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IHCTPYKIIA
A1 METHIHOT O 3aCTOCYBAHHSI JIIKAPCHKOTo 3ac00y

Atopuc®
(Atoris®)

Cknao:

0ilo4a peyoguHqa: aTOPBACTATHH;

1 Tabnerxa mictuth 30 Mr a6o 60 Mr, aGo 80 Mr aropBacTaTMHy y BHIJIAI aTOPBACTATHHY
KaJIBIIIIO;

OONOMIDICHI ~ peyosUHU: JAaKTO3U MOHOTIJIpar, IEI0I03a MIKPOKPHCTAJIiYHa,
I'iIPOKCHIPOININENION03a, HATpilo KpOCKapMesno3a, KpOCIOBiIOH, moiicopbar 80, HaTpiio
TJIPOKCH]I, Markilo creapar;

000JI0HKA: CIIMPT NONIBiHUIOBHH, TaNbK, Makporoa 3000, turany miokcus (E 171).

Jlikapceka ¢opma. TabneTku, BKPUTI ILTIBKOBOIO 060JOHKOKO.

OcnosHi pizuxo-ximiuni enacmueocmi.

30 mr: 6imi abo Maitxe OiJTi, KpyTI, 3JIerKa Oy KJIi, BKPHUTI INTIBKOBOIO 060JIOHKOIO, 31 CKOIIEHOIO
KPOMKOIO Ta0JIeTK;

60 mr: 6111 abo Maiixe 01, OBaTBHI, ABOOIYKIIi, BKPUTI IUIIBKOBOKO 0O0JIOHKOIO TaOIEeTKH;

80 mr: Gim aGo maibxe 6im, y ¢opmi Kamcyiu, XBOONYKI, BKPHTI IJIIBKOBOIO OGOJIOHKOIO
TabJICTKY.

®apmakorepanesTuuHa rpyna. Iinoninigemidsi 3aco6u. IuriGiropu I'MI'-KoA-pemykrasu.
Atopsacratur. Kog ATX C10A A05.

Dapmaxonoziyni enacmusocmi.

Dapmarkoounamika.

arperaii. 3aBAsAKH Takii gii BiH mokpaliye reMoanHaMiKy i ¢

ATopuc® MICTHTH aKTHBHY pPEUYOBHHY AaTOPBACTATHH. ATOPBACTATMH € CEJIEKTHBHUM
KOHKypeHTHHM 1HTiGiTopoM ['MK-KoA-pemykrasu — ¢epmenTy, O BH3HAYa€ IMIBHAKICTD
NEPETBOPEHHS 3-TiAPOKCH-3-METUII-TIIIOTaPHI-KOCH3UMY A Y MEBAJIOHAT, IO € IIONEPEHUKOM
CTEpOIiB, 30KpeMa XojecTepuHy. TpHriinepuan Ta XOoIECTEepUH y TediHui BOYIOBYIOTECH Y
MOJIEKY/IM JIITONpoTeiniB gyxe Hu3bkol minsHocti (JITITHILD), HanxomsaTs o miasMu KpoBi i
TPAHCIIOPTYIOTECA N0 nepupepryHuX TkaHuH. Jlimonmporein Husbkoi mimsHocTi (JITTHILL)
yrBoproetscst 3 JIIIJIHIL i xaraGomi3yeThcsi TrONOBHHM YHHOM IIUISIXOM B33a€EMOJIl 3
BucokoadinauMy penentopamu JITTHIL (JITTHII-penentopn).

ATOpBAaCTaTHH 3HUKY€E KOHLIEHTPAIlii XOJIEeCTepUHY y TUIa3Mi KPOBI Ta IiMonpoTeiny y cHpoBaTIi
KpoBi muraxom inribysarHs I'MK-KoA-pexykrasu i GlocHmHTe3sy XojecTepuHy y NEUiHIN, a
TaKoX 30imblIye KimbKicTh mnedinkosux pementopip JIITHII Ha noBepxmi kiiTh, Mo
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IOPH3BOAMTE JI0 IOCHJICHHS 3aXOorUleHHs 1 katabomismy JITTHIII.

AtopBacratud 3HWXye yrBopeHHs JIITHII Ta kimekictes wactmnox JIITHII. Aropsacratum
CIpHYMHSAE BHpaXeHe 1 cTiiike miaBuimeHHs aktuBHOcTi JITTHII[-penentopis y moeaHaHHi 3i
CIIpHATIMBYMA 3MiHaMu sikocTi yactTuHOK JITTHIIL, mo uupkymoroTs. ATopBacTaTiH €HEKTHBHO
3HMXKye piBeHb XonectepuHy (XC) JITHIIl y mamieHTiB i3 TIOMO3MIOTHOIO CiMEHHOIO
rinepxoJieCTepUHEMIEIO, a 1le TPYyTIa, KA He 3aB3K/M pearyBajia Ha TEPAIilo TilmoIimiaeMiyHIMu
3acobamm.

