IHCTPYKUIA
AN MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ATOPBACTEPO/I
(ATORVASTEROL®)

Cknag:

Aitoya peyvoBuHa: atorvastatin;

1 TabneTka, BKpUTa NNiBKOBOK 060/10HKOI0, MicTUTL 10,36 ab6o 20,72, abo 41,44 Mr aTopBacTaTUHY KasbLito, Wwo Bignosigae 10 abo 20, abo 40 mr aTopBacTaTUHYy
BIAMNOBIA4HO;

[OMOMI>KHI pevoBuHW: MaHIT (E 421), Lentono3a MiKpOKpUCTaiyHa, KasbLito kapboHar, NMoBifoH, HATPIK0 KPOCKapMeno3a, HaTpito naypuicynbdar,KpeMHito Aiokeuns
KONOTAHW 6e3BOAHMIA, MarHito cTeapat, rinpomenosa, TutaHy giokeng (E 171), makporon 6000, Tanbk.

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/IOHKOHO.

OCHOBHI (Di31KO-XiMiYHI BNaCTUBOCTI:

10 mr: TabneTKun, BKPUTI NIIBKOBOK 060/I0HKOHO, 611010 KONbOPY, KPYT i 4BOOMNYKII, PO3MIPOM 7 MM;

20 Mr: TabneTku, BKPUTI MNIBKOBOK 060/10HKOH0, 6i/10ro KoNbopy, KPYr /i 4BOONYKIIi, pO3MipOM 9 MM;

40 mr: TabneTKn, BKPUTI NNIBKOBOK 060/10HKOHD, 6iN0ro Ko/bopy, 0BasibHi ABOOMYK/I, PO3MipoM 8,2x17 MM.

dapmakoTeparneBTUYHa rpyna. Npenapatu, WO 3HWKYOTb PiBEHb XONECTEPUHY | TpUrniuepuais y cuposatyi Kposi. IHriGitopu TMIM-KoA-peaykTasun. Kog ATX
C10A AO05.

dapmMako/oriyHnacTmBoCTI.

dapmakofnHamika.

ATOpBaCTaTUH SIBNSE COOOK CUMHTETUYHWIA TiNOAINIAEMIYHUIA NiKapCbKWIA npenapaTt. ATOpBacTaTWH € iHri6ITOpoM 3-rigpoKcu-3-MeTUNrnyTapun-KogepmeHT A
(TMTI"-KoA) peanykTasu. Llein hepmeHT Katanisye nepetBopeHHs TMIM-KOA B MeBanioHaT — paHHiil eTan 6i0CMHTe3y X0NeCTepuHY, AKNA 06MEXYE LLIBUAKICTb 0ro
YTBOPEHHS.

ATOpBacTaTUH € CEeNEeKTUBHUM KOHKYPEHTHWUM iHribiTopom IMI-KoA-peaykTtasu, epMeHTY, Bif SKOr0 3a/1eXWTb LUBMAKICTb MepeTBOpeHHs 3-rigpokcun-3-
MeTUNrNyTapui-KopepmMeHTy A y MeBa/loHaT, PeYOBUHY-NOMEPESHUK CTEPONiB, Yy TOMY YMCAI XONnectepuHy. XONECTEPUH Ta TPUIILEPUAN LUPKYNOTb Y
KPOBOTOKY Y KOMMJIEKCI 3 nlinonpoTeiHamMu. Ll KoMnnekcy po3ginatoTbCA 3a AONOMOrow ynbTpaueHTpudyrysaHHs Ha gpakyii JITIBLL, (ninonpoTeiHn BUCOKOT
winbHocTi), JINMLLL (ninonpoTeiHn npoMixHOT winbHocTi), JIMHLL, (ninonpoTeiHn HW3bKOI WinbHocTi) Ta JINAHLL, (ninonpoTeiHn ay)Xe HU3bKOT LWiNbHOCTI).
Tpurnigepnan (TT) Ta XonecTepuH y nediHui BKNOYatoTbes Ao cknagy JINMAHLL, ta BUBINbHAKOTLCA Y N1a3My KPOBI ANS TPAHCMOPTYBaHHSA Y nepudepuyHi TKAHUHN.
NMNHL, dopmyroTbea 3 JITTAHLL, Ta Kataboni3ytoTbCs LWAAXOM B3aEMOAIT 3 BUCOKOadiHHMMKM peuenTopamu JITTHLLL. KniHiyHi Ta natonoroaHaToMiYHi OCIIKEHHS
MoKasyoTb, WO NiABULLEHI PiBHI 3aranbHOro xonectepuHy (3X), xonectepuny JIMHLL, (XC-/1MHLL,) Ta anoninonpoTeiHy B (ano B) y nna3mi KpoBi CNPUUYNHAOTL
PO3BMTOK aTepPOCKIepo3y Y JIOAVHN Ta € (hakKTopamu pU3MKY PO3BUTKY CepLEeBO-CYAUHHMX 3aXBOPHOBaHb, Y TOW Yac fK MifBWLLEeHI piBHI xonectepuHy JIMBLL
MOB’A3aHIi 31 3H/XEHUM PU3NKOM CEPLIEBO-CYAVHHNX 3aXBOPHOBAHb.

MigBuULLEHI PiBHI 3arafibHOr0 XonecTepuHy, XxonectepuHy JIMHLL T1a ano B (MembpaHHMiA komnnekc ansa xonectepuHy JIMHLL) npoBOKykOTb PO3BUTOK
aTepockneposy. MofgibHUM YNHOM 3HWXKEHI piBHI xonecTepuHy JIMBLL, (Ta /ioro TpaHCNOPTHOrO KOMMeKcy — ano B) noB’sizaHi 3 pO3BMTKOM aTepOCK/Iepo3y.



EnigemionoriyHi JOCNIMKEHHA BCTaHOBWAW, WO CEPLEBO-CYAMHHA 3aXBOPHOBAHICTb | NETafbHICTb 3MIHIOHOTLCS NPSMO MPOMOPLIAHO [0 PiBHSA 3arabHOro
X0necTepuHy Ta xonectepuHy JIMHLL, Ta 06epHeHO NponopLiiHO A0 piBHA XonectepuHy JIMNBLL,.

ATOpBaCTaTUH 3HWXKYE PIiBHI 3arasibHOro XxonectepuHy, xonectepuHy JIMHLL Ta ano B y nauyieHTiB i3 FOMO3WIOTHOK Ta TFeTePO3UrOTHOK CiMENHOK
rinepxonecTepuHeMieto, HeCiMeRHMMI opMamu TinepxonecTepuHeEMIi Ta 3MiLLaHoK Avchinigemieto. ATopBacTaTUH TaKoX 3HUXKYE piBHI xonectepuny JINAHLL Ta
TI, a TakoX 3YMOB/IKOE HECTINKe NiABULLEHHS piBHA XonectepuHy JIMBLL Ta anoninonpoteiHy A-1. ATopBacTaTUH 3HMXYE PiBEHb 3ara/ibHOM0 XONEeCTEPUHY,
xonectepuHy JIMHLL, xonectepuny JINAHLL, ano B, Tpurniuepnais Ta XonecTepuH He 3B8’a3aHunin 3 JIMNBLL, a Takox nigsuLlye piseHb xonectepuHy JSIMBLLY, y
nawuieHTIB 3 i30/1b0BaHOIO rinepTpuraiuepugemieto. AtopsactatuH 3Hmxye XC-JITTLL, y nayieHTiB i3 gucbeTtaninonpoTeiHeMIEr.

Mopai6Ho go JIMHLL, ninonpoTeiHu, 36arayeHi X0NecTepMHOM Ta Tpuraiuepugamu, y Tomy umcni JINAHLL, SN, Ta pewTKy, TakoX MOXYTb CrIPUATM PO3BUTKY
aTepocknieposy. lNiaBuLeHi PiBHI TpUriLepuAaiB y niasMi KPoBi YacTO BUABNAKOTLCA Y Tpiagi 3 HM3bKMMK piBHAMKM XC-JTTBLL, Ta MaseHbKUMKN YacTouKamu
JINHLL, a TakoX Yy CnonyyeHHi 3 HeninigHUMU MeTaboNMiYHUMK aKTopaMu PU3MKY PO3BUTKY iLLeMiYyHOI XBopobu cepus. He 6yno nocnifoBHO A0BeAeHO, L0
3ara/lbHWIn piBeHb TPUrNILEPUAIB M1a3MU KPOBI SK TakKWil € He3a/IeXXHUM (haKTOPOM PU3MKY PO3BUTKY iLLEMIYHOT XBOPOOM cepus. Kpim Toro, He 6yno BCTaHOB/IEHO
He3a/IeXXHOro BrAMBY MifBuULLEHHSA piBHA JITBLL, a60 3HMKEHHSA PIBHA TPUTNILEPUAIB HA PU3MK KOPOHAPHOT | CepLIEBO-CYAMHHOIT 3aXBOPKOBAHOCTI Ta /1eTa/lbHOCTI.
ATOpBacTaTuH, AK i K0ro geski Metaboniti, € papMakosoriyHo akTMBHUMM Y NMIOAMHK. T0I0OBHUM MiCLIEM AiT aTopBacTaTUHY € MediHKa, Sika Bifirpae rofioBHy posb y
CUHTE3i XxonectepuHy Ta KnipeHci JIMHL,. [o3a npenapaTy, Ha BigMIHY Bif CUCTEMHOI KOHLEHTpauil npenaparty, Kpalie KOpestoe 3i 3MeHLUeHHAM PiBHA
xonectepuHy JIMHLL,. IHauBigyanbHWA Nigbip A03v npenapaty cnif 34iACHIOBATI 3aneXHO Bif TepaneBTUYHOI BignoBsiai (avB. po3adin «Cnocié 3acTocyBaHHS Ta
L03U1»).

dapmakoKiHeTVKa.

BcMOKTYBaHHS. ATOpBacTaTWH LUBUAKO abCcopbyeThLCA MicNA NepopaibHOro NpuinoMy, a MakCUMasibHi MOro KOHLUEHTpaLil y niasMi KpoBi JocAratoTbCA NPOTArom
1-2 rogmH. CTyniHb abcopbuii 3pocTae NponopuiiHoO Ao fo3u npenapaty. A6COMOTHa 6i040CTYNHICTL aTopBacTaTUHy (MOYaTKOBUIA NiKapCbKuiA 3acib) CTaHOBUTbL
npnéansHo 14 %, a cucteMHa 6i04OCTYNHICTb IHri6YrYOoT akTMBHOCTI Woao MMIM-KoA-peaykTasu ctaHoBUTbL NpnbansHo 30 %. HM3bKy CUCTEMHY AOCTYMHICTb
npenapaTty MnoB’A3yH0Tb i3 NEPEACUCTEMHNM KNIPEHCOM Y C/IM30BI 0600HLL LLINTYHKOBO-KMLLKOBOI0 TPaKTy Ta/abo nepeAcucTeMHOIO 6ioTpaHcghopmalieto y neyiHu,.
Xoua DKa 3MeHLUYe LUBMAKICTb Ta CTynNiHb abcopbLii MiKapcbKoro npenapary npubnnsHo Ha 25 % ta 9 % BifNOBIAHO, BUXOAAYN 3 MOKasHUKIB Cygx Ta AUC,

3HWXKeHHA piBHA xonectepuHy JITTHLL, € nogibHUM He3anexHo Bif TOro, NPUMaETLCA aTopBacTaTH 3 XXE0 abo 0kpemo. [Npu 3aCTOCyBaHHI aTOPBAcTaTMHY BBEYeEpI
AI0ro KOHLIEHTpaLis Y nnasmi Kposi 6yna HKYo (NprbnmnsHo Ha 30 % ana Crg 7@ AUC), HiXXK Npu paHKoBOMY NpuiioMi. OfHAaK 3HUXEHHS PIBHA XONECTEPUHY

JNMHLLL € ogHaKoBMM He3aneXXHo Bif Yacy npuinomy npenapaty (AvB. po3gin «Cnocib 3acTOCyBaHHA Ta J03K»).

Posnogin. CepefHiin 06’em po3noAiny npenapaTy cTaHOBUTb Npmban3Ho 381 niTp. MoHag 98 % npenapaTy 3B’S3yeTbCA 3 Oifikamy nnasmu Kposi. KoHUeHTpaLiviHe
CMiBBiJHOLIEHHSA KpoB/Mna3ma, Wo CTaHOoBUTL NpubansHo 0,25, BKasye Ha NnoraHe NMPOHWMKHEHHS npenapaty B epuTpouuTn. Ha nifcTaBi CNOCTEpeXeHb Y LWypiB
BBa)KAETHCA, L0 aTopBacTaTVH 3[4aTHUI NPOHWMKATW Y TPyAHe MOJSIOKO (AMB. po3finv «poTunoKasaHHA», «3acToCyBaHHS Yy Nepiog BariTHOCTI abo rogyBaHHS
rpyaaro» ta «OcobiMBOCTI 3aCTOCYBaHHS).

MeTabo/i3M. ATopBacTaTUH IHTEHCMBHO METab0Mi3yeTbCsA 0 OPTO- Ta NaparigpoKCUIbOBaHMX MOXIAHUX i Pi3HUX NPOAYKTIB GeTa-OKUCNEHHS. T1py AOCMIKEHHAX
in vitro iHribysaHHs 'MI-KoA-pefyKtasn opTo- Ta MaparifpoKCuiboBaHMMU MeTaboniTamy eKBIBa/IEHTHE IHriGyBaHHIO aropsactaTvHOM. [MpubnusHo 70 %
LMPKY/IHOKOYOT iHFIGITOPHOT aKTMBHOCTI wWofo MMI-KoA-peaykrasu noe’s3aHO 3 aKTUBHMMW MeTabonitTamu. LocnifXeHHs in vitro cBigyaTb NpPO BaX/IMUBICTb
meTaboniamy npenapaty uutoxpomom P450 3A4 (CYP 3A4), W0 y3rogKyeTbCs 3 NiABULLEHNMM KOHLEHTPaLisM1 aTopBacTaTUHy Y nna3mi KpoBi MOAMHM nicns
0[JHOYaCHOI0 3aCTOCYBaHHA 3 epUTPOMILMHOM, BiJOMUM iHTIBITOPOM LbOro i30(hepMeHTy (AMB. po3ain «B3aeMogisd 3 iHLWMMN NiKapCbKMMK 3acobamuy Ta iHLLI BUAU
B3aEMOLil»).

EKckpeuisi. ATopBacTaTUH Ta MOro mMeTaboniTy BMBOAATLCA FOIOBHUM YMHOM i3 XKOBYHO MIiCNsS MEYiHKOBOro Ta/abo nosaneyviHKOBOro MeTaboniamy, ofHaK Lei
npenapar, 04YeBMAHO, He 3a3Hae KULLKOBO-MeYiHKOBOI peumpkynauii. CepeaHiin nepiof HaniBBMBeLeHHS NpenapaTty 3 NaasMmy KpoBi IFOANHM CTaHOBUTb MPUGAN3HO
14 roauH, ane nepiog HaniB3MeHLLEHHS IHFGITOPHOT aKTMBHOCTI WoA0 MTMI-KoA-peaykTasu cTaHoBUTb Bif 20 A0 30 rogvH Yepe3 BHECOK aKTUBHUX MeTaboniTiB.




[icna nepopasibHOro NpUioMy npenapaTty 3 ceyeto BUAINAETLCA MeHLLE HiXX 2 % [03W.

MauieHTN NiTHLOro BiKy. KOHUEHTpaL i atopBacTaTyHy y nnas3mi Kposi € BuLmmmn (Npr6nmnsHo 40 % ang Cg Ta 30 % and AUC) y 340p0oBMX NaLieHTIB NiTHLOrO
BiKy (BiKOM Bif 65 poKiB), HXX Y MONOAMX AOPOCAUX MtoAei. KniHiuHi gaHi ceigyaTb Npo 6inblunii CTynNiHb 3HWKeHHSA JITTHLL, npu 3acTocyBaHHi 6yab-SKOT 403
npenapaTty y NawieHTiB NiTHLOr0 BiKy NOPIBHAHO 3 MOMOAMMU Nt0AbMM (AMB. pPo34in «Oco6MBOCTI 3aCTOCYBaHHS»).

LiTn. dapMakoKiHETUYHI faHi WOoA0 NaLieHTIB AUTAYOTO BiKY BiCYTHI.

