TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

ATtopuc®

(Atoris®)

Cknao:
ditoua peuosuHa: aTOpPBaCTATHH;
1 tabnetka mictTuth 30 Mr a6o 60 Mr, a6o 80 Mr aTOpBaCTaTUHY V BUTJISI aTOPBACTATUHY KaJIbIIii0;

O0ONOMIJCHI PeYOBUHU: JTAKTO3KW MOHOTIAPAT, 101038 MIKPOKPHUCTAIIYHA,
TiIPOKCHUIIPOIIiNIIENT0I03a, HaTPil0 KPOCKapMeso3a, KpoCIoBigoH, nomicop6at 80, HaTpio rimpokcum,
MarHito cTeapar;

000JI0HKa: CIIUPT TOMiBiHiNOBUI, TanbkK, Makporos 3000, Tutany giokcup (E 171).

JlikapcbKa (popma. TabneTKu, BKPUTI MIITiBKOBOIO 060IOHKOIO.
OcCHoB8HI (i3uko-ximiuHi 81acmugocmi:

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

60 mr: 6ini abo maiixke 0ini, oBanbHi, BOONYKJIi, BKPUTI IJTIBKOBOIO 000JI0HKOI0 TabIeTKY;

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

dapmakoTepaneBTHYHA rpyna. [inoninigemiuni 3acobu. [aribitopu I'MI'-KoA-penykrasu.
Atopsactatus. Kog ATX C10A A05.

Papmako.102iuHi 8 1acmueocmi.
®apmakoOuHamika.
arperaril. 3aBOgKY TakKiy il BiH MOKpallye reMOOUHAMIKY i C

Atopuc® MiCTUTh aKTUBHY PEYOBHHY aTOpBaCTaTUH. ATOPBAaCTaTUH € CEIEKTUBHUM KOHKYPEHTHUM
inribiTopom 'MK-KoA-penykrasu - pepMeHTY, 1110 BU3HaYa€ MBUAKICTh TePeTBOPEHHS 3-TigpoKCcu-3-
MEeTUJI-TII0TapuI-KOeH3UMY A y MeBaJIOHAT, 110 € ITOIePeJHUKOM CTEPOIIiB, 30KpeMa XOJIeCTEPUHY .



Tpurmninepunu Ta XonecTepuH y Medinili BOyI0BYIOTbCS Y MOJIEKYJIX JIOMPOTEIHIB Iy2Ke HU3bKO1
minsHOoCTi (JITIOHII), HagxogaTh K0 MIa3My KPOBi i TpPAaHCTIOPTYIOTHCS [0 Iepu(epuyHuX TKaHWH.
JlinonpoTein HU3bKOI1 minbHOCTI (JITTHII) yTBOpioeTses 3 JITIMHIIT i kaTabomi3yeThCS TOTOBHUM
YUHOM IIIJISIXOM B3a€EMOfil 3 BucokoadinuuMu penentopamu JIITHII (JITTHIII-penenTopn).

ATopBacTaTHH 3HUXKYE KOHI[EHTPALlil X0JIeCTePUHY y IIJla3Mi KPOBI Ta JIMONPOTEIHY Y CHPOBATII
KpoBi nuisxoM inri6yBanHs [MK-KoA-penykTa3u i 6i0CMHTe3y X0JIeCTEPUHY Y MeUiHIli, a TaK0XK
36inbImye KinbKicTh nevyinkoBux penenrtopis JITTHII Ha moBepxHi KITiTHH, 0 TPU3BOAUTH [0
TIOCUJIEHHS 3axOIlJIeHHs i Katabomizmy JITTHILI.

AtopsBacrtaTtuH 3HUXKYye yrBopeHHA JIITHII Ta KinbkicTs yacTuHOK JIITHIII. ATOpBacTaTUuH CIPUUYUHSIE
BUpaXeHe i cTiviKe migBuineHHs akTuBHOCTI JITTHIII-penenTopiB y NoefHAHHI 3i COPUATINBUMU
3MmiHamu fKOCTi yacTuHOK JITTHII, mo nupKym0i0Th. ATOpBACTaTUH e(peKTUBHO 3HUKYE PiBEHb
xonectepury (XC) JITTHII y namieHTiB i3 TOMO3UTOTHOIO CIMEHHOIO TillepX0JIeCTePUHEMIEIO, a 1ie
rpyla, SiKa He 3aBXKAM pearysaja Ha Teparliio rinominigeMiyauMu 3acobamu.

KpiMm BnuBy Ha JiMmigu mia3Mu aTOpBacTaTHH Mae€ iHIII eeKTH, AKi TOCUIIOIOTh UOT0
aHTUATEPOCKIEPOTUYHY [if0. BiH NpUrHiYye CUHTE3 i30IIPEHOIIB - PEYOBHH, SKi [il0Th K (PaKTOPH
POCTy Ha npoJidepalio KIiTHH I'TagKuxX M's3iB CyJUH, 3MEHIIY€E B'I3KiCTh JIa3MU Ta aKTUBHICTh
neskux (pakTOpiB KoaryJsilil Ta Mpuse HOpMali3allil mpolieciB Koarynsiii Kposi. Kpim Toro,
inribitopu I'MI'-KoA-penykrasu BIIMBalOTh Ha MeTab01i3M Makpodaris i, TaKUM YHUHOM,
IIPUTHIYYIOTh X aKTUBALLil0, 1110 3MEHIIYE PU3UK PO3PUBY aT€POCKIIEPOTUYHUX OISIIOK.

Byno nokasaHo, 1110 aTOpBaCTaTHH 3HUKYE KOHIIEHTpallil 3aranbHoro xonectepuny (30-46 %), XC
JITTHIII (41-61 %), anmoninonporeiny B (34-50 %) Ta Tpurniuepunis (14-33 %), COpUYUHSAIOYU
BapiabenbHe migBuinenHs piBHs XC JIIIBII Ta anosinonpoTreiny A B X0fi HOCTiAXKEHHS, B IKOMY
BHBYAJIU [[0303aJIeKHICTh 10T0 edekTy. Lli pe3ynbraTy y3rofXKyoThCA 3 faHUMU 00 XBOPHX i3
reTepo3Ur0THOI0 POJUHHOIO TillepX0IecTepuHeMi€l0, HePOOUHHUMHU (popMaMu TinepxoiecTepuHeMil
Ta 3MIiIIaHOIO TilepinigeMieto, BKI0Ya04yy XBOPUX 3 iHCYTiHOHE3aneXKHUM IIYKPOBUM TiabeToM.

Byno goBemeHo, 1110 3HUKEHHS PiBHIB 3aranbHOr0 Xonectepuny, XC JITTHII] Ta anmoninonpoTeiny B
3MEHIIIy€ PU3UK PO3BUTKY CEPIEBO-CYAUHHUX YCKIIagHEHb Ta JIETaIbHICTh Bifl CepIeBO-CyIUHHUX
3aXBOPIOBaHb.

dapmakokiHemuxka.

AGcopbiist

ATopBacTaTUH MIBUAKO aOCOPOYETHCS MiCIIsg IepopaIbHOro MPUMOMY i locsATae MaKCUMasIbHOI
KOHIIeHTpallil y mya3Mi uepe3 1-2 rogrHu. PiBeHb MOTIMHAHHS Ta KOHIIEHTpAllisl aTOPBACTAaTUHY Y
I71a3Mi KPOBi 3a/I€2KUTh Bifl 403K aTOPBACTATUHY. biogOCTYIHICTE aTOpPBACTATHHY Y popMi TabIeToK
TIOPiBHSHO 3 PO3YMHOM CTAHOBUTHL 95 % Ta 99 % BigmosigHo. AGComOTHA 6i0MOCTYIHICT
aTopBacTaTHHY CTAHOBUTD MpuOnIu3Ho 12-14 %, a cucTeMHa JOCTYIIHICTh iHTi0yI0Y0l aKTUBHOCTI
BigHOCHO 'MTI-K0A-penykTa3u - npubnusno 30 %. Huspka cuctemMHa 6i0goCTyIHICTh 3yMOBIeHa
IIPECUCTEMHUM KJIiDEHCOM Yy CIIM30Bil 000JIOHIII IIJTYHKOBOTO TPaKTy Ta GioTpaHcdopMaliieto mig gac
IIEPBUHHOTO IPOXOMKEHHS Yepe3 NeUiHKy.

Po3nopin

CepeqiHiit 06’eM pO3MOfiny aTopBacTaTUHY AOpiBHIOE MpruOnmu3Ho 381 5. 3B’43yBaHHA 3 GinmkaMu
I7Ta3MU KPOBi CTaHOBUTH > 98 %. KoHLleHTpalliliiHe CITiBBiTHOIIIEHHS KPOB/IIJla3Ma, 1110 CTAHOBUTD
npubnu3Ho 0,25, BKa3ye Ha IOTaHe MIPOHUKHEHHS MpenapaTy B € PUTPOLUTH.



Mertabomizm

ATopBacTaTHH 3HAYHOI0 MipOI0 MeTalo0Ii3y€eThCs, YTBOPIOIOUH IIPU I[bOMY OPTO- i
TaparifpoKCHUIbOBaHI MOXigHI Ta pi3Hi mpomykTy b-okucHeHHs. In vitro opTo- i maparigpoKCUILOBaHI
MeTaboIiTH ITPOSIBIISIOTE iHTi0yi0uy akTHBHICTS 100 I'MI'-K0oA-penyKTasu, eKBiBaJleHTHY Hil
atopBacTaTUHY. [HriOylouuii epekT npemnapaty BifHoCcHO MI'-KoA-penykrasu npubausuo Ha 70 %
BM3HAYA€EThCS aKTUBHICTIO IIUPKYIIOI0YNX MeTabOoMIiTiB.

Buninenusa

ATopBacTaTHH Ta ¥Oro MeTaboIiTh TOJTIOBHUM YMHOM BUBOISTHCS 3 XKOBYIO ITiCIIS TEYiHKOBOI Ta/a0o
1103aleyviHKoBo1 OioTpaHchopMallili, 0qHAK He 3a3Hal0Th IMITYHKOBO-TIEYiHKOBOI PELUPKYJIISAIII.
CepenHiit mepion HamiBBUBENEHHS aTOPBACTATUHY Y JIOf€M CTAHOBUThL MPUOIN3HO 14 roguH.
[uribyroda akTUBHICTh BigHOCHO 'MI'-KoA-penykTa3u 36epiraetbcs npotsirom 20-30 ronuH yepes
IIPUCYTHICTh aKTUBHUX MeTabomiTiB. ITicyis mepopaabHOTO IPUHOMY IIperapary 3 ceuer0 BUAINSIETbCS
MeHIIe HixX 2 % [o3u.

ATtopBacTaTuH € CyOCTPATOM MEYiHKOBUX TPAHCIIOPTEPIB, OPraHiYHOT0 aHiOH-TPAHCIIOPTYIOUOI0
nomninentuny 1B1 (OATP1B1) ta 1B3 (OATP1B3). MeTtabomiTi aTopBacTaTAHY € cyOCcTpaTaMu
OATP1B1. ATopBacTaTHH TaKOX ieHTUGIKYETHCS IK cyOcTpaT Oifika pe3uCTEeHTHOCTI OO0 JTiKapChKUX
3aco06iB 1 (MDRI1) Ta 6inka pe3uCTEHTHOCTI 70 paKy MoJio4yHol 3ano3u (BCRP), skuit Moxe
00MeXKyBaTH KHUIIIKOBE BCMOKTYBAHHS Ta JKOBUHMH KJTipEHC aTOPBAaCTATUHY.

[Nonynsuii maIieHTiB
IlauieHmu AIMHbBO20 BiKY
KonneHTpanis aTopBacTaTUHY Y IIJla3Mi KPOBi ¥ 3T0POBUX HOOPOBOJIBLIB JIITHEOTO BiKy (BiKOM

> 65 poKiB) BUIIla, HiXK Y MOJIOAIINX, TOAL SIK TinosinigeMiuHi egekTy Oy MOPiBHIHHUMY 3 TAaKUMH,
110 CIIOCTEpPIraaucs y MOJIOOUX Ialli€HTiB.

Himu

VsiBHUI KJTipeHC NpY epopaibHOMY IIPUIOMi aTOpBacTaTUHY Y OiTel BUSBUBCS MOXIOHUM [0
KJIipeHCY B JOPOCJIOi JIIOAWHY IIPU MaciiTabyBaHHI aJlOMETPUYHO 3a MacoI0 Tijla, OCKiJIbKM Maca Tina
Oyna eOUHOI0 3HAYHOIO KOBApiaTOIO y MOMYIALiNHIA (papMaKOKiHETUYHIN MOJie/li aTopBaCTaTUHY 3
OaHVMM, SIKi BKITI04Yalu OiTel i3 reTepo3uroTHOI CiIMEHHOI0 TilmepXxonecTepuHeMi€eo (BiKOM Bif 6 [0
17 pokiB).

Cmamb

KonneHTpanis aTopBacTaTAHY y IIJIa3Mi KPOBi y KiHOK BiIpi3HAETHCA Bifl TAKOl y YOIOBIKiB
(MakcuMasbHa KOHIIEHTpAllis y mia3Mi Kposi (C,,,,) Bulra mpubnu3no Ha 20 %, a moia mijg KpruBoo
(AUC) ruxuya Ha 10 %). ITpoTe 11i po36izKHOCTI He MalOTh K/IiHIYHOT0 3HAYEHHS, a TinonimigeMiuHui
e(ekT mpemapaTy y 4OJIOBiKiB Ta XKiHOK MalkKe OJHaKOBHUU.

Hupkosa HedocmamHicmb

3axBOpIOBaHHS HUPOK He BIIMBAE Ha KOHIIEHTPAII0 y I1a3Mi KpoBi abo rinoninigemiyni edhextu
aToOpBaCTaTHHY Ta HOr0 aKTUBHUX MeTa0OJIiTiB.



