % Buie 3a moka3sHUKOM Cmax Ta Ha 10 % Hwkue 3a nokazHukoM AUC). OnHak HEmMae
KIIIHIYHO 3HA4YYyIIOi BiAMIHHOCTI y 3HWKEHHI piBHA Xxonectepuny JIITHILl mpu 3actocyBanHI mpemapary

Jlinpumap® y qo710BiKiB Ta KiHOK.

Iopymenns GyHKIi HUPOK. 3aXBOPIOBAHHS HUPOK HE BIUIMBAIOTH Ha KOHLEHTpaLito npenapary Jlinpumap®
y 1ia3Mi KpoBi abo Ha 3HmwkeHHs XC-JIITHILL, a orxke, kopuryBaHHs A03W Ipemapary Jyisl HaIli€HTIB 3
nopyuieHHsIMHA (GYHKIIT HUPpOK HE MoTpiOHE (muB. po3aiin «Crocid 3acTocyBaHHs Ta A03W», «OCOOIMBOCTI
3aCTOCYBAHHS»).



I'emoniani3. He3paxaroun Ha Te, 110 3a y4acTIO MAIIEHTIB 3 TEPMIHAIBHOIO CTa/lI€I0 3aXBOPIOBAHHS HUPOK
JOCHIJUKEHHSI HE MPOBOJMIMCH, BBAXAETHCS, 110 TEeMOJiali3 HE MiJBUIIYE 3HAUYIIUM YHHOM KIIpEHC

npenapaty Jlinpumap®, OCKiNbKH IIpenapaT iHTEHCHBHO 3B’ SI3y€ThCS 3 OLIKAMH MIA3MH KPOBI.

IeuinkoBa HepocTatHicTs. Komrentpauii npenapary Jlimpumap® y riasmi kpoBi MOMITHO TiBHIICHI y
TMAIIEHTIB 3 XPOHIYHOIO aJTIKOTOJIBHOIO XBOPOOOIO NediHKU. 3Ha4eHHs NOKa3HUKIB Cmax Ta AUC y 4 pasu Bumi

y MAIIE€HTIB 13 3aXBOPIOBAHHSM TICUiHKH KJIacy A 3a mkanoro Yainma — [1'10. V mamieHTiB i3 3aXBOPIOBaHHIM
nedinku knacy B 3a mxanoro Yaitnga — [1°ro 3Hauenns nokazHukiB Cyax Ta AUC miIBUIIYIOTECS TPUOIN3HO

16-xpatHO Ta 11-kpatHO BinnoBigHO (1uB. po3ain «[IpoTumnokazanus»).

JlocmiDKeHHsT B3a€MOJIIT JIIKapChbKUX 3ac00iB. ATOpBacTaTUH € CyOCTpaTOM IEYiHKOBHX TPAaHCIOPTEPIB,
OATPIBI Tta OATPIB3 TpancnoprepiB. Mertabomitn aropBactatuHy € cyoctpatamu OATPI1BI.
ATOpBAcTaTHH TAKOX IIEHTU(DIKYETHCSA K CyOCTpaT e(IFOKCHOTO TpaHCTopTepa OiJIka pe3UCTEHTHOCTI PaKy
MonouHoi 3ano3u (BCRP), sikuit Moxe 00MeXyBaTH KUIIKOBY a0COPO1it0 1 )KOBYHUHN KIIIPEHC aTOPBACTATHHY.

Ta0mmms 1
BB oHOYACHO 3aCTOCOBYBaHMX MpenapaTiB Ha (hapMaKOKIHETHKY aTOPBACTATHHY
OnHOYacHO 3aCTOCOBYBaHI1 ATopBacTaTuH
03a (Mr
AUC Crnax®
#luknocniopus 5,2 Mr/Kr/106y, 10 mr 1 pa3 na 100y BIIPOJIOBXK
) ) 8,69 10,66
cTabliabHa 103a 28 nmHIB
#TnnpaHaBip 500 mr aBiui Ha 100y/
puronapip 200 Mr aBiui Ha m00y, | 10 Mr pasosa no3a 9,36 8,58
7 nHIB
# .
rneKaHpel?lp 400 mr 1 pa3 Ha 100y/ 10 Mr 1 pas Ha 106y BIPOLOBK
miopenrtacsip 120 mr 1 pa3 Ha 100y, 7 nmis 8,28 22,00
7 nHIB
#TengnpeBip 750 Mr KoXHI 8 To/IHH, 20 Mr pasoBa 103a 7.88 10,60
10 quiB
#’ . . ..
iCaKB}HaBlp 400 mr ABI41 Ha no0y/ 40 wr 1 pas Ha 106y 103 ial
pI/ITOH.aBlp 400 mr nBiui Ha 100y, BIPOTOBIK 4 THiB , ,
15 nuiB
#EJ'I6aCBip 50 mr 1 pa3 Ha noOy/
rpasonpesip 200 mr 1 pa3 Ha 106y, 13 | 10 Mr pasosa no3a 1,94 4,34
JTHIB
# .
CI/IM?HpeBlp 150 mr 1 pa3 Ha o0y, 40 wr pasosa 103a 2.12 1,70
10 quiB
#Knapurpomine 500 Mr zsiui Ha | 80 mr 1 pa3s Ha 100y
i . 4,54 5,38
no0y, 9 nHiB BIIPOJIOBX § JIHIB
I[apyHgB1p 300 mr ABiYi Ha no0y/ 10 mr 1 pa3 sa 106y \us s
pI/ITO.HaBlp 100 mr aBiui Ha 100V, RIPOTORK 4 JIHiR , ,
9 nHiB
ﬁITp?KOHaSOJ'I 200 mr 1 pa3 Ha 100y, 40 Mr pasosa 103a 3.32 1.20
JHI




HCTGPMOBlp 480 mr 1 pa3 Ha 100y, 20 wr pasoBa s103a 3.29 2.17
10 muiB
CDocaMHpeHaBl.p 700 mr ABIMI HA | 10\ pa3 ma 106y )53 a4
no0y/ pHTOHABIp 100 mr nBivi Ha | POTIOR 4 THIR , )
no0y, 14 nHiB
#®docamnpenasip 1400 mr 2 pasu na | 10 Mr 1 pa3 Ha 100y 530 4.04
no0y, 14 nHiB BIIPOJIOBXK 4 JTHIB ’ >
#Henginasip 1250 mr 2 pasu na | 10 Mr 1 pa3 Ha 106y
. . 1,74 2,22
100y, 14 nnis BIIPOJIOBXK 28 JHIB
#Fpeﬁnq)pyTOBHﬁ cik, 240 mi 1 pa3 40 wr 1 pas Ha 106y 137 1,16
Ha 100y ™
}lnnT1§3eM 240 mr 1 pa3 Ha 100y, 40 wir 1 pas na 106y 151 100
28 nHIB ’
EpI/IT"pOMII_[I/IH 500 mr 4 pa3u Ha 100y, 10 ir 1 pas Ha 106y 133 138
7 nHIB
Awmmoaumin 10 mr, pa3oBa 103a 80 mr 1 pa3 Ha 100y 1,18 0,91
Humeruaun 300 mr 4 pasu Ha 100y, | 10 Mr 1 pa3 Ha 100y
. . 1,00 0,89
2 THKHI BIIPOJIOBK 2 TH>KHIB
Konecturon 10 t 2 pasu Ha m00y, | 40 mr 1 pa3 Ha 100y He 0.74%%
24 THXHIB BIIPOJIOBXK § THKHIB 3aCTOCOBYETHCS ’
Maasoke TC® 30 mut 4 pasu Ha 106y, | 10 Mr 1 pa3s Ha 100y
. . 0,66 0,67
17 nHiB BIIPOJIOBXK 15 nHIB
E(baBl.p ens 600 mr 1 pas ma noby, 10 M BIIpOJIOBX 3 JIHIB 0,59 1,01
14 nuiB
#Pn(baMniH 600 mr 1 pa3 Ha 100y,
7 JIHIB (mpu onrodacHomy | 40 mr 1 pa3 Ha 100y 1,12 2,90
3acTocyBaHHi) |
# .
PI/I(l')aMl'IlH 600 mr 1 pa3 Ha n00y, 40 wir 1 pas na 106y 0.20 0.60
5 nHiB (OKpeMuMH 103amu) |
#]—‘el\/.l(bi6p03l/lﬂ 600 mr aBivi Ha 100y, 40 wr 1 pas Ha 106y 135 1,00
7 nH1B
# .
d)egoq)16paT 160 mr 1 pa3 Ha 100y, 40 mr 1 pa3 Ha 106y 1,03 1,02
7 nHIB
jBoqenpeBip 800 mr 3 pasu Ha 100y, 40 wr 1 pas Ha 106y 2.32 2,66
TTHIB

& CriBeinHoweHHs 3a MeToaMu JiKyBaHHA (OJHOYAcHe 3aCTOCYBAaHHS JIIKAPCHKOIO 3acoly 3
aTOPBACTaTMHOM Y MOPIBHAHHI 3 3aCTOCYBAHHSAM aTOPBACTATUHY OKPEMO).

# s OTpUMaHHS iHpopMalii Mpo KIIHIYHY 3HAYYIIICTh JUB. po3aAlTH «Oco0IMBOCTI 3aCTOCYBAaHHS) Ta
«BzaeMomis 3 IHIIUMU JTIKAPCHKUMH 3aCO0aMU Ta 1HIII BUIA B3aEMOIII».
* [MoBigommsiocst mpo Oinbmri migBuiieHHss AUC (cmiBBigHomeHHs AUC mo 2,5) Tta/abo Cpax

(cmiBBimHOMmEHHS Cmax m0 1,71) mpu HagMipHOMY CIIOKMBaHHI TpeundpyroBoro coky (750 mm —
1,2 nitpa Ha 100y abo OinbIIe).



** CriBBITHOLICHHS, 110 IPYHTYEThCS HAa OJMHUYHIN BUOIpII, B3sATiil yepe3 8—16 roj micis 3acTOoCyBaHHS
JI031.

T Yepe3 MexaHI3M MOABIMHOT B3aeMonii pudammiHy peKOMEHAYETbCS OJHOYACHE 3aCTOCYBaHHS
aTopBacTaTHHy 3 pH(AMITIHOM, OCKIJIBKM OyJI0 MOKa3aHO, IO BiJACTPOYEHUI MPHIIOM aTOpPBACTaTUHY
miclis 3aCTOCYBaHHS pu]aMIliHy MOB’S3aHUM 31 3HAUHUM 3HW)KCHHSM KOHIICHTpallii aTopBacTaTUHY Y
TUIa3Mi KpOBI.

i Jo3a xomOiHamii mpenapaTiB cakBiHaBip + pPUTOHABIp y IbOMY MJOCHIDKEHHI HE € KIIHIYHO
3aCTOCOBYBAaHOIO 103010. [liABHIEHHS €KCHO3WIii aTopBacTaTMHY NpPU 3aCTOCYBaHHI y KIIHIYHUX
yMOBax, iMOBipHO, Oy i€ BUIIIMM, HIX T€, III0 CIIOCTEPIraiocs y bOMY JIOCIiKeHHI. ToMy 3aCTOCOBYBaTH
npernapar ciiiji 3 00epeKHICTIO Ta Y HAMHMK4IIH HEOOXiaHIN 1031.



Tabmums 2
BB aTopBacTaTrHy Ha (papMaKOKIHETUKY OJTHOYACHO 3aCTOCOBYBAHMX JIIKAPCHKHX 3aC00IB

ATopBactaTuH OpHOYACHO 3aCTOCOBYBAaHMM JIKapChKUI 3aCi0 Ta pEXXUM J103yBaHHS
I y Cnissionowenns | Cniggionouienns
penapat/go3a (Mr) AUC Crrax
80 mr 1 pa3 Ha
no0y BrponoBx | Artumipud 600 Mr ogHOPa30BO 1,03 0,89
15 nuis
80 mr 1 pa3 Ha ” 5 1 5
1106y BIPOTOBK ZI[I/IFO'KCI/IH 0,25 mr 1 pa3 Ha 100y, 115 1.20
10 nuiBs 0 yumis
40 wr 1 pas Ha Hepopam).Hl KOHTPALENTHBH 1 pa3 Ha
o0y, 2 micsi 1,28 1,23
100y BITPOJIOBXK
. — HOpPETUCTEPOH 1 Mr 1,19 1,30
22 nHIB . .
— €TUHIJIECTPaion 35 MKr
Tunpanasip 500 mr 2 pa3u Ha 100y/
10 wr pas sa 100y putoHasip 200 Mr 2 pa3u Ha 100y, 7 THIB 1,08 0,96
Illg év}[/rBlnﬁiz (I){;K CDocaaneHaBip 1400 mr 2 pa3u Ha 100y, 0.73 0.82
) 14 nuiB
4 nH1B
10 mr 1 pa3 Ha ®ocamnpenasip 700 mr 2 pas3u Ha 100y/
100y BOPOJIOBX puronasip 100 mr 2 pa3u Ha 100y, 0,99 0,94
4 nHiB 14 nuis

# Jnist orprManHs iHGopMaii mpo KIiHIYHY 3HAUyIIiCTh TUB. pO3ALT «B3aemMoist 3 IHIIUMHU JIIKAPCHbKUMH
3aco0aMu Ta iHIII BUIY B3a€MOMAIN.

Kuiniuni xapakrepucTuku.

Ilokazannsa.

3anobizanns cepyeso-cyoOuHHUM 3aX80PIOBAHHAM Y OOPOCIUX

Jlnist [opociuX Mari€eHTiB 6e3 KIiHIYHO BUPaKEHOI 1IeMiuHO1 XBOPOOH ceplis, ajie 3 AeKUIbKoMa (pakTopamu
PHU3UKY PO3BUTKY IIEMiYHOi XBOpPOOU Cepllsi, TAKUMH SIK BiK, TIOTIOHOMAJIHHS, apTepiaibHa TilepTeH3is,
Hu3pkuil piBeHs JIIIBIL] abo HasBHICTD paHHBOI iMIEMIYHOT XBOpOOM cepus y cCiMeHOMY aHaMHe3i,

.HianMap® MOKa3aHui i

-3MEHIIICHHS PU3UKY BUHUKHEHHS 1HQapKTy MIOKapaa;

-3MEHIIICHHS PU3UKY BUHUKHEHHS 1HCYJIBTY;

-3MEHIIIEHHS PU3UKY IPOBEACHHS MPOLEIYP PEBACKYIIApU3ALI] Ta CTEHOKAp/Iii.
JUist OpOCINX MaIi€eHTiB 3 IyKpoBUM AiabeToM Il Tumy Ta 6e3 KIIiHIYHO BUpaXeHO] iIeMiqHOT XBOpoOu cepris,
ane 3 KiIbkoMmMa (PaKTOpaMH pPHU3MKY PO3BUTKY IIMIEMIYHOI XBOpPOOM cepls, TaKUMH SIK PETHHOMATIs,

anbOyMIHYpisl, TIOTIOHOMAIIHHSA a00 apTepiaibHa rinepTeHsis, npenapar HianMap® MTOKa3aHUM JIA:
-3MEHIICHHS PU3UKY BUHUKHEHHS 1H(apKTy MiOKapaa;
-3MEHIICHHS PU3UKY BUHUKHEHHS 1HCYJIBTY.

JIy1st TOpOoCTuX MAIEHTIB 3 KIIIHIYHO BUPAXKEHOIO 1IIIEMIYHOI0 XBOPOOOIO ceplis HianMap® TOKa3aHUM JJIA:
-3MCHILCHHS PU3UKY BUHUKHEHHS HEJICTAILHOTO 1H(APKTy MioKap/a;
-3MCHIICHHS PU3UKY BUHUKHEHHS JICTaJIbHOTO Ta HEJIETAILHOTO 1HCYIIBTY;
-3MCHILCHHS PU3UKY MTPOBEICHHS MPOLEAYP PEBACKYJIISIpU3allii;
-3MEHIIICHHS PU3UKY TOCIITaIi3aIil y 3B’ 3Ky 13 3aCTIHHOIO CEPILIEBOIO HEJIOCTATHICTIO;
-3MCHIIICHHS PU3UKY BUHUKHEHHS CTCHOKaP/Iil.



