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IHCTPYKUIA
AN191 MeANYHOr0 3aCTOCYBaHHSA JTiIKapCbKOro 3acoby

ATOPBACTEPO/I
(ATORVASTEROL®)

Cknap:

Aitoya peyoBuHa: ;

1 TabneTka, BKpMTa NAiBKOBOK 060/10HKOM, MicTUTb 10,36 abo 20,72, abo 41,44 mr aTopBacTaTUHY KanbLito, Wwo Bignosigae 10 a6o 20, abo 40 Mr aTopBacTaTUHY
BIAMOBIAHO;

[AONOMI>KHI peqyoBuHU: MaHIT (E 421), uentonosa MIKpOKpUcTanivyHa, KasbLito KapboHaT, NoBifJOH, HATPI0 KPOCKapMesios3a, HaTpito naypuncynbdart, KpeMHIto
AIOKCU KONOIAHWI 6e3BOAHWIA, MarHito cTeapar, rinpomenosa, Tutany giokeung (E 171), makporon 6000, TanbK.

JlikapcbKa thopma. TabneTku, BKPUTI NIIBKOBOK 060/10HKOHO.

OCHOBHI (I3NKO-XIMIYHI BNaCTUBOCTI:

10 mr: TabneTKK, BKPUTI NIiBKOBOK 060/10HKOLO, 6171070 KOMbOPY, KPYr i ABOOMNYKI, PO3MIPOM 7 MM;

20 Mr: TabneTku, BKPUTI MNIBKOBOK 060/10HKOH0, 6i/10ro KoNbopy, KPYr/i 4BOONYK/Ii, pO3MipoM 9 MM;

40 mr: TabneTku, BKPUTI NNiBKOBOK 060/10HKOI0, 6171010 KO/bopy, 0Ba/1bHI ABOOMYKJII, PO3MIPOM 8,2X17 MM.

dapmakoTepanesBTUYHa rpyna. Npenapartu, WO 3HWXYHOTb PIBEHb XONECTEPUHY | TPUTILEPUAIB Yy cupoBaTLi KpoBi. IHri6iTopu TMIM-KoA-peaykTasu. Kog ATX
C10A AO05.

dapmMakosoriyHsnacTmBoCTI.

PapmakofnHamika.

ATOpBaCcTaTUH ABMSIE COOOK CUHTETUYHWIA TiNONINiAEMiYHNIA NiKapcbKUn npenapaT. ATOpBacTaTWH € iHFiGITOPOM 3-TipOKCU-3-MeTUNTrNyTapun-KohepmeHT A
(TMI-KoA) pesykTasu. Llein pepmeHT Katanisye nepetsopeHHs TMIT-KoA B MeBaloHaT — paHHili eTan 6i0C1HTe3y XONecTepuHy, AKMn 06MeXye LLIBUAKICTb NOro
YTBOPEHHS.

ATOpBaCTaTUH € CENEKTUBHUM KOHKYPEHTHUM iHribiTopom 'MI-KoA-pefykrtasun, hepMeHTy, Bif, AKOro 3a1eXuTb LUBWAKICTL MEPeTBOPeHHs 3-TifpoKcu-3-
METUNTNYTapun-KoghepMeHTy A 'y MeBa/IOHAT, PeYOBUHY-MOMEPEAHVK CTepOniB, Y TOMY YWC/I XONecTepuHy. XONIeCTEPUH Ta TPUTILEPUAN LUMPKYIOKTL Y
KPOBOTOKY Y KOMMJEKCI 3 ninonpoTteiHamn. Lii KoMnnekcn po3ainsatoTbCs 3a AOMOMOro ynbTpaueHTpuyrysaHHsa Ha dpakuii JIMNBLY, (ninonpoTeiHn BUCOKOI


mailto:

winbHocTi), JIFIMLL, (ninonpoTeiHn NPOMIDKHOT WinbHOCTi), JIFTHLLL (ninonpoTeiHn HU3bKOT WinbHocTi) Ta JIMAHLLL (ninonpoTeiHn Ay»e HU3bKOT LWiIbHOCTI).
Tpurniuepnan (TT) Ta XonecTepuH y nediHui BKIOYaroTbea A0 cknagy JIMAHLL Ta BMBINbHAKOTLCA Y Nia3My KPOBi AN TPaHCMOPTYBaHHSA Yy MepupepuyHi
TKaHUHW. JIMHL, dopmytoTbes 3 JINAHLL, Ta KatabonisytoTbea LWASXOM B3aeMOAIT 3 BUCOKoadiHHMMK peuenTtopamu JIMTHLL,. KniHivHi Ta naTonoroaHaTomiyHi
[OCNIIKEeHHS MOKa3yoTb, WO MigBULLEHI PiBHI 3arasibHOro xonectepuHy (3X), xonectepuny JINMHLL, (XC-/1MHLL) Ta anoninonpoTeiHy B (ano B) y nnasmi KpoBi
CMPUYUHAIOTL PO3BUTOK aTepoCK/IEpPO3y Y /OAMHU Ta € (PakTopamu PU3UKY PO3BUTKY CepLEBO-CYAMHHUX 3aXBOPKOBAHb, Y TOM 4ac K MiABWLLEHI PiBHI
xonectepuHy JIMNBLL, noB’a3aHi 3i 3HMKEHNM PU3NKOM CepLEeBO-CYANHHNX 3aXBOPHOBaHb.

MigBuLeHi piBHI 3aranbHOro xonectepuHy, xonectepuHy JIMHLL, Tta ano B (Memb6paHHMin komnnekc ans xonectepuHy JIMHLL) npoBOKykOTb PO3BUTOK
aTepockneposy. MofibHUM YAHOM 3HUXKEHI piBHI xonecTepuHy JIMBLL, (Ta A0ro TpaHCNOPTHOrO KOMM/eKCy — ano B) nos’si3aHi 3 pO3BUTKOM aTepoCK/eposy.
EnigemionoriyHi gocnifXeHHs BCTAHOBW/IM, LIO CEpLEBO-CYAMHHA 3aXBOPKOBAHICTb | NeTafbHICTb 3MIHIOKOTLCA MPAMO MPOMOPLINHO A0 PiBHS 3aralbHOro
X0necTepuHy Ta xonectepuHy JIMHLL, Ta 06epHeHO NponopLiiHO A0 piBHA XonecTepuHy JIMNBLL,.

ATOpBaCTaTUH 3HWXXYE PIiBHI 3arasibHOro XonectepuHy, XxonectepuHy JIMHLL Ta ano B y nauieHTiB i3 rOMO3MIOTHOK Ta FeTEPO3UrOTHOK CiMENHO
rinepxonecTepuHEMIe0, HeCiMeMHUMU (hopMamMu rinepxosnecTepuHeMii Ta 3mMillaHo AucinigeMieto. ATopBacTaTUH TaKoX 3HWUXKYE piBHI xonectepuHy JINMAHLL,
Ta TI", a TaKOX 3yMOB/IKOE HECTIiKe MiABULLEHHS piBHA XonecTepuHy JIMNBLL Ta anoninonpoteiHy A-1. ATopBacTaTuH 3HUXXYE PiBEHb 3ara/lbHOro X0NnecTepuHy,
xonectepuny JINMHLL, xonectepury JMAHLL, ano B, Tpurniuepuais Ta xXonectepuH He 38°a3aHunii 3 JINBLL, a TakoxX nigsuLye piseHb xonectepuHy JIMBLL, y
nawuieHTIB 3 i30/1b0BaHOLO rinepTpuraiuepugemieto. AtopeactatuH 3Hmxye XC-JIMTLL, y nayieHTiB i3 gucbeTtaninonpoTeiHeMIEr.

Moai6Ho ao JIMHLL, ninonpoTeiHK, 36araveHi XxonectepMHoM Ta Tpuraiuepugamu, y tomy ymcni JMNAHLLL, JINMLLL Ta pewTky, TakoXX MOXYTb CPUSTA PO3BUTKY
aTepocknieposy. MigBuLLEHI piBHI TPUIILEPUAIB Y Nia3Mi KPOBi YacTO BUABNAKOTLCA Y Tpiadl 3 HU3bKUMK piBHAMKM XC-JTMBLL, Ta ManeHbKUMM YyacTouKamm
JINHLL, a TakoX y Cnony4YeHHi 3 HeninigHMMyM MeTaboniyHMMKU (hakTopamy pU3NKy PO3BUTKY iLLEMIYHOT XBOpOoOM cepud. He 6yno nocnifoBHO A0BeAeHO, WO
3ara/lbHWiIn piBeHb TPUrANILEPUAIB NNa3My KPOBI AK TaKUiA € He3aIeXXHUM (hakKTOpOM PU3NKY PO3BUTKY iLeMiYHOT XBopobu cepus. Kpim Toro, He 6yn10 BCTAHOB/IEHO
He3a/1eXXHOro BNvBY NigsuLeHHs piBHA JIMNBLL, a60 3HWXEHHSA pPiBHA TPUTILEPUAIB HA PU3NK KOPOHAPHOT | CepLIeBO-CYANHHOT 3aXBOPHOBAHOCTI Ta /IeTa/IbHOCTI.
ATOpBaCcTaTuH, FK i Oro Aeski MeTabonitu, € hapMakoioriyHo akTUBHUMM Y NOANMHN. TONOBHMM MicLEeM [ii aTopBacTaTUHY € MeYdiHKa, ika Biflirpae rofioBHy posib
y CUHTE3i xonectepuHy Ta KnipeHci JITTHLL,. [o3a npenapaty, Ha BiAMIHY Bif CUCTEMHOI KOHLEHTpauii npenapaTy, Kpalle KOPestoe 3i 3MEHLUEHHAM pPiBHA
xonectepuHy JIMTHLL. IHAanBigyansHWUiA Nigbip 403w NpenapaTy chif 34iiCHI0BATM 3a/1eXKHO Bif TepaneBTMYHOI BignoBidi (avB. po3ain «Cnocib 3acTocyBaHHA Ta
L03U1»).

dapmakoKiHe TVKa.

BcMmoKTyBaHHS. ATopBacTaTVH LUBMAKO abCopOYETLCA MicNs nepopasibHOro Npuinomy, a MakCMMasibHI MOro KOHUEHTpauii y naasmi KpoBi A0CAratoTbCA NPOTArom
1-2 rogmH. CTyniHb abcopbuii 3pocTae NponopuiiHoO Ao o3 npenapaty. A6COMOTHa 6i040CTYNHICTL aTopBacTaTMHY (NOYaTKOBUIA NiKapCbKMIA 3acib) CTaHOBUTb
npnéansHo 14 %, a cuctemHa 6i0fOCTYNHICTb iHriBYYOT akTMBHOCTI LWogo MMIM-KoA-peaykTasu cTaHoBUTb Mpru6n3Ho 30 %. HU3bKy CUCTEMHY LOCTYMHICTb
npenapaty MoB’A3yOTb i3 NepeACcUCTEMHUM KiPEHCOM Y C/IM30Bi 060M0HLI LTYHKOBO-KMLLIKOBOIO TpakTy Ta/abo nepeacrcTeMHOK GioTpaHcgopmalieto y
neyiHui. Xoya ka 3MeHLLYe LBUAKICTb Ta CTYMiHb abcopbuii NikapcbKoro npenapary npuénmsHo Ha 25 % T1a 9 % BIANOBIAHO, BUXOAAYN 3 MOKA3HUKIB Crax T
AUC, 3HMKeHHA piBHA XonectepuHy JIMHLLL € nogibH1M He3anexHo Bif TOro, NpUMaETbCA aTopBacTaTUH 3 iXKeto abo OKpemo. MNpu 3acToCyBaHHI aTopBacTaTuHy
BBEYepi Oro KOHUeHTpawis y nnasmi Kposi 6yna HWk4o (NpnbamnsHo Ha 30 % a1 Cpg Ta AUC), HiXX Npu paHKoBOMY MpuitoMi. OfIHaK 3HUKEHHS PiBHA
xonectepuHy JIMHLL, € o4HaKOBUM He3aeXHO Bif, Yacy npuiioMy npenapary (aue. po3ain «Cnocib 3acTocyBaHHS Ta [03U»).

Posnogin. CepefHiin 06’em po3noAiny npenapaty cTaHOBUTb Npr6an3Ho 381 nitp. MoHag 98 % npenaparty 38’A3yeTbCs 3 GiflKaMu M1a3Mu KpoBi. KoHUeHTpaLiiHe
CMiBBiJHOLLEHHSA KpOB/Nnasma, LWo CTaHOBUTb NpubnnsHo 0,25, BKasye Ha noraHe NPOHWKHEHHSA npenapaTty B epuTpouuTy. Ha nigctasi cnocTepeXkeHb Y LWypis
BBa)KAETHCA, L0 aTopBacTaTUH 34aTHUIA MPOHUKATL Yy FpyaHe MOMOKO (AUB. po3finv «lpoTunokasaHHs», «3acTOCyBaHHA Yy Mepiof BaritHOCTI abo rofyBaHHA
rpyanro» ta «OcobimMBOCTI 3aCTOCYBAHHS).




MeTtab60o/i3M. ATOpBacTaTVH IHTEHCMBHO MeTabonMi3yeTbCA 40 OPTO- Ta NaparifpoKCUIbOBAHMX NOXIGHWX | PI3HUX NPOAYKTIB 6eTa-0KMCeHHS. Mpn JoCiJKeHH:AX
in vitro iHrioysaHHa TMI-KoA-pefyKTasn opTo- Ta naparigpoKcuiboBaHMMKU MeTaboniTaMn ekBiBa/leHTHe iHribyBaHHIO aTopBacTaTuHOM. IMpubnnsHo 70 %
LIMPKY/IOKOYOT IHFiBITOPHOT akTUBHOCTI Wwoao MMIT-KoA-pefyKrasmn noB’s3aHO 3 akTUBHUMM MeTabonitamu. JocnigkeHHs in vitro ceifgyaTb Npo BaXIMBICTb
meTaboniamy npenapaty umtoxpomom P450 3A4 (CYP 3A4), L0 Y3rogKyeTbCs 3 MiABULLEHUMI KOHLEHTpALISMX aTopBacTaTUHY Y Ma3mi KPoBi NIIOAUHM Micns
OAHOYACHOro 3aCTOCYBaHHS 3 ePUTPOMILUHOM, BiJOMWUM iHTIGITOPOM LbOro i30(hepMeHTy (AMB. po3gin «B3aemofis 3 IHWMMK NTIKapCbKUMK 3acobamuy Ta iHLUI
BUAWN B3aEMOLIN»).

EKckpeuisi. ATopBacTaTVH Ta MOro MeTaboniT BMBOAATLCA FOIOBHUM UYMHOM i3 XKOBYHO MiCNA MEYiHKOBOro Ta/abo Mo3aneviHKOBOro mMeTaboniamy, ofHaK Lei
npenapar, 04eBUAHO, He 3a3Hae KMLLKOBO-NEeYiHKOBOT peunpKynauii. CepefHiil nepiog HaniBB1BeAeHHS npenapaTty 3 MnaasMu KpoBi NHOAVNHN CTAHOBUTb MPUG/IN3HO
14 roguH, ane nepiof HaniB3MeHLLEHHS iHrBITOPHOT akTUBHOCTI oo FMIM-KoA-peaykTasun ctaHoBUTb Bif 20 A0 30 rognH Yyepes BHECOK aKTUBHUX MeTaboniTiB.
[icnsg nepopasibHOro NpUItoMy npenaparty 3 ceyero BUAINAETLCA MeHLLe HiDX 2 % [03W.

MauieHTN NiTHLOro BiKy. KOHLEHTpaLlii aTopBacTaT/Hy y niasmi Kposi € BuwmmMn (NprbnnsHo 40 % ana Crax 72 30 % ang AUC) y 300poBKX NawieHTiB NiTHLOro
BiKY (BiKOM Bifi 65 pOKiB), HiXXK Y Monoaux gopocnunx nrogeit. KniHivHi gaHi ceigyatb Npo 6inbwnii cTyniHb 3HWKeHHA JITTHLL, npu 3acTocyBaHHI 6yb-SKOT 403K
npenaparty y nawieHTiB NiTHLOrO BiKy MOPIBHAHO 3 MOIOAMMU N0AbMM (AMB. po34in «OC06/IMBOCTI 3aCTOCYBaHHSAY).