KpiM BIUIMBY Ha JimigM IIasMH aTOpBAcTaTUH Mae€ iHMI epexTH, SKi MOCHIIIOIOTH HOro
AQHTHATEPOCKJIEPOTHYHY [it0. BiH mpurHidye cuHTE3 i30IpPEHOIMiB — PEUOBHH, sIKi IiIOTH K
(akTopu pocTy Ha nponidepartito KIiTHH IIaIKuX M A3iB CyIMH, 3MEHINYE B 43KiCTh IJIA3MH Ta
aKTHBHICTb AeSKMX (haKTOpiB Koaryisiiii Ta mpHse HopMalisalii mporueciB Koaryisiii KpoBi.
Kpim Toro, ixribiropu I'MI'-KoA-penykTasu BIUMBaIOTh HA MeTA0OJII3M MakpoQaris i, Takum
YAHOM, IPUTHIYYIOTH 1X aKTHBAIIIO, IO 3MEHIIIY€ PU3UK PO3PHUBY ATEPOCKIEPOTHYHUX OIISIIOK.
byno nokasaHo, IHo aTopBacTaTHH 3HIKYE KOHIEHTpaIii 3arasHoro Xonectepuny (3046 %),
XC JHIHIOL (41-61 %), amonminomporeiny B (34-50 %) Ta tpuriinepuais (14-33 %),
cnpuunHMoun BapiabenbHe migsuineHHs piBHs XC JIIIBII[ ta amomimomporeiny A B xoxi
TOCTIKEHHS, B IKOMY BHBYAIIH JO303IEXHICTD #oro edexty. L{i pe3ynbTaTy y3romKyroThes 3
JIAHUMH IOJ0 XBOPHUX 13 T€TEPO3UTOTHOIO POJMHHOIO TilIEPXOJECTEPHHEMICIO, HEPOAMHHUMM
GopmamMK rinmepxonecTeprHEMii Ta 3MIMIAHOK TIMEPTIMiAEMI€I0, BKIIOYAIOYH XBOPHUX 3
1HCYJTIHOHE3aICKHUM IIYKPOBUM J1ia0e€TOM.

bymo noBeneHo, mo 3HWXKEHHS piBHIB 3arampHoro xonecrepury, XC JIITHII[ Ta
aroJIinonpoTeiny B 3MeHITye pU3HK PO3BUTKY CEPIIEBO-CYAMHHHMX YCKIATHEHD Ta IETANBLHICTD
BiJI CEpIEBO-CYAMHHMUX 3aXBOPIOBAHb.

Dapmaxokinemuxa.

Abcopbrris

ATOpBacTaTHH MIBHJKO aOCOPOYETHCS MICHA MEPOPATHHOrO IPUHOMY 1 J0CSTac MaKCHMAIBHOT
KOHIIEHTpallii y mia3mi 4epe3 1-2 roguHu. PiBeHs nornuHaHHs Ta KOHIICHTPAIlis aTOPBACTATUHY
y IUIasMi KpoBi 3aJIeXHUTH BiJ TO3M aTOpPBACTATHHY. BiogocTymHICTE aropsacTtatuHy y (Gopmi
TabJNIETOK IOPIBHAHO 3 PO3YMHOM CTaHOBUTH 95 % T1a 99 % Bimmosizmo. AGCOmIOTHA
0i0JOCTYIHICTE aTOPBACTATHHY CTAHOBHUTEH NpHOMM3HO 12-14 %, a cHCTeMHa AOCTYIHICTH
1HTi0yr0u0i akTHBHOCTI BimHOCHO 'MI"-KoA-penykrazu — npubmsuo 30 %. Husbka cuctemna
010JOCTYIHICTh 3yMOBJIEHA MPECHCTEMHHAM KIIPEHCOM Y CIM30Bili OCOIOHI INLIyHKOBOTO
TpakTy Ta 6ioTpaHchopMaIiiero i 9ac MepBUHHOTO IPOXOKEHHS Yepe3 TEYiHKY .

Posmonin

Cepeniii 06’eM po3NoAiy aropBacTaTUHY AOpiBHIOE IpHOIM3H0 381 1. 38’ 13yBanus 3 GinkaMu
INIa3MKM KpoBi cTaHOBUTH > 98 %. KoHmeHTpariiiHe CHiBBiJHOINEHHS KpOB/IUIa3Ma, IO
CTaHOBHTH Npubmu3Ho 0,25, BKa3zye Ha MOrade MPOHAKHEHHS IPenapary B epUTPOIIUTH.
Metabonizm

