IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

ETCET®

(ATSAT?)

Cknao:
ditoua pevosuHa: atorvastatin;

1 TaGneTKa MiCTUTb aTOPBACTATUHY KaJlbIlif0 eKBiBasieHTHO aTopBacTatury 10 mr, 20 mr, 40 Mr a6o
80 wmr;

O0ONOMIJCHI PeYOBUHU: JTAKTO3KW MOHOTIAPAT, 1101038 MIKPOKPHUCTAIIYHA, KaJIbllilo KapOoHaT,
nmoBigoH K30, HaTpito KpockapMeno3a, KpeMHiI0 TiOKCHUM KOJIOigHWM Oe3BOIHUM, MaTrHi0
creapat, Opadry 03F84827 poxeBuii ;

*
Opadry 03F84827 poxeBuii: rimpoMenosa, TuTany giokcup (E 171), momieTUneHrIikomb, TalbK,
3amiza okcup uyepBouui (E 172).

JIikapcbKa ¢opma. TabneTku, BKpUTI 000JT0HKOIO.
OcCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

mabemxku, ekpumi 060.10HK00 10 me, 20 m2: KPYTJIi HBOOMYKJIi TabIeTKH, BKPUTI 000JI0HKOIO
POKEBOTO KOJIbOPY 3 HamucoM «10» abo «20» 3 ogHOTO OOKY;

mabsaemku, akpumi 060.10HK0W0 40 me, 80 me: KpyTIIi IBOONYKII TabIeTKU, BKPUTI 000JI0HKOIO
POKEBOT0 KOJIbOPY, TTafieHbKi 3 000X OOKiB.

®dapmakoTepaneBTHYHa rpymna.
[Ipenapaty, 110 3HUKYIOTh PiBEHb XOJIECTEPUHY 1 TPUTJIIIEPUIIB Y CUPOBATII KPOBI.

[uribiTopu I'MI'-KoA-penykrasu. Kog ATX C10A A0S.

dapmakonoeiuHi e1acmueocmi.
®apmakoOuHamika.

ETcer® MiCTHTL aKTHBHY PEYOBHHY aTOPBACTATHH. ATOPBACTATHH € CEJIeKTUBHAM KOHKYPEHTHHAM



inriditopom 'MK-KoA-penykTa3u - pepMeHTYy, 110 BU3Ha4a€ MIBUAKICT IEPETBOPEHHS 3-TiIPOKCH-
3-MeTUI-TIITapUI-KOEH3UMYy A y MeBaJIOHAT, 1110 € IOIePeIHUKOM CTEPOJIiB, 30KpeMa X0JIeCTEPUHY.
Tpurninepunu (TT') Ta XonecTepuH y medinii BOyIOBYIOTECS Y MOJIEKYIH JINONPOTEIHIB JyKe HU3BKOI
miineHOCTI (JITIOHII), HagXomsaTs [0 ImIa3MU KPOBi i TPAHCIIOPTYIOTHCS A0 Nepu(PepuiyHnX TKaHUH.
JlinonpoTein HU3bKOI miinbHOCTI (JITTHII) yTBOpioeThes 3 JITIMHII i KaTabomi3yeThCs TOTOBHUM
YUHOM IIJITXOM B3a€MOfil 3 BucokoadinauMu pettentopamu JITTHII (JITTHIII-penentopn).

ATopBacTaTUH 3HUKYE KOHIIEHTpALlil X0JIeCTepPUHY Y IIJIa3Mi KPOBi Ta JINONpoTeiHy ¥ CHpOBaTIIi
KpoBi nuisxoM inribyBanHsS [ MK-KoA-penykTa3y, a 3rofioM - 0i0CUHTE3y X0JIeCTEPUHY V TeUiHIIi, a
TAKOXK 30i/bIIIye KinbKicTh meuinkoBux perentopiB JITTHII] Ha moBepxHi KITiTHH, 110 TPU3BOOUTH 10
TIOCUJIEHHS 3aXOIIeHHs i kaTabomizmy JITTHIII.

AtopBactaTtuH 3HuXKYye yrBopeHHs JITTHII Ta KinbKicTh 4acTuHOK JIITHIII. ATOpBacTaTH COPUYMHSIE
BUpaXxKeHe 1 cTivKe mifgBuilieHHs akTUBHOCTI JITTHIII-penienTopiB y NOoeOHAHHI 31 CIPUATINBUMU
3MiHaMu KOCTi yacTuHOK JITTHII, 1m0 uupKymioioTh. ATOpBacTaTUH e(eKTUBHO 3HUXKYE PiBEHDb
xonectepuny (XC) JIITHII y nauieHTiB i3 TOMO3UTOTHO CIMEWHOI0 Tiepx0IeCcTepUHEMIEID, a 1ie
Tpylla, SKa He 3aBXKAM pearysaja Ha Teparliio rinominigeMiyauMu 3acobamu.

Kpim BnuBy Ha Jimifu mja3Mu aTOpBacTaTHH Mae€ iHIIL e(eKTH, AKi IOCUIIOITh 00
aHTHATePOCKIEPOTUYHY Aif0. BiH MpUTrHidyye CUHTE3 i30IPEHOIMIB - PEYOBHUH, IKi Hif0Th IK paKTOpH
POCTY Ha mpoJidepaliiio KIIiTHH TTagKuxX M’s3iB CyIWH, 3MEHIIY€E B’SI3KiCTh IIa3MM Ta aKTUBHICTD
meskux (paKTOPiB KOATryJdllil i arperatiil. 3aBOsIKY TakKi [il BiH TOKpallye TeMOAUHAMIKY i CIpuse
HOpMai3atil mpotieciB koarynsuii Kposi. Kpim Toro, inri6itopu I'MI'-KoA-penykTa3u BIJIMBAIOTh Ha
MeTaboi3M Makpodaris i, TaAKUM YUHOM, IPUTHIYYIOTh iX aKTUBAIIil0, 110 3MEHIIIYE€ PU3UK PO3PUBY
aTepOoCKIEePOTUYHUX OJISIIOK.

Byno moka3aHo, 1110 aTOpBacTaTUH 3HUXKYE KOHIIEHTpallil 3arajabHOro xonectepuny (30 - 46 %),

XC JITTHII (41 - 61 %), anominonporeiny B (34 - 50 %) ta TT (14 - 33 %), COPpUYUHSIOYH
BapiabenbHe migBuinerHs piBHsA XC JIIIBII Ta anosminonpoTeiny A ¥ XOfi JOCTigKeHHS, B IKOMY
BHBYAJIM [10303aJIeKHICTh 10T0 edekTy. Lli pe3ynbTraTy y3roaXKylThCS 3 JAaHUMU 00 XBOPUX i3
reTEePO3UTOTHOIO POJUHHOIO TiepX0IeCTeEPUHEMIEI0, HEPOOUHHUMHU (pOpMaMH TilepxojiecTepuHeMil
Ta 3MillIaHOIO TinepinifgeMieio, BKII0Ual0YX XBOPUX 3 iHCYTiHOHE3aIeKHUM IIYKPOBUM [iabeToM.

Byno moBemeHo, 110 3HMKEHHS piBHIB 3aranbHoro xojaectepuny, XC JITTHII Ta anoninonpoTeiny B
3MEHIIIy€ PU3UK CEPLIEBO-CYIUHHUX YCKIafHEHb Ta JIEeTaIbHICTh Bif CEepIeBO-CYAMHHUX 3aXBOPIOBAHbD.

dapmakoKiHemuxka.

AGcopbiris

ATopBacTaTUH MIBUAKO aOCOPOYETHCS MiCiIsg IepopaIbHOro IPUMOMY i locATae MaKCUMaJIbHOI
KOHIIeHTPallil ¥ Iy1a3Mi KpoBi uepes 1-2 rogunu. PiBeHb MOrIMHaAHHS Ta KOHIIEHTPALlis
aToOpBaCTaTHUHY Y IJIa3Mi KPOBI 3a/Ie2KUTh Bifl JO3U aTOPBACTATHAHY. biOgOCTYIIHICTS aTOPBACTATUHY Y
¢dbopmi TabIeTOK MOPIBHSHO 3 PO3YMHOM CTAaHOBHUTHL 95 % Ta 99 % BimmoBigHO. AGCOIOTHA
6i0IOCTYIHICTh aTOPBACTATUHY CTAHOBUTL Mpubnu3Ho 14 %, a cucTeMHa OOCTYNHICTh iHTi0yi040l
akTHBHOCTI BigHOCHO ['MI'-KoA-penykTa3u - npubau3uo 30 %. Husbka cuctemMHa 6iogoCTyIHICTh
3yMOBJIEHa IIPECUCTEMHUM KJIIPEHCOM Y CJIM30Bili 000JIOHIII IITYHKOBOTO TPAKTY Ta
6ioTpaHCcdopMaliieio iy yac IePBUHHOTO TPOXO[KEHHS Yepe3 Nnevinky. [Ipuiiom 1xKi 3MeHIIye
IMIBUKICTh Ta CTYIiHb IOTIMHAHHS IIpenapaTty npubau3Ho Ha 25 % Ta 9 % BignoBigHO, 110
MigTBEPAXKYETHCS PiBHEM MaKCHUMallbHOI KOHIleHTpalil Ta AUC (moima mif KpUBoo «KOHIIEHTPallis-
yac»). 3unxkenHd piBHa XC JITTHIII He 3ameXkuTh Bif 4acy 3acToCyBaHHS. KOHIIEHTpaIlis
aTopBaCTaTHHY Yy IJIa3Mi KPOBI MiC/Isl MPUIOMY IIpeliapaTy BBeuepi HUXK4Ya, HiXK MiC/Is IPUuoMy



BpaHIi (IepeBuIllye MaKCUMalbHy KOHIIeHTpauio Ta piBeHb AUC npubnu3no Ha 30 %). He3Baxawoun
Ha 1e, 3HuKeHHd piBHA XC JIITHII He 3ameXkuTsh Bifi 4acy IpUiioMy IIpenapary.

Posnopin

CepepiHiii 06’eM pO3MOMiNy aTOpBacTaTUHY CTAaHOBUTH nMpubau3Ho 381 1. 3’s13yBaHHS 3 OiKaMu
IJIa3MU KPOBi CTaHOBUTH > 98 %. AKII0 3HAUEHHS CHiBBIJHOIIEHHS €PUTPOLUTH/IIIa3Ma KPOBi
cTaHOBUTH npubnu3Ho 0,25, 1le BKa3ye Ha HU3bKUY PiBeHb IeHeTpallil mpenaparty B eputponutu. Ha
IiCTaBl CIIOCTEPEXKEHBD Yy IIYPiB BBAXKAETHCS, 1110 aTOPBAaCTAaTUH 3JaTHUYM IPOHUKATHU y TPyOHE
MOJIOKO (uB. po3minu «IIpoTHIIoKa3aHHsA», «3aCTOCYBaHHS y Iepiofl BariTHOCTiI abo rogyBaHHS
rpynnioo» ta «OcoOMMBOCTI 3aCTOCYBaHHS»).

Mertaboizm

ATopBacTaTUH 3HAYHOI0 MipOI0 MeTab0Ii3yETHCS, YTBOPIOIOYH IIPH IIbOMY OPTO- i
maparigpoKCHU/IbOBaHi MOXifHI Ta Pi3Hi NPOOYKTU b-OKKUCHEHHS. In vitro opTo- i maparigpoKCUIboBaHi
MeTaloJIiT! IPOABIAIOTE iHTi0y04y akTuBHICTE 1ogo 'MI'-KoA-penykTasu, eKBiBaleHTHY [il
atopBacTaTuHy. [HriOylouuii epekT npenapaty BifHOCHO [MI'-KoA-penykrasu npubausuo Ha 70 %
BU3HAYAETHCS aKTUBHICTIO NUPKYIIOI0UUX MeTabomiTiB. [JocmigXeHHs in vitro miaTBepAXKYIOTh
BaXIUBICTh OioTpaHchopMallil aTopBaCTaTUHY Iif BIIJIUBOM IuToxpoMy P450 3A4. OgHOYaCHUM
IIPUHOM aTOPBaCTaTUHY Ta EPUTPOMIIMHY, iHTibiTopa 1uToxpomy P450 3A4, mpu3BOgUTD OO
IiABUIIEHHS KOHI[EHTPAIlil aTOpBaCTaTUHY y Ija3Mi KpoBi. [locigKeHHSs in vitro Takox
HiATBEPAXKYIOTH TOU (DaKT, 1IJ0 aTOpBACTaTHH € clabKuM iHriditopom nuroxpomy P450 3A4. Tlpu
OOHOYACHOMY 3aCTOCYBaHHI aTOpBACTaTHHY Ta TepdheHa[UHy, IKUM B OCHOBHOMY MeTab0I1i3yeThCst
cucteMoro nutoxpoMy P450 3A4, KoHIIeHTpaLlisi OCTAaHHBOT'O Y I1JIa3Mi KPOBI MaiiKe He 3MiHIOEThCS.
TakuM 4YMHOM, MaJIOMMOBIPHO, 1[0 3aCTOCYBaHHSA [IUTOXPOMY MOXKe 3HaYHO 3MIHUTHU
bapMakokiHeTHKY iHImuX cy6cTpaTiB ruToxpomy P450 3A4. YV TBapuH OPTOTigpPOKCUIHOBAHUM
MeTaboJIiT 3a3Hae MOaIbIIO] TIIOKYPOHi3alil.

