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, HiX y MOJIOALINX, TOAI AK rinoninigemivsi edpextu Oynu MOPiBHAHHUME 3
TaKKMMH, 1110 CIIOCTEPIraJaucs y MOJIOAUX Malli€HTIB.

Himu

YsBHUY KIlipeHC IIpU IlepopabHOMY IIPUHOMi aTOpBaCcTaTUHY B [iTel BUSBUBCS IMOTIOHUM 0
KJIipeHCY B JOPOCIIOl JIIOAVHY IIPU MacliTaOyBaHHI aJlOMETPUYHO 3a Macol0 Tijla, OCKiJIbKM Maca Tila
OyJla emUHOI0 3HAYHOIO KOBapiaToo B MOMyIALiNHIM (papMaKoKiHETUYHIN Mofesi aTopBacTaTUHY i3
OaHUMHU, SIKi BKII0YalIH [iTel 3 TeTepPO3UTr0THOI0 CiMEMHOIO TillepXonecTepruHeMiero (y Bii Big 6 mo 17
POKiB.

Cmamb

KonneHnTpanis aTopBacTaTAHY B IJ1a3Mi KPOBi y KIHOK BiPi3HAETHCS Bifl TAKOl y YOIOBIKiB
(MaKcuMaJsibHa KOHIIEHTpallid y Ij1a3Mi Kposi (C,,,,) Buina npubausno Ha 20 %, a miomia mif
kpuBoio (AUC) uuxdya Ha 10 %). [TpoTe 11i po36iKHOCTI HE MalOTh KJIiHIYHOT0 3HAYEHHS, a
rinoninigeMiuanil eeKT npenapaTy y YOIOBIKiB Ta KiHOK Mali’ke OQHAKOBUM.



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:

- 3MEeHIIeHHSI PU3UKY BUHUKHEHHS iHpapKTy MioKapaa;

- 3MEHIIeHHS! pU3UKYy BUHUKHEHHS iHCYIIbTY;

- 3MEHIIIeHHST PU3UKY BUHUKHEHHS CTeHOKapP/ili Ta HeoOXiqHOCTI IPOBeIeHHS
IIpOIlelyp PeBacKyIsIpu3allii Miokapa.

[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:

- 3MeHIIeHHS pU3UKYy BUHUKHEHHS iH(hapKTy MioKapaa;

- 3MEHIIeHHS PU3UKY BUHUKHEHHS IHCYJIbTY.

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

- 3MEHIIEeHHST PU3UKY BUHUKHEHHS HeJleTalbHOro iHpapKTy Miokapmaa;

- 3MEHIIEHHSA PU3UKY BUHUKHEHHS JIETAJIbHOI'O Ta HEJIETAJIbHOT'O iHCyJ'IbTy,'



- 3MEHIIeHHS pU3UKYy He0OXigHOCTI IpOBefieHHS IPOIeqypP peBacKysapu3atlii
MioKap[a;

- 3MEHIIeHHST pU3UKY HeoOXigHOCTI rocmitanmisarmii y 3B’13Ky i3 3aCTiiHOIO CEPIIEBOI0
He[0CTaTHICTIO;

- 3MeHIIEHHST PU3UKY BUHUKHEHHS CTeHOKapHii.
I'inepainidemisn

- IlepsuHHa 2inepxosecmepuHeMis (2emepo3u20mHa CimeuHda i HeciMelHa) ma
3MiwaHa ducainidemia (mun Ila ma IIb 3a Kaacugpikauiero ®pedpikcoHa). Ik MOTOBHEHHS [0
mieTu, mo6 3MEeHIIUTH MiBUIIEH] PiBHI 3aranbHOro X0mecTepuny (3XC), XxomecTepuHy JMonpoTeinis
HU3bKOI minbHocTi (XC JITTHIL), amoninonpoTeiny B Ta Tpurmilepumis, a TaKOXK [ MiABUILIEHHS
PiBHS X0JIeCTEPUHY MINONpoTeifiB BucoKol mimbHOoCTi (XC JITIBII).

- I'inepmpueaiuepudemisa (mun IV 3a kaacugikauiero @pedpikcoHa). Ik
[OTIOBHEHHS [0 OI€TH O JIIKyBaHHS MaLli€HTIB 3 MiABUIEHUMU PIBHAMU TPUTJTIILIEPUIB Y CUPOBATLI.

- ITepsuHHa ducbemaninonpomeinemis (mun III 3a kaacugikauiero
®pedpikcoHa). s miKyBaHHS MAIli€HTIB y pa3i, KOIX TOTPUMAHHS JIETH € HENOCTATHLO
e(EeKTUBHUM.

- I'omo3u2omHa cimelHa 2inepxosiecmepuHemis. [ 3MeHIIeHHS 3arajIbHOTO X0IeCTePUHy
ta XC JITTHII] 9K mOTIOBHEHHS [0 iHIIMX TiMominigeMiuHuX METOMIB IiKyBaHHS (Hanmpuknan abepe3y
JITTHIIT) abo SKIIO TaKi METOMM JTIKyBaHHS HEIOCTYIIHI.

- I'emepo3uzomHa cimeliHa 2inepxoiecmepuHeMis y nayieHmis 0umsavo20 8iKy (8iKom
10-17 pokis). Ik momoBHeHHS [0 mieTH Ojisg 3MeHmeHHs piBHiB 3XC, XC JIITHIII i
anoJinonpoTelny B y XJIOMYUKIB-TiATITKIB Ta giBYAT MiC/ISA TOYaTKy MEHCTPyalliil BiKOM Bif
10 mo 17 pokiB, SKIIO IiC/s BiAIOBiAHOI AiETOTEpAalil pe3yabTaTy aHasi3iB Taki:

a) xonectepuH JITTHII 3anummaeTtsest = 190 mr/on (2 4,91 mmons/n) a6o
0) xonectepus JIITHII = 160 mr/on (3 4,14 MMonb/n) Ta:
y ciMmeliHOMY aHaMHe3i HasiBHi paHHi ceplleBO-CyIUHHI 3aXBOPIOBaHHS a0

noBa abo OimnbIre iHIIUX PAKTOPH PU3UKY PO3BUTKY CEPLIEBO-CYIUHHUX 3aXBOPIOBAaHb IMPUCYTHI
y HaljieHTa JUTA4Y0r0 BiKy.

IIpomunoka3aHHs.
linepuyTnusicTs Ko 6ymb-IKOTO iHTPefieHTa JIiKapChKOoro 3acoly .

3axBOPIOBAHHS MeYiHKM B TOCTPil ¢da3i abo cTifike migBuIlieHHs (HEBiqOMOro reHesy) piBHIB
TpaHCaMiHa3 y CUpOBaTLi KpoBi B 3 pa3u abo bisnbiie.

[TpenapaT nIpoTUIIOKA3aHUM BariTHUM, XKiHKaM SIKi TOAYIOTh TPYALI0, Ta XKiHKaM
PENPOAYKTUBHOTO BiKY, SIKi He 3aCTOCOBYIOTh HaJIe’kKHi MeTOOU KOHTpalemil (TUB. po3/in



«3acTocyBaHHS y epiof] BariTHOCTI abo rOmyBaHHS TPYOOI0»).

JIikyBaHHS IPOTUBIPYCHUMHU IIpellapaTaMy IJieKalpeBip/miOpeHTacBip IPOTU TeNaTUTy

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

AtopBacTtaTul € cy6ctpatom CYP3A4 Ta TpaHcnopTepiB (Hanpukian, OATP1B1/1B3, P-gp a6o
BCRP). PiBHi aTopBacTaTuHy y Iijla3Mi MOXKYTh 3HAUHO IMiBUIIYBATUCS IIPU OGHOYACHOMY
3actocyBaHHi iHri6iTopiB CYP3A4 Ta TpaHcnopTepi. Y Tabnuili 1 HaBefeHO IepeliK Npemnaparis, AKi
MOKYTh 30iIBIIATH €KCIIO3MIIII0 TiIKapChKOro 3aco0y ATopuc® i pu3MK PO3BUTKY MiomarTii Ta
pabmomioni3y mpu 0gHOYACHOMY 3aCTOCYBaHHi, i peKOMeHallil o0 TiKyBaHHS Ta 3amno0iraHHs
TAKUM pu3ukam (IuB. po3ainu «OcoO6IMBOCTI 3aCTOCYBaHHS» i «®apMaKoJIOTiuHi BIaCTUBOCTI»).

Tabnuis 1

B3aeMmofist miKapchKOTo 3aco0y Atopuc® 3 iHIMMME TiKapCHKUME 3aC00aMH, SIKa 30i/bIIy€e PU3KK
PO3BUTKY Mionartil Ta pabmomionisy Atopuc®.

ITuxaocnopux abo 2em@pibpo3us
PiBHIi aTopBacTaTvHy y m1a3Mi 3HaYHO MiABULIYBAJIKAC IIPU OGHOYACHOMY 3aCTOCYBaHHI
NiKapchKOro 3acoby Atopuc® i IUKI0CHOpPHHY, iHTibiTopy CYP3A4 Ta OATP1B1 (nuB.

Knimivau#t  po3min «dapMakosoriuHi B1acTUBOCTI»). MoHOTepatis reMdpibpo3unom Mmoxe

BILJIUB CIIPUYUHSATHU MiomaTito. ICHye mifBUllleHn pU3KUK PO3BUTKY Miomarii Ta pabmomiomnizy

IIPY OOHOYACHOMY 3aCTOCYBaHHI ITMKIIOCTIOPUHY a0 reMdiOpo3umy 3 TiKapChbKuM

3aco6om ATopuc®.

He pekoMeHAyEeThCS OOHOUYACHE 3aCTOCYBAHHS IIUKIIOCIIOPUHY abo reMdiOpo3umy 3

NiKapchKUAM 3aco6om ATopuc®.

ITpomusipycHi 3acobu

Kniniynuii  PiBHI aTOpBacTaTUHY y IIJIa3Mi 3HA4YHO IIigBUIIYBAJIACS IIPX OGHOYACHOMY 3aCTOCYBaHHI

BILJIUB niKapceKoro 3acofy Atopuc® 3 6araTbMa IPOTHBIPYCHAMH 3aC00aMH, SIKi €
inriditopamu CYP3A4 Ta/abo TpaucnopTepamu (Hanpukinan, BCRP, OATP1B1/1B3, P-
gp, MRP2, OAT2) (gus. po3ain «®apMaKOIOTiuHi BMaCTUBOCTI»). [ToBigoMsgmocsa mpo
BUIIQ[IKU MiomaTil Ta pabmoMiosti3y mpu oHOYaCHOMY 3aCTOCyBaHHI KoMOiHa1ii
nepunaceip codocOyBip 3 TiKapCEKUM 3aco6oM ATopuc’.