LiTn. dapMakoKiHETUYHI JaHi WoA0 NaLieHTIB AUTAYOro BiKY BifCYTHI.

Cratb. KoHUeHTpaLii aTopBacTaTUHY y MiasMi KPoBi XIHOK Bifpi3HAOTLCA Bif, KOHLEHTpaLii y naas3mi 4onoBsikiB (Npubam3Ho Ha 20 % Buwle and Cpax Ta Ha 10 %
Hwk4e ans AUC). OgHak Hemae K/iHIYHO 3Hayywoi BIAMIHHOCTI Y 3HUXKEHHI piBHSA XxonecTepuHy JIMHLL, npw 3acTocyBaHHi aTopBacTaTWHY Y0/I0BiKaM Ta
XIHKaMm.

[MopyLUeHHA (OYHKLLIT HUPOK. 3aXBOPIOBaHHSA HUPOK HE MarOTb BMJIMBY Ha KOHLIEHTpauii atopBacTaTuHy Y nnasmi KpoBi a6o 3HmxeHHs XC-JIMHLL, a oTxe,
KOpUryBaHHs 031 npenapaTty Ans NauieHTiB 3 MOpyLIeHHAMU (YHKLIT HMPOK He noTpibHe (AMB. po3ainn «Cnocib 3acTocyBaHHA Ta [03u», «Oco6nMBOCTI
3aCTOCYBaHHSA»).

emogianis. HesBaxkaroum Ha Te, WO Y MauieHTIB i3 TepMiHa/IbHOIO CTafi€l0 3aXBOPHOBAHHA HUPOK AOCNIIKEHHS He MPOBOAWMN, BBXKAETLCH, L0 remMofiani3 He
NiBWLLYE 3HAUYLLMM YMHOM KipeHC npenapary, OCKiNbKX npenapaT iIHTEHCUBHO 3B’A3YETbCA 3 6ilKaMK Nna3mMmn KpoBi.

MeyiHKOBa HeAOCTaTHICTb. KOHLEHTpauil atopBacTaTMHy y Masmi KpoBi MOMITHO MiABULLEHI Y MaLieHTIB i3 XPOHIYHOK alKOro/bHOK XBOPOOOK MeYiHKMU.
3HayeHHs NoKasHWKiB Cg Ta AUCYY

4 pa3v BULLi Y NauieHTIB i3 3aXBOPIOBaHHAM MeviHKM Knacy A 3a wWkanot Yainga—l1’t0. Y nauieHTiB i3 3axXBOPHOBAHHAM MeYiHKM Knacy B 3a wwkanoto
Uaiinga—I1"to 3HaYeHHs NoKasHUKIB Ca T2 AUC MigBuLLyoTbCA Nprban3Ho 16-kpaTHo Ta 11-KpaTHO BignoBigHO (4MB. Po3ain «[pOTUNOKa3aHHS»).
JocnifpkeHHs B3aeMOAIT NiKAPCbKMX 3aco6iB. ATopBacTaTUH € Cy6CcTpaToM nediHKoBux TpaHcrnopTepiB, OATP1B1 ta OATP1B3 TpaHcnopTepis. Metabonitu
aTopsacTatuHy € cybctpatamm OATPLB1. ATopBacTaTUH TakoX ileHTU(IKYETLCA AK Cy6CTpaT e(hIlOKCHOro TpaHcnopTepa 6i/ika pe3uCTEHTHOCTI paKy MOJIOYHOT
3an103u (BCRP), fKunii MoXxe 06MexXyBaTy KULLKOBY abCOpOLLit0 i XXOBUHWIA K/TIPEHC aTopBacTaTuHy.

Bnive 0gHOYaCHO 3aCTOCOBYBaHMX NpenapariB Ha (DapMakoKiHETUKY aTopBacTaTUHY

Tabnuua 1
OfHoYaCcHO 3aCTOCOBYBaHI npenapaTu ATopBacTaTuH
Ta PEXXMM [03yBaHHSA CniBBiAHOLLEHHS CniBBigHOLLEHHS
[o3a (mr) 2 &
AUC Crnax




#LI,I/IK}'IOCI'IOpI/IH 5,2 mr/kr/go6y,

10mr 1 pa3 Ha [foby

cTabinbHa fo3a BMPOAOBX 28 AHIB 869 1066
#TunpaHasip 500 Mr fBiui Ha [A06y/ 10 Mr pasosa 103a 9.36 858
puTOoHaBip 200 Mr agivi Ha fo06y, 7 AHiB
# I"nekanpesip 400 Mmr 1 pa3 Ha goby/
. i 10mr 1 pa3 Ha poby

zllfigemacslp 120 mr 1 pa3 Ha go6y, 7 BNPOJOBX 7 AHIB 8,28 22,00
’fl’t'(l)'ana}gpeBip 750 Mr KOXHI 8 TOAVH, | 50 - nasopa gosa 7,88 10,60
#, ¢CaKBiHaBip 400 mr agivi Ha fo6y/

i o 40 vr 1 pa3 Ha foby
%T;?Hﬁmp 400 Mr fgBiui Ha o6y, BMNOOB 4 JHIB 3,93 4,31
# En6acsip 50Mr 1 pa3 Ha AoGy/
rpasonpesip 200 Mr 1 pa3 Ha o6y, 13 | 10 Mr pasosa f03a 1,94 4,34
[HIB
# .
10C;|'V'I_|'\i"§”pe5'p 150 Mr 1 pas Ha A06Y, | 40 vr pasosa aosa 2,12 1,70
#KnaputpomiumH 500 Mr  gBiui  Ha | 80 Mr 1 pas Ha 406y 454 538
[o6y, 9 oHiB BNPOLOBX 8 fHIB : ’
#NapyHasip 300 Mr ABivi Ha 4o6y/ 10 mr 1 pas Ha 406y 345 25
puToHaBip 100 Mr ABivi Ha Jo6y, 9 AHiB | BNPOAOBX 4 AHIB : '
Zl;E?KOH%Oﬂ 200 mr 1pa3 Ha [fo6y, 40 M pasosa f03a 3.23 1.20
/;SLQHF}ZOHP 480mr 1pas Ha foby, 20 mMr pasoBa f03a 3,29 2,17
#CDocaMHpeHaBip 700 mr agivi Ha o6y

! M 10 mr 1 pa3 Ha goby
/&m;:r;slp 100 Mr ggivi Ha Ao6y, BMNOOB 4 JHIB 2,53 2,84
#PocamnpeHasip 1400 Mr 2pasv Ha | 10 Mr 1 pa3 Ha o6y 230 4.04
[06y, 14 aHis BNPOLOBX 4 [HIB : ’
#Hencinasip 1250 Mr 2 pasu Ha goGy, | 10 Mr 1 pa3 Ha o6y 174 299
14 gHiB BMNPOLOBX 28 AHIB ’ '
#Fpeﬁnq)pyTOBMVl Cik, 240Mn 1pa3 Ha | 49 vr 1 pas Ha o6y 1,37 1,16

Aoby*




Ounntiazem 240mr 1lpas Ha [fo6y, 40 wir 1 pa3 Ha 106y 151 1.00
28 aHiB ’ ’
EputpomiynH 500 Mr 4 pasu Ha [o6y, 10 Mr 1 pa3 Ha 106y 133 138
7 [HIB : ’
AmnogmniH 10 mr, pa3osa f03a 80 mr 1 pa3 Ha foby 1,18 0,91
LmmetngnH 300 Mr 4 pasv Ha foby, | 10 mr 1 pas Ha foby 100 0.89
2 TVXKHI BNPOAOBX 2 TWXKHIB ’ '
Konectunon 10r 2pasu Ha [fo6y, | 40 mr 1 pa3 Ha fo6y rx
24 TVXHIB BMPOLOBX 8 TUXHIB He sacocoyereca | 0,74
Maanokc TC® 30 mn 4 pasu Ha Ao6y, | 10 mr 1 pa3 Ha foby 0.66 0.67
17 pHiB BNPOLOBX 15 AHIB ’ '
Ethasipens 600mr 1pas Ha 06y, 10 mr Bnpogosx 3 aHis | 0,59 1,01
14 gHiB ’ '
#Pugamniv 600Mr 1pa3 Ha [o6y,

7 OHiB (npwu ofiHoyacHomy | 40 Mr 1 pas3 Ha fo6y 1,12 2,90
3acTocyBaHHi) T

#Pugamniv 600Mr 1pa3s Ha [o6y, 40 Mr 1 pas Ha 06y 0.20 0,60
5 AHiB (okpemumm fo3amm) T

#Temdioposun 600 Mr gsivi Ha A06Y. | 40 r 1 pa3 Ha 40BY 135 1,00
7 oHIB

#deHohiopar 160 mMr 1pa3 Ha A06Y, | 40 1 pa3 Ha 406y 103 102
7 [HiB

#Bouenpesip 800 Mr 3pasn Ha AO6Y. | 40 wr 1 pasHajoby | 2,32 266
7 [OHiB ’ ’

& CniBBigHOLWIEHHA 3a MeToAaMU JliKyBaHHA (04HOYaCcHe 3aCTOCyBaHHS NiKapCbKOro 3acoby 3 aTtopBacTaTMHOM MOPIBHAHO 3 3aCTOCYBaHHAM aTtopBacTaTUHY

OKpemo).

#  [lna OTPUMaHHSA iHopMaL,iT NPo KNiHIYHY 3HaYYLLiCTb AUB. po3ainn «Oco6NMBOCTI 3aCTOCYBaHHSA> i «B3aemMofis 3 iHLIMMU NiKapCbKUMK 3ac06amm Ta iHLLi
BUAMN B3aEMOAI.

*  Tosigomnganocs npo 6inbLwi nigsuweHHs AUC (cnissigHowweHHs AUC fo 2,5) Ta/abo Cpgx (CniBBigHOLWEHHA Crgx A0 1,71) Npu HaAMIPHOMY CMOXWUBaHHI
rperingpyToBoro coky (750 mn — 1,2 nitpa Ha fo6y abo GifbLue).

** CniBBIAHOLLEHHS, WO 'PYHTYETLCS HA OAMHWUYHIV BUBIpLi, B3ATIl Yepe3 8—16 roAnH nicns 3acToCyBaHHS [03M.

T Uepe3 MexaHi3m NoABiiHOT B3aeMOAiT prdamniHy peKoOMeHAYETbCA OAHOYACHE 3aCTOCYBaHHA aTopBacTaTHy 3 pudamniHOM, OCKiNIbKM BYy/10 MOKa3aHo, Lo
BiICTPOYEHMI NPMIAOM aTopBaCTaTMHY NiCNS 3aCTOCYBaHHA pyudamniHy NOB’3aHWIA 31 3HAYHUM 3HMKEHHAM KOHLEHTpaL,iT aTopBacTaTUHY y Nnasmi KpoBi.

1 [lo3a KoMGiHaLii npenapariB cakBiHaBIp + PUTOHABIP Y LbOMY LOCNIMKEHHI He € KNIHIYHO 3aCTOCOBYBaHOO [03010. [MiABULLEHHSA eKCMO3ULiT aTopBacTaTuHy
NP 3aCTOCYBaHHI Yy KNiHIYHMX YMOBaXx, iIMOBIPHO, Oyae BMLLMM, HiXX Te, WO CnocTepiranocs y LboMy AOCAiApKeHHI. ToMy 3aCcTOCOBYBaTW npenapaT chif 3



06epeXXHICTIO Ta Y HaiHWXKYi HeobXiaHI A03i.

Bnnue atopBacTaTvHy Ha (hapMakOKiHETUKY OHOHYACHO 3aCTOCOBYBaHWX /TIKAPCbKMX 3aC00iB
Tabnmug 2

ATopBacTaTtuH O[lIHOYaCHO 3aCTOCOBYBaHMI /TiIKAPCbKMWiA 3aCib Ta peXKUM [03yBaHHA
CnisgigHoweHHs | CniBBigHOLLIEHHS
Mpenapat/go3a (Mr) AUC Crnex
B0 mr 1 pa3 Ha B0BY | A rininuan 600 Mr ogHOpasoso 1,03 0,89
BMNPOoAOBX 15 fHiB
80 mr 1 pa3 Ha 106y .
BNPOOBX 10 AHiB #0nrokeyH 0,25 mr 1 pas Ha ao6y, 20 gris | 1,15 1,20
MepopanbHi KoHTpauenTreu 1 pa3 Ha fo0y,
40 Mr 1 pas3 Ha ,u,(_)6y 2 micaui 128 123
BMPOAOBX 22 fiHiB — HOpPETUCTEPOH 1 Mr
. . 1,19 1,30
— eTuHinecTpagion 35 MKr
Tunpanxasip 500 Mr 2 pas3u Ha go6y/
10 r pas Ha o0y puToHasip 200 Mr 2 pasu Ha goby, 7 AHiB 1,08 0,9
10 mr 1 pa3 Ha goby | ®ocamnpeHasip 1400 mr 2 pa3u Ha o0y,
. . 0,73 0,82
BMNPOLOBX 4 AHIB 14 nHiB
10 mr 1 pa3 Ha goby | ®ocamnpeHasip 700 Mr 2 pa3u Ha go6y/
. . . 0,99 0,94
BMPOAOBX 4 [HIB puToHasip 100 mMr 2 pa3u Ha fo0by, 14 [HiB

#ﬂ,nﬂ OTPUMaHHS iHhopMaLii NPo KNiHIYHY 3HaYyLWiCTb ANB. Po3Ain «B3aemogis 3 iHLIMMK NiKapCbKMK 3ac06aMu Ta iHLLI BN B3aEMOAI».

KniHiYHi XapaKTepUCTUKN.
Noka3aHHA.
3anobiraHHs cepueBo-CyANHHUM 3aXBOPHOBAHHAM Y LOPOC/NX
[na popocnmx nauieHTiB 6e3 KNiHIYHO BUPaXKeHOT iLleMiyHOT XBOpoOM cepus, ane 3 AeKiflbKoMa (hakTopamu pU3MNKy PO3BUTKY iLLEMIYHOT XBOPOOU cepus, TaknuMK
AK BiK, THOTHOHOMaNiHHA, apTepiaibHa rinepTeHsisi, HM3bKU piseHb JIMBLL, abo HasBHICTb paHHbLOT iLEMIYHOT XBOPOOWM cepus Y CiMeMHOMY aHaMHesi,
ATOpBacTepo NoKasaHuii ans:
-3MEHLLEHHS PU3NKY BUHUKHEHHS IH(hapKTy MioKapaa;
-3MEHLLEHHS PU3NKY BUHUKHEHHS THCY/IbTY;
-3MEHLLIEHHS PU3NKY NMPOBEAEHHSA NMPOLIeAYP peBacKynsapmn3aLii Ta CTeHOKapAii.
[na popocnux nauieHTiB i3 LykpoBumM aiabetom Il TMny Ta 6€3 KNiHIYHO BUPaXKEHOI iLLEMIYHOT XBOPOOY cepus, ane 3 KilbkoMa akTopaMu pu3nKy pO3BUTKY
iLLeMiYHOT XBOPO6U cepLs, TaKUMKU AK PeTUHONaTIs, anbbyMiHypis, TIOTIOHONAaNIHHA abo apTepianbHa rinepTeHsis, npenapaTt ATopBacTepos NoKasaHWin ans:
-3MEHLLEHHS PU3MKY BUHUKHEHHS iH(hapKTy MioKapAa;
-3MEHLLEHHS PU3MKY BUHUKHEHHS IHCY/bTY.
[na popocnmx nawieHTiB 3 KNiHIYHO BUPaXXEHOHD iLLEMIYHOI XBOPO6OIO cepus ATOpBACTepPOs NOKa3aHWin Ans:



-3MEHLLEHHS PU3NKY BUHUKHEHHS HeNleTaslbHOro IHPapKTy MioKapaa;

-3MEHLLEHHS PU3MKY BUHUKHEHHS NIETa/IbHOr0 Ta HENeTasIbHOr0 iHCY/bTY;

-3MEHLLEHHS pU3NKY NPOBEAEHHS NPpoLeayp peBackynsapusawii;

-3MEHLLIEHHS PU3MKY rocniTanizauii y 38’s3Ky 3 3aCTiliHOK CEPLEBOO HELOCTATHICTIO;

-3MEHLLEHHS PU3NKY BUHUKHEHHSA CTEHOKapAii.
linepninigemis
Y popocnux nauieHTIiB

-AK JONOBHEHHS [0 AIETH, W06 3MEHLMTY NigBULLEHI PIBHI 3araslbHOro XonecTepuHy, xonectepuHy JIMHLL, anoninonpoTeiHy B Ta Tpurniuepunais, a Takox
AN NigBuWweHHs piBHA xonectepuHy JIMBLL, y nauieHTiB 3 NePBMHHOKD FiNepXxoniecTepuHeMietd (reTepo3MroTHOK CiMEHOK Ta HECiMEMHOK) Ta 3MillaHO
ancninigemieto (tunu llaTa 11b 3a knacudikauieto @peapikcoHa).

