Ckian

Oitoua peuosuHa: atorvastatin;

1 TabneTKa MiCTHUTh aTOPBAaCTAaTHUH KaJibIlito eKBiBareHTHO 10 Mmr a6o 20 mr, abo 40 wmr,
abo 80 mMr aTopBacTaTHUHY;

OONOMIJCHI peuog8uHU: KalbIlilo KapOoHAaT; 1eJIi0I03a MiKPpOKpHUCTalliYHa; J1aKTo3a,
MOHOTIIpaT; HaTpPilo KpocKapMeso3a; mojicopbat 80; rimpOKCUIIPOIiILEeN0I03a;
MarHilo cTeapaT; MaTepias [Ojid IIJIIBKOBOT'O IOKPUTTS
(rippokcunporminMeTunientoiao3a, makporona 8000, tTutany miokcup (E 171), Tanek);
€MYJIbCisl CHMETUKOHY (CHMETUKOH, eMYyJIbCiEyTBOPIOIOYUU CTeapaT, 3ryllyBady,
KucioTa 0eH30MHa, KucjoTa copbiHoBa).

JIikapcbKa ¢dpopMma

TabeTKu, BKPUTI IIJTIBKOBOIO 000JIOHKOIO.

OcHoBHI (pi3uKo-xiMiuHi 81acmu8ocmi: Oini, Kpyri, BKPUTI MJIIBKOBOIO 000IOHKOIO
TabseTKu 3 rpaBipyBaHHSIM «10», «20», «40» ab6o «80» 3 ogHOTO 60Ky Ta «ATV»,
«ATV», «<ATV», «ATV» - 3 inmoro gnga tadnetok 10 mr, 20 mr, 40 mr i 80 mr
BIAIOBIOHO.

®dapMaKoTepalneBTHYHA Irpyna

[IpenmapaTty, 110 3HUXKYIOTH PIBEHB XOJIECTEPUHY 1 TPUTJILEPULIB Yy CUPOBATIL KPOBI.
[uridiTopu 'MI'-KoA-penykTrasu. Kog ATX C10A A05.

®dapMaKo/JI0riuyHi BJIaCTHBOCTI

dapmakoduHamika.

HinHMap® SIBJIsI€ COO0I0 CUHTETUYHUU TiMOJIiMigeMiuYHNM TiKapChKUM 3acio.
ATopBacTaTuH € iHTibiTOpOoM 3-rigpoKcu-3-MeTunriyrapui-kopepmeHT A (I'MI'-KoA)
penykTas3u, GepMeHTy, 10 KaTanidye neperBopeHHss ' MI'-KoA B meBasoHaT -
IMOYaTKOBUM Ta NiMiTyI0UnM eTar 0i0OCMHTE3y X0JIeCTEPUHY.

J'IinHMap® € CEeJIeKTUBHUM KOHKYPeHTHUM iHribitopom 'MI-KoA-penykTasu,
(epMeHTYy, Bif SKOTO 3aJIeKUTh IIBUAKICTh TEPETBOPEHHS 3-TiIPOKCHU-3-
METUJITIyTapuiI-kopepMeHTy A B MeBaJIOHAT, PEUOBUHY-IIOIEPEOHUK CTEPOJIiB, Y TOMY
YUCJIIi XOJIeCTEPHUHY.



B ekcriepyuMeHTaIbHUX MOLEJSIX Y TBAPUH J'[ian/IM&p® 3HUXKYE PiBEHb XOJIECTEPUHY
Ta JIIONPOTEIHiB y mi1a3Mi nuisxom iHrioyBauus y nedinni 'MI-KoA-pengykTasu i
CUHTE3y XOJIECTEPUHY Ta IIIJISXOM 30iJIbIIIeHHS KiTbKOCTi Me4YiHKOBUX PEIIEeITOPIB
JITTHII] Ha moBepXHi KJIITUH [JIS MOCUJIEHHS NOTIMHAaHHS Ta KaTabosismy JITTHIII;
J'IinHMap® TakKoXK 3MeHIIye npoaykysanHs JITTHII Ta KiIBKICTh [UX YaCTUHOK.

J'[ianMap®, SIK 1 #10oT0 mesiki MeTtaboiiT, € GapMaKOJJIOTiYHO aKTUBHUMHU YV JTIOIHUHMU.
l'onmoBHUM MiclieM [il aTOpBacTaTUHY € MeYiHKa, SKa Bifirpa€ rojioBHYy POiIb Y CUHTE3i
xonecTtepuHy Ta KiipeHnci JITTHII. [To3a nmpemapaTy, Ha BidMiHY Biff CHCTEMHO1
KOHIIEHTpallil mpernapary, Kpallle KOpPeJlloe 3i 3MeHIIIeHHSIM PiBHSI XOIEeCTEPUHY
JITTHII. IeouBimyanbHUY Oigbip mo3M IIpemaparTy CIIin 3[iliCHIOBATH 3alIezKHO Bif
TepamneBTUYHOI BiAmoBiai (auB. po3min «Crnocib 3acToCyBaHHS Ta OO3UW»).

dapmakoKiHemukxa.

BcmokTyBanHst. Jlinpumap® mBunko a6cop6yeThCs Micst IepopaibHOTO IPUoMY Ta

MaKCHuMaJibHa MOro KOHILIEHTpallis y I1Jla3Mi KPOBI HOCATA€EThCA IIPOTATOM 1-2 roguH.
Ctyninb abcopOilil 3pocTa€e IPOMOPIIMHO [0 OTO3U Ipernapary HianMap®. AOGcomoTHa
0ioOCTYIIHICTh aTOpPBaCTaTUHY (BUXIOHUY JTiKapChKUM 3aci®) CTaHOBUTH MPUOIIU3HO
14 %, a cuctemMHa 6i0gOCTYIHICTE iHriOy040i akTUBHOCTI mono I'MTI'-KoA-penykTa3u
ctaHoOBUTH MpubIu3Ho 30 %. HU3bKY CUCTEMHY OOCTYIIHICTh IIpenapaTy OB I3YIOTh 3
IepeacuCTEMHUM KIIipEHCOM Y CJTM30Bii 000I0HIII IIITyHKOBO-KUIIIKOBOTO TPAKTY
Ta/abo nmepegcucTeMHoOI0 OioTpaHcdopMalliero y mevinili. Xoda i>ka 3MeHIIyeE
IIBUOKICTh Ta CTYIiHb abcopOilil mikapchKoro 3aco0y nmpubnausHo Ha 25 % ta 9 %
BIOIIOBIOHO, 3 OTJIANY HaA [IOKA3HUKU CmaX Ta AUC (mnoitia mig KpuBOIO
«KOHIIEHTpAallisi-yac»), 3HUKEeHHs piBHS xonectepuny JITTHII € mogioHuM mmpu
IpUUOMIi IIpenaparty HianMap® JK 3 12Kel0, Tak i okpemo. [Ipu 3acTocyBaHHI
aTOpBAaCTAaTUHY BBeUepi HOTro KOHIIEHTpPAllis y IJjIa3Mi KpoBi OyJia HUKY010 (TpubIu3HO

Ha 30 % 3a moKa3HUKaMu Cm L Ta AUC), HiX npu paHKOBOMY npuiomi. OgHak

a
3HUXKEeHHS piBHA xonecTtepuny JIITHII € ogHaKOBUM He3aleKHO Bifl 4aCy IpUnoOMy

npemnapaty (guB. po3gin «Crmocib 3acToCyBaHHS Ta [MO3U»).

Posnopin. Cepenniit 06’eM po3mofiny npemnaparTy Hinpnmap® CTAaHOBUTH IMTPUOIU3HO
381 nitp. ITornanm 98 % mpenapaTy 3B’SI3YETLCS 3 OiTKaMU IJTa3MU KPOBI.
KoHlleHTpallifiHe CIiBBiMHOIIIEHHS KPOB/IIJIa3dMa, 1110 CTaHOBUTh Npubnusxo 0,25,
BKa3y€ Ha IIoraHe IIPOHUKHEHH4 IIpelapary B eputpouuTtu. Ha migcrasi
CIIOCTEepPEeXkKEeHb Yy IYPiB BBAXKXA€THCH, 110 HinHMap® 30aTHUU IIPOHUKATU y TPYOHE
MOJIOKO (OuB. po3ninu «[IpoTunokasaHHs» Ta «OCOOGIMBOCTI 3aCTOCYBaHHS»).

MeTaGoniam. Jlinpumap® iHTeHCHBHO MeTaGoMi3yETHCS O OPTO- Ta

MmaparigpoKCUIbOBaHUX MOXIAHUX i Pi3HUX MTPOAYKTiB OeTa-oKUCIeHHs. [Ipu
OOCIiAXKeHHAX in vitro iurioyBanHsa 'MI'-KoA-penykTa3u opTo- Ta
MmaparigpoKCuiIboBaHUMU MeTaboJliTaM1 eKBiBaJleHTHe iHTiOyBaHHIO ITpermapaToM



J'[inpnmap®. [Tpubnusuo 70 % IUPKYIII00YO0l iHTi6iTOpHOI aKTUBHOCTI 11010 I'MI'-KoA-
penyKTa3u MOoB’I3aHO0 3 aKTUBHUMH MeTabosriTamu. [JocmigzKeHHs in vitro cBimuaTh
ITPO BaXKJIUBIiCTbL MeTab0JIiaMy Impernapary Hinpnmap® nutoxpomoM P450 3A4

(CYP 3A4), 110 y3romKy€eThCs 3 IMiABUILEHMMHU KOHIIEHTpaLiaIMU npenaparty Jlinpumap
® y IIJIa3Mi KPOBIi JTIOOWHU MIiC/IsA OQHOYACHOT'O 3aCTOCYBaHHS 3 €PUTPOMILIMHOM,
BimoMuM iHTiGiTOpPOM IIHOTO i30bepMeHTy (OuB. Po3[inn «B3aemomist 3 iHIIMMHU
JIIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3aEMOIiN»).

Exckperris. J'IianMap® Ta ¥Oro MeTaboJIiTH BUBOASTHCS IT'OJIOBHUM YHMHOM 3 JKOBYIO
ITicJIs MeYiHKOBOTO Ta/4YM I03alediHKoBOro MeTaboi3My, OfHaK I1ei mpernapar,
O4YEeBHUOHO, He 3a3Ha€ KUIIKOBO-IIeUiHKOBO1 penupKynsilil. CepenHiii nepion
HaliBBUBEOEHHS IIpemnapary J'IinHMap® 3 My1a3MU KPOBIi JIIOOWHU CTAHOBUTH
nmpubnu3Ho 14 roguH, aje mepiof HalliB3MeHIIIeHHS iHTiOiTOPHOI aKTUBHOCTI 1100
I'MI'-KoA-penykTa3u cTaHOBUTS Bif 20 go 30 roguH yepes BOIUB aKTUBHUX
MeTabomiTiB. ITicist mepopalbHOrO MPUMOMY ITpellapaTy 3 CeYelo BUMINIIEThCS MeHIIIe
HiXK 2 % nmo3u.

Ocob.auei nonyasuii nauieHmia

[TamienTu nIiTHLOrO BiKy. KOoHIleHTpalia ripenapaTty HinHMap® y IIJIa3Mi € BHUIILOIO

(mpubmu3no 40 % mns Cmax Ta 30 % g AUC) y 3mopoBux Cy0’€KTiB JIITHBOTO BiKYy
(BikOoM Bif 65 pOKiB), HiZK Y MOJIOOUX OOPOCIIKX NamieHTiB. KiiHiuHi gaHi cBig4aTh IIpo
Oinmpmmy ctyninb 3uMKeHHA JITTHII npu 3acTocyBaHHi OyOb-1KO1 [O3U IIpenapary y
Mali€HTIB JIITHHOTO BiKy MOPIBHSIHO 3 MOJIOQUMM IallieHTaMu (OUB. PO3AiI
«OCcOOIUBOCTI 3aCTOCYBaHHS»).

Hitu. YABHUU KJIipeHC IpU IIepopajibHOMY IPUWOMI aTOpBaCTaTUHY B OiTeU BUSBUBCS
MOoJiOHUM [0 KJTipeHCY B JOPOCJIOl JIIOAMHU ITPU MaciuTaOyBaHHI aJloOMEeTPUYHO 3a
MacCoI0 Tijlla, OCKiTbKY Maca Tisa OyJjia efMHOI0 3HAaYHOI0 KOBapiaTOO B IOy ISAIIMHIN
(papmakoKiHETMYHINM MOAEi aTOpBaCTaTUHY i3 JaHUMHU, SKi BKIIIOYalId OiTen 3
reTepO3UroTHOIO CIMEMHOI0 rinepxosyiectepuHeMiero (y Biwi Big 10 go 17 pokis,

n = 29), y BIIKpUTOMY 8-TUKHEBOMY OOCIIiAXKEHHI.

Crats. KoHIleHTpalisa npenapaTty HinI/IMap® y IJIa3Mi KPOBI KiHOK BiIpi3HAETHCA Bif
TakKol y 4oJoBikKiB (mpubnu3Ho Ha 20 % BUllle 3a TOKA3HUKOM Cmax Ta Ha 10 % HUXYe
3a nmoka3d3HukoM AUC). OpgHak HeMae€ KJIiHIYHO 3Ha4YylI0l BiAMIHHOCTI y 3HUKEHHI
piBHA XonecTtepuny JIIITHII mpu 3acToCyBaHHi Iipenapary HianMap® Yy 4OJIOBIKIB Ta
XKIHOK.

IMopymienHs: GYHKINI HUPOK. 3aXBOPIOBAHHS HUPOK He BIJIMBAIOTh Ha KOHIEHTPAIIil0

npemnapary HinHMap® y nia3Mi KpoBi abo Ha 3umkKeHHsa XC-JIITHII, a oTxe,
KOPUTYBaHHS OO3M IIpenapary OJjId Nalli€HTiB 3 OPYIIeHHSIMY (PYyHKI[il HUPOK He
notpibHe (muB. po3minu «Cnocid 3acTocyBaHHS Ta mo3u», «OCoBGIUBOCTI



3aCTOCYBaHHS»).

I'emogpiani3. He3Baxkatouu Ha Te, 110 3a y4acCTIO MAlllEHTIB 3 TEPMiHAJIbHOKI CTali€lo

3aXBOPIOBaHHS HUPOK IOCIIIXKEHHSA He IIPOBOOUIIMCE, BBAXKA€ETHCA, 110 reMofiai3 He
HiABUIIYE 3HAYYILUM YMHOM KJIIpEHC IIpenapary HianMap®, OCKIJIbKY IIpernapaT
iHTEeHCUBHO 3B’3y€ThCA 3 OiTIKaMu I1J1a3MHU KPOBI.

[TeuinkoBa HegocTaTHICTh. KOHIIeHTpalil mpenapaTty J'IianMap® y IJ1Ia3Mi KpOBi

MMOMITHO ITiABHUIIEH] V TAIliEHTIB 3 XPOHIYHOIO aJIKOTOJIFHOIO XBOPOOOI0 MEeUiHKU.
JHaYeHHs II0KA3HUKIB Cmax Ta AUC y 4 pa3u Bullli y Nall€HTIiB i3 3aXBOPIOBAHHAM
MeYiHKH KJacy A 3a mKkasnor Yaunga — [1'ro. Y namieHTiB i3 3aXBOPIOBAHHAM II€YiHKHA
Kiacy B 3a mkanorw Yaunga — [1'10o 3HaueHHS TIOKa3HUKIB Cmax Ta AUC
MigBUMIYyIOThCSA MPUOIU3HO 16-KpaTHO Ta 11-KpaTHO BiAMOBIAHO (OMB. PO3MTis
«[TpoTUioKa3aHHSI»).

IocnigKeHHs B3aeMOii nTiKapCchKux 3ac0o0iB. ATOpBacTaTUH € CyOCTPATOM IIeYiHKOBUX
TpaHcnopTepiB, OATP1B1 ta OATP1B3 TpaHcnopTepiB. MeTaboJ1iT aTOPBAaCTaTUHY €
cyoctpatamu OATP1B1. ATopBacTaTuH TaKOXK imeHTU}IKYETHCS SIK CyOCTpaT

e(drokcHOro TpaHcnopTepa 6ifka pe3uCTEeHTHOCTI pakKy Mono4Hol 3ano3u (BCRP),
SIKUY MOKe 00MexXKyBaTU KUITKOBY abcopOilito i KOBUHUM KJTipDEHC aTOPBaCTaTUHY.

