THCTPYKIIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT0 3aC00y

ATtopuc®

(Atoris®)

Cknao:
ditoua peuosuHa: aToOpPBaCTaTHH;
1 tabnetka mictuth 30 Mr a6o 60 Mr, a6o 80 Mr aTOpBaCTaTUHY y BUTJISI aTOPBACTATUHY KaJIbIIii0;

0oNnomidcHI pevo8uHU: TaKTO3U MOHOTIIpAT, 1[eJli0JI03a MiKPOKPHUCTaJIivHa,
TiIPOKCHUIIPOIIiNIEN0No3a, HaTPilo KPOCKapMesio3a, KPoCcIoBigoH, moicopdat 80, HaTpito
TigpOKCHUA, MarHilo cTeapar;

000JI0HKa: CIIUPT MOiBiHiNOBUiA, TanbK, Makporos 3000, Tutany giokcup (E 171).

JlikapcbKa (popma. TabneTKu, BKPUTI MITiBKOBOIO 060IOHKOIO.
OcHo8HI (i3uko-ximiuHi 81acmugocmi:

30 mr: 6ini abo maiixke Oini, Kpyri, 371eTKa OmyKJli, BKPUTI IIiBKOBOIO 000JI0OHKOIO, 3i CKOIIIEHO0
KPOMKOIO TaOJIeTKH;

60 mr: 6ini abo maiixe 0ini, oBanbHi, BOOIYKJIi, BKPUTI IJIIBKOBOIO 0007I0HKOI0 TaOJIeTKY;

80 mr: 6ini abo maiixke 0ini, y popMi Karcymau, IBOOMYKIT, BKPUTI IIiBKOBOIO 000JTOHKOIO TaOIeTKH.

®apmakorepaneBTH4Ha rpyma. [imoninigemiuni 3acobu. Iaribitopu 'MI-KoA-penykTasu.
AtopsactaTtul. Kog ATX C10A A05.

PapmakonoziuHi e1acmueocmi.
dapmakoOduHamika.

ATopuc® MICTUTH aKTUBHY PEYOBUHY aTOPBaCTaTUH. ATOPBACTaTUH € CEJIEKTUBHUM



KOHKypeHTHUM iHribitopom 'MK-KoA-penykTasu - pepMeHTy, 110 BU3HAYA€E MIBAOKICTD
[IEPETBOPEHHS 3-TiAPOKCHU-3-METUJI-TII0TaPUI-KOeH3UMYy A y MeBaJIOHAT, 1110 €
IIOIIePEeIHUKOM CTEPOJIiB, 30KpeMa X01eCTepuHy. TpUriinepunu Ta XoJaeCTepuH y MeyviHi
BOYOOBYIOThCSI Y MOJIEKYJIM JIIMONPOTEIHIB AyKe HU3bKOIl rinbHoCTi (JITIOHII), HagxomsaTs mo
IIJTa3MU KPOBI i TPAHCIIOPTYIOTHCS OO0 epudeprIHUX TKaHuH. JIiMOompoTelH HU3BKO1
mrinbHOCTI (JITTHII) yTBOproethest 3 JITIMHIIL i kaTabomi3yeThCst TOTOBHUM YHUHOM IIUISIXOM
B3a€MofIii 3 BucokoadinuuMu petientopamu JITTHII (JITTHII-penenTopu).

ATopBacTaTuH 3HUXKY€E KOHIIEHTpPAIIl X0JIeCTEPUHY y IIJIa3Mi KPOBi Ta JIMOIPOTEIHY Y
cupoBarTiii KpoBi mnsaxoMm inribyBanus [MK-KoA-penykTa3u i 0i0CMHTE3y X0JIeCTEPUHY Y
TeyiHIri, a TakoX 30ibIIye KinbKicTh mevinkoBux penenTtopiB JITTHII Ha moBepxHi KITiTHH,
110 TPU3BOJUTD OO MTOCUJIEHHS 3aXOIIeHHs i KaTabomizmy JITTHILI.

AtopBactatuH 3HUXKY€E yTBopeHH JIITHIII Ta KinbkicTh yacTuHOK JIIIHII. ATopBacTaTuH
CIIPUUYMHSIE BUPaXKeHe i CTiiiKe migBullleHHS akTuBHOCTI JITTHII-pelenTopiB y moegHaHHI 31
CIIPUATIUBUMU 3MiHaMu 9KOCTI 4acTuHOK JIITHIII, 1110 nupKy 00T, ATOpBacTaTUuH
eekTrBHO 3HUXKYE piBeHD X0onecTepuny (XC) JITTHIII y maIi€eHTiB i3 TOMO3UTOTHOO
CiMEeWHOI0 TinepxoecTepuHEMI€l0, a Iie IpyIla, AKa He 3aBXKOU pearysaja Ha Tepallito
rinominigeMiuHuMU 3aco0aMu.

Kpim BBy Ha mimifu mia3Mu aTopBacTaTHH Mae iHIN e(eKTH, IKi OCUTTIOITh HOTO
QHTHATEePOCKIEPOTUYHY Ait0. BiH NpUTrHidYye CUHTE3 i30IPEHOIAIB - PEYOBUH, AKi Oif0Th K (QaKTOpU
POCTY Ha npoJidepaliio KIiTHH I'TagKuxX M’s3iB CyAHH, 3MEHIIy€E B’SI3KiCTh IJIa3MH Ta aKTUBHICTh
nesskux pakTOpiB Koaryssilil Ta mpuse HoOpMai3allil mpoiieciB Koarynsiii Kposi. Kpim Toro,
inribitopu I'MI'-KoA-penykrasu BIIMBalOTh Ha MeTab01i3M Makpodaris i, TaKUM YHUHOM,
IPUTHIYYIOTH iX aKTUBALIiIO, 110 3MEHIITY€E PU3UK PO3PUBY aT€POCKIEPOTUYHUX OJISIIOK.

Byo moka3aHo, 1110 aTOpBaCTaTUH 3HUKYE KOHLEHTPAIIil 3arajIbHOT0 X0JIECTEPUHY

(30-46 %), XC JITTHII (41-61 %), anoninompoTelny B (34-50 %) Ta tpurmitnepunis (14-33 %),
CIpUYUHSI0YY BapiabenbHe migBumienHs piBHsa XC JITIBII Ta anomninonpoTeiny A B xomi
OOCIiAXKEeHHS, B SKOMY BUBYAJIA [0303a1€KHICTh oro epekTy. Lli pe3ynbratu
Y3TOAXKYIOThCA 3 JAaHUMU 100 XBOPUX 13 FeTEPO3UTOTHOI0 POTUHHOIO
rimepxoJieCTepUHEMIE, HEPOOUHHUMH (DOpMaMU TillepXolecTepruHeMil Ta 3MilIaHO0
rimeprnimifeMieio, BKIII0Yal0OUK XBOPUX 3 iHCYIiHOHE3aIeKHUM IIYKPOBUM HiabeToM.

Byso noBeneHo, 1110 3HUXKEHHS PiBHIB 3arajbHOro xonectepuny, XC JIITHII ta
arnoJinonpoTeiny B 3MeHIIye pU3UK PO3BUTKY CEPLIEBO-CYAUHHUX YCKIIafHEHb Ta
JIeTaJIbHICTh Bif] CeplieBO-CyIUHHUX 3aXBOPIOBAHE.

dapmaxoKiHemuxka.

AGcop6irist

ATopBacTaTUH MIBUAKO aOCOPOYETHCS MiCIIsT IePOPaAIbHOTO IPUHOMY i ocATaE MaKCUMaJIbHOI
KOHIIEHTpallil y mia3Mi yepe3 1-2 ropuau. PiBeHb NOTJIMHAHHS Ta KOHIEHTPALlisl aTOPBACTaTUHY Y
T71a3Mi KPOBi 3a/I€3KUThH Bifl 403U aTOpBacTaTUHY. BiogoCTYIIHICTh aTOpBacTaTUHY y popMi TabIeTOK
IIOPiBHSHO 3 PO3YMHOM CTaHOBUTH 95 % Ta 99 % BimmoBimHO. AGComoTHA 0i0JOCTYIIHICTh
aTOPBACTAaTHHY CTAHOBUTH MpuOIM3HO 12-14 %, a cucTeMHa JOCTYIIHICTh iHTi0yI04Y0l aKTUBHOCTI
BinHOCHO 'MTI'-K0A-penykTasu - npubnusno 30 %. Husrka cucTeMHa 6i0mOCTYIHICTE 3yMOBIIeHa
IIPECUCTEMHUM KJTiDEHCOM Yy CIIM30Bilt 000JIOHII IIITYHKOBOTO TPAKTy Ta 6ioTpaHcdopMatiieto mig yac



IIEPBHMHHOT'O ITPOXO2KEHHSA 9epes3 r[equKy.

Po3nopin

CepeqiHiil 06’eM poO3MOfiny aTopBacTaTUHY AOpiBHIOE MpruOnmu3Ho 381 5. 3B’43yBaHHA 3 GinmkaMu
I7Ta3MM KPOBi CTaHOBUTH > 98 %. KoHlleHTpaliliHe CIIiBBiTHOIIEHHS KPOB/II/la3dMa, 1110 CTAHOBUTD
npubnu3Ho 0,25, BKa3ye Ha IOTaHe MPOHUKHEHHS MpenapaTy B €PUTPOLUTH.

Mertabomizm

ATopBacTaTHH 3HAYHOIO MipOI0 MeTab0I1i3yETLCS, YTBOPIOIOYH IIPU IIbOMY OPTO- i
TaparifpoKCHUIbOBaHi MOXigHI Ta pi3Hi mpomykTy b-oKuCHEHHs. In vitro opTo- i maparigpoKCUILOBaHi
MeTaboIiTH TPOSIBIIAIOTE iHTi0yi0uy akTHBHICTS 10710 ' MI'-K0oA-penykTasu, eKBiBaJleHTHY Hil
atopBacTaTHHY. [HriOylouuii epekT npemnapaty BifHocHO MI-KoA-penykrasu npubausuo Ha 70 %
BHM3HAYaA€EThCS aKTUBHICTIO IIUPKYIIOI0YNX MeTabOoMiTiB.

Buninenusa

ATopBacTaTHH Ta H0Oro MeTaboIiTh TOJTIOBHUM YMHOM BUBOISTHCS 3 XKOBYIO ITiCJIS TEYiHKOBOI Ta/abo
I103ameyviHKoBoi OioTpaHchopmallii, oqHAK He 3a3Hal0Th IMITYHKOBO-TIEYiHKOBOI PELIUPKYJIISIII.
CepeqHiil mepion HamiBBUBEOEHHS aTOPBACTaTUHY Y JIIOOeN CTaHOBUTEL NpuONIuU3Ho 14 romus.
[uribyroda akTuBHICTh BigHOCHO 'MI'-KoA-penykTa3u 36epiraetscs npotsirom 20-30 ronuH yepes
IIPUCYTHICTh aKTUBHUX MeTabomiTiB. ITicyis mepopaabHOTO IPUHOMY IIpEerapary 3 ceuer0 BUIISIETbCS
MeHIIe Hix 2 % [go3u.

ATopBacTaTuH € CyOCTPATOM MEYiHKOBUX TPAHCIIOPTEPIB, OPraHiYHOT0 aHiOH-TPAHCIIOPTYIOYOI0
nomninentuny 1B1 (OATP1B1) ta 1B3 (OATP1B3). MeTtabomiTi aTopBacTaTHHY € cyOCTpaTaMu
OATP1B1. ATopBacTaTrH TaKOX ieHTUGIKYETHCS IK cyOcTpaT 6ifika pe3uCTEHTHOCTI OO0 JTiKapChKUX
3aco6iB 1 (MDR1) Ta 6inka pe3uCTEHTHOCTI [0 paKy MoyioyHoi 3ai03u (BCRP), sakuit Mmoxe
00MeXyBaTH KHUIIKOBE BCMOKTYBAHHS Ta JKOBYHHH KJTipEHC aTOPBACTATUHY.

[Nonynsuii maIieHTiB
IlauieHmu AIMHbBO20 BIKY

KonneHnTpanis aTopBacTaTUHY ¥ IIJla3Mi KPOBi ¥ 3T0POBUX KOOPOBOJIBLIB JIITHEOTO BiKy (BikOM

> 65 poKiB) BUIIla, HiK Yy MOJIOAIINX, TOAI K TimoninigneMiuni epekTy OyIx MOPiBHIHHUMU 3
TaKHMMH, 1110 CIIOCTEPIraaucs y MOJIOAUX MalLli€HTIB.
Himu

VsiBHUI KITipeHC NpU epopaibHOMY IIPUOMi aTOpBacTaTUHY Y OiTeN BUSBUBCS MOXIOHUM [0
KJIipEHCY B JOPOCJIOi JIIOAUHY NPU MaclTaOyBaHHI aTOMETPUYHO 3a Macol0 Tijla, OCKiIbKM Maca Tina
Oya eOUHOI0 3HAYHOIO KOBApiaTOI0 y MOMYNIALiNHIA (papMaKOKiHETUYHIN MOJe/li aTOpBaCTaTUHY 3
OaHUMH, SKi BKITI04Yay OiTel i3 reTepo3UroTHOI CIMEHHOI0 TilepxonecTepuHeMi€elo (BiKOM Bif 6 o
17 pokiB).

Cmamb

KoHneHTpalis aTopBacTaTAHY Y IIJIa3Mi KPOBi y KiHOK BiIpi3HAETHCS Bifl TAKOl y YOJIOBIKiB



(MakcHManbHa KOHIIEHTpallig ¥ mma3mi Kposi (C,,,) Bullla mpubau3Ho Ha 20 %, a Iolla iy KpuBOIO
(AUC) suxuya Ha 10 %). ITpote 11i po36izKHOCTI He MarOTh KIiHIYHOT0 3HAYEHHS, a TinoimigeMiyHun
edeKT mpemnapary y 4OJIOBIKiB Ta KiHOK MalKe OTHAKOBUU.

Hupkosa HedocmamHicmb

3axBOpPIOBaHHS HHPOK He BIIMBA€E Ha KOHIIEHTPALil0 y IJIa3Mi KpoBi abo rinomninigeMiuni epextu
aTOpBACTATHHY Ta MOTO aKTUBHUX METa0OIIiTiB.