ATopBacTaTHH 3HA4YHOIO MIpOI0 MeTalONi3yeThCsA, YTBOPIOIOYH TpPH IBOMY OPTO- 1
NapariipoKCUIbOBaHI IOXiAHI Ta pi3Hi OpoAaykTH P-okucHewns. In  vitro opro- i
HapariIpoKCUIbOBaHI MeTa0ONITH TPOABIAIOTH I1HTIOyIOYy akTHBHiCTH mogo I MI-KoA-
peIyKTa3H, eKBiBaJCHTHy il aropBacTaTuHy. lHriOyroumii edexr mpemapary BigHocHo I'MI -
KoA-penykrasu npubausuo Ha 70 % BU3HAYAETHCSA aKTHBHICTIO IUPKYJTIOIOYHX METAOOIITIB.
Buminenus

ATOpBacTaTUH Ta HOro MeTaOONITH TOJOBHAM YMHOM BHBOJSTHCS 3 MKOBYIO ITICIIS IIEYiHKOBOL
Ta/abo Tmo3amediHKoBOi OioTpaHcdopmariii, OgHAK He 3a3HAIOTH ILTYHKOBO-IIEYiHKOBOI
pemupkynsnii. CepenHilt mepioJy HamiBBUBEACHHS aTOPBACTAaTMHY V IIIOHEH CTAaHOBUTH
npubnusHo 14 roaus. IHriGyioua aktuBHicTH BimHOocHO I'MI'-KoA-penykrasu 3GepiracThes
npotsirom 20-30 roawH dYepe3 MPHCYTHICTH akTUBHMX MerabomitiB. Ilicas mepopalbHOro
IpHUHOMY IIpenapary 3 Ce4er0 BUAUIETHCS MeHIIe Hixk 2 % I03H.

AtopBacTaTuH € CcyOcTpaTOM  MEYiHKOBHX  TPAHCIOPTEPIB, OPraHiuHOro  aHiOH-
tpaHcnoprytouoro mnomnentaay 1Bl (OATPIB1) ta 1B3 (OATP1B3). Merabonitu
aropBacTaTtHHy € cyoctparamu OATP1B1. AtopBacTatnH Takox iieHTH(}IKyETbCS SIK CyOcTpar
Oinka pe3UCTEHTHOCTI N0 JiKapchbkux 3aco6ie 1 (MDR1) Ta 6inka pe3sucTEHTHOCTI 10 paKy
Mogounoi 3ano3u (BCRP), sxuii mMoxe oOMeXyBaTH KHINKOBE BCMOKTYBaHHS Ta >XOBUYHUI
KJIIpEHC aTOpBaCTATHHY.
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Homynsnii panieHTis

Ilayienmu nimnb020 6iKy

Konnenrpariis aropBacTaTvHy y IJia3Mi KPOBi Y 3JOPOBHX JOOPOBOIBIIIB JTITHROTO BiKY (BikOoM
> 65 pokiB) BHIIA, HIXK y MOJIOJIIUX, TOJi AK TiMONimigeMiuHi epekTu Oyu MOPIBHAHHUMH 3
TaKHMH, IO CTIOCTEpIiramcs y MOJIOJAWX TAIliEHTIB.

Jimu

VsBHUH KJIIpEHC TIPH MEPOPATILHOMY IIPUIAOMI aTOPBACTATHHY Y JiT€H BHUSBHUBCS IOJIOHUM 0O
KJIIipeHCY B IOPOCTIOl IOAUHH IpH MacmTabyBaHHI aIOMETPUYHO 34 MacoIO TiJla, OCKiNBKY Maca
Tina Oyjla €IUHOI0 3HAYHOIO KOBApIaTOI0 Yy IMOMYJAIiiHiM (apMakoKiHeTHUHIM Moxemni
aTopBacTaTHHY 3 JaHUMH, fKi BKIIOYaIH JiTell 13 TE€TEPO3UIOTHOI0 CiMEHHOIO
rinmepxonecrepuHeMi€ero (BikoM Bix 6 10 17 pokiB).

Cmams

KonnenTpanist aTopBacTaTHHy y IUIa3Mi KpOBi Y JKIHOK BiJIpi3HS€THCS BiJi TAaKOi y YOJNOBIKiB
(MakcuMaibHA KOHIEHTpaIis y mia3Mi KpoBi (Cmax) Buma npubmusao Ha 20 %, a mwioma mix
kpuBoto (AUC) mmxua Ha 10 %). [IpoTe i po30DXHOCTI HE MarOTh KIIIHIYHOTO 3HAYEHHS, a
rinominizieMigHui edeKTt npenapary y J0JI0BiKiB Ta JKIHOK Maiike 0THAKOBHI.

Hupxosa neoocmamuicmo

3axBOpPIOBaHHS HHPOK HE BIUIMBA€ HA KOHIIEHTPAIIO Yy TulazMi KpoBi ab0 TimoJimigeMidHi
edexTr aTopBacTaTUHY Ta HOTO aKTUBHUX METaOOJIITIB.

