IHCTPYKIIA

OJIA MEITHYIHOT'0 3daCTOCYBaHHSA J'IiKapCBKOI'O 3ac06y

ATtopuc®

(Atoris®)

CKnao:
ditoua peuosuHa: aTopBaCTaTHH;

1 TabneTKa, BKpHUTa IIiBKOBOI 000710HKOI0 MicTuTh 10 Mr, 20 Mr, 40 Mr aTOpBaCTaTUHY y BUTTIAMI
aToOpBaCTaTUHY KaJlblliio;

O0ONOMINMCHI PeUOBUHU:

10 me, 20 me: moBimoH, HaTPil0 TAypUIICYTbGAT, Kabllilo KapOOHAT, IIe/i0I03a MiKPOKPHUCTAIivHa,
JIAaKTO3U MOHOTIZpaT, HaTPilo KPOCKapMeJio3a, MarHiio cTeapar;

000/10HKa: TanmbK, COIUPT NomiBiHimoBul, Makporon 3000, Tutany miokcup (E 171);

40 me: IOBImOH, HATPIlO TAayPHUICYIb(AT, Kalbllilo KapOOHAT, 1IeJ0I03a MiKPOKPUCTaliuyHa, TAKTO3U
MOHOTifIpaT, HaTPil0 KPOCKapMeno3a, KPOCIOBiIOH, MarHilo cTeapar;

000.10HKa: rinpomesno3sa, Makporoi 400, Tutany miokcun (E 171).

JIikapcbKka popMma. TabneTky, BKPUTI IIiBKOBOIO 000JI0HKOIO.

OcHoegHi (i3uko-ximiuHi 8aacmueocmi: Gifti, KPyrii, TPOXU BUIMYKIIi, BKPUTI IIJTiBKOBOIO
000JIOHKOIO TabJIeTKH.

dapmakoTepaneBTHYHA rpyma. [inoninigemiuni 3acobu. Iuribitopu I'MI-KoA-penykTasu.
Atopsactatus. Kog ATX C10A A05.

dPapmakon02iuHi eracmueocmi.
®apmakoOuHamika.

[IpenapaT MiCTUTh aKTUBHY PEUYOBUHY aTOPBACTATUH. ATOPBACTATUH € CEJIEKTUBHUM KOHKYPEHTHUM
inribiTopom 'MK-KoA-penykTasu - pepMeHTY, 1110 BU3HAYa€ MBUAKICTh TePeTBOPEHHS 3-TigpoKcu-3-



MEeTUJI-TII0TapUI-KOEH3UMY A y MeBaJIOHAT, 110 € ITOMEePEOHUKOM CTEPOIIB, 30KpeMa X0JIECTEPUHY.
Tpurmninepunu Ta XoneCTepPHH Y MediHIl BOYIOBYIOTHCS Y MOJIEKYIIH JIIOPOTEIHIB Iy2Ke HIU3bKO1
mineHOCTI (JITIOHII), HagxomsATh [0 IMIa3MU KPOBi i TPAHCIIOPTYIOTHCS A0 Nepu(PepuuyHNX TKaHUH.
JlinonpoTein HU3bKOI minbHOCTI (JITTHIL) yTBoproeThes 3 JITIIMHII i kaTab0mi3yeThCs, TOTOBHUM
YUHOM, LIJITXOM B3a€MOfil 3 Bucokoadinaumu pertentopamu JITTHII (JITTHIII-penemntopu).

ATopBacTaTHH 3HUXKYE KOHI[EHTPALlil X0JIeCTepPUHY y IIJla3Mi KPOBI Ta JIMONPOTEIHY Y CHPOBATII
KpoBi nuisxoM inri6yBanHs [MK-KoA-penykTa3y, a 3rofioM - 6i0CUHTE3y X0JIeCTEPUHY V IEeUiHIIi, a
TaK0XK 30i/bIIye KinbKiCTh neyinkoBux perentopiB JITTHII] Ha moBepxHi KITiTHH, 110 IPU3BOAUTE 0O
TIOCUJIEHHS 3aXOIJIeHHs i Katabomiamy JITTHILI.

AtopBactatut 3HUXKYye yTBopeHHA JIITHII Ta yncimo vacturok JIITHII. ATopBacTaTvH CIIPUYUHIOE
BUpaXeHe 1 cTivKe mifgBullieHHs1 akTUBHOCTI JITTHIII-penienTopiB y NOE€OHAHHI 31 COPUATINBUMU
3MmiHamu fKOCTi 9acTuHOK JITTHII, mo nupKym00Te. ATOpBACTAaTUH e(EeKTUBHO 3HUIKYE PiBEHb
xonectepuny (XC) JIITHII y mauieHTiB 3 TOMO3UTOTHOIO CIMEMHOIO TillepxoJieCTePUHEMIEIO, a 1ie
rpylla, SiKa He 3aBXKAM pearysajia Ha Teparliio rinominigeMiyauMu 3acobamu.

Kpim BnuBy Ha Jnimifu mia3Mu, aTOpBacTaTHH Mae€ iHIIL eeKTH, AKi IOCUIIOITh KO0
aHTHATEePOCKIEPOTUYHY Aifo. BiH MpUrHidyye CUHTE3 i30IIPEHOIMIB - PEYOBHUH, SKi [il0Th 1K PaKTOpHU
POCTY Ha nposmidepariiio KIiTHH ITagKuX M’S3iB CyAuH, 3MEHIIYe B’ SI3KiCTh IIJIa3MU i aKTUBHICTh
nesskux (paKTOPiB Koary/dllil Ta arperartiil. 3aBOsSKYU Takid Oil BiH IoKpallye reMOOUHAMIKY i CIpHsie
HopMaJtizaril mporeciB koarymsanii Kposi. Kpim toro, inribitopu 'MI'-KoA-penykTasu BIIMBAIOTL Ha
MeTabomi3M Makpodaris i, TAKUM YMHOM, IPUTHIYYIOTh iX aKTUBAIIilO, 1110 3MEHIITYE€ PU3UK PO3PUBY
aTepOoCKIEPOTUYHUX OJISIIOK.

Byno moBenmeHo, 110 aTopBacTaTHH 3HUXKY€E KOHIIEHTpPAIlil 3arajabHOro xonectepuny (30-46 %), XC
JITTHIIT (41-61 %), amoninompoTeiny B (34-50 %) Ta Tpurninepunis (14-33 %), CIpUYUHIOIOYH
BapiabenbHe migBuinenHs piBHsA XC JIIIBII Ta anosinonpoTeiny A B X0fi AOCTiAXKEHHS, B TKOMY
BHBYAJIacs N0303a/IeKHICTh oro edekTy. Lli pe3ynbTaTl y3rogKyOThCS 3 JAHUMHU 1010 XBOPHUX 3
reTepO3Ur0THOIO CiMEeNHOI0 rillepXxoieCTePHHEMI€I0, HeCiMeHUMY (popMaMu TinepxoJiecTeprHeMil Ta
3MiIlIaHO0 TiMepinigeMiero, BKIIOYA04YW XBOPUX 3 iHCYIiIHOHE3a/IeXKHUM LyKPOBUM HiabeToMm.

Byno goBenmeHo, 110 3HUKEHHS PiBHIB 3aranbHOr0 xonectepuny, XC JIITHII ta anoninonpoTeiny B
3MEHIIy€e PU3UK CePLIEBO-CYIUHHUX YCKIIafHEHb Ta CMEPTHICTE Bif] CepLieBO-CYAUHHUX 3aXBOPIOBAHD.

dapMaKoKiHemukKa.

AGcop6irist

ATopBacTaTUH MIBUAKO aOCOPOYETHCS MiCiIs IepOopPaIbHOT0 IPUHOMY i locsATae MaKCUMaJIbHOI
KOHIIEHTpaIlil y T1a3mi uepe3 1-2 roguHU. PiBeHb MOTIMHAHHS Ta KOHIIEHTPAIlis
aToOpBaCTaTUHY B IJIa3Mi KPOBI 3a/1€KUTh Bif [O3U aTOPBacTaTUHY. BiogoOCTyIHICT
aTtopBacTaTUHY ¥ (opMi TabIeToOK B IOPiBHAHHI 3 PO3YMHOM CTaHOBUTH 95 Ta 99 %
BigmoBimHO. AGComMIoTHA 6i0OMOCTYIIHICTh aTOPBACTAaTUHY CTAHOBUTD Mpubmu3Ho 12-14 %, a
CUCTeMHA JOCTYIHICTh iHTiOyi0o4oi akTUBHOCTI BigHOCHO ['MI'-KOA-penyKTa3u - npubanu3Ho
30 %. Husbka cucteMHa 0i0gOCTYMHICTb 3yMOBJIEHA ITPECUCTEMHUM KITIDEHCOM y CITU30Bil
000JIOHIII IITYHKOBOT'O TPAKTy Ta 6ioTpaHcdopMalri€ro mig yac IepBUHHOTO TPOXOAXKEHH ST
yepes [EUiHKY.

Posnmopin

CepepHilt 00’eM pO3IOMiNy aTOpBaCcTaTUHY AOPiBHIOE TpuOnu3uo 381 11. 3B’s93yBaHHSA 3



OinkaMu IyTa3MU KPOBi CTaHOBUTE > 98 %. KoHmeHTpalliliHe CliBBiIHOIIEHHS KPOB/IIa3Ma, 1[0
CTaHOBUTH Npubau3Ho 0,25, BKa3ye Ha IOTaHe MPOHUKHEHHS IIperapaTy B epUTPOIUTH.

Mertabomiam

ATopBacTaTHH 3HAYHOI0 MipOI0 MeTabo0Ii3y€eThCs, YTBOPIOIOUM IIPU I[bOMY OPTO- i
TaparifpoKCHUIbOBaHi MOXigHI Ta pisHi mpomykTy b-oKucHeHHs. In vitro opTo- i maparigpoKCUILOBaHi
MeTaboIiTH TPOSIBIIAIOTE iHTi0yi0uy akTHBHICTH 1070 ' MI'-KoA-penyKkTasu, eKBiBaJleHTHY Hil
aTtopBacTaTHHY. [HriOylouuii epekT npenapaty BifHocHO 'MI'-KoA-penykrasu npubausuo Ha 70 %
BM3HAYaA€EThCS aKTUBHICTIO IIUPKYIIOI0YNX MeTabOoMIiTiB.

Buninenusa

ATopBacTaTHH Ta HOT0 MeTabOIIITH TOJIOBHUM YUHOM BUBOJSTHCS 3 JKOBYIO ITiCIIS ITEYiHKOBOI
Ta/abo Mmo3amnediHKkoBoi OioTpaHcdopMalril, omHaK He 3a3HAIOTh IIUIYHKOBO-TIEYiHKOBOI
pemupkynsaiil. CepeqHil mepiof HaiBBUBEIEHHS aTOPBACTATUHY Yy TIOAEY CTaHOBUTH
npu0nau3Ho 14 rogus. [Hribyodya akTUBHICTD BimHOCHO ['MI-K0A-penykTa3u 30epira€Tbcs
npoTsaroM 20-30 roguH Yyepes MPUCYTHICTh aKTUBHUX MeTa0oriTiB. ITicis mepopanbHOTO
IIPUMOMY IperapaTy 3 Ceuer0 BUMINIAETLCSI MeHIle HiX 2 % [0o3M.

ATopBacTaTuH € CyOCTPaTOM MEYiHKOBUX TPAHCIIOPTEPIB, OPraHiYHOT0 aHiOH-
TpaHcmopTyouoro nomninentuny 1B1 (OATP1B1) ta 1B3 (OATP1B3). MeTtaboritu
atopBacTtaTuny € cyoctpatamu OATP1B1. ATopBacTaTH TaKOX ifeHTU(DIKYETHCI IK
cybcTpat Oinka pe3ucTeHTHOCTI Ao Mikapchkux 3acobiB 1 (MDR1) Ta 6inka pe3uCTEHTHOCTI
mo paky MonouHoi 3anmo3u (BCRP), skuit Moxe 00MexkKyBaTH KUIIIKOBE BCMOKTYBaHHS Ta
JKOBYHUM KJIIPEHC aTOpBaCTaTUHY.

[Monynsuii marieHTiB

ITauieHmu AimHb020 BIiKY
KoH1neHTpalis aTopBacTaTAHY B IJ1a3Mi KPOBi y 3TI0POBUX JOOPOBOJIBIIIB TITHLOTO BiKYy (BiKOM

> 65 poKiB) BUIIA, HiK Y MOJIOAIINX, TOAL SIK TinosinigeMiuHi epekTy 6yau MOPiBHIHHUME 3 TAaKUMH,
110 CIIOCTEpIrajanucs y MOJIOOUX ITallieHTiB.

Himu

YsBHUY KIlipeHC IIpU IepopabHOMY IIPUHOMi aTOPBaCTaTUHY B [iTel BUSABUBCS MOTIOHUM 0
KJIipeHCY B JOPOCIIOl JIIOAWHY IIPU MacliTaOyBaHHI aJloOMETPUYHO 3a Macolo Tijla, OCKiJIbKM Maca Tina
Oyna eOuHOI0 3HAYHOIO KOBapiaTOlo B MOMYJAIiNHIN (hapMaKOKiHeTUYHIN MOJielli aToOpBacTaTUHY i3
OaHMMH, SKi BKJII04alIu AiTel 3 reTepO3Ur0THOI CIMEMHOI0 TinepxonecTepuHeMiero (y Billi Big 6 mo 17
POKiB.

Cmamb

KonneHTpanis aTopBacTaTUHY B IIJIa3Mi KPOBi y KiHOK Bifpi3HAETHCS Bifl TaKOl y YOIOBIKiB
(MakcruMaJibHa KOHIIEHTpalisl y Iy1a3Mi KpoBi (C,,,,) Buia npubmusso Ha 20 %, a miomnia mif
kpuBoio (AUC) uuxda Ha 10 %). [TpoTe 11i po306iKHOCTI HEe MalOTh KIiHIYHOT0 3HAYEHHS, a
rimoninigeMiynauy eeKT IpenapaTy y YOJIOBIKiB Ta XKiHOK Maiike OJHaKOBUM.



Hupkosa HedocmamHicmb

3axBOPIOBAHHS HUPOK He BIIMBA€ Ha KOHIIEHTPALIO B IIJIa3Mi KPOBi 4M rinominigeMiuHi epektu
aToOpBaCTaTHHY Ta MOTO aKTUBHUX MeTabO0MiTiB.

