IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

Atopuc®

(Atoris®)

Cknao:
Oiroua peyosuHa: aTOPBACTATHUH;

1 TabneTka, BKpUTa IUTiBKOBOIO 000710HKOI0 MicTuTh 10 Mr, 20 Mr, 40 Mr aTOpBacTaTUHY Y BUTTISA]
aToOpBacCTaTUHY KaJIbllito;

0ONOMIJCHI PEUOBUHU:

10 me, 20 me: OBimOH, HATPI0 JTAypPUACYIbGAT, Kalbllilo KapOOHAT, 11eJTI0103a MiKpOKpUCTAJiYHa,
JIAaKTO3U MOHOTIIpAaT, HaTPil0 KPOCKapMesio3a, MarHiio cTeapar;

000/10HKa: TaNMbK, CIUPT NoJiBiHinoBul, makporon 3000, tutany miokcun (E 171);

40 me: TIOBiIOH, HATPII0 JTaypuiicynbdaT, Kasbllito KapboHaT, 11eJTi0j103a MiKpOKPHUCTAIiYHa,
JIAKTO34 MOHOTIApAaT, HaTPit0 KpOoCKapMesio3a, KPOCIIOBIOH, MarHilo cTeapar;

000/10HKa: TimpoMesno3a, Makporoya 400, tutany miokcup (E 171).

JIikapcbka ¢opma. TabmeTku, BKPUTI IITiBKOBOIO 000JIOHKOIO.

OcHogHi ¢izuko-ximiyHi 8 1acmueocmi: Oini, KPyTIi, TPOXU BUIIYKIIi, BKPUTI IIIIBKOBOIO 000JIOHKO0
TabNIeTKH.

dapmakoTepaneBTHYHA rpyna. ['inosnimigemiysi 3acobu. IuridiTopu 'MI'-KoA-penykTa3mu.
AtopsactaTtus. Kog ATX C10A A05.

Papmako.102iuHi 8 1acmueocmi.
dapmakoOuHamika.

[IpenapaT MiCTUTh aKTUBHY PEUYOBUHY aTOPBACTATUH. ATOPBACTATHH € CEJIEKTUBHUM KOHKYPEHTHUM
inri6iTopom 'MK-KoA-penykTasu - pepMeHTY, 110 BU3HAYa€E MIBUAKICTh TePETBOPEHHS 3-TimpoKcu-3-
MeTUJI-TJII0TapuiI-KOeH3UMy A y MeBaJIOHAT, 110 € [I0IlePeJHUKOM CTEPOJIiB, 30KpeMa X0JIECTEPUHY.
Tpurmninepunu Ta XoneCcTepuH y MediHIl BOYIOBYIOTHCS Y MOJIEKYIIH JIIIOIIPOTEIHIB Iy2Ke HU3bKO1
mineHOCTI (JITIOHII), HagXopsATs [0 mIa3MU KPOBi i TPAHCIOPTYIOTHCS A0 Nepu(pepuiyHnX TKaHUH.



JlimonpoTein HU3bKOI minbHOCTI (JITTHII) yTBOproeThest 3 JITIIHII i KaTabommi3yeThCs, TOMOBHUM
YUHOM, IIJITXOM B3aeMofil 3 BucokoadinuuMu penentopamu JIITHII (JITTHII-peuenTopn).

ATopBacTaTHH 3HUXKYE KOHIIEHTPALlil X0JIeCTePUHY ¥ IIJIa3Mi KPOBi Ta JINONpPOTelHy ¥ CHPOBATIIi
KpoBi uuisixoM inribyBanus ' MK-KoA-penykTasu, a 3rofmoM - 6i0CUHTE3Y X0IeCTEPUHY Y MediHIli, a
TaKOXK 30i/bIIye KinbKicTh nmevinkoBux perentopiB JITTHII] Ha moBepxHi KITiTHH, 110 TPU3BOAUTH 10
TIOCUJIEHHS 3axOIJIeHHs i Katabomizmy JITTHILI.

AtopBactaTtuH 3HuXKYye yrBopeHHs JITTHII Ta yncao yactunok JITTHII. ATopBacTaTUH CIIPUYUHIOE
BHpaXxeHe i cTivike migBuineHHs akTuBHOCTI JITTHIII-penenTopiB y moegHaHHI 3i COPUATINBUMU
3MiHaMu SKOCTi yacTuHOK JIITHII, mo uupKyniooTh. ATOpBacTaTUH e(EeKTUBHO 3HUXKYE PiBEHD
xonectepuny (XC) JIITHII y nauieHTiB 3 TOMO3UTOTHOI CIMENHOI0 TilepxoieCTepruHeMIEl, a 1ie
Ipyna, sKa He 3aBXKOY pearyBajla Ha Tepalilo TinoninigeMivHUMEI 3aco0aMu.

Kpim BOuBy Ha mimifu mia3Mu, aTOpBacTaTHH Mae iHIN e(eKTH, IKi IOCUITIOI0Th HOTO
QHTHATEePOCKIEPOTUYHY Ait0. BiH NpUTrHidYye CUHTE3 i130IPEHOIMIB - PEYOBUH, IKi Oif0Th K QaKTOpU
POCTy Ha npoJidepariio KIiTHH IIagKuxX M's3iB CyIuH, 3MEHIIYE B’sI3KiCTh MJ1a3MHU ¥ aKTUBHICTh
neskux (pakTOpPiB Koarysslil Ta arperatil. 3aBAsSKY TakKil Oil BiH MOKpallye reMOOUHAMIKY i CIIpUse
HOpMai3alil mpotieciB koarynsuii Kposi. Kpim Toro, inriditopu I'MI'-KoA-penykTa3u BIJIMBAIOTh Ha
MeTabo1i3M Makpodaris i, TaAKUM YWHOM, IPUTHIYYIOTh iX aKTUBALIil0, 10 3MEHIIYE€ PU3UK PO3PUBY
aTepoCKIePOTUYHUX OJISIIOK.

Byno goBemeHo, 1110 aTOpBaCTaTUH 3HUKYE KOHIIEHTPaIlil 3arajbHOro xonectepuny (30-46 %), XC
JITTHIII (41-61 %), anmoninonporeiny B (34-50 %) Ta Tpurmnitnepumnis (14-33 %), CIpUYNHIOIOYHU
BapiabenbHe nipBuienHs piBHg XC JITIBII] Ta anoninonpoTteiny A B X0fi HOCTIIXKeHHS, B AKOMY
BHBYAJIacsg A0303a/IeXKHICTh oro edekTy. Lli pe3ynpTaTl y3rogKyIoThCS 3 JAaHUMU LIO0 XBOPHUX 3
reTepO3Ur0THOIO CIMEMHOIO TilepxoJiecTepuHeMicio, HeCiMeHUMHU (popMaMu TinepxonecTepuHeMii Ta
3MillIaHOO TillepinigeMieio, BKII0Yal04y XBOPUX 3 IHCYJIiHOHEe3a/IeXKHUM LIyKPOBUM AiabeToM.

Byno moBemeHo, 1110 3HUKEHHS PiBHIB 3arajbHOr0 Xonectepuny, XC JITTHII] Ta anmoninonpoTeiny B
3MEHIIy€e PU3UK CEPLIEBO-CYyIUHHUX YCKIaAHEHb Ta CMEPTHICTE Bif] CePIeBO-CYAUHHUX 3aXBOPIOBAHb.

dapmaxoKiHemuxka.

AGcop6irist

ATopBacTaTUH MIBUAKO aOCOPOYETHCS MiCIIs IepOPaIbHOT0 IPUHOMY i locsATaE MaKCUMaJIbHOI
KOHIIEHTpallil y m1a3Mi yepe3 1-2 rogunu. PiBeHb MOTNIMHAHHS Ta KOHIEHTPALlisl aTOPBACTaTUHY B
T171a3Mi KPOBi 3a/Ie3KUTh Bifl 403U aTOpBacTaTHHY. BiogoCTymHICTh aTopBacTaTUHY y PopMi TabIETOK B
IIOPiBHSIHHI 3 pO3YMHOM CTaHOBUTH 95 Ta 99 % BignmoBimHO. AGCONIOTHA 0i0OOCTYIHICTD
aTOpPBACTATHHY CTAHOBUTD mpubnu3uo 12-14 %, a cuCTeMHa [OCTYMHICTh iHTi0y040l aKTUBHOCTI
BigHOCHO 'MTI-K0A-penykTa3u - npubnusno 30 %. Husbka cucTeMHa 0i0gOCTYTIHICTD
3yMOBJIEHA IIPECUCTEMHUM KJIiDEHCOM Y CJIM30Bill 000JIOHII LITYHKOBOT'O TPAKTy Ta
6ioTpaHcdopMaliieto mig yac MEPBUHHOTO TPOXOIKEHHS Yepe3 MediHKy.

Po3mopin

CepepHiit 06’eM pO3MIOMIiny aTOPBACTATUHY HOpiBHIOE MpuOnmu3Ho 381 1. 3B’13yBaHHs 3 GimkaMu
IIJITa3MHU KPOBi CTAaHOBUTE > 98 %. KoHIIeHTpalliiHe CIiBBIJHOIIEHHS KPOB/IIJIa3Ma, 110 CTAHOBUTh
npubnusno 0,25, BKa3ye Ha IoraHe IPOHUKHEHHS IIperapaTy B epUTPOLIUTH.

Mertabomizm



ATopBacTaTHH 3HAYHOI0 Mip0I0 MeTal0Ji3yETLCS, YTBOPIOIOYH IIPU IIbOMY OPTO- i
naparifpoKCUIbOBaHi MOXigHi Ta pi3Hi IponyKTH b-okucHeHHS. In vitro opTo- i mapariipoKCuIboBaHi
MeTaboJIiT! TPOABIAIOTE iHTi0y0uy akTUBHICTE mogo ['MI-KoA-penykTasu, eKBiBalleHTHY [il
aTtopBacTaTUHY. [HTiOylouuit epekT npenapaty BifHoCHO MI'-KoA-penykrasu npubau3uo Ha 70 %
BHM3HAQYA€EThCS aKTUBHICTIO IIUPKYIIOI0YNX MeTabO0MiTiB.

Buninenus

ATopBacCTaTUH Ta #0Oro MeTaboJliTh TOJIOBHUM YMHOM BUBOOSATHCS 3 XKOBYIO ITiCIIS TeYiHKOBOI Ta/abo
103ameyviHKoBoi OioTpaHchopmallii, oqHAK He 3a3HAIOTh IITYHKOBO-TIEYiHKOBOI PELUPKYIISIII.
CepepiHiii iepion HamiBBUBEAEHHS aTOPBACTATHHY Y JIIOel CTaHOBUTEL NpuONIu3Ho 14 ronuH.
Iuribyo9a akKTUBHICTE BiTHOCHO ['MI'-K0A-penykTa3u 36epiraerscs mpotsarom 20-30 roguH 4epes
IIPUCYTHICTh aKTUBHUX MeTab0miTiB. [Tic/st mepopaabHOro MPUIOMY IIpPEIapaTy 3 Ce4ero
BUINISETLCSI MeHIIIe HixX 2 % no3u.

ATopBacTaTUH € CyOCTPATOM MMEYiHKOBUX TPAHCIOPTEPIB, OPraHiYHOT0 aHiOH-TPAHCIIOPTYIOYOI0
nomninentuny 1B1 (OATP1B1) ta 1B3 (OATP1B3). MeTtabomiTu aTopBacTaTUHY € cyOCTpaTaMu
OATP1B1. ATopBacTaTWH TaKOXK iMeHTUGIKYETHCS IK cyOcTpaT Oifika pe3uCTEHTHOCTI 0 JTiKapChKUX
3aco6iB 1 (MDR1) Ta 6inka pe3uCTEHTHOCTI [0 paKy Mojio4Hoi 3an03u (BCRP), skuit Moxe
o0MexXKyBaTH KHIIKOBE BCMOKTYBaHHS Ta JKOBUHUM KJTipEHC aTOpPBaCTaTUHY.

[Tonynsuii maIieHTiB

ITayieHmu AiMHbO20 BIKY
KoHIeHTpallisg aTopBacTaTUHY B IJ1a3Mi KPOBi y 300pOBUX JOOPOBOJILIIIB IITHEOTO BiKY (BikKOM

> 65 POKiB) BUIIa, HiK ¥ MOJIOAILINX, TOMI K TinominigeMiuHi ehekTu Oyau MOPIBHIHHUMHU 3 TAKUMH,
1110 CIIOCTEPITaluCs Y MOJIOOUX Ialli€HTIB.

Himu

YsBHUY KIlipeHC IPU IepopaIbHOMY IIPUHOMI aTOpBaCcTaTUHY B [iTel BUSABUBCS NOTIOHUM [0
KJTipeHCY B JOPOCJIOI JIIOAWHY IIPU MaciiTabyBaHHI aJIOMETPUYHO 3@ MaCOI0 Tijla, OCKiIbKY Maca Tina
OyJla eMUHOI0 3HAYHOIO KOBapiaToio B MOMyIALiNHIN (papMaKOKiHETUYHIN MofeNi aTopBacTaTUHY i3
OaHUMHU, SKi BKJII0YalIu [iTel 3 TeTepO3Ur0THOI0 CiMEMHOIO TillepXoiecTepuHeMiero (y Bii Big 6 mo 17
POKiB.

Cmamb

KonneHnTpanis aTopBacTaTUHY B IIJ1a3Mi KPOBi y KIHOK BiPi3HAETHCA Bifl TAKOl y YOJIOBIKIB
(MakcuMasnbHa KOHIIEHTpallis y mina3Mi Kposi (C,,,,) Bulla mpubnu3no Ha 20 %, a Imolia mij KpruBoio
(AUC) nuxya Ha 10 %). TIpoTe 11i po30ixKHOCTI HEe MalOTh KJTiIHIYHOT0 3HAYEHHS, a TiloimigeMigyHun
e(ekT mpemnaparTy y 4OJIOBIKiB Ta XKiHOK MalXKe OJHaKOBUU.

Hupxosa HedocmamHicmb

3axBOpPIOBaHHS HUPOK He BIJIMBA€ Ha KOHIIEHTPALIi0 B IIJTa3Mi KPOBi 4# rinominigemMiuxi egektu
aTOPBACTATHHY Ta MOT0 aKTUBHUX MeTaOO0ITiB.