I'emogianiz. HesBaxkatroum Ha Te, M0 3 YYaCTIO NAI€HTIB 3 TEPMIHAJIBHOIO CTAmi€r0
3aXBOPIOBAHHS HUPOK JOCIIKEHHS HE IMPOBOMIIN, BBAXKAETHCS, MO MEMOTiali3 He ITABHIIYE
3Ha4yIIMM YKMHOM KIipeHC IpemapaTy, OCKITbKH aTOpBACTATHMH IHTCHCHBHO 3B’SI3YETHCA 3
OinkaM¥ IUTa3MHU KPOBI.

Ileuinkoea neoocmamuicme

Konnenrpamist aTopBacTaTiHy y Imia3Mmi KpoBi TOMITHO IiIBHINEHA Y MALI€HTIB i3 XPOHIYHOIO
JIKOTONBHOIO XBOpPOOOI MediHKH. 3HadeHHsA NoKa3HUKIB Cmax Ta AUC y 4 pa3m Bumi y
DalLi€HTIB 13 3aXBOPIOBAaHHSM IEUYiHKH Ki1acy A 3a mwxaroro Yainga—I1'1o0.

V mnamieHTIB i3 3axBOpIOBaHHSAM Ie4iHKH kiacy B 3a mkanoro Yaiiima—I'to 3nadenns
moka3HUKiB Cmax Ta AUC migBHIyrOTECsA Mpubm3Ho 16-kpaTHO Ta 11-KpaTHOo BiATOBIAHO (IUB.
pozain «IIpoTunokazaHHs» ).

KuiiHivHiI XapaKkTepuCTHKH.
Ilokazanna.
3anobicanns cepyeso-cyOUHHUM 3aX80PIOBAHHAM
JopocnuM namienTam Oe3 KJIHIYHO BHpaxeHOoi imemiuHoi xBopoOm cepus (IXC), ame 3
nexinmskoMa ¢akropamu pusuky IXC, Takumu K JTiTHIH BiK, TIOTIOHONATIHHS, apTepialbHa
rineprensis, Hu3pKkuil piseHs JIIBII[ a6o nasBHicTh panHBOi IXC y cimeiinomy aHamHesi,
npernapar IMoKa3aHui Jiis:
- 3MEHIIEHHS PU3HUKY BUHHKHEHHS iHapKTy MioKap/a;
- 3MEHINEHHS PU3WKY BHHUKHEHHS iHCYIbTY;
- 3MCHIIEHHS pU3MKY BUHHKHEHHS CTEHOKApii Ta HEOOXiHOCTI MPOBENECHHS MPOIICAYP
peBacKyIsipu3anii Miokapa.
HopocmuM nanienTam 3 mykpoBuM miaberom II-ro Tumy Ta 6€3 KIIHIYHO BHPaXEHOT iMeMidHOT
XBOpOOH cepiis, ae 3 JieKiTbkoMa (pakTopaMu pu3uKy po3BUTKY [XC, TakuMHu SIK pETHHOIIATIS,
aIE0YMiHYpist, TIOTIOHONATIHHA a00 apTepialbHa rinepTeH3is, npenapaT MoKa3aHui Jis:
- 3MCHINCHHS PU3MKY BUHUKHEHHS iH(papKTy MioKapna;
- 3MCHINEHHS PU3WKY BUHUKHEHHS 1HCYJIBTY.
JlopociiuM marieHTaM 3 KIIHIYHO BHUPaXEHOIO IMIEMIYHOI0 XBOpPOOOKO ceplls Ipernapar
MOKa3aHuM 1Jis:
- 3MEHINEHHS PU3WKY BUHHKHEHHS HEJIeTallbHOTO 1IHQapKTy MioKapaa;
- 3MCHINEHHS PU3MKY BUHUKHEHHS JICTAIHHOTO Ta HEJIETATBHOTO iHCYIIBTY;
- 3MEHIICHHS PU3UKY HEOOXiHOCTI ITPOBEACHHS NPOLEyp PeBacKyJ IIpU3allii Miokap/a;
- 3MEHIICHHS PH3UKY HEOOXIJHOCTI Tocmitaiizamii y 3B'SI3KY 3 3acCTIHOIO CEpIEBOIO
HEJIOCTATHICTIO;
- 3MCHIIEHHS PU3HKY BUHMKHEHHS CTEHOKAPIiT — =
Yaroaxeno 3 Matapianamii
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T'inepninidemin

Y oopocnux nayienmis

- Ilepeunna zinepxonecmepunemis (zemepo3uzomna cimelina i Hecimelina) ma 3mMiuana
oucninioemisn (mun Ila ma I1Ib 3a xnacughixayiero @pedpikcona). Ik NONOBHEHHS A0 Ji€TH, MO0
3MEHIIMTH MigBHINEHI piBHI 3aranpHOro xojecrepuny (3XC), xonecTepHHy JHIONPOTEIAiB
mau3pkol mineHocTi (XC JIIHII), amonmimomporeiny B Ta TtpurminepuzmiB, a Takox ais
i IBUINEHHS PiBHS XOJECTEPUHY JIITONpoTeiAiB Bucokoi minbprHocTi (XC JITIBIIL).