L'inepninioemis
Y oopocnux nayienmis
-SIK OTIOBHEHHS 10 Ji€TH, MO0 3MEHIIMTH MiJBHUIIEHI PiBHI 3arajlbHOr0 XOJECTEPUHY, XOJECTEPHHY

JITHILI, anmonimonporeiny B Ta Tpurminepuais, a Takox A MiABUILEHHsS piBHS Xonectepuny JIIIBIL y
NAII€HTIB 3 HEPBUHHOIO T1IIEPXO0JIECTEPUHEMIEIO (TETEPO3UTOTHOIO CIMEIHOIO Ta HECIMEIHOI0) Ta 3MIIIaHO0
mucninigemieto (tunu Ila ta I1b 3a knacudikamiero @peapikcona).

-SIx momoOBHEHHS A0 JIETH JUTsl JIIKYBaHHS MAlli€HTIB 3 MiJBUIICHUMH PIBHIMH TPUTTIIEPUIIB Y CHPOBATIIL
kpoBi (turm IV 3a knacudikariero @peapikcona).

-Jlnsa nikyBaHHS Talli€HTIB 3 NepBUHHOI0O aucOetaninonporeineMiero (tum III 3a knacugikamiero

@penpikcoHa) y BUMAIKaX, KOJIU JOTPUMAHHS J1€TH € HEIOCTaTHHO €(PEKTUBHUM.

-1 3MeHIIeH s 3aranpHOoro Xonectepuny ta xonectepuny JIITHIL y narieHTiB 3 rOMO3UTOTHOIO CIMEHHOIO
rinepxoyieCTepUHEMIEI0 K JONOBHEHHS J0 1HIIMX TMOMINIAeMIYHUX METOIiB JIIKyBaHHA (Hanpukiaj, adepes
JITTHII) abo sIKI10 Taki METOIU JIIKyBaHHS HEJOCTYIIHI.

YV oimeii

- SIKk JONOBHEHHS 1O JAI€TH I 3MEHILIEHHS DIBHIB 3arajlbHOrO XoJjecTepuHy, xonectepuny JIITHII] i
anoninonporeiny B y niteit Bikom Big 10 10 17 pokiB 3 reTepO3UTOTHOIO CIMEHHOIO TiNepX0JeCTepUHEMIETO,
SKIIIO TICJIS BIAMOBIAHOI Al€TOTepallii pe3yabTaTH aHami3iB TakKi:
a) xonectrepuH JITTHIL 3anumaersest > 190 mr/mn (4,91 mMonb/im) abo
0) xonecrepun JITTHII > 160 mr/an (4,14 mmons/n) Ta:
* y CiIMEIfHOMY aHaMHe31 HasiBHI paHH1 CeplIeBO-CYANHHI 3aXBOPIOBaHHS 200
* 1Ba a0o Oiyblle IHIUX (PAKTOPIB PU3UKY PO3BUTKY CEPLIEBO-CYAMHHUX 3aXBOPIOBAHb NPUCYTHI y Malli€HTa
JTUTSYOTO BIKY.
Ilpomunokazanns.
- AKTUBHE 3aXBOPIOBAaHHS MEYIHKHU, SIKE MOXKE BKJIIOYATH CTIMKE M1BUIICHHS PIBHIB IEYIHKOBUX TPaHCAMiHa3
HEB1A0OMOT eTionorii.
- I'inepuyTnuBicTh 10 OYyAb-SIKOTO 3 KOMIIOHEHTIB IILOTO JIIKAPCHKOT0 3ac00y.
- BaritHicTs.
- Jlakramis.
B3aemooia 3 inwumu nikapcoKumu 3acodvamu ma inuwii 6uOU 83acmooiil.
Pusuk po3BuTKYy Miomarii mij 4ac JIIKyBaHHS CTaTHHAMHM IT1JIBUIIYETHCS y pa3l OJJHOYACHOTO 3aCTOCYBAaHHS
MOX1THUX (P1IOPOEBOT KUCIOTH, JIMIOMOAUPIKYIOUUX 103 HIALMHY, IUKJIOCTIOPUHY a00 MOTYKHHUX 1HT101TOPIB
uutoxpomy P450 3A4 (CYP 3A4) (nanpukiiaj KIapuTpoMilIMHY, 1HT101TOpiB poTeasu BIJI 1 Bipycy renatuty
C Ta iTpakoHazouny) (quB. po3aun «OcoOinuBOCTI 3acTOCyBaHHM» Ta «DapMaKoyIOTriuH1 BIaCTUBOCTI»).

Iomyoici inzioimopu CYP 344. Jlinpumap® wmeraGomizyerscst muroxpomom P450 3A4. OpnouacHe

3acTocyBanHs npenapaty Jlinpumap® 3 notyxuumu inriGiropamu CYP 3A4 Moske IPU3BECTH 10 MiIBUIICHHS
KOHIICHTpALlIll aTOpBAaCTaTUHY Y IJIa3Mi KpOBi (AUB. TaONHUIIO 3 Ta IeTalIbHY 1HPOPMallit0, HABECHY HUXKYE).
Cryninb B3aeMozii Ta miACUIEHHS il 3anexath BiJ MiniauBocTi BBy Ha CYP 3A4. Cnig mo MOKJIMBOCTI
YHHUKATH OJTHOYACHOT'O 3aCTOCYBaHHS 3 NOTYKHUMH iHTi06iTopamu CYP 3A4 (Hanpukiaa 3 HIUKIOCHOPHHOM,
TEJIITPOMILIMHOM, KIApPUTPOMILMHOM, AETaBipJUHOM, CTUPUIICHTOJIOM, KETOKOHA30JIOM, BOPHUKOHA30JI0M,
ITpaKOHAa30J10M, IOCAKOHA30JIOM, AEIKMMHU MPOTUBIPYCHUMHU Tpenapatamu juist JikyBanHd HCV (Hanpuknan
esnbacBipy/rpa3onpeBipy) Ta iHribitopamu mnporeaz BIJI, y ToMmy umchni puTOHaBipoM, JIONIHABIPOM,
aTa3aHaBIpOM, 1HJIMHABIPOM, AAPYHABIPOM). SIKIIO HEMOXKIUBO YHUKHYTH OJTHOYACHOTO 3aCTOCYBAaHHS LUX
IpernapariB 3 aToOpBACTaTMHOM, CIiJ PO3IJSHYTH MOXIIMBICTH 3aCTOCYBaHHS MEHINOI IMOYAaTKOBOI Ta
MaKCUMAaJIbHOI 703 aTOpBAcTaTHHY. TaKoXX peKOMEHIY€EThCS MPOBOANUTH HATEKHHUH KIIHIYHUI MOHITOPUHT
CTaHy maiieHra (auB. Tadbuuito 3).

ITomipHi iHri6itopu CYP 3A4 (Hanpukiang epuTpoMIlMH, AUITIa3eM, BeparnaMiia Ta (pIyKoHa30J) MOXYTb
MiABHMIYBATH KOHLEHTPALII0 aTOpBACTaTUHY y IMja3Mi KpoBi (quB. Tabmumo 1). OpHouacHe 3acTOCyBaHHSA
EpUTPOMILIMHY Ta CTAaTUHIB CYHPOBOJDKYETHCS MiJBUIICHHSAM PU3MKY PO3BUTKY Miomartii. JlocmimkeHHs



B3a€MOJIIT JIIKApChKUX 3acOo0iB AJI OLIHKM BIUIMBY amioJapoHy abo Bepamamily Ha aTopBacTaTUH He
poBOIMIIKCE. Bijomo, 1110 aMioiapoH Ta Bepanamis npurHidyoTs akTuBHIiCTE CYP 3A4, a oTxe, ogHOUacHe
MPU3HAYESHHS [IUX IPenapaTiB 3 aTOPBACTaTHHOM MOKE TPU3BECTH /10 301TIBIIEHHS €KCIO3HUIIIT aTOPBACTATHHY.
Takum 4MHOM, IPU OJHOYACHOMY 3aCTOCYBaHHI aTOpBACTaTHHY Ta KX MoMipHUX 1HTri6iTopiB CYP 3A4 crin
PO3IIISIHYTH MOJJIMBICT TMPU3HAUYEHHS MEHIIMX MaKCHUMAaJbHUX JI03 aTOPBACTATHHY Ta MPOBEIEHHS
KJIIHIYHOTO MOHITOPUHTY CTaHy MauieHTa. TakoX KIIHIYHUA MOHITOPUHI CTaHy MallieHTa PeKOMEHIOBAaHO
MPOBOJUTH TICIIs OYATKY JIIKYBaHHS 1HI10ITOpOM ab0 micist KOPEKIii HOro J03H.

I'petingppymosuii cix. Mictuth oguH abo Oinble KOMIOHEHTIB, 1o iHriOyroTh CYP 3A4 T1a MOXYTh
MiJABHMIYBATH KOHIIEHTpaLli aTOpBAaCTaTUHY Y IUIa3Mi KpOBi, OCOOJMBO MPH HAJAMIPHOMY CIIOKHBaHHI
rpeiingpyroBoro coky (Outbuie 1,2 nitpa Ha 100Y).

Knapumpomiyun. 3nauenns AUC aTopBacTaTHHY 3HAYHO ITiJIBUIIYBAJIOCh IPU OJHOYACHOMY 3aCTOCYBaHHI

npenapaty Jlinpumap® y 103i 80 mr Ta KiapurpomitmHy (500 Mr 1Bidi Ha 106Y) MOPIBHSHO i3 3aCTOCYBAHHIM
Tineku mpenapaty Jlinpumap® (mme. posmin «®apmakosoriumi BmacTHBOCTI»). OTXKe, NamieHTaM, fKi
MPUHMAIOTh KJIAPUTPOMIIIMH, CIiJ 3 00EPEKHICTIO 3aCTOCOBYBATH Hian/IMap® y no3i Bumie 20 Mr (IuB.
po3ainn «OcoOmMBOCTI 3acToCcyBaHH» Ta «Crocid 3aCTOCYBaHHS Ta JJO3W»).

Kombinayis ineioimopie npomeas. 3nauennss AUC aTopBacTaTHHY 3HAYHO I IBUIITYBAJIOCH ITPU OTHOYACHOMY
sacrocyBanni npenapary Jlinpumap® 3 gexinbkoma KOMOGIHALISIME iHTIGITOpIB mpoTeasd (IUB. PO3ZiN
«®DapMakoJIoTiuHI BIACTUBOCTI»). lamienTam, ki mpuiiMaloTh TUIIpaHaBip + PUTOHABIP a00 TIEKanpeBip +
niGpeHTacBip, CIijl yHHKATH 0JHOYACHOTO 3acTocyBaHHs npenapary Jlinpumap®. IamienTam, sKi npuitMaroTs
nominaBip + puToHaBip a60 cuMenpesip, npenapar Jlinpumap® cItiz 3aCTOCOBYBaTH y HAMHMKYIi HEOOXiAHiH
no3i. JIs marienTiB, sIKi MPUIMaKOTh CaKBiHABIp + PUTOHABIp, JapyHaBip + pUTOHABIp, GocammpeHaBip,
docammpenasip + puToHaBip aGo embacip + rpasompesip, no3a npemapary Jlinpumap® He MOBHHHA
nepesunryBat 20 mr. Ilpm 3actocyBaHHI mamieHTaM, sIKi NpHiiMaioTh HendiHaBip, 103a Iperapary

Jlinpumap® He moBuHHA nepeBuILyBaTH 40 MT, a TAKOK PEKOMEH/Ty€THCS [IPOBEICHHS PETETHHOTO KITIHITHOT0
MOHITOPHUHIY Mali€HTIB (AUB. po3auiu «OcobauBOCTI 3acTocyBaHHs» Ta «Crocid 3aCTOCYBaHHS Ta JJO3W»).
Impaxonazon. 3nauenns AUC aropBacTaTMHy 3HAYHO MIIBUILYBAJIOCh NPU OJAHOYACHOMY 3aCTOCYBaHHI

npenapary Jlinpumap® y mo3i 40 mr Tta irpakonasomy y mo3i 200 mr (mmB. posmin «®Papmaxonoriusi
BJIACTUBOCTI»). OTXKe, marfieHTam, sKi ITPUAMalOTh ITPaKOHA30J, CJiJ OyTH OOEpEeKHHMH, SKIIO J03a

npenapary Jlinpumap® nepesuirye 20 mr (auB. po3aum «OcoOmmBocTi 3actocyBaHHs» Ta «Croci0
3aCTOCYBAHHS Ta JIO3H).

Luxnocnopun. ATOpBacTaTWH € CyOCTPAaTOM TNEUIHKOBUX TPAHCIOPTEpiB. MeTaboliTH aTopBAaCTATUHY €
cyocrpatamu Tpancnoprepa OATPIBI1. Iariditopu OATPIB1 (Hanmpukmag UHMKIOCIIOPHH) MOXYTh
HiABUIYBaTH 01010CTYNHICTh aTopBacTaTHHy. 3HaueHHss AUC aTopBacTaTHHY 3HAYHO MiJABHIYBAJIOCH MIPH

oJHOYACHOMY 3acTocyBaHi npenapaty Jlinpumap® y 103i 10 Mr Ta HHKIOCIIOPHHY y 1031 5,2 Mr/Kr/n00y
TOPIBHSHO i3 3aCTOCYBAaHHAM Tinbku npenapaty Jlinpumap® (uB. pos3ain «DapMakoIOriuni BIACTHBOCTI).

ClliZi yHMKATH OJHOYACHOTO 3acTOCYBaHHsS mpemapaty Jlimpumap® Ta IUKIOCIOpHHY (IMB. PO3Zin
«Oco0IMBOCTI 3aCTOCYBAHHS» ).

Jlemepmosip. OHOYACHE 3aCTOCYBaHHS aTOPBACTATHHY Yy /1031 20 MT Ta JieTepMoBipy y 1031 480 MT Ha 100y
MPU3BOIIIO 710 MiJABHMINECHHS PiBHS BIUIMBY aTopBactaTHHy (cmiBBigHOomeHHss AUC: 3,29) (muB. po3nin
«DapMaKOKiHETHKAY ).

JlerennMoOBIp sIBIIsIECTBA iHTI0ITOpOM edutokcHuX TpancnoptepiB P-gp, BCRP, MRP2, OAT2 ta neuiHkoBOro
tpancnoprepa OATP1B1/1B3, TakuM unHOM BiH IiIBUIIY€E PiBEHb BIUIMBY aropBacTatuny. Jlo3a npemapary

JTinpumap® He moBuHHa nepesuiyBaty 20 Mr Ha 100y (uB. po3in «CIoci6 3acTocyBaHHS Ta 103H).
Cryminap onocepenkoBanux Jikapchbkux Bzaemonaii CYP3A ta OATP1B1/1B3 na cynmyTHI npemnapaTi, MOXe
OyTH Pi3HOIO MPU OJHOYACHOMY 3aCTOCYBAHHI JIETEPMOBIPY 3 HUKJIOCIIOPHHOM. 3aCTOCYBaHHS Tpermapary

Jlinpumap® He peKOMEHIY€EThCS MAEHTaM, SKi IPHIAMAIOTH JICTEPMOBIp OXHOYACHO 3 LHKIOCTIOPHHOM.



I'nexanpesip i nibpenmacsip, enbacsip ma epazonpegip. CymyTHE 3acCTOCYBaHHS TJIEKampeBipy Ta
niopeHTaBipy abo endacBipy Ta rpa3onpeBipy MOXKe IPU3BECTH A0 MiABUILEHHS KOHLEHTpAIlil aTOpBaCTaTHHY
y IJ1a3Mi KpOBi Ta MiIBULIIEHOTO PU3UKY MiOMATii.

