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IHCTPYKIIA
JJISI MEAUYHOI0 32CTOCYBAHHA JIIKAPCHKOI0 3aC00y

ATOPBAKOP®
(ATORVAKOR)

Cknao:

oioua peuosuna: atorvastatin;

1 TabneTka MICTUTh aTOpBAacTaTUHY Kaublito Tpuriapaty 10,82 mr abo 21,64 mr, abo 43,28 mr, abo
86,56 mr B mepepaxyBanHi Ha 100 % pedoBuHy (110 ekBiBaJIeHTHO aTtopBacTaTuHy) 10 Mr a6o 20 mr,
a6o 40 mr, a60 80 mr;

OONOMIJMCHI ~ peyouHU: KaJbliI0 KapOOHAT; JIAKTO3a, MOHOTIAPAT; IIENI0JI03a MIKPOKPHUCTAIIIYHA;
HATpil0 Kpockapmenosa; mnoiicopbar 80; rifpokcHmpomiientono3a; MarHito creapar; Opadry 11
85F18422 white (ciupT MOMiBiHIIOBHIA, TOJIICTHIICHTIIIKOIb, TalbK, TUTaHy Hiokcus (E 171)).

Jlikapcbka ¢gopma. TabiieTku, BKpUTI IUTIBKOBOIO 000JIOHKOIO.
OcnosHi Qizuxo-ximiuni enacmugocmi: TabIETKU KPYTiaoi (OpMH 3 TBOOMYKIIOK IMOBEPXHEI0, BKPUTI
TJTIBKOBOKO OOOJIOHKOIO O1J10TO 200 Maiixke 01710T0 KOJIbOPY.

dapmakoTepaneBTH4YHA rpyna. [Ipenapary, mo 3HUXKYIOTh PIBEHb XOJECTEPUHY 1 TPUTITILIEPUIIB Y
cupoBarii kpoi. [nridiropu I'MI'-KoA-penykrazu. Kon ATX C10A A0S.

Dapmakonoziuni enacmueocmi.

Dapmakoounamika.

ATopBakop® sBJs€ COOOK CHHTETHYHMil TimomimigemiyHumii mikapchbkuit 3aci6. ATopBacTaTuH €
iHrioitopoM 3-rimpokcu-3-mermnriyrapui-kopepment A peaykrazu (I'MI-KoA-penykrasm). llei
dbepmenT karamizye neperBopeHHss [MI'-KoA B MeBamoHaT — MOYaTKOBHM Ta JIMITYIOUHH eTamn
010CHHTE3Y XOJIECTEPHHY.

Atopakop® € ceJeKTMBHHM KOHKYpeHTHHM iHri6iropom I'MI-KoA-pemykrasu — (epMeHTy, Bij
SKOTO  3QJIEKHUTh IMIBUJKICTh TEPETBOPEHHS  3-TiAPOKCU-3-METHIMIIyTapui-KopepMeHTty A B
MEBAJIOHAT, PEYOBUHY-TIONEPEAHUK CTEPOITIB, Y TOMY YHCIIi XOJIECTEPHHY.

B excnepuMeHTaIbHUX MOJAEISAX Yy TBapuH aTOPBACTaTHH 3HW)KYE pIBEHb XOJIECTEpUHY Ta
JNONpPOTEiHIB y IIa3Mi KpoBi nHuisixoM iHriOyBanHs B mnewiHui ['MI-KoA-peaykrasu 1 cuHTe3y
XOJIECTEPUHY Ta HUIAXOM 30UTBIICHHS KUIBKOCTI MEYiHKOBUX PELENTOPiB JIMONPOTEiHIB HHU3BKOL
mizbHOCTi (JITTHIL[) Ha moBepxHi KIITHH Ui MOCWICHHS MOTJIMHAHHSA Ta karaGomizmy JITTHILI;
aTopBacTaTHH Tako 3MeHIye Bupooiaenns JIITHIL Ta KinbKicTh IIMX YaCTHHOK.



ATOpBacTaTHH, TaK caMmoO AK 1 HOro Aeski MeTaloJiTH, € (apMaKoJOTiYHO AKTUBHUM Y JIOIMHU.
['omoBHUM MiclieM Jiii aTOpBAcTaTHHY € TIEYiHKa, KA BIAIrpa€e rOJIOBHY POJIb y CHHTE31 XOJIECTEpUHY
ta kimipenci JITTHIL. Jlo3a nikapckkoro 3aco0y, Ha BiIMiHY BiJl CHCTEMHOI1 KOHIIGHTpAIIil JIKapChbKOTO
3aco0y, kpame kopentoe 31 3MeHmeHHsaM piBHa XC-JIITHIL. IapuBigyaneHuid miglip 103U
JIKapChKOTO 3aco0y CIifl 3A1MCHIOBATH 3AJIEKHO BiJ TE€panmeBTHYHOI BiANoOBiail (IuB. po3ain «Crnocid
3aCTOCYBaHHS Ta J103U»).

Dapmaxokinemuxa.

BceMokTyBaHHS. ATOpBAacTaTUH MIBUIKO aOCOPOYETHCS Miciis MepopaibHOro mpuitomy. MakcumalibHa
KOHIIeHTpalliss Horo y mia3mi KpoBi (Cmax) mocsraerbesi npotsroM 1-2 rogud. Crymiabk aGcopOrii
3pOCTa€ MPOMOPIIIKHO 10 103U. AOCOIIOTHA 010IOCTYIMHICTh aTOPBACTATUHY (BUXIIHUN JTIKAPCHKUH
3aci0) craHoBUTH MpubIu3Ho 14 %, a cuctemMHa 610J0CTYIHICTH iHTIO0YI0U0i akTUBHOCTI moa0 ['MI -
KoA-penykrasu cranoButh npudiusHo 30 %. Husbky cucTeMHY MOCTYHHICTH JIIKAPCHKOTO 3aco0y
OB’ S3YIOTh 13 TEPEICUCTEMHUM KIIPEHCOM Y CIIM30Biii OOOJOHII NUTYHKOBO-KHIIKOBOTO TPAKTY
Ta/ab0 3 mepeIcCuCTeMHOI0 OioTpaHcdopmMalliero y medinii. Xo4a i>ka 3MEHIIy€E MBUAKICTh Ta CTYIHb
abcopOrii Jikapcbkoro 3aco0y nmpubmm3Ho Ha 25 % Ta 9 % BIAMOBITHO, BUXOASYHN 3 TOKA3HUKIB Cmax
ta AUC (moma mij KPUBOK «KOHIEHTpallis-dacy), 3HmwkeHHs piBHsS XC-JIITHI € momiOHuM
HE3AJICKHO BiJ TOro, NPHUIMAEThCS aTopBacTaTMH 3 Dkeo abo oxpemo. Ilpum 3actocyBanHI
aTOpBACTaTHHY BBeYepl HOro KOHIEHTpallid B IU1a3Mi KpoBi Oyina Huk4oro (mpubmuszHo Ha 30 % s
Cmax Ta AUC), mix mpu mnpuiiomi Bpanmi. Omnak 3HmwkeHHs piBHa XC-JIITHIL e omnakoBum
HE3aJICKHO BijI yacy npuitomy npenapaty (muB. po3zaia «Crocid 3acToCyBaHHS Ta I03U).

Posnoxin. Cepenniii 06’eéM po3moIiy aTopBacTaTHHY CTaHOBUTH mpubam3Ho 381 mitp. [Tonax 98 %
JiKapchbKOro 3acoly 3B’s3yeThcsl 3 Oinkamu Miaa3Mu KpoBi. KoHIleHTpaiiiiHe CIiBBIAHOIICHHS
KpOB/IUTa3Ma, 110 CTaHOBUTH NpuOmu3HO 0,25, BKa3zye Ha ToraHe MPOHUKHEHHS JTIKapChbKOro 3aco0y B
eputrpountd. Ha mijcraBi gaHMX NOCHIIKEHb HA TBApUHAX BBAXKAETHCS, 110 aTOPBACTATUH 3JIATHHUM
NPOHMKATH y TpyaHe MoJoko jroauHd (muB. po3ainu  «IIpotumokaszanus» 1 «OcoOauBoCTI
3aCTOCYBaHHS»).

Metabomi3M. ATOpPBAaCTaTWH IHTEHCHBHO METa0OMI3yeThCA JO OPTO- Ta MapariipoKCHILOBAHUX
HOXiTHHUX 1 PI3HOMAHITHUX MPOAYKTIB OeTa-OKUCHEHHS. Y JOCTiKeHHX N Vitro inrioysanus ['MI -
KoA-penykrazu opTo- Ta mapariipOKCHILOBAaHUMU META0OIITAMU E€KBIBAJICHTHE 1HTIOYBaHHIO
atopBactaTuHoM. [IpubausHo 70 % 1upkymotoyoi iHribiTopHOi akTtuBHOCTI Mmoxo I'MI-KoA-
penyKTa3u MOB’S3aHO 3 aKTUBHUMHU MeTabositamu. JlocmimpkeHHs in VItro ¢Bigyats mpo BaKIHBICTh
Mertaboni3My atopBactaTuHy uToxpoMoM P450 3A4 (CYP 3A4), 110 y3roKyeThes 3 MiABUILCHOO
KOHIIEHTPALIE}0 aTOpBAaCTaTHMHY B IIIa3Mi KpOB1 JIIOJMHHU TICJIS OJHOYACHOTO 3aCTOCYBaHHS 3
CPUTPOMILIMHOM, BiTOMHM iHriOITOpOM IbOrO i30(epmenty (muB. po3min «B3aemomis 3 iHIIUMH
JIKapChKUMH 3aCO0aMH Ta 1HII BHIU B3AEMOJIIN»).

Exckperis. AtopBacTaTWH Ta HOro MeTabONITH BUBOASTHCS, TOJIOBHUM YWHOM, 3 JKOBYIO MiCIs
MEYIHKOBOrO0 Ta/ab0 MO03are4yiHKOBOro MeTabodi3My, OJHAaK IIeil JIIKapChKUil 3acid, OYEBHIHO, HE
3a3HA€ KHUIIKOBO-TICYIHKOBOI perupkysmii. CepenHiii mepioJ HamiBBUBEICHHS AaTOPBACTaTHHY 3
IUIa3MHU KpPOBI JIFOJMHU CTAaHOBUTH MpHUOIN3HO 14 rofuH, ane mepioj HamiB3MEHILIEHHS 1HT1OITOPHOI
aktuBHOCTI mono I'MI'-KoA-peaykrasu cranoButh Binm 20 mo 30 roguH yepe3 BIUTUB aKTUBHUX
MeTabomitiB. [licns nepopanbHOro NpuiloMy npenapary 31 ce4ero BUAISETHCS MEHIIE HK 2 %o 103H.
Ocobnusi nonynayii nayicumis

[MamienTy JiTHLOrO BiKy. KOHIIEHTpaIlisl aTropBacTaTuHy y Iu1a3Mi Kposi Bumia (npudausHo 40 % s
Cmax Ta 30 % mns AUC) y3mopoBuX J0OOPOBOJBIIB JITHROTO BiKy (BiKOM Bif 65 poKiB), HIX Y
MOJIOIUX MOpOocnuX marieHTiB. KniHiuHi qaHi cBimgath npo Ounbiwmii cTymnine 3HmwkenHs JITTHIL mpu
3aCTOCYBaHHI OyAb-iKOi J03M HpernapaTy y Mali€HTIB JITHBOTO BIKYy IOPIBHAHO 3 MOJIOJAUMU
narieHTamMu (AuB. po3ai «OcoOIUBOCTI 3aCTOCYBAHHS).

Jitn. YaBHMIA KIIIpEeHC NMPHU MepopaibHOMY NMPUHOMI aTOpBACTaTUHY Y JITEH BUSBUBCS MOAIOHUM J0
KJIIPEHCY y J0pOCIUX JII0/IeH MpU MaciTabyBaHHI aJOMETPHUYHO 332 MAcOlO Tijla, OCKUIBKM Maca Tija
Oyrna €IMHOI0 3HAYHOIO KOBAplaTOIO B MOMYJALINHINA (apMakOKiHETUYHIN MOZeNl aTOpBacCTaTHHY 3
JAHUMH, K1 BKIIFOUAIH JITeH 3 TeTepO3UTOTHOIO CIMEHHOIO TinepxoiecTepuneMicto (BikoM Big 10 mo
17 pokiB, n=29), y BiIKpUTOMY 8-TH)KHEBOMY JOCIIHPKCHHI.




Cratb. KoHnieHTpalis aropBacTaTHHY B IUIa3Mi KPOBI JKIHOK BIJJPi3HA€THCS BiJl KOHIIGHTpALii y mia3mi
KpoBi 400BIKIB (Cmax mpubausno Ha 20 % Bumie, a AUC Ha 10 % Hmxkue). OnHak HEMae KIIHIYHO
3Ha4ymoi BiaMiHHOCTI B 3HIKeHH1 piBHsA XC-JIITHIL mpu 3acTocyBaHHI aTOpBacTaTHHY Y YOJIOBIKIB
Ta )KIHOK.

[opyuienns GyHKINT HUPOK. 3aXBOPIOBaHHSA HUPOK HE BILTMBAIOTH Ha KOHIEHTPALI0 aTOPBACTATUHY
y masMi kpoBi abo 3HwkeHHs XC-JIITHI, ToMy KOpUTyBaHHS 103U Mpenapary MamieHTam i3
nopyiieHHAMd (QyHKIIT HEPOK He moTpiOHe (muB. po3miau «OcobmmuBoCTi 3acTocyBaHHsM» 1 «Crocio
3aCTOCYBAHHS Ta JI03U).

emomianis. Xoua JOCHIHKEHHS 3a YYacTHO MAaIlI€HTIB 3 TEPMIHAJIIBHOIO CTAII€I0 3aXBOPIOBAHHS HUPOK
HE MPOBOAMIINCH, BBAKAETHCS, 110 TEMO/Iialli3 HE MiABHIYE 3HAYHO KITIPEHC aTOPBACTATUHY, OCKUIBKU
BiH IHTEHCUBHO 3BSI3YEThCS 3 O1JIKaMHM IJIa3MH KPOBI.

[TeuinkoBa HenpocTaTHicTh. KOHIIEHTpallisi aropBacTaTWHy B IIa3Mi KpOBI MOMITHO MiJBHUINEHA Y
MAIIE€HTIB 3 XPOHIYHOK ATKOTOJIBHOI0 XBOp0o0oto meuiHku. [Tokazuuku Cmax Ta AUC y 4 pasu Bumli y
NAIi€HTIB 13 3aXBOPIOBaHHAMU NEUYiHKM kiacy A 3a mkanoro Yainma—II'to. ¥V mamieHTiB i3
3aXBOPIOBaHHAMH TMeuiHku kiacy B 3a mkamoro Yaitnga—II'to nokasHukun Cmax Ta AUC
HiIBUIIYIOTHCS TPUOJIM3HO y 16 pasie Ta 11 pa3iB BiamoBinHO (nuB. po3aia «[IpoTumnokasanHsm»).
HocnipkeHHs — B3aeMoJiii  JIIKApChKUX  3ac00iB. ATOpBacTaTuH € CyOCTpaToM MEYiHKOBHUX
tpancnoptepiB, OATP1B1 Ta OATP1B3 tpancnoprepi. MeTabosiTi aTopBacTaTHHY € CyOCTpaTamMu
OATPIBI1. ATopBacTaTuH TaKOX iMEHTH(IKYETbCS SIK CyOCTpaT e(hIIOKCHOTO TpaHcmopTepa Oinka
pesuctenTHocTi paky MosouHoi 3amo3u (BCRP), skmii Moke oOMexXyBaTH KHIIKOBY abcopOIiro i
YKOBUHHUH KIIIPEHC aTOPBACTATHHY.