- TI'inepmpuezniyepudemin (mun 1V 3a knacugixayiero Ppedpixcona). SIx NOTIOBHEHHS 10
JieTy A7 TiKyBaHHS Mai€eHTiB 3 MiBUINCHAMHE PiBHAMH TPUTIIEPHUJIIB Y CHPOBATII KPOBI.

- Iepeunna oucbemaninonpomeinemisn (mun Il 3a xnacugixayicio @pedpikcona). [ns
JTiKyBaHHS MAIlIEHTIB Y THX BHIAAKAX, KOJIW JOTPUMAHHS JI€TH € HEJOCTaTHBO €(EKTUBHUM.

- Tomosuzomna cimetina zinepxonecmepunemis. Jns 3menmenns 3XC ta XC JIITHII sx
JOIIOBHEHHS JI0 iHIIMX TiMIONinigeMiUYHMX METO/IIB JiKyBanHs (Hanpukian adepes JITTHIIT) abo
SIKITO TaKi METOJY JIIKyBaHHS HEJTOCTYTIHI.

- T'emepo3ucomna cimetina cinepxonecmepurnemis y nayicnmie oums4ozo 6ixy (gikom 10—17
pokis). Sl moriosHeHHs 10 Aietw s 3meHneHss pisHiB 3XC, XC JIITHII i anoninonporeiny B
y XJIOIYHKIB-IIITITKIB Ta JiBYAT MMiCIs IOYATKy MEHCTpyanii BikoM Bix 10 1o 17 pokiB, sikmIo
IiCJIA BiMOBIAHOT Ai€TOTepamnii pe3yJibTaTH aHaATi3iB TaKi:

a) xonecrepur JITTHII 3amumaerses > 190 mr/amn (4,91 mmouns/n) abo

0) xonecrepun JITTHIL > 160 mr/mn (4,14 mmons/n) Ta:

e vy CiMelfHOMY aHaMHe31 HasBHI paHHi CEPIICBO-CYINHHI 3aXBOPIOBAaHHA 200

e gBa abo Oumbme iHmMUX (aKTOPIB PU3UKY PO3BUTKY CEPLEBO-CyAHMHHHUX 3aXBOPIOBAHb
IPHCYTHI y MAIli€EHTa TATSIYOTO BIKY.

Ilpomunoxazanna.

o [NinepuyTnmBicTh 0 OyAB-IKOTO IHIPEIIEHTA MIpenapary.

e 3axXBOPIOBaHHSX IEYiHKH B rocTpiil ¢asi abo crifike miJBUINCHHS (HEBIJOMOIO I'CHE3Y)
piBHIB TpaHcaMiHa3 y CHPOBATIl KpOBi B TpH abo OinbIe pasis.

e [Ipemapar MPOTHIIOKA3AHMI BariTHMUM, JKIHKAM SKi TOXYIOTH TIpYyJUIIO, Ta >KIHKaM
PEIpOXYyKTHBHOTO BiKy, SIKi HE 3aCTOCOBYIOTH HAIEXXHI METOAM KOHTpaueniii (Ius.
PO31Ti «3acTocyBaHHA Y IEPioj BariTHOCTI a00 TOAYBaHHSI TPYIUTION ).

e JlikyBanHs IpOTHUBIPYCHUMHU MpenapaTaMu riekanpeBip/moOpenTacsip npotu rematuty C.

B3aemooin 3 inmumu aikapcoKumu 3acooamu ma inwi euou 63aeMooiil.
Atopsacrarud € cyberparom CYP3 A4 ta TpancnioprepiB (Hanpukian, OATP1B1/1B3, P-gp abo
BCRP). PiBHi aropBacTaTHHy y IU1a3Mi MOXXYTh 3HAYHO IIiIBUITYBaTHCS IIPH OJHOYACHOMY
sacrocyBanni iuriditopise CYP3A4 ta TpancmoprepiB. Y Tabmumi 1 HaBeneHo Iepelik
mpenapariB, ki MOXYyTh 30UIBIIMTH EKCIO3HIIIO JIKApCBKOro 3acoly Atopuc® i pmsmuk
PO3BUTKY Miommarii Ta pabioMiolizy mpH OJHOYACHOMY 3acCTOCYBaHHI, 1 pexoMeHJamii monxo
TKyBaHHS Ta 3amo0iraHHs TakuM pus3ukaM (MuB. po3aimu «OcoOIMBOCTI 3acTOCyBaHHS» 1
«®apMaKoIIoTivyHI BIACTHBOCTI» ).

Tabmuns 1
Bzaemogmis nikapchkoro 3aco6y Artopuc® 3 iHIIMMM NiKapchbKHMH 3acofamm, sKa 301IblIye
PH3HMK PO3BUTKY Miomarii Ta pabiomionisy Atopuc®.

