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IHCTPYKUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby
ACTUNH®
(ASTIN)

Cknap:

Ait0ya peyoBMHa: aTopBacTaTVHY KalbLito TpUrigpar;

1 TabneTka MiCTUTb aTOpBacTaTUHY Ka/bLiit0 TPUrigpaTy eKBiBafIEHTHO atopBacTaTuHy 10 mr a6o 20 mr, a6o 40 mr, a6o 80 mr;

[OMOMI>KHI PeyoBUHK: Lientonosa mikpokpuctanidyHa (Avicel PH 101); kanbuito KapboHaT; nakrtosa, MoHorigpart (Super tab 11 SD); HaTpito Kpockapmenosa
(Ac-Di-Sal); rigpokennponinuentonosa (Klucel EXF); nonicop6ar 80 (Tween 80); marHito cteapat (VG-EP); nniskoBa o6onoHka Opadry white (Y S-1-7040):
HPMC 2910/rinpomesniosa, Makporon/PEG, Tutany giokeng (E 171), Tanbk.

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

OcCHOBHI (pi3MKO-XiIMiYHI BNaCTUBOCTI:

TabneTkn no 10 mr: 6ini abo Maike 6ini TabneTkn, BKPUTI NNiBKOBOKO 060N0HKOM, 0BasibHOT ()OpMM, 3 rpaBitoBaHHAM «I» 3 0gHOro 60Ky Ta «90» 3 iHLWOro,
nNpu6An3Ho 9,70 MM y A0BXUHY Ta 5,10 MM Y LUMPUHY;

Tabnetkn no 20 Mr: 6ini abo maibxe 6ini TabneTkn, BKPUTI NNIBKOBOK 000/I0HKOK, 0Ba/IbHOT (DOPMU, 3 rpaBitoBaHHAM «I» 3 0fHOro 60Ky Ta «91» 3 iHLWOro,
npu6an3Ho 12,00 MM y J0BXMHY Ta 6,50 MM Y LLIMPUHY;

TabneTkn no 40 mr: 6ini abo maike 6ini TabneTkn, BKPUTI NNiIBKOBOKO 060/10HKOI, 0Ba/IbHOT ()OPMK, 3 rpaBitoBaHHAM «I» 3 04HOro 60Ky Ta «92» 3 iHWOro,
npn6am3Ho 15,30 MM y f0BXUHY Ta 8,00 MM Y LUMPUHY;

Tabnetkn no 80 mr: 6ini abo marixke 6ini TabneTKM, BKPUTI MNIBKOBOK 060/I0HKOK, 0Ba/IbHOI (POPMK, 3 rpaBitoBaHHAM «I» 3 0fHOro 60Ky Ta «93» 3 iHLLOrO,
npr6an3Ho 19,00 MM y foBXUHY Ta 10,40 MM Yy LUNPUHY.

dapmakoTepaneBTUYHa rpyna. FinoninigeMiyHi 3acobu. IHri6itopn TMIM-KoA-peaykTasun. Kog ATX C10A A05.

dapMakosoriyHi BnacTmeoCTI.

dapmakofnHamiKa.

ACTUH® gaBnse co60K CUHTETUYHWUIA TinoninigeMiuHuiAi NikapcbKuii 3aci6. ATOpBAacTaTUH € iHFiGITOPOM 3-TiapPoKCKU-3-MeTUNrNyTapui-KohepmeHTy A
(TMTI-KoA) peaykTasun — epMeHTY, LLIO KaTanizye nepeTBopeHHs I'MIM-KoA B MeBaloHaT — NOYaTKOBUIA Ta NiMITYOUMNIA eTan 6i0CUHTE3Y XONECTEPUHY.


mailto:

ATOpBaCTaTUH € CeNeKTMBHUM KOHKYPeHTHUMM iHri6iTopoMm [MI-KoA-pegykTtasm — qepmeHTy, Bif AKOro 3a/IeXWTb LUBUAKICTb MEPETBOPEHHS 3-
rifpOKCU-3-MeTUNTYTapui-KOPePMEHTY A B MEBA/IOHAT, PEYOBMHY-MOMNEPEeSHNK CTEPOSIIB, Y TOMY YMC/Ti XONIECTEPUHY.

B ekcrnepvMeHTaNbHUX MOAENsX Yy TBapUH aTopBacTaTUH 3HWXKYE PiBeHb XOMECTEPUHY Ta MIMOMPOTEIHIB Yy Maa3Mi KPOBI LUNAXOM IHTiOyBaHHA Y MeydiHLi
"Ml -KoA-peayKTasm i CUHTEe3Yy X0NeCTEPUHY Ta LLIAXOM 30i/bLLUEHHS KifIbKOCTI MeYiHKOBMX peLenTopiB NinonpoTeiHiB HN3bKOT WinbHOCTI (JITTHLL,) Ha noBepxHi
KNIiTUH ANS NOCUNEHHSA NOrNMHaHHA Ta Kataboniamy JIMHLL, Takox 3MeHLwye npoayKyBaHHs JITTHLL, Ta KiNbKiCTb UUX YaCTUHOK.

ATopBacTaTuH, fK i MOro geski metaboniti, € PapMakonoriyHo akTUBHUM Y NOAVHW. TONIOBHUM MiCLieM [iT aTopBacTaTUHY € MeYiHKa, fika Bifirpae rofioBHy posib
y CMHTE3I XonecTepuHy Ta KnipeHci JIMHLL,. [lo3a npenapaty, Ha BigMiHY Bif 10ro CMCTEMHOT KOHLEHTPALiT, KpaLlle KOPEsHOE 3i 3MEHLLEHHSIM PiBHA XONeCTEPUHY
NNHLL,. IHanBigyanbHWiA Nig6ip A03n npenapaty cnif 34iCHI0BATY 3a1eXXHO BiJ TepaneBTUYHOT BignoBsiai (ane. po3ain «Cnocid 3acToCyBaHHS Ta [103U1»).
dapmakoKiHeTVKa.

BcMOKTYyBaHHA. ATOpBaCcTaTVH LIBMUAKO abCcopbyeTbCA Nicnd NnepopasbHOro NpUoMy, Fa-MakcMMasibHa KOHLUeHTpauis horo y nnasmi KpoBi (Cpgx) AOCATAETHCS

npoTarom 1-2 roanH. CTyniHb a6Cop6Liii 3pocTae NponopLiiitHo Ao ao3u npenapaty ACTUH®. A6contoTHa 6iof0CTYNHICTL aTopBacTaTUHY (BUXiJHWIA NiKapCbKuii
3acib) CTaHOBWUTbL Npu6IM3HO 14 %, a cMcTeMHa 6i0A0CTYNHICTb iHribyt4ol akTUBHOCTI wWwoao MMI-KoA-peayktasm cTaHOBUTL Npu6am3Ho 30 %. HuM3bKy
CUCTEMHY AOCTYMHICTb NpenapaTty MoB’A3yHTb i3 NepeacUCTEMHUM KNiPEHCOM Y CAM30BIA 060MOHL LUNYHKOBO-KMLLIKOBOIO TPaKTy Ta/abo nepeacucTeMHOKD
6ioTpaHcdopmalieto y nediHLi. Xoya iXa 3MeHLUIYe LIBUAKICTb Ta CTyNiHb abcopbuiT NikapcbKoro 3acoby npnbnmnsHo Ha 25 % Ta 9 % BignoBigHO, 3 Ornsay Ha
MOKa3HNKN Cpya Ta AUC (NioLa nif, KpUBOK «KOHLIEHTPaLLisi-4ac»), 3HWKeHHs piBHA xonecTepuHy JINMHLL, € noai6H1m npy npuiiomi npenapaty ACTUH® sk 3
DKeto, Tak i OKpeMo. pu 3acTocyBaHHI atopsBacTaT/Hy BBeYepi MOro KOHLEHTpaLia y nnasmi Kposi 6yna Hx4oro (npubnmsHo Ha 30 % 3a nokasHUkamu Crpay T2

AUC), Hi>XX npu paHKoBOMY npuitoMi. OfHaK 3HMXKEHHS piBHA XonecTepuHy JITTHLL, € ogHaKOBMM He3aneXHo Bif Yacy npuiiomy npenapaty (aue. po3din «Cnoci6
3aCTOCYBaHHA Ta f03U»).

Posnogin. CepefHiin 06’eM po3noginly aTopeacTaTUHy CTaHOBMTb nNpubnamnsHo 381 nitp. lMoHag 98 % npenapaTy 3B'S3yeTbCA 3 6ifKaMM NnasMu  KpoBi.
KOHUeHTpauiiHe cniBBigHOLWEHHSA KpoB/Mna3ma, Lo CTaHOBUTbL MpubausHo 0,25, BKasye Ha noraHe MPOHWKHEHHA npenaparty B eputpouutn. Ha nigcTa.i
CMOCTEPEXeHb Y LUYpPIB BBaXKAETLCA, LU0 aTOPBACTATWMH 3AaTHWUWA MNPOHWKATW Yy rpyfHe MOJIOKO (AMB. po3finn «[poTunokasaHHs» Ta «OcobnnBOCTI
3aCTOCYBaHHS»).

MeTabo/i3M. ATOpBacTaTWH iIHTEHCUMBHO MeTaboNi3yeTbCA A0 OPTO- Ta NaparigpoKCUIbOBaHNX NOXIAHMX i Pi3HUX NPOAYKTIB 6eTa-0KUCHEHHS. Ipn 0OCI[KEHHAX
in vitro iHridysaHHsa Ml -KoA-pesyKTasu opTo- Ta naparigpoKcu/iibOBaHUMK MeTabosliTaMy eKBiBa/IeHTHE IHriO6yBaHHIO atopsactaTvHoM. MpubnnsHo 70 %
LIMPKY/THOKOYOT iHFIBITOPHOT aKTMBHOCTI wWoA0 MMI-KoA-peayKrasu noB’s3aHo 3 aKTUBHUMWU MeTabonitamu. JocnifkeHHs in vitro cBigyaTb Npo BaXK/MBICTb
meTaboniamy atopsactaTvHy UmMToxpoMom P450 3A4 (CY P 3A4), W0 Y3rofpKyeTbCa 3 NiABULLEHOK KOHLEHTpaLieto aTopBacTaTUHy y nnasmi KpoBi OAMHK Nicns
0[JHOYACHOr0 3aCTOCYBaHHS 3 epPUTPOMILMHOM, BIAOMUM iHFIGITOPOM LbOro i30epMeHTY (AMB. po3ain «B3aemogis 3 iHWUMK NiKapCbKUMK 3acobamu Ta iHLWi
BUAN B3aEMOAIN).

EKckpeuisi. ATopBacTaTVH Ta MOro mMetaboniTv BUBOAATHLCA FOMIOBHUM YMHOM 3 XXOBYHO MiC/A MeYiHKOBOro Ta/abo nosanevyiHKoBOro Metaboniamy, ane, 04eBUAHO,
He 3a3Hae KMLLKOBO-MNeYiHKOBOT peumpKynauii. CepefHili nepio HaniBBUBEAEHHSA aTOpBacTaTVHY 3 Naa3Mu KPOBi NHOAUHW CTAHOBUTL MPUGAN3HO 14 roguH, ane
nepiog HaniB3MeHLLEHHS iHri6ITOPHOT akTUBHOCTI Wwoao MMI-KoA-peaykTtasm ctaHoBUTb Big 20 ao 30 roguH 4epe3 BrMB aKTUBHWUX MeTaboniTi. [licns
nepopabHOro NpMnoMy npenaparty i3 Ceyero BUAINAETLCA MeHLUe HiXK 2 % [03W.

Oco6uBi nonynayii nayieHTIB

[MaLlieHTn NiTHLOro BiKy. KOHLEHTpaLlif atopBacTaTHy y nnas3mi Kposi € BuLLoo (MpnbnamsHo 40 % ana Cyax Ta 30 % ana AUC) y 340poBKUX [06POBONLLIB
NITHLOrO BiKY (BIKOM Bifj 65 pOKiB), HXX Y MONoAMX AOPOCAUX MauieHTiB. KniHiYHi gaHi cBigyaTb Npo GifblwniA CTYMiHb 3HMXKEHHS JIMTHLLL npu 3acTocyBaHHi
Oy b-AKOi 4031 NpenapaTy y NauieHTIB NITHLOr0 BiKy MOPIBHAHO 3 MOOAMMM NauieHTaMu (4yB. po3ain «OcobnnBOCTI 3aCTOCYBAHHSAY).

LiTn. YABHWIA KNipeHC Npu nepopasibHOMY MPUinoOMi aTopBacTaTUHY Y [iTei BUSBMBCA MNOAIGHUM [0 KNipeHCy Yy AOPOCANX NPU MacluTabyBaHHI allOMETPUYHO 3a




Macoto Tifna, OCKifIbKM Maca Tina 6yna eaMHOK 3HAYHOK KOBapiaTol B NONYNALiNHIM apMakoKiHETUYHIN MOAeNi aTopBacTaTMHY i3 JaHUMW, SKi BKAOYanu aitein
3 reTepo3nroTHOLO CiMENHOLO rinepxonectepuHeMieto (BikoM Big 10 Ao 17 pokiB), Y BigKPUTOMY 8-TUMXXHEBOMY AOC/IIPKEHHI.
Cratb. KoHugeHTpaLlia aTopBacTaTUHy Y nna3mi KpoBi XIHOK BifIpi3HAETbCA Bifj TaKol y 40noBiKiB (Npuban3Ho Ha 20 % BuLle 3a NOKa3HUKOM Cypgy Ta Ha 10 %

HKYe 3a nokasHukom AUC). OfHak Hemae KNiHIYHO 3Hauywol BiAMIHHOCTI Y 3HVKEHHI piBHSA xonecTtepuHy JIMHLL, npu 3acTtocyBaHHI atopBacTaTuHy Yy
40/I0BIKIB Ta XIHOK.

[MopyLleHHA (YHKLIT HMPOK. 3axXBOPKOBaHHA HWPOK He BM/AMBAOTb Ha KOHLEHTpaLito aTopBacTaTUHy Y Mnasmi KpPoBi ab0 Ha 3HWKEHHS XONeCTepuHy
NiNONPOTETHIB HMU3bKOI LW ifbHOCTI (XC-JIMHLLL), ToMy KOpuryBaHHsa 403u npenapaty 415 nayieHTiB i3 NopyLeHHAMM PYHKLUIT HUPOK He NoTpibHe (AvB. po3ginu
«0Oc061MBOCTI 3aCTOCYBaHHS» Ta «Cnocib 3acTOCyBaHHSA Ta 403U»).

emogiasni3z. HesBaxaroum Ha Te, LLO AOCAIMKEHHS 3a y4yacTiO NauieHTiB 3 TepMiHa/IbHOK CTafi€l0 3axXBOPHOBAHHS HWPOK He MPOBOAWUIN, BBAXKAETLCH, LLUO
remogiania He NiABULLYE 3HAYYLLMM YAHOM K/iPEHC aTopBacTaTMHY, OCKIfIbKM BiH IHTEHCMBHO 3B’ A3YETLCA 3 Oi/IkaMU M1a3mMmn KPOBi.

MeyiHKOBa HeAoCTaTHICTb. KOHLUEHTpaLis atopBacTaTMHy y MnsasMi KpPoBi MOMITHO MigBuLLeHa Yy NauieHTIiB i3 XPOHIYHOK aJIKOro/ibHOK XBOPOOOKD MEYiHKMU.
3HaueHHA NOKasHUKIB Crygx Ta AUC y 4 pa3n BULLL Y NaLlieHTiB i3 3aXBOPHOBaHHAM MeYiHKy Knacy A 3a LuKasioto Yainga — IMN'10. Y nauieHTiB i3 3aXBOPIOBAHHAM

nediHkn Knacy B 3a wwkanoto Yannga — MN'to 3Ha4eHHs NokasHUKiB Cygx Ta AUC NigBuLLyoTbCA NpubamsHo 16-kpatHo Ta 11-KpaTHO BifnoBigHO (AVB. PO3Ain

«[POTUNOKA3aHHS»).