Buninenusa

ATOpBacTaTHH Ta M0Oro MeTaboIiTh TOJTIOBHUM YMHOM BUBOISTHCS 3 XKOBYIO ITiCIIS TEYiHKOBOI Ta/a0o
103aleyviHKoBoi OioTpaHchopMmallili, 0qHAK He 3a3Hal0Th IITYHKOBO-TIEYiHKOBOI PELIUPKYJIISAIII.
CepenHiii mepion HamiBBUBEIEHHS aTOPBACTAaTUHY Y JIOf€M CTAHOBUTEL MTPUOIN3HO 14 roguH.
[uribyroua akTuBHICTh BigHOCHO 'MI'-K0oA-penykTa3u 36epiraetbcs npotsarom 20-30 rogus yepe3
IIPUCYTHICTh aKTUBHUX MeTabomiTiB. ITicis mepopanbHOTO IpuiioMy MeHine 2 % aTopBacTaTUHY
BU3HAYAETHCA Yy Ceul.

[onynsauii XBOpUX

IlauieHmu AIMHbBO20 BiKY

KonIeHTpanis aTopBacTaTUHy B I1J1a3Mi KPOBi y 3A0POBUX JIiTHIX Jfofen (BikoM > 65 POKiB) BUIlla,
HiX y Mojofmux (mpubnau3no Ha 40 % Big MakcuManbHOl KoHIeHTpauii Ta Ha 30 % Big piBasa AUC).

HocTymHi maHi cBiguaTh, 110 e(heKTUBHICThL Ta Oe3MeKa y NMofel TiTHbOTO BiKY He BiIpi3HAETHCS Bif
TaKWX y 3arajibHii MOMyJIAIil.

Himu

VsBHUY KITipeHC IIpU IepopabHOMY IIPUHMOMi aTOPBACTATUHY V [iTel BUSBUBCS MOAIOHUM 1O
KJIipeHCY B JOPOCJIOI JIIOAWHY IIPU MaciuTabyBaHHI aJlOMETPUYHO 3a MacoIo Tijla, OCKiIbKM Maca Tina



Oya eOUHOI0 3HAYHOIO KOBapiaTOIo B MOMYJAIiNHIN (hapMaKOKiHeTUYHIN MOJielli aToOpBacTaTUHY i3
NaHMMM, IKi BKJII0YaIu AiTeH i3 reTepOo3UroTHOK CIMEMHOM0 TinepxonecTepruHeMiero (y Bii Big 10 mo
17 pokiB, n = 29) y BigKpuTOMY 8-TUXKHEBOMY HOCIIiIKEHHI.

Cmamb

KonmenTpanisi aTopBacTaTuHy y IIjla3Mi KPOBi ¥ XKiHOK BifIpi3HSETHCS Bi TAaKOl y YOJIOBIKiB
(MakcuMasbHa KOHIIEHTPallis Buiila npu6nau3uo Ha 20 %, a AUC auxde Ha 10 %). IIpore 11i
PO30iKHOCTI He MalOTh K/IiHIYHOT0 3HaYEHHS, a TinoyinigeMiynuil eekT mpenapary y 40JIOBiKiB Ta
XKIHOK MalXe 0JHaKOBUH.

Hupkosa HedocmamHicmb

Cnoci6 3acTocyBaHHS Ta 03U He BIUIMBAIOTh Ha KOHI[EHTPAIlil0 aTOpBaCTaTUHY y IJIa3Mi KPOBi Ta Ha
1oro rinominigeMiyny mito. TakuM YMHOM, HeMa€ HeoOXiIHOCTI KOPUTYBaTH OO3Yy Ipelapary.

I'emoodianis

HocnifkeHHS Oil aTOpBaCTaTUHY y MAIi€HTIB i3 3aXBOPIOBAaHHAMU HUPOK y TEPMiHabHIiN CTafil He
ITPOBOAMIY. 3BaXKalo4yy Ha Te, IO IIperapaT akTUBHO 3B’SI3y€ThCA 3 OiNKaMu MIa3Mu KpOBi,
reMopiani3 He MoXKe 3HaYHO 36ibIIyBaTH KITipEHC aTOPBaCTaTUHY.

ITevyiHkoB8a HedocmamHicmbo

Y XBopuXx 3 aJIKOT0JIbHUM ILIUPO30M IEeYiHKU KOHIIEHTpallid aTopBacTaTUHY Y I1JIa3Mi KPOBL 3HAYHO
30inbpIIeHa (MaKCcHMasibHa KOHIIEHTpallis - mpubnu3Ho B 16 pasis, 3HauenHst AUC - B 11 pasiB).

SLOC1B1 noaimopism.

Y namnienTis i3 nonimop@dizmom SLCO1B1 icHye pu3uK MifBUIIEHO] €KCIIO3HUIlil aTOPBACTaTUHY, 110
MOXKe MIPU3BECTH 10 30iMbIlIeHHS PU3UKY PO3BUTKY pabmomionizy.

KrinigHi xapaKTepHCTHKH.
Iloka3zaHHA.
3anobieaHHs cepueso-CyOUHHUM 3aX80PHBAHHAM y O0OPOCAUX

Ins mopocnux manieHTiB 6e3 KIiHiYHO BUpaXKeHoi ilmeMiyHol XBOpoOu ceplis, aje 3 fAeKiTbKoMa
(dbakTopaMu pU3UKY PO3BUTKY illleMiuyHOI XBOpoOU Ceplisi, TAKUMHU SIK BiK, TIOTIOHOTIAJIIHHS,
apTepianbHa rinepreHsis, Hu3bKuH piBeHs JITIBII] abo HasgBHICTh PAaHHBOI iTEeMiYHOI XBOPOOHU CEPIIsS
y ciMeiiHOMy aHaMHe3i, ETceT” moka3aHuii mys:

-3MEeHIIIeHHSI PU3UKY BUHUKHEHHS iHPapKTy MioKap[a;
-3MEHIIIEeHHSI PU3UKY BUHUKHEHHS iHCYIIbTY;

-3MEHIIIEHHS PU3UKY IIPOBEJEHHS IIPOIEAyP peBacKyspu3allii Ta CTeHOKapIil.

I71s mOpOCNUX MAaIliEHTIB i3 IyKpoBuM fiabeToMm II Tumy Ta 6e3 KiIiHIYHO BUpazKeHOI illleMidHol



XBOpOOU ceplid, aje 3 KiTbKOMa (paKTopaMu PU3UKY PO3BUTKY illleMigHOI XBOPOOHU Ceplsi, TaKUMHU 5K
peTHHomNaTis, ans0yMiHypis, TIOTIOHONAIHHS abo apTepianbHa rineprensis, npenapat Etcer”
IIOKa3aHUU [JIs:

-3MEHIIeHHsI PU3UKY BUHUKHEHHS iH)apKTy Miokapaa;
-3MEHIIEHHS PU3UKY BUHUKHEHHS iHCYNbTY.

II51s1 OpOCTMX MAIi€HTIB 3 KIIIHIYHO BUpaskeHoIo imeMiuHo0 xBopo6oio cepis ETcet” mokasaHuil
OIS

-3MeHIlIeHHsI PU3UKY BUHUKHEHHS HeJleTalbHOro iHpapKTy MioKapa;
-3MeHIIIeHHSI PU3UKY BUHUKHEHHS JIeTAJIbHOTO Ta HEeJIeTalbHOT'0 iHCYIbTY;
-3MeHIIeHHS PU3UKY IPOBENEeHHS IPOLEAYP pPeBacKyIapu3allil;
-3MeHIIIeHHs PU3UKY TOCIiTami3allil y 3B'I3Ky 3 3aCTilHOIO CepIIeBOI0 HEJOCTATHICTIO;
-3MeHIIIeHHSI PU3UKY BUHUKHEHHS CTEHOKapIil.

I'inepainidemis

Y dopocaux nauienmia

-fIK mOTIOBHEHHS [0 [ieTH, 1100 3MEHUIUTH MigBUIIEH]i PiBHi 3arasbHOT0 X0JIECTEPHUHY,
xonectepuny JITTHIII, anmoninonpoTteiny B Ta TpUrminepuais, a TaKOXK [ IMABUILEHHS PiBHSA
xonectepuny JIIIBII y naIfieHTiB 3 MEPBUHHOIO TiIePX0JIeCTEPUHEMIEIO (TeTEePO3UTOTHOIO
CiMeHHOIO Ta HECIMENHOI0) Ta 3MiIlIaHOI0 AucimigeMieio (Tunu Ila Ta IIb 3a kmacudikaiieio
®penpikcoHa).

-fIK MOTOBHEHHS [0 OieTH OJId JIIKyBaHHS MALi€HTIB 3 MiABUILIEHUMU PIBHAMU TPUTIIILEPULTIB Y
cupoBartiii KpoBi (tun IV 3a knacugikailiero dpeapikcoHa).

-Ilnst mikyBaHHS MAIiEHTIB 3 MepBUHHOI0 gucOeTaninonpoTeinemieio (tum III 3a Kmacudikaiiieio
®pepnpikcoHa), y BUIafiKax, KO JOTPUMAaHHS OIETH € HEOCTAaTHHO e(PEKTUBHUM.

-Il719 3MeHIIEeHHs PiBHA 3arajbHOro xojiecTepuny Ta xonecrepury JIITHII y manieHTiB i3
TOMO3UTOTHOIO CiIMEWHOI0 TillepX0JIeCTEPUHEMIEIO K [OMOBHEHHS OO0 iHIIKX TiMOMimigeMiqyHuX
MeTOfIiB NTiKyBaHHA (Hanpukiag adepes JITTHII), abo SKIIO TaKi METOOM TiKyBaHHS HENOCTYIIHI.

Y miten

- 91K MOTIOBHEHHS [0 HIE€THU [JI1 3MEHIIEHHS PiBHIB 3araJbHOT0 X0JIECTEPUHY, X0JIeCTEPUHY
JITTHII i anoninonpoteiny B y miTei BikoM Big 10 1o 17 pokiB i3 TeTePO3UTOTHOIO CiMENHOI0
rimepxoJiecCTepuHEMI€E0, SKIIO ITiCIs BiAMOBIAHOI i€TOTepaIil pe3ynbTaTh aHali3iB Taki:

a) xonectepuH JITTHII 3anumiaetses 3 190 mr/an (4,91 mmorns/n) abo

06) xonectepun JITTHII 3 160 mr/mi (4,14 MMons/n) Ta:



* y ciMeliHOMY aHaMHe3i HasiBHi paHHi CceplieBO-CyOUHHI 3aXBOpIOBaHHS ab0

* nBa abo Ginbine iHMKX (aKTOPiB PU3UKY PO3BUTKY CEPLIEBO-CYIUHHUX 3aXBOPIOBAHb
IIPUCYTHI y aljieHTa QUTAYOr0 BIKY.

IIpomunoka3aHHs.

- 3aXBOPIOBaHHA MEYiHKY y TOCTPiX (a3si, sike Moxke BK/IIOUATH CTiliKe MifBUIIEHHS PiBHIB
IIeYiHKOBUX TPaHCaMiHa3 HeBimoMoi eTiomorii.

- TimepuyTnuBicTh 10 OYOb-IKOTO 3 KOMIIOHEHTIB IIbOT'0 JTIKapChKOTO 3aco0y.
- BariTHicTsb.

- JlakTatis.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma inwi eudu e3aemoditi.

Pu3uKk po3BUTKY Miomartil mig yac MiKyBaHHS CTaTMHAMM IiABUIIYETLCS Y pa3i OMHOYACHOTO
3aCTOCYBaHHS MOXimHUX (iOPOEBOI KUCITOTH, MimimoMogudikaliiHUX 03 HialliHy, IUKIIOCIIOPUHY a00
noTyxHuX iHribiTopis CYP 3A4 (Hanmpukiaf KIapuTpoMiiuny, iHribitTopis mpoteasu BIJI Ta
iTpakoHazony) (muB. po3minu «OcoO0MMBOCTI 3aCTOCYBaHHA» Ta «PapMaKOJIOTiuHi BIaCTUBOCTI»).