I'eMopiani3. He3paxatouu Ha Te, 1110 3 y4aCTIO [aLli€HTIB 3 TePMiHAJIbHOIO CTai€l0 3aXBOPIOBAHHS
HUPOK [JOCJIIXKEeHHS He IPOBONUIIY, BBAXKa€EThCH, 1[0 TeMofiai3 He MiABUIIYE 3HAUYILUM YUHOM
KJIipeHC IpemnaparTy, OCKiIbKYA aTOpBacTAaTUH iHTEHCUBHO 3B’SI3yE€ThCS 3 OiTKaMU IJITa3MU KPOBI.

ITeyiHKkoB8a HedocmamHicmbob

KonnenTpanis aTopBacTaTUHy y IjIa3Mi KPOB1 IIOMITHO IIifABUIEHA Y IALI€HTIB 13 XPOHIYHOO
aJIKOT0JIbHOI0 XBOP0O0OIO0 NeviHKY. 3HaueHHS MoKa3HUKiB C,,. Ta AUC y 4 pa3u BUllli y MAI[i€HTIB i3
3aXBOPIOBAHHAM IeYiHKHU Kjacy A 3a mkanow Yainma-I1'to.

Y mauieHTiB i3 3aXBOpIOBaHHAM Ie4iHKY Kjacy B 3a mkanow Yaunga-I1'1o 3HaueHHd TOKa3HUKIB C,,,
ta AUC migBuInyoTbcst mpubnu3Ho 16-KpaTHO Ta 11-KpaTHO BigmoBigHO (OUB. po3mdin
«IIpoTUNIOKa3aHHS»).

KiiniyHi XxapaKTepHUCTHKH.
Iloka3aHnHus.
3anobizaHHs cepu,eso-CyOUHHUM 3aXB0PHOBAHHAM

Hopocnum mattienTaM 6e3 KTiHIYHO BUpaXkeHO] imeMiyHoi xBopobu cepis (IXC), ane 3 gekinbkoMa
(dakTopamu pu3uky IXC, TaKMMHU SK JIiTHIN BiK, TIOTIOHONAJIHHS, apTepiajibHa TinepTeH3is, HU3bKUU
piBens JITIBII] a6o HasBHicTh paHHBOI IXC y ciMeliHOMYy aHaMHe3i, Ipenapar MoKa3aHui [As:

- 3MEHIIIEHHSI pU3UKY BUHUKHEHHS iHapKTy MioKapaa;
- 3MeHIIeHHSI pU3UKY BUHUKHEHHS iHCYIIbTY;

- 3MEHIIEeHHS PU3UKY BUHUKHEHHS CTeHOKap[ii Ta HeoOXigHOCTI IpOBeieHHS IPOLERYP
peBacKyngpu3allii Miokappa.

IopocnuM MalfieHTaM 3 IyKpoBuM miabetoMm II-ro Tumy Ta 6e3 KIiHiYHO BUpaXKeHOI ilmeMidyHol
XBOpOOU ceplid, ajie 3 geKinbkoMa pakTopaMu pu3uKy po3BUTKY IXC, TaKUMU SIK PETHHOIATI,
anbOyMiHypis, TIOTIOHOTAJIHHS ab0 apTepiasibHa TinepTeHsis, mpenapar oKa3aHui Ais:

- 3MEHIIeHHSI pU3UKY BUHUKHEHHS iHpapKTy MioKappa;
- 3MEHILIeHHSI PU3UKY BUHUKHEHHS iHCYJIBTY.

IopocnuM MmalfieHTaM 3 KJIiHiYHO BUPazKeHOI0 illleMiuHo0 XBOPo00io Ceplls IpernapaT MoKa3aHuu
OIS



- 3MEeHIIIeHHSI PU3UKY BUHUKHEHHS HeJleTaJbHOr0 iHpapKTy MioOKapmaa;
- 3MEHIIEHHS PU3UKY BUHUKHEHHS JIETaJIbHOTO Ta HEeJIeTalbHOTO iHCY/IBTY;
- 3MEHIIeHHST pU3UKy He0OXigHOCTI ITpoBeieHHs IPOIeAyP PeBacKysapu3allii Miokapaa;

- 3MEHIIEeHHSI pU3UKy He0OXigHOCTI rocmitanmisaiiii y 3B's13Ky 3 3aCTiliHOI0 CepIieBOI0
HeIOCTaTHICTIO;

- 3MEHIIEHHS PU3UKY BUHUKHEHHSI CTeHOKapi.
I'inepainidemis
Y dopocaux nauienmia

- IlepsuHHa 2inepxosecmepuHemis (2zemepo3u20mHa cimetiHa i HeciMelHa) ma
3miwaHa ducainidemia (mun Ila ma IIb 3a kaacugpikauieto PpedpikcoHa). Ak mOTOBHEHHS [0
mieTH, mo6 3MEeHIIKUTH MigBUIIEH] PiBHI 3aranbHOTr0 XomecTepuny (3XC), XomecTepuHy JIMOmpoTeinis
HU3bKOI minpHOCTI (XC JIITHIL), anominonpoTeiny B Ta Tpurminepumis, a TaKOXK AJIS MifBUIIEHHS
PiBHS X0JIeCTEPUHY MiNonpoTeiniB Bucokoi minsHocTi (XC JITIBII).

- TI'inepmpueaiuepudemia (mun IV 3a Kaacugpikayiero @pedpikcoHa). Sk
NOMOBHEHHS [0 Oi€TU OJ1s JIiIKyBaHHS MAI[l€HTIB 3 MiABUIIEHUMU PIBHSIMU TPUTJIILIEPUAIB Y CUPOBATL]

KPOBI.

- ITepsuHHa ducbemaninonpomeinemis (mun III 3a kaacugikauiero
®pedpikcoHa). s miKyBaHHS MAIli€HTIB Y TMX BUMAOKaX, KO JOTPUMAaHHS Ii€TH € HEJOCTATHLO
e(eKTUBHUM.

- I'omo3u2omHa cimetHa 2inepxoaecmepuHemisa. Ons 3menmenss 3XC Ta XC JITTHI sk
IOMOBHEHHS [0 iHIINX TiNOJiNigeMiuHUX MEeTOMIB JTiKyBaHHS (Hanmpukiag adepes JITTHII) abo sxio
TaKi MeTOOY JIiKyBaHHS HEJOCTYIIHI.

- I'emepo3uzomHa cimetliHa 2inepxoiecmepuHeMis y nayieHmis 0umsa4o20 8iKy (8iKom
10-17 pokis). Ik momoBHEHHS [0 OieTH Ojisg 3MeHmneHHs piBHiB 3XC, XC JIITHIII i
anoJsinonpoTeiny B y XJIOMYUKIB-TiATITKIB Ta giBYAT MiCJ/ISA TOYaTKy MEHCTpyalliil BiKOM Bif
10 mo 17 pokiB, SKIIO IiC/s BiAIOBiAHOI AiETOTEpAIil pe3yabTaTy aHasi3iB Taki:

a) xonectepud JITTHII 3anumaeTtses 3 190 mr/on (4,91 MMoJib/1) abo
6) xonectepus JITTHII = 160 mr/mi (4,14 MMOJIIB/T) Ta:
y ciMeliHOMY aHaMHe3i HasiBHI paHHi cepIieBO-CyIMHHI 3aXBOPIOBaHHS a0

nBa abo Oinbine iHMKX GaKTOPiB PU3KUKY PO3BUTKY CEPLIEBO-CYAUHHUX 3aXBOPIOBaHb IPUCYTHI
y HaljieHTa JUTI4Y0r0 BiKy.

IIpomunoka3aHHs.

l'nepuyTnuBicTh 00 OyAb-IKOTO iHTpefieHTa JIikapChKOTo 3aco0y.



3axBOPIOBAHHSX MEYiHKY B TOCTpi (a3i abo cTiliKe MigBUIIeHHS (HEBiJOMOT0 reHe3y) piBHIB
TpaHCcaMiHa3 y CUPOBAaTIIi KpPOBi B Tpu abo Oinbile pasis.

[IpenapaT nIpoTUIIOKa3aHUY BariTHUM, XiHKaM gKi TOAYIOTh TPYAM0, Ta KiHKaM
PENPOOYKTUBHOTO BiKy, SIKi He 3aCTOCOBYIOTh HaJIeXKHi MeTOOU KOHTpaIemIil (TUB. po3min
«3acToCyBaHHS Yy nepiof BariTHOCTi abo rogyBaHHS T'PYLOIO»).

JIikyBaHHS IPOTUBIPYCHUMHU IIpellapaTaMy TjieKanpesip/miOpeHTacBip npotu renatuty C.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

AtopBacTtaTuH € cyoctpatoM CYP3A4 Ta TpancnopTepiB (Hanpukian, OATP1B1/1B3, P-gp a6o
BCRP). PiBHi aTopBacTaTuHy y IIJla3Mi MOXYTh 3HQUHO MiBUIIYBATUCS [IPU OGHOYACHOMY
3actocyBaHHi iHri6iTopiB CYP3A4 Ta TpaHcnopTepiB. Y Tabnuili 1 HaBeeHO MepeIiK mpemnaparis, sSKi
MOXYTb 30i7bIINTH €KCIO3MIII0 TiKapChKOro 3acoby ATopuc® i pU3KK PO3BUTKY Miomartii Ta
pabmoMiosni3y Ipu 0gHOYAaCHOMY 3aCTOCYBaHHi, i peKoMeHalii oo /TiKyBaHHS Ta 3amo0iraHHs
TaKHMM pr3uKaM (OuB. po3ginu «OcoO0IuBOCTI 3acToCyBaHHS» i «@apMaKoIorigHi BIaCTUBOCTI»).

Tabmuns 1

B3aeMofist miKapCchKOTo 3aco0y Atopuc® 3 iHIMME TiKapCHKUMK 3aC00aMH, SIKa 30i/bIIye pU3KK
PO3BUTKY Miomartii Ta pabmomiomnisy Atopuc®.

ITuxaocnopuH abo 2empibpo3un
PiBHi aTOopBacTaTUHY y IJ1a3Mi 3HQYHO MiABUIYBAJIUCA IIPA OLJHOYACHOMY 3aCTOCYBaHHI
NiKapCchKOro 3acoby Atopuc® i IUKIOCIOpHHY, iHribiTopy CYP3A4 Ta OATP1B1 (gus.

Knimivau#t  po3pin «®apMakosoriuni B1acTuBOCTI»). MoHOTepatis reMmdpiopo3unom Moxe

BILJIUB CIPUYUHATH MiomaTiio. ICHye migBUINeHUY PU3KUK PO3BUTKY Miomarii Ta pabmomMionisy

IIPY OJHOYACHOMY 3aCTOCYBaHHi IIUKIIOCTIOPUHY a00 reMdiOpo3usy 3 niKapChbKuM

3aco6om Atopuc’.

He pekoMeHAyeTLCS OOHOYACHE 3aCTOCYBAHHS IIUKJIOCIIOPUHY abo reMdiOpo3uny 3

NiKapChKUM 3aco60M ATtopuc®.

ITpomusipycHi 3acobu

Kniniynuii  PiBHI aTopBacTaTUHY y IIJIa3Mi 3HAYHO IIigBUIYBAIUCS IIPU OGHOYACHOMY 3aCTOCYyBaHHI

BIIJIUB nikapceKoro 3aco0y Atopuc® 3 6araTbMa IPOTHBIPYCHHMH 3aco0aMH, SIKi €
inribiropamu CYP3A4 ta/abo TpancnopTepamu (Hanpukian, BCRP, OATP1B1/1B3, P-
gp, MRP2, OAT2) (muB. po3gin «®apMaKoIOTiyHi BIaCTUBOCTI»). [ToBimoMIsgnI0Cs Mpo
BUIIQ[IKU MiomaTil Ta pabmoMioni3y nmpy omHOYACHOMY 3aCTOCYBaHHI KoMOiHa1ii
nepunaceip codocOyBip 3 MKapcLKUM 3ac060M AToprc”.

3axonu : He pekoMeHAyeThCS OOHOUYACHE 3aCTOCYBaHHS KOMOiHallii TUIIpaHaBip PpPUTOHABIp
abo riekamnpesip mibpeHTacBip 3 miKapchkuM 3aco6om ATtopuc®.

Y manieHTiB, SKi OTPUMYIOTB JIOMiHABIP pPHUTOHABIP a00 CUMeNpeBip, CHif OLIHUTH
KOPUCTB/PU3UK OTHOYACHOTO 3aCTOCYBaHHS 3 aTOPBACTATUHOM.

Y marieHTiB, gKi OTPUMYIOTh CaKBIHABip PHUTOHABID, JapyHaBip PUTOHABIp,
dbocammnpeHaBip, pocaMmpeHaBip pHTOHAaBIpP, endacBip rpa3ompesip abo 1eTepPMOBIp,
mo3a Atopuc® He IIOBMHHA IIePeBUINyBaTy 20 MT.

V marieHTis, SKi 0TpUMYIOTh HediHaBip, Jo3a IKapchKoro 3acody Atopuc® He
OBUHHA NepeBuInyBatu 40 Mr (ouB. po3pin «Crocib 3acToCyBaHHS Ta HO3U»).

[ToTpiOHO OLIHUTU KOPUCThL/PU3UK OMHOUYACHOT'0 3aCTOCYBaHHS KoMOiHalii
nenunacsip codocOyBip 3 mKapchkuM 3aco6oM ATtopuc®.

[ToTpiGHO KOHTPOJIIOBATH O3HAKM Ta CUMIITOMHM MiomaTii y BCiX HallieHTiB,
0co6IMBO Ha MOYATKY JIiKyBaHHS Ta Iif Yac 30inblIeHHS 003U Oyab-SIKOTO IIpemnapary.

3axomu



[Tpuknagu

TunpaHaBip pPUTOHaBIP, rIeKanpeBip MTiOpPeHTACBIp, JOMiHABIP PUTOHABID,
CHMeIIPEBIp, CakBiHaBip PUTOHABIP, flapyHaBip PHUTOHABIP, pocaMIIpeHaBip,
(dbocamMrpeHaBip puTOHaBIip, enbacBip TI'pa3oIpeBip, 1eTepMoBip, HemdiHaBip Ta
nmepunaceip codocOyBip.

Oxpemi azonvHi npomuzpubkosi 3acobu abo MakpoaioHi aHmubiomuku

Kriniunun
BILJIUB

3axomu

[Ipuknagu
Hiayun

Krigiunui
BILJIUB

3axomu

PiBHi aTOopBacTaTUHY y I1a3Mi 3HQYHO MiABUIIYBAJIUCS IIPA OLJHOYACHOMY 3aCTOCYBaHHI
NiKapChKOro 3aco6y ATopuc”® 3 OKpeMHMH a30bHAMH IPOTUTPUOKOBUMY 3acobamMu a6o
MakpoJigHuMU aHTubioTuKaMu 4epes iHrioyBanus CYP3A4 ta/abo TpaHCHOpTEpiB (IUB.
po3min «®apMaKoIOTiuHi BIaCTUBOCTI»).