Tabnuisa 1

BnnuB ogHOYaCHO 3aCTOCOBYBaHUX IIpelaparTiB Ha (papMaKOKiHETUKY aTOPBaCTaTUHY

ATopBacTtaTuH
OpHO4YaCHO 3aCTOCOBYBaHi
PeTapatTt Ta peaim CniggiOHOweHHA |CnieBiOHOWEHHA
OO3yBaHHA HOB& (Ml")

AUCk c_&
max
#L[HKJIocnopHH 10 mr 1 pa3 Ha
5,2 mr/kr/go0y, ctabinbHa moOy BIIpomoBxK 8,69 10,66
mo3a 28 mHiB
#THHpaHaBip 500 Mr gBiYi Ha
i . . |10 Mr pa3oBa
no0y/ putoHaBip 200 mr gBiugi 9,36 8,58
. mo3a

Ha mo0y, 7 OHiB




#FHeKaHpeBip 400 mr 1 pas

10 mr 1 pa3 Ha

Ha goOy/ mibpenTacsip 120 mr |goOy BopomoBxk (8,28 22,00
1 pa3 Ha moOy, 7 mHiB 7 OHIB
#TenanpeBip 750 Mr KOXKHi 20 Mr pa3oBa
. 7,88 10,60
8 roguH, 10 gHiB mo3a
#. *Caxsinasip 400 mr nsiui #a |40 Mr 1 pa3 Ha
no0y/ putoHaBip 400 mr gBiui |moOy BumpomoBxk 3,93 4,31
Ha mo0y, 15 mHiB 4 nHiB
#EHGaCBip 50 mr 1 pa3 Ha
) 10 mr pa3oBa
mo0y/ rpasomnpeBip 200 mr 1 1,94 4,34
. Io3a
pa3 Ha moby, 13 mHiB
#CI/IMereBip 150 mr 1 pa3 Ha |40 Mr pa3oBa 212 170
o6y, 10 guis no3a ’ ’
# . . .!80 mr 1 pa3 Ha
Knapurpowminua 500 Mr gBidi
. moOy BIpomoBx (4,54 5,38
Ha mo0y, 9 gHiB )
8 mHiB
#HapyHaBip 300 mr gBiui Ha |10 mMr 1 pa3 Ha
mo0y/ putoHaBip 100 mr gBiui |moOy BmpomoBxk 3,45 2,25
Ha mo0y, 9 gHiB 4 nHiB
#ITpaKOHa3OH 200 Mmr 1 pa3 Ha |40 Mr pa3oBa 3 39 120
noGy, 4 mHi mo3a ’ ’
ip 4 1 2
HeTepMOBIP 80 mr 1 pa3 Ha 0 mr pa3oBa 3,29 2.17
no6y, 10 oHiB mo3a
#CDocaaneHaBip 700 mr aBivi (10 mr 1 pa3 Ha
Ha mo0y/ puToHaBip 100 Mr moby BIpomoBxK 2,53 2,84

nBiui Ha moOy, 14 OHiB

4 nHiB




#®ocaaneHaBip 1400 mr

10 mr 1 pa3 Ha

o0y BrpomoBxk 2,30 4,04
2 pa3u Ha moOy, 14 mHiB A y oA
4 nHiB
10 1 pa3 Ha
#Hen(biHaBip 1250 mr 2 pa3su Mr S pasH
) moOy BrpomoBx (1,74 2,22
Ha mo0y, 14 mHiB .
28 mHiB
#Fpeﬂn(bpyTOBHﬁ cig, 240 mnn |40 mr 1 pa3 Ha 137 116
1 pa3 Ha moOy* noGy ’ ’
i 240 1 40 1
Hunriazem : Mmr 1 pa3s Ha mr 1 pa3s Ha 151 1,00
no0y, 28 mHiB moby
E i 500 4 10 1
pI/ITpOMlLII/IH' MT 4 pa3u Mmr 1 pa3 Ha 133 138
Ha mo0y, 7 OHiB moby
Ammnopurnin 10 Mr, pa3oBa 80 mr 1 pa3 Ha
1,18 0,91
oo3a mo0y
10 1 pa3 Ha
Humetunuu 300 Mr 4 pa3u Ha Mr S pasH
i moOy BrpomoBxk  |1,00 0,89
moby, 2 TUXKHI i
2 TUXKHIB
40 mr 1 pa3 Ha
Konectumnon 10 r 2 pa3u Ha P He
] mo0y BITPOOOBXK 0,74**
no0y, 24 TUXHIB . 3aCTOCOBYETHCA
8 TUXKHIB
10 mr 1 pa3 Ha
Maanokc TC® 30 mi 4 pa3u P
) moOy BrpomoBxk 0,66 0,67
Ha mo0y, 17 mHiB .
15 gHiB
Edasipens 600 1 pa3 Ha 10 ()i (o)
daBipen Mmr 1 pa3 H MT" BIIPOJIOBIK 0.59 101

noOy, 14 gHiB

3 OHIB




#PI/I(baMHiH 600 mr 1 pa3 Ha

) 40 mr 1 pa3 Ha

noOy, 7 oHiB (Ipu 5 1,12 2,90
0

OOHOYaCHOMY 3aCTOCYBaHHi) T |AOPY

#PH(I)aMHiH 600 mr 1 pa3 Ha

) 40 mr 1 pa3 Ha

moOy, 5 mHiB (OKpeMuMH 0,20 0,60

+ noGy
Io3aMu)

#FeM(bi6p031/m 600 mr gBiui |40 Mr 1 pa3 Ha

. 1,35 1,00
Ha moOy, 7 OHiB noGy
#Denodibpar 160 mr 1 pas Ha 40 mMr 1 pas Ha 1.03 1,02
no6y, 7 nHiB no0y ’ ,
# .
B 800 mr 3 40 mr 1
olLeTIpeBip Mr 3 pa3u Mr 1 pa3 Ha 2,32 2.66

Ha noOy, 7 OHiB no0y

& CriBBigHOIIEHHS 3a MeTOZAMHE JIiKyBaHHA (OOHO4YaCHe 3aCTOCYBaHHS JIIKapChKOT O
3aco0y 3 aTOpBaCTaTUHOM Yy MOPiBHSHHI 3 3aCTOCYBaHHSIM aTOPBACTAaTUHY OKPEMO).

# Mna OoTpUMaHHA iHpopMalliil TPo KIIiHiYHY 3HAYYIIiCTh AUB. PO34inu «Ocob6IUBOCTI
3aCTOCyBaHHsI» Ta «B3aeMois 3 iHIIMMM TiKapChbKUMU 3acoO0aMu Ta iHIIN BUOU
B3a€EMOIN».

* TToBimommnsinocs mpo Oinbmri mipgsunenss AUC (coisBigHomenHst AUC go 2,5) Ta/a6o
Cmax (ciBBimHOILIIEHHSA Cmax mo 1,71) npu HagMipHOMY CIIOKUWBaHHI rpeunpyToOBOrO
coky (750 M - 1,2 miTpa Ha goby abo OinbIme).

** CriBBigHOIIEHHS, 1110 I'PYHTYETHCSA Ha ONUHUYHIN BUOipIli, B3aTiit yepe3 8-16 rop
IicJIsg 3aCTOCYBaHHSA JO3U.

U Yepes3 MexaHi3M NOABiMHOI B3aeEMOil pudaMIiHy peKOMEHOYEThCSI OQHOYacHe
3aCTOCYBaHHS aTOpBAacTaTUHY 3 pudaMIiHOM, OCKiIbKM OyJI0 IOKa3aHo, II10
BiICTpOUYEHUN IIPUNOM aTOPBAaCTaTHUHY ITiCJIA 3aCTOCYyBaHHS pudaMIiny OB s3aHUU 3i
3HAYHUM 3HUXKEHHSM KOHIIEHTpAallil aTOpBaCTaTUHY y IJjia3Mi KpPOBi.

¥ ITo3a komOiHallil mpenaparTiB cakBiHaBip + PUTOHABIP Yy IIbOMY OOCIIiMXKEHHI He €
KJIiHIYHO 3aCTOCOBYBaAHOIO 403010. [TimBUIlleHHS €KCII03UlIlil aTOpBaCTaTUHY IIPU
3acTOCyBaHHI y KJIiHIYHUX yMOBax, iMOBipHO, Oy[e BUILMM, HiXK Te, II[0 CIIOCTepiramocs



y IIbOMY OociigxKeHHi. ToMy 3aCTOCOBYBATH IIpenapar ciig 3 00epexxHicTIo Ta y

HAWHUKYINA HeoOXinHik mo3i.

Tabnuisa 2

BrnnuB aTopBacTaTUHY Ha (papMaKOKIHETUKY OOHOYACHO 3aCTOCOBYBaHMX JIiIKapChKUX

3aco0iB

ATopBacTtaTuH

OnmHOYaCHO 3aCTOCOBYBaHMM JTiKapChKUM 3acib Ta pexkum

OO3yBaHHS

[Ipenapat/go3a (Mr)

CniggBiOHOWEeHHA

CniggiOHOWEeHHA

4 mHiB

2 pa3u Ha noOy, 14 nHiB

AUC C
max
80 mr 1 pa3 Ha .
ArTHunipuH 600 Mr
mo0y BITPOOOBXK 1,03 0,89
, OOHOPa30BO
15 gHiB
80 mr 1 pa3 Ha #
Hurokcun 0,25 mr 1 pa3 Ha
mo0y BITPOOOBXK _ 1,15 1,20
. no0y, 20 oHiB
10 gHiB
[TepopasibHi KOHTpALENITUBA
40 mr 1 pas Ha |1 pa3 ma mo6y, 2 Mmicsui 1,28
mo0y BITPOOOBXK 1,23
22 mHIiB e HOPETUCTEPOH 1 Mr 1,19
e eTHHIiIEeCTPanion 35 MKrT 1,30
Tunpanasip 500 Mr 2 pa3u Ha
10 Mr pa3 Ha )
o6 mo0y/ putoHaBip 200 mr 2 1,08 0,96
HODY pa3u Ha moOy, 7 OHIB
10 mr 1 pas ra doca eHaBip 1400
MITpeHaBi MT
no0y BIIPOOOBXK P P 0,73 0,82




®ocammpeHasip 700 mr

10 mr 1 pa3 Ha )
2 pa3u Ha [o0y/ puTOHAaBIp
no0Oy BIPOAOBK 0,99 0,94
. 100 mr 2 pa3u Ha gooy,
4 nHiB )
14 nHiB

# [ oTpuMaHHS iHpoOpMalil Ipo KIiHiYHYy 3Ha4YyLIiCTh OUB. PO3Min «B3aeMomisa 3
iHIMMHY JTiKapCchbKUMHU 3acob6aMu Ta iHIIII BUOW B3a€EMOIiN».

3acTocyBaHHS IpernapaTy J'IianMap® KJIIHIYHO 3Hauyllle He BIIJIMBAJIO Ha
MPOTPOMOIHOBUY YacC y MAlIli€HTIB, AKi OTPUMYyBaIu OOBroTpUBaje JTiKyBaHHS
BapdapuHOM.

IToxa3aHHSA

3anobizaHHA cepu,eso-CYOUHHUM 3aXB80PHBAHHAM Y O0POCAUX

I gopocnux mallieHTiB 0e3 KITiHiYHO BUpPaXKeHO] illeMiyHol XBOpoOu ceplid, aje 3
mekinbkoMa pakKTopaMu PU3UKY PO3BUTKY illleMigyHOI XBOPOOU Ceplisi, TAKUMU SIK BIK,
TIOTIOHOIAJIiHHS, apTepianbHa rinepTeH3is, HU3bKUM piBeHb JITIBII] abo HasBHICTH
PaHHBOI illTeMivHO1 XBOPOOU CEPIIs Y CiMeMHOMY aHaMHe3i, HinHMap® IMOKa3aHUuu
LIS

e 3MEHINIEHHSI PU3UKY BUHUKHEHHS iHpapKTy MioKap[a;
e 3MEHINIEHHS PU3UKY BUHUKHEHHS iHCYJIbTY;
e 3MEeHIIIEHHS PU3UKY IPOBEOEHHS MPOLleAyp peBacKyJgapu3allil Ta CTeHOKap/il.

I3 gopocnux mallieHTIB 3 HyKpoBUM miabetom Il Tumy ta 6e3 KITiHIiYHO BUpaXKeHol
imemiuHoOI XxBOpoOU cepild, ajie 3 KimbkoMa (pakTopaMu pU3UKY PO3BUTKY illIeMigHOi
XBOPOOU CepIisi, TAKUMHU SIK PETUHOIIATisA, albOyMiHypisi, TIOTIOHOIamiHHsI abo
aprepiajyibHa TillepTeH3isd, npenapaT J'IianMap® IMOKa3aHUU OJId:

e 3MeHIIEHHS PU3UKYy BUHUKHEHHS iHQapKTy MioKapaa;
e 3MEHIIIEHHS PU3UKY BUHUKHEHHS iHCYJIbTY.

[I719 mopocCnuX MalliEHTIB 3 KJIiHIiYHO BUPaXK€eHOI0 illIeMidHOI0 XBOPOOO0IO cepis
J'[ianMap® IMOKa3aHUU OJis:

e 3MEHIIIEHHS PU3UKy BUHUKHEHHS HeJIETaJIbHOI'O iH(papKTy MioKapaa;

e 3MEHINEHHS PU3UKY BUHUKHEHHS JIeTAJIbHOI'O Ta HeJleTaJIbHOTO 1HCYIIbTY;

e 3MEHIIEHHS PU3UKY IPOBEOEHHS IIPOLeAypP PeBacKyJIsapr3allil;

e 3MEeHIIIEHHS PU3UKY I'OCITIiTani3allil y 3B’sI3Ky i3 3aCTiiiHOIO CepPILIeBOIO0
HeOOCTaTHICTIO;



e 3MEHINEeHHSI PU3UKY BUHUKHEHHST CTeHOKaPIil.
I'inepainioemis

Y dopocaux nauienmis

SK mOomoBHEHHS OO HOieTH, 100 3MEHIIUTU MigBUIIEHI PiBHI 3arajabHOT0
xoJnecTepuny, xonectepuny JIITHII, anoninonpoTteiny B Ta Tpurmninepumnis, a
TAKOXK [JId MiaBUIlleHHs PiBHS xoJyiecTepuny JITIBIIl y nmamieHTiB 3 I€pPBUHHOO
rinepxojecTepruHEMI€I0 (reTepO3UTOTHOI CiIMENHOIO0 Ta HECIMENHO0) Ta
3Mmimtanoo guciainigemieo (tunu Ila ta IIb 3a knacudikariieo ®pegpikcoHa).

e K NOTIOBHEHHS [0 OIETU OJIA JIIKYBaHHS IALlIEHTIB 3 MiABULIEHUMU PIBHAMU
TPUTJIiLIEPUAIB y cupoBaTii KpoBi (tun IV 3a knacudikaniero ®penpikcoHa).

e JIns JTiKyBaHHSA MAIliEHTIB 3 IEePBUHHOIO AucbeTaninonporeineMieto (tum III 3a
Kinacudikanieo ®peapikcoHa) y BUIIagKaX, KOJIM OOTPUMaHHS OiETH €
HEeOOCTaTHbO €(peKTUBHUM.

o 711 3MeHIIIeHH 3arajIbHOT0 X0JieCTepuHy Ta Xojectepuny JIITHII y naiieHTiB 3

TOMO3UTOTHOIO CIMEMHOIO Tillepx0ojeCTeEPUHEMIEIO SIK MOIMOBHEHHS OO iHIIINX

rinosinigeMiyHMX MeTOMiIB NiKyBaHHS (Hanmpuknapn, adpepe3 JITTHII) abo sKiio

TaKl MEeTOOU JIIKyBaHHS HEeOOCTYIIHI.

Y oimeti

e /K NOTIOBHEHHS OO0 OIETU OJI 3MEHIIEeHHS PiBHIB 3arajlbHOTO XOJIECTEPUHY,
xonectepuny JIITHIII i anoninonpoTeiny B y giteu Bikom Big 10 go 17 pokiB 3
reTepPo3UTr0THOIO CiMEMHOIO TillepXojiecTepUuHEMIi€I0, SIKIIO ITiCJIsI BiOmoBigHOl
OieToTeparril pe3ylbTaTU aHali3iB Taki:

a) xonectepuH JITTHIII 3anumiaerses 2 190 mr/mn (4,91 mMmons/n) abo
6) xonectepud JITTHIII 3 160 mr/on (4,14 MmMoib/1) Ta:

e y ciMelilHOMYy aHaMHe3i HasIBHi paHHi ceplieBO-CYANHHI 3aXBOpIOBaHHSA ab0
e Ba abo Oinbire iHIIMX (AaKTOPiB PU3UKY PO3BUTKY CEPIIEBO-CYIUHHUX
3aXBOPIOBaHb IIPUCYTHI y IallieHTa OJUTSAYOr O BiKY.

IIporunoka3aHHs

AKTHBHEe 3aXBOPIOBaHHS MEYiHKHU, IK€ MOXKe BKJII0OYATHU CTiMKe MiaBUIIEHHS
PiBHiB IMe4iHKOBUX TpaHCaMiHa3 HEBiAOMOI eTioorii.

lnepuyyTnusicTh 0 OyOb-IKOTO 3 KOMIIOHEHTIB IIbOTO JIiIKapChKOTO 3aco0y.
BaritHicTs.

JlakTatris.



B3aemonisi 3 iHONIHMH JTiKapChbKHMH 3aCo00aMHu

[Tpenapat HinHMap® € cyoctpatom CYP3A4 Ta TpaHCHopTepiB (Haopukiasm,
OATP1B1/1B3, P-gp a6o BCRP). PiBHi npenapaty J'IianMap® y IJIa3Mi MOXYTb

3HAYHO ITiABUIIYBATUCS IIPU OOHOYACHOMY 3acToCyBaHHI iHTi0iTOpiB CYP3A4 Ta

TPaHCIOPTEPiB. Y Tabnuili 3 HaBeeHO MepeJTiK IIpenapariB, SKi MOXYTb 30iTbIIUTH

€KCIIO3MUIIil0 IIpenapary HinI/IMap® i pU3UK pPO3BUTKY MioIaTil Ta pabgomionidy mpu

OOHOYACHOMY 3aCTOCYBaHHi, Ta peKOMeHIallil 11010 iX JIIKyBaHHS Ta 3amobiraHHs

TaKUM pU3uKaM (OuB. po3minu «Ocob6IMBOCTI 3aCTOCYBaHHSI» Ta «PapMaKOJIOTiuHi

BJIACTUBOCTI»).