['eMopmiani3. He3Baxarouu Ha Te, 1[0 3 yYaCTIO MAIli€HTIB 3 TEPMiHAIBHOIO CTAIEI0 3aXBOPIOBAHHS
HUPOK [JOCJIIXKEeHHS He IPOBONUIIN, BBAXKAa€EThCH, 1[0 TeMofiali3 He MiABUIIYE 3HAUYILUM YAHOM
KJIipeHC IpemnapaTy, OCKiIbKYA aTOpBacTATUH iHTEHCUBHO 3B’SI3yEThCA 3 OiTKaMu IJTa3MU KPOBI.

ITeyiHkoB8a HedocmamHicmbo

KonIenTpanis aTopBacTaTiHy y Ijla3Mi KPOBi IOMITHO IifBUIIeHA Y NALi€HTIB i3 XPOHIYHOO
aJIKOT0JTLHOI0 XBOP00O0I0 MeUiHKU. 3HaueHHs noka3HukiB C,,, Ta AUC y 4 pa3u Bullli y malieHTiB i3
3aXBOPIOBAHHAM IeYiHKHU Kjacy A 3a mkanow Yainga-I1'to.

Y nami€eHTiB i3 3aXBOpIOBaHHSM Ie4iHKY Knacy B 3a mkanorw Yaunga-I1'to 3HaueHHS TOKa3HUKIB C,,,
ta AUC nipBunnytoTscst npu6nu3Ho 16-kpaTHO Ta 11-KpaTHO BiAmoBigHO (AUB. po3min
«[IpoTUnIOKa3aHH»).

KriniyHi xapaKTepHUCTHKH.
Iloka3anus.
3anobizaHHs cepu,eso-CyOUHHUM 3aXB0PHOBAHHAM

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.

IopocnuM MmalfieHTaM 3 HyKpoBuM miabetom II-ro Tumy Ta 6€3 KIiHiYHO BUpPaXKeHOo] imeMiyHol
XBOpOoOU ceplis, aje 3 geKinbkoMa GakTopaMu PU3UKY po3BUTKY IXC, TaKUMHU SIK PETHHOIATIS,
anbOyMiHypisi, TIOTIOHOMAJIHHS ab0 apTepiasibHa TinepTeHsis, mpenapar MoKa3aHui Ams:

- 3MEHIIEeHHST pU3UKY BUHUKHEHHS iH(apKTy Miokapaa;
- 3MEHIIeHHSI pU3UKY BUHUKHEHHS iHCYIIbTY.

IopocnuMm maifieHTaM 3 KJTiHiYHO BUPaXKeHOI0 ileMiuyHO010 XBOPo60I0 Ceplis mpenapat nokKa3aHuu
IS

- 3MEHIIEHHSI pU3UKY BUHUKHEHHS HeJleTaJbHOro iHpapKTy MioKapaa;
- 3MEHIIIeHHS PU3UKY BUHUKHEHHS JIETaJIbHOI'O Ta HeJIeTalbHOTO iHCYIbTY;
- 3MEHIIEeHHS pU3UKy He0OXigHOCTI IpOBefieHHS IPOIedyp PeBacKyapu3allii Miokappa;

- 3MEHIIIeHHS pU3UKy HeoOXigHOCTI rocmitanmisariii y 3B's13Ky 3 3aCTilfHOI0 CepIieBOI0
HeOoCTaTHICTIO;

- 3MEHILIEHHST pU3UKY BUHUKHEHHS CTeHOKapil.



I'inepainidemis
Y dopocaux nauienmia

- IlepsuHHa 2inepxosecmepuHemis (2emepo3u20mHa cimelHa i HecimeluHa) ma
3miwana ducainidemisa (mun Ila ma IIb 3a kaacugikauiero PpedpikcoHa). AK TOMOBHEHHS OO OIETH,
11100 3MEHIIUTH MiABHUIIEH] piBHI 3aranbHOr0 X0nectepuny (3XC), XxonecTrepuny
mimonpoTeiniB Hu3bKoi IinsHOCTI (XC JITTHII), anoninonpoTeiny B Ta Tpurmitepumnis, a
TaAKOXK [JIs MigBUINEHHS PiBHS XOJIECTEPUHY JIMOMPOTEIAiB BUCOKOI IrinbHOCTI (XC JITIBIL).

- I'inepmpuezaiuepudemia (mun IV 3a kaacupikayieto @pedpikcoHa). AK HOIOBHEHHS [0
Oi€TU O JIIKyBaHHA IMAl[i€HTiB 3 NiABULIEHUMU PIBHAMU TPUTIIILIEPUAIB Y CUPOBATL KPOBI.

- ITepsuHHa ducbemaninonpomeinemis (mun III 3a kaacugikauiero @pedpikcona). s
JIiIKyBaHHS IMalli€HTIB Y TUX BUNaiKaX, KOJIU JOTPUMaHHS OIETH € HEOOCTaTHhO e(heKTUBHUM.

- I'omo3u20mHa cimetiHa 2inepxoaecmepuHemia. [Insa 3menurenHs 3XC ta XC JITTHII sk
IOIIOBHEHHS [0 iHIIMX TiNOJimigeMiuHUX MEeTOMIB JIiKyBaHHS (Hampukiag adepel JITTHII) abo sxkiio
TaKl METOOY JIIKyBaHHS HEJOCTYIIHI.

- I'emepo3uzomHa cimeliHa 2inepxosecmepuHemia y nauieHmis dumsavozo 8iky (8ikom 10-17
pokig). fIk MOTIOBHEHHA [0 mieTH Ong 3MeHueHHs piBHIB 3XC, XC JIITHII i anoninonpoTeiny B y
XJIOMYUKIB-TIUTITKIB Ta [AiBYAT MiC/IsA I0YaTKy MeHCTpyalid BikoM Bif 10 go 17 pokiB, AKILIO micis
BiAITIOBigHOI fi€TOTEparil pe3yabTaTu aHalli3iB Taki:

a) xonectepud JIMTHII 3anumaerscs 3 190 mr/ma (4,91 mmosns/n) abo
0) xomectepus JITTHII = 160 mr/on (4,14 MMomb/n) Ta:
y ciMeliHOMY aHaMHe3i HasBHI paHHi cepIlieBO-CyIWHHI 3aXBOPIOBaHHS a0

nBa abo Ginbie iHIMMX GaKTOPiB PU3UKY PO3BUTKY CEPIIEBO-CYAUHHUX 3aXBOPIOBAHb MIPUCYTHI
y nalieHTa OJUTAYO0ro BiKy.

IIpomunoka3aHHs.
lnepuyTnusicTs mo 6ymb-IKOTO iHTpefieHTa mpemapary.

3axBOPIOBAHHSX MMEYiHKM B TOCTpit (a3i abo cTilike migBUIleHHS (HEBiMOMOT0 reHe3y) piBHIB
TpaHCcaMiHa3 y CHPOBaTIIi KpPOBi B Tpu abo Oinbile pasis.

[IpenapaT IpoTUIIOKAa3aHUY BariTHUM, XiHKaM gKi TOAYIOTh IPYAI0, Ta KiHKaM PEeIpPOAYKTUBHOTO
BiKY, fIKi He 3aCTOCOBYIOTb HaJle’KHi MeTOIY KOHTpalelii (IUB. po3Mis «3acToCyBaHHS y IIepiof
BariTHOCTi abo rofyBaHHS TPYAAI0»).

JIikyBaHHS IPOTUBIPYCHUMHU IIpellapaTaMy IiieKanpeBip/midpeHTacBip npotu renatuty C.

B3aemodia 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.



AtopBacTtaTuH € cyoctpatoM CYP3A4 Ta Tpancnoprepis (Hanpukian, OATP1B1/1B3, P-gp a6o
BCRP). PiBHi aTopBacTaTuHy y IIjla3Mi MOXYTh 3HQUHO MiBUIIYBATUCS [IPU OGHOYACHOMY
3actocyBaHHi iHri6iTopiB CYP3A4 Ta TpaHcmnopTepiB. Y Tabnuili 1 HaBeeHO MepesIiK mpemnaparis, sSKi
MOXYTh 30i7bIINTH €KCIO3MIII0 TiKapChKOro 3acoby ATopuc® i pU3KK PO3BUTKY Miomartii Ta
pabmoMiosnisy Ipu 0OgHOYAaCHOMY 3aCTOCYBaHHi, i peKoMeHalii oo JTiKyBaHHS Ta 3ano0iraHHs
TaKMM pH3uKaM (OuB. po3minu «Oco0IuBOCTI 3acToCyBaHHS» i «@apMaKoIOTriyHi BIaCTUBOCTI»).

Tab6muig 1

B3aeMopis mikapcskoro 3aco6y ATopuc® 3 iHIIMMH JTIKapCPKUMH 3ac06aMH, sKa 30ibIIye
PU3KK PO3BUTKY Miomarii Ta pabmomionisy Atopuc®.

LukaocnopuH abo 2empibposus
PiBHI aTOpBacTaTUHY y IJIa3Mi 3HAYHO IiABUIIYBAIUCS DU OGHOYACHOMY 3aCTOCYBaHHI
niKapceKoro 3aco0y Atopuc” i nuknocnopusy, inribiropy CYP3A4 ta OATP1B1 (nus.
Knimivyau#t  po3min «®apMakosoriyni B1acTuBOCTI»). MoHOTepatris remMdpiopo3umom Moxe
BILJIUB CIPUYUHATH MiomaTiio. IcCHye migBUINeHWY PU3UK PO3BUTKY Miomarii Ta pabmoMionisy
IIPY OJHOYACHOMY 3aCTOCYBaHHI IIUKJIOCIOPUHY a00 reMdiOpo3usy 3 niKapChbKuM
3aco6om Atopuc®.
He pekoMeHAYETLCS OOHOYACHE 3aCTOCYBAHHS IIUKIIOCIIOPUHY abo remdibpo3uny 3
niKapchKUM 3aco6oM Atopuc’.
ITpomusipycHi 3acobu
Kninivauii  PiBHI aTopBacTaTuHy y n1a3Mi 3Ha4HO MifBUIIYBAJIACS IPU OGHOYACHOMY 3aCTOCYBaHHI
BIIJIUB NiKapCchKOro 3aco6y Atopuc® 3 6araTbMa IPOTHBIPYCHUMH 3ac0o0aMH, sIKi €
inribiTopamu CYP3A4 ta/abo Tparncnoprepamu (Hampuknam, BCRP, OATP1B1/1B3, P-
gp, MRP2, OAT?2) (mus. po3gin «®apMaKoIOTriyHi BMacTUBOCTI»). [ToBigoMsnocs npo
BUIIa[IKU MiomarTil Ta pabmoMioni3y npy 0MHOYACHOMY 3aCTOCYBaHHI KoMOiHaii
nemgunaceip codocOyBip 3 miKapchkuM 3aco6oM ATopuc’.
3axomu . He pekoMeHAYETLCS OOHOYACHE 3aCTOCYBAHHS KoMOiHallii TUIIpaHaBip pPUTOHABIP
abo riekanpesip mNiGpeHTacBip 3 NTikapchKUM 3aco6oM Artopuc®.
Y nmarieHTiB, gKi OTPUMYIOTh JIOiHABIp pHUTOHaBip abo CUMeNpPeBip, CHif OLWIHUTH
KOPUCTB/PU3UK OTHOYACHOTO 3aCTOCYBaHHS 3 aTOPBACTATUHOM.
Y nauieHTiB, sIKi OTPUMYIOTh CaKBiHaBip PUTOHAaBIp, JapyHaBip PUTOHAaBIp,
dbocamnpeHasip, pocammpeHaBip puTOHaBIp, enbacBip rpa3omnpesip abo 1eTEePMOBIp,
Jo3a ATOpI/IC® He IIOBUHHA IlepeBuIyBaTtu 20 Mr.
V malieHTiB, SKi OTpUMYIOTh HendiHaBip, 103a TiKapCchKoro 3acoby Atopuc® He
noBUHHA NepeBumnyBatu 40 Mr (ous. po3ain «Crocib 3acToCyBaHHSA Ta HO3U»).
[ToTpiOHO OUIHUTYU KOPUCTH/PU3UK OJHOYACHOT'O 3aCTOCYyBaHHS KOMOiHaIIil
nenunaceip codocOyBip 3 mKapchKUM 3aco60M ATopuc”.
[ToTpi6HO KOHTPOJIIOBATH O3HAKU Ta CUMIITOMU MioIaTii y BCiX Ialli€HTiB,
0co06IMBO Ha MOYATKY JIiKyBaHHS Ta Iif 4ac 30iiblIeHHS 003U Oyab-SKOT0 Ipenapary.
ITpuknagu  TumpaHaBip PHUTOHABIP, rIeKampeBip miOpeHTACBIp, JIOMiHABIp PHUTOHABIP,
CHMeIIpeBip, CakBiHaBip PUTOHABID, JapyHaBip PUTOHABIP, pocaMIpeHasip,
(dbocamnpeHaBip pPUTOHABIP, e10acBip T'pa3oIpeBip, TeTEPMOBIpP, HeNldiHaBip Ta
nmegumnaceip codocOyBip.
Okpemi azonvHi npomuezpubkosi 3acobu abo MakpoaioHi aHmubiomuxu
PiBHI aTOpBacTaTUHy y IJIa3Mi 3HAYHO MiABUIIYBAIUCS DU OGHOYACHOMY 3aCTOCYBaHHI
KniHiyHu#  iKapchKoro 3aco0y ATopuc® 3 OKPeMHMH a30JIbHUMHU IPOTUIPUOKOBUMH 3acobaMu abo
BILJIUB MakposigHuMHU aHTubGioTMKamMu yepes inrioyBanus CYP3A4 ta/a6o TpaHCIOpTEpiB (AUB.
po3xin «®apMaKoJIOTiuHi BIaCTUBOCTI»).