Y marieHTiB, gKi OTPUMYIOTh KJIapUTPOMII[MH abo iTpakoHa30J1, 403a JIikapChKOT0
3aco6y ATopuc® He mOBMHHa IepesuiyBaty 20 MT (1uB. po3fin «Crocib 3acTocyBaHHA
Ta 0o3u»). CIlif OLiHUTH KOPUCThL/PU3UK OOHOYACHOI'0 3aCTOCYBAaHHSI OKPEMUX a30JIbHUX
IPOTUrpuOKOBUX 3aCc00iB a00 MaKpOIigHUX aHTHOIOTHKIB 3 JTIKAPCHKUM 3aC000M
Atopuc®. Ciifl KOHTPOIIOBATH 03HAKU Ta CUMITOMH MiomarTil y BCiX maIlieHTiB, 0COOIUBO
Ha TI0YaTKYy Teparil Ta mig 4yac 30iblIeHHs 1031 OyOb-IKOT0 Iperapary.

EpuTpoMinuH, K1apuTpOMIiLMH, iTpaKOHAa30J1, KETOKOHA30J1, 103aK0HAa30J1 Ta
BOPUKOHA30JI.

Cnocrepiranucs Bunagky Miomnartii Ta pa6moMioni3y mpu ogHOYaCHOMY 3aCTOCYBaHHI
ninigoMmonudikyBanbHUX 03 Hianuuy (> 1 r/moby HianuHy) 3 TiKapchKUM 3aco0oM
Atopuc®.

Crmig 3BaKUTH, UM KOPUCTH Biff OMHOYACHOTO 3aCTOCYBaHHS MinigoMoauGiKyBalbHUX 03
HiaIlMHY 3 TKapChKUM 3aco60M ATopuc® MepeBUIye MiABAIICHNUI PU3KK PO3BUTKY
MionarTii Ta pabgomionisy. AKII0 IPUUHATO PillleHHS PO OMHOYAaCHE 3aCTOCYBaHHS,
mOTPiOHO cIloCTepiraTu 3a MOSIBOI0 03HAK Ta CUMIITOMIB Miomarii y malfieHTiB, 0C06I1MBO
Ha [oYaTKy Teparil i mif yac 30inbpmeHHs 0o3u OyOb-SKOTO 3 IIpenaparis.

®ibpamu (okpim eempidbposuy)

Kniniunun
BIL/IUB

3axonu

KoaxiuyuH
Kniniyuun
BILJIUB

3axoau

3acrocyBaHHs (iOpaTiB SK MOHOTepallii MOXe BUKIUKATH MiomaTiio. PU3UK PO3BUTKY
Miomartil Ta pabmoMioni3y MigBUIIYETLCS IPU OGHOYACHOMY 3aCTOCyBaHHI (ibparis 3
NiKapChKUM 3aco60M ATtopuc®.

Crnig 3BaKUTH, YU KOPUCTH Bil OMHOYACHOT'0 3aCTOCYBaHHS (iOpaTiB 3 TiKapChKUM
3aco60M ATopuc® HepeBUINye HiABUIIeHNI PU3UK PO3BUTKY MiomaTil Ta pabmoMionisy.
K110 TPURHATO pillleHHs PO OgHOYAaCHEe 3aCTOCYBaHHS, MOTPiOHO CIloCTepiraTu 3a
II0SIBOIO O3HAK Ta CUMIITOMIB Miomartii y maIfieHTiB, 0co6/IMBO Ha ITOYaTKy Teparil i mif,
yac 306ibIIeHHS 103U OyOb-sIKOT0 3 IIperaparis.

Cnocrepiranucs BUlagKu Mionarii Ta pabgoMiosni3y mif Yac 0gHOYaCHOTO 3aCTOCYBaHHS
KOJIXiL[UHY 3 JTiKapChbKUM 3ac060M ATopuc®.

Crig 3BaKUTHU KOPUCTH/PU3UK OMHOYACHOTO 3aCTOCYBaHHS KOJIXIIUHY 3 JTIKapPCHKUM
3aco6oM Atopuc®. SIKIIo IPUAHATO PillleHHs PO OfHOYaCHe 3aCTOCYBaHHs, IOTPIGHO
CIIOCTepiraTy 3a MOSIBOI0 O3HAK Ta CUMIITOMIB MiomarTii y mailieHTiB, 0co06/I1BO Ha
IIOYaTKy Teparii i mig 9ac 30inbeHHsS 103U Oyab-IKOT0 3 Ipernaparis.

I'petingppymosuti cik

Kriniunun
BILJIUB

3axonu

CrozKuBaHHS IPedIppyToBOTO COKY, 0COOIMBO Y BEIMKUX KiTbKOCTAX (moHap 1,2 miTpa
Ha JIeHb), MOXKe TIPU3BECTH A0 30ilblleHHs PiBHIB aTOPBACTATUHY B IJIa3Mi i MigBULIIUTH
PU3UK PO3BUTKY Miomarii Ta pabmomioizy.

Crnip yHUKATH CIIOXKMBAHHS BEJIMKOI KiMbKOCTI IpeindpyToBoro coky (moHap 1,2 mitpa
Ha [IeHb), Ti[l Yac 3aCTOCYBaHHS JIiKapChKOT0 3ac00y Atopuc®.

Tabmuig 2

B3aemoqia 3 mikapchKuMu 3aco6amMu, SIKi MOXKYTh 3HUXKYBATH €KCIIO3UIiI0 TiIKapChKOT0
3aco0y Aropuc’



PugpamniuyuH
OpHOYaCHe 3aCTOCYBaHH JTiKapChKoro 3acoby ATopuc® 3 pudaMIIinuHOM, iHIYKTOPOM
muroxpomy P450 3A4 Tta inribitopom OATP1B1, MoXe NprU3BOAUTH OO HECTIHKOIO
KniniyHuii  3HMXKEHHS KOHIIEHTpAaIlil aTOpBaCTaTHHY B IIJIa3Mi KpoBi. Yepe3 MexaHi3M MOABIKHOL
BILJIUB B3a€eMOfiii praMIiNuHy BicTpoYeHe 3aCTOCYBaHHS JIIKapChKoro 3aco0y Atopuc® micis
BBe[IeHHS pudamIinuny 6yIo moB’s3aHe 3i 3HAUHUM 3HUKEHHSIM KOHIleHTpallii
aTopBaCTaTUHY Y IIJIa3Mi.
PeKOMeH/yeThCS OHOYACHe 3aCTOCYBaHHs JIiIKapChKOro 3acoby Atopuc® i
pudaMIinugy.

3axomu
Tabnuusa 3

Bnnus nikapchkoro 3aco0y Atopuc” Ha iHIII JTiKapChKi 3aC00H

IlepopaavHi KOHMpauenmuau
OpHOYaCHe 3aCTOCYBaHHA JIIKApChKOro 3aco0y ATopuc® i mepopaibHUX KOHTPALEeNTHBIB

Kniniguuit X . . X . .

BIITHB 361nb_myBano KOHIIEHTPAIII}0 HOPETUCTEPOHY Ta THHINIECTPaioNy y Ma3Mi KpoBi (muB.
po3gin «dapMaKoI0TigHi BIaCTUBOCTI»).

3 Cnig BpaxoByBaTH 11e¥ (akT, 06KMpaioyuu nepopasbHUi KOHTPALENITUB [JIs MallieHTiB, SKi

axonu npuiiMaioTs ATopHc”.

Ilu2okcuH

e T — ITpu OfIHOYACHOMY SaCTOCYBaHHi 6alj‘§1TOpa3OBI/IX oo3 HiKa.pCI?KOTO 3aco6y Artopuc® i _

BIITHB IMTOKCUHY PiBHOBAXHI KOHIEHTPALI TUTOKCUHY B I/Ia3Mi MIBUIIYIOTbCS (ouB. po3min
«PapMaKoIOTiyHi BIaCTUBOCTI»).

3axogu Cnig HaneXHUM YUHOM KOHTPOJIIOBATH CTaH IMAIli€HTIB, SKi MPUUMAaOTh AUTOKCHUH.

[Huamiazemy 2i0poxaopud.

OpHouyacHUY npuroM atopBacTtatuny (40 mr) Ta guntiazemy (240 Mr) CyIpOBOAKY€ETHCS
MiOBUIIEHHSAM KOHIIEHTpAIlil aTOpBACTaTUHY y IIJTa3Mi KPOBi.

IHumemuouH.

Y pesynbTaTti IPOBEAEHNUX AOCIIIXKEHb 03HaK B3a€MOil aTOPBACTATUHY Ta IUMETUAVHY He
BUSIBIIEHO.

Anmauyuodu.

OpgHOYacHUY NepopabHUAM IPUKOM aTOpPBaCTaTHHY Ta CYCIeH3il aHTaI[uAHOTO IIpenapary,
110 MiCTUTh MarHil Ta aJlOMiHil0 TiIPOKCHUL, CYyITPOBOOKYETHCS 3HMKEHHSIM KOHIIeHTpalil
aTopBaCTaTUHY Y MJIa3Mi KpoBi mpubnu3no Ha 35 %. [1pu 1boMy rinosimigemMiyHa mis
aTOpBaCTaTUHY He 3MiHIOBAJIach.

A3umpomiuuH

OpuovacHe npu3HadeHHs atopBacTtaTuHy (10 Mr 1 pa3 Ha go0Oy) Ta asutpoMinuny (500 mMr 1 pa3 Ha
no6y) He CyPOBOAXKYBaJIOCs 3MiHaMK KOHILIEHTpallii aTOpBaCTaTUHY V I1JIa3Mi KPOBI.

IH2i6imopu mpaHcnopmHux biakKie

[HTiGiTOPY TPAHCIOPTHUX OiNKiB MOXKYTh 30ibIITYBATH CUCTEMHUM BIIJIUB aTOPBACTAaTUHY



(ouB. Tabnuiio 1). LITUKIOCTIOPUH Ta I1EeTEePMOBIp € iHTiOiTOpaMyu TpaHCIOPTEPIB, AKi 0epyTh
y4acThb y po3nopiii atopsactatury, B ToMy uucii OATP1B1/1B3, P-gp, ta BCRP, mio
TIPHU3BOOUTD OO0 CUCTEMHOI €KCIIO3UIIil aTopBacTaTUHY (OuB. Tabnuio 1). Brimus npurHiyeHHs
HaKOIIMYyBaIbHUX TPAHCIOPTHUX OiNIKiB Ha €KCIIO3UI[il0 aTOPBACTaTUHY B KJIiTHHAX MeYiHKU
HeBimoMui. AKI0 HEMOXK/IMBO YHUKHYTH OOHOYACHOI0 IIPUNOMY, PEKOMEHYETHCS
3MEHIIUTH 003y Ta BECTH KJIiHiYHE CIIOCTEPEXKEHHS ePeKTUBHOCTI NiKyBaHHS (IUB. TabIUIIIO
1).

He pekoMeHy€eThCSA 3aCTOCOBYBATH aTOPBACTATHH IAllleHTaM, K1 IPUUMAIOTh JIETEPMOBIp
OHOYACHO 3 IIUKIOCIIOPUHOM (OUB. «Ocobau80Ccmi 3aCMOCY8AHH»).

I'em@ibposus/noxioHi ¢pibpoeaoi kucaomu

3acTocyBaHHs ¢ibpaTiB IK MOHOTEpAIil ITOB’I3yI0Th 3 PO3BUTKOM SIBUII 3 O0KY M’30BO1
CUCTEMHU, Y TOMY YHUCJIi pabmoMioni3y. Pu3uk Takux mofmiii Moxe OyTH MigBUIEHUN TPU
OHOYaCHOMY IpuIoMi moximHuX (piOpHHOBOI KMCIIOTH Ta aTOPBACTaTUHY. fAKIIO HEMOXKJIIHBO
YHUKHYTH OOJHOYACHOTO 3aCTOCYBaHHS, CIIiJ] 3aCTOCOBYBaTA HAaWHUKYY 03y aTOPBaCTaTUHY
[JIS1 JOCATHEHHS TePaleBTUYHOL 03U Ta KOHTPOJIIOBATH HaJIe’KHUM YWHOM CTaH MallieHTiB
(ouB. po3min «OcobGIUBOCTI 3aCTOCYBaAHHS).

Ezemumib

3acTocyBaHHS NUIIE €3eTUMi0Y OB’ I3YIOTh 3 YCKIagHEHHSIMHU 3 00Ky M’S13iB, BK/TIOUAI0YU
pabmomionis. ToMy pu3uK BUHUKHEHHS LIUX SIBUI MOXKe 30iNbIIyBaTHCS IIPU OTHOYACHOMY
3aCTOCYBaHHI e3eTUMiOy Ta aTopBacTaTUHy. PeKOMeHIOBaHUM HaJleXKHUM KITIHIYHUN HaATJIAN
TaKUX [alli€HTIB.

Kosecmunoan

KoH1eHTpallil y m1a3Mi KpoBi aTOpBacTaTUHY Ta MOT0 aKTUBHUX MEeTabO0MiTiB Oy/IM MEHIIUMU
(mpu6nu3Ho Ha 25 %), KOJIM KOJIECTHUIION IIPUIMaIi OJHOYACHO 3 aTOpBacTaTUHOM. OgHaK
ninipHi edexkTy Oynu OGIMBIIMMHY, SKIO aTOPBACTATUH Ta KOJIECTUIION IPUUMAaTH OOHOYACHO,
HiXK TOMi, KOJIM OJOUH 3 JIiKapChbKUX 3ac00iB IpUMMaTH OKPEMO.

dy3udosa Kucsioma

HocmigKeHHs B3a€MOZil 3 aTOPBaCTaTUHOM Ta (Hy3UA0BOI0 KUCIIOTOI0 HE MPOBOAUIN. AK iy
BUIAAKaXx 3 IHIIMMM CTaTHHaMHU, IIiJ] YaC OMHOYaCHOTO 3aCTOCYBaHHSI aTOPBACTaTUHY Ta
(Gy3um0BOil KUCTIOTH CIIOCTepiranu ycKnagHeHHs 3 00Ky M’s13iB, BK/II04ai4u padooMioris.
MexaHni3M 1€l B3aeMOAil HeBifoMul. 3a MallieHTaMu CJIif yBaXXKHO CIIOCTEepiraTy, i Moxe
BUSIBUTHUCS AOLITbHUM THMYaCOBe IPUIIMHEHHS IPUIOMY aTOpPBaCTaTHUHY.