['eMomiani3. He3Baxkaiouu Ha Te, 10 3@ YYACTIO MAI[iEHTIB 3 TePMiHAILHOIO CTa/li€l0 3aXBOPIOBAHHS
HUPOK [OCIiIXKEHHS He TPOBOMUINCDH, BBAXKAETHLCS, II0 TeMofliali3 He MiIBUIIYE 3HAUYIIUM YUHOM
KJTipeHC IpemnaparTy, OCKiTbKM aTOPBACTATHH iHTEHCUBHO 3B’SI3yE€ThCS 3 OiTKaMu IIJTa3MK KPOBI.

ITeuiHkosa HedocmamHicmb

KoHIleHTpallis aTopBacTaTUHY Y IIJIa3Mi KPOBI [IOMITHO IIifIBUIIIEHA Y TALlI€HTIB i3 XPOHIYHOIO
aJIKOTOJIbHOIO XBOP000I0 Mmevinku. 3HaueHHs noka3HukiB C,,. Ta AUC y 4 pa3u BUIli y
Ialli€HTIB i3 3aXBOPIOBaHHAM MEYiHKM Kiacy A 3a mkasow Yaunga-II'1o.

Y mariieHTiB i3 3aXBOPIOBaHHAM Ie4iHKY Kiiacy B 3a mkasor Yaunga-I1'to 3HaueHHS
noka3HukiB C,,, Ta AUC mipBumyioThcst mpubnu3no 16-kpaTHO Ta 11-KpaTHO BifmOBimHO
(ouB. po3nin «IIpoTUIOKa3aHHI»).

KrinigHi xapaKTepHCTHKH.
IToka3zanus.
3anobizaHHA cepuy,eso-CyOUHHUM 3aXB0PHOBAHHAM

IopocnouM marieHTaM 6e3 KJTiHIYHO BHpaXKeHoi iimeMiyHoi xBopoou cepus (IXC), ane 3 gekinbkoma
(dakTopamu pusuky IXC, TakMMM SK NTiTHIN BiK, TIOTIOHONAJIHHSA, apTepiajbHa rinepTeH3is, HU3bKUU
piBens JITIBII] abo HasBHiCTh paHHBOL [XC y ciMeliHOMY aHaMHe3i, IIpenapaT NOKa3aHuu [Jis:

- 3MEHIIeHHSI PU3UKY BUHUKHEHHS iHQapKTy MioKapaa;

- 3MeHIIeHHS] pU3UKY BUHUKHEHHS iHCYIIbTY;

- 3MEHIIeHHST pU3UKY BUHUKHEHHSI CTeHOKap/Aii Ta HeoOXigHOCTI MpoBeieHHS TPOLEeayp
peBacKyngpu3allii Miokapaa.

[TamieHTaM 3 I[yKpoBUM [fiabeToM 2-ro Tuiy Ta 0e3 KIiHiYHO BUpaXKeHol illeMidyHol XBOpoOu cepIis,
asne 3 JeKinbKoMa (paKTopaMu pu3uKy po3BUTKy IXC, TaKuMHU SIK PETUHONATISA, anb0yMiHypif,
TIOTIOHONAJIiHHSA ab0 apTepiajbHa TinepTeH3iss, mpenapar moKa3aHuM Ajis:

- 3MeHILIEeHHS pPU3UKY BUHUKHEHHS iH(papKTy MioKap[a;

- 3MEHIIeHHS] PU3UKY BUHUKHEHHS IHCYJIbTY.

[TarmienTaM 3 KIiHIYHO BUPAXKEHOIO iIMeMivyHOI0 XBOPO0OOIO Ceplis MpemnapaTt MoKa3aHui OJis:

- 3MEHILeHHSI PU3UKY BUHUKHEHHS HeJleTallbHOTro iHpapKTy MioKap[a;

- 3MEHIIEHHA PU3UKY BUHUKHEHHS JIETAaJIbHOTO Ta HEJIETAJIbHOT'O iHCYJ'IbTy,'



- 3MEHILEeHHS pU3UKy He0OXigHOCTI IpOBefieHHs MPOIeAypP pPeBacKyapu3allii Miokapya;

- 3MEHIIeHHsT pU3UKY HeOOXimHOCTI rocmiTanizaliii y 3B’s3Ky i3 3aCTiifHOIO CepIeBOI0
HeOoCTaTHICTIO;

- 3MEHIIEHHS PU3NKY BUHUKHEHHS CTEeHOKapHil.
I'inepainidemis

- IlepsuHHa 2inepxosecmepuHemis (2zemepo3u20mHa ciMelHda i
HecimelHa) ma 3miwaHa ducainidemia (mun Ila ma IIb 3a kaacupikauiero OpedpikcoHa). Ak
IOTIOBHEHHS [0 AieTH, 111006 3MEHIINTH MigBUIeH] piBHi 3aranmbHoro xonectepuny (3XC), xonectepuny
ninompoTeifiB HU3bKo1 winbHOCTI (XC JITTHII), anoninonpoTeiny B Ta Tpurminepunis, a TakKoX AJIs
IiABUINEHHS PiBHS X0JIECTEPUHY JIMONPOTeINiB BUCOKOI miinbHOoCTi (XC JITIBIIL).

- I'inepmpueniyepudemia (mun IV 3a Kaacugpikayiero @pedpikcoHa). SIK HOTOBHEHHS [0
Oi€TU O JIIKyBaHHS MAl[i€HTiB 3 NiABULIEHUMU PIBHSMU TPUTTIILIEPUAIB Y CUPOBATLI.

- ITepsuHHa ducbemaninonpomeinemis (mun III 3a kaacugikauiero ®pedpikcoHa). s
JIiIKyBaHHS MALli€HTIB y pa3i, KO JOTPUMaHHS Ji€TH € HeIOCTaTHbO e(EeKTUBHUM.

- T'omo3uz2omHa cimetliHa 2inepxosecmepuHemis. [ 3MeHIIeHH s 3araJlbHoro
xonectepuny Ta XC JITTHII 9K 0OTIOBHEHHS [0 iHIIMWX TiMOinigeMiYHUX METOMIB TiIKyBaHHSI
(mampuknan adepesy JITTHII) abo Ko Taki MeTOmu JTiKyBaHHS HEOOCTYIIHI.

- I'emepo3uz2omHa cimetliHa 2inepxosiecmepuHeMis y nauieHmie 0ums4020 8iKy
(8ixom 10-17 pokis). K mONOBHEHHS A0 Oi€TH Oy 3MeHIneHHs piBHiB 3XC, XC JIITHII i
anoJinonpoTelny B y XJIOMYUKIB-TiATITKIB Ta giBYAT MiC/IS TOYaTKy MEHCTPyalliil BiKOM Bif
10 mo 17 pokiB, SKIIO IiC/Is BiAIOBIAHOL AiETOTEpAIil pe3yabTaTy aHasi3iB Taki:

a) xonecrtepud JIITHII 3anumaeTrsest = 190 mr/on (3 4,91 mmons/1) abo
0) xonectepus JITTHII = 160 mr/on (3 4,14 MMonb/n) Ta:
y ciMmeliHOMY aHaMHe3i HasiBHI paHHi ceplieBO-CyIMHHI 3aXBOPIOBaHHS a0

mBa abo GinbIre iHIMKUX GaKTOPKU PU3UKY PO3BUTKY CEPLEBO-CYOUHHUX 3aXBOPIOBAHb IMIPUCYTHI
y HallieHTa AUTI4Y0ro BiKy.

IIpomunoka3aHHs.
linepuyTnusicTs mo Oymb-IKOTO iHTpemieHTa mpemapary.

3axBOPIOBAHHSX MEYiHKM B TOCTpit (a3i abo cTilike migBUIIleHHS (HEBiIOMOT0 reHe3y) piBHIB
TpaHCcaMiHa3 y CUpPOBaTIIi KpoBi B 3 pa3u abo Gimnbire.

[TpenapaT nIpoTUIIOKA3aHUM BariTHUM, XKIiHKaM SIKi TOAYIOTh TPYALI0, Ta XKiHKaM
PENpPOAYKTUBHOTO BiKY, SIKi He 3aCTOCOBYIOTh HaJle’kKHi MeTOOU KOHTpaleImil (TuB. po3min
«3aCcTOCyBaHHS Yy mepiof BariTHOCTi abo rogyBaHHS T'PYIOIO»).



JIikyBaHHS TPOTUBIPYCHUMH TIpeNapaTaMy I'IeKanpeBip/mibpeHTacBip IPoTH remaTuTy

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

AtopBacTtaTul € cyoctpatom CYP3A4 Ta TpancnopTepiB (Hanpukian, OATP1B1/1B3, P-gp a6o
BCRP). PiBHi aTopBacTaTuHy y Iijla3Mi MOXKYTb 3HAYHO MiIBUIIYBATUCS IIPU OGHOYACHOMY
3actocyBaHHi iHri6iTopiB CYP3A4 Ta TpaHcnopTepis. Y Tabnuili 1 HaBe[eHO IepeliK NpenaparTis, AKi
MOKYTh 30iJIbIIMTH €KCIO3UIIII0 JIIKapChKOro 3aco0y ATopuc® i pu3KK PO3BUTKY Miomartii Ta
pabmoMiosi3y Ipu OgHOYACHOMY 3aCTOCYBaHHI, i peKoMeHallii o0 TiKyBaHHS Ta 3amo0iraHHs
TAKUM pU3uKaM (OuB. po3minu «OcoO6IuBOCTI 3aCTOCyBaHHS» i «®apMaKOIOriyHi BIaCTUBOCTI»).

Tabmuig 1

B3aeMofist miKapchKOTo 3aco0y Atopuc® 3 iHIMME TiKapCHKUMK 3aC00aMH, SIKa 30i/bIIy€e PU3UK
PO3BUTKY Miomnartii Ta pabmomiomnisy Atopuc®.

ITuxaocnopuH abo 2empibpo3un
PiBHi aTopBacTaTyHy y m1a3Mi 3HAYHO [MIiABUITYBAJIUCS [IPU OMHOYACHOMY 3aCTOCYBaHHI
NiKapchKOro 3acoby Atopuc® i IUKIOCIOpPHHY, inTibiTopy CYP3A4 Ta OATP1B1 (nus.

Knimivau#i  po3min «dapMakosoriuni BIacTuBOCTI»). MoHOTepatmis reMdpiopo3umiomMm Moxe

BILJIUB CIIPUYUHSATH MiomaTito. ICHye mifiBUllleHNU PU3UK PO3BUTKY Miomarii Ta pabmomionizy

IIPY OOHOYACHOMY 3aCTOCYBaHHi IIMKIIOCTIOPUHY a00 reMdiOpo3umy 3 JTiKapChKuM

3acob6om ATopuc®.

He pekoMeHyeThCS OOHOYACHE 3aCTOCYBAHHS IIUKJIOCIIOPUHY abo reMdiOpo3umy 3

NiKapChKUM 3aco60M ATopuc®.

ITpomusipycHi 3acobu

Kniniynuii  PiBHI aTopBacTaTUHY y IIJIa3Mi 3HAYHO IigBUIIYBAJIACS IIPX OGHOYACHOMY 3aCTOCYBaHHI

BIIJIUB niKapcekoro 3acofy Atopuc® 3 6araTbMa IPOTHBIPYCHAMH 3ac00aMH, SIKi €
inriditopamu CYP3A4 Ta/abo TpaucnopTepamu (Hanpuknan, BCRP, OATP1B1/1B3, P-
gp, MRP2, OAT2) (muB. po3min «®apMaKoIoTiyHi BTaCcTUBOCTI»). [ToBimoMsiiocs mpo
BUIIQ[IKU MiomaTil Ta pabmoMiosi3y mpu ofHOYaCHOMY 3acTOCyBaHHI KoMOiHa1il
nepumnaceip codocOyBip 3 MiKapchKUM 3aco6oM ATopuc’.

3axonu : He pekoMeHAyeThCS OOHOYACHE 3aCTOCYBaHHS KOMOiHaIlil TUIpaHaBip pUTOHABIp
abo riekampesip miGpeHTacBip 3 IKapchKUM 3aco6oM Atopuc®.

V marieHTiB, SKi OTPUMYIOTE JIOMiHABID PUTOHABIP a00 CHMeNPeBip, CITif OUiHUTH
KOPUCTH/PU3UK OJHOYACHOI'0 3aCTOCYBaHHS 3 aTOPBACTATUHOM.

Y mariienTiB, sKi OTPUMYIOTEH CaKBIHABIp PUTOHABIP, JapyHaBip PUTOHABID,
dbocammpeHasip, hocaMIpeHaBip pPHUTOHABIP, em0acBip rpa3omnpesip abo IeTePMOBIp,
mo3a Atopuc® He IOBHHHA nepesulyBaTy 20 Mr.

V marjieHTis, SKi 0TpUMyIOTH HeliHaBip, fo3a JiKapchKoro 3acoby Atopuc® He
noBUHHA mepeButnyBatu 40 mr (ouB. po3ain «Crocib 3aCTOCyBaHHS Ta [TO3U»).

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

[ToTpiOHO KOHTPOJIIOBATH O3HAKK Ta CUMIITOMM MiomarTii y BCiX MaIli€HTiB,
0co06/IMBO Ha MOYATKY JIIKYBaHHS Ta Iif Yac 30inbIIeHHs g03U OyOb-9KOT0 Ipenapary.

[Mpuknagy  TunpaHaBip pHUTOHABIp, IleKanpeBip miOpeHTacBip, IoMiHABIp PUTOHABIP,
CHMeIIpeBip, CakBiHaBip PHUTOHABIP, JapyHaBip PHUTOHABIP, GocaMIpeHasip,
¢dbocammpeHaBip puTOHAaBIip, enbacBip Tpa3oIpeBip, 1eTepMoBip, HebiHaBip Ta
nmepumnacBip codocOyBip.