['emopiani3. He3Baxkarouu Ha Te, 10 3@ Y4aCTIO AI[l€HTIB 3 TEPMIHAIBHOIO CTANI€l0



3aXBOPIOBAHHS HUPOK OOCIiIXKEHHS He MPOBOAUIINCH, BBAXKAETHCH, 1110 TeMOiali3 He
MiABUIIYE 3HAYYIIUM YUHOM KJIipeHC IIpernapaTy, OCKiJIbKM aToOpBacTaTUH IHTEHCUBHO
3B’A3y€THCS 3 OiIKaMu 11a3MHU KPOBI.

ITeuinkosa HedocmamHicmb

KoHueHTpanis aTopBacTaTUHY y IIJIa3Mi KPOBI IIOMITHO IIigBUIIEHA Y IAI[l€HTIB i3 XPOHIYHOIO
aJIKOT0JIbHOI0 XBOP00OI0 MediHky. 3HaueHHS NMoKa3HUKiB C,,, Ta AUC y 4 pa3u BUIlli y MaIli€HTIB i3
3aXBOPIOBAHHAM IIeYiHKU Kiacy A 3a mkanown Yaunga-I1'to.

Y mallieHTiB i3 3aXBOpPIOBaHHSIM Ie4iHKU Kiacy B 3a mkanow Yaunga-I1'10 3HaueHHS TOKa3HUKIB C,,,
ta AUC mipuiyiothcst mpubnau3Ho 16-kpaTHO Ta 11-KpaTHO BifNoOBigHO (AUB. PO3Min
«IIpoTUNOKa3aHHSI»).

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.
3anobieaHHs cepueso-CyOUHHUM 3aX80PHOBAHHAM

Hopocnum nattienTaM 6e3 KIiHIYHO BUpaXkeHO] imeMiyHoi xBopobu cepis (IXC), ane 3 gekinbkoMa
(dakTopamu pusuky IXC, TakMMHM SK JTiTHIN BiK, TIOTIOHONAJiHHS, apTepiajibHa TinepTeH3is, HU3bKUU
piBens JITIBII] a6o HasBHiCTH paHHBOI IXC y ciMeiiHOMYy aHaMHe3i, Ipenapar MoKa3aHui AJis:

- 3MEHIIeHHST pU3UKY BUHUKHEHHS iHapKTy Miokapmaa;
- 3MeHIIeHHS! pU3UKY BUHUKHEHHS iHCYIIbTY;

- 3MEHIIeHHST PU3UKY BUHUKHEHHST CTeHOKapii Ta HeoOXiqHOCTI MpoBeIeHHS POy
peBacKyIsapu3aliil Miokapaa.

[MarienTaM 3 IyKpoBUM fiabeToM 2-ro Tumy Ta 6e3 KIIiHiYHO BUpaXKeHoi irmemMiuHol XBOpoOu cepiis,
ase 3 fekinbkoMa (akTopaMu pusrKy po3BUTKY IXC, TakuMU SIK peTHHONATIis, anb0yMiHypis,
TIOTIOHOTIAJIIHHS a00 apTepianbHa TinepTeHsis, mpenapar MoKa3aHuH OJIs:

- 3MEeHIIIEeHHSI PU3UKY BUHUKHEHHS iHpapKTy MioKapaa;

- 3MEHILIEeHHS PU3UKY BUHUKHEHHS IHCYJIbTY.

[TamieHTaM 3 KJTiHIYHO BUPAXKEHOI0 iIleMiyHOI0 XBOP06OIO CepIlsd mpemnapaT IoKa3aHui [Iis:

- 3MEHIIIEHHST PU3UKY BUHUKHEHHS HeJeTaJbHOro iHhapKTy MioKapaa;

- 3MEHIIIeHHS] PU3UKY BUHUKHEHHS JIeTAJIbHOT'0 Ta HeJIeTaIbHOTI0 1HCYIbTY;

- 3MEHIIeHHSI pU3UKYy He0OXigHOCTI IpoBefleHHS MPOIeNyp PeBacKygpu3allii Miokapya;

- 3MEHIIeHHST pU3UKYy HeoOXigHOCTI rocmiTtanmisariii y 3B’sI3Ky i3 3aCTiHOIO CEPIIEBOIO
HeIOoCTaTHICTIO;

- 3MEHIIEeHHST pU3UKY BUHUKHEHHS CTeHOKap/il.



I'inepainidemis

- ITepsuHHa 2inepxosecmepuHemia (2emepo3u2o0mHa cimeuHa i HecimeuHa) ma 3mMiwdaHa
Oucainidemis (mun Ila ma IIb 3a kaacugikauicro PpedpikcoHa). AK MOIOBHEHHS [0 Mi€TH, 11100
3MEHIINTH MMigBUILleH] PiBHiI 3aranbHOro xojaectepuny (3XC), XonecTepruHy JinONIpoTeidiB
HU3bKO1 minbHOCTI (XC JITTHII), anoninonpoTeiny B Ta Tpurminepunis, a TakoX s
MiOBUIIEHHS PiBHSA X0IECTEPUHY MINONPoTeiAiB BuCcoKol minbHOoCTi (XC JITIBIII).

- TI'inepmpueniuepudemis (mun IV 3a kaacugikauiero @pedpikcoHa). K OOTOBHEHHS OO OiETU
0J1d JIIKyBaHHA MMALi€HTIB 3 MiABUIEeHUMHU PIBHAMU TPUTIIILEPUIIB Y CUPOBATIIL.

- ITepsuHHa ducbemaninonpomeinemis (mun III 3a kaacugikauiero @pedpikcoHa). Ins
JIiIKyBaHHS MALi€HTIB y pa3i, KO JOTPUMaHHS Ji€TH € HEIOCTaTHBO e(EeKTUBHUM.

- I'omo3uzomHa cimetHa 2inepxosecmepuHemis. [17ig 3MeHIIIeHHS 3aralbHOT0 X0JIeCTEPUHY Ta
XC JITTHIII six momoBHEHHS A0 iHIIKX TiMOJimifieMiYyHUX MeTOfiB JTiKyBaHHA (Hanpukiag adpepesy
JITTHIIT) abo gKIIo TaKi METOAM JIiKyBaHHS HEIOCTYIIHI.

- I'emepo3uzomHa cimeliHa 2inepxosecmepuHemia y nauieHmis dumsavozo 8iky (8ikom 10-17
pokig). fIK MOTIOBHEHHS 0 mieTH g 3MeHeHHs piBHiB 3XC, XC JIITHII i anoninonpoTeiny B y
XJIOMYUKIB-TIJTITKIB Ta [AiBYaT MiC/Is M04YaTKy MeHCTpyalid BikoM Bif 10 go 17 pokiB, AKILIO micas
BiATIOBigHOI i€TOTepamil pe3yabTaTé aHalli3iB Taki:

a) xonecrepus JIMTHII sanumaerses = 190 mr/on (5 4,91 mMonb/m) abo
0) xonmectepus JITTHII = 160 mr/on (3 4,14 MMonb/T) Ta:
-y ciMeliHOMY aHaMHe3i HasiBHi paHHi ceplieBO-CyIUHHI 3aXBOPIOBaHHS abo

- oBa abo GinbIne iHMMX (GAKTOPU PU3MKY PO3BUTKY CEPIIEBO-CYIMHHUX 3aXBOPIOBAHb IIPUCYTHI Y
nalieHTa AUTSIY0ro BiKy.

IIpomunoka3aHHA.
lnepuyTnusicTs Ko 6ymb-IKOTO iHTpefieHTa Ipemnapary.

3axBOPIOBAHHSX MEYiHKM B TOCTpi (a3i abo cTiliKe MigBUIIIeHHS (HEBiJOMOT0 reHe3y) piBHIB
TpaHCaMiHa3 y CHpOBaTLi KpoBi B 3 pa3u abo Oimnbiie.

[TpenapaT nIpoTUIIOKA3aHUM BariTHUM, XKiHKaM SIKi TOAYIOTh TPYALI0, Ta XKiHKaM PENpPOAYKTUBHOTO
BiKy, SIKi He 3aCTOCOBYIOTh HaJleXKHi METOOM KOHTpalenIlii (I1B. po3[in «3aCTOCYBaHHS Yy Mepiofn
BariTHOCTi ab0 rofyBaHHS TPYOOI0»).

JIikyBaHHS IPOTUBIPYCHUMHU IIpellapaTaMy IJieKanpeBip/miOpeHTacBip npotu renatuty C .

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

AtopBacTtaTul € cy6ctpatom CYP3A4 Ta TpancnopTepiB (Hanpukian, OATP1B1/1B3, P-gp a6o
BCRP). PiBHi aTopBacTaTuHy y Iijla3Mi MOXKYTh 3HAYHO IiIBUIIYBATUCS IIPU OGHOYACHOMY



3actocyBaHHi iHri6iTOopiB CYP3A4 Ta TpaHcnopTepiB. Y Tabnuili 1 HaBe[eHO IepeliK penaparis, AKi
MOKYTh 30iJIbIIMTH €KCIO3MIIII0 JIIKapChKOro 3aco0y Atopuc® i pu3KK PO3BUTKY Miomartii Ta
pabmoMiosi3y Ipu 0OgHOYACHOMY 3aCTOCYBaHHI, i peKoMeHallii o0 TiKyBaHHS Ta 3amo0iraHHs
TAKUM pu3uKaM (OuB. po3minu «Oco6IuBOCTi 3acTOCyBaHHS» i «®apMaKOIOTriyHi BIaCTUBOCTI»).

Tabmuig 1

B3aemopis mikapcskoro 3aco6y ATopuc® 3 iHIIMMH JIIKapChKUMH 3aC00aMH, Ka 30ibIIye
PH3UK PO3BUTKY Miomartil Ta pabgomionizy Atopuc’.

IuxaocnopuH abo 2em@ibpo3us

Kriniunui
BILJIUB

3axonou

PiBHi aTopBacTaTHHy y m1a3Mi 3HAYHO MiABUIITYBAIUCS [IPU OMHOYACHOMY 3aCTOCYBaHHI
NiKapchKOro 3acoby Atopuc® i IUKIOCIOpPHHY, iHTibiTopy CYP3A4 Ta OATP1B1 (nuB.
po3min «®apMakooriuHi BlIacTuBOCTi»). MoHOTepamist reMmdpidbpo3uIomM Moxe
CIIPUYUHSTH MiomaTiio. ICHye mifiBUllleHNW PU3UK PO3BUTKY Miomartii Ta pabmomionizy
IIPY OOHOYACHOMY 3aCTOCYBaHHi IIMKIJIOCTIOPUHY a00 reMdiOpo3uiy 3 TiKapChbKuM
3aco6oM ATopuc’®.

He pekoMeHAyeThCS OOQHOUYACHE 3aCTOCYBAHHS IIUKJIOCIIOPUHY abo reMdiOpo3umy 3
NiKapChKUM 3aco60oM ATopuc®.

ITpomusipycHi 3acobu

Kniniunun
BILJIUB

3axonou

[Tpuknagu

PiBHi aTopBacTaTvHy y m1a3Mi 3HaYHO MiABULIYBAJIKAC IIPU OGHOYACHOMY 3aCTOCYBaHHI
niKapceKOro 3acoby Atopuc® 3 6araTbMa IPOTHBIPYCHAMH 3ac06aMu, SKi €
inriditopamu CYP3A4 Ta/abo TpaucnopTepamu (Hanpukinan, BCRP, OATP1B1/1B3, P-
gp, MRP2, OAT2) (muB. po3min «®apMakKoIoriyHi BTacTUBOCTI»). [ToBimoMmsiimocs mpo
BUIIQ[IKU MiomaTil Ta pabmoMiosi3y Impu ofHOYaCHOMY 3aCTOCyBaHHI KoMOiHa1il
nepunacBip copocOyBip 3 MKapChKUM 3aco60M Atopuc’.

He pekoMeHAyeThCA OOHOYACHE 3aCTOCYBaHHS KOMOiHallil TUIpaHaBip pUTOHABIp
abo riekampesip NiGpeHTacBip 3 IKapchKUM 3aco6oM Atopuc®.

V nmariieHTiB, SKi OTPUMYIOTE JIOIIiHABIP PUTOHABIP a00 CHMeNPeBip, CIIif OUiHUTH
KOPUCTB/PU3UK OTHOYACHOTO 3aCTOCYBaHHS 3 aTOPBACTATUHOM.

Y mariieHTiB, gKi OTPUMYIOTEH CaKBiHABIp PUTOHABIP, JapyHaBIp PUTOHABID,
dbocammpeHasip, GhocaMIpeHaBip pPHUTOHABIP, em0acBip rpa3omnpesip abo IeTePMOBIp,
mo3a Atopuc® He IOBHHHA nepesulyBaTy 20 Mr.

V marjieHTis, SKi 0TpUMyOTh HeniHaBip, fo3a JiKapchKoro 3acodby Atopuc® He
NoBUHHA mepeButnyBatu 40 mr (ouB. po3ain «Crocid 3aCTOCyBaHHS Ta [HO3U»).

[ToTpiOHO OLIHUTY KOPUCTH/PU3UK OHOYACHOTO 3aCTOCYBaHHS KoMOiHalIii
nepunacsip codocBysip 3 mKapchkuM 3aco6oMm Atopuc®.

[ToTpi6HO KOHTPOJIIOBATH O3HAKM Ta CUMIITOMM MiomarTii y BCixX MaIlieHTiB,
0co06IMBO Ha MOYaTKY JIIKyBaHHS Ta IMif Yac 30inblIeHHS f03u OyOb-IKOT0 IIpenapary.
TunpanaBip pUTOHaBIp, rIeKanpeBip MiOpeHTACBIip, IOMiHaBIp pUTOHABIP,
CHMeIIpeBip, CakBiHaBip PHUTOHABIP, JapyHaBip PHUTOHABIP, GocaMIpeHasip,
¢dbocaMmpeHaBip puTOHAaBIip, enbacBip Tpa3oIpeBip, 1eTepMoBip, HebiHaBip Ta
nmepumnacBip codocOyBip.