IIpu ogHOYacHOMY 3acTOCyBaHHI TJIeKanpeBipy 1 MiOpeHTaBipy 3 aTOPBACTATUHOM IIJIa3MOBa KOHLIEHTpALIis
aTopBacTaTHHY HiABHIIY€eThCs 10 8,3 pas3a yactkoBo yepe3 BCRP, OATP1B1/1B3 ta CYP3A iuriGyBanhs,

TOMy He PEKOMEHIYEThCS OJHOYACHE 3acTOCyBaHHs mperapary Jlinpumap® namientam, sIKi CymyTHBO
NpUAMAIOTh JIIKapChKi 3aC00H, 1110 MICTATH IJIEKAIIPEBip Ta MOPEHTACBIp.

[Ipu ogHOYAacHOMY 3aCTOCYBaHHI €10acBipy Ta rpa3oIpeBipy 3 aTOPBACTATUHOM ILIA3MOBA KOHLIEHTpAIIis
aTOpBACTaTHHY MiABUIIYEThCS 0 1,9 paza wactkoBo uepe3 BCRP, OATP1B1/1B3 ta CYP3A inriOyBanHs,
TOMY J103a Ipenapary HianMap® HE TIOBWHHA IepeBuIyBaty 20 Mr Ha 100y MPH 3aCTOCYBaHHI MaIli€HTaM,
SKi CYITyTHHO TIPHUMAIOTh JIIKAPCHKI 3aCO0M, MO MICTATH €JI0acBip Ta rpazomnpeBip (auB. po3aimn «Crocid
3aCTOCYBaHHSA Ta 103M», «OCOOIMBOCTI 3aCTOCYBaHHD» Ta «DapMaKOKIHETHKAY).

MenandHi peKOMeH Il 11010 3aCTOCYBAaHHSI JIIKAPCHKHUX 3aC001B, IO B3a€MOIIFOTh, ITiJICYMOBAaHO y TaOIUII 3
(muB. Takox posmimm «Crocid 3acTtocyBaHHS Ta J03M», «OCOOIMBOCTI 3aCTOCYBaHH», «DapMakoIoTivHi
BIIACTHBOCTI»).

Tabmuus 3
B3aemoii sikapchKkux 3ac0o0iB, OB’ s13aHi 3 MiIBUIICHAM PU3UKOM MiOTMaTii/padaoMioizy
. Menuyni pexkomeHaarii
[Ipenaparu, 110 B3a€MOIIFOThH
1010 3aCTOCYBaHHS
UKJIOCTIOPHH, TUIIPAaHaBip + PUTOHABIP, TIIeKanpeBip +
H. PHH, THIIPAHaBIp = p P, PERIP . YHUKaTH 3aCTOCYBaHHS
miOpeHTacBip, JIETEPMOBIP MPU OJHOYACHOMY 3aCTOCYBaHHI 3
aTOpPBaCTaTHHY
[UKIIOCTIOPUHOM
Kiapurpominus, iTpakoHa301, CaKkBiHaBIp + pUTOHABIP®, He nepesuiryBatu no3y 20 mr
IapyHaBip + puTOHaBip, pocammpeHasip, pocammnpeHasip + aToOpBacTaTHHY Ha 100y

pHUTOHABIp, €10acBip + rpa3onpesip, JIETEPMOBIp

He nepeBuiyBatu 103y 40 mr

Hendinasip

aTOpBAaCTaTHHY Ha 100y
Jlominagip + puTOHABIp, CUMETIPEBIp, OXiHI HiIOPUHOBOT 3acToCcOBYBATH 3 O0EPEKHICTIO Ta Y
KHCIIOTH, EPUTPOMIIIMH, a30JIbHI TPOTUTPUOKOBI 3aC00H, HaWMeHIIi HeoOX1THIi 1031

TinigoMou(iKyr0Ui 103U HialMHY, KOJXIIHH
*3acTocoByBaTH y HatMEHIIT HEOOXITHIN O31.

Ll'emghioposun. Y 3B’S3Ky 3 NIABUIIEHUM PHU3MKOM MIOMNaTii/pabaoMioizy MpH OJHOYACHOMY IMpHiloMi
iurioiTopiB 'MI'-KoA-penykrasu 3 remdiOpo3usom ciiiji YHHKATH CYMICHOTO 3aCTOCYBaHHS Tpermapary

Jlinpumap® 3 remdiGposmnom (uB. po3min «OCOBINBOCTI 3aCTOCYBAHHS).
Tnwi piopamu. OcKinbKA B1IOMO, 110 pPU3UK PO3BUTKY MIOMATIi IMij1 yac JikyBaHHs iHri0iTopamMu ['MI'-KoA-

PEeAyKTa3| MiJIBULIYETHCSA MPU OJHOYACHOMY IMpHiioMi iHIIHNX (iOpartis, HinI/IMap® CJIiJT 3aCTOCOBYBATH 3
O0EpeKHICTIO MPU CYMICHOMY TMpu3HadeHHi 3 iHmmMH Qibpatamu (auB. po3nain  «OcobIuBOCTI
3aCTOCYBaHHS).

Hiayun. Pv3uk BUHMKHEHHS TMOOIYHUX SBUII 3 OOKY CKEIETHUX M’SI31B MOXKE€ 30UIbIIyBAaTHUCA TMpHU
3aCTOCYBaHHI Mpenapary y KOMOiHAIll 3 HiallhHOM, a OT)Ke, 32 TaKHX YMOB CIiJ] PO3IVISHYTH MOJIHBICTb

3HKeHHs 1031 npenapaty Jlinpumap® (muB. po3ain «Oco6IMBOCTI 3aCTOCYBAHHSY).

Pugpamnin abo inwi inoykmopu yumoxpomy P450 344. OnnoyacHe 3aCTOCYBaHHS Mpenapary 3 iHIyKTOpaMu
utoxpomy P450 3A4 (manpuknan, edasipens, pudamiin) Moxe NPU3BOAUTH 10 HECTIHKOTO 3MEHIIEHHS
KOHIIEHTpallli aTopBacTaTMHY Y Iula3Mi KpoBi. Yepe3 MexaHi3M MOABIMHOT B3aemopii pudamminy



PEKOMEH/Ty€ThCS OHOYACHE 3acToCyBaHHs npenapaty Jlinpumap® 3 pubammizom, ockiabky 6yi10 MoKa3aHo,
10 BiJCTPOYCHMU MPHUIOM TpenapaTy Micis BBeAEHHS pudammiHy IMOB’SI3aHUN 31 3HAUHUM 3HIKEHHSIM
KOHIICHTpALlli aTOpBACTAaTHHY Y TJIa3Mi KPOBI.

Jlunmiazemy 2iopoxniopuo.

OnnouacHmii mpuiiom aropBactatuHy (40 mr) ta guntiazemy (240 Mr) CympoOBOUKYETHCS MiABHILECHHIM
KOHIICHTpALlli aTOpBACTAaTHHY Y IJIa3Mi KPOBI.

Lumemuoun.

VY pe3ynbTati MpOBEACHUX JOCHTIKEHb 03HAK B3a€EMO/Iii aTOPBACTATHHY Ta IUMETUANHY HE BUSBIICHO.
Anmayuou.

OnHouacHMI TepOpaJbHUM MPUIOM aTOPBACTATUHY Ta CYCHEH3ii aHTAUWAHOTO Hpenapary, 0 MiCTUTh
MarHii Ta aJTIOMIHIIO T1IPOKCH, CYTPOBOKY€ETHCS 3HHKEHHSAM KOHIIEHTpAIlii aTOpBaCTaTHHY Y TJ1a3Mi KpPOBi
npubimzHo Ha 35 %. [Ipu poMy rinosmimigemMivHa Jis aTOpBacTaTHHY HE 3MiHIOBAJIACh.

Konecmunon.

KonueHTparis aropBacTaTuHy y 1mia3Mi KpoBi Oyiia HIKYOIO (CIiBBIJHOIICHHS KOHIIEHTPAIlii aTOpBacTaTHHY
0,74) mpu OgHOYACHOMY TMPHIOMI aTOpBAacCTaTUHY Ta KojecTurony. llpm nmpomy rinmomimigeMidna mis
KOMOIHaIil aTopBacTaTUHy Ta KOJECTUIIONY IEpeBUIIyBana €(QeKT, SKHH Ja€ MPUHOM KOXHOTO 3 IIHX
IpernapariB OKpeMo.

AzumpomiyuH.

OnnouachHe npusHayeHHs aTopBactaTiHy (10 mr 1 pa3 Ha 100y) Ta asurpominuny (500 mr 1 pa3 Ha 100y) He
CYIIPOBOJIKYBAJIOCS 3MiHAMU KOHIIEHTPAIlil aTOpPBACTaTUHY Y IJIa3Mi KPOBi.

Incioimopu mpancnopmy.

Iuribitopu TpaHCHOPTHUX OLIKIB (HANPHUKIAJ IUKIOCIOPHH, JIETEPMOBIP) 3[aTHI MiJBUILYBATH pPiBEHb
CHCTEMHOI eKcro3umii aropBactatuHy (auB. Tabnuuto 1). BmimB mnpurHideHHS HAKOMUYyBaJIbHUX
TPAHCHOPTHUX OLIKIB Ha KOHIEHTPAII0 aTOPBACTATUHY B KIITHHAX MEYIHKH HEBIJOMUH. SIKIIO YHUKHYTH
OJTHOYACHOTO NPHU3HAUCHHS IMX MpenapaTiB HEMOXKIMBO, PEKOMEHIOBAHO 3HM)KEHHS 03U Ta MPOBEICHHA
KJIIIHIYHOTO MOHITOPUHTY €()eKTUBHOCTI aTopBacTaTUHy (AMB. Tabiuito 1).

Ezemumio6.

3acrocyBaHHS €3€TUMIOY SIK MOHOTEpaIii OB’ SI3yI0Th 3 PO3BUTKOM SIBUIIL 3 OOKY M’SI30BOi CUCTEMH, Y TOMY
yucai padnomionizy. TakuMm 4UHOM, IPU OJHOYACHOMY 3aCTOCYBaHHI €3€TUMIOy Ta aTOpBAaCTaTUHY PH3HK
PO3BHUTKY LUX SBHII 30UIbIIYEThCA. PEKOMEHIOBAHO TPOBOJUTH HAIEKHHUHA KIIIHIYHUNA MOHITOPUHT CTaHy
TaKUX MaIli€HTIB.

Dysudosa Kucroma.

[Tpu ofHOYACHOMY CHUCTEMHOMY 3aCTOCYBaHHI (Dy3U10BOT KUCIIOTH 31 CTATHHAMH MOXKE ITiIBUIILYBaTUCS PU3HK
PO3BUTKY MiOMaTii, B TOMY 4HCIIi padaomionizy. MexaHi3Mm Iii€i B3aeMoii (uu € BOHa (papMakogMHAMIYHOIO
a60 GapMakoOKiHETUYHOO, Y1 000X BH/IIB OJTHOYACHO) Ha ChOTOIHI HeBioMuiA. [T0BiTOMIIATIOCS TIPO BHUITAIKH
pabmomionizy (y TOMY 4YHCHi 3 JETAJbHUM HACHIAKOM) y TAIIEHTIB, SKi OTPUMYBAIM KOMOIHAIIIO IHUX
npernaparis.

Sxmo HEeoOXigHE CHUCTEMHE 3aCTOCYBaHHS (Y3WAOBOI KHCIOTH, CIiJi TPHUIIMHUTHA 3aCTOCYBaHHS
aTOpBAaCTaTHHY Ha BECh TMEpIOA 3acTOCyBaHHS (Py3um0oBOi KHUCIOTH (muB. po3ain  «OcobiauBocTi
3aCTOCYBAHHS»).

Jucoxcumn.

TIpy OJHOYACHOMY 3aCTOCYBaHHI 0araTopasoBHX 03 mpemapary Jlinmpumap® Ta IUTOKCHHY DiBHOBaXKHI
KOHIIEHTpAIIIi TUTOKCHHY Y TUTa3Mi KPOBI MiIBUIITYIOThCS (IUB. po3ai «DapMakokiHeTrkay ). Ciig HATeKHIM
YHHOM KOHTPOJIIOBATH CTaH MAaIli€HTIB, SKi IPUAMAIOTh TUTOKCHH.

Ilepopanvni konmpayenmugu.

OnHOUYacHe 3acToCyBaHHs mpemapary Jlimpumap® 3 MepopambHAME KOHTPAIENTHBAMH ITiBHILYBAIO
3HaueHHsI AUC 11 HOpEeTUCTEpOHY Ta €THHIIeCTpaiony (auB. po3ain «PapmMakosaoridHi BIacTUBOCTI»). L1



HiABUIIEHHS Cil OpaTH 10 yBaru npu BUOOpI MEpOpaIbHOTO KOHTPALENTHBA Ul KIHKH, fKa MpHIMae
Jlinpumap®.

Bapghapun.

Jlinpumap® He umHMB KimiHIYHO 3HAYYMIOl Aii HA MPOTPOMOIHOBHH dYac y MAII€HTIB, SKi TPOXOHIA
JOBrOTpUBAJe JIKyBaHHS Bap(aprHHOM.

Konxiyun.

[Ipu omgHOYAaCHOMY 3aCTOCYBaHHI aTOPBACTATHHY 3 KOJXIIMHOM IOBIIOMIISIIOCS TPO BHITAJKK MIOMATII,
y TOMY YHCITi pabaoMionizy, TOMY CIij 3 00€peXHICTIO TPU3HAYATH aTOPBACTATHH 3 KOJIXIIIHHOM.

Tnwi nikapcoki 3acoou.

Kniniuni gocmipkeHHS TOKas3aid, [0 OJHOYAacHE 3aCTOCOBYBAHHS aTOPBACTATHHY 1 TIMOTCH3MBHHUX
mpernapariB Ta HOro 3acTOCYBaHHS B XOJi €CTPOTEH3aMICHOI Teparii He CYNPOBOKYBAJOCh KIHIYHO
3HAYYIUMHU TOO0IYHIMHE epekTamu. JloCTiDKEHb B3aEMOIIT 3 IHITUMU TIperapaTaMu He TIPOBOIAIIOCH.
Ocobueocmi 3acmocyeanus.

Ckenemni m’a3u

Haaxomumu pinkicHI MOBIZOMIIGHHS TPO BUMAAKH PaOAOMiONi3y 3 TOCTPOI0 HHPKOBOIO HEIOCTATHICTIO

BHACJII0K MIOTJI00iHYypii MpU 3aCTOCYyBaHHI Npenapary Hian/IMap® Ta 1HIIKX JIKapChKUX 3acO01B 1HOTO
kiacy. HasBHiCTh B aHaMHe3l MOpywIeHHS (QYHKIIT HUPOK MOke OyTH (PaKTOpOM pPH3UKY DPO3BUTKY
pabomionizy. Taki namieHTH NOTPEOYIOTH OLIbII PETEIBHOIO MOHITOPUHTY I BUSIBJICHHS IOPYILIEHB 3 OOKY
CKEJIETHUX M’SI31B.

ATopBacTaTHH, SIK 1 1HIII IpenapaTy rpynu CTaTUHIB, IHOA1 CIPUYMHSIE MIONIATIIO, 10 BU3HAYAETHCA SIK 601 y
M’s13ax abo c1adKicTh M’SI31B y MTO€IHAHHI 3 MM1JIBULLIEHHAM MOoKa3HUKIB KpeaTnHpochokinazu (KDOK) y nonaz
10 pa3iB BuIle BepXHbOI Meki HOpMHU. OJHOUACHE 3aCTOCYBaHHS BHILKX J103 aTOPBACTATHHY 3 MEBHUMHU
JIKapChKUMHU 3aco0aMM, TaKMMM SIK LUKIOCIOpUH 1 moTyxkH1 1Hridbitopu CYP 3A4 (manpukiang
KJIApUTPOMIILIMH, ITpakoHa3od Ta 1HriGiTopu mnporeaz BIJI Ta Bipycy rematutry C), MHiABHILYE PHUBHK
MionaTtii/pabaomioizy.