-AK LONOBHEHHA [0 AIETW ANA NiKYBaHHA NaUieHTIB 3 NiABULLEHUMW PIBHAMW TPUTAILEpUAIB Y cupoBaTui KpoBi (Tvn 1V 3a knacudikauieto dpeapikcoHa).

-0na nikyBaHHS MauieHTIB 3 NepBMHHOKO AucbeTaninonpoteiHemieto (Tun 111 3a Knacugikauieto  dpeapikcoHa) y BuMafKax, KoM AOTPUMAHHA AIETU €

HeA0CTaTHbO eDEKTUBHIM.

-1 3MeHLLIEHHS 3ara/ibHOro X0necTepuHy Ta xonectepuHy JINMHLL, y nauieHTiB i3 FOMO3MIOTHO CIMEHOO FiNepXonecTepUHEMIEID K AOMOBHEHHS [0 IHLLNX
rinoninigemiyHmMx MeToAIB NikyBaHHs (Hanpuknag, agepes JIMHLL) a6o AKWLO Taki METOAN NiKyBaHHA HEAOCTYIHI.
Y piTein

- $IK JOMOBHEHHS [0 AIETW A/ 3MEHLLEHHS PIBHIB 3arasibHOro xonectepuHy, xonectepury JIMHLL, i anoninonpoTeiHy B y gitein Bikom Big 10 fo 17 pokis i3
reTepo3nroTHOO CiMEHOL FinepxosecTepuHeMIEO, AKLLO Micnsa Bi4NOBIAHOT AieToTepanii pe3ynbTaTu aHasi3iB Taki:
a) xonectepuH JIMHLL, 3annwaetbes 3 190 mr/an (4,91 mmonb/n) abo
6) xonectepuH JIMTHLL, 3 160 mr/an (4,14 mmornb/n) Ta:
* y CiIMENHOMY aHamMHe3i HasiBHi paHHi CepLeBO-CyAVHHI 3aXBOPOBaHHA abo
* 1Ba a60 6ifbLUe IHLWKX (PAKTOPIB PUMKY PO3BUTKY CepLEBO-CYANHHMX 3aXBOPIOBaHb NMPUCYTHI Y NaLieHTa AUTAYOrO BiKY.

MpoTnnNoKasaHHA.

- AKTMBHE 3aXBOPHOBaHHS MEYIHKMN, LLIO MOXE BK/IKOYATN CTilAKe NifBULLEHHS PiBHIB NEYiHKOBUX TpaHCaMiHa3 HeBIJOMOT eTiosnoril.
- [inepuyTAunBICTb 0 6YAb-AKOr03 KOMMOHEHTIB LibOro NiKapCbKOro 3acooby.

- BariTHicTb.

- CoflyBaHHA rpyAato.

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAW B3aEMOZIN.

Pu3MK po3BUTKY Mionartii nif yac NikyBaHHA CTaTMHaMM NiABMLLYETLCA Y pasi OAHOYACHOMO 3aCTOCYBaHHA NOXiAHMX (DiGPOEBOT KMCNOTH, NiNiAOMOAUMDIKALiIAHNX
[03 HiauuHy, LMKIocnopuHy abo MoTyXHWX iHri6iTopis uutoxpomy P 450 3A4 (CY P 3A4) (Hanpuknag KnapuTpoMiuuHy, iHri6iTopis npoteasun BIJ1 i Bipycy
renatuTy C Ta iTpakoHa3ony) (AnB. po3ainn «OcobanBOCTI 3aCTOCYBaHHA» Ta «PapMaKoiorivyHi BNaCTUBOCTI»).

MoTy>kHi iHri6iTopu CYP 3A4. AtopBacTaTvH MeTaboni3yeTbcs uMToxXpomMom PA450 3A4. OpgHoyacHe 3aCTOCyBaHHA mnpenapaty 3 NOTY>KHUMW iHriGiTopamu
CY P 3A4 moxe npr3BecTy A0 NiABULLEHHSA KOHLEHTpaL,iil aTopBacTaTUHY y Nnasmi KpoBi (AUB. AeTaNbHY iHopMaLito HuK4Ye). CTyniHb B3aeEMOAIT Ta NiACUNEeHHS
AiT 3anexatb Bif MiHAMBOCTI BBy Ha CY P 3A4. Cnif No MOXMBOCTI YHUKATW OHOHYACHOMO 3aCTOCYBaHHS 3 NOTY)XXHUMU iHri6iTopamn CY P3A4 (Hanpuknag 3
LMK/IOCMOPWHOM, TENITPOMILMHOM, KNapuTPOMIUMHOM, [eNnaBipAvHOM, CTUPUNEHTO/IOM, KEeTOKOHA30/10M, BOPMKOHA30/10M, ITPAKOHa30/10M, MOCaKOHA30/10M,
[EeAKMMI MPOTUBIPYCHUMM MpenapataMu ansa nikyesaHHs HCV (Hanpuknag enbacsipy/rpasonpesipy) Ta iHri6itopamu npoteas BIJ1, y TOMy 4ncii pUTOHABIPOM,



noniHaesipom, aTtasaHaBipoM, IHAMHABIPOM, AapyHaBipoM). AKLIO0 HEMOX/MBO YHUKHYTU OLHOYACHOr0 3aCTOCYBaHHA LMX MpenapaTiB 3 aTopBacTaTUHOM, C/if
PO3INAHYTU MOX/MBICTb 3aCTOCYBaHHA MEHLLOI MOYaTKOBOT Ta MakCUMa/bHOT 03 aTopBacTaTUHy. TaKoX PeKOMeHAYETbCS MPOBOAUTU HaNEXHUA KNiHIYHWIA
MOHITOPUHT CTaHy nauieHTa (amB. Tabnuyto 3).

MomipHi iHri6iTopn CYP3A4 (Hanpvknag epuTpoMiuvH, AWnTiaseM, Bepanamis Ta (p/1lyKOHa30/1) MOXYTb NiABMLLYBaTW KOHLUEHTPaLito aTopBacTaTuHy y nnasmi
KpoBi (avB. Tabnuuto 1). OgHoO4YacHe 3aCTOCYBaHHA epUTPOMILMHY Ta CTATUHIB CYNpPOBOMKYETHCA MiABULLEHHAM PU3MKY PO3BUTKY MionaTil. JocnimkeHHSs
B3aEMOAIT NiKapCbKMUX Mpenaparis A/11 OWIHKW BMAUBY amiofapoHy abo Bepanamisly Ha atopBacTaTUH He MPoBOAWAWN. Bigomo, WO amiogapoH Ta Bepanamin
NPUrHivyoTb akTuBHiCTb CYP3A4, a 0Txe, O4HOYaCHe MNPU3HAYeHHA LMX MpenapaTiB 3 aTtopBacTaTMHOM MOXE MPU3BECTM [0 306i/bLUEHHS eKCrno3nuii
aTopsacTaTvHy. TakuM 4YMHOM, NPV OAHOYACHOMY 3aCTOCYBaHHI aTopBacTaTMHY Ta UMX MOMipHUX iHri6iTopie CYP3A4 cnig po3rnsiHyTM MOX/MBICTb
MPU3HAYEHHA MEHLIMX MaKCUMa/lbHUX [103 aTopBacTaTuHy. TakoX peKOMeHA0BaHO NPOBOANTM KTiIHIYHWIA MOHITOPUHT CTaHy nauieHTa. Micng noyaTky NnikyBaHHA
iHri6iTopom abo nicna Kopekuii MOro [o3n PeKOMeHoBaHO NPOBOAUTW KNIHIYHWMIA MOHITOPUHI CTaHy NauieHTa. TakoX TakuiA MOHITOPUHI PeKOMeHA0BaHO
NPOBOAMUTM MiCNsA NOYATKY NiKyBaHHA IHTi6ITOPOM abo Micns KOpeKLiT horo fo3u.

"peindopy TOBWIA CiK. MiCTUTb 0AMH abo Biflblue KOMMOHEHTIB, WO iHribytoTs CY P 3A4 Ta MOXYTb NiJBULLYBaTU KOHLEHTpaLil aTopBacTaT/Hy Yy niaasMi Kposi,
0c0611BO NPU HaaMIPHOMY CMOXMBaHHI rpeinngpyToBoro coky (6inbLie 1,2 nitpa Ha Ao6y).

KnapuTpomiuyH. 3HaveHHs AUC atopsacTaTvHy 3Ha4YHO NifABMLLYBanOCs MPU OLHOYACHOMY 3aCTOCYBaHHI atopsacTatuHy y f03i 80 Mr Ta KiapuTpoMILuHY
(500 mr 2 pasun Ha fo6y) NOPIBHSHO i3 3aCTOCYBaHHSAM Ti/lbKu aTopBacTaTuHy (AMB. po3ain «PapmMakonorivyHi BnacTMBOCTi»). OTXe, NalieHTaMm, AKi NpUiiMatoTb
KNapuTPOMILUH, Clif 3 06epeXKHICTO 3aCTOCOBYBATWN aTOpBacTaTUH y A03i Bule 20 Mr (amB. po3ainn «OcobnmnBoCTi 3aCTOCyBaHHSA» Ta «Crnocib 3acTocyBaHHSA Ta
[,031»).

Komb6iHauisi iHri6iTopis npoTeas. 3HaueHHs AUC aTtopBacTaTMHY 3Ha4HO MiJBULLYBaIoCcs Npw 0fAHOYaCHOMY 3aCTOCYBaHHI npernapary 3 Kislbkoma KoMGiHaLisMu
iHri6iTopiB nNpoTeasn BIJ1, a TakoX 3 iHri6iTOpom npoTeasu Bipycy renatuty C TenanpesBipoM MOPIBHAHO i3 3aCTOCYBaHHSAM TiflbKM atopBacTaTuHy (4AMB. PO34in
«@PapMakoorivyHi BMacTUBOCTI»). MauieHTam, SKi NpuiiMatoTh iHri6iTopy npoTteasn BIJ1 TunpaHaBip + puToHaBip abo rnekanpesip + NibpeHTacBip, Cif yHUKaTK
0[JHOYACHOI0 3aCTOCYBaHHS 3 aTopBacTaTUHOM. MpenapaT cnif 3 06epeXHICTIO NPU3HaYaTK nalieHTam, AKi NpuiimMatoTb iHriGiTopu nNpoteasn BIJT noniHagip +
PUTOHABIP, | 3aCTOCOBYBATW Y HalMHWXYI HeoOXiaHIN fo03i. A9 nauieHTis, AKi npuiiMatoTb iHriGiTopu npoteasn BIJ1 caksiHagip + puTOHaBip, AapyHasip +
pUTOHaBIp, (hocamnpeHaBip abo QocamnpeHaBip + puTOHaBip abo enbacBip + rpasonpesip, [03a aropBacTaTMHY He MOBWHHA nepesullyBaTh 20 Mr,
3aCTOCOBYBATU Li Mpenapaty NOTPiGHO 3 06epexHicTo. MMpu 3acTocyBaHHI NaljieHTam, AKi NpuUiAMaroTh IHriGITOp npoTteasn BIJT HendiHasip abo iHriGiTop
npoTeasu Bipycy renatuty C 6ouenpesip, [03a aTopBacTaTUHY He MOBMHHA NnepeBuLLyBaTy 40 Mr, TaKOX PEKOMEHAYETLCS NMPOBEAEHHS PETE/IbHOrO K/iHIYHOro
MOHITOPWHIY CTaHy nauieHTiB (AMB. po3ainn «OcobMBOCTI 3aCTOCYBaHHA» Ta «CNoci6 3aCTOCyBaHHS Ta [031»).

ITpakoHason. 3HauyeHHa AUC atopBacTaTvHy 3Ha4YHO MifBULLYBanoCcAa MpyY O4HOYACHOMY 3aCTOCYBaHHI atopsacTaTuHy Yy Ao3i 40 Mr Ta iTpakoHasony y Aos3i
200 mr (amB. po3ain «dapmakonoriyHi BNacTMBOCTI»). OTXe, WOAO NaUieHTIB, AKi NPUAMat0Tb iTPaKOHa30/, ciif 6yTn 06epeXKHNMM, SKLLO A03a aTopBacTaTUHY
nepesuLye 20 Mr (auB. po3giny «OcobMBOCTI 3aCTOCYBaHHS» Ta «Cnocib 3aCTOCYBaHHA Ta [103U1»).

LinknocnopuH. ATopBacTaTvH € CybCcTpaTtoM MeyiHKOBMX TpaHcropTepiB. MeTtaboniT atopBacTaTuHy € cybctpatamu TpaHcrnoptepa OATPLBL. IHri6iTopu
OATPIB1 (Hanpuknag LMKIOCNOPWH) MOXYTb MigBuLLyBaTy 6i040CTYMHICTb atopBacTaTuHy. 3HadyeHHss AUC aTtopBacTaTvHy 3Ha4yHO MifBuWLLYyBasiocsa npu
0[JHOYAaCHOMY 3aCTOCyBaHHI npenapaty y Ao3i 10 Mr Ta UMKIOCNOpUHY Y A03i 5,2 Mr/Kr/go6y NOpiBHAHO 3 3aCTOCYBaHHAM TiflbKWU aTopBacTaTVHYy (AMB. pO34in
«®dapmMaKkosoriyHi BNacTMBoCTi»). Cnif YHMKaTK 0OHOYACHOr 0 3aCTOCYBaHHS aTopBacTaTMHY Ta UMKIOCNOPUHY (AMB. po3gin «OcobnmBOCTI 3aCTOCYBAHHS).
MeanyHi pekomeHAaLT LLIOAO0 3aCTOCYBaHHS NiKapCbKMX Mpenaparis, L0 B3aEMOAIH0Th, MigcyMoBaHO y Tabnuui 1 (AMB. TakoX po3ainn «Crocib 3acTocyBaHHA Ta
[1031», «OCO6/IMBOCTI 3aCTOCYBAHHS»).

NeTepmoBip. OfHOYacHe 3acTOCyBaHHA atopBacTaTtuHy Yy fo3i 20 Mr Ta feTepMoBipy Yy f03i 480 mMr Ha Ao6y npv3BOAMIO A0 MiABULLEHHA PIBHA BMIMBY
aTopsacTtaTuHy (cnisBigHowweHHs AUC: 3,29) (avB. po3ain «®apmMakoKiHeTUKa»).

NeTepmoBip € iHri6iTopom ethitoKCHUX TpaHcnopTepis P-gp, BCRP, MRP2, OAT2 Ta nediHkosoro TpaHcnoptepa OATPLB1/1B3, TakuM YMHOM BiH MifBULLYE



piBEHb BMN/IMBY aTopBacTaTuHy. [Jo3a npenapary atopeacTaTvHy He NoBuHa nepesuLLysaty 20 Mr Ha fo06y (avB. po3ain «Cnocib 3acTocyBaHHSA Ta A03U»).

CtyniHb onocepefkoBaHUX nikapcbknx B3aemogin CYP3A4 ta OATPLB1/1B3 Ha cynyTHi npenapaty, MoOXe OyTW Pi3HOK Mpyv OAHOYAaCHOMY 3aCTOCYBaHHI
NeTepMOoBIpY 3 LMKIOCMOPUHOM. 3aCTOCYBaHHS aTopBacTaTUHY He PeKOMEeHAYETbCA NalieHTaM, fKi NpUiiMatoTb 1eTePMOBIP 04HOYACHO 3 LUKIOCMOPUHOM.
I"nekanpesip i nibpeHTacsip, enbacsip Ta rpasonpesip. CynyTHE 3aCTOCYBaHHA rnekanpesipy Ta nibpeHTasipy abo enbacsipy Ta rpasonpesipy MOXe npu3BecTy
[0 MiABVLLEHHA KOHLEHTpaLIT aTopBacTaT1HY Y Nia3mMi KpoBi Ta MifgBULLEHOro pu3nKy Mionartil.