Cratb. KoHUeHTpaLii aTopacTaTuHy y nnasmi KpoBi XXIHOK BiJpi3HAOTLCA Bif KOHLEHTpauii y nnasmi 4onosikis (npnbaunsHo Ha 20 % sulle ans Coax Ta Ha 10 %
Hxye ans AUC). OfiHaK HemMae KiHIYHO 3HaYyLOl BIAMIHHOCTI Y 3HVKEeHHI piBHA xonecTepuHy JIMTHLL, npu 3acTocyBaHHI aTopBacTaTUHY Y0/I0BIKaM Ta >XXiHKaMm.
[MopyLUeHHA (YHKUIT HMPOK. 3aXBOPKOBaHHS HMPOK HE MaroTb BMIMBY Ha KOHLEHTpaLil atopBacTaTMHY Y nnasMi KpoBi abo 3HuKeHHA XC-JITMHLL, a oTxe,
KOpUryBaHHs [03W npenapaty AN NauieHTiB 3 nopyLleHHAMU (PYHKLUIT HAPOK He noTpibHe (amB. po3gdinn «Cnoci6 3acTocyBaHHA Ta [03M», «Oco61MBOCTI
3aCTOCYBaHHS»).

Cemogiani3. He3Baxxatoum Ha Te, WO Y MaLEHTIB i3 TEPMIHA/IbHOKO CTafi€r0 3aXBOPHOBAHHA HUPOK AOCAILKEHHA He MPOBOAMMN, BBAXKAETLCHA, WO remofiasni3 He
MigBULLYE 3HAYYLLIMM YMHOM KJTIPEHC npenapary, OCKi/IbK/ Nnpenapar iHTEHCMBHO 3B’A3YETLCA 3 BifIKaMu MiasMm KpOoBi.

MeyiHKOBa HEOCTATHICTb. KOHLEHTpaL T aTopBacTaTUHy Y nsia3Mi KPOBi NOMITHO NiABULLEHI Y NALiEHTIB i3 XPOHIYHOK aKOro/lbHOK XBOPO6OHD NeYviHKK. 3HaYeHHS
MoKasHWKIB C g Ta AUC Y

4 pa3u BULLI Yy NaUieHTIB i3 3aXBOPHOBAHHAM MeYiHKM Knacy A 3a wkanoto Yannga—I1’t0. Y nauieHTIB i3 3aXBOPHOBAHHAM MeYiHKKM Knacy B 3a wkanoto Yainga—’to
3HaYeHHs NokasHuKiB Cyo Ta AUC NigsuLLytoTbes NpubansHo 16-kpaTtHo Ta 11-kpaTHO BiZNOBIAHO (AMB. po3Ain «poTUNoKa3aHH:»).

JocnifpKeHHss B3aEMOAIT NiKapCbKMX 3aco6iB. ATopBacTaTMH € CybCcTpaToM MedviHKoBuX TpaHcnopTepis, OATP1IB1 Tta OATP1B3 TpaHcnopTtepis. Metabonitu
aTopsactatuHy € cybctpatamm OATPLB1. ATopBacTaTviH TaKoX IeHTUDIKYETHCA AK CybCcTpaT eqItoKCHOro TpaHcnopTepa 6ifika pe3uCTeHTHOCTI paKy MOJSIOYHOT
3ano3un (BCRP), Aknii MoXxe 06MeXKyBaTI KULLIKOBY abCOPOLLitO | XXOBYHMIA KNiPEHC aTOpBacTaTUHY.

BnivB 0gHOYaCHO 3aCTOCOBYBaHMX NpenapariB Ha (papMakoKiHETUKY aTopBacTaTUHY

Tabnuus 1
OfHO4YacHO 3aCTOCOBYBaHI npenapaTu ATopBacTaTuH
Ta PEXXMM [03yBaHHS fl0sa () CniBBiAHOLLEHHS CniBBigHOLLEHHS
AUC& Crnax&
#LIKknocnopuH 5,2 Mr/Kr/go6y, 10mr 1 pas Ha AOOY | g oo 10.66
cTabifnbHa fo3a BMNPOLOBX 28 AHIB ’ ’
#TmnpaHaBip 500 mr gBiui Ha pob6y/ 10 Mr pasoBa f03a 9.36 858
putoHasip 200 mr ABiyi Ha fo6Y, 7 AHIB
# nekanpesip 400 Mr 1 pa3 Ha foGy/
10 1 pa3 Ha pob
ni6peHTacsip 120 Mr 1 pas Ha go6y, 7 Bnp'\g,rqosmp7 ,CI,HFiIB A | .28 22,00
[IHIB
#TenanpeBip 750 Mr KOXHi 8 roguH, 20 Mr pa3osa 103a 788 10.60
10 AHiB ’ ’




#, TCaxginagip 400 mMr Agiui Ha f06y/

40 mr 1 pa3 Ha o6y

p|/|TOH_aBip 400 mr gBivi  Ha pob6y, BNPOOBY 4 [HIB 3,93 4,31
15 aHiB
# Enbacsip 50mr 1 pa3 Ha po6y/
rpasonpesip 200 mr 1 pa3 Ha o6y, 13 | 10 Mr pasoBa fjo3a 1,94 4,34
[IHIB
# .
Cw\_/lenpealp 150 mr 1 pa3 Ha goby, 40 M pasosa f03a 212 1,70
10 pHiB
#KnaputpomiumH 500 mMr  fgiui  Ha | 80 Mr 1 pa3s Ha Jo0y 454 538
no6y, 9 aHiB BMNPOLOBX 8 HIB ’ ’
#[lapyHasip 300 mr aiui Ha Jo6y/ 10mr 1pasHapody | 4 4o 205
puToHaBip 100 Mr Agivi Ha Jo6y, 9 AHiB | BNPOAOBX 4 AHIB ’ '
#
4|;’E?K0Ha30ﬂ 200 mr 1pas Ha AOGY, | 40 mr pasoBa f103a 323 1,20
J'IeTep_MOBIp 480 mMr 1pa3 Ha poby, 20 Mr pasosa 03a 3,29 217
10 aHiB
#docamnpeHasip 700 Mr ABiui Ha 106y
) e 10 mr 1 pa3 Ha goby

/p|/|T0|_-|aB|p 100 mr pgBiui Ha [po6y, BNPOOBXK 4 HiB 2,53 2,84
14 pHiB
# - 10 mr 1 pa3 Ha o6

docamnpeHasip 1400 Mr 2pasun Ha p AO0Y 230 404
no6y, 14 gHis BMPOAOBX 4 AHIB ’ ’
#HendiHasip 1250 Mr 2 pasu Ha 06y, | 10 Mr 1 pas Ha o6y 174 299
14 pHiB BMNPOLOBX 28 AHIB ’ ’
zggsfmoppymsmﬁ cik, 240 M1 1pa3 Ha | 40 r 1 pas Ha goby 137 116
,El,mnTl_aseM 240 mMr 1pa3 Ha [ob6y, 40 Mr 1 pa3 Ha 106y 151 1,00
28 oHiB
EZMHTiEOMMMH 500 mr 4 pa3un Ha aob6y, 10 Mr 1 pa3 Ha 106y 133 138
AwmnoguniH 10 mr, pa3osa f03a 80 mr 1 pa3 Ha foby 1,18 0,91
LinmetnamH 300 mr 4 pasu Ha pgob6y, | 10 mr 1 pa3 Ha goby 1.00 0.89
2 TVXKHI BMPOJOBX 2 TUXHIB ’ '
Konectunon 10r 2pasu Ha p[o6y, | 40 mr 1 pas Ha foby s
24 TWXHIB BMPO/OBX 8 TUXHIB He sacTocoyetbea | 0,74
Maanokc TC® 30 mMn 4 pasu Ha go6y, | 10 mr 1 pa3 Ha foby 0.66 0.67

17 pHiB

BNPOAOBX 15 AHiB




Ethasipens 600 Mr 1pas Ha Ao0y, 10 mr Bnpogosx 3 aHis | 0,59 1,01
14 gHiB ’ '
#PmdpalvlniH 600 mr 1pa3 Ha pfoby,

7 OHIB (npwn ofHouyacHomy | 40 Mr 1 pas3 Ha foby 1,12 2,90
3acTocyBaHHi) T

#Pl/ldpalvlniH 600 Mmr 1pa3 Ha pgo6y, 40 Mr 1 pas Ha 06y 0.20 0,60
5 aHis (okpemumu gozamu) T

#FquJi6p03|/|n 600 mr agiyi Ha [o6y, 40 Mr 1 pas Ha 06y 135 1.00
7 OHiB ’ ’
#CDeHod)i6paT 160 mMr 1pa3 Ha pooy, 40 Mr 1 pas Ha o6y 1,03 1,02
7 oHIB

#EOLl,enpeBip 800 mr 3 pa3n Ha ooy, 40 Mr 1 pas Ha 106y 232 266
7 oHiB ’ '

& CniBBigHOLLEHHS 33 MeTOfaMU fikyBaHHsi (OZHOYACHE 3aCTOCYBaHHS NiKapCbKOro 3acoBy 3 aTopBacTaTMHOM MOPIBHAHO 3 3aCTOCYBaHHAM aToOpBACTATUHY
OKPEMO).
# s oTpUMaHHs iHdopMaLii Npo KNiHiuHy 3HauyLLicTb AMB. po3ainn «Oco6MBOCTI 3aCTOCYBaHHS» | «B3aeMOfist 3 iHLUMMM NiKapCbKUMK 3aco6amiy Ta iHLLi
BUAM B3aEMOLI».
*  TMosigomnganoca npo 6inbwi nigsuileHHa AUC (cnissigHoweHHA AUC fo 2,5) Ta/abo Cpgy (cniBBigHOWEHHA Crgx 40 1,71) Npu HagMIpHOMY CMOXWMBaHHI
rpenndgpyToBoro coky (750 mn — 1,2 nitTpa Ha goby abo 6GinbLue).
** CniBBIAHOLLEHHS, LLIO 'PYHTYETLCA HA OAMHUYHIN BUGIpPLLI, B3ATIM Yepe3 8—16 roamH nicns 3aCToCyBaHHSA A03W.

T Uepe3 mMexaHi3m noABiliHOI B3aeMogil pucamniHy peKOMeHAY€ETbCA OAHOYACHE 3aCTOCYBaHHS aTopBacTaTUHY 3 pyudamniHOM, OCKiNbKX BYN0 NOKasaHo, Lo
BiACTPOYEHMIA NpUIAOM aTopBacTaTVHy NiCas 3aCTOCYBaHHS pudammiHy NoB’S3aHWI 3i 3HAYHUM 3HVXKEHHAM KOHLEHTpaLii aTopBacTaTvHy Y nniasmi KpoBi.

¥ [o3a kombiHaLiT npenapaTiB cakBiHaBIp + PUTOHABIP Yy LUbOMY AOCNIMKEHHI He € K/iHIYHO 3aCTOCOBYBaHOK A03010. [MiABULLEHHSA eKCno3nLii aTopBacTaTuHy
MpU 3aCTOCYBaHHI Y KNIHIYHUX yMOBax, iMOBIPHO, Oyae BMLLMM, HDK Te, L0 CMOCTepiranoca y uboMy LOCMifpKeHHi. ToMy 3aCcTOCOBYBaTU mpenapart chif 3
06epeXKHICTHO Ta Y HaiHWXKYil HeobXiaHIl A03i.

Bnnuve aTopBacTaTvHy Ha (hapMakOKiHETUKY OHOYACHO 3aCTOCOBYBaHUX JTIKAPCbKMX 3aC06iB

Tabnuugs 2
ATOpBacTaTuH O[IHOYaCHO 3aCTOCOBYBaHMI iKAPCbKMWiA 3aCi6 Ta peXKUM A03yBaHHA
CnisgigHoweHHa | CniBBigHOLIEHHA
Mpenapat/go3a (Mr) AUC Crnex
80w 1pas Ha p,96y AHTUNipuH 600 Mr 04HOPa30BO 1,03 0,89
BMPOLOBX 15 fiHIB
80 mr 1 pa3 Ha foby .
BMPOOBX 10 AHIB #nrokeyH 0,25 mr 1 pas Ha 406y, 20 guis | 1,15 1,20




MepopasbHi KOHTpauenTyBm 1 pa3 Ha 406y,
40 mr 1 pa3 Ha ,q96y 2 micaui 128 123
BMPOLOBX 22 HIB — HOpPEeTUCTEPOH 1 Mr 119 130
— eTuHinecTpagion 35 MKr ' '
TunpaHasip 500 mr 2 pa3u Ha f06y/
10mr pa3 Ha 4oby puToHasip 200 Mr 2 pa3u Ha fo0y, 7 fHiB 108 0,96
10 mr 1 pa3 Ha goby | ®@ocamnpeHasip 1400 mr 2 pa3u Ha Lo0Y,
. . 0,73 0,82
BMPOLOBX 4 AHIB 14 pHiB
10 mr 1 pa3 Ha goby | ®ocamnpeHasip 700 Mr 2 pa3u Ha fo6y/
- - . 0,99 0,94
BMNPOLOBX 4 AHIB puToHaBip 100 Mr 2 pa3un Ha aoby, 14 aHiB

#ﬂ,}'lﬂ OTPMMaHHS iHopMaLiT MPO KNIHIYHY 3HaYYLLICTb AUB. po3ain «B3aemogis 3 iHWMMM NiKapCbKUMM 3ac06amm Ta iHLLIT BUAW B3aEMOLIN».

KniHiYHI XapaKTepuUCTUKMN.
lNoka3aHHA.
3anobiraHHs cepueBo-CyANHHUM 3aXBOPHOBAHHAM Y JOPOC/NX
[na popocnmx nauieHTiB 6e3 KNiHIYHO BUPaXKeHOT iLLEMIYHOT XBOPOOM cepus, ane 3 AeKilbKkoMma (PakTopaMun pusnKy po3BUTKY iLLEMIYHOT XBOPOOK cepLs, TaKUMU 5K
BiK, THOTIOHOMANIHHA, apTepianbHa rinepTeHsis, HU3bKWIA piBeHb JITIBLL, ab0 HasBHICTb paHHLOI iLLEMIYHOT XBOPOOYM cepus Yy CiMeiHoMYy aHaMHesi, ATOpBacTepos
nokasaHui ans:
-3MEHLLEHHS PU3NKY BUHUKHEHHS IH(hapKTy MioKapaa;
-3MEHLLEHHS PU3NKY BUHUKHEHHS IHCYNbTY;
-3MEHLLIEHHS PU3MKY NPOBEAEHHSA NPOLeAyp peBacKynapmnsaLii Ta CTeHOKapaii.
[ns popocnux nauieHTiB i3 LyKpoBum giabetom Il Tuny Ta 6e3 KNiHIYHO BMPaXEHOI iLeMiyHOT XBOPoOM cepus, ane 3 Kiflbkoma (hakTopamuy pusuky po3BUTKY
iLLeMiYHOT XBOPO6U cepLs, TaKUMKU K peTUHoNartis, anbbyMiHypis, TIOTIOHONaNIHHSA ab0 apTepianbHa rinepTeHsis, npenapaT ATopBacTepos NoKasaHWin ans:
-3MEHLLEHHS PU3MKY BUHUKHEHHS iH(hapKTy MioKapaa;
-3MEHLLEHHS PU3MKY BUHNKHEHHS IHCY/bTY.
[ns fopocnmx nauieHTiB 3 KNiHIYHO BUPaXXEHOHO iLLEMiIYHOK XBOPO6OO cepLs ATopBacTepos NoKasaHUii Ans:
-3MEHLLEHHS PU3NKY BUHUKHEHHS HeNeTa/lbHOrO IH(apKTy MioKapsaa,;
-3MEHLLEHHS PU3VKY BUHUKHEHHS NETa/IbHOr0 Ta HENeTalbHOr 0 iHCYNbTY;
-3MEHLLEHHS pU3MKY NPOBeAEHHS MpoLeayp peBacKynsapusaii;
-3MEHLLEHHS pU3MKY rocniTaizalii y 38’43Ky 3 3aCTilIHOK CEPLEBOO HELOCTATHICTIO;
-3MEHLLIEHHS PU3NKY BUHUKHEHHS CTEHOKapAili.
linepninigemis
Y popocnmx nauieHTiB
-9K ONOBHEHHS A0 Ai€TK, W06 3MEHLLMTI NiABUWLLEHI PIBHI 3araibHOro xXonectepuHy, xonectepuny JIMHLL,, anoninonpoTeiHy B Ta Tpurniuepuais, a Takox 4ns
NiABWLLEHHS piBHA XxonecTepuHy JIMBLL, y nauieHTiB 3 NEPBMHHOK [inNepxonecTepuHemieto (reTepo3nroTHOK CIMEAHOK Ta HECIMEeMHOH) Ta 3MilLaHoH
pucninigemieto (tunu llaTa b 3a knacugikauieto PpeapikcoHa).
-AK [ONOBHEHHA 40 AIETM ANA NiKYBaHHA NaUieHTIB 3 MigBULLEHUMI PIBHAMW TPUTiLepUAaIB Y cupoBaTLi KpoBi (Tvn 1V 3a knacudikauieto PpeapikcoHa).