ITomyorcHi iHeibimopu CYP 3A4. AtopBacTaTuH MeTabomi3yeThcst nuToxpomoM P450 3A4. OgHovyacHe
3aCTOCYBaHHS aTOpPBACTATUHY 3 NOTYKHUMHU iHTibiTopamu CYP 3A4 MoKe IIPU3BECTH [I0 MiBUILIEHHS
10T0 KOHI[eHTpalliil y IIJ1a3Mi KpoBi (OUB. JeTaNbHy iHpopMallito, HaBefeHy Hux4e). CTymiHb
B3a€EMOI] Ta MMOCUIIEHHS [ii 3anexath Bif MinnuBocTi BrnuBy Ha CYP 3A4. Crif Mo MOZKIMBOCTI
YHUKATH OHOYACHOTO 3aCTOCYBaHHS aTOPBACTATUHY 3 MOTYxKHUMH iHTibiTopamu CYP3A4
(HampuKag i3 OUKIOCIOPHUHOM, TEITPOMIIMHOM, KIIaPUTPOMIIIMHOM, AeJIaBipOuHOM,
CTUPUIIEHTOJIOM, KETOKOHA30-JIOM, BOPHKOHA30JI0M, iTPaKOHA30JI0M, II0OCAKOHA30JI0M Ta iHTibiTopamu
npoTead BlJI, y Tomy uncii puTOHaBipoM, JIOMiHABIpOM, aTa3aHaBipoOM, iHOUHABIPOM, JapyHaBipoM).
SAKI110 HEMOXK/IMBO YHUKHYTU OOHOYACHOTO 3aCTOCYBaHHS IMX IIpenapaTiB 3 aTOPBaCTaTUHOM, CIIif
PO3TISTHYTH MOXKJIUBICTh 3aCTOCYBaHHST MEHIIIOI II0YAaTKOBOI Ta MaKCUMAaJIbHOI 03 aTOPBACTaTUHY.
TakoX peKOMeHAY€EThCS IPOBOLUTY HaJIeXKHUY KJIIHIYHUY MOHITOPUHT CTaHy Ialli€HTa (IUB.
tabmuiro 1).

ITomipHi iH2i6imopu CYP 3A4 (HampuKyan epUTPOMIIVH, TUITia3eM, Bepanamin Ta GprykoHa3o:)
MOXKYTb 30iIbIINTHA KOHIIEHTPAlli0 aTOPBaCTATUHY Y IJIa3Mi KPOBI.

OpHOYacCHe 3aCTOCYBaHHS €PUTPOMIIIMHY Ta CTATUHIB CYIIPOBOIXKYETHCS NiABUIIEHHAM PU3UKY
PO3BUTKY Miomartil. [JocmiKeHHS B3a€MOil TiKapChKUX IIpelapaTiB AJIs OIiHKY BIJIUBY aMiOfapoHy
abo BepanaMiny Ha aTopBacTaTUH He IPOBOAUIKCE. BimoMo, 1110 amiofapoH Ta Bepamnamisn
IPUTHIUYIOTh aKTUBHICTE CYP 3A4, a 0TXe, ogHOYaCHe IPU3HaYeHHS 1IUX [Ipelaparis 3
aToOpBaCTAaTHHOM MOXKe ITPU3BECTU 10 30iNbIIeHHS eKCII03Ullii aTopBacTaTUHY. TaKUM YUHOM, IIPU
OJHOYaCHOMY 3aCTOCYBaHHi aTOpBaCTaTHHY Ta IuX moMipHux iHribitopis CYP 3A4 cmiim po3rnsuyTH
MOXKJIUBICTh IPU3HAYEHHS MEHIINX MaKCUMa/IbHUX 03 aTOpBacTaTUHY. TaK0XK PEKOMEHI0BaHO
IIPOBOAMTY KITiIHIYHUIM MOHITOPUHT CTaHy nanieHTa. [Ticis moyaTky niKyBaHHS iHTiGiTOpoM abo micns
KOPEKIIil 10T0 J03U PEKOMEH0BaHO MPOBOAUTHU KJTiHIYHUY MOHITOPUHT CTaHY Malli€HTa.



I'petingppymosuti ciK.

Mictuth oguH abo Oinblile KOMIIOHEHTIB, 110 iHri6yioTh CYP 3A4 Ta MOXYTh HiIBUIyBaTH
KOHIIEHTpAIlil aTOpBaCTaTUHY Y IJa3Mi KpPOBi, 0COOIMBO IIPY HafIMipHOMY CIIOKMBaHHI
rpeindpyToBoro coky (6inbure 1,2 miTpa Ha Ko6y).

KnaapumpomiyuH. 3sadensss AUC aTopBacTaTUHy 3HAUHO MiABUIIYBAJIOCS IPU OGHOYACHOMY
3aCTOCYBaHHI aTopBacTaTuHy y f03i 80 Mr Ta knaputpominuny (500 Mr gBidi Ha 7o0y) MOPiBHSHO 3
3aCTOCYBaHHSIM TiJIbKM aTOpBaCTaTHUHY (AUB. po3min «dapMaKoOIIOTiyHi BMacTUBOCTI»). OTXKe,
nalieHTaM, SIKi MpuiMaloTh KIapUTPOMIIMH, CTifl 3 00epekHiCTI0O 3aCTOCOBYBATH aTOPBACTaTUH

y mo3i Buiie 20 Mr (muB. po3minu «OcobmuBOCTI 3acTocyBaHHA» Ta «Crocib 3aCTOCyBaHHS Ta IO3U»).

KombiHauis iHzibimopie npomeas. 3HayeHHsA AUC aTopBacTaTUHY 3HAYHO IIiIBUIIYBaIOCs IPU
OJHOYACHOMY 3aCTOCYBaHHi aTOpBaCTaTUHY 3 AeKinbKoMa KOMOiHalisiMu iHTiGiTOPIB
npoTea3u BIJI, a Takox 3 iHribiTOpoM mpoTeasu Bipycy renatuty C TeamnpeBipoM,
IIOPiBHSTHO i3 3aCTOCYBaHHSM TiJIbKK aTOPBaCTaTUHY (AuUB. po3min «®apMaKONIOTiuHi
BJIACTUBOCTI»). TOMY {15 TAIliEHTIB, AKi MpuiitmMaloTh iHribiTop mpoTea3u BIJI TumpaHasip
puTOHaBip abo iHribiTop mpoTea3u Bipycy renaTtuty C Temamnpesip, CMifl yHUKATH
OHOYACHOrO IX 3aCcTOCyBaHHs 3 npemnapaTtoM Etcer®. [Ipemapar ciifi 3 06epeXHiCTIO
IIpuU3HAYaTH TMallieHTaM, SKi IpuiiMaloTh iHridiTop mpoTeas3u BIJI nomiHaBip puTOHAaBIp, Ta
3aCTOCOBYBATH Y HAWHUKYil HeoOXimHilM mo3i. [I15 malieHTiB, SKi MpuiMaloTh iHTi0iTOpH
npoTtea3u BIJI cakBiHaBip puTOHABIp, fapyHaBip puToHaBip, pocammpeHarip abo
(¢hocaMIIpeHaBip PUTOHABIP, 03a aTOpBaCTaTUHY He ITIOBUHHA IepeBuinyBatu 20 Mr ta
3aCTOCOBYBATH iX CIlif 3 06epexHicTiO (quB. po3minu «OcobmuBOCTi 3acTocyBaHH», «C110ci0
3aCTOCYBaHHS Ta J03u»). [Ipu 3acTOCyBaHHI NallieHTaM, SKi MIPUUMalOTh iHTi0iTOp MpoTeasu
BIJT mendinaip abo iHridiTop mpoteasu Bipycy renatuty C OouempeBip, [03a aTOpBacTaTUHY
He NoBMHHA nepeBuinyBatu 40 Mr. Tak0oXK peKOMEHYETHCS IIPOBEEHHS PETEILHOTO
KJIIHIYHOTO MOHITOPUHTY 3a MalliEHTaMu.

ImpakoHnasos. 3nauendsa AUC aTopBacTaTUHY 3HAYHO IiABUIIYBaJO0CS IPU OGHOYACHOMY
3aCTOCYBaHHI aTopBacTaTuHy y 0o3i 40 Mr Ta iTpakoHa301y y mo3i 200 Mr (ZuB. po3min
«PapMaKoJIoTiyHi BMacTUBOCTI»). OTXKe, NallieHTaM, SKi MpuiiMaloTh iTpakKoHa3071, ciig 6yTu
00epexKHUMH, SIKIIO [103a aTopBacTaTuHy nepesuiiye 20 Mr (ouB. po3minu «Oco0IuBOCTi
3aCTOCyBaHHS», «CIociO 3aCTOCYBaHHS Ta HO3U»).

IuxkaocnopuH. ATopBacTaTHH Ta #oro MeTabonitu € cyocTpaTamu TpaHcnoprepa OATP1B1.
[uri6itopu OATP1B1 (Hampukiaf, IMKIOCIOPUH) MOXKYTh IiBUIITYBAaTA Gi0MOCTYIHICT
atopsacTaTuHy. 3HadeHHsI AUC aTopBacTaTUHy 3HAYHO MiIBUIIYBAJIOCS IPU OLHOYACHOMY
3aCTOCyBaHHI aTOpBacTaTUHY y 7031 10 MI' Ta HMKIOCIOPUHY V [03i 5,2 Mr/Kr/mo0y mopiBHSAHO

i3 3aCTOCYBaHHSIM TiJIbKM aTOpBaCTaTUHY (OUB. po3hin «®apMaKOJIOTriyHi BMaCTUBOCTI»). Criif
YHUKATH OJJHOYACHOT'0 3aCTOCYBaHHS aTOPBAaCTaTUHY Ta IIUKJIOCIIOPUHY (AXB. po3min «OcobauBOCTi
3aCTOCYBaHHS»).

MepuuHi peKOMeHfallil I[0fI0 3aCTOCYBaHHA JIiIKapChKUX IIpelapariB, 10 B3aEMOLIIOTE, IiICYMOBAHO
y Tabnumi 1 (muB. Takoxk po3minu «Crocib 3acTocyBaHHS Ta m03u», «OCOOIMBOCTI 3aCTOCYBAHHS»,
«®apMaKoI0riyHi BJIaCTUBOCTI»).

I'em@ibpo3us. V 3B’43Ky 3 MiABUILEHUM PU3UKOM Miomartii/pabmomMionisy npu ofHOYaCHOMY IPUAOMI
inri6iTopis I'MI'-KoA-penykTa3u 3 reM(iOpo3unIoM CiIifi yHUKaTH CyMiCHOTO 3aCTOCYBaHHS
aTtopBacTaTHHY 3 reM¢iopo3unom (auB. po3min «OcoONMMBOCTi 3aCTOCYBAHHS»).



THwi ¢i6bpamu. OCKiIbKY BifoMO, 1[0 pU3UK PO3BUTKY MiomaTil i 9ac JTiKyBaHHS
inribiTopamu 'MI'-KoA-pefiyKTasu MifiBUINYETHCS IPU OJHOYACHOMY MIPUMOMI iHIIMX
¢i0OparTiB, aTopBACTATHH CJIif] 3aCTOCOBYBATHU 3 00ePEKHICTIO IPY CYMiCHOMY 3aCTOCYBaHHi 3
inmumu pidbpaTamu (guB. po3min «OcobIUBOCTI 3aCTOCYBaHHS).

HiauuH. PU3uK BUHUKHEHHS MOGIYHUX sIBUIL 3 O0KY CKEJIETHUX M’513iB MOKe 30iJIbIITyBaTUCS
IIPK 3aCTOCYBaHHI IpemnapaTy y KoM0OiHallil 3 HialluHOM, a 0TXKe, 3a TaKuX yYMOB CJIif
PO3TIITHYTH MOXKJIMBICTh 3HUKEHHS MO3U aTOpBacTaTUHY (OuB. po3min «OcobnmuBoCTi
3aCTOCYBaHHS»).

PugamniyuH abo iHwi iHoykmopu CYP3A4. OgHo4YacHe 3aCTOCYBaHHS aTOPBAaCTaTUHY 3 iHAYKTOPaMHU
utoxpomy P450 3A4 (manpuknap, edasipeHl, pudamiig) MoxKe IPU3BOOUTU [0 HECTIUKOTO
3MeHIIeHHS KOHIIEHTpallil aTopBacTaTUHY Y MJia3Mi KpoBi. Yepe3 MexaHi3M IOBiMHOI B3aEMOZil
pudaMIIiHy peKOMEeHIY€EThCS OfHOYaCHe 3aCTOCYBaHHA Ipenaparty ETcet® 3 pudaMIIiHOM, OCKiNIbKH
OyJ0 MOKa3aHo, 110 BiICTpOYeHEe 3aCTOCYBaHHS IIpenapaTy Iic/is BBeJeHHS pudaMIIiny moB’si3aHe 3i
3HAYHUM 3HUKEHHSM KOHI[eHTpallil aTOpBaCTaTUHY Yy IIJla3Mi KPOBi.