Tabmuus 1
BB ogHOYACHO 3aCTOCOBYBAaHUX JIIKAPCHKUX 3ac00iB Ha (PapMaKOKIHETHKY aTOPBACTATHHY

OHOYACHO 3aCTOCOBYBaHi JTiKapChKi AtopBacTaTtiH
3ac00M Ta PEXKUM JJO3YBaHHS

CmisBignomrenuss | CHoiBBiAHOIIEHHS

Ho3a (mr) AUCE Corn®
*luknocriopuH 5,2 Mr/xr/no6y, 10 mr 1 pa3 Ha 106y
. . 8,69 10.66
crablibpHa 103a BIIPOJIOBXK 28 JTHIB
*Tunpamasip 500 mr 2 pasu Ha
no0y/putonasip 200 mr 2 pasu Ha | 10 mr, pa3oBa 103a 9,36 8,58

o0y, 7 nHiB

2 .
I'nexanpesip 400 mr 1 pas wa 100y/ | 15 pas Ha 100y

n16p§HTaCBlp 120 mr 1 pa3 Ha 100y, T 8,28 22,00
'/ THIB
# . .
Tenaypemp 750 Mr xo>kHi § rojiuH, 20 wrr, pasoBa 103a 7.88 10,60
10 nHiB
* ICakpimaBip 400 Mr 2 pasu Ha
noOy/putonasip 400 mr 2 pasu Ha 40 wr 1 pas xa g06y 3,93 4,31
) BIIPOJIOBXK 4 HIB
100y, 15 nuiB
*EnGacsip 50 mMr 1 pa3 mHa A00Yy/
rpasomnpeBip 200 mr 1 pa3 Ha no0Oy, | 10 mr, pazoBa mo3a | 1,94 4,34
13 nuiB
# .
CHM?HpeBlp 150 mr 1 pas a 100y, 40 mr, pa3oBa 103a 2,12 1,70
10 maIiB
*Knapurtpominua 500 mr 2 pasu Ha | 80 Mr 1 pa3 Ha 100y
. . 4,54 5,38
100y, 9 nHiB BIIPOJIOBXK 8§ NTHIB
*NapynaBip 300 mr 2 pasu Ha | 10 Mr 1 pa3 Ha 100y 345 205

no0y/putonaBip 100 mr 2 pa3u Ha | BOpoJOBXK 4 THIB




100y, 9 nHiB
#
41;1;31(0%3011 200 mr 1 pa3 Ha 100y, 40 wir, pasosa 103 3,32 1,20
HeTepMOBlp 480 mr 1 pa3 Ha n00y, 20 wir, pasosa z103a 3,29 217
10 guis
# .
d)ocaaneHaglp 700 mr 2 pa3u Ha 10 mr 1 pas Ha 106y
noOy/putonaBip 100 mr 2 pa3u Ha : 2,53 2,84

. BIIPOJIOBXK 4 HIB
100y, 14 nuiB
*®ocammpenasip 1400 mr 2 pasu Ha | 10 Mr 1 pa3 Ha 106y 230 404
no0y, 14 nuiB BIIPOJIOBXK 4 JTHIB ’ '
*Henoinasip 1250 Mr 2 pasu Ha | 10 mr 1 pas Ha 106y

. . 1,74 2,22
100y, 14 nuiB BIIPOJIOBXK 28 JTHIB
# o o .
FpeI/IH(lipyTOBI/II/I cik, 240 mia 1 pa3 40 mr 1 pas na 106y | 1,37 1,16
Ha 100y
Hunriazem 240 mr 1 pa3 Ha n00y,
28 s 40 mr 1 pa3 va 1o6y | 1,51 1,00
EpI/ITpOMII_I.I/IH 500 mr 4 pa3u Ha 10 mr 1 pas na 106y | 1,33 1,38
100y, 7 nHiB
Awmmoaumin 10 Mr, pa3oBa 103a 80 mr 1 pa3 Ha o6y | 1,18 0,91
Humeruaun 300 mr 4 pasu Ha 100y, | 10 mr 1 pa3 Ha 1o0y 100 089
2 THXHI BITPOJIOBXK 2 THIKHIB ’ '
Konectumon 10 mr 2 pasu Ha 100y, ig 1\(4)r (1)3131?32? A0y HE 0.74%*
28 THXHIB ol 3aCTOCOBYETHCS ’

THUXKHIB

Maanokc TC® 30 mn 4 pasu Ha 106y, | 10 mr 1 pa3 Ha 100y 066 0.67
17 nuiB BIIPOJIOBXK 15 1HIB ! '
Edagipenz 600 mr 1 pa3 ma o0y, | 10 Mr BpomoBx 3 059 101
14 nuis JIHIB ' '
“Pupavmia 600 mMr 1 pa3 Ha 100y,
7 nHiB (mpu ogHO4YacHOMY BBezieHH1) | 40 mr 1 pa3 Ha 1o0y | 1,12 2,90
T
# .
PHq?aMmH 600 wr 1 pas THa A0y, 40 mr 1 pa3 Ha 106y | 0,20 0,60
5 JTHIB (OKpEMHUMH JI03aMH )
# .
FeMQ)16p0;;HH 600 mMr 2 pasu Ha 40 wir 1 pas wa 106y | 1,35 1,00
o0y, 7 nHiB
# .
@egoq)16par 160 mr 1 pa3 Ha 100y, 40 wir 1 pas wa 106y | 1,03 1,02
7 nHIB
# .
7EI([);I;npeBlp 800 mr 3 pa3u Ha 100y, 40 wr 1 pas na o6y | 2,32 2 66

&

MOPIBHSHO 31 3aCTOCYBaHHSM aTOPBACTATHHY OKPEMO).

Ta 1HII BUIU B3aeEMOI» i «OCOOIMBOCTI 3aCTOCYBaHHSY.

CmiBBiIHOMIIEHHS 3a METOJaMH JIiKyBaHHS (OJHOYACHE 3aCTOCYBaHHS JIIKApChKOTO 3aco0y 3 aTopBacTaTHHOM
st orpumanHs iHpoOpMaIii npo KIiHIYHY 3HAYYIIICTh AWB. po3iin «B3aeMozis 3 IHIIMMU JTIKApCHKUMH 3aco0amu

Torimomisutocs npo Oinbme migsuimeHHs AUC (cmiBimHomenHs AUC no 2,5) ta/abo Cmax (cmiBBigHOMIEHHS Cmax

1o 1,71) npu HagMipHOMY CHOKHBaHHI rpeindpyroBoro coky (750 mi — 1,2 mitpa Ha 100y abo Oinbiie).

CriBBIIHOIICHHS, 1110 TPYHTY€EThCS Ha OJJMHUYHII BUOIpIIi, B3sTiH yepe3 8—16 roquH miciis 3aCTOCYBaHHSI JI03H.
Uepes mexaHi3M TOJBIHHOT B3aeMomii pudamitiHy peKOMEHIYETbCS OJHOYACHE 3aCTOCYBAaHHS aTOPBACTATHHY 3
pudamminoM, OCKiNBKM OyJ0 IOKa3aHO, IO BiJICTPOYEHE 3aCTOCYBAaHHS aTOPBACTATHHY IICIS 3aCTOCYBaHHS
pudaminy oB’s;3aHe 31 3HAUHUM 3HIDKEHHSIM KOHLIEHTpALlii aTopBacTaTHHY B I1a3Mi KPOBI.

Jlo3a komOiHanii npemnapariB cakBiHaBip + PUTOHABIpP y IOMY JOCII/UKEHHI HE € KIIIHIYHO 3aCTOCOBYBAHOIO J03010.
[TixBuIIEHHS €KCTIO3MLIT aTOpBAaCTATHHY P 3aCTOCYBaHHI B KJIIHIYHUX YMOBax, HMOBIpHO, OyJie BUIINM, HIX T€, 10
criocTepirajocs B LbOMY JOCHIIKeHHI. Tomy cmig 3 0O0epeXHICTIO 3acTOCOBYBATH NpenapaT y HaWHMKYIH
HEOOXIIHIN 1031.



Tabmuus 2
Brutu aTopBactaTrHy Ha (JapMaKOKIHETHKY OJTHOYACHO 3aCTOCOBYBAHMX JIIKAPCHKUX 3aC001B

ATopBacTaTuH OHOYACHO 3aCTOCOBYBAHUM JIIKAPCHKUH 3aci0 Ta PEKUM JTI03YBaHHS
Tpenapar/103a (r) CuisBignomrenass | CriBBIIHOIIEHHS
perapatia AUC Crnex
80 mr 1 pas na 1[96y AnTtunipua 600 Mr, 0THOPa30BO 1,03 0,89
BOPOJIOBXK 15 NHIB
80 mr 1 pa3 Ha 100y #uroxcun 0,25 mr 1 pa3 Ha 100y,
. : 1,15 1,20
BNPOAOBXK 14 nHIB 20 nHiB
[TepopanbsHi KOHTpanenTuBu 1 pa3
40 mr 1 pa3 Ha 100y Ha 100y, 2 MICSIIi:
BIPOAOBXK 22 JTHIB — HOPETUCTEPOH | Mr 1,28 1,23
— CTHHLUIECTPAioN 35 MKT 1,19 1,30
Tunpanasip 500 mr 2 pa3u Ha
10 mr 1 pa3 Ha 100y no0y/puronasip 200 mr 2 pa3u Ha | 1,08 0,96
100y, 7 nHIB
10 mr 1 pa3 Ha 100y ®docammpenasip 1400 mr 2 pazu
) ' 0,73 0,82
BIPOJIOBXK 4 JTHIB Ha 100y, 14 nHiB
®docammpenasip 700 mr 2 pa3u Ha
10 mr 1 pas na I.L06y noOy/putonasip 100 mr 2 pa3u Ha | 0,99 0,94
BIPOJIOBXK 4 JTHIB .
100y, 14 nuiB

# [1lomo KNiHiYHOI 3HAYYIIOCTI JUB. po3aia «B3aeMois 3 IHIIUMH JTIKapChKMMU 3aCO00aMM Ta iHII BUAU B3a€MOJIIM».

Kainiuni xapakrepucTuku.

Ilokasannusa.

3anobicanus cepyeo-cyOUHHUM 3AX80PIOBAHHAM ) OOPOCIUX

Jis nopociaMx mMamieHTiB 0e3 KIHIYHO BHPAXEHOI ieMIYHOT XBOpOOM ceplld, ane 3 JeKiuIbKoMa
dbakTopaMu PHU3MUKY PO3BUTKY IIMIEMIYHOT XBOPOOHW ceplisi, TaKUMHU SK BIK, TIOTIOHOMAJIHHS,
apTepianbHa TilepTeHs3is, HU3bKUil piBeHb JinonpoteiniB Bucokoi minpHocTi (JITIBII[) abo HasBHICTB
paHHBO] illeMigHOT XBOPOOH ceplis y ciMeliHOMy aHaMHe31, ATopBakop® MoKazaHMii 1y1s:

- 3MEHILICHHS PU3UKY BUHUKHEHHS 1H(apKTy MiOKap/a;

- 3MEHIIEHHS PU3UKY BUHUKHEHHSI IHCYJIbTY;

- 3MEHILEHHs PU3UKY IPOBEAECHHS MPOLEIYP PEBACKYIIpU3allil Ta CTEHOKap/Iil.

Jnst mopocnux mari€eHTiB 3 MykpoBuM niaderom Il tumy Ta 6e3 KIIIHIYHO BUPAXKEHOI 1MIEMIYHOI
XBOpOOM ceplid, aie 3 JeKiabkoMa (aKTopaMH PU3MKY PO3BUTKY 1IEMIYHOI XBOPOOU ceplis, TAKUMHU
K pPETUHOMNATIsl, albOyMiHypis, TIOTIOHONAIIHHSA a0o apTepiajbHa TiNEpPTEH3is, JIKapChbKuil 3acid
ATtopsakop® nokazaHuit is:

- 3MEHUICHHS pU3UKY BUHUKHEHHA 1H()apKTy MiOKapaa;

- 3MEHILICHHS PU3UKY BUHUKHEHHS 1HCYJIbTY.

JIns OpOCHUX TAI€HTiB 3 KIiHIYHO BHUPAXKEHOIO iMIEMIYHOIO XBOpoOOow cepus AToppakop®™
MOKa3aHUM JJIA:

- 3MEHIICHHS PU3UKY BUHUKHEHHS HEJIETATHHOTO 1HGAPKTY MioKapaa;

- 3MEHILICHHS PU3UKY BUHUKHEHHS JIETAIbHOTO Ta HEJIETAIbHOIO 1HCYIIBTY;

- 3MEHIIEHHS PU3UKY IPOBEICHHS MPOIEIYP PEBACKYISIPU3AIlil;

- 3MEHILIEHHs PU3UKY TOCHITai3alil y 3B’ 53Ky 13 3aCTIHOIO CEpIIEBOI0 HEIOCTATHICTIO;

- 3MCHIICHHS PU3UKY BUHUKHEHHS CTCHOKap/Iii.

L'inepainioemis y dopocaux nayicHmie



- Sk JOmMOBHEHHS [0 Mi€TH, MO0 3MEHINWTH WiABUINCHHUN pPIBEHb 3arajlbHOTO XOJIECTEPHHY,
xonectepuny JIITHIL, anomimomporeiny B Ta TpurminepumiB, a TakoXX IJs MiABUIICHHS PIBHS
XC-JIIIBIL y mamieHTiB 3 MEPBHHHOIO TilEPXOJECTEPUHEMIEI0 (TETEPO3UTOTHOIO CIMEHHOIO Ta
HECIMEWHO0) Ta 3MimaHow auciimiaeMiero (tumnu Ila Ta IIb 3a knacudikamiero @penpikcona).

- Sk nomoBHEHHS A0 JIETH JUIsl JIIKYBaHHS MAI[I€HTIB 3 MiJBUIICHAM PIBHEM TPUTIIIEPUIIIB Y
cuposartiii kposi (tun IV 3a knacudikariero @peapikcona).

- Jlnsa nikyBaHHS TMAIi€HTIB 3 MEpBUHHOIO aucOeraninmonporeinemiero (tum Il 3a knmacudikamiero
®penpikcona) y BUIAIKaX, KOJIU JOTPUMAHHS JI€TH € HEIOCTATHHO CPEKTHBHUM.

- Jlns 3menmenns 3aransHoro xonecrepuny ta XC-JIITHIL y mamieHTiB 3 TOMO3UTOTHOO CIMEIHOIO
TIepPXOJECTEPUHEMIEIO K JOMOBHEHHS JI0 1HIIMX TIMOJIMIAEMIYHAX METOIB JIIKYyBaHHS (TaKUMH
sk adepes JITTHILL) abo SKII0 Taki METO/IU JIIKyBaHHS HEJIOCTYITHI.

YV oimeu

- Sk JOMOBHEHHS 1O JMIi€TH JUIsl 3MEHIICHHsS piBHSA 3araigbHoro xonecrepuny, XC-JITTHI i
anomnonporeiny B y giteit Bikom Bim 10 g0 17 pokiB 3 TeTepO3UTOTHOIO CIMEHHOIO
TiNepXoJIeCTEPUHEMIEIO, SIKIIO MICI BIAMOBIIHOT JI€TOTEpAITii pe3yJIbTaTH aHAIi31B TaKi:

a) xonecrepun JIITHI] 3anmumaerscst > 190 mr/mn (4,91 mmons/m) ab6o
6) xonecrepun JITTHILL > 160 mr/mn (4,14 mmonb/n) Ta:

e y ciMeliHOMY aHaMHe31 HasiBHI paHHI CEPIIEBO-CYIMHHI 3aXBOPIOBAHHS 200

e 1Ba a0o Ounbine iHIKX (aKTOPiB PUZKUKY PO3BUTKY CEPLIEBO-CYIMHHUX 3aXBOPIOBAaHb HasIBHI
y MaIi€HTa JUTIIOTO BIKY.

Ilpomunoxazauus.

- AKTHBHE 3aXBOPIOBAHHS IEUYIHKH, SKE MOJYKE BKIIFOUATH CTIHKE ITiJBUIICHHS PIBHS MEYIHKOBUX
TpaHCaMiHa3 HEB1JIOMOT €TioNorii.

- [NnepuyyTnuBicTh 10 OyIb-IKOT0 3 KOMIIOHEHTIB IIbOTO JIIKAPCHKOTO 3ac00Yy.

- [Tepion BariTHOCTI Ta TOAYBaHHS TPYIIO.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inwii 6u0u 63acmooiil.

Pusuk po3BuTKy MiomaTii miJ dYac JIKyBaHHS CTaTWHAMHM HiABHMIIYETbCS y pa3i OJHOYACHOTO
3aCTOCYBAaHHS MOXIAHMX (PIOPOEBOI KUCIOTH, JMIAOMOAU(PIKYBAIBHUX 103 HIAUHY, LUKIOCIOPUHY
abo mnoTyxHMX 1HrioitopiB nurtoxpomy P450 3A4 CYP 3A4 (Hanpukiaza, KIapUTPOMILUHY,
iHriditopiB nporeazu BIJI i Bipycy rematuty C Ta iTpakoHazoiny) (auB. po3auiu «DapMakoiorivxi
BJIACTUBOCTI» 1 «OCOOIUBOCTI 3aCTOCYBAHHS).

Iomyxcni inzioimopu CYP 3A4. Atopsakop® merabomizyeThes ruToxpomoM P450 3A4. OpHovacHe
3acTOCyBaHHs TpenapaTy Atopsakop® 3 moTyxkHuMM iHribitopamu CYP 3A4 Moke NMpU3BECTH 10
NIJBUIICHHS KOHLEHTpalli aropBacTaTUHY Yy Iula3Mi KpoBi (AuB. Tabmuuio 1 Ta jgeranbHY
iH(dopmaliro, HaBeAeHy HIbkue). CTymiHb B3aeMoOJIii Ta MiJCWUJICHHS il 3alekaTh BiJ BIUTUBY Ha
CYP 3A4. Crnixg mo MOXIMBOCTI YHUKATH OJHOYACHOTO 3aCTOCYBAaHHS aTOPBACTATHHY 3 MOTY)KHUMH
iHriditopamu  CYP3A4 (manpukial, 3 UMKIOCHOPHHOM, TEIITPOMILIUHOM, KIAPUTPOMILMHOM,
JIeNaBipIMHOM, CTHPUIICHTOJIOM, KETOKOHA30JI0M, BOPHKOHA30JIOM, 1ITPAKOHA30JIOM, ITOCAKOHA30JIOM,
JeIKMMH TIPOTUBIPYCHUMH Tpenapatamu st JikyBanHs HCV (Hanpukiaz, enbacBip/rpa3onpeBip) Ta
iHribitopamu npotea3 BUI, y Tomy 4duciai puToHaBipoM, JIOMIHABIPOM, aTa3aHaBIpOM, 1HIUHABIPOM,
JapyHaBipoM). SIKIIIO HEMOXJIMBO YHUKHYTH OJIHOYACHOTO 3aCTOCYBAHHS LIUX JIIKapChKUX 3ac00iB 3
aTOPBACTATHHOM, CIIiJl PO3TIIIHYTH MOYJIMBICTh 3aCTOCYBAaHHS MEHIIIOI MMOYATKOBOI Ta MaKCHMaJIbHOI
7103 aTopBacTaTHHYy. TaKoXX PEKOMEHIYETbCS NMPOBOAUTH HAIEKHUN KIIHIYHUH MOHITOPUHI CTaHy
nairienTa (auB. Tabmuirio 1).