Luxnocnopun abo zemgibposun

PiBHi aTopBacTaTHHY y TUIa3Mi 3HAYHO IIiIBUIIYBATUCS IIPA OJHOYACHOMY 3aCTOCYBAHHI
nixapcskoro 3aco6y Atopuc® i nuxiocnopuny, inribiropy CYP3A4 ta OATP1B1 (us.
Kniniupmit | po3ain  «®apmakosoriuni  BracTuBOCTi»). MoHoTepaniss reMdi6po3mioM Moxe
BILJIUB CIpHYMHATE MionaTiro. [CHye miABUINEHH#H pU3KUK PO3BUTKY MionaTii Ta pabaomionizy npu
OJHOYACHOMY 3aCTOCYBAaHHI IUKJIOCIIOPHHY 260 remM}ibpo3niny 3 mikapchkuM 3acoboM

Atopuc®.

He pexkoMeHIyeTbCs OHOYACHE 3acTOCYBaHHsS IUKIOCHOpHHY abo rem@iOpo3uiy 3

3axoamn .
4 nikapcbkuM 3acobom Atopuc®.
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[Ipomugipycui 3acobu

Knmiriunwmit
BILIUB

PiBHI aTOpBacTaTHHy y IUIa3Mi 3HAYHO IIiABUILYBAIMCA IIPH OJHOYACHOMY 3aCTOCYBAHH]
TKapchKoro 3acoby Atopuc® 3 GaraTsMa MpOTHBIPYCHUMHE 3ac06aMH, SKi € iHTibiTOopamMu
CYP3A4 Ta/abo tpancnoprepamu (mampukiag, BCRP, OATP1B1/1B3, P-gp, MRP2,
OAT2) (muB. posnin «®PapMakonoriydi BIaCTHBOCTI»). IloBimoMisnocs npo BHmanKu
miomarii Ta  pabmomionmizy — mpum OJHOYACHOMY  3aCTOCYBaHHI  KOMOIHaIlii
nepunacsip + cohocOysip 3 sikapebkuM 3aco6om Atopuc®.

Saxoau

e He PEKOMEH/TYETHCsl OIHOYACHE 3aCTOCYBAaHHA KOMOinanii mnpaHaBlp + puTOHaBip
abo riekanpesip + mibpenracsip 3 mkapcokuM 3acobom Atopuc®.

® V nauiesTis, AKi OTPUMYIOTH JIOIIHABIP + PHTOHABIp abo cHMeENpeBip, ciif OLiHHTH
KOPHCTB/PH3HK OJJHOYACHOT'O 3aCTOCYBAHHS 3 aTOPBACTATHHOM.

e V 1amieHTiB, fAKi OTPUMYIOTH CakBiHaBip + pUTOHaBip, JapyHaBip + PHUTOHaBIp,
ocamnpenasip, pocamnpenasip + puronasip, enGacsip + rpasonpesip a6o neTepMoBip,
no3a Atopuc® He OBHHHA nepesuiryBaru 20 mr.

® Y nauienris, sxi orpumyroTh HendiHaBip, Ko3a mikapchkoro 3acoby Artopuc® He
HOBHHHA NepeBHIyBaTH 40 Mr (uB. po3ain «CIocib 3acToCyBaHHS Ta H03U»).

e [loTpiOHO OINHUTH KOPUCTH/PHU3HMK OZHOYACHOTO 3aCTOCYBaHHs  KoMOiHamil
nenunaceip + copocOysip 3 mikapeskum 3aco6oM Atopuc®.

¢ [loTpibHO KOHTPOOBATH O3HAKH TA CHMITOMH MIONAaTii y BCiX marieHTiB, 0co6IMBO
Ha [0YaTKy JIKyBaHHS Ta i/l 9ac 361IbIIeHHs /1034 6Y/Ib-KOT0 Npenapary.

IIpuxnamn

‘Tunpanasip + prronasip, TIIEKapeBip + mOpeHTacBip, JOIIHABIp + PUTOHABIP,
CHMECNpEBIP, ~ CaKBiHaBip + pHTOHaBip,  JapyHaBip + putoHaBip,  docamupenasip,
(ocammpenasip + putonasip, en6GacBip + rpasonpesip, nerepmoBip, Hexdinasip Ta
Jeunacsip + codocbysip.

Oxpemi azoneni npomuzpubrosi 3acobu abo Maxponioni anmubiomuxu

Kniniunwmii
BILJIUB

PiBHi aTopBacTaTHHy y ma3mi 3HAYHO HiABHIIYBAIKCS OPH OJHOYACHOMY 3aCTOCYBAHH]
nikapchKoro 3acoby Atopuc® 3 OKpeMHMHE a30NBHUMHM IPOTHIPHOKOBAMY 3aco0amMu a60
MakKpoTiIHUMU anTubioTHKamu depes iHribysanus CYP3A4 ta/a6o TpaHCTopTepiB (IuB.
po3/ii «PapMakoIoTiuHi BIACTHBOCTIY).