JocnipkeHHs B3aeMOfii NiKapCcbknX 3aco6iB. ATOpBacTaTMH € Cy6CTpaToM nediHkoBux TpaHcnopTepis, OATP1B1 ta OATP1B3 TpaHcnopTepis. MeTabonitu
aTopsacTaTuHy € cybctpatamm OATP1B1. ATopBacTaTuH TakoX ieHTU(IKYETLCSA K CyOCTpaT equIFOKCHOro TpaHcnopTepa 6i/ika pe3snucTeHTHOCTI paky MOJIOYHOT
3ano3n (BCRP), k1l MoXe 06MeXXyBaTu KULIKOBY abCOPOLLitO i XXOBUHWIA KTIPEHC aTopBacTaTuHYy.

Tabnuud 1

Bnave npenaparis, SiKi 3aCTOCOBYHOTb OfHOYACHO 3 aTOPBACTATMHOM, Ha MOro PapMakoKiHeTUKY
Mpenapaty, AKi 3aCTOCOBYHOTb ATopBacTaTuH

0[lHOYACHO, Ta PEXMM [03YBaHHS S Crissig-

ﬂ'03a (Mr) 2 A HOLUEHHA
AUC c. &
max

#LInknocnopuH 5,2 Mr/Kr/go6y, 10mr 1 pas Ha ,u,o6y8 69 10,66
cTabinbHa f03a BNPOJOBX 28 AHIB ’ '
#TI/II'IpaHaBip 500 Mr 2 pasu Ha [o6y

puToHaBip 200 Mr 2 pasu Ha o6y, 10 Mr ofHOPa3oBo 0,36 8,58

7 OHIB

#I'neKanpeBip 400 mr 1 pa3 Ha [o6yf

. . 10 mr 1 pa3 Ha [06Y

/r||_6peHTaCB|p 120 mr 1 pa3 Ha o0y, 7Bnpo,qOB>K 7 pHis 8,28 22,00

HIB

# - -

lganaigpeslp 750 Mr  KoXHi 8 roauH D0 MF 0aHOPa30B0 7 88 10,60




#, ¥Caxginagip 400 Mr 2 pasut Ha [0GY

40 mr 1 pa3 Ha 106y

7 OHIB

/puToHaBip 400 Mr 2 pasn Ha '”'°6y’Bnpo,qOB>K 4 pHiB 3,93 4,31
15 gHiB
#En6aCBip 50 mr 1 pa3 Ha [o06y
/rpazonpesip 200 Mr 1 pa3 Ha o6y, 1310 Mr 0AHOPa3oBO 1,94 4,34
NHIB
#C_MwlenpeBip 150 mr 1 pa3 Ha o6y, 1040 mr 0AHOPa30B0 b 12 1.70
AHIB
#KnapuTpoMiumH 500 Mr 2 pasu Ha80 Mr 1 pas Ha noby 154 5 38
no6y, 9 fHiB BNPOLOBX 8 fHIB ' '
#[lapyHasip 300 Mr 2 pasu Ha f06Y]

10 mr 1 pa3 Ha 106
/pyToHaBip 100 mMr 2 pasn Ha 'q°6y’Bnpo,qo£K 4AH€"B y 3,45 2,25
9 AHiB
#lTpaKOHa3OII 200mr 1pa3 Ha ,u,o6y,40 MF OZHOPa30B0 3 30 120
4 AHi ’ '
NleTepmoBip 480 mr 1 pa3 Ha go6y, 1020 MI OHOPA3080 s 29 b 17
NHIB ’ '
#¢ocamnpeHaBip 700 Mr 2 pasu Ha

10 mr 1 pa3 Ha 106
no6y/putoHasip 100 mr 2 pasu HaBI‘IpO,EI,OBF;K 4,IJ,H|?B y 2,53 2,84
no6y, 14 aHiB
#PocamnpeHasip 1400 Mr 2 pasu Ha10 Mr 1 pas Ha noby b 30 104
nooy, 14 fHiBs BNPOAOBX 4 [HIB ' '
#HendiHagip 1250 Mr 2 pasu Ha fo6y 10 Mr 1 pa3 Ha 106y 174 b 22
14 pHis BNPOLOBX 28 AHIB ' '
AT peiingpyToBuii cik 240 Mn 1 pas Halyy - 1 pas Ha qoby  [1.37 116
p'o6y* ) )
OunTiazem 240mr 1 pa3 Ha p[ooy,
28 i 40 mr 1 pa3 Ha goby (1,51 1,00
EputpomiynH 500 Mr 4 pasmn Ha ,qo6y,10 M 1pas Hagoby 1133 1 38




AmnoguniH 10 mr, pa3osa fo3a 80 mr 1 pa3 Ha fjoby (1,18 0,91

LUnmvetnamnH 300 Mr 4 pasv Ha pAo6y,10 mr 1 pa3 Ha foby

2 TUXKHI BNPOAOBX 2 TVXKHIB 1,00 0.89

Konectunon 10r 2pa3n Ha po6y, 40 mr 1 pa3 Ha joby He 3ACTOCOBYEThCS [0,74%*

24 TVXHI BNPOOBX 8 TUXKHIB

Maanokc TC® 30 mn 4 pasu Ha o6y,10 mr 1 pa3 Ha goby 0.66 0.67
17 pHiB BNPOLOBX 15 AHIB ’ '
Etpasipers 600mr 1pas Ha ,u,o6y,10 MI BNPOAOBX 3 AHiB|0,59 1,01

14 gHiB

#Pupamnin 600 Mr 1pas Ha [06y,
7 [HiB (npm ofjHouyacHomy40 mr 1 pa3 Ha goby  [1,12 2,90
3aCTO-CyBaHHI) T

#Puamniv 600 Mr 1pas Ha [06Y,

' 40 Mr 1 pa3 Ha fodby (0,20 0,60
5 AHiB (okpemymmn gosamu) T

#Temdi6poann 600 Mr 2 pasu Ha 806Y a0 wir 1 pa3 Ha joby  [1,35 1 00
7 OHIB '
#tbeHO(biﬁpaT 160 Mr 1pa3 Ha ,u,o6y,4o Mr 1 pas Ha go6y  [1,03 1.02
7 OHIB

#Bouenpesip 800 Mr 3pasut Ha A06Y)g e 1 pas Ha j06y 2,32 b 66
7 OHiB ' ’

& CniBBigHOLLEHHS 33 METOZlaMI NiKyBaHHS (0JHOUACHE 3aCTOCYBaHHS NiKapCbKOro 3acoby 3 aTOPBACTaTMHOM MOPIBHSHO i3 3aCTOCYBaHHSIM aTOpBacTaTHY OKPEMO).
# NS oTpUMaHHs iHdopMaLii NPo KNiHiYHY 3HauyLLicTb AMB. Po3finn «B3aemofis 3 iHWKWMKU NiKapcbKUMK 3aco6aMu Ta iHWI BUAWM B3aeMopiii» Ta «Oco6nMBOCTi
3aCTOCYBaHHS».
* Tosigomnany npo 6inbLui nigsuiieHHa AUC (cnissigHoweHHs AUC go 2,5) Ta/abo Cyay (CNiBBIAHOWEHHS Chax £0 1,71) Npy HagMipHOMY CMOXMBaHHI rpelindpyToBoro
coky (750 mn — 1,2 niTpa Ha Jo6y a6o 6inbLue).
** CniBBIHOLIEHHS, WO I'PYHTYETbCA HA OANHWYHIN BUOIpL, B3ATIl Yepe3 8—16 roaunH Micns 3acToCyBaHHS A03M.

T Uepe3 mexaHi3m NnoABiiHOT B3aemogii pudamniHy peKoMeHAYETbCA Of4HOUACHE 3aCTOCYBaHHS aTopBacTaTUHy 3 pudaMniHOM, OCKifbKK G0 MOKa3aHo, Lo BiACTPOYEHNI
NPUInOM aTopBacTaTMHY NIiCNs 3aCTOCYBaHHS putammniHy NOB’ A3aHNIA 3i 3HAYHUM 3HKEHHAM KOHLEHTPaLLiT aTopBacTaTUHY Y Nnasmi KpoBi.

+ [Jo3a Komb6iHauiT npenapaTtiB cakBiHaBip + PUTOHaBIP Y LbOMY AOCMIMKEHHI HE € K/iHIYHO 3aCTOCOBYBAHOK A030K0. MMiABULLEHHS eKCro3uuil atopBacTaTuHy npu
3aCTOCYBaHHi Y K/MiHIYHMX YMOBax, iMOBIpHO, Oyze BULLMM, HXK Te, L0 CNOCTepiraioca y LuboMy LOCNigKeHHI. TOMy 3aCTOCOBYBATU Mpenapar Chif 3 06epexxHicTio Ta y
HaMHWKYI HEOOXIiAHI fO3i.

Tabnuugd 2
Bnnue aTopBacTaTuHy Ha (hapMakOKiHETUKY NiKapCbKMX 3ac006iB, IKi 3aCTOCOBYHOTb OHOHYACHO



ATOpBacTaTUH JlikapcbKuii 3aci6, KM 3aCTOCOBYHOTb OHOYACHO 3 aTOPBACTaTUHOM, Ta
PEXMM [03YBaHHS
CniBBigHoweHHss  (CNiBBIAHOLLEHHS
Mpenapat/go3a (Mr) AUC Crnax
80 mr 1 pa3 Ha foby .
RMDOA0BX 15 HIB AHTUNIpUH 600 Mr of4HOPa30BO 1,03 0,89
80 mr 1 pa3 Ha 106y #urokcyH 0,25 Mr 1 pas Ha 406y, 115 120
Bnpogoex 10 AHIB 20 aHiB ' ’
MepopasibHi KOHTpaLenTvem 1 pas
40 mr 1 pa3 Ha o6y [Ha fo6y, 2 micaui:
BMPOJOBX 22 [IHIB  — HOPETUCTEPOH 1 wmr; 1,28 1,23
— eTUHinecTpagion 35 MKr 1,19 1,30
TunpaHasip 500 Mr 2 pa3u Ha o6y
10 mr 1 pa3 Ha o6y {putoHasip 200 mr 2 pasn Ha foby, 1,08 0,96
7 OHIB
10 mr 1 pa3 Ha o6y [PocamnpeHasip 1400 mr 2 pasu Ha 0.73 0.8
BNPOLOBX 4 AHIB |00y, 14 AHIB ' ’
docamnpeHasip 700 Mr 2 pa3u Ha
10wr 1 pas Ha ".3'06y no6y/putoHasip 100 mr 2 pasv Ha 0,99 0,94
BMPOLOBX 4 AHIB )
no6y, 14 fHis

#ﬂ,nﬂ OTPMMaHHS iHopMaLii MPO KNiHIYHY 3HAYYLLICTb AMB. PO34in «B3aemofis 3 iIHLWMMM NiKapCbKMMI 3aco6amu Ta iHLLI BUAW B3aEMOAiIA».

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
3anobiraHHs cepueBo-CyAUHHUM 3aXBOPHOBAHHAM Y JOPOCNX
[ns gopocnmx nauieHTiB 6e3 KNIHIYHO BUPaXKEeHOT iLlemMiyHOT XBOpOOY cepus, ane 3 feKiflbKoma (hakTopaMu pUsnKy po3BUTKY iLLEMIYHOT XBOPOOY cepus, TaKuMu
K BiK, THOTHOHOMANIHHA, apTepiasibHa rinepTeHsis, HU3bKUIA piseHb STMBLL, a6o HasBHICTb PaHHLOT iLLEMiUHOT XBOPOG6Y cepList Y cimeliHoMy aHamHesi, ACTUH®
nokasaHui gns:
- 3MEHLLEHHS PU3NKY BUHWKHEHHS iH(DapKTY MiOKapaa;
- 3MEHLLEHHS PU3NKY BUHUKHEHHS IHCYNbTY;
- 3MEeHLUEHHS pU3MKY NPOBeAeHHSA NPOoLEeAYp peBacKynsapusalii Ta CTeHOKapaii.
[na popocnux nauieHTiB i3 LykpoBumM aiabetom Il TMny Ta 6e3 KNiHIYHO BUPaXKEHOI iLLEMIYHOT XBOPOOY cepus, afie 3 Ki/lbkomMa hakTopaMu pu3nKy po3BUTKY

ILLeMiYHOT XBOPOOM cepLd, TaKUMW FK PETUHOMATISA, albOyMiHYpis, TIOTHOHONANTIHHA ab0o apTepiasibHa rinepTeHsis, npenapar ACTUH® nokazanuii ans:



- 3MEHLLUEHHS PU3NKY BUHVMKHEHHS IHPapPKTy MiOKapaa;
- 3MEHLLEHHS PU3MNKY BUHUKHEHHS IHCY/bTY.

[Na 0opocinx nayieHTiB i3 KMIHIYHO BUPaXKEHOHO iLLEMIYHOK XBOPOOOIO cepus ACTUH® nokazaHuii ans:

- 3MEHLLEHHS PU3NKY BUHUKHEHHS HEeNeTasIbHOro iH(apKTy MioKapaa;

- 3MEHLUEHHS PU3MKY BUHUKHEHHS NIETa/IbHOTO Ta He/eTasIbHOrO IHCY/bTY;

- 3MEHLLEHHS pU3NKY NPOBEAEHHA NPOLeAYP peBacKynspusawii;

- 3MEHLLEHHS pU3KMKY rocniTanisauii y 38’ 3Ky i3 3aCTiHOI CEPLEBO0 HeJOCTATHICTIO;

- 3MEHLLUEHHS PU3NKY BUHWKHEHHS CTEHOKapAIT.
linepninigemis
Y popocnmx nauieHTiB:

- K [JONMOBHEHHS [0 Ai€TH, W06 3MEHLLMTN NiABULLEHI PiBHI 3arasibHOro XonecTepuHy, xonectepuny JIMHLL,, anoninonpoTeiHy B Ta Tpurniuepuis, a Takox
ANa NigBULLEHHS piBHA xonecTepuHy JIMNBLY, y nauieHTiB 3 NEPBUHHOKD rinepxonectepuHeMietd (reTepo3uroTHOK CIMEMHOK Ta HeCiMelHOK) Ta 3MilLaHO
aucninigemiero (tunu llaTa 11b 3a knacugikauieto PpeapikcoHa);

- IK AOMOBHEHHS [0 AIETW AN NiKyBaHHA NnauieHTiB 3 NiABULLEHUM piBHEM TpUrniuepuais y cuposatui KpoBi (Tun IV 3a Knacugikauieto ®PpeapikcoHa);

- 4019 NiIKyBaHHA MauieHTIB 3 NepBMHHOK aucbetaninonpoteiHemieto (Tun 1l 3a knacugikauieto  PpefpikcoHa) y BUMNaaKax, KoM AOTPUMAHHA LIETU €
Hef0CTaTHLO e(PEKTUBHUM;

- B9 3MEHLLEHHS 3ara/ibHOro XonecTepuHy Ta xonectepuHy JIMHLLL y nauieHTiB 3 rOMO3MrOTHO CIMENHOIO TiNepXoecTePUHEMIERD K JONOBHEHHS A0 iHLWINX
rinoninigeMiyHnX MeToAIB NikyBaHHA (Hanpuknag, agepes JINMHLL) abo AKLLO TaKi METOAM NTIKYBaHHA HELOCTYIHI.
Y piTeii:

- AK [JOMOBHEHHSA A0 AIETU ANS 3MEHLUEHHS PiBHA 3araibHOro XonecTepuHy, xonectepuHy JIMHLL, i anoninonpoTeiny B y aiteld Bikom Big 10 ao 17 pokiBs 3
reTepo3nroTHOK CIMEHOLO TinepxonecTepuHeMIero, AKLWO Nicna BigNOBIAHOI AieToTepanii pe3ynbTaTu aHani3iB Taki:

a) xonectepuH JINMHLL, 3annwaetbea 2 190 mr/gn (4,91 mmons/n) abo

6) xonectepuH JIMHLL, 3 160 mr/an (4,14 mmons/n) Ta:

* y CiMeiHOMY aHaMHe3i HasiBHi paHHI CepLEeBO-CyANHHI 3aXBOPHOBaHHSA abo

* 1Ba ab0 6ifbLUe IHWKX (PaKTOPIB PU3NKY PO3BUTKY CepLEBO-CYANHHMX 3aXBOPIOBaHb APUCYTHIHAABHI Y NaLlieHTa AMTAYOrO BiKY.