Tabmnuisa 3

B3aemogist 3 iHIIMMU JTiKapChbKUMU 3aco0aMu, SKa MOKe 30iIbIIUTH PU3UK PO3BUTKY
MiomaTil Ta pabmomiosni3dy mif Yac 3aCcTOCyBaHHS IIpenapary J'IinHMap®

IIuksaocnopuH abo 2em@ibpo3un

PiBHi aTOopBacTaTUHY B IIJIa3Mi 3HAYHO HiABUIIYBAJIUCS IIPU OOHOYaCHOMY
3aCTOCYBaHHI ITpenapary J'IianMap® Ta IUKJIOCIIOPUHY, iHTiOiTOPY
CYP3A4 ta OATP1B1 (guB. po3nin «®apMaKOJIOTi4Hi BIaCTUBOCTI»).

Kniniyaum ) i ) ]
MonoTepanis reMpidpo3usoM MoxkKe CIIPUYNHATH MionarTito. IcHye

BIUIHE MMiOABUIIEHUY PU3UK PO3BUTKY MiomnarTil Ta pabmoMiostisy mpu
OOHOYACHOMY 3aCTOCYBaHHi IUKIIOCIIOPUHY abo remdidpo3uny 3
IpenapaToM J'IianMap®.

3axomu He pekoMeHOy€eTHCS OOHOYACHE 3aCTOCYBaHHS IIMKIOCIOPUHY abo

reMm¢pidpo3uny 3 mpenapaToM J'IinHMap®.

IIpomusipycHi 3acobu

Krminiyauni
BIIJIUB

PiBHI aTopBacTaTvHy B Ij1a3Mi 3HAYHO MIABUIIYBAJIUCS IIPU OGHOYACHOMY
3aCTOCYBaHHI mpemnaparTy J'Iinpnmap® 3 OaraThbMa IPOTUBIPYCHUMH
3acobamu, sKi € inribitopamu CYP3A4 Ta/abo TpaHCIIOpTEPaMH
(manmpuknan, BCRP, OATP1B1/1B3, P-gp, MRP2, ta/a6o OAT2) (ous.
po3min «®apMaKoOJIOTiYHiI BIacTUBOCTI») ITOBIimOMIISINIOCS PO BUAAKHA
MiormaTil Ta pabaoMioni3y Ipu OOHOYAaCHOMY 3aCTOCYyBaHHI KoMOiHaIril
neminmacBip + codocOyBip 3 mpemapaToM HinI/IMap®.




3axonou

e He pekoMeHOyeThCSA OOHOYACHE 3aCTOCYBaHHSA KOMOiHaIlil
TUIIPaHaBip + pUTOHAaBip abo rinekamnpesip + DibpeHTacBip 3
npenapaToM J'Iinppmap®.

e V mallieHTiB, sIKi OTPUMYIOTH JIOIIiHABIp + pUTOHAaBip abo
CHUMEIIPEBIP, CJIif OLIHUTU KOPUCTH/PU3UK OOHOYACHOTI' O
3aCTOCYBaHHSA 3 aTOPBACTaTUHOM.

e YV marfieHTiB, Ki OTPUMYIOTH CaKBIHaABIpP + PUTOHABIP, JapyHasBip +

puToHaBip, pocamnpeHasip, ¢ocaMnpeHaBip + puToHaBip, endacsip

+ rpa3omnpesip abo 1eTepMoOBip, M03a HperapaTy J'[ianMap® HEe
IIOBUHHaA IlepeBulntyBatu 20 mr.

e Y mailieHTiB, AKi OTPUMYIOTH HeJl(iHaBip, mo3a npemnaparty Jlinpumap

® He moBuHHA nepeBunryBatu 40 Mr (ouB. po3min «Cmoocib

3aCTOCyBaHHS Ta O0O3U»).
e CJti OLIIHUTU KOPHUCTH/PU3UK OOQHOUYACHOIO 3aCTOCYBaHHS
kKoMOiHarii meminacBip + cogocOyBip 3 mpenapaToM J'IianMap®.

e CIig KOHTPOJIIOBAaTU O3HAKM Ta CUMIITOMH MioIaTil y BCiX Halli€HTIB,
0COOJIMBO Ha MOYAaTKY JIIKyBaHHS Ta Mif 4ac 30ilbIlIeHHS 003U OyOb-

SIKOTO ITperapary.

[Tpuknagu

TumnpaHasip + puTOHABIp, I'JIeKanpeBip + midpeHTacBip, nomiHaBip +
PUTOHABIP, CUMEIPEBip, CakBiHaBip + pUTOHAaBIp, JapyHaBip +
puTOHAaBIip, pocamMmipeHaBip, ¢pocamMmirpeHaBip + puToHaBip, endacBip +
rpa3oIpeBip, JIeTepMOBip, HesdiHaBip Ta neginacsip + codocOyBip.

Oxkpemi azoavHi npomuzpubkosi 3acobu abo MakpoaiOHi aHmubiomuKu

Knigiuaun
BIIJIUB

PiBHI aTopBacTaTyvHy B Iy1a3Mi 3HAYHO MIABUIIYBAJIUCS [IPU OGHOYACHOMY

3aCTOCYBaHHIi IIpemapary J'Iinpnmap® 3 OKpEMUMHU a30JIbHUMU
MPOTUTrPUOKOBUMU 3acobaMu ab0 MakKpOIigZHUMU aHTUOIOTUKaMU Yyepes
inrioyBanHst CYP3A4 Ta/ab0 TpaHcCIOpTEPHU (OAWB. PO3Mis
«®apMaKOJIOTiYHi BTAaCTUBOCTI»).




Y naui€eHTiB, sIKi OTPUMYIOTh KJIapUTPOMIIIMH ab0 iTpaKoHa30J1, Jo3a
npemnapary J'IianMap® He MOBUHHA nepeBuiilyBatu 20 Mr (QUB. PO3Tin
«Cmocib 3acTocyBaHHS Ta m03u»). CHifl OIiHUTH KOPUCTL/PU3UK

3axogu OOHOYACHOTO 3aCTOCYBaHHS OKPEMUX a30JIbHUX MPOTUTPUOKOBUX 3aC00iB
a00 MakKpoOJIimHUX aHTUOIOTHUKIB 3 IperapaToM HianMap®. Cmigm
KOHTPOJIIOBAaTH O3HAKU Ta CUMIITOMHU MioIlaTil y BCiX IallieHTiB, 0COOIUBO
Ha IMoYaTKy Teparlil Ta Imig 9yac 30ibllIeHHs J03U OyOb-IKOT0 IIpenapary.
EpuTpoMinyH, K1apuTpOMILIMH, iTPAKOHa30J1, KETOKOHAa30JI, II03aKOHAa30J1
[Tpuknagu
Ta BOPUKOHA3O0JI.
HiauuH
Kogis . |CmocTepiranucs Bumagku Mionartil Ta pabgoMiosnisy npu ogHOYaCHOMY
JNIHIYHAN L ] ] )
3acToCyBaHHI mimigoMoaudikyo4dnux o3 HiauuHy (>1 r/moby HialluHy) 3
BILJIMB .
npemnapaToM J'IlanMap®.
Crtip 3BaXUTHU, YU KOPUCTH Bil OMHOYACHOT'O 3aCTOCYBaHHSA
ninigoMonuiKyr4dux 403 HialluHy 3 IpenapaToM HianMap®
IepeBUIYE NiABUIIIEHUN PU3UK PO3BUTKY MiomaTil Ta pabmomionizy.
3axonou AKII0 IPUUHATO PIllIEHHS IPO OJHOYaCHe 3aCTOCYBaHHS, CIIif

CIIOCTepiraTu 3a HasBHICTIO O3HAK Ta CUMIITOMIB MioIlaTil y Malli€HTiB,
0Cco0JIMBO Ha MOYaTKYy Tepamil Ta mif 4ac 30inbIlIeHHs 003U OyOb-IKOTO 3
nperaparis.

@ibpamu (okpim 2em@pibpo3uny)

Kniniuaun
BIIJIUB

3acTtocyBaHHs (iOpaTiB IK MOHOTeEpaIil MOXKe BUKJIUKATH MiomaTiio.
Pu3uk po3BUTKy MionaTii Ta pabgoMionily DigBUIIYETHCSA IPHU
OQHOYAaCHOMY 3aCTOCyBaHHi (ibpaTiB 3 mpemnapaToM HinHMap®.




Crnig 3BazKMTH, YM KOPHUCTH BiJl 0MHOYACHOTO 3aCTOCyBaHHS (iOpaTiB 3
npenapaToM J'IianMap® MIEepPEeBUIy€E NiABUIIIEHUU PU3UK PO3BUTKY
Miomnartii Ta pabmomionizy. AKIO IPUUHATO PilllIeHHS PO OQHOYacCHe

3axogu ] , , )
3aCTOCYBaHHS, CJIi[] CIOCTepiraTv 3a HasiBHICTIO O3HAK Ta CUMIITOMIB
Miomnaril y maIfieHTiB, 0CoO/IMBO Ha MOYaTKy Teparmil Ta Iifg gac
30inbIIeHHS 003U Oyab-IKOro 3 ITperapariB.

KoaxiyuH

Kniniuaui |(ConocTepiramucs BUNagKW Miomnartil Ta pabmoMiorti3y Imig 4ac 0gHOYacHOTO

BIIJIUB 3aCTOCYBaHHS KOJIXIIMHY 3 IIpenapaToM J'[ianMap®.
Crip 3BaXUTU KOPUCTH/PU3UK OOHOYACHOI'0 3aCTOCYBaHHS KOJIXIIVHY 3
nperapaToM Hian/IMap®. AKIT0 IPpUUHSATO PIllIEeHHs IPO OJHOYaCHe

3axogu 3aCTOCyBaHHs, CJIifi CIOCTepiraTu 3a HasIBHICTIO O3HAK Ta CUMIITOMIB

Miomnarii y maitieHTiB, 0co6/IMBO Ha MoYaTKy Tepamii Ta mig 4ac
30imbIIIeHHS 103U OyOb-IKOTO 3 ITpenapariB.

I'petingppymosulti cik

Knigiuaun
BIIJINB

CriokmBaHHS IPeUIIppyTOBOTO COKY, OCOOIMBO Y BETUKUX KiJTbKOCTSIX
(monap 1,2 miTpa Ha OeHb), MOXKe ITPU3BECTH A0 30iNbIlIeHHS PiBHIB
aTopBacCTaTHUHY B MJia3Mi Ta HDiABUIIUTHA PU3UK PO3BUTKY MiomarTil Ta
pabmomiostizy.

3axonou

Crim yHUKaTHU CIIOKHWBaAHHS BEJIUKO] KilTbKOCTI TPeUInppyTOBOTO COKY
(mornap 1,2 miTpa Ha OeHBb), Iif Yac 3aCTOCyBaHHS mpemnapary HinHMap®

Tabnuisa 4

B3aemopis 3 nikapcbkuMu 3acobaMu, sIKi MOXKYTh 3HMKYBaTU €KCIIO3UIIiI0 IperapaTry

Jlinpumap ®

PugamniyuH




Knigiuaun
BIIJIUB

3axonou

Tabmnuisa 5

OpHo4YacHe 3aCTOCyBaHHS IIpernapary J'IinHMap® 3 pudaMHIilluHOM,
inmykTopoM nutoxpomy P450 3A4 Ta inribitopom OATP1B1, moxe
MIPU3BOOUTHU OO0 HECTIMKOTO 3HUXKEHHS KOHIIEHTPAallil aTOpBaCTaTUHY B
m1a3Mi KpoBi. Yepe3 MexaHi3M NOABIMHO] B3a€EMOil pudpaMOinuey
BifICTpOY€EeHe 3aCTOCYBaHH IIpelaparTy HianMap® MiC/IsA BBEOEHHS
pudaMItinuHy OyJio mOB’sI3aHe 3i 3HAUHUM 3HUKEHHSIM KOHIIeHTpallil
aTopBacCTaTHUHY Y IJIa3Mi.

PekoMeHOyeThCs OQHOYACHE 3aCTOCYBaHHS IIpernapaTy HianMap® i
pudamIinuny.

Brinius npenapaty J'Iian/IMap® Ha iHIIi TiKapchKi 3acobu

IlepopasnvHi KOHMpauenmuesu
OpHo4YacHe 3aCTOCyBaHHSA IIpernapary HinHMap® Ta IepopajJbHUX
KniHiyHUM |KOHTpPAllenTUBIiB 30i/IbIITyBaI0 KOHIIEHTPALIil0 HOPETUCTEPOHY Ta
BIIJIUB eTUHiJIeCTpagiony y maa3mi Kposi (ouB. po3ain «®apMakosoriyHi
BJIACTUBOCTI»).
3 Cning BpaxoByBaTu lLie ¢pakT, o0upaloyu nepopaabHUM KOHTPALEeIITUB
axonu . : . . .
IJIs TallieHTiB, AKi OIpUUMarTh J'ImpHMap®.
JTu20KCUH
K iz . |IIpu ogHOYacHOMY 3aCTOCyBaHHi OaraTopa3oBUX A03 IIpenaparTy
JTIHIYHUNT ] , ,
HlanMap® Ta JUTOKCUHY PIBHOBaXKHI KOHIIEHTPAIlll JUTOKCUHY B
BILJINB .. . N .
I1a3Mi MigBUIMYIOTHCS (OUB. PO3ail «PapMaKOJIOTiuyHi BIaCTUBOCTI»).
Cripg HajleXXHUM YUHOM KOHTPOJIIOBATU CTaH MAlli€eHTiB, AKi IpUUMalOTh
3axonu
OUTOKCHUH.

Huamiazemy 2i0poxs0pud.




OpHouyacHUY npuiioM atopBactaTtuy (40 Mr) ta gunrtiazemy (240 mr)
CYIIPOBOMKYETHCS MiABUIIEHHSIM KOHIIEHTpPallil aTOpBaCTaTUHY Y I1JIa3Mi KPOBI.

IHumemuoOuH.

Y pe3ynbTaTi IpoBeAeHUX OOCIiIXKeHb 03HAK B3aEMOIil aTOpBacCTaTUHY Ta
LIUMETHUONHY He BUSBJIEHO.

AHmauuou.

OnmHOYaACHUU epopaibHUK NPUMOM aTOpBaCTaTUHY Ta CYCIEeH3il aHTaIlugHOT O
pemnapary, 110 MiCTUTh MarHii Ta aJlOMiHiIO TiApOKCU[, CyIPOBOOXKYETHCSI
3HMKEHHSIM KOHIIeHTpallil aTopBacTaTUHY y IJ1a3Mi KpoBi npubnusno Ha 35 %. [1pu
ILOMY TinoJiinigeMiyHa i aTopBacTaTUHY He 3MiHIOBaJlach.

Koaecmunoa.

KoH1leHTpallis aTopBacTaTUHY y IJ1a3Mi KpoBi OyJia HUKYO0IO0 (CHiBBiHHOIIEHHS
KOHIIeHTpallil atopBacTtaTuy 0,74) Ipu OODHOYACHOMY IIPUIOMI aTOpBacCTaTUHY Ta
Kojecturoy. [1pu npoMy rinosminigemMiuHa misg komOiHallil aTopBacTaTUHY Ta
KOJIECTUIIOJNY IepeBulllyBaia epeKT, SKUU Ja€ IPUKOM KOXKHOIO 3 IIUX IIpernaparis
OKpEMO.

A3umpoMIiyuH.

OpmHouacHe pu3HaueHHs aTopBacTaTuHy (10 Mr 1 pa3 Ha Ho0y) Ta a3UTPOMILIMHY
(500 Mr 1 pa3 Ha mo0y) He CYIIPOBOXKYBAJIOCS 3MiHaMU KOHIIEHTpPAllil aTOpBaCTaTUHY
y I1a3Mi KpOBi.

IH2i6imopu mpaHcnopmy.

IHriGiTOPYU TPAHCIOPTHUX OiNKIB (HAIpUKiIad IIUKIOCIOPUH, JIETEPMOBIp) 30aTHI
ITiOBUIIYBATU PiBEHb CUCTEMHOI €KCITO3UIIil aTopBacTaTuHy (AuB. Tabnuilto 1). Brinus
MIPUTHIYEHHS HaKONMYyBaJIbHUX TPAHCIIOPTHUX OiNIKiB Ha KOHIIEHTpPAIlilo
aTopBacCTaTUHY B KJIITUHAaX [Ie4YiHKU HEBIMOMUU. HAKINNO YHUKHYTU OGHOYACHOI'O
IIpU3HAUYEeHHs [UX IIpernapaTiB HEMOXIIUBO, PEKOMEHJOBaHO 3HUXKEHHS NO3U Ta
ITPOBeNEeHHS KIIiIHIYHOTO MOHITOPUHTY €(peKTUBHOCTI aTOpBacTaTUHY (OAUB. TaOIUIIIO
1).

Ezemumib.

3acTocyBaHHS €3eTUMiIOy SIK MOHOTepaIii OB’ I3YI0Th 3 PO3BUTKOM SIBUII] 3 OOKY
M’sI30BO1 CUCTEMH, Y TOMY YHCIIi padbaomionidy. TakuM YMHOM, IPU OOHOYACHOMY
3acTOCyBaHHi e3eTuMiOy Ta aTOpBaCTaTUHY PU3UK PO3BUTKY IIUX SIBUII 30iTbIITYETHCS.
PekomMeHO0OBaHO IPOBOOUTH HaIE€KHUU KITIHIYHMM MOHITOPUHT CTaHy TaKWX MalliEHTIB.



dy3udosa Kucsioma.

[Tpu ogHOYaCHOMY CUCTEMHOMY 3aCTOCYyBaHHI ()y3UI0BOl KUCJIOTH 3i CTaTUHAMU MOXKe
ITiABUNTYBATUCS PU3UK PO3BUTKY MiomarTii, B TOMy 4uCIi padbmomionidy. MexaHi3Mm 11i€l
B3aeMofil (U1 € BoHa (papMaKOaAMHAMIUYHOI a00 papMaKOKiHETUYHOIO, Y1 000X BUIIB
OOHOYACHO) Ha ChOTOMHI HeBimoMuu. [ToBigoMIsiIoCcs Mpo BUIlagKu pabmomionisy (y
TOMY YMCJIi 3 TeTaJbHUM HaCJIiIKOM) y IalliEHTiB, SKi oTpuMyBanu KoMOiHAIIil0 IIUX
Ipernaparis.