-0na nikyBaHHA MauieHTiB 3 NepBMHHOK aucbeTaninonpoTeiHemieto (Tun Il 3a knacudgikayieto  dpeapikcoHa) y BuNaAkax, KOAW AOTPUMAHHA LIETU €

HeA0CTaTHbO eDEKTUBHYM.

-1 3MeHLEeHHS 3arailbHOro XonecTepuHy Ta xonectepuHy JIMHLL, y nayieHTiB i3 rOMO3UIOTHOK CIMEAHOIO TinepXxonecTepUHEMIEID K LJOMOBHEHHS 4O iHLIMX
rinoninigemiyHmMx MeToAiB NikyBaHHs (Hanpuknag, agepes JIMHLL) a6o AKLLO Taki METOAN NiKyBaHHA HEAOCTYIHI.
Y piTei

- 1K [JONOBHEHHA [0 Ai€TU 4/ 3MEHLLUEHHS PiBHIB 3arasibHOro xonectepuHy, xonectepury JIMHLL i anoninonpoTteiHy B y fiTeld Bikom Big 10 fo 17 pokiB i3
reTepo3nroTHOK CIMEHOLO TinepxonecTepuHeMiero, AKLWO Nicns BigNoBIAHOI AieToTepanii pe3ynbTaTu aHani3iB Taki:
a) xonectepuH JINMHLL, 3annwaetbes 3 190 mr/an (4,91 mmonb/n) abo
6) xonectepuH JITTHLL, 3 160 mr/an (4,14 mmonb/n) Ta:
* y CiMENHOMY aHamHe3i HasiBHi paHHi CepLeBO-CyMHHI 3aXBOPOBaHHA abo
* ABa 260 6ifbLUe IHLWKMX (PaKTOPIB PU3NKY PO3BUTKY CepLEeBO-CYANHHMX 3aXBOPIOBaHb NMPUCYTHI Y NaLieHTa AUTAYOrO BIKY.

lMpoTnnoKasaHHA.

- AKTMBHE 3aXBOPOBaHHS MEYiHKMN, LLLO MOXe BK/IKOYATW CTilAKe NifBULLEHHS PiBHIB NEYiHKOBMX TpaHCaMiHa3 HeBILOMOT eTiosoril.
- FinepuyTnuBicTb A0 Oyb-9KOro3 KOMMOHEHTIB LbOr0 /TiKapCbKOro 3acoby.

- BariTHicTb.

- CoflyBaHHA rpyaato.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

P131K po3BMTKY MioNaTii i vac NikyBaHHSA CTaTMHaMM NiABULLYETHCA Y pasi 0HOMACHOr0 3aCTOCYBaHHA MOXiAHMX (PiBPOEBOT KMCNOTH, NinigoMoandikalinHnx ao3
HiaUuMHY, UMKIOCNOPUHY abo MOTY>KHUX Hri6iTopiB umMToxpomy P 450 3A4 (CY P 3A4) (Hanpuknag KnapuTpoMiuuHy, iHribitopis npoteasu BIJ1 i Bipycy renatuty C
Ta iTpakoHasony) (ame. po3ainu «OcobnMBOCTI 3aCTOCYBaHHS» Ta «PapMaKo/oriyHi BNacTUBOCTI»).

MoTy>kHi iHri6iTopy CYP 3A4. ATopBacTaTUH MeTabonisyeTbcsi UmMToXpoMoM P450 3A4. OpHouvacHe 3acTOCyBaHHA MpenapaTty 3 MOTY)XKHWMM iHriGiTopamu
CYP 3A4 moxe Npu3BecTy [0 MiABULLEHHS KOHLEHTpaLiil atopBacTaT/Hy y naasmi Kposi (4MB. feTaslbHy iH(hopMaLito HuK4e). CTyniHb B3aEMOAIT Ta NiLCUNEHHS
AiT 3anexartsb Bif MiHAmBocTi BnanBy Ha CYP 3A4. Cnig no MOXMBOCTI YHUKATN OHOYACHOI0 3aCTOCYBaHHSA 3 MOTYXXHUMMU iHribiTopamn CY P3A4 (Hanpuknag 3
LIVKOCMOPWHOM, TeNTITPOMILUHOM, KNapUTPOMILWHOM, LeNiaBipAUHOM, CTUPUMEHTO/IOM, KETOKOHA30/10M, BOPUKOHA30/10M, ITPAKOHA30/10M, MOCAKOHA30/10M, AEAKUMU
NPOTMBIPYCHUMYM npenapatamn ana nikysaHHa HCV (Hanpuknag en6acsipy/rpasonpesipy) Ta iHri6itopamu npoteas BIJ1, y TOMy uncni pUutoHaBipoM, I0MiHaBipoM,
arasaHaBipoM, iHAMHABIPOM, AapyHaBipoM). AKLLO HEMOX/IMBO YHUKHYTW OAHOYACHOrO 3aCTOCYBaHHA LMX MNpenapatiB 3 aropBacTaTMHOM, CAif PO3rsHYTH
MOX/IMBICTb 3aCTOCYBaHHS MEHLLIOT NOYaTKOBOI Ta MaKCUMa/IbHOT 103 aTopBacTaTUHY. TakoX PeKOMEHAYETbCS MPOBOANTM HAIEXXHWUIA KNTIHIYHWIA MOHITOPUHT CTaHy
nauieHTa (ame. Tabnumyto 3).

MomipHi iHriditopn CYP3A4 (Hanpuknag epuTpoMmiuuH, AuiTiaseM, BepanaMin Ta (/yKOHa30/) MOXYTb MiABWLLYBATN KOHLEHTPAL 0 aTopBacTaTUHy Yy niasMi
KpoBi (ams. Tabnuuto 1). OfHoYacHe 3aCTOCYBaHHSA epUTPOMILMHY Ta CTaTMHIB CYNPOBOLKYETHCA MIABULLEHHAM PU3UKY PO3BUTKY MionaTil. [LoCni[KeHHA B3aEMOAiT
NiKapCbKMX npenapariB Ans OLiHKW BMAMBY aMiofapoHy abo Bepanamifly Ha atopBacTaTMH He npoBoauan. Bigomo, L0 aMiofapoH Ta Bepanamin NpUrHivyTb
akTuBHICTb CYP3A4, a 0TXe, 04HOYaCHe MPU3HAYeHHA LMX NpenapariB 3 aTopBacTaTUHOM MOXE NPU3BeCTM 40 36i/bLUeHHA eKCrno3uuii aTopBacTaTuHy. Takum
YMHOM, NPU 0AHOYACHOMY 3aCTOCYBaHHI aTopBacTaTUHY Ta LMX NOMipHUX iHriGiTopiB CY P3A4 cnif po3rfisHyTU MOXMBICTb NPU3HAYEHHSA MEHLINX MaKCUMabHUX
[103 aTopBacTaTHy. TaKoX PEKOMEHA0BaHO NPOBOAUTU KNIHIYHWIA MOHITOPUHI CTaHy nNauieHTa. MMicnsa noyatky nikyBaHHSA iHriGiTOpoM abo nicns Kopekuil horo
[031 PEeKOMEHO0BaHO MPOBOAWUTU KMIHIYHUIA MOHITOPUHI CTaHy nauieHTa. TakoX TakuMii MOHITOPUHI PEKOMEHJOBAHO MPOBOAWTY MICNf MOYaTKy JliKyBaHHS
iHriGiTopom abo Micna KOpekLil noro fo3un.



perndpy TOBWIA CiK. MiCTUTb OAMH a60 Gifblue KOMMOHEHTIB, WO iHrioytoTb CYP 3A4 Ta MOXYTb NiABMLLYBATW KOHLEHTpaLil aTopBacTaTMHy Yy nnasMmi Kposi,
0c0611BO NPU HagMIpPHOMY CMOXXMBaHHI rpeinngpyToBoro coky (6inbLwe 1,2 nitpa Ha fo6y).

KnapnTpomiyunH. 3HaveHHs AUC aTopBacTaTUHY 3Ha4HO MifBULLYBAIOCA NMPU 04HOYACHOMY 3aCTOCYBaHHI atopBacTaTtuHy y fo3i 80 Mr Ta KnaputpomiymHy (500 mr
2pasn Ha f[oby) MOPIBHAHO i3 3aCTOCYBaHHAM TifbKW aTopBacTaTuHy (AMB. po3ain «dPapmakosnorivyHi BMacTMBOCTI»). OTXKe, NauieHTaM, sKi NpuiiMaroTb
KNapuTPOMILUH, CNif 3 06epeXXHICTIO 3aCTOCOBYBATM aTopBacTaTuH y 03I Buwe 20 Mr (4uB. po3ainn «Oco6/MBOCTI 3aCTOCYBaHHSA» Ta «Cnocib 3acToCyBaHHA Ta
[,031»).

Komb6iHauis iHri6iTopis npoTeas. 3HadyeHHa AUC aTopBacTaTUHy 3Ha4HO MifBMLLYBanocsa Npy OfHOYACHOMY 3aCTOCYBaHHI npenapaTty 3 KislbkomMa KOMGiHaLisMu
iHriGiTopiB npoTeasn BIJ1, a TakoxX 3 iHri6iTOpoM npoTeasu Bipycy renatuty C TenanpeBipoM MOPIBHSHO i3 3aCTOCYBaHHAM TiflbKM aTopBacTaTvHy (AMB. po3fdin
«PapMakoorivyHi BNacTUBOCTI»). MauieHTam, fKi npuimatoTb iHribiTopu npoteasv BIJT TnpaHasip + puToHaBip abo rnekanpesip + NiGpeHTacBip, Cnif yHUKaTK
0[JHOYACHOro 3aCTOCYBaHHA 3 aTopBacTaTUHOM. [Mpenapat c/if 3 006epPeXXHICTIO Mpu3HayaTy nauieHTam, ski NpuiiMaroTb iHriGiTopyn npoteasn BIJ1 noniHasip +
PUTOHABIP, i 3aCTOCOBYBATU Y HaWHWXKYiN HeoOXigHin fo3i. Ana nauieHTiB, fKi npuiiMatoTb iHri6iTopy npoteasu BIJ1 cakBiHaBip + puTOHaBIp, AapyHasip +
PUTOHaBIp, hocamnpeHasip abo hocamnpeHasip + pUTOHaBip abo enbacsip + rpasonpesip, A03a aTopBacTaTMHY He NMOBMHHA NepesBuLLyBaTy 20 Mr, 3aCTOCOBYBATH
Wi npenapaTy NOTPIGHO 3 06epeXxHIcTHo. Mpu 3acTocyBaHHI MauieHTaM, fKi NpUiMatoTb iHriGiTop npoTeasn BIJ/1 HendiHaBip abo iHribiTop npoTeasu Bipycy
renatuty C 6ouenpesip, Ao3a aTopBacTaTMHY He NOBMHHA nepeBuLyBat 40 Mr, TaKOX PEKOMEHAYETLCA NPOBEAEHHS PETENIbHOr0 KAIHIYHOr0 MOHITOPUHTY CTaHy
nauieHTIB (auB. po3ginv «OcobnnBoCTi 3aCTOCyBaHHA» Ta «Cnocib 3aCTOCyBaHHSA Ta L03U»).

ITpakoHason. 3HayeHHs AUC aTtopBacTaTyHy 3Ha4YHO MifBULLYBaIoCs NpU OA4HOYACHOMY 3aCTOCYyBaHHI atopeacTatuHy y Ao3i 40 Mr Ta iTpakoHa3osy y go3i 200 mr
(ovB. po3gin «PapmakonoriyHi BNacTMBOCTI»). OTXe, LLOAO0 NaLieHTiB, AKi NpUiMatoTh iTpakoHa3o0/1, cnif 6yt 06epeXXHUMU, SKLLO [03a aTOpBacTaTVHY NepeBuLLYE
20 mr (amB. po3ginn «Oco6MBOCTI 3aCTOCYBaHHSA» Ta «Cnoci6 3aCTOCYBaHHA Ta J03W»).

LimknocnopuH. ATopBacTaTVH € Cy6CTpaToM NediHKOBUX TpaHcnopTepis. MeTaboniTv atopBacTaTuHy € cybcTpatamm TpaHcnoptepa OATPLBI. IHri6iTopn OATPLB1
(Hanpvknag UMKNOCMOPUH) MOXYTb NiABULLYBaTK GIOAOCTYMNHICTL atopBacTtaTtuHy. 3HavyeHHs AUC aTopBacTaTUHY 3Ha4yHO MiABULLYBaioCA MpPU OAHOYACHOMY
3acTocyBaHHI npenapaty y A03i 10 Mr Ta UMKNOCNOpUHY y A03i 5,2 Mr/Kr/go6y NopiBHAHO 3 3aCTOCYBaHHAM TiflbKM aTopBacTaTuUHy (AMB. po3ain «Papmakonoriyxi
B/IACTMBOCTI»). C/lij YHUKATV O4HOYACHOI 0 3aCTOCYBaHHSA aTopBacTaTUHY Ta LMKNOCNOPUHY (AMB. po34in «OCO6/IMBOCTI 3aCTOCYBaHHA»).

MeanyHi pekoMeHAaLiT LOAO 3aCTOCYBaHHA NiKapPCbKMX Mpenaparis, WO B3aEMOZAiOTh, MigCyMOBaHO Y Tabnuui 1 (anB. TakoX po3finm «Cnocib 3acTocyBaHHA Ta
[031», «OCO6NMBOCTI 3aCTOCYBAHHS»).

NeTepmoBip. OagHoYacHe 3acToCyBaHHA aTtopsacTaTvHy Yy Ao3i 20 mr Ta fieTepmoBipy y Aosi 480 mr Ha Ao6y npu3BoAMio A0 NIABULLEHHA PIBHA BMIUBY
aTopsacTaTuHy (cniesigHoweHHs AUC: 3,29) (amB. po3ain «dapMakoKiHETHKa).

NletepmoBip € iHribiTopoM etnoKCHUX TpaHcnopTtepis P-gp, BCRP, MRP2, OAT2 Ta neyiHkoBoro tpaHcnopTtepa OATPLB1/1B3, TakuM YMHOM BiH NiABULLYE
piBEHb BMN/IMBY aTopBacTaTuHy. [lo3a npenapary atopeacTaTvHy He NoBuHa nepesuLLysaty 20 Mr Ha o6y (AmB. po3ain «Cnocib 3acTocyBaHHS Ta 403U»).

CTyniHb onocepeakoBaHuX Nikapcbknx B3aemofin CYP3A4 1a OATPLBL/1B3 Ha cynyTHi npenapatn, MoXe OyTW Pi3HOK MNpW OAHOYACHOMY 3aCTOCYBaHHI
NeTepMoBipy 3 LMKIOCNOPUHOM. 3aCTOCYBaHHA aTOpBaCTaTUHY He PeKOMEHAYETbCA NaLjieHTaM, SKi NpuiMaroTb IETEPMOBIP OAHOYACHO 3 LIMK/I0CMOPUHOM.
I"nekanpesip i NibpeHTAacBip, enbacsip Ta rpasonpesip. CynyTHe 3aCTOCYBaHHA reKkanpesipy Ta NibpeHTaBipy abo enbacsipy Ta rpasornpesipy MoOXe Npu3BecTn 4o
NiABULLEHHS KOHLIEHTpaLiT aTopeacTaTUHy y naasmi KpoBi Ta NiABULLEHOIO PU3MKY MionaTii.