KoaxiyuH

[Tpu ogHOYACHOMY 3aCTOCYBaHHI aTOPBACTAaTHUHY 3 KOIXIIIMHOM ITOBiHOMJISI/IN IIPO BUMIAAKU MiomaTii,
B TOMY 4HCJIi pabmomioni3y, ToMy ciifi 3 00epekKHiCTIO TpU3HAYaTH aTOPBACTATHH i3 KOMXIIIMHOM.

LanmomiuuH

[ToBimomusiyiocs IPO BUIIaIKX Miomartii Ta/abo pabmoMioni3y Ipu 0gHOYaCHOMY 3aCTOCYBaHHI



inri6iTopie 'MI-KoA-penyKTa3u (HanpuKiajl, aTOPBACTATUHY) 3 HAITOMIIIMHOM. AKIII0 OMHOYACHOTO
3aCTOCYBaHHS He MOXHa YHUKHYTH, PEKOMEHAYEThCSI IPOBOOUTH BiAMOBIAHUN KIIHIYHUNA MOHITOPUHT
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»).

BriuB aTopBacTaTUHY Ha JIiKapChKi 3aco0y, SKi NpUUMa0Th OMHOYAaCHO

Hu2okcuH

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 6araTopa3oBUX 03 IpenapaTy Ta AUTOKCUHY PiBHOBaXkKHi
KOHIIEHTpAIlil AUTOKCUHY V IIJTa3Mi KpoBi migBuIyoThcs Npudau3uo Ha 20 %. Crig HaneXXHUM YUHOM
KOHTPOJIIOBATH CTaH MAlll€HTIB, SKi MIPUHAMalTh JUTOKCHH.

IlepopasavHi KOHMpayenmuau

OpHOyYacHe 3aCTOCYBaHHSI aTOPBACTATHHY 3 IIepOpajIbHUMU KOHTpaleNTUBaMU IPU3BOIUIIO 0
MigBUIIEHHS KOHIIEHTPAIlil HOPETUCTEPOHY Ta €TUHINEeCTPaAiony y mia3Mi KpoBi. Lli migBuiieHHS CIIif
OpaTu [o yBaru npu BuOOpi IepopanbHOro KOHTPALleIITHBRA [JId KiHKY, Ka IIPUIMa€e aTopBaCTaTHH.

BapgapuH

Y kJiHiYHOMY OOCIigKeHHi y Malli€HTiB, SKi MIPOXOOUIN NOBrOTPUBAJe JIiKyBaHHS BapdaprHOM,
OJIHOYaCHe 3acTocyBaHHS 80 MI aTOpBAaCTaTUHY IIOAEHHO 3 BapdhapuHOM ITPU3BOAUIIO OO HEBETTUKOTO
3MmeHIIeHHs (671u3bK0 1,7 ceKyHau) mpoTpoMOiHOBOTO Yacy mpoTAroM nepiux 4 [HiB Teparii, oqHaK
I[e} [TI0Ka3HUK I10BEPTaBCs [0 HOPMHU IIPOTATOM HACTYIHUX 15 OHIB JIiKyBaHHS aTOPBaCTaTUHOM.
Xo0yYa IIOBITOMJIAJIN JIUIIE IIPO AyXKe PIAKICHI BUMTAgKY KITIHIYHO 3HAYYIIUX aHTUKOATyJITHTHUX
B3a€EMO[Iili, IIEePII HiXK PO3M0YaTH Tepallilo aTOpBaCTaTUHOM, IMallieHTaM, SIKi TpHUMaloTh
QHTUKOATYIISTHTY KYMapHHY Ha IOYaTKy Tepallii HeoOXiTHO JOCUTh YacTO BU3HAYATH
TPOTPOMOiIHOBUY Yac AJis MiATBePOKEHHS BiICYTHOCTI CyTTEBOI 3MiHM ITOKa3HUKA. AK TiNbKu
crabinpHuM mpoTpoMOiHOBMIt Yac Oy0 3adikcoBaHO, TOKA3HUK MOXKHA KOHTPOJIIOBATH 3
iHTepBaiaMy, AKi 3a3BUYail PEKOMEHAYIOTHCS [JI MMaLli€HTiB, 10 IPUUMalOTh aHTUKOAryISHTH
KyMapuHy. Y pa3i npunuHeHHs Teparii abo 3MiHM 103U aTOpBaCTaTHHY aHy MPOIEAYPY CIIif
IIOBTOPIOBATH. Y TAIli€HTIB, AKi He IpUIMaNyd aHTUKOATyISHTH, Tepalis aTopBacTaTUHOM He Oylia
IIOB’sI3aHa 3 KPoBOTeuelo abo 3i 3MiHaMu TPOTPOMOIHOBOTO Yacy.

Oco6.1ueocmi 3acmocyeaHHsi.
Mionamisa ma pabdomionis

JlikapchbKuii 3acib MOXKe CIIpUUYMHUTH MiomaTito (6ib y M’s13aX, 605TicHICTh ab0 cmabKicTh y
OENHAHHI 3 migBuIeHHAM KpeaTurkinasu (KK) 6inbirre Hixk y 10 pa3siB Big BepxXHbOI MexXi
HOpMHM) Ta pabmomiosni3 (3 rocTpo0 HUPKOBOIO HENOCTATHICTIO BHACHIIOK Miorno6inypii abo
6e3 Hel). [ToBimoMIsIOCS PO PiKiCHI NeTanbHi BUMTaAKKU B pPe3yabTaTi padmoMionidy npu
3aCTOCYBaHHi CTaTHHIB, BKII09aul ATOPUC”.

®aKTOpPY PU3UKY PO3BUTKY MiOMaTil

®akTOpU PU3UKY PO3BUTKY MiONaTil BK/IIOYAIOTh BiK Bifl 65 pOKiB, HEKOHTPOILOBAHUM
TimoTUPeO03, MopyIIeHHsd (GYHKIIl HUPOK, OQHOYACHE 3aCTOCYBaHHS 3 AESKUMU IHIIUMU
npernapaTaMy Ta 3aCTOCYBaHHS IiABUINEHUX 03 JIiIKAPChKOT0 3aC00y Atopuc® (ouB. po3min
«B3aemoqis 3 iHIIMMH JTiIKapChKUMHM 3ac00aMH Ta iHIM BUOHU B3AEMOMIN»).



3axonu sl YHUKHeHHS a00 3MeHIIIeHHS PU3WKY PO3BUTKY MiomaTil Ta pabmoMionizy

EXCIo3uIist TikapchKoro 3aco6y Atopuc® Moxe 30iNblIyBaTHCS 3@ PaXyHOK B3a€MOIl 3
iHITMMY TIpenapaTaMyu dyepes iHrioyBanusa ¢pepmenty 3A4 nutoxpomy P450 (CYP3A4) i/abo
TPAHCIOPTEPiB (Hampukiam, 0i/I0K pe3uCTeHTHOCTI paKy Mono4yHoi 3ano3u [BCRP],
opraHiyHUM aHiOH-TpaHcnopTyBanbHUY nominentun [OATP1B1/OATP1B3], rhoikonporein P
[P-gp]), 1o migBuUIye pu3uK PO3BUTKY MiomaTil Ta pabmomionizy. He pekoMeHOy€eThCS
OHOYACHE 3aCTOCYBaHHA 3 JiKapCHKUM 3aC060M ATopuc” LUKIIOCIOPUHY, TeMpibpo3uy,
KOMOiHalIlill TUIIpaHaBip PUTOHABIP UM IyieKanpeBip nibpeHTacBip. Mogudikarlris
M03yBaHHS JiIKapChKUM 3aco00M AToprc® PEeKOMEHAYIOTLCS HallieHTaM, SKi IPUAMaTh
TIeBHi MPOTUBipyCHi 3aco0H, a30JIbHI TPOTUTPUOKOBi 3acobu abo MakpOIigHi aHTUOI0TUKY
(muB. po3min «Croci0 3acToCyBaHHS Ta [03u»). II0BimOMISIOCS PO BUMAOKU
Mionarii/pabmoMioni3y Mpu 0OqHOYACHOMY 3aCTOCYBaHHI aTOPBacCTaTUHY 3
nimigomonudikyBanbHUMHU H03aMu (> 1 r/meHsb) Hialnunuy, ¢ibpaTiB, KOnXinuHy Ta KoMOiHalii
negumnaceip codocOysip. Crif OLUiHKUTH, UM KOPUCTH Bifl 3aCTOCYBAHHS LIMX MperaparTiB
nepeBaka€ MigBUILEHNY PU3UK PO3BUTKY Miomartii i pabmomionisy (mus. po3min «B3aemomis 3
iHITUMY JTiKapChKUMHU 3ac00aMU Ta iHII BUOU B3a€EMOMIN»).

He pekoMeHOy€eThCA OOHOYACHUY IPUNOM T'PEUTIPPYTOBOTO COKY Y BEIMKUX KiTbKOCTSIX
(monap 1,2 miTpa Ha AeHb) MalliEHTaM, IKi IPUUMaTh ATOpI/IC® (muB. po3min «B3aeMomisa 3
iHITMMU JTiKapCbKUMU 3aco0aMu Ta iHIII BUM B3a€MOIIN»).

CIifi IPUIAHUTY [IPUAOM JIIKapChKOro 3aco6y ATOpHUC®, SKILNO CIOCTEPIracThest IIOMITHO
miguiieHul piBeHb KK abo miarHocToBaHO MioIlaTiio YH € Mifo3pa Ha ii BUHMKHEHHS.
M’s30Bi cumniTomu Ta nigsuilleHHs piBHA KK 3HUKaIOThH micns BigMiHu aTopBacTaTuny. Crig
THMYaCOBO BiIMiHUTH ATopuc® IalieHTaM 3 TOCTPUM a0 CEPUO3HMM CTAHOM i3 BUCOKUM
PU3UKOM PO3BUTKY HHPKOBOI HEJJOCTATHOCTI, CIPUYMHEHOI pabmoMionizoM (HampuKiag,
CEIICUC; ILIOK; TSXKKa TilloBOJIEMis; Cepio3Ha XipypriyHa omepalis; TpaBMa; TAXKKIi
MeTaboITiuHi, eHMOKPUHHI ab0 eTIeKTPOJIiTHI MOPYIIeHHs; HEKOHTPOJIbOBaHa eIlierncis).

[ToTpiOHO MOBIMOMUTY MAIliEHTIB PO PU3UK PO3BUTKY MiomaTil Ta pabmoMioni3y Ha I04aTKy
nikyBaHHSA a00 IpH 30iIbIeHH] no3u npenapaty Atopuc®. ITamieHTaM CIiif peKOMeHAyBaTH
HeTalHO MOBIOMIISATH PO Oy[b-KW HE3p0o3yMinuil 6iib y M’g3ax, 605TicHICTE abo
cnabKicTh, 0COOIMBO SIKIIIO BOHU CYIIPOBOIXKYIOTHCS HE3AYKaHHIM a00 MigBUIIEHHIM
TEMIIEPaTypH.

ImyHo02i4YHA onocepedKosaHa HeKpomu3yua mionamis

[ToBimoMISIY PO PifKiCHI BUMIaiKK iIMYHOJIOTiYHO OIIOCEPENKOBaHOI HEKPOTU3YI0YOl
mionartii (IOHM) nig wac abo micns nmikyBaHHS messKUMU cTaTuHaMu. Kniniuno IOHM
XapaKTePU3yETHCS CTIMKOIO CTabKiCTI0O MPOKCUMATbHUX M’'I3iB Ta MigBUIIEHO0
KpeaTUHKIHa3010 B CUPOBATII KPOBi, IKi 30epiraioThCs, He3BaXKalouy Ha MPUINHEHHS
JIIKyBaHHS CTaTHHAMU; ITIO3UTUBHUM pe3ysbTaT Ha aHTuTiIa 10 'MI-KoA-penykrasy;
M’si30Ba 6ioTICist BUSIBIISIE HEKPOTU3YIOUY MioIaTiio Ta IMOKpallleHHs IIPYU 3aCTOCYBaHHi
iMyHOmenpecaHTiB. Moxke BUHUKHYTH HEOOXiTHICTh TPOBENEHHS NOOATKOBAX HEUPOM SI30BUX
Ta CEPOJIOTIYHUX OCIimXKeHb. Moxe OyTu moTpiOHa Teparmis iMmyHomenpecanTamu. Crin
pPeTeNbHO 3BaXXUTU pU3UK po3BUTKy IOHM mnepen nmoyaTkoM 3aCTOCYBaHHS IHIIOIO CTaTUHY.
fK1110 PO3II0YaTO Tepalliio iHIIUM CTaTUHOM, HeOoOXiIHUY MOHITOPUHT O03HAK Ta CUMIITOMIiB



IOHM.

Bnaug Ha ne4iHKY

[lepen TuM sIK PO3NOYUHATHU Tepallilo IpenapaToM, peKOMeHAY€EThCS OTPUMATH Pe3yIbTaTy aHasli3iB
00 BU3HAYEHHS ITOKa3HUKIB ()epPMEHTIB ITeYiHKY Ta IPOBOAUTH aHaJIi3X MEPIOAUYHO MiCIId I[BOTO.
[TamieHTaM, y SKMX BUHUKAIOTh CUMIITOMH, 1110 CBif4aTh IIPO YPazKeHHs MeYiHKU, MTOTPiOHO
IIPOBOAMTY aHamli3 QyHKINI nedyinku. [1amieHTaM, y SKUX MiABUINYETHCS PiBEHb TpaHCaMiHa3, CIif
KOHTPOJIOBaTH QYHKIII Te4iHKY, IIOKU aHOMalil He OyAyTh yCyHeHi. dKimo BinOyBaeThCs CTiliKe
IiABUIIEHHS PiBHIB CUPOBAaTKOBUX TPaHCaMiHa3 y CUPOBATII KPOBi B 3 uu OinbIlle pa3u Bif BEPXHBOL
Mexi HopMmu (BMH), peKOMeHAYETHCS PUITMHUTY JTiKyBaHHS IpernapaToM (IuB. po3nin «I1o6iuni
peaxiii»).

ATopBacTaTuH cnif 3 06epexkHiCTIO TPU3HaYaTH allieHTaM, SKi 37I0BXKUBAIOTh aJIkOTrojieM Ta/abo
MalOTh B aHaMHe3i 3aXBOPIOBAHHS MMEYiHKH.