AxkIo HeoOxigHe CUCTEMHE 3aCTOCYBaHHS (Py3UO0BOI KMCJIOTH, CJIi IPUITUHUTHA
3aCTOCYBaHHSI aTOpBAaCTaTUHY Ha BeCh Mepiof 3aCTOCyBaHHS (Py3UO0BOI KMCIIOTHU (OUB.
po3min «OcobIMBOCTI 3aCTOCYBaHHS»).

THwi nikapcvki 3acobu.

KriniuHi gocaigKeHHA moKa3aly, 1110 OJHOYaCHe 3aCTOCOBYBaHHS aTOpBacTaTUHY 1
TrinOTEeH3WBHUX IIpelapaTiB Ta MOr0 3aCTOCYBaHHS B XOIi €eCTPOTeH3aMiCHOL Teparil He
CYIIPOBOIKYBAJIOCh KJIiHIYHO 3HAYYHIUMU NOOIiYHUMU epekTamMu. [[OoCIimIKeHb
B3a€eMoO[il 3 iHIMMMU IIperapaTaMu He IPOBOOUIIOCS.

Oco00/1MBOCTi OO0 3aCTOCYBaHHSA

Mionamis ma paboomioni3

[Tpenapat J'IianMap® MOXKe CIIPUYMHUTHU MionarTito (6inb y M’si13ax, 60micHICTE abo
cnabKicTh y MOeOHaHHI 3 migBuilleHHAM KpeaTuHKiHa3u (KK) 6inbmie HixK v 10 pasiB 3a
BEPXHIO MeXKYy HOPMM) Ta pabgoMioJti3 (3 rocTpoio HUPKOBOIO HeJOCTaTHICTIO abo 6e3
Hel BHACHIigoK Miorno06inypil). [ToBimoMsisiocs Ipo PiAKiCHI leTanbHi BUTIagKHU B
pe3ysbTaTi pabaoMiosi3y Ipu 3aCTOCyBaHHI CTaTHHIB, BKIIOUAIOYHN HianMap®.

dakTOpU PU3UKY PO3BUTKY MioImarTil

dakTOpPU PU3UKY PO3BUTKY MioIlaTili BKJII0OYalOTh BiK 65 pOKiB i OinbIie,
HEKOHTPOJIbOBAHUM TiOTUPEO03, IOPYyIIeHH QYHKIII HUPOK, OOHOYaCHEe
3aCTOCYBaHHA 3 IesdKUMU IHIMWMU [IpernapaTaMy Ta IIigBUIIEH] 03U IIpenapaTy
HinHMap® (muB. po3min «B3aeMomis 3 iHIMMU TiKapChKUMU 3acoO0aMu Ta iHII BUOU
B3a€EMOOIN»).

3axonmu OJIsi 3MEHIIIeHHSI PU3UKY PO3BUTKY MiomarTil Ta padgoMiostizy abo 3amobiraHusa

TAKOMY PHU3UKY

Excnosuniga npemnapaty HianMap® MoO2Ke 30inbIITyBaTUCS 3@ PaXyYHOK B3a€MOII 3
IHIIMMU JTiKapChbKUMU 3acobamu yepes iHriOyBaHHS pepMmeHTy 3A4 ntmToxpomy P450
(CYP3A4) ta/abo TpaHcmopTepiB (Hanpukiam, 0iJI0K Pe3nuCTEHTHOCTI paKy MOJIOYHOIL



3ano3u [BCRP], opratiuauii aHiOH-TPaHCIOPTYIOYUUA MOIIIENTUL
[OATP1B1/OATP1B3] Ta rnikonpoTtein P [P-gp]), 110 npu3BOAUTE OO0 IIiABUIIIEHOTO
PU3UKY PO3BUTKY MionarTii Ta pabmomionily. He pekoMeHOy€eThCSI OOHOYACHEe
3aCTOCYBaHHA 3 IIpenapaToM HinHMap® LMKJIOCTIOPUHY, TeM}pibpo3uny, KomOiHalin
TUIIPaHaBip + PUTOHAaBIP UM rjieKamnpeBip + nidpeHTacBip. Moaudikailil ;o3yBaHHS
npemnapary HinHMap® PEKOMEHOYIOThCA MallieHTaM, sIKi IpuuMalTh IIeBHI
ITPOTUBIPYCHi 3aco0u, a30JIbHI TPOTUTPUOKOBI 3aco01 ab0 MaKpOJIigHi aHTUOIOTUKY
(muB. po3min «Cmocib 3acTocyBaHHS Ta M03u»). [IoBigOMIISIIOCS IIPO BUIIAOKHU
MiomnaTii/pabaoMionily mpu 0OgHOYaCHOMY 3aCTOCYBaHHI aTOpBacTaTUHY 3
mimimoMonudikyroyuMu mo3amu (> 1 r/geHb) HiamuHy, GidpaTiB, KOIXIIMHY Ta
KoMOiHaril mefginacBip + codocOyBip. Crig OLiHUTH, YM KOPHUCTH BiJl 3aCTOCYBaHHS LIUX
IIpenapaTiB IepeBakae€ IMiOBUIIIEHUN PU3UK PO3BUTKY Miomnartii Ta pabmomionidy (OuB.
po3min «B3aeMomist 3 iHIIIUMHU JTiIKAPChbKUMU 3aco0aMU Ta iHII BUOM B3AaEMOIIN»).

He pekoMeHOyeTHCS OMHOYACHUM IIPUNOM I'PEUTI(PPYTOBOTO COKY y BETTUKUX
KinbKoCTsX (moHap 1,2 miTpa Ha geHb) HalliEHTaM, SIKi IPpUUMaloTh HianMap® (muB.
po3min «B3aemopis 3 iHIIMMH JIiIKAPCHKUMU 3aco0aMU Ta iHIIN BUOM B3a€EMOiN»).

CJlig IpUOUHUTYA IPUKOM IIpenapary HinI/IMap®, SIKIIIO CIIOCTEPIraeThCs IOMITHO
mipgBunieHui piBenb KK abo giarHocToBaHO MioIaTiio 4u € mimo3pa Ha il BUHUKHEHHS.
M’sa308Bi cumnTomMu Ta migBuilleHHsa KK 3HKMKaIOTh MMicis BigMiHU npenaparty Jlinpumap
® Crig TUMYacoBO BifMIHUTH HinHMap® MalfieHTaM 3 rocTpuM abo Cepio3HUM
CTaHOM i3 BUCOKMM PU3UKOM PO3BUTKY HUPKOBOI HETOCTATHOCTI, CIIPUYMHEHO]
pabmoMiostizoM (HampHuKIlal, CEeIICHUC; IIOK; TsIKKa TilloBOJIeMisi; ceplio3Ha XipypriuHa
orepallisi; TpaBMa; TSAXKKi MeTabosiuHi, eHOOKPHUHHI a00 eIeKTPOJIiTHI MOPYIIeHH;
HEKOHTPOJIbOBaHa EMilencis).

Cnig MOBimMOMUTH IAIliEHTIB IIPO PU3UK PO3BUTKY MioIaTii Ta pabgomiosnisy Ha
IMOYaTKY JIiKyBaHHs a0bo mpu 30ilbIlIeHH] HO3U mpenapaTry HianMap®. [TamieHTam
CIIii peKOMeHOyBaTH HeralHo IMOBiIOMJISATH IIPO Oyab-IKWUIM He3pOo3yMinuu Oinb y
M’si3ax, O0JiCHICTh ab0 cnabKiCTh, 0COOIUBO SIKIIIO BOHU CYIPOBOAXKYIOTHCS
He3OyXKaHHSIM a00 HmigBUINIEHHSIM TeMIIepaTypPH.

ImyHO102iYHO OnocepedkosaHa HeKpomu3yrda mionamis

Hapgxomunu pigKiCcHi ITOBiOMIEHHS PO BUIIAOKU IMyHOJIOTIYHO OIIOCEPEOKOBAHOl
HekpoTusyiodol miomnartii (IOHM), ayToiMmyHHOI MionaTii, mOB’I3aH0l i3 3aCTOCYBaHHSIM
ctatuHiB. IOHM xapaKTepu3yeThbCSA TaKMMHU O3HaKaMM: CJIaOKiCTh MPOKCUMaIbHUX
M’s13iB Ta IMiOBUIIIEHUY PiBEeHb KpeaTHHKiIHa3W B CUPOBATIli KPOBi, sKi 30epiratoThcs,
He3BaXalyu Ha NPUNUHEHHS JIIKyBaHHS CTaTUHAMU; IIO3UTUBHUU pe3yJibTaT Ha
aHtuTtina go 'MI'-KoA-penykTa3u; M’'si30Ba 0iomCiss BUSIBIISIE HEKPOTUIYIOUY MioIaTiio
Ta IIOKpAIlleHHS IPY 3aCTOCYBaHHI iMyHOmenpecaHTiB. Moxke BUHUKHYTU HEOOXiIHICTD
ITPOBeOeHHs JOTAaTKOBUX HEUPOM I30BUX Ta CEPOJIOTIYHUX AOCIiIXKeHb. Moxke OyTu



noTpibHa Teparisa iMyHomenpecanTamMu. CIif peTenbHO 3BaXKUTHU PU3UK PO3BUTKY
IOHM niepen mo4yaTKOM 3aCTOCYBaHHS IHILIOTO CTAaTHUHY. fAKIIIO po3mo4yaTo Teparllito
iHIIIUM CTAaTUHOM, HeOOXigHUIM MOHITOPUHT O3HaK Ta cuMnTomiB IOHM.

ITopyweHHs ¢yHKUil neuiHKu

Byno moka3zaHo, 1110 CTaTUHHU, AK i AesKi iHIli rinosimigeMiuHi TepaneBTUYHI 3acobu,
aCOIIiIOI0THCS 3 BiIXUIIEHHSM Big HOpMU 0ioXiMigYHUX ITOKA3HUKIB QYHKIII ITeYiHKH.
Criiike nigBumieHHs (OiIbII HiXK y 3 pa3u BUllle BePXHbOI MeXKi HOPMaJIbHOT'O
miarma3oHy, siKe BUHUKIIO 2 pa3u abo OinbIlie) PiBHIB CUPOBATKOBUX TpaHCaMiHa3
croctepiranoca y 0,7 % mauieHTiB, AKi OTpUMYyBaJiu HinHMap® [ig Yyac KJIHIYHUX
OociiaKeHb. YacToTa BUIIAAKIB IIMX BigxuineHsb Big HopMmu ctanoBumna 0,2 %, 0,2 %, 0,6
% ta 2,3 % gnsa mos3 npenapaty 10, 20, 40 Ta 80 Mr BigmoBigHO.

ITig yac KniHIYHUX OOCIIOXKEeHb IpelapaTy B OOHOIO IallieHTa PO3BUHYJIACh
KOBTsHULA. [TimBuileHi moka3HUKY QyHKIioHaIbHUX P06 nevinku (PIII1) y inmux
nalieHTiB He OynIu MOB’sI3aHi 3 XKOBTSAHUIIEIO a00 iHIMUMY KITiHIYHUMU CUMIITOMaMH.
[Ticnss 3MeHIIIEHHS 03U, IepPePBU ¥ 3aCTOCYBaHHi IIpenapaTty abo MpUIIMHEHHS MOT0
3aCTOCyBaHHS PiBHI TpaHCaMiHa3 ITOBepTaIMCS [0 PiBHIB mepen JiKyBaHHSIM abo
mpubIN3HO 10 KX PiBHIB 0e3 HeraTuBHUX HaciigkiB. 18 3 30 marlieHTiB 3i cTiikum
MTiOBUIIIEHHSM MOKa3HUKIB (GYHKITIOHATLHUX NTPO0 MeYiHKM IPOOOBXKYBaJIM TiKyBaHHS
IpenapaTom J'IianMap® Y MEHIIINUX [03aX.

ITepen TuM K pO3MOYUHATHU TepPaIllilo IIperapaToM HianMap®, PEKOMEHOYETHCA
OTpUMAaTHU pe3yJIibTaTU aHali3iB mono (epMEeHTIB IEeYiHKM Ta 34aBaTH aHalli3u
IMOBTOPHO Yy pa3i KiIiHiuHOol moTpebu. Hagxomunu pigkKicHI mocTpeecTpaliiHi
MMOBiDOMJIEHHS IIPO BUIIA[KM JIETAJIbHOI Ta HeJleTaJIbHOl IMeYiHKOBOI HEJIOCTAaTHOCTI ¥
MalieHTiB, Ki IpUUMalIu nIpenapaTy IPynu CTaTUHIB, Y TOMY YHKCJIi aTopBacTaTuH. Y
pa3i cepio3HOro YpaxKeHHs MeYiHKY 3 KIIHIYHUMU CUMIITOMaMu Ta/abo
rinepOinipybiHemieto abo KOBTIHUIIEIO TIifT YaC 3aCTOCYBaHHS MperapaTy HinHMap®
CIIi Hera’HO MPUIIMHUTH JIIKyBaHHS. fAKIIIO He BU3HAUYEHO aJIbTEPHATUBHOI €Ti0JOrTil,
He CJIi TOBTOPHO PO3MNOYMHATH JIIKyBaHHS IIpernapaToM.

HinHMap® ciim 3 00epexXkHiCTIO ITpU3HavYaTH IalliEeHTaM, SIKi 3JI0BKUBAIOTh
askorojieM Ta/abo MaioTh B aHaMHe3i 3aXBOPIOBAHHS IT€YiHKH. J'IianMap®
ITPOTUNIOKA3aHUM ITPU aKTUBHOMY 3aXBOPIOBaHHI IMediHKM ab0 CTiMKOMY HigBUINIEHHI
PiBHIB IIe4iHKOBUX TPpaHCaMiHa3 HeBimoMol eTiosorii (QuB. po3min
«[TpoTUIIOKa3aHHI»).

EHOoOKpuHHa ¢pyHKUiA

IMoBigoMusinocs mpo nigBuilleHHS piBHSA HbAlc Ta KOHIIeHTpallil ITI0K031 Y CUPOBATIIi
KPOBI HaTIIle IIPU 3aCTOCyBaHHi iHri6iTopiB 'MI-KoA-pegyKkTa3u, y TOMY YHCJIi



npemnapary J'[ianMap®.

CTaTUHU MEePEIIKOIXKalTh CUHTE3Yy X0JIeCTEPUHY Ta TEOPETUYHO MOXKYTb OCJIA0IsATH
CeKpellilo CTepoifiB HagTHUPKOBUX 3aJ103 Ta/abo roHagHuX cTepoimiB. Kniniuni
OOCJIIM>KEeHHS IToKa3allH, 110 HinHMap® He 3HUXKXYy€e 0a3anbHy KOHIIEHTpPAIIilo
KOPTHU30JIy IIJIa3MHU Ta He MOPYIIyE afdpeHaloBUM pe3epB. BIiuB CTaTUHIB Ha
3aIlTiAHIOIYY 3OaTHICTh CIIePMHU He OOCHiOXKyBaBCs y MOCTAaTHHOI KiJIbKOCTI ITAIli€HTiB.
HesBigmomo, sKUM 4YUHOM IIpernapaT BIJIMBA€E Ta ¥ YU B3arajli BIIJIMBA€ Ha CUCTEMY
«CTaTeBi 3a/103U-Tinogi3-rinoTazamMyc» y XKIiHOK y IepefMeHOoIIay3aJbHIN IIePiof.
Cnig OyTu o6epeXxHUM NPU OJHOYACHOMY 3aCTOCYBaHHI ITperapaTy IPyIu CTaTUHIB 3
JIiIKapChbKUMHU 3aco0aM, siKi MOXKYTh 3HMKYyBaTH PiBHi a00 aKTUBHICTh €HOOTE€HHUX
CTEPOIOHNX TOPMOHIB, TAKUMHU SIK KETOKOHA30JI, CIIiPOHOJIAaKTOH Ta IIMMETHUOUH.

3acmocysaHHsA nauieHmam 3 Hew,00asHimMu sunadkamu iHCY1bmy abo MpaH3UumMopHoi
iwemMiyHoi amaku

[Tpu post-hoc ananisi gocnigkenHss SPARCL (Stroke Prevention by Aggressive
Reduction in Cholesterol Levels/3anobiranas iHCyJIbTy HIJITXOM Pi3KOT0 3MEHIIIEHHS
PiBHIB XOJIECTEPUHY), IIiZ 4aC SIKOTO HinHMap® y go3i 80 Mr Ha mpoTuBary mninaiebdo
3acTtocoByBanu 4731 maitrieHTy 6e3 imemiuyHoi XBOopoOu ceplisd, AKi Maau B aHaMHe3i
BUMIAJKHU iHCYIbTY @00 TPaH3UTOPHOI illleMiuHOl aTaKu IMPOTSATOM IIONEepPenHixX 6
Mics1iB, criocTepiranacs Oinbila YacTOTa BUIIQAKiB reMOpariuyHoro iHCyJbTy y IpyIi
[alli€eHTIB, Kl OTPUMYBaJlu HinHMap® y 0o3i 80 Mr mopiBHSHO 3 rPynoio I1amnebo
(55 Bunmapgkis, 2,3 % y rpyIi aTopBacTaTUHY HOPiBHAHO 3 33 Bunagkamy, 1,4 % y rpymi
nnane6o; CP: 1,68, 95 % [II1: 1,09, 2,59; p=0,0168). YacToTa BUIIaJKiB JIeTAILHOTO
remMoparigyHoro iHcynbTy Oyna nomi6Hoio B ycix rpymnax nmikyBaHHA (17 Ta 18 gns rpyn
aTopBacTaTHUHY Ta Inalebo BigmoBinmHo). YacToTa BUNA[KiB HeJleTaJIbHOT O
reMoparigyHoro iHCynbTy O0yjia 3HaYWHO BUIIOIO y I'PYIi IAIli€HTIB, SIKi OTpUMYyBaJu
aTtopBacTtaTtuH (38, 1,6 %), mopiBHsHO 3 rpymoro niaiebdo (16, 0,7 %). Jeski mouyaTKOBi
XapaKTepPUCTUKHU, Y TOMY YHKCJII HAABHICTH BUIIAJKIB reMOopariyHoro Ta JlakyHapHOI'O
IHCYJIBTY IIif YaC BKJIIOYEHHSA [0 OOCIIIAXKEeHHsI, aCOIllil0BaJIUCs 3 BUIIIOI0 YaCTOTOI
BUIIAJKiB reMOopariyHoro iHCyJbTy y I'PYIi IallieHTiB, SKi OTPUMYyBaJid aTopBacTaTUH
(muB. po3min «ITobiuHi peakIrii»).