Mpn ogHOYaCHOMY 3aCTOCYBaHHI rnekanpeBipy i NibpeHTaBipy 3 aTopBacTaTMHOM Ma3MoBa KOHLIEHTpaLis aTopBacTaTMHy MigBuLLyeTbes A0 8,3 pasa YacTKOBO
yepe3 BCRP, OATPIB1/1B3 ta CYP3A4 iHribyBaHHSs, TOMY He peKOMeHAYETbCA OfiHOYACHe 3aCTOCYBaHHA npenapary ATopBacTepos nauieHTam, fKi CynyTHbO
NPUNMatoTb NiKapcbKi 3aC06M, LLIO MIiCTATb FeKanpe.ip i NibpeHTacBIp.

Mpn ofHOYaCHOMY 3aCTOCYyBaHHI en6acBipy Ta rpasonpesipy 3 aTopBacTaTMHOM M/1a3MOBa KOHLEHTpaLis atopeacTaTuHy MigsuLLyetbes Ao 1,9 pasa 4acTKOBO
yepe3 BCRP, OATPLB1/1B3 1a CYP3A4 iHribyBaHHs, TOMYy [03a aTopBacTaTUHY He NOBMHHa nepesuyBat 20 Mr Ha 00y Npw 3acTOCyBaHHI nauieHTam, sKi
CyNnyTHbO NPUIMat0Tb NiKapcbKi 3acobu, WO MICTATL enbacsip Ta rpasonpesip (auB. po3ginv «Crnoci6 3acToCyBaHHA Ta [03W», «OCO6/MBOCTI 3aCTOCYBaHHS» i
«DapMaKOKIHETUKA).

MeAanyHi pekomeHAaUiT LWOAO 3aCTOCYBaHHSA NMiKapCbKUX 3ac006iB, WO B3aEMO/i0Thb, MiJCyMOBaHO Yy Tabnuui 3 (AMB. TakoX po3ainn «Crnocié 3acTocyBaHHA Ta
A031», «OCo6NMBOCTI 3aCTOCYBaHHs», «PapMaKonoriyHi BNacTUBOCTI»).

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

Tabnmua 3

. MeanyHi pekomeHaaLii LWoA0 *3acToCoBYBaTW Y HaMeHLUIn HEOOXiAHIN [03I.

MpenapaTy, WO B3aEMOAIOTb A P Aaulil oA y y AR
3aCTOCYBaHHS

LInKnocnopuH, TunpaHasip + pUTOHaBIp, riekanpesip + Femcpibposnn. Y 3B’A3KYy 3 NiABULLEHUM
nibpeHTacBip, NeTEPMOBIP NPV OLHOYACHOMY 3aCTOCYBaHHI 3 YHUKaTK 3aCTOCYBaHHA aTopBacTaTUHy | PU3NKOM mionartii/pabgomionisy npw
LIMKNOCNOPUHOM 0fiHOYacHOMY npuiiomi IHriGiTopiB
KniapuTpoMmiLyyH, iTpakoHason, CakBiHaBip +PUTOHABID™, RAPYHABID |\ o oo oo o FMI-KoA-pegyKkTasu 3 remgpioposunom  cnia
+ PUTOHaBIp, (hocamnpeHasip, ocamnpeHasip + pUTOHaBip, PEBULLYBATV A 6y yHnkatu CYMICHOTO 3aCToCyBaHH?A
en6acsip + rpasonpesip, NETEPMOBIp dropsactatnHy Ha o0y atopsacTaTuHy 3 remcibposunom (AuB. posgin

«Oc061MBOCTI 3aCTOCYBaHHS).
He nepesuLysaTtun fo3y 40 mr

HendiHasip p IHWi cpibpaTn. OcCKiNbKK BIAOMO, WO PU3NK
aropeactatuHy Ha joby PO3BUTKY  Mionatii mif uyac  JliKyBaHHA
JloniHaBip + puUTOHaBIp, cUMenpe.ip, NOXigHi PibpnHOBOT iHriGiTopamu "Ml -KoA-peayKTasm

3acTocoByBaTU 3 06EPEXHICTIO Ta'y

KUCNOTW, EPUTPOMILIMH, a30/1bHI MPOTUIPUOKOBI 3aC06M, o -~ Lo . i MOMi
PUTPOMIL, p p HalMEHLLII HeOGXiaHiii 03I MiABULLYETBCA MpU  OAHOYACHOMY  MPUIAOMI

ninigomoanikyoui 031 HiaunHy, KONXIiLUH IHLWINX (hibparTis, aTopsacTaTuH cnig
3aCTOCOBYBATU 3 06EPEXHICTHO NMPU CYyMICHOMY 3aCTOCYBaHHI 3 iHWMK (hibpaTamu (AnB. po3ain «OCco6MBOCTI 3aCTOCYBaHHS).

HiauuH. PU3NK BUHUKHEHHS MOBIYHUX ABULY, 3 BOKY CKEIETHMX M’A3iB 30i/bLLYETHCA NMPU 3aCTOCYBaHHI Nnpenaparty y KOM6iHauiT 3 HiaUuMHOM, a OTXKe, 38 TakuX
YMOB CAif PO3r/IAHY T MOX/MBICTb 3HVXKEHHS [03M aTopBacTaTuHy (AnB. po3gain «Oco61MBOCTI 3aCTOCYBaHH).

Pucpamnin a6o iHWi iHgykTopn uuToxpomy P450 3A4. OfHOoYacHe 3acTOCyBaHHSA npenapaty 3 iHAyKTopamu umToxpomy P450 3A4 (Hanpuknag egaBipeHs,
pucamniH) MoXKe NPU3BOAUTU [0 HECTIMKOrO 3MEHLLEHHS KOHLeHTpauil atopeacTaTvHy y nnasmi Kposi. Uepe3 mexaHi3m NOABIMHOT B3aemMogil pudamniHy
PeKOMeHAYETbCA OHOYACHe 3aCTOCYBaHHA aTopBacTaTUHY 3 pyugamniHOM, OCKiNbKY GyN10 NOKa3aHo, WO BiACTPOYEHE 3aCTOCYBaHHA NpenapaTy Nicns BBeLEHHSA
puchamniHy noB’s3aHe 3i 3HAYHUM 3HUXKEHHSAM KOHLEHTpaLLiil aTopBacTaTUHy y nias3mi KpoBi.




AvnTiasemy rigpoxnopus

OpHoYacHWIA npuitom atopsBacTatuHy (40 Mr) Ta gunTiazemy (240 Mr) cynpoBOMAXKYETLCA NiABULLEHHSAM KOHLEHTpaL,iT aTopBacTaTUHY Y nia3mi KpoBi.

LUvmeTnanH

Y pe3ynbTati NpoBeAeHNX LOCNIIKEHb 03HAK B3aEMOZIT aTOpBaCcTaTUHY Ta LUMETUANHY HE BUSBIIEHO.

AHTauman

OfHoYacHUIA nepopasibHWUIn NPUIAOM aTopBacTaTWHY Ta CyCreH3il aHTauuaHoro npenapaty, WO MICTUTb MarHi Ta alloMiHilO TigpoKcua, CYrnpOBOLXKYETHCS
3HMKEHHSAM KOHLEHTpaLiT aTopBacTaTUHY Yy niasmi KpoBi Nprn6m3HO Ha 35 %. Mpun ubomy rinoninigeMiyHa Ais atoppactaTUHy He 3MiHIOBas1acs.

KonecTunon

KOHUeHTpauis aTopacTaTMHy Y MiasMi KpoBi 6yna HWK4Yow (MpubamsHo Ha 25 %) npyv 0AHOYaCHOMY NPWInOMi aTopBacTaTUHy Ta Konectunony. Mpu Lubomy
rinoninigemivHa fis kKombiHauiT aTopacTaTUHy Ta KOMECTUMNOY NepeBuLLyBana eekT, SKMU 1ae MPUIAOM KOXHOTO0 3 LIMX MpenapaTiB OKPeMo.

A3NTPOMILMH

OpfHoYacHe npu3HayeHHsA atopeacTaTvHy (10mMr 1 pa3 Ha foby) Ta asuTpomiumHy (500 mr 1 pa3 Ha fo6y) He CynpoBOAKYBa/sIOCA 3MiHaMM  KOHLeHTpauii
aTopsBacTaTUHY Yy na3mMi KpoBi.

IHri6iTOpKN TpaHCNOPTHHMX BINKiB

IHri6iTOpY TPaHCNOPTHUX 6iNKiB (HaNPUKNag LMKIOCMOPUH, TeTePMOBIpP) 34aTHI NiABMLLYBATN PiBeHb CUCTEMHOI €KCMO3ULLIT aTopBacTaTUHY. BnavB NpUrHivyeHHs
HaKoMMuyBaJIbHNUX TPAHCMOPTHUX 6iNKIB HA KOHLEHTpaLit0 aTopeacTaTUHy B KNiTUHAX MEeYiHKN HEBIAOMUA. AKLIO YHUKHYTU OLHOYACHOr0 MpPU3HAYeHHs LnX
rnpenaparis HEMOX/MBO, PEKOMEH0BAHO 3HVKEHHSA 031 Ta NMPOBEAEHHSA KNIHIYHOrO MOHITOPUHTY e)eKTMBHOCTI atopBacTaT/Hy.

EseTumib

3acTocyBaHHs e3eTMMiOY SK MOHOTepanii NoB’A3y0Tb 3 PO3BUTKOM SBULL, 3 60KY M’S30BOT CUCTEMU, Y TOMY YnCAi pabaomionisy. TakuM YUHOM, NPU OAHOHYACHOMY
3aCTOCYyBaHHi e3eTUMiOY Ta aTopBacTaTMHY PU3NK PO3BUTKY LX ABULL 36iNbLUYETHCA. PEKOMEH0BAHO MPOBOAUTU HANIEXXHUI KNIHIYHWIA MOHITOPUHT CTaHy Takux
nauieHTiB.

dys3ungosa KucnoTa

JocnifpkeHHs B3aeMogii aTopBacTaTMHy Ta (Dy3MA0BOI KUCIOTWM He NPOBOAUAWN. FAK iy BUMNAAKY 3 iHWMMK CTaTUHaMK, Yy NOCTMapKeTUHIrOBWUIA nepiog npw
0[JHOYAaCHOMY MPUInOMI aTopBacTaTUHY Ta (Dy3MAO0BOI KMCNOTK CrocTepiranmcs sasulla 3 60Ky M’530B0I cucTemu (y Tomy umcni pabaomionis). MexaHi3m L€l
B3aEMOZIT 3a/IMLIAETLCA HEBILOMUM. IMaLieHTn NoTPebyroTb MULHOMO Hars4y, MOXe NoTpedyBaTnca TUMYacoBe NpU3YNHEHHS NiKyBaHHA aTOpBaCcTaTUHOM.
AurokcuH. Tlpy ofHOYacHOMY 3acTOCyBaHHI 6araTopa3oBuX [03 aTopBacTaTUHy Ta [UFOKCMHY PIBHOBa&XXHI KOHLEHTpauil AWrOKCWHY Yy nnasMi  KpOBi
NigBULLYOTLCA NPMOAN3HO Ha 20 %. Cnifj HaNeXXHUM YNHOM KOHTPO/IKOBATY CTaH NauieHTiB, AKi NPUAMaOTh AUTOKCUH.

MepopasibHi KOHTpauenTuen. OfHOYaCHe 3aCTOCYBaHHS aTopBacTaTUHy 3 Nepopa/ibHUMIN KOHTpaLenTMBamu MigsuLLyBano 3HaueHHs AUC 418 HOPETUCTEPOHY Ta
eTuHinecTpagiony (auB. po3ain «PapmakonorivyHi BNacTMBOCTI»). LIi NigBuLLEHHS cnig 6paTy [0 yBaru npy BU60PI NepopasibHOro KOHTpaUenTBa AN XIiHKU, ska
npuimae aTopBacTaTuH.

BapchapuH. ATopBacTaTvH He YMHMB K/iHIYHO 3HaYyL|Ol AiT Ha NPOTPOMGIHOBMIA Yac NpW 3aCTOCyBaHHI MaljieHTaM, SKi NPOXOAWAW LOBrOTPMBaNe NiKyBaHHS
BapdaprHOMm.

KonxiuuH. Mpu ogHouacHOMY 3aCTOCYBaHHI aTopBacTaTUHYy 3 KOSIXILWMHOM MOBILOMAAAM MPO BWUMALKW Mionartii, y TOMy uucii pabgomionisy, Tomy cnif 3
06epeXXHICTIO Np13HaYaTh aTopBacTaTVH 3 KONXiLUHOM.

IHLWI nikapcbKi 3aco6m

KniHiuHi gocnimpkeHHs nokasanu, Lo 0gHOYacHe 3aCTOCOBYBaHHS aTopBacTaTMHY | FiNOTEH3MBHUX NpenapaTiB Ta Oro 3aCTOCYBaHHA Y XOfi eCTPOreH—3amiCHOI
Tepanii He CynpoBOMKYBa0CA KMIHIYHO 3HaYYLLMMK NO6IYHUMK edhekTamn. [ocnigpKeHb B3aEMOAIT 3 iHWIMMYK nNpenapaTamu He NPOBOAWN.



Oco6MBOCTI 3aCTOCYBAHHSA.

CkeneTHi M’531

Hagxoannu pigKicHi NOBiAOMIEHHS NPO BMUNaLKK pabaoMionisy 3 rocTpo HUPKOBOK HEeAOCTATHICTHO BHACNIAOK Miorf0BiHypil Npu 3aCTOCYBaHHI atopBacTaTuHy
Ta IHWKUX NiKapCbKMX Npenaparis Lboro kKnacy. HaseHiCTb B aHaMHe3i NopyLleHHs (YHKLIT HUPOK € (haKTOPOM PU3MKY PO3BUTKY pabaomionisy. Taki nayieHTu
NoTPebyIoTh 6iNbLL PETENILHOTO MOHITOPUHTY 18 BUAB/IEHHSA NOPYLUEHb 3 6OKY CKeNeTHUX M’A3iB.

ATOpBaCTaTUH, AK | IHLWI Npenapaty rpynu CTaTuHIB, IHOLI CNPUYMHAE MIONATilo, L0 BU3HAYAETLCA AK 60/ y M’A3ax abo cnabkiCTb M’A3iB Yy MOEAHAHHI 3
NiABWLLEHHSAM MOKa3HMKIB KpeaTuHgochokiHaznm (KPK) y noHas 10 pasiB BuLLEe BEPXHLOT MeXi HOpMU. OfHOYacHe 3aCTOCYBaHHSA BULLMX 03 aTopBacTaTuHy 3
MEBHMMM NiKaPCbKMMM MpenapaTtamu, TakMMK SIK LIMKOCMOPUH i NOTYXHI iHri6iTopyu CY P3A4 (Hanpyknag KnapuTpoMiLuH, iTpakoHa30 Ta iHriGiTopu npoTeas
B1/1 1a Bipycy renatuty C), nigBuLLye pu3nkK Mionartii/pabgomionisy.

Hagxoamnu pigkicHi MOBIAOMIEHHS MPO BMNAAKW IMYHOMOrYHO ornocepeikoBaHOi HeKpoTuyHoi mionaTii (IOHM) — ayToiMyHHOI Mionartii, MoB’A3aHOl i3
3acTocyBaHHAM cTaTuHiB. IOHM xapakTepusyeTbCA TakKMMW 03HaKaMu: ClabKiCTb NMPOKCUMa/IbHUX M’S3iB Ta MiABULLEHWIA PiBEHb KpeaTWMHKIHa3M y cupoBartLi
KpOBI, AKi 306epiratoTbCs, HE3BAXKAKOUM Ha MPUMUHEHHS NiKyBaHHA CcTaTUHaMK; M’f30Ba BIiONCiA BUABNSAE HEKPOTMYHY MioMaTito 6e3 3HaYHOro 3anaieHHs; npu
3aCTOCyBaHHI IMyHOCYNPECUBHMX 3aC06iB CNOCTePIracTbCa NO3UTUBHA ANHaMIKa.