IMpoTnnoKasaHHA.

- AKTMBHE 3aXBOPIOBaHHS MEYiHKW, SKe MOXE BKNOYATK CTiKe NiABULLEHHS PIBHIB NeYiHKOBKX TpaHCamiHa3 HeBiZOMOI eTionoril.
- [inepuyTnunBICTb [0 6Y/b-AKOr03 KOMMOHEHTIB Npenapary.

- BariTHicTb.

- Mepiog rofysaHHsA rpyAato.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

P13nK po3BMTKY MionaTii Mig vac NikyBaHHSA cTaTUHaMM MiABULLYETLCA Y pasi 0AHOYACHOr0 3aCTOCYBaHHS MOXiAHUX PIBGPOEBOI KUCNOTK, NiNiAOMOANGIKYHOUMX
[03 HiauuHy, uuknocnopnHy abo NoTy>KHMUX iHri6iTopis yutoxpomy P450 3A4 (CYP 3A4) (Hanpuknag, KnapuTpoMiuuHy, iHri6iTopis npoteasn BIJ1 i Bipycy
renatuTy C Ta iTpakoHa30ny) (41B. po3ainn «PapmakonoriyHi BlacTMBoCTI» Ta «OCO6/IMBOCTI 3aCTOCYBaHHS»).

MoTy>KHi iHriiTopn CYP 3A4. ATopBacTaTUH MeTaGoni3yeTbcs LUTOXpoMoM P450 3A4. OpHodacHe 3acTocyBaHHs npenapaTy ACTUMH® 3 noTyHUMY



iHriditopamn CYP 3A4 mMoxe Npu3BecTU [0 NiABWLLEHHSA KOHLEHTpaLii aTopeacTaTvHy Yy nnasmi Kposi (4MB. Tabnmuto 1 1a getasibHy iH(opmalito, HaBeaeHy
HK4Ye). CTyniHb B3aeMOfii Ta NiACUNEHHs AiT 3anexatb Bifg MiHAMBoCTI BnavMBy Ha CYP 3A4. Cnig no MOXAMBOCTI YHUKATW OAHOYACHOr0 3aCTOCYBaHHS 3
NOTY>XXHUMU iHriGiTopamn CYP 3A4 (Hanpuknag, UWMKIOCNOPWMHOM, TeNiTPOMILMHOM, KNapuUTPOMILMHOM, AenasBipAvHOM, CTUPUMEHTOIOM, KeTOKOHA30/10M,
BOPWKOHA30/10M, ITPAKOHa30/10M, NMOCaKOHA30/10M, AeSKMMU MPOTMBIPYCHUMU npenapaTamu ans nikyBaHHa HCV (Hanpuknag, en6acBipom/rpa3onpeBipom) Ta
iHriGiTopamun npoteasu BIJ1, y TOMy umncni 3 pUTOHaBipoM, N10MNiHaBipoM, aTasaHaBipoM, iHAWUHaBIPOM, AapyHaBipoM). AKLLO HEMOXX/IMBO YHUKHYTU OAHOYaCHOI0
3aCTOCYBaHHA LMX npenaparTiB 3 aTopBacTaTMHOM, CAif, PO3rISAHYTU MOX/IMBICTb 3aCTOCYBAHHA MEHLUMX [,03, MOYATKOBOI Ta MaKCMMasIbHOT, aTopBacTaTuHy. Takox
PEKOMEH/YETbCSA NPOBOANTIN HANEXHWIA KNiHIYHWIA MOHITOPUHT CTaHy nauieHTa (AuB. Tabnmuto 3).

MomipHi iHri6iTopu CYP 3A4 (Hanpuknag, epuTPOMILUH, AWNTia3eM, BepanamMin Ta ¢ilyKOHa30/1) MOXYTb NiABMLLYBaTU KOHLEHTPAL|it0 aTopBacTaTUHy Y nia3mi
KpoBi (ave. Tabnuuto 1). OfHOYacHe 3aCTOCYBaHHS EPUTPOMILMHY Ta CTATWHIB CYNPOBOMKYETHCA MIABULLEHHAM PU3WKY PO3BUTKY Mionartii. JocnigKeHHs
B3aEMOAIT NiKapCbKMX 3aco6iB ANA OUiIHKX BMNAMBY amiofapoHy abo Bepanamisly Ha aTtopBacTaTMH He nposBoAwvnu. Bigomo, WO amiogapoH Ta Bepanamin
NPUrHIYyOTL akTMBHICTL CYP 3A4, a 0TXKe, 0fHOYaCHe 3aCTOCYBaHHSI LUMX MpenapaTiB 3 aTtopBacTaTUHOM MOXeE MPU3BECTU L0 30i/IbLUEHHS eKCcrno3nuii
aropBacTtaTuHy. TakvM YMHOM, MPU OLHOYACHOMY 3aCTOCYBaHHI aTopBacTaTUHy Ta UMX MNoMipHUX iHri6iTopis CYP 3A4 cnif po3rfigHyTU MOX/IMBICTb
MPU3HAYEHHA HKYMX MaKCUMabHUX [03 aTopBacTaTUHy Ta MPOBEAEHHA KiHIYHOTO MOHITOPUHIY CTaHy nauieHTa. TakoX K/AIHIYHWA MOHITOPUHT CTaHy
nauieHTa peKoMeHZ0BaHO NPOBOAUTU MIC/A NOYATKY NiKyBaHHA iHFi6ITOpOM abo nicns KOpeKLii Moro o3w.

I"perindpyTOBWMiA CiK. MiCTUTb OAMH ab0 GiNblLLE KOMMOHEHTIB, WO iHri6yoTb CY P 3A4 Ta MOXYTb MiABWLLYBaTM KOHLEHTPAL,il0 aTopBacTaTVHY Y Mia3Mi KpoBi,
0c061BO NPU HaAMIPHOMY CMOXXMBaHHI rpeindpyToBoro coky (6inbLe 1,2 nitpa Ha fo6y).

KnapnTpomiuyuH. 3HayeHHs AUC aTtopBacTaTvHy 3Ha4HO MifBMLLYBasoCh MPU OAHOYACHOMY 3aCTOCYBaHHI atopsBacTaTuUHy y A03i 80 Mr Ta KnapuTpoMmiuuHy
(500 Mr 2 pa3u Ha fo6Y) NOPIBHSAHO i3 3aCTOCYBaHHAM TifIbK1 aTopBacTaTUHY (AMB. po3ain «PapmMakonorivyHi BNacTUBOCTI»). OTXe, NawieHTaM, AKi NpuiiMaroTb
KNapuTPOMILWMH, CAifl 3 06epexHicTio 3acTocoByBaT ACTUH® y nosi Buwe 20 Mr (AuB. po3ainu «OcobaMBOCTi 3aCTOCYBaHHsA» Ta «Cnoci6 3acTOCyBaHHA Ta
[0311).

Komb6iHauis iHri6iTopis npoTeasn. 3HadyeHHs AUC artopBacTaTMHY 3Ha4YHO NiABWLLYBa/iOCb MPW OAHOYACHOMY 3aCTOCYBaHHI aTopBacTaTUHY 3 [eKi/lbKOMa
KoMGiHaLisMK iHri6iTopiB npoTeasun (AMB. po3gin «dPapMakosnoriyHi BNacTMBoCTi»). MauieHTaM, fKi NpUiAMaloTb TUNpaHasip + pUTOHaBip abo rnekanpesip +
nibpeHTacBip, CAifl YHUKATV OAHOYACHOT0 3aCTOCYBaHHA i3 npenapaTtoM ACTUH®. MauieHTam, aKi npuiimatoTb IoNiHaBip + pUToHaBip abo cYMeNpeBip, npenapar
ACTWH® cnip 3acTOCOBYBATM Y HallHUXKYilA HEOBXiAHiI 103i. 1S nawieHTiB, SKi NpuiiMaloTb CakBiHaBip + PUTOHABIP, AapyHaBip + PUTOHaBIp, hocamnpeHasip,
docamnpeHasip + puTOHaBip abo enbacsip + rpasonpesip, gosa npenapaty ACTUH® He nosuHHa nepesuilyBati 20 Mr. Mpu 3acTocyBaHHi naLlieHTam, sKi
npuiimMatoTb HendiiHasip, go3a npenapaTy ACTWH® He noBuHHa nepeBuilyBaT 40 MI, TaKOX PEKOMEHAYETbCS MPOBEAEHHS PETENbHOro KAiHiYHOro
MOHITOPUHIY NauieHTiB (aunB. po3ainu «OcobnMBOCTI 3aCTOCYBaHHS» Ta «Cnocib 3aCTOCYBaHHSA Ta [03U»).

ITpakoHason. 3HavyeHHa AUC atopsacTaTvHy 3Ha4yHO MifBULLYBa/IOCL NPV OAHOYACHOMY 3aCTOCYBaHHI aTopsacTatuHy y fo03i 40 Mr Ta iTpakoHasony y [03i
200 mr (auB. po3fin «dapMakonoriyHi BNacTMBOCTi»). OTKe, NaLieHTam, SKi NPUIAMatoTh iTPaKoHa30/, Cnij 6yTn 06epeXKHUMU, AKLLO Ao3a npenapaTy ACTUH®
nepesuLLye 20 Mr (amB. po3ainnm «OcobMBOCTI 3aCTOCYBaHHA» Ta «Cnoci6 3aCTOCYBaHHA Ta J03W»).

LinknocnopuH. ATopBacTaTvH € CybCTpaToM MeyiHKOBUX TpaHcnopTepis. Metabonitv aropsactaTvHy € cybctpatamm TpaHcnoptepa OATP1B1. IHri6iTopu
OATP1B1 (Hanpuknag, LMKNOCMNOPUH) MOXYTb MNiABMLLYyBaTK GiOAOCTYMNHICTL atopBacTaTuUHy. 3HavyeHHs AUC aTopBacTaTUHY 3Ha4yHO MifBULLYBasioCch Mpw
0fHOYaCHOMY 3aCTOCYBaHHI aTopBacTaTvHy y A03i 10 Mr Ta UMKIOCMOpUHY Y A03i 5,2 Mr/kr/goby nopiBHAHO i3 3aCTOCYBaHHAM TiflbKU atopBacTaTvHy (4uB.
po3ain «®apmakonoriuHi BNacTMBOCTI»). Cnifi YHUKATU OAHOYACHOrO 3acTocyBaHHs npenapaTy ACTUH® Ta umknocnopuHy (ame. po3gin «OcobnmnBocTi
3aCTOCYBaHHS»).

NeTepmoBip. OfHOYaCHe 3aCTOCYBaHHA aTtopBacTaTvHy Yy A03i 20 Mr Ta fetepMoBipy y fo03i 480 Mr Ha go6y npv3BOAWMNO A0 MiABWLLEHHS PIBHA BMAUBY
aTopsacTaTuHy (cniBeigHoweHHA AUC: 3,29) (auB. po3ain «dapMakoKiHETUKa).



JletepmoBip € iHri6iTopom egpntokcHNX TpaHcnopTepis P-gp, BCRP, MRP2, OATZ2 Ta neyiHkoBoro TpaHcrnoptepa OATP1B1/1B3, Takum YMHOM BiH MifBULLYE
piBeHb BM/MBY aToOpBacTaTuHy. [o3a npenapaty ACTVH® He noBuHHa nepesuiLlyBaTh 20 Mr Ha 06y (auB. po3ain «Cnoci6 3acTocyBaHHS Ta 4031»).
CTyniHb onocepefkoBaHMX nikapcbknx B3aemogii CYP3A T1a OATP1B1/1B3 Ha cynyTHi npenapatvi Moxe OyTW pi3HUM Mpyv OAHOYACHOMY 3aCTOCYBaHHiI
NeTepMoBIpY 3 LMKNOCMIOPUHOM. 3acTocyBaHHs npenapaTy ACTUH® He pekomeHAyeTbCA MaljieHTam, SKi NpuiiMaoTb NETEPMOBIP OAHOYAcHO i3
LIVKNOCMOPVHOM.
I"nekanpesip i nibpeHTAacBip, enbacsip Ta rpasonpesip. CynyTHe 3aCTOCYBaHHA r/ieKanpesipy Ta nibpeHTacBipy abo enbacsipy Ta rpasonpesipy MoXe NPU3BeCTH
[0 MiABWLLEHHA KOHLEHTpaLIT aTopBacTaT1HY Y Nia3Mi KpoBi Ta MigBMLLEHOro pu3nKy Mionatil.
Mpn ofHOYaCHOMY 3aCTOCYBaHHI rneKanpeBipy i NibpeHTacBipy 3 aTopBacTaTUHOM M1a3MOBa KOHLEHTpaLlis atopBacTaTuMHy nigBuLyeTsea go 8,3 pasa 4acTKOBO
yepe3 BCRP, OATP1B1/1B3 Ta CYP3A iHribyBaHHsa, TOMy HE PEKOMEHAYEThCA OfHOYacHe 3acTocyBaHHsA npenapaty ACTUH® nauieHTam, fKi cynyTHbO
NpUIMaloTb NiKapCbKi 3aC00M, L0 MICTATb r/eKanpesip Ta NibpeHTacsip.
Mpy ofHOYacCHOMY 3aCTOCyBaHHiI en6acBipy Ta rpasonpesipy 3 aTtopBacTaTMHOM MN/a3MOBa KOHLEHTpaLif aTtopBacTaTUHy NiABuMLLyeTbCa A0 1,9 pasa 4yacTKOBO
yepe3s BCRP, OATP1B1/1B3 Ta CY P3A iHri6ysaHHs, Tomy Ao3a npenapaty ACTUH® He nosuHHa nepesulllyBaTy 20 Mr Ha 406y Npu 3aCTOCYBaHHI NaLlieHTaM,
AKi CYMyTHbO NPUAMatOTb NiKapCbKi 3ac06W, WO MICTATbL en16acsip Ta rpasonpesip (4vB. po3gim «PapmakoKiHeTUKa», «OC06/IMBOCTI 3aCTOCYyBaHHA», «Cnocib
3aCTOCYBaHHS Ta [031»).
MeanyHi pekoMeHZau i LWOAO 3aCTOCYBaHHA MlIKApCbKUX 3ac06iB, L0 B3aEMOAIOTb, MiACyMOBaHO Yy Tabnuui 3 (AMB. TakoX po3finn «dPapmakosoriyHi
BAaCTMBOCTI», «OCOBNMBOCTI 3aCTOCYBaHHS», «Cnocib 3aCcTOCyBaHHS Ta A03U»).