Hanxonunu piakicHI MOBIAOMIIEHHS MPO BUIAIKH IMyHOJIOTIYHO OTIOCEPEIKOBAHOI HEKPOTHU3YIOYOI Miomatii
(IOHM) — ayToimyHHOi Miomnarii, OB’ s13aHO1 13 3acTocyBaHHsM ctatuHiB. [IOHM xapakrepusyerbcs TakUMU
O3HaKaMu: cJIaOKICTh MPOKCHMAJIbHUX M S31B Ta MiJBUIIEHUN PIBEHb KPEaTUHKIHA3M y CHPOBATIIl KPOBI, SIK1
30epiraroThes, He3BaXKar0UK Ha MPUITMHEHHS JTIKyBaHHS CTaTUHAMU; M 5130Ba O101IC1sl BUSBIISIE HEKPOTU3YIOUY
Miomnariio 0e3 3HAYHOTO 3amajeHHs; IPH 3aCTOCYBaHHI IMYHOCYNPECHBHHX 3aCO0IB CIIOCTEPITaeThCst
MO3UTUBHA JIMHAMIKA.

MOXIMBICT PO3BUTKY MIiOMaTii ciifi po3misnaTd y OyAb-IKOro maiieHTa 3 AU(QYy3HUMH MIalrisMH,
OodicHicTIO 200 cimabkicTio M’ s31B Ta/abo 3HaunuM migBuieHHsM KOK. INamientam ciig pekoMeHayBaTH
HEraiHO MOBIJOMIISITH TIPO BUIAJKH 000 y M’s13aX, O0IICHOCTI a00 c1abKoCTi M’s31B HEBIIOMOT €TI0JIOTi,
0COOJIMBO SIKILO 1€ CYNPOBOKYETHCS BIAUYTTIAM HE3AyXaHHS a00 MIABUILEHHSM TeMIlepaTrypu ado SIKIIO0
O3HaKM Ta CHUMIOTOMHU 3aXBOPIOBaHHS M’S31B 30€piraioThCsl MICIs NPUIMHEHHS MpHUIloMy MpenapaTry

Jlinpumap®. JlikyBaHHS mperapaTtoM CiIiJ HPHIMHATH Yy pas3i 3HA4HOro migBuuieHHs piBHs KOK,
JiarHOCTYBaHHS ab0 Mi03pH HAa MIOMATIIO.

Pusuk mionatii miz yac JikyBaHHS IIpenapaTaMHy bOTO KJIacy MiABHIY€THCS TIPU OJTHOYACHOMY 3aCTOCYBaHHI
JKapChKUX 3aco0iB, 3a3HaueHux y Tabmumi 3. Jlikapi, Skl po3rsIIal0Th MOKIIMBICTH KOMOIHOBaHOI Tepamii

npenapatoM Jlinpumap® Ta Gyb-sSKMM 3 LEX MpenapaTis, TOBHHHI PETENBHO 3BAKHUTH MOTEHIIiHHI IepeBaru
Ta PU3UKH, & TAKOXX PETEIbHO MOHITOPUTHU CTaH MAIl€HTIB 1010 OYIb-IKUX MPOsBIB 000, 00MICHOCTI 2060
C1abKOCT1 y M’s3aX, OCOOJIMBO MPOTATOM MOYATKOBUX MICSIIIB Tepallii Ta MPOTATOM OYb-sIKOTO 3 MepiofIiB
TUTPYBaHHSA /103U y HamnpsMKYy 30UIbLIeHHA Oyab-skoro 3 mnpenapaTiB. Ciifl pO3IJISHYTH MOKJIHBICTh
3aCTOCYBaHHS HU3BKUX ITOYATKOBUX Ta MIATPHUMYIOUHMX JI03 aTOPBACTAaTHHY NPH OAHOYACHOMY HpHUiioMi 3
BUIIE3TaIaHUMU JIIKapChKUMU TIpenapataMu (IuB. po3ain «B3aemois 3 IHITUMU JTIKapCHbKUMU 3ac00aMH Ta



1HIIN BUAM B3a€MOJI»). Y TaKkuUX CUTYaIliIX MOXKE PO3TIIAJATHCS MOKIHUBICTH MEPIOJUYHOTO BH3HAYCHHS
K®K, ane nemae rapanTii, 110 Takuii MOHITOPUHT JOMIOMOYXKE 3aMO0ITTH BUITAIKaM TSHKKOT MIOMAaTii.

Tepamito npenapatom Jlinpumap® ciin THMYacoBo aG0 MOBHICTIO MPHIMHUTH OyIb-SKOMY MAIlEHTY 3
TOCTPHUM, CEPHO3HNUM CTaHOM, 10 BKa3y€ Ha pO3BUTOK Mionarii, a00 mpu HasBHOCTI (haKTOpa pU3HUKY PO3BUTKY
HUPKOBOI HEJIOCTATHOCTI BHACHINOK pabaoMionizy (Hampukian, TsSHKKa TocTpa iH(eKuis, TrinoTeHsis,
XipypriuyHa omneparis, TpaBMa, TSDKKI MeTa0OJiuHi, €HJOKPHHHI Ta EJIEeKTPOJITHYHI pPO3Taau, a TaKOXK
HEKOHTPOJIBOBAHI CYZIOMH).

Topywenus ¢yuxyii nevinku

Byno mokazaHo, 10 CTaTHHM, SIK 1 JA€AKI IHIIN TINOMIMIAEMIYHI TepameBTUYHI 3ac00U, acOIIOIOTHCS 3
BiJIXWJICHHSM BiJl HOpMHU 010XIMIYHMX MOKa3HUKIB pyHKUii nevyinku. Crilike niaBUIIEHHS (OUTbII HIX Y 3 pa3u
BUIIIE BEPXHBOI MEXi HOPMAJbHOTO Jiala3oHy, sKe BHHUKIO 2 pa3u abo Oinblle) piBHIB CHPOBATKOBHUX

Tpancamina3 crioctepiranocs y 0,7 % nauientis, sxi orpumysamu Jlinpumap® 1mix yac KTiHIYHAX 10CITiKEHD.
YacroTa BHIAIKIB ITUX BigxmieHb Bigx Hopmu cranomwia 0,2 %, 0,2 %, 0,6 % ta 2,3 % mns 103 npenapary
10, 20, 40 ta 80 Mr BiAMIOBITHO.

[Tin yac KIHIYHMX OOCIIPKCHb Iperapary B OJHOTO TAIliEeHTa PO3BHHYJIACH JKOBTAHUI. [limBumieHi
NMoKa3HUKKN (PyHKIioHaNbHUX 1po0 mevinku (PIII) y iHmmx mamieHTiB He OyiH MOB’s3aHi 3 KOBTSHUIICIO
a00 HIIUMH KITIHIYHAMHA cuMnToMamH. [licis 3MeHIeHHs 03|, EpPEepBH Y 3aCTOCYBaHHI mpemapary abo
MPUMTMHEHHST HOTO 3aCTOCYBaHHS pIBHI TpaHCcaMiHa3 TOBEPTAIMCS 1O PIBHIB Tepex JiKyBaHHSAM abo
MpUOIM3HO A0 MUX PiBHIB 0€3 HeraTMBHUX HACTIAKIB. 18 3 30 mamieHTiB 31 CTIMKUM ITiBUIIICHHSIM TTOKa3HUKIB

(DYHKIIOHANBEHAX POO MEYiHKM MPOIOBKYBAIH TiKyBaHHs npermapatom Jlinpumap® y MeHmmx mo3ax.

Ilepen THUM SIK PO3MOYMHATH Tepamito mperaparoM Jlinpumap®, peKOMEHIYeThCsl OTPHMATH Pe3yibTaTH
aHaMI31B 1010 (PEpPMEHTIB MEUIHKW Ta 3[1aBaTH aHAII3d MOBTOPHO y pasi KIiHIYHOI moTpedu. Hamxomumm
PIIKICHI TOCTpEECTpaIliiiHi MOB1IOMJICHHS PO BUTIAKH JIETATBHOI Ta HEJIETAIBHOT MEYiHKOBOT HEIOCTATHOCTI
y MAIi€HTIB, SKI MpUAMaJId TpernapaTd TPyNH CTaTHHIB, y TOMY YHCII aTOpBAcTaTHH. Y pasi cepilo3HOTO
YpaKCHHS TMEYiHKK 3 KIIHIYHHUMH CHMIITOMaMH Ta/a0o0 rinmepOumipyOiHeMieto a0o >KOBTSHHUIICIO Tia Yac

3acTocyBanHs mnpenapary Jlinpumap® crmix HeraiiHO NPUIMHMTH JKyBaHHsA. SIKIIO HE BH3HAYEHO
aJIbTepPHATUBHOI €T10JIOT1i, HE CJIiJl TOBTOPHO PO3MOYMHATH JIIKYBAaHHS MIPETapaToM.

Jlinpumap® citix 3 06epeskHICTIO MPU3HAYATH MAL[EHTAaM, SKi 3710BKHBAIOTH ANKOTONEM Ta/ab0 MAIOTh B

aHAMHE31 3aXBOPIOBAHHs medinku. Jlimpumap® MpOTHMOKA3aHMiT IPK AKTHBHOMY 3aXBOPIOBAHHI TIEUiHKH 260
CTIMKOMY TWIiABHINEHHI pIBHIB TEYIHKOBHX TpaHCaMiHa3 HEBIAOMOI  erioyorii  (OUB.  PO3.LT
«IIpoTtunokaszanss).

Enooxpunna ¢ynxyia

[ToBimomisinocst mpo migBuiieHHs piBHI HbAlc Ta KOHIEHTpaIliil TII0KO3M Yy CHPOBATI KPOBI HATIIE MPHU
3actocyBanHi inri6itopis TMI'-KoA-penykrasn, y ToMy umcii npemapary Jlinpumap®.

CraTuHHM NEepelKOIKal0Th CUHTE3Y XOJIECTEPUHY Ta TEOPETUYHO MOXKYTh OCHAOJISATH CEKPEIil0 CTEepOiliB
HaTHUPKOBHUX 3aJ103 Ta/a00 TOHATHUX CTepoiaiB. KimHIYHI JOCTiHKEHHS TOKa3aJId, 110 HinpnMap® HE 3HIKYE
0a3aibHy KOHLEHTpALil0 KOPTHU30Jy IJIa3MH Ta HE MOpYIIye aJpeHaNoBUN pe3epB. BmiuB craTtuHiB Ha
3aIUTiTHIOI0YY 3AaTHICTh CIEPMH HE JTOCHTIKYBaBCS Y JOCTaTHBHOI KiIBKOCTI marieHTiB. HeBigomo, sikum
YUHOM TIpernapar BIUIMBA€E Ta ¥ 4K B3arajl BIUIMBAE HA CHUCTEMY «CTaTEBl 3aJl03U-TINOQi3-TiMmoTaIaMyc» y
XKIHOK y TIepeIMeHomnay3anbauii nepiof. Ciig OyTu 00epexHUM MPU 0JTHOYACHOMY 3aCTOCYBaHHI Mpemapary
TPyl CTAaTHHIB 3 JIKAPCHKUMHU 3aco0aMu, sSKi MOXXYThb 3HWKYBaTH PiBHI a00 aKTHUBHICTh €HAOTCHHUX
CTEpOIAHUX TOPMOHIB, TAKUMHU SIK KETOKOHA30J1, CIIIPOHOJIAKTOH Ta [IUMETUIUH.

3acmocysannsa nayicHmam 3 HewoOaHIMU BUNAOKAMU THCYIbIMY aO0 MPAH3UMOPHOI iuleMiuHoi amaxu

IIpu post-hoc anamizi mocmimkenns SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol

Levels/3amo6iranHs iHCYIBTY MUISIXOM Pi3KOTO 3MEHIICHHS PIBHIB XONeCTepHHy), mij ac skoro Jlinpumap®
y 1031 80 Mr Ha ipoTuBary 1iamne6o 3acrocoByBaiau 4731 mamieHTy 0€3 iIeMidHOT XBOPOOH CepIis, sIKi Majin



B aHaMHe3l BUNAJIKU IHCYJIbTY a00O TPAaH3UTOPHOI IMIEMIYHOI aTaku MPOTIArOM IOMNEepeaHiX 6 MICALIB,
criocTepiraigacs Oulbllla YacTOTa BHUIMAJIKIB F€MOPATiYHOTO 1HCYJIBTY y TPYIll MAI€HTIB, SIKI OTPUMYBAIH

Jlinpumap® y 1031 80 MT HOPIiBHSHO 3 rpyIIoo M1ane6o (55 BHnankis, 2,3 % y rpylii aTopBacTATHHY HOPIiBHSHO
3 33 pumankamu, 1,4 % y rpym mane6o; CP: 1,68, 95 % JI: 1,09, 2,59; p=0,0168). UactoTa BHUMagKiB
JETaJbHOTO TeMOpAriyHoro iHCynbTy Oyina moaiOHOI0 B ycix rpymax jikyBanHa (17 Ta 18 mns rpyn
aTopBacTaTHHy Ta IuTanedo BiANOBiTHO). YacToTa BUNAJKIB HEJETATBLHOIO T€MOPAridYHOTO 1HCYJIBTY Oyia
3HAYHO BHIIOIO y TPYIIi NAIi€HTIB, SIKi OTpUMYyBaiu atropsactaTuH (38, 1,6 %), HOpiBHIHO 3 rpyMHoI0 MIanedo
(16, 0,7 %). Jlesiki mMOYaTKOBI XapaKTEPUCTHKH, y TOMY YHCI HASBHICTh BHIIAJKiB T'€MOpAriyHoro Ta
JAKyHAPHOTO 1HCYJIBTY Wi Yac BKIFOYECHHS 1O JOCITIKEHHS, aCOIIIOBAIUCS 3 BUIIOI YaCTOTOK BHUIAJIKIB
reMOpariyHoro iHCYNbTY y TPYIIi MALI€HTIB, SKi OTPUMYBAJIM aTOpBACTaTUH (AUB. po3aii «I1o6iuHi peakiiin).
Cepen 39828 mauienTis, siki orpumysanu Jlinpumap® y kimiHiuaux gocmimkernsx, 15813 (40 %) mamieHTiB
Oynu BikoM Bijx 65 pokis, a 2800 (7 %) mamienTiB Oynu BikoM Bif 75 pokiB. He croctepiraocst xoH01
3araJibHOI BIMIHHOCTI y Oe3meni Ta e(eKTUBHOCTI Mpernapary MK IUMH Tali€eHTaMd Ta MOJOIIIUMHU
MarieHTaMu, Tak caMo, sIK He OyJI0 3apeecTpOBaHO YKOTHHMX BiIMIHHOCTEH y BiIIOBIiJI Ha JIKYBaHHS MIX
MarieHTaMu JIITHHOTO BIiKY Ta MOJIOAIIMMH MAI[i€EHTaMH 3T1THO 3 1HIIUM KIIHIYHUM JIOCB1IOM, ITPOTE HE MOKHA
BUKJIIOYATH OUTBITY YYTIHMBICT AESKHX CTapIIMX MarieHTiB. OCKUTbKM cTapmivii Bik (MOHAL 65 pOKiB)

€ (haKTOPOM CXHIBHOCTI 10 Miomarii, cimiz 3 o6epexHicTio mpu3nadaty Jlinpumap® marieHTam mTTHBOTO BIKY.
Ileuinkosa neoocmammuicmeo

Jlinpumap® mpoTHIIOKa3aHMil MAIi€HTAM 3 AKTHBHHM 3aXBOPIOBAHHSAM [ICUiHKH, BKIIOYAIOUM CTiliKe
IIJIBUIIICHHS PiBHIB NMEYIHKOBUX TpaHCaMiHa3 HeBiAoMoi eriojorii (amB. po3aum «IIpoTunokazaHHs» Ta
«®DapMaKoJIOTi4HI BIIACTUBOCTI»).

o nouamky nikyeanus

ATOpBacTaTUH CJIiJ 3 00CPEKHICTIO MPHU3HAYATH MAIllEHTaM 31 CXWJIBHICTIO 0 PO3BUTKY padmomionizy. Jlo
MOYATKy JIIKYBaHHSI CTATUHAMH Y TAII€HTIB, CXUIBHUX JI0 PO3BUTKY paOOMiOfi3y, CITii BU3HAYATH PiBEHb
KK npu:

- MOpYIICHHI (PYHKIIIT HUPOK;

- TiMOQYHKIIIT U TOBUIHOI 3aJI03H;

- CMIaJIKOBUX PO3JIajaXx M’ s30BOT1 CUCTEMH y CIMEHHOMY a00 0COOHCTOMY aHaMHe31;

- MIEPEHECCHNX Y MUHYJIOMY BUIAJKaX TOKCUYHOTO BIUIMBY CTaTHHIB a00 (iOpaTiB Ha M’ 513H;

- IEPEHECEHUX Y MUHYJIOMY 3aXBOPIOBAHHSIX MEUIHKHU Ta/a00 3JI0BKUBAHHI aJIKOTOJIEM.