Oxpemi azonvHi npomuzpubkosi 3acobu abo MakpoaioHi aHmubiomuku

Kriniunun
BILJIUB

3axomu

PiBHi aTopBacTaTyHy y m1a3Mi 3HAYHO MIiABUIYBAJIUCS [IPU OLHOYACHOMY 3aCTOCYBaHHI
NiKapCchKOro 3aco6y Atopuc® 3 OKpeMUMH a30bHAMH IPOTUTPUOKOBUMH 3acobaMu abo
MakpoJigHuMy aHTubioTuKamu 4epes inribysanus CYP3A4 ta/abo TpaHCcopTepiB (OUB.
po3min «®apMaKoIOTiyHi BIIaCTUBOCTI»).

Y naifieHTiB, AKi OTPUMYIOTh KJIapUTPOMIIIMH abo iTpakoHa30J1, f03a JIiKapChKOT0
3aco6y ATtopuc® He moBMHHa HepesuyBata 20 Mr (muB. po3fain «Croci6 3acTocyBaHHS
Ta [03u»). CIlif OUiHUTY KOPUCTh/PU3UK ONHOYACHOI'0 3aCTOCYBAHHS OKPEMUX a30JIbHUX
IPOTUTPUOKOBUX 3aC00iB a00 MaKpPOJTigHUX aHTUOIOTUKIB 3 JTiKapCHKHUM 3aC000M
Atopuc®. Crif KOHTPOIIOBAaTH 03HAKU Ta CUMITOMH Miomartil y BCiX maIfieHTiB, 0co6/11BO
Ha IOYaTKYy Teparii Ta mig yac 30inblIeHHs 103U OyOb-IKOT0 Ipermnapary.



[Ipuknagu
Hiayun

Kriniunui
BILJIUB

3axomu

EputpoMminuH, K1apuTpOMILUH, ITpAaKOHA30JI, KETOKOHA30J1, [103aK0HAa30J1 Ta
BOPUKOHA30]1.

Cnocrepiranucs Bunagku Mionarii Ta pabgoMiosisy Ipu 0OGHOYaCHOMY 3aCTOCYBaHHI
ninigomopudikyBanbHUX [03 HianuHy (> 1 r/moby HianuHy) 3 MTiKapchbKUM 3acofoM
Atopuc®.

Crig 3BazKUTH, YU KOPUCTH Bill OMHOYACHOTO 3aCTOCYBaHHS MimigoMoauGiKyBalbHUX 103
HiaIlMHY 3 JIKapChKUM 3ac060M ATopuc® NepeBUIlye TiABUIIEeHNI PU3UK PO3BUTKY
Miomatil Ta pabmomionidy. AKINO IPUUHATO PillleHHS PO OHHOYaCHEe 3aCTOCYBaHHS,
NOTPiOHO CIIOCTEpiraTu 3a IMOSBOI0 03HAK Ta CUMIITOMIB MiomarTil y malieHTiB, 0co0IMBO
Ha [0YaTKy Teparil i mif yac 30inbieHHs 403U OyOb-IKOT0 3 IIpemaparis.

®ibpamu (okpim eempidbposuy)

Kniniunui
BIL/IUB

3axonou

KoaxiuuH
Kninigyaun
BILJIB

3axonu

3acTocyBaHHs (iOpaTiB K MOHOTepalili MoxKe BUKIMKATH MiomaTiio. PU3UK PO3BUTKY
MiomaTil Ta pabmoMioni3y migBUIIYETHCS IIPU OGHOYACHOMY 3aCTOCyBaHHi ¢ibpartis 3
NiKapCLKUAM 3aco6oM ATopuc®.

Cmipm 3BaXXKUTH, UM KOPUCTH Bifl OMHOYACHOT0 3aCTOCYyBaHHS (PibpaTiB 3 MiKapChKUM
3aco60M ATopuc® IepeBuIye MiIBUINEH)I PU3UK PO3BUTKY Miomarii Ta pabgoMionisy.
K10 TPUMHATO pillleHHs PO OOHOYACHE 3aCTOCYBaHHS, MOTPiOHO criocTepiraTu 3a
II0SIBOIO O3HAK Ta CUMIITOMIB Mionarii y marjieHTiB, 0co6JIMBO Ha ITOYATKY Teparii i mif
yac 306inblIeHHs 103U OyOb-IKOT0 3 IIpemnaparis.

CmocTepiranucs BUMagKu Mionarii Ta pabmomionidy mig yac 0mHOYAaCHOTO 3aCTOCYBaHHS
KOJIXiI[UHY 3 JTiKapChbKHUM 3ac060M ATopuc®.

Crig 3BaKUTHU KOPUCTH/PU3UK OOHOYACHOT'0 3aCTOCYBaHHS KONXILKMHY 3 JTIKapChKUM
3aco6oM Atopuc®. SIKIIo IPUAHATO PilleHHs PO OGHOYACHE 3aCTOCYBaHHH, HOTPiGHO
CIIOCTEpIraTH 3a MOSBOI0 03HAK Ta CUMIITOMIB MiomaTil y namieHTiB, 0co0NM1BO Ha
IIOYaTKYy Teparii i mig gac 30inbineHHs [03u OyIb-sIKOT0 3 IIperaparis.

I'petingppymosuti cik

Krigiunun
BILJIUB

3axonu

CrnoXuBaHHS IperrppyTOBOTO COKY, 0COOIMBO Yy BEIUKUX KiTbKOCTSX (mMoHap 1,2 miTpa
Ha [IeHb), MOXe MPU3BECTH [0 30i/bllIeHHs PiBHIB aTOPBACTAaTUHY B IJIa3Mi i migBUIIUTH
PU3UK PO3BUTKY MiomaTii Ta pabmomionisy.

Crip yHUKATH CIIOKUBAHHS BEJIMKO] KiJIbKOCTI IPerngpyToBOro CoKy (moxHap 1,2 mitpa
Ha JeHb), TMiJl Yac 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00y Atopuc®.

Tabnuusa 2

B3aeMopis 3 mikapchKUMU 3aco0aMu, SKi MOXKYTh 3HHKYBaTH €KCITO3UIIiI0 JTIKapChKOTO 3aco0y

Artopuc®

PugpamniyuH

Kriniunun
BILJIUB

3axonu

OpHOYaCHe 3aCTOCYBaHHS JIIKapChKOro 3acoby Atopuc® 3 pudaMIiliHOM, iHAYKTOPOM
mutoxpomy P450 3A4 Ta inribitopom OATP1B1, Moxke NpuU3BOAUTH [0 HECTIUKOTO
3HMXKEHHS KOHIIeHTpallil aTopBaCTaTHHY B IIJla3Mi KpoBi. Yepe3 MexaHi3M MOABINHOI
B3a€EMOZil pudaMIilHy BificCTPOYEHE 3aCTOCYBaHHs JTiKapChKOro 3aco0y Atopuc® micis
BBeJIeHHS prudamminuHy 6yio moB’'si3aHe 3i 3HAUHUM 3HUKEHHSM KOHILIeHTPaIlil
aTOPBACTaATUHY Y IJIa3Mi.

PeKOMEH/IyEThCSl OHOYACHE 3aCTOCYBaHHSAIIKapChKoro 3aco0y Atopuc® i
pudamminuny.

Tabnuusa 3

BrtuB nikapchkoro 3aco6y Atopuc® Ha iHIII JTiKapChKi 3aCo0H



IlepopaavHi KOHMpavenmueu
OnHOYacCHe 3aCTOCYBaHHS JIIKapCchKOro 3aco0y Atopuc® i mepopalbHUX KOHTPAIEITHBIB

Kniniynuii X . . . . .

BIITIHB 36inbIIyBasio KOHIEHTPALlil0 HOPETUCTEPOHY Ta eTUHiNIeCTpaniony y mia3Mi Kposi (Ous.
po3pin «®apMaKoJIOTiyHi BTaCTUBOCTI»).

3axonu Cnix[u BpaxOByBaTU ugﬁ dakxT, oOupanyu IepopaabHuN KOHTPAleITUB AJIs MallieHTiB, IKi
IPUUMalTh ATOPUC .

HuzokcuH

e T — [Ipu OfIHOYaCHOMY 3aC.TOCYBaHHi 6a1.".§1TopasoBHx 0o3 J'IiKaPCI?KOFO 3aco0y Artopuc® i '

BIITHB OUTOKCUHY PIBHOBaXKHI KOHIIEHTPALlil AUTOKCUHY B IIJIa3Mi MigBULIYIOTHCS (OUB. PO3MALN
«PapMaKoJIOTiyHi BIaCTUBOCTI»).

3axonu Crig HalneXHUM YMHOM KOHTPOJIIOBATHY CTaH IMAIlEHTIB, SKi IPUIAMaOTh IUTOKCHH.

[unmiazemy 2i0poxaopuo.

OpHouacHUY npuroM atopsacTtatuly (40 mr) Ta guntiazeMmy (240 Mr) CyIIpOBOAXKYETHCS
MiOBUIIEHHSAM KOHIIEHTpAIlil aTOpBacTaTUHY y IJ1a3Mi KPOBI.

IumemuouH.
Y pe3ynbTaTi mpoBeeHuX OOCTiAKeHb 03HAK B3a€MOIii aTOPBACTATUHY Ta IMMETHOUHY He BUSBJIEHO.
Anmauuou.

OpHoYacHUM TepopabHUM IPUHOM aTOPBAaCTaTUHY Ta CYCIIeH3il aHTAI[MAHOTO IIpenapary, 10
MICTHATh MaTHill Ta aJlOMiHii0 TiZPOKCHUA, CYIIPOBOIKYETHCS 3HMKEHHIM KOHILIEHTPaIlil
aTOpBACTATHHY Yy Mla3Mi KpoBi npubnusno Ha 35 %. [Tpu 1boMy rinorinigemMiyHa Aisi aTopBacTaTUHY
He 3MIiHIOBAJIaCk.

A3umpomiyuH

OpuouacHe npu3HaueHHd atopBacTtaTuHy (10 mMr 1 pa3 Ha go0Oy) Ta asutpoMinuny (500 Mr 1 pa3 Ha
no6y) He CYyPOBOAXKYBaJIOCS 3MiHaMK KOHILIEHTpallii aTOpBaCTaTUHY  I1JIa3Mi KPOBI.

IHeibimopu mpaHcnopmHux biakie

[uribiTopu TpaHCIOPTHUX OiNKiB 3MaTHI MiABUINYBATU PiBeHb CHCTEMHOI €KCII03Hllii aTOPBACTaTUHY
(ouB. Tabmuirio 1). LIuKIOCTIOPUH Ta JIeTEPMOBIP € iHri0iTopamMu TPaHCIOPTEPIB, IKi 0epyTh y4acTh y
po3nopini atopBacTatuny, B Tomy unuciai OATP1B1/1B3, P-gp, Ta BCRP, 1110 npu3BOOuTh 0 CUCTEMHOI
€KCITO3UIIil aTopBacTaTUHY (OuB. TaOnuIo 1). Biiue npurHiveHHs HaKOMUYyBaIbHUX TPAHCIIOPTHUX
6inkiB Ha €KCIIO3UIiI0 aTOpPBaCTaTUHY B KJIITUHAX IeYiHKY HeBifoMuil. JAKI0 YHUKHYTU
OIHOYaCHOI0 MPU3Ha4YeHHs 1IUX [IpenapaTiB HEMOXKI/INBO, PEKOMEHI0BAaHO 3HUXKEHHS 03U Ta
IIPOBEeHHS KITiHIYHOT0 MOHITOPUHTY e(eKTUBHOCTI aTOpBacTaTUHY (OUB. TaOmuIo 1).

He pekomeHOyeTbCS 3aCTOCOBYBATH aTOpBaCTaTHH MallieHTaM, IKi IPUUMalOTh JIeTEPMOBID
OJHOYACHO 3 IIMKJIOCIIOPUHOM (IuB. «Ocob.1u80Cmi 3aCMOCYBAHHA»).

I'em@ibpo3us/ noxioHi ¢pibpuHosoi Kuciomu

3acTocyBaHHs (hiOpaTiB IK MOHOTepail OB’ A3yI0Th 3 PO3BUTKOM SBUII 3 60Ky M’sI30BO1 CUCTEMH, Y
TOMY 4KCIli pabgoMioni3y. PU3UK TaKuxX MoAiit Moxe OyTH MiABUIIEHUN TPU ONHOYACHOMY IIpUiioMi
noxigHuX ¢GpiOPUHOBOI KUCIOTH Ta aTOPBACTATUHY. SKII0 HEMOXKJIMBO YHUKHYTU OIHOYACHOTO
3aCTOCYBaHHS, CJIiJ] 3aCTOCOBYBaTH HAWHMKYY 003y aTOPBACTaTUHY [JI JOCATHEHHS TepaleBTUYHOI
M03U Ta KOHTPOJIIOBAaTH HaJIe’KHUM YMHOM CTaH IalieHTiB (QuB. po3in «Oco0IMBOCTI 3aCTOCYBaHHS).



Ezemumib

3acTocyBaHHS e3eTuMiOy K MOHOTepaIlil T0B 3yI0Th 3 PO3BUTKOM SIBUIL 3 00Ky M'I30BO1 CUCTEMH, Y
TOMY 4KCIIi pabgomionisy. TakuM YuHOM, IIPX OOHOYACHOMY 3aCTOCYBaHHI e3eTuMily Ta
aTOpBACTaTUHY PU3UK PO3BUTKY LUX SABUIL 30i/bIIyeThCS. PEKOMEHIOBAHO IPOBOAUTY HaIEKHUMN
KJIIHIYHUY MOHITOPUHT CTaHy TaKUX Ial[l€HTIB.

Koaecmunoan

KonneHnTpanuis atopBacTaTAHY B IJ1a3Mi KPoBi Oyjia HUK4010 (Ipubnu3Ho Ha 25 %) Npu OHOYaCHOMY
IpUoMi aToOpBacTaTUHY Ta KojiecTunony. [1pu 1ipoMy rimomninigemiuta fmis kom6iHalii aTopBacTaTUHY
Ta KOJIECTUIIONY NepeBullyBaa eheKT, SKUM Aa€ MPUHUOM KOXKHOT0 3 IUX IIpernapaTiB OKPeEMO.

dy3udosa Kucsaoma

HocmimKeHHS B3a€EMOIii aTOpBacCTaTUHY Ta (Py3MA0OBOI KUCIIOTH He IPOBONUIIUCH. K iy pa3i
3aCTOCYBaHHA 3 IHIIUMU CTaTUHAMHU, Y IOCTMAapPKETUHIOBUY I1EPIOT IPU OOGHOYACHOMY IPUUOMI
aTopBacTaTHHY Ta Qy3UmOBOI KUCIIOTHU CIIOCTEpiranucs sBuima 3 60Ky M'sg30B01 CUCTeMU (Y TOMY
yucyi pabmomioni3). MexaHi3M IIi€l B3aemofil 3anmuinaeTbcs HeBioMuM. [TanieHTH 0oTpebyIoTh
IUJIBHOTO Harjsiay, Moxke OyTy MOTpiOHe TUMYacoBe IPUNMHEHHS JIiKyBaHHS aTOPBACTaTUHOM.