Tabnuus 3
B3aemopii nikapcbKumx 3aco6iB, NOB’A3aHi 3 NiABULLEHMM PU3MKOM Mionartii/pabgomionisy

MeanyHi peKkomeHaaLlii

MpenapaTtu, WO B3aEMOAIHOTH
L1100 3aCTOCYBaHHSA

LIMknocrnopuH, TunpaHasip + PpWTOHaBIP, rfekanpesip +
nibpeHTacBip, NeTepmoBip Npu OAHOYACHOMY 3aCTOCYBaHHI
3 LINKIOCMOPUHOM

YHUKaTK 3acToCyBaHHSA
aTOpBacTaTUHY

KnapuTpomiumH, iTpakoHa30/, cakBiHaBip + pWUTOHaBip*,

napyHasip + pUTOHABIp, (pocamnpeHasip,He nepesuilysat oy 20wmr
(hocamnpeHaBip + puTOHaBip, enbaceBip + rpas3onpesip,aTopBacTaTyHy Ha 406y
neTepmMoBip

He nepesuwysatn posy 40 wmr

Henginasip aTopBacTaTVHy Ha 06y

JloniHaBip + pUTOHaBIp, CUMenpeBip, NOXiAHI (i6PUHOBOI
KICNOTW, €epUTPOMILMH, a30/IbHi NPOTUIPrOKOBI 3acobu,
NiNiZOMOANMIKYHOYI 103K HiaLMHY, KONIXILMH

3aCcTOCOBYBATU 3 06EPEXHICTIO Ta Y
HalMeHLLi HeobXiaHil f03i

*3acToCOBYBaTW Y HaiMeHLWili HeO6XiAHIN [03i.



FeMcpibpo3un. Y 38’A3Ky 3 MiABULLEHMM PU3MKOM MionaTii/pabaomionisy npyu ogHovacHOMY npuitomi iHriGiTopis MMI-KoA-pegykrasu 3 remioposniom chig,
YHUKATK CyMicHOTO0 3acTocyBaHHs npenapaty ACTUH® 3 remcioposniom (amB. po3gin «Oco6aMBOCTI 3aCTOCYBaHHSA»).
IHWi hibpaTmn. OCKiNbKM BIAOMO, LLIO PU3MK PO3BUTKY MioONaTil Mif Yac nikyBaHHS iHriditopamu FMIM-KoA-peayKTasu NiABULLYETLCA NPKY 04HOYACHOMY MpUioMi

iHWNX pibpari., ACTUH® cnif 3 06epeXHICTHO 3aCTOCOBYBATK MPW CYMiCHOMY NPU3HaYeHHi 3 iHWumK ibpaTamu (amB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS»).
HiaunH. PU3NK BUHUKHEHHSA NOGIYHMX ABULL 3 BOKY CKeleTHUX M’ A3IB MOXXe 30i/1bLLyBaTMCS NPY 3aCTOCYBaHHI npenapary y KoM6iHauii 3 HiauMHOM, a OTXe, 3a
TaKnX YMOB C/lifi PO3rNsHY T MOXNMBICTb 3HVKeHHs A03un npenapaty ACTUH® (auB. po3ain «Oco6inBOCTi 3aCTOCYBaHHS»).

Pucbamnin abo iHWi iHaykTOopy uyToxpomy P450 3A4. OfHOYacHe 3aCTOCYBaHHS Mpenapaty 3 iHAyKTopamu uuTtoxpomy P450 3A4 (Hanpukniag, egasipeHs,
puamnid) MoXe NpuU3BOAUTUA A0 HECTIMKOro 3MeHLUEeHHS KOHUEHTpauii atopBacTaTUHY Yy nnasMi Kposi. YUepe3 mexaHi3M MOABIMHOT B3aeMofii pudammiHy
PEKOMEHYETHCS 0fiHOUACHe 3acTocyBaHHsA npenapaty ACTUH® 3 pudamniHoM, ocKinbKy 6y/10 NoKasaHo, L0 BiACTPOUEHMA NpuiioM npenapaTy nicis BBeAEeHHS
puhamniHy NoB’ A3aHWI 3i 3HAYHUM 3HVDKEHHSIM KOHLIEHTpaLlii aTopBacTaTVHY Y Mia3Mi KPoBi.

AnnTiasemy rigpoxnopug. OgHoyacHWin npuiiom atopBacTaTuHy (40 Mr) Ta aunTiazemy (240 Mr) CynpoBOMKYETLCS MiABULLEHHAM KOHLEHTpaLiT aTopBacTaTuHy y
nnasmi Kposi.

LiumeTuanH. Y pe3ynbTati npoBefeHNX AOC/iIKeHb 03HaK B3aEMOZiT aTopBacTaTVHy Ta LMMETUANHY He BUAB/IEHO.

AHTauman. OfHoYacHWIA NepopasibHUIn NPUIAOM aTopBacTaTMHY Ta CYCMeH3il aHTauugHoro npenapaty, WO MICTUTb MarHiin Ta aMtoMiHIl0 rigpokcug,
CYNPOBOKYETLCA 3HVDKEHHAM KOHLIEHTpaL il aTtopBacTaTUHy Yy Mnasmi Kposi npubnmsHo Ha 35%. lMpu ubomy rinoninigeMiyHa fis aTopBacTaTUHY He
3MiHIOBaNacCh.

KonecTunon. KoHueHTpaLis atopBacTaTUHy y nsasmi KpoBi Gyna HMK4YOK (CMiBBIAHOLIEHHS KOHLEHTpauil atopsacTatuHy 0,74) npyu ogHOYacHOMY Mpuiomi
aTopBacTaTUHy Ta konectunony. Mpy uboMy rinoninigemMivyHa Ais KomM6iHaLii aTopeacTaTvHy Ta KONeCTUNOoy NepeBuLLyBana eqeKkT, AKWA fae NPUAOM KOXHOIO 3
UMX npenapariB OKPeMo.

AsnTpomiuyuyH. OfiHoYacHe 3acTocyBaHHsi atopBacTatvHy (10 mr 1 pa3 Ha go6y) Ta asutpomiynHy (500 mr 1 pa3 Ha [00Yy) He CynpOBOKYBa/lOCA 3MiHaMu
KOHLEeHTpaL,iT aTopBacTaTUHY Y nia3mi KpoBi.

IHriGiTopn TpaHcnopTy. IHri6iTopy TpaHCMOPTHUX 6iNKiB (Hanpuknag, UMKIOCMOPWH, NeTepMoBip) 34aTHI NigBWLLYBaTU piBeHb CUCTEMHOI €KCMO3uLii
atopsacTtatuHy (avB. Tabnmuto 1). BniveB NPUrHIYEHHA HaKOMWYYBaSIbHUX TPAHCMOPTHUX OiNKiB HA KOHLEHTPALUil0 aTopBacTaTUHy B K/ITUHAX MeYiHKu
HEBIAOMUIA. AKLLO YHUKHYTW O4HOYACHOI0 NPU3HAYeHHs LUX npenapatiB HEMOX/MBO, PEKOMEH0BAHO 3HVKEHHS 4031 Ta NPOBEAEHHS KNiHIYHOrO MOHITOPUHTY
e(heKTUBHOCTI aTopBacTaTuHy (AUB. Tabnnuto 1).

E3eTumib. 3acTocyBaHHA e3eTUMIOY AK MOHOTeparii MoB’ A3y0Tb i3 PO3BMTKOM SIBMLL, 3 60OKY M’ S130BOI CUCTEMU, Y TOMY Ymci pabgomionidy. Takum YnHOM, rnpu
OAHOYaCHOMY 3aCTOCYBaHHI €3eTUMiOy Ta aTtopBacTaTUHY PU3NK PO3BUTKY UUX SBULY 36iNbLUIYETHCA. PEKOMEHA0BAHO MPOBOAUTM HANIEXHWIA KNiHIYHWNA
MOHITOPUHT CTaHy TaKUX NaLieHTIB.

®y3mngosa kucnoTa. MNpy ogHOYACHOMY CUCTEMHOMY 3aCTOCYBaHHI (Dy3VA0BOI KUCMOTU 3i CTaTUHAMKU MOXKe NifABWLLYBaTUCA PU3MK PO3BUTKY Mionatii, B TOMY
yncni pabgomionisy. MexaHism Ui€i B3aeMogii (UM € BOHa (hapMaKoAMHaMIYHOK abo (hapMaKOKIHETUYHO, Y/ 060X BUAIB OAHOYACHO) HA CbOrOAHI HEBIAOMMUIA.
MoBigomMAAAN NPo BUNaaKK pabhomionisy (y TOMy Ymcni 3 neTasibHUM HaC/iAKOM) Y NauieHTiB, AKi OTPMMYBa/IM KOMOIHaLit0 LMX npenaparis.

AKLLO HeobOXifjHe CUCTEMHE 3aCTOCYBaHHA (DY3ML0BOT KMCNOTW, CMif NPUMUHUTI 3aCTOCYBaHHS aTOpBacTaTUHY Ha BeCb Mepiof 3acToCcyBaHHS (y31A0BOI KAC/IOTH
(ams. po3gin «OcobAMBOCTI 3aCTOCYBAHHS).

[AurokcuH. Tlpu ofHOYaCHOMY 3aCTOCyBaHHI 6araTopa3oBuX [03 aTopBacTaTUHy Ta [UIFOKCMHY PIBHOBa&XXHI KOHLEHTpauii AWrOKCUHY Yy niasMi KpOBi
NiABWLLYHOTLCA (AMB. po3ain «PapMakoKiHeTUKa»). CNif HAEXXHUM YMHOM KOHTPO/OBATY CTaH NaLieHTiB, AKi NPUAMatOTb AUTOKCUH.

MepopasibHi KOHTpauenTuen. OfHOYaCHe 3aCTOCYBaHHSA aTopBacTaTUHy 3 NepopaibHUMIN KOHTPaLenTMBamu MigsnLLyBano 3HaueHHs AUC 4518 HOPETUCTEPOHY Ta
eTuHinecTpagiony (auBe. po3ain «PapmakonorivyHi BNacTUBOCTI»). LI nigBuLLeHHs cnig 6paTtu 4o yBarv npy BMG60pPI NepopasibHOro KOHTpauenTuBY A5 XIHKU, SKa



npuiimae ACTUH®,

BapdapuH. ATopBacTaTUH He YMHUB KNiHIYHO 3HaYYLLOT AiT HA NPOTPOMOIHOBMIA Yac Y NaLieHTiB, SiKi NPOXOAMNV AOBrOTpMBa/E NiKyBaHHA Bap(apuHOM.
KonxiuuH. Mpu ogHovacHOMY 3aCTOCYBaHHI aTopBacTaTUHYy 3 KOMIXILMHOM MOBILOMAAAM MPO BWUMAAKW Mionartii, y TOMYy uucii pabaomionisy, Tomy cnif 3
06epeXxKHICTIO Mp13HayaTh aTopBacTaTUH 3 KONXiLUHOM.

IHWI nikapcbki 3acobu. KniHiuHi gocnigpKeHHsT noKasanu, WO OfHOYaCHEe 3aCTOCYBaHHS aTopBacTaTMHY i FNOTEH3MBHUX MpenapaTtiB Ta MOro 3acTOCYBaHHS B
mpoueci ecTporeH3amiCcHOI Tepanii He CyMpOBOKYBa/I0Cb K/IHIYHO 3HAYYLLMMKU NOGIYHMMUK edekTaMu. [JOoCnifkeHb B3aEMOZii 3 IHWMMKU Mpenapatamu He
NMPOBOAVIIN.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

CkeneTHi M'A3u

Hazxoaunu pigKicHI NOBIAOM/IEHHS NPO BUNaLKM pabaomMionisy 3 roCTPOK HUPKOBOK HEAOCTATHICTIO BHACNILOK MIOr/I06IHYPIT NPy 3aCTOCYBaHHI atopBacTaTuHy
Ta IHWKWX NMiKapCbKUX 3ac06iB LbOro Knacy. HasBHICTb B aHaMHe3i MOPYLUEHHA (DYHKUIT HUPOK MOXe OYyTW (haKTOpOM PU3MKYy PO3BUTKY pabaomionisy. Taki
nayieHTn NoTpebyroTb OiflbLL PeTeIbHOro MOHITOPUHIY A/19 BUABNEHHS MOPYLUEHb 3 60KY CKENEeTHUX M’ A3iB.

ATOpBaCTaTUH, AK | IHLWI Npenapaty rpynu CTaTuHIB, iHOALI CNPUYMHAE MIONaTito, WO BU3HAYaETLCA AK 6inb y M'a3ax abo cnabKiCTb M’ A3iB Y MOEAHAHHI 3
NiABWLLEHHSAM MOKa3HMKIB KpeaTuHgochokiHaznm (KPK) y noHas 10 pasiB BuLLEe BEPXHLOI MeXi HOpMU. OHOYacHe 3aCTOCYBaHHSA BULLMX [03 aTopBacTaTuHY 3
NeBHVMW NiKapCbKNUMM 3ac06aMM, TaKUMU K LLMKIOCNOPUH i NOTY>cHI iHri6iTopn CY P 3A4 (Hanpuknag, KnapuTpoMiLmMH, iTpakoHa3on Ta iHriéitopun npoteas BIJ1
Ta Bipycy renatuty C), niABuLLye pu3nK mionartii/pabgomionisy.

Hagxoaunu pigkicHi noBifOMIEHHSA MPO BUMaAKM IMYHO/IOTMIYHO OnocepeaKoBaHOi HekpoTmayko4voi mionaTii (IOHM) — ayToimyHHOT MionaTii, NoB’A3aHoi i3
3acTocyBaHHAM cTaTuHiB. IOHM xapakTepusyeTbCa TaKMMW 03HaKaMu: CMabKiCTb NPOKCUMaNIbHUX M’S3iB Ta MiABULLEHWIA PiBEHb KpeaTUMHKIHA3M y cupoBartLi
KPOBI, AKi 36epiratoTbCs, He3BaXKAaOUM Ha NPUMNMHEHHSA NiKYBaHHA CTaTMHaAMK; M 530Ba GIONCIA BUABNSE HEKPOTU3YHOUY MionaTito 6e3 3Ha4YHOro 3anasieHHs; npu
3aCTOCYyBaHHI IMyHOCYNPECUBHMX 3aC06iB CNOCTEPIracTbCa NO3UTUBHA ANHaMIKa.

MOXXNMBICTb PO3BUTKY MiOMaTIT CMif po3rnsagatny 6yab-aKoronawieHTa 3 Angy3Ho Mianrieto, 60MICHICTIO abo cnabKicTio M’ A3iB Ta/abo 3HAYHUM NiABULLEHHAM
K®K. MaujieHTam cnif peKoMeHAyBaTV HeraHO NOBIAOMAATY MPO BUMAAKM 600 y M s3ax, 60/1icHOCTI abo cnabkocTi M’ S3iB HEBILOMOT eTionorii, 0co6/MBO
AKLLO Lie CYNPOBOKYETHLCA BiUYTTAM He3fy>KaHHsA abo MigBULLEHHSAM TemnepaTypy abo SKLO0 03HaKM Ta CUMMTOMK 3aXBOPHOBAHHS M’ A13iB 36epiratoTbea nicns
NPUNUHeHHs npuiiomy npenapaty ACTUH®. NlikyBaHHS npenapaToM cif NPUNMHATY Y pasi 3HAYHOTO MifiBULLIEHHS piBHS K®K, aiarHoCTyBaHHs ab0 Mifo3pu Ha
mionarito.