MOX/MBICTb PO3BUTKY Mionatii cnif po3rnagatv y OyAb-AKoro nauieHta 3 Avgy3HUMW Mianriamu, 60MICHICTIO abo cnabkicTio M’A3iB Ta/abo 3HaYHUM
nigsuweHHsm KOK. TMauieHTaMm cnig nopekoMeHAyBaTW HeraiHO MOBIAOMAATM MPO BUNadkuM 6010 y M’A3ax, 601iCHOCTI abo cnabkocTi M’A3iB HEBigOMOI
eTionNorii, 0C06MBO SKLLO Lie CYNPOBOLKYETLCA BIAUYTTAM HE3AYXaHHA, NiABULLEHHAM TeMmnepaTypu abo SKLLLO 03HaKM 3aXBOPHOBaHHSA M’A3iB 36epiraroTbCs Micns
NPUNUHEHHS NPUIAOMY aTopBacTaTuHy. JlikyBaHHA npenapaToM Cif NPUNUHATA Y BUNaAKy 3HaAYHOro NigsuLleHHs piBHA KPK, giarHocTyBaHHS abo nigospu Ha
mionarito.

Pusuk mionartii nifg 4ac NnikyBaHHA nmpenapataMu LbOro Knacy nigBULLYETLCA MPY OLHOYACHOMY 3aCTOCYBaHHI NIKAPCbKMX 3ac006iB, 3a3HayeHuX y Tabnuui 3.
Nikapi, sKi po3rnsaanTs MOX/IMBICTL KOMGIHOBAHOT Tepanii atopBacTaTMHOM Ta OY/[b-AKUM 3 LMX npenaparis, MOBUHHI PeTeflbHO 3BXUTU NOTEHLiNHI nepesaru
Ta PU3NKKN, & TaKOX PETEe/IbHO CTEXWUTU 3a CTAHOM MaUieHTIB WOA0 b6yab-AKMX cUMMTOMIB 60/t0, 60iCHOCTI abo cnabkocTi y M’d3ax, 0C06/MBO MPOTArOM
MoYaTKOBMX MicALIB Tepanii Ta MpOTAroM Oy[b-AKOro 3 MepiofiB TUTPYBaHHA LO3M Y HanpAMKy 36i/blUeHHA OyAb-AKoro 3 npenapaTis. Chig po3rnsHyTu
MOX/IMBICTb 3aCTOCYBaHHS HU3bKMX MOYATKOBMX Ta NiATPUMYBa/IbHUX [03 aTopBacTaTUHy Mpyv OAHOYACHOMY MPUIAOMI 3 BULLE3rafaHUMK NiKapCbK1MK
npenapatamu (auB. po3gin «Bs3aemofis 3 iHWMMKW NiKapCbKUMK 3ac06aMun Ta iHWI BUAW B3aEMOAIN»). Y TakMX CUTyauisiXx MOXe po3rnsfaTucs MOX/IUBICTb
nepioAnMYHOro BusHaveHHs KPK, ane Hemae rapaHTil, O TaKWii MOHITOPVHI AONOMOMXE 3anobirT BunagKam TSHXKKOT MionaTil.

MoBigoMNsNM NPo BUMAAKW Mionartii, y TOMY 4mucni pabgomionisy, npu OAHOYACHOMY 3aCTOCYBaHHI aTopBacTaTUHY 3 KONXiUMHOM, TOMY aTtopBacTaTuH i3
KONXIUMHOM C/lif, Npy3HaYaTy nawieHTamM 3 06epexHicTIo (AMB. po3ain «B3aemogis 3 iHWMMM NIKapCbKUMUM 3aC06aMK Ta iHLWI BUAW B3aEMOLIN»).

Tepanito aTopBacTaTMHOM C/lifl TIMYaCOBO ab0 NOBHICTHO NPUNNHUTY Y 6YAb-IKOrONaLieHTa 3 roCTPMM CEP03HNM CTaHOM, L0 BKa3ye Ha pO3BUTOK MionaTii, abo
NpU HasBHOCTI (hakTopa PU3NKYy PO3BUTKY HMPKOBOT HEAOCTAaTHOCTI BHACNIAOK pabaomionidy (Hanpuknag TsHKKa roctpa iHgekuis, apTepiasibHa rinoTeHsis,
XipypriyHa onepawisi, TpaBma, TSKKI MeTaboniyvHi, eHAOKPUHHI Ta eNIeKTPONITUYHI PO3/1aau, a TaKOX HEKOHTPO/IbOBaHI Cy0MM).

MopyLUEHHS OYHKLIT NeYiHKK

Byno nokasaHo, WO CTaTUHW, AK | AesKi iHWi rinoninigemivyHi TepaneBTUYHI 3ac00uM, NOB’A3aHi 3 BIAXWMIEHHSM Bif HOPMK BGIOXIMIYHMX MOKa3HUKIB (DYHKLT
nedviHkn. CnocTepiranocs CTiKe NiABULLEHHA PIBHIB CMPOBATKOBMX TpaHcaMiHa3 (6inbl HiX Yy 3 pasn BuULLe BEPXHbOT MeXi HOPMU, L0 BUHUKIIO 2 pa3n abo
6inbLUe) Yy NauieHTiB, AKi OTPUMYBaIM aTOPBACTATUH Mif, Yac KNiHIYHUX LOCNIIKEHb.

Byno 3apeecTpoBaHO OAWH BUMAAOK >KOBTAHULI. MMigBULLEHHI NOKa3HUKW (hYHKLIOHaNbHUX Npo6 nediHku (PrIM) y iHWMX nauieHTiB He 6ynn noe’a3aHi 3
YKOBTAHULEI ab0 IHWMMU KNiHIYHUMK cuMnTOMamu. Ticns 3MeHLIEHHS 03K, NepepBy Y 3acTOCyBaHHI npenapaTy abo NPUNMHEHHS Oro 3aCTOCYBaHHSA PiBHI
TpaHcamiHa3 noBepTaMcA A0 PIBHIB neped NikyBaHHSAM abo 6/M3bKO A0 UMX PiBHIB 6€3 3a/MLKOBUX SBULL. Binblue MOMNOBUHWM NaUi€HTIB 3i CTIMKUM
MigBULLEHHAM MOKa3HWKIB (PYHKLIOHAIbHUX MPO6 NeYiHKM NPOA0BXYBA/IN iKyBaHHSA aTOPBaCTaTUHOM Yy MEHLLMX [03aX.



Mepen TMM SK PO3MOYMHATK Tepanito aTopBacTaTUHOM, PEKOMEHAYETLCA OTPUMATU Pe3yNibTaTh aHasli3iB NOKasHUKIB (PepMEHTIB MeyiHKK Ta pobutu aHanisu
MOBTOPHO Yy pa3i KAiHIYHOI HeobXxigHoCTi. Hagxoamnu pigkicHi nocTpeecTpauiiHi MOBIAOM/IEHHS MPO BWUMAAKW feTalbHOI Ta HeneTasibHOT MNeYviHKOBOI
HeAOCTaTHOCTI Yy NauieHTiB, AKi NpuiAMann npenapaTn rpynu CTaTuHIB, Y TOMY YMCANI aTopBacTaTuH. Y BMNafKy CEpNO3HOM0 YpaKeHHS NeYiHKW 3 KNiHIYHUMK
cuMnTOMaMm rinep6inipybiHemieto abo XOBTAHMLUEH Mif Yac 3acTOCYBaHHA aToOpBacTaTUHY CAif HeramHo MPUMUHUTU NiKyBaHHA. $FKWO He BU3HAYEHO
a/IbTepHaTUBHOT eTIONONiT, He CNij MOBTOPHO PO3MOYNHATY NliKYBaHHA NpenapaTom.

ATOpBaCcTaTUH CNif 3 06epeXHICTIO Npu3HayaTy nauieHTam, AKi BXWBatOTb 3HAYHI Ki/IbKOCTI aKOronto Ta/abo MarTb B aHaMHe3i 3aXBOPHOBAHHA MEYiHKW.
ATOpBacTaTMH NPOTUMOKa3aHWn NPY aKTUBHOMY 3aXBOPHOBaHHI MEYiHKM abo CTiKOMY NiABMLLEHHI PiBHIB MEYiHKOBMX TpaHCaMiHa3 HeBigoMOi eTionorii (auB.
po3ain «poTnnokKasaHH:»).

EHLOKpVHHA hyHKL A

MosigomMnsnn Npo nigsuiLieHHs piBHS HBALC Ta KOHUEHTpaLil rnioKo3n y CMpoBaTLi KPOBi HaTLle npu 3acTocyBaHHI iHri6iTopis TMIKoA-peayKTasm, y ToMy
umncni i aTopBacTaTuHy.

CTaTvHM NepeLlKOKatTb CUHTE3Yy XONeCTEPUHY Ta TEOPETUYHO MOXYTb 0CNMabnAaTU CeKpeuito HagHWPHMKOBO3a/03HUX Ta/abo roHafHuX cTepoifis. KniHiyHi
[OCNIPKEHHS NMOKa3au, L0 aTopBacTaTUH He 3HMXKYE 6a3asibHy KOHLEHTpaLit0 KOPTU30/1y M1a3My KPoBi Ta He MOLUKOMKYE pe3epB HagHUPKOBUX 3a103. Brnvs
CTaTWUHIB Ha 3anigHIOBa/IbHY 3AaTHICTb CNepMK He JOCNIAKYBaBCS Y AOCTATHLOI Ki/bKOCTI NauieHTiB. HeBigoMo, AKMM YAHOM npenapaT BnavBae, Ta il Yn B3arani
BM/IMBAE Ha CUCTEMY «CTaTeBi 3a103V—Tinogis3—rinoTanamyc» y XIHOK Yy nepegmeHonay3Huin nepiod. Cnig 6yt 06epeXXHMM npu 04HOYAaCHOMY 3aCTOCYBaHHI
npenapaTty rpynu CTaTUHIB 3 NiKapCbKMMKU MpenapaTaMu, WO MOXYTb 3HMXXYBATW PiBHI ab0 aKTWMBHICTb €HOreHHUX CTEPOIAHUX TFOPMOHIB, TaKUMU K
KeTOKOHa30/1, CMiPOHONAKTOH Ta LUUMETUANH.

3acTocyBaHHs nayieHTam nicns HeWoAaBHLOrO IHCYIbTY ab0 TPaH3UTOPHOT iLLEMIYHOT aTakm

Y KNiHIYHOMY AOCNI[KeHHI, Nif Yyac SKOro atopBacTaTvH y f03i 80 Mr 3aCTOCOBYBa/IM MaLjieHTaM 6e3 iLemMivyHOT XBopobu cepus, SKi Masiv B aHaMHe3i BUNagKu
IHCYNbTY ab0 TPaH3UTOPHOI ILWEMIYHOI aTaky NPOTAroM nonepesHix 6 micAuis, cnocrepiranaca Ginblla yacTtoTa BUMAAKIB remopariyHoro iHCy/nbTy y rpyni
navuieHTiB, AKi OTPMMYBann atopeacTaTvH y f03i 80 Mr NOPIBHAHO 3 rpynoto nnaue6o. YactoTa BUNaKiB NeTaslbHOr0 reMoparidyHoro iHcynbTy 6yna nofdibHow B
yCix rpynax nikyBaHHs. YactoTta BMNafKiB HeMeTalbHOro reMopariyHoro iHCynbTy Gyna 3HayHO BUMLLIOK Y Tpyni MauieHTIB, AKi OTPUMYBa/IM aTopBacTaTuH,
MOPIBHAHO 3 rpynoto nnaue6o. eski novyaTKoBi XapaKTePUCTUKK, Y TOMY YMC/i HASABHICTb BUMAAKIB reMopariyHoro ta lakyHapHOoro iHCybTy Nif Yac BK/IHOUEHHS
[0 AoCAiMKeHHS, 6ynv NoB’A3aHi 3 BULLLOK YacTOTOK BUMNaKiB remopariyHoro iHCcynbTy 'y rpyni nauieHTiB, SKi OTpUMYyBanv aTopBacTaTUH (AUB. po3ain «Mo6iyHi
peakLiii»).

He cnocTepiranocsa »Ko4HUX BigMIHHOCTEN y 6e3neLi Ta e)eKTUBHOCTI NpenapaTy MiX nawieHTamy BikOM Bif 65 40 75 pokiB Ta nawieHTaMu BiKOM Bif 75 poKiB,
TaK caMo SiK He OYyN0 3apeecTpoBaHO XOAHMX BIAMIHHOCTEN Yy BIANOBIAI Ha NiKyBaHHA MiX MauieHTamMu NiTHLOrO BiKY Ta MOMOAWMMM MalieHTamMu, NpoTe He
MOXHa BMK/OYaTK Ginblly YYTAMBICTb AEAKMX CTaplumx nauieHTiB. OCKiNbKM CTapwimin BiK (Big 65 pokiB) € (hakTOpOM CXWIbHOCTI A0 Mionartii, cnig 3
06epeXXKHICTIO Np13HaYaTh aTopBacTaTVH NOAAM NTITHLOTO BiKY.

MeyiHKOBa HEAOCTATHICTDb

ATOpBacTaTMH NPOTMMNOKa3aHUA NalieHTaM 3 aKTUBHMM 3aXBOPHOBAHHAM NeYiHKM, BKIOYalouy CTilike MigBULLEHHS PiBHIB MEYiHKOBUX TpaHCaMiHa3 HeBifgoOMOI
eTionorii (am.. po3ainun «MpoTunokasaHHsa» Ta «Papmako/IoriyHi BNacTUBOCTI»).

[10 NoYaTKY NiKyBaHHSA

ATOpBaCTaTUH CifJ 3 06ePEXHICTIO NPU3HAYaTK NaLieHTaM 3i CXWUbHICTIO 40 PO3BUTKY pabaomionisy. [1o noyaTky fiKyBaHHSA CTaTMHAMKM Y NaLieHTIB, CXUTbHUX
[0 pO3BUTKY pabaomionisy, cnig BusHavaTv piseHb KK npu:

-MOPYLUEHHI (DYHKLIT HAPOK;

-rinogyHKLUIT LWMTOBNAHOT 3a/103U;

-CMagKoBKX po3nafax M’a30B01 CUCTEMU Y POSUHHOMY a60 0COBMCTOMY aHaMHe3I;




-MepeHeceHnx y MMHYIOMY BMNaLKax TOKCUYHOI O BIJIMBY CTaTMHIB abo (ibpaTis Ha M’A3u;

-MepeHeceHnx y MMHYIOMY 3aXBOPHOBaHHAX NeYiHKM Ta/abo BXXMBaHHI BEMIMKMX KiSIbKOCTEN a/IKOrofio.

[ns nayieHTiB NiTHLOrO BiKY (Big 70 poKiB) HEOOXiAHICTb MPOBEAEHHSA 03HAYEHNX 3aXO0AiB CNif, OLiHIOBATU 3 ypaxyBaHHAM HasABHOCTI IHLLMX (haKTOPIB CXMNbHOCTI
[0 PO3BUTKY pabaomioniay.

MigBULLEHHSA PiBHA NpenapaTy Y nnasMi KPoBi MOXK/MBE, 30KpeMa, y pasi B3aeMOfii Ta 3aCTOCyBaHHS 0CO6AMBUM MONYNALISAM NauieHTiB, y TOMY YniCNi NalieHTam
31 cnagKoBMMmuM XBopobamu.