3axonu



3axoou

[Ipuknagu
HiauuH

Kriniunun
BIL/IUB

3axonou

Y mali€eHTiB, gKi OTPUMYIOTh KJIaPUTPOMIIIMH a0 iTpakoHa30J1, 403a JIiKapChKOT0
3aco6y ATopuc® He mOBMHHa IepepumyBaty 20 Mr (1uB. po3fin «Crocib 3acTocyBaHHA
Ta [03u»). CIlif OIiHUTH KOPUCTL/PU3UK OMHOUYACHOT'0 3aCTOCYBAHHS OKPEMUX a30JIbHUX
IpoTUrpruOKOBUX 3ac06iB a60 MaKpOJigHUX aHTUOIOTUKIB 3 TiKapChKUM 3aCc000M
Aropuc®. CIifi KOHTPOJIIOBATH O3HAKH Ta CUMIITOMH MiONaTii y BCiX HalL[i€HTiB, 0COBIUBO
Ha [0YaTKy Teparil Ta mig 9ac 30iibeHHs 103U OyOb-sIKOTo Ipemnapary.

EpuTpoMinuH, K1apuTPOMIIIMH, iTpaKOHa30/, KETOKOHA30JI, T03aKOHA30JI Ta
BOPUKOHA30]1.

CrocTepiranucst BUulagku Mionarii Ta pabgomionisy mpu oqHOYaCHOMY 3aCTOCYBaHHI
nmimigomMonudikyBanbHUX 003 HianuHy (> 1 r/mo0y HialuHy) 3 TiKapChKUM 3aC000M
Atopuc®.

Crnip 3BaKUTH, Y KOPUCTD Bifl OTHOYACHOTO 3aCTOCYBaHHS JIiMigoMoauiKyBarIbHUX H03
HialuHy 3 TiKapChKuUM 3ac0o00M AToprc® MepeBUIye MigBUILEHUH PU3UK PO3BUTKY
Miomarii Ta pabmomionidy. AKIO MPUUHSTO PillleHHS PO OMHOYACHE 3aCTOCYBaHHS,
OTPiOHO CIIOCTepiraTu 3a MOSBOI0 O3HAK Ta CUMIITOMIB Miomarii y malfieHTiB, 0C06IMBO
Ha [o4aTKy Teparil i mifg yac 30inbpeHHs 003U OyOb-KOTO 3 Ipenaparis.

@ibpamu (okpim 2empibposury)

Krmigiunui
BIL/IUB

3axonu

KosaxiuuH
Kniniuanit
BILJIUB

3axomu

3acrocyBaHHS (iOpaTiB IK MOHOTepallii MoXke BUKIUKATH MiomaTito. PU3NK PO3BUTKY
MionarTii Ta pabgomioti3y mifBUINYETHCS MPU OQHOYACHOMY 3aCTOCYyBaHHi (idparTiB 3
NiKapChKUM 3aco60M ATtopuc®.

Crnip 3BaKUTH, Y1 KOPUCTH Bifl OMHOYACHOT'0 3aCTOCYBaHHS (iOpaTiB 3 MiKapChKUM
3aco60M ATopuc® IepeBUINye MiABUIIeHUI PU3UK PO3BUTKY MiomaTil Ta pabmoMionisy.
AKI10 TpUNHATO pillleHHS PO OOHOYaCHEe 3aCTOCYBaHHS, MOTPiOHO CIIOCTEpiraTu 3a
II0SIBOIO O3HAK Ta CUMIITOMIB Miomartil y maIfi€HTiB, 0COOIMBO Ha TOYATKY Teparil i mif
yac 30inbiIeHHs 003U OyOb-SKOTO 3 IIpenaparis.

Cnocrepiranucs Bunagku Miomnatii Ta pa6momionisy mif yac ogHOYaCHOTO 3aCTOCYBaHHS
KOJIXiL[VHY 3 JTiKapChbKUM 3aCc060M ATopuc®.

Crip 3BaXUTU KOPUCTH/PU3UK OOHOYACHOTO 3aCTOCYBaHHS KOJIXIIMHY 3 JIIKAPCHKUM
3aco60M Atopuc®. SIKII0 IPUAHATO PilleHHs PO ONHOYaCHe 3aCTOCYBaHHs, IIOTPIGHO
CIIOCTepiraTy 3a MOSIBOI0 03HAK Ta CHMIITOMIB MiomaTii y malieHTiB, 0co0I1BO Ha
II0YaTKYy Teparil i mig 9ac 30inmbIneHHs 003U Oyab-SKOr0 3 Ipemnaparib.

I'petingppymosuti cik

Kriniuaun
BILIUB

3axomu

CrnoXvBaHHS TPedndpyTOBOr0 COKY, 0COONIMBO Y BENMUKUX KiTbKOCTSX (oHan 1,2 mitpa
Ha [IeHb), MOXKe IIPU3BECTH [0 30i/IbIIeHHS PiBHIB aTOPBACTATUHY B IJIa3Mi i MigBUITUTH
PU3UK PO3BUTKY Miomaril Ta pabmomiorizy.

Crnip yHUKaTH CIOXKWBAHHS BEJIMKOI KiTbKOCTI IpeindpyToBoro coky (moHap 1,2 mitpa
Ha [IeHb), IIifl 9ac 3aCTOCYBaHHA JIiKapChKOro 3acoby Atopuc®.

Taonuus 2

B3aemopist 3 mikapchKuUMHU 3aco0aMu, SIKi MOXKYTh 3HHUIKYBATH €KCITO3HIIiIO JTIKAPCHKOTO 3aco0y

Aropuc®

PugpamniuuH

Kniniuaui
BII/IUB

3axomu

OpHOYaCHe 3aCTOCYBaHH JTiKapChKoro 3acoby ATopuc® 3 pudaMIinuHOM, iHIYKTOPOM
muroxpomy P450 3A4 Tta inribitopom OATP1B1, MoxXe NprU3BOAUTH OO HECTIHKOIO
3HUKEHHS KOHIIEHTpAllil aTOpBaCTaTUHY B IJIa3Mi KpoBi. Yepe3 MexaHi3M IOABINHOI
B3a€MOfil pudaMIilyHy BifCTpOYeHe 3aCTOCYBaHHs MiKapChKoro 3acofy Atopuc’ micus
BBe[IeHHS pudamIinuny 6yIo Mo’ s3aHe 3i 3HAUHUM 3HUKEHHSIM KOHIleHTpallii
aTopBaCTaTUHY Y IIJIa3Mi.

PeKOMeHMy€eThCS OJHOYACHE 3aCTOCYBaHHAIIKApChKOro 3aco0y Aropuc” i pudaMminuny.



Taonuus 3
BruBs nikapcekoro 3acoby Artopuc® Ha iHII TiKapchKi 3aco0u

ITepopaavHi KOHMpayenmueu
OnHO4YacCHe 3aCTOCYBaHHS JIIKapChKOro 3acoly ATopuc® i mepopaibHUX KOHTPAIEITHBIB

Kninigyuun . . . . . .

SN 30iTBIITYBAJIO KOHIIEHTPALIil0 HOPETUCTEPOHY Ta eTUHIiNIeCcTpamiony y mia3Mi KpoBi (quB.
po3min «dapMaKoIOTiYHi BIIaCTUBOCTI»).

3axonu Cnix[u Bpax0OByBaTU ugﬁ dakT, oOupawun IepopanbHUM KOHTPAIENITUB IJIs Malli€HTiB, SKi
[IPUUMalTh ATOPUC .

Iu2oKCcuH

e T — [Tpu OfIHOYACHOMY BaC:TOCYBaHHi 6a1-"flTOpa30BI/IX mo3 niKapc§Koro 3aco0y Artopuc® i .

BIITTHB OUTOKCHHY PIBHOBaXKHi KOHIIEHTPALlil AUTOKCUHY B IIJIa3Mi MigBULIYIOTECS (OUB. PO3MiN
«PapMaKoJIOTiYHi BIaCTUBOCTI»).

3axonu Crig HaleXHUM YMHOM KOHTPOJIIOBATH CTAH IMAIlEHTIB, SKi IPUIAMaIOTh JUTOKCHH.

[lunmiazemy 2i0poxaopuo.

OpnovacHuM nmpuoM atopBactatury (40 mMr) ta gunrtiademy (240 MI) CyIpOBOAXKYETHCS
MiOBUIIEHHSIM KOHIIEHTPallil aTOpBaCTaTUHY Y IIJIa3Mi KPOBi.

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

OpHoYacHUM TepopaIbHUM IPUNOM aTOPBAaCTaTUHY Ta CYCIIeH3il aHTAI[MAHOTO IIpenapary, 10
MIiCTHTh MaTHill Ta allOMiHii0 TiZPOKCHUL, CYIIPOBOIKYETLCS 3HUKEHHIM KOHIIEHTPaIlil
aTOpBACTATHHY Yy Mla3Mi KpoBi npubnu3no Ha 35 %. [Tpu 1boMy rinorinigemiyHa Aisi aTopBacTaTUHY
He 3MiHIOBaJIach.

A3umpoMiuuH

OpHouacHe pu3HaueHHs atopBacTtaTuHy (10 Mr 1 pa3 Ha noOy) Ta asutpoMinuny (500 mMr 1 pa3 Ha
no0y) He CYIIpOBOMXKYBasoCcs 3MiHaMM KOHIIEHTpAllil aTopBacTaTUHY Y I1JIa3Mi KPOBi.

IH2i6imopu mpaHcnopmHux 6iskie

[HribiTopu TpaHCIOPTHUX OiNKiB MOXKYTh 306iNbIIYBaTH CUCTEMHUN BIIMB aTOPBACTAaTUHY (OUB.
tabnuirio 1). LIUK/IOCIIOPHH Ta JIeTEPMOBIp € iHriOiTOpamMu TPaHCIOPTEPIB, IKi 6epyTh y4acTh y
posmopini aTopBactaTtuny, B Tomy uucii OATP1B1/1B3, P-gp, Ta BCRP, 1m0 npu3BoguT6 10 CHCTEMHOI
€KCITO3UIlil aTopBacTaTuHYy (OuB. TaOnuio 1). Biiue npurHideHHS HaKOMUYyBalbHUX TPAHCIIOPTHUX
0iNIKiB Ha eKCIIO3UIIil0 aTOPBACTAaTUHY B KITiTMHAX MEYiHKYM HeBimoMuH. AKI0 HEMOXKINBO YHUKHYTU
OHOYACHOT0 IPHUIOMY, PEKOMEHAYEThCI 3MEHIINUTHU 03y Ta BECTU KIIiHIYHE CIIOCTEPEXKEHHSI
eekTuUBHOCTI NiKyBaHHS (IuB. Tabmuiio 1).

He pekomeHOyeTbCS 3aCTOCOBYBATH aTOpBaCTaTHH MallieHTaM, IKi IPUUMalOTh JIeTEPMOBIp
OIHOYACHO 3 LUKJIOCIIOPUHOM (IuB. «OC00/1uB80CMi 3aCMOCYBAHHA»).

T'em@ibpo3un/noxioHi ¢pibpoesoi kucaiomu



3acTocyBaHHA (QibpaTiB K MOHOTepaIllii IT0B A3yI0Th 3 PO3BUTKOM SIBUII 3 00Ky M’sI30BOl CUCTEMH, Y
TOMY 4KCIli pabgomioni3y. PU3UK TakKux Mopiit Moxe OyTH MigBUIIEHUN TPU ONHOYACHOMY IIpUitoMi
noxigHux ¢Gpi6PUHOBOI KUCIOTH Ta aTOPBACTATUHY. SKI0 HEMOXKJIUBO YHUKHYTU OIHOYACHOTO
3aCTOCYBaHHS, CJIifi 3aCTOCOBYBATH HAaWHUXKYY NO3Y aTOPBACTaTUHY [ HOCATHEHHS TePaleBTUYHOL
II03U Ta KOHTPOJIIOBAaTH HaJIe’KHUM YMHOM CTaH IallieHTiB (quB. po3fin «Oco0IMBOCTI 3aCTOCYBaHHS).

E3emumib

3acTocyBaHHS NuIlle e3eTUMiOy IMOB’I3yI0Th 3 YCKIafHEHHSIMU 3 O0KY M’s3iB, BKI/IIOUAI0YU
pabmomionis. ToMy pu3UK BUHUKHEHHS ITUX SBUIL MOXKe 30iTbIIyBaTUCS IIPU OOHOYACHOMY
3aCTOCyBaHHi e3eTHMi0y Ta aTOpBacTaTUHY. PEKOMeHIOBaHUY HalleXKHUM KITiHIYHAY HaTJIsA TaKuX
IIAlli€HTiB.

Koaecmunoa

KonnenTpatii y mma3mi KpoBi aTopBacTaTHHY Ta KOT0 aKTUBHUX MeTabO0IiTiB Oy MeHIIUMU (ITPUGII.
Ha 25 %), KON KOJIECTUIIOJ NIpUiiMaji OMHOYACHO 3 aTopBacTaTiHOM. OfgHak minigHi edhekTu Oynu
OiNbIIMMHY, SKIIIO aTOPBACTATUH Ta KOJIECTUIION MPUMMAaTHA OOHOYACHO, HiXK TOMi, KOJIX OOUH 3
TiKapChKUX 3aC00iB MpuiMaT OKPEMO.

®y3udosa Kucsioma

HocmimKeHHS B3aEMO{Iii 3 aTOPBACTATHHOM Ta (Py3uA0BOIO KMCIOTOI0 HE TPOBOOMIN. fK i y BUllafiKax
3 iHIIMMM CTaTUHAMH, ITiJ YaC OMHOYACHOTI'0 3aCTOCYBAHHS aTOPBACTaTUHY Ta (y3UOOBOI KUCIIOTH
CIIOCTepiranu yckjiamgHeHHs 3 60Ky M’s3iB, BKIII0Yaouu padmomioni3. MexaHi3Mm 1miel B3aeMofii
HeBigoOMUU. 3a NallieHTaMu CIIi[l YyBaXKHO CIIOCTepiraTy, i Moxe BUSIBUTUCS AOLUIBHUM TUMYacCOBe
IPUNUHEHHS IPUUOMY aTOpBaCTaTHHY.