Mpn o4HOYaCHOMY 3aCTOCYBaHHI riekanpesipy i NibpeHTaBipy 3 aTopBacTaTMHOM M1a3MOBa KOHLEHTpaL,is aTopBacTaTUHy NiABULLYETLCA 40 8,3 pa3a 4aCcTKOBO Yepes
BCRP, OATPIBL/1B3 T1a CYP3A4 iHribyBaHHs, TOMY He PeKOMEeHAYETbCA OfHOYacHe 3acToCyBaHHSA npenapaTy ATopBacTepon nauieHTam, SKi CynyTHbO
NpUIMMatoTb NiKapCbKi 3aC00M, LLLO MICTATb reKanpesip i NibpeHTacsip.

Mpy ofHOYACHOMY 3aCTOCYBaHHI e/16acBipy Ta rpasonpesipy 3 aTopBacTaTMHOM M/1a3MOBa KOHLIEHTpaL,if aTopBacTaTuHy NiABuLLYeTbCA A0 1,9 pa3a 4acTKOBO yepes
BCRP, OATPLB1/1B3 Ta CYP3A4 iHribyBaHHs, TOMY [j03a aTOpBacTaT/Hy He NOBMHHA nepeBuLLyBaT 20 Mr Ha 406y NpwW 3acTOCYBaHHI NalieHTaM, SKi CynyTHbO
npuiiMaloTb NiKapcbKi 3acobu, Wo MicTaTb enbacsip Ta rpasonpesip (AvB. po3ginn «Cnocib 3acTocyBaHHA Ta [03u», «OC0B6MMBOCTI 3aCTOCYBaHHS» i



«PapMaKoKiHETUKa).
MeanyHi pekoMeHauiT LWOA0 3aCTOCYBaHHS NiKapCbKUX 3ac06iB, L0 B3aEMO/iOTb, MiACyMOBaHO y Tabnmui 3 (AMB. TakoX po3ainm «Crnocib 3acTocyBaHHSA Ta [031»,
«OC06MBOCTI 3aCTOCYBaHHS», «PapMaKo/orivyHi BMaCTUBOCTI»).

B3aemopii nikapcbKmx 3aco6iB, NOB’s3aHi 3 NiABWLLEHMM PU3MKOM Mionartii/pabaomionisy

Tabnmuq 3

Mpenapatu, Lo B3aEMOAi0Tb MeaunuHi pekomeHgauii Wwo0 *3acToCoBYBATU Y HaMEHLLI HeO6XifHiN 03i.

3aCTOCYBaHHS
LInknocnopuH, TunpaHasip + pUTOHaBIP, reKanpesip + Femdibpo3nn. Y 3B’A3KYy 3 MiABULLEHUM PU3NKOM
nibpeHTacBip, 1IeTepPMOBIp NPU 0AHOYACHOMY 3aCTOCYBaHHI 3 YHUKATMN 3aCTOCYBaHHs aTopBacTaTuHy | Mionatii/pabfomionisy npu ofHOUYaCHOMY MpUIAoMi
LIMK/TOCMOPUHOM iHri6iTopiB "MI-KoA-peaykTasu 3
KnapuTpoMiLuH, iTpakoHason, CakBiHasip +pUTOHaBIp*, fapyHasip | | nepeBHLLLYEaTH 03y 20 Mr rempibposunom  cnig  yHukat _C6y'V”CH0r°
+ pUTOHaBip, thocamnpeHasip, (hocamnpeHaBip + pUTOHaBIp, ATOpEACTATY Ha 706y 3aCTOCYBaHHS aTopBacTaTUHy 3 remdgioposuiom
en6acsip + rpasonpesip, NeTepMOBip (,IJ,I/IB.. PO3AiN «Oco6nvn_300T| 3ac_TocyBaHHﬂ»).

IHWi ibpaTn. OCKINbKMA BigOMO, WO PU3MK

HendiHasip He nepesuilysaty fo3y 40 mr pO3BATKY ~ MionaTii  nif  4ac  NiKyBaHHs

aTopBacTaTuHy Ha 06y iHriGiTopamy TMI-KoA-peayKTasn nifBunLLyeTbCs
NoniHasip + pUTOHaBIp, CMMENPEBIp, MOXIAH (13_|6p|/|HOBoT 3aCTOCOBYBAT 3 0GEPEXHICTIO Ta Y Mpy  oAHOYacHOMY NpUAOMI  IHLWINX (*)i6pf’:lTiB,
K1CNOTK, epUTPOMILMH, a30/1bHi MPOTUIPUBKOBI 3aco6u, HaVMEHLLN HEOBXiHil 103i aTopBacTaTUH C/lif, 3aCTOCOBYBATU 3 06EPEXHICTIO
ninigomMoAnMiKyoYi 031 HiauuHY, KONXILUH Mpu  CYMICHOMY  3aCTOCYBaHHi 3  iHWXMU

(hibpaTamu (AmB. po3ain «Ocob/MBOCTI 3aCTOCYBaHHS).

HiaunH. PU3nMK BUHUKHEHHSA MOBIYHNX SBULL, 3 OOKY CKeNeTHUX M’A3iB 361/bLUYETHCA MPW 3aCTOCYBaHHI Npenaparty y KOMOiHauiT 3 HiaUuMHOM, a OTXe, 3a TakuX YMOB
CNif, PO3rNAHYTU MOXX/IMBICTb 3HVKEHHS 03U aTOpBacTaTUHY (AMB. po3ain «OCco6/IMBOCTI 3aCTOCYBAHHS»).

Puchamnin abo iHWi iHaykTOpu umMToxpoMy P450 3A4. OaHouvacHe 3acTOCyBaHHA npernapaty 3 iHAyKTopamy uuToxpomy P450 3A4 (Hanpuknag edaBipeH3,
pucamniH) MOXe MPU3BOAUTM [0 HECTIMKOro 3MeHLUEHHA KOHLeHTpauii aTtopsacTaTvHy Yy nnasMmi KpoBi. Yepe3 MexaHi3M MOABIMHOT B3aemogii pudammniHy
PEKOMEH/YETLCA OHOYACHEe 3aCTOCYBaHHSA aTtopBacTaTVHy 3 pudamniHOM, OCKi/IbKM 6y/10 NoKas3aHo, L0 BifCTPOYEHe 3aCTOCyBaHHA MpenapaTy Nicns BBeAEHHS
puthamniHy NoB’A3aHe 3i 3HAYHWUM 3HUKEHHAM KOHLEHTpaLii aTopBacTaTHy Y niasMi KpoBi.

AvnTiasemy rigpoxnopus

OpHoYacHWIA Npuitom atopBacTaTuHy (40 Mr) Ta gunTiaszemy (240 Mr) cynpoBOMAXKYETLCA MiABULLEHHSM KOHLEHTPaL|iT aTopBacTaTUHY Y nia3mi KpoBi.

LUvmeTnanH

Y pe3ynbTati NpoBeAeHNX LOCNIIKEHb 03HAK B3aEMOJIT aTOpBacTaTUHY Ta LMMETUANHY HE BUSBIIEHO.

AHTauman

OfHouacHUIA nepopa/ibHUA NPUIAOM aTtopBacTaTUHY Ta CycneHsii aHTauuAHOro npenapaty, WO MICTUTb MarHiin Ta alloMiHil0 TigpoKcuzi, CynpoBOKYETLCA
3HVKEHHSAM KOHLEHTpaLiT aTopBacTaTUHY Yy niasmi KpoBi Nprn6m3HO Ha 35 %. Mpu uboMy rinoninigeMiyHa fis atoppactaTUHy He 3MiHIOBasIacs.

KonecTunon

KOHUEeHTpauis aTopBacTaTUHy Yy nnasMi KpoBi 6yna HK4ow (NpubnansHo Ha 25 %) npu OAHOYACHOMY MPUIAOMI aTopBacTaTUHy Ta Konectunony. Mpu LboMy
rinoninigemivHa fis kKombiHaviT aTopBacTaT/HY Ta KONECTUMNOY NepeBuLLlyBana eekT, SKWU 1ae MPUIAOM KOXHOTO0 3 LIMX NpenapaTiB OKPeMO.

A3NTPOMILMH



OfHoYacHe npu3HaveHHs aTtopsacTaTuHy (10 mMr 1 pa3 Ha foby) Ta asuTpomiumHy (500 mr 1 pa3 Ha f[00y) He CynpoBOKYBasioCs 3MiHAMM  KOHLEHTpauii
aTopBacTaTUHy Y nia3mi KpoBi.

IHriGiTOpK TpaHcnopTHUX BinkKiB

IHri6ITOpPY TPaHCMOPTHUX BGINKIB (HaNpUKIag LUKIOCNOPWH, TeTEPMOBIpP) 34aTHI MigBULLYBATW PiBEHb CUCTEMHOT €KCMOo3uLiT aTopBacTaTUHy. Bnime npurHiveHHs
HaKoMMYyBaJIbHNX TPaHCMOPTHUX OifIKiB Ha KOHLEHTpaLit0 aTopBacTaTUHy B KNITMHAX MNEeYiHKU HEBIAOMUW. AKLWO YHUKHYTU OLHOYACHOrO MPU3HAYEHHS LMX
npenapartis HEMOX/IMBO, PEKOMEH0BaHO 3HVKEHHSA 403U Ta MPOBEAEHHSA KNIHIYHOrO MOHITOPUHIY ePeKTUBHOCTI aTopBacTaTuHY.

EseTumib

3acTocyBaHHA €3eTUMIBY K MOHOTepanii NOB’A3Y0Tb 3 PO3BUTKOM ABWULL, 3 60KY M’A30BOI CUCTEMU, Y TOMY YncCAi pabaomionisy. TakuMm YAHOM, NPU 0gHOYACHOMY
3aCTOCYBaHHI e3eTUMibOy Ta aTopBacTaTMHy PU3MK PO3BUTKY LMX ABULL, 30i/1bLLYETHCA. PEKOMEHLOBAHO NPOBOANTN HAIEXHWIA KNiHIYHUIA MOHITOPUHT CTaHy Takux
nawieHTiB.

dy3maosa KucnoTa

JocnifpkeHHs B3aeMopii aTtopsacTaTMHy Ta (hy3uAOBOI KUCMIOTWM He NPOBOAMAN. AK i Yy BMNafKy 3 IHWWMMK CTaTMHaMW, Yy MOCTMApPKETMHIOBWIA nepiog npu
0[JHOYaCHOMY MpUIAOMI aTtopBacTaTMHY Ta (oy3MA0BOI KMUCMOTK CNOCTepirainca seuiia 3 60Ky M’A30BOI cucTemu (y TOMY umcni pabaomionis). MexaHiam L€l
B3aEMOZIT 3a/IMLIAETLCA HEBILZOMUM. IMaLieHTn NoTPebyroTh MUILHOMO Harns4y, MoXe NnoTpedyBaTnca TUMYacoBe NpU3YNHEeHHS NiKyBaHHA aTopBacTaTUHOM.
AurokcvH. MNpn ogHoYacHOMY 3aCTOCYBaHHI 6aratopasoBuX [03 aTopBacTaTUHY Ta AUTOKCUHY PIBHOBaXKHI KOHLEHTpALi AUTOKCUMHY Y MiasMi KPoBi MifgBULLYHOTHCS
npr6am3Ho Ha 20 %. Criif, HAIEXXHUM YMHOM KOHTPOIOBATM CTaH MauieHTiB, SKi NPUAMaKOTb AUTOKCUH.

MepopasibHi KOHTpauenTusn. OfHOYacHe 3aCTOCYBaHHA aTopBaCTaTUHY 3 Nepopa/lbHMMUN KOHTPaLEeNnTMBamy MigsuLLyBaio 3HavyeHHds AUC /19 HOPeTUCTEPOHY Ta
eTuHinectpagiony (aue. po3ain «PapmakonorivyHi BNacTMBOCTI»). Lii NigBULLIEHHS cnif 6paTy 4o yBarn npy BM60pi nepopasibHOro KOHTPaUenTnBa Ans XIiHKK, sKa
npuimae aTopBacTaTuH.

BapchapvH. ATopBacTaTvH He YMHMB K/IHIYHO 3HauyLLoi Ail Ha NPOTPOMOGIHOBMIA Yac MpW 3acTOCyBaHHI NauieHTaM, AKi MPOXOAWW [AOBroTpUBae NiKyBaHHS
BapdaprHOM.

KonxiuuH. Mpy ofHOYaCHOMY 3aCTOCYBaHHI aTtopBacTaTVvHY 3 KOMXILWMHOM MOBIZOMAAMM MPO BUMaLKW Mionatii, y TOMY uucfi pabgomionisy, ToMy cnif 3
06epeXxKHICTIO NMp13HayaTn aTopBacTaTUH 3 KONXiLUHOM.

IHWi nikapcbKi 3aco6u

KniHiYHi gocnimkeHHs nokasanu, WO OAHOYacHe 3aCTOCOBYBaHHS aTOpBacTaTWHY i FiMOTEH3MBHMX MpenapaTiB Ta MOro 3aCcTOCyBaHHSA Y XOfi eCTPOreH—3aMiCHOT
Tepanii He CynpoBOKYBa0CA K/IHIYHO 3HAYYLLMMK NOGIYHUMK edhekTamn. [ocnigpKeHb B3aEMOAIT 3 iHWIMMIK NpenapaTamu He NMPOBOAWN.

Oco6MBOCTI 3aCTOCYBaHHSA.

CkeneTHi M’A3u

Hagxoamnu pigkicHi NoBiZOMIEHHA MPO BMNaLKW pabaoMioni3y 3 rocTpor0 HMPKOBOK HEAOCTATHICTIO BHACNIAOK MIOr1I06iHYpPIT MpK 3aCTOCYBaHHI aTopBacTaTUHy Ta
IHWNX NiKapCbKMX MnpenapaTiB LbOro knacy. HasBHICTb B aHaMHe3i MOpYLUeHHA (PYHKLIT HUPOK € (DaKTOPOM PU3MNKY PO3BUTKY pabaomionisy. Taki nauieHTu
NoTPebyoTh 6iNbLL PETENIbHOTO MOHITOPUHTY 18 BUSAB/IEHHSA NOPYLUEHb 3 6OKY CKENeTHUX M’A3iB.

ATOpBaCcTaTuH, AK | IHWI npenapatu rpyny CTaTUHIB, IHOAI CNPUYMHAE MIOMATIto, L0 BM3HAYaETbCA AK 601 y M’A3ax abo CnabkicTb M’A3iB Y MOEAHAHHI 3
NiABWLLEHHAM MoKa3HUKIB KpeaTuHhochokiHasm (KPK) y noHag 10 pasiB BULLE BEPXHbLOT MeXi HOpMM. OfIHOYaCHe 3aCTOCYBaHHSA BULLMX [03 aTopBacTaTuHY 3
NEeBHUMM NiKapCbKMMK NpenapaTamu, TakUMU K LUKIOCMOPUH i NOTYXHI iHri6iTopm CY P3A4 (Hanpuknag KnapuTpoMiLuH, iTpakoHa3on Ta iHribitopn npoteas BIJ1
Ta Bipycy renatuty C), niABuLLye pu3nK mionartii/pabgomionisy.

Hagxoaunu pigkicHi noBifoMNeHHA NPO BMNAAKW IMYHOMOrIYHO OnocepefKoBaHOi HeKpoTuyHOT mionatii (IOHM) — ayToimyHHOI Mionartii, noB’A3aHOi i3
3acTocyBaHHAM cTaTuHIB. IOHM xapakTepu3yeTbCa TaKMMU O3HaKaMu: ClabKiCTb MPOKCMMabHUX M’A3iB Ta NiABWLLEHNI PiBEHb KpeaTMHKIHA3M Yy CMpoBaTL,i KpOBi,



AKi 36epirarTbCs, He3BaXKaKUM Ha NPUMNNHEHHS NiKYBaHHA CTaTUHaMK; M’A30Ba OIOMCis BUABNSE HEKPOTUYHY MioMaTito 6e3 3HaYHOTO 3anasieHHs; NPy 3aCTOCYBaHHI
IMYHOCYMpPeCcMBHMX 3ac06iB CMOCTEPIraeTbCsA NO3UTUBHA AMHAMIKA.