J1y1st martieHTiB JIITHROTO BiKY (1moHa ] 70 poKiB) HEOOXiAHICTH MPOBEACHHS 03HAUYCHUX 3aXO/1B CJI1]] OI[IHIOBATH
3 ypaxyBaHHIM HasBHOCTI IHIIUX (PaKTOPIB CXMIIBHOCTI IO PO3BUTKY pa00MioJizy.

[TinBuIeHHs piBHS MpemnapaTy y Iia3Mi KpoBl MOXKIIMBE, 30KpeMa, Y pa3i B3aeMmo/ii (auB. po3ain «B3aemomist
3 1HIIMMH JTIKAPCHKUMHU 3aco0aMy Ta 1HINI BUAM B3a€EMOJII») Ta 3aCTOCYBaHHS OCOOJMBHM TOMYJISIISIM
MaIi€HTIB (IUB. po3ain «PapMaKOKIHETHKAY), Y TOMY YHCII MAIiEHTaM 31 CIIaJKOBUMH XBOPOOaMH.

VY Takux BHUIAIKaX PEKOMEHJOBAHO OIIHIOBATH CITIBBIIHOIICHHS PHU3UKIB Ta OYIKYBaHOI KOPHCTI Bif
JIKYBaHHS Ta MPOBOAMWTH KJIIHIYHWKA MOHITOPUHT CTaHy MaIlieHTiB. SKIIo 70 moyaTky JikyBaHHS piBeHb KK
3Ha4HO TiaBuIeHni (mepesurrye BMH Oinbmt HiX y 5 pa3iB), TiKyBaHHS PO3MOYMHATH HE CIIi]T.
Buwmiprosanusa piensa kpeamunxinazu

PiBeHb KpeaTHHKIHA3M HE CJTiJl BA3HAYATH IICIIs IHTCHCUBHUX (DI3MYHUX HABAHTAKEHB 200 3a HAIBHOCTI OY/Tb-
SAKUX MOMJIMBHUX albTePHATUBHUX MNpUYMH miaBuiieHHs piBHA KK, ockinbku 1e Moxke YCKIaTHUTH
IHTEepOpeTaIio pe3ynbTaTiB. SIKI0O Ha MOYATKOBOMY pIiBHI crocTepiraerbcs 3HauHe miaBuieHHs KK
(nepeumenHss BMH 6inbm Hixk y 5 pa3siB), To yepe3 5—7 IHIB HEOOXiTHO MPOBECTH MOBTOPHE BU3HAYCHHS
JUTSA TIATBEPKCHHS PE3yJbTaTy.

11i0 uac nixysanns

[TamieHTH MOBUHHI 3HATH TPO HEOOX1IHICTh HETAMHO MOBIIOMJISITH PO PO3BUTOK OOJIIO Y M s13aX, CYJIOM Y1
C1a0KOCT1, 0COOIMBO KOJIHM BOHU CYIIPOBOKYIOTHCS HE3yKaHHSAM a00 TapsSuKoro.




V pasi nosBU IIUX CUMIITOMIB ITiJ] Yac JIIKyBaHHS aTOpBacTaTHHOM HeoOxinHo Bu3HauuTH piBeHb KK y nporo
narienTa. Skmo pienb KK 3Hauno migBumenuit (nepesurnye BMH Ginbin Hixk y 5 pasiB), JiKyBaHHS CIIiJ
MIPUITUHUTH.

JIOUINBHICTh TPUIIMHEHHS JIKYBaHHS CIIJ TaKOXX PO3TISHYTH, skmo miaBuieHHs piBHI KK He csarae
I’ ITUKpaTHOTO nepeBuiieHHs: BMH, ane cumntoMu 3 00Ky M’S31B MalOTh TSDKKHM XapakTep Ta LIOJCHHO
CTalOTh NPUYMHOIO HEITPUEMHUX BIAYYTTIB.

ITicna 3HUKHEHHS cuMOTOMIB Ta HopMmamizauii piBHA KK MokHa pO3MVISSHYTH MOXKJIMBICTH BiJHOBIIEHHS
JKyBaHHS aTOpBACTaTMHOM abo0 MOYATKy JIKYBaHHS ajJbTEPHATUBHUM CTAaTHMHOM 32 YMOBM 3aCTOCYBAaHHS
MiHIMaJIbHOT MO>KJIMBOT 103U Mpenapary Ta peTeJbHOr0 Harjsay 3a CTAaHOM Malli€HTa.

JlikyBaHHS aTOpBACTATUHOM HEOOXiAHO MPUITMHUTH, SKIO CIIOCTEPITAEThCS KIIHIYHO 3HAYYIIIE IMiIBUIIICHHS
piBus KK (nepesutennss BMH 6inbin Hixk y 10 pa3iB) a0o BcTaHOBIIGHO AiarHo3 padaomionisy (abo € migo3pa
Ha PO3BUTOK paba0oMioizy).

OoHouacue 3acmoCcy8ants 3 IHWUMU JIKAPCOKUMU 3AC00AMU

Pusuk po3BUTKY pabaomiofi3y MiJBUILYETHCS MPU OJHOYACHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3 JIEIKUMHU
JKapChbKUMU 3aC00aMU, 110 MOXKYTh 30UIBIIIMTH KOHIIEHTPALlil0 aTOPBACTaTHHY Yy Tu1a3Mi KpoBi. [Ipuknagamu
TaKuX IMpenapariB MOXyTh OyTH moTyxHi iHriditopu CYP 3A4 abo TpaHCHOPTHUX OUIKIB: IUKIOCTIOPHH,
TeNITPOMIIMH, KIAPUTPOMILIMH, JeNaBipIuH, CTHPHUIIEHTOJN, KETOKOHA30JI, BOPHKOHA30JI, I1TPaKOHA30ll,
MI0CAaKOHAa30J1, JeTepMoBip Ta iHri0iTopu nporeaz BIJI, y ToMmy uucni putoHaBip, JOMiHAaBip, aTa3zaHaBip,
iHMHaBip, napyHasip. [Ipu onqHOYacHOMY 3acTocyBaHHI 3 TeM(}iIOPO3UIIOM Ta IHIIUMH NMOXiITHUMHU (PiOpoBoi
KHUCJIOTH, OOLIETIPEBIPOM, €PUTPOMIIIMHOM, HIallMHOM Ta €3eTUMiOOM, TenarpeBipoM abo 3 KOMOIHAIli€ro
TeJaIpeBip/pUTOHABIP TAKOXK 3pOCTAE PU3UK BUHUKHEHHS MionaTiid. SIKIo MoxHa, CJlij 3aCTOCOBYBATH 1HII
JKapchKi 3aco0u (110 HE B3aEMOJIIOTH 3 ATOPBACTATHHOM) 3aMICTh BHUILE3raJaHUX.

SIKmo HeoOXiHO MPOBOJUTH OJHOYACHE JIKYBAaHHS aTOPBACTaTMHOM Ta 3TaJlaHUMM MpenapaTamu, Cijx
pETeNbHO 3BaXKUTH KOPUCTh Ta PU3MKH. SIKIO Malli€eHTH NPUHAMAIOTh JIIKapChKi 3aCO0M, 110 MiJBUIIYIOTh
KOHIIGHTpALII0 aTOPBACTAaTHHY Yy IJIa3Mi KpOBI, PEKOMEHAYEThCS 3HIDKYBATHU /103y aTOPBACTATHUHY [0
MiHiManbHOI. KpiM Toro, y pasi 3actocyBanHs noTyxXHuX iHT16iTopiB CYP 3A4 ciij po3risiHyTH MOXKIIUBICTb
3aCTOCYBaHHS MEHIIOI MOYAaTKOBOi /03U aTOpBACTAaTHHY. TaK0XX PEeKOMEHIYETbCS MPOBOAUTH HAJECKHUH
KIIIHIYHUI MOHITOPUHT CTaHy LUX MAaIli€HTIB.

ATOpBacTaTMH HE MOKHA MPU3HAYATH OJHOYACHO 3 (DY3HJIOBOIO KHCIOTOIO, SIKY 3aCTOCOBYIOTh CHCTEMHO,
a0o0 BIPOAOBXK 7 IHIB MIC/s NMPUMHMHEHHS JIKYBaHHS (Dy3um0BOIO KuCiIOTOKO. IlarienTam, sIKHM cHCTEMHe
3acTOCyBaHHA (Py3UI0BOI KUCIOTH BBAKAEThCA HEOOX1IHUM, JIIKyBaHHS CTaTHHAMU CIiJl MPU3YNUHUTH HA
BECh I1€P10/1 3aCTOCYBaHHS (Py3UA0BOI KUCIOTH. Y MALI€HTIB, SIKI OTPUMYBAJIH (y3UI0BY KUCIOTY Ta CTATUHU
y KoMOiHariii, Oyyiu 3apeecTpoBaHi BUIMAIKU pabqoMioni3y (B TOMY YHCII JIeTallbHi) (IUB. po3ain «B3aemomist
3 IHIIUMH JIIKAPCBKUMH 3aco0aMM Ta 1HII BUAM B3aeMoii»). [lamieHTy ciijy peKOMEHIyBaTH HEraiHo
3BEpPTATUCS 33 MEAMYHOIO JOIOMOIOI0 y pa3i BUHUKHEHHsS Oy/b-SKUX CHUMOTOMIB ciaOKocTi, 6oiro abo
00J1iCHOT Yy TJIMBOCTI y M s3aX.

Tepamniro craTUHAMU MO>KHA IIPOJIOBKUTH uepe3 7 AHIB MicIsl OTPUMAHHS OCTAHHbBOT 103U (y3H10BOi KUCIOTH.
3a BUHATKOBUX OOCTaBMH, KOJHM MOTPiOHE JTOBrOCTPOKOBE CHUCTEMHE 3aCTOCYBaHHS (Dy3MA0BOi KHUCIIOTH,
HamnpuKiIaa, Ui JIKyBaHHS TSDKKMX 1H(EeKUiNd, HEoOXiTHICTb OJHOYACHOTO 3aCTOCYBAaHHS IIpernapary

Jlinpumap® Ta dy3um10B0i KHCIOTH CITiJ pO3IIIAATH TIMBKH B 1HIMBITyanbHOMY TIOPSAKY Ta 3ifCHIOBATH i
peTeIbHUM HarJsIIOM JKaps.

InTepcrunianbpHa XBopoOa JiereHin

ITix yac nikyBaHHS JESIKUMH CTaTHHAMU (OCOOJIMBO il Yac TPUBAJIOTO JIIKyBaHHs) Oyl ONMUCAaHI BUHATKOBI
BUIIA/IKK PO3BUTKY IHTEPCTHUIIAIbHOI XBOPOOH JiereHiB. J{o mposBiB 11i€1 XBOpOOU MOXKHA BIJTHECTH 3aIUIIIKY,
HETPOyKTUBHUN KalllesIb Ta 3arajbHe MOTIPIICHHS CaMONOYYTTs (CTOMIIIOBAHICTh, 3HI)KEHHSI MacH Tijla Ta
rapsuka). Y pas3i BUHMKHEHHS MiZ03pH Ha IHTEPCTUIIAIbHY XBOpPOOY JIET€HIB CIIiJl MPUIHUHUTH JIIKYBaHHS
CTaTUHAMH.

HanosHroBaui



Jlo cximagy npemapary Jlinpumap® Bxomute nakrtosa. Lleil mpemapar He CiIi NMpUilMATH MAli€HTaM 3
PIAKICHUMH CIIaJKOBUMH 3aXBOPIOBAaHHAMH, IOB’SI3aHMMH 3 HEMEPEHOCHMICTIO TajlaKTO3H, AediluToM
nakrasu Jlamma abo ManbabCcopOITiEr0 TIIOKO3H-TAIAKTO3H.

Teparmis ninigoMoAu(IKyIOINME TIperiapaTaMy TOBUHHA Oy TH OJTHIEIO 31 CKIIaI0BUX KOMIUIEKCHOI Teparmii Jis
MAI€HTIB 31 3HAYHO MiJBUILNEHUM PHU3UKOM PO3BUTKY aTEPOCKICPOTUYHUX 3aXBOPIOBAHb CYJIUH Yepes3
rinmepxoyiecTepuHeMio. MennkaMeHTO3Ha Teparisi pPEeKOMEHIYETbCS K JOMOBHEHHS 10 JI€TH, KOIHU
pe3yabTaTy BiJ JOTPUMAHHS JIE€TH, 110 OOMEXY€ CIIOKUBAHHS HACHYCHUX JKUPIB Ta XOJIECTEPUHY, a TAKOXK BiJl
3aCTOCYBAHHS IHIIUX HEMEIUKAMEHTO3HUX 3aX0J(iB OyJi0 HepoCcTaTHRO. [lalieHTam 3 imeMigHO XBOPOOOIO
cepis abo JAekipkoMa (hakTopaMH PH3HKY PO3BUTKY IHIEMIYHOI XBOpOOW cepIsl MpUOM Mpernapary

Jlinpumap® MokHA PO3IOYATH OTHOYACHO 3 JOTPUMAHHSIM Ti€TH.

ObmediceHHs 3acmoCy8anHts

Jlinpumap® He HOCHIIKYBaTH 33 yMOB, KOJTH OCHOBHHM BiIXWICHHSM BiJ HOPMH 3 GOKY JiMOMPOTEiHIB €
MIIBUILICHHS P1BHS XUTOMIKpoHiB (Tumu I Ta V 3a knacudikariero Opeapikcona).

3acmocyesanns y nepioo eazimmocmi abo 200y8anHsL 2pyoor0.

Bazimuicmeo.

Oyinka puzuxis

Jlinpumap® mpoTHIOKa3aHuMil BATITHHM JKiHKAaM, OCKITbKM HE BCTAHOBIEHA Oe3Ieka HOro 3aCTOCYBAHHS
BariTHUM 1 HEMa€ SBHOI KOPUCTI MPUHOMY JIMIJO3HMKYBAIBHUX MIPenapartiB i yac BariTHOCTI. OCKUIBKH
irioiTopu ['MI'-KoA-penykTa3u 3HIKYIOTh CHHTE3 XOJECTEPHHY Ta, MOKJIMBO, CHHTE3 IHITUX O10J0TIYHO

AKTHBHUX PEUOBHMH, SIKi € OXiTHMMH Xonectepuny, Jlimpumap® Moxke mkianmmBo BrmBaTy Ha i, [puiiom

npenapary  Jlinpumap®  c1ii  npUNMHMTH, SK TUTBKM  BCTAHOBIGHA  BATITHICTH (AMB.  PO3ALT
«IIpoTunokasanss»).

Po3paxyHkoBuil (POHOBHI pU3KK 3HAUHUX BPOJKEHUX Malib(hopMalliil Ta BUKUIHIB JIUIsl BKa3aHOI MOMYJISIT
HeBimomuil. Y 3aranpHiii momymsauii CHIA po3paxyHKoBHil (OHOBUHM pPH3MK 3HAYHUX BPOJKEHHUX
Masb(opMarliii Ta BUKUIHIB IPY KIIHIYHO BU3HAHHUX BariTHOCTSAX CTaHOBUTH 2—4 % Ta 15-20 % BiamoBigHO.
Konmpayenyis

Jlinpumap® Moske 3aBraBaTH MIKOAM MIIOAY MPH 3aCTOCYBAHHI BAriTHOIO KiHKO0. JKIHKH PEIpoIyKTHBHOTO
BiKy MaroTh OyTH mpoiH(opMoBaHi mpo HEOOXiTHICTh €(EKTUBHOI KOHTPALENI] Mif Yac JIKyBaHHS UM
MpernapaToM.