KoaxiuuH

[Ipu ofHOYACHOMY 3aCTOCYBaHHI aTOpPBACTATHUHY 3 KOJIXIIIMHOM IIOBIAOMIISJIOCS IIPO BUIIAOKU
Miormarii, B ToMy 4ucyi pabmoMioni3y, ToMy ciif 3 00epexkHiCTio Tpr3HaYaTh aTOpBaCTaTUH 3
KOJIXIIIMHOM.

BrnnuB aTopBacTaTHHY Ha JiKapChKi 3ac00H, IKi TpUIMaOTh OIHOYACHO

HuzokcuH

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 6araTopa3oBUX 103 IpernapaTy Ta AUTOKCUHY PiBHOBaXKHi
KOHIIEeHTPallil AUTOKCUHY B IJIa3Mi HifBUIIYIOThCS pubau3no Ha 20 %. Crif HanexXHUM YUHOM
KOHTPOJIIOBATH CTaH MAIliEHTIB, SKi MPUHAMaOTh OTUTOKCHH.

IlepopaavHi KOHMpauenmuau

OpHOYaCHe 3aCTOCYBaHHSI aTOPBAaCTaTUHY 3 IepOpaJbHUMU KOHTPAIeNITUBaMHU IIPU3BOAMIIO O
IiABUIIEHHS KOHI[EHTPAIlil HOPETUCTEPOHY Ta eTUHiIeCTpaAiony B ma3Mi KpoBi. Lli migBuiieHHS Cif
OpaTu [0 yBaru pu BuOOpi IepopanbHOro KOHTPALIEITUBY [ XKiHKH, SKa IIpUiiMae aTopBacTaTHH.

BappapuH

B kniniyHOMY mOCTiAKEHHI y Nali€HTiB, SKi IPOXOAUIN NOBrOTPHBaJe JIiKyBaHHSA BappapuHoM,
OJIHOYaCHe 3acTocyBaHHS 80 MI aTOpBacTaTUHY IIOAEHHO 3 BaphapruHOM IIPU3BOAUIIO OO HEBEJIUKOTO
3MeHIIeHHs (67113bK0 1,7 ceKyHAN) MPpOTPOMOIiHOBOT0 Yacy MpOTATOM Iepinux 4 [HIB Teparii, omHaK
I[e} TOKa3HUK II0BEPTaBCS [0 HOPMU IIPOTATOM HACTYIHUX 15 OHIB MiKyBaHHS aTOPBAaCTaTUHOM.
Xoya MOBITOMIISAIOCS JIUILE IIPO Oy2Ke PiAKiCHI BUNAaAKU KIIHIYHO 3HAYYLIUX aHTUKOATyJISHTHUX
B3a€EMO{IiH, MTEPII HiK IMOYaTH Tepallilo aTOPpBaCTaTUHOM, IIalliEeHTaM, SKi IPUIMAalOTh
AQHTHUKOATYJITHTU KyMapUHY Ta HOCHUTh YaCTO Ha ITOYATKY Tepallii HeoOXilHO BU3HAUUTHU
IPOoTPoMOiIHOBHI Yac AJIS MigTBEpHOKEeHHS BiICYTHOCTI CyTTEBOI 3MiHM MTOKa3HUKA. AK TiTbKU
cTabinpHUY MpoTpoMOiHOBUY Yac 0yi10 3adikcoBaHO, TOKA3HUK MOXKHA KOHTPOJIIOBATH 3
iHTepBaiaMH, AKi 3a3BUYail PEKOMEHAYIOTHCS IS Malli€HTiB, 10 MPUUMalOTh aHTUKOAryIgSHTH



KyMapuHy. Y pasi IpuIuHeHHs Tepalii abo 3MiHM J031 aTOPBAaCTATHHY JaHy IIPOIeAypPY CIIif
TIOBTOPIOBATH. Y TAIEHTIB, SKi He IPUIMaIl aHTUKOATYJISHTH, Tepallis aTOpBaCTaTHHOM He Oyia
TI0B’sI3aHa 3 KPOBOTEYO0I0 ab0 3i 3MiHaMu ITPOTPOMOIHOBOTO Yacy.

Oco06 1ueocmi 3acmocye8aHHs1.
Mionamis ma pabdomionis

JlikapchpKuii 3aci6 Moxke CIPHYUHUTH MiomaTiio (6ink y M’3aX, 605icHICTh ab0 cnabKicTh y
noeHaHHi 3 mipBuileHHsAM KpeaTuHKinasu (KK) 6Ginmbine Hix y 10 pasiB Bifg BepxHbOI MeXi
HOpMU) Ta pabaoMioni3 (3 roCTPOI0 HUPKOBOIO HEJOCTATHICTIO BHACTIHOK Mioro0iHypil abo
6e3 Hel). [ToBigoMIsiIOCS PO PifKiCHI NeTanbHi BUMTaAKKU B pe3yabTaTi padmoMionidy npu
3aCTOCYBaHHI CTaTHHIB, BKIIOYa4d ATOPHUC® .

®aKTOPHU PU3UKY PO3BUTKY MiomaTil

dakTOpHU PU3UKY PO3BUTKY MiomaTii BKII0YAOTh BiK Biff 65 POKiB, HEKOHTPOJILOBAHUH TiIOTAPEO3,
NOpYIIeHHS (PYHKIIil HUPOK, OOHOYACHE 3aCTOCYBaHHS 3 IeIKUMU iHIIMMU IIpernapaTaMu Ta
3aCTOCYBaHHs MiIBHUIIEHMX [03 JIKapCchKoro 3acoby Atopuc® (OUB. po3min «B3aemomis 3 iHmmMu
JKapChKUMU 3aco0aMu Ta iHIIM BUIYM B3aEMOIii»).

3axomy [isi VHUKHEHHS ab0 3MeHINeHHs PU3UKY PO3BUTKY MiomaTii Ta pabmomionizy

EXcrosuliisi TikapChKoro 3aco0y Atopuc® Moxe 30iIbIIyBaTHCS 38 PAaXyHOK B3aEMOIil 3 iHIIMME
npernapaTtamMu yepes iHribyBanus ¢epmenty 3A4 nutoxpomy P450 (CYP3A4) i/abo TpaHcIoOpTEpPiB
(Hampukian, 6iOK Pe3UCTEeHTHOCTI paKy Mono4yHol 3ayo3u [BCRP], opraniunuii aHioH-
TpaHcnopTtyBanbHuM nominentun [OATP1B1/OATP1B3], rinikonpotein P [P-gpl), mo nigBuinye pu3uk
PO3BUTKY MiomaTii Ta pabmomionidy. He pekoMeHOy€eThCS OOMHOYACHE 3aCTOCYBaHHS 3 JIIKAPCHKUM
3ac060M Atopuc”® LMKIOCIOPHHY, TeMpibpo3uny, KoMOiHaIli/ TUIPaHaBip PHUTOHABID UM
rJIeKamnpesip mi6penTtacsip. Mogudikaris mo3yBaHHs ITiKapChbKUM 3ac060M Atopuc”
PEKOMEHYIOThCS TallieHTaM, SIKi IpuiMaloTh eBHi MPOTUBIPYCHI 3aco0u, a30J1bHi MPOTUTPUOKOBI
3acobu ab6o MakponigHi aHTuGioTUKY (quB. po3min «Crmocib 3acTocyBaHHS Ta go3u»). [loBigoMisanocs
IIPO BUNIAAKU MiomaTil/pabmomiostidy npu omHOYaCcHOMY 3aCTOCYyBaHHI aTOPBACTaTUHY 3
ninigomomudikyBanbHUME m03aMu (> 1 r/meHb) HianuHy, GpibpaTis, KOMXiuHY Ta KoMOiHAITil
negumnacBip codocOyBip. Cig OLiHUTH, UM KOPUCTD Biff 3aCTOCYBaHHS IIUX IIpeapaTiB epeBaxkae
TiABUINEHUN PU3UK PO3BUTKY MiomaTii i pabgomionisy (muB. po3min «B3aemopisa 3 iHIIUMU
JMiKapChKUMH 3aC00aMM Ta iHII BUIU B3a€MOIIN»).

He pekoMeHOy€eThCS OOHOYACHUY IIPUAOM I'PEUTIPPYTOBOTO COKY ¥ BEIMKUX KiTbKOCTSX (moHafn 1,2
JiTpa Ha [eHb) HalieHTaM, AKi IpuiiManTs ATopuc”® (OUB. po3min «B3aeMomis 3 iHImMMu
JiKapChbKUMU 3aco0aMu Ta iHIIIi BUIYM B3a€MOIiii»).

CIlifi IPUIMHKTH IPUKOM JIIKapChKOro 3aco0y ATOpuc®, SIKIIO CIOCTEPIracThCs MOMITHO HiBUIICHUMA
piBenb KK abo miarHOCTOBaHO Miomartiio 4u € mifo3pa Ha il BUHUKHEHHS. M’sI30Bi CUMIITOMU Ta
mifBUINeHHs piBHA KK 3HMKAOTH MiC/Is BinMiHE aTopBacTaThHy. CIIif TUMYAcOBO BiIMiHMTH ATOpHC®
malieHTaM 3 rocTpuM abo Cepio3HUM CTAHOM i3 BUCOKMM PU3UKOM PO3BUTKY HHUPKOBOI
HeIOCTAaTHOCTi, CIPUYKMHEHO] paboomiosnizoM (HampuKajl, CEIICUC; IIOK; TSIXKKa Till0OBOIEMis;
cepiio3Ha XipypriuHa omepallis; TpaBMa; TSIKKi MeTaboTiuHi, eHOOKpHHHI ab0 eJIeKTPOIIiTHI
IOPYLIEHHS; HEKOHTPOJIbOBaHA EMijIencis).



[ToTpiOHO MOBiAOMUTH MAIiE€HTIB PO PU3UK PO3BUTKY Miomnarii Ta pabmoMiosiidy Ha IOYaTKY
NiKyBaHHS a00 mpu 30iiblIeHH] Ko3u npenaparty Atopuc”. [TalieHTaM Ciiif peKOMeHIyBaTh HeraiHo
TIOBiHOMJIATH TIPO OYOb-IKUHM He3po3yMinui 6inb y M’si3ax, 6osicHicTs abo cnabKicTh, 0COOIUBO SIKIIIO
BOHU CYNIPOBOAXKYIOThCS HE3MyKaHHAM a00 MifBULIIEHHSIM TeMIIEePaTypPH.

ImyHo02iYHa onocepedko8aHa HeKpomu3yua mionamis

[ToBimoMIsNIK NIPO PigKiCHI BUIIaAKU iMyHOJIOTi4YHOI OITOCEPEeNKOBAHOI HEKPOTU3YI0YO1 MiomaTil
(IOHM) mig yac a6o micns nmikyBaHHS gesskuMu ctatuHaMu. Kiiniuno IOHM xapakTepu3yeThCs
CTiMKOIO CJTa0KiCTIO IPOKCUMAIbHUX M'SI3iB Ta MiIBHUINIEHOI0 KPeaTHHKIHA30I0 B CHPOBATII KPOBI, SIKi
30epiraioThCs, He3BaXKal04y Ha MPUNUHEHHS JTiKyBaHHS CTaTHHAMU; TO3UTUBHUIM pe3ysIbTaT Ha
antutina go 'MTI-KoA-penykrasu; M’'si30Ba 0ioIicisi BUSIBIII€ HEKPOTU3YIOUy MiomaTiio Ta
IOKpallleHHS IPU 3aCTOCYBaHHI iMyHO#enpecaHTiB. MoxXe BUHUKHYTU HEOOXigHICTh IPOBEAEHHS
IOIaTKOBUX HEMPOM SI30BUX Ta CEPOJIOTiUHUX JOCTimKeHb. Moxe 6yTu nmoTpibHa Teparis
iMmyHO#enpecanTaMu. Cif peTelbHO 3BaXXUTHU pU3UK po3BUTKY IOHM mepen moyaTtkom
3aCTOCYBaHHS iHIIIOTO CTAaTHHY. fKIIO PO3MOYaTO Tepariio iHIIUM CTaTUHOM, HeOOXigHUN MOHITOPUHT
03HaK Ta cuMmnrTomi [OHM.

ITopyweHHA pYyHKUiI neviHKu

[Iepen TMM SIK pO3NOYMHATU Tepallilo IpernapaToM, peKOMEHOYEThCA OTPUMATH pe3yJibTaTy aHali3iB
III0JI0 BU3HAYEHHS IIOKA3HUKIB ()ePMEHTIB IT€YiHKY Ta IPOBOOUTH aHaMi3u MEPIOOUYHO IiCNIS IIHOTO.
[NTamieHTaM, y SKMX BUHUKAIOTh CUMIITOMH, 110 CBiA4aTh IIPO YpazKeHHS MeYiHKU, TOTPiOHO
IIPOBOAMTH aHali3 QyHKIN1 nedyinku. [lanieHTaM, y SKUX DiABUINYETHCS PiBEHb TpaHCaMiHa3, CHif
KOHTPOJIIOBATH QYHKII Me4iHKK NOTH, MOKY aHOMaJIil He O6yayTh yCyHeHi. Ko BinOyBaeThCs CTiliKe
IiABUINEHHS PiBHIB CUPOBATKOBUX TPaHCaMiHa3 y CUPOBATII KPOBi B 3 um GinbIlle pa3u Bif BEPXHBOI
MexXi HopManbHOTO giana3oHy (ULN), pekoMeHOy€eThCS IPUNMHUATH JTiKyBaHHS IIpernapaToM (OuB.
po3min «ITo6iuni peakirii»).