[unamiazemy 2idpoxaopud. OgHOYaCHUY IpuiioM aTopBacTtaTury (40 Mr) Ta muntiazemy (240 mr)
CYIIPOBOIXKYEThCS MiABUIIEHHSAM KOHIIEHTPAIlil aTOPBaCTaTUHY Y IJ1a3Mi KPOBI.

IlumemuduH. Y pe3ynbTaTi IPOBENEHUX NOCTIXKEeHb 03HAK B3aEMOIil aTOPBACTAaTUHY Ta LUMETUIUHY
He BUSBIIEHO.

AHmayudu. OmHOYaCHUM NepopanbHUY MPUINOM aTOPBAaCTaTHHY Ta CyCIeH3il aHTallUIHOT 0
Ipernapary, 110 MiCTUTh MarHiil Ta aJlOMiHil0 TiAPOKCHUL, CYIIPOBOAXKYETHCS 3HUKEHHAM
KOHIIeHTPallil aTopBaCTaTHHY y Ija3Mi KpoBi nmpubnu3no Ha 35 %. [Ipu 1poMy rinosinigeMiuHa mis
aTopBaCTaTHHY He 3MiHIOBAJIaCk.

Koaecmunos. KoHIleHTpallist aTOpBacTaTUHY Y IJla3Mi KpoBi Oyia HUKYOIO (CIiBBiIHOIIEHHS
KOHIIeHTpallil aropBacTtaTuHy: 0,74) Ipu ogHOYaCHOMY IIPHKXOMi aTOPBACTAaTHHY Ta KOJIECTUIIONY.
[Tpu oMy rinonimigemiuHa fis KoMOiHallil aTOpBACTAaTHHY Ta KOJIECTUIIONY IIepeBUIllyBajia epexT,
SIKUYU Ja€ IPUUOM KOXKHOI0 3 IIUX IIpenapaTiB OKPeMo.

A3umpomiyuH.

OpHoyacHe npu3HaueHHs atopBacTtaTuHy (10 Mr 1 pa3 Ha go0Oy) Ta asutpoMinuny (500 Mr 1 pa3 Ha
no0y) He CyIIpOBOMXKYBalocs 3MiHaMU KOHIIEHTpallil aTopBacTaTUHY y IJIa3Mi KPOBI.

IH2ibimopu mpaHcnopmHux 6iskie. IHTIOITOPU TpaHCIOPTHUX GiNKiB (HATPUKIIA IIUKIIOCTIOPHH)
3[aTHI MigBUITyBaTH PiBEHb CHCTEMHOI €KCII03UIlil aTOpBaCTaTUHY. BIIINB IpUTrHIiYeHHS
HAKONKUYyBaIbHUX TPAHCIIOPTHUX GiNKiB Ha KOHIIEHTPAllil0 aTOPBAaCTAaTUHY B KJIITUHAX IEYiHKN
HeBimoMUM. FKIO YHUKHYTH OOHOYACHOI'0 IIpU3HaYeHHS [UX [IpernapaTiB HEMOXKIIUBO,
PEKOMEHI0BaHO 3HUKEHHS 003U Ta MPOBeNeHHS KIIIHIYHOTO MOHITOPUHTY e(EeKTUBHOCTI
aTopBaCTaTHHY.

E3emumib. 3acTocyBaHHS €3eTUMIOy SIK MOHOTEpaIIil II0B’I3yI0Th 3 PO3BUTKOM SIBUII 3 OOKY M’sI30BO1
CHCTEMH, Y TOMY YHKCIIi pabmoMionizy. TakuM YWHOM, IIPK OOHOYACHOMY 3aCTOCYBaHHi e3eTUMiOy Ta
aToOpBacTaTHHY PU3UK PO3BUTKY LIUX SIBUII 30iMbIIyEThCSI. PEKOMEHO0BAHO TPOBOAUTH HAIEXKHUU
KJIIHIYHUY MOHITOPUHT CTaHy TAKUX IALi€HTIB.

®y3udosa Kucsaoma. IIpu ogHOYACHOMY CUCTEMHOMY 3aCTOCYBaHHI (py3UI0BOI KMCIIOTH 3i CTaTHHAMHU
MOZKe TiIBUIITYBATUCS PU3UK PO3BUTKY MiomarTii, B ToMy uncii pabmomionisy. MexaHi3M 1€l



B3aeMOfil (4¥ € BoHa (papMaKOAMHAMI4yHOI0 ab0 (papMaKoKiHETUYHOI0, Y 000X BU[IB OHOYACHO) BCE
e HeBimomuit. TToBimoMIISIIM PO BUMAAKK pabmoMionisy (y TOMy YHCI 3 JTeTaqbHUM HaCJiIKoM) y
Talie€HTIB, SIKi OTpUuMyBaiu KOMOiHAIlI0 IUX IpemapaTiB. AKIo HeoOXiHe CUCTeMHe 3aCTOCYBaHHS
Gy3un0BOl KUCIIOTH, CIIif IPUIMHUTH 3aCTOCYBaHHS aTOPBACTAaTHHY Ha BeCh IIEPiof 3aCTOCYBaHHS
Gby3umoBoi KUCIoTH (OuB. po3min «Oco6IMBOCTI 3aCTOCYBaHHS»).

[uzokcuH. TIpu ogHOYaCHOMY 3aCTOCyBaHHI OaraTopa3oBUX 003 aTOPBACTATUHY Ta AUTOKCUHY
piBHOBAaXKHi KOHI[EHTpAIlil IUTOKCUHY Y IJIa3Mi KpOBi nifgBuIyioThCsA mpubau3uo Ha 20 %. Crin
HaJIe’KHUM YMHOM KOHTPOJIIOBATH CTAH MAILi€HTIB, SIKi MPUIMaOTh TUTOKCHH.

ITepopasavHi koHmpauenmuegu. OgHOYaCHEe 3aCTOCYBaHHS aTOPBACTATUHY 3 IEPOPaIbHUMU
KOHTpalleNTUBaMHU MifBuiyBaso 3HadeHHss AUC [y HOPETUCTEPOHY Ta eTUHieCcTpanaiony (OuBs.
po3min «®apMakonoriuni BmactuBocTi»). i migBuiiienHs cnig 6paTy go yBaru mpu BU6opi
TIepOPaJIbHOTO KOHTPAIeNTHBA [/ XKiHKH, fiKa npuiiMae Etcet®.

BapgapuH. ATopBacTaTUH He YUHUB KJIIHIYHO 3HAYYIIOI [il HA MPOTPOMOIiHOBUM Yac Npu
3aCTOCYBaHHI y MAIi€HTiB, IKi TPOXOOUIN JOBrOTPUBAJIE JIiKyBaHHS BaphaprHOM.

KosaxiyuH. [Tpu omHOYACHOMY 3aCTOCYBaHHI aTOPBACTATHHY 3 KOJXIIIHHOM IIOBITOMIISNIA IIPO BUIIAAKKU
Mmiomartii, y Tomy uucini pabmomionisy, ToMy ciif 3 00epekHiCTI0 TpU3HaYaTH aTOPBaCTaTHH i3
KOJIXIITMHOM.

THwi nikapcwki 3acobu.
KriniyHi focnifgxeHHS oKa3ajy, 0 OGHOYAaCHE 3aCTOCOBYBAaHHS aTOPBACTaTUHY 1 IiIIOTEeH3UBHUX

IIperapariB Ta #0r0 3aCTOCYBaHHS B XOfli €CTPOTreH-3aMiCHOI Teparllil He CyIIpOBOJKYBaJIOCh KITiHIYHO
3HAQUYIIUMU 00iYHUMY edeKTaMu. [JOCTTigKeHb B3a€MOil 3 iHITMMHU TperapaTaMy He ITPOBOOUIIOCE.

Tabmurs 1.

B3aemogii 1ikapcbKHX 3aC00iB, MOB’si3aHi 3 MiIBHIIEHHM PH3HKOM
Miomarii/padgomionizy
[IpemapaTH, M0 B3a€EMOMIIOTh Menuini pekoMeH Al

11070 3aCTOCYBaHHSA
[luknocnopwuH, iuridiTopu mpoteasu BIJI (TumpaHaBip YHUKaTH 3aCcTOCYBaHHS
pUTOHABIp), iHriOiTOP MpoTeasu Bipycy rematuty C QTOPBACTaTUHY
(Temampesip)
[uri6iTop mpoteas3u BIJI (omiHaBip puTOHaBIp) 3acToCOBYBaTH 3 00EPEKHICTIO Ta Y

HalMeHIIiN HeoOXifHIN 1o3i
KnapuTpoMinuH, iTpakOHa3071, He nepesuiyBatu 1o3y 20 mMr
inri6iTopu mpotea3u BIJI (cakBiHaBip puTOHaBip*, aTOpBacTaTHUHY Ha 00y
mapyHaBip pUTOHAaBIpP, pocaMiipeHaBip, pocaMIpeHasip
PUTOHABID)
[uribiTop mpotea3u BIJI (uendinagip) He nepesuigyBatu o3y 40 mMr
[HribiTOp MpoTeasu Bipycy rematuty C (6o1enpesip) aTOpBaCTaTHHY Ha H00y

*3acTocoByBaTU 3 00ePeKHICTIO Ta y HalMeHINiy HeoOXinHili go3i.

Oco06.1ueocmi 3acmocyeaHHsi.



Bnaus Ha ckeaemHi M’A3u.

3adikcoBaHO pigKicHI BUNagKu paboomionisy 3 TOCTPOI0 HUPKOBOIO HEIOCTATHICTIO
BHACJIiMOK Miorno0inypii mpu 3aCTOCYyBaHHI aTOPBACTAaTUHY Ta iHIIMX JIiKapChKUX 3aC00iB
ITbOTO Ky1acy. HasiBHICTh B aHaMHe3i mopyIeHHsT PyHKIIi HUPOK MOXYTh OyTH (paKTOpPOM
PHU3UKY [AJIST pO3BUTKY pabmomionidy. Taki nmaiieHTy notpebyioTh OiNbIil peTenbHOTr0
MOHITOPUHTY [IJIs BUSIBIIEHHS IOPYIIIEHb 3 O0KY CKeJIeTHUX M S3iB.

ATopBacTaTuH, fK 1 iHIII IpenapaTu IPyIy CTaTUHIB, IHOMI CIPUYUHSIE MIOIATIio, 110
IPOSIBNIIETHCA 6oeM y M’si3ax a0o cmalKicTio M'SI3iB y IO€NHaHHI 3 MiIBUILIEHHSM
noka3HUKiB KpeatuHpochokinasu (KOK) y monan 10 pasiB Bullle BepXHbO1 MeXKi HOPMHU
(BMH). OpHouacHe 3aCTOCYBaHHS BUIIMX 003 aTOPBACTATUHY 3 IEBHUMHU JIiIKapChKUMHU
3aco0aMu, TaKUMU K ITUKIJIOCIIOPUH i moTyxkHi iHribitopu CYP3A4 (Hampukiafm,
KJIapATPOMILIMH, iTpaKOHA30JI Ta iHribitopu mpoTeal BIJI), migBuilye pusuk
Mionarii/pabmoMionisy.

Hapgxopunu pigkicHi MOBifoMJIeHHS PO BUMIaAKX iMyHOJIOTiYHO OTIOCEPEAKOBAHOI HEKPOTU3YI0Y01
miomnartil (IOHM) - ayToiMyHHOI MiomaTii, TOB’g3aHol i3 3acToCyBaHHAM cTaTuHiB. I[OHM
XapaKTepHU3yETHCS HACTYIIHUMU O3HAKaMu: Cl1a0KiCTh MPOKCUMAIbHUX M’SI3iB Ta MiABUILEHUN PiBEHb
KpeaTUHKiHA3W Yy CUPOBATIIi KPOBi, sIKi 306epiratoThcsi, He3BaXKauu Ha MPUITMHEHHS TiKyBaHHS
cTaTUHaMMU; M’si30Ba 0iOIICisl MPOSBIsie HEKPOTH3YI0UY MiomaTiio 6e3 3HaUHOT0 3alajieHHs; IIPH
3aCTOCyBaHHI iMyHOCYIIpECUBHUX 3aC00iB CIIOCTEPIra€ThHCS MO3UTHBHA AUHAMIKA.