3anobieaHHA IHCY1bMY WAAXOM IHMEHCUBHO20 3HUNMCEHHA pieHie xosnecmepuHy (SPARCL)

[ToBigoMsiny, 1110 MpPH MmicasonepauiiHoMy aHami3i migTuniB iHCyIbTY y nauieHTiB 6e3 imemiunoi
xBopo0Ou cepus (IXC) 3 HelomaBHO MepeHeceHUM iHCYIbTOM ab0 TPAaH3UTOPHOIO ilIeMiYHOI0 aTaKO0
(TTA) criocTepiraBcs GinbIll BUCOKHY piBeHb T€MOPATidHOTr0 iHCYIbTY MPY NIPHUUOMi aTOPBACTAaTHHY Y
no3i 80 Mr mopiBHAHO 3 rpymnoio nnauebo. ITigBuieHnit pusuk 0yB 0coOIMBO Bif3HAYEHU V
TIAlli€HTIB i3 MoMepeHiM TeMopariyHuM iHCy/IbTOM abo JTaKyHapHUM iHQapKTOM IIiJ Yac BKIIIOYEeHHS
y OOCmimkeHHd. [[74 TallieHTiB 3 MONepefHiM reMopariuiuM iHCYIbTOM abo JTaKyHapHUM iH(papKTOM
OaylaHC PU3UKY Ta [lepeBar Ipu NpUHOMi aTopBacTaTUHY y 031 80 MT He BU3HAYEHUHN, TOMY Iepef
IIOYaTKOM JIiKyBaHHS HeOOXiTHO PeTeNIbHO IIpoaHaslidyBaTH MOTEHIIMHUHN PU3UK reMOopariqyHoro
IHCYTIBTY.

CkesemHi M’ 53U

AtopBacTtaTuH, sK i inmi inri6iTopu I'MK-KoA-penyKTa3y, B OKpEMUX BUIIagKaX MOXKe
BIUIMBATYU Ha CKEJIETHY MYCKYJIaTypy 1 COPUYMHUTHA MiaJirito, MiO3UT Ta MIOIATIio, SIKi
MOXKYTb IIPOTPECYBATH [0 pPabmoMioni3y - MOTEeHIiNHO HeOe3MeYHOTo Oy KUTTS CTaHYy, II0
XapakKTepU3yeThCS IIOMITHO MifBUIlleHUM BMicTOM KpeaTuHKiHa3u (KK) (> 10 pa3sis Bullle 3a
HOPMY), MioTI00iHEMIi€I0 Ta MioTTI06iHYPi€l0, SKi MOXKYTh IPU3BECTU 10 HUPKOBOI
He[OCTaTHOCTI.

o noyamky aiKyeaHHs

ATopBacTaTuH CJIifi 3 00epeKHICTIO IPU3HAYaTH NallieHTaM 3i CXUJIbHICTIO 0 PO3BUTKY
pabnomionisy. [lo moyaTKy JIiKyBaHHS CTaTHHaAMMU Y MAI[i€HTiB, CXUJIbHUX 10 PO3BUTKY pabooMionizy,
ciip Bu3HavaTu piBeHb KK mpu:

- OpYIIeHHi QYHKIIii HUPOK;
- rinoyHKIIi1 I TOBUAHOI 3aJI031;
- CIIaJKOBUX PO3j1afax M’sI30BOI CUCTEMHU Y ciMeitHOMY ab60 0CcOOUCTOMY aHaMHe3i;

- nepeHeceHuX y MUHYJIOMY BHITaIkaX TOKCHUYHOT'O BINIUBY CTATHHIB abo (ibpaTiB Ha
M’ S31;



- IlepeHeCeHuX Y MUHYJIOMY 3aXBOPIOBAHHSX IEUiHKY Ta/ab0 3710BXKUBaHHI alKOT0JIEM.

[Tpu nikyBaHHI MaIieHTiB MTHHOTO BiKY (Big 70 pokiB) HeoOXigHICTh MPOBENEHHST 03HAYEHUX
3axOfiB CIIif OIiHIOBATH 3 ypaXyBaHHAM HasSBHOCTI iHIINX (PAKTOPiB CXUIIBHOCTI 10 PO3BUTKY
pabmgomiorizy.

[TinBuiieHHi piBHS NpenapaTy y IJia3Mi KPOBi MOXKJIMBe, 30KpeMa, y pa3i B3aeMofil (OUB. Po3min
«B3aemogmis 3 iHIUMHY JTiIKapCHKUMHU 3aco0aMu Ta iHIN BUOM B3aEMO[ii») Ta 3aCTOCYBaHHS
0COOJIMBUM TpyIiaM MaIliEHTIB, Y TOMY YUCJI MallieHTaM 3i CllafiIkoBUMU XBOpoOaMu (OUB. PO3in
«®apMaKOKiHEeTHKa».)

Y Takux BUNafKaX PEKOMEH0BAHO OI[iHIOBATH CIIiBBIAHOLIEHHS PU3UKIB Ta MOXKJIMBOL KOPHUCTI Bif
JIIKyBaHHS Ta IPOBOAUTHU KITiHIYHMY MOHITOPUHT CTaHY Ialli€HTIB.

fAKmo mo movatky JikyBaHHs piBeHb KK 3HawyHO migBuieHuit (mepesuirye BMH 6inbir HixX y 5 pasis),
JIIKyBaHHS PO3II0OYMHATH HE CIIif.

BumiprBaHHA piBHA KpeamuHKIHa3u

Piens KK He ciif Bu3HauaTH micns iHTeHCUBHUX Gi3MUYHUX HaBaHTaXeHb a00 y pa3i HasgBHOCTI Oynb-
SIKAX MOXKJIMBUX aJlbT€PHATUBHUX NIPUYXH HigsuiieHHs piBHA KK, 0CKiIbKY Lie MOXKe YCKIIagHUTHU
OLIIHIOBAHHY pe3yJIbTaTiB. fAKI0 Ha T0YaTKOBOMY PiBHI CIIOCTepiraeThcs 3HayHe migsuiteHas KK
(mepesuiieHHss BMH 06inbiI HiX y 5 pasiB), To uepes 5-7 gHiB HeoOXiIHO TPOBECTH ITOBTOPHE
BU3HAYEHHS [ MiATBEPOKEHHSI Pe3ybTaTy.

ITi0 yac aiKyeaHHA

- [NTauieHTH MOBUHHI 3HATH PO HEOOXigHICTh HETalHO MOBIJOMIISITH ITPO PO3BUTOK 6OIIIO Y
M’s13aX, cymoM abo cmabkocTi, 0CO6IMBO KOIM BOHU CYIIPOBOIKYIOTHCS HE3AYKAHHIM a00 rapsykoo.

- Y pasi nosiBu XWX CUMIITOMIB IIifl Yac JIiKyBaHHS aTOPBaCTaTUHOM HEOOXifHO BU3HAYUTHU
piBens KK y 1poro nattienTta. fAkimio pisenb KK 3uauHo migsuinenuii (mepesuniye BMH 6inbir HiXK y 5
pagiB), MiKyBaHHS CHif IPUIAHUTH.

- HOUiNbHICTE IPUNIMHEHH JIIKYBaHHSA CJIii TAKOXK PO3TJISHYTH, AKIIO MiABULIEHHS PiBHA
KK He csirae n’'siTUKpaTHOTO nepeBuilieHHss BMH, ane cuMmnToMu 3 60Ky M’s13iB MalOTh TSKKUN
XapakTep Ta IMIOAEHHO CTAal0Th IPUYMHOI0 HEIPUEMHUX BifYYTTiB.

- [Ticns 3HUKHEHHS CUMIITOMIB Ta HopMautisanil piBEsI KK MOXXHa pO3TISHYTH MOXKIIUBICTE
BiHOBJIEHHS JIIKyBaHHS aTOPBACTATUHOM YU [I0YATKY JIIKYBaHHS ajlbTePHATUBHUM CTaTUHOM 3a
YMOBY 3aCTOCYBaHHS MiHIMaIbHOI MOXKJIMBOL fO3Y IIpenapaTy Ta PeTeIbHOT0 Harjasiaay 3a CTaHOM
IaliexTa.

- JIikyBaHHSI aTOPBACTaTUHOM HEOOXiTHO IPUIIMHUTH, SKIIO CIIOCTEPIraeThCS KITiHIYHO
3Hauyile migBuieHHs piBHg KK (mepesumentss BMH 6inbur Hixk y 10 pasiB) abo y pasi
BCTAHOBJIEHHS [iarHo3y pabmomionidy (abo migo3pu Ha PO3BUTOK pabmomiostizy).

O0HoyacHe 3acmocy8aHHA 3 IHWUMU AIKAPCbKUMU Npenapamamu

Pu3uk po3BuTKy pabmomiontiy 30inbIIyeThCSA IPU OGHOYACHOMY 3aCTOCYBaHHI aTOpBaCTaTUHY 3
IeSKUMU JTiIKapChKUMHU IIpellapaTaMy, iKi MOXKYTh 30iIbIIATHA KOHIIEHTPAlIil0 y I1a3Mi KpPOBi
aTopBaCTaTUHY, HANPUKIaA Taki moTyxHi inribitopu CYP3A4 a6o TpaHCcnopTHi 6inku (Hanpukiag,



IIUKJIOCIIOPUH, TEIITPOMILIMH, KJITAPUTPOMIINH, felaBipauH, CTPUIIEHTOJI, KETOKOHA30J1, BOPUKOHA30J1,
iTpakoHa30J1, T03aKOHA30J1, TIeTePMOBIip, Ta iHribiTopu BIJI-mpoTea3u, BKIIOUA0YX PUTOHABID,
JIOTIiHABIP, aTa3aHaBip, iHAMHABIP, fapyHAaBIp, TUIIpaHaBip/PUTOHABIP TOIIO). PU3MK BUHUKHEHHS
MiomaTii TaKoXK Moxke OyTU MifBUIIIEHNH TPU OOHOYACHOMY 3aCTOCYyBaHHI remMdpibpo3uny Ta iHIIuX
noXifHUX (piOPHUHOBOI KUCIIOTH, IIPOTHUBIPYCHUX IIperapariB [y nikyBaHHS remnatuty C (BI'C)
(mampukmam, OoIlempeBip, Tenamnpesip, endacsip/rpa3omnpesip, neminacsip/codocbysip),
E€pUTPOMILIHY, HialluHY ab0 e3eTUMiOy. 3@ MOXKIUBOCTI 3aMiCTh LIUX JTiKAaPCHKUX 3ac00iB CIIif
PO3TNIsifaTy albTePHATHBHI (He B3aEMO/IiI04i) METONU JTiKyBaHHS.

Ao HeoOXiMHO MPOBOAUTH ONHOYACHE JIIKYBAHHS aTOPBaCTAaTHHOM Ta 3raflaHUMMU IIperapaTaMy,
CJIi[l peTeNIbHO 3BaXKUTHU KOPUCTh Ta PU3UKH IX OMHOYACHOTO 3aCTOCYBaHHA. fKINO NalieHTH
IPUUMAIOTh JIIKapPChKi IIpenapary, 110 MiABUILIYI0Th KOHIIEHTPAI[il0 aTOpPBAaCTaTUHY Yy I1J1a3Mi KPOBi,
PEKOMEHIYEThCS 3HUAKYBATU N03y aTOPBaCTaTUHY 40 MiHiManbHOI. KpiM Toro, y pasi 3acTocyBaHHSA
notyxHux iHriéiTopie CYP3A4 ciif po3riasiHyTH MOKJIUBICTh 3aCTOCYBAaHHS MEHIIIOI II0YaTKOBOI 103U
aTOpBaCTaTHHY Ta IPOBOAUTH HaJleKHUY KITiIHIYHUY MOHITOPHHT CTaHy I[UX Malli€eHTiB (IUB. PO3Min
«B3aeMopmis 3 iHIMMMY JTiKapChbKUMK 3aC00aM¥ Ta iHIII BUAM B3aEMOIii»).

ATopBacTaTHH He CIIiJl 3aCTOCOBYBATH Pa30M i3 CUCTEMHHUMH IIpenapaTaMu ¢Gy3ugoBol
KHCJIOTH ab0 IPOTSATOM 7 OHIB IiCIIs MPUIIMHEHHS JTiKyBaHHS Qy3HUI0BOI0 KUCIIOTOIO.
[TamieHTaM, A1 IKUX JTIKyBaHHS (Py3UO0BOI0 KUCIIOTOI0 BBaXKAETHCS BaXKJIMBUM, TEPAIIiio
CTaTUHAMU MOTPiIOHO MPUIMHUTY IIPOTSIATOM BChOTO IIepiony NMiKyBaHHS Gy3UI0BOIO
KMCI0TOI0. [ToBimoMmsiiu mpo pabmoMioni3 (BKII0Ualouyu AesKi TeTaabHi BUMIAAKU) Y
MaIiEHTIB, SKi OMHOYACHO OTPHUMYBasu (Qy3uA0BY KUCJIOTY Ta CTaTUHU (AUB. PO3MiN
«B3aemoqist 3 iHIIUMM TiKapCbKUMM 3aco0aMu Ta iHIII BUOM B3a€MOMin»). TalieHTam ciin
HeTalHO 3BEePHYTUCH [0 JIiKaps NpU BUHMKHEHHI 03HaK M’s130B01 c1abkocTi, 60110 abo
YyTIIUBOCTI.

Teparmito cTaTiHaMu MOXXKHa BiTHOBUATH 4Yepe3 7 [HIB IIiCJIg MPHOMY OCTaHHBOI J03HU
Gy3unoBOi KUCIIOTH.

Y BUHATKOBUX BUIAfKax, KoJIM HeoOXifiHa TpHBasa Tepalis Qy3unoBoi0 KUCI0TOI0, HallpUKaL, AJis
JIIKyBaHHS TSAXKKUX iHPEKI[iN, MOXKIUBICTh OMHOYACHOT'0 3aCTOCYBaHHS aTOPBaCTaTUHY Ta (Qy3Ug0BO1
KUCJIOTY CJIif PO3TJIALaTH Y KOXXHOMY KOHKPETHOMY BUNAAKY Ta IIPOBOOUTH IIif] IOCTIMHUM
MeIUYHUM HaTJISI0M.