[Tomipsi inriditopu CYP3A4 (Hanpukiala, epUTPOMILIMH, TWITIa3eM, BepamaMil Ta (IIyKOHA30I1)
MOXXYTh IMiJIBHIIYBaTH KOHIICHTPAIIIF0 aTOPBACTATUHY Y IIa3Mi KpoBi (auB. Tabmuiro 1). OgHouacHe
3aCTOCYBaHHA EpUTPOMILIMHY Ta CTAaTHUHIB CYNPOBOMKYETHCS MiJABUIICHHAM PHU3UKY PO3BUTKY
mionatii. JlocmimkeHHsT B3aeMoOil JIKApChbKUX 3aco0iB JUIsl OINIHKM BIUIMBY amiogapoHy abo
BeparamMuly Ha aTopBacTaTUH He NMPOBOAMIMCH. Biomo, 110 amiofapoH Ta Bepamamij HpUTHIYYIOTh
aktuBHICTb CYP3A4, ToMy ogHOUYacHEe 3aCTOCYBaHHSI IIUX JIIKAPCHKHX 3ac00IB 3 aTOpBACTaTUHOM



MOYE TPU3BECTH A0 30UIBIICHHS EKCIO3UIil aTOpBacTaTHHY. TakuM YHMHOM, NPH OJHOYACHOMY
3aCTOCYBaHHI aTOpBAacTaTHHY Ta X nomipHux iHTIOITOpiB CYP3A4 ciig po3misiHyTH MOMKIIUBICTh
NPU3HAYCHHSI MEHIINX MAaKCHUMAaJIbHUX /103 aTOPBACTATHHY Ta MPOBEACHHS KIIHIYHOTO MOHITOPHHTY
crany mamieHta. Ilicms modarky JiKyBaHHs 1HTIOITOPOM abo Iicis KOPEKIii HOro 103U TaKOoX
PEKOMEHI0BAaHO MPOBOJUTH KIIHIYHUI MOHITOPUHT CTaHy Malli€HTA.

I'pevinghpymosuii cik. Mictuth onuH ab0 Oinblie KOMIOHEHTIB, 10 1HTIOYI0TE CYP 3A4 Ta MOXYTh
iIBUIYBAaTH KOHLIEHTPAIIiI0 aTOPBACTAaTUHY B IJIa3Mi KPOBi, 0COOIMBO IpU HAIMIPHOMY CIIOKMBAaHHI
rpeindpyroBoro coky (0inmpiie Hixk 1,2 iTpa Ha 100Y).

Knapumpomiyun. 3nadenns AUC aropBacTaTMHY 3HA4YHO IIiJBUIIYBAJOCh IPH OJHOYACHOMY
3actocyBaHHI Koro y 1031 80 mr Tta kmaputpoMminmHy (500 Mr 2 pasu Ha 100y) TOPIBHSHO 13
3aCTOCYBaHHAM TUIBKM aTOpBAacTaTHHY (IuB. po3ain «dPapmakosoriuni BiacTUBOCTI»). Otxe,
nanieHTaM, sKi IPUHMarOTh KIApUTPOMIILIMH, CIIiJl 3 00EpPEKHICTIO 3acTOCOBYBaTH ATopBakop”® y 103i
Butie 20 mr (auB. po3ainm «Oco0mmuBOCTI 3acTocyBaHH» 1 «CIIOCiO 3aCTOCYBaHHS Ta JO3H).
Kombinayisn incioimopie npomeas. 3nHayenHss AUC aropBacTaTWHy 3HA4YHO ITiIBUIIYBaJOCh TNPH
OJTHOYACHOMY 3aCTOCYBaHHI aTOpPBACTaTUHY 3 JEKUIbKOMa KOMOiIHAIisIMH 1HTIOITOpIB mpoTeas (AuB.
po3ain «®apmakosioriuHi BiIacTUBOCTI»). IlamienTam, siki mpuiiMarOTh THUIPAaHABIp + pUTOHAaBIp abo
IIeKanpeBip + MiOpeHTacBip, CiJl yHHKAaTH OJHOYACHOTO 3aCTOCYBAaHHs IIpemapaTy ATopBakop®.
[lamiestam, ski NpuiAMalOTh JOMiHAaBip + puTOHaBip abo cumemnpesip, AtopBakop® ciix
3aCTOCOBYBAaTH Yy HAWHWKYIM HEoOXiHiM g03i. [l mamieHTiB, SKi NpUKWMAalOTh CakBiHaBip +
pPHUTOHABIp, AapyHaBip + puToHaBip, hocammpeHaBip abo docamnpeHasip + puroHasip abo endacsip +
rpasomnpesip, n03a npemnapaty Atopsakop® He moBMHHA TepesmuryBatn 20 mr. Ilpm 3actocyBanHi
namieHTaM, sKi IpuitMaoTh HeldiHaBip, m03a npemapary ATopBakop® He NOBMHHA IEpPEBUINYBATH
40 Mr, TaKOX PEKOMEHIYETHCS MPOBEACHHS PETENBHOTO KIIHIYHOIO MOHITOPHHTY CTaHY HAIli€HTIB
(muB. po3ninn «Ocob6nmMBoCTI 3acTocyBaHH» 1 «CrociO 3aCTOCYBaHHS Ta JJO3U).

Impakonaszon. 3naduenHs AUC aropBacTaTMHy 3HAa4HO IIJBUIIYBAJIOCh MPH OAHOYACHOMY
3aCTOCYBaHHI aropBacTatuHy y nA031 40 Mr Tta irpakoHazony y 031 200 Mr (amB. po3aid
«®DapmakoJIoTiuHi BIACTUBOCTI»). OTXKe, IMOAO MAIli€HTIB, SAKI NPUUMAIOTh ITPAKOHA30JI, CIIiJI
MPOSIBIISATH O0EPEKHICTH, SKIIO J03a aropBacTatuny nepeBuinye 20 mr (quB. po3auin «OcoO0nmuBoCTI
3acTocyBaHHs» 1 «Crioci0 3acTOCYBaHHS Ta JO3W»).

Luxnocnopun. ATopBacTaTHUH € CyOCTPAaTOM IEUiHKOBUX TpaHCIOpTepiB. MeTabomiTH aTopBacTaTUHY
€ cyocrparamu tpancnoprepa OATP1B1. [nriditopu OATP1B1 (nanpukian, HUKIOCHOPHUH) MOXYTh
niABMIyBaTH OiogocTynHIicTh aropBactatuHy. AUC aTopBacTaTMHY 3HAa4HO MiBHIIYBAJIOCh MpHU
O/IHOYAaCHOMY 3aCTOCYBaHHI JIKapchbKoro 3aco0y B 1031 10 Mr 3 IUMKIOCTIOPUHOM Yy 1031
5,2 MI/kr/100y TOpPIBHSHO 13 3aCTOCYBAaHHSM TUIBKM aTOpBAcTaTHHY (AMB. po3ail «DapMakooriuHi
BIACTUBOCTI»). CIIiJ| yHMKAaTH OJHOYACHOTO 3aCTOCYBAHHs IIpenapary ATopsakop”™ Ta IUKJIOCHOPUHY
(muB. po3ain «OcoOMMBOCTI 3aCTOCYBAHHS).

Jlemepmosip. OnHOYacCHE 3aCTOCYBaHHS aTOpBAcCTaTUHY y 11031 20 MTr Ta jeTepMoBipy y a031 480 mr
Ha /100y MPU3BOAMIIO JIO MiJBUINEHHS PIBHS BIUIMBY aropBacTatuHy (cmiBBigHomeHHs AUC: 3,29)
(uB. po3ain «@apMaKkOKIHETHKAY).

JlerepmoBip siBiseThCs 1HTIOITOpOM edrokcHUX TpaHcnoptepiB P-gp, BCRP, MRP2, OAT2 ra
neuinkoBoro TpaHcnoprepa OATP1B1/1B3, Takum uYMHOM BIiH TMIJBUIIYE pPIBEHb BIUIUBY
atopsacTaTuHy. J[03a Hikapchkoro 3aco0y Atopsakop® He ToBMHHA HepepuiryBatd 20 Mr Ha 100y
(muB. po3nin «Crocib 3acToCyBaHHS Ta J03H).

Cryninb onocepenkoBanux Jikapcbkux B3aemonid CYP3A ta OATP1B1/1B3 nHa cynyTHi JiKapchbKi
3aco0u Moke OYyTH pI3HOIO TNpPH OJHOYACHOMY 3aCTOCYBAaHHI JIETEPMOBIPY 3 IIMKJIOCIIOPUHOM.
3acTocyBaHHs JiKapchKoro 3aco0y ATtopsakop® He PeKOMEHAYeThCs MallieHTaM, SIKi HpUIMArOTh
JIETEPMOBIP OJIHOYACHO 3 IIUKJIOCTIOPUHOM.

I nexanpesip i nibpenmacsip, enbaceip ma epazonpesip. CyIyTHE 3aCTOCYBaHHS TJEKampeBipy Ta
niopeHTacBipy abo enbacBipy Ta Ipa3onpeBipy MOXKe MPHU3BECTH JO MiABHILEHHS KOHLEHTpALil
aTOpPBACTaTHHY Y IJ1a3Mi KPOB1 Ta MiJBUIIEHOIO PU3UKY MiONaTii.

[Ipu ogHOYacHOMY 3acTOCYBaHHI TIJIeKanpeBipy 1 MiOpeHTacBipy 3 aTOpBacTaTMHOM IJa3MOBa
KOHIICHTpAIlis aTOpBAaCTaTUHY MiABUIIYeThCs 10 8,3 pa3a yactkoBo uepe3 BCRP, OATP1B1/1B3 ta



CYP3A inriOyBaHHs, TOMy HE PEKOMEHIYETbCS OJHOYACHE 3aCTOCYBAHHS JIKapChKOTO 3aco0y
Atoppakop® mariieHTaM, fKi CymyTHBO MPHIMAIOTh JIIKApChKi 3acCO0H, IO MICTATH IJIeKampeBip Ta
niOpeHTacBip.

[lpu omHOYAacHOMY 3acTOCyBaHHI eJj0acBipy Ta TIpa3olpeBipy 3 aTOpBaCTaTHHOM IUIa3MOBa
KOHIIEHTpAIlisl aTOpBacTaTHUHY MiABUINYEThCs 10 1,9 pasza wactkoBo yepes BCRP, OATP1B1/1B3 Tta
CYP3A inribyBanHs, ToMy 103a JiKapchKoro 3aco0y ATopsakop® He MOBMHHA IepeBHILyBaTH 20 MI
Ha 700y IpH 3acCTOCYBaHHI MAaIlieHTaM, SIKi CYIyTHbO MPHUUMAIOTh JIKapChKi 3acO0M, IO MICTATh
enbacip Ta rpazomnpeBip (muB. poszain «®DapmakokiHeTHka», «OCOOJMBOCTI 3aCTOCYBaHHS» 1
«Crocib 3acToCcyBaHHS Ta I03M»).

MenuyHi pekoMeHaIlii 100 3aCTOCYBaHHS JIIKAPChKUX 3aco0iB, IO B3a€EMOJIIOTh, TOJAHO Y
tabimii 3 (muB. Takox po3aim «®DapmakoyoriuHi BIaCTHBOCTI», «OCOOIHMBOCTI 3aCTOCYBaHHS» i
«Crocib 3acToCyBaHHS Ta O3H»).

Tabmuus 3
B3aemoii mikapchkux 3ac0o0iB, MOB’s13aHi 3 MiIBUIICHIM PU3UKOM Miomarii/padaomionizy
[Ipenaparu, Mo B3aEMOIIIOTh MenuvHi peKoOMeHallii 11010
3aCTOCYBAHHS
[uknocnopuH, TUMOpaHaBip +  pUTOHAaBip, TIJeKampeBip + | YHUKaTH 3aCTOCYBaHHS

nmiOpeHTacBip, JETePMOBIp TPH OJHOYACHOMY 3aCTOCYBaHHI 3 | aTOpPBacTaTHHY
IIHKJIOCIOPHHOM

KnaputpominuH, iTpakoHa3ol, cakBiHaBip + putoHaBip*, napynasip | He mepeBunryBatu no3y 20 mr
+ puToHaBip, QocammpeHaBip, ¢docammnpeHaBip -+ pPUTOHAaBIp, | aTOPBACTATUHY HA 100y
esidacBip + rpa3omnpeBip, JIETEPMOBIp

Hendinasip He nepeBumyBatu 103y 40 mr
aTOpPBaCTaTHHY Ha 00y
JlominaBip + puTOHaBIp, CUMENpPEBip, MOX1aHI (iOPUHOBOI KHCIOTH, | 3aCTOCOBYBATH 3
CPUTPOMIIIHH, a30JIbHI MIPOTUTPUOKOBI 3aco0m, | 00CPEKHICTIO Ta y HAWMEHITIH
JinigoMoaniKyBalibHI O3 HIAlIMHY, KOJIXIIUH HEeOoOX1IHINA 1031

*3aCTOCOByBaTI/I y HalMEHIIii HeOOXiTHIH 103i.

T'emepibposun. Y 3B’43Ky 3 MIJBUILEHUM PU3UKOM MiOMNaTii/pabaomMioni3y npu oJHOYaCHOMY IpUHOMI
irioiropie  'MI'-KoA-peaykrasu 3 remM@iOpo3miIoM CiiJi YHUKaTH CYMICHOIO 3aCTOCYBAaHHS
npenapary Atopsakop® 3 remibposunom (auB. po3zin «OcoOIUBOCTI 3aCTOCYBAHHSY).

Inwi gibpamu. OCKITbKHA B1AOMO, 110 PU3UK PO3BUTKY Miomarii i Yac JIIKyBaHHS 1HT10iTOpamMu
I'MI'-KoA-peyKTasu MiIBULLYETHCS TIPH OHOYACHOMY TpuifoMi inmux ¢ibparis, ATopsakop® cii 3
00epeKHICTIO 3aCTOCOBYBAaTH IPU CYMICHOMY 3aCTOCYBaHHI 3 1HIIMMH (iOpataMu (JIUB. pO3ILI
«Oco0aMBOCTI 3aCTOCYBAHHS).

Hiayun. PU3MK BUHUKHEHHS TNOOIYHMX SBUII 3 OOKY CKEJIETHHX M’SI31B 30UIBLIYETHCS TpPU
3aCTOCYBaHHi JIiKapchKoro 3acoby AToppakop®™ y KOMOiHAIli 3 HiallkHOM, TOMy 3a TaKUX YMOB CIIiJl
PO3IJISHYTH MOXJIMBICTh 3HMIKEHHS JI03U JIAHOTO JIIKApChKOIro 3aco0y (auB. po3nain «OcobauBOCTI
3aCTOCYBAHHSA»).

Pugpamnin abo inwi indykmopu yumoxpomy P450 3A4. OnmHOYacHe 3acTOCYBaHHS Ipenapary 3
iHgykTopamu mmroxpomy P450 3A4 (takumm sk edaBipeH3, pudamIiiiH) MOXe TPU3BECTH [0
HECTIMKOro 3MEHILIEHHsS KOHLEHTpallii aTopBacTaTUHy y Ija3Mi KpoBi. Uepe3 MexaHi3M MOJABIHHOI
B3aeMoOJii pudaMIliHy pPEKOMEHIYeThCS OJHOYACHE 3acTOCYBAaHHS mpenapary Atopsakop® 3
pudaMIIiHOM, OCKIJIbKH OYJO MOKa3aHO, L0 BIJCTPOYEHE 3aCTOCYBaHHS MpenapaTy Micis BBEICHHS
pudamminy MoB’si3aHe 31 3HAYHUM 3HMKEHHSIM KOHLIEHTpAllli aTOpBacTaTUHY B IJIa3Mi KPOBI.
HHunmiasemy ciopoxnopuo. OnHovacHui mpuiiom atopBactatuny (40 mr) ta munriazemy (240 mr)
CYNPOBOKYETHCS MIABUILIEHHSM KOHIEHTpALlli aTOPBACTaTUHY Y IJa3Mi KPOBI.

Lumemuoun. I1ix gac goCHiKeHb O3HAK B3a€MO/Iii aTOpPBACTATHHY Ta IIUMETUANHY HE BHUSBIICHO.
Aumayuou. OpHOYaCHUH TepopalbHUM TNPUHOM aTopBacTaTUHY Ta CYCHEH31i aHTalMIHOTO
npenapary, [0 MICTUTh MarHiii Ta aJIOMiHIIO TIAPOKCHJ, CYNPOBOKYETHCS 3HUKEHHSAM




KOHIICHTpALii aTOpBacTaTHHY B IJIa3Mi KpoBi mpubiuzno Ha 35 %. [Ipu upomy rinomimigeMidHa mist
aTOPBACTaTHHY HE 3MIHIOBAJIACh.

Konecmunon. KoHIEHTparlisi aTopBacTaTWHy Yy IIa3Mi KpoBi Oyna HWXKYOIO (CITIBBITHOIICHHS
KOHIIeHTpalli aTopBacTaTiHy 0,74) pu 0AHOYACHOMY NPHUIIOMI aTOpBAacTaTUHY Ta Kosnectunoiy. Ilpu
[[bOMY TiNOJimiieMiuHa i KoMOiHaIil aTOpBaCTaTUHY Ta KOJECTHUIONY MepeBHIyBaia e)eKT, sIKuil
Jla€ IPUHOM KOXKHOTO 3 LIMX IIPErapariB OKPeMo.

Asumpomiyun. OnHouacHe 3acTocyBaHHsl aropBactatuny (10 mr 1 pa3 Ha no0y) Ta a3uTpPOMIIUHY
(500 mr 1 pa3 Ha 100y) HE CYIIPOBOIKYBAIOCS 3MiHAMH KOHIIEHTpALlii aTOPBACTaTHHY Y IJIa3Mi KPOBI.
Ineibimopu mpancnopmy. THTIOITOPY TPAHCIIOPTHUX OUIKIB (HAMPUKIIAA, UKIOCIIOPHH, JIETEPMOBIp)
3MaTHI TIIBUIYBAaTH PIBEHb CHCTEMHOI €KCHo3ullii aTopBacTatuHy (auB. Tabmwmio 1). Brums
NPUTHIYEHHS] HAKOMMMYYBAJIbHUX TPAHCIIOPTHHUX OUIKIB Ha KOHIIGHTPALIIO aTOPBACTATHHY B KIITHHAX
NEYIHKM HEBIJOMHUH. SIKIIO YHUKHYTHM OJHOYACHOIO IPHU3HAYEHHs IMX IpernapariB HEMOXKJIMBO,
PEKOMEH/IOBAaHO 3HM3HMTH 03y Ta MPOBECTU KIIHIYHUNA MOHITOPUHT €(EeKTHBHOCTI aTOPBACTATUHY
(muB. TabmuIro 1).