Cepepn 39828 nallieHTiB, sIKi OTPUMYyBajiu J'IinHMap® V KJIIHIYHUX OOCHIIOXKEHHAX,
15813 (40 %) nanienTiB Oynu BikoM Bixm 65 pokis, a 2800 (7 %) matrieHTiB Oyau BikoM
Bim 75 pokiB. He cmmocTepiramnocst 2KogHO1 3arajbHol BiTMiHHOCTI y 6e31elli Ta
e(peKTHUBHOCTI IpenapaTy MiXK IUMU IalliEHTaMU Ta MOJIOOIIMNMH IalliEHTaMH, TaK
caMo, sIK He OyJ10 3apeeCcTPOBAHO XOMHUX BiIMiHHOCTEM y BiImoBifdi Ha JTiKyBaHHS MiX
nalieHTaMu JIITHBOI'O BIKY Ta MOJIOOIIMMU IMalliEHTaMU 3TifHO 3 iHIIUM KJTiHIYHUM
OOCBigOM, IIPOTE He MOXKHAa BUKJIIOYATU OiIbITY YyTIHUBICTh AESIKHUX CTApPIIUX
nairieHTiB. OCKIiNbKY CTapUInM BiK (ITOHAA 65 POKiB) € (aKTOPOM CXUIIBHOCTI 0



Miormarii, ciig 3 o6epexkKHiCTIO TpU3HavYaTH J'[ianMap® naljieHTaM JIiTHBOT O BiKY.
ITewiHkoBa HeOocmamHicmu

J'Iian/IMap® NPOTUIIOKA3aHUM MalllEHTaM 3 aKTUBHUM 3aXBOPIOBAHHSIM II€YiHKH,
BKJIIOYAIOYH CTilMiKe MigBUIIEHHS PiBHIB Me4YiHKOBUX TpaHcaMiHa3 HeBimoMol eTiosorii
(muB. po3minu «IIpoTunoka3daHHA» Ta «PapMaKOJIOTiYHi BTaCTAUBOCTI»).

o noyuamky AiKYB8AaHHA

ATopBacTaTUH Ciif 3 06epexXKHICTIO MPpU3HaYaTHU MalliEHTaM 3i CXUJIbHICTIO A0
PO3BUTKY pabpoMmionisy. [o moyaTKy JIiKyBaHHS CTaTMHaAMHU y NALi€HTIB, CXUIbHUX IO
PO3BUTKY pabmomiostidy, ciig Bu3HadaTu piBeHb KK mpu:

e TIOpPYIIEeHHi (QYHKIIl HUPOK;
e TiMOQYHKIIil HIIUTOBUOHOIL 3a/103U;
e CIIQJKOBUX PO3JIaflaX M’ sI30BOi CUCTEMHU Y CiMelHOMY ab0 0coOMCTOMY aHaMHe3i;
e IIepPEHECEHUX ¥ MUHYJIOMY BUIIaJlKaX TOKCUYHOTO BIIJIUBY CTaTUHIB abo (iOpaTis
Ha M’3H;
e IEpeHEeCeHUX Y MUHYJIOMY 3aXBOPIOBAaHHSIX MEeYiHKU Ta/ab0 37I0BXKUBaHHI
aJIKOT 0JIEM.

I71s1 mauieHTiB JIiTHROTO BiKy (1moHapg 70 poKiB) HEOOXigHICTH MPOBEAEHHS 03HAYEHUX
3axo[iB CJIi OLIiHIOBATHU 3 ypaXyBaHHSAM HasIBHOCTI iHIINMX (PaKTOPiB CXUIBHOCTI [0
PO3BUTKY pabmomiorrizy.

[TigpBuIilleHHs PiBHS IIpenaparTy y Ij1a3Mi KpOoBi MOXKIINBE, 30KpeMa, y pa3i B3aeMofil
(ouB. po3min «B3aeMomis 3 iHIIMMU JTiKapChbKUMHU 3acoO0aMM Ta iHIITI BUAM B3aEMOIiN»)
Ta 3aCTOCYBaHHS OCOOIUBUM IMOMNYJIALISIM MMaIli€HTiB (OUB. PO3Tin
«dapMaKOKiHeTUKa»), y TOMY YHCIIi MalieHTaM 3i cliagKOBUMHU XBOPOOaMU.

Y Takux BUNIaKax peKOMEHAOBaHO OLIIHIOBATH CIIiBBiHHOUIEHHS PU3UKIB Ta OUYiKyBaHOl
KOPHUCTI Bif JIiKyBaHHS Ta IPOBOOUTHU KJIIHIYHUU MOHITOPUHI CTaHy IalLli€HTIB. AKIIIO
oo rmovaTKy nikyBaHHS piBeHb KK 3HauHO migBuitienui (mepesuiilye BMH Oinbliin HixXK y
5 pa3iB), TiKkyBaHHS PO3NOYMHATHU HE CIIif.

BumiprosaHHA piBHA KpedmuHKIHA3U

PiBeHb KpeaTHUHKIHA3M He CJIil BU3HAYATHU MiCJIsA iIHTEHCUBHUX (Qi3MYHUX HaBaHTaXKeHb
a00 3a HasIBHOCTi OyOb-IKUX MOXKJIMBUX aJIbT€PHATUBHUX IIPUYUH ITiIBUIIIEHHS PiBHS
KK, oCKinbKHU 1le MOXKe YCKJIaOHUTHU iHTepIpeTallilo pe3ysbTaTiB. AKINo Ha
IIOYaTKOBOMY PiBHi criocTepiraetbcs 3HauHe nigsuiieHHs KK (nmepeBuinennss BMH
OinbII HiXK ¥ 5 paziB), To 4yepe3 5—7 OHIB HEOOXiIHO ITPOBECTU MOBTOPHE BU3HAYEHHS
U1 OinTBepOXKEeHHs pe3yJsibTaTy.



ITi0o yac niKkyeaHHs

INarmieHTH MOBMHHI 3HATH IIPO HEOOXIAHICTh HETAaMHO MOBIiHOMJISITH PO PO3BUTOK OOJIIO
y M’si3aX, CyJOM 4YM CJ1aOKOCTi, 0COOIMBO KOJIM BOHU CYITPOBOAXKYIOTHCS HE3MYyKAaHHSIM
a00 raps4ykoio.

Y pa3si mosiBu 1MX CUMIITOMIB IIif] Yac JIiKyBaHHS aTOpBaCcTaTMHOM HEOOXigHO
BU3HauuTHu piBeHb KK y 11poro mnamiedTa. Akuio piBedb KK 3Ha4YHO MigBUILIEeHUMN
(mepeBuirye BMH 6inbIil Hi2K v 5 pa3iB), TiKyBaHHS CIIiJl IPUIIUHUTH.

HOLIIBHICTh IPUIIUHEHHS JIIKYBaHHS CJIi] TAKOXK PO3IJISHYTH, SKIIO HiABUILIEHHS
piBHsa KK He csirae n’siTUKpaTHOTO nepeBullieHHss BMH, ane cumntoMu 3 60Ky M’s3iB
MalOTh TSAXKKUU XapaKTep Ta IIOAEeHHO CTal0Th IPUYUHOI HEIIPUEMHUX BigUYyTTIiB.

[Ticnss 3HUKHEHHSI CUMIITOMIB Ta HopMaJti3ailil piBHsS KK MoXkHa po3TrigaHyTH
MOZKJIMBICTb BiTHOBJIEHHS JIIKyBaHHS aTOPBaCTaTUHOM ab0 MOYaTKy JIiKyBaHHS
aJIbTePHATUBHUM CTAaTHHOM 3a YMOBM 3aCTOCyBaHHS MiHiMa/IbHOI MOJKJIMBOl JO3U
IIpernapaTy Ta PeTeIbHOI0 HarjsAoy 3a CTaHOM IIalli€eHTa.

JIikyBaHHSI aTOpPBaCTaTUHOM HEOOXiIHO ITPUNUHUTH, SIKIIO CIIOCTEPIra€EThCSA KIiHIYHO
3Hauyle nigpuieHHsa piBHSI KK (nmepeBumierdss BMH 6inbin HiXk y 10 pa3zi) abo
BCTAHOBJIEHO fiarHo3 pabpomioni3y (abo € mimo3pa Ha PO3BUTOK pabmomiomnizy).

OO0HouyacHe 3acmocyB8aHHs 3 IHWUMU AIKapcbKuMu 3acobamu

Pu3uk po3BUTKY pabooMiosni3y migBUINMYETHCS IPU OOHOYACHOMY 3aCTOCYBaHHI
aTOpPBACTATUHY 3 HeIKUMMU JIiIKapChbKUMHU 3aco0aMu, I110 MOXKYTh 30iIbIINTU
KOHIIEHTpAllil0 aTopBaCTaTUHY Vy I1Jla3Mi KpoBi. [IpuKIagaMu TakKux Iperaparis
MOXKYTb OyTH mOoTy2KHi iHTi6iTOpU CYP 3A4 ab0 TpaHCIIOPTHUX OiNKiB: IIMKIOCIIOPHUH,
TEJIITPOMILINH, KJIaPUTPOMIIIUH, AelaBipAnuH, CTUPUIIEHTOJ, KETOKOHA301I,
BOPUKOHA30JI, iTpaKOHAa30JI, T0CAKOHA30JI, JIETEPMOBIip Ta iHribiTopu mmpoTteas BIJI, y
TOMY 4YMCJIi pUTOHABID, JIOIIiHAaBip, aTa3aHaBip, iHAMHAaBIP, mapyHasip. [Ipu
OOHOYACHOMY 3aCTOCYBaHHi 3 remdiOpo3unomM Ta iHIMMH moXigHuMu ¢idpoBoil
KHCIIOTH, OOIIeIIPeBipoOM, EPUTPOMIIIMHOM, HiallUHOM Ta e3eTUMiOOM, TenanpeBipoM
abo 3 KkoMOiHalli€l0 TelanpeBip/PUTOHABIP TAKOXK 3POCTAE PU3UK BUHUKHEHHS
MiomarTii. SIKIIO0 MOXKHa, CJIil 3aCTOCOBYBATH iHIII TiKapchKi 3acobu (1110 He
B3a€EMOIIOTh 3 @TOPBACTAaTHHOM) 3aMiCTh BUIIlE3rafaHUX.

Ax110 HEOOXimHO IPOBOOUTY OOHOUYACHE JIiKyBaHHS aTOPBAaCTaTUHOM Ta 3rajaHuMU
nperapaTtaMy, CIIil peTeJIbHO 3BaKUTU KOPUCTh Ta PU3UKU. AKIIIO MalliEHTH
MMPUUMaIOTh JIiIKapChKi 3aco0u, 110 MiABUIIYIOTh KOHIIEHTPAIlil0 aTOPpBaCTaTUHY Y
I1a3Mi KPOBi, PEKOMEHOYEThCS 3HUXKYBATU A03Y aTOpBacTaTUHY A0 MiHiManbHOI. KpiM
TOTO, ¥ Pa3i 3acTocyBaHHS MOTYKHUX iHTi0iTOopiB CYP 3A4 ciim po3rnsHyTH
MOZKJIUBICTh 3aCTOCYyBaHHS MEHIIIOl TOYaTKOBOl JO3U aTOPBACTaTUHY. TakK0X



PEKOMEHOYETHCS MPOBOOUTH HaAJIEXKHUU KIIIHIYHUYN MOHITOPUHI CTaHY LIUX IaAlli€HTIB.

ATopBacTaTUH He MOXXHa IIPpU3HAaYaTH OMHOYACHO 3 (PYy3UI0BOIO KHCJIOTOIO, SIKY
3aCTOCOBYIOTH CUCTEMHO, a00 BIIPOOOBK 7 OHIB MiC/Is IPUNUHEHHS TiKyBaHHS
¢y3upoBoio kucmoToro. [lallieHTaM, IKUM CUCTEMHE 3aCTOCYBaHHSA (y3UOOBOI KUCIIOTHU
BBaKa€ThCSI HEOOXiMHUM, JTiKyBaHHSI CTaTUHaAMU CJIiI IPU3YIIMHUTUA Ha BeCch mepion
3acTOCyBaHHS Py3uO0OBOI KMCJIOTH. Y IAIliEHTIB, SIKi OTpUMYyBaIi Py3uOOBY KUCIOTY
Ta CTaTUHU Y KOMOiHaliil, 6yu 3apeecTpoBaHi BUagkKu pabaomMiosnisy (B TOMy YHCITi
JieTasbHi) (uB. po3min «B3aemMomisa 3 iHIIMMU TiKapChbKUMHK 3aco0aMu Ta iHIITi BUOHU
B3aeMofin»). [lalieHTy Ciig peKOMeHOyBaTU HeralHO 3BEPTaATUCS 3a MEIUYHOIO
OOTIOMOT 010 y pa3i BUHUKHEHHS OyIOb-IKUX CUMIITOMIB cinabkocTi, 605110 abo 60oiicHO1
YyTJIUBOCTI y M’s13aX.

Teparrito cTaTUHAMU MOXKHa MPOOOBKUTH Yepe3 7 OHIB ITicJId OTPUMaHHSI OCTaHHBOL
no3u Py3umoBOl KMCIIOTH.

3a BUHSTKOBUX 00CTABUH, KOJIM ITOTPiOHE MOBTOCTPOKOBE CUCTEMHE 3aCTOCYBAHHS
by3umoBoi KMCIOTH, HAITPUKIIAM, OJI JIiKyBaHHS TSIXKKUX iH(eKIIi, HeoOXigHiCTh
OJHOYACHOTO 3aCTOCYBaHH4 IIpenapary J'IinHMap® Ta Py3Ua0BOI KMCJIOTHU CIIif
pO3rIsigaTH TiJIbKY B iIHOAUBiAyaJIbHOMY HOPAAKY Ta 3IMCHIOBATH IIif pEeTEJIbHUM
HarasgoM JIikKaps.

InmepcmuuiaabHa xeopoba snezeHis

[Tig yac nmiKyBaHHS OesIKMMM CTaTUHaMHU (0COOIUBO i YaC TPUBAJIOTO JIiKyBaHHS)
OyJu onucaHi BUHSITKOBI BUNIaJKU PO3BUTKY iHTepCTUIIiaTbHOI XBOpoOu nereHis. o
ITPOSBIB IIi€l XBOPOOU MOZKHa BiMHECTH 3aAUIIKy, HEIPOOYKTUBHUU KallleJlb Ta
3arajibHe IOTipIIEeHHS CaMOMNOYyTTs (CTOMJIIOBaHICTh, 3HMXKEHHS MacCH Tijla Ta
rapsiyka). Y pasi BUHUKHEHHS IIio3pU Ha iHTepPCTHUIliaIbHy XBOPOOY JIETeHiB CIIif
IPUNUHUTHU JIIKYBaHHS CTaTHHaMHU.

HanosHrwosaui

o cknany npenapary HinHMap® BXOOUTHh NakKTo3a. Llel npemapaTt He Cifg
OIpUMMAaTHU TallieHTaM 3 PiAKICHUMU CHaJKOBUMHU 3aXBOPIOBAHHSIMHU, OB I3aHUMU 3
HeIlepeHOCUMICTIO rajlakTo3u, gedinurom nakrtasu Jlanmna abo ManbabcopOirieio
TJIIOKO3U-TaIaKTO3U.

Tepamis mimimzomonudikyroyuMu npernapaTaMy IIOBUHHA OYTHU OHi€I0 3i CKIIamoBUX
KOMIIJIEKCHOI Tepalril AJid MmallieHTiB 3i 3HaYHO IMigABUILEHUM PU3UKOM PO3BUTKY
aTEepPOCKJIIEPOTUYHUX 3aXBOPIOBaHb CYOUH 4Yepe3 TinepxojlecCTepuHeMIto.
MenukaMeHTO3Ha Tepalisa PeKOMEeHOYEThCS SIK OOIOBHEHHS OO0 OiETHU, KOJIU
pe3ynbTaTy Big MOTPUMAHHS Oi€TH, 1110 00OMEXY€E CIIOXKUBAHHSI HaCUUYEHUX XKUPIB Ta
X0JIECTEPUHY, @ TAaKOXK Bifl 3aCTOCYBaHHS iHIIINX HeMeOUKaMeHTO3HUX 3aX0fiB O0yyo



HepocTaTHBO. [lalieHTaM 3 imeMiuyHOI0 XBOp00O0Io cepilsg abo mekinbkoMa dhakTopamMu
PU3UKY PO3BUTKY illleMivHOI XBOPOOU CepIlst IIPUNOM IIpenapary HianMap® MOXKHa
po3IoYaTy OOHOYACHO 3 JOTPUMAHHAM HIiE€TH.

