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30 40 DL Ne SPLE

IHCTPYKIIA
AJIS MEAMYHOT'0 3aCTOCYBAHHS JiKapchKOro 3acoly

Atopuc®
(Atoris®)

Cknao:

Oito4a peyosuHa: aTOpPBaCTaTHH,

1 Tabnerka, BKpuTa IIiBKOBOKO 0000HKOIO MicTHTh 10 Mr, 20 Mr, 40 Mr atopBacTaTHHY Y
BHIJISAJTI aTOPBACTATHHY KAJIBIIifO;

OONOMIJICHI PeYOBUHU:

10 me, 20 me: TOBiOH, HaATPiFO Jaypwicyib(dar, KaiubI[ilo KapOoHAT, IEJ0I03a
MIKPOKPHUCTATIYHA, IJAKTO3H MOHOTIAPAT, HATPIIO KPOCKAPMEII03a, MarHilo CTeapar;
000]10KKA. TAIBK, CIUPT HoiBiHLIOBHH, Makporon 3000, tutany miokcun (E 171);

40 m2: NOBiIOH, HATPIIO JIAYPWICYIb(}aT, KAIbIiI0 KapOOHAT, IeN0JI03a MIKPOKPHCTAIIYHA,
JIAKTO3W MOHOT1/IpaT, HAaTpit0 KpocKapMeo3a, KpOCIIOBIJOH, MarHilo cTeapar;,

obononka. rinpomMesosa, Makporon 400, turany miokcun (E 171).

Jlikapcebka ¢popma. TabmeTku, BKPUTI ILTIBKOBOKO 000JIOHKOIO.
OcHosni ¢hizuxo-ximiuni enacmueocmi: Oilll, KPYTrii, TPOXH BHUITYKIIi, BKPHUT! ILTIBKOBOIO
000JIOHKOIO TabNIETKH.

dapmaxoTepaneBTH4HA rpyna. ['inoninmigemiyni 3acobu. Iuriditopu I'MI-KoA-penykrasu.
AropeactatuH. Kog ATX C10A A05.

Dapmakonozivni enacmueocmi.

Dapmakoounamixa.

Ilpenapar MICTHTh aKTHBHY pEYOBHHY aTOpPBACTAaTHH. ATOpPBACTATHH € CEIEKTHBHHAM
koHKypeHTHEM iHribitopom ['MK-KoA-penykxrasy — depMeHTy, 110 BM3HAYAE IIBHIKICTH
IIEPETBOPEHHA  3-TiIPOKCH-3-METII-TIIOTAPII-KOEH3UMY Ay  MeEBallOHAT, IO €
HOMEPEHUKOM CTEPOJIIB, 30KpeMa XOJIECTEPHHY. TPHIIIIEPHIN Ta XOJECTEpUH Y HediHIl
BOYZIOBYIOTBCSI Y MOJIEKYJIM JIIIOMPOTETHIB qyXe Hu3bkoi ninsaocti (JIIIJIHII), HagxoasTs
IO TIa3MH KpOBlI 1 TpaHCHOPTYIOTBCS A0 NepudepudHux TKaHUH. JlimompoTelH HU3BKOI
minsHOcTi (JITTHIIT) yTBoproersest 3 JITIJIHIIL i kaTabomi3yeThCs, FOJIOBHUM YHHOM, IUISIXOM
B3aeMonii 3 Bucokoadinnumu penenropamu JITHIL (JITHII-penentopu).

ATOpBAaCTATHH 3HIDKYE KOHIICHTpAIil XOJECTEpUHY y IUa3Mi KpOBi Ta JHIONPOTEIHY VY
cupoBarili kpomi mnrixoM iuriOyBamHs ['MK-KoA-penyxrasu, a 3rogoM — OiocHHTE3Y
XOJIECTEPUHY Y IEYiHIll, a TaKOX 30UIbIIye KUIBKICTh medinkoBux pernentopiB JIITHII[ Ha
TIOBEPXHI KJIITHH, 11O IIPU3BOJKTE JIO IIOCHJICHHS 3aXOIUICHHS 1 katabomizmy JITTHIII.

Y3roZeHo s matepianamii
PEECTPEUIRHTIO [IOChE




AtopBacrarvH 3HMxye yTBopeHHsa JIIIHII] Ta 4ymcio wactmrox JIIIHII. ArtopBacrarmu
CIPUYMHIOE BUpaxkeHe i crilike minpumenHs aktuHocTi JITTHII-pernenTopis y moeananHi 3i
COpUSATIMBUMHU 3MiHamm skocTi wactuHOK JIIHII[, mo mupkymioroTh. ATopBacTaTHH
eexTuBHO 3HWKYE piBeHb Xonectepuny (XC) JIITHIIL y marieHTiB 3 TOMO3UTOTHOIO CIMEHHOIO
rinepxoyieCTepHHEMIEIO, a Iie TPyITa, sKa He 3aBX U pearyBajia Ha Teparriio Mo eMidauaMu
3acobamu.
KpiM BrumBy Ha nimijgd IIa3MH, aTOPBACTAaTHH Ma€ iHIM e(eKTH, SKi IMOCHIIOITH MOro
aHTHATEPOCKJICPOTHYHY Jit0. BiH NMpHrHidye CHHTE3 i30IIPEHOIIB — PEUOBHH, AKi IIIOTH SK
(baxTopu pocty Ha mpomidepallito KIITHH TTIaJAKHX M I31B CYJIHH, 3MCHIITY€ B’ A3KICTh MIa3MHA
I aKTHUBHICTH JAeSKuX (aKTOpiB KoaryJsmii Ta arperamii. 3aBJskd Takii mii BiH mokparirye
reMOJMHAMIKY 1 cipusic HopMaJti3arlii mponeciB Koarysinii kposi. Kpim Toro, inri6itopu I'MI -
KoA-pemyxrazu BIUIMBaIOTH Ha MeTabo0Ni3M MakpodariB i, TAKMM YHHOM, IIPUTHIYYIOTH iX
aKTHBALIIO, 1[0 3MEHIMY€ PU3UK PO3PHUBY aT€POCKIEPOTHIHUX OIAIIOK.
Byo noBeseHo, 10 aTOPBACTATHH 3HIKY€E KOHIIEHTpAIlii 3araiibHOTO XonecTepuny (3046 %),
XC JIIIHIL (41-61 %), amonimomporeiny B (34-50 %) Ta Tpurmiuepuaie (14-33 %),
crpuuuHIOIOYM BapiabensHe miasumieHHs piBHa XC JIIIBII ta amominomporeiny A B xomi
IOOCII/DKEHHS, B SKOMY BHBYAlacs JI0303aJIeXHIcTh #oro edexry. Ili pesynsratd
Y3TODKYIOTBCS 3 JaHUMHU IOJI0 XBOPHX 3 TETEPO3UTOTHOIO CIMEHHOIO TiEPXO0IeCTEPHHEMIENO,
HECIMEHHUMHU GopMaMu TiNepXOIeCTEPUHEMIl Ta 3MIINAHOK0 TINEPIIMiIeMIc0, BKIFOYAIOYH
XBOPHX 3 IHCYJIIHOHE3aJIE)KHHUM I[yKPOBEIM J1ia0eToM.
Byno JoBemeHO, W0 3HHMXEHHS piBHIB 3aranpHoro xonecrepuny, XC JIIIHII[ Ta
anojinonporeiny B 3MeHIIye pH3WK CepIieBO-CYJIMHHUX YCKJIATHEHL Ta CMEPTHICTH Bifg
CepIIEBO-CYTHHHUX 3aXBOPIOBAHb.
Dapmaxokinemuxa.
AbGcopbiist
ATOpBacTaTHH IBUAKO abCOpOy€ETHCS MIiCIA TEPOPATHLHOTO TPHHOMY 1 J0CATaE MAKCUMAIIHHOT
KOHIIeHTpamii y mmasmi uepe3 1-2 romunu. PiBeHP NOMIMHAHHA Ta KOHIICHTpAIis
aTopBacTaTMHy B IUIa3Mi KpOBI 3alie)XUTh B JI03M AaTOpPBacTaTHUHY. biomoCTynHICTH
aTopBacTaTuHy y Gopmi TabJIeTOK B HOPIBHSHHI 3 PO3UYMHOM CTAaHOBHTH 95 Ta 99 % BiAIOBITHO.
AbcomoTHa 0610IOCTYNIHICTh aTOPBACTATHMHY CTaHOBHUTHL NpuOimm3Ho 12-14 %, a cucremna
JOCTYIHICTE 1HTiOyIowoi akTuBHOCTI BimHOCHO I'MI-KoA-pemykrasm — npuGnuzao 30 %.
Hu3pka cucremHa 610A0CTyIIHICTh 3yMOBJIEHA IPECUCTEMHUM KIIIPESHCOM Y CIIM30Bii 060IOHIT
IUTyHKOBOTO TpakTy Ta OioTpaHchopMalli€lo TiJg Yac MEPBHHHOIO IIPOXODKCHHS depe3
MEYIHKY .
Posnonin
Cepemniii 06’eM posmomiily aropsactaTuHy nopiBHIOe npuOimsuo 381 1. 3B’s3yBaHHS 3
OikaMu mia3My KpoBi cTaHOBHUTH > 98 %. KoHueHTpaniiine CiBBITHOIEHHS KPOB/TLIa3Ma,
IO CTaHOBUTH puOM3HO 0,25, BKa3ye Ha oraHe IPOHUKHEHHS IIpeapaTy B €PUTPOITATH.
Mertaboizm
ATOpBAacTaTHH 3HAYHOIO MIpPOI0 MeTa0oINi3yEThCS, YTBOPIOIOYH MpPH I1LOMY OpPTO- i
HapaI‘iI_IPOKCI/IJILOBaHi MOXiHI Ta pi3HI NOPOAYKTH [-OKWUCHEeHHS. I[n vitro opro- i
HapaFIIIIJOKCI/IJIBOBaHl MeTaboiTH TPOABIAIOTH 1HTIOyrOWy akTHBHICTH moao I'MI-KoA-
pemyKTa3u, eKBiBAJICHTHY i aTopBacTaTuHy. [HriOyrouwnii e(beKT npenapary BigHocHo I'MI -
KoA-penyxrasu npubnuzno Ha 70 % BA3HAYAETHCS aKTUBHICTIO IUPKYIIOIOYAX MeTaOOIIITIB.
Buninenns
ATOopBacTaThH Ta Horo MeTaboiTH FOJIOBHUM YHHOM BUBOJSTHCS 3 OBYIO IIIC/IA MEYiHKOBOT
Ta/ab0 mo3anediHkoBoi OiloTpaHcdopmanii, OAHAK HE 3a3HAIOTH IUTYHKOBO-TIEYiHKOBOT
peunpkyisiii. CepenHili mepion HamiBBHBEACHHS aTOpBACTaTHHY Y JIOJAeH CTAHOBHTH
npubnusHo 14 rogun. [Hribyroua akTuBHICTH BifHOCHO I'MI'-KoA-penykrazu 30epiraerscs
npotsrom 20-30 roguH depe3 MPUCYTHICTH akTUBHUX MeTabonitTiB. Ilicns mepopansHOro
IpHIOMY IIpenapary 3 CedYero BUAUIIETHCS MEHIIE HiX 2 % 103W.
ATopBacTaTHH € CyOCcTpaToM TEYiHKOBHX  TPAHCIOPTEPiB, OPraHidHOro  aHioOH-
Tpacnoprytodoro mnomnentuay 1B1 (OATP1IB1) Ta 1B3 (OATP1B3). Meraboaiti
atoppactaTHHy € cyOctparamu OATP1B1. AropsactaTMH TakoX iIeHTUQIKYEThCS SIK
cyOctpar 6isika pe3uCcTeHTHOCTI 10 Jlikapchkux 3aco6iB 1 (MDR1) Ta 6inka pe3aucTeHTHOCTI KO
paky Mosio4Hoi 3an03u (BCRP), skuii Mmoxe o yBATH KHIIIKOBE BCMQKTY BAHHA T2 KOBYHHM
Y3romHero 3 martepiananmii
pescTpaLNHOro HOCke




KJIIPEHC aTOpBaCTaTHHY.

Honynauii namieHTis

THayienmu nimuvoeo 6ixy

Komrnentpariis aTopeacTaTuHy B IIa3Mi KpoBi y 3Z0pOBHX 10GPOBOIBINB I THEOTO BiKy (BikOM
> 65 poKiB) BUINZ, HIX Y MOJOAIINX, TOAI SIK rinoJinigeMiuni edekTa 6yaM NOPiBHAHHAMH 3
TaKVMH, II0 CIOCTEPITAIHUCS Y MOJIOJIMX IIAL[I€HTIB.

Jimu

VsBHMH KJIipEHC IIPX NEPOPATBHOMY IPUHOMI aTOPBACTATHHY B JiTeH BUSABHUBCS MOIIOHMM 0
KJIIpEHCY B JOPOCIOL JIFOJUHH IIPM MacmTabyBaHHI alOMETPHYHO 3a MAacOIO Tila, OCKiITbKH
Maca Tina 6yna €MHOIO 3HAYHOIO KOBApiaTOo B MONYIISIiMHIN (apMaKoKiHETHUHiil Mozei
aropBacTaTWHy 13 JaHUMH, SKi BKIIOYAlId JiTeéd 3 TIeTEpO3HTOTHOIO CiMEHHOIO
rinepxoectepuHeMiero (y Biri Big 6 10 17 pokis.

Cmamp

Konnenrpauist aTopsactaTtvHy B ILTa3Mi KPOBi Y XIHOK Bi/Ipi3HAETHCA Bij TaKoi y HONOBIKiB
(MakcHMalbHA KOHIEHTpaNis y miasMi KpoBi (Cmax) Buma mpubimsao Ha 20 %, a mwiolna mix
kpuBoio (AUC) mmxya Ha 10 %). [Ipore mi po36ixHOCTI HE MarOTh KIIHI9HOrO 3HAYEHHS, a
rinoimgeMivHu# edekT npenapary y 4ooBiKiB Ta KiHOK Maiike OJHAKOBHIA.

Huproea nedocmamuicmo

3axBOpIOBAaHHA HMPOK HE BILUIMBA€ HA KOHIICHTPAIIO B IUIa3Mi KpOBi YW rimomimijgemidsi
edexTn aTopBacTaTHHY Ta HOro aKTHBHHAX METAOOIIITIB.