MoxXnuBiCTh PO3BUTKY Miomartil iyl po3rnsigaTy y Oyab-SKOTO IMallieHTa 3 Audy3HOI0
Mianrieto, 6omicHicTIO a0 cnabkicTio M’s3iB Ta/abo 3HayHuM migBuieHHaM KOK. [TarieHTam
CJIif TOPeKOMeHOyBaTh HETalHO IOBIIOMIISATH IIPO BUMagKu 0010 y M’s3ax, 00/micHOCTI abo
crmabKoCTi M’g3iB HEBigoMOi eTioJorii, 0COOIMBO SKIIO 1€ CYIPOBOIKYETHCS BiTUYTTSAM
He3[yXaHHS abo migBUIEHHSM TeMIepaTypH, ado SKIIO 03HAaKKW Ta CUMIITOMU
3aXBOPIOBAHHS M’'SI3iB 30epiraloThCs Miciis IPUIKHEeHHs IpUioMy mpenaparty Etcer’.
JIikyBaHH4 IIpeltapaToM CJIil IPUIIUHUTU Y BUIIaAKY 3HAYHOTO mifBullleHHs piBHA KOK,
[iaTHOCTyBaHHS Miomartii abo migo3pu Ha Hel.

Pu3uk Miomatil mif 9ac niKyBaHHSA IpenapaTaMy IIbOT0 KJIacCy HiABUINYETHCS IPU
OJIHOYaCHOMY 3aCTOCyBaHHi IMKJIOCIIOPUHY, MOXigHUX (piOPOEBOI KUCIIOTH, EPUTPOMIIINHY,
KJIapUTPOMILIMHY, iHTiOiTOpPiB mpoTea3u Bipycy rematuty C Tenamnpesipy, KoMOiHalii
inribiTopiB nmpoTea3u BIJI, y ToMy 4ucli cakBiHaBip pUTOHABIP, JIONiHABIp PUTOHABID,
TUIIPaHaBip PUTOHABIP, lapyHaBip pUTOHABIp, (hocamMmpeHasip Ta (pocaMIpeHaBip pUTOHABIp,
a TaKOX HiallMHy a00 aHTUMIKOTHKIB rpynu a3o7iB. Jlikapi, SKi po3risgaiTh MOXKJIHUBICT
KoMOiHOBaHOI Tepamii npenapaty ETcer® Ta moxigHuX (Gi6POEBOI KUCIIOTH, €PUTPOMIIIMHY,
KJIapUTPOMIlIMHY, KOMOiHAIli¥ caKBiHaBip PUTOHABIP, JIOMiHABip PUTOHABIP, JAPYHABIP
puTOHaBip, hocaMpeHaBipy, pocamMmpeHaBip pUuTOHABIP, aHTUMIKOTHKIB I'PYIIX a30J1iB abo
mimigoMoguiKy04Yux [03 HiallMHy, IOBUHHI PETEIbHO 3BaXKUTH IOTEHIIIMHY ITepeBary Ta
PU3UKHU, a TAKOZXK PETEIHHO CIIOCTEPiraTy 3a CTAHOM IallieHTiB I0a0 Oymb-IKUX 03HaK abo
cuMIToMiB 605110, 60MmicHOCTI ab0 cmabkKoCTi y M’sg3aX, 0COOMMBO MPOTSATOM IIOYATKOBUX
MiCSIIiB Teparril Ta MpOoTIroM Oymb-SKOT0 IePiofy TUTPYBaHHA [03HU MPU 30iNblIeHH] 1034
npenapartis. Ciif pO3rIsSHYTH MOXKJIMBICTh 3aCTOCYBaHHS HU3bKUX II0YaTKOBUX Ta
MIATPUMYHOYUX 003 aTOPBACTaTUHY IIPU OMHOYACHOMY IIPUMOMI 3 BUIIEe3TaflaHuMU
JiKapCchbKUMU 3aco0aMu (IuB. po3min «B3aeMopmis 3 iHIIMMY JTiKapChbKUMHU 3aco0aMu Ta iHImi



BUJU B3a€EMOLIN»). Y TaKUX CUTyalisdX OOLITBHO NEePiOgUYHO BU3HAUYATH aKTUBHICTH KOK,
aJjie HeMa€ rapaHTil, 110 TaKUi MOHITOPUHT [OIIOMOXKe 3aro0irTé PO3BUTKY TSKKOI Miomaril.

[ToBimoMISIM PO BUIMIAAKM Miomarii, B TOMy YKCIIi pabaoMioni3y, Ipd OqHOYaCHOMY
3aCTOCYBaHHI aTOpPBaCTaTUHY 3 KOJIXILIMHOM, TOMY aTOpPBaCTaTHH 3 KOJIXIIIUHOM CIIif
IPHU3HAYATH IallieHTaM 3 00epexHiCcTIO (QuB. po3min «B3aeMoist 3 iHIIUMY TiKaPChKUMMU
3aco0aMu Ta iHIII BUOYU B3a€EMOMIN»).

Tepamito npenapaToM ETceT® ciif TEM4YacoBo a60 IMOBHICTIO IPUIXHUTH [JIs MAI[€HTIB 3
TOCTPUM, CEPHO3HUM CTAHOM, [0 BKa3y€e€ Ha PO3BUTOK MiormaTii, abo y pa3i HasiBHOCTi
dbaxKTopa PU3UKY PO3BUTKY HUPKOBOI HEJOCTATHOCTI BHACIILOK pabmoMioni3y (Hampukiaf,
TsI2KKa TocTpa iH(eKIis, apTepianbHa TinoTeH3is, Xipypriyie BTpy4aHHS, TpaBMa, TIXKKi
MeTa0OJTiuHi, eHIOKPUHHI Ta eJIeKTPOJIiTUYHI PO37IafiX, @ TAKOXK HEKOHTPOIbOBaHI CyoOMH).

ITopyweHHA pYHKUIT neyiHku.

3adikcoBaHo, 1110 CTAaTHHH, SIK i mesKi iHIIi rimominigeMiuni TepaneBTHYHI 3acobu, OB’ g3aHi
3 BiIXUIeHHSM Biff HOpMHU 0i0XiMiYHUX MOKA3HUKIB QYHKIIII TeYiHKH.

[Ticns 3MeHIIeHHS 003U aTOPBacTaTUHY, IIEPEPBHU Y 3aCTOCYBaHHi ITpemnapaTy abo
IPUNIMHEHH] 10T0 3aCTOCYBaHHS PiBeHb TpaHCaMiHa3 IOBEPTABCA OO0 3HAaUYeHb, 3a(iKCOBaHUX
nepeq JIiKyBaHHAM a00 IpuONIU3HO A0 LUX PiBHIB 0€3 ocTaToyHUX gBUIl. [lepen TUM 5K
PO3MOYMHATH TEPAIIilo IpernapaToM, peKOMEHYEThCSA OTPUMATHU Pe3yJibTaTh aHali3iB
NIOKa3HUKIiB (ePMEHTIB MeYiHKY Ta 3[jaBaTH aHajIi3u IOBTOPHO y pPa3i K/IiHiuHOI moTpebu.
[ToBigoMIISAIM IIPO BUNAAKHU JIETAJIbHOI Ta HeJleTaIbHOl TeYiHKOBOl HEOOCTATHOCTI ¥
[alli€eHTiB, SKi IpUUMasu IpelapaTu IPYIU CTaTUHIB, Y TOMY YMCIIi aTOpBacTaTuH. Y
BUIIQ[IKy CEPHO3HOT0 ypaXKeHHs MeYiHKyU 3 KIIIHIYHUMY CUMIITOMaMu Ta/abo
rinep6inipy6ineMiero aGo KOBTAHUIIEIO Iif] Yac 3aCTOCYyBaHHS Ipenapary Etcer” nmiKyBaHHS
HeoOXiHO HeraHo MPUMUHUTH. AKIIO iHIIa MPUYKMHA CEPUO3HOTO YpaXKeHHS MeYiHKYU He
BCTAHOBJIEHA, 3aCTOCYBAHHS CTATUHIB He CJIifi BiTHOBIIIOBATH.

Etcer® crif 3 06epeXHiCTIO IpU3HaYaTy MallicHTaM, SKi 3/I0BXUBAIOThL aJIKOroueM Ta/abo
MaloTh B aHaMHe3i 3aXBOPIOBAHHA NMedinky. ETceT ® IpOTUIOKA3aHuil IPU aKTUBHOMY
3aXBOPIOBaHHI Ie4iHKM a00 CTiMKOMY MifBUIlleHH] PiBHS MMEYiHKOBUX TpaHCaMiHa3 HeBiIOMOl
eTiosnorii (quB. po3min «[IpoTUIIOKa3aHHS»).

EHOOKDUHHA (DVHKUIA.

3adikcoBano migBuiieHHs piBHS HbAlc Ta KOHIEHTpallil TJTI0OKO3U B CUPOBATII KPOBi HATIIE
IIpY 3acToCyBaHHi iHTi6iTOpiB 'MI-KOA-pemykTasu, B TOMY YKCIIi f aTOPBACTATUHY.

CTaTVWHU NEePeLIKOAKaTh CHHTE3Y X0JIECTEPUHY Ta TEOPETUYHO MOXKYTh 0CIa0NsATH
CeKpellil0o HaIHUPHUKOBO3aJI03HUX Ta/ab0 rOHAJHUX CTEPOifiB. ATOpBACTaTUH HEe 3HUKYE
0a3abHy KOHIIEHTpAlliI0 KOPTU30J1Y Y MJIa3Mi KPOBi Ta He MOIIKOAXKY€E Pe3ePB HaTHUPKOBUX
3aj103. BriiuB cTaTUHIB Ha 3alUIiAHIOBA/IbHY 30ATHICTh CIIEPMU He OOCIIiIXKyBaBCAd y
DOCTaTHBOI KiTbKOCTI mauieHTiB. HeBimoMo, 4u BIIMBa€ npenapaT Ha CUCTEMY «CTaTeBi
3aJ103u-Tinogis-rimoranamyc» y XKiHOK y lepegMeHonay3aibaui mepiog. Cruig OyTu
00epexKHUMHU NIPY ONHOYACHOMY 3aCTOCYBaHHI IIpenapaTy ITPyly CTaTUHIB 3 JTiIKAPCHbKUMU
3acob6aMu, gKi MOXKYTh 3HUKYBaTH piBeHb a00 aKTUBHICTh EHOOTEHHUX CTEPOITHUX TOPMOHIB,



TAKHUMH SIK KETOKOHA3017I, CHipOHOJ’IaKTOH Td OTUMETUONH.

TemopaziuHul iHcyabm.

Tepamis aTopBacTaTuHOM Y Ho3i 80 Mr y matieHTiB 63 ceplieBo-CyIUHHUX 3aXBOPIOBaHb, SKi 3a 6 i
MeHIIIe MiCSIIIiB 0 MOYATKY JIIKyBaHHS IIepeHecu iHCYIbT a00 TPAaH3UTOPHY ilIeMiYHY aTaky,
306iTbIIly€ YaCTOTy BUHMKHEHHS reMopariyHuX iHCYJIbTiB. ¥V MallieHTiB, y IKUX reMopariyHuii iHCyIbT
BMHUK Ha I0YaTKy Teparlil, pu3uK IIOBTOPHOI'0 FeMOpPariyHoro iHCyNIbTy 36iTbIIyBaBC.
AtopBacTaTuH y 003i 80 Mr 3MeHIIIye 3arajbHy KiIbKiCTh IHCYJIBTIB Ta KiJIBKICTh BUIIA[KIB CEPLEBO-
CyIUHHUX 3aXBOPIOBaHb.

IauieHmu simHboeo 8iky (noHad 65 pokis).

He cmiocTrepiranocs »o0pfHO1 3araibHol BifMiHHOCTI y 6€31e4HOCTi Ta e(eKTUBHOCTI IIpernapaTy Mix
nalieHTaMH JIiITHBOTO BiKy Ta MOJIOAIINMY IallieHTaMH, IPOTe He MOXKHa BUKJTIOYATH OinbIly
YYTIUBICTh IeTKUX CTAPIINX MallieHTiB. OCKiNbKY NiTHIN BiK (IOHAA 65 POKiB) € pakTOpOM
CXUJIBHOCTI [0 Miomarii, ctif 3 o6epexHicTio mpu3HayaT ETceT” MIoAsaM TiTHBOTO BiKYy.

ITeped noyamkoMm AiKYBAHHA.