E3emumi6. 3acTocyBaHHs €3eTUMIOY sIK MOHOTEpAIIii OB’ SI3yIOTh 3 PO3BUTKOM SIBUII 3 OOKY M’S130BOi
CUCTEMH, y TOMY 4ucii pabaomionizy. TakuM 4nHOM, IPU OJIHOYACHOMY 3aCTOCYBaHHI €3eTHMIOy Ta
aTOPBACTAaTHHY PU3HMK PO3BUTKY LHX SBUI 301JbIIYEThCS. PEKOMEHIOBAaHO MPOBOAMTH HAICKHHUN
KIIIHIYHUM MOHITOPUHT CTaHy TaKUX IMalli€HTIB.

@y3udosa kucioma. IIpu 0THOYACHOMY CHCTEMHOMY 3aCTOCYBaHHI (y3HIOBOI KUCIIOTH 31 CTaTHHAMU
MOJK€ IMIiJBUIIYBATUCA PHU3UK PO3BUTKY MiomaTii, B TOMy 4Mcii pabmomionizy. MexaHi3Mm 1wi€i
B3aeMO/I1 (YU € BOHA (hapMaKOIUHAMIYHOK a00 (apMaKOKIHETHYHOIO, a00 000X BHUIIB OJIHOYACHO)
noternep HeBiomuil. 3adikcoBaHO BUMAIKUA padAoMioni3y (y TOMY YHCIH 3 JETaJbHUM HACHIIKOM) y
MAIliE€HTIB, SIKi OTPUMYBaJIM KOMOIHAIIIIO ITUX TpenapaTis.

SIKmo HeoOXiJHe CHUCTEMHE 3acTOCyBaHHSA (Y3HIOBOi KHUCIOTH, CIIiJ| MPUIHMHUTH 3aCTOCYBaHHS
aTOpBAacTaTHHY Ha BECh MEPiOA 3aCTOCyBaHHS (y3UI0BOI KUCIOTH (muB. po3nin «OcobamBoCTi
3aCTOCYBAHHS»).

Jluzoxcun. TIpu 0JHOYACHOMY 3aCTOCYBAaHHI 6araTopasoBHX 03 JKapchKOro 3acody ATopsakop® Ta
JTUTOKCUHY PIBHOBaXXHI KOHIEHTpAllli JUTOKCHHY B IUIa3Mi KpOBI MiABUIIYIOTHCA (AMB. PO3ILT
«®apmakokiHeTuka»). CIiJ HaJeKXHUM YMHOM KOHTPOJIIOBAaTH CTaH MAall€HTIB, SKI NPUIAMAIOTh
JTUTOKCHH.

Ilepopanvui  konmpayenmusu. OIHOYACHE 3aCTOCYBaHHS AaTOPBACTATUHY 3  TEpOPATbHUMHU
KOHTpalenTuBamu mijBuinyBaio 3HaueHHs AUC HOpeTHCTepOHY Ta €THHLIECTPaiony (AMB. PO3JLT
«®apmakosioriuni BiacTuBocTi»). Lle migBumieHHs ciig OpaTy 10 yBard mpu BHOOPI MEepoOpaTbHOTO
KOHTpAIIENTHBY JUIs XKiHOK, fKi mpuiiMaioTs ATopBakop”.

Bapgapun. Atopsakop® He YMHUB KIiHIYHO 3HAYYIIOI 1ii HA IPOTPOMOIHOBHIA Yac IPHU 3aCTOCYBaHHI
nalieHTam, Ki OTpUMYBAJIU JOBrOTpUBAIE JTIKyBaHHS Bap(hapHHOM.

Konxiyun. Tlpu onHOYaCHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3 KOJXIIMHOM TOBIAOMIISIIOCS TIPO
BUIA/IKU MiOMaTii, B TOMY YHCII pabaoMioni3y, TOMY CIiJl 3 00€peKHICTIO MPU3HAYaTH aTOPBACTATUH
3 KOJIXIIIUHOM.

Inwi  nikapewvki  3acobu. KniHi4HI  JOCHIDKEHHS TOKas3ald, M0 OJHOYAacCHE 3acTOCYBaHHS
aTOpPBAaCTaTHHY 1 TIMOTEH3WBHUX IMpenapariB Ta HOro 3acTOCYBaHHsS y IpPOIECI €CTPOreH3aMiCHOL
Teparnii He CYNpPOBODKYETbCS KIIHIYHO 3HAUMMHUMM MOoOIYHMMH edektamu. JlociikeHb B3aeMoii 3
IHIIMMHU JIIKAPCHKUMHU 3ac00aMH HE TIPOBOIHIIOCh.

Ocobaueocmi 3acmocysanns.

Ckenemmi m’a3u

Hanxonunu pikicHi MOBIIOMIIEHHS PO BUIIAAKH padoMioflizy 3 TOCTPOIO HUPKOBOIO HETOCTATHICTIO
BHACIIIOK MIOTJIO0IHYpii MPHU 3acTOCYBaHHI aTOPBAaCTaTHHY Ta I1HIIMX JIIKAPCHKUX 3aC00IB IIOTO
kiacy. HasBHiCTh B aHaMHe31 MOpylieHb (QYHKIIT HUPOK MOxke OyTH (aKTOPOM PHU3HKY PO3BHUTKY
pabmomionizy. Taki mamieHTH TOTPeOYIOTh OUIBII PETETLHOTO CIOCTEPEIKEHHS JJISi BUSIBICHHS
MOPYIIEHb 3 OOKY CKEJIETHUX M’ SI31B.



ATOpBacTaTHH, SK 1 IHII IpenapaTd rpyNny CTaTHUHIB, 1HOJI CIPHYMHIOE MIOMATIIO, 0 BU3HAYAETHCS
OomsMu y M’s3ax abo0 crmalKiCTIO M’sI3iB y TIOEIHAHHI 3  TIJIBUIIEHHSM ITOKa3HUKIB
kpeatnHdochokinazu (KDPK) y mnonmax 10 pasiB Buime BepxHbOi Mexi HOpMu. OjHOYacHE
3aCTOCYBAaHHS BHUIIMX JI03 AaTOPBaCTaTUHY 3 I[E€BHUMHU JIKAapPCbKUMH 3aco00aMH, TaKUMHU SIK
muKIocnopud 1 nmotyxHi iHTiOiTopn CYP3A4 (Hanpukinan, KIapUTPOMIIUH, ITPAaKOHA30d Ta
iHr16iTopu niporea3 BIJI ta Bipycy renaruty C), miaBUIye pU3UK MionaTii/padaoMionizy.

Haaxomumu piakicHI MOBIIOMIICHHS MPO BHIAAKH IMYHOJIOTIYHO ONOCEPEIKOBAHOT HEKPOTUYHOT
mionatii (IOHM) — ayroiMmyHHOi wMmiomatii, mToB’s3aHOi 13 3actocyBaHHAM crtatuHiB. [OHM
XapaKTePU3YEThCS TAKUMHU O3HAKaMH: CIa0KICTh MPOKCHMAIBbHUX M’S31B Ta MIJBUIICHUN pPiBCHb
KpEaTHHKIHA3M Yy CHPOBATIl KpOBI, SKI 30€piraloThCs HE3BAXKAIOYW HA TPUIMHEHHS JIIKYBaHHS
CTaTWUHAMH;, M’s30Ba OlOmCis BHABISE HEKPOTHYHY Miomariio Oe3 3HAYHOro 3amajieHHS; IpH
3aCTOCYBaHHI IMYHOCYNPECUBHHUX 3aC00IB CIIOCTEPITra€ThCs MO3UTUBHA TMHAMIKA.

MonuBiCTh PO3BUTKY MiOMaTii CHifg po3riasaaté y OyAb-KOro marieHta 3 Audy3HOI Mianriero,
ooimicHicTIO abo chalOkictro M’s31B  Ta/abo 3HauduMm migsumeHdasM KOK. Ilamierram ciig
MOPEKOMEHIYBAaTH HETalHO MOBITOMIISATH TPO BHUMAAKH OON0 y M’s3aX, OOJicHOCTI abo ciiabKocCTi
M’sI31B HEBIJIOMOi eTioJiorii, 0COOMMBO SKIIO II€ CYNPOBOKYETHCS BIAUYTTAM HE3Iy>KaHHA abo
HiABUIIEHHSAM TEeMIIepaTypd, ab0 SKIIO0 CHMIITOMH 3aXBOPIOBaHHS M’sI3iB 30epiratoTbesi IMicCis
NPUMMHEHHS TIpuiioMy Jikapchkoro 3aco6y Atopsakop®. JlikyBaHHS HpenapaTtoM CJIifl IPUIIHHUTH Y
pasi 3naunoro nigsumeHHs piBHsa K@K, niarnoctyBanHus abo migo3pu Ha MiOMATIIoO.

Pusuk wmiomartii mijJi 9ac 3acTOCYBaHHS JIKapChbKUX 3aco0iB LBOTO Kjacy MiABUIIYETHCS MpU
OJTHOYACHOMY 3aCTOCYBaHHI JIIKapChKHUX 3ac00iB, 3a3HaueHNX y Tabmumi 3. Jlikapi, siki po3risaaoTh
MOKIIMBICT KOMOiHOBaHOi Tepamii mpenapaToM ATopBakop® Ta Oyab-SKMM i3 LMX HpPENaparis,
MOBHHHI PETENbHO 3BAKUTH MOTEHIIIHI NIEpEeBaru Ta PU3MKH, a TAKOXK PETEIBHO CTEKHUTH 32 CTAHOM
MAIiEHTIB MO0 OyIb-SKHUX CHUMITOMIB 00110, OomicHOCTI abo crmabkocTi y M’si3aX, OCOOJIHMBO
IPOTSTOM TOYaTKOBUX MICSIIB Tepamii Ta MPOTATOM MEpiojAiB TUTPYBAHHS 103U y OiK 301IbIICHHS
Oynb-sikoro 3 mpemnapaTiB. Crifg po3TrJIsSHYTH MOXKIIMBICTH 3aCTOCYBAaHHS HHM3BKHUX TOYAaTKOBUX Ta
HiATPUMYBAJIBHUX /03 aTOPBACTATHHY NPU OAHOYACHOMY IPHHOMI 3 BHIIE3TaAAHUMHU JIKAPCHKHUMU
3acobamu (AuB. po3ail «B3aemois 3 1HITUMU JTIKAPCHKUMH 3ac00aMH Ta 1HII BUIU B3aEMOJINY). Y
TaKUX CUTYalIsIX MOXe po3risfaTich norpeda nepioaunuHoro suzHadeHHss KOK, ane nHemae rapanrii,
10 TAKUH MOHITOPHHT JIOTIOMO>KE 3aO0IrTH BUIMAKaM TSKKOI MiOMaTii.

Tepanito npenapatom Atopsakop® cilifi THMYACOBO NPUIMHUTH 200 MOBHICTIO BiIMIHUTH OY/Ib-IKOMY
HAIi€HTY 3 TOCTPUM, CEPHO3HUM CTaHOM, 1110 BKa3ye Ha pO3BUTOK Miomarii, a0o 3a HasiBHOCTI (akTopa
PU3HUKY PO3BHUTKY HHMPKOBOI HEIOCTATHOCTI BHACIIJOK PadaOMIONi3y (HAMpPUKIAd, TSAXKKOI TOCTPOi
iH¢ekuii, rinoreHsii, XipypriuHoi omneparii, TpaBMH, TSDKKUX MeTaOOJIIYHHMX, EHIOKPHHHHUX Ta
€JIEKTPOJIITUYHUX PO3JIaJIB, a TAKO)K HEKOHTPOJIBOBAHUX CYAOM).

Topywenns ¢ynxyii nevinku

byno mokazaHo, 1o cTaTWHH, SK 1 ACSKI 1HII TIMOJIMIIEMIYHI TepareBTHYHI 3ac00M, MOB’s3aHI 3
BIJIXUJICHHSIM BiJl HOpMHU 010XIMIYHUX MOKa3HUKIB PyHKIT meuinku. CTiiike miaBUIIEHHS (0TI HIXK
y 3 pa3u BUIlE BEpXHbOI MEXI HOPMAJIBbHOIO Jlana3oHy, sIke€ BUHUKIO 2 pa3u abo OuIblIe) piBHS
CHUPOBATKOBUX TpaHcaMiHa3 crnoctepiraiocs y 0,7 % mamieHTiB, sIKi OTPUMYBAJIM aTOPBACTATUH IiJ
yac KIJIHIYHMX JOCHIKeHb. YacToTa BUNAAKIB IIUX BIAXWICHb Bi HOpMmH cTaHoBmia 0,2 %, 0,2 %,
0,6 % ta 2,3 % nns go3 npenapaty 10 mr, 20 mr, 40 mr Ta 80 Mr BiAMOBITHO.

[Tin yac KJIIHIYHUX JOCTIIKEHb Mpenapary B OJHOTO MAallieHTa pO3BUHYNACS XKOBTSHHI. [lingBuieHi
MOKa3HUKHU (yHKIIOHaTbHUX MpoO mneuiHku (PIIII) y iHmmX mnamieHTiB He Oyau MOB’s3aHI 3
JKOBTSIHUIICIO a00 IHIMUMHU KIIHIYHUMH cUMOTOMamu. [liciast 3MeHIIeHHs J03H, TEpepBH Y
3aCTOCYBaHHI TpemnapaTry a0o MPUIMHEHHS HOTO 3aCTOCYBaHHS PIBHI TpaHCaMiHa3 MOBEPTAIUCS 0
piBHIB mepesa JIiKyBaHHAM abo MpHOIM3HO A0 IUX piBHIB 0e3 HeraTMBHHMX HachiakiB. 18 i3 30
MAI€HTIB 31 CTIHKUM MigBuIIeHHSIM noka3HukiB PIIIT mpogosxyBanu 3acTocyBaHHS aTOPBACTATUHY Y
MEHIINX J03aX.

[lepeq MOYATKOM 3aCTOCYBAaHHS JIKAapchbKoro 3aco0y AtopBakop® pPEeKOMEHIYEThCS OTPHMATH
pe3ysbTaTH aHaji3iB MOKAa3HUKIB ()EPMEHTIB MEYIHKH Ta POOUTH aHATi3M MOBTOPHO Yy pa3i KIIHIYHOT
noTpeOu. Hamxomunm piakicHI TOCTpeecTpalliiiHi TMOBIIOMJICHHS TIPO BHITAJKH JIETATbHOI Ta



HEJIeTaIbHOI MEYiHKOBOI HEJAOCTATHOCTI y MAIi€HTIB, SKI NpUHAMAalu MpernapaTtu Ipymnu CTaTUHIB, Y
TOMY YHUCJII aTOpBacTaTHH. ¥ pa3i CEpHO3HOTO ypaX€HHS MEYIHKU 3 KITHIYHUMU CUMIITOMaMH Ta/abo
rinep6inipybiHeMicro a60 KOBTSAHMIEIO MiJl Yyac 3aCTOCYBAaHHS mpemapaTy ATopsakop®™ HeoOXimHO
HEeraifHO NMPUIMHUTH JIKyBaHHs. SIKIO HE BU3HAU€HO aJbTEPHATHUBHOI €TIONOTii, HE CJiJ MOBTOPHO
PO3MOYMHATH JIKyBaHHS MpenapaToM.

ATtopBakop® citist 3 06epeKHICTIO IPU3HAYATH MAlliEHTaM, SIKi 37I0BKUBAIOTH aJTKOT0JIEM Ta/ab0 MaroTh
B aHaMHe31 3axBOpIOBaHHS TMewiHKH. JIIKapchbkuil 3acid MNPOTHIIOKA3aHUM TPU AKTUBHOMY
3aXBOPIOBaHHI TEYiHKM a00 CTIHKOMY IIJIBHUINEHHI pIiBHSA I€YIHKOBUX TpaHCaMiHa3 HEB1IOMOI
etionorii (auB. po3ain «IIpoTurnokazanHsy).

Enooxpunna ¢ynxyis

[ToBimommsnocst mpo miaBuiieHHs piBHS HbAlc Ta xoHIEHTpalii TJIIOKO3M B CHPOBATII HATIIE MPU
3actocyBaHHi iHTr10iTOpiB ' MI'-KOA-penyKkTa3u, B TOMY YHCIIi i aTOpBaCTaTHHY.

CraTHHM TEpemKOKAIOTh CHHTE3y XOJIECTEpPUHY Ta TEOPETUYHO MOXKYTh OCIAOISATH CEKPEeliro
HAJHUPKOBO3AJIO3HUX Ta/ab0 TroHaAHMX crepoimiB. KIliHIYHI  JOCHIJDKEHHS IOKa3aid, 1o
aTOpBACTaTHH HE 3HM)KYE 0a3aibHy KOHIICHTPALi0 KOPTU30IY IJIa3MH Ta HE MOPYILIye aapeHaTOBHMA
pe3epB. BriMB cTaTuHIB Ha 3aIUliAHIOBAJIbHY 3/aTHICTH CIIEPMM HE JIOCIIIKYBaBCA Yy JOCTaTHHOT
KUJTBKOCTI mamieHTiB. HeBimoMo, SIKHM YHMHOM MpenapaT BIUIMBA€E 1 UM B3araii BIJIMBAE€ HA CHCTEMY
«cTaTeBi 3alo3u — rinodi3 — rimorajamyc» y JKIHOK Yy mepeameHomnaysHuil nepioa. Cmig Oytu
00epeXHUM TIPH OJHOYACHOMY 3aCTOCYBAaHHI JIIKAPCHKOTO 3acO0y TpyNH CTAaTHHIB 3 JIKapCHKUMU
3aco0aMu, Kl MOXKYTh 3HIKYBaTH piBeHb 400 aKTUBHICTh €HAOTCHHUX CTEPOIAHUX TOPMOHIB, TAKUMHU
SIK KETOKOHA30JI, CITIPOHOJIAKTOH Ta IMMETH/IUH.