Lemonianmis. HesBaxkaiounm Ha Te, IO 3a YYacTIO NAUI€HTIB 3 TePMiHATBHOIO CTANIEO
3aXBOPIOBAHHS HUPOK JIOCHI/UKEHHS HE TPOBOJUINCH, BBAXKACTHCHA, IO TEMOMiali3 He
MiJBUITY€ 3HAYyIIMM YHHOM KJIpEHC Mpenapary, OCKIIbKH aTOpPBAacTATHH iHTEHCHBHO
3B’SA3y€ThCS 3 OLIKaMHM IU1a3MH KPOB.

Ileyinkosa neoocmamuicme

Konnenrpanis aropsactatvHy y IUIa3Mi KpOBi HOMITHO HiZIBMLIEHA Y TAICHTIB i3 XpOHITHOIO
QJIKOTOJBHOI0 XBOPOOOIO NediHkH. 3HaueHHs MOKa3sHUKIB Cmax Ta AUC y 4 pasu Bumi y
HaIli€HTIB 13 3aXBOPIOBAHHSM IEYiHKMA Kiacy A 3a mkaioro Yaitga—I1'1o.

VY DanieHTiB i3 3aXBOPIOBAHHAM ICYiHKH Kiacy B 3a mxanoro Yalinma—I’'o 3uadenHs
noxa3sHukiB Cmax Ta AUC migBunnytoTsest mpubamuszHo 16-kparao Ta 11-KpaTHO BimmoBigmo
(muB. posain «IIpoTunokazanus»).

Kuiniuni xapakrepucTuku.
Iloxaszanna.
3anobizanns cepyeso-cyOuHHUM 3aX60PIOBAHNHAM
Hopocnum mamienTam 6e3 KIIiHIYHO BHpaxeHOI imemiunoi xBopobu cepua (IXC), are 3
nexinekoma daxropamu pusuky IXC, TakuMu K NiTHIM BiK, TIOTIOHOIAHHS, apTepialbHAa
rineprensis, ausbkuil pisens JITIBII a6o HasBHicTh panuboi IXC y ciMeliHoMy aHaMHesi,
npernapar noKa3aHuu Jis:

- 3MEHIIICHHS PU3MKY BUHHUKHEHHS 1HPApKTy MioKap/ia;

- 3MEHIICHHS PU3MKY BUHUKHCHHS iHCYIIBTY;

- 3MCHINCHHS PU3UKY BUHMKHEHHS CTEHOKap[ii Ta He0OXiMHOCTI IPOBEIEHHS IPOLIEAY]D

peBacKyJisIpHu3allii Miokapaa.

Ilarientam 3 nykpoBuM JAiaGeToM 2-ro Tumy Ta 6e3 KIHIYHO BAPAXEHO! ieMidHoi XBOopoon
cepus, aine 3 JAeKinbkoma (akTopaMH pH3MKY po3BuTKy IXC, TakuMM K peTHHOIATIS,
ans0yMiHypid, TFOTIOHONATHHS ab0 apTepiajibHa TilepTensis, Ipenapar NoKa3aHui s

- 3MCHIIEHHS PU3MKY BUHUKHEHHS 1H(DapKTy MioKapaa;

- 3MEHIICHHS PU3HKY BUHUKHEHHS iHCYJIBTY.
IMamienTam 3 KIHIYHO BUPAXKEHOIO 1MIeMiYHO XBOPOOOIO ceplis HpenapaT IOKa3aHuit JUIs:

- 3MCHIICHHSA PU3MKY BUHHKHEHHS HEJIETATLHOTO iHpapKTy Miokap/a;

- 3MEHIICHHs PU3MKY BUHMKHEHHS JIETAIBHOTO Ta HENETAIBHOTO 1HCYNIBTY;

- 3MCHIIEHHS PU3MKy HEOOXIIHOCTI IPOBEICHHS IPOLENYpP PeBACKYISPH3aIlil MioKapAa;

- 3MEHMICHHS PM3MKy HEOOXIJHOCTI rocmitanizamii y 3B’s3Ky i3 3aCTiiHOIO cepIeBOIO

HEJIOCTaTHICTIO,
- 3MCEHUICHHS PU3UKY BUHMUKHEHHS CTEH

leﬁ‘E £

PEECTRALIMHOIO [OChe

HO 2 MaTepiananli




Linepninioemis

- Ilepsunna zinepxonecmepunemis (2emepo3uzomua cimelina i Hecimelina) ma smimana
Oucninioemin (mun Ila ma IIb 3a xkiacugixayicio Ppedpixcona). SIk TONOBHEHHS 10
mieT, o6 3MEHINUTH IIBHINEH] piBHi 3aransHoro xonectepuny (3XC), xonectepuy
mimonporeinis  Hu3bpkol mimbHOocTi (XC  JIITHII), amominomporeiny B Ta
TPUIJIIEPHIIB, @ TAKOK IS HiIBUINECHHS PiBHSA XOJIECTCPHHY JIMONPOTEIiB BUCOKOT
orieHOCTI (XC JITIBILL).

- T'inepmpuzniyepuoemisn (mun 1V 3a knacugixayiero @peopikcona). SIx TONOBHEHHS 10
JiCTH [JIS TIKYBAHHS MAIIEHTIB 3 11 IBUINCHAMH PiBHSIMH TPHTIIEPUIIB Y CHPOBATII.

- Ilepsunna oucbemaninonpomeinemisn (mun Il 3a xracugixayieio Ppedpixcona). s
JIKYBaHHA NAIIEHTIB ¥ pa3i, KoJIu JOTPAMAaHHS Ji€TH € HEJJOCTATHEO €QEKTUBHUM.

- Tomosuzomna cimetina 2inepxonecmepunemis. Jna 3MEHINEHHS 3arajJbHOrO
xonecrepuny Tta XC JITHII] sx QONMOBHEHHS JO IHIIMX TiNONiMIAEMIYHHX METOMIB
nikysauus (Hanpuknan adepesy JIITHII) abo skmo Taki METOAM JIIKYyBaHHS
HEJOCTYIIHI.

- I'emeposuzommna cimetina cinepxonecmepunemisy nayieHmis oumsuoz2o 6ixy (eixom 10—
17 poxis). SIx momoBHeHHs No mierw Ans 3MmenmerHs piBHiB 3XC, XC JIITHII] i
anoinonporeiny B y XJIOMYMKiB-ITITKIB Ta AiBYAT MicAs MOYaTKy MEHCTpyamii
BikoM Bif 10 go 17 pokiB, SKIIO ICIs BiAIOBIHOI Jl€TOTEpamnii pe3ynbTaTH aHali31B
TaKi:

a) xosectepun JITTHII 3anumaerses > 190 mr/mn (= 4,91 mMons/in) abo

6) xonecrepun JITTHIIL > 160 mr/an (> 4,14 mMouns/n) Ta:

e y ciMeiiHOMY aHaMHe31 HasBHI paHHi CEPIIEBO-CYAHHHI 3aXBOPIOBaHHS 200

e Ba abo GinbIme iHIMHX GAKTOPH PU3UKY PO3BUTKY CEPLIEBO-CYIMHHHX 3aXBOPIOBAHb

IPHUCYTHI y MAIli€HTa JUTSYOTO BIKY.

IIpomunokasanua.

e ['inepuyTiuBicTh 710 Oy Ab-AKOTO iHTpEAi€HTa TIpenapary.

e 3axBOPIOBAHHAX IMEYIHKH B rocTpiii ¢a3si abo crilike MiBUIIECHHS (HEBLIOMOTO
reHesy) piBHIB TpaHCaMiHa3 y CHpOBATIl KpoBi B 3 pa3u abo Oinblue.

e [Ipemapar MpOTHITOKA3aHWit BariTHHM, KIHKaM $Ki TOXYIOTh I'PYJUIIO, Ta XKIHKaM
PENPOIYKTUBHOIO BIKY, sIKi HE 3aCTOCOBYIOTh HATEXHI METOIM KOHTpalenii (J1B. po3/ia
«3acTocyBaHHs ¥ TIepio/ BariTHOCTI a00 roXyBaHHS TPYIULO»).

e JIiKyBaHHS NPOTHBIPYCHAMH IpeNapaTaMH TIICKaIpeBip/miOpeHTacBip IIPOTH reaTHTy
C.

B3aemooin 3 inumumu aikapcoKumu 3acobamu ma iHwi 8uou 63aEMO0il.

Atopsacratul € cyocrpatom CYP3A4 Ta Tpancnoprepis (Hampukiaan, OATP1B1/1B3, P-gp
a6o BCRP). PiBni aTropBacTatiHy y mia3Mi MOXXyTh 3HAYHO IT1ABHIIY BATHCS IIPH OHOYACHOMY
sacrocysanni inribiropis CYP3A4 Ta TtpancmoprepiB. Y Tabiumi 1 HaBeleHO Iepenlik
npenaparis, sSKi MOXyTh 3GLIBIIMTH EKCHO3MIIO Jikapchbkoro 3acoby Aropuc® i pusmk
PO3BUTKY Miomartii Ta pabaoMiosizy mpy OJHOYACHOMY 3aCTOCYBaHHI, 1 PEKOMEH/AIii 10/10
JMKyBaHHS Ta 3am00IraHHs TaKMM PH3HKaM (IHUB. po3ainmd «OcoOIHBOCTI 3aCTOCYBAaHHD) 1
«®apMaKoJIOTi4HiI BIACTUBOCTIY).

Tabmums 1

B3aemogis jikapcekoro 3acoby ATopuc® 3 iHIMME JTiKapChKHMH 3aco0aMu, siKa 306UIbLIye

PHU3HMK PO3BUTKY MiomnaTii Ta pabaomionizy Atopuc”.

®

Luxnocnopun abo zem@ibposun

Kiiuiuaumit
BILIUB

PiBHi aTopBacTaTHHy y IUIa3Mi 3HAYHO ITiIBUIILYBAIUCS IIPU OJHOYACHOMY 3aCTOCYBaHHI
nikapcekoro 3aco0y Atopuc® i nuxnocnopury, inri6iropy CYP3A4 ta OATP1B1 (aus.
posmin «®apMakonoriydi  BaacTUBOCTI»). MoHoTepanis TreMQiOpo3mIoM  MOXe
CIIPUYAHSATY MiomaTio. [CHy€ migBUIICHH#M PU3UK PO3BUTKY MionaTii Ta pabromiomnisy mpu
0/IHOYACHOMY 3aCTOCYBaHHI IMKJIOCTIOpUHY abo reM¢iOpo3uily 3 JIKapChKUM 3aCOO0M

Y3ro[uaEHo 3 marsplanasti _ /
peSCTPaLitHETo JOChE ) A



Aropuc®.

3axoau

He pexomenmyerbcs omHOYaCHE 3aCTOCYBAaHHS LUKIOCIOPHHY abo remibposmmy 3
JliKapchKuM 3aco6oM Artopuc®.

Ilpomusipycui 3acobu

Kominiunwmit
BILIUB

PiBHi aropBacTaTMHy y IIa3Mi 3HaUHO IIiJABHIIYBAIKCA IPH OJHOYACHOMY 3aCTOCYBaHH]
nikapcbKoro 3aco6y Atopuc® 3 6araTsMa IPOTHBIPYCHUMHE 3ac06aMH, K € iHTribiTOpaMu
CYP3A4 rta/a6o Tpancnoprepamu (Hampukiag, BCRP, OATP1B1/1B3, P-gp, MRP2,
OAT2) (mmB. posnin «®apMakonoriuai BractuBocti»). [10oBiIOMISIOCS PO BHIAIKH
miomatii Ta  pabmomionmisy mpM  OAHOYACHOMY ~ 3aCTOCYBaHHI  KoMGimamii
neunacsip + copocOyBsip 3 sikapepkum 3aco6om Atopuc®.

3axomm

¢ He pexoMenmyeTbes onmHOYAcHE 3acTOCYBaHHs KOMOiHalii THIpaHaBip + puTOHaBip
abo riexanpeBip + mGpeHTacBip 3 AikapchkuM 3acobom ATopuc®.

® V nauieHrTiB, Ki OTPUMYIOTE JIONIHABIp + pUTOHABIp ab0 CHMEIpPEBip, CIIiJ OMiHUTH
KOPHCTB/PU3HK OTHOYACHOTO 3aCTOCYBAHHS 3 aTOPBACTATHHOM.

* V nauiedTiB, fAKi OTPHMYIOTh CaKBiHaBip + PHTOHaBip, IapyHaBip + PHTOHABIp,
hocamnpenasip, pocammpenasip + puToHasip, enbacsip + rpazonpesip abo TeTepMOBip,
no3a Atopuc® He moBHHHA nepeBHIyBaTH 20 M.

e V mnauieHTiB, AKi OTpUMYIOTH HeNdiHAaBip, Jo3a Jikapchkoro 3acoby Atopmuc® He
NoBHHHA nepeBulyBatu 40 mMr (muB. po3ain «Cooci6 3acTocyBaHHS Ta JO3H»).

e [IloTpi6HO OIIHMTH KOPHCTH/PU3MK OJHOYACHOTO 3aCTOCYBAHHSA  KOMOGiHAIii
neaunacsip + copocOyBip 3 mikapcpkum 3acoboM Atopuc®.

e [loTpiGHO KOHTPOIOBATH O3HAKH Ta CHMIITOMH MiONAaTii y BCiX NAIi€HTIB, 0COGIUBO
Ha 110YaTKy JiKyBaHHs Ta I1iJ{ 9ac 301nblIeHHS JI03H OyIb-9KOTO IPeHapary.

[Ipuxmanu

Tunpanasip + puronasip, rIIeKanpeBip + miOpeHTacsip, JIOIIHABIp + PUTOHABIP,
CHMEIpeBIp,  CakBiHaBip + PUTOHABIp,  JapyHaBip + puToHaBip,  (ocaMmpeHasip,
ocamnpeHnasip + puToHaBip, enGacBip + rpasoupesip, JeTepmoBip, HendiHaBip Ta
nenumacip + codocOysip.

Okpemi azonvni npomuzpubrogi 3acobu abo maxponioni anmubiomuxu

Koiniuauii
BILIUB

PiBHi aTopBacTaTuHy y mia3Mi 3Ha9HO MiJBALLYBATKCS NIPH OJHOYACHOMY 3aCTOCYBAHH]
nikapceskoro 3acofy Atopuc® 3 OkpeMEME a30IPHAMHU MPOTUIPUOKOBAMH 3ac0o6aMu a6o
MaKpOJiTHIMH aHTHOioTHKAaMu yepes iHribyeanus CYP3A4 ta/abo TpancmopTepis (aus.
po3/iiy1 «PapMakKoJIOTivHi BIACTHBOCTIY).