ATtopBacTaTUH HE0OXiMHO 3 00epeXkHiCTIO IPHU3HAYaTH MallieHTaM 3 HasBHICTIO YNHHUKIB, SIKi
CIIpUSIIOTh BUHUKHEHHIO pabnomionidy. Busdnauatu piBens KOK nmepen moyaTkoM JiKyBaHHS
CTaTHHaMM HeoOXiHO B TaKWX BUIafKaX: IPU HUPKOBIiil HEIOCTATHOCTI; TiMOTHPEO03i; HAsSBHOCTI
CIIaJIKOBUX M’SI30BUX 3aXBOPIOBaHb B iHAUBigyabHOMY a00 ciMelHOMY aHaMHe3i; SIKII0 paHille mpu
nmikyBaHHi cTaTuHaMu abo ¢ibpaTaMu criocTepiranacs M’s30Ba TOKCHYHICTB; SIKIIO MAllieHT paHilie
nepeHic 3aXBOPIOBaHHS MeYiHKYU Ta/ab0 BXKUBa€ alKOTOJIb; ¥ MAlli€HTiB TITHLOTO BiKY (BikoM Bif 70
POKiB) HEOOXIMHICTD IMTPOBEIEHHS 1IHOT'0 MOCTiAXKEHHS BU3HAYAEThCSA 3 YPaXyBaHHSM HasBHOCTI iHIITAX
YMHHUKIB, IKi CIPUSAIOTh PO3BUTKY paboMioni3y; y BUIagKaxX MOXKIIUBOTO 30i/bIIIeHHS KOHIIEHTpallii
aTOPBACTATHHY y IIJIa3Mi KPOBi, HAIIPUKJIaM TP B3a€MOMII 3 JTiKapChbKUMHU 3aco0aMu i B 0COOTUBUX
rpylax NallieHTiB, y TOMY YUCJIi TeHeTUYHi cyOmonynsiii (IuB. po3nin «®@apMaKoKiHeTHKa»).

Y nopibHux cutyalisx HeoOXigHO peTeIbHO 3BaXKUTH CIIiBBITHOIIEHHS KOPUCTh/PU3UK JIiIKYBaHHS.
PekxoMeHOyeThCS IPOBOAUTY PETEIbHUM KITiHIYHUYM MOHITOPUHT. [1py 3HaYHOMY MiABUIIEHH]
nodaTkoBoro piBHSI K@K (6inbie HiXK y 5 pa3iB mopiBHsaHO 3 BMH) nikyBaHHS IIUM IIperapaToM He
MIOYKUHAIOTh.

BusnayenHs pieHa KOK.

Busnauenus piBHs KOK He cnmif mpoBoguTH micis iHTeHCUBHUX (Di3MUHUX HaBaHTaxeHb abo y pasi
HagBHOCTI Oyb-IKUX {HIINX YMHHUKIB, Ki MOXKYTh mifBuiyBaty piBeHb KOK, ockinbku 11e MoxKe
IIPU3BECTH 10 HETOYHUX pe3yibTariB. [Ipy 3HaYHOMY HifBHUIIEeHHI mo4aTKoBOro piBHSI KOK (6inb
HiX y 5 pa3siB nopiBHgHO 3 BMH) pekoMeHAy€eThCA IOBTOPHE IPOBEAEHHS OOCTIAXKEHHS yepe3 5-7
OHiB, 1100 MiATBEPOUTH OTPUMAaHi pe3yabTaTH.

ITi0 yac aiKyBaHHA.

- [TarieHTH TOBUHHI HETAWHO MOBIIOMIISITH JTiKaps PO YCi BUNIAJKX BUHUKHEHHS 001110 y M’g3aX, Ipo
cymomu abo crabKicTh, 0COOTHMBO SKIO BOHU CYIIPOBOMXKYIOTHCS HE3MYKAHHSM i MIBUIIEHHSIM
TeMIlepaTypH Tina;

- K10 MOAi6HI CHMIITOMY BUHMKAIOTH IIifl Yac JIiKyBaHHS aTOPBACTAaTHHOM, HEOOXiHHO BU3HAYUTHU
piBers KOK. V pasi 3HauHOr0 migBUINEHHS I[LOTO II0Ka3HUKa (0OinbIle HiXK y 5 pa3iB MOPiBHSHO 3
BMH) npenapat He0OXiTHO BiTMiHUTH;



- IpY M’30BUX CUMIITOMAaX TSIKKOTO CTYIEHS, IKi CIPUYMHSAIOTh 3HAaUYHUM JUCKOMGOPT, HaBiTh AKIIO
piBenb KOK meHnmr Hix y 5 pasis nmepesuitye BMH, nikyBanHs He0OXiqHO TPUITMHUTHY;

- SIKII[0 CHMIITOMM ITOBHICTIO 3HUKAIOThH i piBeHb KOK moBepTaeThCs [0 HOPMU, TOHI MOXKHA 3HOBY
IIPU3HAYUTH aTOPBACTATHH ab0 iHIIMI MpenapaT TPYIU CTAaTHHIB, 3MEHIIUBIIHN HOTO [03Y; MallieHT
TIOBUHEH Mepe0yBaTH IIif MOCTIMHUM HATJISI0M JTiKaps;

- MiKyBaHHSI aTOPBACTAaTUHOM HEOOXiHO MPUMMHUTY NIPHU KITIHIYHO 3HAUYIIOMY IiIBUIIEHH] PiBHS
K®K (6inbure Hixk y 10 pasiB nopisasiHo 3 BMH) a6o y pasi giarHocToBaHOro padmomionisy uu
Iif03pY Ha UOr0 BUHUKHEHHS.

OdHovacHe 3acmocy8aHHA 3 IHWUMU AIKAPCbKUMU 3aCO6AMU.

Pu3uk po3BuTKy pabmomionidy mifBUIIYETLCS IPYU OGHOYACHOMY 3aCTOCYBaHHI aTOpBACTaTUHY 3
IesTKUMU JTiKapChKUMU 3acobaMu, TaKUMHU K IOTYkKHi iHri6iTopu CYP3A4, abo TpaHCIIOPTHUMU
OinkamMu (HampuKIajl, IUKIIOCIIOPUH, TEIITPOMIIIMH, KJTAPUTPOMIITUH, NeflaBipauH, CTUPUIIEHTOJI,
KETOKOHAa30JI, BOPHKOHA30J1, iTpaKoHa30J1, 103aK0Ha30 Ta inribitopu BIJI-mpoTeasu, BKIOYa0un
PUTOHABIp, JI0MiHaBIp, aTa3aHasip, iHAWHABIDP, JapyHaBip).

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3 reM(piOpo3uIoM Ta iHIMKUME TOXigHUMU PiOPOEBOL KUCIIOTH,
OollenTpeBipOM, epUTPOMILIMHOM, HiallUHOM Ta e3eTUMiOOM, TemanpuBipoM abo KoMmbiHalrii
TelanpeBipy/pUTOHABIPY TaK0OXK 3POCTa€ PU3MK BUHUKHEHHS MiomaTid. AKI0 MOXKIIMBO, CIIif
3aCTOCOBYBATH iHIII JIiIKapChKi IpenapaTy (110 He B3a€EMO[IiI0OTh 3 aTOPBAaCTaTHHOM) 3aMiCTh
BHUIIle3TaJaHUX.

Ao HeoOXiIHO TPOBOAUTY OJHOYACHE JTiKyBaHHS aTOPBACTAaTUHOM Ta BUIle3a3HAYEHUMU
3acob6aMu, CJIifi peTebHO 3BaKUTH KOPUCTh Ta PU3UK OMHOYACHOTO 3aCTOCYBaHHS. fAKIIO NalieHTH
IpUUMAaTh IIpenapaTy, 10 MiABUINYIOTh KOHILIEHTPAIlil0 aTOPBaCcTaTHUHY Y IJIa3Mi KPOB,
PEKOMEHIYEThCS 3MEHIINTH 103y aTOpBacTaTUHY A0 MiHiManbHOL. KpiM Toro, ¥ BUllafKy
3aCTOCYBaHHS NOTyXkHUX iHTi6iTOpiB CYP3A4 Ciif po3risiHyTH MOXKJIUBICTL 3aCTOCYBaHHS MEHIIIOI
II0YaTKOBOl 03U aTOPBACTaTUHY. TaK0X PEKOMEHAYETHCS MPOBOOUTH HaJIeXKHUM KITIHIYHUAN
MOHITOPUHT CTaHy LIUX MaLli€HTIB.

ATopBacTaTHH He MOXHA 3aCTOCOBYBAaTH OJHOYACHO 3 CHCTEMHHMM 3aCTOCYBaHHSAM (y3UA0BO1
KHMCIO0THA ab0 BIPOOBXK 7 [HIB IiC/Is MPUNMHEHHS JiKyBaHHS (Qy3UI0BOIO KUCIIOTOW. Y MAlli€HTiB, ¥
SKMX CUCTeMHe 3aCTOCYBaHHS (Qy3U0BOI KMCIOTH BBaKAEThCS HEOOXiMHUM, JTiKyBaHHS CTaTUHAMU
CJIi[l TPU3YIIMHUTU Ha BeCh IePiof] 3aCTOCyBaHHS (Qy3UA0BOI KUCIIOTH. Y MAIiEHTIB, IKi OTPUMYBajIu
Gby3unoBy KUCIOTY Ta CTaTUHY Y KoMOiHatii, 6yu 3apeecTpoBaHi BUagKu pabmomionisy (B Tomy
YUCJIi neTanbHi) (IuUB. po3min «B3aemMopis 3 iHIMMMY TiKapChKUMK 3ac00aMu Ta iHIII BUOK
B3a€eMofii»). [TallieHTy cilig mMOpeKOMeHIyBaTH HeraiHo 3BEPTATUCS 3a MEeAUYHOIO IOTIOMOI010 ¥ pasi
BUHUKHEHHS Oyb-IKMX CUMIITOMIB CcJ1abK0OCTi, 607110 ab0 60J1iCHOI YyTIUBOCTI y M’s13ax.

Tepamito cTaTuHaMU MOXKHa IIPOJOBXKUTHU Yyepe3 7 OHIB MiCIg OTPUMaHHS OCTaHHBLOI 03U (Py3UI0BO1
KHUCJIOTH.

3a BUHSTKOBUX 00CTaBUH, KOJIM IOTPiOHE HOBrOCTPOKOBE CHCTEMHE 3aCTOCYBaHHS (y3UI0BOI
KMCJIOTH, HaIIPUKJIIaf, OIS JTiIKyBaHHS TAXKKUX iH(MeK1il, HeoOXimHICTh 0HHOYACHOTO 3aCTOCYyBaHHS
Ipernapary Etcer® Ta Gy3umoBol KUCTIOTH CIIifl PO3TJIAAaTH TiMbKY B iHAUBiTyanbHOMY IOPSIOKY Ta
3O1MCHIOBATH IIifi pETeJIbHUM HarjsafoM JliKaps.

IHmepcmuuiaabHe 3aX80PHOBAHHA /1€2€Hb.

[Tig yac nmikyBaHHS OeSIKUMHU CTaTMHaAMU (0COOIMBO IIifl Yac TPUBAJIOTO JiKyBaHHS) OyiIu onucaHi



BUHSTKOBI BUITQOKU PO3BUTKY iHTEPCTULIATbHOTO 3aXBOPIOBaHHS iereHb. CUMIITOMUA MOXKYTh
BKJII0YaTH OUCIIHOE, HEIPOAYKTUBHUY Kalllellb, 3arajibHe MOTipPIIeHHS CaMOIOYyTTS (CTOMIIIOBAHICTD,
3HUKEHHS MacCH Tijla, rapsdka). Y pa3i BUHUKHEHH IiI03pU Ha iHTepCTulliabHe 3aXBOPIOBaHHS
JIeTEeHb JIiKyBaHHS CTaTUHAMU CIIiJl IPUIIUHUTH.

ObmedceHHs 3dCMOCYBAHHA.

ATopBacTaTHH He OOCIIIXyBaJld 3@ YMOB, KOJIM OCHOBHUM BiIXUJIEHHSIM Bif HOpMHU 3 OOKY
JinmonpoTeiHiB Oyo migBUIlleHHS PiBHS XimoMikpoHiB (Tunu I Ta V 3a knacudikaiieto
®pempikcoHa).

LlonomidcHi pevosuHu. ITpenapat MiCTUTH JTaKTO3Y. AKI0 y Bac BCTaHOB/IeHA HETIEPEHOCUMICTh
IessKUX IyKPiB, IPOKOHCYIBTYUTECS 3 JIiKapeM, IePII HixkK IpuiMaTH 1iel JikapCchKui 3acil.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
OuiHKa pusukia

ATopBacTaTUH IPOTUIIOKA3aHUM BaTiTHUM XKiHKaM, OCKiJTbKM He BCTaHOBJIeHa Oe3IeKa 1oro
3aCTOCYBaHHS BariTHUM XiHKaM i HEMa€ SIBHOI KOPUCTi IPUMOMY JIiigJO3HUXKYIOUHX IIpenaparTiB y
nepiopn BariTHOCTi. Ockinbku iHri6iTopu [MI-KoA-peiyKTa3u 3HUKYIOTh CUHTE3 X0JIECTEPUHY Ta,
MOXKJIMBO, CUHTE3 iHIIMMX 61070TiYHO aKTUBHUX PEYOBUH, SIKi € MOXiIHUMU XOJIECTEPUHY,
ATtopBacTaTHH MOXe HIKi[IABO BIIABATH Ha IUIif. IIpuitom npenapaty ETcet” CIlif IPUIKHATH, SK
TiJIbKY BCTAHOBJIEHA BaTriTHICTh (MuB. Po3min «IIpOTUIIOKA3AHHSI»).