ObMmedHceHHs1 3aCmMOCYB8aHH 51

J'IinHMap® He OOCJIOXKyBaJlid 3a YMOB, KOJIM OCHOBHUM BIIXUJIEHHAM Bif HOPMH 3
00Ky minonpoTeiHiB € migBUIIIeHHS PiBHS XimoMikpoHiB (Tumnu I Ta V 3a kKimacudikairiero
dpenpikcoHa).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaeimHicmb.
OuiHKa pu3ukis

HinHMap® MMPOTUNIOKa3aHWM BariTHUM KiHKaM, OCKiJTbKM He BCTaHOBJIeHa Oe3IeKa
MO0 3aCTOCYBaHHSA BariTHUM i HeMa€ SBHOL KOPUCTI IPUNOMY JIiTiTO3HUKYBaTbHUX
npenapartiB mig yac BariTHocTi. Ockinbku iHridiTopu 'MI'-KoA-penyKTa3u 3HUKYIOTH
CUHTE3 X0JIECTEPUHY Ta, MOXKJIUBO, CUHTE3 iHIIUX 0i0OTiYHO aKTUBHUX PEYOBUH, SKi
€ IIOXITHUMU XOJIECTEPUHY, J'IinHMap® MOXKe HIKiOJIMBO BINIUBATH Ha Iin. [Ipuitom
npemnapary HinHMap® CJIiI IPUNWHUTH, K TiIbKM BCTAaHOBJIEHA BariTHICTH (OUB.
po3ain «IIpoTunoka3zaHHa»).

Po3paxyHKoBu# (POHOBUM PU3UK 3HAYHUX BPOAXKEHUX Malb(opMallii Ta BUKUOHIB OIS
BKa3aHOI IMonyasilil HeBimomuii. Y 3aranbHin nmonynsilil CIIIA po3paxyHKOBUU
(poHOBUY PHU3UK 3HAYHUX BPOAKEHUX MajibpopMalliii Ta BUKUAHIB ITPU KIIIHIYHO
BHU3HAHUX BAriTHOCTSIX CTAHOBUTL 2-4 % Ta 15-20 % BigmosigHO.

Konmpauenuis

J'[ianMap® MOZKe 3aBfaBaTU IIKOOU IJIOOY IPU 3aCTOCYBaHHI BariTHO KIHKOIO.
KiHKY penponyKTUBHOTO BiKy MaloTh OyTH IIpoiHGOpPMOBaHi ITpo HEOOXiAHICTh
e eKTUBHOI KOHTpPAIIEIIIil ITif Yac JTiKyBaHHSA IIUM IIperapaToM.

KrminiuHi maHi

OOmMexkeHi omy0OJsTikoBaHi maHi oOcepBalliiHUX OOCIiIXKeHb, MeTaaHali3iB Ta KITIHIYHUX
BUTIQIKiB 1100 3aCTOCYBAHHS aTOPBAaCTAaTUHY KaJbIlilo He OKa3aJly IIigBUIIIEHOT O
PU3UKY BUHUKHEHHSI CEPHO3HUX BPOXKEHUX MaabpopMaliii Y BUKUIHIB.

Hapgxopwnu pigKicHI TOBiDOMJIEHHS ITPO BPOAXKEH1 aHOMaJIil micisa
BHYTPIITHBOYTPOOHOI eKCcIto3uilii inmux inridiTopiB 'MI'-KoA-penyKTa3u.
[TpocnekTuBHE criocTepexkeHHs npubnu3Ho 100 BuNaaKiB BariTHOCTEHN y XKIiHOK, SIKi
JIIKyBaJIUCS CUMBACTaTHHOM YU JIOBACTAaTHUHOM, IOKa3aJio, 110 YaCTOTa BUMIAAKiB



BPO/I2KEHUX aHOMaJIiil jiofa, BUKUOHIB Ta BHYTPIIIHEOYTPOOHUX
cMepTel/MepTBOHAPOIKEHD He epeBUIlyBajia 4aCTOTH, OUiKyBaHOI [JI 3arajibHol
nonynsaiii. KinbKicTh BUIIQAKIB € MOCTAaTHHOIO, 100 BUKJIIOUNTU = 3—4-KpaTHe
MigBHUILIEHHS BPOOKEHUX aHOMaJIii PO3BUTKY IIJIOAA MOPIBHAHO 3 (POHOBOI YaCTOTOIO.
Y 89 % BariTHUX, 3a IKMMU BeJIU IPOCIEKTHUBHE CIIOCTEPEXKEHHS, JIIKYyBaHHS
npemnapaToM PO3MOYUHAJIOCS [0 BariTHOCTI Ta NPUOMHSNIOCS IIig Yac I TpumecTpy
IiCJIsd BUSBIIEHHS BariTHOCTI.

ITepiod 200yB8aHHA 2py00t0

HinHMap® MMPOTHUIIOKA3aHUM IIif YaC rogyBaHHS Ipyanio. BincyTHsa iHGopMaliis npo
BIIJIUB [IpelnapaTy Ha OJUTHHY, Ky FOOYIOTh I'PYOAI0, YU Ha J1aKTalii. HeBigomo, uyu
IIPOHMKAE aTOpPBaCTaTUH Y TPyOHE MOJIOKO, OfHaK OyJI0 ITOKa3aHo, 110 iHIIUK
JIiIKapChbKUM 3acib IIbOr0 KjIacy MOTPAIJIs€ V TPYOHEe MOJIOKO; aTOPBACTAaTUH MMPUCYTHIM
y MosioLi mypiB. OCKiJIbKM CTaTUHU IIOTEHIINHO 3[]aTHI COPUYMHUTHA CEPHUO3HI
HeOaXkaHi peakllil y HEMOBJIAT, AKi 3HaXOOSATHCSA Ha TPYAHOMY I'OOYBaHHI, XKiHKaM, SKi
moTpebyIOTh MiKyBaHHS IIpenapaToM HinHMap®, He CJIif rogyBaTu IrpyAanio (OuB.
po3min «IIpoTuoka3zaHHsI»).

30amHicmb enai1ueamu Ha wieudKicmu peakuii npu KepyeaHHi
asmompaHcnopmom ado iHwumMu mMexaHi3zmamu.

3mificHIOE Ay»Ke He3HAYHUM BIJIMB Ha IMIBUAKICTH peakilil i yac KepyBaHHS
aBTOTPAHCIIOPTOM abo0 iHIITMMH MeXaHi3MaMH.

Cmoci6 3acTocyBaHHS Ta I03H

I'inepainioemis i 3miwaHa ducainidemis

PekomeHpOoBaHa moyaTKOBa J03a Ipemnapary J'IinHMap® ctaHoBuTh 10 a6o 20 Mr

1 pa3 Ha moOy. [ mallieHTiB, AKi MoTpeOyioTh 3HAYHOTO 3HUXKEHHS PiBHS
xonectepuny JIITHII (6inbir HiXK Ha 45 %), Tepanist Moxke OyTu po3moydarTa i3
no3yBaHHs 40 mr 1 pa3 Ha goOy. [10o30Bul giarla3oH IIpenapary J'IianMap®
3HaxoOuThCs y Mexkax Bim 10 mo 80 mr 1 pa3 Ha moOy. [IpemapaT MoKHa IIpUMaTU
pPa30BoI0 N03010 y OyOb-sIKi TOOMHYM Ta He3aJeXKHO Bifg nmpuiioMy ixi. [louaTKOBy Ta
HIATPUMYI0Yi 03U IIpenapary J'IinHMap® cHig mimbupaTH iHOUBIOyanbHO, 3aJ1€2KHO
Bim MeTu JlikyBaHHS Ta Bimmosimi. ITiciist moyaTKy JliKyBaHHS Ta/abo IIiC/IsS TUTPYBaHHSA
IO3U IIperapary J'IianMap® CJIif ITpoaHasi3yBaTU PiBHI JIINiAIB IPOTATOM Iiepiony Bif
2 00 4 TUXKHIB Ta BiAIOBIOHUM YUHOM BiIKOPUT'YBaTU HO3Y.

I'emepo3uzomHa cimetHa 2inepxojiecmepuHeMisa y nayieHmis oumsAayvo20 8iKy (8iKkom
8i0 10 0o 17 pokis)



PexomeHoBaHa rmoyaTkoBa [o3a IIpernapary HianMap® ctaHoBUTH 10 Mr/mo0y,
3BUYAWHUM Iialla30H M03 CTaHOBUTH Big 10 mo 20 Mr mepopajibHO OOUWH pa3 Ha mooy.
Ilo3u mpermnaparty ciif nigbupaTu iHOUBiAYyanbHO, BiAIOBIMHO 10 METHU JIiIKyBaHHS.
KopuryBaHHS 03U CJIi IPOBOOUTHU 3 iHTepBasioM 4 THUXKHi ab0 Oisnblie.

I'omo3uz2omHa cimetiHa 2inepxosiecmepuHemis

Ilo3a nmpenapaTy HinI/IMap® OJIS TIALliEHTIB 3 TOMO3UTOTHOK CiIMEWHOIO
rimepxonecrepuHeMieio ctaHOBUTH Bifg 10 mo 80 mr Ha goOy. HinHMap® cIipg
BUKOPUCTOBYBaTH SIK OJOIIOBHEHHS OO IHIIMX IiNoinigeMiyHuX METOOIB JIiKyBaHHSA
(Hanpuknan, adepes JIITHIIT) abo gKIIo TinmoinigeMiuyHi MeToau miKyBaHHS
HeOOCTYIIHI.

OO0HouacHa 2inoaini0emiyHa mepanis

J'[inpmwap® MOXKHa 3aCTOCOBYBATH 3 CEKBECTPAHTAMH KOBYHMUX KHUCI0T. KoMmOiHaIrio
inribiTopiB 'MI-KoA-penykTa3u (cTaTuHiB) Ta ¢ibpaTiB cilif 3arasoM Mpu3HadyaTH 3
obGepexHicTio (OuB. po3minu «OcobGIUBOCTI 3aCTOCYBaHHSA», «B3aemopis 3 iHITUMU
JIIKAPCHKUMHU 3aco0aMU Ta iHIIN BUOM B3a€EMOil»).

Ilo3ysaHHs 045 nauyieHmie 3 nopyweHHAM pYHKUIl HUPOK

3axBOpIOBaHHS HUPOK He BIJIMBA€E Hi Ha KOHIIEHTpaAllil ¥ IJIa3Mi KpOBi, Hi Ha
3HUXKEeHHS PiBHA xosnectepuny JIITHII npu 3acTocyBaHHI IpemaparTy HinI/IMap® ;
OTKe, KOPUTYBaHHS JO3U IIpenapary OJjId Nali€HTiB 3 MOPYIIeHHAM (PYHKII1 HUPOK He
notpibHe (muB. po3minu «OcobIMBOCTI 3aCcTOCyBaHHSI», «PapMaKOKiHETHUKA»).

Ilo3ysaHHA 014 nayieHmMis, AKI npulimaroms YUK/AOCNOPUH, KAAPUMPOMIUUH,
impakoHa3osa, iemepmosip abo neeHi iH2ibimopu npomeas

Cripg yHUKaTH JIIKyBaHHS IIpelapaToM HinHMap® raljieHTaM, sIKi IpuruMarThb
IIUKJIOCTIOPUH abo iHribiTop nmpoteas3u BIJI TunpanaBip + putoHasBip, abo iHTib6iTOD
mpoTeasu Bipycy renatuty C riekarnpesip + mibpeHTacBip, abo 1eTepMoBip npu
OOHOYACHOMY 3aCTOCyBaHHI 3 MukiocnopuHoM. [lamiertam 3 BlIJI, gKi npuiiMaioTh
JIOmiHaBip + PUTOHABID, HinHMap® CJIi 3aCTOCOBYBATH Y HAWHUKYill HEOOXimHiN
no3i. [lamieHTaM, SKi MpuiiMaloTh KJIapUTPOMIIMH, iTpaKOHa30J1, endacsip +
rpas3omnpesip, abo marientaM 3 BIJI, aki npuiiMmaroTh KoM0OiHallil cakBiHaBip +
PHUTOHABIP, DapyHaBip + puToHaBip, GpocamMnpeHasip, GpocaMnpeHaBip + PUTOHAaBIP
abo eTepMOBip TepalleBTUYHY [03y IIperaparTy J'Iinpumap® ciig oomexxutu 20 Mr, a
TaK0K PeKOMEHOYETHCS ITPOBOAUTHY HaJIeXKHi KITiHiYHi 00CcTexKeHHS s 3ab6e3meyeHHs
3acTOCyBaHHS HaWMEHIIIO1l HeOoOXimHOI MO3M Ipenapary HinHMap®. [MTamierTam, sgKi
IpuiMaloTh iHri0iTOp npoTea3u BIJI HendiHaBip, TiKyBaHHSA HIperapaToM J'IianMap®
ciig ooMexkuTH mo30i0 go 40 mr (ouB. po3minu «OcoOIUBOCTI 3aCTOCYBaHHSI» Ta
«B3aeMopmist 3 iHmMME JTiKapChbKUMHI 3acoO0aMy Ta iHIII BUOW B3aEMOMIIN»).



Iimu.
I'emepo3uz2omHa cimetliHa 2inepxosiecmepuHemis

Besneka Ta epeKTUBHICTh 3aCTOCYBaHHS IIpenapary HianMap® BCTAHOBJIEHI 1
miTeu BikoM Big 10 go 17 poKiB 3 reTepO3UTOTHOIO CIMEMHOIO TillepX0IeCTePUHEMIEIO
sIK DOIIOBHEHHA OO OIETHU [OJIs1 3HUXKEHHS 3arajibHOro xonecrtepuny, pisag JIIIHII Ta
piBHS amnosinmonpoTeiny B, Komu micns agekBaTHOI cripoOu fmieToTeparii BigMigaloThCs:

e xonectepud JITTHII = 190 mr/on (4,91 mMonb/n) abo
e xonectepun JIITHII = 160 mr/on (4,14 mMonb/mn) i

0 y ciMefHOMY aHaMHe3i HasiBHa CiMelHa TrirepxojectepruHeMiss abo paHHI cepiieBo-
CYOUWHHi 3aXBOPIOBAHHS Y POOUYIB ITepIIoro abo Apyroro cTymeHs abo

0 MPUCYTHI ABa abo OinbIie iHII GaKTOpW PU3UKY CEPIIEBO-CYAMHHUX 3aXBOPIOBAHb.

IToka3aHHS [OJI 3aCTOCYBAHHS IIpelapaTy J'[inpmwap® ImigTBepAKeHe Ha OCHOBI
IOCJIiM>XKEeHb:

e IInane60-KOHTPOJIbOBAHE KITiHiYHE MOCTiAKEeHHs TPUBAJIICTIO 6 MiCSIIiB 3a
y4acTio 187 xjoniiB Ta AiB4YaT miciasa mo4YaTKy MeHCTpyaliu BikoM Big 10 mo
17 pokis. IlamieHTH, IKi OTpUMYyBaJIu JIIKyBaHHS IIpelapaToM HinHMap® Yy 0031
10 mr a6o 20 MT IIOOHS, Mally 3arajoM nomaioHuM nmpodins HeGaKaHUX peakIin
00 TAKOTO y MalIli€EHTiB, AKi OTpUMYyBanu Iaamne6o. Y 1boMy By3bKOMY
KOHTPOJILOBAHOMY IOCIHiXKeHHI He O0y/I0 BUSIBIEHO 3HAYYIIIOTO BIIJIUBY
ImperapaTy Ha picT abo cTaTeBe MO3piBaHHSA XJIOIMIIB ab0 Ha TPUBAJIICTD
MEHCTPYyaJIbHOT'O [IUKIIY y AiB4Yar.

e TpupiuHe BiIKpHUTe HEKOHTPOJIbOBaHE OOCIIAXKEHHA 3a y4acTio 163 giTei BikoMm
Bim 10 mo 15 poOKiB 3 reTepO3UTrOTHOI CiMEUHOI0 rilnepxojieCTepUuHEMI€0, a1
SIKUX ITimOupanu 103y OJisd JOCSTHEeHHS IiIbOBOro piBHSA xonectepuny JITTHIIL <
130 mr/gn (3,36 mMmonb/n). be3neka Ta epeKTUBHICTE 3aCTOCYBaHHS IIpemapaTry
HinHMap® npu 3HUXKeHHI xonectepuny JIIIHII, gk npaBusio, BiAOBigamOTh
IIOKa3HUKAaM, SIKi CIIOCTepirajnucs y JOpPOC/IUX IIalli€HTiB, He3BaXaludu Ha
0o0OMezKeHHS IIJlaHy HEKOHTPOJIbOBAHOTO JOCTiAXKEHHS.

Heo6xigHa KOHCYJbTAllid AiBYAT IiCJIsA MOYaTKy MEHCTpPYyallill 0g0 KOHTPAalenIii,
SIKIIO 1le IOPEeYHO OJid Ialli€eHTa.

[ToBrocTpokoBOl e()eKTUBHOCTI Tepalil mpemapaToM J'Iian/IMap®, po3moyaToi B
OUTUHCTBI [JIs1 3MEHIIEeHHS 3aXBOPIOBAHOCTI Ta CMEPTHOCTI y JOPOCJIOMY Billi, HE
BCTAHOBJIEHO.



Bbe3neka Ta e(eKTHUBHICTh Tepallil IpenapaToM J'IianMap® He BCTaHOBJIEHA [JIA OiTel
BikOM [0 10 pOKiB 3 reTepO3UTOTHOI CIMENWHOIO TillepX0JIeCTEPUHEMIEIO.