3axoau

Y nanieHTis, sKi OTPEMYIOTH KIAPHTPOMIIIHH a00 ITPaKOHA301I, 1032 JTIKApChKOro 3ac06y
Atopuc® He moBmHHa nepepuinyBatd 20 Mr (muB. pos3min «Cnoci6 3acTocyBaHHS Ta
mozwy). Chil OIiHMTH KOPHUCTE/PH3UK OAHOYACHOTO 3ACTOCYBAHHS OKPEMHX Aa30JEHHX
IIpOTHFpPI6KOBHX 3ac00iB 200 MAaKpoNiJHWX AHTHUOIOTHKIB 3 JIKAPCHKAM 3aco00M
Atopuc®. Criji KOHTPOJTFOBATH 03HAKY Ta CHMIITOMH MiOTIaTii ¥ BCiX HAIli€HTIB, 0COOIMBO
Ha [10YaTKy Tepailii Ta IIij 9ac 30iIbMeHHs JI031 Oy 1b-5KOr0 Ipenapary.

[Ipuxnaau

EputpoMinue, KIapuTpOMilMH, ITpakoHa30ll, KETOKOHA30JN, II03aKOHA30J T4
BOPHKOHA30JL.

Hiayun

Koiniunamii
BILIAB

Cnocrepiramucs Bumaakd Mionarii Ta pabmomionizy mpu OJHO4ACHOMY 3aCTOCYBaHHI
mHmOMOJm(bleBanLHHx 103 HiamuHy (> 1 /700y Hianunay) 3 JgikapceKuM 3aco6oM
Artopuc®.

3axoam

Cilizl 3B2KHTH, YM KOPHCTH Bifl OIHOYACHOTO 3aCTOCYBaHHs JIillifoMoardiKyBaIbHUX 103
HiauHy 3 Jikapchkum 3acoGom Atopuc® mepeBuINye NiBMIIEHHH PH3MK PO3BUTKY
miomartii Ta pabpomionisy. SIKIO HPUHHATO pillEHHS NPO OJHOYACHE 3aCTOCYBAHHS,
HOTPIOHO CIIOCTEpIraTH 3a MOSBOIO 03HAK Ta CUMIITOMIB MionaTii y MaIi€HTiB, 0cOGIHBO
Ha [104aTKy Tepariii i mmij yac 36inbeHHs 1034 6Y/1b-AKOro 3 Npenaparis.

Dibpamu (oxpim cemgpibposuny)

Kniniuanii
BILIMB

3acrocyBanHs (i0paTis Ak MOHOTepaIil MOXe BHKIMKATH MiONariio. PU3HK pPO3BHTKY
mionarii Ta pabjoMionisy MiABMILYETLC IIPH OJHOYACHOMY 3acTocyBaHHi (iGpatis 3

Yaro[pxann 3 Matepianemi
peecyy asLl, RHETO [OCHE




JTikapcbkuM 3aco6oM Atopuc®.
Crnixg 3BaXXKMTH, 9M KOPHCTH BiJl OJHOYACHOTO 3acTOCyBaHHsS (ibpaTiB 3 JIiKapCHKHM
3acobom Atopuc® nepeBunIye IiABHINEHHMI PH3UK PO3BUTKY MiomaTii Ta pabaoMionisy.
3axomu SIKmo NpuMHATO pilleHHS NMPO OJHOYACHE 3aCTOCYBaHHS, MOTPIOHO crocrepiratm 3a
IIOSIBOIO O3HAK Ta CUMIITOMIB MiOTIaTil y MaIl€HTiB, 0OCOOIMBO HA IOYATKY TEpPAITil i IIiJT yac
301IbIIEHHS A03H Oy Ib-SIKOTO 3 IpenapaTis.
Konxiyun
Kniniyamit | Cnocrepiranucs Bunajaky Mionarii ta pabaoMionizy Iij; 9ac OJHOYACHOTO 3aCTOCYBaHHS
BILIIAB KOJIXiIIMHY 3 TIKapchKUM 3acoboM Atopuc®.
Cmip 3BaXUTH KOPUCTH/PU3UK OTHOYACHOIO 3aCTOCYBAHHS KONXIIUHY 3 JiKApCHKHM
3axom 3aco60M. Atopuc®. SIkmo npuitHITO pime}.msl TpO OJHOYACHE 3aCTOCYBAHHS, NoTpiOHO
CIIOCTEpIraTH 3a NOSBOIO O3HAK Ta CUMIITOMIB MiONIaTil y HaIli€EHTIB, 0COOIHMBO HA ITOYATKY
Tepamii i mix yac 30iIbLIeHHs /1031 OYAB-AKOTO 3 MPEIapariB.
I petinghpymosuii cix
e T — CnoxxuBaHHS rpeHndpyToBOro COKY, OCO6J'II/I.BO y BETHKHX KUJIBKOCTSX (no.H'a,u- 1,2 mitpa
R Ha JICHb), MOXe NPU3BECTH 110 361JII>.I_IIC¥IH$I PIBHIB aTOPBAacTaTUHY B ILTa3Mi 1 IiABHIMTH
PHU3UK PO3BUTKY Miomartii Ta pabiomiosizy.
Saxomu Cnin YHUKATH CIOXKHBAHHS BGJ‘{I/IKO'I' KiJTBKOCTI rpeﬁn(bpyTgBoro coky (moHan 1,2 nitpa Ha
JIeHb), il Yyac 3aCTOCYBaHHS JIKapchKoro 3aco0y Atopuc".

TabGmursg 2

Bsaemogis 3 mikapchbKuMH 3aco0amMu, SIKi MOXYTb 3HI)KYBATH €KCIIO3HUINIO JTIKAPCHKOTo 3ac00y

Atopuc®

Puchamniyun

Kiniunuii
BILIUB

OnHOYacHe 3aCTOCYBaHHS JiKapchKoro 3acoby Artopuc® 3 pHbamminmEOM, iHIYKTOpPOM
murtoxpomy P450 3A4 ta imribitopom OATP1B1, Moxe NnpuU3BOAMTH JO HECTIHKOrO
3HIDKEHHS KOHIIEHTpaIlii aropBacTaTMHy B IUia3Mi KpoBi. Uepe3 MexaHi3M TOABIHHOT
B3a€EMOJIii pudaMIiniHy BifICTpOYEHE 3aCTOCYBaHHs JIiKapchKoro 3acoby Atopuc® micis
BBeJcHHA pudamninuay Oyno TMoOB’s3aHe 3i 3HAYHUM 3HIDKEHHSAM KOHIIEHTpaIlii
ATOPBACTATHHY Y IIJIa3Mi.

3axoau

PeKOMEHTy€ThCS OHOYACHE 3aCTOCY BAHHSIIIKAapChKoro 3acoby Atopuc® i pudamminmny.

Tabmuus 3

Brums Jlikapchkoro 3acoby Atopuc® Ha inmi JiikapehKi 3acobu

llepopanvni konmpayenmueu

e T — O,I'IHO‘-IaCHe 3aCTOCYBaHHS .JIiKapCLKOFO 3aco0y ATOpI/I.C® i NEPOPATTLHHX KOH.Tpaue{ITHBiB

— 361mfmyBano KOHIEHTPAIiIO HOPETUCTEPOHY T2 ETHHINECTPAIONy y MIIa3Mi KPOBi (nuB.
po3aia « @apMaKoJIOTivyHI BIACTHBOCTI ).

3axomi CJIi)i BpaxoByBaTH u(gﬁ ¢baxT, oOuparoun nepopalbHA KOHTPAIICTITUB JUIS MAIli€HTIB, AKi
IPUIMAOTh ATOpHC .

Jlucoxcun

e I [Ipu O/IHOYaCHOMY 3af:TocyBaHHi 6?:}“aTOpa30BHX 7103 nilfap.cmcoro 3aco0y ATOpI/IC®. i

IR JIATOKCHHY PIBHOBZXKHI KOHIEHTPAIL] JUTOKCUHY B IUIa3Mi THABHIIYIOTECS (nuB. po3min
«®apMaKoJIOTiYHI BIaCTHBOCTIY ).

3axoau Curix Haye)KHUM YMHOM KOHTPOJIIOBATH CTaH MAITIEHTIB, AKI IPUHMAIOTh JUTOKCHH.

Jlunmiazemy 2iopoxnopuo.

OpnouacHuii npuiioM aropBactaTuHy (40 mr) ta guitiazemy (240 MT) CympOBOIKYETHCS
HiABUINEHHSIM KOHIIEHTPAIllT aTOPBACTATHHY V ILIA3MI KPOBI.

Lumemuoun.

V pe3ynprari IpoOBEIEHUX JOCTIDKEHh O3HAK B3aEMOJil aTOPBACTATHHY Ta IIUMETHIWHY HE
BHUSBJICHO.

Aumayuou.

YarQpweHo 3 %xﬁarepianarv‘m




OpHo4acHMIf MEpOpaAIEHAN MPUHOM aTOPBACTATHHY Ta CyCIEH311 aHTAlMAHOro Mpenapary, o
MICTHTh MarHif Ta QOMIHIIO TiAPOKCHJ, CYNPOBOMKYETHCA 3HHMOXKCHHSIM KOHI[EHTpaIlil
aTopBacTaTHHy y IUIa3Mi KpoBi npubOimm3Ho Ha 35 %. Ilpm upomy rinomimizemiuna mis
aTOpBaCTaTHHY HE 3MiHIOBAJIACK.

Azumpomiyun

OnnouacuHe npusHadeHHs aropBactatuHy (10 Mr 1 pa3 Ha n00y) Ta asurpominunay (500 mr 1
pa3 Ha 100y) He CyIpoBODKYBaTOCs 3MiHaMK KOHIIEHTpAIIii aTOpBaCTaTUHY Yy TIa3Mi KpPOBi.
Ineibimopu mpancnopmnux 6inxis

IaribiTopr TpaHCHIOPTHMX OINKIB 3[aTHI MiJBHINYBATH PpPiBEHb CHCTEMHOI EKCITO3MIIil
atopBactatTuHy (auB. Tabnumio 1). IlukiocmopuH Ta JeTepMoOBip € iHTiIGiTOpamMu
TPAHCIIOPTEPIB, AKi OepyTh YHacTh y pO3MOAiIi aTopBacTaTHHY, B ToMy guciai OATP1B1/1B3,
P-gp, Ta BCRP, 1110 pu3BOIUTE A0 CHCTEMHOI €KCIIO3UIIT aTopBacTaTUHy (AMB. Tabnuito 1).
BB npurHideHHsS HAKONMMYYBaJIbHUX TPAHCIOPTHHX OUIKIB Ha €KCIIO3UIIII0 aTOPBACTATHHY
B KJITHHAX NEYiHKY HEBIJOMHUHN. KO YHUKHYTH OTHOYACHOTO MIPU3HAYCHHS I[UX TIperaparinB
HEMOXJIMBO, PEKOMEHJIOBAHO 3HWXKCHHS JIO3W Ta MPOBEICHHS KIIHIYHOIO MOHITOPHHIY
eeKTHBHOCTI aTopBacTaTHHY (IUB. TAONHIO 1).

He pexkomenayeThbesi 3acTOCOBYBATH aTOpBAacTaTHH IMAIliEHTaM, SKi NpUAUMAaIOTh JIETEPMOBIp
OJTHOYACHO 3 MUKJIOCHOPUHOM (IUB. « Ocobausocmi 3aCmocy8anHsy).

Tem@hibposun/ noxioni ibpunosoi kucromu

3acrocyBanus ¢GifpaTiB SK MOHOTEpamil ITOB’SA3YIOTh 3 PO3BHTKOM SBHIN 3 OOKY M’S30BOI
CHCTEMH, Y TOMY uucill pabmomionizy. Pu3mk Takux mopid Moxke OyTH IiJBHUINCHANH TPU
OJTHOYaCHOMY IIpHiioMi OX1AHKUX (GiOPHHOBOI KUCIOTH Ta aTOPBACTATHHY. SIKIO HEMOXKITUBO
YHUKHYTH OJHOYACHOT'O 3aCTOCYBaHHS, CIIi 3aCTOCOBYBAaTH HANHIKYY JJO3Y aTOPBACTATHHY
JUIS. JTOCSTHCHHS TE€PANEeBTUYHOI JI03U T4 KOHTPOJIOBATH HAJIEKHHM YHHOM CTaH IMAI[I€HTIB
(mmB. po3siut «OcoOIMBOCTI 3aCTOCYBaHHS).

Ezemumio

3acrocyBaHHS €3€THMIOY SIK MOHOTEpAITii ITOB’A3YIOTh 3 PO3BHTKOM SBHII 3 OOKYy M’S30BO1
CHCTEMH, Y TOMY 4HCII padaomionizy. TakuM YHMHOM, TpPH OJHOYACHOMY 3aCTOCYBaHHI
e3eTuMi0y Ta aTOPBACTATHHY PH3MK PO3BHMTKY IMX SBMII 361J‘II>IIIY€TI:C§I PexomenoBano
OPOBOJIUTH HANEXKHHUH KIIHIYHUH MOHITOPHHT CTaHy TaKUX MAII€HTIB.

Konecmunon

Konnentpariiisi aTtopBactaTiHy B Ij1a3Mi KpoBi Oyna Hiok4doro (mpubmusno Ha 25 %) mpu
OJTHOYACHOMY IIPUIOMi aTOpPBACTaTHHY Ta KOJECTHIONY. Ilpu mbpoMy rimoiimigeMidna Jis
koMOiHAaIlil aTOpBAaCTAaTHHY Ta KOJECTUIIOY IEPEBUINYBalla €QEKT, AKHii Ja€ MPUHOM KOKHOTO
3 IIUX IIPEnapariB OKPeMo.