MOXX/IMBICTb PO3BUTKY MiOMaTil cAif po3rnagatvy 6yab-aKoronauieHTa 3 Augy3HUMmU MianrisMu, 6onicHICTIO abo cnabkicTio M’A3iB Ta/abo 3HaYHWUM MiABULLEHHAM
K®K. MauieHTam cnig nopekoMeHAyBaTV HEramHO NOBIAOMSTY MPO BUMNAAKM 60Mt0 y M’sa3ax, 60MICHOCTI abo cnabkocTi M’A3iB HeBifoMOI eTionorii, 0co61MBO
AKLO Le CYNpPOBOMKYETLCA BIAUYTTAM He3fy)XXaHHS, NiABMLLEHHAM TeMmnepaTypu abo SKLLIO O03HaKW 3axXBOPHOBaHHA M’A3iB 36epiraroTbCsA Micns NPUNUHEHHS
npuinomy atopBacTaTuHy. JlikyBaHHS NpenapaToMm Cif NPUNMHATA Y BUNAAKY 3HAYHOro NiABuLLeHHA piBHA KPK, giarHoctyBaHHs abo nijo3pw Ha mMionartito.

Pun3uk Mionartii nif yac NikyBaHHA npenapaTaMu LbOro Knacy nifBuLyeTbCa Npu 04HOYACHOMY 3aCTOCYBaHHI liKapCbKuX 3aco06iB, 3a3HaveHuX y Tabnuui 3. Jlikapi,
AKi po3rnsfalTs MOXIMBICTL KOMOIHOBaHOI Tepanii atTopBacTaTMHOM Ta 6yAb-SKUM 3 LMX MpenapaTis, NOBUHHI PETe/IbHO 3BAXKMUTU MOTEHLiMHI NepeBaru Ta pusmnku,
a TaKOXX PeTe/IbHO CTEXUTHM 3a CTaHOM NaLiEHTIB Woa0 6yab-AKMX CMMNTOMIB 60/1t0, 60/1ICHOCTI ab0 cnabKkocTi y M’A3ax, 0C06IMBO MPOTArOM NOYaTKOBUX MICALLIB
Tepanii Ta NPOTAroM 6yab-9KOro 3 nepiogiB TUTPYBaHHA [03M Y HanpAMKY 306inblUeHHst Oy/b-AKOro 3 npenapartiB. Chig po3rnsHyTU MOXIMBICTb 3aCTOCYBaHHS
HM3bKMX MOYaTKOBUX Ta NiATPMMYBa/IbHUX 103 aTOPBAaCTaTMHY MpY 0AHOYACHOMY NPUIAOMI 3 BULLE3ragaHUMK NiKapCbKUMK npenapatamu (aue. po3ain «B3aemogis 3
IHLWMMK NiKapcbK1MMK 3acobamy Ta iHLLI BUAW B3aEMOAIN»). Y TaKMX CUTyaLiiX MOXKe PO3rnsgaTucs MOX/MBICTb NepioanyHOro BusHadyeHHs KPK, ane Hemae
rapaHTil, Lo Tak1ii MOHITOPMHT AONOMOXKe 3anobirTv Bunagkam TsHXKKOT mionaril.

MosigoMnanu NPo BMUNagKn mMionarii, y TOMy yncni pabgomionisy, npy 04HOYaCHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3 KOMXILMHOM, TOMY aTOPBacTaTUH i3 KOMXILVHOM
CNif NpM3HayaTy NauieHTaM 3 06epexHiCTIO (AMB. po3ain «B3aemogis 3 iHWMMK NiKapCbKUMK 3ac06amn Ta iHLLI BUAW B3aEMOLiN).

Tepanito aTopBacTaTUHOM C/lif, TUMYacoBO abo MOBHICTIO MPUNUHUTK Y BYyb-AKOro NawieHTa 3 rocTpuM CeprMo3HMM CTaHOM, LU0 BKa3ye Ha PO3BUTOK MionaTil, abo
NPy HasBHOCTI (pakTopa PU3NKY PO3BUTKY HWUPKOBOI HEAOCTATHOCTI BHACMIAOK pabLoMionidy (HampukiaL TSXKKa roctpa iHgekuis, apTepianibHa rinoTeHsis,
XipypriyHa onepadis, TpaBMa, TSHKKI MeTabo/iuHi, EHAOKPUHHI Ta eNeKTPONITUYHI Po3N1adun, a TaKOX HEKOHTPOIbOBaHI Cy0MM).

MopyLUeHHS (hYHKLIT NeYiHKK

Byno nokasaHo, Lo cTaTuHK, K i AesKi iHWi rinoninigemivHi TepaneBTUYHI 3aC00M, NOB’A3aHi 3 BIAXUIEHHAM Bif HOPMW 6I0XIMIYHUX NMOKa3HUKIB PYHKLIT NEYiHKK.
CnocTepiranocs CTilike MigBULLEHHA PIBHIB CMPOBATKOBMX TpaHcamiHa3 (6ifibll HIXX Yy 3 pasu BULLE BEPXHbLOT MEXi HOPMU, L0 BUHMKNO 2 pa3u abo 6inblue) y
nawieHTIB, AKi OTPMMYBa/IV aTOPBACTATUH Nif Yac KMIHIYHUX SOCNIIKEHD.

Byno 3apeecTpoBaHO OAMH BWUMAAOK XXOBTAHWMLI. MMiABWLLEHHI MOKa3HWKM (DYHKLiOHa/IbHUX Npo6 nedviHky (PIIM) y iHWMX nauyieHTiB He Oynu nos’s3aHi 3
YKOBTAHMLEH ab0 iHWUMK KNIHIYHUMK cuMnTOMamMu. Tlicns 3MeHLeHHs [03W, MepepBu Y 3acToCyBaHHI npenapaTty abo MPUMMHEHHS AOro 3aCTOCYBaHHA PiBHI
TpaHcaMiHa3 NoBepTasnca [0 PiBHIB nepes NiKyBaHHAM ab0 6/13bKO 0 UMX PiBHIB 6€3 3a/IMLLKOBUX ABWLL,. Binblue NoMA0BUHM NAUiEHTIB 3i CTIKMM NiABULLEHHAM
NMOKa3HWKIB (DYHKLIOHa/IbHUX NPO6 NeYiHKM NPOA0BXKYBaIN fliKyBaHHA aTOpPBacTaTUHOM Yy MEHLUMX [103aX.

MMepes TMM AK PO3MOYMHATW Tepanito aTopBacTaTUHOM, PEKOMEHAYETbCA OTPMMATW pPe3y/bTaTW aHani3iB MOKasHWKIB (PEPMEHTIB MeYiHKU Ta pobuTy aHanisu
MOBTOPHO Y pasi KNiHiYHOT HeobxigHOCTI. Hagxoaunu pigkicHi NOCTpeecTpaLiiHi NOBiLOMMIEHHA NP0 BUMAAKM NeTabHOI Ta HeneTaibHOT NeYiHKOBOT HeAOCTAaTHOCTI
y nauieHTiB, AKi NpuiAManu npenapaTy rpynu CTaTuHIB, Y TOMY YWCNi aTopBacTaTUH. Y BUMaAKy CEPrO3HOr0 ypaXKeHHs MeYviHKW 3 KAIHIYHUMKU CUMMITOMamu
rinep6inipy6iHemicto abo XOBTAHMLEHO Nif, Yac 3aCTOCYBaHHA atopBacTaTUHY Cif HeraiHO NPUMUHUTK NiKYBaHHSA. FKLLO He BU3HAYeHO afibTepHATUBHOT eTionNoril,
He C/ifi NOBTOPHO PO3MOYMHATY NiKyBaHHS MpenapaTom.

ATOpBacTaTUH CAif 3 06EpPEeXHICTHO MpM3HayaTh NaljieHTam, SKi BXMBalOTb 3HaYHi KifbKOCTI afIKorono Ta/abo MalTb B aHaMHe3i 3axXBOPHOBAHHS MEYiHKW.
ATOpBaCTaTUH MPOTUMOKa3aHWA NPXU aKTUBHOMY 3aXBOPHOBaHHI MeYiHKM abo CTiIiKOMY NiABWLLEHHI PiBHIB NeYiHKOBMX TpaHCaMiHa3 HeBifoMoi eTionorii (aue.
po34in «poTUnoKasaHHs>).

EHIOKpUHHA (hyHKLUISA

Mosigomnsnn Npo NigsuLeHHs piBHA HbA1C Ta KOHLEHTpaLiT rH0Ko3M y CUpoBaTL,i KPOBI HaTLLEe Npu 3acToCyBaHHI iHribiTopis TMIKoA-pefyKTasn, y TOMY Ymchi
i aTopBacTaTuHYy.

CTaTvHM NepeLIKo/pKalTb CUHTE3Y XO/eCTEPUHY Ta TEOPETUUYHO MOXYTb OCNabnAaTy Cekpewitd HaLHUPHMKOBO3AIO3HUX Ta/abo roHagHux cTepoigis. KniHiyHi



[OCMIIKEHHS MOKa3an, L0 aTopBacTaTUH He 3HVXKYE 6a3asibHy KOHLEHTpALit0 KOPTU30/Yy Nia3sMu KPOBi Ta He MOLUKO[KYE pPe3epB HaLHWPKOBMX 3a/103. Bnivs
CTaTMHIB Ha 3annifHOBabHY 3[aTHICTb CNIePMI He AOCNiAKYBaBCA Y AOCTaTHbOI KiNbKOCTI nauieHTiB. HeBigoMo, AKMM YAHOM npenapat Brn/vBae, Ta i v B3arani
BM/IMBAE Ha CUCTEMY «CTaTeBi 3a/103M—Tinogis—rinotanamyc» y XIiHOK Yy nepeameHonaysHuii nepiog. Cnig 6yt 06epeXkHUM Npu 04HOYAaCHOMY 3aCTOCYBaHHiI
npenapary rpynu CTaTuHIB 3 NiKapCbKUMKM Npenaparamu, WO MOXYTb 3HUXXYBATW PiBHI a0 aKTUBHICTb EHAOrEHHNX CTEPOILHNX FTOPMOHIB, TaKUMU IK KETOKOHA30/1,
CMiPOHONAKTOH Ta UMMETUANH.

3acTocyBaHHA naLieHTam nicns HewWwoAaBHbLOro IHCYNbTY ab0 TPaH3UTOPHOI iLLeMiYHOT aTaku

Y KniHIYHOMY AoCnifKeHHI, Nif vac AKoro atopeacTatvH y f03i 80 Mr 3acToCOBYBa/M MauieHTaM 6e3 iLeMiYHOT XBOpPooy cepud, SKi Main B aHaMHe3i BUMaAKu
IHCYNbTY ab0 TPaH3UTOPHOI ilIeMIYHOT aTakuM MPOTAroM nornepeaHix 6 micauis, crnocTepiranacs 6ifblla YacToTa BMNAAKIB remopariuyHoro iHCynbTy y rpyni
nauieHTIB, AKi OTPUMYBa/IM aTopBacTaTUH Y 1031 80 M MOPIBHAHO 3 rPymnoko niauebo. YactoTta BUNagKiB fIeTa/lbHOr0 reMopariyHoro iHcynbTy 6yna nofibHoo B YCix
rpynax nikyeBaHHs. YacTtoTa BUNafKiB HeMeTa/lbHOro remopariyHoro iHCynbTy 6yna 3Ha4yHO BULLOKO Y FPyNi NauieHTiB, AKi OTPUMYyBaIv aTopBacTaTWH, MOPIBHSAHO 3
rpynoto nnaue6o. [eski moyatkoBi XapaKTepUCTUKW, Y TOMY YMCAi HAABHICTb BWUMafKiB remopariyHoro Ta 1akKyHapHOro iHCYNbTy Mif 4ac BK/IKOYEHHA [0
focnifkeHHs, 6ynun nos’A3aHi 3 BULWOK 4aCTOTOK BUMAAKIB reMopariyHoro iHCy/nbTy y rpyni nauieHTiB, fKi OTpUMyBasvM atopBacTaTtuH (amB. po3ain «lo6iyHi
peakuii»).

He cnocTepiranocs »oaHux BigMiHHOCTeR Yy 6e3neLi Ta e)eKTUBHOCTI NpenapaTy MiXK nawieHTamy BiKOM Bif 65 [0 75 pokiB Ta naLjieHTaMu BiKOM Bij, 75 poKiB, TakK
caMo K He 6YyN0 3apeecTpoBaHO XXOAHUX BiAMIHHOCTeW y BIAMOBIAi Ha NiKyBaHHA MiXK NalieHTamy NiTHLOrO BiKY Ta MOMOALIMMIM NaLlieHTamMmu, NpoTe He MOXHa
BUK/OYATW BiNbLLY YYTAMBICTb AEAKMX CTaplumMx nNauieHTiB. OCKiNbKW CTaplunii BiK (Bif 65 poKiB) € (hakTOpOM CXWMNbHOCTI A0 Mionartii, cnif 3 06epexHicTio
nMpu3Ha4aTn aTopeacTaTviH OAAM NTITHbOr O BiKY.

MeyviHKOBa HEAOCTATHICTb

ATOpBaCcTaTUH MPOTUMOKa3aHWA NauieHTaM 3 aKTMBHUM 3aXBOPHOBAHHAM MEYiHKW, BK/IKOYalouy CTiKe NiABWLLEHHSA PiBHIB NEYiHKOBMX TpaHCaMiHa3 HeBifoMOi
eTionorii (avB. po3ginm «poTrnokasaHHs» Ta «PapmMaKonorivyHi BNacTUBOCTI»).

[0 NoyaTKy NiKyBaHHS

ATOpBaCTaTUH C/lifg 3 00epeXHICTIO NpuU3HaYaTy nawieHTaM 3i CXUILHICTIO 0 PO3BUTKY pabaomMionisy. 1o noyatky NikKyBaHHS CTaTUHaMK Y MaLieHTIB, CXUIbHUX [0
PO3BUTKY pabaomionisy, cnif BusHavaTy piseHb KK npu:

-NopYyLeHHI PYHKUIT HUPOK;

-rNOMYHKUIT LYMTOBUAHOT 3a/103U;

-CNafKoBMX po3/agax M’a30B0T CUCTEMU Y POAMHHOMY ab0 0COOUCTOMY aHaMHE3I;

-MepeHeceHnx y MMHYIOMY BUNafLKax TOKCUYHOr O BMNIMBY CTaTMHIB abo (pibpaTis Ha M’A3u;

-MEepeHeCceHNX y MMHYIOMY 3aXBOPIHOBAHHAX NeYiHKM Ta/abo BXXMBaHHI BENMKMX KiSIbKOCTEN anKorofto.

[nsa nayieHTiB NiTHLOro BiKy (Bif 70 poKiB) HEOOXIAHICTb NPOBEAEHHS O03HAYEHMX 3aX0/iB CMifj OLiHIOBATY 3 ypaxyBaHHSAM HassBHOCTI iHLWMX (DaKTOPIB CXWUIbHOCTI
[0 PO3BUTKY pabaomionisy.

MigBULLEHHSA PiBHA MpenapaTy y nniasMi KPoBi MOX/MBE, 30KPeMa, Y pa3i B3aEMOZIT Ta 3aCTOCYBaHHSA 0CO6/IMBUM MONYNALIAM NaLieHTIB, Y TOMY YMC/i nauieHTam 3i
CrnagKoBMMu XBopobamu.

Y Takux BunafKax PeKOMEeHA0BAHO OLiHIOBATW CMIBBIAHOLUEHHA PU3MKIB Ta MOX/IMBOI KOPUCTI Bif NiKyBaHHA Ta MPOBOAWUTU KNIHIYHUA MOHITOPWUHI CTaHy
nauieHTiB. AKLLO0 A0 NoyaTKy NiKyBaHHS piBeHb KK 3Ha4yHO NiABuMLLEHWIA (BULLE BEPXHBLOT MEXI HOPMM 6iflbLl HIXK Y 5 pasiB), NiKyBaHHA PO3roYMHaTK He Chif,.
BumiptoBaHHS PiBHS KpeaTUHKIHA3M

PiBeHb KpeaTWHKIHA3W He Cfif BWU3HAYaTU MIiCNA IHTEHCMBHUX (PI3UYHUX HaBaHTaXXeHb abo MpW HAABHOCTI OYAb-AKMX MOX/MBUX albTEPHATUBHUX MPUYUUH
nigsnweHHs pisHa KK, OCKifibK/ Lie MOXe YCKNafHWUTK po3LLngpyBaHHA pesysnbTaTiB. AKLWO Ha MOYaTKOBOMY PiBHI CMNOCTEPIracTbCs 3HavyHe niasueHHs KK
(nepesuLeHHs BMH 6inbL HixX y 5 pasiB), To Yepe3 5-7 fHIB HEOOXIAHO NMPOBECTM NMOBTOPHE BU3HAYEHHS AN NIATBEPIXKEHHS pesy/bTaty.




ig yac nikyBaHHs

MayieHT NOBWHHI 3HATK NPO HEOOXiAHICTb HeraHoO MOBIAOMAATU MPO PO3BUTOK 60K Yy M’A3aX, CYAOM UM CNabKoCTi, 0CO6/IMBO KOMM BOHM CYNPOBOAXKYHOTHCS
He3ayXaHHAM abo rapsvkoto.