Pu3uk po3BuTKy Miomatii Ta/abo pabmomiosntidy MoxKe HifIBHUINYBAaTUCS ITPU OMHOYACHOMY
3acTocyBaHHi iHTi6iTopiB [MI-KoA-peqyKTa3u (HampuKial, aTOPBaCTaTUHY) Ta JATOMILIAHY (OUB.
po3min «B3aemopisa 3 iHIIKMHU JTiKAPCHKAMHU 3aco0aMu Ta iHII BUAKU B3a€MOMiii»). Cllig po3rasaHyTH
MOKJIUBICTh TUMYACOBOTO IPUIMHEHHS 3aCTOCYBaHHs JIiIKapChKOro 3aco0y ATtopic® mamieHTam, sKi
3aCTOCOBYIOTh AANTOMILIMH, SKIIO TiTbKKA KOPUCTD Bil OMHOYACHOTO 3aCTOCYBaHHS HE IepeBaXae
pu3uK. AKI0 OQHOYACHOTO 3aCTOCYBaHHS He MOXKHAa YHUKHYTH, CJIil KOHTPOJIIOBATH PiBEHb
KpeaTUHKiHa3u 2-3 pa3u Ha TUXKJIEHb, a MallieHTH IOBUHHI epeGyBaTH Iif PeTeIbHUM HaTIsI0M
IJIs1 BUSIBTIEHHST OyIb-IKMX O3HAK a00 CHMIITOMIB, III0 MOXKYTh CBIIUUTH ITPO MioTaTilo.

IHmepcmuuiasbHe 3ax80PHBAHHSA /Ie2eHb

Y pasi 3acTocyBaHHA AeAKUX CTATUHIB IIOBIOOMJISIJIA IIPO BUHATKOBI BUIIaAKY IHTEPCTULIAJIBHOTO
3axXBOPIOBAHHS JieTeHb, 0COOIMBO IIPX OOBTOTPUBAJIOMY JIiKyBaHHI (quB. po3min «IT1o6iuHi peakirii»).
Oco0uBOCTI MPOSIBY MOXKYTh BKJTIOUATH OUCITHOE, CYXUM KalllesIb Ta MOTipIIeHHs 3arajabHOT0 CTaHy
300pOB’s (BTOMa, BTpaTa MacCH Tijla Ta IiABUIIEHHS TeMIEpPATypH). AKINIO € migo3pa, 10 Y MallieHTa
PO3BUBAETHCS IHTEPCTHUIlIA/IbHE 3aXBOPIOBAHHS JIETeHb, TiIKYBaHHS CTaTUHOM HEOOXigHO MPUITHHUTH.



ITediampuyHa nonyaauis

Y TpupiyHOMY [OCIiIXKEeHH], 3aCHOBAHOMY Ha OLiHIIi 3arajlbHOr0 PO3BUTKY 3a IIKaJIo TaHHepa Ta
BUMIPIOBAHHSM 3POCTY Ta MacCH Tijla, He CIIOCTepiraaocs KJIiHiYHO 3HAUYYIOT0 BIJIUBY Ha 3arajbHUU
Ta CTATEBUH PO3BUTOK (muB. «[100iuHi peakirii»).

ITykposuti diabem

[leski maHi cBig4aTh PO Te, 110 CTATUHU K KJlac MigBuIlyioTh piBeHb HbAlc Ta ritoko3u y
CHPOBATIIi KPOBi i y HeSIKUX MAalliEHTiB 3 BUCOKUM PU3UKOM BUHUKHEHHS [ia0eTy MOXKYThb CIIPUYUHSITH
TaKu# piBeHb rimepriikeMii, mpu SKOMy JOPEYHUM € BifiTIOBifHe NiKyBaHHS AiabeTy. OmHaK Lei
PU3UK [IEPEeBaXy€EThCS 3HUXKEHHSIM CyIUHHOT0 PU3UKY BHACJIIIOK 3aCTOCYBaHHSA CTATUHIB i TOMY He €
IiZICTaBOIO [AJIS1 MPUIIMHEHHS TiKyBaHHS CTaTUHAMU. 3TigHO 3 Oep:KaBHUMM CTaHJapTaMH, IOTPiOHO
IIPOBOAUTH KITiHiUHUM Ta Oi0XiMiuHUIM MOHITOPUHT TAlliEHTIB TPyNH PU3UKY (piBeHB I'/II0OKO3U HATIIE
Bim 5,6 mo 6,9 Momb/1, iHmeKC MacH Tina > 30 Kr/M°, HiABUIeHHUI PiBeHb TPUTTILIEPUIIB, TillepTeH3is).

MiacmeHia epasic

Y moonuHOKMX BUITaKaX IMOBIOMIIAIIOCH, 1[0 CTaTUHY IHOYKYIOTEH «de novo» abo 3arocTpoTh
BXKe iCHyI0uy MiacTeHilo rpaBic abo ouHy MmiacTeHito (guB. po3min «Ilob6iyni peakii»). ¥ pasi
3aroCTPEeHHS CUMIITOMIB CJIif] IPUIIMHUTY IIPUMOM aTOpBacTaTUHYy. [10BiqOMIISIOCS PO PELUAUBU
IIPU IOBTOPHOMY 3aCTOCYBaHHi TOT'0 caMoro abo iHIOTo CTaTUHY.

JlonomidxcHI peuyosuHu

[lo ckyany npernapaTy BXOOUTH JIaKT03a, TOMY NTalliEHTaM 3 YPOLXKEHO HellePeHOCUMICTIO
rajlakKTo3u, CHHIPOMOM ManbabCcopOIlil TMI0K03HM Ta rajlakTo3M, HeIOCTAaTHICTIO TakTa3u Jlanmna He
CJIif ¥OT0 3aCTOCOBYBATH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py000.

2KiHKU penpoOyKmugH020 8iKY

[Tig yac mikyBaHHS KiHKaM PeIPOAYKTUBHOIO BiKy CIIif 3aCTOCOBYBaTH HaJleXHi 3ac00u
KOHTpauenil (muB. po3min «[IpoTunokasaHHa»). AKIIO Mif Yac JiKyBaHHS aTOPBaCTaTUHOM
MalieHTKa BUPIIINTD 3aBariTHITH, BOHA TOBUHHA IPUIKMHUTY IIPUUOM IIpenapaTy He Ii3Hille HiXK 3a
MicsIb [0 HAaCTAHHSA 3allJIaHOBAHOI BAriTHOCTI.

BaeimHicmb

Atopuc® IpOTUIOKA3aHKH y IIePiof] BariTHOCTI, OCKi/IbKM He BCTaHOBJIeHa Oe3leKa IPUIAOMY i HeMae
KOHTPOJIbOBaHUX JOCIIIAKEeHb 3aCTOCYBaHHS aTOpBaCcTaTUHY BariTHUM XiHKaM. Hagxogunu pigkicHi
TIOBiNOMJIEHHS IIPO BPOAXKEHi aHOMail micyis BHyTPilIHLOyTPpo6HOTo BIKBY iHTibiTOpiB [MK-K0A-
penykTasu. [JOCHiIXXeHHs Ha TBapUHaX II0Ka3alu TOKCUYHUY BIUIMB Ha PEIPOAYKTUBHY (QYHKIIIIO.

JIikyBaHHST aTOPBAaCTAaTMHOM MOXKe 3MEHIIUTH BHYTPIMIHbOYTPOOHUI piBeHb MeBaIOHATY, HeoOXimHMH
niist 6i0CHHTE3y X0lecTepuHy. ATepOCKIepos - Iie XPOHIYHUY IIpoliec, a 0TXke, lepepBa y npuiomi
rinoJinmifieMiYyHUX IIpernaparTiB y I1epiof BariTHOCTI He ITIOBUHHA MaTU 3HAYHOT'O BIUJIUBY Ha pPe3y/IbTaTu
IOBIOCTPOKOBOTO JIiKyBaHHS IIEPBUHHOI TillepX01ecTepuHeMii.

ToMmy aTopBacTaTUH He CJIii 3aCTOCOBYBATH BaTiTHUM Ta XKiHKaM, SIKi I1aHyI0Th ab0 Mif03pI0I0Th



BariTHICTE. JIiKyBaHHS IpenapaToM ATopuc® CIIif IPUIMHUTH y IIepiof BariTHOCTI abo MoKy He Oyme
BCTaAHOBJIEHO, 1110 XKiHKa He BariTHa (OuB. po3Ain «IIpoTUIOKa3aHHSI»).

[Iepiod 200yB8aHHA 2py00i0

HeBimoMmo, yu mpoHUKAE aTOPBAaCTATUH Ta MOT0 MeTabOJIiT! Y I'PyIHEe MOJIOKO JTIIOOUHY, OOHAK BioMoO,
1110 HeBeJIMKa KiJIbKiCTh aTopBacTaTuHy abo #oro MeTaboliTiB IPOHUKAE Y MOJIOKO 1TypiB. OCKiNbKY
icHy€e TTOTeHIINHUY PU3UK BUHUKHEHHST CePHO3HUX N00iYHUX ePeKTiB, XKiHKH, IKi IpUIMaoTh
aTopBaCTaTHH, IOBUHHI IPUIMHUTY FOAyBaHHA I'PYAA0 (AUB. po3hin «IIpoTUnoOKa3aHHSI»).

ATopBacTaTHH NPOTUIIOKAa3aHUK y IIEPioA TOOyBaHHS TPYALNI0 (OuB. po3fin «IIpoTunoka3aHHsg»).

®epmuabHiCMb

[Tpu mocnimkeHHi Ha TBapyMHAaX aTOPBAaCTAaTUH He BIIMBAB Ha (GePTUILHICTh CaMIliB ab0 CaMuIlb.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi aamompaHcnopmom abo
IHWuUMuU MexaHiamamu.

HeMmae nmoBimoMieHb IIpo BIIUB IIpenapaTy ATopuc® Ha 3[aTHICTh KepyBaTH aBTOMOoOineM i
BUKODPUCTOBYBATU TEXHIYHI MPUCTPOI1. AJle Tif Yac 3aCTOCYyBaHHS IIpenapary AesKi MalieHTH MOXYTh
BiluyBaTH 3allaMOPOY€eHHs, cCynoMu M’s3iB. ToMy mif yac nmikyBaHHS citif 6yTH 00€peXXKHUMU IIPU
KepyBaHHi aBTOTpaHCIIOPTOM abo po6oTi 3 iHIIMMU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

Hos3 YBAHHA

Ilo mo4aTKy JiKyBaHHS IIpernapaToM Atopuc® CIIif] BU3HAYUTH PiBEeHb rimepxoiecTepuHeMil
Ta KOHTPOJIIOBATH JOTPUMAHHS BiTIOBiAHOI Mi€TH, (i3vyHi HaBaHTaXXKeHHS, 3MEHIIIEHHS MacH
Tijla y TaIli€HTiB 3 OXKUPIHHAM Ta JiKyBaHHS iHIINX OCHOBHUX MEIUYHUX MTPOOIEM IallieHTiB.
IIpu npuitomi npenapaty ATopuc® Nalie€HT HOBUHEH NOTPUMYBATHCS CTAHLAPTHOI Ji€TH, SKa
3HUXKYE PiBEHb XOIECTEPUHY.

I'inepainidemis i 3miwaHa ducainioemis

PexomMeH0BaHa MOYaTKOBa [I03a aTOpBacTaTuHy cTaHOBUTH 10 Mr abo 20 mr 1 pa3 Ha goOy. [Ins
TAIEHTIB, SKi TOTPeOyI0Th 3HAYHOT0 3HUXKEHHS pPiBHS xonectepuny JITTHII (6inbmr Hixk Ha 45 %),
Tepario MoXHa PO3NoYrHaTH i3 fo3yBaHHs 40 Mr 1 pa3 Ha mo06y.

Iiama3oH mo3yBaHHS JiKapchKoro 3aco0y craHoBuTh Bim 10 mr mo 80 mr 1 pa3s Ha moOy. ITpenmapaTt
MOKHa IIPUMMaTH Pa30BOI0 J03010 V OyOb-IKUY Yac Ta He3alekHO Bif npuiioMy ixi. [TouaTkoBy Ta
iATPUMYBaIbHY HO3H Mperapary Ciif migbupaTty iHouBinyanbHoO, 3amexkHo Bifg piBusg XC JITTHII],
MeTH JIiKyBaHHS Ta edekTy. Ilicis modaTKy JiKyBaHHS Ta/abo Mmicis 3MiHU J03U IIpemnaparty CIlif
KOHTPOJIIOBATU PiBHI JiMiAiB IpoTarom 2-4 TUXKHIB Ta BiANOBITHUM YHHOM BiIKOPUTYBaTU H03Y.

I'emepo3uzomHa cimeliHa 2inepxosecmepuHemia y nauieHmis dumsavozo siky (8ikom 8i0 10 0o
17 pokis)



PekoMeHIoBaHa ITOYaTKOBA 03a aTOPBAaCTaTUHY CTaHOBUTH 10 Mr/mo0y, 3BMYalHui Jiala30H 103
ctaHoBuTh Bim 10 Mr mo 20 Mr mepopanbHOo 1 pa3 Ha moOy. [o3u mpemnaparTy ciig migbupaTu
IHOMBiAYyaIbHO BIATIOBIOHO OO METH JIiKyBaHHS. TepaneBTAYHA BigIIOBiAb IPOSABISIETLCS IPOTATOM

2-4 TUXHIB Ta NiATPUMYETHCS IiJ 9Yac JOBrOTPUBaIOl Teparil. KopuryBaHHS HO3U CIIifl IPOBOOUTH 3
inTepBanoM 4 TuxkHi abo GinbIre.

['omo3u2omHa cimeliHa 2inepxoiecmepuHeMis

ITo3a aTopBaCTaTUHY AJIS MAI[lEHTIB i3 TOMO3UTOTHO CIMENHOIO TrinepXxonecTepruHeMi€l0 CTAaHOBUTD
Big 10 mMr mo 80 Mr Ha moOy (muB. po3min «PapMakoguHaMika»). ATOpBAaCTaTHH CJIifl 3aCTOCOBYBAaTH
SIK [IOTIOBHEHHS [0 iHIMX TinosinigeMivHUX MeTO[iB JIiKyBaHHS (Hanpukian, abepes JITTHII) abo y
pasi, JKIIo 111 TinoinifeMiyHi MeTOqU JIiKyBaHHSA HeOCTYIIHI.

KombiHosaHa 2inosiinidemiuHa mepanis

Atopuc® MOXHa IPUIMATH 3 CEKBECTPAHTAMH XOBYHMX KHUCIIOT. KoMGinario inri6itopis TMI-KoA-
penykTasu (cTaTuHiB) Ta pibpaTiB 3aramoMm ciiig 3aCTOCOBYBATH 3 00epexkHiICTIO (IUB. PO3MAiNU
«Oco6IMBOCTi 3aCTOCYyBaHHS», «B3aeMopis 3 iHIMMU TiKapCchbKUMU 3aco0aMy Ta iHIII BUIU
B3aEMOMIN»).