Pusuk mionartii nif vac nikyBaHHSA npenapataMu LbOro Knacy nigBULLYETLCA MPY OLHOYACHOMY 3aCTOCYBaHHI JiKAPCbKMX 3ac006iB, 3a3HayeHuX y Tabnuui 3.
Nikapi, sKi po3rnsgatoTs MOXMBICTL KOMGIHOBaHO! Tepanii npenapatom ACTUH® Ta 6yab-aKuUM i3 3a3HauYeHMX Npenapatis, MOBUHHI PETENbHO 3BAXWUTM
MOTEHUiVHI nepeBarn Ta pU3MKKM, a TaKoX peTelbHO MOHITOPUTM CTaH NauieHTiB WoAo Oyab-aKnxX NpossiB 60t0, 60iCHOCTI abo cnabKocTi y M’ si3ax, 0CO6NMBO
MPOTAroM NoYaTKOBMX MicALLIB Tepanii Ta NPoTArom 6yb-AKoro3 nepiofis TUTPYBaHHA 03U Y HANPAMKY 30i/1bLUEHHS Oy Ab-SKOro3 npenapartis. Cnif po3rnisHyTy
MOX/IMBICTb 3aCTOCYBaHHA HU3bKMX MOYATKOBUX Ta MiATPUMYHOUMX [03 aTOpBacTaTUHY NPU OAHOYACHOMY MPUIAOMI 3 BULLE3ragaHUMu NiKapcbKnuMmn 3acobamm
(amB. po3gin «B3aeMogia 3 iHWWMK NiKapCbKUMM 3ac06aMun Ta iHWI BUAWM B3aEMOAIN»). Y TaKMX CUTYyaLlisiX MOXKe po3rnsgatuca MOX/MBICTb NepioANYHOro
BU3HayeHHA KDK, ane Hemae rapaHTii, WO TakKMil MOHITOPUHI AOMOMOMXe 3arnobir T BUNnaAKam TSXXKOT MionaTil.

MMosigomMnsNn Npo BUMNaLKM MIOMATIl, Y TOMY 4ucii pabaomionisy, npyv OLHOYACHOMY 3aCTOCYBaHHI aTopBacTaTUHY 3 KOMXIUWMHOM, TOMY aTtopBacTaTuH 3
KONXILUMHOM Clif Npy3HaYaTy naLieHTaM 3 06epexHicTHO (AMB. po3ain «B3aemogis 3 iHWMMM iKapCbKUMM 3aCc06aMK Ta iHLWI BUAW B3aEMOLIN»).

Tepanito npenapatom ACTUH® cnig TmMyacoBo abo NOBHICTIO NPUNMHUTU NALLiEHTaM i3 FOCTPUM, CEPIMO3HIM CTAHOM, LLIO BKa3ye Ha PO3BUTOK MionaTii, a6o npu
HasBHOCTI (PakTopa pu3nKy PO3BUTKY HUPKOBOI HELOCTATHOCTI BHACMIA0K pabaomionisy (Hanpukiag, TsXXKa roctpa iHekLuis, rinoTeHsis, XipypriyHa onepadis,
TpaBMa, TSXKKi MeTaboniuHi, eHAOKPUHHI Ta eNeKTPONITUYHI PO3/1aau, a TaKOX HEKOHTPObOBaHI Cy0MM).



MopyLUeHHs OyHKLIT NeYiHKu

Byno nokaszaHo, WO CTaTUHW, AK | AesKi iHWI rinoninigeMiyHi nikapcbKi 3aco6u, acouitoTbCs 3 BIAXWIEHHAM Bif HOPMU GIOXIMIYHMX MOKa3HUKIB (DYHKLUT
nedviHku. CTiiike nigsuweHHs (6inbl HiX Y 3 pasv BULLE BEPXHbOT MeXi HOPMa/bHOrO fianasoHy, ke BUHUKIO 2 pa3n abo 6Ginblue) piBHIB CUPOBATKOBUX
TpaHcamiHa3 cnocTepiranocs y 0,7 % nauieHTiB, AKI OTPMMYBa/IM aTopBacTaTWH Mif Yac KAIHIYHMX JOCNimKeHb. YacToTa BUNagKiB UMX BifAXWIeHb Bif, HOPMM
ctaHosuna 0,2 %, 0,2 %, 0,6 % Ta 2,3 % ans o3 npenapaty 10, 20, 40 Ta 80 Mr BigNoBiAHO.

MMig Yac KNiHIYHWX SOCMIMKEHb aTtopBacTaTMHy B O4HOrO0 MalieHTa pPo3BUHY/ACH XXOBTAHUUA. [MiABULLEHI MOKA3HUKM (YHKLIOHAIbHUX MPo6 nediHku (PrM) y
IHLWMX NauieHTIB He OY/M MOB’ A3aHi 3 XXOBTAHULELD ab0 IHWNMK KIHIYHUMU cUMITOMaMK. Ticns 3MeHLLEeHHS 403K, NepepBn y 3acTOCyBaHHI aTopBacTaTuHy abo
MPUNUHEHHS AOr0 3aCTOCYBaHHA PiBHI TpaHCamiHa3 MOBEPTaUCS A0 PIBHIB nepes NikyBaHHAM ab0 NPUOAN3HO [0 UMX PiBHIB 6e3 HeraTMBHMX Hacnigkis. 18 i3
30 navieHTiB 3i CTINKNM NiABULLEHHAM MOKa3HUKIB (hYHKLIOHaIbHUX NPO6 NeYiHKM NPOLOBXYBa/IM NiKyBaHHA aTopBacTaTUHOM Y HUMXKUMX [03aX.

Mepes TUM AK po3nounHaTh Tepanito npenapatom ACTUH®, pekoMeHyeTbCA OTpUMAaTK pe3ynbTaTyi aHanisis oo (MepmMeHTIB NediHKy Ta 34aBaTyi aHaniaun
MOBTOPHO Y pasi KNiHiYHOI NoTpebun. Hagxoamnu pifKicHi NOCTpeecTpaliiHi NOBiAOMNEHHSA NPO BUNaAKWN NeTanbHOI Ta HeNneTanbHOI NeviHKOBOI HeJOCTaTHOCTI Y
nauieHTiB, AKi NpuiiMany npenapaTy rpynu CTaTWHIB, Y TOMY YMCAI aTOpBacTaTWH. Y pasi Cepio3HOr0 YPaKeHHs MEeYiHKW 3 KNiHIYHUMKX cuMnTOMaMu Ta/abo
rinep6inipy6iHemieto a60 XOBTAHULEIO Mif yac 3acTocyBaHHA npenapaTy ACTUH® cnig HeraliHO NPUMUHWATY NiKyBaHHS. SKLLO HE BU3HAYEHO aNbTePHATUBHOT
eTioNoril, He cNif NOBTOPHO PO3MOYNHATU NiIKYBaHHA NpenapaTom.

ACTUH® cnig 3 06epexHicTiO Npu3HadyaTV nallieHTaMm, SKi 3/710BXMBAlOTh a/koroseM Ta/abo MaioTb B aHaMHe3i 3axBOptoBaHHA nediHku. ACTUH®
MPOTMUMNOKAa3aHWA MpW aKTUBHOMY 3aXBOPIOBaHHI MeYiHKM abo CTiKOMY NifBWLLEHHI PIBHIB MEYiHKOBMX TpaHcaMiHa3 HeBifoMoi eTionorii (4uB. po3gin
«[POTUNOKA3aHHS»).

EHIOKpUHHA (hyHKLUISA

Mosigomnanu npo nigsuLLeHHA piBHA HBALC Ta KOHUeHTpauiT rnioKo3v y CpoBaTL KPOBI HaTLe npu 3acTocyBaHHI iHribitopis TMIT KoA-peaykTasu, y Tomy
ymncni aTopBacTaTuHy.

CTaTvHM NepeLuKopKaTb CUHTE3Y XOMECTePUHY Ta TEOPETUYHO MOXYTb OCNabnAaTV CEeKpeuitd CTepoidiB HaLHMPKOBMX 3a/103 Ta/abo roHagHWX CTepoijis.
KniHiuHi gocnifjpkeHHs nokasanu, L0 aTopBacTaTWH He 3HWXKYE 6a3a/ibHy KOHLEHTpauitd KOpTU30/y NnasMu Ta He MOPYLUYE afpeHanoBuil peseps. Bnaus
CTaTMHIB Ha 3anigHIoYy 34aTHICTb CNEPMI He AOCNIAXKYBaBCSA Y AOCTaTHbOI KifbKOCTI NauieHTiB. HeBigoMO, SKMM YMHOM NpenapaT BrAMBae Ta il Ym B3arani
BMN/IMBAE Ha CUCTEMY «CTaTeBi 3a103M-rinogis-rinotanamyc» y XiHoK y nepeameHonaysanbHuii nepiog. Cnig 6yt 06epeXXHUM Npy 0gHOYaCHOMY 3aCTOCYBaHHI
npenapary rpynu CTaTMHIB 3 NiKapCbKMMK 3ac06aMu, AKi MOXYTb 3HVXKYBATW PiBHI ab0 aKTUBHICTb eHAOTNEeHHUX CTePOigHMX FOPMOHIB, TAKUMW SIK KETOKOHA30/1,
CMiPOHOMAKTOH Ta LMMETUANVH.

3acTocyBaHHA nalieHTam i3 HeLoAaBHIMU BUNALKaMM IHCYNbTY ab0 TPaH3WTOPHOI iemiyHoi aTaku (TIA)

Mpn post-hoc aHanisi gocnigkeHHs SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol Levels/3ano6iraHHs iHCYNbTY LUASAXOM Pi3KOro
3MEHLLEHHS PiBHIB X0NeCTepuHy), NMij vac SKOro atopsactatvH y Aosi 80 Mr Ha npoTueary nnaue6o 3actocoByBasv 4731 nauieHTy 6e3 iLieMiyHOT XBOPOOM cepus,
fKi Man B aHaMHe3i BUMagku iHcynbTy abo TIA npoTarom nonepegHix 6 micauis, cnocTtepiranaca 6inblla YacToTa BMNALKIiB reMopariyHoro iHCynbTy y rpyni
navuieHTiB, AKi OTpUMYBaIM aTopBacTaTUH y A03i 80 Mr NopiBHAHO 3 rpynoto nnaue6o (55 sunagkis, 2,3 %y rpyni atopeacTaTyHy NOPiBHAHO 3 33 BUNagkamu, 1,4
% y rpyni nnayebo; CP: 1,68, 95 % Al: 1,09, 2,59; p=0,0168). YacToTa BUNaAKiB NeTa/lbHOrO reMopariyHoro iHcynbTy 6yna nofibHo Yy BCiX rpynax nikyBaHHS
(17 Ta 18 gns rpyn atopBacTaTuHy Ta nnaauebo BignosigHO). YacToTa BUNafKiB HeMeTaIbHOro reMopariyHoro iHcybTy 6yna 3Ha4YHO BULLLOK Y rpyni NauieHTiB, AKi
oTpuMyBanu atopsacTaTuH (38, 1,6 %), nopiBHAHO 3 rpynoto nnaue6o (16, 0,7 %). [eski No4aTKOBI XapaKTEPUCTMKK, Y TOMY YUCAi HasBHICTb BMNAAKIB
remopariyHoro Ta /1akKyHapHOro iHCy/nbTy Nif Yac BKNKOYEHHS L0 LOCMIIKEHHS, acoLitoBa/ICA 3 BULLOK 4aCTOTOK BMMAAKIB reMopariyHoro iHCynbTy 'y rpyni
nawuieHTiB, AKi OTPUMYyBaN aTopBacTaTUH (AMB. Po3Aain «MobiuHi peakLii»).



Cepep, 39828 nauieHTiB, AKi OTPMMYBa/IM aTOPBACTaTUH Y KNIHIYHUX focnimkeHHAX, 15813 (40 %) nauieHTiB 6ynu BikoMm Bif 65 pokis, a 2800 (7 %) navieHTiB
Oynu BikoM Bif, 75 pokiB. He crnocTepiranocs »oAHoi 3araibHOi BiAMIHHOCTI W00 6e3nekun Ta eq)eKTUBHOCTI 3aCTOCYBaHHA npenaparty nauieHTam iTHbOro BiKy
Ta MauieHTaM MONOALIOro BiKy, Tak caMo, ik He 6yn0 3apeecTpoBaHO XOAHMX BigMIHHOCTEW Yy BiANOBIAI Ha NiKyBaHHSA MiXK MauieHTamMu NiTHLOro BiKy Ta
MOMIOALUMMM NauieHTamMmy 3rigHO 3 IHLWWM KAiHIYHUM JOCBIAOM, NPOTE HE MOXKHA BUK/HOYATK BiflbLly YyTAIMBICTb AeSKMX CTapLUMX nayieHTiB. OCKiNbKN NauieHTn
NITHLOrO BiKy (BiKOM Bif, 65 pOKiB) CXWAbHI A0 MionaTil, cnif 3 06epeXXHICTIO NPU3HavaTy IM aTopBacTaTUH.

MeyiHKOBa HEAOCTATHICTDb

ACTWH® npoTunokasaHuit nauieHTaM 3 aKTUBHUM 3aXBOPIOBAHHSAM MeYiHKM, BK/IOUAOUM CTiliKe MiBULLEHHSA PIiBHIB MeYiHKOBMX TpaHCcamiHa3 HeBiAoMOT
eTionorii (aue. po3ainn «PapmakonorivyHi BNacTUBOCTI» Ta «[1POTUMNOKA3aHHA»).

[0 NoyaTKy NliKyBaHHA

ATOpBaCTaTUH CNifJ 3 06ePEXHICTIO NPU3HAYaTK NaLieHTaM 3i CXWUMbHICTIO A0 PO3BUTKY pabaomionisy. [1o noyaTKy fiKyBaHHS CTaTMHAMKM Y NaLieHTIB, CXUTbHUX
[0 PO3BUTKY pabLomionisy, Cif BU3HauaTu piBeHb KpeaTuHKiHa3m (KK) npu:

- NOPYLUEeHHI (hYHKLIT HUPOK;

- TINOQYHKLUIT LWMTOBUAHOT 3a/1031;

- CNafKoBMX po3nagax M’ A30BOi CUCTEMM Y CiMEMHOMY abo 0COBMCTOMY aHaMHe3i;

- MEPEHECEHNX Y MUHYIOMY BUMaAKaxX TOKCMYHOIO BMN/IMBY CTaTMHIB abo (hibpaTiB Ha M’ A3u;

- NepeHeCceHnX Y MUHYNOMY 3aXBOPHOBAHHAX NeYiHKN Ta/abo 3M10BXMBaHHI a/IKOr0/1eM.

[N nauieHTiB NiTHLOro BiKy (BikOM Bif 70 poKiB) HeO6XiAHICTb NPOBEAEHHS O03HaYeHMX 3axXO0fiB C/ifj OLiHIOBATK 3 ypaxyBaHHAM HasBHOCTI IHLINX (DaKTOpPiB
CXMMBHOCTI A0 PO3BUTKY pabaomionisy.

MiABYLLEHHA PIBHA MpenapaTy y nnasmi KPpoBi MOX/MBe, 30Kpema, Yy pasi B3aeMOpii (4UB. po3ain «B3aemogis 3 IHWUMK NiKapcbKMKU 3acobamu Ta iHWi BUAN
B3aEMO/ii1») Ta 3aCTOCYyBaHHSA 0CO6/IMBUM NONyNALISM NauieHTiB (AMB. po3ain «PapMakoKiHETUKaE»), y TOMY YMCAI NaLlieHTaM 3i CnagKoBMMM XBOPO6aMu.

Y Takux BuMagkKax PeKOMeHA0BaHO OL|iHIOBATW CMiBBiJHOLLEHHS PU3NKIB Ta OYiKyBaHOI KOPWUCTI Bif NiKyBaHHSA Ta MPOBOAMTW KNiHIYHWIA MOHITOPUHI CTaHy
nauieHTiB. AKLWO [0 NoYyaTKy NiKyBaHHS piBeHb KK 3HauHO nigsuLLeHuin (nepesuiye BMH 6inbLl HiXK y 5 pasiB), NikyBaHHA po3rnoymHaTL He chif,.