I'omo3uz2omHa cimetiHa 2inepxosiecmepuHemis

KrniniuHa epekTUBHICTh ITpemnaparty y mo3ax Ao 80 mr/mo0y npoTsaroM 1 poky Oyra
OLliHEeHa Y HEKOHTPOJIbOBAHOMY AOCIIIAXKEHHI y Nalli€eHTiB 3 TOMO3UT'OTHOIO CiIMENHOI0
rirmepxonecTepuHeEMi€l0, O TKOTO OyJI0 BKJIIOYEHO 8 miTen.

Ilepeno3yBaHHsA

CrnenudigHOro JIiKyBaHHS IIepeOo3yBaHHs IIpernapaToM HinHMap® HeMae. Y pa3si
nepeno3yBaHHS IalliEHTa CIIif JIIKyBaTU CUMIITOMAaTAYHO Ta IPX HeOOXigHOCTI
3aCTOCOBYBaTH IIiATPUMYIOUi 3axoqu. Yepe3 BUCOKUU CTYIiHb 3B’sI3yBaHHSA IIpelapaTry
3 6ilkaMu IJ1a3MU He CJIif] OYiKyBaTU 3HAYHOTO ITiNCUIEHHS KJIipEHCY IIpernapary
J'IianMap® 3a JOIIOMOTI 00 reMofiai3y.

IToGiuni epexTn

Y 3B’A3Ky 3 TUM, 10 KJIIHIYHI JOCIIAXKEHHS IIPOBOOATECA B YMOBAaX, 1K1 KOJIMBAIOTHCH
y HIMPOKUX MexXKaX, YaCTOTy BUHUKHEHHS HeOaXKaHUX peaklliii, 1110 CIIOCTePiraioThCs
i Yac KIiHIYHUX JTOCIiAXKeHb JIiKapchKOTo 3aco0y, He MOKHa 0e3rmocepeqHbo
IIOPiIBHIOBATU 3 MOKA3HMKaAMH, OTPUMAaHUMHU IIi[] YaC KIIHIYHUX OOCHIAXKEeHb 1HIIIOT O
npenaparty, Ta BOHU MOXKYTh He BimoOpaxaTu NOKa3HUKU YaCTOTH, 110
CIIOCTEPITa€ThCA y IIPAKTHUILIL.

Y 6a3i maHux nn1anebo-KOHTPOIHFOBAHOTO KITiIHIYHOTO AOCIiAXKEHHS npernapaTty
HianMap® cepen 16066 namieHTiB (8755 oTpuMyBanu HianMap® Ta 7311
oTpuMyBanu mniaiebo; BikoBu miana3oH 10-93 poku, 39 % xkiHok, 91 % eBporneoigHoi
pacu, 3 % HerpoigHoi pacu, 2 % MOHTonI0IgHOI pacH, 4 % iHIi) 3 MefiaHOO TiKyBaHHS,
III0 CTaHOBMUIIA 53 TUXKHI, 9,7 % mali€eHTiB, AKi OTPUMYyBaJlu HinHMap®, Ta 9,5 %
Malli€eHTiB, IKi OTPUMYyBaIu MJjalebo, IPUIUHUAIN 3aCTOCYyBaHHS IIpenapaTry depes
HeOaxkaHi peakiiii, He3aJexHO Bifl MPUYNUHHOTO 3B’SI3KYy 3 IIpemapaTtoMm. [1'saTh
HaubinbII momupeHux HebakKaHUX PeaklIlilil y MalliEeHTiB, sIKi OTPUMYyBaJu JIiKyBaHHS
npenapaTom HianMap®, 10 TIPU3BOOUIIN A0 MPUIIMHEHHS 3aCTOCYyBaHHS IIpermapaTry
Ta TPAIJISIUCSI 3 YaCTOTOI0, BUIIOI0, HixXK y rpymi rmaarebo, oynu: mianria (0,7 %),
miapes (0,5 %), aymora (0,4 %), migBUIlleHHS PiBHA anmaHiHaMiHoTpaHchepa3u (AJIT)
(0,4 %) ta meuinkoBux ¢pepmeHTiB (0,4 %).

Y nailieHTiB, AKi OTpUMYyBaJIu JIIKYyBaHHS IIpelapaToM HinHMap® y nnaie0bo-
KOHTPOJIbOBAHUX OOCIiAXKeHHAX (n=8755), Hal4dacCTillle CIIOCTepPiraanucs Taki
HeOaxkaHi peakiiii (yacToTa BunaakiB 2 % abo Ginbllle Ta BUIlle, HiXK y rpyIi nnanedo),
He3aJIeKHO Bifl IPUYMHHOIO 3B s13KYy: Ha30(papuHriT (8,3 %), apTpanris (6,9 %),



miapes (6,8 %), 6inb y KiHiBkax (6,0 %) Ta iHpeKIis ceuoBuBimHUX HIIAXiB (5,7 %).

Y tabnuili 4 migCyMOBYETHCS YaCTOTA KIiHIYHUX HeOaXKaHUX peaklliii, He3aJlexkHOo Bif

MIPUYUHHOTO 3B’sI3KY, 3apeecTpoBaHux y 2 % mallieHTiB abo OinbIlle Ta 3 4aCTOTOIO,

BHUIIIOIO, HiXK y TpyIi nianebo, y MalieHTiB, SKi OTpUMYBau JIiKyBaHHS pelapaToM
HinHMap® (n=8755), 3a manumu 17 nnamnedo-KOHTPOILOBAHUX OOCIIiIKEHb.

Tabnuiisa 6

JIiHIYHI H JKaHi KITil, 1110 BUHUKAJIA o TIAIIEHTIB Ta OinbIlle, IKi OTPpUMYBalu
K ebaxka ea o) a 2 % mariie ab e o) a

JIIKyBaHHS Oy[Ob-SIKOI0 0300 IIperaparTy J'Iian/IMap®, Ta 3 4aCTOTOIO, BUIIIOIO, HiX Yy

rpymi nnamebo, He3aeXHOo Bi TPUYMHHOTO 3B’ 513Ky (% MallieHTiB).

Bynb-sika 40
He6axana peaxiis* 1033 10 mr 20 mr r 80 Mmr [Tnameb6o
b N=3908 N=188 |IN=4055 [N=7311
N=8755 N=604
Hazodapusrir 8,3 12,9 53 |7 4,2 8,2
ApTpanris 6,9 8,9 11,7 |10,64,3 6,5
Iiapes 6,8 7,3 6,4 |14,15,2 6,3
Binb y KiHIIBKax 6 8,5 3,7 19,3/3,1 5,9
I . .
H(beK.I_Ilﬂ CEe4YOBUBITHUX 5.7 6.9 64 18 la1 5.6
HIIAXiB
Oucnemncis 4,7 5,9 3,2 |6 3,3 4,3
Hynota 4 3,7 3,7 1|7,1|3,8 3,5
M’sa30Bo-cKejieTHUN O0iip (3,8 5,2 3,2 |5,1(2,3 3,6
M’s130Bi cta3zMu 3,6 4.6 48 |5,1)2,4 3




Mianris 3,5 3,6 59 8,4|2,7 3,1

Be3counus 3 2,8 1,1 |5,3|2,8 2,9

dapuHTOTapUHTeaTbHUN

) 2,3 3,9 1,6 (2,8]0,7 2,1
Oinp

* HebaxkaHa peakiris > 2 % y Oyab-sKili go3i 0inbiile, HiXK y rpymni miamnebo

Mo inmwux HebaXKaHUX Peakllili, IPo sSKi ITOBiHOMIISIIOCS ITif Yac miaaiebo-
KOHTPOJIbOBAaHUX OOCIIAXKEHb, HaJlleKaTh:

3d2a/1bHi NOPYWeHHA: BIIUYTTS He3OyXKaHHS, ipeKCid;

3 60Ky mpasHoi cucmemu: NIJTYHKOBO-KUIIKOBUM TUCKOMGOPT, BifpHKKa, METEOPU3M,
remaTuT, X0IecTas;

3 60Ky CkesilemHo-M’ 30801 cucmemu: M’ I30BO-CKeJIeTHUY 0ifnb, mimBuIlieHa
BTOMJIIOBaHiCTh M’'413iB, Oinb y mui, HaOpsKaHHA CyTJio0iB, TeHOuHONAaTisA (iHoAi
YCKJIafHEHA PO3PHUBOM CYXOXKUJIIISA);

3 60Ky Memaboai3mMy ma xap4yyeaHHs: MiABUIIIEHHS TpaHCaMiHa3, BiIXuIeHHs Bif
HopMHU QyHKITIOHATBbHUX ITPO0 MediHKY, NimBUIIIeHHS PiBHSA TyKHOI ¢pocdaTa3u B
KPOBI, MiABUILIEHHS aKTUBHOCTI KpeaTuHMOCHOKIHA3H, TillepriikeMis;

3 60Ky HepB8osoi cucmemu: KOIIMapHi CHOBUIIHHS;

3 60Ky Ouxa/nbHOi cucmemMu: HOCOBa KPOBOTEYa;

3 60Ky WKipu ma ii npudamkia: KPOITUB'THKA;

3 OOKY Op2aHie 30py: HEUITKICTh 30Dy, MOPYIIEHHS 30PY;

3 60Ky opeaaHis cayxy ma pieHosaau: IIyM y ByXax;

3 60Ky ceyocmamesoi cucmemu: NeUKOLUTOYPis;

3 60Ky penpoOyKmueHOi cucmemu ma MO/A04YHUX 3d/103: TIHEKOMACTis.

YacToTy BUHUKHEHHS MTOOIYHUX peakIlii BU3HaUaaIu TaKUM YUHOM: 4YacTo (> 1/100, <
1/10); sHeuacTo (> 1/1000, < 1/100); pigkicHi (> 1/10000, < 1/1000); Hag3BUYAKHO
pimkicHi (< 1/10000).



ITopyweHHs ¢pyHKUiIi HepB8o8oi cucmemMu: 4aCTO: TOJIOBHUM 0illb; HEYACTO:
3alaMOpPOYeHHsI, mapecTe3is, rirecTesis, AUcreB3isd, aMHe3is; pigKicHi: nepudepuydHi
Heupomaril.

ITopyweHHsA pYHKUIT WAYHKOBO-KUWKOB8020 MPAKMY: YaCTO: 3aIl0p; HeYacTo:
IMaHKpPeaTHT, OITI0BaHHSI.

INopyweHHsA ¢pyHKUIl CKesaemHOo-M A30801 cucmeMu ma CcnoAy4YHOI MKAHUHU: 4aCTo:
6inb y cyrnobax, 6inb y criuHi; pigkicHi: MiomaTisi, Mio3uT, pabpgomionis.

3aezanvHi nopyweHHs: HeYacTOo: acTeHis, 0inb y rpynsx, nepudepudHi HabpsaKy,
CTOMJIIOBaHICTB.

ITopyweHHs1 Mmemaboai3mMy ma xapuyyBaHHs: HEYACTO: TimoraikeMist, 30iTbIIIEHHS MacH
Tijla, aHOPEKCis.

INopyweHHsA ¢pyHKUII neyiHKU ma #c084YHO20 MiXypd: Haa3BUYaWHO PiOKiCHI:
IIe4YiHKOBa HEOCTaTHICTh.

ITopyweHHs 3 6OKY WKIipu ma cnoay4yHoi MKAHUHU: He4aCcTO: IIKipHi BUCUITAHHS,
cBepOiXK, asionellis; pioKicHi: aHTiIOHEeBPOTUYHUN HaOpsK, Oy/IbO3HUYM OepMaTur (y
TOMY YHUCIIi MyJibTU(POpPMHa eputeMa), cuHOpom CTiBeHca — [[;KOHCOHA Ta TOKCUYHUU
elnigepMasbHUU HEKPOJIi3.

Po3nadu duxaavHoi cucmemu, op2aHie 2pyo0Hoi KaimKu ma cepedocmiHHA: 4acTi: O0inb
y TOPJIi Ta ropTaHi.

Po3nadu cucmemu Kpogi ma aiMpamuyHoi cucmemu: pigKicHi: TpOMOOIIMTONIEHI.

Po3nadu iMyHHOI cucmeMu: 4acCcToO: aJiepriuHi peakilil; Hafg3BUYalHO PigKicHi:
aHadimakcis.

Po31adu opzaHie 30py: HeYacTo: 3aTyMaHeHHS 30DYy.

3MiHU pe3yivmamia n1abopamopHux aHaAi3i8: 4acTO: BiIXuIeHHs Pe3yJIbTaTiB
dyHKITiOHaTPHUX ITPOO MMEeUiHKY, MiIBUIIEeHHS aKTUBHOCTI KpeaTuHdocdokiHa3u KPOBi;
He4YaCTO: TO3UTUBHUM pPe3yJibTaT aHali3y Ha BMICT JIEUKOLIUTIB y Ccedi.

Ak i mpu 3acTocyBaHHi iHmUX iHridiTOopiB 'MI'-KOoA-penyKkTa3u, y Malli€HTiB, SKi
nIpuUMalId aTOpBacTaTHH, CIIOCTePiraau NiABUILEHHS aKTUBHOCTI TpaHCaMiHa3
cupoBaTKH KpoBi. Lli 3miHu 3a3Buyait Oy1u ci1abkKo BUPaAKEeHUMH, TUMYACOBUMU Ta He
nmorpebyBanu BTpy4daHHs a0o0 nikyBaHHs. KiiHiuHO 3Ha4yIle MigBUINEeHHS aKTUBHOCTI
TPaHCaMiHa3 CUPOBATKU KPOBi (IepeBUIlleHHSI BePXHbOI MexKi HOpMHU OilbIll HiXK y 3
pa3u) cunoctepiranu y 0,8 % mallieHTiB, AKi IpuiiMaau aTopBacTaTuH. lle miaBUIIeHHSA
MaJio J0303ajleKHUM XapakTep Ta O0y/10 000POTHUM Yy BCiX MalIli€HTIB.



Y 2,5 % mauieHTiB, gKi IpuMasy aTopBacTaTUH, CIIOCTepiraay 3poOCTaHHS aKTUBHOCTI
KpeaTUHKiHa3M CUPOBATKM KPOBI, 1110 OiNBII HiXK YV 3 pa3u nepeBHUIllyBajla BEPXHIO
MexKy HopMHU. Lle 30iraerbcs 3i cmocTepexkeHHsIMU ITPYU 3aCTOCYBaHHIi iHIITUX
inridiTopiB 'MI'-KoA-penykTa3u y xofi KIiHiuHUX gociigxkeHb. Y 0,4 % malieHTiB, gKi
OTPUMYyBaJId aTOPBACTaTUH, CIIOCTEPIraJucs piBHI, 110 IIePEBUILyBajli BEPXHIO MEXY
HopMHU Oinbin HiXK y 10 pasis.

[To6GiuHi peaxkirii, IKi BUHUKIIM IIif Yac KJIHIYHUX OOCIiIXKeHb: iHDeKITis
CEeYOBUBIOHOTO TPAKTy, IyKPOBU fiabeT, iHCYbT.

Y mocnigxenHi ASCOT (Anglo-Scandinavian Cardiac Outcomes Trial), sske BKiIto49ano
10305 yuacnukiB (BikoBuu miana3oH 40-80 pokis, 19 % xkiHoK; 94,6 % npeacTaBHUKIB
€BpOIIeOigHOI pacH, 2,6 % mpeacTaBHUKIB HETrpoigHoi pacH, 1,5 % miBmeHHO-
a3iiCchKOro noxonxeHHs T1a 1,3 % 3MilIaHOTr0 IMOXOOXKEHHS/IHIIINX), sIKi OTPUMYyBaIu
JIIKyBaHHS ITpernapaToM HianMap® y mo3i 10 mr momgenHo (n=>5 168) a6o mmamebo
(n=5 137), npodins 6e3meKu Ta IEPEeHOCUMOCTI IpenaparTy y HallieHTiB, SKi
OTpUMYBaJIu HinHMap®, OyB MOPiBHIOBAHUM 3 TAaKUM Yy I'pyi amneb0 BIIPOIOBK
rnepiony MoJasbIIOro CIIOCTEPEXKEHHS 3 MeiaHOI TPUBAJIOCTI 3,3 POKY.

Y mocnigxxenni CARDS (Collaborative Atorvastatin Diabetes Study), sike BKitodano
2838 namieHTiB (y BikoBOMY miama3oHi 39-77 pokis, 32 % xkiHoK; 94,3 %
IpencTaBHUKIB €BPOIIEOIOHOI pacH, 2,4 % miBOeHHO0-a3iliChbKOTr0 NOXOAXKeHH, 2,3 %
adpo-kapubChKOro moxomxkeHHs Ta 1 % iHImuMX) 3 1yKpoBuM giabetom II tuny, ski
OTpUMYBAaJIU JIiKyBaHHS IIpermapaToM HianMap® y 0o3i 10 mr Ha moby (n=1 428) abo
mianebo (n=1 410), He criocTepiranocs KOAHO1 Pi3HUIIl y 3arajabHii 94aCTOTI
HebOaXKaHUX peakIriii abo cepio3HuX HebOaxKaHUX peakllii MiXK rpymaMu JTiKyBaHHS
BIIPOOOBIK II€PiOay MOOAJIbIIOro CIIOCTEPEXKEHHS 3 MeiaHOK TPUBAaJocCTi 3,9 poKy.
[Tpo xkopHi Bunagku pabaoMionidy He ITOBimOMIISIIIOCH.