Y Takux BuMagKaxX PEKOMEHJ0BaHO OLiHOBATW CMiBBiAHOLLIEHHS PU3MKIB Ta MOXIMBOI KOPUCTI Bif NiKyBaHHS Ta NPOBOAWUTU KNiHIYHWIA MOHITOPUHT CTaHy
nauieHTiB. AKLLO0 A0 NoYaTKy NiKyBaHHS piBeHb KK 3Ha4yHO NiABuMLLEHWIA (BULLE BEPXHBLOT MEXi HOPMM GiflbLl HIX Y 5 pasiB), NiKyBaHHA PO3MNOYMHATK HE CAif,.
BumiptoBaHHS PiBHSA KpeaTUHKIHA3M

PiBeHb KpeaTWHKIHA3W He cnif BWU3HayaTW NIiCNs IHTEHCUBHUX (DIBMYHMX HaBaHTaXKeHb abo NpW HasBHOCTI OYAb-SKMX MOX/MBMX aNbTePHATUBHUX MPUYNH
nigsuileHHs piBHA KK, OCKINIbKM Lie MOXe YCKMagHUTK Po3LngpyBaHHA pesynbTaTiB. AKLO0 Ha MOYaTKOBOMY PIBHI CMOCTEPIraeTbCs 3HayHe nigsuileHHs KK
(nepesuweHHs BMH 6inbL HiX y 5 pasiB), To Yepe3 5-7 fHIB HEO6XiAHO MPOBECTM NMOBTOPHE BU3HAYEHHS A1 NIATBEPIXKEHHS pe3y/bTaTy.

g yac nikyBaHHS

MauieHT NOBUHHI 3HATU NPO HEO6XiAHICTb HeralHoO MoBILOMAATM NPO PO3BUTOK 600 Yy M’A3ax, CYAO0M UM CNabKoCTi, 0CO6/MBO KON BOHW CYMNPOBOMAXKYHOTHCS
He3ayXaHHAM abo rapsayvkoto.

Y pasi nosiBy UMX CUMMNTOMIB Mif Yac NiKyBaHHS aTopBacTaTMHOM HE06XigHO BU3HauMTK piBeHb KK y Uboro nauieHTa. AKWo piBeHb KK 3Ha4HO MigBuMLLIEHWI
(nepesuiye BMH 6inbw HiXX Y 5 pasiB), NiKyBaHHA C/if NPUNUHUTN.

[JOUuiNbHICTb NPUNUHEHHS NTIKYBaHHA CNif TAKOX PO3rNAHYTU, AKLWO NigBuLLeHHA piBHA KK He cArae n’atukpatHoro nepesuileHHs BMH, ane cumntomm 3 60Ky
M’513iB MatOTb TSHKKUIA XapakTep Ta WOAEHHO CTaloTb NPUYMHOKD HEMPUEMHMX BIAYYTTIB.

[icng 3HUKHEeHHS CUMNTOMIB Ta HopMmasizauil piBHA KK MOXHa po3rfigHYTU MOXIMBICTb BiLHOB/IEHHA NiKYBaHHA aTOpBacTaTMHOM ab0 NovaTtKy JfliKyBaHHS
a/IbTepHaTUBHMM CTaTMHOM 33 YMOBM 3aCTOCYBaHHA MiHIMa/IbHOT MOX/IMBOT [,O3W Npenapary Ta peTe/lbHOro Harfs4y 3a CTaHOM navjieHTa.

JNikyBaHH#A aTopBacTaTVHOM HEOOXILHO MPUNUHUTK, AKLLIO CMOCTEPIraeTbCca KAIHIYHO 3HauyLe nigsuileHHs piBHa KK (nepesuweHHs BMH 6inbw HixX y 10 pasiB)
abo y BMNafKy BCTaHOB/IEHHA AiarHo3 pabaomionisy (4n € Nifo3pa Ha po3BUTOK pabaomionisy).

OfHoYacHe 3aCcTOCYBaHHS 3 iHLIMMW NiKapCbKUMU npenapaTamu

Pu3nkK po3BuUTKY pabaomionisy nifBULLYETLCA NPU OJHOYACHOMY 3aCTOCYBaHHI aTtopBacTaTuUHy 3 JeSKUMW JIIKapPCbKUMK npenapatamu, Lo MOXYTb 36ibwnTI
KOHLEHTpaL|ito aTopBacTaTUHy y nnasmi Kposi. Mpuknagamun Takux npenapatiB € noTyXHi iHri6itopy CYP3A4 abo TpaHCMOPTHUX GINKIB: LMKIOCMOPUH,
TENITPOMIUMH, KNapuUTPOMIUWH, LenaBipAvH, CTUPUMEHTON, KETOKOHA30/1, BOPUKOHA30/, ITPaKoHa30/1, MocakoHa3o/, IeTepMoBIp Ta iHribitopu npoteas BIJl, y
TOMY 4YuMC/i PUTOHABIP, /IOMiHABIp, arasaHasip, iHAMHABIP, AapyHasip. Mpy 0fHOYACHOMY 3aCTOCYBaHHI 3 remibpo3nsiom Ta iHWWMK NOXigHUMK (PibpoBOI
KUCNOTW, 6oLEeNpeBipom, epUTPOMILUHOM, HiaUMHOM Ta e3eTUMi6oM, TenanpesBipomM abo 3 KOMOiHaLielo TenanpeBip/pUTOHABIP TaKOX 3p0OCTaE PU3NK BUHUKHEHHS
mionaTii. AKLLO MOXMBO, CNif, 3aCTOCOBYBATU iHLLI /TiKapCbKi NpenapaTy (L0 He B3aEMOZIOTb 3 aTOPBaCcTaTUHOM) 3aMiCTb BULLE3rafiaHumX.

AKLLO HEOOXIAHO MPOBOANUTM OAHOYACHE NiKYBaHHSA aTopBacTaTMHOM Ta 3rafiaHuMu npenapartamu, Cfif PeTesibHO 3BaXKUTW KOPUCTb Ta PU3UKN Bif OGHOYACHOTO
NiKyBaHHA. AKLLO NauieHTX NpuiiMaroTb NiKapcbKi NpenapaTu, Wo NigBULLYOTL KOHLEHTPaL,it0 aTopBacTaTuHy Y nnaasmi KpoBi, PEKOMEHAYETLCA 3HUXKYBATUN 03y
aTopsacTaTtuHy 0 MiHiManbHOT. Kpim TOro, y pasi 3acToCyBaHHSA MOTYXXHUX iHri6iTopiB CY P3A4 crifi po3risiHyTY MOX/IMBICTb 3aCTOCYBaHHSA MEHLLOT NMOYaTKOBOT
L1031 aTopBacTaTUHY. TaKoX PEKOMEHAYETLCA NPOBOANTU HANEXXHWIA KNiHIYHUIA MOHITOPUHT CTaHy LMX NawuieHTIB.

ATOpBACTaTUH He MOXHa Npu3HayaT OAHOYACHO 3 (PY3MA0BOKD KUC/OTO, AKY 3aCTOCOBYHOTb CMCTEMHO, 60 BMPOAOBX 7 AHIB NICAA MPUMNUHEHHS NTIKYBaHHSA
(hy3140BOK KMUCMOTOH. MauieHTaM, SKUM CUCTEMHE 3aCTOCYBaHHS (DY3UL0BOT KUC/MOTY BBAXAETHCA HEOOXILHUM, NiKyBaHHSA CTaTUHAMW CAif NPU3YNMUHUTI Ha
BeCb Mepiof 3acTocyBaHHS (DY3MAO0BOI KUCNOTU. Y MauieHTiB, AKi OTpMMyBain (hy3MAOBY KUC/OTY Ta CTaTUHWU Yy KOMOiHaLiT, 6yNn 3apeecTpoBaHi BMNadKu
pabgomionisy (B ToMy umcni netanbHi) (auB. po3gin «B3aemogisi 3 iHWMMK NiKapCbKMMK 3ac06aMu Ta iHLWI BUAW B3aEMOAiN»). MauieHTy cnif pekomeHayBaTm




HeraiHO 3BepTaTuCA 3a MeANYHOK AOMOMOrOH0 Y pa3i BUHUKHEHHS By ab-AKMX CUMMTOMIB cnabkocTi, 6010 a6o 601iCHOT YyTANBOCTI Y M’A3ax.

Tepanito cTaTMHaMM MOXKHa NPOLOBXUTY Yepe3 7 AHIB NiC/sS OTPUMaHHA 0CTaHHbLOT 403U (hy3UA0BOT KUCIOTH.

3a BUHATKOBMX 0OCTaBWH, KOMAW MOTPiGHe A0BrOCTPOKOBE CUCTEMHE 3aCTOCYBaHHSA (Y3WAOBOI KWUCNOTW, Hanpuknag, Ans NiKyBaHHA THXKUX THGEKUiN,
HeobXiAHICTb OHOYACHOr 0 3aCTOCYBaHHS Npenapaty ATopBacTepos Ta Py3nAoBOI KUCNOTK CAif po3rnsaat TiNbKu B IHAMBIAYanbHOMY NOPSAKY Ta 34iNCHIOBATH
nifg petenbHUM Harnsagom nikaps.

IHTepCcTULiaNbHA XBOpOOa EreHiB

IMig yac NikyBaHHA AeAKMMW cTaTUHaMK (0CO6/IMBO Mif Yac TPUBAIOro NiKyBaHHSA) OynM onucaHi BUHATKOBI BUMAAKN PO3BUTKY IHTepCTULiaIbHOT XBOPOOU
nereHi.. MposiBamn i€l XBOPOOM € 3af1LLIKA, HENPOAYKTUBHUIA Kallesb Ta 3ara/ibHe NoripLeHHs camonodyTTs (MiABuLLeHa BTOM/THOBAHICTb, 3HVKEHHS MacK Tina
Ta rapsayvka). Y pasi BAHUKHEHHS Nif03py Ha IHTEPCTULIaIbHY XBOPOOY NlereHis Cif NPUNUHATA NiKyBaHHSA CTaTUHAMU.

Tepania ninigomoanikauiiHMMKM npenapaTaMn NOBMHHA OYTW OAHMM 3i CKNAfoBUX KOMMOHEHTIB KOMM/IEKCHOI Tepanii Ana nayieHTiB 3i 3HaYHO NiABULLEHUM
PU3MKOM PO3BUTKY aTepOCK/IEPOTUYHNX 3aXBOPOBaHb CYAUH Yepes rinepxosnectepuHemito. MeankameHTO3Ha Tepanisi peKOMeHAY€ETbCA AK OMOBHEHHSA 4O AIETH,
KONW pe3ynbTaTy Bif AOTPUMAHHSA AIETH, WO 0OMEXYE CMOXMBaHHSA HaCUYEHMX XMPIB Ta X0NeCTEPUHY, a TaKOX Bif, 3aCTOCYBaHHS IHLINX HEMeANKAMEHTO3HUX
3axopiB 6yno HeaocTaTHbO. [MauieHTaM 3 iLEMIYHOK XBOPO6OKH cepus abo KifbKoMa (hakTopamy PU3NKY PO3BUTKY ILLEMIYHOT XBOPOOWM cepus MpUiiom
aTopsacTaTUHY MOXXHa po3noyaTyt O4HOYaCHO 3 LOTPUMAHHAM LIETW.

OO6Me>KeHH$ 3aCTOCyBaHHS

ATOpBacTaTUH He AOCNIAXKYBanM 3a YMOB, KO/ OCHOBHUM BiAXWMEHHSIM Bif, HOPMM 3 6OKY MiNOMPOTETHIB € NiABULLEHHS PiBHS XiNOMIKpoHiB (Tunn | Ta V 3a
Knacuikaviero PpespikcoHa).

3acTocyBaHHS Yy nepiof BariTHOCTI abo rogyBaHHs rpyaato.

BariTHiCTb.

ATOpBaCTaTUH NPOTUMNOKAa3aHWI BariTHUM XXiHKaM Ta XiHKaM, SKi MOXYTb 3aBariTHiTW, OCKi/IbK/ He BCTaHOB/IEHa 6e3reka Noro 3acTocyBaHHS BariTHUM i HeMae
ABHOT KOPUCTI NpUitoMy Ninifo3HMKYBaSbHUX NpenapaTis y nepiof BaritHocTi. OcKinbku iHriditopn MMIM-KoA-pefyKTasun 3HWKYOTb CUHTE3 XO/IECTEPUHY Ta,
MOX/IMBO, CUHTE3 IHLUMX 6i0NOriYHO aKTUBHUX PEYOBUH, SKi € NOXIAHUMMK XONecTepuHy, ATOpBacTepO/ MOXe LUKIAIMBO BNAMBATY Ha nnig. Mpuiiom npenapaty
ATOpBaCcTEPON CMiA NPUMNUHUTHK, AK Ti/IbKX BCTAHOB/IEHA BariTHICTb (AMB. po3ain «[1poTunokKasaHH:A»).

ATopBacTepon NPOTUMNOKa3aHUA BariTHUM XXiHKaM, po3paxyHKOBUIA (DOHOBUI PU3MK 3HAYHWX BPOKEHUX MasibhopMaLlii Ta BUKUAHIB A1 BKa3aHOI NONynauii
HeBifoMUIA. Y 3aranbHiin nonynauii CLLA po3paxyHKOBWIA (POHOBUIA PU3NK 3HAYHMX BPOPKEHNX MasibOpMaLiii Ta BUKUAHIB NPU KNiHIYHO BU3HAHUX BariTHOCTSAX
cTaHoBUTb 2—4 % Ta 15-20 % BiANOBIAHO.

KoHTpauenuis

ATOpBacTeposl MOXe 3aBfaBaTh LUKOAW MO4Y MPW 3aCTOCYyBaHHI BariTHOK >KiHKOK. XXiHKW penpofyKTUBHOrO BiKy MarTb OyTWM NpoiH(OpPMOBaHi npo
HeobXiAHICTb e(heKTMBHOI KOHTpaLenLii nif yac fiKyBaHHA LM npenapaTomM.

KniHiuHi gaHi

O6MexeHi onybnikoBaHi AaHi 06cepBaLiiHMX [AOCNIMKEeHb, MeTaaHani3iB Ta KAiHIYHMX BUMAAKIB LLOAO 3aCTOCYBaHHSI aTopBacTaTVMHY KasbLild He NoKaszaiu
MiJABULLEHOIO PU3NKY BUHUKHEHHS CEPNO3HNX BPOLXKEHNX Ma/Ib(hOpMaLLiii Y BUKUAHIB.

Hagxoamnu pifgkicHi NoBigoOMMEHHS MPO BPOKEHI aHOManii Micns BHYTPILLHbLOYTPOOHOT eKcno3uuii iHWKuX iHriiTopis MTMI-KoA-pefykTasn. NpocneKTuBHe
crnocTepeXxXeHHs npubansHo 100 BMNagKiB BariTHOCTEN Y XKIHOK, SKi NiKyBa/IUCS CMMBACTaTUHOM YK /IOBACTaTMHOM, NOKa3aso, WO YacToTa BUNagKiB BPOMKEHMX
aHomasnin nnofa, BUKMAHIB Ta BHYTPILUHbOYTPOOGHMX CMepTeit/MepTBOHaPOLKEHb He MepeBuLLyBaia YacTOTW, O4YiKyBaHOT A1 3arasibHOT nonynauii. KinbkicTb
BUMAAKIB € AOCTATHLOD, W06 BUKIUNTU = 3—4-KpaTHe NiABULLEHHS BPOMKEHMUX aHOMaNi PO3BUTKY N104a NOPIBHAHO 3 ()OHOBOK YacTOTO. Y 89 % BariTHuX,
3a AKUMW Be/M NPOCNEKTVBHE CMOCTEPEXEHHS, NIKYBaHHA NMpernapaTtoM Po3rnoYMHaniocs 4O BariTHOCTI Ta NMPUMUHAMOCA Mig Yac | TpUMeCTpy Micnd BUABMEHHS



BariTHOCTI.

[Mepiog rogysaHHs rpyaato

ATOpBacTepon NPOTUNOKa3aHWi y nepiog rogyBaHHa rpyaaro. BigcyTHa iHpopmMaLis Npo BNAKB npenapaty Ha AUTUHY, SKY rOAytTb rpyAato, abo Ha nakTtauito.
HeBiZoMo, UM MPOHMKAE aTopBacTaTVH Y rpyAHe MOJIOKO, OfHaK BiJOMO, L0 HEBE/IMKA KifIbKICTb IHLIOrO NiKapCbKOro npenapary Lboro Knacy npoHWKae y rpygHe
MOJIOKO; aTopBacTaTUH NPUCYTHIN y Mosoui wypiB. OCKiNbKM CTaTUHW NOTEHLINHO 3A4aTHI CIPUYMHUTK CEPUO3HI HebaxKaHi peakuil y HEMOBNAT, IKi 3HAXOAATLCS
Ha rpyAHOMY roAyBaHHI, XXiHKaMm, AKi MOTPebyIoTh NiKyBaHHA aTOPBacTaTMHOM, He CAif rofyBaTtu rpyaaro (4vB. po3ain «poTUnoKasaHH:»).