Dy3udosa kucroma

JlocitipkeHHST B3aEMOJIi1 aTOpBacTaTHHY Ta (y3U0BOI KHCJIOTH He MPOBOMINCE. SIK 1y pasi
3aCTOCYBaHHS 3 IHIIAMH CTaTUHAMH, y MOCTMApKETHHIOBHI IEpiof NPH OJHOYACHOMY
npuifoMi aropBacTaTuHy Ta (Py3UIOBOI KHCIOTH CHOCTEpirajucs sSBUIA 3 OOKy M S30BO1
cuctemu (y ToMy 4HCHi pabmomioniz). MexaHi3m Iiel B3a€MOJIi1 3aTUINIAETHCS HEBIJIOMHM.
[MamierTH MOTPEOYIOTh MHJIBHOTO HArJSIAY, MOXe OyTH MOTpiOHE THMYACOBE NMPUITHHEHHS
NIKYBaHHS aTOPBaCTATHHOM.

Konxiyun

[Tpu omHOUaCHOMY 3aCTOCYBaHHI aTOPBACTATHHY 3 KOJXIIMHOM ITOBiJOMIISUIOCS TIPO BUIIAIKA
Mionarii, B TOMy 4Hcii pabIoMioni3zy, TOMY CIifl 3 00epeXKHICTIO TPU3HAYATH aTOPBACTATHH 3
KOJXIITUHOM.

Bruiis aropactaTHHy Ha JIKapchKi 3aco0u, sIKi IPUHMAIOTh OIHOYACHO

Jlucoxcun

[Ipm omHOUYAacHOMY 3acTOCyBaHHI 0aratopa3oBHX J103 IIpernapaTy Ta JUTOKCHHY PiBHOBaXHI
KOHIIEHTpaIlll JUTOKCHHY B IUIa3Mi MiABMINYIOThCS puOimm3Ho Ha 20 %. Cniag HaneXXHuM
YUHOM KOHTPOIIIOBATH CTaH MAIIE€HTIB, SKi MPUHMAIOTH TUTOKCHH.

Ilepopanvui konmpayenmueu

OnHOYacHE 3aCTOCYBaHHSI ATOPBACTATHHY 3 IEPOPATBHUMHE KOHTPAIEIITHBAMH IPH3BOIHIO /10
IiIBHINCHHS KOHIIEHTpAIlili HOPETHCTEPOHY Ta €TWHUIecTpaaiody B Iutasmi kpomi. Lli
HiIBUINEHHS CJiJl OpaTh 0 yBaru npu BUOOPI NepOpaTLHOTO KOHTPAUENTHBY JUIS XKiHKH, Ka

[IpUHMAc aTOPBACTATHH. i " /
Y3roaxeHo 3 Matepianasiti / /
BEECTPAIHOTO [0CHE 7 144 7
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Bapgpapun

B wiiHIYHOMY JOCHIJDKEHHI Yy TAIli€HTIB, SIKi IPOXOMMIM JOBTOTPHUBAIC IIiKYBaHHS
BappapuHOM, OIHOYACHE 3acTocyBaHHs 80 Mr aTOpBACTATHHY IMOJEHHO 3 BaphapHHOM
IPU3BOAMUIO JIO HEBENWKOro 3MeHmIeHHs (0mm3pko 1,7 cexkyHam) mpoTpoMOIHOBOTO 4acy
IpoTAroM mepmux 4 nHIB Tepamii, ogHaK Ie# MOKa3HWK MOBEPTABCS JIO HOPMH IMPOTSTOM
HAacTyNmHUX 15 JHIB JIIKyBaHHSA aTOPBACTATHHOM. XO4Ya ITOBIIOMJIUIOCS JIMINE IIPO JYIKE
PIAKICHI BHUAIKU IUTHIYHO 3HAYYIIUX AHTHKOAryJISHTHUX B3a€MOJIM, NIEepIn HiX IIOYaTH
TEpAIio aTOPBACTATHHOM, MAIli€HTaM, SKi IPAHMAIOTh aHTHKOAT'YJISHTH KyMapuHy Ta JOCHTb
4acTO Ha MOYaTKy Tepallii HeoOXiTHO BU3HAYUTH NPOTPOMOIHOBHE 9ac AU MiATBEPIKECHHS
BIJICYTHOCTi CYTT€BOI 3MiHM NOKa3HMKA. SIK TITBbKU cTaGinbHUHA mpoTpoMOiHOBUI 4Yac OyJio
3a(ikcOoBaHO, MOKAa3HUK MOYKHA KOHTPOJIIOBATH 3 IHTEpBAJIaMHU, K1 3a3BUYai PEKOMEHIYIOThCS
JUIA MAI€HTIB, 0 IPUHMAIOTh aHTHKOATYJITHTH KyMapuHy. Y pa3i npunuHeHHs Tepamii abo
3MIHH JI03W aTOpBAaCTaTHHY IaHy UIpONIeXypy CIiJl TMOBTOPIOBaTH. Y NAIi€HTIB, fKi He
IpUHMAIH aHTUKOATYJISHTH, TEepallis aTOPBAaCTATHHOM He OyJia OB’s3aHa 3 KPOBOTEUOIO abo
31 3MiHaMH MPOTPOMOIHOBOTO HacCy.

Ocobnueocmi 3acmocyeantA.

Mionamis ma paboomioniz

Jlikapchkuii 3aci0 MOXe CIPUYMHUTH Miomatito (Ois y M’s3ax, GomcHICTE a00 cnabKicTh y
nmoeHaHHi 3 miaBuInenHsaM kpeatnHkinazu (KK) Oireime Hix y 10 pa3iB Bi BepXHBOI MexKi
HOPMHM) Ta pabaoMioi3 (3 TOCTPOIO HUPKOBOIO HEIOCTATHICTIO BHACTIAOK Miorjio0inypii abo
6e3 wnei). IloBimomitssiocss mpo PiJKicHI JIETadbHI BHMNAJIKHM B pe3yibTari pabmomionizy mpu
3aCTOCYBaHHI CTATHHIB, BIIOUaun Atopuc®.

daxTopu pU3MKY PO3BUTKY MiomaTii

@akTopu pU3MKY PO3BHTKY MioNaTii BKJIIOYAIOTH BiK BiJ 65 pPOKIB, HEKOHTPOJIbOBaHUH
rinorupeo3, mopymeHHs (YHKIII HHPOK, OJHOYACHE 3aCTOCYBAHHS 3 JCIKMMH I1HIIMMH
IpenapaTaMy Ta 3aCTOCYBAHHS MiJBUINEHMX 703 JliKapchkoro 3acoby ATopuc® (IHB. po3min
«B3aeMoist 3 IHIMUMHU JTIKApCHKUMU 3acobaMy Ta 1HIMI BUJIA B3aEMOIT» ).

3axo/¥ Juisl VHUKHEHHSI ab0 3MEHIIEHHSI DU3UKY PO3BUTKY Miomnarii ta pabjioMiomniszy
Excrosnuis nikapcbkoro 3acoby ATopuc® Moxke 36iIbIIyBaTHCS 3a PaXyHOK B3a€MOIIi 3
IHITUMU Tipenapatamu depe3 inriOyBanus depmenty 3A4 uuroxpomy P450 (CYP3A4) i/abo
TpaHCHOpTepiB (Hanpukiaa, OULIOK pe3UcTEeHTHOCTI paky wosiounoi 3amo3u [BCRP],
opraniyHui a"ioH-TpaHcmopryBanbauil momirmentua [OATP1B1/OATP1B3], raikonpotein P
[P-gp]), mo migBUIye PH3HK PO3BUTKY Miomarii Ta pabmomionizy. He pexkoMmenmyerscs
0/IHOYACHE 3aCTOCYBAHHS 3 JIKApCHKHM 3acoboM ATopuc® MHKIOCIOpHHY, reMdibposmiy,
KoMmOiHamid THUIpaHaBip + pUTOHaBip UM  rieKanpeBip + miOpentacBip. Momudikaris
I03yBaHHS TiKapchKuM 3aco60M ATopuc® peKoMeHIyIOThCS AIi€HTaM, AKi IpHAMAIOTh IIEBHi
IPOTHBIPYCHI 3aco0H, a30NIbHI MPOTHUTPUOKOBI 3aco0M a00 MaKpoigHI aHTHOIOTHKH (IUB.
po3min  «Cmoci®  3actocyBaHHsS ~Ta  J03m»). lloBimomusurocss  mpo  BUNAAKH
Miomnarii/pabaoMionizy npu OJIHOYaCHOMY 3aCTOCYBaHHI aTOpBAaCTaTHHY 3
mmigomoudikyBamsHIMHE q03aMu (> 1 r/aeHs) HianuHy, GiOpariB, KOIXiIMHY Ta KOMOIHAIT
nepunacip + copocOyBip. Crin OIMIHUTH, YU KOPUCTH BiJI 3aCTOCYBaHHS IUX IperiapaTiB
TepeBaXkae MiIBUIIICHUI PU3MK PO3BUTKY Miomartii i pabaomionisy (auB. po3min «B3aemois 3
IHIIMMY JIIKQpPCHKUMH 3ac00aMy Ta 1HIII BUH B3aEMOJIIIH» ).

He pexoMmeHIyeThCA OJHOYACHUN NPUHAOM TrpedndpyTOBOTO COKY y BEIMKHX KITBKOCTAX
(mowman 1,2 niTpa Ha JeHb) MamicHTaM, siKi mpuitmarots Atopuc® (muB. posmin «Bsaemois 3
IHIIAMH JIIKQPCHKUMH 3ac00aMH Ta 1HIIII BUIHA B3aEMOIIIY ).

Crij NpUOMHMTH OpHioM IiKapchkoro 3acofy Aropuc®, SKIo crmocTepirac€Tbes MOMITHO
ninBuineHui pisers KK abo aiarHocToBaHO MioNaTiro Yd € Ii1o3pa Ha i BUHHKHEHHS. M’ 3081
cumitomu Ta migsumeHHs piBas KK 3HEKaioTe micias BiaMiHM aropsactatudy. Ciin
THMYACOBO BigMiHuTH ATopuc® mamieHTaMm 3 rocTpuM abo CepHO3HMM CTAHOM i3 BHCOKMM
PHU3UKOM PO3BHUTKY HHMPKOBOI HEJIOCTATHOCTIg J101

TPUTHHEHO!  padjioMiquizoM (Harpukiaz,
Yaro/preHo 3 marepiananiti
pesCTpaLipHero fJoCke




CETICUC; IIOK; TSXKKA iIIOBOJIEMIs; cepio3Ha XipypriuHa onepartisi; TpaBMa; TSOKKI MeTa0oIIiuHi,
€H/IOKPHHHI a60 eIeKTPOJIiTHI IOPYIEHHSs; HEKOHTPOJIbOBAaHA EMIIIEIICIs).

IToTpi6HO NMOBIAOMHTH MAIIEHTIB NP0 PH3KK PO3BUTKY MIOMATii Ta pabaoMiosi3y Ha MOYATKY
niKyBanHs a60 npu 36inbmenHi go3u mpenapaty Atopuc®. ITanienTaM cIix pexoMeHIyBaTH
HeTalfHO NOBIAOMIIATH PO Oy Ab-SKUH He3po3yMiuii 0ib y M’13aX, 60IicHICTh a00 ¢1a0KiCTh,
0CO0JIHBO SKIIO BOHH CYIPOBOKYIOTHCS HE3/Y)KAHHAM ab0 I IBUIIEHHSIM TeMIIEpaTy py.
Imynonoeiuna onocepedrxosana nekpomusyloua mionamisn

INoBimomnsanu mpo piAkicHI BHNAIKH IMYHOIOTIYHOI OIOCEPEAKOBAHOI HEKPOTH3YOUOL
mionatii (IOHM) mixg wac abo micist nikyBaHHS AeskuMu craruHamu. Kiimiuwo IOHM
XapaKTEepU3ye€ThCSl  CTIHKOI0  CHAOKICTIO HPOKCHUMANBHMX M’S3iB  Ta  INiABUIICHOIO
KpPCaTHHKIHA30I0 B CHPOBATHi KpOBi, sKi 30epiraloTbCs, HE3BaXAIOYH Ha IPUITHHEHHS
JiKyBaHHS CTaTHHAMU; IO3UTUBHU# pe3ynbrar Ha auTutina 10 [’ MI'-KoA-penykrasu; M’ s30Ba
Oiomcis  BUSBIILE HEKPOTH3YIOUY MIONaTii0 Ta IOKPAIEHHS IpH  3acTOCYBaHHI
iMyHOzenpecanTiB. Moxe BHHHKHYTH HEOOXITHICTh IPOBEICHHS JOJATKOBUX HEHPOM I30BHX
Ta CEpOJOTIUHUX IOCHiKeHb. Moxe OyTH MOTpiOHa Teparris iMyHO,I[erecaHTaMI/I Crnin
PETeNbHO 3BKHTH PH3UK PO3IBUTKY IOHM mnepen nouatkoM 3aCTOCYBaHHS 1HIIOTO CTaTHHY.
Sxmo posmoyaro Tepariro HIONM CTaTHHOM, HEOOXiJHWHA MOHITOPHHT O3HAK Ta CHMIITOMIB
IOHM.

Hopywenus gynxyii nevinku

Ilepen TuM K PO3MOYMHATH TEPAIIO MPENAPATOM, PEKOMEHIYETHCA OTPHMATH PE3YJILTATH
aHATI3iB IOJAO0 BHU3HAYEHHS ITOKA3HWKIB (PEPMEHTIB TEUiHKM Ta INPOBOJUTH aHAII3M
nepiofuyuHO Tmicns Iporo. llamieHtam, y SKUX BMHUKAIOTH CHMIITOMH, IO CBig4aTh IIPO
YPaXEHHs IIE€YiHKH, MOTPiOHO mpoBoiuTh aHami3 ¢yHkmil meuinkw. I[lamienrtam, y sK#MX
HiZBUIIYETHCST PIBEHb TpaHCaMiHa3, CIiJi KOHTPOJMIOBATH GYHKINI MEYiHKH JOTH, IOKH
aHoMaJii He OyayTh ycyHeHi. SIKIo BiIOyBa€eThcs CTiiiKe MiJBHINEHHS PiBHIB CHPOBATKOBUX
TpaHCaMiHa3 y CHpOBaTIi KpoBi B 3 uM Oinblue pasd BiJi BEPXHBOI MeXi HOPMAIBLHOIO
nianazony (ULN), pexoMeHAyeTbCsl TPUIIMHHMTH JIKyBaHHS TpernapatoM (OHB. PO3ILI
«IToGiuHi peakitiin).

ATOpBacCTaTHH CIIJT 3 OOCPEXKHICTIO MPU3IHAYATA NaIll€HTaM, SKi 3JI0BXHBAIOTH aJIKOTOJIEM
Ta/ab0 MaIOTh B aHAMHE31 3aXBOPIOBAHHS ITCYiHKH.