KoaxiyuH

[Tpu ogHOYACHOMY 3aCTOCYBaHHI aTOPBACTAaTHHY 3 KOJIXIIIMHOM ITOBiHOMJISIIN IIPO BUMIAAKU MiomaTii,
B TOMY YHCJIi pabmoMioni3y, ToMy ciif 3 00epexkHiCTIo Tpr3HaYaTh aTOPBACTaTHH i3 KOIXIIIMHOM.

BrnnuB aTopBacTaTHHY Ha JTiKapChKi 3ac00H, IKi TPUIMaOTh OIHOYACHO
Hu2oKcuH

[Tpu ogHOYACHOMY 3aCTOCYBaHHI 6araTopa3oBuUX 403 IPenapaTy Ta DUTOKCUHY PiBHOBaXKHi
KOHIIEHTPAIlil AUTOKCUHY Y IJIa3Mi KPOBi MigBUIYOTECS TPuOIU3HO Ha 20 %. Crig HamexXHUM YUHOM
KOHTPOJIIOBATH CTaH IIAIli€EHTIB, SKi IPUHMalOTh JUTOKCHH.

ITepopanavbHi KOHMpauenmueu

OpHOYaCHe 3aCTOCYBaHHSI aTOPBACTaTUHY 3 IIepOpabHUMU KOHTPAIeNITHBaMHU IIPU3BOAUIIO OO
IiABUINEHHS KOHI[EHTPAllil HOPETUCTEPOHY Ta eTHHiIeCTPaAiony y mia3Mi Kpogi. Lli migBuiieHHs i
OpaTu [o yBaru pu BuOOpi mIepopanbHOro KOHTPALeIITHBRA [AJId KiHKY, Ka IIPUIMae aTopBaCTaTHH.

BapgapuH

Y kniniyHOMY [OCTigKEHHI y Talli€eHTiB, SKi MIPOXOOUIN NOBTOTPHBAJIe JIiIKyBaHHS BaphapuHoM,
OJHOYaCHe 3acTocyBaHHS 80 MI aTOpBacTaTUHY IIOOEHHO 3 Bap(papruHOM IPU3BOSUIIO JO HEBEIUKOTO
3MeHIIeHHs (61u3bK0 1,7 ceKyHau) MpoTPOMOIiHOBOI0 Yacy MPOTSATOM Iepinux 4 [HiB Teparii, omHaK
I[e! [TI0Ka3HUK I10BEPTaBCs [0 HOPMHU IIPOTATOM HACTYIHUX 15 OHIB JIiKyBaHHS aTOPBaCTaTUHOM.



Xo4a IOBIOMIISNIY JIMIIE PO AyXKe PiAKiCHI BUMAagKM KITiHIYHO 3HAUYIIUX aHTUKOATyISHTHUX
B3a€EMOfiH, IIepIll HiX PO3I0YaTy Tepalito aTopBaCTaTUHOM, NallieHTaM, SKi IPUUMa0Th
AQHTUKOATYJISTHTU KyMapuHY Ha [I0YaTKy Tepalil HeoOXiHO JOCUTh YacTO BU3HAYATH
IPOTPOMOiIHOBH Yac AJIS MigTBEPHOKEHHS BiICYTHOCTI CYyTTEBOI 3MiHM MTOKa3HUKA. K TiTbKU
crabinpHulM mpoTpoMOiHOBUIL Yac Oyo 3adikcoBaHO, TOKAa3HUK MOXKHA KOHTPOJIIOBATH 3
iHTepBanaMu, IKi 3a3BMYall PEKOMEHAYIOThCS AJIS Malli€HTiB, 10 IPUINMal0Th aHTUKOATyISHTI
KyMapuHy. Y pa3i IpunuHeHHS Teparii abo 3MiHHM [03U aTOpBacCTaTHHY JaHY NPOLEAypy CIif
TIOBTOPIOBATH. Y TNAL€HTIB, SIKi He IpUiMaIy aHTUKOATYJITHTH, Tepallis aTopBacTaTUHOM He Oya
TIIOB’sI3aHa 3 KpoBOTeuelo abo 3i 3MiHaMu TPOTPOMOiHOBOTO Yacy.

Oco06 1ueocmi 3acmocyeaHHs1.
Mionamis ma pabdomionis

Jlikapcpkuii 3aci6 Moxke CIpHYUHUTH MiomaTiio (6ink y M's3aX, 60icHICTh ab0 cnabKicTh y
noefHaHHi 3 mifBuieHHAM KpeaTuHKinasu (KK) 6inmbine Hix y 10 pasiB Big BepxHbOI MeXi
HOpMU) Ta pabaoMioni3 (3 rOCTPOI0 HUPKOBOIO HEJOCTATHICTIO BHACTIOOK Mioro0iHypil abo
6e3 Hel). [ToBimoMIsIIOCS PO PifKiCHI NeTanbHi BUMTaAKKU B pe3yabTaTi padmoMionidy npu
3aCTOCYBaHHi CTaTHHIB, BKII09a0ud ATOPUC®.

®aKTOpPU PHU3UKY PO3BUTKY MiolaTil

dakTOpHU PU3UKY PO3BUTKY MiomaTil BKIIOYAOTh BiK Biff 65 POKiB, HEKOHTPOJILOBAHUM TIIOTAPEO3,
NOPYIIeHHS (PYHKIIil HUPOK, OOHOYACHE 3aCTOCYBaHHS 3 IeAKUMU IHIIUMU IIpernapaTaMu Ta
3aCTOCYBaHHs MiIBHUIIEHKX [03 JIIKapchKoro 3acoby Atopuc® (OUB. po3min «B3aemomis 3 iHmmMu
JMiKapChKUMU 3aco0aMu Ta iHIIM BUOYM B3aEMOIiii»).

3axony s VHUKHEHHS ab0 3MeHINeHHsT PU3UKY PO3BUTKY MiomaTii Ta pabmomionizy

EXCrosuriist TIikapChKoro 3aco0y Atopuc® Moxe 306iIbIIyBaTHCS 38 PAXyHOK B3aEMOIil 3 iHIINME
npernapatamMu yepes iHribyBanus ¢epmenTy 3A4 nutoxpomy P450 (CYP3A4) i/abo TpaHcIopTepiB
(Hampukiag, 0i70K Pe3UCTEHTHOCTI paKy Mono4yHol 3aso3u [BCRP], opraniunuii aHioH-
TpaHcnopTyBanbHuM nominentun [OATP1B1/OATP1B3], riikonpotein P [P-gpl), mo nigBuinye pu3uk
PO3BUTKY MiomaTii Ta pabmomionidy. He pekoMeHOyeThCsS OMHOYACHE 3aCTOCYBaHHS 3 JIIKAPCHKUM
3ac060M Atopuc”® LMKIOCIOPHHY, TeMpiOpo3uny, KoMOiHaIlii TUIIPaHaBip PHUTOHABIp YH
rJIeKanpesip mi6penTtacsip. Mogudikaris mo3yBaHHs ITiKapChKUM 3ac060M Atopuc”
PEKOMEHYIOThCS TallieHTaM, SKi IpuiMaloTh eBHi MPOTUBIPYCHI 3aco0H, a30J1bHi MPOTUTPHUOKOBI
3acobu abo MakponigHi aHTu6ioTUKY (OuB. po3min «Crocib 3acTocyBaHHS Ta go3u»). [loBigoMisnocs
PO BUITAAKM MiomaTii/pabmoMiostidy mpu ofHOYaCHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3
nimigomopudikyBansauMu go3amu (> 1 r/mens) HianuHy, ¢ibpariB, KonxinuHy Ta KoMbiHaii
negumnaceip codocOyBip. Crifg OLiHUTH, Y¥ KOPUCTD Biff 3aCTOCYBaHHS IIUX IIpelapaTiB epeBaxkae
IiABUINEHUYN PU3UK PO3BUTKY MiomaTii i pabgomionisy (muB. po3nin «B3aemopisa 3 iHIIKUMU
JMiKapChbKUMH 3aC00aMM Ta iHII BUAU B3aEMOIIN»).

He pexoMeHOy€eThCS OOHOYACHUYU IIPUUOM I'PEUII(PPYTOBOTO COKY ¥ BEIMKUX KiTbKOCTSX (oHafn 1,2
JiTpa Ha [eHb) HalieHTaM, AKi IpuiiManTs ATopuc”® (OUB. po3min «B3aeMomis 3 iHImMMu
JiKapChbKUMU 3aco0aMu Ta iHIIIi BUIY B3a€MOIiN»).

CIlifi IPUIKMHKTH IPUKOM JIIKapChKOro 3aco0y ATopuc®, SIKIIO CIOCTEPIracThCs MOMITHO HifBUIICHUMA



piBers KK abo0 miarHOCTOBaHO MiomaTiio 4 € mifo3pa Ha i BUHUKHEHHS. M’930Bi CUMIITOMU Ta
nigsuenHs piBasa KK 3HMKaOTH micns BigMiHE aTopBacTaTuHy. CIIifi TUMYaCcOBO BifMiHUTH ATOpHC®
malieHTaM 3 rocTpuM ab0 Cepio3HUM CTAHOM i3 BUCOKMM PU3UKOM PO3BUTKY HUPKOBOI
HeIOCTAaTHOCTi, CHPUYMHEHO] pabgomMiosizoM (HampuKIafl, CEIICKC; IOK; TSIXKKa TillOBOIEMis;
cepiio3Ha XipypriuHa omepallis; TpaBMa; TSXKKi MeTaboiuHi, eHJOKpHUHHI ab0 eJIeKTPOIIiTHI
IIOPYLIEHHS; HEKOHTPOJIbOBaHA eIijIencis).

[ToTpi6HO MOBIHOMUTH TAIIiEHTIB PO PU3UK PO3BUTKY Miomnarii Ta pabmomiosnidy Ha IO4aTKy
niKyBaHHA a00 npu 306inbmIeHHi fo3u npenapary Atopuc”. [TalieHTaM CIIif peKOMeHIyBaTH HeraiHo
IIOBIOOMJIATU NIPO OyOb-KUYM HE3po3yMinuu 6inb y M’'s13ax, 0omicHiCTs abo cnabKicTh, 0COOIUBO SKIIO
BOHU CYTIPOBOOXKYIOThCS HE3MYKaHHAIM a00 HiIBUILIIEHHSAM TeMIIEPaTypH.

ImyHo/1021YHa onocepedKosaHa HeKpomu3yrua Mionamis

[ToBimoMISANY TIPO PigKicHI BUMIaKK iMyHOJIOTiYHO OIIOCEPeKOBaHOI HEKPOTU3YI0YO0i MiomaTii
(IOHM) mig gac abo micns nikyBaHHS OesiKUMU cTaTuHaMu. Kniniuno IOHM xapaKTepu3yeThes
CTiliKOI0 c/TabKiCTIO MPOKCHMAIbHUX M’S3iB Ta MigBUIIEHOI KpeaTUHKiIHa3010 B CUPOBATII KPOBi, SKi
30epiraioThCs, He3BaXKA0YM Ha MPUNMHEHHS JIiKyBaHHS CTaTHHAMU; TO3UTUBHUM pe3ysIbTaT Ha
antutina mo 'MTI-KoA-penykrasu; M’si30Ba 0ioricisi BUSIBIIsi€ HEKPOTU3YIOUy MiomaTiio Ta
TIOKpallleHHs IIPU 3aCTOCYBaHHI iMyHOmenpecaHTiB. Moxe BUHUKHYTU HEOOXigHICTh TPOBENEHHS
IOOaTKOBUX HEUPOM S30BUX Ta CEPOJIOTIYHUX JOCTigKeHb. Moxke OyTu noTpibHa Tepamis
iMmyHOmenpecanTaMu. Ciff peTenbHO 3BaXKUTHU PU3UK Po3BUTKY IOHM mepen moyaTkom
3aCTOCYBaHHS iHIIOTO CTAaTUHY. AKIIO PO3M0YaTO Tepalilo iHIINM CTaTUHOM, HeOOXimHMH
MOHITOPUHT 03HaK Ta cuMnToMis IOHM.

Bnaue Ha ne4iHKY

[lepen TuM SIK PO3NOYMHATHU Tepallilo IpenapaToM, peKOMeHAYEThCSL OTPUMATH Pe3yIbTaTy aHasli3iB
100 BU3HAYEHHS [TOKA3HUKIB (DepMEHTIB TeYiHKY Ta MPOBOOUTH aHai3! NePiONUYHO MiCIIg IbOTO.
[MTamieHTaM, y SKMX BUHUKAIOTh CUMIITOMH, 1110 CBif4aTh IIPO YPazKeHHS MeYiHKH, TOTPiOHO
IIPOBOAMTY aHali3 QyHKINI nevinku. [1alieHTaM, y SKUX MiABUINYETHCS PiBEHb TpaHCaMiHa3, CIIifl
KOHTPOJIOBaTH GYHKIII Te4iHKY, IIOKU aHOMaJlil He OyAyTh yCyHeHi. dKmo BinOyBaeThCs CTiliKe
IiABUINEHHS PiBHIB CHPOBAaTKOBUX TpaHCaMiHa3 y CUPOBATII KPOBi B 3 uu OinbIlle pa3u Bif BEPXHBOI
Mexki HopMmu (BMH), peKOMeHAYETHCS IPUIIMHUTY JTiKyBaHHSA IpernapaToM (IuB. po3gnin «I1ob6iuni
peaxiii»).

ATopBacTaTuH cinif 3 06epexkHiCTIO TPU3HaYaTH HallieHTaM, SKi 37I0BXKUBAIOTh aJIkOTroJjieM Ta/abo
MalOTh B aHaMHe3i 3aXBOPIOBaHHSA IIE€YiHKMU.