3axonu : He pekoMeHAyeTLCS OOHOYACHE 3aCTOCYBaHHS KoMOiHallil TUIpaHaBip pHUTOHABIp
abo riekampesip miGpeHTacBip 3 mKapchbKUM 3aco6oM Atopuc®.

Y mali€eHTiB, AKi OTPUMYIOTE JIOiHABID PUTOHABIpP a00 CHMeNpPEeBIp, CIif OUiHUTH
KOPUCTh/PU3UK OTHOYACHOTO 3aCTOCYBaHHS 3 aTOPBACTATUHOM.

Y marienTiB, sKi OTPUMYIOTEH CaKBiHaBIp PUTOHABIP, JapyHaBip PUTOHABID,
dbocammpeHasip, hocaMIpeHaBip PUTOHABIpP, enbacBip Trpa3omnpesip abo 1eTepPMOBIp,
no3a Atopuc® He IIOBMHHA ITePeBUILyBaTH 20 MT.

V malieHTiB, SKi OTPUMYIOTH HesldiHaBip, m03a TiKapCchKoro 3acoby Atopuc® He
TIOBUHHA MepeButyBatu 40 mMr (ouB. po3pin «Croci 3aCTOCYBaHHS Ta [TO3U»).

[ToTpi6HO OLIHUTY KOPUCTH/PU3UK OMHOYACHOTO 3aCTOCYBaHHS KOMOiHalIii
nepunacsip codocBysip 3 miKapchkuM 3aco6om ATtopuc®.

[ToTpiOHO KOHTPOIIOBATH O3HAKK Ta CUMIITOMM MiomaTii y BCiX MAIli€HTIB,
0co06IMBO Ha MOYATKY JIKYBAHHS Ta IIif Yac 30inbIIeHHs 031 OyOb-IKOT0 IIpernapary.

[Mpuknagy  TunpaHaBip pHUTOHAaBIp, IieKanpeBip miGpeHTacBip, NomiHaBip pPUTOHABIP,
CHMeIpeBip, CakBiHaBip PHUTOHABIP, lapyHaBip PUTOHABIP, GocaMIIpeHaBip,
dbocammpeHaBip pPHUTOHABIP, em0acBip Trpa3omnpeBsip, 1eTepMoBip, HenldiHapip Ta
nmepumnacBip codocOyBip.

Oxpemi azonvHi npomuzpubkosi 3acobu abo mMakpoaioHi aHmubiomuxu

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/IyEThCSI OHOYACHE 3aCTOCYBaHHs JIiIKapChKOro 3acoby 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
OJHOYACHO 3 I[UKJIOCIIOPUHOM (AHB. po3min «OCcoOMIUBOCTI 3aCTOCYBAHHS»).

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.

anmomiyuH

[ToBigoMIsiyiocst PO BUIAAKM MiomaTil Ta/abo pabmomiosnti3y mpu omHOYaCHOMY 3aCTOCYBaHHI
inri6iTopiB 'MI'-KoA-penyKTa3u (Halnpukiaf, aTOpBacTaTUHY) 3 OAITOMIIIMHOM. AKIIT0
OIHOYACHOTO 3aCTOCYBaHHS He MOXHA YHUKHYTH, PEKOMEHIYEThCS IIPOBONUTH BIIIOBITHUYI
KJTiHIYHUE MOHITOPHUHT (OuB. po3min «Oco0IMBOCTi 3aCTOCYBaHHS»).



Bronus dTOPBACTATHHY Ha HiKaQCBKi 3a0061/1, SIKi HQHfIMaIOTB OOHO4YaCHO

Hu20KCcuH

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 6araTopa3oBUX 03 IpernapaTy Ta AUTOKCUHY PiBHOBAaXKHI
KOHIIEHTPaIlil AUTOKCUHY B IJIa3Mi HiIBUIIYIOThCS Mpubau3no Ha 20 %. Crim HaneXXKHUM YUHOM
KOHTPOJIIOBATH CTaH IAIli€HTIB, SKi IPUHUMalOTh JUTOKCHH.

IIepopaavHi KOHMpayenmusu

OpHOYacCHe 3aCTOCYBaHHSI aTOPBACTaTUHY 3 IIepOpaJbHUMU KOHTpALeNTHBaMU IPU3BOAUIIO O
IiABUIIEHHS KOHI[EHTPAllil HOPETUCTEPOHY Ta eTUHiIeCTPaAiony B mia3mi KpoBi. Lli migBuiieHHS CIif
OpaTu {0 yBaru npu BuOOpi MepopasbHOr0 KOHTPAIENITUBRY OJIS XKIiHKYU, SKa MPUAMaE aTOpBaCTaTHUH.

BapgapuH

B kniniyHOMY mOCTiAKEHHi y Halli€HTiB, SKi IPOXOAUIM NOBTOTPHBaJe JIiKyBaHHS BappapuHoM,
OJlHOYaCHe 3acTocyBaHHS 80 MI aTOpBacCTaTUHY IIOAEHHO 3 BapdhapruHOM IIPU3BOAUIIO OO HEBEJIUKOTO
3MeHIIeHHs (671u3bK0 1,7 ceKyHAu) MpoTPOMOiHOBOI0 Yacy MpOTSATOM Iepiux 4 [HiB Teparii, omHaK
I[ell TTOKa3HUK II0BEPTaBCAd A0 HOPMHU IPOTATOM HaCTynHUX 15 [HIB IiKyBaHHS aTOPBACTaTUHOM.
Xoy4a IIOBITOMJIAJIOCS JIUIIE [IPO OyXKe PiOKICHI BUIIaAKY KIIIHIYHO 3HAUYIUX aHTUKOATyJITHTHUX
B3a€EMO/iH, IIePIll HiXK [T0YaTu Tepallilo aTOpBacTaTUHOM, allieHTaM, sKi IpUUMarThb
AQHTHKOATYJITHTY KyMapUHY Ta JOCUTh YaCTO Ha ITOYATKY Tepallii HeoOXiIHO BU3HAYUTHU
IPOoTPOoMOiIHOBHI Yac AJIS MigTBEPHOKEHHS BiICYTHOCTI CyTTEBOI 3MiHM MTOKA3HUKA. K TiTbKU
crabinpHul mpoTpoMOiHOBUIL Yac Oy0 3adikcoBaHO, TOKA3HUK MOXKHA KOHTPOJIIOBATH 3
iHTepBasaMy, SIKi 3a3BAYall PeKOMEHYIOThCS OJ1S Malli€eHTiB, 1[0 IPUMMATh aHTUKOAryIsSHTU
KyMapuHy. Y pa3i IpunuHeHHs Teparii abo 3MiHM 03U aTOpBacTaTHHY JaHY NPOLEAypy CIif
TIOBTOPIOBATH. Y TMAIli€HTIB, AKi He MPUIMaId aHTUKOATY/ISHTH, TePallisi aTOpBacTaTUHOM He GyIia
TIOB’sI3aHa 3 KPOBOTEUOI0 ab0 31 3MiHaMu TPOTPOMOIHOBOTO Yacy.

Oco06.1ueocmi 3acmocyeaHHs1.
Miomartist Ta pabmomiosni3

JlikapchbKuit 3acib MoXe CIIpUYMHUTH MiomaTito (6ib y M’s13ax, 6051icHICTh ab0 crnabKicTh y
noeHaHHi 3 mifBuileHHAM KpeaTuHKinasu (KK) 6inbine Hix y 10 pasiB Bifg BepxHbOI MeXi
HOpMU) Ta pabaoMioni3 (3 roCTPOI0 HUPKOBOIO HEJOCTATHICTIO BHACTIOOK Mioro0iHypil abo
6e3 Hel). [ToBigoMIsIIOCS PO PifKiCHI NeTanbHi BUMTaAKKU B pe3yabTaTi padmoMionidy npu
3aCTOCYBaHHI CTaTHHIB, BKIIOYA4X ATOPHUC®.

®aKTOPU PUIUKY PO3BUTKY MiomaTil

®aKTOpY pU3UKYy PO3BUTKY MiOIaTil BK/II0YAIOTh BiK Bif 65 POKiB, HEKOHTPOJIbOBaHUM
TimoTUPeO03, MOpyIIeHHs] (GYHKIIl HUPOK, OQHOYACHE 3aCTOCYBaHHS 3 OESIKUMU iHIIUMHU
TIpenapaTaMy Ta 3aCTOCYBaHHS IIiIBUINEHUX [03 JIIKaPCHKOro 3aco0y ATopuc” (IUB. PO3MiNI
«B3aemoist 3 iHIIUMMY TiKapCbKUMM 3aco0aMu Ta iHIIi BUAKW B3aEMOTIN»).

3axonu sl VHUKHEeHHS a00 3MeHIIIeHHs PU3WKY PO3BUTKY MiomaTil Ta pabmoMionizy

EXCIIO3MIIis TiKapChKOro 3aco6y ATopuc® Moxe 30iIbIIyBaTUCS 3a PaXyHOK B3a€MOII 3



iHIMMMY TIpenapaTaMy dyepes iHrioyBanusa ¢pepmenTty 3A4 uutoxpomy P450 (CYP3A4) i/abo
TPAHCIOPTEPiB (Hampukiaf, 010K pe3uCTeHTHOCTI paKy Mono4yHoi 3ano3u [BCRP],
opraHiyHu# aHioOH-TpaHcnopTyBanbHUY nominenturn [OATP1B1/OATP1B3], roikonportein P
[P-gp]), mo nigBuUIye pu3uK PO3BUTKY MiomaTil Ta pabmomionizy. He peKoMeHOy€eThCS
OHOYACHE 3aCTOCYBaHHS 3 JIKapCHKUM 3aC060M ATOpHC” LUKIIOCIOPUHY, reMpibpo3uy,
KoMmOiHaIliii TUIpaHaBip PUTOHABIP 4u reKanpeBip mibpeHTacBip. Mogudikairis
M03yBaHHS JIIKaPCHKUM 3ac000M ATOprC® PEKOMEHAYIOTLCS HallieHTaM, SKi IPUAMAaTh
IIeBHi MPOTUBIpyCHi 3aco0H, a30JIbHI MPOTUTPUOKOBi 3aco0u abo MakpOIiAHI aHTUOI0TUKY
(ouB. po3min «Crocib 3acToCyBaHHS Ta [03U»). I[I0BimOMISANIO0CS PO BUTTAOKU
Mionarii/pabmomMioni3y mpu 0qHOYACHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3
nimigomogudikyBanbHUMU Ho03aMu (> 1 r/oeHb) HialuHy, ¢pibpaTiB, KONXiMHY Ta KoMOiHalil
nmepumnacBip codocOyBip. Crif oIliHKUTH, UM KOPUCTH Bifl 3aCTOCYBAHHS IIUX IIpelapariB
nepeBazkae MigBUIIEHUN PU3UK PO3BUTKY MiomarTii i pabmomioni3y (mus. po3min «B3aeMomist 3
iHITMMY JTiIKapChbKUMU 3aco0aMu Ta iHIII BUAM B3a€EMOIIN»).