3acmocysanus nayicumam 3 HeWoOA8HIMU BUNAOKAMU IHCYIbMY AO0 MPAH3UMOPHOI iueMiuHoT
amaxu

[Ipu post-hoc anamizi mocmimkennss SPARCL (Stroke Prevention by Aggressive Reduction in
Cholesterol Levels/3ano0iranns iHCYabTy HUIIXOM Pi3KOTO 3MEHIIECHHS PIBHS XOJECTEPUHY), i Yac
AKoro aroppactaTuH y 1031 80 Mr Ha mportuBary miarnebo 3actocoByBanu 4731 mnamienty 0e3
IIeMiYHOT XBOpOOM ceplis, SIKi MaJid B aHAMHE31 BHUMAJKH 1HCYJIbTY a00 TPaH3UTOPHOI iMIEMIYHOT
aTakW IPOTATOM IIOMEPEaHIX 6 MICAIIB, CrocTepiransacs OiabIla 4acTOTa BHUIIAJIKIB MeMOpParigyHOro
IHCYNIBTY Yy TpyIi Malli€HTIB, Kl OTPUMYBAJIM aTopBacTaTUH y 1031 80 MI' MOPIBHSAHO 3 TPYIOIO
iane6o (55 Bunankis, 2,3 % y rpymi aropBacTaTuHy nopiBHsSHO 3 33 Bumagkamu, 1,4 % y rpymi
mnane6o; CP: 1,68, 95 % AI: 1,09, 2,59; p=0,0168). YactoTa BUMAIKIB JETATHHOTO TeMOPAridHOTO
1HCYbTY Oyna moJiOHOI0 B ycix rpynax jikyBaHHA (17 Ta 18 mig rpyn aropBacTaTuHy Ta Iianedo
BIJINOBIAHO). YacToTa BUMAKIB HEJIETAJLHOTO T€MOPAridyHOrO 1HCYJIbTY Oysia 3Ha4YHO BUILIOKO Y IpyIi
HalieHTiB, sIKi oTpuMyBaiu aropactatuH (38, 1,6 %), nopiBHsHO 3 Tpynor mianedo (16, 0,7 %).
Jlesiki Mo4aTKoB1 XapaKTEPUCTUKH, Y TOMY YHMCIIl HassBHICTh BUIIAJKIB T€MOPAriyHOro Ta JIAKYHApHOIO
IHCY/BTY TiJ Yac BKJIKOYEHHS 0 OCTIKEHHS, acCOLIIOBAJKMCS 3 BHUIIOK YacTOTOK BHIIAJKIB
reMOpariyHoro 1HCYJbTY y IpyIi MAalll€HTIB, SIKI OTPUMYBAJIU aTopBacTaThUH (IuB. po3aul «IlobiuHi
peaxiiin).

Cepen 39828 marieHTiB, SKi OTPUMYBaJIX aTOPBACTATHH y KJIIHIYHHUX JOCTiKeHHX, 15813 (40 %)
namieHTiB Oynau BikoMm Bif 65 pokiB, a 2800 (7 %) mnamientiB Oynu BikoM Bix 75 poki. He
criocTepirangocs KOAHOI 3arajabHOi BIAMIHHOCTI y Oe3meni Ta e(eKTHBHOCTI IpernapaTry MK LUMHU
nalieHTaMM Ta MOJOALIMMH TMaIll€EHTaMH, TaK caMo, SIK He OyJI0 3apeecTpOBaHO JKOJIHUX BiIMIHHOCTEH
y BIAMOBI/II HA JIIKYBaHHS MK MaI[i€HTaMH JIITHHOTO BiKY Ta MOJIOAIIMMH MaI[l€HTAMH 3T1IHO 3 1HIIUM
KJIIHIYHUM JIOCBIJIOM, MPOTE HE MOKHA BUKJIIOYATH OUIBIIY YYTJIUBICTH JIESKUX CTapIIUX IMalli€HTIB.
OCKUTbKH TAIiEHTH BIKOM BiJl 65 pOKIB CXWJIBHI JI0 Miomartii, Clifi 3 0O0EpeXHICTIO MpHU3HAYaTH iM
ATtopsakop® .

Ileuinkoea neoocmamuicms

AtopBakop® NPOTHNOKA3aHMII MAIlieHTaM 3 aKTHBHUMH 3aXBOPIOBAHHSAMH TEYiHKH, BKJIIOYHO 3i
CTIMKMM TIiABUIICHHAM pIBHS TIEUIHKOBHX TpaHCamiHa3 HEBiAOMOI eTionorii (IuB. po3AiIn
«®DapMakoJorivHi BIaCTUBOCTI» 1 «IIpoTHUTIOKA3aHHS»).

Ho nouamxy nikysanns




ATopBacTaTUH CJi 3 OOCPEKHICTIO TNPU3HAYATH TMAalli€eHTaM 31 CXWJIBHICTIO 1O PO3BHUTKY
pabmomiomnizy. Jlo mouaTky JIiKyBaHHSI CTATUHAMHM y TAIIIEHTIB, CXWJIBHUX JI0 PO3BUTKY Pada0Mioizy,
cIlij BU3HauaTH piBeHb kpearnnkinaszu (KK) mpu:

- TmopyuieHH1 QYHKIIT HUPOK;

- Timo(yHKIIIT IIUTOBUIHOI 3aJ103H;

- CNAJKOBMX pO3J1aJax M’ g30BOi CUCTEMHU y CiMeHHOMY a00 0COOMCTOMY aHaMHe31;

- TIEpEHECEHUX y MUHYJIOMY BUIIa/IKaX TOKCHUYHOTO BIIMBY CTaTHHIB a0o (hiOpaTiB Ha M’s3H;

- TEpEHECEHUX y MUHYJIOMY 3aXBOPIOBAHHSX IEUIHKU Ta/a00 3710BKUBAHHI AIKOTOJIEM.

Jyist manieHTiB TiTHROTO BiKY (BiKOM Bif 70 poKiB) HEOOXiqHICTh MPOBEACHHS 03HAYCHHUX 33aXOJIIB CIIiJT
OIIIHIOBATH 3 ypaxyBaHHSIM HassBHOCTI 1HIIHMX ()aKTOPIB CXUIBLHOCTI 10 PO3BUTKY pab0Mioi3y.
[TigBuieHHs piBHS JiKapCchKOro 3aco0y y Iuia3Mmi KpoBi MOXKJIMBE, 30KpeMa, y pasi B3aeMoJil (IuB.
po3ain «B3aemonis 3 IHIIMMH JIIKAPCBKUMHU 3aco0aMM Ta 1HIIN BHAM B3aEMOJIN») Ta y pasi
3aCTOCYBaHHA OCOOJHMBHM TIOMYJAIISM TMAI[i€EHTIB, Y TOMY 4YHCII TMali€eHTaM 31 CIaJKOBUMHU
XBOpOOaMH.

VY Takux BHIAJKaX PEKOMEHIOBAHO OI[IHIOBATH CIIiBBIIHOIIEHHS PU3MKIB Ta MOXKJIMBOi KOPHCTI BiX
JIKyBaHHS Ta MPOBOAMUTU KJIIHIYHUNA MOHITOPUHT CTaHy HAIli€HTIB. SIKIIO 10 MOYATKy JiKYBaHHS
piBens KK 3HauHO minBumienuil (mepeBuinye BepxHio Mexy Hopmu (BMH) Ginmbm Hix y 5 pasiB),
JIKyBaHHS IOYMHATH HE CIII.

Buwmiprosanns piena kpeamuHkinazu

PiBeHb KpeaTMHKIHA3W HE CIiJ BU3HAYATH MICJIS 1HTEHCHBHHMX (DI3MYHUX HaBaHTaXeHb abo 3a
HasIBHOCTI Oy/b-SKUX MOXKJIMBHUX aIbTEPHATUBHUX Npu4rH miasumeHHs piBHsA KK, ockinbku e Moxe
YCKJIQIHUTU po3MupyBaHHA pe3ylnbTaTiB. SIKIIO Ha BUXIIHOMY pIiBHI CHOCTEPIraeThCsi 3HAYHE
nigsumenas KK (nepesumennss BMH 6inbm HiX y 5 pasiB), To uepe3 5—7 AHIB HEOOXiAHO MPOBECTH
HOBTOpPHE BU3HAYCHHSI JUIs IATBEPKEHHS PE3yJIbTaTy.

11i0 uac nixysanns

[TarieHTH MOBWMHHI 3HATH MPO HEOOXIAHICTH HETAlHO MOBIIOMIISTH MPO PO3BUTOK OONIIO y M’f3aX,
CYJIOM YU CJIA0KOCTi, OCOOIMBO KOJIM BOHU CYITPOBOKYIOTHCS HE3y)KaHHSIM ab0 TapsuKoro.

VY pasi nosiBM IIMX CUMIOTOMIB ITiJ1 Yac JIIKyBaHHS aTOPBACTaTUHOM HE0OXiqHO BU3HA4YUTH piBeHb KK y
nporo nauieHTta. SAkmio piseHb KK 3nauno migsumenuii (nepesuirye BMH 6unbin Hik y 5 pasiB),
JIKYBaHHS CIIiJ] IPUITUHUTH.

JloLibHICTh NPUIMHEHHS JIKYBaHHS CII1Jl TAKOXK PO3MISAHYTH, Ko nifasuiieHHs piBHs KK He csrae
I’ ITUKpaTHOro nepesuiieHHs BMH, ane cumnromu 3 00Ky M’s3iB MalOTh TSKKUM XapakTep Ta
IIOJICHHO CTalOTh MPUYMHOIO HEIPUEMHUX BIAYYTTIB.

[Ticns 3HUKHEHHs cuMOTOMIB Ta Hopmanizauii piBHI KK MoOXHa pO3IIsiHYTM MOXIIUBICTb
BIJTHOBJICHHSI JIIKYBaHHSI aTOpBacTaTHHOM a00 MOYaTKy JIIKYBaHHS ajlbTEpPHATUBHUM CTATHUHOM 3a
YMOBHU 3aCTOCYBaHHSI MiHIMaJbHOT MOXKJIMBOI J03U JIKapChbKOro 3aco0y Ta peTeNbHOro Harjsny 3a
CTaHOM HAaIli€EHTA.

JIikyBaHHSI aTOPBAaCTAaTUHOM HEOOXIAHO NPUIIMHHUTH, SKIIO CIIOCTEPIraeThCs KIIHIYHO 3HAUYILE
nigsumieHHs piBHa KK (mepeBumennss BMH O6unbmr Hix y 10 pa3iB) abo y pas3l BCTaHOBJIEHHS
niarHo3y pabaomionizy (a0o mio3pu Ha PO3BUTOK pabIoMioNi3Yy).

Q0Houache 3acmocy8ants 3 IHUWUMU JIKAPCOKUMU 3ac00amu

Pusuk po3BUTKY pabaoMionizy MiJBUIIYETHCS MPHU OJHOYACHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3
JEeSIKUMH JIIKapChbKUMHU 3ac00aMH, 110 MOXKYTh 30UIBIINTH KOHIIEHTPAII0 aTOpBAaCTaTHHY Yy IIa3Mi
kpoBi. [lpukimagamu Takux JiKapchbKUX 3aco0iB MOXyTh OyTu morTyxkHi iHrioitopu CYP3A4 abo
TPAHCHOPTHUX OUIKIB: IUKJIOCIIOPUH, TEJNITPOMIIMH, KJIAPUTPOMIIUH, JEeNaBipAWH, CTHPUIEHTOI,
KETOKOHA30JI, BOPUKOHA30JI, ITPAaKOHA30J1, TTOCAKOHA30JI, JETEPMOBIp Ta iHTiOiTOpU Tipotea3 BIJI, y
TOMY WYHCII PpUTOHABIp, JIOMiHABip, aTa3aHaBip, IHAWHABIp, napyHaBip. Ilpm ogHOUacHOMY
3aCTOCYBaHHI 3 remMQpiOpo3ujaoM Ta IHIIMMU NOXIAHUMH (iOpo€BOT KHCIOTH, OOLENnpeBipoMm,
EpUTPOMIIIMHOM, HiallMHOM Ta €3eTUMiOOM, TeJamnpeBipoM abo 3 KOMOIHAII€0 TeanpeBip/pUTOHABIp
TaKOXX 3pPOCTA€ PU3MK BUHUKHEHHS Miomartii. SIKIIO MOYJIMBO, CIiJI 3aCTOCOBYBATH 1HIII JIKAPCHKI
3aco0u (110 HE B3a€EMOJIIIOTh 3 ATOPBACTATHHOM) 3aMICTh BHILE3IaJaHHX.




SIKmo HeoOXiAHO MPOBOAMTH OJHOYACHE JIIKYBaHHS aTOPBACTATMHOM Ta 3raJlaHUMHM IIperaparamH,
MOTPIOHO PeTeTHHO 3BAXUTH KOPUCTh Ta PU3UKH BiJl TAKOTO JIIKyBaHHs. SIKIO MAIliEHTH MPUHAMAIOTh
JIKapchKi 3aco0u, 110 MiJBUINYIOTh KOHIICHTPAII0 aTOPBACTaTHHY B IUIA3Mi KPOBi, PEKOMEHIYETHCS
3HIWKYBaTH 03y aTopBacTaTMHy 10 MiHiMainbHOi. KpiM TOoro, y pasi 3acToCyBaHHS NOTYXHHMX
iarioitopie CYP3A4 cnig po3risHyTH MOXKIMBICTH 3aCTOCYBaHHS MEHIIOI MOYAaTKOBOI JI03H
aTopBacTaTHHy. TakoXX PEKOMEHAYETbCS MPOBOJIUTH HAJIECKHUM KIIIHIYHUNH MOHITOPHHI CTaHY LIMX
HAIli€HTIB.

ATopBacTaTUH HE MOXXHA IPU3HAYaTH OJHOYACHO 3 (Dy3UJ0BOIO KHUCJIOTOO, SIKY 3aCTOCOBYIOThH
CHCTEMHO, a00 BIIPOAOBXK 7 JAHIB MicCs MPUIMHEHHS JIKyBaHHS (y3HI0BOIO KHCIOTOO. [lamieHTam,
SKMM CHCTEMHE 3aCTOCYBaHHS (Dy3UJ0BOi KUCIOTH BBA)XKAETHCS HEOOXITHMM, JIIKYBAHHS CTaTMHAMU
CJIiJ IPU3YNUHUTH Ha BECh MEPiOJ 3aCTOCYBAaHHS (PY3UI0BOI KUCIOTU. Y TMALIEHTIB, AKi OTPUMYBAIN
Gy3u0By KUCJIOTY Ta CTaTMHM y KOMOiHaIli, OynH 3apeecTpoBaHi BUIAIAKU padIoMioni3zy, B TOMY
9HUCIi JeTalbHI (OUB. po3nin «B3aemonis 3 IHIIUMHU JIKAPCHBKUMHU 3aco0aMu Ta 1HINI BUIU
B3aeMOJiii»). TlalieHTy iy peKOMEHAyBaTl HEraHO 3BEpTaTHCS 3a MEIUYHOIO JJOIIOMOIOK0 y pasi
BUHUKHEHHS OYy/b-SIKUX CUMIITOMIB CJIA0KOCTI1, 00J1t0 200 OOTICHOT YyTIIMBOCTI y M’ s3aX.

Tepamnito cTaTUHaMU MOKHA MIPOJOBXKHUTU uepe3 7 IHIB Micas OTPUMAHHS OCTaHHBOI 103U (y3U0BOT
KHCJIOTH.

3a BHUHATKOBUX OOCTaBMH, KOJM IOTpiOHE IOBIOCTPOKOBE CHCTEMHE 3aCTOCYBAaHHSA (Yy3UJOBOT
KHCJIOTH, HAIPUKIJIAA JJIS JTIKYyBaHHS TSOKKUX iH(EKiid, HeoOXiTHICTh OJHOYACHOTO 3aCTOCYBAaHHS
npenapaty Atoppakop® Ta (y3u7I0BOi KHCIOTH CJIiJ| PO3IIISAATH TiIbKU B iHIMBIdYyalbHOMY TOPSAIKY
Ta 3JIACHIOBATH i1 PETEILHUM HATrJISI0M JIiKaps.

InTepcTHiianbHa XBopoOa JiereHiB

[Tix yac miKyBaHHS NESIKUMH CTaTHHAMHU (OCOOJMBO IIiJ Yac TPUBAJIOTO JIIKyBaHHS) Oyl ONHMCaHi
BUHATKOBI BHUITAJIKU PO3BUTKY 1IHTEPCTHUIIAIILHOT XBOpoOU JsiereHiB. J[o mposBiB 1i€i XBOpoOU MOKHA
BIJHECTH 3aIWIIKy, HENPOAYKTHBHHMH Kalleldb Ta 3araJibHe TMOTIPIICHHS  CaMOIOYYTTS
(CTOMITIOBaHICTh, 3HWKEHHSI MacH Tijia Ta rapsyka). Y pa3i BUHUKHEHHS IMi03pH Ha IHTEPCTULIATbHY
XBOpOOY JIET€HIB CJIiJl IPUITUHNATH JIIKYBaHHS CTATHHAMH.