Saxoau

Y nauienTis, ki OTPUMYIOTH KIAPUTPOMIIMH 260 ITpaKoHa3011, 1034 JIIKApCHKOro 3acoly
Atopuc® me mopuHHa nepemimyBari 20 Mr (mmB. po3nin «Cmocib 3acTocyBaHHS Ta
no3m»). Clijl OUiHUTH KOPHCTH/PU3UK OJHOYACHOTO 3aCTOCYBAHHS OKPEMHX a30JbHHX
npOTHrpH6KOBHx 3ac00iB a0 MaKpOJNiTHMX aHTUOIOTHKIB 3 JIlKapCLKI/IM 3acoboM
Atopuc®. Citiji KOHTPOTIOBATH O3HAKH Ta CHMITTOMH MiOTaTii ¥ BCIX MAIlEHTIB, 0COOINBO
Ha [104aTKy Teparrii Ta 111 9ac 30inbIIeHHs /1031 Oy /1b-IKOT0 Mpenapary.

[Ipuxiianu

Eputpominun, KIapuTpoMinmMH, iTpakoHa30J, KETOKOHA30J], [O3aKOHA307  Ta
BOPHKOHA30JI.

Hiayun

Kniniyawmit
BIUINB

Coocrepiranics Bumagku Miomarii Ta paGmomionisy Ipu OJIHO4ACHOMY 3aCTOCYBaHHI
JIlHlI[OMOI[I/I(blKYBaJILHI/IX no3 Hianuay (> 1 r/mo0y HianuHy) 3 JKapchKUM 3acoGoM
Artopuc®.

3axonu

Cuiz 3BaXKUTH, Y KOPUCTEH BiJl OAHOYACHOTO 3aCTOCYBaHHS JIMAOMOAN(DIKYBANIBHUX 103
HialMHY 3 JiKapchKUM 3acoboM ATopuc® NepeBMINye ImiIBHINEHME PHU3HK pPO3BUTKY
Miomatii Ta paGpomionizy. SIKIO NPHIHSATO pilleHHs PO OAHOYACHE 3aCTOCYBAHHS,
HOTPiOHO CIOCTEPITaTH 3a MOABOIO O3HAK TA CHMIITOMIB MiOTIATil y HAaIi€HTIB, 0COGIMRO
Ha [04aTKy Tepartii i Imij 9ac 36iipIeHHs 1031 OYb-5IKOT0 3 NpenapaTis.

Dibpamu (ox,

iM eemghibpozuny)

33_CTOC}’BaHH$I (1)16paT1B SIK MOHOTCpaHII MOXE BHKJIMKATH Mionariro. Pusux PO3BHUTKY

Ktintgnmit

=y Mionatii Ta pabmpomionizy l'Il,IIBI/IIIIyeTBC}I IpU OJHOYACHOMY 3acToCyBaHHi (ibparis 3
JIKapehKUM 3acobom Atopuc®,

3axoms Crmig 3BaXwWTH, M KOPHCTb BiJl OJHOYACHOrO 3acTOCyBaHHs (iGpaTiB 3 JIKapCHKAM

3acobom Atopuc® nepesuinye 11iBamenuii -pH3HK PO3BUTKY MionaTii Ta pabiaomionisy.

Y3rofeHo 3 varvepianamii
pﬂcr‘rpaumuoro [10ChE




SIKu10 MpUAHSATO pilIEHHA IIPO OJHOYAacCHE 3aCTOCYBAHHs, MOTPIOHO crocTepiraTé 3a
IOSIBOIO O3HAK Ta CHMIITOMIB MionarTii y nanieHTiB, 0cOOIMBO Ha MOYATKy Teparii i mij 9ac
30inbImeHHs 1031 OY/1b-SKOI0 3 Nperaparis.

Konxiyun

Kniniunmit | Coocrepiranics Bumagxu Mionarii Ta pabaomionisy Imij 4ac 0JHOYACHOTO 3aCTOCYBaHHS

BILIUB KOJIXILIMHY 3 JIIKapCHKUM 3aco60M ATopuc®.
Cninx 3BaXHTH Kopncn,/pmnx OJHOYACHOIO 34CTOCYBaHHS KOJIXIUHY 3 JIKApPCHKHM

Saxomn 3a0060M. Atopuc®. Sxmo mpuHHATO PilIEHHS PO OJXHOYACHE 3aCTOCYBaHHs, MOTPiOHO
CIIOCTEPIraTH 3a MOSBOIO O3HAK Ta CUMIITOMIB MioNaTil y HaIieHTiB, 0COOIMBO HA IOYATKY
Tepanii i i 9ac 301IbIIeHHS 03U OYIb-KOro 3 IPENapaTiB.