BumiptoBaHHs piBHA KK

PiBeHb KK He cnig BM3HayaTh Nicns iHTEHCUBHUX (Di3UYHUX HaBaHTaXXeHb ab0 3a HasABHOCTI OYAb-AKUX MOX/IMBUX &/IbTEPHATUBHUX NPUYUH NiABULLEHHS PiBHS
KK, OCKiNbKMN Lie MOXe YCKNafHUTKU iHTepnpeTauito pe3ynbTaTiB. AKLL0 Ha MOYaTKOBOMY PiBHI CMOCTEPIraeTbCA 3HayHe nigsuweHHs KK (nepesuieHHs BMH
6inbLL HIXX Y 5 pasiB), TO Yepe3 5-7 AHiB HEOOXiHO NPOBECTX NOBTOPHE BU3HAYEHHS AN1A NIATBEPKEHHS pe3y nbTaty.

ig yac nikyBaHHsS

MauieHT NOBUHHI 3HATK NPO HEO6XiAHICTb HeraliHO MOBIAOMAATM NPO PO3BUTOK 60O Yy M’ A3ax, CYA0M UM CNabKOCTi, 0CO6/MBO KOMM BOHW CYyNPOBOMXKYHOTHCS
He3ayXaHHAM abo rapsvKoto.

Y pasi nosBu UMx CMMNTOMIB MNif Yac NiKyBaHHS aTopBacTaTMHOM HeobXigHO BU3HauUMTK piBeHb KK y uboro nauieHta. AKwo piseHb KK 3Ha4YHO NigBULLEHNI
(nepesunwye BMH 6inbL HIX Y 5 pasiB), iKyBaHHSA Clig NPUNUHUTHA,

[OUiNbHICTb NPUNUHEHHS NTIKYBaHHSA CNif TAKOX PO3rNAHYTU, AKLWO NiaBuLLeHHA piBHS KK He cArae n'aTmkpatHoro nepesuuieHHs BMH, ane cumntomu 3 60Ky
M’ 13iB MatOTb TSHKKMIA XapaKTep Ta WOAEHHO CTaloTb NPUYMHOK HEMPUEMHMX BIAYYTTIB.

icnsa 3HUKHEHHS CMMNTOMIB Ta HopManizauil piBHS KK MOXHa po3rnisiHyTU MOX/MBICTb BIAHOB/EHHS NiKyBaHHS aTopBacTaTMHOM ab0o Mo4yaTKy JliKyBaHHS
a/IbTEPHATUBHNM CTATUHOM 32 YMOBW 3aCTOCYBaHHA MiHIMa/IbHOT MOXK/IMBOT 03K Mpenapary Ta peTeNbHOro Harns4y 3a CTaHOM MalieHTa.

JlikyBaHHS aTOpBacTaTMHOM HEO6XiAHO MPUNUHUTK, SKLLO CNOCTepIracTbCa KNiHIYHO 3HavyLe niasuweHHs pisHA KK (nepesuweHHs BMH 6inbLu Hixk y 10 pasiB)
ab0 BCTaHOB/MEHO AiarHo3 pabaomionisy (abo € nigo3pa Ha PO3BMTOK PabaoMionisy).

OfHoYacHe 3aCTOCYBAHHA 3 IHLUMMW NiKapCbKMMK 3acob6amm




Pu3nK po3BUTKY pabLoMioniy MiABULLYETHCA MPWU OAHOYACHOMY 3aCTOCYBaHHI aTtopBacTaTVMHY 3 [eAKMMU NiKapCbKMMK 3aco6amu, WO MOXYTb 36ibLInTU
KOHLEHTpaL|ito aTtopBacTaTMHy y nnasMmi Kposi. MMpuknagamyu Takux MpenapatiB MOXYTb OyTW MOTYXHi iHri6itopy CYP 3A4 abo TpaHCMOPTHUX O6ifKiB:
LMK/IOCMOPWH, TeNITPOMILMH, KNapuUTPOMILMH, AenaBipAavH, CTUPUMNEHTON, KETOKOHA30/1, BOPMKOHA30/, ITpaKoHa30/1, MocakoHa3o/ Ta iHri6iTopy npoteasun BIJ1, y
TOMY 4mC/i PUTOHaBIp, NoNiHaBip, aTtasaHasip, iHAWHaBIP, AapyHasip. IMpy O0gHOYACHOMY 3acTOCyBaHHI 3 reMgibpo3niom Ta iHWWUMK MOXigHUMUK (hiGPOBOI
KNCNOTK, 6oLEenpeBipom, epUTPOMILUHOM, HiaUMHOM Ta e3eTUMi6oM, TenanpesBipom abo 3 KOMOiHaLieto TenanpeBip/pUTOHaBIP TaKOX 3p0OCTaE PU3NK BUHUKHEHHS
MionaTii. AKLLO0 MOXKHa, CAif, 3aCTOCOBYBATY iHLUI NiKapCbKi 3ac06M (L0 He B3aEMOAIOTL 3 aTOpBACTaTMHOM) 3aMiCTb BULLE3rafaHuX.

AKLLO HeO6XIAHO NPOBOAMTY OAHOYACHE NliKyBaHHS aTOpBacTaTMHOM Ta 3rafiaHuMuy npenaparamu, Cif, peTesibHO 3BaXXUTU KOPUCTb Ta PUSMKA. AKLLO NauieHTu
NpUAMatoTb NiKapCbKi 3206y, L0 NiABULLYHOTb KOHLEHTPALiK0 aTopBacTaTMHY Y Nna3mi KPoBi, pEKOMEHAYETbCA 3HMXKYBATN 403y aTopBacTaTUHY A0 MiHIMa/IbHOT.
Kpim Toro, y pasi 3actocyBaHHs MOTY>XHUX iHri6iTopis CY P 3A4 cnif po3rnsiHyTV MOX/IMBICTb 3aCTOCYBaHHA MEHLLOT MOYaTKOBOI 4031 aTopBacTaTuHy. TakoX
PEKOMEHAYETLCA MPOBOAUTIN HANEXHUIA KNIHIYHWIA MOHITOPUHT CTaHy LMX NaLieHTIB.

ATOpBAaCcTaTUH He MOXHa Npu3HayaT OAHOYACHO 3 (PY3MA0BOKD KUC/OTO, AKY 3aCTOCOBYHOTb CMCTEMHO, 260 BMPOAOBXK 7 AHIB NICAA MPUMNUHEHHS NTIKYBaHHSA
(Dy31Z0BOK KMCNOTOH. MauieHTaM, SKMM CUCTEMHE 3aCTOCYBaHHA (PY3MA0BOT KUC/IOTW BBXKAETLCA HEOOXiAHWMM, NiKyBaHHA CTaTUHaMK CAif NPU3YNUHUTKA Ha
BeCb Mepiof 3acTocyBaHHS (DY3MAO0BOI KACNOTU. Y MauieHTiB, AKi OTpMMyBain (hy3MAoBY KUCMOTY Ta CTaTUHWU Yy KOMOiHaLiT, 6ynn 3apeecTpoBaHi BMNaLKu
pabgomionisy (B ToMy umcni netanbHi) (auB. po3gin «B3aemogist 3 iHWMMK NiKapCbKMMK 3aco6aMu Ta iHLWI BUAW B3aEMOAiN»). MauieHTy cnif pekomeHayBaTm
HeraliHO 3BepTaTnCA 3a MeANYHOK OMOMOTOH Y pa3i BUHUKHEHHS By ab-AKMX CUMMTOMIB C1abKoCTi, 60110 a60 60NICHOT YyTANBOCTI Y M’ A3ax.

Tepanito cTaTMHaMM MOXKHa NPOJOBXUTY Yepe3 7 AHIB NiCs OTPUMaHHA 0CTaHHbLOT 403U (hy3UA0BOT KUCOTH.

3a BMHATKOBMX O6CTaBWMH, KOMWM MOTPiGHE [OBrOCTPOKOBE CUCTEMHE 3aCTOCyBaHHA (DY3WMA0BOI KWCMOTW, Hanpuknag AN8 NiKYyBaHHSA TSHKKMX iH(EKLiN,
HEeo6XiAHICTb 0AHOYACHOrO 3acTocyBaHHs npenapaTy ACTUH® Ta dy3naoBoi KUCNOTY Cifl po3rnsaaTv Tibky B iHAVBIAYanbHOMY NOPSAKY Ta 34iACHI0BATM Mifl
PeTeNIbHUM Harnsa4oMm flikaps.

IHTepcTULianbHa XxBopoba nereHis (1XJ1)

IMig yac nikyBaHHA AeSKMMM cTaTUHaMK (0CO6/IMBO Mif Yac TPMBANOro MiKyBaHHSA) Bynn onucaHi BUHSATKOBI BUNagku po3BuTKY IXJ1. o NposBiB i€l XBOpoou
MOXHa BiJHECTW 3afuLUKY, HENpOLYKTUBHWIA Kalle/b Ta 3ara/lbHe MOripLleHHs caMonodyTTs (CTOMJIHOBAHICTb, 3HVKEHHA Macu Tina Ta rapsyka). Y pasi
BUHWUKHEHHS Nigo3pn Ha IXJ1 cnif npunuHUTY NliKyBaHHA CTaTUHaMM.

Tepanis NinigoMoAMGIKYHUMM NpenapaTaMy NoBMHHA 6YTY OAHIEID 31 CKIaA0BMX KOMMIEKCHOT Tepanii Ana nayieHTiB 3i 3HaYHO MiABULLEHNM PU3NKOM PO3BUTKY
aTepoCK/IEPOTUYHMX 3aXBOPHOBAHb CYAVH Yepes rinepxonectepuHeMito. MegukamMeHTO3Ha Tepanisi peKOMeHAYETbCA K AOMOBHEHHS [0 AIETU, KON pe3ynbTaTy Bif
JOTPUMAHHA [LIETH, L0 OOMEXYE CMOXMBAHHSA HAaCWYEHMX XMPIB Ta XONECTEPUHY, a TakOX Bif 3aCTOCYBaHHSA IHLUIMX HeMeAMKaMEHTO3HMX 3axofiB 0yso
HeoCTaTHbO. MaljieHTam 3 iLemiuHo XBOP060otD cepus abo AeKinbKoMa (hakTopamMn pU3nKy PO3BUTKY iLLEMiYHOT XBOPO6U cepus npuiiom npenapaTy ACTUH®
MO>XHa po3noyaTy 0AHOYACHO 3 JOTPUMAHHAM LIETK.

OO6Me>KeHHS 3aCTOCyBaHHS

ATOpBacTaTUH He JOCNIMKYBaM 3a YMOB, KO/ OCHOBHUM BiAXWUMEHHSAM Bif, HOPMM 3 GOKY MIINOMPOTETHIB € NiABULLEHHSA PiBHSA XiNOMIKPOHIB (Tvnn | Ta V 3a
Knacuikauieto PpeapikcoHa).

J0onomiXkKHI pe4oBUHYU

[lo cknagy npenapaty BXOAWTb flakTo3a. Lleid npenapaT He cnig npuilMaty nauieHTam 3 PigKICHUMW CMafKOBMMW 3aXBOPHOBAHHSMU, MOB’A3aHUMMK 3
HenepeHOCUMICTIO rafiakTosu, AediynTom naktasm JSlanna abo MasbabcopoLieto MHOKO3U-ranakTo3n.

3acTocyBaHHs y nepiof BariTHOCTI abo rofyBaHHS rpyasto.
BariTHiCTb
OujiHKa pu3uKiB



ACTVH® npoTumnokasaHwii BariTHUM >KiHKaM, OCKiflbKW He BCTaHOBNEHa O6€3MeKa IOro 3acTOCYBaHHs BariTHUM i HeMmae sBHOI KOpUCTI npuitomy
NiNigo3HMKYBaNbHUX NpenapartiB nif Yac BariTHOCTI. OCKiNbKK iHriGiTopn MTMI-KoA-pefyKTasn 3HMKYOTb CUHTE3 XONIECTEPUHY Ta, MOXK/IMBO, CUHTE3 iHLINX
6i0NI0riYHO aKTUBHUX PEUOBWUH, AIKi € NOXigHUMM XonecTepuHy, ACTVH® moxe LWKignmMBo BNAMBaTK Ha nnif. Mpuiiom npenapaty ACTUH® cnig npunuHuty, K
Ti/lbKW BCTAHOB/IEHA BariTHICTb (AMB. Po34in «pOTUMNOKa3aHHA»).

Po3paxyHKOBWIN (DOHOBWIA PU3UK 3HAYHMX BPOMKEHUX MasibhopMauii Ta BUKWMAHIB ANS BKasaHOI nmonynauil HeBigoMwiA. Y 3aranbHii nonynsauii CLUA
PO3paxXyHKOBU/ (POHOBUIA PU3UK 3HAYHUX BPOMKEHUX Manb(opMaLii Ta BMKWAHIB NPW KNIHIYHO BM3HAHMX BariTHOCTAX CTaHOBUTbL 24 % Ta 15-20%
BIAMNOBI4HO.

KoHTpaugenuis

ATOpBacTaTMH MOXe 3aBfaBaTW LUKOAM MJIOAY NPW 3aCTOCYBaHHI BariTHOK >KIHKOK. JKiHKM PernpoayKTMBHOMO BiKy MatoTb OyTW MpoiHopMoBaHi Mpo
HeoOXiAHICTb e(heKTUBHOI KOHTpALENLii Mig Yac NiKyBaHHS LM NpenapaTom.

KniHiYHI gaHi

O6mexeHi ony6nikoBaHi faHi 06cepBaLiiHUX LOCNIMKeHb, MeTa-aHasi3iB Ta KNiHIYHMX BMNAAKIB LWOA0 3aCTOCYBaHHS aTopBacTaTMHY KasbLito He NoKasasiun
NigBULLEHOIO PU3NKY BUHUKHEHHS CEPNO3HUX BPOLKEHUX Masib(hopmaLiil a60 BUKUAHIB.

Hazxoaunu pigKicHi NOBIJOMIEHHSA MPO BPOMYKEHI aHOMauii Micns BHYTPILIHLOYTPOOHOT ekcrno3uuii iHwux iHriiTopis Ml -KoA-peaykrasu. MNMpocnekTmsHe
crnocTepeXxxeHHs npubansHo 100 BMNafKiB BariTHOCTEN Y XKIHOK, SKi NiKYBa/IUCA CMMBACTaTUHOM YW /I0BACTaTMHOM, NOKAa3aso, WO YacToTa BUMNagKiB BPOMKEHMX
aHomMasin nnopa, BUKUAHIB Ta BHYTPILUHbOYTPOOGHMX CMepTei/MepTBOHaPOLKEHb He MepeBuLLyBaia YacToTH, O4iKyBaHOT 419 3arasibHOT nonynauii. KinbKictb
BUNaAKIB € OCTATHLOM), W06 BUKIOUUTY = 3—-4-KpaTHe MiABULLEHHS BPOKEHWUX aHOManiii PO3BUTKY NoAa NOPIiBHAHO 3 (POHOBOK YacTOTO. Y 89 % BariTHUX,
3a SIKUMW BeM NPOCNEKTUBHE CMOCTEPEXEHHS, NiKyBaHHSA NpenapaTtoM Po3rnoYnMHanocs 40 BariTHOCTI Ta NPUMNUHANOCA Mig vac | TpUMecTpy Micns BUAB/EHHS
BariTHOCTI.

[Mepiof rogysaHHs rpyaato

ACTUH® npoTtunokasaHwii nig yac rofgysaHHs rpyaato. BiacyTHs iHgopmalis Npo BRAWB NpenapaTy Ha AUTWHY, SIKY FOAYHOTb rpyAato, abo Ha fakTaLlito.
HeBifoMO, UM MPOHMKAe aTopBacTaTWH Yy FpyAHE MOJIOKO, OAHaK Oyno NokasaHo, L0 iHLUMIA NiKapCbKWin 3aci6 LbOro Knacy noTtpanise y rpyjHe MOJSOKO;
aTopBacTaTUH HasBHWIA Yy Monoui LypiB. OCKiNbKX CTaTUHU MOTEHUIAHO 34aTHI CNPUUYMHUTL CEepino3Hi HebaxaHi peakLuii y HEMOBAST, AKi 3HAXOAATbCS Ha
rpyHOMY roflyBaHHi, XiHKaM, sKi MoTpeOyoThb NiKyBaHHs npenapatoM ACTUH®, He cnig rogysaTtvi rpyato (AvB. po3ain «MpoTUnoKasaHHs»).