Y pasi nosiB UMX CUMNTOMIB Mif Yac NiKyBaHHA aTopBacTaTMHOM Heo6XigHO BU3HauMTK piBeHb KK y Lboro nauieHta. Akwo piBeHb KK 3Ha4YHO MigBuLLeHWit
(nepesunwye BMH 6inbL HixX Y 5 pasiB), iKyBaHHSA Clig NPUNUHUTHA.

[OUiNbHICTE NPUNUHEHHS NIKYBaHHA CNif4 TAKOX PO3rNAHYTU, AKLLO NigBueHHSA piBHA KK He carae n’ATuMKpaTtHOro nepesuileHHs BMH, ane cumntommn 3 60Ky
M’A3iB MatOTb TSHXKKMIA XapakTep Ta WOAEHHO CTaloTh NPUYNHOKO HENPUEMHUX BIAYYTTIB.

Micnsa 3HWKHEHHS CUMMTOMIB Ta HopMani3auii piBHA KK MOXHa po3rnsiHyTU MOXIMBICTb BifJHOBNEHHS NiKyBaHHSI aTopBacTaTUHOM abo Mo4yaTKy NiKyBaHHSA
a/IbTEPHATUBHNM CTATUHOM 32 YMOBW 3aCTOCYBaHHA MiHIMa/IbHOT MOXK/IMBOT 03K Mpenapary Ta peTe/bHOro Harns4y 3a CTaHOM MauieHTa.

JlikyBaHHS aTopBacTaTUHOM HEeOOXiAHO NPUNMHUTK, AKLLLO CMOCTEPIraeTbCs KNiHIYHO 3HauyLe nigsuileHHs piBHsS KK (nepesuileHHs BMH 6inb Hix y 10 pasis)
ab0 y BMNafKy BCTaHOB/EHHS fiarHo3 pabaomionisy (U € nifo3pa Ha po3BUTOK pabAomionisy).

OfHoYacHe 3aCTOCYBaHHA 3 IHLIVMW NIKAPCLKUMU npenapaTamy

PV3VK po3BUTKY pabfomionisy MigBULLYETLCA NPU OAHOYACHOMY 3aCTOCYBaHHI atopBacTaTVHY 3 AesKUMU NiKapCbKMMK npenapataMu, WO MOXYTb 36i/1blUnTH
KOHLEHTpaLit0 atopsactatuHy y nnasmi Kposi. lMpuknagamy Takux npenapaTiB € MoTyXHi iHri6itopy CYP3A4 abo TpaHCMOpPTHMX OIfIKIB: LMKIOCMOPWH,
TeNITPOMILUMH, KNapuTPOMILWH, AenaBipAuH, CTUPUMNEHTO/, KETOKOHA30/1, BOPMKOHA30/, iITpakoHa30/1, NocakoHasos1, IeTepMoBIp Ta iHribitopu npoteas BIJ1, y Tomy
ymcni puUTOHaBip, NoniHaBip, aTtasaHaBip, iHAMHAaBIP, AapyHaBip. Mpu o0gHOYACHOMY 3aCTOCYBaHHI 3 remqibpo3vnoM Ta IHLWMMKU NOXiAHUMK iGPOBOT KUCNOTH,
6oLenpeBipom, epUTPOMILIMHOM, HiaUMHOM Ta e3eTUMi6oM, TenanpesipoM abo 3 KOMOiHaLlieto TenanpeBip/pUTOHaBIP TaKOX 3p0CTae PU3NK BUHUKHEHHS MionaTil.
AKLO MOXINBO, C/ij, 3aCTOCOBYBATH iHLLI NiKapCbKi NpenapaTtu (Lo He B3aEMOAIH0TL 3 aTOpPBacTaTUHOM) 3aMiCTb BULLE3rafjaHnX.

AKLWO HeobXiAHO MPOBOAMUTU OAHOYACHE NiKyBaHHA aTopBacTaTMHOM Ta 3rafaHuMun npenaparamu, CNif PeTeNbHO 3BXMTU KOPUCTb Ta PU3NKKU BIf O4HOYACHOMO
NiKyBaHHA. FAKLWO NalieHTn NpuiMatoTb NikapcbKi npenapaTy, Wo NiABULLYOTL KOHLEHTpaLit0 aTopBacTaTMHY Y M1a3Mi KPOBi, PEKOMEHLYETLCA 3HVXYBATU [03Y
aTopBacTaTUHy 0 MiHiManbHOI. Kpim Toro, y pasi 3acTocyBaHHS NOTY>XHUX iHri6iTopie CY P3A4 cnif po3rnsiHyT MOX/IUBICTb 3aCTOCYBaHHS MEHLLIOT MOYaTKOBOI
[,031 aTopBacTaTUHY. TakoX peKOMeHAYETLCA NPOBOAUTN HAIEXHWIA KNIHIYHUIA MOHITOPUHT CTaHy LMX NawuieHTiB.

ATOpBaCTaTUH HE MOXHa MpU3HayaTV O4HOYACHO 3 (DY3ULOBOK KMC/IOTOH, AKY 3aCTOCOBYHOTb CUCTEMHO, ab0 BMPOLOBX 7 AHIB MIiCNA MPUNUHEHHS NiKYyBaHHS
(hy310BOKO KMCNOTOHD. MalieHTam, AKMM CUCTEMHE 3aCTOCYBaHHA (Dy3MA0BOI KAC/NIOTW BBAXKAETLCA HEOOXIAHUM, NiKyBaHHSA CTaTUHaMW Cif NPU3YNUHUTA Ha BECb
rnepiog 3acToCyBaHHA (DY3UA0BOI KACMOTW. Y MauieHTIB, AKi OTPUMYBa/IM (y3140BY KACNOTY Ta CTaTUHM Y KOMOIHaLiT, 6y/in 3apeecTpoBaHi BUNagKy pabaomionisy (B
TOMY YmnCni NeTasibHi) (AUB. Po3Ain «B3aemogis 3 iHWMMM TIKapCbKUMM 3ac06aMu Ta iHLUI BUAM B3aEMOLiN»). MaLieHTy cnij peKoMeHAyBaTu HerainHo 3seprarucs 3a
MeAMYHOI JONOMOrOK0 Y pa3i BUHUKHEHHS By b-SKMX CUMNTOMIB c1abkocTi, 6010 a60 601iCHOT Yy TANBOCTI Y M’A3ax.

Tepanito cTaTMHaMM MOXKHa NPOLOBXUTK Yepe3 7 AHIB NiC/s OTPUMaHHA 0CTaHHbLOT 403U (hy3U0BOT KUC/IOTH.

3a BMHATKOBUX 06CTaBWH, KO/IM NOTPiGHE JOBrOCTPOKOBE CUCTEMHE 3aCTOCYBaHHS (DY3UA0BOT KACMOTW, HANPUKNAZ, 419 NiKyBaHHSA THXKKMX IH(EKLiA, HeOOXiAHICTb
0AHOYaCHOro 3acTOCyBaHHs npenaparty ATopeacTepon Ta y3ngoBoT KMCNOTY CAif, po3rnagaTv TibKu B iHAMBIAYabHOMY NOPSAKY Ta 3A4iACHIOBATM Mif peTeNbHUM
Harns4om nikaps.

IHTEpCTULLiaNbHA XBOPOOA NEreHiB

[Mig yac NikyBaHHA LeaKuMu cTaTuHaMu (0co6vBO Mif, Yac TPUBAIOTO JIiKYyBaHHSA) 6yiv onvcaHi BUHATKOBI BUMAAKM PO3BUTKY IHTEPCTULia/lbHOT XBOPOOU IEreHiB.
MposBamu Ljiei XBOPOOW € 3afMLLIKa, HEMPOLYKTUBHWUIA Kalle/lb Ta 3ara/lbHe MOripLieHHA caMornoyyTTa (niABuvLLeHa BTOMJIHOBAHICTb, 3HMXKEHHA Macu Tina Ta
rapsyka). ¥ pasi BUHUKHEHHS Mif03puy Ha iIHTepCTULiaibHY XBOPOOY NereHiB Cif NPUNUHATK NTIKYBaHHA CTaTUHaMU.

Tepanis ninigoMmoauikayinHMMK nNpenapaTamy NOBMHHA OYTW OAHWMM 3i CKNafoBMX KOMMOHEHTIB KOMMIEKCHOT Tepanii Ana nauieHTiB 3i 3Ha4YHO MNiABULLEHUM
PU3NKOM PO3BUTKY aTepoCKIEPOTUYHMX 3aXBOPIOBaHb CYAMH Yepes rirnepxosiecTepuHemito. MeaukameHTO3Ha Tepanis PeKOMeHAYETbCA K LOMOBHEHHS [0 Ai€TH,
KONW pe3ynbTaty Bif AOTPUMAHHA LIETK, WO OOMEXYE CMOXMBAHHA HAaCMUYEHUX XXUPIB Ta XONECTEPUHY, a TaKOoX Bif 3aCTOCYBAHHSA IHLUIMX HeMeAMKaMEeHTO3HUX




3axofis 6yno HefocTaTHbO. [MauieHTam 3 ilWeMiYHOK XBOPO6OK cepusd abo KinbkoMa (hakTopamMu pu3MKy PO3BUTKY iLIEMIYHOT XBOpO6GW cepus Mpuiiom
aTopBacTaTUHY MOXHa PO3noyaT O4HOYACHO 3 JOTPUMAHHSAM LIETW.

OO6Me>KeHHS 3aCTOCyBaHHS

ATOpBacTaTUH He JOCNIMKYyBa/IM 3a YMOB, KOJIM OCHOBHMM BIAXWIEHHAM Bif HOPMU 3 GOKY NiMOMNPOTEIHIB € MiABULLEHHA PIBHA XiNOMIKpoHiB (Tvnun | 1a V 3a
Knacuikauieto PpeapikcoHa).

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHsA rpyagto.

BariTHiCTb.

ATOpBacTaTUH NPOTMMNOKa3aHUIA BariTHUM XXiHKaM Ta XiHKam, SKi MOXYTb 3aBariTHITW, OCKiflbKWU He BCTaHOB/eHa Ge3rneka oro 3acToCcyBaHHS BariTHUM i HeMae
ABHOT KOPWUCTI NpuiAoMy Ninifo3HMKYBa/lbHUX NpenapaTtiB y nepiof BaritTHOCTI. OcKinbku iHriGitopu MMIM-KoA-pefyKTasn 3HWKYOTb CUHTE3 XOIECTEPUHY Ta,
MOX/IMBO, CUHTEe3 iHLWMX 6i0NOriYHO aKTMBHUX PEYOBMH, AKI € NOXIAHUMMW XONecTepuHy, ATOpBACcTeposl MOXe LUKIAIMBO BNMBaTK Ha nnig. Mpuiiom npenapaty
ATOpBacTepPON CNif NPUMNUHATK, AK TiIbKM BCTAHOB/IEHA BariTHICTb (AMB. po34in «TpoTMNOKa3aHH:»).

ATOpBacTepon NPOTUNOKa3aHWA BariTHAM >KiHKaM, PO3paxyHKOBUA (DOHOBUIA PU3MK 3HAYHUX BPOMPKEHWUX Manb(opMaLii Ta BUKWUAHIB A4S BKa3aHOT Monynauii
HeBIZOMWIA. Y 3aranbHivi nonynauii CLUA po3paxyHKOBUIA (POHOBUI PU3NK 3HAYHUX BPOMKEHUX MaibopmaLii Ta BUKUAHIB NPU KNiHIYHO BU3HAHUX BariTHOCTAX
cTaHoBUTb 2—4 % Ta 15-20 % BiAnNoBIAHO.

KoHTpauenuis

ATOpBaCTepO/ MOXE 3aBJaBaTy LLUKOAW NIOLY NPV 3aCTOCYBaHHI BariTHOK XIHKOH. XKiHKV penpoayKTUBHOMO BiKY MaroTb OYTU NMPOIHPOPMOBaHI NMPo HEOOXIAHICTb
e(heKTUBHOI KOHTpaLenyii nig vac nikyBaHHS LM NpPenapaTom.

KniHiyHI gaHi

OO6MexkeHi ony6nikoBaHi faHi 06cepBaLiiHUX AOCNIMKEHb, MeTaaHasni3iB Ta KAIHIYHMX BMNafKIiB LIOAO 3aCTOCYBaHHSI aTOpBaCTaTMHY KaslbLil0 He MoKasanm
NigBULLEHOIO PU3NKY BUHUKHEHHS CEPHNO3HUX BPOLKEHUX Masib(hopmaL,iin YU BUKUAHIB.

Hagxoaunu pigkicHi NoBiZOMAEHHS NPO BPOMXKeHI aHOManil nicns BHYTPIWHLOYTPOOHOT eKcno3uuii iHwwux iHriditopis MI-KoA-pefykrasun. [pocrnekTneHe
CrocTepeXXeHHs npnban3Ho 100 BMNaaKiB BariTHOCTEN Y XKIHOK, AKi NiKyBa/IMCsA CUMBACTaTMHOM UM N10BaCTaTMHOM, NOKas3ano, Lo YacToTa BUNaAKIB BPOLXKEHNX
aHoManiin nnopa, BUKUAHIB Ta BHYTPILHbOYTPOOHUX CMepTeil/MepTBOHAPOKEHb He MepeBuLLyBaia 4acToTh, O4ikyBaHOT A/ 3arasibHoi nonynsauii. KinbkicTb
BMMAAKIB € AOCTATHLOIO, W06 BUKNKOUMTY = 3—4-KpaTHe MiABULLEHHS BPOLKEHNX aHOMaSTiin PO3BUTKY Mofa NOPIBHAHO 3 (JOHOBOK YacTOTO. Y 89 % BariTHUX, 3a
SAKUMW BENIN NMPOCNEKTUBHE CMNOCTEPEXEHHS, NiKyBaHHA MpenapaTom Po3rnoynMHasocs [0 BariTHOCTI Ta MPUMNMHAMOCA Mif yac | TpUMecTpy mnicns BUABNEHHS
BariTHOCTI.

[Mepiof rogysaHHs rpyLato

ATOpBacTepon NPOTUMOKa3aHWin y Nepiof rogysBaHHs rpyaaro. BigcyTHs iHopmalisa npo BNAMB npenaparty Ha AUTUHY, SKY TOAYHOTb rpyAnto, abo Ha nakrauito.
HeBifoMO, 4/ NPOHMKAE aTopBacTaTUH Yy rpyaHe MOJIOKO, OfHaK BifOMO, L0 HeBe/MKa KiflbKICTb IHLLIOrO NiKapCbKOro npenapary Lboro Knacy NpoHUKae y rpyaHe
MOJIOKO; aTopBacCTaTUH NPUCYTHIN y Monoui WypiB. OCKiNbKM CTaTUHW NOTEHLIAHO 34aTHI CNPUYUHUTI CEPIA03HI HebaxXaHi peakLii y HEMOBAAT, IKi 3HAXOAATLCS Ha
rpyLHOMY roflyBaHHi, XXiHKaM, siKi NoTpebyroTb NliKyBaHHA aTOPBaCTaTUHOM, He Cij roAyBaTh rpyaato (ame. po3ain «MpoTUnoKasaHHN»).

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
Bnnve Ha WBMAKICTL peakwil nif Yac KepyBaHHs aBTOTPaHCMOPTOM 260 PO6OTH 3 IHLIMMW MeXaHi3MaMn He3HaYHWA.