Y mocmigxkenHi TNT (Treating to New Targets Study), ske Bkmtodano 10001 narmierTa
(BikoBu# mianma3oH 29-78 pokis, 19 % xkiHok; 94,1 % mpencTaBHUKIB €BPOIIEOITHOL
pacwu, 2,9 % npencraBHUKIB HerpoigHol pacu, 1,0 % npeacTaBHUKIB MOHTOJIOIAHOL
pacu ta 2,0 % iHmuMX) 3 KIiHIYHO BUPAXKEeHOI0 illleMidYHOI0 XBOp0o0OoIo ceplis, SKi
OTpPUMYBaIU J'IianMap® y mo3i 10 mr Ha moby (n=5006) abo J'IianMap® y mo3i 80 mMr
Ha o0y (n=4995), criocTepiranucs OinbIll cepiio3Hi HeOaXKaHi peakilil Ta BUMTAOKU
MIPUIIMHEHHS 3aCTOCYBaHHS IIpelapaTy Yepe3 HebakaHi peakllil y rpymi malieHTiB, sKi
OTpUMYyBaJId BUCOKI 703U aTopBacTtaTtuny (92, 1,8 %; 497, 9,9 % BigmoBigHO),
IIOPIBHSHO 3 IPYIOIO NAallieHTIiB, K1 OTpUMYyBaJIM HU3bKI J03U npemnaparty (69, 1,4 %;
404, 8,1 % BigmoOBigHO), BOIPOOOBXK MEPiOAY IIOOAILIIOTO CIIOCTEPEKEHHS 3 MeIiaHOIO0
TpuBasocTi 4,9 poky. CTiliki migBuIlieHHs piBHS TpaHcaMiHa3 (y 3 pa3u abo GinbIie
BHUIIle BEPXHHOI MeKi HOpMHU, ABidi BOpomoBxK 4—10 gHiB) cnocTepiranucsa y 62 (1,3 %)
0ci0, siKi oTpuMyBasnu atTopBacTaTuH y 003i 80 mr tay 9 (0,2 %) ocib, siki oTpumMyBanu



aTtopBacTtaTtuH y go3i 10 mr. ITigBuienns piBHiB KK (y 10 pa3iB abo 6inbIlie BUllle
BEPXHBbOI MeXKi HOPMaJIbHOTO Aiana30HYy) Oyu 3arajoM HU3bKUMHU, ajie Oyiu BUILUMU
y TPYIIi Hali€HTiB, IKi OTPUMYyBaJId BUCOKi no3u aTtopBactaTtuny (13, 0,3 %),
MOPIBHSHO 3 TPYNOI0 HAalli€HTIB, [0 OTPUMYyBaId HU3bKIi 103U aTopBacTaTtuHy (6, 0,1
%).

Y mocnigxenni IDEAL (Incremental Decrease in Endpoints through Aggressive Lipid
Lowering Study), sike Bkmtodano 8888 mailieHTiB (y BikoBoMy miana3oHi 26—80 pokis,
19 % xiHoK; 99,3 % npencraBHUKIB €BpoIrieoigHol pacu, 0,4 % npeacTaBHUKIB
MOHTO0igHOI pacu, 0,3 % npencraBHUKIB HerpoigHoi pacu ta 0,04 % iHmmx), sgKi
OTpUMYBaJA J'IinHMap® y 0o3i 80 mr/moby (n=4439) abo cuMmBacTaTuH y Ao3i 20-40
MT Ha foOy (n=4449), He cmiocTepiramocs XKOOHOI BiIMIHHOCTI y 3arajbHil 4aCTOTIi
HebOaxkaHUX peakiliii abo cepio3HUX HebaxKaHUX peakllii MiXK rpyrnaMu JIiKyBaHHS
BIIPOJOBXK I1E€PIiOAy MOOAJIbIIOr0 CIIOCTEPEXXKEHHS 3 MeiaHOK TPUBAJIOCTi 4,8 POKY.

Y mocnigxxenni SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol
Levels), ske Bkmtodano 4731 nanierTa (BikoBuu giana3oH 21-92 poku, 40 % XKiHOK;
93,3 % mpencTaBHUKIB €BponeoigHoi pacu, 3,0 % mpencTaBHUKIB HerpoigHol pacu, 0,6
% TIpenCcTaBHUKIB MOHTOIOIAHOI pacu Ta 3,1 % iHimwux) 6e3 KITiHiYHO BUpaxkeHoi
inmemiuHoi XBOpoOu ceplis, aje 3 HasIBHICTIO B aHaMHe3i iHCyJIbTy a00 TpaH3UTOPHO1
imemiuHol ataku (TTIA) mpoTsaAromMm morepenHix 6 MicAIiB, sIKi OTPUMYyBalIu J'IianMap®
y go3i 80 mr (n=2365) abo nnaiebo (n=2366), yIpogoBxK Mepioay IoaaabIIoro
CIIOCTEepPEeXKEeHHS 3 Me[iaHOI TPUBaJocCTi 4,9 poKy crocTepiranacs BUIlla 4acTOTa
BUIIaAKiB CTiMKOTO MiABUIIEHHS PiBHSA MEeYiHKOBUX TpaHcaMiHa3 (y 3 pa3u abo Oinbiie
BHUIIle BEPXHBOI MeKi HOPMU ABidi BIpomoBxXK 4—10 OHIB) y rpymi nali€eHTiB, IKi
orpumyBanu atopBactatuH (0,9 %), mopiBHsTHO 3 rpynoio miaredo (0,1 %). Bunagku
IMigBUIIIEeHHS PiBHSA KpeaTuHKiHa3u (y 10 pa3iB Bullle BepXHbOI MexKi HopMuU) OyiIu
PioKiCHUMHU, ajie CIIOCTepirajaucs 4acTille y I'pyIll Hali€eHTiB, K1 OTPUMYyBajlu
atopBactatuH (0,1%), HiX y rpymi mnamebo (0,0 %). LlykpoBuii giabet OyB
3apeecTpoBaHui K HebaxaHa peakilia y 144 nauieHnTis (6,1 %) rpymnu, mo
OTpUMYyBaJla aTopBacTaTuH, Ta y 89 manieHTiB (3,8 %) rpymnu mnaiedo (OuB. PO3Mis
«OCcOoOIUBOCTI 3aCTOCYBAHHS»).

ITpu post-hoc anani3i mpogeMOHCTPOBaHO, IO J'IianMap® y 0o3i 80 MI' 3M€eHILIyBaB
4aCTOTY imeMigHoro iHCynsTy (218 3 2365, 9,2 %, npotu 274 3 2366, 11,6 %) Ta
MigBHUILyBaB YaCTOTY BHUIIAAKIB reMoparigyHoro iHcynbsTy (55 3 2365, 2,3 %, npotu 33 3
2366, 1,4 %) nopiBHsHO 3 maledo. YacToTa BUIIAOKiB JIETAJILHOTO TeMOpParidyHoro
iHCcynbTy Oyna nomi6Hoio Mixk rpynamu (17 BUIIAQAKiB y TPYIi IpenaparTy HinHMap®
nopiBHSAHO 3 18 BunagkaMu y rpyi miane6o). YactoTa BunaakiB HeJIeTalIbHOT O
reMoparigyHoro iHCynbTy O0yjia 3HaYWHO BUIIOIO y I'PYIi IAIli€HTIB, SIKi OTpUMYyBaJn
aTopBacTaTuH (38 BUnagKiB HeIeTaJbHOTO reMOParidyHoro iHCyabTy), IIOPIBHSIHO 3
rpymnozo mnnane6o (16 BumamgkiB HeleTarabHOTO TeMOoparivHoro iHCcynbTy). BusaBuiocs,



III0 HallieHTH, IKi BCTYIIUJIU 00 OOCJIIXKEeHHS 3 TeMOpariyHuM iHCYyJIbTOM B aHaMHe3li,
OTpHMalHu OigBUIIEeHUU PU3UK reMoparigyHoro iHcynbTy (7 (16 %) HianMap® IpoTH 2
(4 %) mane6o).

3HauyIIuX BiIMIHHOCTEMN MiXK rpyllaMu JIiKyBaHHS IOAO JIETAJIbHOCTI 3 YCiX IPUYUH
He criocTtepiranocs: 216 (9,1 %) y rpymi, o oTpuMyBasa J'IinHMap® y po3i 80
Mr/mo6y, mpotu 211 (8,9 %) y rpyni nnaue6o. YacTuHa NalieHTiB, SIKi TOMePJIN Yepe3
CepIeBO-CYOUHHY ITaTOJIOTii0, OyJjia YMCeJIbHO MEHIIOI0 y TPYIi MallieHTiB, sKi
OTPUMYyBaIu J'IianMap® y 0o3i 80 mr (3,3 %), Hix y rpymi miamebo (4,1 %). YactuHa
MallieHTiB, SIKi IIOMEepP/IN He Yepe3 CeplieBO-CyANHHY IIaTOJIOTiio, OyJia YuceIbHO
OinbIIIOI0 y TPYIi MAalli€eHTIB, SKi OTPUMYyBaJu HinHMap® y 7o3i 80 mr (5,0 %), HIiXK ¥
rpyni nnane6o (4,0 %).

ITo6iuHi peakiil mif Yac KIiHIYHUX OOCIIiI»XeHb 3aCTOCYBaHHs IpenapaTy HinHMap@
y OiTeu

ITig yac 26-TU2KHEBOT0 KOHTPOJIbOBAHOT'O OOCIIIAXKEHHS y XJIOILIB Ta Y OiBYaT HiCiIsa
IoYaTKy MEHCTpyalliid 3 TeTePO3UTOTHOI CIMENHOIO rinepxojecTepuHeMiero (y Bili Bif
10 mo 17 pokiB) (n = 140, 31 % — xkiHo4oi cTaTi; 92 % — MpencTaBHUKU €EBPOMIEOITHOI
pacu, 1,6 % — npencTaBHUKY HerpoigHol pacu, 1,6 % — npencTaBHUKU MOHTOJIOITHOL
pacu Ta 4,8 % — npeacTaBHUKH iHIINX €THIYHUX I'PyIl) Ipodinb 6e3meKu Ta
IIepPEeHOCUMOCTI IpemnaparTy J'Iian/IMap® y go3i Big 10 Mr mo 20 Mr Ha goOy siK
OOIIOBHEHHS [0 OI€ETHU AJI 3HU2KEHHS 3arajibHOT O X0JIECTEPHUHY, PiBHS XOJIECTEPUHY
JITTHIII Ta piBHSA amosminmonpoTeiny B 6yB 3aramom nmogioHuM go mpodisnio maaiebo.

Ioceid nocmpeecmpauiliHo20 3acmocy8aHHs npenapamy.

[TpoTsasromM mOCTpEeECTPAalLiHOr0 3aCTOCYBaHHA IIpeapary HinI/IMap® Oynu BUSIBJIEHI
HUK4Ye3a3HaueHi HeOaxkaHi peakiii. OCKiIbKY IIPO IIi peakilii moBifOMIsETHCSA Ha
noOPOBiNIbHIM OCHOBI Bifl ITOMYIIlil HEBIMOMOI YMCEIBHOCTI, HEe 3aBXKOU MOXKHa
OOCTOBIPHO OILIIHUTH IX 4aCTOTy a00 BCTaHOBUTHU NPUYUHHO-HAC/IITKOBUM 3B’ SI30K i3
3aCTOCYBaHHSIM IIperapary.

ITo HebaxkaHUX peaxlliii, TOB I3aHUX i3 JTiKyBaHHSAM IIpernapaToM HinHMap®,
3ape€eCcTPOBAHUX IIiC/IsI BUXOAY IIpenapaTy Ha PUHOK He3aJIeXXHO Bifl OLIHKU
NIPUYUHHO-HACIIOKOBOTO 3B’ SI3Ky, HajleXaTh: aHa(ilakCisi, aHTiIOHEBPOTUYHUUA
HaOpsK, OyJIbO3HI BUCUIIaHHS (Y TOMY YMCJIi eKCymaTUBHa MylIbTU(QOpPMHa epUTeMa,
cungpom CriBeHca—][I?KOHCOHA Ta TOKCUYHUH eNigepMalbHUNM HEKPOJIi3), pabmomiortis,
MIO3UT, IifBUIlleHA BTOMJIIOBAHICTh, PO3PUB CYXOXKMUJIIJIA, JleTajlbHa Ta HeJleTallbHa
IMe4iHKOBa HeJOCTaTHICTh, 3allaMOPOYEHHSs, fenpecis, nepudepruyHa HeUpomarTis,
MMaHKpPeaTUT Ta iHTepCcTUlliabHa XBOpoOa J1ereHb.



Hamgxopunu pigKicHI ITOBiDOMJIEHHS ITPO BHUIIAAKHU IMYHOJIOTiYHO OIIOCEPEIKOBaHOL
HEKPOTHU3YI0U0l MioImaTil, IOB’sI3aH0l i3 3aCTOCYyBaHHSAM CTATUHIB (OUB. PO3Mis
«OCcOoOIUBOCTI 3aCTOCYBAHHS»).

Hapgxoounu pigKicHI ImoCcTpeecTpalliiHi MOBimOMIIIEHHS NP0 KOTHITHUBHI po3naau (Taki
sIK BTpaTa ImaM’sTi, 6e3nmaM’aTHiCTb, aMHe3is1, MOPYyILIeHHS ITaM’siTi, CILTyTaHIiCTh
CBimoMOCTi), ITOB’sI3aHi i3 3aCTOCyBaHHAIM CTaTHUHIB. LIi KOrHiTUBHI po3mamu OyiIu
3apeecTpoBaHi IIPU 3aCTOCYBaHHI BCiX CTaTUHIB. 3arajioM BOHU He HaJleXKallu 00
KaTeropii cepito3Hux HeOaxKaHUX peaklliii Ta Oy 000POTHUMMU ITiCJISI TPUITMHEHHS
NPUKUOMY CTATHHIB, MaJld Pi3HUU YacC OO MOYaTKy IIPOsBY (Big 1 OHS OO KiJIbKOX POKIiB)
Ta 3HUKHEHHS (MeiaHa TpUBaJIOCTi CTaHOBUJIA 3 THUXKHI).

ITig yac 3acToCyBaHHS OEesKWX CTaTUHIB Oy/Iu OnKcaHi Taki HeOaXaHi sBUIA: po3Jaf
cTaTeBOl QYHKIII; BUHSITKOBI BUIaJKX iHTEPCTHIIiaJIbHOI XBOPOOU JTEeTeHiB, 0COOIUBO
Iig Yac JOBTOCTPOKOBOIO JIIKYBaHHS.

ITig yac IOCTMapPKETHHIOBUX CIIOCTEPEKEHDb MOBIJOMIISIIIOCS NP0 HMXKYe3a3HadeHi

no0iuHi peakiril.

ITopyweHHs ¢pyHKUiI KPOBOHOCHOI ma aAiMpamuyHoi cucmemu: TPOMOOIIMTONEHi.

ITopyweHHsa ¢pyHKUil iIMyHHOI cucmemu: ajiepridyHi peakilil, aHadinakcisg (y ToMy 4uCIIi
aHa(iTaKTUYHUH IIIOK).

ITopyweHHss Memaboai3My ma xap4yy8aHHsi: 301IbIIIEHHS MacCH Tina.
ITopyweHHs ¢yHKUiI HepB8oeoi cucmemu: TOMOBHUM Oinb, TimecTesis, muCren3is.

Bynu pigkicHi TOBimOMIIEHHS PO HOBY MOsIBY ab0 3aroCTpeHHS MiaCTeHil rpasic,
BKJIIOYAIO4YX OYHY MiaCTeHil0, a TaKOXK IIOBIIOMJIEHHS PO PELUOUB IIPU 3aCTOCYBaHHI
TOT'O caMOro abo iHIIOTO CTAaTUHY.

Po3nadu wayHKoB80-KUWKOB020 mpakmy: Gillb y JKUBOTI.
ITopyweHHs ¢pyHKUil Op2aHie cayxy ma AabipuHmy: IIyM y ByXaxX.
IIIKipa ma nidwKipHa MKAHUHA: KPOIIUB' THKA.

ITopyweHHs ¢yHKUII cCKeaemHo-M A30801 cucmeMu ma cnoAy4YHOI MKAHUHU:
apTpa’ris, 6isib y CIIuHi.

3azanvHi nopyweHH:A: O6inb y Tpynsax, nepudepuyHuil HabOPsSK, He3Oy>KaHHsI, BTOMaA.

3MiHU pe3yavmamie nabopamopHux aHaAi3ie: MigBUIIEHHS aKTUBHOCTI ajlaHiH-
aMiHOTpaHCcdepas3H, MiOBUIIeHHSI aKTUBHOCTI KpeaTuHPOCPOKiHa31 KPOBI.



TepMiH NpHIATHOCTI
3 POKH.
VYMoBHM 30epiranas

Cre1trianbHi yMOBU 30epiraHHsl He BUMaraloThCs. 30epiratu y HeJOCTYITHOMY IJIs OiTek
MicCIIi.

YnaxkoBKa

ITo 10 TabneTok y 6iicTepi, mo 3 6micTepu y KapTOHHIM KopoOili. [Inst Tab1eToK 1o
10 mr ta 20 mr: o 10 TabneTok y 6sticTepi, mo 3 6nictepu abo mo 10 GicTepiB y
KapTOHHiN KOPOOIIi.

KaTeropis Bignycky
3a peLenToM.
BupooHHK

[Ndanzep Menwdekuypunr Hdorunenn 'Mm6X/Pfizer Manufacturing Deutschland
GmbH.

Micue3Haxo/dKeHHsI BHUPOOHHMKA Ta HOro aJgpeca MiCIisi IpoBaaXKeHHSI
IisIIHLHOCTI.

MycBanbaanb 1, 79090 ®paitdypr Im Bpaticray, Himeuunna/

Mooswaldallee 1, 79090 Freiburg Im Breisgau, Germany.