Oxpemi azonvHi npomuzpubkosi 3acobu abo MakpoaioHi aHmubiomuku

3axomu



PiBHi aTopBacTaTHHy y m1a3Mi 3HAYHO MiABUIITYBAIUCS [IPU OMHOYACHOMY 3aCTOCYBaHHI
KniHiyHU#  iKapCchKOro 3acofy ATOpUC® 3 OKPEMHMH a30JIbHUMHU MIPOTUIPUOKOBUMY 3acobamu abo
BILJIUB MakposigHuMU aHTubGioTUKamMu Yepes inribyBanus CYP3A4 ta/ab6o TpaHcmopTepiB (IUB.
po3pin «®apMaKoJIOTiuHi BTaCTUBOCTI»).
Y nmarfieHTiB, fKi OTPUMYIOTh KJIaPUTPOMIIIMH abo iTpakoHa30J1, f03a JIiKapChKOTr0
3aco6y ATtopuc® He moBMHHa HepesuiyBati 20 Mr (muB. po3fin «Croci6 3acToCyBaHHS
Ta [03u»). CIlig OLiHUTH KOPUCTh/PU3UK OMHOUYACHOT'0 3aCTOCYBaHHSI OKPEMUX a30JIbHUX

3axonu . : . : .
npoTUrpuOKOBUX 3ac06iB a60 MaKpOJIiIHUX aHTHOIOTHKIB 3 TiKapChKUM 3aco00M
Atopuc®. Crifi KOHTPOJIIOBATH O3HAKH Ta CUMIITOMH MioOIaTii y BCiX Hali€HTiB, 0COBIHBO
Ha IOYaTKYy Teparii Ta mig yac 30inblIeHHs 103U OyOb-IKOT0 Ipernapary.

TTpuKITAH EpuTpoMinuH, K1apuTPOMIlIMH, iTpaKOHA30JI, KETOKOHA30J1, T03aK0HA3011 Ta
BOPUKOHA30]1.

HiauuH

Ko . CnocTepiranucst Bumagku mMionarii Ta pabgoMiosnisy mpu ogHOYaCHOMY 3aCTOCYBaHHI

B;JIIII;?HHH nimigoMonudikyBanbHUX 003 Hianuuy (> 1 r/mo0y HialuHy) 3 TiKapChKUM 3aC000M

Atopuc®.

Crin 3BaKuTH, YU KOPUCTH Bifi OMHOYACHOT0 3aCTOCYBaHHS JiNifoMonu(}iKyBaIbHUX 103

HiaIlMHY 3 JIIKapChbKUM 3ac060M ATopuc” MEepeBUIye MiABUIICHUI PU3UK PO3BUTKY

3axonu MmiormaTil Ta pabmomionidy. AKIO MPUAHSTO PillleHHS ITPO OJHOYACHE 3aCTOCYBaHHS,
NIOTPiOHO CIIOCTEpiraTy 3a IMOSBOI0 03HAK Ta CUMIITOMIB MiomaTil ¥ IamieHTiB, 0CO0IMBO
Ha [104aTKy Teparil i mif yac 30inbpieHHs 403U OyOb-IKOT0 3 IpenaparTis.

@ibpamu (okpim 2empibposusry)

3acrocyBaHHS (iOpaTiB K MOHOTepalil MoxKe BUKIMKATH MiolaTiio. PU3UK PO3BUTKY

Miomnarii Ta pabgoMiosTi3y MifgBUINYETHCS NMPU OOHOYACHOMY 3aCTOCYyBaHHi (ibparTiB 3

niKapceKUM 3aco6om ATopuc’.

Crmip 3BaXKUTH, YU KOPUCTD Bifl OMHOYACHOTO 3aCTOCYBaHHS (pibpaTiB 3 MiKapChKUM

3aco6oM AToprc® HepeBUINye HiABUIICHUH PH3UK PO3BUTKY MiomaTil Ta pabmoMiomisy.

3axonu AKImo TpURHATO pillleHHSs PO 0OgHOYaCHEe 3aCTOCYBaHHS, MOTPIOHO CIIOCTepiraTu 3a

II0SIBOIO O3HAK Ta CUMIITOMIB Mionartii y maIi€eHTiB, 0coOIMBO Ha OYATKY Tepamil i mif

yac 30inbiIeHHs 003U Oyab-SKOT0 3 IIpernaparis.

Kriniunui
BIL/IUB

KosaxiuuH
Knigiuaui  CrmocTepiranucst BUllagKy Miomartii Ta pabmoMioni3y mig yac oqHOYAaCHOT'0 3aCTOCYBAHHS
BILJIUB KOJIXilIUHY 3 JIiIKapChKUM 3aC000M Atopuc®.

Crig 3BaKUTU KOPUCTH/PU3UK OOHOYACHOI'0 3aCTOCYBaHHS KOJIXILIMHY 3 JTIKaPChKUM
3axom 3aco6oM Atopuc®. SIKIO IPUAHATO PilleHHs PO OGHOYACHE 3aCTOCYBaHHS, HOTPiOHO

CIIOCTePiraTy 3a MOSIBOI0 03HAK Ta CUMIITOMIB Miomarii y namieHTiB, 0co0I1BO Ha
TIOYATKY Teparii i mig 9ac 30inbineHHs mo3u Oyab-sIKOT0 3 Iperaparis.
I'petingppymosuti cik

CroXuBaHHS TPedndpyTOBOr0 COKY, 0COOIMBO V BEIMKUX KiMbKOCTSX (1moHap 1,2 miTpa

Kniniyaun . o L

BILTHE Ha [IeHb), MOXKe NIPU3BECTH [0 30iiblIeHHs PiBHIB aTOpPBACTAaTHHY B IJIa3Mi i MigBAIIUTH
PU3UK PO3BUTKY MiomaTii Ta pabmoMionisy.

3axonn Crnipm yHUKATH CIIOXKMBAHHS BEJIMKOI KiJTbKOCTI IpeimnpyToBOro COKy (moHafp 1,2 mitpa

Ha [IeHb), TIifl 9ac 3aCTOCYBaHHA JIiKapChKOro 3acoby ATtopuc®.

Tabnuisa 2

B3aeMmoqia 3 mikapchKuUMM 3aco6aMy, SIKi MOXKYTh 3HUXKYBATH €KCIIO3UI[iI0 TiIKapChKOT0
3aco6y Aropuc’

PugpamnivyuH



OpnHOYaCHEe 3aCTOCYBaHHS JIIKApChKOro 3acoby Atopuc® 3 pudaMIiliHOM, iHAYKTOPOM

nutoxpomy P450 3A4 Ta inribitopom OATP1B1, Moxke NpuU3BOAUTH 0 HECTIUKOTO
KnimiyHuii  3HMKEHHS KOHLIEHTpallil aTopBaCTaTHHY B IJIa3Mi KpPoBi. Yepe3 MexaHi3M MOABINHOI
BILIIUB B3a€MOZil pudaMIilyHy BiflCTPOYEHE 3aCTOCYBaHHs JTiKapChKOro 3aco0y Atopuc® micis
BBeJIeHHS prudamminuHy O6yo moB’'si3aHe 3i 3HAUHUM 3HUKEHHSIM KOHILIeHTpaIlil
aTOPBACTaATUHY Y IIJIa3Mi.
PeKOMEH/IyEeThCSI OHOYACHE 3aCTOCYBaHHSAIIKapChKoro 3aco0y Atopuc® i
pudamMminuny.

3axonu
Tabnuusa 3

BrmuB nikapchkoro 3acoby Atopuc”® Ha iHMIIi JTiIKapChKi 3aCo0H

IlepopaavHi KOHMpavenmueu
OnHO4YacHe 3aCTOCYBaHHS JIIKapCchKoro 3acoly Atopuc® i mepopalbHUX KOHTPAIEITHBIB

Kniniynuii X . . . . .

BIITHB 361ﬂ§myBano KOHIEHTpAIl}0 HOPETUCTEPOHY Ta TUHINIECTPafiioNy y MIa3Mi KpoBi (ouB.
po3pin «®apMaKoJIOTi4Hi BTaCTUBOCTI»).

3 Cnig BpaxoByBaTH 1el (akT, 00KMpaoydy epopajbHU KOHTPALENTUB 15 Malli€HTiB, AKi

axonu npuiiMaTh ATOpuc”.

HuzokcuH

e T — [Ipu OfIHOYACHOMY 3aC:1"OCYBaHHi 6a1."'§lTOpa30BI/IX 0o3 J'IiKaPCI?KOFO 3aco0y Artopuc® i '

BIITHB AUTOKCUHY PIBHOBAKHI KOHIEHTPALIl TUTOKCHHY B I/Ia3Mi MiABUIIYIOTHCS (ouB. po3pin
«PapMaKoJIOTiYHi BIaCTUBOCTI»).

3axonu Crig HaneXHUM YMHOM KOHTPOJIIOBATH CTaH IMAIlEHTIB, SKi IPUIAMaOTh IUTOKCHH.

[unamiazemy 2i0poxaopuo.

OpHovacHuUM npuioM atopBacTatuny (40 Mr) Ta gunriazemy (240 Mr) CynipoBOAXKYETHCS
MiOBUIIEHHSIM KOHIIEHTPallil aTOpBaCTaTUHY Y IIJIa3Mi KPOBi.

ITumemuouH.

y pesyanaTi IIpoBeJeHNX OOCIIiaXKeHb 03HaK B3a€MO)IiI dTOPBACTAaTHHY Ta TUMETUIUHY HE
BHABJIEHO.

AHmauyuodu.

OpHoYacHUM TepopabHUM IPUHOM aTOPBaCTaTUHY Ta CYCIIeH3il aHTAI[MAHOTO IIpenapary, o0
MIiCTHATh MarHil Ta a/JlOMiHii0 TifPOKCHUA, CYIIPOBOOKYETLCS 3HUKEHHIM KOHIIEHTPAIIil
aTOpPBACTATHHY Y I1a3Mi KpoBi mpubau3uo Ha 35 %. [Ipu 1ipoMy rimosinigeMiyHa fis aTopBacTaTUHY
He 3MIHIOBAJIAaCE.

A3umpomiuuH

OpHoyacHe npu3HaueHHs atopBacTtaTuHy (10 Mr 1 pa3 Ha go0Oy) Ta asutpoMinuny (500 mMr 1 pa3 Ha
no0y) He CYIIpPOBOMXKYBaslocs 3MiHaMM KOHIIEHTpallil aTopBacTaTUHY Y IJIa3Mi KPOBi.

IH2ibimopu mpaHcnopmHux 6inkie

[HribiTopyu TpaHCHIOPTHUX OiNKiB 3HaTHI MiABUIIYBATH PiBeHb CUCTEMHOI €KCIIO3UIIil
atopBacTaTuHY (muB. Tabmuino 1). [IMKIOCIOPHH Ta TeTEPMOBIp € iHTibiTopaMu
TPaAHCIIOPTEPIB, IKi 0epyTh y4acTh V¥ PO3IOMiNi atopBacTaTury, B ToMmy uucii OATP1B1/1B3,



P-gp, Ta BCRP, 1110 mpr3BOOUTH OO0 CUCTEMHOI €KCIIO3UIIil aTOpBacTaTUHY (OuB. Tabnuiio 1).
BB mpUrHideHHS HAKOMTMYyBaJTbHUX TPAHCIOPTHUX OiNKiB Ha €KCIT03HIIil0 aTOPBACTaTUHY
B KJIiITUHAX [T€YiHKYU HEeBiJOMUU. AKII0 YHUKHYTHA OOQHOYACHOI'O IpU3HAYEHHS LIUX
IpernapaTiB HEMOXKJ/IMBO, PEKOMEHI0BAHO 3HMXKEHHS 403U Ta IIPOBEeeHHS KIIHIYHOTO
MOHITOPUHTY e(eKTUBHOCTI aTOpBacTaTUHY (IuB. Tabmuiio 1).

He pekKOMeHOy€eThCS 3aCTOCOBYBATH aTOPBACTATHH IAIllEHTaM, SKi IPUUMAaIOTh JIETEPMOBID
OJTHOYACHO 3 ITMKJIOCIIOPUHOM (OuB. «Ocob.aus8ocmi 3aCmoCy8aHH»).

I'emibpo3us/ noxioHi ¢pibpuHos8oi Kucsomu

3acTocyBaHHs ¢iOpaTiB IK MOHOTEpPAIil OB’ I3yI0Th 3 PO3BUTKOM SIBHII 3 O0KY M’I30BOi
CHCTEMH, Y TOMY YMCIIi pabmomionidy. Pu3uK Takux mofiit Moxe OyTH MigBUIIEHUN IIpU
OHOYACHOMY IpuiioMi moximHux GiOprHOBOI KMCIOTH Ta aTOPBACTATUHY. fAKIIO HEMOXKIIHBO
VHUKHYTHA OJHOYACHOTO 3aCTOCYBaHHS, CIIifl 3aCTOCOBYBaTHA HAaMHUKYY A03y aTOPBaCTaTUHY
U1 JOCATHEHHS TEPaleBTUYHOI 03U Ta KOHTPOJIIOBATY HaJIe’)KHUM YMHOM CTaH TallieHTiB
(muB. po3min «OcoB6IUBOCTiI 3aCTOCYBAHHS).

Ezemumib

3acTocyBaHHs e3eTUMiOy SIK MOHOTEpaIil ToB’sI3y10Th 3 PO3BUTKOM SIBHUII 3 00Ky M’sI30BO1
CHCTEMH, V TOMY UMCIi pabmomionidy. TakuM YMHOM, IIPK OMHOYACHOMY 3aCTOCYBaHHi
e3eTuMiOy Ta aTOpBaCTaTUHY PU3UK PO3BUTKY LIUX SIBUII 30iMbIIyETHCA. PEKOMEHIOBaHO
IIPOBOAUTU HaJIeXKHUM KIIHIYHUY MOHITOPUHT CTaHy TaKUX IMalli€HTIB.

Kosaecmunoan

KoH1eHTpalis aTopBacTaTAHY B IJ1a3Mi KpoBi Oyj1a HUkK4010 (mpubnu3Ho Ha 25 %) Npu OmHOYaCHOMY
IIPUIOMi aTOpBacTaTUHY Ta KojiecTunosny. [1pu 1poMy rinoninigemiusa fig kombiHalii aTopBacTaTUHY
Ta KOJIECTHUIIONY NepeBullyBaia edeKT, AKUU fa€ IPUMOM KOXKHOTO0 3 LIXX IIperrapaTiB OKpeMo.

dy3udosa Kucsioma

HocmimKeHHS B3a€EMO[Iii aTOpBacTaTUHY Ta (Py3UA0BOI KUCIIOTH He IIPOBOAUIKCH. AK iy pa3i
3aCTOCYBaHHS 3 iHIMMMU CTaTUHAMHU, Y TOCTMapPKETHHTOBUY IIePiof IpU OAHOYaCHOMY IIpUHOMi
aToOpBaCTaTHUHY Ta Qy3UIOBOI KUCIIOTH CIIOCTEPIraaucs sBuira 3 60Ky M's30B0i cuCcTeMu (Y TOMY
yucii pabpomioniz). Mexani3m uiei B3aemopii 3anmumaeTbcsi HeBigoMuM. [1aiieHTH TOoTPeOyIOTH
IUJIBHOTO HArJIsmy, Moxke OyTy MOTPiOHe TMMYacoBe IPUIIMHEHHS JTiIKYBaHHS aTOPBACTAaTUHOM.