HanosHroBayi

Jlo cknafy npenapaty Atopsakop® BXOAUTb JIaKT03a. Y pa3i BCTAHOBJIEHHS HEMEPEHOCUMOCTI KX
I[yKpiB HEOOX1JHO MPOKOHCYIBTYBATHCA 3 JKapeM, Meplll HiK NpuitMaTH 1eH Jikapcbkui 3acio.
Jlikapchkuii 3aci6 Atopakop® MicTUTH MeHIIE | MMOIIB/03y HATPiIO, TOOTO NPAKTHYHO BUILHHIA Bif
HaTpilo.

Teparmis ninigoMoAuQiKyBaIbHUMK IpernapaTaMy MOBUHHA OyTH OJHHUM 31 CKJIaJI0BUX KOMIIOHEHTIB
KOMIIJIEKCHOI Tepamii JUIsl MaIieHTIB 31 3HAYHO IiJBUIIEHUM PU3UKOM PO3BUTKY aT€pPOCKICPOTUUHUX
3aXBOPIOBAaHb CYIMH Yepe3 TilepXOoJIeCTePHUHEMII0. MeIrKaMeHTO3Ha Tepamisi peKOMEHIYEThCS SIK
JIOTIOBHEHHS /10 II€TH, KOJIU pe3yabTaTy BiJl JOTPUMAHHS TIETH, 1110 OOMEXY€e CIIOKUBAHHS HACHUEHHUX
JKUPIB Ta XOJECTEpUHY, a TaKOXK B1Jl 3aCTOCYBaHHS IHIIMX HEMEIMKaMEHTO3HHUX 3aXOAiB Oyso
HenocTtaTHhO. [lamieHTam 3 imemiuHOIO XBOpoOOrO cepist abo 3 JeKiIbKoMa (hakTopaMH PHU3UKY
PO3BHTKY ilIEMi4HOi XBOPOOH ceplis IpUiioM IpenapaTy ATopsakop® MOKHA PO3IIOYATH OJHOYACHO 3
JOTPUMAHHSM JIETH.

Obmedrcents 3acmocy8ants

AtopBakop® He JOCIHI[KYBald 3a YMOB, KOJAM OCHOBHMM BiIXHJEHHSM Bifl HOpPMH 3 OOKY
JnonpoTeiniB OyIio MiIBUIIIEHHS PiBHA X1JToMiKpoHiB (Tunu I Ta V 3a knacudikamiero @peapikcoHa).
YV NOOAMHOKKX BUMAAKAX MOBIIOMIISUIOCSA, IO CTATUHH 1HAYKYIOTh «de novo» abo 3aroCTprOOTh BXKE
ICHyI04y MiacTeHito rpaBic abo ouHy wiacTeHito (auB. po3ain «lloGiuny peakuioo»). Y pasi
3arOCTPEHHs CUMIITOMIB CJIiji IPUIMHUTH TIPUHOM Jlikapchkoro 3aco0y Artopsakop®. TTosizommsnocs
PO PELMIUBY NP TOBTOPHOMY 3aCTOCYBaHHI TOr0 caMoro abo iHIIOro CTaTHUHY.

3acmocysanus y nepiod eacimuocmi abo 200y8anHus 2pyoow.

Bazimuicmo

ATopBakop® INpPOTHNOKA3aHMI BariTHMM >KiHKaM, OCKibKM HE BCTaHOBJIEHA Oe3leKa Horo
3aCTOCYBaHHSl BariTHUM 1 HEMa€ SBHOI KOPUCTI MPUHOMY JIMIAO3HIKYBAJIbHUX MpernapaTiB MiJ yac



BaritHocTi. Ockinbk iHTi0iTOpH 'MI'-KOA-peaykra3u 3HNKYIOTh CHHTE3 XOJIECTEpUHY Ta, MOKIINBO,
CHHTE3 iHIIMX OiONOTiYHO AKTMBHHMX PEYOBMH, AKi € TOXiTHMMH XOJIECTepHHY, ATopBakop” MOXe
IKiUIMBO BIUTMBATH Ha 1. [Ipuitom mikapchkoro 3aco6y Atopsakop™ ciliji IPHIMHUTH, SK TilTbKH
BCTAHOBJICHA BariTHICTH (AuB. po3ain «[IpoTUnoKa3aHHs»).

PospaxynkoBuii (OHOBUI PHU3MK 3HAYHHX BPODKCHHUX Malb(opmariid Ta BUKUAIHIB JJIsi BKa3aHOI
nonyssnii HeBimomuid. Y 3aranbhii momyismii CIIA po3paxyHkoBuid ()OHOBUH pPHU3UK 3HAYHUX
BPOKEHUX Maib(pOpMaliii Ta BUKUIHIB MPH KIIHIYHO BU3HAHUX BariTHOCTSAX CTaHOBHUTH 2—4 % Ta
15-20 % BiamoBigHO.

Konmpayenyis

Jlikapchkuit 3aci6 ATopBakop® MosKe 3aBJaBaTH IIKOIH IUIOLY TIPU 3aCTOCYBaHHI BariTHOIO JKiHKOIO.
XiHkn penpoayKTHBHOTO BIKYy MAarOTh OyTH MpOiH(GOPMOBaHI MpO HEOOXiTHICTh EPEKTHBHOT
KOHTpAIEIIIii i1 Yac 3aCTOCYBaHHS JAHOTO JIIKAPChKOTO 3aC00y.

Kniniyni f1aHi

OOmexeHi omyOJikoBaHl JaHi 0OcepBalitHUX TOCHIKEHb, METaaHAII3iB Ta KIIHIYHUX BHUIAIKIB
IIOI0 3aCTOCYBaHHS AaTOPBACTAaTHHY KaJbIiI0 HE IMOKAa3aJId IiIBUIICHOTO PU3UKY BHHUKHEHHS
CepHO3HUX BPOKEHUX MallbopMaliiii a00 BUKHIHIB.

Haaxomunum pigkicHi TOBIJOMIJICHHS IIPO BPOJKEHI aHOMAJII Micisl BHYTPIIIHBOYTPOOHOT €KCIIO3UIIiT
inmux iHriditopie 'MI-KoA-penykrasu. [IpocnektuBHe crioctepekenHs mnpubauzHo 100 Bumaaxis
BariTHOCTEH y XKIHOK, SIKi JIIKYBQJIMCS CHMBACTaTHHOM a0O0 JIOBACTaTMHOM, TOKAa3ajo, IO YacToTa
BUNAIKIB BPOJKCHHUX a”HoOMaJIii Ioaa, BUKHU/IHIB Ta BHYTPIITHHOYTPOOHUX
CMepTeil/MEepTBOHAPOKEHh HE TIePEBHINYBaja YacCTOTH, OYIKYBAHOI IS 3arajlbHOi IOITYJISLII.
KinpkicTh BHITAJKIB € JOCTaTHhOIO, MO0 BHUKIIOYUTH > 3—4-KpaTHE IIiJIBUIICHHS BPOIKCHHUX
AHOMAJII PO3BHUTKY IUIOAA TMOPIBHSIHO 3 (OHOBOIO HYacToTO. Y 89 % BariTHUX, 3a SKUMH BEJH
MPOCHEKTUBHE CIIOCTEPEKEHHS, JIIKYBaHHS TMpEnapaToM pO3MOYMHAIOCA IO BariTHOCTI Ta
NpUNUHSUTOCS i yac | TpuMecTpy micist BUSBICHHS BariTHOCTI.

Ilepioo 2o0ysanns epyoor

ATopBakop® NpPOTHMIIOKA3aHMI TMif dYac TOXyBaHHA TpPyAm0. BimcyTHs impopmaiis npo BIIMB
mpernapary Ha JAWTHHY, $KY TOIYIOTh TpyAato, abo Ha akTamiro. HeBimomo, 4M MpOHHUKae
aTOpPBACTaTHH y TPYyJHE MOJIOKO, OJHAaK OyJio MOKa3aHo, L0 1HIIMH JIKapChKUM 3acid 1bOro Kiacy
NOTparuisie 'y TpyAHE MOJOKO, aTOpPBACTaTMH HAasABHUK y Monomi mrypiB. OCKIIBKH CTaTHHH
NOTEHLIWHO 37aTHI CIPUYMHUTU CEpHO3HI HeOakaHl peakiii y HEMOBIAT, SKI 3HAXOAATbCA Ha
IPYJHOMY TOJYBaHHi, iHKaM, sKi TOTpeOyrOTh JiKyBaHHA mHpemapatoM ATopBakop®, He CIif
roxyBatu rpyaato (aus. po3ain «IIpoTunokazanss»).

30amuicmv enausamu Ha WBUOKICMb peakyii npu KepyeawHi a8MOMPAHCNOPMOM abo THWUMU
MexarizmMamu.

Jlikapcbkuii 3aci0 Mae nay)Xe HE3HAYHMM BIUIMB Ha MIBUAKICTH pEakmii IMiJ Yac KepyBaHHS
aBTOTPAHCIOPTOM 200 POOOTH 3 IHIIMMHU MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

Tinepninioemis ma 3smiwana oucninioemis

PexoMeH10BaHa M0YaTKOBA J103a TpenapaTy Atopsakop® craHoBuTh 10 Mr a6o 20 Mr 1 pas Ha 100y.
Jns manieHTiB, sKi moTpeOyroTh 3HayHoOro 3HiKeHHs piBHA XC-JIITHI (Gimemr Hik Ha 45 %),
Tepamio MOXKHa po3nounHatd 13 mo3yBaHHs 40 mr 1 pa3 Ha moOy. Jlo3oBuii miama3oH mpemnapary
ATtopBakop® 3HaX0auThcA y Mexax Bif 10 mr g0 80 mr 1 pas Ha 106y. [Ipenapar MoxHa IpuitMaTy
pPa3oBoI0 103010 Y Oy/b-iKi FOJIMHU HE3AJIEKHO BiJ BXKMBaHHS DXKi. [loyaTkoBy Ta miATpUMYBaJbHI
1031 npenapary Atoppakop® MiaOUparOTh iHAUBIAyaIbHO, 31I€KHO BiJl METH JIiKyBaHHs Ta Bi/TOBIIi.
[licns mouyaTky JiKyBaHHS Ta/abo TMicis THTPYBaHHS J03M Hpemapary ATopBakop®  ciij
MpoaHaNi3yBaTH piBHI JIMiAIB TPOTATOM TMepioAy Bix 2 10 4 THUXKHIB Ta BIAMNOBIIHUM YHHOM
B1JIKOPUTYBATH J103Y.

T'emepo3ucomua cimeltina cinepxonecmepunemis y nayicHmie oumsa4oe2o 6ixy (sikom 10 — 17 pokis)



PexoMmenioBaHa MoYaTKOBa 103a mpenapaTy Atopsakop® cTaHoBuTh 10 Mr Ha 100y; MakcHManbHa
pekoMeHoBaHa go3a — 20 Mr Ha A00y (mo3u mpemapary, o nepeBHInyoTh 20 Mr, y I Trpyii
HaIienHTiB He JociiKyBanucs). Jlo3u mpenapary ciijl niadupaTH iHIUBIAyalIbHO, BIAOBIIHO 10 METH
nikyBaHHs. KopuryBaHHs 1031 TOTPiOHO TPOBOJIUTH 3 IHTEPBAJIOM 4 THXKHI 200 OLIbIIIE.
Tomosucomua cimetina einepxonecmepunemis

Jo3a npenapary Atopsakop® Ui MAli€HTiB 3 TOMO3MIOTHOIO CIMEHHOIO TilepXoieCcTepUHEMIEIO
ctanoButh Bif 10 Mr g0 80 Mr Ha 106y. ATopBakop® HEOOXiIHO 3aCTOCOBYBATH SK JOIOBHEHHS 10
IHIITUX TIMOJIIIIAEMIYHUX METOIIB JIiKyBaHHs (Hanmpukiaz, agepe3 JITTHII) abo sxio rimominigemMidHi
METO/HM JIKyBaHHS HE JOCTYITHI.

OonouacHa cinoninioemiuna mepanis

AtopBakop® MOXHa 3aCTOCOBYBATH 3i CEKBECTPaHTAMH KOBYHMX KucioT. KomOiHamio iHTiGiTOpiB
I'MI'-KoA-penykra3u (cratuhiB) Ta (iOpaTiB ciij 3arajloM 3aCTOCOBYBAaTH 3 OOEpEXKHICTIO (IUB.
po3ainu «B3aemosis 3 IHIIMMH JIIKAPCHKUMHU 3aco0amMu Ta 1HII BHUIM B3aemojiin» 1 «OcoOauBOCTI
3aCTOCYBAHHS»).

Ho3ysanns ona nayicumis i3 nopyueHHAMY QYHKYIT HUPOK

3axBOPIOBAHHSA HUPOK He BILIMBAIOTH Hi HA KOHLEHTPAIIIO TiKapchKkoro 3acody Atopsakop® y miasmi
KpoBi, Hi Ha 3HWkeHHs piBHA XC-JIITHIL, Tomy KopuryBaHHs JO3M JaHOTO JIIKApPChKOTO 3aCO0y IS
NAIieHTiB 13 mopymeHHsIMH (yHKOIT HUPOK He moTpiOHE (nuB. pos3aimn «DapmakokKiHETHKa» 1
«Oco0IMBOCTI 3aCTOCYBaHHS).

Jlo3zyseanns ona nayienmis, sKi nPUUMAaroms YUKI0CNOPUH, KIAPUMPOMIYUH, IMPAKOHA3O0, 1emMepPMO8ip
abo neeui ineibimopu npomeas

Cyif yHMKaTH JiKyBaHHS IperapaToM ATopBakop® MAIli€HTIB, AKi MPUAMAIOTh IUKIOCIOPHH 200
iHribitopu npoteasu BIJI (TumpanaBip + purtoHaBip), abo iHribiTOp mpoTeasu Bipycy rematuty C
riieKkanpeBip + miopeHTacBip, ad0 JIETepMOBIp MPH OJHOYACHOMY 3aCTOCYBAHHI 3 ITUKJIOCIIOPUHOM.
Manientam 3 BUI, ski npuiimatoTs JomiHaip + puToHaBip, ATopsakop® CIlii 3aCTOCOBYBaTH y
HaWHWKYIA HeoOXiaHii mo3i. [lamieHTaMm, sKi MPUAMArOTh KIAPUTPOMIIIHH, iITpaKOHA30J1, enbdacsip +
rpasornpeBip, Ta narientam 3 BLJI, siki npuiiMaioTs y koMOiHaIii cakBiHaBip + pUTOHABIp, AapyHaBIp +
puToHaBip, (docamrpeHaBip, ¢docammpeHaBip + pUTOHaBIp abO JETEPMOBIP, TEPANEBTHYHY 03y
npenapaty Atopsakop® ¢l 06MeXHUTH 103010 20 MT, TAKOX PEKOMEHIYEThCS MPOBOIMTH HAIEKHi
KJIIHIYHI OOCTEXEHHs Jyisi 3a0e3MedeHHs] 3aCTOCYBAHHS HAMMEHIIOI HEOOXITHOI 03U Mperapary
Atopsakop®. Jlns mamieHTiB, ski mpuiiMaioTh iHriGiTop mporeasu BT Hendinapip, JdikyBaHHS
npenapatoM Artoppakop® cming o6MexkutH 103010 10 40 mMr. Ilpu CymyTHBOMY IIpU3HAYEHHI
aTopBacTaTMHY 3 IHIIMMHU 1HTIOITOpaMM TpoTea3 PEKOMEHAYEThCS TMPOBEJIEHHS BIJMOBITHUX
KIIHIYHUX OOCTeXeHb JJi 3a0e3MeueHHs] 3aCTOCYBAaHHS HAMMEHINOi HEOOXiJHOI J03H JIKapChbKOTro
3acoby Atoppakop® (quB. po3minum «Bzaemosis 3 iHIIMMH JTiKapCbKUMH 3aco0aMH Ta iHII BHIHU
B3aeMO1ii» 1 «OCOOIMBOCTI 3aCTOCYBAHHS).

Jimu.

T'emeposucomna cimeiina 2inepxonecmepunemisi

be3neka Ta eQeKTUBHICTh 3aCTOCYBAaHHS aTOPBACTATUHY BCTAHOBJEHI 1S AiTed Bikom Big 10 mo 17
POKIB 3 F€TEPO3UTOTHOIO CIMEHHOIO TiMEPXOJIECTEPUHEMIEIO SIK TOTIOBHEHHS 10 AI€TH JUIS 3HUKESHHS
3aranibHOTO Xosiecrepuny, piBasg JIITHIL Ta piBHs anoninonporeiny B, konu micins agekBatHoi cripodu
nieToreparii 3aiKCOBaHO:

* xonectepud JITTHIIL > 190 mr/nn (4,91 mmons/i) abo

* xonectepun JIITHIL > 160 mr/mn (4,14 MmMonb/n) 1

0 y ciMeiiHOMY aHaMHe31 HasBHa CiMeiiHa rimepxosecTtepuHeMis abo paHHI cepLeBO-CYyAWHHI
3aXBOPIOBAHHS Y pOAMYIB MEPIIOTo ado IPYyroro CTyneHs abo

0 HasBHI /1Ba a00 Oible IHIINX (aKTOPIB PUBKKY CEPLIEBO-CYIUHHUX 3aXBOPIOBAHb.

[TokazaHHs U1 3aCTOCYBaHHS aTOPBACTATUHY MiATBEPIKEHE HA OCHOBI JOCIIKEHb:

. [Tnane60-KOHTPOIbOBaHE KIIIHIYHE OCTIDKEHHS TPHUBAJICTIO 6 MicsAliB 3a ydacTio 187
XJIONI[IB Ta [JiBYaT Micias Mo4yarky MeHcTpyamiii Bikom Bix 10 mo 17 pokis. Ilamientu, ski



3aCTOCOBYBAJIM aropBacTaThH y 1031 10 mr a6o 20 Mr mojHs, Majad 3arajioM HOAiOHUN mpodiib
MOOIYHMX peakiliii TOpIBHIHO 3 TAalliEHTaMH, SIKI OTPUMYBaJIM IUiane0o. Y I[bOMY BY3BKOMY
KOHTPOJIbOBAHOMY JIOCTIPKeHHI He OYyJI0 BHSIBICHO 3HAYYIIOTO BIUIMBY JIKApCHKOTO 3ac00y Ha picT
abo crareBe JI03piBaHHS XJIOMI[IB 200 Ha TPUBAIICTh MEHCTPYAJIBLHOTO IUKITY Yy JiBUAT.