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

[ToBigoMIsiiy, 110 IIPH TicsonepaliftHoMy aHai3i migTUIIiB iHCYNbTY Y MallieHTiB 6e3
imemiuHoi xBopo6u cepus (IXC) 3 HelllomaBHO ITepeHeceHM iHCYIbTOM ab0 TPaH3UTOPHOIO
imemiuHo atakoio (TIA) croctepiraBcs 6inbIl BUCOKUY PiBEHb reMOPAriyHoro iHCYIbTy IpU
IpURoOMi aTopBacTaTUHY y 1031 80 Mr mopiBHSHO 3 rpymoto manebo. ITigBuiiieHnit pusuk 0yB
0co0IMBO Big3HAUYEHUH Y MAIli€HTIB i3 oMepeHiM reMopariyHuM iHCyIbTOM abo
JTaKyHapHUM iH(papKTOM IIif YaC BK/IIOYEHHS V OOCHiAKeHHs. [I715 MallieHTiB 3 IOoIepeaHimM
reMoparigyHuM iHCy/bTOM ab0 naKkyHapHUM iH(apKToM OGanaHC PU3UKY Ta IlepeBar Impu
IPUUAOMI aTOPBACTAaTUHY y H03i 80 Mr He BU3HaYEHUM, TOMY [Iepe[ T0YaTKOM JIiKyBaHHS
HeoOXiTHO peTeNbHO IIPoaHasi3yBaTy MOTEHUINHNY PU3UK FeMOPariyHoTo iHCYTIbTY.



CkxenemHi m’a3u

AtopBacTtaTuH, fK i inmi iHriditopu I'MK-KoA-penykTasu, B OKpeMUX BUIIafiIKaX MOXKe BIIJINBAaTH Ha
CKeJIeTHY MYCKYJIaTypy 1 CHpUUYMHUTU MiaJritoo, MiO3UT Ta MioIaTito, Ki MOXKYThb IIPOrpecyBaTU O
pabroMiosni3y - NOoTeHLiNHO Hebe3MeYHOro AJIsl KUTTS CTaHy, 10 XapaKTEePU3YETLCS IIOMITHO
nigBuIeHUM BMicToM KpeaTtuHkina3u (KK) (> 10 pasiB Bullle 3a HOpMY), Mioryiob6iHeMi€0 Ta
Miorno6inypi€eto, sIKi MOXKYTb IIPHU3BECTH N0 HUPKOBOI HETOCTATHOCTI.

Lo noyamky AiKy8aHHA

ATopBacTaTHUH CJIif 3 00ePeKHICTIO MPU3HAYATH MalliEeHTaM 3i CXUJIbHICTIO 0 PO3BUTKY
pabmomiomni3y. J1o moYaTKy JiKyBaHHS CTaTHHAMMU Y IMAIli€HTiB, CXUJIBHUX OO0 PO3BUTKY pabmoMiomi3y,
crmipm Bu3HauvaTu piBeHb KK mpu:

- opy1IeHHi GyHKIIil HUPOK;

- rimo¢yHKIIi1 MUTOBUAHOL 3a103H;

- CIIafIKOBUX PO3JIafiax M’s130BOI CUCTEMU Y ciMeliHOMYy ab0 ocobucTOMy aHaMHes3i;

- IIepeHeCceHnX Y MUHYJIOMYy BUIIafKaX TOKCUYHOIO BIIIUBY CTaTUHIB abo (ibpaTiB Ha M's13K;
- IIepeHeCceHUX Y MUHYJIOMY 3aXBOPIOBaHHSAX ITeUiHKYU Ta/ab0 37T0BXKUBAHHI aJIKOTOJIEM.

[Ipu nikyBaHHI MaIlieHTiB MTHLOTO BiKY (Big 70 pokiB) HeOOXigHICTh MMPOBEAEHHS 03HAYEHUX
3axOfiB CIIif OIiHIOBATH 3 ypaXyBaHHSAM HasBHOCTI iHIMNX (PAKTOPiB CXUJIBHOCTI 10 PO3BUTKY
pabgowmiorisy.

[TinBuimeHH] piBHA IpenapaTy y yia3Mi KPOBi MOXKINBe, 30KpeMa, y pa3i B3aeMOfil (OUB. PO3Min
«B3aemogis 3 iHIIUMY JTiKapCbKUMHU 3aco0aMu Ta iHII BUAM B3a€EMO[ii») Ta 3aCTOCYBaHHS
0COONIMBUM I'pyIaM IMAaI[iEHTIB, y TOMY YMCII MallieHTaM 3i CllagKOBHMHU XBOpoOaMu (OUB. PO3Min
«PapMakKOKiHEeTHUKa».)

Y Takux BUMIagKax PEKOMEHI0BAHO OIIiHIOBATH CIIiBBiTHOINEHHST PU3UKIB Ta MOXKJIMBOI KOPHUCTI Bif
JIIKyBaHHS Ta IPOBOOUTY KIIIHIYHUY MOHITOPUHT CTaHy IIalli€HTiB.

fAkmo no moyatky JikyBaHHs piBeHb KK 3HauyHO migBuieHui (mepesuirye BMH 6inbir HiX y 5 pasis),
JIIKyBaHHS PO3MIOYMHATU HE CIIif.

BumiptosaHHs piBHA KpeamuHKiHA3U

PiBens KK He cytif BU3HauaTH micisd iHTeHCUBHUX (Hi3WYHUX HaBaHTaxKeHb abo y pas3i HasBHOCTI Oyab-
SIKAX MOXJIMBUX aJIbTEPHATUBHUX [IPUYUH MinBuilieHHs piBHA KK, OCKUIBKY LIe MOXKe YCKIIagHUTHU
OLIiHIOBaHHS Pe3yJIbTaTiB. fKI0 Ha IOYAaTKOBOMY PiBHI CIIOCTepiraeThCs 3Ha4yHe mifBuieHHs KK
(mepeBuierHss BMH 6inbi HiXK y 5 pasiB), To 4yepe3 5-7 OHiB He0OXioZHO TPOBECTU MTOBTOPHE
BU3HAYEHH I NiATBePIXKEHHS Pe3yybTaTy.

ITi0 yac aiKyBaHHs

- [TamieHTy MOBUHHI 3HATH PO HEOOXiTHICTh HETAWHO MOBIJOMIISATH IIPO PO3BUTOK OO0 ¥
M’s13aX, cymoM abo cimabkocTi, 0COBIMBO KOJIM BOHU CYIIPOBOAXKYIOTHCS HE3MYKAaHHIM a00 rapsukoio.

- Y pasi nosiBM 1IUX CUMIITOMIB ITifl 4aC JTiKyBaHHS aTOPBAaCTaTHHOM HEOOXiTHO BU3HAUUTHU



piBenb KK y mporo marttienTta. dxiuio piBers KK 3HauHo migBuinieru#t (mepesuitye BMH GinbImn HiX y 5
paaiB), NiKyBaHHS CHif IPUIUHUTH.

- HOLiNbHICTh IPUNIMHEHHS JIIKYBaHHS CJIifj TAKOXK PO3TJISHYTH, SKIIIO MigBUILIEeHHS PiBHSA
KK He csarae n’sstukpaTHOro nepesuilleHHss BMH, ane cumnTomu 3 60Ky M's3iB MalOTh TSKKUN
XapakTep Ta IJOJAEHHO CTalTh MPUUYUHOI HEIIPUEMHUX BiJUYTTiB.

- [Ticns 3HUKHEHHS CUMIITOMIB Ta HOopMautisanil piBHSI KK MoXXHa pO3rIsgHYTA MOXKJIABICTE
BiHOBJIEHHS JIIKyBaHHS aTOPBACTATUHOM YU [I0YATKY JIIKYBAaHHSA aJlbTePHATUBHUM CTaTUHOM 3a
YMOBY 3aCTOCYBaHHS MiHIMaIbHOI MOXIIMBOL fO3Y IIpelapaTy Ta PeTeIbHOr0 Harjasiany 3a CTaHOM
IalieHTa.

- JIikyBaHHSI aTOPBAaCTaTUHOM HEOOXiMHO MPUITMHUTH, SIKIIO CIIOCTEPIraeThCs KITiHIYHO
3Hauye nipBuiierHs piBHsA KK (mepesuments BMH 6inbin Hixk y 10 pa3iB) abo y pasi
BCTAHOBJIEHHS AiarHO3y pabmoMionidy (abo migo3pu Ha po3BUTOK pabmoMionizy).

OO0HOYAaCHe 3aCMOCYBAHHA 3 THWUMU AiKAPCbKUMU Npenapamamu

Pu3uk po3BuUTKy pabmomionti3y 30inbIIyeThCS IIPU OGHOYACHOMY 3aCTOCYBaHHI aTOpBaCTaTUHY 3
NeSKUMU TiKapChKUMHU IIpeliapaTaMu, iKi MOXKYTh 30iIbIIATH KOHIIEHTpPALIi0 y 11a3Mi KpPOBi
aTopBacTaTHHY, HalpXKiap Taki moTyxHi iHriditopu CYP3A4 abo TpaHCHOpPTHI 0inKY (Hampukiafp,
LIUKJIOCIIOPUH, TEJIITPOMILIH, KJIapUTPOMILUH, fAeJlaBipAuH, CTPUIIEHTOJI, KeTOKOHAa30J1, BOPUKOHA30]I,
iTpakoHa30J1, T03aKO0HA30J1, IeTePMOBIp, Ta iHribiTopu BIJI-mpoTea3u, BKIIOUA0YX PUTOHABIP,
JIOTIiHABIP, aTa3aHaBip, iHAMHABIP, AapyHAaBIP, TUIIpaHaBip/PUTOHABIP TOIIO). PU3MK BUHUKHEHHS
MiomaTii TaKoXkK Moxke OyTU MifBUIIIEHNUH TPU OOHOYACHOMY 3aCTOCYyBaHHI reM¢piObpo3uiy Ta iHIIuX
noXifHUX (piOPHUHOBOI KHMCIIOTH, IPOTHUBIPYCHUX IIpenapariB s nikyBaHHS remnatuty C (BI'C)
(Hampukian, 6otenpesip, Temamnpesip, endacBip/rpa3onpesip, neminaceip/codocOyBip),
epUTPOMIIMHY, HiallMHy a60 e3eTuMiby. 3a MOKIJIMBOCTI 3aMiCTh ITMX JTiKapChKHUX 3aC00iB CITifg
PO3TIsiiaTy aJbTePHATUBHI (He B3a€EMOIil04i) METONM TiKyBaHHS.

Ao HeoOXiMHO MPOBOAUTH OFNHOYACHE JIIKYBAHHS aTOPBAaCTaTHHOM Ta 3raflaHUMMU IperapaTaMy,
CJIi[l peTeIbHO 3BaXXUTH KOPUCTh Ta PU3UKHU 1X OMHOYACHOT0 3aCTOCYBaHHA. KO NalieHTH
IpUUMAaIOTh JIiKapChKi IIpenapary, 110 TiABULIYI0OTh KOHIIEHTPAI[il0 aTOpPBaCTaTUHY Y I1J1a3Mi KPOBi,
PEKOMEHOYEThCS 3HUAKYBATH N03y aTOPBaCTaTUHY 40 MiHiManbHOI. KpiM Toro, y pasi 3acTocyBaHHSA
noTyxkHuX iHriditopis CYP3A4 ciif po3risSHYTH MOXKJIMBICTE 3aCTOCYBaHHS MEHINIOI I0YaTKOBOI 03K
aTOpPBaCTaTHHY Ta IPOBOOUTHU Ha/eKHUM KJTIHIYHWY MOHITOPUHT CTaHy IUX IALi€HTIB (OUB. PO3MiN
«B3aeMopis 3 iHIMMMH JTiKapChbKUMHK 3aC00aMM Ta iHIII BUOM B3aEMOIii»).

ATopBacTaTHH He CJIifi 3aCTOCOBYBAaTH Pa30M i3 CUCTEMHUMH IIpefapaTaMu (py3ug0Bol
KHMCJIOTY a00 IPOTSATOM 7 OHIB MiCIIs MPUIMHEHHS JTiKyBaHHS (Py3UI0BOI0 KUCIOTOIO.
[TamieHTaM, OIS SKHUX JTiKyBaHHS (Py3UI0BOI0 KHCIIOTOIO BBAaXKAETHCS BaXKJIMBUM, TEPAIIiio
CTaTHHAMH MOTPiIOHO MPUIHMHUTH IIPOTSITOM BChOTO IIepiomy TiKyBaHHS (y3UI0BOIO
KHUCI0ToM0. [ToBimomnsanu npo pabmoMioni3 (BKIto4alouu fesiKi JieTallbHi BUTIaKK) Y
MAIiEHTIB, SIKi OMHOYACHO OTPHUMYBasu (Qy3uAOBY KUCJIOTY Ta CTaTUHU (IUB. PO3Min
«B3aemoist 3 iHIIMMY JTiKapChbKUMM 3aco0aMu Ta iHIIi BUOM B3a€MOMin»). [TalieHTaM ciin
HeTalHO 3BEePHYTUCA [0 JIiKaps NpU BUHMKHEHHI 03HaK M’s130B0i c1abkocTi, 60110 abo
YyTIUBOCTI.

Teparito cTaTuHaMu MOXXHa BiTHOBUATH 4Yepe3 7 [HIB IiCJIg MPHUOMY OCTaHHBOI 03U
(Gby3um0BOl KHUCIIOTH.



Y BUHATKOBUX BUIAfgKax, KOoJIX HeoOXifiHa TpHBasa Tepalis Qy3unoBo0 KUCI0TOI0, HallpUKaL, AJIs
JIIKyBaHHS TSAXKKUX iHPEKI[iN, MOXKINBICTh OMHOYACHOT0 3aCTOCYBaHHS aTOPBaCTaTUHY Ta (Qy3Ug0BO1
KUCJIOTY CJIif PO3IJIANaTH Y KOXKHOMY KOHKPETHOMY BUNAAKY Ta IIPOBONUTH IIif] IOCTIMHUM
MEeIUYHUM HarIsSI0M.