ATOpBacTaTHH CJIi7 3 00epeXHiCTIO IPHU3HAYaTH MallieHTaM, SKi 3JT0BXKMBAIOTh aJIKOroJjieM Ta/abo
MalTh B aHaMHe3i 3aXBOPIOBaHHS MMEYiHKH.

3anobieaHHA iHCYAbMY WASAXOM Pi3K020 3HUMCEHHA pieHie xosecmepuHy (SPARCL)

[ToBimomusiniocs, 110 MPHU Mic/IsIoNepaliifHoOMy aHali3i MigTUIiB iHCYIbTY Y mallieHTiB 6e3 imemiyHol
xBopoOu cepiig (IXC) 3 HelloflaBHO ITepeHeceHUM iHCYIbTOM ab0 TPaH3UTOPHOIO ilIEMiYHOI0 aTaK0I0
(TTA) criocTepiraBcs GinbI BUCOKHY piBeHb T€MOPATidHOr0 iHCYIbTY IIPX IPHUOMi aTOPBACTAaTHHY Y
no3i 80 Mr B mopiBHAHHI 3 rpynoo mianebo. [TinBuierni pu3uk 0yB 0COOIKMBO Bif3HAYEHUN Y
TaLEHTIB i3 MonepegHiM reMopariyHuM iHCYIbTOM ab0 TaKyHapHUM iHGapKTOM Iif Yac BKIIOYEHHS
y mocnmimkeHHs. [ MallieHTiB 3 MOmepenHiM reMopariyHuM iHCYIbTOM a00 JTaKyHapHUM iH(papKTOM
OanaHC pU3UKY Ta IlepeBar IIpy MIpUKoMi aTopBacTaTUHY y [o3i 80 MI He BU3HAUEHHUH, TOMY IIepef
II0YaTKOM JIiKyBaHHS HeO0OXiTHO PeTeNIbHO IIpoaHasli3yBaTH MOTEHUIMHUN PU3UK reMOopariqyHoro
IHCYTBTY.

CkxesnemHi m’s3u

ArtopBacTtaTuH, fK i inmi iHribitopu I'MK-KoA-penykTasu, B OKpeMuX BUIMIafIKaX MOXKe BIIJIMBATH Ha
CKeJIeTHY MYCKYJIaTypy 1 CIPUYUHUTH MiaJirito, MiO3UT Ta MIOMAaTiio, sIKi MOXKYTh IIPOTPECYBaTH [0
pabmoMioni3y - MOTeHLINHO He0e3MMeYHOT0 AJIS KUTTS CTaHy, 1[0 XapaKTepU3yEThCS ITOMITHO
migBuIeHuM BMicToM KpeatuHKiHa3u (KK) (> 10 pasiB Buille 3a HOpMY), Mioryio6iHeMi€0 Ta
Mmiorno6inypi€to, Ki MOXKYTh IIPU3BECTH 10 HUPKOBOI HEIOCTATHOCTI.



Lo noyameky /liK)ZBGHHﬂ

ATopBacTaTHUH CJIif 3 00ePeKHICTIO IPU3HAYATH MallieHTaM 3i CXUJIbHICTIO 0 PO3BUTKY
pabmomioni3y. J1o moYaTKy JiKyBaHHS CTaTHHAMMU Y MAIli€HTIiB, CXUJIBHUX 00 PO3BUTKY pabmoMiomi3y,
cripg Bu3HauaTu piBeHb KK mpu:

- MOpyIIeHHi (HyHKIIil HUPOK;

- rimo¢yHKII1 MUTOBUAHOL 3aJ103H;

- CIIaJKOBHX PO3JIafiax M’sI30BOi CUCTEMHU Y CiMeiiHOMY a60 0COOMCTOMY aHaMHe3i;

- IIepeHeCceHrxX Y MUHYJIOMY BUIIaikaX TOKCUYHOTO BIIJIUBY CTAaTHHIB ab0 ¢ibpaTiB Ha M’s13u;
- IlepeHeCeHnX y MUHYJIOMY 3aXBOPIOBaHHAX IE€UiHKHY Ta/a00 37T0BXKKBaHHI aJIKOTOJIEM;

[Tpu niKyBaHHI MallieHTiB MiTHLOTO BiKY (0inbie 70 pokiB) HEOOXimHICTH MPOBENEHHS 03HAUEHUX
3axO0fiB CIIif OIiHIOBATH 3 ypaXyBaHHSIM HasBHOCTI iHINX (HaKTOPiB CXUIBHOCTI 10 PO3BUTKY
pabmomionisy.

[TinBuiieHHi piBHS NpenapaTy y Mjia3Mi KPOBi MOXKJIMBe, 30KpeMa, y pa3i B3aeMOfil (OuB. PO3min
«Bzaemogmis 3 iHIIUMY JTiKapCHKUMHU 3aco0aMu Ta iHIIM BUOM B3a€EMO[ii») Ta 3aCTOCYBaHHS
0COOIMBUM TpyIiaM MaI[iEHTIB, Y TOMY YHUCJIi MallieHTaM 3i CllafiIkoBUMU XBOpoOaMu (OUB. PO3Min
«®apMaKOKiHEeTHKa».)

Y Takux BHMagKax PeKOMEH0BAHO OLIiHIOBATH CIIiBBiIHOIIEHHS PU3UKIB Ta MOXKJIUBOI KOPHUCTI Bif
JIIKyBaHHS Ta IPOBOAUTHU KITiHIYHUY MOHITOPUHT CTaHY Ialli€HTIB.

fAKmo mo movatky JikyBaHHs piBeHb KK 3HauyHO migBuiiieHu (mepesuiye BMH 6inbir HixX y
5 pagiB), MiKyBaHHS IMOYUHATH HE CITif.
Bumipro8aHHA pi8HA KpeamuHKIHA3U

Pisens KK He cy1if BU3Hau4aTH micg iHTeHCUBHUX (Hi3WYHUX HaBaHTaXkKeHb ab0 3a HasBHOCTI OyIb-
SIKAX MOXKJIMBUX aJIbTePHATUBHUX NIPUYXH HigBuiieHHs piBHA KK, 0CKinbKY 1ie MOXKe YCKIIagHUTHU
00po6ieHHS pe3ybTaTiB. fAKI0 Ha BUXiMHOMY PiBHI CIlocTepiraeThcst 3HauHe migsuieHHs KK
(mepeBuierHss BMH 06inbir HiX y 5 pasiB), To uepes 5-7 gHiB He0OXiIHO TPOBECTH ITOBTOPHE
BU3HAUYEHHA [JId [iATBEPAKEHHS Pe3yJbTaTy.

ITi0 yac aikyeaHHa

- TlamieHTy MOBMHHI 3HaTU PO HEOOXiAHICTL HETaMHO MOBIAOMIISITH ITPO PO3BUTOK 00JII0 y M’s13aX,
cymoM uu ci1abKoCTi, 0CO0IMBO KON BOHM CYITPOBOIKYIOTHCST HE3TyKaHHIM ab0 rapsukoio.

- ¥V pasi nosBu 1ux CHMIITOMIB IIif Yac JIiKyBaHHS aTOPBACTaTHHOM HeOOXiHO BU3HAUUTH PiBEHb
KK y mporo marienTta. Ao pieeds KK 3uauHo nigBuiiennt (nepesuirye BMH Ginbin HiXK y 5 pasis),
JIIKYBAHHS CJIiI IPUIUHUTH.

- JouinbHICTh IPUNUHEHHS JIIKyBaHHS CJIi[] TaKOXK PO3TJISHYTH, SKIIO MifBuilleHHs piBHA KK He
cATae II'SITUKpaTHOTO NepeBuilleHHss BMH, ane cumnToMu 3 60Ky M's3iB MalOTh TSKKUM XapakTep Ta
IIIOEeHHO CTal0Th IPUYUHOI HEIIPUEMHUX BiUyTTiB.

- Tlicns 3HUKHeHHS CUMOTOMIB Ta HopMarisauil piBHI KK MoXKHa pO3rIsiHyTH MOXKIUBICTh



BiTHOBIEHH JIIKyBaHHS aTOPBAaCTaTMHOM YU MOYATKY JIiKyBaHHS aJlbTEPHATUBHUM CTaTHHOM 3a
YMOBH 3aCTOCYBaHHSI MiHiMaIbHOI MOXKJIMBOI JO3U IIpemnapaTy Ta PeTeNIbHOT0 Harisigy 3a CTaHOM
IaliexTa.

- JIikyBaHHS aTOPBACTAaTHHOM HEOOXiMHO IPUIUHUTH, SKIIO CIIOCTEPIraeThCs KIiHIYHO 3HAYYIIE
nigBuieHHs piBHsA KK (mepesuinensass BMH 6inbir Hix y 10 pasiB) abo y pa3i BCTaHOBIIEHHS [iarHO3Y
pabmomioni3y (abo mimo3pu Ha po3BUTOK pabooMiomi3y).

O0HoYacHe 3aCcMOCYyB8AHHA 3 IHWUMU AIKAPCbKUMU Npenapamamu

Pu3uk po3BUTKy pabmomionti3y 30inbIIyeThCs IPU OGHOYACHOMY 3aCTOCYBaHHI aTOpBaCTaTUHY 3
NeSKUMU TiKapChKUMHU IIpeliapaTaMy, siKi MOXKYTh 30iIbIIATH KOHIIEHTpPALIi0 y 11a3Mi KpPOBi
aTOpBaCTaTHHY, HAPUKIaf Taki moTyxHi inri6iTopu CYP3A4 a6o TpaHCnopTHI 6inku (Hanpukiag,
LIUKJIOCIIOPUH, TeJIITPOMILINH, KJIapUTPOMILUH, fAeJlaBipAuH, CTPUIIEHTOJI, KeTOKOHAa30J1, BOPUKOHA30]I,
iTpakKoOHa30J1, M03aKOHA30J1, JIETEHOBIp Ta iHribitopu BIJI-mpoTea3u, BKIOYAOYW PUTOHABID,
JIOTIiHABIP, aTa3aHaBip, iIHAMHABIP, AapyHAaBIP, TUIIpaHaBip/PUTOHABIP TOIIO). PU3MK BUHUKHEHHS
MmiomaTii TakoX MoxKe OyTH HifIBULIEHUY IIPX OOHOYACHOMY 3aCTOCYBaHHI reMpiOpo3uiy Ta iHIINX
noXifHUX (piOpHUHOBOI KHUCIIOTH, IPOTHUBIPYCHUX IIpenapariB s nikyBaHHS remnatuty C (BI'C)
(mampukian, Golenpesip, Tenanpesip, enbacsip/rpa3onpesip, aeinacBip/codpocOysip),
E€pUTPOMINNHY, HialluHy ab0 e3eTuMilOy. 3a MOKJIMBOCTI 3aMiCTh IIUX JTiKapChKUX 3ac00iB CITifg
pO3rnsggaTy albTEePHATUBHI (He B3a€EMOZi0Yi) METOOY JTiIKyBaHHS.

Ao HeoOXiIHO TPOBOAUTY OJHOYACHE JIiKyBaHHS aTOPBAaCTAaTUHOM Ta 3raflaHMMMU IIpenapaTaMu,
CJIi[l peTeIbHO 3BaXKUTHU KOPUCTDb Ta PU3UKHU 1X OTHOYACHOTO 3aCTOCYBaHHS. fAKIO NalieHTH
IPUUMAIOTh JIIKAaPChKI ITpenapaTy, 10 NiABUIYI0Th KOHLIEHTPAL[il0 aTOpPBAaCTaTUHY B I1JIa3Mi KPOB,
PEKOMEHAYEThCA 3HUXKYBATH 03y aTOPBACTaTUHY [0 MiHiManbHOl. KpiMm TOro, ¥y pa3i 3acToCcyBaHHS
noTykHuX iHridiTopis CYP3A4 ciifm po3rnsSHYTH MOXKJIMBICTH 3aCTOCYBaHHS MEHIIIOI II0YaTKOBOI 103K
aTopBaCTaTHHY Ta IPOBOAUTH HaJlleXKHUY KJIIHIYHUY MOHITOPUHT CTaHy I[UX MallieHTiB (IUB. PO3Min
«B3aeMopmist 3 iHIMMMY JTiKapChbKUMHU 3ac00aMu Ta iHII BUAKM B3aEMOiii»).

ATopBacTaTHH He CIIiJ 3aCTOCOBYBATH Pa3oM i3 CUCTEeMHUMHU IIpenapaTtaMu ¢Gy3umoBol KUCIIOTH abo
IPOTSATOM 7 OHIB IiCJIg MPUNMHEHHS NiKyBaHHS (Qy3UI0BOIO KMCIOTOW. [TallieHTaM, as SKux
TiKyBaHHS (y3UOOBOIO KMCIOTOIO BBAXKAETHCS BAXKIIMBUM, TEPAIIiI0 CTAaTUHAMHU MOTPIOHO MPUITUHUTH
IIPOTSATOM BCHOTO IepPiofy JiKyBaHHS (y3Um0BOI0 KUCIO0TOW0. [ToBigoMnsanu npo pabmomionis
(BKJIIOYAOUHM [IesKi eTalbHi BUIAgKHU) Y MAIli€HTIB, IKi OQHOYACHO OTPUMYBaIu Py3UgOBY KUCIIOTY
Ta CTATUHU (OUB. po3min «B3aeMopmist 3 iHIMMMY JTiKapChKUMHU 3aco0aMu Ta iHIII BUIKW B3aEMOTIN»).
[TamieHTaM CJjIifi HeraHO 3BEPHYTHUCS [0 JIiKaps pyu BUHUKHEHHI 03HAK M’g30B01 c1abKocTi, 607110
a00 YyTIUBOCTI.

Tepamito cTaTiHAMM MOXKHa BifTHOBUTH 4epe3 7 OHIB IiCid MPUIOMY OCTaHHBOI 103U (y3Ug0BOI
KHMCJIOTH.

Y BUHATKOBUX BUIAgKax, KoM HeoOXifiHa TpUBasa Tepalnis Qy3unoBoi0 KUCI0TOI0, HallpUKIaL, A7
JIIKyBaHHS TSAXKKUX iHPEKI[iN, MOXKINBICTh OMHOYACHOT'0 3aCTOCYBaHHS aTOPBaCTaTUHY Ta (Qy3Ug0BO1
KUCJIOTY CJIif PO3TJIALaTH Y KOXKHOMY KOHKPETHOMY BUNAAKY Ta IIPOBOOUTH IIif IOCTIMHUM
MeIUYHUM HaTJIsSI0M.