Kuiniuni naxi

OOmexeHi omyOmikoBaHi JaHi oOcepBalifHUX MOCIiIKEHb, METAaaHAII3IB Ta KIIHIYHUX BHITAJKIB OO
3aCTOCYBaHHS aTOPBACTaTHUHY KaJlblil0 HE TMOKAa3aJd IiJBUIICHOTO PHU3UKY BHHHUKHEHHS CEpHO3HHUX
BPOKEHUX Mallb(hopMarlliii Y1 BUKHUIHIB.

Hanxoaumum pinkicHi MOBiZOMIIEHHS TIPO BPOKEH1 aHOMATIT Micis BHYTPIIIHEOYTPOOHOT €KCIIO3HUIIT 1HIIINX
iari6itTopis ' MI'-KoA-penykrasu. [IpocniektuBHe crioctepeskenHs mpuonuszno 100 BumaakiB BaritHOCTEH y
KIHOK, SIKI JIIKyBaJIHMCS CHMBACTaTHHOM YH JIOBACTATHHOM, IMOKAa3allo, M0 YAaCTOTa BHITAJKIB BPOIKEHUX
aHOMaJTill TUT0/1a, BUKUIHIB Ta BHYTPIIIHBOYTPOOHUX CMEPTElH/MEPTBOHAPOPKEHB HE TIEPEBHIIyBaJla YaCTOTH,
OYiKyBaHOI JUisl 3aranbHOi momyJssmii. KinbKicTh BHIAIKIB € JOCTaTHBOIO, 00 BUKIIIOYUTH > 3—4-KpaTHe
MiABUILIEHHS BPOJDKEHUX aHOMAJIiii PO3BUTKY TTI0JIAa IOPIBHAHO 3 (pOHOBOIO yacToToro. Y 89 % BariTHHX, 3a
SKAMH BEJIHM TPOCHEKTHBHE CIIOCTEPEXKEHHs, JIKYBaHHS IpenapaToM pPO3MOYMHANIOCS 0 BariTHOCTI Ta
NpUNTUHSUITOCS M1 yac | TpuMecTpy micis BUSIBICHHS BariTHOCTI.

Ilepioo 200ysanns 2pyooio

Jlinprumap® mpoTHIOKa3aHmii M Yac roAyBaHHS TPYT0. BiacyTHs iH(OpPMAIIis Mpo BILUIMB MpenapaTy Ha
IUTHHY, SIKY TOAYIOTh TPYJUII0, Y Ha JIaKTalito. HeBiqoMo, 4n MpOHUKAe aTOPBACTATUH y TPYTHE MOJIOKO,
OJIHaK OyJI0 MOKa3aHo, 1110 1HIIUH JIKapChKUH 3aci0 HBOro KJIacy MOTPAIUISE y TPYIHE MOJIOKO; aTOPBAaCTaTHH
MPUCYTHIN y Mosoni 11ypiB. OCKIIBKY CTATUHU MOTEHILIIMHO 31aTHI COPUYMHUTU Cepilo3HI HeOaxaH1 peakiii



y HEMOBJIAT, IKI 3HAXOAATHCS HA IPYIHOMY TOAYBaHHI, JKIHKaM, sIKi OTPeOYIOTh JIKYBaHHS NpernapaTom

Jlinpumap®, He crix rogysat rpyamio (1. po3ain « I[pOTHIIOKA3AHHS).

30amuicms eénnueamu Ha WGUOKICMb peakuii npu KepyeanHi AGMOMPAHCHOPMIOM ad0 IHWUMU
Mexaunizmamu.

3nilCHIOE Ty)Ke He3HAYHU BIUIMB Ha IIBUAKICTH PeaKii i yac KepyBaHHS aBTOTPAHCIIOPTOM 200 1HIIUMHU
MeXaHi3MaMHu.

Cnoci6 3acmocysannsa ma 0o3u.

Tinepninioemis i 3miwana oucninioemis

PeKkOMEH/I0BaHa IOYaTKOBa 103a mpemapary Jlimpumap® cranoButs 10 a6o 20 mr 1 pas ma no6y. [l
MAIE€HTIB, SKi MOTPEOYIOTh 3HAYHOTO 3HIDKEHHsI piBHA xojnectepuny JIITHIL (Oinpm Hixk Ha 45 %), Teparmis

Moxe OyTH posmouata i3 mosyBamms 40 mr 1 pa3 ma m00y. Jlo3oBmii miamason mpemapary Jlimpumap®
3HaxXoAUThCs y Mexax Bif 10 mo 80 mr 1 pa3 Ha 1o0y. [IpenapaTt MokHa mpUiMaTH pa30BOIO 103010 y OY/Ib-

SIKi TOIMHM Ta HE3alIeXKHO Bix mpuitomy ixi. [ToyaTkoBy Ta migrpuMyroui gosu npemapary Jlinpumap® crix
MiA0UPaTH 1HANBITyaJIBHO, 3JIC)KHO B1JI METH JIIKyBaHHS Ta BiAnoBil. [Ticis moyaTky jJikyBaHHS Ta/a0o micst
THTpyBaHHs 031 npernapaty Jlinpumap® ci1in npoananisysatu piBHi imixis npotsrom mepiomy Bix 2 10 4
THXHIB Ta BIATMOBITHUM YHHOM BIIKOPUTYBATH 103y .

T'emepo3ucomna cimelina cinepxonrecmepuremiss y nayicHmie oumsauoeo gixy (gixkom 6io 10 0o 17 pokis)

PekoMeH10BaHa MoyaTKoBa 103a npemapaty Jlinpumap® cranoButs 10 Mr/n06y, 3BuUaitHuil Aiana3oH 103
ctanoBUTH BiJ 10 10 20 Mr nepopasibHO 01MH pa3 Ha 100y. Jlo3u npenapaty ciif nigdoupatu iHAWBIAYyalbHO,
BIJITIOBITHO 10 METH JIiKyBaHHs. KopuryBaHHs 103H €1l IPOBOJUTH 3 iIHTEpBAIOM 4 THXKHI a00 Oiblire.
Tomo3ucomna cimenna cinepxonecmepunemis

Jlo3a mperapary Jlinpumap® [U1st HaIfieHTIB 3 TOMOBHIOTHOIO CIMEHHOIO TilIepXONeCTepPHHEMIE0 CTAHOBHT

Bix 10 mo 80 mr Ha moOy. HianMap® CJI1JI BAKOPUCTOBYBATH SIK JIOMTOBHEHHS 110 1HIIUX TIMOJIMIIEMIYHUX
MeTO/IB JiKyBaHHA (Hanpukiaz, agepe3 JITTHIL) abo skiio rimominiaeMigyHi METOIM JIKYBaHHS HEIOCTYTIHI.
Oonouacha einoainioemiuna mepanis

Jlinpumap® MoHa 3aCTOCOBYBATH 3 CEKBECTPAHTaMH JKOBYHHX KucI0T. KomGiHaito inribitopis TMI-KoA-
penykrasu (ctaTuHiB) Ta (HiOpaTiB Ciij 3arajoM MpU3HAYATU 3 00EpEeKHICTIO (AUB. po3aiau «OcoOIMBOCTI
3aCTOCYBaHHsI», «B3aeMo/is 3 THIIMMH JIIKAPCHKUMH 3aC00aMH Ta 1HIII BHIA B3a€EMOII).

Jlozyseanns 0 nayienmie 3 nopyueHHIM QYHKYIT HUPOK

3axBOpIOBaHHS HUPOK HE BIUIMBAE HI HA KOHIIEHTpAIli y IJ1a3Mi KpOBi, HI Ha 3HWKEHHS PIBHS XOJIECTEPUHY
JIITHIIL npu 3actocysanHi mperapaty Jlinpumap®; oTke, KOPUTYBaHHS JO3H MPENapaTy Ui MAI[EHTIB 3
MopylmieHHssM  QyHKIii HUpOK He mnoTpiObHe (auB. po3aimum  «OcoOIMBOCTI  3aCTOCYBaHHS»,
«DapMaKoKiHETHKAY ).

Jlo3yseanns Ons nayicHmis, sIKi NPUUMAOmMs YUKIOCNOPUH, KIAPUMPOMIYUH, IMPAKOHA30I, 1emepMosip abo
nesui ineioimopu npomeas

Cniz yHukaTn j1ikyBauHs nperaparoM Jlinpumap® nauientam, sxi mpuitMaroTh UKIOCIOPHH a60 iHTiGiTOP
npoteasu BIJI tunpanaBip + puronasip, abo iHriGiTop mporeasu Bipycy rematutry C riekampeBip +
niopeHTacBip, a00 JIeTEpPMOBIp NPU OJHOYACHOMY 3aCTOCYBaHHI 3 IuKiocnopuHoM. Ilamientam 3 B, sxi
npuitMaroTh J0miHaBip + puromasip, Jlinpumap® crin 3acTocoByBaTH y HalHMK4ii HeoOXimmiil 103i.
[TamienTtam, siKi IpUHMalOTh KJIApUTPOMILIMH, iITpAaKOHA3011, e10acBip + rpa3omnpesip, abo namientam 3 BIJL, axi
npuiiMaroTh KOMOIHAIIT cakBiHaBIp + PUTOHABIP, AapyHaBip + pUTOHaBip, pocammpenasip, hocaMipeHaBip
+ puTOHaBip a60 JETEpPMOBIp TepaneBTHUHY 103y mpemapaty Jlinpumap® cmix obMexuTH 20 Mr, a TAKOK
PEKOMEHAYETHCSI TIPOBOANTH HAJICKHI KIIIHIUHI 00CTE)KEHHS Ui 3a0e3MeUYeHHsT 3aCTOCYBaHHS HAlMEHIIO!
HeoOxinHoi 03w mpemapaty Jlinpumap®. IMamientam, sxi npuitmMaroTh iHribitop nporeass BIJT vendixasip,
nikyBausst nperaparom Jlinpumap® ciin oGMexutn o300 10 40 Mr. Ilpu CymyTHBOMY NpH3HAYCHHI
aTOPBACTATHHY 3 IHIIUMHU 1HTIOITOpaMH TPOTEa3 PEKOMEHAYEThCS MPOBEICHHS BIAMOBITHUX KIIHIYHUX



oOCTexeHb JUIsl 3a0e3MeUYeHHs] 3aCTOCYBaHHA HAaWMEHINOi HeoOXiIHOI 03 mpemapary .HinI/IMap® (nuB.
po3ain «OcobmuBOCTI 3acTocyBaHHS» Ta «B3aemomis 3 1HIMME JTiKapchbKUMHU 3aco0aMy Ta 1HINI BUIU
B3aEMOIIIY ).

Jimu.

T'emepo3ucomna cimetina einepxonecmepunemisi

Besneka Ta eeKTHBHICTb 3acTocyBaHHs npenapary Jlinpumap® BcranoBmeHi mist miteii Bikom Bix 10 10
17 poKiB 3 TETEPO3UTOTHOI CIMEHHOIO TIMEPXOJECTCPUHEMIEIO SK JTOIMOBHEHHS 10 JIETH JUISl 3HWKCHHS
3aranpHOTO XoJjectepuny, piBHs JIITHIL[ Ta piBHs anmominompoteiny B, komm micist agekBaTtHOi cripoOu
JIETOTEpAITii BiIMIYarOThCS:

. xonectepud JITTHILL > 190 mr/mt (4,91 MmMoitb/) abo

. xonectepud JITTHILL > 160 mr/mt (4,14 MMoutb/1) i

0 y ciMeiiHOMYy aHamMHe3l HasBHa CiMeiHa rinepxoyectepuHeMis abo paHHI CepLEeBO-CyIWHHI
3aXBOPIOBaHHS y POAMYIB MEPIIOTO a00 IPYroro CTyrneHs abo
0 MIPUCYTHI JBa 200 OiybIne iHII GaKTOPH PU3HUKY CEPLEBO-CYTUHHHUX 3aXBOPIOBAHb.

[TokazanHs 1151 3aCTOCYBaHHS MpenapaTry HinpnMap® MiITBEP/HKEHE HA OCHOBI JTOCITIIKEHbB:

o [Inare60-KOHTPOILOBAHE KIITHIYHE TOCIIHPKCHHS TPUBATICTIO 6 MICSIIIB 32 y4acTo 187 XJIO0MIIiB Ta 1iBYaT
micIist moyaTKy MeHcTpyaiiii Bikom Biz 10 1o 17 pokis. [lamieHTH, SIKi OTpUMYBaJIH JIKyBaHHS [IPETIapaTOM

Jinpumap® y 1031 10 Mr a6o 20 Mr MOIHS, MaIH 3araaoM MoAiGHwHA mpodins HeGaKAHNX PeaKIiit 10
TaKOro y Malll€HTIB, SIKI OTPUMYBaJIU IJ1anedo0. Y 11bOMy BY3bKOMY KOHTPOJIbOBAHOMY JIOCIIIIXKEHHI HE
Oy70 BHUSBIICHO 3HAYYIIOTO BIUIMBY IMpemapaTry Ha pict abo craTeBe MO3piBaHHS XJIOMIIB ab0 Ha
TPUBAIICTh MEHCTPYAIbHOIO IIUKIY y JIIBYAT.

e TpupiuHe BiAKpUTE HEKOHTPOIbOBAHE JOCIIHKEHHS 3a ydacTio 163 mireit BikoMm Bix 10 g0 15 pokiB 3
TeTePO3UTOTHOIO CIMEHHOI0 TIlepXOJIeCTePUHEMIEI0, sl SKUX MAOUpamd 103y Ui JOCATHEHHS
uinboBoro piBHA Xxonecrepuny JIIMHIL] < 130 mr/an (3,36 mmonb/m). besneka Ta edeKTHUBHICTH

3aCTOCYBAHHS Mpenapary HianMap® npu 3HmKeHH] xonectepuny JINTHILI, sk mpaBwmio, BiANTOBIAAIOTH
MOKa3HUKaM, $IKI CIOCTEpITAIHMCS Yy JOPOCIMX TAIll€HTIB, HE3BaXKalOUW Ha OOMEXEHHs IUIaHy
HEKOHTPOJIbOBAHOTO JTOCII1IPKEHHS.
HeoOxiana koHcynbTallig JiBYaT MIC/A MOYATKy MEHCTpyalild 100 KOHTpPALEMNLii, SKIIO 1€ JOPEYHO IS
TMaIi€eHTa.
JloBrocTpokoBoi edexruBHOCTi Tepamnii npenaparoM Jlinpumap®, posmodaroi B IUTHHCTBI UIS 3MEHIICHHS
3aXBOPIOBAHOCTI Ta CMEPTHOCTI Y IOPOCJIOMY Billi, HE BCTAHOBIICHO.

Besneka Ta eexkTHBHICTH Teparii npenaparom Jlinpumap® He BeraHOBIEHA U AiTeil BikoM 10 10 pOKiB 3
reTepO3UTOTHOIO CIMEMHOIO T1MepX0JIeCTEPUHEMIETO.

l'omo3ucomna cimetina 2inepxoniecmepuremis

Kniniyna edextuBHicTh mpenapatry y go3zax g0 80 wmr/mody mporsrom 1 poky Oyna oliHeHa Yy
HEKOHTPOJIbOBAHOMY JIOCIII/[PKEHH1 Y MAalli€HTIB 3 TOMO3UTOTHOIO CIMEHHOIO T1IEePX0JIECTEPUHEMIETO, J0 SIKOTO
OyJ10 BKITFOUCHO 8 JTiTEH.

Ilepeoo3ysanns.

Crnenudidnoro nTikyBaHHs nepeno3ysanHs npemnaparom Jlinpumap® nemae. V pasi nepenosyBanHs narienta
CJIiJ] JTIKYBaTH CUMIOTOMATHYHO Ta MPU HEOOX1THOCTI 3aCTOCOBYBATHU MiATPUMYIOUi 3aX01u. Yepe3 BUCOKHIA
CTYyHiHb 3B’SI3yBaHHA Ipenapary 3 OUIKaMM IJIa3MH He CIiJ OYiKYyBAaTH 3HAYHOTO MiJCHUJICHHS KIIPEHCY
npemnapary Jlinpumap® 3a 10MOMOror0 remMoiaisy.