3anobizanns iHCynbmy WsxXoM pizkoeo 3HudceHHs pignie xonecmepuny (SPARCL)
[ToBimomiisiiocs, MO MPW HicHsONepaIifHOMy aHai3i MiATHINB iHCYIBTY y MAIli€HTIB Ge3
imemiunOi xBopo6u cepust (IXC) 3 HemogaBHO MEpEeHECEHUM IHCYIFTOM ab0 TPaH3UTOPHOKO
imemiuroro atakoio (TIA) cnoctepiraBes 61nbII BUCOKMIA PIBEHb reMOPAri4HOrO IHCYIBTY IPH
IpuiioMi aTopBacTaTHHY y 1031 80 Mr B IOpiBHSHHI 3 rpynoro miaie6o. [TigBumennit pusux
OyB 0coOJIMBO BIJ3HAUEHWI y MAali€HTIB i3 MONEPEeJHIM TeMOpAriYHWM IHCYJNETOM abo
JaKyHapHUM 1HGapKTOM IIi 9ac BKJIIOYEHHS y AOCHTiJpKeHHs. J[s mamieHTiB 3 momepemnim
reMopariyHuM iHCynsTOM a0 JIakyHapHHM iH(apKTOM OanaHC pH3WKY Ta IepeBar INpu
IpuiioMi aTopBacTaTHHY y 1031 80 Mr He BHU3HAYCHHH, TOMY TIEpel IIOYATKOM JIiKYBaHHS
HEOoOXiTHO peTeNbHO TpoaHalli3yBaTH MOTEHIIIHEMA PH3NK TeMOPariYHOro 1HCYIBTY.
Cxenemni m’a3u

AropBacratuH, sk 1 iHmi iHriGiTopp I'MK-KoA-penykrasu, B OKpPeMHX BHIIAAKAX MOXKE
BIUIMBATH Ha CKEJIETHY MYCKYJIaTypy 1 CIPHYMHHUTH MiaJII'if0, MiO3HT Ta MIiOIIATiIO, IKi MOXYTh
IIporpecyBaTd J0 pabJoMionizy — NOTEHIHHO HeOe3MeYyHOro JUIS JKHTTA CTaHy, o
XapaKTEepH3yEThCS TMOMITHO MijiBUINeHNM BMicToM KpeatunkiHazu (KK) (> 10 pa3siB Buiie 3a
HOpMY), MiornmoOiHemieo Ta MioriIo0iHypi€lo, fKIi MOXYTh NPHU3BECTH IO HHPKOBOI
HEJIOCTATHOCTI.

Mo nouamky nikysarnst

ATopBacTaTUH ciig 3 OOEPEXHICTIO NMPU3HAYATH IAIliEHTaM 31 CXHIIBHICTIO IO PO3BHUTKY
pabmomionmidy. Jlo mouaTky JiKyBaHHS CTAaTHHAMHM Yy TIQI€HTIB, CXHJIBHHX A0 PO3BHTKY
pabromionisy, ciia Bu3nadaru piBeHb KK npwu:

- nopyueHH1 QyHKIIT HUPOK;

- rinoQyHKI M TOBUIHOT 3aJI03H;

- CIIaAKOBUX po3jaZax M’ si30BO1 CUCTEMH Yy ciMeitHOMY abo 0coOHCTOMY aHaMHe3i,

- [IEPEHECeHUX Yy MUHYJIOMY BUMAJKaX TOKCHYHOIO BIUIMBY CTATHHIB abo (ibpartis Ha

YSFOLL>K<§i-i() 4 MATE %_;
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M’ 13U,

- IIEPEHECEHUX Y MUHYJIOMY 3aXBOPIOBaHHSIX IT€YiHKH Ta/a00 3J0BXKUBaHHI AIKOTOJIEM;

[Ipu mikyBaHHI mHamienTiB JiTHROrO BiKy (6inpme 70 pokiB) HEOOXiOHICTH IPOBEACHHA

03HAYEHHUX 3aX0J(iB CJIiJ OLIHIOBATH 3 ypaxXyBaHHSM HASIBHOCTI iHIMAX (aKTOPiB CXUIBHOCTI 10

PO3BUTKY pa6110Mi0J1i3y

ITimeuinenHi piBHSA mpenapary y IUIa3Mi KpOBI MOXIIMBE, 30KpeMa, y pasi B3aemogii (ouB.

po3min «Bszaemonis 3 iHIAMH JIlKapCLI(I/IMI/I 3acobaMi Ta IHIOI BUOH B3a€MOI_III/I») Ta

3aCTOCYBAaHHA OCOONMBMM TIpyIlaM INAIi€HTiB, y TOMy 4YHCIi Ialli€eHTaM 31 CIaJKOBHMH
xBopobamu (auB. po3ain «PapMakoKiHETHKAY.)

V Takux BHNAAKax PEKOMEHIOBAHO ONIHIOBATH CIIBBIIHOIICHHS PH3MKIB Td MOXIIHBOI

KOPHCTI BiJ{ JIKYBaHHS Ta MPOBOUTH KIIiHIYHIH MOHITOPHHI CTaHy IALlI€HTIB.

Skio Jo nogatky nikysanHs piBens KK snauno migsumennii (nepesumrye BMH 6inbim Hixk y

5 pagziB), NiKyBaHHsSI TOYMHATH HE CIi.

Buwmipriosanns piens kpeamunkinasu

Piens KK He cnijx BH3HAYaTH MiC)IA IHTEHCHBHUX (i3MYHUX HaBAaHTAXEHb a00 3a HasIBHOCTI

Oy Ib-9KMX MOMUIMBHMX albTepHATHBHUX mpuuuH migsumeHHs piBHA KK, ockinpku ne moxe

YCKIIAIHUTH OOpOOIJIEHHST Pe3yNbTariB. SIKIO Ha BHXiTHOMY PIBHI CIIOCTEDITa€ThCA 3HAYHE

miguinenns KK (nepepumenas BMH 6inbin Hixx y S pasiB), To uepe3 5—7 AHIB HEOOX1THO

MPOBECTH MOBTOPHE BU3HAYCHHS IS IIiITBEPIKEHHS pe3yJbTaTy.

Iio uac nixyeanns

- ITanienT MOBHMHHI 3HATH PO HEOOX1AHICTH HETANHO OB TOMIATH PO PO3BUTOK OO0
y M’s13ax, CyJIOM 4 c7TabKOCTi, 0COOJIMBO KO BOHU CYIIPOBOKYIOThCS HE3/Ty KaHHAM
abo TapsyIKoIo.

-V pa3si mosgBM IMX CHMITOMIB MiJ 4Yac JIKyBaHHS aTOpPBAcTaTHHOM HEOOXi/JHO
suspaunty piBens KK y meroro mamienta. Skmo piBeHs KK 3HauHO migBHINEHMH
(nepeBuimye BMH 6inbIn HixX y 5 pa3iB), TiKyBaHHS CIIi{ IPAITHHNATH.

- JlouinbHiCTH, NPHUIMHEHHS JIKYBaHHS CIiJi TAKOX pPO3MNISHYTH, AKIIO IiJBHINCHHS
piBust KK He csarae n’stukparHoro nepesuiieHHs BMH, ane cumnromu 3 60Ky M’s31B
MAIOTh TSHKKHMH XapakTep Ta IHOJAEHHO CTAIOTh MPUYNHOIO HENPHEMHHX BiI4yTTiB.

- Ilicns 3uwmkHeHHs cuMmnToMmiB Ta Hopmamizamii piBHE KK MoxHA po3risiHyTH
MOXJIMBICTH BIiJIHOBICHHS JIKyBaHHS aTOPBAaCTATHHOM YW MOYATKy JIKyBaHHS
AILTEPHATHBHAM CTAaTHHOM 3a YMOBH 3aCTOCYBaHHS MIHIMaIBHOI MOJKNIMBOI JIO3H
mpernapary Ta peTeIbHOr0 HarJIsIy 3a CTAHOM IIalli€HTa.

- JlikyBaHHS aTOpBACTATUHOM HEOOXiJHO MPHUIIMHUTH, SKIIO CIIOCTEPIraeThes KIIHIYHO
snauynie miasumenns pisas KK (nepepuinenas BMH 6inem Hix y 10 pasiB) abo y pasi
BCTaHOBJICHHS JiarHo3y pabmomionisy (abo mimo3pd Ha po3BUTOK pabIoMioizy).

Qonouacne 3acmocy6anis 3 IHUWUMY JIKAPCOKUMU RPENAPAmamu

Pu3KK po3BATKY pabaoMioi3y 301IbIIyEThCS IPH 0THOYACHOMY 3aCTOCYBAaHHI aTOPBACTATHHY

3 JIEAKUMU JTIKaPCHKHMH TIpenapaTaMi, siki MOXKYTh 301IBIIMTH KOHIIEHTPALiIO Y IJIa3Mi KpOBi

aTopBacTATUHY, Haupukiaq Taki motyxHi iHridiropu CYP3A4 abo TpaHcHnopTHi OuIKH

(HampuKiIag, UMKIOCIOPHH, TENITPOMIIMH, KIAPUTPOMINIMH, JA€NaBipH, CTPHUIIEHTOI,

KETOKOHA30J, BOPHKOHA30J, iTpakoHa30J, IT03aKOHA30J, JETeHOBip Ta iHri6itopu BIJI-

NpoTeasd, BKJIIOYAIOUM pUTOHABIp, JOMHAaBip, aTa3zaHaBip, IHAMHABiIp, JapyHaBip,

THIIPaHaBip/PUTOHABIP TOWIO). PU3KMK BUHUKHEHHS Miomarii Takox Moxe OyTu migBUIIEHHH

[Py OJHOYACHOMY 3aCTOCYBaHHI reMbiOpo3miy Ta iHIMMX NMOXiZHHX (iOpPHHOBOI KHCIOTH,

IPOTHBIpyCHHX mpenapariB s nmikyBauHsa remaruty C (BI'C) (mampuxiaz, Gouenpesip,

Tenanpesip, endacsip/rpasonpesip, jieninacsip/codocOyBip), epurpoMinuHy, HianuHy abo

e3eTuMiby. 32 MOXKIJIMBOCTI 3aMICTh IMX JIIKAPCHKUX 3aC00IB CIIi pO3IIsfaTH albTepHATHBHI

(He B3aEMO/IiF0Ui) METO/IM JIIKYBaHHS.

Skmo HeoOXiMHO TIPOBOJAWTH OJHOYACHE JIKYyBaHHS aTOPBACTATMHOM Ta 3TaJaHHMU

[penaparaMmu, CJIiJi peTeIbHO 3BaXUTH KOPHCTh Ta PH3UKH IX OJHOYACHOI'O 3aCTOCYBAaHHI.

SIKIIO0 DanicHTH TNPUHAMAIOTH JIKAapChKi IIpenapard, IO IiABHINYIOTH KOHIEHTpAIIIO

aToOpBacTaTHHy B IUIa3Mi KPOBi, PEKOMEHAYETHCS 3HIKYBaTH JO3y aTOpBACTaTHHY JIO

mimiManenoi. Kpim Toro, y pasi 3acrocyBanHs mnoTyxHHX iHri6itopie CYP3A4 ciin

PO3MIIAHYTH MOXJIMBICTE 3aCTOCYBaHHS MEHIIQI [OYaTKOBOI- -—n0311 aTOpBacTaTHHY ,Ta

YaroueHo 3 Mare planasii
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IIPOBOIUTH HAICKHHM KIiHIYHANA MOHITOPHHT CTaHy MX NAIEHTIB (MUB. po3nin «B3aemomis
3 IHOIMMH TKapCEKAMU 3acO0aMH Ta 1HIII BHJIU B3a€MOIN»).

ATOpBacTaTHH HE CIiJ 3aCTOCOBYBAaTH pa3OM i3 CHCTEMHHMH Mpenapatamu (§y3umgoBoi
KHCIIOTH a00 MpoTAroM 7 MIHIB INCIS IPHITHHEHHS JIKYBaHHS (y3UIOBOIO KHCIIOTOIO.
[MamieaTaM, A8 AKUX JTiKYBaHHS (hy3WIOBOIO KHCIOTOIO BBAXKAETHCS BaXIIMBUM, TEPAIIiio
CTaTHHAMH NOTPIOHO MNPUIHHHTH TPOTIATOM BCHOTO TMEPIOMy JIKYBaHHS (Py3HI0BOIO
kuciotoro. lloBimommsmn mpo pabaomioni3z (BKIIOYAOYW A€dKi JeTadbHI BHIAAKH) Yy
TAI[€HTIB, SKI OJIHOYACHO OTPUMYBAIH GYy3UIOBY KHCIOTY Ta CTaTMHM (IMB. PO3JLI
«B3aemopis 3 iHIMMMY NiKapCHKUMH 3aco0aMM Ta iHIII BUAM B3aeMogiit»). Ilamientam ciix
HEeTalfHO 3BEpHYTHCS IO JIiKaps NpH BUHHKHEHHI O3HAK M s30BOi cimabkocti, 6omio abo
Yy TJIIMBOCTI.

Tepanito craTuHaMd MOXXHA BiTHOBHTH dYepe3 7 JHIB MiClId MPHHOMY OCTAHHBOI 03U
by3ua0BOT KUCTIOTH.

VYV BHHATKOBHX BHIAJKaX, KOJKM HeoOXifHa TpuBaja Tepamis (y3uI0BOI0 KHCIOTOIO,
HaNpHUKIAZ, A JKYBaHHS TSOKKAX 1HQEKid, MOXIIUBICTH OJHOYACHOTO 3aCTOCYBAHHS
aTopBacTaTHHY Ta (y3uAOBOT KHCIOTH CIiJ] PO3LIIAAATH Y KOXXHOMY KOHKPETHOMY BHIA/IKY Ta
MPOBOJIUTH il MOCTIHHUM MEAWYHUM HATISII0M.

By myske piakiCHI IOBIIOMIIEHHS MPO iMyHHO-OIIOCEPEKOBAHY HEKPOTHU3YIOUY MiOIATIIO
(IMNM) mnig uwac abGo micis JikyBaHHS JHeskuMu cTartmHamu. Koinivro IMNM
XapaKkTEPU3YETbCS  CTIMKOIO  CIA0KICTIO NPOKCHMAIBHHX M S3iB  Ta  MiJIBUINEHOIO
CHPOBATKOBOIO KPEATHHKIHA30I0, SIKi 30epiratoThesl, He3BaXKa0Ud Ha MPUIIMHEHHS JTIKyBaHHS
CTaTHHAMHU.