30aTHICTb BNMBATM Ha LWBMAKICTb pPeaku i’ Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3MaMu.
Mpenapart 34iACHIOE JY>Ke He3HAYHWIA BM/IMB Ha LWBUAKICTb peakLuil nif yac KepyBaHHsA aBTOTPAHCMOPTOM abo iHLWIMMKU MexaHi3MaMu.

Cnoci6 3acTocyBaHHs Ta [03W.

linepninigemis i 3miwana gucninigemis

PekomeHz0BaHa nouyatkosa fo3a npenapaty ACTUH® ctaHoButh 10 a6o 20 Mr 1 pa3 Ha fo6y. 1 nauieHTiB, AKi NOTPeOYTb 3HAUYHOTO 3HVKEHHS PiBHS
xonectepuHy JIMHLL, (6inblu HiXX Ha 45 %), Tepanis mMoxe 6yTW posnoyaTa i3 Ao3yBaHHS 40 Mr 1pa3 Ha 4o6y. [lo3oBuwii fianasoH npenapaty ACTUH®
3HaxoauTbCst Y Mexax Big 10 go 80 mr 1 pa3 Ha fo6y. lNMpenapaT MOXKHa NpUAMaTK Pa3oBOH 030K Y OyAb-AKi rOAUHM Ta He3aneXHO Bif BXMBaHHA 1Xi.
MouaTkoBy Ta MiaTpUMYytodi fo3u npenapaty ACTUH® cnig nigbypatu iHaMBiAyanbHO, 3a0€XHO Bifl METU MiKyBaHHSA Ta BiAno.ii. Micas noyaTky nikyBaHHs Ta
/a6o nicna TUTpyBaHHs ao3u npenapaty ACTUH® cnif npoaHanisysaTy piBHi ninigis npoTarom nepioay Bif 2 A0 4 TUXKHIB Ta BiAMNOBIAHUM YMHOM BigKOPUTyBaTK
[03y.

eTepo3nroTHa ciMeiiHa rinepxonecTepuHeMmisy nalieHTiB AuTa4voro Biky (BikoM Big 10 fo 17 pokis)

PekomeHza0BaHa noyartkosa Ao3a npenapaty ACTUH® ctaHoBuTb 10 Mr/goby, 3BuyaiiHWiA fiana3oH [03 cTaHOBMTL Bif 10 0 20 Mr nepopasibHO 1 pas Ha o6y .



[03v npenaparty cnig nigbvpartn iHauBIAyanbHO, BIANOBIAHO 40 METU NiKyBaHHSA. KopuryBaHHS 403U CNif MPOBOAUTM 3 IHTEPBa/IOM 4 TVXKHI abo bisbLue.
"OMO3uroTHa CiMeiiHa rinepxonecTepuHemis

[o3a npenapaty ACTUH® 1515 nauieHTiB 3 rOMO3UIOTHO CiMEHOI rinepxonecTepuHeMmieto cTaHoBUTL Big 10 10 80 Mr Ha fo6y. ACTUH® cnif 3acTocoByBaTy
K AONOBHEHHS [0 iHWWX rinoninigeMiyHnX MeTogiB NikyBaHHA (Hanpuknag, apepe3 JIMHLLL) a6o sKwio rinoninigeMivHi MeTOAM NiKyBaHHA HEAOCTYIHI.
OpHovacHa rinoninigemivyHa Tepanis

ACTWH® moxHa 3aCTOCOBYBATW 3i CEKBECTPAHTAMMW XXOBYHMX KUCMOT. KomGiHalito iHriGiTopis MMI-KoA-peaykTasn (CTaTUHIB) Ta (ibpaTis cnif 3araiom
NpU3HaYaTn 3 06epeXXHICTHO (ANB. po3ainu «B3aemopis 3 IHLLMMK NiKapCbKMUMK 3acob6ami Ta iHLLI BUAM B3aEMOAIN» Ta «OC06IMBOCTI 3aCTOCYBaHHS).

[lo3yBaHHA ANA NALIEHTIB i3 NOPYLUEHHAMM (PYHKLIT HUPOK

3axBOpIOBaHHA HUPOK He BIM/IMBAE Hi HA KOHLEHTpaLii y nias3mi KpoBi, Hi Ha 3HWKeHHS piBHA XxonectepuHy JIMHLL, npy 3acTocyBaHHI atopBacTaTuHy; OTXe,
KOpWryBaHHS 403u npenapary 415 NauieHTiB i3 NopyLeHHAMM (YHKLIT HUPOK He NoTpibHe (AMB. po3ainn «PapMakoKiHeTUKa» Ta «OCO6NMBOCTI 3aCTOCYBaHHS»).
[,03yBaHHA AN NauieHTiB, AKi NPUIMaloTb LMKIOCTOPUH, KNapuTPOMILMH, iTpakoHas3on, e TepMoBip abo neBHi iHri6iTopy npoTeas

Cnip yHuKaTy nikyBaHHsa npenapatom ACTUH® nauieHTam, ki NpuiimMatoTb LIMKNOCMOPUH a6o iHriGiTopy npoTeasun BIJ1 TunpaHasip + puToHaBip, abo iHriGiTop
npoTeasu Bipycy renatuty C rnekanpesip + nibpeHTacsip, abo neTepMoBip Npy 04HOYACHOMY 3aCTOCYBaHHI 3 LIMKNOCNOPUHOM. MauieHTam 3 BIJ1, AKi npuiimatoTb
noniHaeip + putoHasip, ACTUH® cnif 3acTocoBYBaTU Yy HalHUXKYiA HeOBXiAHIN A03i. MallieHTam, sKi NpuiiMaloTb KNapUTPOMILMH, iTpakoHa3on, enbacsip +
rpasonpesip, abo nauieHtam 3 BIJ1, aki npuiiMatoTb KOMOIHaLIT CakBiHaBIp + pUTOHaBIp, AapyHasip + pUTOHaBIp, ocamnpeHasip, (hocamnpeHasip + pUTOHaBIp
abo neTepmoBip, TepaneBTUYHY Ao3y npenapaty ACTUH® cnif obmexutin 20 Mr, a TakoX PeKOMeHAYETbCS MPOBOAUTW HaNIeXHi KNiHiYHI 06CTEXeHHs AN1a
3a6€3MeYeHHs 3aCTOCYBaHHSA HaliMeHLLOI HeobxiaHo! ao3n npenapaty ACTUH®. MauieHTam, sKi npuiitMaloThb iHri6iTop NpoTteasn BIJ1 HendiHagip, NikyBaHHS
npenapatom ACTUH® cnif o6mexutn goso0 ao 40 mr. Mpu cynyTHLOMY MNPU3HAYeHHI aTopBacTaTUHY 3 iHLIMMMK iHTiGiTOpaMy npoTeas PeKOMEHAYEThCS
MPOBeAeHHS BifNOBIAHMX KNiHIYHMX 06CTEXeEHb A5 3a6e3MneUeHHs 3aCTOCYBaHHSA HaliMeHLLIOT HeobXiaHoT 103y npenapaTy ACTUH® (auB. po3ginu «B3aemogis 3
IHLIMMK NiKapCbKMMM 3aco6amMu Ta iHLLI BUAW B3aEMOAIV» Ta «OC06IMBOCTI 3aCTOCYBAHHS»).

aiTn.
e Tepo3nroTHa ciMeitHa rinepxonecTepuHemis.
Besneka Ta e(heKTUBHICTb 3aCTOCYBaHHA aTopBacTaTUHY BCTaHOBNEHI AN AiTeld BikoM Big 10 4o 17 pokKiB 3 reTepo3vroTHOK CiIMEHOLO TinepXxonecTepuHeEMIErD SK
[OMOBHEHHSA [0 AIETU AN1A 3HVDKEHHSA 3araslbHOro XonectepuHy, pisHa JIMHLL, Ta piBHSA anoninonpoTeiHy B, Konu nicng afgekBaTHOI cnpobwu gietoTepanit
BIAMIYalOTbCA:
xonectepuH JINMHLLY, 2 190 mr/gn (4,91 mmonb/n) abo
xonectepuH JINMHLLY, = 160 mr/gn (4,14 mmons/n) i
o Y CiMeiHOMY aHaMHe3i HasiBHa CimMeliHa XonecTeprHeMis abo paHHi cepLeBO-CyAMHHI 3aXBOPIOBaHHSA Y POAMYIB NepLLIoro abo Apyroro cTyrneHs abo
o HasBHI [1Ba ab0 GiflbLUe IHLWMX (haKTOPiB PU3NKY CEePLIEBO-CYANHHNX 3aXBOPHOBAHD.
MoKa3aHHS [/19 3aCTOCYBaHHS aTopBacTaTuHy NiATBEPAKEHE HA OCHOBI AOCNIAXEHb:
Mnaue60-KOHTPONbOBaHE KNiHIYHe JOCNIIKEHHS TPUBANICTIO 6 MicALIB 3a yyacTio 187 X/0MuiB, a TakoxX AiByaT nicns novaTky MeHCTpyauin Bikom Big 10
A0 17 pokiB. MauieHTn, SKi OTPUMYBaM NiKyBaHHSA aTopBacTaTUHOM Y A03i 10 Mr a6o 20 Mr WOAHSA, Mann 3aranom nofdibHuii npodinb HebaxxaHMX peakLiii
[0 TaKOro y nauieHTIB, AKi OTpMMyBa/n nnauebo. Y LUboMy BY3bKOMY KOHTPO/IbOBaHOMY AOCILKEHHI He BY/10 BUAB/IEHO 3HAYYLLLOrO BINJ/IMBY Npenapary Ha
piCT abo cTaTeBe [03piBaHHS X/10MNLiB ab0 Ha TPUBATICTb MEHCTPYa/IbHOI 0 LMKNY Y AiBYarT.
TpupiyHe BiKpUTe HEKOHTPONbOBaHE AOCNIAKEHHS 3a yyacTio 163 giTeli Bikom Bifg 10 10 15 pokiB 3 reTepo3nroTHOR CiMEHO FinepXonecTepuHeEMIELo,
ANA SKUX nigéupann fo3y Ana AOCArHEHHS LifboBoro pisHA xonectepuHy JIMHLL, <130 mr/gn (3,36 MMosib/n). besneka Ta ePeKTUBHICTL 3aCTOCYBaHHSA



aTopBacTaTUHy Npu 3HMKEHHI xonecTepuHy JIMHLLL 3a3Buyali BignoBifaroTb MOKa3HWKaM, SKi CrocTepiranncs y AOPOCAUX NauieHTIB, He3BaXarun Ha
06MEXeHHS NiaHy KOHTPO/IbOBAHOI0 JOCIIYKEHHS.
[ns giByar nicns novaTky MeHCTpYyaLii HeobXifHa KOHCYNbTaLif WoA0 KOHTpaUenLil, AKWO Le AopeyHO A4S nalieHTa.
[J0BrocTpoKoBOi e(eKTMBHOCTI Tepanii atopBacTaTMHOM, PO3Mnoyatoi B AUTUHCTBI A1 3MEHLLEHHSI 3aXBOPKOBAHOCTI Ta CMEPTHOCTI Y AOpOCnoMy Bili, He
BCTaHOB/IEHO.
Besneka Ta e()eKTMBHICTb Tepanii aTopBacTaTMHOM He BCTaHOB/eHa Y fiTei Bikom 40 10 poKiB 3 reTepo3nroTHO CiIMENHOIO FinepXxonecTepuHEMIErO.
"OMO3MroTHa cimeliHa rinepxonec TepuHeMis
KniHiuyHa etheKTMBHICTb aTopBacTaTHy Yy Ao3ax Ao 80 Mr/goby npoTarom 1 poky 6yna ouiHeHa Y HEKOHTPO/IbOBaHOMY AOCNIAXEHHI Y NaLieHTiB 3 rOMO3UIOTHOO
CiMEeNHOI0 rinepxonecTepMHEMIEtD, 0 AKOro 6yn0 BKIKOUEHO 8 AiTei.

NepenosyBaHHS.

CneuudiyHoro nikysaHHs nepeaosysaHHs npenapatom ACTUH® Hemae. Y pasi nepefo3yBaHHs NaLlieHTa cif, NikyBaTi CUMNTOMATUYHO Ta NpK Heo6XiAHOCTi
3aCTOCOBYBaTU MiATPUMYOYi 3axoau. Uepes BUCOKWIA CTYMiHb 3B’S3yBaHHA npenapaty 3 6ifikamu naasMm He cif 04iKyBaTW 3HAYHOMO NiACUNEHHS KipeHCy
npenapaty ACTUH® 3a fonomoroto remogianisy.

Mo6iyHiI peakuil.
Y 3B’A3Ky 3 TUM, WO KNiHIYHI JOCNI[KEHHA NPOBOAATLCA B PI3HOMaHITHUX YMOBaX, YaCTOTY BUHUKHEHHS HebGaKaHMX peakuild, Lo crocTepiraloTbea nif yac
KNIHIYHUX [OCHiXeHb NiKapCbKoro 3acoby, He MOXKHa 6e3mnocepefHbO MOPIBHIOBATM 3 MOKasHWKaMu, OTPUMaHUMW Mif Yac KAIHIYHUX LOCNILXKEHb IHLIOro
npenapaTty, Ta BOHU MOXYTb He BifNoBiJaTV NOKa3HMKaM 4aCTOTH, LLIO CMOCTEPIraoTbCa Yy KNIHIYHIN NpaKTuLi.
3rigHo 3 iHopMaLlieto KNIHIYHUX LOCIIKEHb, Y NALIEHTIB, AKi OTPUMYBa/IM JliKyBaHHSA aTOPBaCTaTUHOM, HayacTiLle crocTepiranncs Taki HebaxkaHi peakuii, Wo
NPU3BOAMAN [0 NPUNMHEHHS 3aCTOCYBaHHS NpenapaTy Ta Tpanasinuca 3 4acToToro, BULLOH (9,7 % Ta 9,5 % nauieHTIiB BIANOBIAHO), HXX Y rpyni nnayebo: mianris
(0,7 %), piapes (0,5 %), HynoTta (0,4 %), nigBuLLIEHHA pPiBHA anaHiHaMmiHoTpaHcgepasun (AJ1T) (0,4 %) Ta neyiHkoBux epmeHTiB (0,4 %).
HaiuacTilwmmmn nobiyHMmm peakuismm (=2 % nopiBHAHO 3 NnaLe60o), He3aneXHOo Bif NPUYMHK, Y NaLieHTIB, SKi 0OTpMMYyBanM Nnauebo y gocnigpkeHHsx (N=8755),
Oynu: HazoapuHriT (8,3 %), apTpanris (6,9 %), aiapes (6,8 %), 6inb y KiHuiBKax (6,0 %) Ta iH(eKLiT cevoBMBIgHNX WNAXIB (5,7 %).

Tabnuus 4
KniHiuHi HebaxaHi peakuil, W0 BUHUKaM Y 2 % nauieHTiB Ta 6inblue, AKi OTPUMYBaIn NiKyBaHHA Oy[b-AKOK 403010 aTopBacTaTuHy, Ta 3 YacTOTOH, BULLOHD,
HiXK Yy rpyni nnaue6o, He3anexHo Bif NPUYMHHOIO 3B’ A3KY (% NauieHTiB).