KoaxiyuH

[Ipu ofHOYACHOMY 3aCTOCYBaHHI aTOPBACTATHUHY 3 KOJIXILIMHOM IIOBIAOMIISJIOCS IIPO BUIIAAKU
Mmiomartii, B ToMy 4ucii pabgoMioni3y, ToMy ciif 3 00epeXHiCTI0 IpU3HadaTé aTOPBaCTaTUH 3
KOJIXiIITMHOM.

BrnnuB aTopBacTaTHHY Ha JiKapChKi 3ac00H, IKi TPUIMaOTh OIHOYACHO
Hu2oKcuH

[Tpu ogHOYACHOMY 3aCTOCYBaHHI 6araTopa30BUX [03 IpenapaTy Ta AUTOKCUHY PiBHOBaXKHi
KOHIIEHTpallil AUTOKCUHY B Ija3Mi MigBUITYIOThCS Mpubnu3no Ha 20 %. Crifg HameXXHUM YMHOM



KOHTPOJIIOBATH CTaH MAlliEHTIB, IKi MPUKAMaTh OUTOKCHH.
IlepopasavHi KOHMpayenmusu

OpHOYacHe 3aCTOCYBaHHSI aTOPBACTATHHY 3 IepPOpabHUMU KOHTpalleNITUBaMU IPU3BOAUIIO 0
MigBUIIEHHS KOHIIEHTPAIlil HOPETUCTEPOHY Ta €TUHINECTPadiony B I1a3Mi KpoBi. LIi migBuiieHHS CIif
OpaTu [0 yBaru Ipu BuOOPi IepopanbHOro KOHTPALIEIITUBY [/ XKiHKH, SIKa IIPUiiMae aTOpBacTaTHH.

Bapgpapun

B kniniyHOMY JOCTiAKEHHI y Nali€eHTiB, SKi IPOXOAUIN NOBrOTPHBaJe JIiKyBaHHSA BappapuHoM,
OofHOYaCHe 3acTocyBaHHS 80 MI aTOpBacTaTUHY IIOOEHHO 3 Bap(papruHOM IIPU3BOIUIIO IO HEBEJIUKOTO
3MeHIIeHHS (65113bK0 1,7 ceKyHAM) MPpOTPOMOIHOBOT0 Yacy MpOTATOM Iepinux 4 [HIB Teparii, OmHaK
Ilell I0OKa3HUK [I0BePTaBCs 4O HOPMU IPOTATOM HaCTYIHUX 15 OHIB JiKyBaHHS aTOPBACTATUHOM.
Xoya MOBITOMIISAIOCS JIUILE IIPO Oy2Ke PifKiCHI BUNIAAKU KIIIHIYHO 3HAYYLIUX aHTUKOATyJISHTHUX
B3a€EMO[IiH, IIEPII HiXK [T0YaTH Tepallilo aTOPBaCTaTUHOM, IMMalliEHTaM, SIKi TPUUMalOTh
AQHTUKOATyJISHTU KyMapuHy Ta OOCUTh YacTO Ha II0YaTKy Tepamnil HeoOXigHO BU3HAUUTHU
IPOTPOMOiIHOBHY Yac AJIS MiATBEpHOKEHHS BiICYTHOCTI CyTTEBOI 3MiHU ITOKa3HUKA. fAK TiTbKU
crabinbHu mpoTpoMOiHOBUY Yac Oyro 3adikcoBaHO, TOKAa3HUK MOXKHA KOHTPOJIIOBATH 3
iHTepBaiaMH, AKi 3a3BUYail PEKOMEHAYIOTHCS [JI MaLli€HTiB, 110 IPUUMalOTh aHTUKOAryISHTH
KyMapuHy. Y pasi npunuHeHHs Teparii abo 3MiHM 03U aTOPBACTaTUHY [IaHY MPOIEAypPY CIIif
IIOBTOPIOBATH. Y TAIli€HTIB, AKi He IpUiManyd aHTUKOATyISHTH, TepaIlisi aTopBacTaTUHOM He Oyla
II0B’s13aHa 3 KPOBOTEUO0I0 a0 3i 3MiHaMU TPOTPOMOiHOBOTO Yacy.

Oco06.1ueocmi 3acmocy8aHHsi.
Miomnaris Ta pabgomiosnis

Jlikapchkuit 3aci0 MOxKe CIPUYMHUTH MiomaTiio (6inb y M’si3ax, 6omicHiCTs abo cabKicTh y
IOENHaHHI 3 migBuIileHHAM KpeaTuHkKiHasu (KK) 6Ginbirre Hixk y 10 pasiB Big BepXHbOI MeXi
HOpMHU) Ta pabgomiosni3 (3 rocTpo0 HUPKOBOIO HENOCTATHICTIO BHACTIOK Miorno6inypil abo
6e3 Hel). [ToBigomIsANOCS PO PifKiCHI NeTanbHi BUMTaAKKU B Pe3yIbTaTi padmoMionidy npu
3aCTOCYBaHHI CTaTUHIB, BKIII0YaO4YU Atopuc®.

®akTOPU PUIUKY PO3BUTKY MiomaTil

dakTOpU PU3UKY PO3BUTKY MiOMaTil BK/II0YAIOTh BiK Biff 65 pOKiB, HEKOHTPOIHOBAaHUM
rinoTupeos, MopyueHHs GYHKIIl HUPOK, OMHOYACHE 3aCTOCYBaHHS 3 IesKUMHU iHIIUMU
npenapaTaMy Ta 3aCTOCYBaHHS MiBUINEHUX N03 JiKapCchKoro 3aco0y Atopuc® (IUB. PO3Mil
«B3aemoqis 3 iHIIMMHM JTiIKapChKUMHU 3aco0aMH Ta iHIIM BUOU B3AEMOMIN»).

3axonu Ol YHUKHeHHS a00 3MeHIIeHHS PU3KWKY PO3BUTKY MiomaTil Ta pabmoMionizy

EXCro3uIist TikapchKoro 3aco6y ATopuc® Moxe 30iNbIIyBaTHCS 3@ PaXyHOK B3a€MOIl 3
iHITMMY TIpenapaTaMyu dyepes iHrioyBanusa ¢pepmenty 3A4 nutoxpomy P450 (CYP3A4) i/abo
TPAHCIOPTEPiB (Hampukiag, 0i7I0K pe3uCTeHTHOCTI paKy Mono4yHoi 3ano3u [BCRP],
opraHiyHUM aHiOH-TpaHcnopTyBanbHUY nominentun [OATP1B1/OATP1B3], rhoikonporeid P
[P-gp]), o migBuUIye pu3uK PO3BUTKY MiomaTil Ta pabmomionizy. He pekoMeHOy€eThCS
OHOYACHE 3aCTOCYBaHHA 3 JIKapCHKUM 3aC060M ATOpuC” LUKIIOCIOPUHY, TeMbibpo3uny,



KoMmOiHalIliii TUIpaHaBip PUTOHABIP 4M reKanpeBip mibpeHTacBip. Mogudikailis
M03yBaHHS JIIKaPCHKUM 3ac000M ATOpKC® PEKOMEHAYIOTLCS HallieHTaM, SKi IPUAMAaTh
IeBHiI MPOTUBIpyCHi 3aco0H, a30JIbHI TPOTUTPUOKOBi 3aco0u abo MakpOIiAHI aHTUOI0TUKH
(ouB. po3min «Crocib 3acToCyBaHHS Ta [03U»). [I0BiTOMISIO0CS PO BUTTAOKU
Mionarii/pabmomMioni3y mpu 0qHOYACHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3
nimigomogudikyBanbHUMU H03aMu (> 1 r/meHb) HialuHy, ¢pibpaTiB, KONXiuHy Ta KoMOiHalil
nmexpumnacBip codocOyBip. Crif oIiHKMTH, UM KOPUCTH Bifl 3aCTOCYBaHHS IIUX IIpelaparTiB
nepeBaxkae€ MigBUIIEHUN PU3UK PO3BUTKY MiomarTii i pabmomioni3y (mus. po3min «B3aeMomist 3
iHITMMY JTiKapChbKUMU 3aco0aMu Ta iHIII BUM B3a€EMOIIN»).

He pekoMeHOy€ETLCS OQHOYACHUY MIPUKOM T'PEUII(PYyTOBOTO COKY ¥ BETUKUX KiJTbKOCTSX
(monap 1,2 niTpa Ha [geHb) Hali€eHTaM, AKi IpUIMalTh ATOpHC” (OUB. po3min «B3aemomis 3
iHITUMY JTiIKapChKUMHU 3ac00aMy Ta iHII BUOU B3a€MOMIN»).

CIlifi IPUIMHUTY IPUIAOM JIiIKapChKOro 3ac00y ATOpHC®, SKIIO CIOCTEPIracThCs IOMITHO
migBuinieHui piBeHb KK abo miarHocToBaHO MioIlaTiio YH € Mifo3pa Ha il BAHUKHEHHS.
M’sg308Bi cumniTomu Ta nigsuiieHHs piBHA KK 3HUKaIOTH micns BigMiHu aTopBacTaTuny. Crifg
TUMYacoBO BiIMiHUTH ATopuC® HallieHTaM 3 TOCTPUM ab0 Cepio3HUM CTAHOM i3 BECOKHM
PHU3UKOM PO3BUTKY HUPKOBOI HEOCTATHOCTi, CIPUYKMHEHO] pabnoMiosizoM (Hampukianm,
CEeIICUC; IIOK; TSXKKa riloBOJIEMis; Cepiio3Ha XipypriyHa omepalis; TpaBMa; TAXKKI
MeTa0oITiuHi, eHMOKPUHHI ab0 eJIeKTPOJIiTHI MOPYIIeHHS; HEKOHTPOJIbOBaHa eIinerncis).

[ToTpiOGHO MOBiMOMUTH TAIliEHTIB IPO PU3UK PO3BUTKY MiomaTil Ta pabmoMioni3y Ha MO4aTKy
NiKyBaHHs a60 Ipu 30iNbIIeHH] fo3u npenapaty Atopuc’. [lalieHTaM Ciif peKOMeHoyBaTH
HeTralHo MOBiHOMIIATY PO OyOb-AKUil He3po3yMinui 6inb y M'g3ax, 607icHICT abo
cnabKicTh, 0COOIUBO SIKIIO BOHU CYIIPOBOIXKYIOTHCS HE3AYKaHHAM a00 MigBUIIEHHIM
TeMIlepaTypu.

ImyHo102i4YHA onocepedKosaHa HeKpomu3ywua mionamis

[ToBimoMgu PO PifKiCHI BUMIaAKK iIMYHOJIOTi4HOI OITOCEPEAKOBaHOl HEKPOTHU3YI04Y01
mionartii (IOHM) nig wac abo micns nmikyBaHHS fessKUMU cTaThHaMu. Kmirnigno IOHM
XapaKTepPUu3y€eThCS CTiMKOIO CTabKiCTI0 MPOKCUMATbHUX M’S3iB Ta IigBUIIEHO0
KpeaTUHKiHa3010 B CHPOBATIN KPOBi, Ki 30epiraioThCs, He3BaxKauy Ha MPUIHHEHHS
JIIKyBaHHS CTaTMHaMU; ITO3UTUBHUY pe3ybTaT Ha aHTUTiNa 70 [MI-KoA-penykrasu; M’si30Ba
Oiomcist BUSIB/ISIE HEKPOTHU3YIOUY MiOIaTii0 Ta MOKPAIIEHHS IIPYU 3aCTOCYBaHHi
IMyHOZeIIpeCcaHTiB. Moxke BUHUKHYTH HEOOXiIHICTb TPOBEIEHHS NOMATKOBUX HEMPOM SI30BUX Ta
CepoJIoTiYHUX JociigKeHb. Moxe OyTu noTpibHa Teparmis iMmyHomenpecanTaMu. CIifi peTebHO
3BaXXUTU pu3uK po3BUTKy IOHM mepen moyaTkoM 3aCTOCYBaHHS iHIIOTO CTAaTHUHY. AKII0 PO3M0OYaTO
TEeparilo iHIKUM CTaTUHOM, HeOOXiTHUY MOHITOPUHT O3HaK Ta cuMnToMiB IOHM.

ITopyweHHsA pyHKYIT neviHKu

[lepen TUM SK pPO3MOYMHATHU TePaIilo MpernapaToM, pEKOMEHAYEThCA OTPUMAaTH Pe3yIbTaTh
aHaJIi3iB I10/I0 BU3HAYEHHS IMOKA3HUKIB (DEPMEHTIB ITeUiHKM Ta IPOBOAUTH aHaJli3n
IIepPIOOUYHO Micysd uboro. IlamienTaM, y SKUX BUHMKAOTh CUMIITOMH, 10 CBi4aTh IIPO
ypaXeHHS MeYiHKY, IOoTPiOHO MPOBOAUTH aHasi3 GyHKIIl neviHnky. [lamieHTaM, y SKUX
MiOBUIYETHCA PiBeHb TpaHCaMiHas3, CIIil KOHTPOIIOBATH (QYHKIIII MEeYiHKK JOTH, JOKU



aHoMasil He OyyTh yCyHeHi. dKIio BinOyBaeThCA CTiliKe MiABUIIEHHS PiBHIB CHPOBaTKOBUX
TpaHcaMiHa3 y CHpPOBaTIli KpoBi B 3 um Ginblile pa3u Bifl BEpXHbOI MeXKi HOPMaIbHOTO
niana3ony (ULN), peKOMeHOy€eThCS IPUNMHUTH JTIKyBaHHS IIpenapaToM (OUB. PO3AiNT
«ITobiuHi peakirii»).

ATopBacTaTuH Cifl 3 00epeXHICTIO MPU3HAYaTH MallieHTaM, SIKi 3JI0BXKUBaOTh alIKOT0JIeM
Ta/ab0 MaloTh B aHAaMHe3i 3aXBOPIOBAHHS MEYiHKMU.