Bynu myXe pigKicHI IOBiIOMIEHHS IIPO iIMyHHO-OIIOCEPEIKOBaHy HEKPOTU3y4y Mionariio (IMNM)
mig yac abo micns mikyBaHHS AesKMMU cTaTHHaMu. Kninigno IMNM xapakKTepu3yeThCs CTiHKOIO
c1abKiCTI0 MPOKCUMAJIbHUX M’SI3iB Ta MiIBUINEHOI0 CHPOBAaTKOBOIO KpeaTUHKIHA3010, SKi
30epiraioThCcs, He3BaXKal04y Ha MPUNUHEHHS JIiIKyBaHHS CTaTHHAMHU.



IHmepcmuu,iaﬂbHe 3dXB80PHBAHHA /1e2€Hb

Y pasi 3acTocyBaHHA AeAKUX CTATUHIB IIOBIOMIISIIOCS [IPO BUHATKOBI BUIIAAKY IHTEPCTULIATIBHOTO
3aXBOPIOBAHHS JIETeHb, 0COOJIMBO MIPU [OBrOTPUBANIOMY JIiKyBaHHI (quB. po3min «I1o0iuHi peakirii»).
Oco06nMMBOCTi TPOSIBY MOXKYTh BKITIOYATH AUCITHOE, CYXUii Kalllellb Ta MOTipPIIeHHs 3arajlbHOr0 CTaHy
300pOB’s (BTOMa, BTpaTa MacCH Tijla Ta HiABUIIEHHS TeMIepaTypH). AKINO € migo3pa, 10 y MallieHTa
PO3BUBAETHCS IHTEPCTHUIlIA/IbHE 3aXBOPIOBAHHS JIET€Hb, TiKyBaHHS CTaTUHOM HEOOXigHO MIPUITMHUTH.

ITediampuyHa nonyaauyia

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

Llykposuli diabem

IesiKi maHi cBigYaTh PO Te, IO CTATUHYU SK KJIaC MifBUIIYIOTh piBeHb HbAlc Ta rmoko3u y
CHPOBATIIi KPOBi i y JeSIKUX MallieHTiB 3 BUCOKUM PU3UKOM BUHUKHEHHS qia0eTy MOXKYTb CIIPUUUHSATH
TaKWi piBeHb Tinepriikemii, npu SSIKOMy IOPEYHUM € BifmoBigHe JTiKyBaHHA HiabeTy. OgHaK Len
PHU3UK NIepeBaXkKy€eThCSI 3HNKEHHSIM CYOUHHOI0 PU3UKY BHACIIIOK 3aCTOCYBaHHS CTATUHIB i TOMY HeE €
igCTaBOIO [JIST MPUIMHEHHS JTiIKyBaHHS CTaTUHAMU. 3TigHO 3 IepKaBHUMU CTaHOapTaMu, IOTPiOHO
IIPOBOJUTH KITiHIYHUYN Ta 6ioxiMiuHMIi MOHITOPUHT Malli€eHTiB IPynu PU3UKY (PiBeHb TIIOKO3U HATIIe
Bin 5,6 Do 6,9 Momb/7, iHmekc Macu Tina > 30 Kr/M’, TigBUIIEHNIH PiBeHb TPUTTILIEPUNIB, TiIEPTEH3is).

IlonomidcHi peuo8uHu

Ilo cknany mpemnapaTy BXOOUTH JIaKTO3a, TOMY MalliEHTaM 3 YPOLXKEHO HellePEeHOCUMICTIO
rajlakTo3H, CHHIPOMOM ManbabCcopOIlii I1I0K031 Ta rajlakTo3H, HeIOCTAaTHICTIO TakTa3u Jlanmna He
CJIif 1OTO 3aCTOCOBYBATH.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

2KiHKu penpodykmugHO20 BIKY

[Tig yac nmikyBaHHS XKiHKaM PEIIPOAYKTUBHOIO BiKy CIIif 3aCTOCOBYBaTH HaJleXHi 3aco0u
KOHTpauentil (auB. po3min «[IpoTunokasaHHa»). AKIIO Mif Yac JiKyBaHHS aTOPBaCTaTUHOM
Ialfi€eHTKa BUPIIIUTD 3aBariTHITHA, BOHA TOBUHHA IPUIIMHUTY IIPAMOM IIpenapaTy He Ii3Hille HiX 3a
MiCAIIb MO HaCTaHHS 3allJIaHOBAHOI BariTHOCTI.

BazimHicmb

Atopuc® IpoTHIOKa3aHMI Mif Yac BariTHOCTI, OCKINEKM He BCTaHOBJIeHa Ge3leka IPUiioMy i HeMae
KOHTPOJIbOBaHUX OOCIIIAXKEHb 3aCTOCYBaHHS aTOpPBACTaTUHY BariTHUM XiHKaM. Hagxooumnu pigkicHi
TIOBiIOMJIEHHS ITPO BPOAXKEHi aHOMaJTil Iics BHYTPIIHbOyTpoOHOTO BIuBY iHribiTopie TMK-KoA-
penykTasu. [JoCmigKeHHS Ha TBapHMHaX OKa3alau TOKCHUYHUM BIJIMB Ha PENPOAYKTUBHY (YHKIIIIO.

JIikyBaHHSI aTOpPBaCTaTUHOM MOKe 3MEHIIUTH BHYTPIIIHbOYTPOOHWI piBeHb MeBaOHATY, HeoOXimHMH
niist 610CHHTE3y X0lIecTepuHy. ATepOCKIIEPO3 - Iie XPOHIUHMY IIPoliec, a 0TXkKe, TepepBa B IPUIoMi
rimoninigeMiyHUX pelaparis i Yac BariTHOCTI He IOBUHHA MaTU 3HAYHOI'O BIJIUBY Ha Pe3y/IbTaTu
IOBIOCTPOKOBOTO JIiIKyBaHHS IIEPBUHHOI TiepX0IeCcTepUHEMIl.



Tomy aTopBacTaTvH He MOBUHHI 3aCTOCOBYBATH BariTHI Ta XiHKH, AKi MJIaHYIOTh ab0 Mi03PI0I0ThH
BariTHICTh. JIiKyBaHHS IpenapaToM ATopuc® CIIif IPUIKMHUTH Mif 9ac BariTHOCTI abo MOoKu He Oyme
BCTAHOBJIEHO, 1110 XKiHKa He BariTHa (OuB. po3min «[IpoTUIIOKa3aHHS»).

IIepiod 200y8aHHA 2py000

Hesigomo, yu IpOHMKAE aTOPBACTAaTUH Ta MOT0 MeTaboIiTH ¥ IpyAHe MOJIOKO JIIOAMHY, OOHAK BioMoO,
1110 HeBeJIMKa KiJTbKiCTh aTopBacTaTUHYy abo #oro MeTaboiTiB moTparnise y MoJIoKO u1ypiB. OCKinbKu
icHy€e MOTeHIiHNY PU3UK BUHUKHEHHS CepH03HUX M0o6iuHuX e(eKTiB, KiHKH, 1110 TPUNMAIOTh
npenapat Atopuc®, IOBUHHI IPUINHUATH roflyBaHHS I'PyOAio (AUB. po3min «IIpoTUIIOKa3aHHS»).

ATopBacTaTUH IPOTUIIOKA3aHU y Iepiof rogyBaHHs IPYALI0 (OUB. po3nin «I[IpoTumoKa3aHHI»).

depmuabHicms

[Tpu gocmimKeHHi Ha TBAapXHAX aTOPBACTATUH HE BIJIMBAB HA (DEPTUIIBLHICTH CAMI[B UM CaMUIlb.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

HeMae noBigoMieHb IO BIIJIUB aTOPBaCTATUHY Ha 3[aTHICTh KepyBaTH aBTOMOOinEM i
BAKOPHUCTOBYBATH TEXHIYHI MPUCTPOL. AJie TIif 9ac 3aCTOCyBaHHA IIpenapaTy gesKi MallieHTH
MOXKYTh Bif4yBaTH 3allaMOPOYEHHS Ta CyloMHU M’s13iB. ToMy Iif Yac JiKyBaHHS CIlif OyTH
o0epexXHUMHU IIPU KePyBaHHI aBTOTPAHCIIOPTOM abo poOoTi 3 iHIMMMYU MeXaHi3MaMHu.

Cnocid 3acmocyeaHHsi ma do3u.

Hos3 YBAHHA

Ilo moyaTKy JIiKyBaHHS IperapaToM ATOpUc” CIifi BU3HAUKTH PiBeHb rimepxoyiecTepuHeMil Ta
KOHTPOJIIOBAaTH JNOTPHMMaHHS BiANOBIAHOI Oi€TH, (pi3NYHI HaBaHTaXXKEHHS, 3MEHILIeHHS MacCH Tina y
TIAIliEHTIB i3 0KUPIHHAM Ta JiKyBaHHS iHIINX OCHOBHUX MeOUYHUX MpobieM nailieHTiB. [Ipu mpuiiomi
npenapaTy Atopuc® MallieHT HOBAHEH NOTPUMYBATHCS CTAaHAAPTHOI [i€TH, Ka 3HUKYE PiBeHb
X0JIECTEPUHY.

T'inepainidemia i 3miwaHa ducainidemis

PekoMeH0BaHa II0YaTKOBA [I03a aTopBacTaTuHy cTaHoBUTh 10 Mr ab6o 20 mr 1 pa3 Ha goOy. [Ins
TallieHTiB, SIKi TOTPeOyIoTh 3HAYHOT0 3HUXKEHHS piBHA Xonectepuny JITTHII (6inbm Hik Ha 45 %),
Tepariio MoXHa Po3MnouynHaTH i3 no3yBanHsg 40 mr 1 pa3 Ha go0y.

[iama3oH mo3yBaHHS JiKapchKoro 3aco0y cTaHoBUTSH Bif 10 Mr mo 80 Mr 1 pa3 Ha mo6y. IIpenapat
MOXKHa IIpUMMaTH pPa30BoI0 103010 y Oyab-IKi TOOWHY Ta He3aJleXkHO Bif mpuiioMy ixi. [ToyaTkoBy Ta
HiATPpUMYBaJIbHY 03U MIpenapaTy nin0upaloTh iHOUBiNyanbHO, 3aneXHO Bif piBas XC JITTHII, meTu
nikyBaHHA Ta Bipmosimi. [Ticng mouyatky jikyBaHHS Ta/a0o0 Mmicns TUTPYBaHHS OO3U Ipenapary Ciiifg
KOHTPOJIIOBATH PiBHI JIIMifiB IPOTAroM 2-4 TUXKHIB Ta BiIIOBIAHUM YWHOM BiIKOPUTYBaTHU [03Y.

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



17 pokis)

PexomeH0BaHa IT0YaTKOBA [I03a aTOpBacTaTUHY CTaHOBUTH 10 Mr/no0y, 3BUYaliHUY Oiama30H 03
ctaHoBuTh Bif 10 mMr go 20 Mr nepopanbHO 1 pa3 Ha moOy. [Jo3u npemnapaTy ciif nigbupaTu
iHOUBiTyaIbHO BigIIOBIOHO 10 PEKOMEHAOBAHOl MeTH JIiKyBaHHS. TepaneBTUYHA BigIOBigb
IIPOSIBISIETHCS MPOTATOM 2-4 THXKHIB Ta MATPUMYETHCS IIif Yac AOBTOTPUBasol Teparii. KopuryBanss
MO3HU CJIifl TPOBOOUTH 3 iHTEepBasioM 4 TuXHi abo OinbIie.

ToMo3u20mHa ciMeliHa 2inepxoiecmepuHeMis

[lo3a aTopBacTaTUHY AJI1S MALIEHTIB 3 TOMO3UTOTHO CIMEWHO0 TinepxoaecTepuHeMi€0 CTaHOBUTD
Big 10 Mr mo 80 Mr Ha moOy (muB. po3min «PapMakoguHaMika»). ATOpBaCTaTHH CJIifl 3aCTOCOBYBaTH
SIK IOTIOBHEHHS [0 iHIIMX TinosinigeMiyHUX MEeTOMIB JTiKyBaHHS (Hanmpukian abepes JITTHIII) abo y
pasi, SKIIO TinoIinifeMiydi MEeTOOY JIIKyBaHHS HEeOCTYIIHI.

O0HoYdacHa 2inoainideMiyHa mepanis

Atopuc® MOXHa IPUIAMAaTH 3 CEKBECTPAHTaMHM XKOBYHKX KKCIoT. KoMmGinaniio inriGiTopis FMI-KoA-
penykTasu (cTaTuHiB) Ta pibpaTiB 3arasoM ciig 3aCTOCOBYBaTH 3 00epexkHiCTIO (IUB. PO3AiNU
«Oco0IMBOCTi 3aCTOCYyBaHHS», «B3aeMopmis 3 iHIMMU JTiKapChbKUMU 3aco0aMy Ta iHIII BUOU
B3aEMOJIiN»).

IMopyweHHA GYHKUII HUPOK

3axBOpPIOBaHHS HHMPOK He BIIMBAE Hi Ha KOHIIEHTPAIIiIO B IIJIa3Mi KPOBI, Hi Ha 3HMXKeHHA PiBHI XC
JIITHIII npu 3acTOoCyBaHHI IIpenapary; 0TXkKe, KOPUT'YBaHHS NO3U IIpenapaTy AJjis MallieHTiB 3
OpYyIIeHHAM (YHKIIil HUPOK He nOTpiObHe (AuB. po3ninu «OcobIUBOCTI 3aCTOCYBaHHS»,
«PapMaKOKiHEeTHUKA»).

ITeviHKoB8a HedocmdamHicmb

ATOpI/IC® CJIifl 3acTOCOBYBaTH 3 00ePeKHICTIO MallieHTaM 3 IOpPyIIeHHAME GYHKIIIl Ie4iHKY (IUB.
po3minu «Oco6IMBOCTI 3acTOCyBaHHA», «DapMaKoKiHeTHKa»). ATopuC® IPOTUIIOKA3aHHUIA IallicHTaM
i3 3aXBOPIOBAHHSIM MEYiHKYU B TOCTPiil Pa3i (quB. po3min «IIpoTuoKa3aHHI»).