Cnoci6 3acTocyBaHHA Ta [03W.
Finepninigemis (reTepo3nroTHa ciMeiiHa Ta HeciMeiiHa) i 3milaHa gucninigemis (Tvn lla Ta llb 3a Knacudgikauieto ®peapikcoHa)



PekoMeH[0BaHa No4yaTKoBa fi03a atopBacTaTtuHy cTaHoBMTb 10 a6o 20 mr 1 pa3 Ha fo6y. [ns nauyieHTiB, AKi NOTPeOYOTb 3HAYHOIO 3HUXKEHHSA PIBHA XONeCTEpPUHY
JNHLL, (6inbLue HixX Ha 45 %), Tepanito MOXHa po3noyatu i3 o3 40 mr 1 pa3 Ha Ao6y. [1030BUiA Aiana3oH npenaparty 3HaXoAnUTbes y Mexxax Bif 10 o 80 mr 1 pa3 Ha
[06y. Mpenapat MOXXHa NPUInMaT Pa3oBOKD 03010 Y OY/b-AKi FOAMHK, He3aeXHO Bif npuitomy DKi. MoyaTkoBa Ta NiATPMMYBa/IbHI 403K NpenapaTy cnig nigovpatu
IHAMBIAYa/IbHO 3a/1eXKHO Bif METU NiKyBaHHSA Ta Bignosigi. Iicns noyaTky NikyBaHHS Ta Nicig TUTPYBaHHA [03W aTopBacTaTUHY CAif nNpoaHanidyBaTu piBHI Ninigis
npoTarom nepiogy Big 2 Ao

4 TWKHIB 1 BIANOBIAHUM YAHOM BigKOPUTyBaTy 403y .

"eTepo3nroTHa cimeiiHa rinepxonecTepuHeMisty nauieHTiB AnTAYoro Biky (10-17 pokis)

PekomeHA0BaHa No4vaTKoBa fi03a npenapary ctaHoBUTbL 10 Mr/foby; MakcMasibHa peKoMeHoBaHa fo3a — 20 mr/goby (4o3m npenaparty, WO nepesuLlytoTs 20 Mr, y
Ui rpyni nauieHTiB He gocnigpkysanu). [lo3n npenapaty cnig nigévpatun iHaMBiLyasbHO BiANOBIAHO A0 PEKOMEHAOBAaHOT MeTK NiKyBaHHSA. KopuryBaHHs 403u chif
NPOBOANTM 3 iIHTEpBa/IOM 4 TWXKHI abo bifbLue.

ComMo3KroTHa cimeiiHa rinepxonecTepuHemis

[lo3a npenapaTy Ans nNawieHTiB 3 FOMO3UIOTHOK CiIMENHOO TiNepXonecTepMHEMIEID CTaHOBUTL Bif

10 no 80 mr Ha foby. ATopBacTaTUH CifJ 3aCTOCOBYBaTM SIK JOMOBHEHHS [0 IHLIMX TinoninigeMiyHnX MeToAiB NikyBaHHA (Hanpuknag aepe3 JIMHLL) a6o sk
OCHOBHY Tepanito, AKLO rinoninigemMivyHi MeToAmn NiKyBaHHSA HEAOCTYIHI.

OpfHovacHa rinoninigemivyHa Tepanis

ATOpBacTaTMH MOXHa 3aCTOCOBYBATM 3 CEKBECTPAHTaMM XOBYHMX KMCNOT. Kom6iHauito iHribiTopis TMI-KoA-peaykrasu (cTaTuHIB) Ta (ibpaTiB cnif 3araiom
3acTOCOBYBAaTU 3 06ePeXHICTIO (AMB. po3ainn «OcobIMBOCTI 3aCTOCYBaHHS», «B3aemogist 3 iHLUMMM NiKapCbKMMYM 3aC06aMK Ta iHLLI BUAW B3aEMOAIIN»).

[lo3yBaHH$ ANa nauieHTiB 3 NOPYLUEeHHAM (PYHKLIT HUPOK

3axBOPIOBAHHA HMPOK He BMMBAE Hi Ha KOHLEHTpauil y nnasmi KpPoBi, HI Ha 3HMKEHHS piBHA XxonectepuHy JIMHLL, npy 3acTocyBaHHI aTopBacTaTVHY; OTXE,
KOPWIyBaHHS 403 Npenapary 414 NaLieHTIiB 3 NopyLUeHHAM (DYHKLIT HUPOK He NoTpibHe (avB. po3ainv «OcobnmnBoCTi 3aCTOCYBaHHA», «PapMaKOKIHETUKE»).
[lo3yBaHHs Ana nauieHTiB, SKi NPUAMaTb LMKNOCMOPUH, KNapuTPOMILUH, iTpakoHas3os, e TepMoBip abo aeski iHri6iTopu npoTeas

Cnif, yHMKaTV NiKyBaHHS aTopBacTaTUHOM MaLieHTiB, AKi NpUiAMatoTb LMKIOCMOPUH, iHribiTopy npoTeasu BIJT (TunpaHasip + putoHasip) abo iHri6iTop npoTteasu
Bipycy renatuty C (Tenanpesip). ATopBacTaTWH CNif 3 06epPeXHICTIO Npu3HayaTK nayieHTam 3 BIJ1, ski npuiiMatoTb NoniHaBip + PMTOHaBIp, Ta 3aCTOCOBYBATMW Y
HaHWXYIN HeoOXiaHI f03i. Ana nauieHTis, AKi NpUiAMaOTb KNapuTPOMILUH, iTpakoHas3on, Ta Ans nauieHTiB 3 BIJ1, ski npuiiMaloTb Y KOMOiHaLiT cakBiHaBip +
PUTOHaBIP, AapyHasip + pUTOHaBIp, hocamnpeHaBip abo hocamnpeHasip + PUTOHaBIP, TepaneBTUYHY 03y aTopBacTaTUHYy CNif 0OMeXUTU J030K0 Y 20 MI, TaKoX
PEKOMEHAYETLCA NPOBOANTY HaNEXHI KNIHIYHI 0O6CTEXEHHSA 15 BU3HAYEHHS HaMeHLLOT HeObXiAHOT 1031 aTopBacTaTUHY. [N NayieHTiB, AKi NPUAMatOTb IHFiGITop
npoteasu BIJT HendiHagip abo iHri6iTop npoteasn Bipycy renatuty C 6Gouenpesip, NiKyBaHHA aTopBacTaTMHOM C/lif, 06MeXWTU [030t0 A0 40 Mr, TakoX
PEKOMEHYETbCA NPOBEAEHHS BIANOBIAHMX KNIHIYHUX O6CTEXEeHb AN BMU3HAYEHHS HaliMeHLW Ol HeobXigHOT A03n atopBacTaTuHy (AMB. po3gin «OcobnmBoCTi
3aCTOCYBaHHS» Ta «B3aeMofis 3 iHLLIMMW NiKapCbKMMM 3ac06aMu Ta iHLWI BUAW B3aEMOLIN»).

aiTn.

"eTepo3nroTHa ciMeiHa rinepxonecTepuHemis

Be3neka Ta eqeKTUBHICTb 3acTOCyBaHHS Mpenapaty ATOpBacTepos BCTaHOBMeHI Ana pfiteld Bikom Big 10 [0 17 pokiB i3 reTepo3vroTHOK CiMelHOK
rinepxonecTepmHeMiet0 K [JOMOBHEHHSA [0 AIETW ANS 3HMXKEHHS 3ara/lbHOro XonectepuHy, pisHa JIMHLLL Ta piBHA anoninonpoTeiHy B, konu nicns agekBaTHOT
crnpobwu gieToTepanii Bif3Ha4at0TbC:

. xonectepuH JIMHLL, = 190 mr/gn (4,91 mmonb/n) abo

. xonectepuH JINMHLL, > 160 mr/an (4,14 mmonb/n) i

o] y CiMe/iHOMY aHaMHe3i HasiBHa CiMeliHa rinepxonecTepuHeMisi abo paHHi CepLeBO-CYANHHI 3aXBOPHOBAHHSA Yy poAUYiB NepLloro abo Apyroro CcTyneHs abo



0 MPUCYTHI jBa ab0 BifibLue HLLT PaKTOPU PU3MKY CepLEeBO-CYAMHHMX 3aXBOPHOBaHb.

MokasaHHA /11 3aCTOCYBaHHA npenapaTy ATopBacTepon NigTBepAXKeHe Ha OCHOBI JOC/IXKEHb:

NNaue60-KOHTPOIbOBaHE KNiHIYHE AOCNIMKEHHS TPMBaICTIO 6 MicsLiB 3 yyacTio 187 xnonuiB Ta giByat nicns noyaTky MeHCTpyauiii Bikom Big 10 fo 17 pokis.
MauieHTn, SKi OTpMMYyBanM NiKyBaHHS npenapaTtoM ATopsacTepony Ao3i 10 mr a6o 20 Mr LWOAHS, Mann 3aranom nogioHuii npodinb HebaxXaHUX peakuiin fo
TaKoro y nauieHTis, AKi 0OTpuMyBasin nnauebo. Y LboMy BY3bKOMY KOHTPO/IbOBAHOMY AOCNIAXEHHI He OY/10 BUSIBMIEHO 3HAYYLLLOr0 BNAMBY npenaparty Ha picT abo
cTaTeBe [03piBaHHA X10NLiB ab0 Ha TPUBA/TICTb MEHCTPYa/IbHOIO LMKAY Y AiBYaT;

TPUpPIYHE BiIKPUTE HEKOHTPO/bOBaHE AOCNIMKEHHS 3 yyacTio 163 faiTeit BikoM Big 10 Ao 15 pokKiB i3 reTepo3nroTHO CiIMEHO TinepXonecTepuHeMieto, ans
AKUX Nigbupany fo3y Ans AoCArHeHHs LinboBoro piBHsA xonectepuHy JIMHL, < 130 mr/an (3,36 mmonb/n). besneka Ta ePeKTUBHICTbL 3aCTOCYBaHHSA npenapary
ATOpBacTepon nNpu 3HWKeHHI xonectepuHy JIMHLLL, gk npaswio, BiAMNOBILAIOTL NMOKasHMKaM, AKI CMOCTEpIraincs y A0POCANX MaLieHTIB, He3BaXaloun Ha
06MeXeHHS MiaHy HeKOHTPO/IbOBAHOM0 AOC/TIIPKEHHS.

HeobxifHa KOHCYNbTaLisi AiBYaT Nicns novaTky MEHCTPYyaLii Woao KOHTpaLenLil, AKLLO Le A0PeYHOo Ans naljieHTa.

[0BrocTpoKOBOI ePeKTUBHOCTI Tepanii npenapatom ATopBacTepo/s1, Po3rnoyaToi B AUTUHCTBI /19 3MEHLLEHHS 3aXBOPHOBAHOCTI Ta NIeTa/lbHOCTI Y LOPOCIOMY Billi, He
BCTaHOB/IEHO.

Besneka Ta ed)eKTUBHICTb Tepanii npenapaTtoM ATOpBacTepOsHe BCTaHOB/EHA A1 fiTel Bikom 40 10 poKiB i3 reTepo3nroTHOK CiIMENHOIO TinNepXxXonecTepuHeMIer0.
ComMOo3KroTHa cimeiiHa rinepxonecTepuHemis

KniHiuHa edeKTUBHICTL npenapaTy y fAo3ax Ao 80 mr/goby npoTarom 1 poky Oyna ouiHeHa Yy HEKOHTPO/bOBAHOMY AOC/IIKEHHI Yy MalieHTIB i3 rOMO3UIOTHOH
CiMEeNHOI0 rinepxonecTepMHEMIEtD, 0 SKOro 6y0 BKIOUEHO 8 AiTei.

Mepeno3yBaHHSA.

CneunivyHoro nikyeBaHHS nepefo3yBaHHA aTOpBacTaTMHOM Hemae. Y BUMafKy nepefo3yBaHHA NauieHTa Caig fikyBaTy CUMMATOMATMYHO, NPV HEo6XigHOCTI
3aCTOCOBYBaTU NIATPUMYBa/IbHI 3ax0u. Uepes BUCOKUIA CTYMiHb 3B’A3yBaHHA npenapary 3 6inkamu nna3mm KpoBi He CNif 04iKyBaTy 3HAYHOIO NMOCUIEHHS KNipeHCY
aTopsacTaTUHy 3a [0rMoOMOror remogianiay.

Mo6iuHi peakuil.

Hai6inbll nowmpeHumMy HebakaHUMK peakuisMu Yy nauieHTiB, AKi OTPUMYBa/IN JliKyBaHHA aTOpPBACTaTUHOM, LIO MPU3BOAMAN [O MPUMNUHEHHS 3aCTOCYBaHHS
npenapaty i TpannsaMca 3 4acTOTOK BULLOK, HDXX Yy rpyni nnaue6o, 6ynu: mianria, giapes, HyAoTa, MigBULLEHHS PiBHA anaHiHamiHOTpaHchepasn (AJIT) Ta
ne4vyiHKOBUX (hepMeHTIB.

Y naujieHTiB, AKi OTPUMYBaM NliKyBaHHS aTOPBaCcTaTMHOM, HallvacTiLLe crnocTepiranmesa Taki HebaxxaHi peakuii (He3an1eXHo Bij NPUYMHHOIO 3B°A3KY): Ha30(apuHTiT,
apTpanris, giapes, 6inb y KiHLiBKax Ta iHPeKLis CeHOBMBIAHMX LUNAXIB.

[0 iHWKX HebaxxaHUX peakLii, Hanexarb:

3ara/ibHi NOPYLUEHHA: BIAYYTTS He34Yy>KaHHS, NipeKcis;

3 60Ky TpPaBHOT CUCTEMU: LLTYHKOBO-KULLIKOBUIA AUCKOMMOPT, BIAPUXKKA, METEOPU3M, renatuT, XonecTas, AUCNencis;

3 60Ky CKeneTHO-M’A30BOT CUCTEMMN: M’ A30BO-CKENETHWIA Biflb, NiABMLLEHA BTOM/IHOBAHICTb M’A3iB, 6iflb Y WK1, HAbpsikaHHSA Cyrno6is, po3puB M’A3iB, TEHAMHONATISA
(iHoai ycKnagHeHa po3puBOM CYXO0XWNNS), M’ A30Bi Cnas3mi, BOBYaKOMNOAiOHMIA CUHAPOM;

3 60Ky MeTaboniaMy Ta XapuyBaHHs: MiABULLIEHHA TpaHCaMiHa3, BiAXWNEHHS Bif HOPMU (YHKLIOHaNbHUX NPO6 NeYviHKK, NiABULLEHHS PIBHSA NYXHOT hochaTtasu B
KpOBI, NiABWLLEHHSA aKTUBHOCTI KPeaTUH(OCHOKIHA3M, Tinepriikemis;



3 6OKY HEPBOBOI CUCTEMMU: KOLLUMAPHI CHOBULIHHSA, BE3COHHS;

3 6OKy AMXaNbHOT CUCTEMI: HOCOBA KPOBOTEYR,;

3 B6OKY LUKipW Ta 1l NpuaaTKiB: KPOMWB’AHKA,;

3 60Ky OpraHis 30py: HEYiTKIiCTb 30pYy, MOPYLLEHHS 30pY;

3 6OKy opraHis cnyxy Ta piBHOBaru: WWym y ByXax;

3 60Ky ceqocTaTeBOI CUCTEMU: NENKOUMTOYPIS;

3 6OKY penpoAyKTUBHOT CUCTEMMU Ta MOIOYHMX 3a/103: FHEKOMACTIS.

YacToTy BUHMKHEHHSI MOGIYHUX peakLiii BM3Ha4Yann TakmMMm 4mHOM: 4acTi (> 1/100, < 1/10); HeuacTi (> 1/1000, < 1/100); pigkicHi (> 1/10000, < 1/1000);
HaZi3BMYainHo pigKicHi (< 1/10000).

3 60Ky HEpBOBOT CUCTEMM: YaCTi: FOMOBHWUIA 6iNb; HeYacTi: 3aNamopOYeHHSs, NapecTesis, rinecTesis, AMCreB3ia, aMHesis; piAKICHI: nepudepuyHi Heiponartil.

3 GOKY LUMYHKOBO-KMLLKOBOrO TPaKTY: YacTi: 3anop; HeyacTi: naHKpeaTuT, 6/1l0BaHHS.

3 60Ky CKeneTHO-M’S30BOT CUCTEMM Ta CNoNyYHOT TKaHWHW: YacTi: 6inb y cyrnobax, 6inb y CNvHI; pigKicHI: mionaTia, Mio3uT, pabLomionis.

3arasbHi NOPYyLLEHHA: HeYacTi: acTeHis, 6inb y rpyasx, nepudepuyHi Habpaku, NigBuLLEeHa BTOM/HOBAHICTb.

MopyLueHHs MeTaboniamy Ta xapyyBaHHA: HeyacTi: rinornikemis, 36i/bLLEHHA MacK Tina, aHOPEKCIs.