3anobieaHHA cepueso-cCyOUHHUM 3dXB80PHBAHHAM

PekoMeH0BaHa IIOYaTKOBA fI03a CTaHOBUTHL 10 Mr/mo0y. [I1st HOCSTHEHHS 1imboBoro piBHSA XC
JITTHIL, BigmoBigHO [0 Mil0UMX peKOMeHfallill, MOXKYyTb 3HamoOuTHCS OinbIll BUCOKI 103H.

IopyweHHa GYyHKUIT HUDOK

3axBOPIOBaHHS HUPOK He BIIJIMBA€ Hi Ha KOHLIEHTPALIil0 y Ij1a3Mi KpOBi, Hi Ha 3HUKeHHS piBHA XC
JIITHIII npu 3acTOoCyBaHHI Ipenapary; 0TXKe, KOPUT'YBaHHS OO3U IIpenapaTy A IallieHTiB i3
NopyIlIeHHAM GYHKIIl HUPOK He moTpibHe (muB. po3minu «OcobIUBOCTi 3aCTOCYBaHHS»,
«PapMaKOKiHETHKA»).

ITeviHKosa HedocmamHicmow

Atopuc® crif 3aCTOCOBYBaTHU 3 00EPEXKHICTIO MallieHTaM 3 MOPYIIeHHIMU QYHKIII MediHky (OuB.
po3minu «OcobIuBOCTI 3aCTOCyBaHHI», «PapMaKOKiHETUKA»). ATOpI/IC® MIPOTUIIOKA3aHU MalliEHTaM
i3 3aXBOPIOBAHHSM II€YiHKM B rOCTPil (a3i (quB. po3min «IIpoTUoKa3aHHS»).

3acmocysaHHsA y komOiHauii 3 iHWUMU Aikapcbkumu 3acobamu

Cnip yHMKaTH JTIKyBaHHS IIpPenapaToM IaIliEHTiB, SKi MpUiMalTh HUKIOCIOPUH abo iHribiTopu
npotea3u BIJI (TumpanaBip puToHaBip), abo iHribiTop nporteasu Bipycy renatuty C (Tenamnpesip).
Cnip 3 06epexXHiCcTIO TpU3HayaTH natieHTaM 3 BIJI, fKi mpuiiMaloTh JIOMiHaBip PUTOHABIP, Ta
3aCTOCOBYBATH V HAaWHUXKYil He0OXimHi# mo3i. [I1s malieHTiB, SKi TpUUMaloTh KIIapUTPOMIIIKH,
iTpakoHnason, abo mis nauienTiB 3 BIJI, ski npuiimaioTs KoMOGiHallil cakBiHaBip pUTOHABIP, fapyHaBip
puToHaBip, hocammpeHnasip abo ¢hocaMIpeHaBip PUTOHABIP, TEPANIEBTUYHY HO3Y IIPenapaTy CIIif
00MexkuTH 003010 20 MT, a TaKOK PEKOMEHMIYETLCS ITPOBOAUTY HaJleXkHi KTiHiuHiI 00CTeXKeHHS s
3abe3neyeHHs 3aCTOCYBaHHS HaliMeHINol eeKTUBHOI 703U mpenapary. [ mamienTis, AKi
npuiMaloTh iHTi0iTop npoTeasu BIJI HemndinaBip abo inribiTop mpoTteasu Bipycy remaTtuty C
OolienpeBip, MKyBaHHS IIpenapaToM CJlig 00MeXUTH 003010 00 40 MT, a TaKOXK PEKOMEHAYEThCS
IIPOBEeHHs BiATIOBiTHUX KITiHIYHUX 00CTeKeHb M7 3a0e3meYeHHsT 3aCTOCYBAHHST HAaMEHIIIO1
eekTUBHOI 03U mpemaparty (auB. po3minu «Oco6nMMBOCTi 3aCcTOCYBaHHA» Ta «B3aemogmis 3 iHIIUMU



JiKapChKUMHU 3acob0aMu Ta iHIIi BUAKU B3aEMOIiN»).

IHauieHmu snimHbo20 BIKY

[ns namieHTiB BikoM Bif 70 pOKIB IIpU 3aCTOCYBaHHI PEKOMEHI0BAHUX 103 aTOPBaCTaTUHY
eekTUBHICTH Ta Oe3MeKy Teparil CIif OIiHIOBAaTH 3 ypaXyBaHHSIM HasABHOCTI iHIIUX (aKTOpPiB
CXUJTBHOCTI 10 PO3BUTKY pabmoMiosizy.

OdHouacHe 3acmocy8aHHsA 3 iIHWUMU AIKAPCbKUMU 3dcobamu

Y matieHTiB, SKi OqHOYACHO 3 aTOPBAaCTaTUHOM IIPUIMaOTh MPOTUBIPYCHi 3acobu Bifg rematuty C
enbacBip/rpa3omnpesip abo neTepMOBip A1 TpodilakTUKY IUTOMeTanoBipycHol iHdekii, fo3a
aTOpPBACTAaTHUHY He MOBUHHA nepeBuinyBaT 20 Mr/mo0y (muB. po3minu «OcobIUBOCTI 3aCTOCYBAHHS»,
«B3aemogis 3 iHIIUMY JTiIKapCLKUMHU 3aco0aMu Ta iHIIM BUIU B3aEMOIIN»).

He pekomeHOyeTbCS 3aCTOCOBYBATH aTOpBaCTaTHH NallieHTaM, IKi IPUUMalOTh JIeTEPMOBIp
OTHOYACHO 3 ITMKJIOCIIOPUHOM (IuB. po3minu «OcoOnMuBOCTi 3aCTOCYBaHHA», «B3aeMofis 3 iHIUMU
JiKapChKUMH 3aco00aMu Ta iHIIi BUOKW B3aEMOTIiN»).

Iitu.
I'emepo3u2omHa cimetliHa 2inepxoiecmepuHemis

[lns namieHTiB BikoM Bif 10 pOKiB i3 TeTEPO3UTOTHOIO CIMEWHOIO TillepX0JIeCTEPUHEMIEID
pPeKoMeH0BaHa II0YaTKOBA [I03a aTOPBACTATUHY CTaHOBUTH 10 Mr Ha m00y (OUB. PO3Min
«PapMakoauHaMmika»). 103y MoxHa 30inpmuTu 70 80 Mr Ha Ho0y BifIOBiAHO O peakil Ta
nepeHoCcuMOoCTi. [03u CJTif po3paxoByBaTH iHOWBIAYyalIbHO BiITIOBIAHO [0 MeTH Tepatii. Kopurysanus
CJIig TPOBOOUTH 3 iHTepBanoM y 4 TuxkHi abo 6inbire. TutpyBanHsa mo3u g0 80 mMr Ha mo0y
TiTBEPIXKYETHCS aHUMU [OCHTIIXKEHb Y JOPOCNIUX Ta 00MeXeHUMH KITIHIYHUMU TaHUMU [OCITioXKEeHb
y miTel i3 reTepO3UTOTHOIO CIMENHOIO TinepxoecTepuHeMieio (IuB. po3ninu «I1obiynHi peakiii» Ta
«®apMakoouHaMiKa»).

Hani momo 6e3neku Ta eeKTUBHOCTI y fiTel BikoM Bif 6 o 10 poOKiB i3 reTepO3UT0THOI CiMENHOI0
rinepxoJjiecTepuHeMi€l0 OTPUMaHi 3 BIiIKPUTUX JOCIiAXKeHb. ATOpBacTaTUH He 3aCTOCOBYBAaTH [JIS
JiKyBaHHS MalieHTiB BikoM 10 10 pokiB (nuB. po3pinu «I[1obiyHi peaknii», «PapMakoguHaMmika» i
«PapMaKOKiHETHUKA»).

[ nauieHTiB 1iel rpynu GinbIn OUiNbHOIO MoXKe OyTH iHIIa (hapMaleBTUYHa GopMa/mo3yBaHHS.

[ToBimOMISANK TIPO AOCHIMXKEHHS KIiHiYHOI e(peKTUBHOCTI 3aCTOCYBaHHS aTOPBACTATUHY B 403aX JI0
80 mr/mo0y mpotsroM 1 poky malfieHTaM i3 TOMO3UTOTHOI CiMEMHOIO TillepX0JIecTepUHEMIEI0, 10
SIKOT0 OyJ10 BK/TIOYEHO 8 MallieHTiB UTSYOTrO0 BiKy (OuB. po3min «'OMO3UTOTHA CiMeliHa
rinepxoyieCTEPUHEMIS»).

Ilepedo3yeanHsi.

Crneuudiunoro nikyBaHHS IIPU Ilepel0o3yBaHHI aTOpBaCTaTHHY He iCHYeE. Y pa3i nepeno3yBaHHS
nalieHTa CJIif JiKyBaTd CUMITOMATHYHO Ta y pa3i HeoOXigHOCTI 3aCTOCOBYBATH MiATPUMYBaJIbHi
3axonu. HeoOxigHO mpoBecTH aHami3u QyHKII nevinku Ta KOHTposoBaTH piBeHb KK y cupoBaTii



KpoBi. Yepe3 BUCOKUI CTYIiHb 3B’sI3yBaHHS aTOPBAaCTATUHY 3 OiNlkaMu Ij1a3MHU KPOBI CIlif o4ikyBaTu
3HAYHOTO TigBUIIEHHS KIipeHCY aTOpBacTaTUHY IIPU IIPOBeNeHi reMmopiamizy.

ITo6iuni peakuii.

Y 3B’13Ky 3 TUM, 1110 KJIiHI4YHI JOC/iAXKeHHS IPOBONATH Y PI3HUX YMOBaX, 4YaCTOTY BUHUKHEHHS
He0axkaHUX peakilili, 0 CIIOCTEPIraloThCs M Yac KIiHIYHUX OOCTiAKeHb JTikapChKOro 3acoly, He
MOKHa 0e31MocepeiHbO MOPIBHIOBATH 3 TOKA3HUKAMU, OTPUMAHUMHU il Yac KIiHIYHUX HOCIiIXKEHb
IHIIIOT0 IIpemnapaTy, Ta BOHM MOXYTh He BiilIOBiAaTH IMOKa3HWKaM 4aCTOTH, 110 CIIOCTEPIiratoThCs Y
KJIIHIYHIA TPaKTHUL.

3rigHO 3 fAHUMU KJIIHIYHUX OOCIIiAXKEeHb, Y Mal[ieHTiB, SKi OTPUMYyBa/u JiKyBaHHS aTOPBACTaTUHOM,
HaWyacTile crmocTepiranucs Taki HebaxaHi peakiiil, 1110 TPU3BOAWIN 00 IPUNUHEHHS 3aCTOCYBAHHS
mpernapary Ta TPAIUISIIUCS 3 YaCTOTOI0, BUINOIO (> 2 %) HiX y rpymi miane6o: mianris (0,7 %), giapest
(0,5 %), mymota (0,4 %), nmigBuieHHs piBHSA anaHiHamiHoTpaHchepasu (AJIT) (0,4 %) Ta mediHKOBUX
dbepmenTiB (0,4 %).

Haituacrimumy noGiyHuMU peakiisiMu (= 2 % mopiBHSAHO 3 mianebo) He3anexkHO Bifl IPUYUHH, Y
TIallieHTiB, SIKi OTpUMYyBaHu Mmianedo y gocnigxkeHHaX (1 = 8755), 6ynu: HazodapuHrit (8,3 %),
aptpainris (6,9 %), miapes (6,8 %), 6inb y KinniBkax (6,0 %) Ta indeKIlis ceHOBUBIAHUX LINIAXiB
(5,7 %).

o ixmwux HeOaxkaHUX PeakKIlil, Mpo SKi MOBIMOMIISIIM IIif Yac 1m1ane60-KOHTPOIbOBAHUX [OCTiIXKEHb,
HaJlexXarTh:

3a2a/bHi NOpyweHHA: BITUYTTS HE3OYKaHHS, MipEKCis.

3 60Ky mpagHoi cucmemu: IMITYyHKOBO-KAIIKOBUM AUCKOM@OPT, BigpHKKa, METEOPU3M,
rernaTuT, X0JiecTas.

3 60Ky ckes1emHo-M’ 30801 cucmemu ma cnoay4Hoi mKaHuHu: M’ sI30BO-CKeJIeTHUH Oillb,
IifBUIeHa BTOMIIOBAHICTh M’s13iB, Oinb y mui, HaOpsK cyrnobis, TeHauHONATISA (iHOMI
yCKIafHEeHa PO3PUBOM CYXOXKUIIIA).

3 boxy memaboaizamy ma xapuyeaHHA: MiABUIIEHHS TPaHCaMiHa3, BIOXUJIEHHS Bl HOPMU
GbyHKITIOHaTbHUX TPO0 IMeYiHKY, MiABUIEHHS PiBHA MyXKHOI pocdaTta3u B KPOBi, MigBUIIEHHS
aKTUBHOCTI KpeaTHH(POCPOKiHa3Y, TiepriikeMis.

3 6oky Hepsosoi cucmemu: KOIIIMapHi CHOBULIHHS.

3 boky OuxaavbHoi cucmemu: HOCOBa KPOBOTEYa.

3 6oky wkipu ma nidwkKipHoi KAimkosuHu: KPOIIUB THKA.
3 60Ky opaaHis 30py: HEUITKICTh 30PY, MOPYIIEHHS 30pY.
3 6oky opaaHis cayxy ma pieHosaezu: IIIyM y ByXax.

3 60Ky cyOuH: BaCKYIIiT.



3 6oky ceuocmamesoi cucmemu: IEUKOLUTOYPis.
3 60Ky penpodykmueHoi cucmemu ma MOA0YHUX 3d/103: TIHEKOMACTis.

YacToTy BUHUKHEHHS MOOIYHUX peakilii BU3HAYaId TaKUM YMHOM: 9acTo (> 1/100, < 1/10);
HedacTo

(> 1/1000, < 1/100); pipkicHi (> 1/10000, < 1/1000); Hag3Bu4yarHo pigkicHi (< 1/10000).

3 60Ky Hepsosoi cucmeMu: 4acTo: TOJIOBHUM Oiflb; HEYACTO: 3allaMOPOYEHHS, ITapecTesis,
rimecresis, OUCTeB3isd, aMHe3id; PiAKiCHIi: meprudepryHi HelpoIaTil; YaCcTOTa HeBigoMa:
MiaCTeHis rpasic.