He pekoMeHOy€ETLCS OQHOYACHUY MIPUKOM TPEUII(PYTOBOTO COKY ¥ BETUKUX KiJTbKOCTSIX
(monap 1,2 niTpa Ha [JeHb) Hali€eHTaM, Ki IpUIMalTh ATOpHC” (OUB. po3min «B3aemomis 3
iHITUMY JTiIKapChKUMHU 3ac00aMy Ta iHIII BUOU B3a€MOMIl»).

CIlifi IPUIMHWUTY IPUIAOM JIiIKapChKOro 3aco0y ATOpHC®, SKIIO CIOCTEPIracThCs IOMITHO
migBuinieHul piBeHb KK abo miarHoCcTOBaHO MiOIlaTii0 YH € Mifo3pa Ha il BAHUKHEHHS.
M’sg30Bi cumnTomu Ta nigsuiieHHs piBHA KK 3HUKaIOTH micnis 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; Cepio3Ha XipypriyHa omepalisd; TpaBMa; TAXKKI
MeTa0oITiuHi, eHHOKPUHHI ab0 eJIeKTPOJIiTHI MOPYyIIeHHs; HEKOHTPOJIbOBaHa eIierncis).

[ToTpiOGHO MOBiMOMUTH TMAIliEHTIB IPO PU3UK PO3BUTKY MiomaTil Ta pabmoMioni3y Ha MO4aTKy
NiKyBaHHs a00 Ipu 30iNbIIeHHi fo3u npenapaty Atopuc’. [lalieHTaM Ciif peKOMeHyBaTH
HeTralHo MOBiHOMIIATY PO OyOb-9KUil He3po3yMinui 6inb y M'g3ax, 607icHICT abo
cnabKicTh, 0COOIMBO SIKIIIO BOHU CYIIPOBOIXKYIOTHCS HE3AYKaHHIM a00 MigBUIIEHHIM
TeMIlepaTypu.

ImyHo02i4YHA onocepedKosaHa HeKpomu3yua mionamis

[ToBimoMISIM PO PifKiCHI BUMIaAKK iMYHOJIOTi4HOI OITOCEPEAKOBaHOl HEKPOTU3YI0Y01
mionartii (IOHM) nig wac abo micns nmikyBaHHS AesKUMU cTaThHaMu. Kmirnigno IOHM
XapaKTepPU3y€eThCS CTIMKOI0 CTabKiCTI0O MPOKCUMATbHUX M’S3iB Ta IigBUIIEHOO
KpeaTUHKiHa3010 B CHPOBATIN KPOBi, Ki 30epiraiThcs, He3BazKauy Ha MPUIHHEHHS
JIIKyBaHHS CTaTMHaMU; ITO3UTUBHUM pe3ybTaT Ha aHTUTiNa 0 [MI-KoA-penykrasu; M’si30Ba
Oiomcist BUSIB/ISIE HEKPOTH3YIOUY MiOIaTii0 Ta MOKPAIIEHHS IIPYU 3aCTOCYBaHHi
IMyHOZeIIpecaHTiB. Moxke BUHUKHYTH HeOOXiIHICTh IPOBEEHHS JONATKOBUX HEUPOM I30BUX Ta
CEepoJIOTiYHUX JocCIigKeHb. Moxe OyTu noTpibHa Teparmis iMmyHomenpecanTaMu. CIIifi peTeIbHO
3BaXXUTU pU3UK po3BUTKYy IOHM mepen moyaTkoM 3aCTOCYBaHHS iHIIIOTO CTAaTHUHY. AKII0 PO3M0OYaTO
TEeparilo iHIKUM CTaTUHOM, HeOOXiTHUY MOHITOPUHT O3HAK Ta cuMnToMiB IOHM.

ITopyweHHsA pyHKUIT neviHKu



[Tepen TuM gK PO3NMOYMHATH Tepallilo IIpernapaToM, PeKOMEHAYEThCA OTPUMATU Pe3yIbTaTu
aHaJli3iB I[0[I0 BU3HaYEeHHS MOKa3HUKIB (DEPMEHTIB ITIeYiHKY Ta IPOBOAUTHU aHAJIi3N
IepiofguyHo micis 1uporo. IlanieHTaM, y AKUX BUHUKAIOTh CUMIITOMH, 110 CBIAYaTh IIPO
ypaXKeHHS MeYiHKH, MOTPiOHO IPOBOOUTH aHani3 GyHKII nedinku. IlallieHTaM, y SKUX
MiOBUINYETHCS PiBEHb TpaHCaMiHa3, CMIil KOHTPOJIIOBATH (PYHKII] II€YiHKY [OTH, JOKHU
aHoMaJtil He OymyTh yCyHeHi. dKIo BinOyBaeThCs CTiMiKe MiIBUINIEHHS PiBHIB CHPOBAaTKOBUX
TpaHcaMiHa3 y CHPOBaTIIi KpPoBi B 3 um Ginblile pa3u Biff BEpXHbOI MeXKi HOPMaIbHOTO
niana3ony (ULN), peKOMeHOy€eThCS IPUNUHUTH JTIKyBaHHSA IIpenapaToM (OUB. PO3AiN
«[Tob6iuHi peakirii»).

ATopBacTaTHH CJlif 3 00epeKHICTIO MpU3HAYATH IMallieHTaM, SIKi 3JT0BXKUBAIOTh aJIKOTOJIEM
Ta/ab0 MalTh B aHaMHE3i 3aXBOPIOBAHHS MEYiHKMU.

3anobizaHHs iHCYAbMY WASAXOM Pi3K020 3HUMNCEHHA pieHie xosnecmepuHy (SPARCL)

[ToBimoMIIsoCs, 110 IPH Mic/IsoNepaliiHoMy aHali3i migTUIiB iHCYNIbTY Y MallieHTiB 6e3
imemiunoi xBopobu cepiis (IXC) 3 HellomaBHO ITepeHeceHuM iHCYIbTOM ab0 TPaH3UTOPHOIO
imemiuyHoto aTakoi (TIA) criocTepiraBcst Oinbll BUCOKUM PiBEHb IeMOPATriYHOTO iHCYIBTY MpU
IIPUOMi aTOpBacTaTUHY y [03i 80 MT B MOPiBHSHHI 3 rpymnoio nnauebo. [TigBuiieHui pusuk
OyB 0c06/IKMBO Bif3HaAUEHUN Y MAIli€HTIB i3 IoNepeAHiM reMopariuiuM iHCyIbTOM abo
JaKyHapHUM iH(QapKTOM IIiff Yac BKIIOYEHHS Y AOCHigXKeHH. 1715 NallieHTiB 3 onepegHiM
reMopariyHuM iHCynbToM abo nakyHapHUM iH(apKTOM OanaHC PU3UKY Ta IlepeBar mpu
IIpUuoMi aTopBacTaTUHY y 1031 80 MI He BU3HA4YeHUY, TOMY [1Iepef I0YaTKOM JIiIKyBaHHS
HeOoOXigHO peTeNnbHO MMPOaHali3yBaTy MOTEHIINHNY PU3UK T€MOPAriuHoro iHCYIbTY.

CkesnemHi m’a3u

AtopBacTaTuH, fK i inmi iHribitopu I'MK-KoA-penykTasu, B OKpeMUX BUIIafIKaX MOXKe BIIJIMBATH Ha
CKeJIeTHY MyCKYJIaTypy 1 CIPUYUHUTH MiaJjirito, MiO3UT Ta MIOMATIIO, IKi MOXKYTh IIPOTPECYBATU [0
pabmoMioni3y - MOTeHLiNHO He0e3MeYHOT0 AJIS JKUTTS CTaHy, 1[0 XapaKTepU3yEThCS IOMITHO
migBuIeHuM BMicToM KpeatuHkKiHa3u (KK) (> 10 pasiB Buille 3a HOpMY), Mioryiob6iHeMi€ Ta
Miorno6iHypi€lo, SKi MOXKYThb IIPU3BECTH 10 HUPKOBOI HEIOCTATHOCTI.

Lo noyameky ﬂiK)ZBGHHﬂ

ATopBacTaTHH CJIif 3 00ePeKHICTIO MPU3HAYATH MalliEHTaM 3i CXHUIIbHICTIO 10 PO3BUTKY
pabgomionisy. JJo mo4yaTKy NiKyBaHHS CTaTHHAMH Y TAIi€HTIB, CXUIbHUX 10 PO3BUTKY
pabpmomMionisy, cnifg Bu3Havatu piBeHbs KK npu:

- OpyIIeHHi QYHKIIiI HUPOK;

- rino¢yHKIIi1 U TOBUAHOL 3aJ103H;

- CIIafIKOBUX PO3JIafiax M’sI30BOi CUCTEMHU Y CiMeitHOMY a60 0COOMCTOMY aHaMHe3i;

- IIepeHeCeHrX y MUHYJIOMY BUITafIKaX TOKCUYHOI'O BINIUBY CTATHHIB abo (ibpatiB Ha M's13H;
- IIepeHeCeHrX Y MUHYJIOMY 3aXBOPIOBAaHHSX IEYiHKK Ta/a00 37T0BKHUBAHHI aTKOTOJIEM.

[Tpu niKyBaHHI MaIi€HTiB TiTHLOTO BiKy (Oinbiie 70 pokiB) HeOOXiTHICTH MPOBEOEHHS 03HAUYEHUX
3axO0fiB CIIiJ OIiHIOBATHX 3 ypaXyBaHHAIM HasBHOCTI iHIMNX (HaKTOPiB CXUIBHOCTI 10 PO3BUTKY



pabmomionisy.

[TimBuIeHHI piBHS IpemnapaTy y IIa3Mi KpoBi MOXKIIMBE, 30KPEMa, Y pa3i B3aeMofil (OuB.
po3min «B3aemopmis 3 iHIMME TiKapChbKUMH 3ac00aMu Ta iHII BUOYM B3aEMOMIN») Ta
3aCTOCYBaHHS 0COOJIMBUM I'PyIlaM MAIliEHTiB, Y TOMY YMCJIi HIaIlieHTaM 3i CIIafiIKOBUMHU
XxBopoOamu (OuB. po3min «@apMakKOKiHETHKA».)