HeBakaHa DeaKLis™ BZQ:HKa 10 mr 20 mr 40 mr 80 mr Mnayebo
peakt HO: N=3908 [N=188 |N=604  |N=4055 N=7311
N=8755
HasodgapuHrit 8,3 12,9 5,3 7 4,2 8,2
ApTpasris 6,9 8,9 11,7 10,6 4,3 6,5
[liapes 6,8 7,3 6,4 14,1 5,2 6,3
Binb y KiHLiBKax 6 8,5 3,7 9,3 3,1 5,9




Ijj(ilexkigiﬂ Cel-IOBI/IBi,U,HI/IXSJ 6.9 6.4 5 41 5.6
Sucrencis A7 5,9 3,2 6 3,3 4,3
Hypnota 4 3,7 3,7 7,1 3,8 3,5
M’ 930B0-CKeNeTHW 6inb 3,8 5,2 3,2 5,1 2,3 3,6
M’ A308Bi criasmu 3,6 4.6 4.8 5,1 2,4 3

Mianris 3,5 3,6 5,9 8,4 2,7 3,1
be3CoHHA 3 2,8 1,1 5,3 2,8 2,9
;D;EVIH ronapuHreasibHui b3 29 16 b8 0.7 b1

*HebakaHa peakuis >2 % y 6yb-gKiil 403i 6inbLUe, HIX Y rpyni Nnaue6o

[0 iHWKX HebaxxaHUX peakLii, Npo AKi NOBILOMAANN Y NpoLeci Nnaue6b0-KOHTPOIbOBaHWX JOCNIIKEHb, HANeXaTb:

3ara/ibHi NOPYLUEHHA: BIAYYTTS He34y>KaHHSA, NipeKcis;

3 60Ky TpaBHOT CUCTEMW: LLTYHKOBO-KULLKOBUIA AUCKOMMOPT, BIAPUKKA, METEOPWN3M, renatuT, XonecTas;

3 6OKy CKeneTHO-M’ A30BOT CUCTEMM: M’ S30BO-CKENETHUIA Biflb, NigBULLEHA BTOM/IIOBAHICTb M’ A3iB, 6inb Y LUKT, HAabpsK cyrno6is, TeHAMHoNatisa (iHogi ycknagHeHa
PO3PUBOM CYXOXWNNISA);

3 60Ky MeTaboniamy Ta xapuyBaHHs: NiABULLEHHS TpaHCaMiHa3, BIAXUIEHHS Bif HOPMW (DYHKLIOHAIbHMX NPO6 NeYiHKK, NiABULLEHHS PiBHSA NYyXHOT ocdaTasun B
KpOBI, NiABWLLEHHSA aKTUBHOCTI KPeaTUH(OCHOKIHA3M, Tinepriikemis;

3 60Ky HEpPBOBOT CUCTEMMU: YKaxMBI CHOBUAIHHS;

3 60Ky AMXaNbHOI CUCTEMI: HOCOBA KPOBOTEYR,

3 60Ky LUKIpK Ta il NpUAaTKIB: KPOMUB' AHKa,;

3 GOKy OpraHiB 30py: HEYiTKICTb 30pYy, MOPYLUEHHS 30pY;

3 GOKy opraHis cnyxy Ta piBHOBaru: Wym y ByXax;

3 6OKy cevyocTaTeBOI CUCTEMN: NIEAKOLMTOYPIS;

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

YacToTy BUHMKHEHHS MOGIYHMX peakLii BU3HAYaIM Takum YMHOM: Yacto (>1/100, <1/10); HeyacTo (>1/1000, <1/100); pigko (>1/10000, <1/1000); gy>ke pigKo
(<1/10000).

3 60Ky HepBOBOT CUCTEMU: HACTO — rO/IOBHMI 6iNb; HEYACTO — 3aNaMOpPOYeHHSs, NapecTesis, rinecTesis, AUCreB3is, aMHe3is; PigKo — nepugepuyHa Heiponaris.

3 60Ky LLYHKOBO-KWLLIKOBOIO TPAKTY: YacTo — 3arnop; HeyacTo — NMaHKPeaTuT, 6/1H0BaHHS.

3 60Ky CKeneTHO-M’ 130BOT CUCTEMM Ta CrMoyYHOT TKaHWHW: 4acTo — 6inb y cyrnobax, 6ib y CNKHI; piAKo — Mionartis, Mio3nT, pabaomionis.

3arasibHi MOPYLUEHHS: HeYacTo — acTeHis, 6inb Y rpyaax, nepuepryHi HabpsKM, CTOMJTHOBAHICTb.

MopyLueHHss MeTaboniamy Ta XxapyyBaHHA: HeYacTo — rinorikeMis, 36ibLeHHs Macuy Tifna, aHOPEKCIs.



3 60Ky MeyiHKM Ta O0BYHOro Mixypa: Ly>Ke pifKO — NneyiHKoBa HeLOCTaTHICTb.

3 60Ky LLKipy Ta Cnofy4yHoT TKaHWHW: HeYacTo — LUKIPHI BUCUMAHHS, CBEPOIXK, anonewis; pigko — aHrioHeBPOTUYHUIA HAOPSAK, OYNbO3HWIA AepMaTUT (Y TOMY Yuchi
MYnbTU(OPMHa epuTema), cMHAPOM CTiBeHCa—[])KOHCOHA Ta TOKCUYHWIA enifiepMasibHUIA HEKPOi3.

3 60Ky AnxaNbHOT CUCTEMMU, OpraHiB rpyAHOT KNiTKW Ta cepefoCTIiHHA: 4acTo — 6inb y ropni Ta ropTaHi.

3 60Ky cMCTEeMM KpoBi Ta NiMgaTUUYHOT CUCTEMU: PIAKO — TPOMOOLMTONEHIS.

3 60Ky IMyHHOT CUCTEMM: YacTo — a/leprivHi peakLil; fyxe pifAKo — aHadinakcis.

3 GOKy opraHiB 30py: HEYACTO — 3aTYMaHEHHS 30py.

3MiHK pe3ynbTaTiB fabopaTOpPHMX aHani3iB: YacTo — BiAXWNEHHS pe3ynbTaTiB PYyHKLiOHabHUX NPo6 neYviHkK (NiABWLLEHHS aKTUBHOCTI TpaHcamiHa3 CUpPOBaTKM
KpOBI), NiABULLEHHSA aKTUBHOCTI KpeaTUH(OCHOKIHa3M KPOBI; HEYacToO — NO3UTUBHUI pe3ynbTaT aHai3y Ha BMICT NeKOLMUTIB Y Ceui.

AK 1 npy 3acTocyBaHHI iHWKX iHriGiTopiB TMI-KoA-peayKTasu, y nauieHTiB, AKi NpuiAMany atopBacTaThH, CrocTepirany nifBuLeHHsS aKTUBHOCTI TpaHcamiHas
CUpoBaTKM KpoBi. Lli 3MiHK 3a3BMyain 6ynu cnabko BUPaXXEHNMM, TMMYAcOBMMU Ta He NOTpebyBasiv BTPYYaHHS abo flikyBaHHSA. KAiHIYHO 3HauyLle MigBULLEHHS
aKTVMBHOCTI TpaHcaMiHa3 cupoBaTku KpoBi (nigsuwieHHs BMH 6inbl Hix y 3 pas3u) cnoctepiraiv y 0,8 % nauieHTiB, AKi npuiiManu atopsBacTaTuH. Lle
NigBULLEHHS Ma10 0303a/1eXXHMWI XapaKTep Ta 6y/10 060POTHUM Y BCiX NaLi€HTIB.

Y 2,5 % nauieHTiB, AKi NpuiimMann aTopeacTaTvH, CNocTepiran 3pocTaHHsa akTMeHoCTi KK cupoBaTkm KpoBi, Wo 6inbll HX y 3 pas3u nepesumitysana BMH. Lie
36iracTbCa 3i CroOCTEPeXeHHAMM MpKU 3acTOCyBaHHI IHWKX iHri6iTopiB TMI-KoA-peaykTasu y npoueci KaiHiYHMX pocnipkeHb. Y 0,4 % nauieHTiB, AKi
OTPVMMYBa/IM aTopBacTaTWH, CNocTepiranncs piBHi, Wo nepesuilysanm BMH 6inbw Hix y 10 pasis.

MoBifOMAANN NPO PO3BMTOK MOBIYHMX pPeakLiid, Lo BUHUKAN Yy NPOLECi KNIHIYHMX AOCNiAKeHb: iH(eKL T Ce4oBMBIAHOIO TPaKTy, LYKPOBUIA AiabeT, iHCYNbT.
IMo6iYHI peakLil nif Yyac KNiHIYHUX AOCNIMKEHb 3aCTOCYBAHHSA aTOPBACTATUHY Y AITEN

Y npoueci 26-TMXKHEBOro KOHTPONbOBAHOI0 AOCNIMKEHHS Yy X/10MNUiB, a TakoX Yy AiByaT Micns novatky MeHCTpyauil 3 reTepo3uroTHOK CiMENHOH
rinepxonectepuHemieto (y Bivi Big 10 fo 17 pokiB) npodinb 6e3nekun Ta NepeHoCUMOoCTI atopsBacTaTuHy y Ao3i Big 10 o 20 Mr Ha f00y SK JONOBHEHHS A0 AIETH
A1 3HVDKEHHS 3ara/ibHOro X0necTepuHy, piBHA xonectepuHy JINMHLL, Ta piBHA anoninonpoTeiny B 6yB 3arasiom nogi6HyuM go npodinto nnaueobo.

[locBif nicnapeecTpayitHoro 3acTocyBaHHS aTopBacTaTUHY.

MpoTAroM nicnsApeecTpaLiiHoro 3acToCyBaHHSI aTopBacTaTMHY Oynn BUSIBNEHI HKYe3a3HaueHi HebakaHi peakuii. OCKifbKn Npo Wi peakuii NOBiAOMNSETLCA Ha
[06POBINbHINA OCHOBI, HE 3aBXAW MOX/MBO AOCTOBIPHO OLiHNTM TX 4acTOTy abo BCTaHOBUTU MPUUYMHHO-HACNIAKOBUIA 3B’ 130K i3 3aCTOCYBaHHSAM rpernapary.

[0 HebaXaHUX peakuiid, MOB’A3aHUX i3 JliKyBaHHAM aToOpPBacTaTUHOM, 3apeecTpOBaHWX MiCNA BUXOLY NpenapaTy Ha PUHOK, HE3al1eXHO Bif OLiIHKM
NMPUYMHHO-HACNIAKOBOrO 3B’ A3KY, Ha/IeXaTb peakLil: aHatinakcis, aHrioHeBPOTUYHMIA HAOPSK, OYNbO3HI BUCUMaHHA (Y TOMY YMCAi eKCcydaTUBHa MyNbTUHOPMHA
eputeMa, cuHApom CrTiBeHCa—[KOHCOHA Ta TOKCMYHWIA enifepManbHUA HEKponi3), pabaomionis, Mio3nT, MiABWLLEHA BTOMJIHOBAHICTb, PO3PUB CYXOXWU/NS,
neTasnbHa Ta HeneTa/lbHa NeYiHKoBa HeJOCTAaTHICTb, 3aNaMOPOYEHHS, Aenpecis, nepudeprnyHa HelMponaTis, NaHKPeaTUT Ta IHTepPCTULLiasIbHa XBOPO6a NereHsb.
Hagxoaunu pigkicHi NoBiAOMMIEHHA NPO BUMAaAKM iMyHO/IOTIYHO OMocepeaKoBaHOT HEKPOTN3YHOUOT MionaTii, MOB’ A3aHOT i3 3aCTOCYBaHHAM CTaTUHIB (AMB. PO34in
«OCc061MBOCTI 3aCTOCYBaHHA»); MPO KOTHITUBHI po3nagn (Hanpukniag, BTparta nam’ aTi, 6e3nam’ ATHICTb, aMHe3is, MOPYLUEeHHA nam’ ATi, CNIyTaHICTb CBILOMOCTI),
MOB’A3aHi i3 3aCTOCYBaHHAM CTaTWHIB. LIi KOrHITUBHI po3naan 6ynn 3apeecTpoBaHi NPU 3aCTOCYBaHHI BCiX CTaTMHIB. MOBIJOMMIEHHS 3ara/loM He Hanexanm [0
KaTeropii cepino3Hmx HebaxxaHNX peakuii, Ui Nposisu 6y 060pOTHUMU MICNA NPUNUHEHHS NPUIAOMY CTATUHIB, 3 PI3HUM MEepPioLoM [0 NoYaTKy NposBYy CUMNTOMY
(Big mepLuoro AHA L0 KiNbKOX POKIB) Ta 3HUKHEHHA CMMMTOMY (MefiaHa TPMBASIOCTI CTaHOBMIA 3 TUXKHI).

IMig yac 3acToCcyBaHHS AesaKUX CTaTUHIB Oynv onucaHi Taki HebaxKaHi SBULLA: po3naf cTaTeBol YHKLUIT; BUHATKOBI BUNaAKM iHTEPCTULia/lbHOT XBOPOOM NereHis,
0C06MBO Nif Yac TPMBAIOro NiKyBaHHS.

Mig Yyac NOCTMAPKETUHIOBUX CMOCTEPEXEHb MOBIAOMASNOCS NPO HMKYE3a3HAYEHI NOGIYHI peakLiii.

3 60Ky KPOBOHOCHOT Ta NiMhaTUYHOT CUCTEMU: TPOMOOLMTONEHIS.

3 60Ky iIMyHHOT cMCTeMW: anepriyHi peakyii, aHainakcisa (y ToMy Yncni aHaiNnakKTUUYHWIA LWOK).




MopyLueHHss MeTaboni3mMy Ta xapyyBaHHSA: 30i/IbLLEHHS Macu Tifa.

3 60Ky HEPBOBOT CUCTEMMW: FO/IOBHUI BiNb, rinecTesis, AMCreB3is.

3 60Ky LLMYHKOBO-KMULLIKOBOIO TPaKTY: 6iflb Y XXMBOTI.

3 60Ky opraHis cnyxy Ta nabipuHTy: LWYyM Y ByXax.

3 60Ky LUKipW Ta NifgLWKIipHOT TKaHWHW: KPOMNMB’ AHKa.

3 60Ky CKeneTHO-M’ A30BOT CUCTEMM Ta CNONYYHOT TKaHWUHW: apTpasris, 6inb y CrnHi.

3aranbHi NopyLUeHHs: 6ifb y rpyasx, NnepugepryHnin Habpsk, HesLyXaHHs, BTOMA.

3MiHM pe3ynbTaTIiB N1abopaTOPHUX aHanisis: MigBULLEHHS aKTUBHOCTI alaHiHaMiHOTpaHcdepasy, NiABULLEHHSA aKTUBHOCTI KPeaTUH(OCHOKIHA3M Y Nia3Mi KPOBI.

TepMiH NpUAATHOCTI. 2 POKMK.

YMoBM 36epiraHHs.
36epiratv npu TemnepaTypi He BuLe 25 °C. 36epirat y HeOCTYNMHOMY AN AiTel MicLj.

YnakoBKa.
Mo 10 Tabnetok y 6nictepi, no 3 6/1iCTepn B KAPTOHHIN KOpoOLi.
Karteropis Bignycky. 3a peLenTom.

Bupo6HUK.
MIKPO JIABC TIMITEA/MICRO LABS LIMITED.

Micue3HaxomMkeHHS BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS MOro 4isiNIbHOCTI.
AindHka No. S.155 - S.159 1a N1, Mpomucnosa 3oHa BepHa, ®a3a Il Ta ®a3a IV, BepHa CankeTT, In-403 722, 1HAis/PLOT NO. S.155 TO S.159 & N1, VERNA
INDUSTRIAL ESTATE,PHASE Il & PHASE IV, VERNA SALCETTE, IN-403 722, India.