3anobizaHHsA iHCYAbMY WASXOM Pi3K020 3HUMNCEeHHA pieHie xosnecmepuHy (SPARCL)

[ToBimoMIIsinoCs, 110 IPH MicIsIoNepalifHoMy aHai3i migTUIiB iHCYNIbTY Y MallieHTiB 6e3
imemiunoi xBopoou cepiis (IXC) 3 HelomaBHO ITepeHeceHuM iHCYIbTOM ab0 TPaH3UTOPHOO
imeMiyHoto aTakoio (TIA) croctepiraBcs GinbIl BUCOKUY PiBEHb reMOpPariyHoro iHCYIbTy IPU
IIPUOMi aTOpBaCcTaTUHY y [03i 80 MI B MOpiBHSHHI 3 rpymnoio nnatebo. [TigBuiieHuN pusuk
OyB 0c00/IMBO Bif3HaueHUH Y MAIli€HTIB i3 MomepeaHiM reMopariuiuM iHCyIbTOM abo
JTaKyHapHUM iH(papKTOM IIif YaC BKIIOYEHHS yV AOCHiAKEeHH. [[J11 Mali€HTiB 3 IoIepeaHimM
reMopariyHuM iHCynbToM abo nakyHapHUM iH(apkTOoM OGanaHC PU3UKY Ta IepeBar mpu
IIPUKOMIi aTopBacTaTUHY y 003i 80 MI He BU3HAYEHUM, TOMY IIepe[ I0YaTKOM JIiKyBaHHS
HeoOXigHO peTeNnbHO MMPOaHalli3yBaTy MOTEHIIINHNY PU3UK T€MOPAriyHOTr0 iHCYIbTY.

CkesnemHi m’a3u

AtopBacTtaTuH, sK i inmi iHribitopu 'MK-KoA-penykTasu, B OKpeMuX BUMIaKaX MOXKe BIJIMBATH Ha
CKeJIeTHY MYCKYJIaTypy i CIPUYUHUTY MiaJjirito, MiO3UT Ta MIiONaTiio, sIKi MOXKYTb IIPOTPECYBaTU [0
pabmoMioni3y - MOTeHIiHO He0e3MMeYHOTo AJIS KUTTS CTaHy, 1[0 XapaKTepU3yEThCS ITOMITHO
nigBuIIeHNM BMicToM KpeaTtutkina3u (KK) (> 10 pasis Buille 3a HOpMy), MioT106iHEMIEIO Ta
Mmiorno6inypi€to, SKi MOXKYTh IIPU3BECTH 10 HUPKOBOI HEIOCTATHOCTI.

o noyamky saikyeaHHs

ATtopBacTaTuH cilif 3 00epexkHICTIO TpU3HAYaTH MallieHTaM 3i CXUJIbHICTIO 10 PO3BUTKY
pabpmoMionisy. [lo mo4yaTKy JIiKyBaHHS CTaTUHAMH Yy MAI[iEHTIB, CXUJIBHUX 10 PO3BUTKY
pabmomionisy, cnig Bu3Havyatu piBeHbs KK mpu:

- IopyLIeHHi QyHKIIil HUPOK;
- rimo¢yHKII1 MUTOBUAHOL 3a103H;
- CIIAJKOBHX PO3JIaflax M’sI30BOI CUCTEMHU Y CiMeitHOMY a60 0COOMCTOMY aHaMHe3i;

- IepeHeCeHrX Y MUHYJIOMY BUIIagKaX TOKCUYHOT'O BIIJIUBY CTATUHIB ab0
¢bibpariB Ha M'g31;

- IIepeHeCeHuX Yy MUHYJIOMY 3aXBOPIOBAHHAX MeYiHKY Ta/ab0 3710BXKUBaHHI
aAJIKOT'0JIEM;

[Tpu nmikyBaHHI NaLi€HTiB MiTHROTO BiKY (Oinbiie 70 pokiB) HeOOXigHICTH MPOBENEHHS O3HAUEHUX
3axO0fiB CIIiJ OLiHIOBATX 3 ypaXyBaHHAIM HasBHOCTI iHIMNX (haKTOPiB CXUIIBHOCTI IO PO3BUTKY
pabnmomiomnisy.

[TigBuIeHHi piBHA IpenapaTy y mia3Mi KpOBi MOXKJIMBE, 30KpPeMa, Y pa3i B3aeMofil (OuB.



po3min «B3aemopist 3 iHIIMMU TiKapChbKAMH 3aco0aMu Ta iHII BUOM B3aEMOMIN») Ta
3aCTOCyBaHHS OCOOIMBUM I'pylaM MAI[iEHTIB, y TOMY YKCIIi MTallieHTaM 3i CllafIKOBUMU
xBopobamu (OuB. po3min «dapMaKoKiHETHKA.)

Y Takux BUIlafikaX peKOMEHOOBaHO OIiHIOBATH CITiBBiMHOIIEHHS PU3UKIB Ta MOXKIIUBOI
KOPHUCTI Biff JIiIKyBaHHS Ta IPOBONUTHU KJIIHIYHUYN MOHITOPUHT CTaHY Ialli€HTIB.

fAxio mo mouatky nikyBaHHs piBeHb KK 3HauHO migBuiienuy (mepesuiirye BMH 6inbir HiX y
5 pa3siB), NiKyBaHHS IOYMHATU HE CIIifA,.
BumiprosaHHA pi8HA KpeamuHKIHA3U

Pisens KK He cyifg Bu3Ha4yaTH micis iHTeHCUBHUX (Pi3MYHUX HaBaHTaXKeHb a00 3a HAsIBHOCTI
OyOb-IKMX MOXKJIMBUX albTEPHATUBHUX NMPUYMH MigBuilleHHs piBHS KK, ocKinbku 11e Moxke
yCKIagHUTU 00p0o06IeHHS pe3ysbTaTiB. AKIN0 Ha BUXiZHOMY PiBHI CIIOCTEpIraeThCsl 3HaYHE
nigsuiendsa KK (mepesuiiiends BMH 6inbmi HiX y 5 pasiB), To uepe3 5-7 OHIB HE0OXigHO
IIPOBECTHU IIOBTOPHE BU3HAUYEHH [JIs MiATBEPOKEHHS pPe3ybTary.

I1i0 yac aikyeaHHA

- [TarienTy MOBUHHI 3HATH PO HEOOXiTHICTL HeTaMHO MOBIJOMIISTY IIPO PO3BUTOK
600 y M’g3ax, CyoM 49U c1abKoCTi, 0COOIMBO KOJIM BOHU CYIPOBOAXKYIOTHCS HE3AyKaHHIM a0o
rapsiykoro.

- Y pasi nosiBu XWX CUMIITOMIB IIifl Yac JiKyBaHHS aTOpPBaCTaTUHOM HEOOXigHO
Bu3HauuTy piBeHb KK y 1iporo narienta. Axuio pisers KK 3HauyHO migsuiienui (nepesuinye BMH
Oinbi HiXK y 5 pa3iB), TiKyBaHHS CIIif IPUIUHUTH.

- [IOoUinpHICTh IPUIIMHEHHS JIIKyBaHHS CJIi[] TAKOXK PO3TJISHYTH, SKIIO HiABUILIEHHS
piBusg KK He csirae n’'siTuKpaTHOTO nepeBuilieHHss BMH, ane cumnToMu 3 60Ky M’s13iB MalOTh TAKKUN
XapakTep Ta IMIOAEeHHO CTAl0Th IPUYMHOI0 HEIPUEMHUX BiYYTTiB.

- [Ticrsg 3HUKHEHHSI CUMIITOMIB Ta HopMasi3anil piBHa KK MoxHa po3rnaHyTi
MOXKJIUBICTb BiTHOBJIEHHS JIIKYBaHHS aTOPBACTaTUHOM YH IIOYATKY JIiKyBaHHS albT€PHAaTABHUM
CTQTMHOM 3a YMOBH 3aCTOCYBaHHS MiHiMalIbHOI MOXKJIMBOI [03U IIpenapaTy Ta PeTeIbHOT0 HaT ISy
3a CTAHOM IIallieHTa.

- JIikyBaHHSI aTOpPBaCTaTUHOM HEOOXigHO MIPUMUHUTH, SKIIO CIIOCTEPIraeThCA
KiHiyHO 3Hauyile migBuieHHs piBHg KK (mepesumentss BMH 6inbir Hizk v 10 pa3iB) abo y pasi
BCTAHOBJIEHHS [iarHo3y pabmomionidy (abo migo3pu Ha PO3BUTOK pabmomiostisy).

O0HoyacHe 3acmocy8aHHA 3 IHWUMU AIKAPCbKUMU Npenapamamu

Pu3uK po3BUTKY pabmoMioni3y 30imbIIyeEThCS IPU OMHOYACHOMY 3aCTOCyBaHHI
aToOpBaCTaTUHY 3 JeSKUMU JIiIKapCbKUMU IIpernapaTaMy, SKi MOXYTh 30iIbIIUTH
KOHIIEHTPAIIiI0 ¥ IIJla3Mi KPOBi aTOpBaCTaTUHY, HAIIPUKJIIaA Taki moTyxkHi iHriditopu CYP3A4
a00 TpaHCHOPTHi OinKY (HampuKIIal, IIUKIIOCIIOPUH, TEIITPOMIIMH, KJTaPUTPOMIIIHH,
[eJaBipauH, CTPUIIEHTOJI, KETOKOHA30JI, BOPMKOHA30J1, iTpaKOHa30J1, 103aK0HAa301J1,
neTeHoBip Ta iHribiTopu BIJI-mpoTea3u, BKII0OUal0Yy PUTOHABID, NOMiHaBIp, aTa3aHasip,
iHOMHaBIp, JapyHaBip, TUIIPaHaBip/pUTOHABIp TOINO). PU3UK BUHMKHEHHS MiomaTil TaK0OX



MoXKe OyTH MigBUILIEHUY ITPU OOJHOYACHOMY 3aCTOCYyBaHHI reM}iOpo3uny Ta iHIINX MOXigHUX
(GiOpUHOBOI KUCIOTH, TPOTUBIPYCHUX TIpenapariB [y nikyBaHHs rematuty C (BI'C)
(Hampuknam, Oolienpesip, Temanpesip, enbacBip/rpa3onpesip, nempinacsip/cohocbysip),
€pUTPOMILINHY, HialluHy ab0 e3eTUMiOy. 3a MOXKIMBOCTI 3aMiCTh LIUX TiKapPChKUX 3ac00iB CIIif
pPO3rIafaTy albTepPHATHBHI (He B3a€EMOMI0OYi) METOOH JTiIKyBaHHS.

A0 He0OXiIHO TPOBOAUTY OfHOYACHE JTiKyBaHHS aTOPBAaCTaTHHOM Ta 3raflaHuMU
IpernapaTaMy, CJIifi PETEeIbHO 3BaXKUTH KOPUCTh Ta PU3UKHU 1X OHHOYACHOTO 3aCTOCYBaHHS.
K10 malienTy NPUUMalTh JIiKapChKi IIpeliapaTy, 10 TigBUIIYIOTh KOHIIEHTPALIi0
aToOpBACTaTHHY B Mjia3Mi KPOBi, pPEKOMEHYEThCS 3HUKYBATU 03y aTOPBACTaTHUHY [0
MmiHiManbHOI. KpiM Toro, y pa3si 3acTocyBaHHS NOTyKHUX iHTi0iTOpiB CYP3A4 crig
PO3TITHYTHA MOXKJIMBICTh 3aCTOCYBaHHS MEHINIOl T0YaTKOBOl O3U aTOPBACTATUHY Ta
IIPOBOAUTHU Ha/lleXKHUM KIiHIYHNY MOHITOPHHT CTaHY IUX Malli€HTiB (OUB. po3ain «B3aemopis
3 iHIMMMY JTiKapChKUMHU 3ac00aMu Ta iHII BUOU B3aEMOMiM»).

ATopBacTaTHH He CIIiJ 3aCTOCOBYBATH Pa3oM i3 CUCTEeMHUMHU IIpenapaTtaMu (Gy3umoBol KUCIOTH abo
IPOTATOM 7 OHIB IiCJIg MPUNMHEHHS NiKyBaHHS (Py3UI0BOI0 KMCIOTOMW. ITallieHTaMm, as SKux
TiKyBaHHS (y3UOOBOIO KMCIOTOIO BBAXKAETHCS BAXKIIMBUM, TEPAIIiI0 CTAaTUHAMU MOTPIOHO MPUITUHUTH
IIPOTSATOM BCHOT'O IepPiofy JiKyBaHHS (y3Um0BOI0 KUCIO0TOW0. [ToBioMnsnu npo pabmomionis
(BKIIOYAOUM [IesKi TeTalbHi BUIAJKHU) ¥ MAIli€HTIB, IKi OQHOYACHO OTPUMYBau Py3Ug0OBY KUCIIOTY
Ta CTATUHU (OUB. po3min «B3aeMopmist 3 iHIMMMY JTiIKapChKUMHU 3aco0aMu Ta iHIIi BUIKW B3aEMOTIN»).
[TamieHTaM CJyIi HeraHO 3BEPHYTHUCS [0 JiKaps pyu BUHUKHEHHI 03HAK M’130B01 c1abKocTi, 60110
a00 YyTIUBOCTI.

Teparmito cTaTiHAMU MOXKHa BifTHOBUTH 4epe3 7 OHIB Micisa MPUIOMY OCTaHHBOI 1031 (y3Ug0BOI
KHMCJIOTH.

Y BUHSITKOBUX BUIIafIKaX, KoK HEOOXilHa TpHBaJja Tepatnis ¢Gy3uma0Bo0 KIUCIOTOO,
HaIlpUKJIIaL, A1 JiKyBaHHS TSIXKKUX iHQEKI[il, MOXKJIMBICTh OQHOYACHOT0 3aCTOCYBaHHS
aTopBacTaTHHY Ta Qy3UI0BOI KACIOTH CIIiJl PO3TISOaTy Y KOXKHOMY KOHKPETHOMY BUIIAJKy
Ta IPOBOAUTH TIifi IOCTIMHUM MEeIUYHUM HarIsaAoM.

Bynu gyxXe pigKicHI IOBiHOMJIEHHS IIPO IMyHHO-0IIOCEPENKOBaHY HEKPOTU3YI0UY MiomaTito
(IMNM) mip yac ab6o micns JmiKyBaHHS JesIKUMU cTaTAHaMu. Kninigno IMNM
XapaKTepPUu3y€eThCS CTIMKOIO CTabKiCTI0O MPOKCUMATbHUX M'S3iB Ta IigBUIIEHO0
CHUPOBATKOBOIO KPeaTUHKIHA3010, IKi 30epiraoThCsi, He3BaXKaloyy Ha IMPUIIMHEHHS JIiIKyBaHHS
CTaTUHaMU.