Ho6iuni peaxuii.

VY 3B’S3Ky 3 THM, IO KJIIHIYHI JOCHIPKEHHS MPOBOAATHCS B YMOBAX, SIKI KOJUBAIOTHCS y HIMPOKHX MEXax,
4acTOTYy BUHUKHEHHS HeOaKaHUX PeaKIii, 0 CIIOCTEPIraloThCs Mij] Yac KIIHIYHUX TOCIiKEHb JTIKapChKOT0



3aco0y, He MOXHa 0e31ocepeIHBO MOPIBHIOBATH 3 OKa3HUKAMM, OTPUMAHUMHU i1 Yac KITHIYHUX TOCIIIKEHb
IHILIOrO Mpernapary, Ta BOHM MOXKYTh HE B1IOOpa)kaTH MOKa3HUKU YaCTOTH, 110 CIIOCTEPIraeThbCs y KIIHIYHIN
MPAKTHULI.

Y 6a3i gaHEX MIane60-KOHTPOILOBAHOTO KIIHIYHOrO gociimkenHs mpemapaty Jlinpumap® cepen 16066
nauienTis (8755 orpumysamu Jinpumap® ta 7311 orpumyBaiu mane6o; BikoBmii gianazon 10-93 poku, 39 %
KiHOK, 91 % eBponeoinHoi pacu, 3 % HerpoigHoi pacu, 2 % MoHromoinHoi pacu, 4 % iHIII) 3 MeIiaHOO
JKyBaHHS, 0 cTaHOBUJIA 53 TwkHI, 9,7 % MaIll€HTIB, SIKI OTPUMYBAJIH .Hian/IMap®, Ta 9,5 % namieHTIB, AKI
OTpUMYBaliM Mare0o, MPUIMHUIM 3aCTOCYBaHHS Ipenapary depe3 HeOakaHl peakxiiii, He3aJleXHO Bij
MPUYMHHOTO 3B’S3KYy 3 mpemnaparoM. [I’aTh HalOLIbII MOIIMPEHUX HeOaKaHUX peakiiil y MalieHTiB, fKi

OTpUMyBaIH IiKyBaHHs nperapatoM Jlinpumap®, 1m0 MpU3BOIMIN 10 NMPUITMHEHHS 3aCTOCYBAHHS PENapaTy
Ta TPAIUBUIACA 3 YacTOTOIO, BUIIOK, HIXK y rpyIi ianebo, oymu: mianris (0,7 %), aiapes (0,5 %), Hynota
(0,4 %), miaBuienus piBHs ananinaminorpancdepasu (AJIT) (0,4 %) ta neuinkoBux pepmentis (0,4 %).

Y nauienris, ski oTpumyBamu JtikyamHs npemapatoM Jlinpumap® y m1ane6o-KOHTPOIbOBAHUX
nochimkeHHAX (n=8755), HaliuacTiie crioctepiraiucs Taki HebOakaHi peakiuii (4actota BuUmaakis 2 % abo
OlbIlle Ta BHIIE, HDK y Tpymi mianebo), He3aJeXHO BiJl MPUYMHHOTO 3B’s3KY: HazogapuHrit (8,3 %),
aptpauris (6,9 %), niapes (6,8 %), O6inb y kiHmiBkax (6,0 %) Ta indekiis ceuoBUBITHUX NUIAXIB (5,7 %).

VY Tabnuui 4 miICyMOBY€ThCS YacTOTa KIIHIYHUX HeOaXaHUX peakiii, He3aJeKHO Bl IPUUUHHOTO 3B SI3KY,
3apeecTpoBaHMX y 2 % mauieHTiB a0o OUIbIIE Ta 3 YaCTOTOIO, BUILOI0, HIXK y IpyMi M1anebo, y NaiieHTiB, AKi

oTpuMyBanu JtikyBauHs mnperapatoM Jlimpumap® (n=8755), 3a mamumm 17 m1ane6o-KOHTPOIbOBAHUX
JOCIIIKEHb.

Tabmuns 4
Kniniuni HebaxkaHi peakiii, 110 BUHUKAIN Y 2 % MaIieHTiB Ta OublIe, sIKi OTPUMYBAJIHU JIIKYBaHHA Oy 1b-5IKOIO

103010 mperapary Jlinpumap®, Ta 3 4aCTOTOI0, BUIIOI0, HIK Y TPy M1ane60, HE3aNeKHO BiX IPUYHHHOTO
3B 513Ky (% TaIi€HTIB).

bynb-
- aKa 10 wmr |20 wmr _ 80 wmr | Ilmane6o

Hebaxana peakui nosa | N=3908 | N=1g8 | FOMINTO0% i\ 4055 [ N=7311

N=8755
Hazodapunrit 8,3 12,9 5,3 7 4.2 8,2
ApTtpanris 6.9 8,9 11,7 10,6 4.3 6,5
Hiapes 6,8 7,3 6,4 14,1 5,2 6,3
bine y kiHmiBKax 6 8,5 3,7 9,3 3,1 5,9
IH(I)GK'I_II}I CEUYOBHBITHUX 57 6.9 6.4 g 41 5.6
HUISAXIB
Jucnencis 4,7 5,9 3,2 6 3,3 43
Hynora 4 3,7 3,7 7,1 3,8 3,5
M SI30BO-CKCJICTHUH 3.8 52 32 5.1 23 36
01715
M’s130B1 cia3mMu 3,6 4.6 4.8 5,1 2.4 3
Mianris 3,5 3,6 5,9 8,4 2,7 3,1
beszconus 3 2,8 1,1 5,3 2,8 2.9
g)iipBI/IHFOHapI/IHFeaJIBHI/II/I 23 3.9 1.6 2.8 0.7 2.1

* HebGaxxana peakuis > 2 % y Oyap-sKiii 1031 OljIbllie, HDK y TpYIIi 1u1anedo
Jlo iHmux HeOakaHMX peakilii, Mpo AKI MOBIJOMIISIIOCS Tij Yac IIane00-KOHTPOJIbOBAHUX JOCIIIKEHb,
HaJIeXKATh!



3aeanbHi NOpyulenHs.: BITIYTTS He3LyKaHHs, TPEeKcis;

3 60Ky mpagHoi cucmemu: MIITYHKOBO-KUIIIKOBUN AUCKOMQOPT, BIAPUIKKA, METEOPU3M, T€IIATHT, XOJIECTa3;

3 OOKY CKelemHo-M 5130801 cucmemu: M’ SI30BO-CKENIETHUI OLTb, MiABUINEHA BTOMIIIOBAHICTh M’sI3iB, OB y
i, HaOpsikaHHA CyTJI00iB, TEHAUHONATIS (1HOJ1 YCKIIaJHEHA PO3PHUBOM CYXO0XKHJILIA);

3 60Ky MemabonizmMy ma xapyyeanus. MiABUILEHHS TpaHCaMiHa3, BIIXUICHHS BiJl HOPMHU (YHKIIOHATIBHUX
npo® TMeYiHKHW, MiABMIIEHHS piBHA JyXHOi QocdaTasy B KpOBi, MiJBUIIEHHS aKTHUBHOCTI
KpeatuHpoc]oKiHazu, rinepriikeMis;

3 60Ky HEepB8oBoi cucmemu: KOIIMapHi CHOBUIIHHS;

3 60Ky OUXanbHOI cucmemu. HOCOBA KPOBOTEYA;

3 60Ky WiKipu ma ii npudamkis. KpOIUB’ THKA,;

3 OOKy opeamié 30py: HEUITKICTh 30pY, OPYIIEHHS 30pY;

3 60Ky OpeaHmis clyxy ma pieHoeazu: 1yM y ByXax;

3 60Ky ceyocmamesoi cucmemu.: JEHKOLUTOYPis;

3 60Ky penpoOyKmueHoi cucmemu ma MOIOYHUX 3a103; TIHEKOMACTIS.

YacToTy BUHUKHEHHsS MOOIYHMX pEaKiii BU3HAYadM TakuM 4yuHOM: yacto (> 1/100, < 1/10); newacrto
(> 1/1000, < 1/100); piakicui (> 1/10000, < 1/1000); Han3Bu4aiino piakicHi (< 1/10000).

Iopywennsa @ynuxyii Hepeogoi cucmemu: 4acTo: TOJOBHUN Oib; HEYACTO: 3allaMOPOYEHHS, MapecTesis,
rimecresis, IMCTeB3isl, aMHe31s; piAKICHI: nepudepryuHi Helponarii.

Iopywenns GpyHKyii wWIYHKOBO-KUWKOB020 MpaKmy: 4acTo: 3a1op; HeYacTo: NaHKpeaTUT, OJIFOBaHHS.
Topywennsa gynxyii ckenemno-m 'a3080i cucmemu ma cnoIy4HOi MKAHUHU: 4acTo: OUIb y cyriobax, Ouib y
CIIUHI; PIAKICHI: MiONaTisl, MiO3UT, pabAOMiONTi3.

3acanvui nopywienns: HEYaCTO: aCTeHis, Olb y TPyAsX, nepudepruHi HAOPSIKH, CTOMIIIOBAHICTb.
Topywenns memabonizmy ma xap4yeaHs. HEYACTO: TIMOTIIIKeMis, 30UTbIIICHHS] MACH Tijla, aHOPEKCIs.
Topywenus @yHKyii neuinku ma H#o84Ho20 Mixypa: HaJ3BUUaHHO PIAKICHI: IEYiIHKOBA HEJJOCTATHICTb.
Topywenns 3 60Ky wKipu ma cnoiyyHoi mKaHuHU: HEYacTo: IKIpHI BUCUIIAHHS, CBEpO1XK, alloMelis; piIKiCHi:
aHTIOHEBPOTUYHUN HAOpSAK, OyJIbO3HMH AepMaTHT (y TOMY 4YMCIl MYJIbTH(GOpPMHA epuTeMa), CHUHAPOM
CriBeHca — /[>koHCOHa Ta TOKCUYHUH eMiiepMalbHAN HEKPOJIi3.

Posnaou ouxanvnoi cucmemu, opeanie epyoHoi Kiimku ma cepedocminnaA; 4acTi: OUIb y TOPIIi Ta TOpTaHi.
Posnaou cucmemu kpogi ma nimgpamuynoi cucmemu: piiKicHi: TPOMOOLIUTOTIEHIS.

Posnaou imynnoi cucmemu. 4acto: ajgepriuii peakuii; HaA3BUYaHO PiAKICHI: aHA(LIAKCIS.

Posnaou opeanis 30py: HeyacTo: 3aTyMaHEHHs 30pYy.

3minu pesynbmamie 1a60pamopHux aHANI3i@: YACTO: BIAXWIEHHS pe3yNbTaTiB (PYHKIIOHATBHUX IPOO
MEYiHKHY, MiIBULIIEHHS aKTUBHOCTI KpeaTuH(OC(HOKIiHA3K KPOBi; HEUACTO: TIO3UTUBHUM pe3ybTaT aHali3y Ha
BMICT JICHKOIIUTIB y Ceui.

Sk 1 mpu 3acTocyBaHHI 1HIMX 1HTI0ITOpiB ' MI'-KOA-penykrasu, y naui€eHTiB, ki NpuilMaiu aTopBacTaTHH,
CIIOCTEpIrajy IMiJBUIIEHHS aKTUBHOCTI TpaHCaMiHa3 cHpoBaTKu Kposi. L{i 3MiHM 3a3Buuail Oynu ciabko
BUPAKEHUMHU, TUMYACOBUMH Ta HE OTpeOyBaIM BTpy4aHHs a0o JikyBaHHs. KiliHIYHO 3HAUYIIE MiBUILEHHS
aKTHUBHOCTI TpaHCaMiHa3 CHPOBATKU KpOBi (MEpEBHUILEHHS BEPXHBbOI MEXI HOPMH OUIbII HIX y 3 pasu)
crnioctepiranu y 0,8 % narieHris, ki puiMany aTopBacTaTHH. L{e miIBUIIEHHS MaJIo 10303aJIeKHUIN XapaKkTep
Ta Oy710 00OPOTHUM Y BCIX MAIli€HTIB.

VY 2,5 % mnartieHTiB, Akl OpuiManyd aTopBacTaTHH, CIOCTEPIrajid 3pOCTaHHS AKTUBHOCTI KpEeaTHHKIHA3U
CHUpPOBAaTKM KpOBi, IO OUIbII HDK Y 3 pa3u NepeBuIllyBaja BEpXHIO MexXy Hopmu. Lle 30iraerscs 3i
CIIOCTEPEKEHHAMH IPH 3acToCyBaHHI iHIIUX 1HT10iTOpiB ' MI'-KOA-penykTas3u y Xoai KIIIHIYHUX TOCIiKEHb.
VY 0,4 % naui€eHTiB, SKi OTPUMYBAJIM aTOPBACTATHH, CIIOCTEPITaIrcs PiBHI, 10 MEPEBHUILYBAIH BEPXHIO MEXY
HOopMH OunbiI HIX y 10 pa3sis.

IToGiuHi peakuii, sKi BUHUKIM MiJl Yac KITHIYHUX JOCIIPKEHb: 1H(EKIis CeYOBUBITHOTO TPAKTY, LIYKPOBUI
niaber, 1HCYTIbT.



VY nmocmimkenni ASCOT (Anglo-Scandinavian Cardiac Outcomes Trial), sxe Bximrodano 10305 yuacHuUKiB
(BixoBwii aianazoH 40—80 pokiB, 19 % xiHOK; 94,6 % npencTaBHUKIB €BpOIEoiIHOT pacH, 2,6 % MpeaCTaBHUKIB
HerpoinHoi pacu, 1,5 % miBAeHHO-a31iChKOr0 MOXoMKeHHS Ta 1,3 % 3MilaHoro MOXOIKEeHHSI/IHIINX ), K1
OTPUMYBAJIU JIKYBaHHS MPENapaToM Hian/IMap® y no3i 10 mr moaenno (n=5 168) abo mmamnedo (n=5 137),
pois GE3MeKH Ta IePeHOCHMOCTI IIPenapary y nawieHTis, ki orpumysamu Jlinpumap®, 6yB opiBHIOBaHIM
3 TAKUM Yy TPYTIi TU1anedo0 BIPOIOBIK MEPio Iy MOJATBIIOTO CIIOCTEPEKESHHS 3 MEIIaHOI0 TPUBAIOCTI 3,3 POKY.
VY nocnimkenni CARDS (Collaborative Atorvastatin Diabetes Study), sike Brirodano 2838 marmieHTiB (y
BiKOBOMY jiarma3oHi 39—77 pokiB, 32 % xiHok; 94,3 % mpeacTaBHUKIB €BpOIEOiqHOI pacH, 2,4 % MmiBACHHO-
a31iCHKOTO MOXOKEHHS, 2,3 % adhpo-KapnOCHKOTro NOX0opKeHHs Ta 1 % iHmmX) 3 iykpoBuM aiadetom 1 Turry,
siKi oTprMyBaiH TikyBauus npenaparom Jlinpumap® y 1031 10 Mr Ha 106y (n=1 428) a6o mane6o (n=1 410),
HE CIIOCTEpIranocs »OJHOI PI3HUII y 3arajbHId 9acTOTI HeOakKaHMX peakiii ado cepilo3HUX HeOaKaHUX
peaKIiii Mk TpynaMu JIIKyBaHHS BIIPOJIOBXK TEPIOTy MOAAIBIIOTO CIIOCTEPEKEHHS 3 MEA1aHO TPUBAIOCTI
3,9 poky. IIpo xoaHi Bunagku padb1oMionizy He TMOB1AOMIISIOCS.