3 60Ky MeyiHKM Ta >KO0BYHOro Mixypa: Hafl3BMYaliHO PiaKiCHI: Ne4iHKoBa HeAOCTaTHICTb.

3 B6OKy LWKipU Ta Chnoay4yHol TKaHWHW: LWKIpPHI BUCMNaHHA, CBEpO6IX, anoneuis; PiAKIiCHI: aHriOHEBPOTUYHWUIA HabpsiK, OYyNbO3HMI AepmatuT (y TOMY uuchi
MYNbTU(OPMHa epuTeMa), cMHAPOM CTiBeHCa—[)KOHCOHA Ta TOKCUYHWIA enifepMasibHUIA HEKPOi3.

3 60Ky AnXaNbHOT CUCTEMU, OpPraHiB rpyAHOT KNiTKW Ta cepefoCTIiHHA: YacTi: 6ifb y rop/i Ta ropTtaHi.

3 60Ky cucTemu KpoBi Ta NiMPaTUYHOT CUCTEMU: PIAKICHI: TPOMOOLMTONEHIA.

3 60Ky iMyHHOT cCTeMU: YacTi: aneprivHi peakuii; Hag3BUYaiHO PiAKICHI: aHadinakcis.

3 GOKy opraHiB 30py: HEYacTi: 3aTyMaHeHHS 30pY.

3MiHM pe3ynbTaTiB 1abopaTopHMX aHani3iB: vacTi: BIAXWIEHHSA Pe3yNbTaTiB ()yHKLIOHAIbHUX NMPO6 MeYiHKK, MiABULLEHHA aKTUBHOCTI KpeaTMH(OCHOKIHA3N KPOBI;
HeyacTi: NO3UTUBHWIA pe3ynbTaT aHanidy Ha BMICT NENKOLUTIB Y Ceui.

AK | Npun 3acTocyBaHHI iHWKX iHriGiTopiB TMI—KoA-peayKTasu, y nauieHTiB, AKi NnpuilmMann atopsacTaTuH, CriocTepirany MigBULLEHHA aKTUBHOCTI TpaHcaMiHa3
CYpOBaTKM KpoBi. Lli 3MiHK 3a3BUYail Oynn cnabko BUPaXKEHUMW, TUMYacoBMMMK Ta He NOTpebyBanv BTpyYaHHs abo NikyBaHHS. KniHIYHO 3HauyLle MigBuLLEeHHS
aKTUBHOCTI TpaHcaMiHa3 CUpoBaTKM KPoBi (MepeBULLEHHSA BEPXHLOT MeXi HOpMK GinbLL HXK Yy 3 pa3n) cnocTepirany y nauieHTiB, SKi NpuiiMann atopBacTaTuH. Lie
NiABULLEHHS Ma10 [0303a/1eXXHMWI XapaKTep Ta 6y/10 060POTHUM Y BCiX NaLieHTIB.

Y [Leskux nauieHTiB, AKi NpuMiiMann atopBacTaTUH, CNOCTepirasn 3poCTaHHA aKTUBHOCTI KpeaTUH-KiHa3M CUpOBaTKM KPOBI, WO Giflbll HX Y 3 pa3u nepeswLLyBaa
BEPXHIO MeXy HopMu. Lle sBuLLe crocTepiranocs TakoXK MpW 3acToCyBaHHI iHWWMX iHri6iTopie TMI—KoA-peayktasn. B iHWKWX nNauieHTIiB, AKi OTpumyBanu
aTopBacTaTuH, CNOCTEPIraInNCs PiBHi, LLLO NepeBULLYBa/IM BEPXHIO MeXy HOpMK 6inbLu HIX y 10 pasis.

Mo6iyHI peakLii, SKi BUHUKAM Nif Yac KAIHIYHUX JOCNIKEHb: IHEKLi CEYOBMBIAHOIO TPaKTY, LYKPOBWiA AiabeT, iIHCY bT.

Y pocnipkeHHi ASCOT nauieHT OTpUMyBa/In NiKyBaHHA aTopBacTaTMHOM Y A03i 10 Mr WwoAeHHo abo nnaue6o, npodin. 6e3nekn Ta NepeHoCUMOCTi npenapaTy
rpynu nauieHTIB, AKi OTPMMYBa/IM aTOPBACTaTVH, OYB NMOPIBHAHWM 3 TakMM Y rpyni niaweobo.

Y pocnigkeHHi CARDS naujieHTX oTpMMyBann NikyBaHHS atopBacTaTMHOM Y 03i 10 Mr Ha o6y abo nnauebo — He CrnocTepiranocs XOAHOT Pi3HULI Y 3arabHii
4acToTi HebaXKaHMX peakLiin abo cepio3HMX HebaxXaHUX peakLii M rpynamu. Mpo Bunagky pabaomionisy He NoBiJOMSN.

Y pocnigkeHHi TNT y nauieHTiB 3 KIHIYHO BUPaXKEHOHO iLLEeMIYHOK XBOPOOOIO cepud, AKi OTPMMyBain atopBacTaTtuH y fo3i 10 Mr Ha fo6y abo aTopBacTaTuH y
Ao3i 80 Mr Ha go6y, cnoctepiranmcs 6inbll Cepilo3Hi HebaxkaHi peakLil Ta BMNaAKM MPUMNMHEHHS 3aCTOCYBaHHSI npenapaTy yepe3 HebakaHi peakuii y rpyni
NauieHTiB, AKi OTPMMYBaIM BUCOKI [O3M aTtopBacTaTvHY MOPIBHAHO 3 IPyno MauieHTiB, AKi OTpUMYyBanM HU3bKI J03u npenapaty. CTiiKi NigBULLEHHA PiBHSA



TpaHcamiHas (y 3 pa3v abo 6inbLue BuLLEe BEPXHLOT MeXXi HOpMK fiana3oHy, ABidi BNPoAosxX 4-10 AHIB) cniocTepiraincs y nawieHTiB, AKi OTPYMYBa/ivi aTopBacTaTUH
y fo3i 80 mr Ta 10 mr. MigBuLLEHHA KpeaTuHiHKIHa3W (y 10 pasiB abo Ginblue BULLE BEPXHLOT MeXi HOPMaslbHOro AianasoHy) 6ynun 3arasioM HU3bKUMU, ane 6ynu
BULLMMW Y TPYNI NaLieHTIB, AKI OTPUMYBaIM BUCOKI 403M aTOpBacTaTUHY, MOPIBHAHO 3 FPYMNOK0 NauieHTIB, AKi OTPUMYBaIN HU3bKI 403U aTOPBACTaTUHY.

Y pocnipkeHHi IDEAL He cnocTtepiranocs »0AHoi BiAMIHHOCTI Y 3ara/ibHiil 4acTOTi HebaXKaHMX peakLiii abo Cepiio3HMX HebaXKaHNX peakLii MK rpynamu.

Y pocnimpkeHHi SPARCL 3 y4yacTio nauieHTiB 6e3 KMiHIYHO BMPaXKEHO! iLLEeMIYHOT XBOPOOW cepus, ane 3 HasBHICTO B aHaMHe3i iHCYNbTy abo TPaH3UTOPHOT
ilwemiyHoT ataku (TIA) npoTArom nonepeaHix

6 MmicauiB, SiKi OTpUMyBany aTopBacTaTlH Yy Ao3i 80 Mr abo nnauebo, cnocrepiranacs BuLa YacToTa BUMAAKIB CTINKOro NiABULLEHHSA PIBHA NeYiHKOBUX TpaHCcaMiHa3
(y 3 pasu abo 6inblue BULLE BEPXHLOT MEXI HOPMK Aiana3oHy ABiYi BNpoaosX 4-10 AHIB) y rpyni nauieHTiB, AKi OTpMMYBaIn aTopBacTaTUH, NOPIBHSHO 3 rPYnoto
nnaue6o. Bunagku nigBuLLEHHSA piBHA KpeaTuHKiHa3M (y 10 pasiB BuULLE BEPXHLOT MeXi HOpMK) BYnn PigKICHAMK, ane CrocTepiraincs YacTiwe y rpyni nayieHTis,
AKI OTpUMYyBa/IM aTopBacTaTWH, HiXX Yy rpyni nnaue6o. Llykposuid fiabeT OyB 3apeeCTpoBaHWUA SIK HebakaHa peakuis y MauieHTiB y rpyni, Wo OTpumyBana
aTopBacTaTuH, Ta 'y nauieHTiB y rpyni nnaue6o (ame. po3gin «OcobanBoCTi 3aCTOCYBaHHS»).

PeTpOCMNeKTUBHMIA aHani3 NpPoAeMOHCTPYBaB, WO aTopBacTaTMH Yy A03i 80 Mr 3MeHLlyBaB 4acTOTYy iLIEMIYHOrO IHCY/NbTy Ta MigBULLYBaB 4acTOTY BWMaAKiB
remopariyHoro iHCcynbTy MOPIBHSAHO 3 niaue6o.

3HauyLmX BIAMIHHOCTEM MK rpynamu fikyBaHHS 3a MOKa3HMKaMW NeTabHOCTI 3 YCiX NPUYUH He crocTepiranocs. YactuHa nauieHTiB, sKi MOMepnn He yepes
CepueBo-CyANHHY NaTosorito, 6yna uncenbHO GiNbLLIOK Y rPyNi NawieHTiB, SKi OTPUMYBanv atopeacTaTvHy 403i 80 Mr, HX Y rpyni nnaye6o.

[locBif NoCTpeecTpaLiiHOro 3acTOCyBaHHs npenapaTy.

MpoTAroM NOCTPEECTPALLIiHOro 3acTOCyBaHHs aTopBacTaTvHy Oynu BUSBNEHI HWK4Ye3asHaueHi HebaxaHi peakuii. OCKiNbKY Npo Li peakuil NoBiZOMNANM Ha
[A06POBINbHIM OCHOBI, a PO3Mip NONynAauiT NawLieHTiB HEBILOMUM, He 3aBX/AM MOX/MBO [JOCTOBIPHO OLiHUTK TX YacToTy abo BCTAHOBWUTM MPUYUHHO-HACNILKOBUIA
3B’A30K 13 3aCTOCYBaHHAM Mnpenapary.

[o HebaxaHWX peakuiil, MOB’A3aHMX i3 NiKyBaHHAM aTOpBACTaTUHOM, 3apeecTpOBaHWX MiCls BUXOAY nNpenapaTy Ha PUHOK, HE3aIeKHO Bif OLHKK
NMPUYMHHO-HACNIAKOBOro 3B’A3KY, HanexaTb peakuii: aHainakcisi, aHrioHeBPOTUYHMIA HaOpPsK, BYNbO3HI BUCUNAHHA (Y TOMY YMCAi eKcyfaTvBHa MynbTU(OPMHa
epuTeMa, cMHApom CTiBeHCca—[PKOHCOHA Ta TOKCUMYHWIA enifepManbHUIA HEKPONi3), pabaomionis, nigBuuieHa BTOM/IOBAHICTb, PO3PUB CYXOXWUNNSA, NeTallbHa Ta
He/eTaslbHa NeYviHKOBa HeJOCTaTHICTb, 3anamMOpOYeHHs, Aenpecis, nepugepryHa Heiiponartis, NaHKpeaTUT Ta iHTepcTULiaibHa XBOpo6a NereHsb.

Hagxoaunu pigkicHi NoBifOMIEHHS NPO BUMNaAKK IMYyHOMIOMIYHO OnocepefKoBaHOI HEKPOTM3YHOUOT MionarTil, NOB’A3aHOT i3 3aCTOCYBaHHAM CTaTMHIB (AWB. PO3M4in
«OC06/1MBOCTI 3aCTOCYBAHHSA»).

Hagxoamnu pigkicHi nocTpeecTpauiiHi MOBIAOMIEHHS MPO KOTHITMBHI po3nagy (Hanpuknag BTpaTa nam’aTti, 6e3nam’sTCTBO, amHe3id, MOPYLUeHHS nam’aTi,
CMAYTaHICTb CBIAOMOCTI), MOB’A3aHi i3 3aCTOCYBaHHAM CTaTUHIB. Lli KOTHITMBHI po3naan 6ynun 3apeecTpoBaHi NP 3acTOCYBaHHI BCiX CTaTUHIB. HebaxaHi peakuil
3arasiom He 6ynn cepiio3HNMM | By 060POTHUMM NICNA MPUMUHEHHS MPUIAOMY CTaTMHIB, 3 Pi3HMM YacoM [0 NoYaTKy nposBy cumnTomy (Big 1 AHS 4O KiNbKOX
POKiB) Ta 3HUKHEHHSA cMMNTOMY (MeAjiaHa TPMBAIOCTI CTaHOBMNA 3 TUXKHI).

IMig yac 3acTocyBaHHSA AeAKUX CTaTMHIB Oynn onucaHi Taki HebakaHi ABULLA: po3naf cTaTeBol PYHKLIT; BUHATKOBI BUMaLKM IHTepCTULIa/IbHOT XBOPOOW NereHis,
0c061BO Nif Yac AOBroCTPOKOBOIO /liKyBaHHS.

Mig yac NOCTMAPKETUHTOBUX CNOCTEPEXXEHb MOBIAOMAANN NPO TaKi NOGIYHI peakLii:

3 60Ky KPOBOHOCHOT Ta fliMpaTUYHOT CUCTEMU: TPOMOOLMTONEHISA.

3 60Ky IMYHHOT CMCTeMW: anepridHi peakLii, aHadinakcis (y Tomy uncsi aHainaKTUYHWIA LWOK).

MopyLweHHss MeTaboniamy Ta xapyyBaHHs: 36i/IbLLEHHA Macy Tina.

3 60Ky HepBOBOI CUCTEMMU: FONOBHUIA 6iNb, FinecTesis, ANCressis.

3 60Ky LLNYHKOBO-KWLLIKOBOTO TPaKTY: 6iflb Y XXMBOTI.

3 60Ky opraHis cnyxy Ta nabipuHTy: LWyMm Yy Byxax.




3 60Ky LUKipW Ta NiAWKIPHOT TKaHWHWU: KPOMUB’ AHKA.

3 60Ky CKeneTHO-M’S30BOT CUCTEMM Ta CNoAyYHOT TKaHWHW: apTpanris, 6inb y CNvHI, BOBYaKOMOA4i6GHWUIA CUHAPOM, PO3pVB M’ S3iB.

3aranbHi nopyLeHHs: 6inb y rpyasx, nepuepuyHnin HabpsK, He3ay>KaHHS, BTOMA.

3MiHu pe3ynbTaTiB 1abopaTOoOpHMX aHani3is: NiABULLEHHA aKTUBHOCTI aflaHiHaMiHOTpaHcMepasn, NigBULLIEHHS aKTUBHOCTI KpeaTUH(MOCHOKIiHA3M KPOBI.

[iTwn (Bikom 10-17 pokiBg)

Mig yac 26-TVXXHEBOro KOHTPO/IbOBAHOMO AOCNIKEHHS Y XNONUIB Ta y AiByart nicns novatky MeHCTpyaLii npodinb 6e3neky Ta nNepeHOCMMOCTi aTopBacTaTUHy y
Ao3i Big 10 mr go 20 mr Ha fo6y 6yB 3arasiom nogioH1M 40 npodinto nnauebo (aAvB. po3ginn «Cnocib 3acTocyBaHHS Ta [03u», «<iTn»).

TepMiH NPMAATHOCTI. 2 POKMU.
He 3acTocoByBaTu npenapar nicns 3aBepLUeHHs TepPMiHY NpUAATHOCTI.

YMoBW 36epiraHHs.
36epiraTv B opuriHanbHiin ynakosLi npu TemnepaTypi He BuLe 25 °C.
36epiratn y HefOCTYNHOMY AN AiTei MicLi.

YnakoBKa.
Mo 10 Tabnetok y 6nictepi. Mo 3 6nicTepn y KapTOHHI KOPOBLL.

KaTteropis Bignycky. 3a peLentom.

BupobHuK.
dapmaLeBTUYHNIA 3aB0A «Ilonbhapma» C.A., Monba/
Pharmaceutical Works «Polpharma» S.A., Poland.

Micue3HaxomkeHHs BUPOOHMKa Ta agpeca MicLsi NPoBagKeHHS A0ro 4isiNIbHOCTI.
Byn. MenbnnnHbcka 19, 83-200, Ctaporapg I"'aaHbCKM, Monba/
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.