Y Takux BUIlagKax PEKOMEHI0BAHO OIiHIOBATH CITiBBiTHOINEHHS PHU3UKIB Ta MOXKJIHBOI
KOPWUCTI Bif TiKyBaHHS Ta IPOBOAUTH KITIHIYHUM MOHITOPUHT CTaHY Ialli€HTIB.

Ao mo movaTKy JikyBaHHs piBeHb KK 3HauHo migBumienutt (mepesuitye BMH GinbIn HiXK y
5 pasiB), MiKyBaHHS TOYMHATHU HE CIIifI.

BumiprosaHHA pi8HA KpeamuHKIHA3U

PiBenb KK He cItifi BU3Ha4YaTH MicJIs iHTEHCUBHUX (i3WYHKX HaBaHTaXKeHb a00 3a HAsIBHOCTI
OyOb-IKMX MOXKJIMBUX alTbTEPHATUBHUX NMPUYUH MigBuilleHHs piBHS KK, ockinbku 11e Moxe
yCKIagHUTH 00p0o06IeHHs pe3ybTaTiB. AKIN0 Ha BUXigHOMY PiBHI cIlOCTEpiraeThCsl 3HaYHE
nigsuiieHHs KK (nepesuiiiends BMH 6inbmi HiX y 5 pasiB), To uepe3 5-7 OHIB He0OXigHO
IIPOBECTHU IIOBTOPHE BU3HAUYEHHS [IJIs HIATBEPOKEHHS Pe3yIbTary.

ITi0 yac aikys8aHHA

- [TarienTy MOBUHHI 3HATH PO HEOOXiTHICTh HeTaMHO MOBIJOMIISTH IIPO PO3BUTOK
6010 y M’s3ax, CyoM 4u c1abKoCTi, 0COOIMBO KOIM BOHU CYIIPOBOAXKYIOTHCS HE3AYKaHHIM abo
rapsa4koro.

- Y pasi nosiBu UKMX CUMIITOMIB IIifl Yac JiKyBaHHS aTOpBaCTaTUHOM HEOOXimHO
Bu3HauuTH piBeHb KK y 11b0r0 matlienTa. Akimio piBeHbs KK 3Ha4yHO migBuienuu (nepesuinye BMH
Oinbi HiXK y 5 pasiB), TiKyBaHHS CIIif IPUITUHUTH.

- [ouinpHICTh IPUIMHEHHS JIIKyBaHHS CJIi] TAKOXK PO3TJISHYTH, SKIIO HiABUAILIEHHS
piBast KK He csrae n’saTukpatHoro nepesuiieHHss BMH, ane cumnroMu 3 60Ky M’s13iB MalOTh TSXKKUN
XapakTep Ta IMIOAEHHO CTAal0Th IPUYUHOI0 HEIPUEMHUX BifYYTTiB.

- [Ticns 3HUKHEHHS CUMIITOMIB Ta HopMautisanil piBHS KK MoXHa po3rnsayTu
MOXKJIUBICTh BiTHOBJIEHHS JIIKyBaHHS aTOPBaCTATUHOM YY [TOYATKY JIIKyBaHHS albTePHATUBHUM
CTATHHOM 3a YMOBHU 3aCTOCYBaHHS MiHiMa/bHOI MOXKJIMBOI [03H NIpenapaTy Ta PeTeIbHOT0 HaTrJIsany
3a CTQHOM IIaIfi€HTAa.

- JIikyBaHHSI aTOpPBaCTaTUHOM HEOOXiqHO MPUNIUHUTH, SKIIO CIIOCTEPIraeThCs
KJTiHiuHO 3HauyIle nigsuineHHs piBHA KK (mepesuinenass BMH 6inbur Hix y 10 pasis) abo y pasi
BCTAHOBJIEHHS AiarHO3y pabmoMionidy (abo migo3pu Ha po3BUTOK pabmoMionisy).

O0HoyacHe 3acmocy8aHHA 3 IHWUMU AiIKAPCbKUMU Npenapamamu

Pu3uK po3BUTKY pabmoMioni3y 30imbIIyEThCS TPU OMHOYACHOMY 3aCTOCYyBaHHI
aTopBaCTaTUHY 3 JEeSKUMH JIiIKapCbKUMU IIpernapaTaMy, SKi MOXYTh 30iTbIIUTH
KOHIIEHTpAIIil0 y IJIa3Mi KPOBi aTOpBacTaTHHY, HalPUKIIal Taki moTyxHi iHriditopu CYP3A4
a0 TpaHCHOPTHi OinKY (HampuKIIag, IIUKIIOCIIOPUH, TEIiTPOMILIMH, KJTaPUTPOMIIINH,
IeJaBipauH, CTPUIIEHTOJI, KETOKOHA30JI, BOPUKOHA30J1, iTpaKOHa30J1, 103aK0HAa301J1,



JIeTeHOBIp Ta iHridiTopu BIJI-IpoTeasu, BKII0YalYy PUTOHABID, JIOIiHABIp, aTa3aHaBip,
iHOuHaBip, mMapyHaBip, TUIIPaHaBip/pUTOHABIp TOIO). PU3UK BUHUKHEHHS MiomaTil TaKoX
Moxke OyTH MigBUINEHUY NTPYU OMHOYACHOMY 3aCTOCyBaHHiI reM}iOpo3usny Ta iHIIMX MOXigHUX
(GiOpUHOBOI KUCIOTH, TPOTUBIPYCHUX TIpenapariB [y nikyBaHHS renatuty C (BI'C)
(HampuKag, OoIenpeBip, Tenanpesip, enbdacBip/rpa3onpesip, nemimacsip/codhocOysip),
epUTPOMILIHY, HialluHY ab0 e3eTuMiOy. 3@ MOXKIUBOCTI 3aMiCTh IIMX JTiKAaPCHKUX 3ac00iB CiIif
PO3rIgfaT aJlbTepPHATHBHI (He B3a€EMOLI0Yi) METOOH JIiKyBaHHS.

A0 He0OXiMHO MPOBOAUTY OfHOYACHE JTiIKyBaHHS aTOPBACTATHHOM Ta 3raflaHuMMU
IperapaTaMy, CJIii pETeIbHO 3BaXKUTHA KOPUCTh Ta PU3UKHU 1X OQHOYACHOTO 3aCTOCYBaHHS.
K110 nalieHTy TPUMMAalTh JIIKapChKi IpenapaTy, 110 HiABUINYIOTh KOHIEHTPaLlio
aTOpPBACTATHHY B MJa3Mi KPOBi, peKOMEHIYETHCS 3HUKYBATH 03y aTOPBACTATHHY 10
MiHiManbHOI. KpiM Toro, y pasi 3acTocyBaHHS OTyKHUX iHTi0iTOpiB CYP3A4 crmin
PO3TISHYTHA MOXKJIUBICTh 3aCTOCYBaHHS MEHIIIOl I0YaTKOBO1 AO3W aTOPBACTaTHHY Ta
IIPOBOAUTHU HaleKHUU KITiHIYHUY MOHITOPUHT CTaHy LIUX MAIiEHTIB (OUB. po3ain «B3aeMomis
3 iHIKMMU JTiIKapChbKUMH 3aco0aMU Ta iHIII BUOY B3aEMOIili»).

ATOpBaCTaTUH He CJIiJ 3aCTOCOBYBATH Pa30M i3 CUCTEeMHUMHU IIpernapaTtaMu Gy3um0Boi KUCIIOTH a0o
IPOTSTOM 7 OHIB MiCNd IPUNUHEHHS JTIKyBaHHA (y3UI0BOI0 KUCIOTOMW. [lamienTaM, ojisi SKux
JiKyBaHHS (y3HUOOBOIO KMCIOTOIO BBAXKAETHCS BaXKIJIMBUM, TEPAIIi0 CTaTUHAMU MOTPIOHO MPUIUHUTH
IIPOTSITOM BCHOTO TEPioAy JiKyBaHHS Gy3UA0BOI0 KUCIOTO0. [ToBimoMIsiny mpo pabmomioria
(BKJIIOYAOUHM [IesKi IeTabHi BUIAJKH) YV MAIli€HTIB, IKi O0HOYACHO OTPUMYBaIu (Py3UgOBY KUCIIOTY
Ta CTATUHU (OUB. po3min «B3aeMopist 3 iHIIMMU JTiIKapChKUMHU 3aco00aMu Ta iHIIi BUOW B3aEMOTIN»).
[MarienTaM cif HeraitHoO 3BEPHYTHUCS [0 JIiKapsl IpU BUHUKHEHHI 03HAK M s130B0i c11abKoCTi, 60110
ab0 YyTIMBOCTI.

Tepamito cTaTuHaM¥U MOXKHa BiTHOBUTH Yepe3 7 OHIB Micig IpUitoMy OCTaHHKOI K03 Qy3UI0BOI
KHUCJIOTH.

Y BUHSITKOBUX BUIIQ[IKaX, KoK HEOOXiHa TpHBaja Tepatnis ¢Gy3umoBo0 KUCIIOTO0,
HampuKiIam, OIS JTiKyBaHHS TAKKUX iHPEKIIil, MOXK/IUBICTh OHHOYACHOTO 3aCTOCYBaHHS
aTopBaCTaTHHY Ta (QPy3UA0BOI KACIOTH CIIifl PO3TISAaTé Y KOXKHOMY KOHKPETHOMY BHIIAAKy
Ta IIPOBOAUTH IIifl MOCTIMHUM MEOUYHUM HarJISagoM.

Pu3uk po3BUTKY MiomaTii Ta/abo pabmomiosnizy MoxKe MMiBUITYBATHCS IIPH OJHOYACHOMY
3acTocyBaHHi iHTri6iTopiB [MI-KoA-peqyKTa3u (HanmpuKial, aTOpBaCTaTUHY) Ta JATOMILUHY (OUB.
po3min «B3aemopisa 3 iHIIKMMHU JTiKApChKUMHU 3aco0aMu Ta iHII BUAM B3a€MOAiii»). Clig po3rIsaHyTH
MOXKJIMBICTh TUMYACOBOTO IIPUIIMHEHHS 3aCTOCYBAHHS JTiKapChKOTro 3aco0y ATopic® marfieHTaM, ki
3aCTOCOBYIOTh AANTOMILIMH, SKIO TiIbKA KOPUCTH Bil OMHOYACHOTO 3aCTOCYBaHHS He IepeBaXkae
pU3uK. AKI0 0OQHOYACHOT0 3aCTOCYBaHHS HE MOXKHa YHUKHYTH, CJIiJf KOHTPOJIIOBATU PiBEHb
KpeaTUHKiHa3u 2-3 pa3u Ha TUXKJEHb, a MallieHTH IOBUHHI epeOyBaTH IIif PeTEeIbHUM HaTIsI0M
JIs1 BUSIBTIEHHS OyOb-IKUX O3HAK a00 CHMIITOMIB, III0 MOXKYTh CBIIUUTH IIPO MioTaTilo.