IHmepcmuu,iaflee 3dXB0OPHOBAHHA N1€28HDb

Y pasi 3acTocyBaHHA AESKUX CTATUHIB IIOBIJOMJISIOCS PO BUHSATKOBI BUIIAAKU IHTEPCTULIIATIBHOTO
3aXBOPIOBAHHS JIeTeHb, 0COOIMBO IIPX OOBTOTPUBAJIOMY JiKyBaHHi (muB. po3min «ITo6iuHi peakirii»).
Oco6muBOCTi IPOSIBY MOXKYTh BKJTIOYATH AUCITHOE, CYyXWil Kalllellb Ta MOTipIIeHHs 3arajJlbHOro CTaHy
300pOB’d (BTOMa, BTpaTa MacCH Tijla Ta MiABUIIEHHS TeMIepaTypu). AKIIO € Migo3pa, II0 y MallieHTa
PO3BUBAETHCS IHTEPCTHUIlIAIbHE 3aXBOPIOBAHHS JIET€Hb, TIKyBaHHS CTaTUHOM HEOOXigHO MPUITHHUTH.

ITediampuyHa nonyaAuis

Y TpupiyHOMY OOCTigXK€eHHI, 3aCHOBAHOMY Ha OLHIII 3araJIbHOr'0 PO3BUTKY 3a ILIKajow TaHHEpa Ta
BUMIPIOBAHHSM 3POCTY Ta MacCH Tijla, He CIIOCTepiraaocs KJIiHiYHO 3HAUYIOT0 BIJIUBY Ha 3arajbHUU



Ta CTATEBUM PO3BUTOK (OuB. «[106iuHi peakIrii»).
Llykposuti diabem

[leski maHi cBig4aTh PO Te, 10 CTATUHU K KJlac MigBuIlyioTh piBeHb HbAlc Ta ritokos3u y
CHpOBATIIi KPOBi i y JeSIKUX MallieHTiB 3 BUCOKAM PU3UKOM BUHUKHEHHS gia0eTy MOXKYTb CIIPUUUHATH
TaKWil piBeHb TinepriikeMii, npu SKOMy JOPEYHUM € BifNOBigHe JIiKyBaHHA HiabeTy. OgHaK Len
PU3UK [IEPEeBaXKy€EThCS 3HUKEHHSIM CyIUHHOT0 PU3UKY BHACIIIOK 3aCTOCYBaHHSA CTATUHIB i TOMY He €
IiZCTaBOIO [JISI MPUIIMHEHHS TiKyBaHHS CTaTUHAMHU. 3TidHO 3 Oep:KaBHUMM CTaHOApTaMH, IOTPiOHO
IIPOBOAUTY KITiHiUHUM Ta OioXiMiuHMI MOHITOPUHT NAlliEHTIB TPYNIH PU3UKY (piBeHH I'MII0OKO3U HATIIE
Bim 5,6 mo 6,9 Momb/1, iHmeKC MacH Tina > 30 Kr/M°, NiABUIIeHHUI PiBeHb TPUTTILIEPUMIIB, TillepTeH3is).

MiacmeHisa 2pasic

Y nmooguHOKMX BUNagKaX IOBiMOMIISIIOCS, 110 CTaTUHY iHAYKYI0Th «de novo» abo 3arocTpioioTh BxKe
icuytouy miacTeHito rpaBic abo ouHy MiacTeHito (ouB. po3min «I1o6iuHi peakiiii»). Y pasi 3arocTpeHHs
CHMIITOMIB CJIiJ] IPUNUHUTY IPUKAOM aTopBacTaTuHy. [10BiqOMIIANIOCS PO PELUANBYU IIPU
IIOBTOPHOMY 3aCTOCYBaHHi TOr0 caMoro abo iHIIIOT0 CTaTHUHY.

LlonomidcHI pevo8uHu

Ilo cknamy mpemapaTy BXOOUTH 1aKTO3a, TOMY MalliEHTaM 3 YPOOXKEHOK HellePeHOCUMICTIO
rajakTo3u, CHHIPOMOM MasibabcopOiii IIF0K03H Ta rajlakKTo3M, HeOCTATHICTIO TaKTa3u Jlamma He
CJIiTf ¥OT0 3aCTOCOBYBATH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00i0.

2KiHKu penpodyKkmugH020 8iKY

[Tig yac nmikyBaHHS XKiHKaM PENPOAYKTUBHOTO BiKy CJIifl 3aCTOCOBYBaTU HaJleXkHi 3acobu
KOHTpanentil (quB. po3xin «IIpoTunoka3aHHsa»). KO Mif Yac NiKyBaHHS aTOPBaCTaTUHOM
nalieHTKa BUPIMIUTD 3aBariTHITY, BOHA ITOBUHHA IPUIMHUTY IIPUUOM IIpeliapaTy He Mi3Hille HiX 3a
MiCAIb [0 HACTaHHS 3allJIaHOBAHOI BariTHOCTI.

BaeimHicmb

Atopuc® IpoTHIOKa3aHMH Mif Yac BariTHOCTI, OCKINEKM He BCTaHOBJIeHa Ge3leka IPUiioMy i HeMae
KOHTPOJIbOBaHUX OOCIIIIXKEHb 3aCTOCYBaHHS aTOpPBACTaTUHY BariTHUM XiHKaM. Hagxooumnu pigkicHi
TIOBiIOMJIEHHS ITPO BPOAXKEHi aHOMaJTil Imics BHYTPIHbOYyTpoOHOTO BIKBY iHribiTopiB TMK-Ko0A-
penykTasu. [JoCmigKeHHS Ha TBapMHaX IO0Ka3alau TOKCUYHUM BIJIMB Ha PENPOAYKTUBHY (YHKIIIIO.

JIikyBaHHSI aTOpPBaCTaTUHOM MOKe 3MEHIIUTH BHYTPIIIHbOYTPOOHWI piBeHb MeBaJOHATY, HeoOXimHMH
nist 6i0CUHTE3Y X0JIeCTEPUHY. ATEPOCKIIEPO3 - Ile XPOHIUHUY MPOIIeC, a 0TXKe, TIepepBa B MPUHoMi
rinosimifgeMiYyHUX IIpernapaTiB i Yac BariTHOCTI He MOBMHHA MaTy 3HAYHOTO BIJIUBY Ha Pe3yIbTaTH
IOBIOCTPOKOBOTO JIiIKyBaHHS IIEPBUHHOI Iiepx0IeCcTepUHEMIl.

Tomy aTopBacTaTHH He IMOBUHHI 3aCTOCOBYBATH BariTHI Ta XiHKH, SIKi IJIaHYIOTh ab0 MMig03pI0I0TH
BariTHiCTh. JIiKyBaHHS IpenapaToM ATopuc® CIIif IPUIMHUTH Iif 9ac BariTHOCTI abo MOKu He Oyme
BCTAHOBJIEHO, ITI0 XKiHKa He BariTHA (OuB. po3min «IIpoTUIIOKa3aHHS»).

Ilepio0d 200y8aHHA 2py0010




Hesigomo, ¥ IpOHMKAE aTOPBACTATUH Ta MOT0 MeTaboIiTH ¥ TPyAHEe MOJIOKO JIIOAMHY, OOHAK BiJoMoO,
1110 HeBeJIMKa KiJIbKiCTh aTopBacTaTUHy abo #oro MeTaboiTiB moTparnisie y MoJIoKo u1ypiB. OCKinbKu
icHy€e MOTeHIINHNY PU3UK BUHUKHEHHS CePHO3HUX MO0iYHUX ePeKTiB, KiHKH, 10 TPUAMAIOThH
npenapat Atopuc®, IOBUHHI IPUINHATH roflyBaHHS I'PyOAio (AuUB. po3min «IIpoTUIIOKa3aHHS»).

ATopBacTaTVH IPOTUIIOKA3aHUY y IEPio] TOOyBaHHS I'PYALo (IUB. po3min «IIpoTunoka3anHa»).

depmuabHicmb

[Tpu mocmimXeHHi Ha TBapMHAX aTOPBACTATHH He BIIMBAB Ha (ePTUIBHICTh CAMIIiB YU CAMMUIIb.

30amuicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMmamu.

HeMae moBifomIieHb po BIJIUB aTOPBACTATUHY Ha 3[aTHICTh KepyBaTH aBTOMOGineM i
BMKOPHCTOBYBATHU TEXHiUHi MPUCTPOL. AJle Iifl 4aC 3aCTOCyBaHHSA IIpenapaTy AesKi MallieHTu MOXYTb
Bim4yBaTH 3armaMOpPOYeHHS Ta CygoMu M’si3iB. ToMy mmif yac nikyBaHHS Ciif 0yTu 06epekHUMU IIPU
KepyBaHHi aBTOTpaHCIIOpToM abo po6oTi 3 iHIIKMU MeXaHi3MaMHu.

Cnocib 3acmocyeaHHsi ma do3u.

Hos3 YBAHHA

Ilo moYaTKy JIiKyBaHHS IpenapaToM ATopuc® CIIij BASHAUYMTH PiBeHb rinepxoaecTepuHeMii Ta
KOHTPOJTIOBAaTH NOTPUMaHHS BifAOBigHOI mieTH, Gi3vyHi HaBaHTaXKeHHS, 3MEHILIEHHST MacCH Tijla y
TIAIli€HTIB i3 OKUPIHHSAM Ta JTiKyBaHHS iHIINX OCHOBHUX MeOUYHUX NpobieM nailieHTiB. [Ipu mpuiiomi
npenapaTy Atopuc® MallieHT HOBAHEH NOTPUMYBATHCS CTaHAAPTHOI iETH, KA 3HUKYE PiBEHb
X0JIECTEPUHY.

I'inepainidemis i 3miwaHa oucainioemis

PekoMeHIOBaHa IM0YaTKOBa f103a aTOpBacTaTuHy cTaHoBUTHL 10 mMr ab6o 20 Mr 1 pa3 Ha go0y.
I nauieHTiB, sKi ToTpeOyI0Th 3HAaYHOTO 3HUKEHHS PiBHA xonmecTepuny JIITHII (6inbim Hixk
Ha 45 %), Tepariio MoxKHa PO3MOYKMHAaTH i3 mo3yBaHHsg 40 Mr 1 pa3 Ha H00y.

[iama3oH mo3yBaHHA TiKapchKoro 3aco0y ctaHoBuTh Bifg 10 Mr go 80 mr 1 pa3 Ha #o0y.
[IpemapaT MoXKHa IpUMMaTHA Pa30BOI0 103010 ¥ OyOb-9Ki TOOUHU Ta He3aJIe’kKHO Biff IpUiioMy
ixi. [ToyaTKOBY Ta IigTpUMyBa/lbHY 003U IIpenapaTy Mig0upaioTh iHAUBigyaIbHO, 3a7TIe3KHO
Bim piBus XC JITIHIII, meTu nmikyBaHHS Ta Bipmosigi. [Ticns moyaTtky nikyBaHHS Ta/a6o micis
TATPYBaHHA 03U IIpernapaTy CIif KOHTPOJIIBATHU PiBHI JiMifiB IPOTAroM 2-4 TUXKHIB Ta
BIIMOBIOHUM YMHOM BiIKOPUT'YBaTHU [03Y.

I'emepo3uzomHa ciMeliHa 2inepxosecmepuHemia y nayieHmis dumsyozo 8iky (8ikom 8id 10 0o
17 pokis)

PekoMeH0BaHa II0YaTKOBA [I03a aTOPBACTATUHY CTaHOBUTH 10 Mr/mo0y, 3BUYaliHUY Iiama30H 03
ctaHoBuTh Bifg 10 Mr mo 20 Mr nepopasnbHO 1 pa3 Ha mo0y. [Jo3u npemnaparTy Ciif nigbupaTu



iHAUBimyanbHO BiANOBIAHO OO pPEKOMEHI0BAHOI MeTH JIiKyBaHHS. TepaneBTUYHA BigNOBiab
IIPOSIBNIIETHCS MPOTATOM 2-4 THXKHIB Ta MiATPUMYETHCS MiT Yac JOBroTpUBasoi Tepamil. KopuryBanusa
MO3H CJIif ITPOBOUTH 3 iHTEpBasioM 4 TuKHi abo Ginbiie.

T'oMo3u20mHa ciMeuHa 2inepxoaecmepuHeMia

Ilo3a aTopBacTaTUHY [JId MMALi€HTIB 3 TOMO3UTOTHOIO CIMEWHOI0 TillepX0IeCTePUHEMIEI0
ctanoBuTh Big 10 Mr go 80 Mr Ha moOy (muB. po3min «dapMakoguHaMika»). ATOpBacCTaTUH
CJIifI 3aCTOCOBYBATH SIK [OMOBHEHHS [0 IHIIKX TIMOMiNigeMiYHUX METO/iB JIiKyBaHHS
(manpuknapn adeped JITTHIIL) a6o y pasi, K10 rinomninifgeMiuyHi METOAY TiKyBaHHS
HEe[OCTYIIHI.

O0HoYdacHa 2inosinideMiyHa mepanisa

Atopuc® MOXKHa IpUIMaTH 3 CEKBECTPAHTAMMU KOBYHMX KKCII0T. KoMGiHario iHriGiTopis
['MI'-KoA-penykTasu (cTaTuHIB) Ta ¢ibpaTiB 3arayioM CJifi 3aCTOCOBYBaTH 3 00€peXKHiCTIO
(ouB. po3pinu «OcobMUBOCTI 3aCTOCYBaHHS», «B3aeMopis 3 iHIIMMU TiKapChbKUMU 3aco0aMu
Ta iHIII BUAYW B3a€EMOTIN»).

IopyweHHA GYHKUII HUPOK

3axBOPIOBaHHSI HUPOK He BIJIMBA€E Hi Ha KOHLIEHTPALIIO B IIJIa3Mi KPOBi, Hi Ha 3HUXKEHHSI
piBasa XC JIITHII pu 3acTocyBaHHI Ipenaparty; 0TKe, KOPUT'YBaHHSA [03U IIpenapary Ajis
TaIli€HTIB 3 MOpPYyIIeHHIM (PYHKIIil HUPOK He MOoTpiOHe (guB. po3minu «OcobnuBoCTi
3acToCyBaHHSA», «PapMakKOKiHETHKa»).