Bynu gyXe pifKicHI mOBimOMIIEHHS NP0 iMyHHO-0TIOCEPEIKOBaHY HEKPOTU3YyI04y MiomnaTito (IMNM)
nig yac abo micns mikyBaHHS AesKMMU cTaTHHaMu. Kninigno IMNM xapakKTepu3yeThCs CTIHKOIO
c1abKiCTI0 MPOKCUMAJIbHUX M’S13iB Ta MiIBUINEHOI0 CHPOBAaTKOBOI KpeaTUHKIHA3010, SKi
30epiratoThCcs, He3BaXKal04y Ha MPUNUHEHHS JIiIKyBaHHS CTaTHHAMHU.

IHmepcmuuiasivbHe 3aX80PHBAHHA /1€2€Hb

Y pasi 3acTocyBaHHA AESKUX CTAaTUHIB IIOBIJOMJISINIA IIPO BUHATKOBI BUIIaAKY iHTEPCTHULIAIbHOTO
3aXBOPIOBaHHS JIET€Hb, 0COOIMBO MPU NOBrOTPUBAJIOMY JIiKyBaHHi (IuB. po3min «I1o6iuHi peakIii»).
Oco06nmuBOCTi TPOSIBY MOXKYTh BKJTIOYATH AUCITHOE, CYyXUii Kalllellb Ta IOTipPIIeHHs 3arajlbHOr0 CTaHy
300pOB’d (BTOMa, BTpaTa MacCH Tijla Ta HiABUIIEHHS TeMIepaTypH). AKINO € migo3pa, 1o y naljieHTa
PO3BUBAETHCS IHTEPCTHUIlia/IbHE 3aXBOPIOBAHHS JIET€Hb, TIKyBaHHS CTaTUHOM HEOOXigHO MPUITMHUTH.

ITediampuyHa nonyasayis

Y TpupidHOMY AOCIiIXKEeHHi, 3aCHOBAHOMY Ha OLiHIIi 3arajlbHOT0 PO3BUTKY 3a IIKaso TaHHepa Ta
BUMIPIOBAHHSIM 3POCTY Ta MacCH Tijla, He CIIOCTEepiraaocs KiIiHiYHO 3HAUYYIOTO BIJIUBY Ha 3arajbHUN
Ta CTAaTeBUM PO3BUTOK (ouB. «I100iuHi peakirii»).

ITykposuti diabem

IlesKi maHi CBim4aTh PO Te, 10 CTaTUHU K KJlac MigBUINyIOTh piBeHb HbAlc Ta rmioko3u y
CHPOBATIIi KPOBi i y JesKUX MallieHTiB 3 BUCOKAM PU3UKOM BUHUKHEHHS fia0eTy MOXKYTb CIIPUUUHATH
TaKWi piBeHb Tinepriikemii, npu SKOMy IOPEYHUM € BifNoOBigHe JTiKyBaHHA HiabeTy. OgHak Len
PU3UK MTEPeBaXKy€EThCS 3HUXKEHHSIM CyIUHHOTO PU3UKY BHACIIOK 3aCTOCYBaHHSA CTATUHIB i TOMY HE €
iCTABOIO [JISI MPUIIMHEHHS JTiKyBaHHS CTaTUHAMHU. 3TigHO 3 Oep:KaBHUMM CTaHOAPTaMH, IOTPiOHO
IIPOBOOUTY KITiHiuHMH Ta OioXiMiuHMIM MOHITOPUHT NAlliEHTIB TPYNIH PU3UKY (PiBeHb I'IIOKO3U HATIIE
Bin 5,6 Do 6,9 Momb/7, iHmekc Macu Tina > 30 Kr/M’, TigBUIIEHNIH PiBeHb TPUTIIIEPUIB, TiIEPTEH3is).

IonomidxcHI peyosuHu

Ilo ckmapmy mpenapaTy BXOAUTH J1aKT03a, TOMY IalliEHTaM 3 YPO[IXKEHOI HEITIePEHOCUMICTIO
rajlakTo3u, CHHIPOMOM MasibabcopOiii III0K03H Ta rajlakTo3M, HeOCTATHICTIO TaKTa3u Jlamma He
CJIiTf ¥OT'0 3aCTOCOBYBATH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00i0.

KiHKu penpodyKkmueH020 BIKY

[Tig yac nmikyBaHHS KiHKaM PEIIPOAYKTUBHOIO BiKy CIIif 3aCTOCOBYBaTH HaJleXHi 3aco0u
KOHTpalentii_(auB. po3min «[IpoTunokasaHHsI»). AKIIO Mif Yac JiKyBaHHS aTOPBACTaTUHOM
nalieHTKa BUPIMIUTD 3aBariTHITY, BOHA ITOBMHHA IPUNUHUTY IIPUUOM [IpelapaTy He Mi3Hille HiXK 3a
MiCSIIb MO HAaCTAHHSA 3alJIAHOBAHOI BariTHOCTI.

BaeimHicmb



Atopuc® IpOTUIOKA3aHKH y Iepiof] BariTHOCTI, OCKiIbKM He BCTaHOBJIeHa Oe3leKa IPUIAOMY i HeMae
KOHTPOJIbOBaHUX JOCIIIAKEeHb 3aCTOCYBaHHS aTOpBaCcTaTUHY BariTHUM XiHKaM. Hagxogumnu pigkicHi
TIOBiNOMJIEHHS IIPO BPOAXKEHI aHOMail micis BHyTPilIHL0yTPo6HOTO0 BIKBY iHTi6iTOpiB TMK-KO0A-
penykTasu. [JoCTigKeHHS Ha TBapHMHAaX IT0Ka3ajd TOKCHYHUY BIJINB Ha PENPOAYKTUBHY (PYHKIIIIO.

JIikyBaHHSI aTOPBACTaTUHOM MOXKe 3MEHIIUTU BHYTPIIHBOYTPOOHUM PiBeHb MeBaJIOHATY, HEOOXimHUIMA
miist 6i0CHHTE3Y X0leCcTepuHy. ATepOCKIIEPO3 - Ile XPOHIYHUY IIpoliec, a 0TXke, TepepBa y mpuiomi
rinosimifieMiYyHUX IIpernapariB y Nepiof BariTHOCTI He ITIOBUHHA MAaTU 3HAYHOT'O BIJIUBY Ha pe3y/IbTaTu
IOBIOCTPOKOBOTO JIiKyBaHHS IIEPBUHHOI TillepX01ecTepuHeMii.

Tomy aTopBacTaTUH He CJIifi 3aCTOCOBYBATH BaTriTHUM Ta XKiHKaM, SIKi I1aHyI0Th ab0 Mif03pI0I0Th
BariTHiCTE. JIiKyBaHHS IpenapaToM ATopuc® CIIif IPUIMHATH y IIepiof BariTHOCTI abo MoKy He Oyfe
BCTaAHOBJIEHO, 1110 XKiHKa He BariTHa (OuB. po3min «IIpoTUIOKa3aHHS»).

Ilepiod 200yB8aHHA 2py0010

HeBimoMmo, yu mpoHUKaA€E aTOPBAaCTATUH Ta MOT0 MeTabOJIiT! Y I'PyIHEe MOJIOKO JTIIOOUHY, OOHAK BioMO,
1110 HeBeJIMKa KiJIbKiCTh aTopBacTaTuHy abo #oro MeTaboliTiB IPOHUKAE ¥ MOJIOKO 1TypiB. OCKiNbKY
icHy€e MTOTeHIIHUY PU3UK BUHUKHEHHST CEPHO3HUX 00iYHUX ePeKTiB, XKiHKHU, IKi TpUIMaTh
aTopBaCTaTHH, IOBUHHI IPUIMHUTY FOAyBaHHS I'PYAA0 (AuB. po3min «IIpoTunoKa3aHHSI»).

ATopBacTaTHH IPOTUIIOKAa3aHUH y IePiof TOgyBaHHS TPYAAI0 (OuB. po3fin «IIpoTumnoka3anHsg»).

depmusbHicmb

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

30amHicmb eniueamu Ha weudKicms peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

HeMmae moBifmoMeHb PO BIUIUB IIpenapaTty ATopuc® Ha 3[aTHICTh KepyBaTH aBTOMOOineM i
BMKOPHCTOBYBaTH TEXHiUHI MPUCTPOL. AJle Iifl 4aC 3aCTOCyBaHHSA IIpenapaTy fAesKi MalieHT! MOXYThb
Bi4yBaTH 3ariaMOpOYeHHs, cyoMu M’'g3iB. ToMy IIif 4yac nikKyBaHHS ciiif 6yTu 00epexXKHUMU TIpH
KepyBaHHi aBTOTpaHCIOPTOM abo po6oTi 3 iHIIKMU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

o3 YBAHHA

Ilo moyaTKy JIiKyBaHHS IperapaToM ATOpUC” CIifi BU3HAYXTH PiBeHb rimepxoyiecTepuHeMil Ta
KOHTPOJIIOBATH OOTPUMaHHA BiATIOBIOHOI HieTH, Hi3WUHiI HaBaHTAXKEHHS, 3MEHILIeHHS MacCH Tila y
TAIiEHTIB 3 OKUPIHHSAM Ta JiKYBaHHS iHIIUX OCHOBHUX MEOUYHUX IIPo06iieM nauieHTis. [Ipu npuitomi
npenapaTy ATopuc”® NaLieHT NOBYHEH NOTPUMYBATHCS CTaHAAPTHOI [i€TH, SIKa 3HUKYE PiBEHb
X0JIECTEPUHY.

T'inepainidemisa i 3miwaHa ducainidemis

PekoMeHOBaHa IIOYaTKOBA [I03a aTOPBACTaTUHY CTaHOBUTH 10 Mr ab6o 20 mr 1 pa3 Ha noly. [Ins
TallieHTiB, SIKi TOTPeOyI0OTh 3HAYHOI0 3HUXKEHHS piBHS xonectepuny JITTHII (6inbm Hixk Ha 45 %),



Tepariio MoXHa Po3MnouynHaTH i3 no3yBanHsg 40 Mr 1 pa3 Ha go0y.

[iama3oH mo3yBaHHS JiKapchbKoro 3aco0y cTaHoBUTEH Bif 10 Mr mo 80 Mr 1 pa3 Ha mo6y. IIpenapat
MOXKHa MPUUMaTH pPa30BoI0 103010 y Oyab-IKUY Yac Ta He3alexXkHOo Bifg npuiiomy ixi. [logaTKoBy Ta
HiITPpUMYBaJIbHY 03U IIpenapaTy Ciif ninbupaTy iHguBigyanbHO, 3amexHo Bifg piBus XC JITTHIII,
MeTH JiKyBaHHSA Ta edekTy. [Ticns mouaTky nikyBaHHS Ta/abo micisg 3MiHU 003U Ipenapary Ciif
KOHTPOJIIOBATH PiBHI JIIMifiB IPOTAroM 2-4 TUXKHIB Ta BiIIOBIAHUM YMHOM BiIKOPUTYBaTHU [03Y.

I'emepo3uzomHa cimeliHa 2inepxosecmepuHemia y nauieHmia dumsavoz20 8iKy (8ikom 8i0 10 0o 17
poKia)

PekoMeH0OBaHa II0YATKOBA [103a aTOPBACTATUHY CTaHOBUTH 10 Mr/mo0y, 3BUYaliHUY [iama3oH J03
ctaHoBUTh Bif 10 Mr mo 20 Mr mepopasnbHO 1 pa3 Ha moOy. [Jo3u nmpemnaparTy ciif nigbupaTu
IHOVBIAyaIbHO BIATIOBIAHO OO METH JIiKyBaHHS. TepalneBTAYHA BifIIOBIb IPOABIILETECI IPOTATOM

2-4 TUXHIB Ta MiATPUMYETHCS i Yac JOBrOTpPHBasol Teparil. KopuryBaHHs 03U CJIifi IPOBOOUTHU 3
inTepBanoM 4 TuxkHi abo GinbIre.

['oMo3u20mHa cimMeliHa 2inepxoaecmepuHeMis

Ilo3a aTopBacTaTUHY AJis HALl€HTIB i3 TOMO3UTOTHOK CIMENHOIO rinepxoieCTepUHEMI€I0 CTAHOBUTD
Big 10 Mr mo 80 Mr Ha moOy (muB. po3min «PapMakoguHaMika»). ATopBacTaTHH CIIifl 3aCTOCOBYBaTH
K OTIOBHEHHS [0 iHIINX TiNojinigeMiYHUX MEeTOMiB JTiKyBaHHSA (Hanpukian adepes JITTHII) abo y
paai, SKIIO iHIIII TioimifeMiyHi METOOY JTiKyBaHHSA HeJOCTYIIHI.

KombiHo8aHa einosinideMiyuHa mepania

Atopuc® MoXHa IpUIMaTH 3 CeKBeCTpaHTaMHU XK0BYHUX KucoT. Kom6inaniio inribitTopis IMI-KoA-
penykTasu (cTaTuHIB) Ta pibpaTiB 3arasoM Ciif 3aCTOCOBYBaTH 3 00epexkKHiCTIO (IUB. PO3AiNIA
«Ocob6muBOCTI 3aCTOCYBaHHS», «B3aemofist 3 iHIIMMM TiKapChbKUMU 3aco0aMu Ta iHII BUOU
B3aEMOJIIN»).

3anobieaHHsA cepueso-cCyOUHHUM 3dX80PHBAHHAM

PexomeH0BaHa MOYaTKOBa fi03a cTaHOBUTHL 10 Mr/moOy. [I1s1 HOoCSTHEeHHS LimboBoro piBHA XC
JITTHIII, BigmoBimHO [0 mif0YMX peKOMeHOalli, MOXKYyTh 3HafOOUTHCS OiJbII BUCOKI MO3H.