IHmepcmuuiasbHe 3ax80PHBAHHS /Ie2eHb

Y pasi 3acTocyBaHHA OesAKUX CTATHUHIB MOBITOMIAIOCS PO BUHATKOBI BUNIAAKU iHTEPCTULIaIbHOTO
3aXBOPIOBaHHS JIETE€Hb, 0COOIMBO MPU AOBrOTPUBAIOMY JIiKyBaHHi (IuB. po3min «I1o6iuHi peakiii»).
Oco6MBOCTI TPOSIBY MOXKYTh BKJIIOYATU OUCIHOE, CYXUH Kallesb Ta MOTipPIIeHHS 3arajbHOr0 CTaHy
300pOB’d (BTOMa, BTpaTa MacCH Tijla Ta IiABUIIEHHS TeMIepaTypH). AKINO € migo3pa, 1o y MaljieHTa
PO3BUBAETHCS IHTEPCTHUIlIA/IbHE 3aXBOPIOBAHHS JIET€Hb, TiKyBaHHS CTaTUHOM HEOOXigHO MPUIMHUTH.



ITediampuyHa nonyaauis

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

Llyxpoaull diabem

IesKi maHi CBim4aTh PO Te, 10 CTAaTUHU K KJIac MigBUIyIoTh piBeHb HbAlc Ta rmoko3u y
CHPOBATIIi KPOBi i y JesKUX MalieHTiB 3 BACOKUM PU3UKOM BUHHUKHEHHS Jia0eTy MOXYTb CIIPUUUHSATH
TaKW piBeHb Tinepriikemii, npu SKOMy IOPEYHUM € BifioBigHe JiKyBaHHA HiabeTy. OgHaK Len
PU3UK NIepeBaxkKy€eThCSI 3HUKEHHSIM CYOUHHOI0 PU3UKY BHACIIIIOK 3aCTOCYBaHHS CTATUHIB i TOMY He €
iICTABOIO [IJIS MPUIIMHEHHS JTiKyBaHHS CTaTUHAMHU. 3TigHO 3 Oep:KaBHUMM CTaHOAPTaMH, IOTPiOHO
IIPOBOJUTH KITiHIYHUYN Ta 6ioxiMiuHMI MOHITOPUHT Malli€eHTiB IPynu PU3UKY (PiBeHb TIIOKO3U HATIIe
Bim 5,6 Mo 6,9 Moib/1, iHmeKC MacH Tina > 30 Kr/M°, NiABUIIeHNUI! PiBeHb TPUTTILIEPUNIB, TillepTeH3is).

MiacmeHia epasic

Y moomMHOKUX BUMaAKaX MOBIIOMIISANIOCS, 110 CTAaTUHU IHAYKYIOTh «de novo» abo 3aroCTPIOI0Th BXKe
icHylouy MmiacTeHiio rpasic abo ouHy MiacTeHito (ouB. po3min «I[To6iuHi peakiii»). ¥ pasi 3aroctpeHHs
CUMIITOMIB CJIii IPUNIMHUTHU IPUKAOM aTopBacTaTUHY. [10BifOMIIANIOCS IIPO PELUOUBY IIPU
IIOBTOPHOMY 3aCTOCYBaHHi TOro caMoro abo iHIIIOr0 CTaTHUHY.

JonomidxcHI peuyosuHu

[lo ckyamy mpernapaTy BXOOUTH JIaKTO3a, TOMY TalliEHTaM 3 YPOLKEHOI HellePeHOCUMICTIO
rajlakTo3u, CHHIPOMOM ManbabCcopOIlil TMI0K03M Ta rajlakTo3M, HeIOCTATHICTIO NaKTa3u Jlanmna He
CJIifl ¥OT0 3aCTOCOBYBATH.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py000.

2KiHKU penpo0yKmugH020 8iKY

[Tig yac nmikyBaHHS XKiHKaM PENPORYKTUBHOTO BiKYy CJIifl 3aCTOCOBYBaTH HaleXkHi 3acobu
KOHTpalentil (quB. po3fmin «IIpoTunoka3aHHsI»). AKIIO Mif Yac TiKyBaHHS aTOPBaCTaTHHOM
Ialfi€eHTKa BUPIMIUTD 3aBariTHITY, BOHA TOBUHHA IPUNKMHUTY IIPUUOM IIpefapaTy He Ii3Hille HiX 3a
MicsIb [0 HaCTAHHSA 3allJIaHOBAHOI BAriTHOCTI.

BaeimHicmb

Atopuc® IpOTHIOKA3aHKH Mif Yac BariTHOCTI, OCKi/IbKM He BCTaHOBJIeHa Oe3leKa IPUIAOMY i HeMae
KOHTPOJIbOBaHUX JOCIIIAKEeHb 3aCTOCYBaHHS aTOpBaCcTaTUHY BariTHUM XiHKaM. Hagxogunu pigkicHi
TIOBiTOMJIEHHS ITPO BPOAXKEHi aHOMaJIil Imics BHYTPIMHBOYyTpoOHOT0 BIuBY iHribiTopie TMK-Ko0A-
penykTasu. [JOCIiIXXeHHs Ha TBapUHAaX I0Ka3all TOKCUYHUY BIUIMB Ha PEIPOAYKTUBHY (QYHKIIIIO.

JIikyBaHHST aTOPBAaCTAaTMHOM MOXKe 3MEHIIUTH BHYTPIIIHbOYTPOOHUI piBeHb MeBaIOHATY, HeoOXimHMH
niist 6i0CHHTE3Y X0lIeCcTepuHy. ATepOCKIIEpo3 - Iie XPOHIUHUM IIpoliec, a 0TXkKe, TepepBa B IIpUioMi
TinoJinifieMiYyHuX IIperapariB [iff Yac BariTHOCTL He ITOBUHHA MaTH 3HAYHOTO BIJIUBY Ha Pe3yJIbTaTu
IOBIOCTPOKOBOTO JIiKyBaHHS IIEPBUHHOI TilepX01ecTepuHeMil.

ToMy aTopBacTaTVH He ITOBUHHI 3aCTOCOBYBATH BariTHI Ta XiHKH, SKi IJIaHYOTh a00 Mif03pI0I0TH



BariTHICTE. JIiKyBaHHS IpenapaToM ATopuc® CIIif IPUIHHATH i 9ac BariTHOCTI abo MOoKu He Oyme
BCTaAHOBJIEHO, 1110 XKiHKa He BariTHa (OuB. po3Ain «IIpoTUIOKa3aHHSI»).

[Iepiod 200yB8aHHA 2py00i0

HeBimomo, 41 MPOHUKAE aTOPBACTATHH Ta MOT0 MeTabOIITH Y IPyaHEe MOJIOKO JIIOOMHYU, OOHAK BigoMo,
1110 HeBeJIMKa KiJIbKiCTh aTopBacTaTuHy abo #oro MeTaboiTiB MOTparise y MoJIOKO 11ypiB. OCKibKH
icHy€e TTOTeHIIMHNYN PU3UK BUHUKHEHHS CepPHO3HUX MO0iYHUX ePeKTiB, KiHKH, 10 TPUAMAIOTh
mpenapar ATopHc®, IIOBMHHI IPUIIMHUTY F'OAYBaHHSA IPyAnio (AuB. po3nin «[IpoTunokasaHHa»).

ATopBacTaTHH NPOTUIIOKAa3aHUK y IepPiof TOgyBaHHS TPYAA0 (OuB. po3fin «IIpoTunoka3anHsg»).

depmubHicmb

[Tpu mocnmimKeHHi Ha TBapHMHAX aTOPBACTATHUH He BIIMBAaB Ha (EePTUBHICTh CaMIIiB YU CaMUIIb.

30amHicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

HeMmae moBioMeHb PO BIUIMB aTOPBACTAaTHHY Ha 3MaTHICTh KepyBaTh aBTOMOOineM i
BUKOPUCTOBYBATU TEXHiYHi MPUCTPOI. AJle ITifl Yac 3aCTOCYyBaHHS IIpenapary fesiKi malieHTH MOXYTb
Bim4yBaTH 3allaMOpPOYeHHS Ta CygoMu M’s13iB. ToMy mif Yac NiKyBaHHS i OyTu 06epekHUMU IPU
KepyBaHHi aBTOTpaHCIOPTOM abo poboTi 3 iHIIKMU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

Hos3 YBAHHA

Ilo moyaTKy JIiKyBaHHA IperapaToM ATOpuc” CIifi BU3HAUUTH PiBeHb rimepxoecTepuHeMii Ta
KOHTPOJTIOBaTH OOTPUMAaHHS BifATOBigHOI mieTH, Hi3WyHi HaBaHTaKEeHHS, 3MEHILIEHHS MacCH Tijla y
IAlli€HTIB i3 OKUPIHHAM Ta JIiKyBaHHS iHITNX OCHOBHUX MeOUYHUX NpobieM namieHTiB. [Ipu mpuiiomi
npenapaty Atopuc’ MallieHT IOBUHEH NOTPUMYBATHCS CTAaHAAPTHOI MiETH, KA 3HUKYE PiBEHb
XOJIECTEPUHY.

I'inepainidemis i 3miwaHa ducainioemis

PekoMeHOBaHa MoYaTKOBa f103a aTopBacTaTuHy cTaHoBUTHL 10 mMr abo 20 Mr 1 pa3 Ha go0y.
II71s1 maIfieHTiB, SIKi MOTPeOyI0Th 3HAYHOT0 3HNKEHHS PiBHS xonmectepuny JITTHII (Ginmbim Hix
Ha 45 %), Tepario MOXHa po3nmouyuHaTH i3 qo3yBanHsg 40 Mr 1 pa3 Ha fo0y.

[iama3oH [mo3yBaHHA JTiKapCchKOro 3aco0y ctanoBuTh Bifg 10 mr go 80 mr 1 pa3 Ha #o0y.
[IpenapaT MoXKHa NMpUUMaTH PA30BOI0 03010 Y OyOb-AKi TONUHU Ta He3aJleKHO Bifl IpuitoMy
ixi. [ToyaTKOBY Ta IigTpUMyBa/lbHYy OO3U IIpenapaTy Mifg0upaioTh iHAUBigyaIbHO, 3a71e2KHO
Bip piBus XC JITIHII, meTu nikyBaHHS Ta Bigmosigi. [Ticns movaTtky nikyBaHHS Ta/abo micis
TUTPYBaHHSA [03U IIpelapaTy C/Iif KOHTPOJIIBATHU PiBHI JIIMifiB IPOTATOM 2-4 TUXKHIB Ta
BIIMIOBIHHUM YMHOM BiIKOPUT'YBaTHU [03Y.