ITeviHKo8a HedocmdamHicmb

Atopuc® ciifi 3aCTOCOBYBaTH 3 00epeKHICTIO Mal[i€HTaM 3 IOPYIIEeHHAMH QYHKII] IediHKH
(muB. po3minu «Oco6IMBOCTI 3aCTOCYBaHHA», «PapMaKOKiHeTHKa»). Atopuc’
IIPOTUIIOKA3aHUY MallieHTaM i3 3aXBOPIOBAHHSIM II€YiHKYU B rOCTPil (a3i (muB. po3min
«[IpoTUIIOKA3aHHSI»).

3acmocysaHHs 8 komMbOiHauii 3 iIHWUMU Aikapcbkumu 3acobamu

Crnip yHUKATH NiKyBaHHS IIpelapaToM IallieHTiB, sIKi ITPUAMaiOTh IUKJIOCIIOPUH abo
inribiTopu nporteas3u BIJI (TunpaHaBip puToHaBip), abo iHTiGiTOp IpoTEa3u BipycCy
renatuty C (Temampesip). Crig 3 06epexkHiCcTIO Mpu3HavyaTu natierTam 3 BIJI, mo
IPUIMalOTh JIONiHABIp PUTOHABIP, Ta 3aCTOCOBYBATH Y HAMHUKYiN HeoOXimHi# mo3i. s
MAITiEHTIB, 1[0 TPHUUMAIOTh KITaPUTPOMIIIMH, iTpaKoHa30:, abo mis maifieHTiB 3 BIJI, mio
IpuiMaloTh KoMOiHalil cakBiHaBip pUTOHABIP, MapyHaBip puToHaBip, PocaMnpeHasip abo
dbocamnpeHaBip pUTOHABIP, TePANeBTUYHY 03y Mpemapary ciifg o0MexuTu 10300 20 Mr, a
TaK0XX PEKOMEHIYETHCS IMIPOBOAUTY HaleXkHi KTiHiYHI 00CTeXKeHHS [Jig 3a0e3nedyeHHs
3aCTOCYBaHHS HaMeHIol e(eKTUBHOL A03M IIpemnapary. g MallieHTiB, 110 IPUIMaloTh
inri6iTop mportea3u BIJI Hendinapip abo iuridiTop mporeasu Bipycy rematuty C OGolenpesip,
JiKyBaHHS IpenapaToM Cliig 00MeXXuTH 003010 0o 40 MT, a TaK0K PEeKOMEHIYETHCS
IIPOBefIeHH BiATIOBIgHUX KIiHIYHMX 00CTeXKeHb [ 3a0e3neueHHs 3aCTOCYBaHHS
HalMeHI0i e(eKTUBHOI 03K MpenapaTy (AuB. po3ninu «OcobIUBOCTI 3aCTOCYBaHHSI» Ta
«B3aemoqis 3 iHITMMHU TiKapChKUMU 3aco0aMHu Ta iHIII BUIU B3AEMOMIN»).



IHauieHmu nimHbo20 8IKY

Ilns namieHTiB BikoM noHap 70 pOKiB IIPH 3aCTOCYBaHHI pEKOMEHO0BaHUX 103
aTtopBacTaTUHY edeKTHUBHICTL Ta Oe3MeKy Teparlii CJIif OI[iHI0BaTH 3 ypaXxyBaHHSIM HasBHOCTI
iHImUX GaKTOPiB CXUITBHOCTI 10 PO3BUTKY pabmomiori3y.

OdHouacHe 3acmocy8aHHA 3 iIHWUMU AIKAPCbKUMU 3dcobamu

Y narlieHTiB, gKi OGHOYACHO 3 aTOPBACTaTUHOM IIPUKMMAIOTh IIPOTUBIPYCHi 3acobu Bif

renatuty C enbacBip/rpa3omnpesip abo n1eTepMoBip A MpodiTlakKTUKY IUTOMETa0BipyCHOI
iH(eKIIil, m03a aTOpBACTATUHY He MOBHHHA nepeBuinyBatu 20 Mr/mo0y (muB. «Ocobausocmi
3acmocysaHHs», «Baaemoodisa 3 iHWuMu Aikapcbkumu 3acobamu ma iHwi audu 83aemo0itl»).

He pekomMeHOyeTHCS 3aCTOCOBYBATH aTOPBACTATUH IalliEHTaM, gKi IPUUMaIOTh JIETEPMOBID
OJHOYACHO 3 IIMKJIOCTIOPUHOM (IuB. «Ocob.ausocmi 3acmocys8aHHA», «Baaemodis 3 iHwumu
AIKapcvkumu 3acobamu ma iHwi sudu 83aemooiil»).

Himu.
I'emepo3u2omHa cimeltiHa 2inepxosiecmepuHemis

[l manieHTiB BikoM Bif 10 pOKiB i3 reTepO3UTrOTHOK CIMEHHOIO TillepX0IeCTePUHEMIEI0
PEeKOMeH0BaHa IT0YaTKOBa 403a aTOPBAaCTaTUHY CTaHOBUTHL 10 Mr Ha moby (muB.
«DapmakonguHaMika»). o3y MoxHa 30inbimmTu o 80 Mr Ha go0y BifMOBiIHO [0 peakiii Ta
mepeHoCcuMocTi. [Jo3u CIlif po3paxoByBaTH iHAWBIAyalbHO BiIIOBIOHO A0 MeTH Tepamil. KopuryBaHHs
CJIifl TPOBOAXTH 3 iHTepBasioM y 4 TuXKHi abo Ginbine. TutpyBaHHs mo3u no 80 Mr Ha mo0y
HiATBEPOKYETHCS HaHUMHU OOCIiAXKEHb ¥ JOPOCINX Ta 00MeKEeHUMU KITIHIYHUMU TaHUMHU JOCITiIKeHb
y HiTel i3 reTepO3UTOTHOIO CIMENHOIO TinepxoiecTeprHeMielo (uB. «I[1o0iyHi peakiii» Ta
«®apMaKoOAMHaMiKa»).

IaHi momo 6e3neku Ta eeKTUBHOCTI y fiTel BiKoM Bif 6 o 10 poKiB i3 reTepo3Ur0THOIO
CIMEHNHOIO TilepxoJieCTePUHEMIEI0 OTPUMaHI 3 BIIKPUTUX OOCTIiAXKeHb. ATOpBACTaTUH He
3aCTOCOBYBATH MJIs JTIKyBaHHS MalieHTiB BikoM 0o 10 pokiB (muB. «[To6iuHi peakii»,
«DapmakofuHaMiKa» i «PapMaKoKiHeTHKa»). [IJIs1 MAIli€HTIiB IIi€l IPynu GisbII [OIITEHOIO
Moxke OyTH iHIIa apMalleBTHYHa (opMa/mo3yBaHHS.

[ToBimOMIISIIY TIPO [OCTiOXKEHHS KIIiHiYHOl e(peKTUBHOCTI 3aCTOCYBaHHS aTOPBaCTaTHHY B
no3ax 0o 80 mMr/moby mpoTsiroM 1 poKy mallieHTaM i3 TOMO3UTOTHOIO CiMENHOI0
rinepxonecTepuHeEMi€lo, IO SKOro 0yJI0 BKIIIOYEHO 8 NallieHTiB JUTSIYO0TO BiKy (IUB. PO3Min
«I'oMO3UTOTHA CiMeliHa rinepxoJeCTEPUHEMIST»).

Ilepedo3yeanHs.

CroenudidyHOro niKyBaHHS Ilepefo3yBaHHS IIpelapaToM HeMaE. Y pa3i nepeno3yBaHHS Ialli€HTa CIIif
JKyBaTH CUMIITOMATUYHO Ta y Pa3i HeoOXiMHOCTI 3aCTOCOBYBATH IMigTPUMYyBabHi 3axonu. HeoOxigHo
IIPOBECTH aHasi3u QyHKIIii Te4iHKK Ta KOHTpOMoBaTH piBeHb KK y cupoBarTiii KpoBi. Yepe3 BUCOKHUIA
CTYIIiHb 3B’SI3yBaHHS NpenapaTy 3 6ilkaMu 11a3MU KPOBi He CITifl 04iKyBaTU 3HAYHOTO IiABUIIEHHS
KJIIpeHCY IIpenaparTy 3a JOIIOMOTr0 reMofiati3y.



ITo6iuni peakuii.

Y 3B’13Ky 3 TUM, 1110 KJIiHi4YHI JOCIiXK€eHHS IPOBONATH Y PI3HUX YMOBaX, 4YaCTOTY BUHUKHEHHS
HeOaxkaHUX peakilili, 0 CIIOCTEPIraloThCs I Yac KIiHIYHUX OOCTiAKeHb JTikapChKOro 3acoly, He
MOXKHa 0e3MocepeiHbO MOPIBHIOBATH 3 ITOKA3HUKAMHU, OTPUMAHUMU ITiJl Yac KIiHIYHUX DOCIiIXKEeHb
iHIIIOT0 TIpemnapaTy, Ta BOHM MOXYTh He BifilOBiAaTH IMOKa3HUKaM 4aCTOTH, 110 CIIOCTEPIratoThCs Y
KJIIHIYHIA TPaKTHUL.

3rigHo 3 iHdopMalli€lo KIiHIYHAX JOCTiAXKeHb, Y MallieHTiB, IKi OTPUMYyBalIu JTiKyBaHHS
aTOpBACTATHHOM, HalyacTillle CIIocTepiranucs Taki HebaXkaHi peakliiil, 110 TPU3BOIUIIH 10
IIPUIMHEHHS 3aCTOCYBaHHS MIpenapaTy Ta TPAIISIXuCS 3 YaCTOTOI0, BUIIOK0 (> 2 %) HiX y
rpymi mnane6o: mianris (0,7 %), miapest (0,5 %), aynora (0,4 %), nigBullleHHS PiBHS
ana"iHaminotpaHcdepasu (AJIT) (0,4 %) Ta nmeuinkoBux pepmeHTiB (0,4 %).

Haii0inbIn yacTUMHU MOOIYHUMY peakuisiMu (= 2 % mopiBHIHO 3 m1auebo) He3anexkKHO Bif
IPUYKHY, Y MAlli€HTIB, SAKi OTpUMYyBalu mjanedo y mocmimkeHHSX (1 = 8755), Oymnu:
HazodapuHrir (8,3 %), apTpanris (6,9 %), miapes (6,8 %), 6inb y KinmiBkax (6,0 %) Ta
iHdexkIist ceyoBUBigHUX MINAXiB (5,7 %).

Tabmunsa 3
Kniniuni HebGaxkaHi peakiiii, 110 BUHUKaNMM ¥ 2 % MallieHTiB Ta Oinblle, SIKi OTpUMYyBau JIiKyBaHHS

Oynmb-sIKOI0 03010 aTOPBACTaTHHY, Ta 3 YaCTOTOIO, BUILOIO, HiXK y rpymi miaiebo, He3anexkHO Bif
MIPUYHUHHOTO 3B’93KY (% Talli€eHTiB).

. BYRe-AKA |6\ 0 mr 80 wr
HebaxkaHa peaxilis §022755 N=3908 [N=188 40 mr N=604 N=4055 [Tname6o N=7311
Hazodapunrit 8,3 12,9 5,3 7 4,2 8,2
ApTpanris 6,9 8,9 11,7 10,6 4,3 6,5
[iapes 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
LII{J?:}E;[M CEe4YOBHUBITHUX 5,7 6,9 6,4 3 41 5,6
[ucmnerncis 4,7 5,9 3,2 6 3,3 4,3
Hymnora 4 3,7 3,7 7,1 3,8 3,5
M’s130B0-CKeieTHu 0inb |3,8 5,2 3,2 5,1 2,3 3,0
M’s130Bi crIa3Mu 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 b3 3,9 1,6 b 8 0,7 2.1
A

o inmux HeOaxXaHUX PeaklIlii, Mpo SKi MOBiMOMIISIM IIif Yac Mi1ane00-KOHTPOIhOBAHUX
OOCIIiIXKeHb, HaJlleKaTh:

3a2a/bHi NOPYWeHHA: BITUYTTA HE3OyKaHHA, IipeKCis;

3 60Ky mpasHoi cucmemu: MIIYHKOBO-KUIIKOBUY OUCKOM(MOPT, BigpHKKa, METEOPU3M,



TeIlaTUuT, X0JIeCTas;

3 BOKY CKenemHo-m’ 130801 cucmemu: M’ sI30BO-CKeJIeTHUH Oib, migBHUINleHa BTOMIIOBAHICTh
M’g3iB, 0inb y mmi, HabpsgK cyrnob6iB, TeHAWHONATIA (IHOOI yCKITagHEHA PO3PUBOM
CYXOXKHUIIIA);

3 6oky memaboai3mMy ma xapuyeaHHs: MABUIIEHHS TpaHCaMiHa3, BiOXUJIEHHS Bil HOPMU
GyHKITIOHaTbHUX TPO0 MeYiHKY, MigBUIEHHS PiBHA IyXKHOI ¢pocdaTa3u B KPOBi, MigBUIIEHHS
aKTUBHOCTI KpeaTuH(OCPOKiHa3y, rinepriikemis;

3 boky Hepeogoi cucmemu: KOIIMapHi CHOBUMIHHS;

3 60Ky OuxasnbHOi cucmemMu: HOCOBa KPOBOTEYQ;

3 60Ky wKipu ma ii npudamkie: KPOIIUB’ THKA;

3 60Ky opeaHis 30py: HEUITKICTh 30Dy, IOPYILLIEHHS 30PY;
3 OOKY OpeaHie c/ayxy ma pigHosazu: IIyM y ByXaX;

3 60Ky ceuocmameeoi cucmemu: JIEUKOLIUTOYPis;

3 60Ky penpoOyKmueHoi cucmeMu ma MO/A04YHUX 3d/103: TiIHEKOMAaCTis.

YacToTy BUHUKHEHHS OOIYHUX peakIliil BU3Hadyaslu TaKUM YMHOM: dacTo (> 1/100, < 1/10);
HedacTo (> 1/1000, < 1/100); pigkicHi (> 1/10000, < 1/1000); Hap3BUYaKWHO PiAKicHI (<
1/10000).

ITopyweHHs (pyHKUii Hep8osoi cucmemu: 4acTo: TOJIOBHUM 6iflb; HEYACTO: 3allaMOPOYEHHS,
IapecTesis, rimecTesis, OUCreB3is, aMHe3is; pigKicHi: nepudepryHi Helipomarii, YacToTa
HeBioMa: MiaCTeHis rpasic.

3 60Ky op2aHie 30py: 4acToTa HeBiOMa: OYHA MiaCTeHis.

ITopyweHHA GYHKUIT WAYHKOBO-KUWKOB8020 MPAKMY: YACTO: 3aII0p; HEYACTO: IAaHKPEATHT,
OJII0BaHHSA.