Inmepcmuyianvre 3ax60pIO6ANHHA Ne2eHb

YV pasi 3acTocyBaHHS JIEAKMX CTATHHIB HOBLAOMIBUIOCST TPO BUHATKOBI BUIAAKH
IHTepPCTUHIAIBHOTO 3aXBOPIOBAHHSA JIET€Hb, OCOOIMBO IIPH TOBrOTpUBAIOMY JIiKyBaHHI (IMB.
po3ain «Ilo6iuni peakuiiy). OcoGIUBOCTI MIPOSBY MOKYThH BKIIIOUATH JAUCITHOE, CYyXHUH Kalllenb
Ta NOTIPIIEHHsA 3araJlbHOrO CTaHy 3J0poB’s (BTOMa, BTpaTa MacH Tila Ta IIiJABUINCHHS
TeMreparypH). SIKIo € migo3pa, mo y mamiedTa po3BUBAETHCS IHTEPCTHIIATBHE 3aXBOPIOBAHHS
JIET€Hb, IIKyBaHHS CTATHHOM HEOOXiJJHO PUITMHUTH.

Ilediampuuna nonynsyis

VY TpupiYHOMY JOCIi/DKEHHi, 3aCHOBAHOMY Ha OIliHIlI 3araJbHOTO PO3BHTKY 3a NIKAIOIO
TanHepa Ta BUMipIOBaHHSAM 3pOCTY Ta MacH Tija, HE CIIOCTEPIranocs KIHIYHO 3HAYyIIOro
BILIMBY Ha 3araJlbHUM Ta cTaTeBHH po3BUTOK (TUB. «[10o6iuHi peakmiiy).

Llyxposuii oiabem

Jlesiki naHi cBiTYaThH PO TE, IO CTATHHH SK KJIAC MiBUIIYIOTH piBeHb HbAlc Ta rimoko3u y
CHpOBATIII KpPOBi 1 y MEAKHX MAI[i€HTIB 3 BUCOKMM PU3UKOM BHHUKHEHHS Jia0eTy MOXYTh
CIPUYMHSATH TAaKWH piBEHb TiMEPriikeMii, MpH sSKOMYy JOPEYHHM € BiIMOBIJHE NiKyBaHHI
mabery. OnHak Ied pPH3HK HEPEBaKYEThCS 3HIKEHHSM CyJIMHHOTO PH3UKY BHACIIIOK
3aCTOCYBaHHs CTATHHIB i TOMY HE € [iZICTaBOIO JIJIs IPUITMHEHHS JIIKyBaHHS CTaTHHAMH. 3T1AHO
3 JIEp)KaBHUMH CTaHAApTaMu, NOTPiOHO NMPOBOAMTH KIiHIUHUKA Ta GiOXIMIYHMH MOHITOPHHT
HAIieHTIB Ipymu pH3UKY (piBeHb INIIOKO3M HATINE Bif 5,6 10 6,9 Moib/n, iHIEKC Macu Tina
> 30 xr/™M2, MiIBUIIEHM PiBEHb TPUIJIIIEPHUIIB, TiNepTen3is).

Lonomixcni pewosunu

Jlo cxmamgy mpenapaTy BXOAMTPH JIAKTO3a, TOMY MAILli€EHTaM 3 YPOIKEHOIO HEMEPEHOCHMICTIO
rajlakTO3M, CHHAPOMOM MarbabcopOITil IITFOKO3H Ta rajlakTo3H, HeIOCTAaTHICTIO JlakTas3u Jlanma
HE CJIiJ] HOTO 3aCTOCOBYBATH.

3acmocysanus y nepioo eazimnocmi abo 200y8anHst 2pyooio.

Kinku penpodykmuenozo gixy

[Tix wac mikyBaHHA >XKIHKaM pPENPOJYKTHBHOTO BIKY CIIiJ{ 3aCTOCOBYBATH HAIEKHI 3acO0H

KoHTparneniii_(auB. po3ain «IIporunokasanHsy). Ko mix 4ac JiKyBaHHS aTOPBACTATHHOM

NalliEHTKA BHPINIATH 3aBariTHITH, BOHA IIOBUHHA MPUIMHUTH IPUKHOM MpenapaTy He Ii3Hile

HIXX 32 MICSIb JO HACTAHHS 3aIIaHOBAaHOI BariTHOCTI.

Baeimuicmy

Atopuc® IpoTHIIOKa3aHHI ITiJ| Yac BariTHOCTI, OCKiNIBKM He BCTAHOBIEHA OeslleKa NpuioMy i

HEMa€ KOHTPOJbOBAHUX IOCHIJUKEHb 3aCTOGYBaHH:—ATOPBACTATHHY |BATiTHHM JKiHKAM.
Y4rofpreHo 3 Mareplanati /
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Hagxoaunu piikicHi MOBiIOMJICHHS IIPO BPOJDKEHI aHOMAJII ITiCAsS BHYTPIIIHBOYTPOOHOroO
BiutuBy iHri6iTopiB 'MK-KoA-peaykrasu. Jlocni/pkeHHST Ha TBaprHAX MOKA3aJll TOKCHYHHIMA
BILIUB Ha PENPOIYKTUBHY (PYHKIIIIO.

JlikyBaHHSl aTOPBAaCTaTHHOM MOXE 3MCHIIUTH BHYTPIUIHBOYTPOOHHH piBEHH MEBAIOHATY,
HeoOxinHui s GiocHHTe3y XONecCTepuHy. ATEpPOCKIEpO3 — e XPOHIYHHI TPOIEC, a OTXKE,
IepepBa B NpUMOMI TiMOMIMiAEMiYHMX NpenapariB IiJ Yac BariTHOCTI HE TMOBUHHA MATH
3Ha4YHOTO  BIUIMBY Ha  pPe3yJbTaTd  JOBIOCTPOKOBOTO  JIIKYBaHHS  IEPBHHHOIL
rirepxonecTepruHeMil.

Tomy aroppacTaTMH HE NOBMHHI 3aCTOCOBYBATM BariTHI Ta JKIHKH, SKi IUIAHYIOTH abo
111 {03PIOIOTH BariTHicTk. JlikyBanus npenaparoM Atopuc® cIli IpUIHHATH IIiJ] 9ac BariTHOCTi
abo nokxu He Oy/ie BCTaHOBIIEHO, IO JKiHKA HE BariTHa (quB. po3in «[IpoTunokasaHmsm).
Ilepiood zodyeanns 2pyddio

HesizoMo, 111 IpOHMKae aTOPBACTATHH Ta HOTO META0OJITH Y TPy AHE MOJIOKO JIFOIAHHM, OHAK
BIZIOMO, II[0 HEBENMKA KUIBKICTh aTOpPBACTATHHY abo #Oro MeTaGoiTiB MOTpaIuisie y MOJIOKO
mypiB. OCKiNbKM iCHY€ TOTCHIIMHUM PH3WK BHHHUKHEHHS CEPHO3HMX MOOGIYHUX eQeKTiB,
*KIHKH, IO MpUAMaioTh mpemapaT ATopuc®, TOBHHHI IPHIMHATH TOXYBAHHS IPYUNO (IHB.
po3ain «IIpoTumokazanusmy).

ATOopBacTaTUH IPOTHIIOKA3aHMA y TepioJ TOAYBaHHA TpyAmo (OuB.  po3min
«IIpoTunoxazaHHs»).

Depmunvricmp

Ipu nociipkeHHi Ha TBapUHAX aTOPBACTATHH HE BIUTMBAB Ha PEPTHIBHICTS CAMIIIB YH CAMUILb.

30amnicme énnueamu Ha WEUOKICMb peakyii npu KepysanHi A8Mompancnopmom abo iHuumu
Mexanizsmamu.

Hemae moBiJoMJICHF IpO BIUIMB aTOPBAacTATHHY HA 3JATHICTH KepyBaTH aBTOMOOLIEM i
BUKOPUCTOBYBATH TEXHiUHI MpHUCTPOI. AJe ITiJ| 94ac 3acTOCYBaHHS TpenapaTy AesAKi HallieHTH
MOXYTh BIJJUyBaTH 3allaMOpOYEHHs Ta cyaomd M’s3iB. ToMy mix gac jikyBauHs ciig GyTa
00epeXHUMH IIPU KEPYBaHHI aBTOTPAHCIIOPTOM 200 poOOTi 3 iHINMMH MEXaHI3MaMH.

Cnoci6 3acmocyeanna ma 0o3u.

/o3ysanus

Jlo moyaTky nikyBaHHs npenapaToM Atopuc® cITiJi BU3HAYHTH PiBEHB TillEpXONECTepUHEMIT Ta

KOHTPOIIIOBATH JOTPUMAHHS BIANOBIAHOT mieTH, (Gi3UuHi HaBaHTAXKEHHS, 3MEHIIICHHS MacH

TLJIa y TAI€HTIB 13 0XKUPIHHSM Ta JIIKYBaHHS IHIITMX OCHOBHHUX MCIMYHUX IPOOJIeM MaIli€eHTiB.

IIpu npuiiomi mpenapaty ATopuc® mamieHT HOBHHEH JAOTPHMYBATHCS CTAHAAPTHOL Ji€TH, SKa

3HUXKYE PIBEHD XOJIECTEPHHY.

L'inepninioemis i smiwana oucninioemis

PexomennoBana mouyarkoBa fjo3a atopBacTaTHHy cTaHOBUTE 10 Mr a6o 20 mr 1 pa3 Ha n00y.

JUIs nali€enTiB, sKi NOTPeOyIOTh 3HAYHOTO 3HIKEHHS piBHs XonecTepuny JITTHII (6inbm Hixk

Ha 45 %), Tepariio MOXHA PO3MOYHHATH 13 Ho3yBaHHsA 40 Mr 1 pa3 Ha 100y.

Jiana3oH no3yBaHHS JiKapchkoro 3aco0y cranosButh Bim 10 mMr go 80 mr 1 pas ma n00y.

IIpenapar MoxHa NpHiiMaTH pa3oBOIO JO3010 y Oy/b-IKi TOAMHM Ta HE3AIEHKHO BiJ IpUiioMy

xi. [TouaTkoOBy Ta NiATPIMYBaJIBHY JI03H IpeniapaTy niI0MparoTh iHAWBI Ly AJTBHO, 3aJICHKHO B

piBas XC JIITHIL, metu nikyBanus ta Bignosiai. [licns mouaTky jikyBaHHs Ta/abo micis

TUTPYBaHHS JO3M IIperapary Ciifi KOHTPOJIOBATH PiBHI JIMiAIB TIPOTATOM 2—4 THXKHIB Ta

BIJIIOB1THAM YWMHOM BiJIKOPHUTYBaT# J03Y.

I'emeposuzomna cimetina zinepxonecmepunemis y nayicnmie Oumsayozo iy (eixom 6io 10 0o

17 poxis)

PexoMeHi0BaHa OYaTKORBA J103a aTOPBACTATUHY CTAHOBUTH 10 Mr/100y, 3BHUaHU Aiama3on

7103 cTaHoBUTS BifJ 10 Mr g0 20 Mr nepopaisHo 1 pa3 Ha 100y. J{o3u mpenapary ciif miadouparu

IHAMBIAYaIBHO BIATIOBINHO 10 pEeKOMEHIOBAHOI METH JIiIKyBaHHs. TepameBTH4YHA BiAIOBiIHL

OPOSABILIETECS NPOTATOM 2—4 THXKHIB Ta IIATPUMYEThCS IiJ] 4ac AOBIOTPUBANOL Teparlii.

KopurysaHHs 1031 CtiJl MpOBOAMTH 3 iHTEpBanoM 4 TkHI abo Oijbiie.

Tomozuzomna cimetina zinepxoiecmepunemis

Jlo3a aropBacTaTMHy Uil TAIIEHTIB 3 T'OMO HOIO—EIMEHHOIO TINIEPX0JIECTEPHHEMICIO

Y3ro/KeHo 3 maTepianaiit
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cranoBUTh Bl 10 mr o 80 mr Ha nmoby (auB. po3ain «®apmakonuHamika»). ATOpBacTaTUH
CIJT 3aCTOCOBYBATH SAK JOMOBHEHHS JO IHIIMX TilONIMMiJAEMIYHAX METOJIIiB JIIKyBaHHS
(manmpuxinan adepes JIITHIIL) aGo y pasi, SKIIo rinoiniaeMiuHi MeTOAU JiKyBaHHS HEXOCTYITHI.
QOonouacua 2inoninioemiung mepanis

Atopuc® MoXHA IpHIIMATH 3 CEKBECTPAHTAMH KOBUHHMX KMcIOT. KomGinariio inriGiropin
I'MI'-KoA-penykrasu (craTuHiB) Ta ¢iOpaTiB 3arajloM CIiJi 3aCTOCOBYBATH 3 OOEPEKHICTIO
(muB. posninu « OcoOIUBOCTI 3aCTOCYBaHHM), «B3aeMois 3 IHINUMY JIIKAPCHKUMU 3aco0aMu
Ta 1HII BIIA B3aEMOJIIi»).

llopywenns ynryii nupox

3axBoproBaHHS HUPOK He BILJIMBAE Hi HA KOHIEHTPAIIIIO B TJIa3Mi KPOBi, Hi Ha 3HUKEHHS PiBHA
XC JIIIHI] mpu 3acTocyBaHHI penapary; OTxKe, KOPUTYBaHHSI JO3H IIpenapary s Mali€HTiB
3 MOpPYMEHHAM (QYHKITi HUPOK He MOTpiOHe (uB. po3nimm «OcoOIMBOCTI 3aCTOCYBaHHS,
«DapMaKOKiHETHKAY ).

Ieyinkosa nedocmammuicmo

Atopuc® cnif 3acTOCOBYBAaTH 3 0OEPEKHICTIO MAIIEHTaM 3 IMOpYIICHHAMH (GYHKIIIT HediHKHU
(muB.  posmima  «OcobmmBocTi  3acTocyBaHHS», «®apMakokineTuxa»).  Aropuc®
IPOTHIIOKA3aHUH MAaIlieHTaM 13 3aXBOPIOBAHHSM MEYiHKA B TrocTpif ¢aszi (auB. posjin
«IIpoTunokazanssy).