I'emepo3uz2omHa cimeliHa 2inepxosecmepuHemis y nauieHmie dumsuyozo 8iky (8ikom 8i0 10 0o



17 pokis)

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

ToMo3u20mHa ciMeliHa 2inepxoiecmepuHeMis

[lo3a aTopBacTaTUHY [JId MALi€HTIB 3 TOMO3UTOTHOI CIMEUHOI0 TillepX0IeCcTePUHEMIEI0
ctanoBuTh Bifg 10 Mr go 80 Mr Ha moOy (muB. po3min «dapMakoguHaMika»). ATopBacTaTUH
CJIil 3aCTOCOBYBATH K [OIOBHEHHS [0 IHIIKX TiMOJINigeMiYHUX METOIB JIIKyBaHHS
(manmpuknap, adepes JITTHIII) abo y pasi, sKiIo rinominigemiusi MeToau TiKyBaHHS
He[OCTYIIHI.

O0HoyacHa 2inoainidemMiyHa mepanis

Atopuc® MoXHa OIpUIMaTH 3 CEKBECTPaHTaMM XKOBYHUX KuCIoT. KoMmbinariio iHri6iTopis
['MI'-KoA-penykrasu (cTaTuHiB) Ta ¢ibpaTiB 3arajsioM CJifi 3aCTOCOBYBaTH 3 00€pekKHiCTIO
(ouB. po3pinu «OcobIUBOCTI 3aCTOCYBaHHS», «B3aeMopis 3 iHIIMMU TiKapChbKAMU 3aco0aMu
Ta iHII BUOM B3a€EMOMIN»).

ITopyweHHA pYHKUIT HUPOK

3axBOPIOBaHHS HUPOK He BIIMBA€E Hi Ha KOHIIEHTPAIIiIO B IIJTa3Mi KPOBi, Hi Ha 3HUKEHHS
piBusg XC JIITHIII npu 3acToCcyBaHHI npenapaTy; 0TXKe, KOPUT'YBaHHS J03U IIpenapary gjis
NallieHTiB 3 MOpyIIeHHSIM QYHKIII HUPOK He NoTpibHe (muB. po3ninu «OcobmuBOCTi
3acToCyBaHHA», «PapMaKOKiHETUKa»).

ITeuiHKoBa HedocmamHicmow

Atopuc® cIifi 3aCTOCOBYBaTH 3 00epeKHICTIO Nal[ieHTaM 3 IOPYIIeHHAMH QYHKII] IediHKH
(muB. po3minu «OcoOnuBOCTi 3acTocyBaHH», «PapMaKOKiHETUKA»). Atopuc®
IIPOTUIIOKA3aHUY MallieHTaM i3 3aXBOPIOBAHHSM II€YiHKYU B rOCTPil (a3i (muB. po3min
«[IpoTunokasaHHI»).

3acmocysaHHA 8 KOMOIHAUIT 3 IHWUMU AiKAPCbKUMU 3dcobamu

Cnipm yHUKATH JMiKyBaHHS IIpenapaToM Ialli€HTiB, SIKi MpUIMaOTh ITUKIOCIIOPUH abo
inribiTopu nportea3u BIJI (TunpaHaBip puToHaBip), abo iHribiTOp MpoTea3u Bipycy
renatuty C (Tenampesip). Crnig 3 06epexkHicTI0 Mpu3HavyaTu natierTam 3 BIJI, mo
IPUUMAIOTh JIOMiHABIp PUTOHABIP, Ta 3aCTOCOBYBATH Y HaMHUXKYiil HEOOXimHiM mo3i. [Ins
TallieHTiB, 110 MPUIMAIOTh KIIaPUTPOMILIMH, iTpaKoHa30:, abo ass mamienTiB 3 BIJI, mo
IpHiMaloTh KOMOiHallil cakBiHaBip pUTOHABIP, JapyHaBip puToHaBip, pocamMnpeHasip abo
dbocamnpeHaBip pUTOHABIp, TePANeBTUYHY 03y Mpenapary ciifg o0MexuTu m1030i0 20 Mr, a
TAK0X PEKOMEHAYETHCS ITPOBOOUTH HalleXKHi KIiHiuHi 00CcTexKeHHs A 3a0e3neyeHHs
3aCTOCYBaHHS HalMeHINol e(eKTUBHOI I03H Npemnapary. [ malli€eHTiB, 110 TPUUMaloTh
inri6iTop mpoTtea3u BIJI Hendinaip abo iuribiTop nmpoTteasu Bipycy rematuty C OGolenpesip,
JIiKyBaHHS IIpenapaToM Cliig 00MeXUTH 003010 0o 40 MT, a TaK0K PeKOMEHIYETHCS



IIPOBEJeHHS BiANOBIIHUX KIiHIYHUX 00CTEeXeHb O1s 3a0e3neyeHHs 3aCTOCYBaHHS
HalMeHIoi eeKTUBHOI 103U Ipenaparty (ouB. po3minu «OcobIuBOCTI 3aCTOCYBaHHSI» Ta
«B3aemoqist 3 iHIIMMM TiKapCbKUMM 3ac00aMu Ta iHII BUTU B3a€EMOMIIN»).

ITayieHmu AimHbO20 BIKY

[lns mauieHTiB BikoM moHapn 70 poKiB IpX 3aCTOCYBaHHI pEKOMEHI0BAHUX 003
aTopBacTaTHHY ePeKTHUBHICTh Ta Oe3IeKy Tepallii Il OIliHI0BaTH 3 ypaXyBaHHSIM HasSBHOCTI
iHImMX (PaKTOPiB CXUIBHOCTI 10 PO3BUTKY pabmomiorisy.

OdHouacHe 3acmocy8aHHA 3 iIHWUMU AIKAPCbKUMU 3dcobamu

Y namieHTiB, gKi 0MHOYACHO 3 aTOPBACTaTUHOM IIPUUMaIOTh IPOTUBIPYCHi 3aco0u Bif
renatuty C enbacsip/rpa3omnpesip abo n1eTepMoBip A mpodimakKTUKY IIUTOMEeTaoBipyCHOI
in(exIrii, ;o3a aTopBacTaTUHY He MTOBHHHA NepeBuInyBaTu 20 Mr/no0y (OuB. po3minu
«OcobIMBOCTI 3aCTOCyBaHHA», «B3aeMofiis 3 iHIIMMU TiKapChbKUMU 3aco0aMu Ta iHIIi BUAU
B3AEMOIII»).

He peKOMeHOy€eThCS 3aCTOCOBYBATH aTOPBACTATHH IAllieHTaM, SKi IPUUMAalOTh JIETEPMOBIp
OJTHOYACHO 3 ITMKJIOCTIOPUHOM (OuB. po3minu «OcobmuBOCTi 3acToCyBaHHS», «B3aeMomist 3
iHITUMY JTiKapChKUMH 3ac00aMu Ta iHIIT BUOU B3aEMOMiM»).

Himu.
I'emepo3u2omHa cimetiHa 2inepxoiecmepuHemis

[lns naiieHTiB BikoM Bif 10 pOKiB i3 TeTEPO3UTOTHOIO CiMEWHOIO TillepX0IeCTEPUHEMIETD
PeKOMeH0BaHa II0YaTKOBA [103a aTOPBACTATUHY CTAaHOBUTH 10 Mr Ha mo0y (H¥MB. PO3Min
«PapMmakoaguHamika»). o3y MoxHa 30inbmuTu 10 80 Mr Ha H00y BifIIOBiIHO MO peakii Ta
nepeHocuMocCTi. [I03H CJTif po3paxoByBaTH iHOUBIAYyalbHO BiTIOBIMHO 10 MeTH Tepartii. KopuryBanus
CJIifl IPOBOAXTH 3 iHTepBasioM y 4 TuXKHi abo Ginmbine. TutpyBaHHs mo3u 1o 80 Mr Ha K00y
MiOTBEPAXKYETHCS JAHUMHU JOCTIAXKEHD Y TOPOCINX Ta 00MEeXEHUMH KITiHIYHUMYU JaHUMHU OOCIiIKeHb
y OiTey i3 reTepo3UTroTHO CiMEWHOIO rimepxonecTepuHeMieio (quB. po3ninu «[1obiuni peakuii» Ta
«®apMakKoouHaAMiKa»).

Hani momo 6e3neku Ta ebeKTUBHOCTI Y OiTen BikoM Bifl 6 mo 10 poKiB i3 reTEPO3UTOTHOIO
CiMEUNHOI0 TillepXxoIeCTePUHEMIEI0 OTPUMaHI 3 BIIKPUTUX OOCTiAXKeHb. ATOPBACTaTUH He
3aCTOCOBYBATH MJIs JTIKyBaHHS NalieHTiB BikoM 0o 10 pokiB (muB. «[To6iuHi peakii»,
«DapMakonuHaMika» i «®apMakoKiHETHKa»). [I715 MAIiEHTIB ITi€l Ipynu OiNbII JOIIBHOIO
Moxke OyTH iHIIa (papMalleBTHYHa (popMa/mo3yBaHHS.

[ToBigoMIISIIY MIPO OOCTiIXKEHHS KITiHIYHOI e(eKTUBHOCTI 3aCTOCYBaHHS aTOPBAaCTaTUHY B
no3ax o 80 mMr/moby mpoTsAroM 1 poKy mallieHTaM i3 TOMO3UTOTHOIO CiMENHOI0
rimepxoJiecTepuHEMi€E0, 0o IKOT0 0YyJ10 BK/IIOYEHO 8 MalliEHTiB AUTSYOTO0 BiKY (OUB. PO3Min
«I'OoMO3UTOTHA CiMelHa rinepxoJeCcTePUHEMIS»).

Ilepedo3yeanns.

CroenudidyHOro niKyBaHHS Ilepefo3yBaHHS IIpelapaToM HeMae. Y pasi nepeno3yBaHHS Ialli€HTa CIIif



JIIKyBaTH CUMIITOMATUYHO Ta Y Pa3i HeoOXiMHOCTI 3aCTOCOBYBATH MigTPUMYyBalbHi 3axonu. HeoOxigHO
IIPOBECTH aHasi3u (yHKIil TeYiHKY Ta KOHTpoIoBaTy piBeHb KK y cupoBaTii KpoBi. Yepe3 BUCOKUM
CTYIIiHb 3B’SI3yBaHHS MpemnapaTy 3 6iTKaMu 11a3Mu KPOBi He CITifl O4iKyBaTh 3HAYHOTO IiABUIIEHHS
KJIipeHCy IpelapaTy 3a JOIIOMOTrO reMofianisy.