34aTHICTb BNAMBAT Ha WUBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.
Bnnve Ha WBMAKICTbL peakwuil nif yac kepyBaHHs aBTOTPaHCNOPTOM ab0 PO6OTH 3 IHLIMMK MeXaHi3MaMn He3HaYHWA.

Cnoci6 3acTocyBaHHs Ta [03W.

Finepninigemisi (reTepo3nroTHa ciMeiiHa Ta HeciMeiiHa) i 3milaHa gucninigemis (Tvn lla Ta llb 3a knacudgikauieto ®peapikcoHa)

PekomeHJ0BaHa NoYyaTkoBa fj03a aTopeacTaTtuHy cTaHoBUTbL 10 abo 20 mr 1 pa3 Ha goby. [ns nauieHTiB, AKi NOTPebyoTb 3HAYHOMO 3HVKEHHS PIBHS XONIECTEPUHY
NMHLL (6inbLue HiX Ha 45 %), Tepanito MOXHa po3noyaTty i3 o3 40 mMr 1 pa3 Ha fo06y. [o30BuiA fiana3oH npenapaTy 3HaxoamTbes y Mexxax Big 10 go 80 mr 1 pas
Ha fo6y. MpenapaT MOXKHa MpUIAMaTK Pa3oBOK A030K0 Y OyAb-AKi FOAMHW, He3a/1IeXHO Bif npuiioMy DKi. MoyaTkosa Ta NiATPUMYBa/bHI [03W NpenapaTty Chif
nigéupaty iHAMBIAYanbHO 3a1EXHO Bif METW NiKyBaHHA Ta BignoBidi. Micnsa noyatky NiKyBaHHS Ta MiCNs TUTPYBaHHS [03M aTopBacTaTUHY CAif NpoaHanidysatu
PIBHI NiNigis NpoTArom nepiogy Bif 2 fo

4 TWKHIB | BIANOBIAHUM YMHOM BigKOPUryBaTu 403y .

"eTepo3nroTHa cimenHa rinepxonecTeprHeMisy nauieHTiB AnTAYoro Biky (10-17 pokis)

PekoMeH/l0BaHa NoYaTKoBa fi03a npenapary cTaHoBUTb 10 Mr/4oby; MmakcmaibHa pekoMeHoBaHa fo3a — 20 Mr/goby (403v npenapary, Lo nepesuLLytoTs 20 Mr,
y Uil rpyni nauieHTiB He gocnimkysanu). o3 npenapaTy cnif nigévpatu iHAUBIAyanbHO BiAMOBIAHO A0 PEKOMEHA0BAHOT METU NiKyBaHHSA. KopuryBaHHS [03M
CNij MPOBOAWTU 3 IHTepPBa/IOM 4 TUXHI ab0 binbLue.

"OMO3MroTHa cimeliHa rinepxonecTepuHeMis

[o3a npenapaty Ans NawuieHTiB 3 FOMO3UIOTHOK CIMEHOO FiNepXoNecTepPUHEMIED CTAHOBUTb Bif,

10 go 80 mr Ha poby. ATopBacTaTuH CAif, 3aCTOCOBYBATU AIK AOMOBHEHHA A0 IHLIMX TiNOMinigemMiYHNX METOAIB NiKyBaHHA (Hanpuknag adepes JITTHLL) a6o sk
OCHOBHY Tepanito, AKLWO rinoninigemivyHi MeToamn NikyBaHHS HeAOCTYIHI.

OfHouacHa rinoninigemivyHa Tepanis

ATOpBaCcTaTUH MOXHa 3aCTOCOBYBATW 3 CEKBECTPaHTaMM XOBYHUX KucnoT. KombiHauito iHribitopis TMIT-KoA-pegyKkrasu (CTaTuHIB) Ta (ibpaTis cnif 3araiom
3aCTOCOBYBATU 3 06EPEXHICTHO (AMB. po3ainm «OcobAnBOCTI 3aCTOCYBaHHS», «B3aemMogis 3 iHLWIMMM NiKapCbKUMK 3ac06amMm Ta iHLLI BUAW B3AEMOLIN»).

[03yBaHHA 414 NALIEHTIB 3 NOPYLLEHHAM (YHKLIT HUPOK

3axBOpPKOBaHHA HUPOK He BIM/IMBAE Hi HA KOHLEHTpaLii y nias3mi KpoBi, Hi Ha 3HVWKeHHS piBHA XxonectepuHy JIMHLL, npy 3acTocyBaHHI atopBacTaTuHy; OTXe,
KOpWryBaHHS 4031 npenapary 415 NauieHTiB 3 NopyLIeHHAM (DYHKLUIT HUPOK He NOTpibHe (auB. po3ainv «OcobnmnBOCTiI 3aCTOCYBaHHS», «PapMaKoOKIHETUKE»).
[l03yBaHHS AN NauieHTIB, SKi NPUAMa0Tb LIMKNOCMOPWH, KNapuTPOMILMH, iTpakoHa3o/, 1Ie TepMoBip abo Aeski iHri6iTopu npoTeas

Cnif yHVKaTK NiKyBaHHA aTopBacTaTUHOM NawuieHTIB, AKi NPpMiiMatoTb LMKNOCNOPUH, iHriGiTopu npoTteasn BIJ1 (TunpaHasip + puToHaBip) abo iHri6iTop npoTeasun
Bipycy renatuty C (Tenanpesip). ATOpBacTaTVH CAif 3 06epeXxXHIiCTIO Npu3HavaTh nauieHtam 3 BIJ1, ski NpuiiMatoTb noniHaBsip + pUTOHABIP, Ta 3aCTOCOBYBATU Y
HaMHWKYin HeoOXIigHIN fo3i. ANa nayieHTiB, AKi NpUiAMaroTb KNapuTPOMILMH, iTpakoHa3on, Ta Ana nauieHTiB 3 BIJ1, ki npuiimatoTb Y KOM6iHaLiT cakBiHaBip +
PUTOHaBIP, AapyHaBip + pMTOHaBIp, (hocaMnpeHasip abo hocaMnpeHaBip + pUTOHABIpP, TepaneBTUYHY 03y aTOpBacTaTUHY C/if 06MeXUTn 403010 Y 20 Mr, TaKoX
PEKOMEH/YETLCA MPOBOAUTU HaNEXHi KNiHIYHI 0O6CTEXEHHS AN BU3HAYeHHS HaliMeHLUOT HeobXiAHOI Ao3u aTopBacTaTUHy. [ns nauyieHTiB, SKi NpUiMatoTb



iHri6iTop npoteasn BIJ1 HendiHagip abo iHri6iTop npoteasu Bipycy renatuty C 6ouenpesip, NiKyBaHHA aTOPBACTaTUHOM C/lif 0OMeXUTH 103010 40 40 Mr, TaKoX
PEKOMEHAYETLCA NPOBEAEHHSA BiAMOBIAHMX K/IHIYHMX 06CTEXeHb ANA BU3HAYEeHHS HaMEHLLOT HeOoOXiAHOT 03N aTopBacTaTUMHY (AMB. po3gin «OcobnmMBoCTi
3acTocyBaHHsA» Ta «B3aeMofisi 3 iHLUMMUW NiKapCbKUMK 3ac06aMu Ta iHLLI BUAW B3aEMOLIN»).

aiTn.

eTepo3nroTHa ciMeliHa rinepxonecTepuHeMis

besneka Ta eqeKTMBHICTb 3aCTOCyBaHHsA MpenapaTy ATOpBacTepon BCTaHOBAEHI Ans AiTeil Bikom Big 10 g0 17 pokiB i3 reTepo3UroTHOK CiMENHOH
rinepxonecTepuHeMIel0 K AOMOBHEHHS O AIETU 4N 3HWKEHHS 3araibHOro xonectepuHy, pisHs JIMHLL, Ta piBHA anoninonpoTteiHy B, Koiu nicna ageksaTHoT
crnpobu pieToTepanii Bif3HA4arOTLHCA:

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

. xonectepuH SINHLL, > 160 mr/gn (4,14 mmonb/n) i

0 y CiMe/iHOMY aHaMHe3i HasiBHa CiMeliHa rinepxonecTepuHeMisi abo paHHi CepLEBO-CYANHHI 3aXBOPHOBaHHSA y poAUYiB NEPLUOro abo Apyroro CTyneHs abo

0 NPUCYTHI ABa ab0 Gisnblue HLWI (aKTOpU PU3NKY CepLeBO-CYANHHMX 3aXBOPHOBaHb.

Moka3aHHS 115 3aCTOCYyBaHHs npenapaty ATopBacTepos NigTBepaKeHe Ha OCHOBI A0C/IAXKEHb:

nnaye60-KOHTPOIbOBaHE KiHIYHE AOCAIMKEHHS TPUBANicTiO 6 micAuiB 3 yyacTio 187 xnonuiB Ta AiByaT Micns novaTky MeHCTpyauiin Bikom Big 10 o
17 poki.. MauieHTu, AKi 0OTpUMyBa/Iv NliKyBaHHSA npenapaTtoM AtopsacTeposn y fo3i 10 mr a6o 20 Mr WOAHSA, Maiv 3araioM nogibHu npodinb HebaxaHnx
peakLii A0 Takoro y nauieHTiB, iKi OTpMMyBanv nnaue6o. Y LbOMY BY3bKOMY KOHTPO/IbOBaHOMY AOCNIAXEHHI He BGyno BMSIBNEHO 3HA4YyLLOro BAMBY
npenapaTy Ha picT abo cTaTeBe 403piBaHHA X/10MLiB a60 Ha TPUBANICTb MEHCTPYa/IbHOTO LMKY Y AiBYaT;

TPUpiYHE BiAKPMTE HEKOHTPONbOBaHE AOCNIMKEHHSA 3 yyacTo 163 aiTeit Bikom Bifg 10 40 15 poKiB i3 reTepo3nroTHO CiIMENHO FinepxonecTepuHeMieto, ans
AKNX Nigovpann [o3y A9 LOCATHEHHS LiNboBOro piBHA xonectepuHy JIMHLY, < 130 mr/gn (3,36 Mmosib/n). besneka Ta eqieKTUBHICTb 3aCTOCYBaHHS
npenapaTty ATOpBacTepon Mpu 3HWKeHHI XxonectepuHy JIMHLL, Ak npaswio, BignoBifaldTb MOKasHWKaM, SAKi CMOCTepirainucs y [OpocanX MauieHTis,
He3BaXKarouy Ha 0OMEXEHHS MnaHy HEKOHTPO/IbOBAHOMO AOC/IAXKEHHS.

Heob6XxigHa KOHCYbTalist 4iB4aT Micna noyaTky MeHCTpyauili Woao0 KOHTpauenLii, SKLO Le AOpeYHo Ans nauieHTa.

[0BrocTpokoBoi etheKTUBHOCTI Tepanii npenapaTtoM ATopBacTepos, po3rnoyaTol B AUTUHCTBI /19 3MEHLLEHHS 3aXBOPKOBAHOCTI Ta N1eTa/IbHOCTI Y OPOC/IOMY BiLli,

He BCTaHOB/IEHO.

Besneka Ta eq)eKTVMBHICTb Tepanii npenapaToM ATOpBacTePO/He BCTaHOB/IEHA ANs AiTel Bikom A0 10 poKiB i3 reTepo3nroTHO CIMENHOO FinepXxonecTepuHeEMIErO.

"OMO3UroTHa CiMeiiHa rinepxonecTepuHemis

KniHiyHa e(heKTMBHICTb npenapaty y Aosax Ao 80 Mr/goby npotaroM 1 poky 6yna ouiHeHa y HeKOHTPO/IbOBaHOMY LOCNI[KEHHI Yy MauieHTIB i3 roMO3UroTHO

CIMEHOIO TinepxonecTepyHemieto, 10 AKOro 6yno BKIKOYEHO 8 AiTel.

NepenosyBaHHS.

CneuniyHOro NlikyBaHHsA Nepefo3yBaHHS aTopBacTaTMHOM HeMae. Y BWMNafKy nepefo3yBaHHS MauieHTa Chif NikyBaTW CUMMNTOMATUYHO, MPU HEobXigHOCTI
3aCTOCOBYBaTW MiATPUMYBa/IbHI 3axX04M. Yepes BMCOKMI CTyNiHb 3B’A3yBaHHA Mnpenapaty 3 GislkaMu Niasmy KpoBi He Cif 04iKyBaTW 3HAYHOrO MOCUJIEHHS
K/lipeHcy aTopBacTaTUHy 3a [OMOMOro remogianiay.



Mo6iyHI peakuii.

Haii6inbll NOWMpPeHNMN HebaxXaHUMKU peakuismMi Yy MauieHTiB, SKi OTPUMYBaM fliKyBaHHA aToOpBacTaTUMHOM, L0 MPU3BOAMAWN [0 MPUMUHEHHS 3aCTOCYBaHHS
npenapaty i Tpannsamnca 3 4acTOTOK BULLOKD, HIXX Y rpyni nnaue6o, 6ynu: mianris, giapes, HyAoTa, NigBULLEHHS PiBHA anaHiHamiHoTpaHchepasu (ANIT) Ta
NeYiHKOBUX ()epMEHTIB.

Y nauieHTiB, SKi OTpPUMyBa/M fiKyBaHHA aTopBacTaTMHOM, HaluacTille crocTepiranMcs Taki HebaxaHi peakuii (He3aneXHO Bif NPUYUHHOIO 3B’SA3KY):
Ha30(apuHriT, apTparid, giapes, 6inb y KiHUiBKaX Ta iHPEKLia CeYOBMBIAHUX LUNAXIB.

[0 iHWKX HebaxXaHUX peakLiii, Hanexarb:

3ara/ibHi NOPYLLEHHA: BIAYYTTA HE3A4Y>KaHHSA, NipeKcis;

3 60Ky TpaBHOT CUCTEMU: LLYHKOBO-KULLIKOBUI ANCKOMOPT, BiApyKKa, METEOPU3M, FrenaTuT, XoecTas, AUCnencis;

3 OOKYy CKeneTHO-M’$S30BOI CUMCTEMWU: M’ S30BO-CKENETHUI 6inb, NifgBuLLeHa BTOM/IOBaHICTb M’A3iB, 6iNb y LWKIT, HabpsKaHHS Cyrnob6is, po3puvB M’s3iB,
TeHaMHonaTia (IHOA4I YCKNafiHeHa PO3PVBOM CYXOXXWUANA), M’A30Bi CNasMu, BOBYaKONOAiOHNIA CUHAPOM;

3 60Ky MeTaboni3My Ta xapyyBaHHA: NiABULLEHHA TpaHCaMiHa3, BiAXWUIEHHS Bif HOPMU (DYHKLIOHa/IbHUX NPO6 MeYiHKK, NiABULLEHHSA PIBHA NY>XHOI (hocgaTasv B
KPOBI, NiABULLIEHHSA aKTUBHOCTI KpeaTUHMOCHOKIHA3W, rinepriikemis;

3 6OKY HEPBOBOI CUCTEMMU: KOLLUMAPHI CHOBULIHHSA, BE3COHHS;

3 60Ky AMXaNbHOT CUCTEMMW: HOCOBA KPOBOTEYR,;

3 60Ky LUKipK Ta Tl NpuaaTKIB: KPOMUB'SHKa,;

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

3 60Ky opraHis Cnyxy Ta piBHOBaru: LWym Yy Byxax;

3 60Ky ceqocTaTeBOI CUCTEMU: NENKOLMTOYPIS;

3 60Ky penpoayKTWBHOT CUCTEMM Ta MOJIOYHMX 3a/103: TIHEKOMACTIS.

YacToTy BMHUKHEHHS MOGIYHMX peakuiii BU3HaYaIM TakUM 4YmMHOM: 4vacTi (> 1/100, < 1/10); HeuacTi (> 1/1000, < 1/100); pigkicHi (> 1/10000, < 1/1000);
Hazl3BMYainHo pifkKicHi (< 1/20000).

3 60Ky HEPBOBOI CUCTEMM: YaCTi: FONOBHUI 6iNlb; HEYACTi: 3anamMopOYeHHs, NapecTesis, rinecTesis, AMCreB3isi, aMHe3is; PiAKICHI: nepudepuyHi Heiponarii.