3 60Ky op2aHie 30py: 4acToTa HeBiloMa: OYHa MiaCTeHis.
3 60Ky WAYHKOBO-KUWKOB020 MPAKmMy: 4acTo: 3alop; HedacTo: TaHKpeaTuT, O/IoBaHHS.

3 60Ky cKesnemHo-M’ 30801 cucmemu ma cnoay4yHoi mkaHuHu: 9acTo: 6inb y cyrinobax, 6inmb y
CIIMHI; pifiKicHi: MiomaTisi, Mio3uT, pabmOMioli3 Ta YepBOHO-KOpHUYHEBEe 3a0apBIeHHS Cedi.

3azanvHi nopyweHHs: HEYACTO: acTeHis, Oinb y rpyasx, nepudbepuyti HabpSIKY,
CTOMJIIOBAHICTE.

3 6oky MemaboaiamMy ma xapuysaHHs: HE4aCTO: TilmorIikeMis, 30iIbIIIeHHS MacH Tina,
aHOPEKCis.

3 60Ky neviHKU ma Hco84YHO20 Mixypda: Hag3BUYANHO PigKiCcHi: meYiHKOBa HEIOCTATHICTS.

3 60Ky wkipu ma nidwKipHOi KAimKo8UHU: HEYACTO: MIKipHI BUCUIIAHHS, CBepOiXK, aomelris; pigkicHi:
aHTiOHEeBPOTUYHUYM HaOpSK, OyIb03HUN TepMaTHUT (Y TOMY YHUCI MyNnbTHGOPMHA epUTEMA), CHHIPOM
CriBeHca - [I2KOHCOHAa Ta TOKCUYHHUMU eligepMasibHAN HEKPOJIi3, NiXxeHoigHa peakilis,
CIIpUYKHEHa JIiKkapChbKUM 3ac000M.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOi Kaimku ma cepedocmiHHA: 9acTo: Oifib y ropii Ta
TOpTaHi.

3 6oky cucmemu kposi ma AiMpamuuHoi cucmemu: PigKicHi: TpoMOOLUTOIIEHIS.
3 6oky iMyHHOT cucmemu: 4aCTO: aJiepriyHi peakilil; Hafi3BUYalHO PifKiCHi: aHadimakcis.
3 60Ky opeaHie 30py: HEYACTO: 3aTyMaHEeHHS 30Dy .

3MmiHu pe3yabmamie 1a60PAMOPHUX aHAAi3i8: YAaCTO: BITXUIEHHS pe3yJbTaTiB (PyHKI[IOHATBHUX
mpo0 MeviHKH, MiABUIIEHHS aKTHBHOCTI KpeaTuH(ochOoKiHa3u KPOBi; HEYACTO: TO3UTUBHUMI
pe3yJibTaT aHasli3y Ha BMICT JIEUKOILUTIB y cedi.

4K i nmpu 3actocyBaHHi iHmux iHribitopis 'MI" KoA-penykTasy, y Malli€HTIB, IKi IpuiiManu
aTOpBaCTaTHH, CIIOCTEpPIraiu MiABUILIEHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBAaTKU KPoBi. Lli
3MiHU 3a3BUYaii Oynu cnabKo BUpaXkKeHUMH, TUMYaCOBUMU Ta He MOTpeOyBaiyu BTpy4aHHS
abo nmikyBaHHs. KniHiyHO 3Hauyllle MiBUINEHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKHU KPOBi
(mepeBumientas BMH 6inbin Hix y 3 pa3u) cnoctepiranu y 0,8 % mallieHTiB, sSKi mpuiiManu



aTtopBacTaTHH. lle migBUIIEHHS MaJio A0303aJie’KHUM XapakTep Ta 0yJio 3BOPOTHIM Y BCiX
MMAIi€HTIB.

Y 2,5 % nauieHTiB, gKi IpuiMasy aTOpBaCTaTUH, CIIOCTEPiraau 3pOCTaHHS aKTUBHOCTI
KpeaTUHKiHa3¥W CUPOBATKM KPOBi, 1110 6inbil HiX y 3 pa3u nepesuinyBana BMH. 1le 36iraeTscs 3i
CIIOCTePeXEeHHSIMU IIPU 3aCToCyBaHHi iHmux iHridiTopis 'MI" KoA-penykTa3u y xoni KTiHIiYHUX
pnocnigxens. Y 0,4 % malieHTiB, Ki OTpUMyBa/Id aTOPBaCTaTUH, CIIOCTEPIrajucs PiBHI, 110
IIepeBUIIYBaIi BEPXHIO MeXYy HOpMU O6inbIn Hixk y 10 pa3is.

[ToGiyHi peaxiiii, SKi BUHUKIIM TIi] Yac KITiHIYHUX JOCTiIXKeHb: iHDeKIlis CeUOBHUBITHOTO TPAKTY,
IIYKPOBHU miabeT, iHCYIbT, MiABUINIEHHS aKTUBHOCTI TpaHCaMiHa3 CHPOBATKM KPOBI (Mao
M0303aJIe’KHUY XapakTep Ta 0y10 000POTHUM Y BCiX MAIi€HTiB), 3pOCTAaHHS aKTUBHOCTI
KpeaTUWHKiHa3u CUPOBATKY KPOBi, IyKPOBUY AiabeT.

IocBin micasipeecTpaliiHOr0 3aCTOCYBaHHS

[IpoTarom micngpeecTpalitHOr0 3aCTOCYBaHHS aTOpPBacTaTUHY OyJu BUSBIIEHI
HUXX4e3a3HauyeHi HebaxaHi peakiil. OCKinbKM 1IPO IIi peakilil HagXOo[UX MTOBiIOMJIEHHS Ha
NOOPOBINBbHIN OCHOBI Bifl MOMYJIAIlil HEBiIOMOI YHMCEIbHOCTI, He 3aBXKAY MOXKHA JOCTOBIPHO
OLIIHUTH iX 4aCTOTy a00 BCTAHOBUTY IIPUUMHHO-HACIIIKOBUM 3B’I30K i3 3aCTOCYBaHHSIM
nmpenapary.

o HebaxkaHUX peakllili, OB’ sI3aHMX i3 TiKyBaHHSIM aTOPBACTATMHOM Ta 3aPEECTPOBAHUX IiCIIS
BUXO[Y IIpelapaTy Ha PUHOK, He3aJIeKHO Bif OL[IHKY IIPUYMHHO-HACIIIIKOBOI0 3B’43Ky, HajleXkaTh:
aHadinaxcisg, aHTi0HeBPOTUYHUY HaOPsK, Oy/Ib03Hi BUCUNIaHHSA (Y TOMY YKCIIi eKCyoaTUBHA
MynbTH(OPMHA epuTeMa, cuHAPoM CTiBeHca-[I;)KOHCOHA Ta TOKCUYHUY elliflepMalbHUI
HEKpOoIIi3), pabmoMioni3, Mio3uT, migBHUIIlEHa BTOMITIOBaHICTh, PO3PUB CYX0XKUJIISA, JIeTalbHa
Ta HeJleTajibHa MMEeYiHKOBa HEJOCTATHICTh, 3allaMOPOYEHHS, Jelpecis, nepudpepudHa
HeWpomnaTia Ta MaHKpeaTuT.

Hapgxonunv pigkicHI MOBifOMJIEHHS IPO BUNIaAKY iMyHOJIOTIYHO OIIOCEPENKOBAHOL HEKPOTU3YI0Y01
MioraTii, TOB’s13aHO1 i3 3aCTOCYBAHHSIM CTaTHHIB (OUB. Po3min «OcoONMMBOCTi 3aCTOCYBaHHS»).

Hapxomunu pimkicHi micnsgpeecTpaliiiiHi MOBifOMIEHHS PO KOTHITUBHI po3i1aau (HampuKiaz,
YacTKOBA BTpaTa mmaM’saTi, 3a0yAbKyBaTiCTh, aMHe3is1, TOPYIIeHHs IIaM’sITi, CIIJTyTaHiCTh CBiOMOCTI),
TI0B’513aHi i3 3acToCcyBaHHAM cTaTUHIB. LIi KOrHiTHBHI po3nanu Oy/x 3apeecTpoBaHi IpX 3aCTOCYBaHHI
BCiX CTAQTHHIB. 3arajioM peakilil He BiTHOCUIUCH OO0 KaTeropii cepiio3nux HebaxXaHUX peakllii Ta Oymu
000POTHUMH MIiCIISI MPUITMHEHHS IPUHOMY CTATHHIB, 3 Pi3HMM 4acOM [0 IT0YATKY MPOSBY CUMIITOMY
(Bim 1 gHS mo KibKOX POKiB) Ta 3HUKHEHHS CUMIITOMY (MefiaHa TPUBAJIOCTi CTAHOBUIIA 3 THXKHI).

ITim yac 3aCcTOCYBaHHS [IesIKUX CTATHUHIB Oy/IM omnucaHi Taki HebaXKaHi SBUIA: PO3JIaf
cTaTeBol (PyHKIIil; BUHATKOBI BUNIAIKX iHTEPCTUIIiaIbHOI XBOPOOH JIeTeHb, 0COOIMBO i Yac
NOBIOCTPOKOBOI'O JIIKYBaHHS.

[1ig yac TOCTMapKETUHTOBUX CIIOCTEPEKEHb MOBIIOMIISAIN PO HUKYe3a3HadyeHi mo0iuHi peakirii.
3 60Ky KposoHOCHOI ma AimpamuyuHoi cucmemu: TPOMOOITUTOIIEHIS.

3 60Ky imyHHOI cucmemu: anepriuxi peakiii, aHadinakcis (y Tomy uucyi aHadinakKTHUHUN
IIIOK).



3 6oky memaboai3My ma xap4y8aHHs: 36iNbIIEHHS MACH Tija.

3 60Ky Hepsosoi cucmemu: TOJIOBHUM 0ifib, TillecTe3is, AUCTeB3is.
Po3aadu wayHKo80-KuwKo8020 mpakmy: Oinb y XKHUBOTI.

3 60oky opaaHis cayxy ma aabipuHmy: IIyM yV ByXax.

3 60Ky wKipu ma nidwkKipHOi KAIMKOBUHU: KPOIUB'sTHKA.

3 60Ky ckesemHo-M’ 30801 cucmemu ma CnoAYYHOI MKAHUHU: apTpanris, 6inb y CIuHi,
BOBYAKOBHUU CUHOPOM, PO3PUB M’SI3iB.

3azanvHi nopyweHHA: 6inb y rpyasx, nepudepuyHmii HaOpsK, He3[yXKaHHS, BTOMA.

3MiHU pe3ysbmamis 1aboPamMopHuUX aHaaizie: MiJBUIIEHHS aKTUBHOCTI ajaHiH-
aMiHOTpaHC(epa3y, MigBUILIeHHS aKTUBHOCTI KpeaTuH(OoCPOKiHa3M KPOB.

ITediampuyHa nonyaauia

[TepmiaTpuuHi nanieHTy BikoM Bifg 10 mo 17 pokiB, SIKi OTpHMyBaIu aTOpBaCTaTUH, Mald IPodinb
[ocCBigy mMoGiYHMX peakiiii, 3arasioM MofiOHUM N0 Mpodinio MallieHTiB, SKi oTpuMyBasu mianeto. Y
TPUPIYHOMY OOCIIIKEHH], 3aCHOBAHOMY Ha OLHIII 3araJIbHOI'0 PO3BUTKY 3a ILIKajow TaHHepa Ta
BUMIipIOBAHHAM 3pPOCTYy Ta MacCHU Tijla, He CIIOCTepiranocs KIiHIYHO 3HAYYLIOT0 BIUIMBY Ha 3arajlbHUU
Ta CTaTeBUM PO3BUTOK. [Ipodinb 6e3neku Ta IEPEHOCUMOCTI ¥ IegiaTPUYHUX MaIlieHTiB OYB MOmiOHUM
mo BimoMoro mpodinio 6e3meKku aTOpBaCTaTUHY V HOPOCIIHX TMAIiEHTIB.

Baza manux kiiniyHoi 6e3meKu BKIII04a€ fAaHi npo 6e3nexky 520 mepiaTpUyHUX Malli€HTIB, AKi
OTPUMYBAJIX aTOPBACTATHH, CEpe[l SKUX 7 MallieHTiB BiKOM [10 6 pokiB, 121 maiieHT 6yB y BikOBOMY
miama3oHi Big 6 mo 9 pokiB, a 392 martlienTy - BikoM Bifm 10 mo 17 pokiB. Buxogsauu 3 HasgsBHUX OaHUX,
YacToTa, TUII Ta CTYIiHb I00IYHUX peakKllill y AiTel nomiOHi 10 TOPOCTIUX.

3gimyeaHHs npo nido3pieaHi nobiyHi peakuii.

[ToBimoMmeHHs o MOOiYHI peakilii micst peecTpallil TiKapcbKoro 3aco0y Ma€e BeNluKe
3HaueHH4. Lle ma€e 3MOry MpoBOAUTYA MOHITOPHHT CIIiBBIAHOIIIEHHS KOPUCTL/PUIUK IIPU
3aCTOCYBaHHI LIbOTO JIIKapChKOTO 3ac00y. MequuHUM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a
TAKOX TallieHTaM a0o iXHiM 3aKOHHUM IIPeICTaBHUKAM CJIifl TOBiqOMJISITH IIPO YCi BUTIAIKU
nimo3pioBaHuX MO0IYHUX peaklliil Ta BiiCyTHOCTI eeKTUBHOCTI JTiKapChKOT0 3acoby [0
IepxkaBHOTO eKcrepTHOTO 1leHTPY MO3 YKpainu 3a nocunauHsaM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 2 POKH.

YMoBH 30epiranssi.

30epiratu B OpUriHaIbHiN yIIaKOBII IS 3aXUCTY Bif mil Bosoru. 30epiratu B HEOOCTYIIHOMY IJIS



OiTey Micrii.

YnakoBkKa.

[To 10 TtabneTox y 6mictepi; mo 3 abo mo 6, abo 1o 9 GicTepiB y KapToHHIM KOpoO1Ii.

Kareropis Bignmycky. 3a peenTtom.

BupoOHHK.

KPKA, n.1., HoBo mecto, Cnoseniss/KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs MOro Tis/IbHOCTI.

[MImap’emika necra 6, 8501 HoBo mecto, CrnoBeHisi/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