. TpupiuHe BigKpuTe HEKOHTPOJIHOBAHE JOCITIKEHHS 3a ydacTio 163 miteit Bikom Bix 10 mo 15
POKIB 3 TETEPO3UTOTHOK CIMEHHOIO TINMEPXOJECTEPUHEMIEI0, I SKUX MiAOMpanu 103y s
JMOCATHEHHST MUTboBOro piBHs xosectepuny JIIMTHIL <130 mr/an (3,36 mmonb/im). be3neka Ta
e(eKTUBHICTh 3aCTOCYBaHHS aropBactaTuHy mpu 3HWxKeHHI XC-JIITHIL 3a3Buvaii BiAmoBigarOTh
NOKa3HUKaM, SIKI CIIOCTEpIrajimucs y JJOpOCIUX TMAIli€HTIB, HE3BAXKA0Ud Ha OOMEXKEHHS IUIaHy
HEKOHTPOJIbOBAHOTO JIOCIIIIKEHHS.

HeoOxinHa KOHCYIbTALiSl AIBUAT MICIIS MOYATKy MEHCTpPYyalild 00 KOHTPALENIIii, SKIIO e JOPEYHO
JUTSL HUX.

JI0BrocTpokoBOi €(eKTHBHOCTI Teparlii aTOpBAaCTaTHHOM, PO3MOYaTOi B JUTUHCTBI JJIsl 3MEHIICHHS
3aXBOPIOBAHOCTI Ta CMEPTHOCTI Y JJOPOCIIOMY Billi, HE BCTAHOBJICHO.

Besneka Ta epexkTUBHICTD Teparlii aTOpBaCTATUHOM HE BCTaHOBJEHA Ui JiTel BikoM 10 10 pokiB 3
TeTepO3UTOTHOIO CIMEMHOIO T1IepX0JIeCTePHHEMIEIO.

Tomosucomua cimeiina einepxonecmepunemis

Kniniyna edexTuBHICTh mpenapary y mo3ax no 80 mr Ha m00y mpotsroM 1 poky Oyia oriHeHa y
HEKOHTPOJIBOBAHOMY JTOCII/DKEHHI y MAIli€HTIB 3 TOMO3UTOTHOIO CIMEHHOIO TiIEepXOJIECTEPHUHEMIEIO,
JI0 SIKOTO OYJI0 BKJIFOUEHO & JITEH.

Ilepedosysanns.

Crenudidaoro niKyBaHHS Tepeo3yBaHHs mpenapatoM Artoppaxop® Hemae. Y pasi mepeno3yBaHHs
naiieHTa MOTpiOHO  JIKyBaTH CHUMIOTOMAaTHYHO Ta MpH  HEOOXiTHOCTI BUKOPHCTOBYBATH
HiATpUMYBaIIbHI 3ax0/11. Uepe3 BUCOKHI CTYIiHb 3B’SI3yBaHHS Ipenapary 3 OiIKaMu IU1a3My KpOBi HE
CJ1iji O4iKyBaTH 3HAYHOrO 361IbIIEHHs KIIipeHcy Ipenapary ATopsakop® 3a JOMOMOIOK0 reMoiati3y.

Hoo6iuni peakuii.

VY 3B’3Ky 3 TUM, 110 KJIIHIYHI JOCIIJKEHHS MPOBOASTHCS B YMOBAX, SIKI KOJMBAIOTHCS y IIMPOKHUX
MeXaxX, YacTOTy BHUHUKHEHHS HeOaKaHUX peakiliif, L0 CIOCTepiraloTbCs MiJl Yac KIIHIYHUX
JOCTIPKEHb  JIIKQpChKOTO 3aco0y, HE MOXKHa Oe3locepeHbO TOPIBHIOBATH 3 IOKa3HUKaMH,
OTPUMAHUMHU i/ Yac KIIHIYHUX JOCIIJDKEHb 1HIIOrO Ipenapary, Ta BOHM MOXYTh HE B110OpakaTH
MOKa3HUKU YaCTOTH, IO CIIOCTEPITa€ThCsl Y KIHIUHIM MPAKTHIII.

VY 6a3i maHux M1ane60-KOHTPOIbOBAHOIO KIIIHIYHOTO JIOCIIIKEHHsI aropBacTatuHy cepen 16066
nanieHTiB (8755 orpumyBaiu atopactatu Ta 7311 oTpumyBanu mane6o; BikoBui mianazon 10-93
poku, 39 % — xinku; 91 % — eBpomneoinHoi pacu, 3 % — HerpoinHoi pacu, 2 % — MOHroJI0iIHOT pacH,
4 % — iHm) 3 MEIIaHO JIIKYBaHHS, IO cTaHOBWIa 53 TwxHi, 9,7 % maIieHTiB, sSKi OTPUMYBAIU
aTopBacTaTHH, Ta 9,5 % mauieHTIB, IKi OTPUMYBAJIH IJanedo, MPUIHMHUIN 3aCTOCYBaHHS Mpenapary
yepe3 MOOIYHI peakiiii, He3aJeKHO BIJ MPUUYMHHOTO 3B’SI3Ky 3 mpenaparoM. 3agikcoBaHO II’SITh
HaMMOMMpPeHIIMX NOO0IYHUX peakiiil y mauieHTiB, SKi OTPUMYBAJH JIIKYBaHHS aTOPBACTATMHOM, LI0
NPU3BOJMIN JI0 TIPUNIMHEHHS 3aCTOCYBaHHS TpenapaTy Ta TPAIULSUIACSA 3 4acTOTOI0, BHIIOK, HIK Y
rpyni mnane6o: wmiamris (0,7 %), miapes (0,5 %), nmymora (0,4 %), miaBUINEHHS pIBHA
amaninaminotpanchepaszu (AJIT) (0,4 %) ta newinkoBux dhepmentis (0,4 %).

V mnari€eHTiB, K1 3aCTOCOBYBAJIM aTOPBACTATHH Y IJIAIE00-KOHTPOJILOBAHUX JOCHIKEHHIX (n=8755),
Haifuacrime crocTepirajgucs Taki moOiyHi peakuii (4actoTra BUMaiKiB > 2 % Ta BHIIE, HIK y TpyIi
mane6o0), He3auekHO Bl MPUYMHHOTO 3B’s3Ky: HazodapuHrit (8,3 %), aprpanris (6,9 %), miapes
(6,8 %), 6inb y kiHIiBKaX (6,0 %), iHdekii cevoBUBiAHUX NUIAXIB (5,7 %).

VYV Tabmumi 4 miacyMOBaHO YacTOTy KIIHIYHMX TOOIYHHUX peakIliid, He3aJleXHO BiJl MPUYUHHOTO
3B’A3KY, 3apeeCcTpOBaHMX Yy > 2 % MAaIli€eHTIB Ta 3 YacCTOTOI BHIIOK, HDK y rpymi miamnebo, y
MaIli€HTIB, SKI 3aCTOCOBYBalM aropBacTaThH (n=8755), 3a manumu 17 maned0-KOHTPOJIbOBAHHUX
JIOCIIKEHD.



Tabnurs 4
Kniniyni no6ivHi peakuii, 110 BUHUKAIN y > 2 % Mali€eHTIB, 5SKi 3aCTOCOBYBAJIM aTOPBACTATHH Y OY/Ib-
AKI 71031 Ta 3 YaCTOTOKO BHILOIO, HDK y Tpymi Mmianedo, HE3aJeKHO BiJl MPUUYUHHOTO 3B’S3KY
(% narrienTis).

[To6i cattis® byne-ska 10 wmr, 20 mr, | 40 mr, | 80 wr, ITname6o,
ODIIHA peariia 71034, n=3908 | n=188 |n=604 |n=4055 |n=7311
n=8755
Hazodapunrit 8,3 12,9 5,3 7 4.2 8,2
ApTpairis 6,9 8,9 11,7 10,6 43 6,5
Hiapest 6,8 7,3 6,4 14,1 5,2 6,3
binp y kiHIiBKax 6 8,5 3,7 9,3 3,1 5,9
IH(I)eK.ull CEYOBUBIIHUX 5.7 6.9 6.4 8 41 5.6
IUIAX1B
Hucnerncis 47 5,9 3,2 6 3,3 43
Hynora 4 3,7 3,7 71 3,8 3,5
M’a30Bo-ckeneTHuii Oute | 3,8 5,2 3,2 51 2,3 3,6
M’a30B1 cnazsMu 3,6 4.6 48 51 2,4 3
Mianris 3,5 3,6 5,9 8,4 2,7 3,1
Be3connsa 3 2,8 1,1 5,3 2,8 29
g)iiEHHronapHHreaanHH 23 3.9 16 28 0.7 21

*V > 2 % namieHTiB, AKi 3aCTOCOBYBAJIM aTOPBACTATHH y OyIb-AKill 1031, 9acTOTa MOOIYHUX peakiii Oyia Oinbie, HiX Y
rpymi mrane6o.

Jlo 1HIIMX MOOIYHMX pPeakKilii, PO SKI MOBIIOMIIUIOCS i Yac I1ane00-KOHTPOIbOBAHUX JTOCITIIKCHbD,
HaJIe)KATh!

3acanvui nopywienns: BITIyTTS HE3MYKaHHS, MIPEKCis.

3 60Ky WIYHKOBO-KUUKOB020 MPAKMY: TUTYHKOBO-KUIIKOBUI TUCKOMMOPT, BIIPIIKKA, METEOPH3M,
rernaTuT, X0IecTas.

3 6oky ckenemuo-m 5130801 cucmemu. M’ S30BO-CKEJIETHUN O1JIb, MJBUINEHA BTOMIIIOBAHICTh M SI31B,
O111b y 1mKi, HAOpsAKaHHA CYT001B, TeHAMHONATIA (1HOA1 YCKIIaJHEHAa PO3PHBOM CYXOXKUILIIA).

3 b6oky memabonizmy ma Xxapyyeauus: TIABUIIEHHS TpaHCaMiHA3, BIIXHWICHHS Bl HOPMHU
(GyHKLIOHATBHUX Npo0 MEeYiHKM, MiABMIIEHHS piBHA JIy)KHOI (ocdaTa3m y KpoOBi, MiJBUIIEHHS
aktuBHOCTI KOK, rinepriikemis.

3 60Ky Hepeosoi cucmemu. JKaxIUBl CHOBUJIIHHS.

3 60Ky OuxanvHoi cucmemu: HOCOBa KPOBOTEYA.

3 60Ky wiKipu ma ii npudamkis. KpOIUB SHKA.

3 b6oky opeanie 30py. HEUITKICTh 30PY, TOPYIICHHS 30DY.

3 60Ky opeanis ciyxy ma pigHogazu: yM y ByXax.

3 boky cenocmamesoi cucmemu. TEHKOLUTYPIS.

3 60Ky penpodyKmueHoi cucmemu ma MOAOYHUX 37103 TIHEKOMACTIS.

YacToTy BUHUKHEHHS MOOIYHHMX peakiliii BU3HAYalIM TakuM 4uHOM: yacto (>1/100, <1/10); Hewyacto
(>1/1000, <1/100); pigko (>1/10000, <1/1000); myxe pimko (<1/10000), uwactora HeBimoma (He
MIJJISTae OIIHII 32 HASIBHUMHU JTAHUMHU ).

3 60Ky Hepeosoi cucmemu: 4acTo: TOJOBHUHN Ol1b; HEYACTO: 3alIaMOPOYEHHS, MapecTesis, rinecresis,
JUCTEeB31s1, aMHE31s5; P1IKO: eprudepryHa HeWpomnaTis; yacToTa HEB1loMa: MiacTeH1s IpaBic.

3 60Ky WiIyHKOBO-KUWKOB020 MPAKMY: 4aCTO: 3all0p; HEYacTo: MaHKPEeaTuT, OJIIOBAHHS.

3 6oky ckenemuo-m 5130801 cucmemu ma CnOJIYYHOI MKAHUHY. 9acTO: OUTh y cyrio6ax, OuUIb y CIUHI;
piaKo: MiomaTisi, MiO3UT, pabIOMi0Ii3, PO3PUB M 53a; JyXKe PiIKO: BOBUAKOBHI CHHAPOM.

3acanvui nopyuwienns: HEYaCTO: acTeHis, OLIb y Tpyasx, nepudepruHi HaOPSKH, CTOMIIIOBAHICTb.



Topywenns memabonizmy ma xap4yeanus. HEUACTO: TIMOTITIKEMisl, 30UTbIICHHS MacH TiJia, aHOPEKCisl.
3 60Ky neuinku ma Hco8UHO2O MiXypa. Iy’Ke PIIKO: MEUIHKOBA HETOCTATHICTb.

3 6oky wkipu ma cnoayunoi mxawunu: HEYACTO: IIKIPHI BHCHUIIAHHS, CBEPODK, alOMEIlis; PiAKO:
AHT1OHEBPOTUYHUN HAOPSK, OyJIbO3HHUI JepMaTUT (Y TOMY YUCIT MyIbTH(OPMHA epuTEMa), CHHAPOM
CriBernca — /[>KOHCOHA Ta TOKCHYHUH €TiIepMaIbHUNA HEKPOJIi3.

3 6oky OuxanvHoi cucmemu, opeaié epyoOHOI KAIMKU ma cepe0oCmiHHsA: YacTo: OlIb y TOpJi Ta
TOpTaHi.

3 boky kposi ma nimpamuunoi cucmemu. piIKO: TPOMOOIIUTOTICH .

3 6oy imyHHOT cucmemu. 9acTo: aJeprivHi peakilii; qyxe piako: aHadiTakcis.

3 6oxy opeanie 30py: HEUACTO: 3aTYMaHEHHs 30pY; YaCTOTa HEBiJOMa: OYHA MiacTEHIs.

3minu pezyromamis 1a60pamopHux aHanizie: 4acTo: BIIXWICHHS PE3yNIbTaTiB (yHKI[IOHATLHUX TIPOO
MeYiHKH, maBuineHHs akTuBHOCTI KDK KpoBi; HEYACTO: MO3UTHBHUN PE3ysbTaT aHANi3y Ha BMICT
JICUKOIUTIB Y cedi.

Sk 1 mpu 3actocyBanHi iHmuUX iHTIOiTOpiB ['MI-KoA-penykrazu, y mnaIi€HTiB, sKi TpUAMaId
aTOpBAaCTaTHH, CIOCTEpIrajiy IMiJBUINEHHS aKTUBHOCTI TpaHCaMiHa3 cUpoBaTku KpoBi. Lli 3MiHM
3a3BUYail Oynu cnabKo BUPaKEHWMHU, THMYACOBUMHU Ta HE MOTpeOyBalld BTpydaHHs a0 JIIKyBaHHSL.
Kniniuno 3Havymie miABHINEHHS aKTUBHOCTI TpaHCaMiHa3 CHpPOBAaTKH KpoBi (mepeBumienHs BMH
Outbl HIXK Yy 3 pa3u) croctepiranu y 0,8 % maiienTiB, sKi npuitManu atopBacTatu. Lle migBUIIEHHS
MaJIO JI0303aJIS)KHHI XapakTep Ta 0yj0 000pPOTHUM Y BCIX MAIlI€HTIB.

VY 2,5 % mnartieHTiB, sIKi IpUManu aTOPBACTaTHH, criocTepiranu 3poctanns aktuBHocTi KK cupoBatku
KpOBi, mo OuIbIn HiX y 3 pa3u mepeBuniyBaia BMH. Ile 30iraeTbcsi 3i CIOCTEPEKESHHSAMHU TPH
3actocyBaHHI iHIMX 1HTIOITOpiB 'MI-KOA-peaykrasu y mporeci kimiHiuHUX Hochimkenb. Y 0,4 %
MAIlE€HTIB, SKI OTPUMYBAJM aTOPBACTaTHH, CIIOCTEPIraBcs piBeHb, MO nepesunryBas BMH O6inbir Hixk
y 10 pasiB.

[1o614Hi peakiil, AKi BUHUKIN OiJT 9a¢ KIIHIYHUX JOCIDKEHb:

1H(DeKIIT CeYOBUBIIHOTO TPAKTY, IIYKPOBUH 1ia0eT, IHCYIIBT.

Y nocmimkenHi, ske Bkmodano 10305 ygacHwkiB (BikoBuit miamason 40-80 poki, 19 % XiHOK;
94,6 % npencTaBHUKIB €BPOICOiTHOI pacH, 2,6 % mpeacTaBHUKIB HETpoimnHoi pacu, 1,5 % miBaeHHO-
asiiicbkoro moxoykeHHs Ta 1,3 % 3MIMIaHOTO MOXOJPKEHHS/IHIINX), SIKI OTPUMYBAJIU JIIKYBaHHS
aTopBacTaTHHOM y 11031 10 mr mozgenHo (n=5 168) abo mmanebo (n=5 137), npodine Oe3mexu Ta
MEPEHOCUMOCTI Mpernapary y Mali€HTIB, IKi OTPUMYBaJIM aTOPBACTaTHH, OyB MOPIBHIOBAaHUM 3 TaKUM
y Ipymi [1a1e60 BOPOJ0BXK MEPioay MOAATIbIIOr0 CIOCTEPEKEHHS 3 MeIIaHOI0 TPUBAJIOCTI 3,3 POKYy.
VY nocnimxeHHi, sike BKiodano 2838 mamieHTiB (y BikoBoMY Aiama3oHi 39—77 pokiB, 32 % KiHOK;
94,3 % mnpencTaBHUKIB e€BporeoinHoi pacu, 2,4 % miBIeHHO-a31iicbKOro moxomkeHHs, 2,3 % adpo-
KapuOChKOro noxokeHHs ta 1 % iHmuX) 3 nykpoBuM aiaderom Il Tumy, siki OTpUMyBaiu JiKyBaHHS
aTopBacTaTHOM y 7031 10 Mr Ha 100y (n=1 428) abo mnamne6o (n=1 410), HE crocTepiranocs K0AHOT
pI3HMIII Yy 3arajibHii YacToTi HeOakaHUX peakiiil abo cepio3HUX HeOakaHUX peaklid MK Ipyrnamu
JIKYBaHHS BIPOJOBXK IEPIOAY MOJAIBLIONO CIOCTEPEXKEHHS 3 MeiaHo TpuBajocTi 3,9 poky. IIpo
YKOJTH1 BUTIAJKUA Pa00Mi0Ni3y HE MOB1IOMIISIIOCS.