VY nochimxkenni TNT (Treating to New Targets Study), sike Bkirouano 10001 marienTa (BikoBHiA Jaiana3on 29—
78 pokiB, 19 % xinok; 94,1 % npencTaBHUKIB €BpOMNeoinHOl pacH, 2,9 % mpeacTaBHUKIB HETPOIMHOI pacH,
1,0 % mpencraBHUKIB MOHT0JIOITHOT pacu Ta 2,0 % 1HIINX) 3 KIIHIYHO BHUPAKEHOIO 1MIEMIYHOIO XBOPOOOIO
cepiu, siki orpumysau Jlinpumap® y 103i 10 Mr Ha 106y (n=5006) a6o Jlinpumap® y n03i 80 mr Ha 106y
(n=4995), cnocrepiraimcst OLIbII cepiio3HI HeOakaHl peakilii Ta BUITAJIKKM TMPUIIMHEHHSI 3aCTOCYBaHHS
npenapary 4depes HeOakaHl peakiii y rpyli HaIieHTiB, SKi OTPUMYBaJIM BHUCOKI J03W aTtopBacTaTuHY (92,
1,8 %; 497, 9,9 % BiANOBiIHO), MOPIBHSIHO 3 IPYIOIO MAII€HTIB, AKI OTPUMYBAJIM HU3bKI J03U MpernapaTry
(69, 1,4 %; 404, 8,1 % Bi1ANOBIIHO), BIPOJIOBXK NEPIOAY MOAAIBIIOTO CIIOCTEPEKEHHS 3 ME1aHOI0 TPUBAJIOCTI
4,9 poky. CTiliki miBUIIECHHS piBHS TpaHcamiHas (y 3 pa3u abo Oisble BUIIE BEPXHHOT MEKI HOPMH, ABIU1
BIpo1oBxk 4—10 nHiB) crioctepiranucs y 62 (1,3 %) oci0, siki oTpuMyBaiu atopBacTaTuH y 1031 80 Mr ta y 9
(0,2 %) ocib, sixi oTpumyBanu atopBactatut y 1031 10 mr. [Tigsumenns pisaiB KK (y 10 pa3zis abo Oiibiie
BHIIIC BEPXHBOT MEXKi HOPMAJILHOTO JTialla30Hy) OyJIu 3arajioM HU3bKHUMHU, aJie OyJIM BUIIIMMH Y TPYIII ITAIli€HTIB,
K1 OTPUMYBAJIM BUCOKI 103U atopBactatuny (13, 0,3 %), mopiBHIHO 3 rPYHOO MAIIEHTIB, IO OTPUMYBAIN
HU3bKI 1034 aTopBacTaTuny (6, 0,1 %).

VY nocmimxenni IDEAL (Incremental Decrease in Endpoints through Aggressive Lipid Lowering Study), sixe
BKitouano 8888 marieHTtiB (y BikoBomy piama3oni 26—80 pokiB, 19 % xinok; 99,3 % mnpenctaBHUKIB
eBponeoinnoi pacu, 0,4 % mpencTtaBHUKIB MOHroJoinHoi pacu, 0,3 % mpencTaBHUKIB HErpoOinHOI pacHu Ta
0,04 % inmmx), sxi orpumysanu Jinpumap® y 103i 80 mr/no6y (n=4439) aGo cumpactatuH y 103i 20-40 mr
Ha 100y (n=4449), He crmocTepiranocs >KOAHOI BIIMIHHOCTI y 3arajibHiid 4acTOTi HeOa)xkaHWX peakuii ado
cepiio3HUX HeOaaHUX PeakIii MiXk TpylnaMu JIKyBaHHS BIIPOJOBXK MEPioly MOJANBIIOTO CIIOCTEPEIKEHHS 3
MeZiaHO TPUBAIOCTI 4,8 POKY.

VY nocnimxenni SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol Levels), sixke Bitouaio
4731 mauienTa (BikoBuii nianazon 21-92 poku, 40 % xinok; 93,3 % npeactaBHUKIB €BponeoinHoi pacu, 3,0 %
NPEeJCTaBHUKIB HETrpoigHoi pacH, 0,6 % mpeacTaBHUKIB MOHTOI0IAHOT pacu Ta 3,1 % iHImuMX) 6€3 KIiHIYHO
BHUPAXKEHOI1 11IEeMIYHOI XBOPOOH ceplis, ajie 3 HasIBHICTIO B aHAMHe31 1HCYJIbTY a00 TPaH3UTOPHOI 1IeMigyHOL
ataxu (TIA) IpoTAroM nonepeaHix 6 Micauis, sxi orpumysau Jinpumap® y 103i 80 Mr (n=2365) a6o miane6o
(n=2366), ypoJ0BK Mepioay MOAAIBIIOT0 CIIOCTEPEIKEHHS 3 MEIaHOK TpUBaNocTi 4,9 poKy crocTepiranacs
BUIIIA YAaCTOTa BUMAJIKIB CTIMKOIO MiJIBUILEHHS PiBHA MEYiHKOBHUX TpaHcaminas (y 3 pa3u abo Oiiblle BHIIE
BEPXHBOI MEKi HOpMU JBi4i BIIpoaoBxk 4—10 qHIB) y TpyIIi NAIi€HTIB, sIKi oTpuMyBajiu atopactaTH (0,9 %),
nopiBHSHO 3 rpynoro miane6o (0,1 %). Bumanku minBuiiieHHs piBHs KpeatuHkiHaszM (y 10 pasiB Bulle BEpXHbOT
MEXI HOpPMH) OynIM pIAKICHUMH, aje CIOCTEpIralucs 4YacTille y Tpyli Mali€eHTiB, SKi OTpUMYBalU
aropsactatuH (0,1%), Hix y rpyni miame6o (0,0 %). LlykpoBuii niaber OyB 3apeecTpoBaHuil Ak HeOakaHa
peakuist y 144 mauientis (6,1 %) rpymnu, mo oTpuMyBasia aTopBacTaTu, Ta y 89 mnauientis (3,8 %) rpynu
wiane6o (auB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS).



Ipu post-hoc anamisi npogemoncTposano, mo Jlinpumap® y 103i 80 Mr 3MeHIIyBaB YacTOTy ilIEMiYHOTO
iHCYIBTY (218 3 2365, 9,2 %, ipot 274 3 2366, 11,6 %) Ta miABUIIYBaB YaCcTOTY BHUIIAKiB T€MOPATi4HOTO
iHCYTBTY (55 3 2365, 2,3 %, nipotu 33 3 2366, 1,4 %) nopiBHsAHO 3 11ane6o. YacToTa BUIIAIKIB JIETATHHOTO
reMOopariyHoro iHCy/lbTy Oyia momiOHO MiK Tpymamu (17 BHIAmkiB y Tpymi mpenapary J'Iian/IMap®
MOPIBHSHO 3 18 Bunaakamu y rpymi miane6o). Yactora BUNaKiB HEJETAIbHOTO TEMOPAriYHOIO IHCYJIBbTY Oyia
3HAYHO BUILIOIO y TPy NAIIEHTIB, SIK1 OTPUMYBAJIM aTopBacTaThH (38 BUMAKIB HEJIETAIBHOIO FEMOPAariyHoro
1HCYJIBTY ), MOPIBHSHO 3 TPyMO0 Tiane6o (16 BunaakiB HeJIETAIEHOTO TEMOPAriyHoOro 1HCYIBTY). BusiBunocs,
IO MAIi€HTH, K1 BCTYITWIN 10 JOCHIKSHHS 3 TeMOParidyHuM iHCYJIbTOM B aHAMHE31, OTPUMAJIH ITiIBUIIICHUH
prsHK remopariusoro incysty (7 (16 %) Jlinpumap® mpotu 2 (4 %) mane6o).

3HauylmKX BIAMIHHOCTEH MIXK IpyIlaMu JIIKyBaHHSI 1010 JETAJIbHOCTI 3 yCiX MPUYUH He criocTepiraiocs: 216
(9,1 %) y rpymi, mo orpumysana Jlinpumap® y n03i 80 mr/no6y, npotn 211 (8,9 %) y rpymi miare6o. YacTuua
TMAIIEHTIB, K1 TTIOMEPJIM Yepe3 CepleBO-CyAMHHY MaTOJIOTiI0, OyJia YHUCEIbHO MEHIIOK y TPYII IMAIli€HTIB,
siki orpumysam Jlinpumap® y 103i 80 mr (3,3 %), Hix y rpymi miane6o (4,1 %). YacTuHa nauienTis, ski
MIOMEPJIU He Yepe3 CepLieBO-CyIMHHY ATONIOT110, OyiIa YUCEeTbHO OUIBIION0 y TPYIIi MALI€HTIB, K1 OTPUMYBAIIU
Jlinpumap® y 103i 80 mr (5,0 %), Hix y rpyri mwiane6o (4,0 %).

IoGiuni peaxiii mij yac KIiHIYHEX JOCTiKeHp 3acTocyBanHs npenapary Jinpumap® y mireit

[Tix yac 26-THXKHEBOTO KOHTPOIBOBAHOTO JOCIIDKEHHS Y XJIOMIIIB Ta Y AIBYAT MICISI MOYATKy MEHCTPYaIlii 3
reTepO3UTrOTHOIO CiMEHOIO TinepxonectepuHeMieto (y Biwi Big 10 1o 17 pokis) (n =140, 31 % —xiHo40i cTaTi;
92 % — npencTaBHUKM €BpONEoiHOI pacu, 1,6 % — mpencraBHUKM HErpoigHoi pacu, 1,6 % — npencraBHUKH
MOHTOJIOITHO1 pacH Ta 4,8 % — NMpeJCTaBHUKY 1HIIUX €THIYHHUX Ipyl) Npodins O0e3neku Ta mIepeHOCUMOCTI

npemnapary HianMap® y 1031 Big 10 mr 10 20 Mr Ha 100y SIK TOMOBHEHHS 10 JIIE€TH 7151 3HUKEHHS 3araJIbHOTO
xojectepuny, piBHs xonecrepuny JIITHIL] ta piBHs anoninonporeiny B O0yB 3aranom noaioHum 10 npodiito
ianeo.

locsio nocmpeccmpayitino2o 3acmocyseants npenapamy.

[IpoTsroM MOCTpeecTpaLiifHoro 3actocyBanHs mpermapary Jlimpumap® Gyin BUsBICHI HIDKdYe3a3HAYCHI
HeOaxaHl peakmii. OCKUTBKM MPO Ii peakilii MOBIAOMIISETHCA Ha JOOPOBIIBHIA OCHOBI BIJ TOIMYJISIIT
HEB1JIOMOi YHCEIIbHOCTI, HE 3aBXKIU MOKHA JOCTOBIPHO OIIIHUTH X 4acTOTy ab0 BCTAaHOBUTH NMPHUYUHHO-
HACJIIIKOBUM 3B’ S130K 13 3aCTOCYBaHHSM Ipernapary.

Jlo HeGaxaHNX peaKLiil, 0B’ s3aHuX i3 JikyBaHHsM nperaparom Jlinpumap®, sapeectpoBanux micist BUXOJLY
mpernapaTy Ha PUHOK HE3aJeKHO BiJl OLIHKM MPUYMHHO-HACIIIKOBOTO 3B’SI3Ky, HajekaTh: aHadilakcis,
aHT10HEBPOTUYHMM HAOpsK, OyNbO3HI BHCHUIAHHA (y TOMY YHCII €KCyJaTMBHAa MYJIbTU(OpPMHA epuTema,
cunapoM CriBeHca—/[>KOHCOHA Ta TOKCHYHMIA €ITiIepMajIbHUN HEKPOITi3), pabaoMioJIi3, MIO3HT, ITiIBUIIICHA
BTOMJTIOBAHICTh, PO3PHB CYXOXKHJUIA, JICTAIbHA Ta HEJIeTalbHA MEYiHKOBA HEJIOCTATHICTD, 3allaMOPOYCHHS,
nenpecis, nepudepruiHa Helpomnaris, TaHKPEaTUT Ta IHTEPCTUIIAIbHA XBOPOOa JICTCHb.

Hanxoaunu pinkicHi MOBIAOMIICHHS PO BUMAIKK IMYHOJIOTTYHO OMOCEPEAKOBAHOI HEKPOTU3YIOYOi MioNaTii,
OB’ s13aHO1 13 3aCTOCYBaHHSM CTAaTHHIB (IUB. po3iin «OCOOIMBOCTI 3aCTOCYBAHHS).

Hanxonumu pigkicHI MOCTpEECTpalliiftHi MOBIIOMJIEHHS TTPO KOTHITUBHI po3iaau (Taki sSK BTpaTa mam’sTi,
0e3nam’sITHICTb, aMHE3isl, MOPYIIEHHS IaM siTi, CIUTYTaHICTh CBiJIOMOCTI), MOB’si3aHi 13 3aCTOCYBaHHSAM
ctatuHiB. L{i KOTHITUBHI po3naau Oynu 3apeecTpOBaHi MPHU 3aCTOCYBaHHI BCIX CTAaTUHIB. 3arajioM BOHH HE
HaJIeKaIH J0 KaTeropii cepiio3HMuX HebakaHUX peakiliii Ta Oylru 0OOPOTHHUMHU Miciis MPUITUHEHHS MPUIOMY
CTaTHHIB, Malli PI3HUN Yac 0 MoYyaTKy HposiBy (Big 1 OHS OO KUTBKOX POKIB) Ta 3HUKHEHHs (MedlaHa
TPUBAJIOCTI CTAHOBHJIA 3 THIKHI).

[Tin yac 3acTocyBaHHS JI€IKMX CTaTUHIB OyNu omucaHi Taki HeOakaHi SIBMINA: pO3Jaj] CTaTeBOi (YHKIIIT;
BUHSTKOBI BUIAJIKW IHTEPCTUIIATBHOI XBOPOOU JIETEHIB, OCOOIUBO MiJl 4ac JOBIOCTPOKOBOTO JIKyBaHHSI.
ITi)1 yac MOCTMAPKETUHIOBUX CIIOCTEPEIKEHb MOBIIOMIISIIOCS PO HIDKYE3a3HAYEH] TOO1YHI peaKIlii.
THopywenus ¢pynxyii kposornochoi ma aimpamuunoi cucmemu: TPOMOOIIUTOIICHIS.




THopywenns ¢ynxyii imynnoi cucmemu: anepriuni peakiii, anadinakcis (y ToMy 4yucii aHaQUIaKTHIHUH [IO0K).
Topywennsa memabonismy ma xap4yeanHs: 301IbIIEHHS MacH Tia.

Topywennus ¢ynxyii Hepeosoi cucmemu: TOJOBHUMA O111b, TiMECTE31s, TUCTEB3is.

Posnaou winynkoeo-kuuikogozo mpakmy: Oulb y )KUBOTI.

Topywenns ¢yHxyii opearis ciyxy ma 1abipunmy: IyM y ByXax.

LlIxipa ma niowKipna mkauuHa: KponuB’ siHKA.

Topywenns @pyuryii ckenemuo-m ’'s13060i cucmemu ma Cnoay4YHOI MKAHUHY: APTPAITis, OUIb y CIIUHI.
3acanvui nopywenns: 6i1b y rpynsx, nepupepudHuil HaOpsiK, He3 Ly KaHHs, BTOMA.

3minu  pezynemamie nabopamopHux awanizig: TMIJBUIICHHS aKTUBHOCTI alaHiH-aMiHOTpaHCcdepasH,
MiABHUILEHHS aKTUBHOCTI KpeaTHH(OCHOKIHA3H KPOBI.

Tepmin npuoamnocmi. 3 poxu.

YMoBHu 30epiranus.

CrnemnianpHi yMOBH 30€epiraHHs He BUMararoTbcs. 30epiratu y HeJOCTyITHOMY JJIsl NITeH MicI.



Ynakoska.

ITo 10 Tabnerok y Omicrepi, mo 3 Omicrepu y kapToHHiN kopoOui. s tabnerok mo 10 mr ta 20 mr: mo
10 Tabnerok y Gmicrepi, o 3 6iictepu abo mo 10 6iicTepiB y KapTOHHINA KOPOOILIi.

Kareropis Binmycky. 3a penenrom.

Bupoonuk.

[aitzep Menrodexuypunr Hoitunenn ' m6X/Pfizer Manufacturing Deutschland GmbH.
Micue3HaxoaKeHHs] BUPOOHHKA Ta agpeca Micusi MPOBAJKeHHsI HOro NislJIbHOCTI.

berpibmrerre @paitdypr, MycBanpaans 1, 79090 @paiidypr, Himeuuuna/Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Freiburg, Germany.