ITopyweHHA pYHKUIT HUPOK

3axBOpIOBaHHS HUPOK He BIIJIMBA€E Hi Ha KOHLIEHTpAIIiIo ¥ I1JIa3Mi KPOBI, Hi Ha 3HUXKeHHSA PiBHA XC
JIITHII npu 3acTOoCyBaHHI IIpenapary; 0TXkKe, KOPUT'YBaHHS NO3U IIpenapaTy AJjid MallieHTiB i3
TIOPYILIEHHAM QYHKIIii HUPOK He ToTpibHe (muB. po3minu «Oco6IMBOCTI 3aCTOCYBAHHS»,
«PapMaKOKiHEeTUKa»).

ITeuiHKoBa HedocmamHicmuw

ATOpI/IC® CHIif 3acTOoCOByBaTH 3 00€PEeXKHICTIO MalliEHTaM 3 IOpPYIIeHHAME GYHKIIIl NediHKY (IUB.
po3minu «Oco6IMBOCTI 3acTOCyBaHHA», «DapMaKoKiHeTHKa»). ATOpUC® IPOTUIIOKA3aHMUIA allicHTaM
i3 3aXBOPIOBAHHSIM IIEYiHKY B roCTpiil (Pa3i (guB. po3min «IIpoTunoka3aHHa»).

3acmocysaHHA Y KoMOiHauii 3 iHWUMU AIKAPCbKUMU 3dcobamu

Cnip yHMKATH JTIKyBaHHS IIpenapaToM IAaIliEHTiB, IKi MPUIMaTh HXKIOCIOPKH abo iHribiTopu



npoteas3u BIJI (TunmpanaBip puToHaBip), abo iHribiTop nporteasu Bipycy renatuty C (Tenamnpesip).
Cnig 3 o6epexHicTio mpu3HavaTy namiestaM 3 BIJI, gki mpuiiMaioTh jomiHaBip pUTOHaBIp, Ta
3aCTOCOBYBATH Yy HaWHUKYiM HeoOXigHil mo3i. [I11g namieHTiB, SKi IpUAMaiOTh KJITapUTPOMIIIUH,
iTpakoHa3o011, abo [y nauieHTis 3 BIJI, gki npuiimaioTh KoMOiHallil cakBiHaBip pUTOHaBIp, HapyHaBip
puToHaBip, hocamnpeHasip abo ¢pocaMpeHaBip PpUTOHABIP, TepalleBTUYHY NO3Y IIpenaparTy CIIif
o0MexkuTH 003010 20 MT, a TaKOXK PEKOMEHAYETLCS IIPOBOAUTY HaJjleXkKHi K/TiHi4HiI 00CTeKeHHS OIS
3a0e3nedyeHHs 3aCTOCYBaHHS HallMeHINol eeKTUBHOL 03U npenapary. [I1s marmieHTis, AKi
npuiMaroTh iHribiTop mpoTteasu BIJI Hendinasip abo inribiTop mporteasu Bipycy rematuty C
OoriernpeBip, NMiKyBaHHS IIperapaToM Ciif 06MexXuTu 103010 0o 40 MT, a TaK0XK PEKOMEHOYEThCS
IIPOBEMIEeHHS BiATIOBIgHUX KITiHIYHUX 00CTeXKeHb [ 3a0e3rmeYeHHsT 3aCTOCYBAHHSI HalMEeHIII01
eekTUBHOI 03U Ipemnaparty (auB. po3ainu «OcoOnMMBOCTI 3aCcTOCyBaHHA» Ta «B3aemogpis 3 iHIIUMHU
JiKapChKUMHU 3acob6aMu Ta iHIIi BUAKU B3aEMOiN»).

IHauieHmu nimHbo20 BIKY

[ns nanieHTiB BikoM Bif 70 pOKIB IIpU 3aCTOCYBaHHI PEKOMEHI0BAHUX 103 aTOPBaCTaTUHY
eekTUBHICTh Ta Oe3MeKy Teparlil CIif OIiHIOBaTH 3 ypaXyBaHHSIM HasABHOCTI iHIIUX (paKTOpPiB
CXUJIBHOCTI 0 PO3BUTKY pabmoMiosi3y.

OdHoYacHe 3acmocy8aHHsA 3 iIHWUMU AIKAPCbKUMU 3dcobamu

Y matieHTiB, SKi OqHOYACHO 3 aTOPBAaCTaTUHOM IIPUIMAalOTh MPOTUBIPYCHi 3acobu Bifg rematuty C
enbacBip/rpa3omnpesip abo neTepMOBip A1 TpodilakTUKY IUTOMeTanoBipycHol iHdekii, go3a
aTOpBaCTAaTHHY He MOBUHHA nepeBuinyBaTy 20 Mr/mody (muB. «Ocobausocmi 3aCmocy8aHH»,
«B3aemo0is 3 iHWuMu AiKapcbKuMu 3acobamu ma iHwi sudu 83aemo0iil»).

He pekomeHOyeTbCS 3aCTOCOBYBATH aTOpBaCTaTHH MallieHTaM, SIKi IPUUMalOTh JIeTEPMOBIp
OOHOYACHO 3 IUKJIOCIIOPUHOM (OuB. «Ocobiugocmi 3acmocy8aHHA», «B3aemodia 3 iHwumMu
AiKapcvKumu 3acobamu ma iHwi 8udu 83aemMooiil»).

Himu.
I'emepo3u2omHa cimeltiHa 2inepxosiecmepuHemis

[l manieHTiB BikoM Bif 10 pOKiB i3 reTepO3UTrOTHO CiIMEHHOIO TillepX0IeCTePUHEMIEI0
PEeKOMeH0BaHa IT0YaTKOBa 403a aTOPBaCTaTUHY CTaHOBUTHL 10 Mr Ha moby (muB.
«DapmakonguHaMika»). 103y MoxHa 30inbimmTu o 80 Mr Ha go0y BifMOBiIHO [0 peakiii Ta
mepeHoCcUMocTi. [Jo3u i po3paxoByBaTH iHAWBIAyalbHO BiIOBIOHO A0 MeTH Tepamil. KopuryBauHs
CJIifl TPOBOAXTH 3 iHTepBaioM y 4 THXKHi abo Ginbie. TuTpyBaHHs mo3u 1o 80 Mr Ha moOy
HiATBEPAKYETHCSA HaHUMHU OOCTiAXKEHb Y JOPOCINX Ta 00MeKEeHUMU KITIHIYHUMU TaHUMHU JOCITiIKeHb
y miTel i3 reTePO3UTOTHOIO CIMENHOIO TinepxoiecTeprHeMielo (uB. «[1o0iyHi peakiii» Ta
«®apMaKoOAMHaMiKa»).

ani mopo 6e3neku Ta eeKTUBHOCTI y HiTel BikoM Bif 6 o 10 poKiB i3 reTePO3UT0THOI0 CiMENHOI0
rinepxoecTepuHeMi€l0 OTpUMaHi 3 BIIKPUTUX JOCIiAXKeHb. ATOpBacTaTUH He 3aCTOCOBYBATH [AJIS
TiKyBaHHS MallieHTiB BikoM 10 10 pokis (ouB. «I1o6iuHi peakii», «®apMakoguHamika» i
«®apMaKOKiHETHKA»).

[ns mattienTiB wiel rpynu OGinbin gouinbHOI Moxe OyTH iHITa ¢papMalleBTUYHA popMa/no3yBaHHS.

[ToBimoMIISINTM TIPO HOCTIMXKEHHS KIiHIYHOI e()eKTUBHOCTI 3aCTOCYBAHHS aTOPBACTATHHY B H03aX M0



80 Mr/go0y npoTsaroM 1 poKy maifieHTaM i3 TOMO3UTOTHOIO CiMENHOI0 TillepXoJleCTEPUHEMIEID, [0
SKOT0 OyJI0 BKITI0YEHO 8 MallieHTiB AUTSY0r0 BiKY (IUB. po3min «'oMo3UTroTHa ciMeliHa
rinmepxoieCTepuHEMis»).

Ilepedo3yeanHns.

Crnenudivyroro nikyBaHHS IIPU Ilepef0o3yBaHHI aTOpBACTaTUHY He iCHYE. Y pa3i nepeno3yBaHHSA
malieHTa CJIif JIiKyBaTH CHMIITOMaTUYHO Ta Y pa3i HeoOXigHOCTi 3aCTOCOBYBATH MiATPUMYBaJIbHI
3axonu. HeoOxigHo mpoBecTH aHani3u QyHKII neyinky Ta KOHTposoBaTH piBeHb KK y cupoBaTii
KpoBi. Yepe3 BUCOKUH CTYIIiHb 3B’I3yBaHHS aTopBacTaTUHY 3 OiNKaMu IIJ1Ta3MU KpPOBI CIlif 04ikyBaTu
3HAQYHOTO MiIBUIIEHHS KJIIPEHCY aTOpBacTaTUHY IIPU IIPOBeIeH] reMoiamiy.

ITo6iuni peakuii.

Y 3B’s13Ky 3 TUM, 1110 KJTiHiYHI JOCIiAXKeHHS IPOBOOATH Y PI3HUX YMOBaX, 4YaCTOTY BUHUKHEHHS
He0akaHUX peakllili, 0 CIIOCTEPIraloThCs i Yac KIiHIYHUX OOCTigXKeHb JTikapChKOro 3acoly, He
MOXHa 0e3MocepeiHbO MOPIBHIOBATH 3 TOKA3HUKAMHU, OTPUMAHUMHU ITifl Yac KIiHIYHUX HOCITiIXKEeHb
iHIIIOT0 IpemnapaTy, Ta BOHM MOXYTh He BiiMOBiAaTH IMOKa3HWKaM 4aCTOTH, 110 CIIOCTEPIiratoThCs y
KJIIHIYHIA TPaKTHUILIi.

3rigHO 3 HAHUMU KJIiHIYHUX OOCHTiIXKEeHb, ¥ MAIliEHTIB, SKi OTPUMYBaIH JIiKyBaHHS aTOPBACTATHUHOM,
HaMyvacTile crocTepiranucs Taki HebGaXkaHi peakilii, 1110 TPU3BOTUIIN OO MPUITUHEHHS 3aCTOCYBaHHS
mpernapary Ta TPAIUISIJIUCS 3 YaCTOTOI0, BUINOIO (> 2 %) HiX y rpymi miane6o: mianris (0,7 %), giapes
(0,5 %), mymota (0,4 %), nmifgBuineHHs piBHA anaHiHamiHoTpaHchepasu (AJIT) (0,4 %) Ta mediHKOBUX
dbepmenTis (0,4 %).

Haituacrimumu noGiyHuMU peakifisiMu (= 2 % mopiBHAHO 3 mianebo) He3anexkHO Bifl IPUYUHH, §
TIallieHTiB, SIKi OTPUMYyBaH Manedo y gocnigxkeHHaX (1 = 8755), 6ynu: HazodhapuHrit (8,3 %),
aprtpaurig (6,9 %), miapes (6,8 %), 6inb y KinniBkax (6,0 %) Ta iHQeKIis ce90BUBIIHUX IIIAXIB
(5,7 %).

o inmux HeOaxXaHUX peaklliid, MPo SKi MOBiMOMIISINY ITif Yac Mmi1ane60-KOHTPOJIbOBAHUX [OCTiIKEHb,
HajlexKaTh:

302a/NbHI NOPYWeEHHA: BITUYTTS He3AyXKaHHS, MipPeKCis.

3 6oxy mpasHoi cucmeMu: IMITYHKOBO-KUIITKOBUY AUCKOMMOPT, BigpuxKKa, METEOPU3M, TEMATHUT,
X0JecTas.

3 60Ky ckesiemHo-M’ 130801 cucmemu ma cnoay4Hoi mKaHuHu: M’sI30BO-CKEeJIETHUM Oifb,
ImigBHUINleHa BTOMITIOBAHICTh M’53iB, Oifib y 1mmi, HAOPSK cyriobiB, TeHOUHOMaTIsA (iHOmOi
yCKJTagHEHa PO3PUBOM CYXOXKHUIIIA).

3 6oky memaboaizMy ma xap4yeaHHA: MiIBUIIeHHS TPaHCaMiHa3, BiGXUJIEHHS Bif HOPMHU
GbyHKILiOHATBHUX P00 MeYiHKY, MiABUILEHHS PiBHS TyKHOI pochaTasu B KPOBi, MigBUIIIEHHS
aKTHBHOCTI KpeaTuHGOCPOKiHa3M, TinepriiKeMis.

3 6oky Hepeoeoi cucmemMu: KOIIMapHi CHOBU/IIHHS.



3 60Ky duxanbHOI cucmemu: HOCOBa KpOBOTeYa.

3 6oky wkipu ma niOwKipHoi KAiIMKOBUHU: KPOTIUB' THKA.

3 60Ky opaaHie 30py: HEUITKICTh 30Dy, IIOPYIIEHHS 30pY.

3 60Ky opaaHis cayxy ma pigHogaezu: IMIyM y ByXax.

3 6oky ceyocmamegoi cucmemu: TEUKOITUTOYPis.

3 60Ky penpodykmueHoi cucmemu ma MO/A0YHUX 3d/103: TIHEKOMACTIis.

YacToTy BUHMKHEHHS MOOIYHUX peaklli BU3HaYalIu TaKUM YuHOM: 9acTo (> 1/100, < 1/10); HewacTo
(> 1/1000, < 1/100); pigkicui (> 1/10000, < 1/1000); Hap3BuuatHO pigkicHi (< 1/10000).

3 6oky Hepeoeoi cucmeMu: 4acTO: TONIOBHUM 6inb; HEYACTO: 3allaMOPOYEHHS, TapecTe3is, rimecresis,
OUCTeB3isd, aMHe3is; PigKicHIi: mepudepruyHi Herpomaril.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 9aCcTO: 3al0p; HEYacTO: TaHKPeaTUT, OII0BaHHS.

3 60Ky cKesnemHo-M’ 30801 cucmemu ma Cnoay4yHoi mkaHuHu: 9acTo: 6inb y cyrinobax, 6inmp y
CIIMHI; pifKicHi: MiomaTisi, Mio3uT, pabmoMioii3 Ta YepBOHO-KOpUYHEBe 3a0apBIIeHHS CeYi.