3acmocysaHHA 8 KOMOIHAUIl 3 IHWUMU AIKADPCbKUMU 3dcobamu

Cnip yHMKATH JIiIKyBaHHS IIpenapaToM IaIliEHTiB, SKi MpUiMalTh HAKIOCIOPUH abo iHribiTopu
npoteas3u BIJI (TunmpanaBip puToHaBip), abo iHribiTop npoTtea3u Bipycy renatuty C (Tenamnpesip).
Cnig 3 o6epexHicTIO MpU3HavaTy natiestam 3 BIJI, mo npuiiMaloTh JIOIiHaBIip pUTOHABID, Ta
3aCTOCOBYBaTH Y HaWHUKYiN HeoOXigHil mo03i. {714 mallieHTiB, 110 TPUIMalOTh KJIapUTPOMIINH,
iTpakoHa3o071, abo [y nauieHTis 3 BIJI, mo nmpuiitMaioTs KoMOiHallii cakBiHaBip pUTOHABIP, MapyHaBip
puToHaBip, hocamnpeHaBip abo ¢pocaMpeHaBip PUTOHABIP, TePalleBTUYHY NO3Y IIpenaparty CIIif
o0MexkuTH 003010 20 MI, a TaKOK PEKOMEHAYETLCS ITPOBOAUTY HaJjleXkKHi KTiHiUHi 00CTeKeHHS I
3ab0e3me4yeHHs 3aCTOCYBaHHS HaliMeHIoi e)eKTUBHOI 003U Ipenapary. [ Dalli€HTiB, 110
nIpuiMaroTh iHribiTop mpoTteasu BIJI HendinaBip abo iuribitrop mpoTeasu Bipycy remaTtuty C
Oorienpesip, NMiKyBaHHS IIperapaToM Ciif 06MexXuTu 103010 0o 40 MT, a TaKOXK PEKOMEHOYEThCS
IIPOBeMIeHHS BiATOBIgHUX KIiHIYHUX 00CTeXKeHb [ 3a0e3rmeyeHHsT 3aCTOCYBAHHSI HalMEHIII01
eekTUBHOI M03U Ipemnaparty (auB. po3ainu «OcoOnMMBOCTI 3acTOCyBaHHA» Ta «B3aemogpis 3 iHIIUMHU
JiKapChKUMHU 3acob0aMu Ta iHIIi BUAKM B3aEMOiN»).

ITauieHmu AimHbO20 BIKY



[lns manieHTiB BikoM noHapn 70 poKiB IIpu 3aCTOCYBaHHI PEKOMEHIOBaHUX 103 aTOPBaCTaTUHY
eexTUBHICTb Ta 6€3MeKy Teparii CIif OLUiHIOBATH 3 YpaxyBaHHSIM HasgBHOCTI iHIIKUX (HaKTOpiB
CXUJIBHOCTI 10 PO3BUTKY pPabmomiosizy.

OdHouacHe 3dCMOCYBAHHA 3 [HWuMu ﬂiKaQCbKUMU 3acobamu

Y matieHTiB, SKi OHHOYACHO 3 aTOPBAaCTaTMHOM IIPUIMAaTh POTUBIPYCHI 3aco0u Bifg rematuty C
enbacBip/rpa3omnpesip abo neTepMoBip A mpodilakTHKKY HUTOMEeTranoBipycHoi iHdekii, qo3a
aTopBaCTaTHHY He IOBMHHA NepeBuilyBaTu 20 Mr/moby (muB. «Ocob.ausocmi 3acmocy8aHHA»,
«B3aemo0is 3 iHWUMU AiKapcbKumMu 3acobamu ma iHwi sudu 83aemMooiil»).

He pekxoMeHyeThCS 3aCTOCOBYBATU aTOPBaCTaTUH IallieHTaM, SIKi IPUUMAalOTh JIETEPMOBIp
OJHOYACHO 3 IIMKJIOCTIOPUHOM (IuB. «Ocob.ausocmi 3acmocy8aHHA», «B3aemooisa 3 iHwumu
AIKapcbKumu 3acobamu ma iHwi euou 83aemooiti»).

Himu.
I'emepo3u2o0mHa cimeliHa 2inepxosecmepuHemis

[lns namieHTiB BikoM Bif 10 pOKiB i3 TeTEPO3UTOTHOIO CIMEWHOIO TillepX0JIeCTEPUHEMIETD
pPeKOMeH0BaHa I10YaTKOBA [I03a aTOPBACTaTUHY CTAHOBUTH 10 MT Ha mo0y (OuB.
«PapMakoauHaMmika»). o3y MoxHa 30inpmuTu 70 80 Mr Ha J0o0y BifIOBiAHO IO peakil Ta
nepeHocuMOCTi. [103u CJTiff po3paxoByBaTH iHOWBIAyalIbHO BiITIOBIAHO [0 MeTH Teparii. KopuryBanus
CJIim TPOBOOUTH 3 iHTepBanioM y 4 TuxkHi abo 6inbire. TutpyBanHsa mo3u g0 80 mMr Ha mo0y
HiATBEPOKYETHCS JAaHUMHU OOCIiAKEHb Y HOPOCINX Ta 00MeXKEeHUMH KITIHIYHUMH TaHUMHU OOCITiIXKeHb
y miTel i3 reTepO3UTOTHOI CiMENHOIO TinepxosiectepruHeMieio (muB. «I[1obiunHi peakii» Ta
«®apMakKoouHaMiKa»).

Hani momo 6e3neku Ta eeKTUBHOCTI y fiTel BikoM Bif 6 o 10 poKiB i3 reTepO3UTr0THOI CiMENHOI0
rinepxoJjiecTepuHeMi€l0 OTPUMaHi 3 BIiIKPUTUX JOCIiAXKeHb. ATopBacTaTUH He 3aCTOCOBYBAaTU [JIS
JiKyBaHHS MallieHTiB BikoM 0 10 pokis (nuB. «I1o6iuHi peakii», «®apMakoguHamika» i
«PapMakKoKiHeTHKa»). [ MallieHTiB 1€l rpynu OiybIn HOLITbHOI MOXKe OyTH iHIIa apMalleBTUYHA
dbopMa/mo3yBaHHS.

[ToBimOMISANIK NIPO JOCHIAXKEHHS KIiHIYHOI e(peKTUBHOCTI 3aCTOCYBaHHS aTOPBACTaTUHY B 403aX 10
80 mr/moby mpoTtsiroM 1 poky marfieHTaM i3 TOMO3UTOTHOIO0 CiMEHHOIO TillepX0IecTepUHEMIEID, 10
SIKOro 0yJ10 BKJIIOUEHO 8 MmalieHTiB UTSAYO0ro BiKy (IUB. po3min «'OMO3UTOTHa CiMelHa
rinepxoiecTepuHeMis»).

Ilepedo3yeanns.

CroenudidyHOro niKyBaHHS Ilepefo3yBaHHS IIperapaToM HeMae. Y pasi nepeno3yBaHHS Ialli€HTa CIIif
JIIKyBaTH CUMIITOMATUYHO Ta Y Pa3i HeoOXiMHOCTi 3aCTOCOBYBaTH MigTPUMYyBabHi 3axonu. HeoOxigHo
IIPOBECTH aHasi3u (yHKIIii Te4iHKY Ta KOHTpOoIoBaTH piBeHb KK y cupoBaTiii KpoBi. Yepe3 BUCOKHUIA
CTYIiHb 3B’sI3yBaHHS IIpemnapary 3 O6ilkaMu IJ1a3MU KPOBi He CJIiff O4iKyBaTy 3HAYHOTO MiIBUIIIEHHS
KJIIpeHCy IIpenaparTy 3a JOIIOMOr0 reMofiaisy.

ITo6iuni peakuii.



Y 3B’A3Ky 3 TUM, 1110 KJIIHIYHI JOCIIAXKEHHS [IPOBONATE y PI3HUX YMOBaX, 4aCTOTY BUHUKHEHHS
HeOaXKaHUX peakllil, 0 CIOCTePiralThCs Mif Yac KITiHIYHUX HOCTigXKeHb JIiKapchKoro 3acoly, He
MO2KHa 0e3MocepeIHbO MOPIBHIOBATH 3 IOKA3HUKAMM, OTPHMAHUMHU IIiJl Yac KIiHIYHUX HOCITiIXeHb
IHIIIOTr0 IIpenapaTty, Ta BOHM MOXKYTh He BifiOBiAaTH ITIOKa3HUKAM YaCTOTH, 1110 CIIOCTEPIraroThCs y
KITiHIYHIA TPaKTHUIIL.

3rigHo 3 iH(opMali€to KIiHIYHNX OOCHiIXKEeHb, ¥ MaIli€HTiB, IKi OTPUMYBaJH JIiKyBaHHS
aTOpBaCTAaTUHOM, HaW4dacCTillle CrocTepiraaucs Taki HebaXkaHi peakilil, 110 MPU3BOAUIIH [I0
IPUIIMHEHHS 3aCTOCYBaHHS IIperapaTy Ta TPaIlISIuCcsS 3 YaCTOTO0, BUIIOKO (> 2 %) HiX y rpymi
nnane6o: mianris (0,7 %), miapes (0,5 %), Hygota (0,4 %), migBUIeHHS PiBHS
anaxinaMinoTpancdepasu (AJIT) (0,4 %) Ta meuinkoBux pepmenTis (0,4 %).

Hai6inbim yacTumu nobiyHuMuU peakiisimu (= 2 % mopiBHSHO 3 miale00) He3anekHO Bifl IPUYUHHY, Y
TIALEHTIB, SIKi OTpUMYyBau mianedo y gocmimxkeHHsx (1 = 8755), 6ymu: HazobapuHrit (8,3 %),
aprtpatris (6,9 %), miapes (6,8 %), 6inb y KinniBkax (6,0 %) Ta iHQeKIIisT CeYOBUBIIHUX IITIIXIiB

(5,7 %).

Tab6mnuig 3

Kniniuni HeOaxaHi peakuii, 1110 BUHUKANU y 2 % MauieHTiB Ta Oifblle, sIKi OTPUMYyBasIu JTiKyBaHHS
Oymb-sIKOI0 T030I0 aTOPBACTAaTHHY, Ta 3 YaCTOTOIO, BUILOIO, HiXK y rpymi mianebo, He3anexkHOo Bif
IPAYUHHOTO 3B’S13KY (% MAallieHTiB).

o ixmwux HeOaxkaHUX PeakKIlii, Mpo SKi MOBiMOMJISIIM IIif Yac m1ane60-KOHTPOJIbOBAHUX [IOCiIXKEHb,

HaJleXarThb:

3a2a/1bHI NOPYWeHHA: BIDUYTTS He3OyKaHHS, IipeKCis;

3 60Ky mMpasHoi cucmemu: MITyHKOBO-KUIIKOBUY OUCKOMMOPT, BiTpUKKa, METEOPU3M, FEMaTHT,

X0JieCTas;

3 60Ky CKe/1lemHo-M’ 5130801 cucmeMu: M’sI30BO-CKeJIeTHUM Oifb, MigBUIleHa BTOMITIOBAHICTh M'sI3iB,

HeGazxana peaxuis ngg;-ﬂKa 10 Mr 20 Mr 40 Mr |80 mT [Tnane60
N=8755 N=3908 [N=188 N=604 |[N=4055 [N=7311
Ha3zodapuHrit 8,3 12,9 5,3 7 4,2 3,2
ApTpanris 6,9 8,9 11,7 10,6 4,3 6,5
Iiapes 6,8 7,3 6,4 14,1 5,2 6,3
Binb y KiHIIBKax 6 8,5 3,7 9,3 3,1 5,9
E}(});;gm CE4YOBUBIMHUX 5,7 6,9 6,4 3 41 5.6
[ucnerncis 4,7 5,9 3,2 6 3,3 4,3
Hynora 4 3,7 3,7 7,1 3,8 3,5
M’s130BO-CKeneTHHH 6inpb |3,8 5,2 3,2 5,1 2,3 3,6
M’s130Bi cla3Mu 3,6 4,6 4,8 5,1 2,4 3
Mianris 3,5 3,6 5,9 8,4 2,7 3,1
Be3coHHS 3 2,8 1,1 5,3 2,8 2,9
giEHHFOHapHHFeaHBHHﬁ 2.3 3.9 16 28 0,7 21

6inb y mmi, HabpsK cyrnobiB, TeHAUHOMATISA (IHOMI yCKTafHeHa PO3PUBOM CYXOXKUJIIS);

3 60Ky memabo.1i3mMy ma xapuyeaHHs: MigBUINEHHS TPaHCaMiHa3, BiIXUJIeHHS Bil HOPMU




GbyHKLioOHATBHUX P00 MeYiHKY, MiABUILIeHHS PiBHS JTyXKHOIL pochaTasr B KPOBi, MigBUIIEHHS
aKTHBHOCTI KpeaTHH(GOCHOKiHa3H, TilepriliKeMis;

3 60Ky Hepeosoi cucmemu: KOIIMapHi CHOBU/IIHHS;

3 60Ky OuxanbHOi cucmemu: HOCOBa KPOBOTEYa;

3 60Ky wKipu ma ii npudamkis: KPOIUB' THKA;

3 60Ky OpaaHie 30py: HEUiTKiCTh 30PYy, OPYIIEHHS 30pY;
3 60Ky OpeaHie c/ayxy ma pigHoBa2u: UIyM y ByXax;

3 60Ky ceuocmamesoi cucmemu: TEHKOIUTOYPIs;

3 60Ky penpodyKmueHOi cucmemu ma MO/04HUX 3d/103: TIHEKOMACTIA.

YacToTy BUHUKHEHHS MOOIYHUX peakllii BU3HaYalIu TaKUM YuHOM: YacTo (> 1/100, < 1/10); HewacTo
(> 1/1000, < 1/100); pigkicHi (> 1/10000, < 1/1000); Hap3BuyaiHo pigkicHi (< 1/10000).

ITopyweHHsA ¢pyHKUiI Hepaoaoi cucmeMu: 4acTo: TOJIOBHUY 0iflh; HEYACTO: 3allaMOPOYEHHS,
IapecTesis, rinecTesis, MUCreB3is, aMHe3is; PigKicHi: mepudepuyHi Heponaril.