3acmocysanns ¢ kombiHayii 3 iHWUMY IKAPCOKUMY 30C00aMU

Cnix yHHMKAaTd JiKyBaHHS TperaparoM NAaIli€HTiB, SKi INPUIMAIOTh IMKIOCIOPUH abo
inribitopu mporeasu BIJI (tumpamasip + puTOHaBip), abo iHridiTop mpoTeasu Bipycy
rematuty C (tenmanpesip). Ciifg 3 obepexHicTioO npu3HayaT nanieaTam 3 B1JL, mo npuitmMaroTs
JIONiHAaBip + PUTOHABIP, Ta 3aCTOCOBYBaTH Yy HalHIKYiH HeoOXinHiN 103i. s manieHTiB, 1o
IpUAMAIOTE KJIAPUTPOMIIUH, iTpakoHa3oin, abo mnsg mamieHTiB 3 BlJI, mo npuiimaroTs
koMmOiHanii cakBiHaBip + pHUTOHaBip, JapyHaBip + puUTOHaBip, QocaMipeHaBip ado
dbocamnpeHaBip + pUTOHaBIp, TEPANEBTUYHY HO3Y Mpernapary ciif ooMexuTu 103010 20 mr, a
TAKOX PEKOMEHAYETHCS IPOBOJIUTH HAJCXKHI KIIHIYHI OOCTeXEHHs Ui 3abe3nedeHHs
3aCTOCYBaHHS HaWMeEHINOI e(peKTHBHOI JI03u Tipemapary. JIJI1 MaIi€eHTiB, MO MPUHAMAIOTH
igriditop npoteasu BIJI mendinapip abo iHriGiTop mporeasu Bipycy renatuty C 6orenpesip,
JKyBaHHS IpemapaToM CJiJi OOMEeXUTH a030f0 a0 40 Mr, a TakoX pPEKOMEHIY€EThCA
TIPOBEICHHS BIMOBIIHUX KIIHIYHUX 00CTeXeEHE It 3abe3eue s 3aCTOCYBaHHS HalMEHINO1
eeKTUBHOI 03K mpenapary (auB. po3aumd « OcoOIHMBOCTI 3acTocyBaHHsS» Ta «B3aemonis 3
IHOTAMH JIIKAPCHKAMH 3ac00aMHM Ta 1HITH BHIH B3aEMOIIIN ).

[layienmu 1imnbo2o Giky

Jliis narienTiB BikoM noHas 70 pokiB mpH 3aCTOCYBaHHI peKOMEHIOBAaHUX JI03 aTOPBACTATHHY
e(eKTUBHICTD Ta Oe3MeKy Tepartii CJIiJT OIiHIOBATH 3 ypaxyBaHHAM HassBHOCTI 1HIMX PakTopiB
CXHJIBHOCTI JTO PO3BUTKY pabaoMioni3y.

QoHouacHe 3acmMOCYBANHSA 3 ITHUUMU IKAPCLKUMU 3acobamu

VY narrieHTiB, AKi OJHOYACHO 3 ATOPBACTATHHOM IIPUMMAIOTE TPOTUBIPYCHI 3aCOOH Bij] renaTuTy
C embacgip/rpasorpeBip abo JeTepMOBIp i MPOodiTaKTHKX MUTOMEraloBipycHOl iHdeKil,
J03a aTopBacTaTMHY He IMOBHHHA mnepeBuimyBatd 20 wMr/pody (muB. «Ocobausocmi
3acmocyeanusny, « B3acmooia 3 inuumu aikapcokumu 3acobamu ma iHuii 6UOU 63aEMO0INN).
He pexoMeHAyeThCS 3aCTOCOBYBAaTH aTOPBACTATHH IMAIliEHTaM, SKi MPUHAMAIOTH JIETEPMOBIp
OJIHOYACHO 3 IUKJIOCHOpUHOM (JIUB. «(Ocobnausocmi 3acmocy8anusa», «Bsaemoois 3 inwumu
JIKAPCOKUMYU 3acO0aMU MA iHWLT BUOU 83AEMOOII ).

Himu.

I'emeposzuzomnua cimeiina zinepxonecmepuremis

Jns mamienTtiB BikoM Bix 10 poKiB i3 TeTEpO3UTrOTHOIO CIMEHHOIO TiNEpXOJECTEPUHEMIEIO
pEKOMEH/IOBaHA IIOYaTKOBAa J103a aToOpBacTaTUHY cTaHOBHTH 10 Mr Ha go0y (auB.
«DapmakxonuHamikay ). Jlo3y MoxHa 3011smuTH 10 80 Mr Ha 700y BIANOBIAHO A0 peakilii Ta
nepeHocuMocTi. Jlo3u cilijl po3paxoBYBaTH iHAMBIMYalIbHO BIANOBIAHO A0 METH Tepaiii.
KopuryBaHHs citiji MPOBOAUTH 3 IHTEpBalioM Y 4 THxHI abo Ginbnre. Tutpyeanus mo3u j1o 80
MT Ha 00y MiATBEPKYETHCS JAHUMH JOCTIJKEHb Y JOPOCIUX Ta OOMEXEHUMHU KIIHIYHUMHI
JAHUMH JIOCTI/DKEHb y JUTEH i3 reTepO3’UrOTHOIO CIMEHHOIO Tilepx0JeCTepUHEMIEI0 (JIHB.
«IIo6iuHi peakiii» Ta « DapmakoguHamMikay ).

Jani mozo 6e3nexu ta eGeKTUBHOCTI y AiTeH BikoM Bix 6 /1o 10 pokiB i3 reTepO3UrOTHOIO

Y4roMHaHo & MaTepianaiiti
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CIMEHHOIO TilepXOJeCTEPHHEMIEI0 OTpPUMaHI 3 BIAKPUTHX AOCHI/DKEHb. ATOPBAacCTaTHH He
3aCTOCOBYBATH JJIS JIKyBaHHs mariieHTiB BikoM mo 10 pokiB (muB. «IloOiuni peaxuii»,
«®apmakoauHamika» i «Dapmakokinerruka»). Jlns namieHTiB miel rpynu GLIBII OONIIBHOIO
Moxxe OyTH iHma papmaneBTuaHa Gpopma/103yBaHHS.

[MoBigoMIsIA TPO JOCTiKEeHHsT KIiHI4HOI eEeKTHBHOCTI 3aCTOCYBaHHS aTOPBACTATHHY B
nozax g0 80 mr/mo6y mporsrom 1 poky mami€eHTaM i3 TOMO3HTOTHOIO  CIMEHHOIO
rinepxoecTeEPHHEMIEIO, IO AKOro Oya0 BKIIOYEHO § MAallieHTiB AWUTIYOTO BIKYy (AMB. pO3IiT
«I"oMO3HMroTHA ciMeliHa TiITepX0IeCTEPUHEMINN ).

Ilepeodo3ysanns.

Crnenudignoro JTiKyBaHHS IIepefo3yBaHHS IIpernaparoM Hemae. Y pasi IHepelo3yBaHHS
mamieHTa  CiJ JKyBaTd CHMITOMATHYHO Ta Y pa3l HEOOXiIHOCTI 3aCTOCOBYBAaTH
miaTpuMyBabHi 3axoau. HeoOximqHo mpoBecTu aHamizy GYHKII MEYiHKH Ta KOHTPOIIOBATH
piens KK y cupoBarmi xpoBi. Uepe3 BHCOKHi CTyNiHB 3B’A3yBaHHS Npenapary 3 Oinkamu
IUIa3MH KPOBi HE CJIiJ{ O4iKyBaTH 3HAYHOTO TiABHMINEHHs KIiPEHCY Ipenapary 3a JOIIOMOIOIO
reMojiianisy.

Ilo6iyHi peaxuii.
V 3B’43Ky 3 THM, 10 KIiHIYHI JOCIIKCHHS IPOBOJSATD Y PI3HUX YMOBaX, 4aCTOTY BHHUKHEHHS
HebakaHUX peakIid, 1o CHOCTepiraIOTI,c;I mif yac KIHIYHMX JOCIIIKEHb J'IiKapCLKOFO
3ac06y, HE MOXHA 0e3NMOCePeHHPO NOPIiBHIOBATH 3 TOKA3HHUKAMH, OTPUMAHHMH mig gac
KJIIHI9HUX JTOCIIKEHB 1HIIOTO Nperapary, Ta BOHE MOXyTh He BIJIIIOBi/IaTH TTOKa3HHUKaM
YaCTOTH, IO CIIOCTEPIraloThes Y KIHITHIHM MPaKTUI.
3rimHo 3 iHopMamiero KIHIYHEX JOCHIIKCHb, Y UAIi€HTIB, SKi OTpHUMYBAIH JIKyBaHHS
aTopBACTATHHOM, HalJacTilme croctepirainucs Taki HeOakaHi peakiii, 0 NPH3BOIMIA 10
TPUIIHHEHHS 3aCTOCY BAHHS TIPENapary Ta TPAIUBLIKCS 3 YaCTOTOO, BUINOIO (> 2 %) HIX y rpymi
wiane6o: wiamris (0,7 %), miapes (0,5 %), wmymora (0,4 %), DiABHINEHHS piBHA
ananinamigotpancdepasu (AJIT) (0,4 %) ta neuinkosux pepmenTis (0,4 %).
Hait6inem gactuMu noOiyauME peakmisMu (> 2 % MOpiBHSHO 3 11anebo) HE3aleiKHO Bif
OpUYHHH, Yy MAIl€HTiB, Aki oTpuMyBamu Imancbo y mgocmimpkeHHsx (m = 8755), Oymm:
Hazodapunrit (8,3 %), aprpanris (6,9 %), niapes (6,8 %), Oinp y kiHmiBkax (6,0 %) Ta
iH(dekIis ceqoBUBITHUX TIAXIB (5,7 %).

Tabmuns 3
Kniniuni mebaxani peakiii, mo BHHMKaIM y 2 % mnamieHTiB Ta Oinblile, SKi OTpUMYBaJll
JiKyBaHHs Oyb-AKOIO JIO30F0 aTOPBACTATHHY, Ta 3 YaCTOTOIO, BHILOK, HIX y IPyi manedo,
HE3AIEXKHO Bijl TPUYMHHOIO 3B’ 513Ky (%o maIiieHTiB).

HeBarkana peaxiis ngb_osa 10 Mr 20 mMr 40 mMr 80 mMr Inane6o
peart Nogres | N=3908 | N=188 | N=604 |N=4055 | N=7311

Hasodapunrit 8,3 12,9 5,3 7 472 8,2
ApTparis 6.9 8.9 11,7 10,6 4.3 6,5
Miapes 6.8 7.3 6.4 14,1 5,2 6,3
bine y xiHmiBkax 6 8,5 3,7 9,3 3,1 5,9
IH(beK.IIISI CEYOBUBITHUX 5.7 6.9 6.4 8 4.1 5.6
[IUISAXIB
Jucnerncis 4,7 5,9 3,2 6 3,3 43
Hynora 4 Sl 3,7 7,1 3,8 3,5
M A30BO-CKEIIETHHH 3.8 52 32 5.1 2.3 3.6
OLIbL
M’ 513081 crasMu 3,6 4.6 4.8 5,1 24 3
Mianris 3,5 3.6 5,9 8.4 2,7 3,1
Bbesconus 3 2.8 1,1 5.3 2,8 2.9
g?apHHronaanreanLHHH 23 3.9 1.6 2.8 0.7 21

i1p

Jlo

iHIIMX HeOa)XKaHWX peakIiid, npo sKi I
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JIOCII JUKEHE, HAJIC)KATh:

3a2anvHi NOpYyUEenHA: BITIYTTS He3TyXaHHs, I PEKCis;

3 60Ky mpaeHoi cucmemu: IUTyHKOBO-KHINKOBUM JHCKOM(OPT, BiJPHKKA, METEOPH3M,
TelaTuT, X0JecTas;

3 BOKY CKeNemHO-M 30601 CUCTEMU: M’S30BO-CKENETHHH Oib, MifBUINEHA BTOMITIOBAHICTH
M’s13iB, Gilb Y 1, HAGPSIK CyTII06iB, TeRMHONATIs (IHOAl YCKIIaIHEHA PO3PHUBOM CYXOXKHILIS);
3 60Ky MemaGoniamy ma Xapuyyéawns: WiJIBULICHHS TPAaHCAMiHa3, BIIXWICHHS BiJ HOpMH
QYHKI[IOHATLHEX PO6 MEeYiHKY, ITiABAINEHHES PiBHS TyXHOT pocdarasu B KpOBI, TTiJIBUICHHS
aKTUBHOCTI KpeaTHHPOCHOKiHA3H, TilleprilikeMis;

3 60Ky Hepeoeol cucmemu: KOIMMAapHi CHOBHIIHHS,

3 6OKY OUXanbHOi cucmemu. HOCOBa KPOBOTEYA;

3 60Ky wiKkipu ma ii npuoamxie. KpONuB’ sHKa,

3 60Ky Op2anie 30py: HEHiTKICTh 30py, IOPYIUEHHS 30PY;

3 OOKY Op2aHi6 cyxy ma pienosazu. IyM y ByXax;

3 60Ky cevocmamegoi cucmemu: TEHKOLHUTOYis;

3 BOKY PENpPOOYKMUHOT CUCMEMU MA MONOYHUX 34103; TIHEKOMACTISA.

YacToTy BUHMKHEHHS MOOIYHAX peakiliii BU3HAYATM TAKMM YHHOM: YacTo (> 1/100, < 1/10);
megacro (> 1/1000, < 1/100); pinkicui (> 1/10000, < 1/1000); HaxsBr4aiiHO pigkicui (<
1/10000).

Hopywenns @ynxyii Hepéogoi cucmemu. 4acTo: roJIOBHMM OijIh; HEYacTO: 3allaMOPOYCHHS,
napecresis, rinecTesis, AMCTeB3is, aMHesis; piakicHi: nepudepuuni HeHpoIaTii.

Hopywenns Qynkyii WIYHKOBO-KUUKO06020 MpPAKmy. HacTo: 3alop; HEYacTo: MAHKPEaTAT,
OmoBaHHS.

Iopywenns @ynxyii ckenemno-m’sa3060i cucmemu ma CHOLYYHOI MKAHUNU. FaCTO: Olp y
cyriobax, 6imp y cnuHi; pigkicHi: Miomaris, MiO3HT, paGIOMioNi3 Ta YepBOHO-KOPHIHEBE
3a0apBIICHHS cel.