3azanvbHi nopyweHHA: HeYacTo: acTeHis, 6inb y rpyasx, nepubepuyHi HaOpSKYU, CTOMITIOBAHICTb.
3 6okxy memaboai3my ma xapuy8aHHA: HEYACTO: TIiMOTTIiKeMist, 30i/TbIIeHHST MacH Tifla, aHOPEKCIs.
3 60Ky neviHKu ma H#0B8YHO20 Mixypda: HaA3BUYANHO PifKiCHi: MeYiHKOBa HEJOCTATHICTb.

3 60Ky wKipu ma niOWKIipHOI KAIMKOBUHU: He4acTO: IIKipHi BUCUIIaHHS, CBePOiXK, amomerris;
pimKicHi: aHrioHeBpOTUYHMM HAOPSK, OyIbO3HUM JepMaTHUT (Y TOMY YHCITi My/IbTU(GOPMHA epuTeMa),
cuHgpoMm CTiBeHCa - JI2)KOHCOHA Ta TOKCUYHHUM elligepMabHUN HEKPOIIi3.

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

3 boky cucmemu Kposi ma aimpamuyHoi cucmemu: PigKicHi: TPOMOOUUTONIEHIS.
3 boky iMyHHOI cucmemu: 4acTO: alepriyHi peakiii; Hag3BUYaWHO PiAKiCHi: aHadimakcis.
3 60Ky opaaHis 30py: HEYACTO: 3aTyMaHEeHHS 30pY.

3MmiHUu pe3yabmamie 1a60pPaAmMoOpPHUX aHAAi3i8: YaCTO: BITXUIEHHS pe3yJbTaTiB (PyHKI[IOHATEHUX
po0 MeviHKY, MigBUILleHHS aKTUBHOCTI KpeaTHHPOCPOKiHa31 KPOBi; HEYaCTO: TO3UTUBHUM
pe3ybTaT aHasli3y Ha BMICT JIEUKOIUTIB y Cedi.

4K i npu 3actocyBaHHi iHmux iHribitopis 'MI" KoA-penyKkTasy, y Malli€HTiB, IKi IpuiiMau
aTopBacCTaTHH, CIIOCTepirany MigBUILlleHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBaTKYU KpoBi. Lli 3MiHu
3a3Buyail Oynu cnabko BUpaXKeHUMH, TUMYaCOBUMH Ta He MOTPeOyBany BTpydaHHs abo JTiKyBaHHS.
KriHiyHO 3HauyIle MigBUIlleHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKHU KPOBi (mepesuilienHs BMH
6inbin HiXK y 3 pa3u) crnoctepiranu y 0,8 % mallieHTiB, SKi mpuiiMany aTopBactaTtul. Lle migBuineHHs
MaJio [0303a/IeKHUM XapakTep Ta 0ys10 3BOPOTHIM Y BCiX Malli€HTiB.



Y 2,5 % nauieHTiB, gKi IpuiMasy aTOPBaCTaTHH, CIIOCTEPIraau 3pOCTaHHS aKTUBHOCTIL
KpeaTUHKiHa3M CUPOBATKM KPOBi, 1110 6inbil Hixk y 3 pa3u nepesutnyBana BMH. Lle 36iraeTscs 3i
CIIOCTePeXEeHHSIMU IIPU 3aCTOCyBaHHi iHmux iHribiTopis 'MI" KoA-penykTa3u y xomni KTiHIiYHUX
pnocnigxens. Y 0,4 % malieHTiB, Ki OTpUMyBa/Id aTOPBaCTaTUH, CIIOCTEPIrajucs piBHI, 110
IIepeBUIYyBaIi BEPXHIO MeXKYy HOpMU O6inbIn Hixk y 10 pa3is.

[ToGiyHi peakiiii, SKi BUHUKIIX Iif Yac KIiHIYHUX JOCiIXKeHb: iHDeKIlis CeHOBHUBITHOTO TPAKTY,
IIyKpOBUii fiabeT, iHCYIbT, MiBUILIEHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBaTKU KPOBi (Masio
I0303ajIeKHUM XapakTep Ta 0y/10 000POTHUM Y BCiX MAIiEHTIB), 3pOCTaHHA aKTUBHOCTI
KpeaTUHKiHa3W CUPOBATKYU KPOBi, IYKPOBUY miabeT.

[ToCBin micnspeecTpaliiHOro 3aCTOCYBaHHSA

[TpoTsiroM TicnsipeecTpalifHOTO 3aCTOCYBAHHS aTOpBacTaTUHY Oyu BUSBJIEHI HUXK4Ye3a3HaueHi
HebOaxkaHi peakiii. OCKinbKM IIPO I1i peakiii HagXOOuIu MOBiqOMIEHHS Ha MOOPOBiIbHIM OCHOBI Bif
IOy IS HeBiTOMOI YMCETBHOCTI, HE 3aBXKIU MOXKHA IOCTOBIPHO OLIHUTH iX 4acTOTy abo
BCTAHOBUTU IIPUYMHHO-HACIIIIKOBUM 3B’SI30K i3 3aCTOCYBaHHSM IIperapary.

o HeOaxkaHUX peakilili, OB’ I3aHUX i3 TiKyBaHHSIM aTOPBACTATHHOM Ta 3aPEECTPOBAHUX ITiCIISI
BUXO[Y IIpenapaTy Ha PUHOK, He3aJIeKHO Bif OL[IHKY IPUYMHHO-HACIIIZKOBOTO 3B’ 3Ky, HajleXkaTh:
aHadinakcisg, aHTiOHEBpOTUYHUYN HaAOPSK, Oy/Tb03HI BUCUIIAHHS (Y TOMY YMCIIi eKCyoaThBHA
MYNIbTU(GOpPMHa epuTeMa, CUHAPOM CTiBeHCa-[I2KOHCOHA Ta TOKCUYHUY eliflepMabHUY HEKPOJIi3),
pabmoMioni3, Mio3uT, migBUIleHAa BTOMJTIOBAHICTh, PO3PUB CYXOXKUIIIS, JIeTalbHa Ta HejeTalbHa
IIeYiHKOBa HEOCTATHICTh, 3allaMOPOYEHHS, Melpecis, nepudepruyHa HEUPONIaTis Ta TaHKPeaTuT.

Hapxomunu pigKicHi MOBimOMIEHHS IIPO BUIIaAKK iMYHOJIOTi9YHO OMOCEPeaKOBaHOI HEKPOTU3YI04Ol
MioraTii, TOB’s13aHOI i3 3aCTOCYBAHHSIM CTaTHHIB (OUB. Po3min «OcoONMMBOCTI 3aCTOCYBaHHS»).

Hapxomunu pimkicHi micnsgpeecTpalliiiHi MOBiMOMIEHHS PO KOTHITUBHI po3n1aau (HampuKian
YaCcTKOBA BTpaTa mmaM’saTi, 3a0yAbKyBaTiCTh, aMHe3is1, TOPYIIeHHs IIaM’sITi, CIIJTyTaHiCTh CBiOMOCTI),
TI0B’513aHi i3 3acToCcyBaHHAM CTaTUHIB. LIi KOrHiTHBHI po3nanu Oy 3apeecTpoBaHi IpX 3aCTOCYBaHHI
BCiX CTAQTHHIB. 3arajioM peakilil He BiTHOCUIUCH OO0 KaTeropii cepiio3nux HebaxXaHUX peakllii Ta Oymu

000POTHUMH MiCIISI MPUITMHEHHS IPUHOMY CTATHHIB, 3 Pi3HKM 4acOM [0 IT0YATKY MPOSBY CUMIITOMY
(Bim 1 gHS [o KiMbKOX POKiB) Ta 3HMKHEHHS CUMIITOMY (MefiaHa TPUBAJIOCTi CTAHOBUIIA 3 THXKHI).

ITig yac 3acTOCyBaHHS OeSKUX CTATUHIB Oy/IH onucaHi Taki HebaxaHi IBUINA: PO3/1af CTATEBOI
GYHKIII; BUHSITKOBI BUTIAOKY iHTEPCTUIIIaIbHOI XBOPOOU JIereHb, 0COOIMBO IIil Yac JOBIOCTPOKOBOTO
JIIKyBaHHS.

[1ig yac moCTMapKeTHHTOBUX CIOCTepekKeHb MOBITOMIIANIN PO HUXKYe3a3HaueHi Mo6iuHi peakirii.
3 60Ky KpoB8oHOCHOI ma AimpamuyHoi cucmemu: TPOMOOLUTOIEHIS.

3 60Ky iMyHHOI cucmemu: anepriusi peaxiiii, anadinakcis (y ToMy 4ucii aHadiTaKTHYHKIM 1II0K).
3 6oky memaboai3My ma xapuy8aHHsl: 36iNbIIEHHS MACH Tija.

3 boky Hepeosoi cucmeMu: TOJIOBHUI OiNb, TimecTesis, qucreBais.

Po3aadu wayHKo80-KuwKo8020 mpakmy: Oinb y XKUBOTI.

3 60Ky opaaHis cayxy ma aabipuHmy: MyM y ByXaX.



3 60Ky wKipu ma niOwKipHOi KAiMKOBUHU: KPOIIUB' STHKA.

3 60Ky ckesiemHO-M’ 530801 cucmemu ma CnoAYYHOI MKAHUHU: apTpanris, Giib y cruuHi,
BOBUYAKOBUM CUHOPOM, PO3PUB M’SI3iB.

3az2anvbHi NnopyweHHA: 6inb y TpyOsax, nepudepuysuit HabPsK, He3OyKaHHS, BTOMa.

3miHu pe3yabmamie 1abopamopHuUx aHaisie: MiABUILIEHHS aKTUBHOCTI anaHiH-aMiHOTpaHCcdepasy,
MigBUINIEHHS aKTHBHOCTI KpeaTHHGOCHOKiHA3U KPOBI.

ITediampuyHa nonyaauia

[TepmiaTpuuHi nauieHTy BikoM Bifg 10 mo 17 pokiB, SIKi 0OTpUMyBaIu aTOpBaCTaTUH, Malu IPoQins
[ocCBigy MoGiYHMUX peakiiii, 3arajioM MOfiOHUY N0 MPOoQiiio MallieHTiB, IKi 0OTpuMyBasu mianeto. Y

TPUPIYHOMY OOCIIIIKEHHI, 3aCHOBAHOMY Ha OLiHIII 3araJIbHOI'0 PO3BUTKY 3a ILIKajiow TaHHEpa Ta
BUMipIOBaHHSM 3POCTY Ta MacH Tijla, He CIIOCTepiranocs KIiHiYHO 3HAUYIIOTro BIJINBY Ha 3arajbHUN
Ta CTaTeBUM PO3BUTOK. [Ipodins Ge3neku Ta IePeHOCUMOCTI ¥ IefliaTPUYHUX MalieHTiB OyB NogiOHUM
mo BimoMoro mpodino 6e3meKky aTOpBaCTaTUHY V HOPOCIIHX TMAIiEHTIB.

Baza manux kiiniyHoi 6e3meKy BKIII0Ya€ fAaHi mpo 6e3mnexy 520 memiaTpUyHUX MAlli€HTIB, AKi
OTPUMYBa/IX aTOPBACTATHH, Ceper SKUX 7 MalieHTiB BikoM 10 6 pokiB, 121 marieHT OyB y BikoBOMY
miama30Hi Bim 6 mo 9 pokiB, a 392 mamienTy - BikoM Bif 10 mo 17 pokiB. Buxogsuu 3 HasgBHUX JAaHUX,
4YacTOTa, TUII Ta CTYIiHb N0OIYHUX peakKlliil y fiTel momiOHi 10 TOPOCTIHX.

38imysaHHs npo nido3prosaHi nobiyHi peakuii.

3BiTyBaHHS PO MIimo3pIoBaHi MoOiuHi peakiril micis peecTpatiii TikapchbKoro 3aco6y Ma€ BeJIUKe
3HaueHH4. Lle mae 3Mory mpoBoguTy 6e3mepepBHE CIIOCTEPEXKEeHHS CIiBBIHOLIEHHS KOPUCTI Ta
PU3HKIB, IIOB’sI3aHUX i3 3aCTOCYBaHHSIM JIiKapCchKoro 3acoby. CrellianicTu y rany3i 0XOpOHU 3[0POB’sI
TIOBUHHI ITofjaBaTy iH(popMatiio mpo Oyab-g9Ki mifo3pioBaHi Mo6iuHI peakilil 3a JOIIOMOT 010
HaIliOHAJILHOI CUCTEMH 3BiTHOCTI.

[ToBimomneHHs mpo no6iuHi peakilil micis peecTpaliil TikapchbKoro 3aco0y Ma€ BeNvKe 3HaYeHHS. Le
[a€ 3MOTY IIPOBOJUTH MOHITOPHUHT CITiBBiTHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapCchbKOro 3acoby. MeguuHuM Ta ¢apMalleBTUYHUM IIpalliBHUKAM, a TAKOX MallieHTaMm abo ixHiMm
3aKOHHUM ITpeCTaBHUKAM CJIif] IOBiOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX IMOOIYHUX Peakilii Ta
BifcyTHOCTI epeKTUBHOCTI NiKapchKoro 3aco0y mo [IepxKaBHOTO eKcrepTHOro ueHTpy MO3 Ykpainu
3a nocunaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 2 POKHU.

YMoBH 30epiraHHs.

36epiraTyi B OpUTiHANbHIN YIIAKOBIIi /s 3aXUCTY Bif mii Bomoru. 30epiraTi B HEIOCTYITHOMY [IJIS
OiTey Micli.



YnakoBka.

I[To 10 TabneTtox y 6iictepi; mo 3 abo mo 6, abo mo 9 6rmicTepiB Y KAPTOHHIN KOPOOIIi.

KaTteropis Bigmycky. 3a peremntom.

BupoOHHUK.

KPKA, n.1., Hoso mecto, CnoseHiss/KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca MicCIs IpoBaJIXKeHHs HOro Iis/IbHOCTI.

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