VY nmocnimkenHi, ske Bkmtoyano 10001 mamienTa (BikoBuit miana3zon 29-78 pokis, 19 % xkinok; 94,1 %
MPEJICTAaBHUKIB €BpOIEOinHoi pacH, 2,9 % npencraBHUKIB HerpoimHoi pacu, 1,0 % mpeiacTaBHHKIB
MOHT0J10i7HOT pacu Ta 2,0 % IHMMX) 3 KIIHIYHO BHMPAKEHOIO IMIEMIYHOIO XBOPOOOIO cepls, sKi
OTpUMYBaJIM atopBacTaTHH y 7031 10 mr Ha 100y (n=5006) abo aTtopBactatuH y 1031 80 Mr Ha 100y
(n=4995), crioctepiranucs OUTbII cepiio3H1 HeOa)xaH1 peakiii Ta BUMaJKH IPUIIMHEHHS 3aCTOCYBaHHS
npenapary depe3 HeOakaHl peakilii y IpyImi MaIli€HTIiB, sKi OTPUMYBAJIU BHCOKI JJ03U aTOPBACTATHHY
(92, 1,8 %; 497, 9,9 % BiaNOBIAHO), MOPIBHSIHO 3 IPYIO0 MAIIEHTIB, SKi OTPUMYBAJIH HU3bKI JI03H
npemapaty (69, 1,4 %; 404, 8,1 % BianoBiAHO), BIPOJOBK MEPIOAY MOAANIBIIOTO CIOCTEPEKEHHS 3
MeaiaHor TpuBasiocTi 4,9 poky. CTiiiki miABUIIEHHS piBHS TpaHcamiHa3z (y 3 pa3u abo Ouiblie BHILE
BEpXHBOI MeEXi HOpMH, ABiui BrnpomoBxk 4-10 guiB) cmocrepiramucs y 62 (1,3 %) ocid, sxi
oTpuMyBaiiu atopBactaTud y 1031 80 Mr ta y 9 (0,2 %) ocib, siki OTpUMyBaJId aTOPBACTATUH y 11031
10 mr. IMTigsumenss piBHiB KK (y 10 pa3iB abo Oiiblie BUIlEe BEPXHbOI MEKi HOPMAJIBHOTO /11alla30HY)
Oyau 3arajloM HU3BKUMH, ajle Oylu BHMIIMMHU y TpyMi HAI€EHTIB, SKI OTPUMYBAJIU BHCOKI /03U




atropBacratuny (13, 0,3 %), mNOpiBHAHO 3 TPYNOIO TMAI[€HTIB, M0 OTPUMYBAJIM HU3BKI
no3u atopBactatuny (6, 0,1 %).

VY nocnimpkenHi, ske Brmoyano 8888 marientiB (y BikoBoMmy aiana3oni 26—80 pokiB, 19 % XiHOK;
99,3 % mnpencraBHUKIB e€BporeoingHoi pacu, 0,4 % mnpencraBHUKIB MoHrojoigHoi pacu, 0,3 %
npecTaBHUKIB HerpoigHoi pacu 1a 0,04 % iHmMX), IKi OTpUMYBAIU aTOpBacTaTHH y 1031 80 Mr/mo0y
(n=4439) abo cumBactatuH y 1031 2040 mr Ha 100y (n=4449), He cmocTepirajgocs >XOIHOT
BIIMIHHOCTi Yy 3arajipHili 4acToTi HeOaXaHMX peaklii abo cepio3HMX HeOaKaHMX pPeaKIiid MiX
rpynamMu JIIKyBaHHsS BIIPOJOBXK IEPioJly MOJANBIIOT0 CIHOCTEPEKEHHS 3 MeAiaHOK TpuBajiocTi 4,8
POKY.

VY nocnimxkenHi, sike Bkitodanao 4731 namienrta (BikoBui gianazoH 21-92 poxku, 40 % sxiHok; 93,3 %
MPEJICTAaBHUKIB €Bporeoinnoi pacu, 3,0 % mnpencraBHUKiB HerpoimHoi pacu, 0,6 % mpeiacTaBHUKIB
MOHTroJIOiAHOT pacu Ta 3,1 % iHmuMX) 6e3 KIIHIYHO BUPa)KEHOI IMEMIYHOI XBOPOOM ceplis, ane 3
HasBHICTIO B aHAMHE31 1HCYNbTy a0 TpaH3uTopHOI imemiynoi araku (TIA) mpotsrom nonepenHix 6
MICAIIIB, SIKI OTpUMYBaIM atopBacTaTuH y 1031 80 mr (n=2365) ab6o mianebo (n=2366), ynmpoIoBk
nepiofy MOJAIBIIOTO CIOCTEPEKEHHS 3 MeAiaHokw TpuBaiocTi 4,9 poky crocrepirajiacs BHIIA
YacTOTa BUIAJKIB CTIKOTO MiJIBUILIEHHS PiBHS MEYIHKOBUX TpaHcaminas (y 3 paszu abo Oinblie BuUIle
BEPXHBOI MEXi HOpMU JBi4i BIpooBx 4—10 AHIB) y TpyIi Mali€HTIB, SKi OTPUMYBAIH aTOPBACTATHH
(0,9 %), mopiBHsHO 3 rpymoro Tane6o (0,1 %). Bumagku migBHWICHHS pPiBHSA KpeaTHHKiHA3H
(v 10 paziB Bumie BepxHBOI MeXi HOpPMH) OyIU PIIKICHUMH, aj€ CIOCTEPIralics YacTile y rpyrmi
MaIieHTiB, ki orpumyBanu aropsactatul (0,1%), Hixk y rpymi miane6o (0,0 %). Lykposuii giaber
OyB 3apeecTpoBaHmMii sk HeOakaHa peakuis y 144 mamientiB (6,1 %) rpymu, mo oTpuMyBaia
aTopBacTaTuH, Ta y 89 mamientis (3,8 %) rpynu miane6o (auB. po3ain «OcobIUBOCTI 3aCTOCYBAHHSD).
[Ipu post-hoc anamizi MpPOAEMOHCTPOBAHO, IO aTOpPBACTaTUH y 1031 80 MI' 3MEHIIYBaB YacTOTY
imemiuHoro iHcynbTy (218 3 2365, 9,2 %, npotu 274 3 2366, 11,6 %) Ta miABUILYBaB 4acTOTy
BUMAJIKIB TeMOpariyHoro iHcynbTy (55 3 2365, 2,3 %, npotu 33 3 2366, 1,4 %) nopiBHSAHO 3 m1ameoo.
YacroTa BUMAJIKIB JIETaJIHLHOIO FEMOPAriyHOro 1HCYNbTY Oyia moAioHo0 MiX rpynamu (17 BUMaakiB y
IpyIi aTOpBacTaTUHY MOPIBHSAHO 3 18 BUmagkamu y rpymi miamne6o). Yactora BUNAAKIB HENETATLHOTO
reMOopariyHoro 1HCyNIbTy Oyja 3HaUYHO BHIOIO Y IPYIi MAalli€HTIB, sIKI OTPUMYBalIu aTopBacTaTuH (38
BUIAJKIB HEJETAJbHOTO TI'eMOpariyHoro IHCYJIbTY), MOPIBHAHO 3 rpynoro Iianedo (16 Bumaaxis
HEJeTaJbHOTO0 TeMOPAridYHOTO 1HCYNbTY). BUABHUIIOCS, 10 MAalli€HTH, SKI BCTYMUIU IO AOCTIIKEHHS
3 reMOpariyHuM 1HCYJIbTOM B aHaMHE31, OTPUMAaJIM MIABUIIEHUN PU3MK reMopariuHoro iHcyibTy (7
(16 %) aropBacratuu npotr 2 (4 %) mname6o).

3HauylmMX BIAMIHHOCTEH MDK TpylnaMy JIIKYBaHHS IIOJO JIETAIbHOCTI 3 YCIX TPUYUH HE
cnoctepiranocs: 216 (9,1 %) y rpymi, o oTpuMyBaa aropacTaTuH y 1031 80 mr/zo0y, npotu 211
(8,9 %) y rpymi miame6o. YacTrHa MaIlieHTiB, K TOMEPIIM Yepe3 CeplieBO-CyIMHHY HaToJIOTi0, Oya
YHUCENIbHO MEHILOI y TpyHi Mali€HTiB, AKi OTpuMyBalu atopBacTaTuH y 1031 80 mr (3,3 %), HIK y
rpymi twianie6o (4,1 %). YacTuHa maiieHTiB, SKI MOMEPIA HE Yepe3 CepIeBO-CYIMHHY MaTOJIOTIO,
Oyna 4yrcenabHO OUIBIION0 Y Py MAaIIEHTIB, K1 OTPUMYBaIH aropBacTatuH y 7031 80 mr (5,0 %), Hix
y rpymi miane6o (4,0 %).

[ToGiyHi peakiii miJl yac KIIHIYHUX JOCTIIKEHb 3aCTOCYBAaHHS aTOPBACTATUHY Y JITCH:

[Tin yac 26-THKHEBOrO KOHTPOJBOBAHOIO JOCHIKEHHS y XJIOMIIB Ta Yy MIBYAT MICHS IMOYATKY
MEHCTpYaIliii 3 TeTepO3UTOTHOK CiIMEWHOI0 rinepxonectepuHemMicto (Bikom Big 10 mo 17 pokiB)
(n=140, 31 % — xiHouyoi ctati; 92 % — npeAcTaBHUKU €BporeoinHol pacu, 1,6 % — mpencTaBHUKH
HerpoinHoi pacu, 1,6 % — mpencTtaBHUKM MOHrosioigHoi pacu Ta 4,8 % — mMpencTaBHUKHM 1HIIUX
eTHIYHUX Tpyn) npodiss 6e3nekr Ta NepeHOCUMOCTI aTopBacTaTHHY y 1031 Big 10 mr no 20 mr Ha
00y SIK TOMOBHEHHS JI0 JIE€TH JJIS 3HUKEHHS 3aranbHOro xojectepuny, piBHsa XC-JITTHI Ta piBHs
anoxinonporeiny B 6yB 3aranom monioHuM A0 npodito mianedo.

Hocsio nocmpeecmpayitino2o 3acmocyeants npenapamy.

[IpoTsirom mocTpeecTpalifHOrO 3acTOCYBAaHHS AaToOpBAacTaTMHY OylIM BHABICHI HIDKYE3a3HAUYCHI
nmo6iuHi peakiii. OCKUTBKK TIPO IIi peakiii MOBIAOMIISETHCA HA TOOPOBUTbHIM OCHOBI Bij] MOMYJISIIT
HEBIZIOMOi YHCENTBHOCTI, HE 3aBXJId MOXKHA JOCTOBIPHO OILIHUTH IX YacTOTy ab0 BCTAaHOBUTH
MPUYHMHHO-HACIIIKOBUM 3B’ 130K 13 3aCTOCYBaHHSM Ipernapary.




Jlo HebakaHUX peakiliif, MOB’A3aHUX 13 JIKYBAaHHIM aTOPBACTATHHOM, 3apEECTPOBAHUX IICIS BUXOIY
mpenapary Ha pPHUHOK HE3aJICKHO BiJ OIIHKA NPUYMHHO-HACHIIKOBOTO 3B’SI3KYy, HaJeXaTh:
aHadinakcisi, aHTIOHEBPOTUYHUN HAOpsK, Oyabo3HI BHCHMIAHHA (y TOMY YHCII €KCyAaTHBHA
myibTH(GOpMHaA epuTema, cuHIpoM CriBeHca—/[)KOHCOHA Ta TOKCHYHHU eImilepMaIbHUA HEKPOIi3),
pabaomioni3, MiO3UT, MiJBUIIEHA BTOMIIIOBAHICTb, PO3PUB CYXOXKWIUIS, JIETalbHA Ta HEJETalbHA
NEYiHKOBA HEJIOCTATHICTh, 3allaMOpPOYEHHS, JAeTpecis, nepudeprudHa HEHpomaris, MaHKpPeaTUT Ta
iHTepCcTULIIaTbHA XBOPOOA JIETeHb.

Hanxomumu piaKiCHI MOBIIOMJICHHS MPO BUIAJIKH IMYHOJIOTIYHO OIOCEPEAKOBAHOI HEKPOTHU3YIOUOT
Miormarii, OB’ sI3aHOI 13 3aCTOCYBAaHHAM CTaTHHIB (AMB. po3is «OCOOIMBOCTI 3aCTOCYBAHHSY).
Hanxomumu pinkicHi mOCTpeecTpalliiiHi MOBIIOMJICHHS NMPO KOTHITHBHI po3yianu (BTpaTa mam’sTi,
0e3maM’ITHICTh, aMHE31sI, TOPYIICHHS IIaM SITi, CITyTaHICTh CBIOMOCTI), ITOB’A3aHi 13 3aCTOCYBaHHIM
cratuHiB. L{i KOTHITMBHI po3naau Oyau 3apeecTpoBaHI MPHU 3aCTOCYBaHHI BCiX CTaTHHIB. 3arajioM
BOHM HE HaJeXallld /0 Kareropii cepiio3HuMX HeOakaHUX peakuii Ta Oynu OOOPOTHUMH MiCHS
MPUITMHEHHS TPUHOMY CTAaTHHIB, MaJli PI3HUN Yac J0 MOYATKy MposBY (BiA 1 IHSA 40 KUIBKOX POKiB)
Ta 3HUKHEHHS (MeJiaHa TPUBAJIOCTI CTAHOBMIJIA 3 THXKHI).

[Tin wac 3acTocyBaHHS IESKUX CTaTHHIB OynM oOmNucaHi Taki HeOakaHl SBUINA: PO3JaJ CTATEBOI
¢yHKII; BHUHATKOBI BWIIAJKK IHTEPCTULIANBHOI XBOPOOM JIETEHIB, OCOOJMBO MiJ  Hac
JIOBFOCTPOKOBOT'O JIIKYBaHHSI.

ITis1 yac TOCTMAPKETUHIOBUX CHOCTEPEKEHD NOBLIOMIISLIIOCS IIPO HIDKYE3a3HAaUYeH] HO0IYH] peakil:

3 6oy kposonocnoi ma nimpamuyHoi cucmemu: TPOMOOIIUTOIICHIS.

3 60Ky iMyHHOI cucmemu: anepriui peaxuii, anaginakcis (y ToMy 4ucii anadiTaKTHYHIHA I0K).
Topywennsa memabonismy ma xapuyeanus.: 301UIbIICHHS MacH Tija.

3 6oky Hepeosoi cucmemu: TOJIOBHUHN O1JTb, TIITECTE3is, JUCTEB3IS.

3 60Ky WinyHKOBO-KUWKO08020 mMpakmy: Ollb Y )KUBOTI.

3 60Ky opeanis ciyxy ma 1a0ipunmy: IyM y ByXax.

3 6oxy wiKipu ma niowKipHoi MKAHUHU. KPOTIUB’ STHKA.

3 boky ckenemHo-m ’a3080i cucmemu ma CROLYYHOI MKAHUHU! APTPANTis, OLIb y CIHHI; PiJIKO: PO3PUB
M’si3a; Ty’Ke PIJAKO: BOBYAKOBUI CUHIPOM.

3azanvni nopyuwenns: 611b y Tpyasix, nepudepudHuil HaOpsIK, HE3Ty>KaHHs, BTOMA.

3minu pesynomamie nabopamoprux ananizie: miaBUieHHs aktuBHOCTI AJIT, mifBUIlIEeHHS aKTUBHOCTI
K®K kposi.

Tepmin npuoamnocmi. 2 poxu.
He 3acTocoByBaTH npenapar micist 3aKiH4eHHsI TePMIiHY PHUIATHOCTI, 3a3HAYEHOTO Ha yIAaKOBIIi.

YMoBu 30epiranns. 30epiratu B OpUriHaJIbHIM ymakoBli npu Temreparypi He Butie 25 °C.
30epiraTé y HEJOCTYITHOMY JJIsl TN MICIIL.

YnakoBka.

Ta6metku mo 10 mr: Ne 30 (10x3), Ne 60 (10x6) y 6iicTepax, BKIaJICHUX B MAYKYy.
Taonerku o 20 mr: Ne 30 (10x3), Ne 40 (10x4) y OmicTepax, BKIJCHUX B IMAYKYy.
Ta6nerku o 40 mr: Ne 30 (10x3) y Oxictepax, BKJIAJICHUX B MAYKYy.

Ta6nerku o 80 mr: Ne 30 (6x5) y GiicTepax, BKJIaICHUX B MAUYKYy.

Kareropis Binmycky. 3a peentom.

Bupoouuk. AT «Dapmak».

Micue3naxonxeHHs1 BAPOOHHKA TA ajpeca Micls NPOBAaJKeHHS HOro AislJIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupumnisceka, 74.

JlaTta ocTaHHbOr0 nmeperasaay. 18.10.2023.