3 60Ky LUNYHKOBO-KMLLIKOBOIO TPaKTY: YacTi: 3arnop; HeyacTi: naHKpeaTuT, 6/110BaHHS.

3 60Ky CKeneTHO-M’A30BOI CCTEMM Ta Cro/y4yHOT TKaHUHK: YacTi: 6ifib y cyrnobax, 6ifib y CrivHi; PigKICHI: MionaTid, Mio3uT, pabaomionis.

3arasibHi NOPYLLEHHA: HeYacTi: acTeHis, 6inb y rpyasx, nepudepuyHi Habpaku, NigBuLLeHa BTOM/HOBAHICTb.

MopyLleHHs MeTaboniamy Ta xapuyBaHHA: HeYacTi: rinoraikemis, 36ifbLLIEeHHA Macy Tina, aHOPEKCIs.

3 60Ky MeyviHKM Ta >KO0BYHOro Mixypa: Hafi3BMYaliHO PiAKiCHI: Ne4iHKoBa HEAOCTaTHICTb.

3 BOKy LUKIpM Ta CnonyyHoi TKaHMHW: LUKIPHI BUCKNaHHA, CBEPOIXK, anoneuis; pigKiCHIi: aHrioHEBPOTMYHUIA HabpsiK, 6yNbO3HWIA aepMaTUT (y TOMY uuchi
MYnbTU(OPMHa epuTema), cMHAPOM CTiBeHCa—/[])KOHCOHA Ta TOKCUYHWIA enifiepMaibHUI HEKPOi3.

3 60Ky AnxaNbHOT CUCTEMU, OpraHiB rpyAHOT KNiTKW Ta cepefoCTIiHHA: YacTi: 6ifb y rop/i Ta ropraHi.

3 60Ky cucTemu KpoBi Ta fNiMpaTUYHOT CUCTEMU: PIAKICHI: TPOMOOLMTONEHIS.

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

3 60Ky opraHiB 30py: He4YacTi: 3aTyMaHEHHS 30pY.

3MiHW pesynbTaTIB N1abopaTOopHUX aHasli3iB: YacTi: BIAXWIEHHA pe3ynbTaTiB PYHKLIOHA/IbHUX MPO6 MeyiHKW, MiABULLEHHA aKTUBHOCTI KPeaTWH(OCHOKIHAa3N
KPOBI; HEYaCTi: NO3UTUBHUIA pe3y/ibTaT aHai3y Ha BMICT JIeKOLUMTIB Y ceui.

AK i Npy 3acTOCyBaHHI IHLWKMX iHri6iTopiB TMIM—K0oA-peayKTasu, y nauieHTiB, SKi Npuimanu atopBacTaTUH, crnocTepiran nigBuLEHHS aKTUBHOCTI TpaHcamiHas
CYpoBaTKM KpoBi. LLi 3MiHK 3a3BM4ain 6ynu cnabko BUPaXXEHNMM, TMMYAacOBMMU Ta He NOTPebyBasiv BTPYYaHHS abo MikyBaHHSA. KAiHIYHO 3HauyLle MigBULLEHHS



aKTMBHOCTI TpaHCaMiHa3 CMpoBaTKM KPOBi (MepeBuLLEHHS BEPXHBOT MeXi HOpMU BiflbLU HIXX y 3 pa3u) cnocTepirann y nawieHTis, ki npuiimanm atopsactaTuH. Le
NiABWLLEHHS Maso A0303a/1eXXHNUI XapaKTep Ta 6y10 060POTHUM Y BCiX MaLieHTIB.

Y [eskux nauieHTis, AKi npuiiMany aTopBacTaTuH, CNOCTepirany 3pocTaHHA aKTUBHOCTI KpeaTWH-KiHa3u CUpoBaTKM KPOBi, L0 Gi/bL HIXX Y 3 pa3v nepesuLLyBana
BEPXHIO MeXy HopMmW. Lle siBMLLEe CnocTepiranocsd TakoX NpW 3acToCyBaHHi IHWKX iHri6iTopie TMIM-KoA-pefyKTasn. B iHWKWX nauieHTiB, SKi OTpuMyBaIn
aTopBacTaTWUH, CNOCTepiranca pPiBHi, L0 NEPEBULLYBaIM BEPXHIO MeXY HOpMM 6inbLl HiX y 10 pasiB.

Mo6iyHi peakLii, SKi BUHUKAM Nif Yac KAIHIYHUX OCNiIKEHb: IH(EKLiA CEHYOBMBILHOIO TPaKTY, LLYKPOBUiA fiabeT, IHCY bT.

Y pocnipkeHHi ASCOT nauieHTn oTpuMyBa/in NiKyBaHHS aTopBacTaTMHOM Y 4031 10 Mr LwoAeHHO abo nnaue6o, npodinb 6e3nekn Ta NepeHoCMMOCTI npenapaTy
rpynu nayieHTiB, SKi OTPMMYBaIM aTopBacTaTVH, OyB NOPIBHAHUM 3 TakiM Y rpyni nnaue6o.

Y pocnigpkeHHi CARDS naujieHT oTpuMyBaun NiKyBaHHSi aTopBacTaTMHOM Y f03i 10 Mr Ha go6y abo nnauebo — He CnocTepiranocs XOAHOI Pi3HMLI Y 3aranbHil
4acTOTi HebaXKaHMX peakLuiin abo cepro3HNX HebaxaHMX peakLii MiX rpynamu. Mpo Bunaaky pabaomioniy He NOBiAOMAASN.

Y pocnigpkeHHi TNT y nayieHTiB 3 KNiHIYHO BUPAXXEHOHO iLLEMIYHOK XBOPOOOO cepud, SKi OTpUMYBa/iv aTopeacTaTuH y ao3i 10 Mr Ha goby abo aTopBacTaTtuH y
Ao3i 80 Mr Ha fo6y, cnoctepirannca 6inbll Ceprio3Hi HebaxkaHi peakuii Ta BUMaAKM NPUMNMHEHHSI 3aCTOCYBaHHA MnpenapaTty yepe3 HebakaHi peakuii y rpyni
nawuieHTiB, AKi OTPMMYBa/IM BUCOKI [103M aTopBacTaTUHY MOPIBHAHO 3 rPynok NauieHTiB, SKi OTpPMMYBann HWU3bKI 403K npenapaTy. CTiiKi NigBULLEHHA PIiBHA
TpaHcamiHa3 (y 3 pa3n abo Oinblue BuMLle BEPXHLOT MeXi HOpMmW fiana3oHy, ABivi BNpogoBX 4-10 AHiB) crocTepiraivcs y nauieHTiB, AKi OTPUMYBau
aTopsactaTuH y fo3i 80 mr Ta 10 mr. TiaBuLWEeHHA KpeaTuHIHKIHA3M (y 10 pa3iB abo Gifblue BuLLe BepXHbOT MeXi HOpMaslbHOro Aiana3oHy) Oynu 3aranom
HU3bKUMW, ane Bynn BULLMMK Y TPYNi NauieHTiB, AKi OTPUMYyBanM BUCOKI [03M aTopBacTaTUHY, MOPIBHSAHO 3 rPYno MauieHTiB, AKi OTPUMYBaIN HWU3bKI 403U
aTopsacTaTuHy.

Y pocnimkeHHi IDEAL He cnocTepiranocs »Xo4HOI BiAMIHHOCTI Y 3ara/ibHiin 4acToTi HebaXKaHMX peakLiin abo cepino3HNX HebakaHUX peakLid MK rpynamMu.

Y pocnifgxeHHi SPARCL 3 yyacTio nauieHTiB 6e3 K/iHIYHO BUPaXKeHOT iLIeMiYHOT XBOPO6Y cepusd, ane 3 HasBHICTIO B aHaMHe3i IHCY/IbTy ab0 TpaH3UTOPHOI
ilemiyHoT ataku (TIA) NpoTArom nonepesHix

6 MicauiB, AKi OTpMMyBasiM atopBacTaTMH y fo3i 80 Mr ab6o nnaue6o, crnoctepiranacs BuWa 4actoTa BMNAAKIB CTIMKOro NiABULLEHHS PIBHA MEYiHKOBUX
TpaHcamiHa3s (y 3 pa3n abo 6ifiblue BULLE BEpPXHbOI MeXi HOpMMW fianasoHy ABidi BNpogosx 4-10 AHIB) y rpyni NauieHTiB, AKi OTPMMYBasM aTOpPBACTaTHH,
MOPIBHAHO 3 rpyrnoto nnaue6o. Bunaaky niaBuLleHHSA piBHA KpeaTuHKiHa3n (y 10 pasis BuLlle BEPXHbOI MeXi HopmK) Bynu piakiCHMMK, ane crnocTepiranncs
yacTille y rpyni nauieHTiB, SKi OTPUMYyBanX aTopBacTaTUH, HXX Yy rpyni nnaue6o. LlykpoBuii fiabeT 6yB 3apeecTpoBaHUiA K HebaXKaHa peakLis y nawuieHTIiB Y
rpyni, WO OTpMMYBasia aTopBacTaTviH, Ta y nawieHTiB y rpyni niauebo (4us. po3ain «OcobMBOCTI 3aCTOCYBaHHSA).

PeTpoCneKTUBHMIA aHani3 MpPoAeMOHCTPYBaB, WO aropsBacTaTvH y A03i 80 MI 3MeHLIyBaB 4acTOTy iLIEMIYHOrO iHCY/bTYy Ta MiABWLLYBaB 4acTOTy BUMAaAKIB
remMmopariyHoro iHCynbTy MOPIBHAHO 3 nnaueoo.

3HauyLLmMX BigMIHHOCTEA MDX rpynamu flikyBaHHS 3a NMOKa3HWKaMu NeTaNbHOCTI 3 YCiX NPUYMH He criocTepiranoca. YacTuHa nauieHTiB, SKi NOMepan He yepes
CepueBo-CyANHHY NaTosorito, 6yna YncensHO GiNbLLIOK Y rpyni NawieHTiB, SKi OTPUMYBany atopeacTaTvHy 403i 80 Mr, HiX Y rpyni nnaye6o.

[loCBifl NOCTpeecTpaLiiHOro 3acTOCyBaHHA npenapaTy.

MpoTAroM NOCTPEECTPaLiiHOrO 3aCTOCyBaHHS aTopBacTaTUHY OYnu BUABNEHI HMK4Ye3a3HauyeHi HebakaHi peakuii. OCKifbKM Npo Ui peakuii nosigoMnsnn Ha
A06POBINbHIM OCHOBI, @ PO3MiIp NONy AT NaLiEHTIB HEBIJOMWIA, HEe 3aBXAM MOX/INBO JOCTOBIPHO OLIHATK X YacTOTy ab0 BCTAHOBUTU MPUYUHHO-HACNILKOBUIA
3B’A30K i3 3aCTOCYBaHHAM Mnpenapary.

[0 HebaxaHMX peakuild, NOB’s3aHUX i3 NliKyBaHHAM aTOpBacTaTUHOM, 3apeecTpPOBaHWX MiCNs BUXOAY MpenapaTty Ha PUHOK, HE3aNeXHO Bif OLiHKM
MPUYUHHO-HACNILKOBOIO0 3B’A3KY, Ha/leXaTb peakLii: aHainakcis, aHrioHeBPOTUUYHMI HAOPAK, 6YNbO3HI BUCUMAHHSA (Y TOMY YMC/i eKCcyaThBHA MY/IbTU(OPMHA
epuTeMa, cnHapom CTiBeHCa—[)KOHCOHa Ta TOKCUYHWIA enigepManbHUin HEKPONI3), pabaomionis, NifBuLLEHa BTOMIOBAHICTb, PO3PUB CYXOXWNNS, NeTanbHa Ta
HesneTaslbHa NeviHKoBa HeJOCTAaTHICTb, 3aNaMOPOYeHHS, fenpecis, NnepudepruyHa Helponaris, NaHKpPeaTUT Ta IHTepCTULLiasibHa XBOPO6a /lereHsb.

Hazgxoawnnu pigKicHi NOBiLOMMIEHHA NPO BUMALKM IMYHO/ONYHO OMOCEPeKOBaHOI HEKPOTM3YOUOI MionaTii, MOB’A3aHOI 13 3aCTOCYBaHHAM CTaTUHIB (AMB. PO3Ain



«OC06/1MBOCTI 3aCTOCYBAHHSA»).

Hagxoamnu pigkicHi nocTpeecTpauiiHi NOBiJOMMEHHA MPO KOTHITMBHI po3nagn (Hanpuknag BTpata nam’saTi, 6e3naM’saTCTBO, amHe3isd, MOPYLUEHHA nam’sTi,
CM/YTaHICTb CBIJOMOCTI), NOB’A3aHi i3 3aCTOCYBaHHAM CTaTUHIB. Lli KOTHITUBHI po3naau 6ynn 3apeecTpoBaHi NPU 3aCTOCYBaHHI BCiX CTaTUHIB. HebaxaHi peakuii
3arasiom He 6ynn Cepno3HUMK i 6y 060POTHUMM MICAS NPUMUHEHHA NPUIAOMY CTaTUHIB, 3 Pi3HMM YacoM 40 MoYaTKy NposiBy cumnToMy (Big 1 AHSA 40 KiNbKOX
POKiB) Ta 3HMKHEHHSA cMMNTOMY (MeAjiaHa TPMBAIOCTI CTaHOBMNA 3 TUXKHI).

IMig Yac 3acToCyBaHHS AeaKUX CTaTUHIB Oynv onucaHi Taki HebakaHi ABULLA: PO3/1aj cTaTeBol PYHKLIT; BUHATKOBI BUNaLKM IHTEPCTULia/IbHOT XBOPOOM NereHis,
0c061BO Nif Yac AOBroCTPOKOBOIO /liKyBaHHS.

Mig yac NOCTMAPKETUHTOBUX CNOCTEPEXXEHb MOBIAOMAANN NPO TaKi NOGIYHI peakLii:

3 60Ky KPOBOHOCHOT Ta fiMpaTUYHOT CUCTEMU: TPOMOOLMTONEHIS.

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

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

3 60Ky HepBOBOI CUCTEMU: FONOBHUIA 6iNb, FinecTesis, ANCreBsis.

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

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

3 60Ky LUKIpW Ta NifLWKIPHOT TKaHUHU: KPOMNMB’AHKa.

3 60Ky CKeneTHO-M’A30BOT CUCTEMMU Ta Croy4yHOT TKaHUHW: apTpasris, 6ifb y CrMHI, BOBY4aKONOAIOHNIA CUHAPOM, PO3PUB M’S3iB.

3aranbHi nopyLeHHs: 6inb y rpyasx, nepuepuyHnin HabpsiK, He3ay>KaHHS, BTOMa.

3MiHV pe3ynbTaTiB 1abopaTopHMUX aHani3iB: NiABULLEHHSA aKTUBHOCTI alaHiHaMiHOTpaHchepasn, MigBULLEHHS aKTUBHOCTI KpeaTUH(OCHOKIiHA3M KPOBI.

[iTn (Bikom 10-17 pokiB)

Mig Yac 26-TMXXHEBOr0 KOHTPO/IbOBAHOIO LOCMIAKEHHSA Y X/I0MLIB Ta Y AiBYaT Nicns noyatky MeHCTpyauii npodins 6e3nekn Ta NepeHOCUMOCTI aTopBacTaTUHy y
no3i Big 10 mr go 20 mr Ha o6y 6yB 3arasiom nofioH1M 40 npodinto nnaue6o (aAmB. po3ainn «Cnocid 3acTocyBaHHS Ta A03u», <iTn»).

TepMiH NpUAaTHOCTI. 2 POKN.
He 3acTocoByBaTh npenapar Micns 3aBepLUeHHS TePMiHY NPUAATHOCTI.

YMoBW 36epiraHHs.
36epirati B opuriHasbHiin ynakoBLi npu TemnepaTypi He Buwe 25 °C.
36epirat y HeaOCTYNHOMY ANs AiTei MicLi.

YnakoBkKa.
Mo 10 Tabnetok y 6nicTepi. Mo 3 6aicTepn y KapTOHHIN KOPOOLI.

Karteropis Bignycky. 3a peLenTtom.
Bupo6HMK.

dapmaueBTUYHNIA 3aBoA «[onbtapma» C.A., Monbuya/
Pharmaceutical Works «Polpharma» S.A., Poland.
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