ITo6iuni peakuii.

Y 3B’43Ky 3 TUM, 1110 KJIIHIYHI JOCIIAXEeHHS [IPOBONATE y PI3HUX YMOBaX, 4aCTOTY BUHUKHEHHS
HeOakaHWX Peakllil, 0 CIIOCTEPIraloThCs i Yac KIiHIYHUX OOCITigKeHb JTiIKapChKOTo 3acoly, He
MOXKHa 6e3MocepeNHbO MOPIBHIOBATH 3 MOKA3HUKAMU, OTPUMaHUMHU i Yac KIIiHIYHUX OOCITigXKeHb
IHIIIOT 0 IIpemnapaTty, Ta BOHM MOXKYTh HE BiiIOBiAaTH ITIOKa3HUKAM 4YaCTOTH, 1110 CIIOCTEPIraroThCs y
KITiHIYHIA TPaKTHUIIi.

3rigHo 3 iH(pOopMaIli€ KIHIYHAX JOCTiAXKEeHb, Y MallieHTiB, Ki OTPUMYyBaIu JIiKyBaHHS
aTOpBACTAaTHHOM, Hal4acTillle CIIoCcTepiranucs Taki HebaXaHi peakilil, 0 TPU3BOTUIIN 0
IPUIIMHEHHS 3aCTOCYBaHHA MIpenapaTy Ta TPaIIaaucs 3 YaCcTOTOI, BUIIOK (> 2 %) HiX y
rpymi nnate6o: mianris (0,7 %), oiapes (0,5 %), aygoTta (0,4 %), migBullleHHS PiBHS
anaHinaminoTpancdepasu (AJIT) (0,4 %) Tta meuinkoBux hepmenTiB (0,4 %).

Habinein yacTuMu MOO0IiYHUME peakIisaMu (= 2 % mopiBHSHO 3 miiarebo) He3aIexkHO Bif
IPUYUHY, Y MAIIEHTIB, SKi OTPpUMYBanu Inalebo y mochimxkeHHsx (1 = 8755), 6ymnu:
HazodapuHrit (8,3 %), apTpanris (6,9 %), miapes (6,8 %), 6inb y Kinmiskax (6,0 %) Ta
iH(eKIIis ceyoBUBIigHUX MIIAXiB (5,7 %).

Tabmnuus 4

Kniniyni HeOaxkaHi peakiiil, 1110 BUHUKaNIM ¥ 2 % Malli€eHTiB Ta Oinbllle, IKi OTPUMYyBau JIiKyBaHHS
Oymb-IKOI0 J030I0 aTOPBACTATUHY, Ta 3 YaCTOTOIO, BUIOI0, HiX Yy rpymi mianebo, He3anexkHo Bif
MIPAYUHHOTO 3B’S13KY (% MallieHTiB).

. ByRb-AKa ) 20 MTr 40 MT 80 Mr
Heb6akaHa peakilis 1%1032755 N=3908 IN=188 N=604 N=4055 [Tnanebo 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
E{J(Ib;;gm CEe4YOBHUBITHUX 5,7 6,9 6,4 3 i1 5.6
[rcnerncis 4,7 5,9 3,2 6 3,3 4,3
Hynora 4 3,7 3,7 7,1 3,8 3,5
M’s130B0-CKeneTHu 0inb [3,8 5,2 3,2 5,1 2,3 3,0
M’s130Bi cma3aMu 3,6 4,0 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
(GDSI;I:HHronapHHreaJIbHHH 2.3 3.9 16 0.8 0,7 b1
A

o imnmmx HeOaxkaHUX PeakIliy, Ipo sKi MOBIJOMIISNIK ITif Yac mIaie60-KOHTPOIbOBAHUX




NOCIIIXXEeHb, HaJleXKaTh:
3a2a/bHi NOpyweHHA: BITUYTTS He3OYXKaHHS, [ipEKCis;

3 60Ky mpasHoi cucmemu: MITYHKOBO-KUIIKOBUY OUCKOMMOPT, BiZpuKKa, METEOPU3M,
TernaTuT, X0JIecTas;

3 OOKY cKesemHo-M’ 5130801 cucmemu: M’ sI30BO-CKeJIeTHUH Oiflb, migBUIlleHa BTOMJIIOBaHICTh
M’s13iB, Oinb y mmi, HabpsK cyrno0iB, TeHOuHONATIA (IHOAI yCKTafHEeHa PO3PUBOM
CYXOXKHUIIIA);

3 6oky Memab0i3My ma xapuysaHHs: MiABUILIEHHS TPaHCaMiHa3, BiIXUJIEHHS Bil HOPMU
GyHKITIOHabHUX TPO0 MeYiHKY, MiABUIEHHS PiBHA TyXKHOI ocdaTa3r B KPOBi, MigBUIIEHHS
aKTUBHOCTI KpeaTuH(OCHOKiIHA3Y, TillepriIikeMis;

3 60Ky Hepeosoi cucmemu: KOIIIMapHI CHOBUIHHS;

3 60Ky duxasnbHoi cucmemu: HOCOBa KPOBOTEUQ;

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

3 60Ky opeaHis 30py: HEUITKICTb 30Dy, IOPYLIEHHS 30DY;
3 60Ky Op2aHis c/ayxy ma pigHosazu: IIYM y ByXaX;

3 60Ky cyOuH: BaCKyIIiT;

3 60Ky ceuocmameeoi cucmemu: JIEUKOLIUTOYPis;

3 60Ky penpodyKmueHoi cucmeMu ma MO/A04YHUX 3a/103: TiIHEKOMaCTis.

YacToTy BUHUKHEHHS MOOIYHUX peakIlii BU3Ha4Yaud TaKUM YMHOM: 9acTo (> 1/100, < 1/10);
HeuacTo (> 1/1000, < 1/100); pigkicsi (> 1/10000, < 1/1000); Hap3BHYaKHO PiAKicHI (<
1/10000).

ITopyweHHs (pyHKUIi Hep8oaoi cucmemu: 4acTo: TOJIOBHUM 6iflb; HEYACTO: 3allaMOPOYEHHS,
mapecTesid, TimecTesis, Aucres3is, aMHe3is; pigkicHi: mepudepuyHi HeHpomnarTii, 4acToTa
HeBijoMa: MiaCTeHis rpasic.

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

ITopyweHHA PYHKUIT WAYHKOBO-KUWKOB020 MPAKMY: 4aCTO: 3aIll0P; HEYaCTO: TaHKPEaTHuT,
OJTI0BaHHS.

ITopyweHHs pyHKUii CKesemHo-M’ 30801 cucmemu ma cnoayyHoi MKaHuHu: 4acTo: Oinb y
cyrnobax, 0inb y ciuHi; pigkicHi: MiomaTis, Mio3uT, pabIOMioJIi3 Ta Y4epPBOHO-KOPUYHEBE
3abapBIIeHHS cedi.

3aeanvHi nopyweHHs: He4acCTO: acTeHid, 6inb y Tpyasax, nepudepudHi HabpsSIKH,



CTOMIIIOBAHICTB.

IopyweHHs memaboizdmy ma xapuyeaHHs: HEYACTO: TimormiKeMis, 30i/blIeHHS MacH Tifa,
aHOPEKCis.

ITopyweHHA pyHKUII NeviHKU ma H#C084YHO20 MiXypd: Hag3BUYaNHO PiAKiCHI: MeYiHKOBa
HeIOOCTAaTHICTb.

IopyweHHs 3 6OKY WKipu ma cnoay4yHoi mkaHuHu: HeYacCTO: IKipHi BUCUIIAHHS, CBEpPOixK,
aJiomellisl; PifiKiCHi: aHTiIOHEBPOTUYHUY HaOPSK, Oy/IbO3HUM epMaTUT (Y TOMYy YHUCITi
MynIbTA(GOPMHA epuTeMa), CuHAPOM CTiBeHCa-[[2KOHCOHA Ta TOKCUYHUM emifiepMalbHuA
HEKPOJIi3, TiXxeHOoigHa peakllisi, CIpUYMHEeHa JIiIKapCbKUM 3ac000M.

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

Posaadu 3 60Ky cucmemu kposi ma aimpamuyHoi cucmemu: PigkicHi: TPOMOOLUTOIIEHIs.
Po3nadu 3 60Ky iMyHHOI cucmeMu: YacToO: aeprivyfi peakilii; Hag3BUYaWHO PiAKicHi: aHadimakcis.
Po3nadu 3 60Ky opeaHie 30py: HEYACTO: 3aTYMaHEeHHS 30DY.

3MmiHu pe3yavmamie 1a60pamopHuUX aHaizie: 4aCTO: BIIXUIEHHS pPe3ynabTaTiB QyHKIIIOHATBHUX
npo0 MeviHKY, MigBUIIEHHS aKTUBHOCTI KpeaTuH(OoC)OKiHa3u KPOBi; HEYACTO: TO3UTUBHUM
pe3ynbTaT aHalli3y Ha BMICT JIEUKOIUTIB y Cedi.

4k i mpu 3actocyBanHi iHmux iHridiTopis 'MI" KoA-pefyKTa3y, y malieHTiB, sSKi TpuiiManu
aTOpBaCTaTHH, CIIOCTepiranu MigBUIIEHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKU KPoOBi. i
3MiHU 3a3BUYa Oyau c1abKo BUpaKeHUMU, TUMYaCOBAMHU Ta He OTpedyBaiu BTPy4aHHS
abo mikyBaHHs. KiiHiuHO 3HauyIle MiIBUILIEHHS aKTUBHOCTI TpaHCaMiHa3 CHPOBATKU KPOBi
(mepeBUIlleHHS BEPXHbO1 MeXKi HOpMU OinbIl HiXK y 3 pa3u) croctepiranu y 0,8 % mallieHTis,
SIKi TpUMManyu aTopBacTaTyH. Lle migBUIIeHHS MaJio D0303a/IeKHUM XapaKTep Ta 0yIo
000POTHUM Y BCiX IAIiEHTIB.