Po3paxyHKoBHUi (POHOBUYM PHU3UK 3HAUYHUX BPOAKEHUX MallbpopMallid Ta BUKUIHIB [AJIS BKa3aHOL

monynsLil HeBigomuu. Y 3aranbHii nonynsiil CIIA po3paxyHKoBul (OHOBUM PU3UK 3HAYHUX

BPOIXKEHUX MalbGopMalliil Ta BUKUIHIB IIPY KIiHIYHO BU3HAHUX BaTriTHOCTSAX CTAaHOBUTH 2-4 % Ta
15-20 % BigmoBigHO.

Konmpauenuisa

ATopBacTaTUH MOXKe 3aBJaBaTHU IIKOAY IJIOAY IIPU 3aCTOCYBaHHI BariTHO XIiHKOW. KiHKHK
PENpPOAYKTUBHOTO BiKy MaioTh OyTH poiHdopMoBaHi Ipo HeoOXigHICTh epeKTUBHOI KOHTPALEil mif
Yac JIiKyBaHHS IIUM IIperapaToM.

KmninigHi gani

OOMmexeHi ony0miKoBaHi gaHi 3 o6cepBalliiHUX [OCHiIXKeHb, MeTaaHaJIi3iB Ta KIiHIYHUX BUMIAAKiB
00 3aCTOCYBaHHS aTOPBACTATUHY KaJIbIlil0 He 0Ka3aJy MiABUIEHOr0 PU3UKY BUHUKHEHHS
CepHo3HUX BPOMKEHUX MalbpopMallid Ui BUKUIOHIB.

Hapgxopmunu pigkicHi MOBigoMJIeHHS PO BPOMXKEHI aHOMaJtil Micis BHyTPIIIHbOYTPOOHOI €KCII03UTIil
inmux inriditopis I'MI'-KoA-penykTa3u. [IpocnekTuBHe cnocTepexeHHs npubnu3Ho 100 Bunagkis
BariTHOCTEU Yy XKIHOK, SKi JIIKyBaJIXUCsA CUMBAaCTaTUHOM YU JIOBACTATUHOM, I10Ka3aJsio, 110 4acToTa
BUIIQIKiB BPOMIKEHUX aHOMAJIi} II710[]a, BUKUIHIB Ta BHYTPIITHEOYTPOOHUX JeTaTbHUX
HaCJigKiB/MepTBOHAPOAKEHb He ITepeBUIIlyBala YaCTOTH, OUiKyBaHOI [JIs 3arajibHOl MOy JISAIIii.
KinpkicTh BUIIQMIKiB € IOCTATHHOIO, 11100 BUKITIOUUTH = 3—4-KpaTHe IMiIBUIIEHHS BPOIXKEHUX aHOMaIii
PO3BHUTKY IIJI0fIa OPIBHSIHO 3 (HOHOBOIO YacTOTOW. Y 89 % BariTHux, 3a SKMMHU BEJIU MTPOCIEKTHBHE



CIIOCTepeXkKeHHs, JIIKyBaHHS [IperapaToM, pO3M0YMHAIO0CS [0 BariTHOCTI Ta IPUIUHSAIOCS Iif yac
[ TpuMecTpy micis BUSBIIEHHS BariTHOCTI.

ITepiod 200ysaHHs 2py0010

ATopBacTaTHH IPOTUIIOKA3aHUY y 1epiof rogyBaHHs T'PyAgo. BimcyTHs iHpopMallis mpo BIINB
mpernapaTy Ha TPYAHY OUTUHY Y4 Ha NakTaliio. HeBigoMo, 41 IpOHKWKA€E aTOpBaCTaTUH y TpyAHe
MOJIOKO, OffHaK OyJi0 IOKa3aHo, 110 iHMUi JIiKapChKUY 3aci0 LbOTO Kjlacy MPOHUKAE Y TPYOHE
MOJIOKO, aTOpBaCTaTUH IPUCYTHIN y MOJIOLI IypiB. OCKIIBKY CTaTUHU IOTEHIINHO 30aTHI
CIIPUYMHUTH CEepHO3Hi HeOaxkaHi peakllii y HEMOBIIAT, SKi 3HaXOASATHCS Ha TPYIHOMY TOflyBaHHi,
JKiHKaM, 5IKi MoTpeOyIoTh JTiKyBaHHS IIpenapaToM ETcet®, He cIif royBaTHU I'PYO/I0 CBOIX HEMOBIIST
(muB. po3min «IIpoTunokasaHHI»).

30amHicmb 8niueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

ATopBacTaTUH IIPOSIBIIS€ He3HAYHUIM BIIMB Ha 3JaTHICTh KepyBaTH aBTOMOOGieM i ImpalftoBaTy 3
MexaHi3MaM¥u, ajle peKOMEeHI0BaHO AOTPHMYyBaTUCh 00ePeKHOCTI TP BUKOHAHHI BUIleHaBeIeHUX
Oi.

Cnoci6 3acmocyeaHHss ma do3u.

I'inepainidemis (2zemepo3u2omHa cimetiHa ma HecimelHa) ma 3miwaHa ducainidemisa (mun Ila ma IIb
3a Kaacupikauiero OpedpikcoHa).

PekoMeHI0BaHa I0YATKOBa [03a npenapaTy Etcer® cranosuth 10 a6o 20 Mr 1 pa3 Ha goly. s
MaIli€HTIB, SIKi MOTPeOyIOTh 3HAYHOI'0 3HUKEHHS piBHA x0onectepuny JITTHIII (6inbin HiXK Ha 45 %),
Teparis Moxke OyTu po3noyara i3 mo3yBanHs 40 mMr 1 pa3 Ha mo0y. [1030Buii mialma30H IpemnaparTy
Etcer® 3HaxomuThCs y Mexkax Bif 10 go 80 Mr 1 pa3 Ha mo0y. [Ipemapar MoXHa IPUMMATH Pa30BO0
103010 y Oymb-sIKi TOOUHYU Ta He3aJlexkHO Bif mpuitoMy ixki. [ToyaTKoBa Ta migTpUMyOdi 03U
Ipernapary ETcer® MaioTh O6yTu migibpaxi iHOMBigyanbHO, 3aJIe3KHO Bil METH JIiKyBaHHS Ta BiATIOBifi.
ITicna moyaTKy JiKyBaHHS Ta/abo micis TUTPyBaHHA Ho3M Ipenapaty Etcer” ciif mpoaHamisyBaTu
PiBHI nimifiB IpoTAroM nepiony Bif 2 [o 4 TUXKHIB Ta BiOIIOBIGHUM YMHOM BiTKOPUTYBaTHU HO3Y.

I'emepo3uzomHa cimeliHa zinepxosecmepuHemia y nauieHmis dumsayozo siky (s8ikom 10 - 17 pokis).

PekomenpoBaHa oyaTKoBa [03a IIpenapaTry Etcet” cTaHOBUTH 10 Mr/no0y; 3BUYalHUM [diarma30H 103
cranoBuTh Bif 10 mo 20 Mr mepopasnbHo 1 pa3 Ha goOy. [lo3u mpemnapary ciif migbupaTtu
iHouBimyanbHO BiAMOBIAHO OO0 pPeKOMEHI0BAHOI 11T NTiKyBaHHS. KOpUTyBaHHS HO3H CJIifi TPOBONUTH 3
inTepBanoM 4 TuxkHi abo OGinblre.

T'oMo3u20mHa cimeliHa 2inepxoaecmepuHeMis.

Io3a mpenapaTy ETceT” [Jisl MaIi€HTIB i3 TOMO3KUIOTHOIO CiMEHMHOIO TiepX0oNecTepUHEMIEI0
cranoBuTh Bif 10 mo 80 Mr Ha mo6y. [Ipenapat ciifi BAKOPUCTOBYBATH B SIKOCTi [IOIIOBHEHHS 0 iHIIMX
rinoninigeMiyHUX MEeTOAIB NiKyBaHHS (Hampuknap adepes JITTHII) abo sxiio rinominigemMigdi metonu
JIIKYBaHHSI HEOCTYIIHI.



OO0HouacHa 2inoainidemiyHa mepanis.

ETceT® MOXKHa 3aCTOCOBYBATH 3 CEKBECTPAHTaMM XKOBYHUX KUCNIOT. Kombinamiio inri6itopis I'MTI-
KoA-penykTa3u (cTtatusiB) Ta ¢ibpaTiB c/Iifl 3aCTOCOBYBaTH 3 00€pEXKHICTIO (AUB. PO3MAiNK
«Oco0IUBOCTI 3aCTOCYBaHHS», «B3aeMopmist 3 iHITMMU TiKapChbKUMHU 3aco0aMu Ta iHIII BUIU
B3aEMOJIIN»).

Ilo3yeaHHA 014 nayieHmis i3 NoOpyweHHAM (PYHKUII HUPOK.

3axBOpPIOBaHHS HHUPOK He BIIMBAIOTH Hi Ha KOHILIEHTPALII0 ¥ IIJla3Mi KPOBi, Hi Ha 3HWXKEHHS PiBHI
xonectepuny JIITHII npu 3acTocyBanHi aTopBacTaTuly. OTKe, KOPUTYBaHHS 003U IIpernapaTy
ETcer® marieHTaM 3 OpyIIeHHAMH GYHKIII HAPOK HEmoTpiGHe (muB. po3min «Oco6aMBoCTi
3aCTOCYBaHHS»).

[lo3yeaHHA 045 nauieHmis, Ki npulimMaroms YUKAOCNOPUH, KAAPUMPOMIUUH, impPaKkoHa3on abo negHi
iHeibimopu npomeas.

He crnip 3acTocoByBaTu ETceT” mamieHTaM, IKi IpUiMaOTh HUKIOCIOPUH a0 iHriGiTopu mpoTeasu
BIJT (TunpaHaBip puToHaBip), abo iHribiTop mpoteasu Bipycy rematuty C (Temamnpesip). [Ipenapat
crig 3 o6epexkHICTIO MpU3HavyaTy nariestaM 3 BIJI, ski mpuiiMaroTh JIOMiHABIP PUTOHABIP, Ta
3aCTOCOBYBaTH Yy HaHUKYil He0oOXigHil no3i. [TalieHTaM, SKi MIpUiMaloTh KIIapPUTPOMILIUH,
iTpakoHa3o, abo namieHTam 3 BIJI, ki npuiiMaioTh KoMOiHaIlil cakBiHaBip PUTOHABIP, JapyHaBip
puToHaBip, GocaMnperasip a6o GocaMIpeHaBip pUTOHABIP, TepaneBTHYHY 03y Ipenaparty Etcer”
ciig oOMexkuTH 003010 20 MT, TAKOXK PEKOMEHAYETHCS IPOBOAUTH HaJleXkKHi KITiHiuHiI 06CTeXeHHS [Jis
3a0e3nedyeHHs 3aCTOCYBaHHS HalMeHINol HeoOxigHoi no3u npemnapaty Etcer®. ITamieHTaM, Ki
npuiMaroTh iHribiTop nmpoTeasu BIJI, Hendinagip, abo iHribiTop npoTteasu Bipycy renatuty C,
OoriernpeBip, NiKyBaHHS IIperapaToM Etcet® crmimg o6MeXUTH 103010 0o 40 MT, TaK0K PEKOMEHAYETHCSA
IIPOBEMIeHHS BiATOBIgHUX KIiHIYHUX 00CTeXKeHb [ 3a0e3redeHHs 3aCTOCYBaHHSI HaliMEeHIIIO1
HeoOXi[IHOI 103U aTopBacTaTHHY (OuB. po3ginu «Oco0IMBOCTI 3aCTOCYyBaHHS», «B3aeMopis 3 iHIMUMU
JMiKapChKUMU 3aco0aMH Ta iHIIi BUOU B3AEMOIIN»).