3azanvhi nopyuwienHs: HedacTo: acTeHis, OULlb y Tpyasx, mnepudepudni HaOpsKu,
CTOMJTFOBAHICTb.

Iopyuienns memabonismy ma Xapiyeanns: HEYacTO: TiMOrTIKeMis, 301TbIIEHHS MacH TiIa,
AHOPEKCis.

Iopywienns @pyuxyii newinku ma dCOBYHO20 Mixypa. HaJ3BHYANHO piAKiCHi: TIediHKOBa
HEJOCTATHICTD.

Hopyuwienns 3 60Ky wKipu ma CROLYYHOI MKAHUHYU. HEYACTO: IIKIPHI BHCHIIAHHS, CBepOIXK,
aNolelis; piAKicHi: aHrioneBpoTHUHWil HaOpsK, OyTbO3HHH NepMaTT (Y TOMY YR
MyIbTHGOpMHA epuTeMa), cuHApoM CrieHca—/[KOHCOHA Ta TOKCHYHMH eniiepMabHEII
HEKPOJII3.

Po3nadu 3 60Ky OuxanbHoi Cucmemy, Opeanie 2pyOHol KimKu ma cepe0oCminHi: yacTi: OUTh y
ropJii Ta TOpTaHi.

Poznadu 3 60Ky cucmemu Kpogi ma nimgamuunol cucmemu: PigKicHi: TpOMOOIMTONEHISL.
Posnadu 3 6OKY iMyHHOI cucmemu; 4YacTo: alepridHi peakmil; HaJ3BHYAHHO PiAKICHI:
anadinaxcis.

Posnaou 3 60ky opeanie 30py: HEYACTO: 3aTyMaHCHHS 30PY.

3minu  pesynbmamis  1aO6OpAMOpHUX — GHALI3IE.  YACTO: BiIXHMIICHHS  pe3yJIbTaTiB
(yHKIioHANEHUX NPO6 MEYiHKH, INiJBHIIEHHS AKTHBHOCTI kpearnHdochoKiHazu KpoBi;
HEYACTO: IO3UTHBHHI Pe3yNbTaT aHAlli3y Ha BMICT TEHKOIHTIB y Cedi.

Sk i npu 3acTocyBaHHi immmux inri6itopis TMI" KoA-penykTasy, y NIAli€HTiB, SKi IpuiimMany
aTOPBACTATHH, CIIOCTEPIralid [T IBUINEHHS aKTHBHOCTI TpaHCaMiHa3 CHPOBATKH kposi. [1i 3mMiHH
3a3pruail GynM CIabKo BHPAXEHHMH, THMYAaCOBHMH Ta HE TOTpeOyBamn BIpYYaHHsS abo
nikyBapHa. KIiHiuHO 3HAdYylIC INIJBHINEHHS AKTHBHOCTi TpaHCaMinas CHPOBATKH KpOBI
(IlepeBHIIEHHS BEPXHBOI MeXi HopMU GiiblT HiX y 3 pasu) cnocrepiram y 0,8 % TMaIli€HTiB,
AKi OpwiiMany aropBacTaTHH. lle IMiABUINEHHS MANO [O303ANEKHHM XapakTep Ta OyIno
0GOPOTHHM Y BCiX NAIi€HTIB.

V 2,5 % mnauieHTiB, fAKi NpUAMATH aTOPBACTATHH, CIOCTEPirald 3pOCTAHHS aKTHBHOCTI
KpeaTMHKIHA3K CHPOBATKH KPOBi, 110 OLIBIN HK y 3 pasu MepeBUIIy Bajla BEPXHIO MEXyY HOPMH.

[le 306iracTbcst 31 CIOCTEPEKECHHAMH IIPH 3aCT: Hm.ﬂxd__i.ﬂ.piﬁli'ropiﬁ I'MIC KoA-
Yarogaio 3 Mayeptananiti ) _ i/:
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pPEAyKTa3u y X0/ KIiHIYHUX JocikeHb. Y 0,4 % mamieHTiB, Ki OTpUMyBaId aTOpPBacTaTHH,
CIIOCTepirajiucs piBHi, 0 NEPEBUIYBATH BEPXHIO MEKY HOpMH OibIn HIXK Y 10 pa3iB.
[To6Giuni peaxmii, sxki BHHHKIW TiJl 9Yac KIHIYHUX OCITI/PKCHB: iH(EKIis CEYOBHBIIHOIO
TpaKTy, IYKpoBH mia0er, iHCYJBT, MiBUIIEHHA AKTHBHOCTI TpaHCaMiHa3 CHPOBATKH KpPOBI
(Mano n0303anexxHui Xapakrep Ta 0yJio 000POTHUM y BCiX MAIli€HTIB), 3pOCTAHHS AKTHBHOCTI
KpeaTHH-KiHa3W CHPOBATKH KPOBIi, IyKPOBHii aiaber.

Jocsij nicisipeecTpanifiHoro 3acToCyBaHHs

Ilporsarom  micisipeecTpalliiHOrO  3aCTOCYBaHHS ~ aTOpPBACTaTWHY Oynu  BHSBJICHI
HIDKJe3a3HayeHi HeOaxaHi peaknii. OCKUTBKA TIpo I peaxiii HaJXOIuIM TOBITOMIICHHS Ha
JOOPOBLIBHIA OCHOBI BiJ| MOMYJIAIIT HEBIIOMOI YHCENBHOCTI, HE 3aBXIH MOXHA JOCTOBIPHO
OLIHUTH iX 4acToTy ab0 BCTAaHOBUTH NPHYMHHO-HACIITKOBHH 3B’SM30K 13 3aCTOCYBaHHSAM
Ipernapary.

Jlo HebaxkaHUX peakilii, OB’ I3aHUX 13 TIKYBaHHIM aTOPBACTATHHOM Ta 3apEECTPOBAHUX ITiCIIS
BUXOAy IIpENapaTy Ha PHHOK, HE3aJEeXHO BiJl OI[IHKM HPUYMHHO-HACIIJAKOBOTO 3B’S3KY,
HajleXxaTh: asadinakcis, aHTiIOHEBPOTHYHMU HAOpsK, OyJIbO3HI BHCHIAHHSA (Y TOMY YHCII
eKcylaTuBHa MyiabTH(opMHa eputeMa, cuHapoMm CriBeHca—/[’KOHCOHA Ta TOKCHYHHI
emiiepManbHUM HEKpoli3), padioMioni3, MIO3HT, NiIBHINCHA BTOMIIIOBAHICTh, PO3PHUB
CYXOXXWJIJIS, JIETAJIbHA Ta HeJIeTalbHA IIeYiHKOBA HEAOCTATHICTh, 3allaMOPOYCHHS, JETpecis,
nepudeprudHa Helponaris Ta HaHKPEaTHT.

Hanxomwmm piAKicHI TOBIIOMJIEHHST IIPO BHIIAAKH IMYHOJOTIYHO OIIOCEPEIKOBAHOI
HEKPOTHU3YIOYOi MioIarii, MOB’13aHO1 i3 3aCTOCYBaHHSM CTaTHHIB (IUB. po3aii « Oco0aIuBOCTI
3aCTocyBaHH;1»)

Hanxomunu pigxicHi HICJI}IpCCCTpaI_III/IHI IIOB1IOMJICHHS TIPO KOTHITHBHI posnazm (HaanKnaz(
9YacTKOBa BTpaTa Mam’siti, 3a0yAbKyBaTiCTh, aMHe3is, MOPYIICHHS [aM’ ATi, CIUTyTaHICTh
CBIJIOMOCTi), TIOB’sS3aHi 13 3acTOCyBaHHAM cTaTwHiB. Ili KorHiTMBHI posnaau Oyiu
3apeecTPOBaH1 NPH 3aCTOCYBaHHI BCiX CTaTHHIB. 3arajioM peakiii He BiTHOCHIIACH JI0 KaTeropii
cepio3HUX HebakaHUX peakiliit Ta 6yau 0OOPOTHUMHE IIICIISI MPUTTHHEHHS IPUHAOMY CTATHHIB,
3 pI3HHM YacoM JO MOYaTKy MpOsiBY cUMOTOMY (BiZl 1 JHS IO KITBKOX POKIB) Ta 3HUKHEHHS
cUMIITOMY (MeJliaHa TPHBAIOCTI CTAHOBHMIIA 3 THXKHI).

[1in gac 3acTocyBaHHS AEIKHX CTATHHIB OyJiM ONMKMCAHI Taki HeOaXKaHi SIBUINA: PO3JIaJ] CTATEBOI
¢byHkuii; BUHATKOBI BHUNAJKH I1HTEPCTHINAIBHOI XBOPOOHM JiereHb, OCOOIMBO IijJ Hac
JIOBrOCTPOKOBOTO JIIKYyBaHHSI.

Ilig gac MOCTMapKETHHIOBUX CIIOCTEPEXKEHb MOBIIOMILUIOCH NPO HIDKYe3a3HAYeHl MoOiuHi
peaxiiii.

THopywenns gynryii kpoeoHocHoi ma nimpamuynoi cucmemu. TPOMOOIIUTOTICHISL.
Hopywenna ¢yuryii imyHHoi cucmemu: ajepridfi peakuii, anagirakcigs (y TOMy dYHCI
aHa(1NaKTUYHUI ITTOK).

lopywenns memabonizmy ma xapyysanns: 30UIbIIEHHS MacH TiJa.

IHopywennus ynryii Hepeogoi cucmemu. TOJOBHUH OLIb, TilIeCTe3is, IHCTEB3IA.

Posznaou wunynxoeo-kuuikoeozo mpakmy: OiIb y )XHUBOTI.

THopywennsa ¢ynxyii opzanie ciyxy ma rabipunmy. IyM y ByXax.

LUlxipa ma niowxipna mxanuna: KponuB’ SHKA.

3 6oky cxenemno-m’sA30801 cucmemu ma CROJNYYHOI MKAHUMU: apTpairis, OiIb y chuHi,
BOBYAaKOBUH CHHJIPOM, PO3PHB M’ S3iB.

3acanvhi nopywenns: OB y Tpysx, nepudepuaHuii HaOpsK, HE3yKaAHHI, BTOMA.

3minu  pesynemamie  nabopamopHux — aHAAi3i6;  TIIBUINCHHS  aKTHBHOCTI  ajlaHiH-
amiHOTpaHcepasH, IMiIBUNICHHS aKTHBHOCTI KpeaTHH(OCHOKIHAZH KPOB.

llediampuuna nonynayis

TlemiaTpuuni mamientn BikoM Bix 10 mo 17 pokiB, sIKi OTpUMYBaiM aTOPBACTaTHH, MaJH
mpodink JOCBIMYy NOOIYHUX peaxiliif, 3aragoM MOOMIOHHHA 40 Hpo(diI0 MHAIli€HTIB, gKi
oTpuMyBaJix 1ianedo. Y

TPUPIYHOMY AOCIIIKEHHI, 3aCHOBAHOMY Ha OIIiHIIi 3aTaTFHOTO PO3BUTKY 3a IMKaIOK TaHHepa
Ta BUMIPIOBaHHAM 3POCTY Ta MAcCH TiJla, HE CIIOCTEPIraiocs KIHIYHO 3HAYYIOro BILIMBY HA
3arajibHAN Ta CTaTeBUHl pO3BHTOK. [lpodins Gesmeku Ta MEPESHOCHMOCTI y MeRiaTPHIHHX
nanieHTiB OyB HONIOHMM 0 Bimomoro mpodimo Oe3meKH aTOPBACTATHHY y JOPOCITHX
HALIE€HTIB. —_—

Y3romkato 3 pMaTepianan
re\,m,w HHHOMO LOOKE




baza nanmx xniHi9HOT Oe3nekn BKIoYae qaHi mpo Oesnexy 520 memiaTpudHyX HALiCHTIB, sKi
OTPHUMYBAJIM aTOPBACTATHH, CEpell SKUX 7 Mali€eHTIB BikoM 10 6 pokiB, 121 mamienTt O6yB y
BIKOBOMY Jiamna3oHi Bizt 6 10 9 pokis, a 392 manienTty - Bikom Bix 10 mo 17 pokis. Buxoasuu 3
HAsABHMX JAHMX, 9aCTOTA, THII Ta CTYIIHb MOOIYHMX peakuiil y AiTelt moaiOHi 10 JOpoCInX.
3eimyeanns npo nidospiosani nobiuni peaxyii,

IloBinomnerHs nmpo moGiuHi peakuii micas peectpanii JKapchbKOTo 3acofy Mae BEIMKe
3nayeHHs. Lle mae 3MOry IpOBOAMTH MOHITOPHHI CIHiBBiJHOUICHHS KOPHCTH/PHU3UK IIPU
3aCTOCYBaHHI IbOTO JHKApPCHKOro 3aco0y. Meaudnnum Ta (apMaleBTHYHHM NpPaliBHUKAM, a
TaKOX HalieHTaM abo IXHIM 3aKOHHHM HpeJCTaBHUKAM CJIiJ{ MOBIAOMIISTH IIPO Y€l BUIAIKH
HiJO3PIOBAHUAX NMOOIYHWX peakmiif Ta BiACYTHOCTI e)EeKTHBHOCTI IiKapCchKOro 3acodby [0
HepxasHoro excrieprHoro rerTpy MO3 Ykpainu 3a mocunannsM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 2 poxu.

YMoBH 30epiranss.
30epiraTy B OpHriHAIBHIM yIaKoBIl npu Temnepatypi He Buie 25 °C.
36epirati B HEAOCTYIIHOMY UIS JiTE€H MiCILi.

Ynakoska.
10 mr, 20 mr: 10 Tabnerok y 6micrepi; no 3 a6o no 9 Giicrepis y KapToHHiH KOpoOIi.
40 mr: o 10 Tabnerok y 6iicrepi; mo 1 abo no 3, abo mo 9 GiicTepiB y KapTOHHIA KOPOOITi.

Kareropis Bigmycky. 3a penernrom.

Bupo0uuk.
KPKA, n.x., HoBo Mecto, CnoBenist/KRKA, d.d., Novo mesto, Slovenia.

MicuesnaxomxeHHsI BAPOOHHUKA Ta aJipeca MicUsl HPOBAaIKEeHH 0ro JisJIbHOCTI.
IImap’emka necra 6, 8501 Hoeo mecto, Ciosenis/Smarjeska cesta 6, 8501 Novo mesto,

Slovenia.

I[aTa OCTAHHBOI'O IIEPETJIANY.
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