IopyweHHs QyHKUii cKesemHo-M’ 30801 cucmemu ma cnoayyHoi MKaHuHu: 4acTo: Oinb y
cyrnobax, 0inb y ciuHi; pigkicHi: MiomaTis, Mio3uT, pabnoMioJIi3 Ta Y4epPBOHO-KOPUYHEBE
3abapBIIeHHS cedi.

3aeanvHi nopyweHHs: He4acTO: aCcTeHid, 6inb y rpyasax, nepudepudHi HabpsSIKHy,
CTOMJIIOBAHICTE.

ITopyweHHs memaboaizmy ma xap4yeaHHs: He4acTO: TiloraikeMis, 30iIbIIIeHHS MacH Tina,
aHOPEKCis.

ITopyweHHA pYyHKUII neuiHKu ma H#co84HO20 Mixypa: Hag3BUYalHO PigKicHi: meyiHKoBa
HeIOOCTAaTHICTh.



ITopyweHHs 3 60Ky WKIpu ma cnoayyHoi mkaHuHu: HeYacTO: IKipHi BUCUIIaHHS, CBEPOixK,
asomnelis; PiAKiCHi: aHTiIOHEBPOTUYHUY HaOpsK, Oy/IbO3HUYN AepMaTUT (y TOMY YHCIi
MynIbTU(GOPMHA epuTeMa), cuHApoM CTiBeHCa-[I2KOHCOHA Ta TOKCUYHUM emifiepMalbHUN
HEKPOIi3.

Po3aadu 3 60Ky OuxaabHoi cucmemu, opaaHie 2pyoHoi Kaimku ma cepedocmiHHA: 4acTi: 6inb y ropii
Ta FOpPTaHi.

Po3znadu 3 60Ky cucmemu Kpogi ma aimgpamuyHoi cucmemu: PipKicHi: TPOMOOIUTONEHIS.
Posaadu 3 60Ky iMmyHHOI cucmemu: 4acTo: ajepriyli peakiii; Ha3BU4YaWHO PigKicHi: aHadimaxcis.
Po3nadu 3 60Ky opeaHie 30py: HEYACTO: 3aTyMaHEeHHS 30DY.

3MiHu pe3yabmamis 1a60paAMOPHUX aHAAi3i8: YAaCTO: BITXUIEHHS pe3yJbTaTiB (PYHKI[IOHATBHUX
mpo0 MeviHKH, MiABUIIEHHS aKTHBHOCTI KpeaTuH(ochOoKiHa3u KPOBi; HEYACTO: TO3UTUBHUMI
pe3yJibTaT aHasli3y Ha BMICT JIEUKOILUTIB y ceui.

4K i mpu 3acTtocyBanHi iHmux iHridiTopie 'MI" KoA-penyKTasu, y MallieHTiB, SKi MpuiManu
aTopBaCTaTHH, CIIOCTEpIiraay MigBUIEHHS aKTUBHOCTI TpaHCaMiHa3 CUpPOBaTKU KpoBi. Lli
3MiHM 3a3BUYaii Oy1u c1abKo BUPaXKeHUMHU, TUMYACOBUMH Ta He MOTpeOyBaIu BTPyYaHHS
abo nmikyBaHHsA. KniHiyHO 3Hauyllle MiBUIIEHHS aKTUBHOCTI TpaHCaMiHa3 CHPOBAaTKM KPOBi
(mepeBUIlleHHS BEPXHbOI MexXi HOpMHU OinbIn HiXK y 3 pa3u) croctepiranu y 0,8 % mallieHTis,
SIKi TPUMMaIu aTopBacTaTHH. lle migBUIIeHHS MaJio H0303aJIeKHUN XapakTep Ta 0yIo
000OPOTHUM Y BCiX IAIliEHTIB.

Y 2,5 % mallieHTiB, sKi IpuiMalIu aTOpBaCTaTUH, CIIOCTepiraau 3pOCTaHHSA aKTUBHOCTI
KpeaTUHKiHa3u CUPOBATKY KPOBi, 110 OibII HixK y 3 pa3u mepeBUllyBajla BEPXHIO MEXY
HOpMU. Lle 36iraeThCs 3i CIOCTEPEeXKEHHSIMH MIPU 3aCTOCYBaHHi iHmux iHribiTopiB 'MI" KoA-
penyKTa3y y XoAi KiiHiuaux gociigxens. Y 0,4 % malfieHTiB, SKi OTpUMYyBaJIi aTOpPBAaCTaTUH,
CIIOCTepiranaucs piBHi, 110 IepeBUIyBald BEPXHIO MeXYy HopMHu OifbIin HixK y 10 pasis.

[ToGiuHi peakiiii, IKi BUHUKIIM IIiT YacC KITiHIYHUX OOCHiIXKeHb: iHDEKIliss CeY0BUBITHOTO
TPaKTy, IIyKPOBUY miabeT, iHCy/nbT, MiABUINEHHS aKTHBHOCTI TpaHCaMiHa3 CUPOBATKU KPOBIi
(Mano mo303anexXHUM XxapakTep Ta 6y10 000POTHUM V BCiX MalliEHTiB), 3pOCTaHHS
aKTUBHOCTI KpeaTHH-KiHa31 CUPOBATKU KPOBI, IIyKPOBUY OiabeT.

IocBin micnsgpeecTpalivHoro 3aCTOCYBaHHSI

[TpoTsiroM micnsipeecTpalifHOro 3aCTOCYBAHHS aTOPBACTATHHY Oy/Iu BUSBIEHI HUX4Ye3a3HaueHi
HebOaxkaHi peakiii. OCKiIbKY IIPO ITi peakIii HagxomuIu MOBiqOMIEHHS Ha JOOPOBiIbHiM OCHOBI Bif
TIOTIY ALl HEeBimOMOI YMCEeTbHOCTI, He 3aBXKOU MOXKHA JOCTOBIPHO OLIHUTH IX 4aCTOTY abo
BCTQHOBUTH IIPUUMHHO-HACIIAKOBUM 3B’930K i3 3aCTOCYBaHHAM IIpelapary.

o HeOaXXaHUX peaklliif, TOB’I3aHUX i3 TIKyBaHHSIM aTOPBAaCTaTUHOM Ta 3apPEECTPOBAHUX
IIiC/Ig BUXOMOY IIpelapaTy Ha PUHOK, He3aleXkKHO Bif OLlIHKY IPUYNHHO-HACIIAKOBOTO 3B’ SI3KY,
HajlexkaTb: aHadimakcis, aHTiOHEBPOTHYHUY HaOpsK, OyIb03Hi BUCUTIAaHHA (Y TOMY YHCIIi
eKCcymaTHBHa MynsTu(OpMHa epuTeMa, CHHAPOM CTiBeHCa-[[?KOHCOHA Ta TOKCUYHUMN
eliepMayibHUN HEKPOoJIi3), padmoMioni3, Mio3uT, migBuilleHa BTOMITIOBAHICTh, PO3PUB
CYyXOXKWJI/ISA, JIeTajibHa Ta HeJjleTalbHa IIeYiHKOBa HeJOCTaTHICTh, 3allaMOPOYEHHS, AeMpecis,



nepudepruyHa HeWpomaTisa Ta MaHKPeaTHT.

Hagxomuny pifgKicHI IOBiIOMJIEHHS IIPO BUIIaAKU IMYHOJIOTIYHO OIIOCEPEAKOBAHO1
HEKPOTH3YI0Y0l Miomarii, MOB’s13aH0] i3 3aCTOCYBaHHIM CTATHHIB (AuB. po3min «OcobnuBoCTi
3aCTOCYBaHHS»).

Hapxogunu pigkicHI micisipeecTpaliliHi IOBiIOMJIEHHS [IPO KOTHITUBHI po3jafu (HanpuKian
YaCTKOBa BTpaTa naM’aTi, 3a6yapKyBaTiCTh, aMHe3is, IIOPYIIEeHHS aM’siTi, CIUTyTaHiCTh CBiIOMOCTI),
TI0B’sI3aHi i3 3acTOoCyBaHHAM CcTaTUHIB. Lli KOrHiTUBHI po3nanu Oynu 3apeecTpoBaHi IPU 3aCTOCYBaHHi
BCiX CTATHHIB. 3arajioM peaxiiii He BiTHOCUIUCEH N0 KaTeropil cepio3Hux HebaKaHUX pPeakiliv Ta Oynu

00OpPOTHUMHU TIiCJISI MPUIIMHEHHS IIPUNAOMY CTATHHIB, 3 Pi3HMM 4acoM [0 IT0YAaTKY MPOSBY CUMIITOMY
(Bix 1 gHS [O KiBbKOX POKIB) Ta 3HUKHEHHS CUMIITOMY (MefiaHa TPUBAJIOCTiI CTAHOBUIIA 3 THUXKHI).

[1im yac 3acTOCyBaHHS IesIKUX CTATHHIB Oy/Iu onucaHi Taki HebaXkaHi SBUIA: PO3TIaf
cTaTeBoi PyHKII; BUHATKOBI BUTIAIKX iHTEPCTUITIaIbHOI XBOPOOH JTeTeHb, 0COOIHUBO ITif Yyac
NOBrOCTPOKOBOTO JIIKYBaHHS.

ITim yac mOCTMAPKETUHTOBUX CIIOCTEPEKEeHb IOBIIOMIISAIOCS TPO HUXKYe3a3HayeHi mo0iyHi peakiii.
ITopyweHHs pyHKUIT KpOBOHOCHOI ma aimpamuyHoi cucmemu: TPOMOOLIUTOTIEHIS.

ITopyweHHsA ¢pyHKYIT iMyHHOI cucmeMu: anepriyHi peakiii, aHadinakcig (y ToMmy 4ucii
aHahiMaKTUYHUMY ITI0K).

ITopyweHHs1 memaboai3mMy ma XxapyyB8aHHs: 36iIbIIeHHs MacH Tina.
ITopyweHHs (yHKUii Hep8osoi cucmemu: TOIOBHUM Oilb, TimecTe3is, fucreB3is.
Po3saadu wayHKo80-KuwWKo8020 mpakmy: Oinb y XKUBOTI.

ITopyweHHA QYHKUii opeaHig cayxy ma nabipuHmy: IYM y ByXax.

IlTIkipa ma nidwKipHa MKAHUHA: KPOIIMB' THKA.

3 60Ky ckesemHo-M’ 30801 cucmemu ma CnoAYyYHOI MKAHUHU: apTpanris, 6inb y CIuHi,
BOBUYAKOBHU CHHAPOM, PO3PUB M’A3iB.

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

3MiHU pe3ysbmamis 1abOPaAmMoOpHUX aHaizie: MiIBUIIEHHS aKTUBHOCTI ajaHiH-
amMiHOTpaHCcdepasu, IigBUIEeHHS aKTUBHOCTI KpeaTuH(GOCPOKiHA3KM KPOBI.

ITediampuyHa nonyaauisa

[TegiaTpuuni narierTty BikoM Bif 10 mo 17 pokiB, sIKi OTprMyBaid aTOpBacTaTUH, Majlu IPOQiib
mocBigy moGiYHMX peakilid, 3arasoM momiOHuM no mpodinio malieHTiB, SKi oTpuMyBanu miame6o. Y

TPUPIYHOMY AOCIIiIXKEeHHi, 3aCHOBAHOMY Ha OLiHIIi 3arajlbHOr0 PO3BUTKY 3a IIKaJo TaHHepa Ta
BUMIipIOBaHHAM 3pPOCTY Ta MacCHU Tijla, He CIIOCTepirasocs KIiHIYHO 3HAYYILIOr0 BIUIMBY Ha 3arajlbHUuU
Ta CTaTeBUM PO3BUTOK. [Ipodint Ge3neku Ta MepeHoCHMOCTi ¥ IefliaTPUYHUX MalieHTiB 6yB mogiOHUM
mo BimoMoro mpodinio 6e3rneku aTopBaCTaTUHY y HOPOCIIUX TMAIiEHTIB.



Baza maHux KJiHiuHOI O0€3MeKHy BKIIo4a€ gaHi mpo 0e3neky 520 memiaTpu4HUX MAIli€HTIB, SKi
OTPUMYBAJId aTOPBACTAaTHH, Cepel SKUX 7 MallieHTiB BikoM [0 6 pokiB, 121 mailieHT OyB y
BIKOBOMY [iana30Hi Bif 6 1o 9 pokis, a 392 nmauienTu - BikoM Big 10 go 17 pokis. Buxogauu 3
HasBHUX JaHWX, 4aCTOTa, TUI Ta CTYIiHb MOOIYHUX peakIiil y miTel mofmiOHi o JOPOCIHX.

38imysaHHA npo ni0o3proB8aHi nobiyHi peakuii.

[ToBimoMmeHHs mpo MoOiYHI peakilii mics peecTpallil TiKapcbKoro 3aco0y Ma€e BeNuKe
3HaueHH. Lle ma€e 3MOry MpoBOAUTYA MOHITOPHHT CIIBBIAHOIIEHHS KOPUCThL/PUIUK IIPU
3aCTOCYBaHHI LIbOTO JIIKapChKOTO 3aco0y. MeguyHUM Ta ¢hapMalleBTUUHUM IpalliBHUKAM, a
TAKOX TallieHTaM a0o iXHiM 3aKOHHUM IIPeICTaBHUKAM CJIifl TOBiqOMJISITH IIPO YCi BUIAIKU
nio3pioBaHuX MO0IYHUX peaklliil Ta BiiCyTHOCTI eeKTUBHOCTI JTiKapChKOTo 3acoby [0
IepxkaBHOTO eKcrepTHOTO 1eHTPY MO3 YKpainu 3a nocunauHsaM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 2 POKH.

YMmoBH 30epirannsi.
30epiraTu B OPUTiHANBHIN YIIAaKOBI TpU TeMIepaTtypi He Buie 25 °C.

30epiratu B HEAOCTYIIHOMY IJISI OiTEW MicCIIi.

YnakoBka.

10 mr, 20 mr: 10 TabneTok y OmicTepi; mo 3 abo o 9 6ricTepiB y KapTOHHIN KOpOOIIi.

40 mr: o 10 TabneTox y GiicTepi; mo 1 abo mo 3, abo mo 9 6rmicTepiB y KapTOHHIN KOPOOITi.

Kareropis Bigmycky. 3a pelenTomM.

BupoOHHK.

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

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCIllsi IPOBaXKeHHsS HOr0 Jis/IbHOCTI.

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