Y 2,5 % nallieHTiB, gKi IpuiiMajyd aToOpBaCcTaTHH, CIIOCTepirajayu 3pOCTaHHS aKTUBHOCTI
KpeaTUHKiHa3¥ CUPOBATKM KPOBI, 1110 GibIl HiK Y 3 pa3u ImepeBUIllyBaia BEPXHIO MEXKY
HOpMU. Le 36iraeThcs 3i CIIOCTEPEXKEHHSIMH MIPU 3aCTOCYBaHHi iHmmx iHribiTopiB 'MI" KoA-
penyKTa3y y Xofi KiiHiuHux gociigxkess. Y 0,4 % malieHTiB, SKi OTpUMYBaJId aTOPBACTATUH,
CIIOCTepiranaucs piBHi, 110 IePEeBUIIyBaId BEPXHIO MeXYy HopMu Oinbin HixK y 10 pasis.

[ToGiuHi peakilii, SKi BUHUKIIY ITiJl Yac KIiHIYHUX MOCITigXeHb: iHPEeKIliss CeYOBUBITHOTO
TPakKTy, IIyKpOBUY fiabeT, iHCylbT, MiABUINEHHS aKTHBHOCTI TpaHCaMiHa3 CUPOBATKU KPOBIi
(Mano mo303anexXHUM XxapakTep Ta 6y10 000POTHUM y BCiX MallieHTiB), 3pOCTaHHS
aKTUBHOCTI KpeaTUH-KiHa3u CUPOBATKU KPOBI, ITYKPOBUH miabeT.

[ToCBin micnspeecTpPaliiHOr0 3aCTOCYBaHHSA

[TpoTsiroM micnsipeecTpalifHOr0 3aCTOCYBAHHS aTOPBACTATUHY Oy/Iu BUSBJIEHI HUXK4Ye3a3HaueHi
HebOaxkaHi peakirii. OCKiIbKY IIPO ITi peakIlii Hagxomuau MOBiqOMIEHHST Ha MOOPOBibHiM OCHOBI Bif
TIOTIY /ALl HEBiOMOI YMCEeTbHOCTI, He 3aBXKOM MOXKHa JOCTOBIPHO OLIHUTHU IX 4aCTOTY abo



BCTAHOBUTH IIPUYUHHO-HACITITKOBUI 3B’'SI30K i3 3aCTOCYBAHHSIM IIpemapary.

ITo HeOakaHWX peaklliif, OB’ I3aHUX i3 TiIKyBaHHIM aTOPBaCTaTUHOM Ta 3apPEECTPOBAaHUX
IIiC/Ig BUXOMOY IIpelapaTy Ha PUHOK, He3aJIeXKHO Bif OLIHKY MIPUYUHHO-HACIIIKOBOTO 3B’ SI3KY,
HaJsiexkaTh: aHadimaKkcis, aHTiOHEBPOTUYHUYN HaOPSK, OyIb03HI BUCUIIAHHS (Y TOMY YMCIIi
eKCcymaTuBHa MynsTu(OpMHa epuTeMa, CUHAPOM CTiBeHCa-[[2KOHCOHA Ta TOKCUYHUMI
emimepManbHUN HEKPOJIi3), pabmoMioi3, Mio3uT, MifBHUINleHa BTOMIIOBAHICTh, PO3PUB
CYXOXKUIINS, TeTalbHa Ta HeleTalbHa MMe4YiHKOBa HEJOCTaTHICTh, 3allaMOPOYEHHS, TeIpecis,
nepudepryHa HEUPOMIaTisd Ta MaHKpPeaTHUT.

Hagxomuny pifKicHI IOBiIOMIIEHHS PO BUIIaAKU iMYHOJIOTiYHO OIIOCEPENKOBAHO1
HEKPOTH3YI040l Miomarii, MoB’s13aH0] i3 3aCTOCYBaHHAM CTATHHIB (IuB. po3min «OcobnuBoCTi
3aCTOCYBaHHS»).

Hapxomunu pipKicHi miciasgpeecTpaliliHi MOBiMOMIEHHS PO KOTHITUBHI po3naau (HampuKiaz,
YacTKOBa BTpaTa mmaM’aTi, 3a0yAbKyBaTiCTh, aMHe3is1, TOPYIIeHHs IIaM’sITi, CIIJTyTaHiCTh CBiJOMOCTI),
II0B’513aHi i3 3acTOCyBaHHAM cTaTUHIB. Lli KOrHiTUBHI po3nnapu Oy/u 3apeecTpoBaHi IpX 3aCTOCYBaHHI
BCiX CTATHHIB. 3arajioM peaxiiii He BiTHOCUIUCH OO KaTeropil cepio3Hux HebaKaHUX Peakiliv ta Oynu

000POTHUMHY IIiC/ISl IPUIIMHEHHS IPUIOMY CTaTHUHIB, 3 PI3HUM YacoOM [0 TI0YATKy MIPOSIBY CUMIITOMY
(Bim 1 gHS [O KiNbKOX POKiB) Ta 3HUKHEHHS CUMIITOMY (MefiaHa TPUBAJIOCTiI CTAHOBUIIA 3 THXKHI).

[Tim yac 3acToCyBaHHA [esKUX CTaTHHIB OyJIK OomucaHi Taki HebaXKaHi SBUILA: PO37an
cTaTeBOi QPYHKIII; BUHATKOBI BUMIQIKX iHTEPCTHIliaIbHOI XBOPOOU JIeTeHb, 0COOIUBO IIifT Yac
NOBrOCTPOKOBOIO JIIKyBaHHS.

I1ig yac IOCTMapKETUHTOBUX CIIOCTEPEXKEHD MOBIIOMIISAIOCS PO HUXKYe3a3HaueHi mobiuni peakirii.
ITopyweHHs (pyHKUIi KpoBOHOCHOI ma aimpamuyHoi cucmemu: TPOMOOLUTOTIEHIS.

ITopyweHHs ¢pyHKYIT iMyHHOI cucmeMu: anepriyHi peakiii, aHadinakcia (y Tomy aucii
a"HaQimakKTUYHUY II0K).

ITopyweHHs memaboai3mMy ma XxapuyB8aHHS: 36iIbIIeHHs MacH Tina.
ITopyweHHs pyHKUii Hepeosoi cucmemu: TONOBHUM Oilb, TilecTesis, AUCTeB3is.
Po3saadu wayHKo80-KUWK08020 mpakmy: Oinb y XKUBOTI.

ITopyweHHs QYHKUii opeaHis cayxy ma aabipuHmy: IYM y ByXax.

IlIkipa ma nidwKipHa MKAHUHA: KPOIIKB' THKA.

3 60Ky ckesemHO-M’ 530801 cucmemu ma CnoAYyYHOI MKAHUHU: apTPanTis, 6inb y CIuHi,
BOBYAKOBHUU CUHAPOM, PO3PUB M’SI3iB.

3az2anvHi nopyweHHA: 6inb y Tpynsx, nepudepuysuil HabPSK, He3OyKAHHS, BTOMA.

3MiHU pe3yabmamis 1abOPamMoOpHUX aHaaizie: MiABUILLIEHHSA aKTUBHOCTI ajlaHiH-
aMiHoTpaHchepa3H, MigBUINEHHS aKTUBHOCTI KpeaTuH(POCPHOKiHaA3U KPOBI.

ITediampuyHa nonyasuyis



[MegiaTpuuni narienTty BikoM Bif 10 mo 17 pokiB, siKi OTprMyBaiu aTOpBacTaTUH, Majli IPOQinb
IoCBigy MOGiYHMX peakilii, 3arayoM momiOHu no Mpodito MmaIllieHTiB, SKi oTpuMyBasu miamneto. Y
TPUPIYHOMY OOCIIIIXKEHHI, 3aCHOBAHOMY Ha OLiHIII 3araJbHOr0 PO3BUTKY 3a ILIKajow TaHHEpa Ta
BUMIPIOBAHHSM 3POCTY Ta MacCH Tijla, He CIIOCTepiraaocs KJIiHiYHO 3HAUYIOT0 BIJIUBY Ha 3arajbHUU
Ta CTaTeBUM PO3BUTOK. [Ipodint 6e3meku Ta MepeHOCHMOCTi ¥ IefliaTPUYHUX MallieHTiB OyB mogiOHUM
1o Bifomoro mpodinto 6e3neKy aTopBacTaTUHY y HOPOC/IUX MAlli€eHTiB.

Basa manux KiiHiuHOI 0€31meKy BKIo4a€e naHi mpo 0e3neky 520 memiaTpu4HUX Malli€HTIB, SKi
OTPUMYBAJIX aTOPBACTATUH, Cepel SAKUX 7 MallieHTiB BikoM 1o 6 pokis, 121 maiieHT 6yB y
BIKOBOMY fiana30Hi Bif 6 1o 9 pokis, a 392 nmauienTu - BikoM Big 10 go 17 pokis. Buxogdayu 3
HasIBHUX JaHUX, YaCTOTa, TUI Ta CTYIIiHb MOOIYHUX peakKIliil y miTel momiOHi o JOPOCIHX.

38imyBaHHA npo ni0o3prB8aHi nobiyHi peakuii.

[ToBigomiieHHs po moGiYHi peaktii micys peecTpariii TikapcbKoro 3acoby Ma€ BeJluKe
3HaueHHd. Lle mae 3MOry NpoBOOUTYU MOHITOPUHT CIIIBBIAHOIIEHHSA KOPUCTL/PU3UK IIPU
3aCTOCYBaHHI 1IbOTO JIIKapChKOT0 3aco0y. MeguyHUM Ta ¢apMalleBTUUHUM IpalliBHUKAM, a
TAKOXK IalieHTaM abo IXHiM 3aKOHHUM IIPeACTaBHUKAM CJIifl TOBiIOMJIATHY IIPO yCi BUNIAOKH
igo3pioBaHUX MOGIYHMX peaklIliii Ta BiACYTHOCTI e(peKTUBHOCTI JTiIKapChKOT0 3aco0y 10
IlepxkaBHOTO eKcrepTHOTo eHTPy MO3 Vkpainu 3a nocunaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 2 POKH.

YMoBu 30epiranHsi.
30epiraTu B OPUTiHANBHIN YIIAaKOBI IpU TeMIepaTypi He ute 25 °C.

36epiratv B HEOOCTYIHOMY IJIST OiTEH MiCIIi.

YnakoBka.

10 mr, 20 mr: 10 TabneTok y GmicTtepi; mo 3 abo o 9 GicTepiB y KApTOHHIN KOpOOIIi.

40 mr: o 10 Tabnetoxk y G6mictepi; mo 1 abo mo 3, abo mo 9 6micTepiB y KapTOHHIN KOPOOITi.

Karteropist Bimmycky. 3a pelLenToMm.

BupoOHUK.

KPKA, n.n., HoBo mecto, CnoseHist/KRKA, d.d., Novo mesto, Slovenia.
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Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MiCIsi IPOBaIXKeHHs MOro Jis/IbHOCTI.

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