ITopyweHHA PYHKUIT WAYHKOBO-KUWKOB020 MPAKMY: 4aCTO: 3aIll0P; HeYaCTO: TaHKPeaTHuT,
OJTI0BaHHS.

ITopyweHHs QyHKUii CKesemHo-M’ 30801 cucmemu ma cnoayyHoi MKaHuHu: 9acTo: Oinb y
cyrnobax, 0inb y criuHi; pigkicHi: MionaTisi, Mio3uT, pabIOMioi3 Ta YePBOHO-KOPUUHEBE
3abapBieHHS cedi.

3azanvHi nopyweHHs: He4YacTo: acTeHis, Oinb y rpyasax, nepudepuydti HaOpsIKU, CTOMTIOBAHICTh.

ITopyweHHs memaboai3my ma xapuy8aHHA: HEYACTO: TiMoTiKeMis, 30i/bIIIeHHS MacH Tina,
aHOPEKCis.

ITopyweHHA PYHKUII NneyiHKU Mmd HCOBYHO20 MiXypd: Hag3BUYaWHO PigKiCHI: MEeYiHKOBa
HeIOOCTAaTHICTb.

ITopyweHHs 3 60Ky WKipu ma cnoAy4YHOi MKAHUHU: He4acTo: MKipHi BUCHUIIaHHS, CBepOixK, anoneris;
pifKicHi: aHTioHeBpoTUUHMM HAOPSK, OyIbO3HUIM epMaTHUT (Y TOMY YHCIIi MyJIbTU(QOPMHA epuTeMa),
curapoM CriBeHca-/I2KOHCOHA Ta TOKCUYHUU elifepMalbHUN HEKPOJIi3.

Posaadu 3 60Ky duxaabHoi cucmemu, opaaHie 2pyoHoi Kaimku ma cepedocmiHHA: 4acTi: 6inb y ropii
Ta ropTai.

Posnadu 3 6oky cucmemu Kpoei ma aimpamuyHoi cucmemu: PigKiCHi: TPOMOOIUTOTIEHIS.
Posnadu 3 60Ky iMmyHHOI cucmemu: 4acTo: aJieprivHi peakiril; Hag3BUYaMHO PigKicHi: aHadimakcis.
Po3nadu 3 60Ky opaaHie 30py: HEYACTO: 3aTYMaHEHHS 30DYy.

3MiHU pe3ysbmamis 1a6OPAMOPHUX AHAAI3i8: YaCTO: BiXWIIEHHS Pe3yNIbTaTiB QYHKIIIOHATBHUX ITPOO



NeYiHKY, MigBUIIEHHS aKTUBHOCTI KpeaTuH(}OCHOKiIHa3M KPOBi; HEYaCTO: IO3UTUBHUYN Pe3yIbTaT
aHaJsli3y Ha BMICT JIEMKOLUTIB y Ccedi.

4K i npu 3actocyBaHHi iHmux iHribiTtopis 'MI" KoA-penykTasy, y Malli€HTiB, IKi IpuiiMau
aTopBacCTaTUH, CIOCTepirany MigBUILlleHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBaTKYU KpoBi. L1i 3MiHu
3a3Buyail Oynu cnabko BUpaxKeHUMH, TUMYaCOBUMH Ta He MOTPeOyBanu BTpy4aHHs abo JTiKyBaHHS.
KriHiyHO 3HauyIle MigBUIlleHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKHU KPOBI (IepeBUIIeHHS BEPXHBO1
MexKi HopMu Oinbil HixK y 3 pa3u) cnoctepiranu y 0,8 % matienTis, sSKi mpuiiManu aTopBacTtaTuH. Le
IiABUIIEHHS MaJjio 0303aJIe’KHUM XapakTep Ta 6y710 060POTHUM Y BCiX Malli€eHTiB.

Y 2,5 % matieHTiB, AKi mpuiiMaad aTOpBaCTaTHH, CIIOCTEPIraayd 3pOCTaHHSI aKTUBHOCTI
KpeaTUHKiIHa3M CHPOBATKHU KPOBI, I10 OiNIBII HiXK y 3 pa3u nepeBulllyBajla BEPXHIO MexXy HopMu. Lle
36iraeThcs 3i COCTEpPEKEHHSAMU NTPU 3aCTOCYBaHHi inmux inribitropis I'MI" KoA-penykTasu y xomi
KIiHIYHUX pocnigxkeHb. Y 0,4 % mnalieHTiB, SKi OTpUMyBaIid aTOPBaCTaTUH, CIIOCTePIiraaucs piBHi, 10
IIePEeBUIIYBaJIM BEPXHIO MeXYy HopMU OinbIn Hixk y 10 pasis.

[To6iyHi peaxiii, SKi BUHUKIIY Mi] Yac KITiHIYHUX JOCITiIXKeHb: iHDeKIlis CeHOBUBITHOTO TPAKTY,
IIyKpOBUii miaGeT, iHCYIbT, MiIBUILIEHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKU KPOBi (Masio
I0303ajIeKHUM XapakTep Ta 0y/10 000POTHUM Y BCiX MAIiEHTIB), 3pOCTaHHS aKTUBHOCTI KpeaTHH-
KiHa3u CHUPOBATKHU KPOBi, IyKPOBUH AiaberT.

[ToCBin micnspeecTPaliiHOr0 3aCTOCYBaHHSA

[TpoTsiroM TicnsipeecTpalifHOT0 3aCTOCYBAHHS aTOPBACTaTUHY Oy/Iu BUSBJIEHI HUXK4Ye3a3HaueHi
HebaxkaHi peakirii. OCKinbKY IIPO ITi peakiii HagXxomouayu MOBiqOMIEHHST Ha MOOPOBiNbHiM OCHOBI Bif
TIOTIY ALl HEeBiOMOI YMCEeTbHOCTI, He 3aBXKAOM MOXKHa JOCTOBIPHO OLIHUTH IX 4aCTOTY abo
BCTAHOBUTH IIPUYMHHO-HACIIAKOBUM 3B’SI30K i3 3aCTOCYBaHHSM IIpernapary.

o HebaxkaHUX peakllil, OB’ sI3aHMX i3 TiKyBaHHSIM aTOPBaCTaTUHOM Ta 3aPEECTPOBAHUX MiCIT
BUXOLyY IIpelapaTy Ha PUHOK, He3aJleXKHO Bif] OLIiHKY IPUYUHHO-HACIIIKOBOIO 3B 13Ky, HajleXaTh:
aHadinakcig, aHTi0OHEBPOTUYHUM HAOPSK, 6y/Ib03HI BUCUTIaHHS (Y TOMY YMCIIi eKCyoaTUBHA
MynbTU(OPMHA epuTeMa, cuHAPOM CTiBeHCa-[[?)KOHCOHA Ta TOKCUYHUY eligepMabHUI HEKPOJIi3),
pabmoMioni3, Mio3uT, IifABUIleHAa BTOMJTIOBAHICTh, PO3PUB CYXOXKUIILIS, JIeTalbHa Ta HejeTalbHa
IeYiHKOBa HEOCTATHICTDb, 3allaMOPOYEHHSI, IeNpecis, mepudepuyHa HeHponarisi Ta MaHKPeaTHUT.

Hapgxopmunu pigkicHi moBigoMIIeHHS PO BUIMIAIKX iMyHOJIOTiYHO OTI0CEPEeNKOBaHOI HEKPOTU3YI0YO01
MiomarTil, TOB’s13aHO1 i3 3aCTOCYBAHHSM CTaTHHIB (OUB. Po3Ain «OcOoONMMBOCTI 3aCTOCYBaHHS»).

Hapxogunu pigkicHi micnsipeecTpaliiiii IOBiZOMIEHHS PO KOTHITUBHI PO3MTagy (HampuKiIaz
YaCTKOBa BTpaTa IaM sATi, 3a0yIbKyBaTiCTh, aMHE3is, IOPYIIEHHS ITaM’ATi, CIIyTaHiCTh
CBiZOMOCTI), TIOB’s13aHi i3 3acTOCyBaHHSAM CTaTHHiB. L]i KOTHITUBHI po3nanu Oynu
3apeEeCcTpoBaHi IIpX 3aCTOCYBaHHI BCiX CTaTUHIB. 3arajoM peakiiii He BiTHOCUIIUCH [0
KaTeropii cepiio3Hux HeOaxkaHUX peakilii Ta 6yiau 000POTHUMHU IiCTIsA IPUIMHEHHS TPUAOMY
CTaTUHIB, 3 PI3HUM YaCOM [0 [TI0YaTKy [IPOSBY CUMIITOMY (Bif 1 OHSA [0 KiIBKOX POKIB) Ta
3HUKHEHHS CUMITOMY (Me[iaHa TPUBaJIOCTi CTAHOBWIA 3 TUXKHI).

[Tig yac 3acTocyBaHHS OeSKUX CTaTUHIB Oy/Iu onucaHi Taki HebaxXaHi sIBUIa: po37aj CTaTeBol
GbYHKIIIT; BUHSTKOBI BUIIAOKU iHTEPCTULIATbHOI XBOPOOHU JIeTeHb, 0COBIUBO il Yac TOBrOCTPOKOBOTO
JIIKyBaHHS.

[1im yac mOCTMAPKETUHTOBUX CIIOCTEPEKEeHb IOBIIOMIISAIOCS IPO HUXKYe3a3HaveHi moOiyHi peakirii.



ITopyweHHs QyHKUii KpoBoHOCHOT ma aimpamuyHoi cucmemu: TPOMOOIIUTOTIEHIS.

ITopyweHHA pyHKUIT IMyHHOI cucmeMmu: anepriydi peakilil, aHadinakcig (y ToMy 4ucii
aHabiTaKTUYHUM ITI0K).

ITopyweHHs memaboaiamy ma xapuyeaHHs: 30ibIIEHHS MACH Tifa.
ITopyweHHA pyHKUiI Hepeoeoi cucmeMu: TONOBHUM Oifb, TinmecTesis, guCTeB3i.
Po3sadu wayHKo80-KuwWKo8020 mpakmy: Oinb y XKUBOTI.

ITopyweHHA pyHKUiT opeaHie cayxy ma aabipuHmy: mIyM y ByxaX.

Illkipa ma ni0wKipHa MKAHUHA: KPOTIUB' THKA.

3 60Ky cKesnemHo-M’ 30801 cucmemu ma CnoAy4yHoi mKaHuHu: apTpanris, 6ifb y CiuHi,
BOBYaKOBHU CUHIPOM, PO3PUB M'S3iB.

3aeanvHi nopyweHHs: Ginb y rpynsax, nepudepudHuil HabpsK, He3dyKaHHS, BTOMa.

3MiHU pe3yabmamie 1abOPaAMOPHUX aHAi3i8: TiABUIIEHHS aKTUBHOCTI alaHiH-aMiHOTpaHcdepasHy,
IiABUIIEHHS aKTUBHOCTI KpeaTuH(POCPOKiHA3U KPOBI.

ITediampuyHa nonyasuisa

[TemiaTpuuHi nauierTy BikoM Bifg 10 go 17 pokiB, fKi OTp¥MyBaau aTOpBaCTaTUH, Malu IPodins
OOCBimy moOiYHMX peaklliif, 3arajsioM MomioHuu no mpodinto namieHTiB, SKi oTpuMyBanu mnnaiuebo. Y

TPUPIYHOMY IOOCIIIKEHH], 3aCHOBAHOMY Ha OLHIII 3araJIbHOI'0 PO3BUTKY 3a ILIKajow TaHHEepa Ta
BUMIPIOBaHHAM 3pOCTY Ta MacCH Tijla, He CIIOCTepiraaocs KIiHIYHO 3HAYYILIOT0 BIUIMBY Ha 3arajlbHUU
Ta CTaTeBUM PO3BUTOK. [Ipodinb 6e3neku Ta IEPEHOCUMOCTI ¥ NefiaTPUYHUX MaIlieHTiB OyB MOmiOHUM
mo BimoMoro mpodinio 6e3meKyu aTOpBaCTaTUHY Y HOPOCIIHX MAIiEHTIB.

Baza manux kiiniyHoi 6e3meku BKIII0OYa€ faHi npo 6e3nexky 520 memiaTpUyHUX MAlli€HTIB, AKi
OTPUMYBa/IM aTOPBACTATHH, Cepef SKUX 7 MallieHTiB BikoM 10 6 pokiB, 121 marieHT OyB y BikoBOMY
miama3oHi Big 6 mo 9 pokiB, a 392 mamienTy - BikoM Bif 10 mo 17 pokiB. Buxogsuu 3 HagBHUX JaHUX,
4YacTOTa, TUII Ta CTYIiHb NOO0IYHUX peakKilill y fiTel mofiOHi 10 TOPOCTIHX.

38imysaHHsA npo nido3ptsaHi nobiyHi peakuii.

[ToBimomnenHs mpo mobiuHi peakiril micnst peecTpaitlii Tikapchkoro 3aco0y Ma€ Benvke 3HaYeHH. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIiBBiIHOILIEHHS KOPUCTH/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAaM, a TaK0X IallieHTaMm abo ixHiM
3aKOHHUM ITpeICTaBHUKAM CJIifl TTOBIIOMIISITH IIPO yCi BUMTAOKY IMig03pI0BaHUX MOOIYHUX peakiiit Ta
BimCyTHOCTI epeKTHUBHOCTI TiKapchKoro 3aco0y mo [epxKaBHOTO eKCrepTHOro neHTpy MO3 Ykpainu
3a nocuna"HaM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 2 POKHU.


https://aisf.dec.gov.ua

YMoBu 30epiranssi.
30epiraTu B OpUTiHANbHIN YIIaKOBI Tpu TeMmepatypi He Buie 25 °C.

30epiraTv B HEJOCTYIITHOMY [JIsSI HiTEH MicCIIi.

VYnaxoBka.

10 mr, 20 mr: 10 TabneTok y 6micTepi; mo 3 abo mo 9 GmicTepiB y KAapTOHHIN KOpOOIIi.

40 mr: mo 10 TabneTtoxk y 6iictepi; mo 1 abo mo 3, abo mo 9 6ricTepiB y KapTOHHIN KOPOOITi.

Karteropist Bimmycky. 3a pelenToM.

BupoOHHUK.

KPKA, 0.m., HoBo MecTo, CnoBenisi/KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxokKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.

[Tmap’emka necta 6, 8501 Hoso mecto, Cnosenisi/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