Himu.
I'emepo3u2o0mHa cimeliHa 2inepxosiecmepuHemis

Besneka Ta eeKTUBHICTh 3aCTOCYBaHHS aTOPBACTATUHY BCTAHOBJIEHI [Jig AiTel BikoM Bim 10 mo
17 POKiB i3 TeTEPO3UTOTHOIO CIMEHHOIO TiIePX0JIeCTEPUHEMIEIO SIK JOIMOBHEHHS 0 TIETH OIS
3HUKEHHS 3arajbHOro xonectepuny, pisega JIITHII ta piBHS anominonpotelny B, konu micns
aJeKBaTHOI cupoOu mieToTeparrii Bif3HAYaIOThC:

. xonectepuH JITTHII = 190 mr/mn (4,91 mmons/m) abo
. xonectepud JITTHII = 160 mr/mn (4,14 mmons/mn) i
0 y ciMeliHOMY aHaMHe3i HasiBHa CiMeliHa X0JiecTeprHeMis abo paHHi ceplieBo-CyaUuHHI

3aXBOPIOBaHHS y POAUYIB NEPIIOro abo APyroro cTyneHs abo

0 IPUCYTHi IBa abo Ginbiue iHIMX GaKTOPiB pU3UKY CEPIIEBO-CYOIUHHUX 3aXBOPIOBAHb.



IToka3aHHs O/1d 3aCTOCYBaHHSA aTOPBACTATHUHY HiJITBepJI}KeHe Ha OCHOBI I[OCHiJI[}KeHB:

[Tnare60-KOHTPOJIbOBaHE KITiHiYHE [NOCTiAKEeHHS TPUBAIICTIO 6 MicsAMiB 3 y4acTio 187 xyomniiB Ta
[iBYaT micig mo4YaTKy MeHcTpyauii BikoM Bif 10 go 17 pokis. ITallieHTH, AKi OTpUMyBasu JIiKyBaHHS
aTopBacTaTHHOM y 103i 10 Mr aGo 20 MT IIOAHS, MaJik 3arajioM MomioHuM mpodins HebaKaHUX
peaxliiil ;o TaKOro y MalliEHTiB, IKi OTpUMYBaju maue6o. Y oMy By3bKOMY
KOHTPOJIbOBAHOMY HOCIifI>KeHHi He 0yJI0 BUSIBIIEHO 3HAUYIIIOTO BIIJIUBY IIpenapaTy Ha picT
abo cTaTeBe [O3piBaHHS XJIOMIIB a00 Ha TPUBAJIICTh MEHCTPYAIbHOTO IIUKITY Y AiBYar.

TpupiuHe BifKpuUTe HEKOHTPOJIbOBaHE JOCTIIXEHHS 3 y4acTio 163 aitei BikoM Big 10 o
15 pokKiB i3 reTepO3Ur0THOIO CiMENHOIO0 TillepX0oJieCTEPUHEMIEIO, AT AKUX MiA0Mpay fo3y Ajs
NOCSATHEHHS LiNboBOTO piBHSA Xonectepury JIITHII < 130 mr/gn (3,36 mmons/n). be3neka Ta
e(peKTUBHICTb 3aCTOCYBAHHS aTOpPBaCTaTUHY IIpU 3HUXKEHHI Xxonectepuny JIITHII, gk npasuro,
BiATIOBimalOTh MOKA3HUKAM, SIKi CITIOCTEPIraaucs y JOPOCIUX MallieHTiB, He3BaXKal4yu Ha 00MeXeHHS
IIJTaHy HEKOHTPOJIbOBAHOI'O AOCIiAKEHHS.

HeoOxigHa KOHCYIbTAIlis OiBYAT ITiC/IS MOYATKy MEHCTPYaIlil 040 KOHTPAIEIIlii, SKIIO 11e JOPeYHO
[J1S TTallieHTa.

IIOBroCcTPOKOBOI €(heKTUBHOCTI Tepallil aTOpBacTaTUHOM, PO3II0YATOl B JUTUHCTBI [JIS1 3MEHIIIEHHS
3aXBOPIOBAHOCTI Ta JIETaJIbHOCTI Y OPOCJIOMY Billi, He BCTAHOBJIEHO.

Besmneka Ta eheKTUBHICTh Tepallii aTopBaCTaTUHOM He BCTAHOBJIeHa [IJis AiTei BikoM 1o 10 poxkiB i3
reTepO3UT0THOI0 CIMENHOIO TrinepxonecTepruHEMIEIO.

T'oMo3u20mHa cimeliHa 2inepxoiecmepuHemis

Kniniyna epekTHBHICTh Tpenapaty y mo3ax go 80 mr/mo6y npotsiroMm 1 poky Gyrna olliHeHa y
HEKOHTPOJIbOBAHOMY HOCJIiI2KEHH] y MallieHTiB i3 TOMO3UTOTHOI CIMEWHOI0 Tinepx0eCTepUHEMIELD,
[0 TKOTo OyJI0 BKJIIOYEHO 8 miTel.

IlIepedo3yeaHHsi.

CneuudivyHoro nikyBaHHS HeMa€; IPOBOJUTH CUMIITOMAaTHYHY Ta HMiATpUMYyl0dy Teparmiio. HeoOxigHo
IIPOBECTH aHasi3 (GyHKIiM TeYiHKY i BUMipioBaT# piBeHb cupoBaTKoBOl KOK. OCKinbKY aTOpBacTaTuH
3B’s13y€ThCS 3 OiTkaMu IJ1a3MU KPOBi, reMofiani3 Manoe@eKTUBHUIM.

ITo6iuni peakuii.
IHpekuitiHi i napa3umapHi 3axe8oproe8aHHs: Ha3opapUHTIT, iHbeKIil.
3 60Ky Kposi i aAiMpamuyHoi cucmemu: TPOMOOLIUTOTIEHIS.

3 6oky iMyHHOI cucmemu: anepriuli peakiii, aHadinakTuyHi peakiiil (y ToMy yucii aHadpinaKTUYHAN
ITIOK), aHadimakcis.

3 60Ky 06MiHy pe4osuH: TillepriaikeMis, rimormikeMis, 30ibllIeHHS MacH Tijla, BTpaTa aleTUTy
(aHOpEKCis), myKpoBui miaberT.



3 6oky ncuxiku: mempecisi, MOPYyIIEHHS CHY, BK/II0Yalouy Oe3COHHS, XKaXJIUBi CHOBUIIHHS, KOIIIMapPHi
CHOBHU[iHHS.

3 60Ky Hepsosoi cucmemu: TOJIOBHUM 0ilb, 3allaMOPOYEHHSI, TapecTesisd, rinecTesis, 3MiHa
CMaky (mucresaist), mepudepudHi HeHpomaTii, KOTHITMBHI PO3/Maau (HampUKIIamd, BTpaTa maM sTi,
Oe3naM’sITHICTh, aMHe3is1, TOPYIIeHHs IaM’sTi, CIIJTyTaHiCTh CBiMOMOCTI), TIOB’sI3aHi i3 3aCTOCYyBaHHSAM
CTaTHUHIB, IHCYJIBT.

3 60Ky opaaHis 30py: 3aTyMaHeHHs 30py, HEUITKICTh 30py, PO3/Iadu 30pY, MOPYIIEHHS 30Dy .
3 6oky opaaHie cayxy i pisHosazu: IIyM y ByXaX, [A3BiH y ByXaX, BTpaTa CIyXy.
3 6oky ceuocmamesoi cucmemu: TEUKOIUTOYPis, iHPEKIIil CEHOBUBITHUX IIIAXIB.

3 boky OuxaabHOi cucmemu, opa2aHie 2py0HOI KAimKu i cepedocmiHHA: HOCOBa KPOBOTEYa,
iHTepcTUIlianbHEe 3aXBOPIOBaHHA JIeTeHiB, 0ilb y rop:i Ta ropraHi (papuHronapuHreanbHui Oinb).

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: 3al0p, METEOPU3M, OUCIIEICiA, Hy[0Ta, BiHpUKKa,
miapest, OII0BaHHS, IITYHKOBO-KUIIKOBUY TUCKOMMOPT, Gifib y BepxXHi# | HUKHIN YaCTHHI
®uBOTA, OiNlb y WINMYHKY, OiNb y YePEBHiM MOPOKHUHI, MaHKPEATHT.

3 60Ky neuiHku i oco840B8UBIOHUX WAsXi8: TEIIATUT, X0JIeCTa3, X0JIeCTaTUYHA XKOBTAHULIA,
[IeYiHKOBa HE[OCTaTHICTE, y TOMY YHUCIIL JIeTalbHa.

3 60Ky wkipu i niQwKipHUX MKaHuH: KPOIIMB'THKA, IIKipHi BUCUIIaHHS, CBepOiXK, anomneris,
aHTi0HEeBPOTUYHUM HAOPSAK, OyThO3HUMN AEepMATHUT (y TOMY YHCIIi MyJIbTA(POPMHA epuTeMa),
cuagpoM CriBeHca-[I2KOHCOHA Ta TOKCUYHUY elifepMalbHIUNA HEKPOIi3.

3 6oky ckesemHo-M’3080i i cnosyuHoi mkaHuHu: Oilnb y M’'s13ax (Mmianris), 6inb y cyriobax
(apTpanrist), 6inb y KiHIliBKaxX, M'sI30BUH CIIa3M, CyIOMH, OIyXaHHs (HabpskaHHS) cyrino0iB, M’ g30B0-
ckeneTHu 6inb, 6inb y crnuHi, 6inb y mui, M'130Be CTOMJIEHHS, c1abKicTh M’s13iB, Mionaris, y ToMy
YHCJTi iMyHOJIOTiYHO OmOCepeiKOBaHa HEKPOTU3YI0Ya MiomaTiss, MIO3UT, MMiABUIIEHA
BTOMJIIOBAHICTh M’s13iB, pabmoMiosni3, TeHmomaTis (iHomi yCKIafHeHa PO3PUBOM CYXOXKUILIIS);

3 60Ky penpodykmueHoi cucmemu ma MOA0YHUX 3d/103: TIHEKOMACTisI, PO3j1aj] CTaTeBOl (PYHKIII,
IMITOTEHIIiA.

3azanvHi po3aadu i nopyweHHA y Micli 68e0eHHA: BITUyTTd He3[yXKaHHS, TUCKOMQOPT, aCTeHis,
BTOMa, OiNtb y rpymsx, mepudepruyHi HAOPSIKY, MiIBUILEHA BTOMIIIOBAHICTD, MiBUINEHa TeMIIepaTypa
(mipekcis).

JlabopamopHi ma iHcmpymeHmanvHi 0aHi: MigBUIIEHHS CUPOBATKOBUX TPaHCaMiHa3, 1110 He BUMarae
IpUNVHEHHS JIiKyBaHHS, MiJBUILIEHHS aKTUBHOCTI ajlaHiH-aMiHOTpaHCc(epas3y, MiABUIIEHHS
aKTHBHOCTI KpeaTuH(poCchOKiHa3M KPOBi, 3MiHa PyHKITIOHATBHUX TPO0 MEUYiHKHU, MiABUIIEHHS
KpeaTUHKiIHa3¥ Y KPOBi, HasBHICTh JTIEMKOLUTIB y Cedi, MigBUIIEHHS PiBHA JIyKHOI ¢ocdaTa3u B KPOBI.

[To0ivyHi peakiiil mig Yac KIHIYHUAX OOCTIIKeHb 3aCTOCYBAaHHS aTOPBACTATUHY HiTAM

[Tig yac 26-TUKHEBOr0 KOHTPOJILOBAHOI'0 AOCIIAKEHHS Y XJIOIMIIIB Ta y AiBYAT MIiCJISA MOYaTKy
MeHCTpYyalliil i3 TeTepO3UTr0THOI0 CiMEWHOI0 rinepxonecTepureMieto (y Biui Big 10 go 17 pokiB)
(n = 140, 31 % - xiHo4oi cTaTi; 92 % — NpeaCcTaBHUKH €BPOIEOITHOI pacHu, 1,6 % — mpencTaBHUKHU



HerpoigHoi pac, 1,6 % — mpeAcTaBHUKKA MOHTOJIOIIHOI pacu Ta 4,8 % — NpefcTaBHUKU iHIINX
eTHiYHUX rpyn) nmpodins 6e3meKy Ta MepeHOoCHMOCTi aTopBacTaTUHY Yy #o3i Big 10 Mr mo 20 Mr Ha
o0y SIK OOTIOBHEHHS [I0 Mi€TH [JIsT 3HUKEHHS 3arajibHOT0 X0IeCTepUuHy, piBHs xonectepury JITTHII]
Ta piBHS aposninonpoTeiny B 0yB 3aranom nopibHUM 1o mpodinio miaiebo.

Tepmin npudamuocmi.

3 POKH.

YMoBH 30epiraHHs.
30epiraTtu B OpuriHaabHi{ yIaKOBIi IpU TeMIepaTypi He Buille 25 °C.

30epiratu y HeJOCTYIIHOMY OJIS1 OiTel MiCIIi.

YnakoBka.

[To 14 Tabnetok y 6ricTepax; mo 2 abo no 4, abo 1o 6 67icTepiB y KapTOHHIM YIIaKOBII.

Kareropisa Bigmycky.

3a PEeIEITOM.

BupoOHHK.

TOB «KYCYM OAPM».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCusi IPOBaIXKeHHs HOro Jis/IbHOCTI.

40020, Ykpaina, Cymceka o6nacth, M. Cymu, Byn. CkpsibiHa, 54.

[JaTa OCTAaHHBLOI'O IIEepPerjasay.