I petinghpymosuii cix

e — CrnoxuBanus rpeitndpytoBoro COKY, 0006J’II/I-B0 Y BEHKHUX KUIBKOCTSX (no.H'az[. 1,2 mitpa

BILITHE Ha JIEHB), MOXeE TPU3BECTH 10 361m>.111e¥nm PIBHIB aTOPBacTaTHHY B IUIa3Mi 1 IiABHIIATH
PH3MK PO3BHTKY Mionarii Ta pabmomionisy.

axomi Cnin YHUKATH CTIOXKHUBAHHS BeJ'-II/IKO'l' KiTBKOCTI rpeﬁn(I)pyTgBoro coky (moHapx 1,2 mitpa Ha
JEHB), IIiJ] Yac 3aCTOCYBAHHS JIKApChKOro 3aco06y Atopuc®.

Tabmuug 2

B321€M0,I[1$I 3 JIlKapCBKI/l'MI/I 3&C06aMI/I SIKi MOXYTb 3HHXKXYBaTH excnomuno J'IlKapCBI(OI‘O 38.C06y

Aropuc®

Pupamniyun

Kiniaiyuunii
BILIUB

OnHoyacHe 3aCTOCYBaHHS JKapchkoro 3aco0y Artopuc® 3 pudammimuaoM, iHIyKTOpOM
muroxpoMmy P450 3A4 ra imribitropom OATP1B1, mMoxe mpH3BOIMTH A0 HECTIHKOTO
3HIDKEHHS KOHIIEHTpalil aTopBacTaTWHy B IUasMmi Kposi. Yepes mexaHisM HoABiifHOT
B3aEMOJIii pHaMIiiHy BiICTpOYCHe 3aCTOCYBAaHHS JIKapChKOTo 3acoby ATopuc® micis
BBelcHHd pubamninuHy Oyno TOB’s3aHe 31 3HAYHUM 3HHKEHHSM KOHIEHTpAIii
aTOPBACTATUHY Y IITa3Mi.

3axoau

PeKOMeHTy€ThCS OTHOYACHE 3aCTOCY BAHHSULIKAPCHKOro 3acoby Atopuc® i pudamminuay.

‘1'abmurg 3

Biums sikapeskoro 3acoby Atopuc® Ha inmi nikapebki 3aco6u

Ilepopaneni konmpayenmueu

T — Oz.moqaCHe 3aCTOCYBaHHS _JIiKapCLKoro 3acoly ATOpI/I.CG'a i TePOPITBHHX KOH-TpaIIel"ITI/IBiB

—— 361J'II>.IIIYBaJIO KOHICHTPALIlI0 HOPETUCTEPOHY T2 eTHHUIECTPaioNy y MiasMi Kposi (1us.
po3ain «PapMaKoIoriuHi BIACTHBOCTIY).

axomH Cuiz BpaxoByBatu 1€l $axt, oGHparuy nepopalbHuii KOHTPANENTHB IS MALIEHTIB, SAKi
npuiiMaoTh Atopuc®.

JHueoxcun

e T —— IIpu OJIHOYACHOMY 3af:TocyBaHHi 6iraropa30131/1x 1103 nilfap.cLKoro 3aco0y ATOpI/IC®' i

S JVITOKCHHY PIBHOB)KHI KOHIEHTPAIN] JMIOKCHHY B IIa3Mi IIiIBUILYFOTHCS (XUB. PO3AiN
«®DapMaKoJIOTiYHi BIACTHBOCTI»).

3axoau Crij Hane)XHMM YMHOM KOHTPOJIOBATH CTaH NAIEHTIB, SKi IPUAMAIOTh TUTOKCHH.

Lunmiazemy ziopoxnopuo.

Onnouacuuit npuiiom aTtoppactatHHy (40 Mr) Ta aunriazemy (240 Mr) CympoBOIKYeTHCS
i IBAIIEHHSAM KOHIEHTpALI] AaTOPBACTATHHY y ILIa3Mi KPOBI.

Lumemuoun.

Y pesynbTaTi MPOBEACHHUX JOCII/KEHb O3HAK B3acMOAIl aTOPBACTATHHY T4 LUMETUIMHY HE
BUSIBIIEHO.

Anmayuou.

OnHovacHwi MepopanbHUil IPUHOM aTOPBACTATHHY Ta CyCIEH3Il aHTAMAHOTO IIPENapary, mo
MICTMTh MArHIA Ta ANOMIHIIO TiAPOKCHA, CYNPOBOIKYETHCS 3HEDKCHHSM  KOHIEHTpALii

aTopBacTaTUHy y IUIa3Mi KpoBi npuOIM3H 35 %. Ilpu _nwomy rinomimigemiuxg Iis
Y3rofxeHo 3 Marepianamy /
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aTOpBACTATHHY HE 3MIHIOBAJIACK.

Azumpomiyun

OnHxouacHe npusHauenns aroppactatuy (10 Mr 1 pas va n06y) Ta asuTpoMinuHY (500 mr 1 pas
Ha J100y) He CYNpPOBOJKYBANOCS 3MiHAMYU KOHIEHTPAITii aTOPBACTATHHY Y ILIA3Mi KpOBI.
Ineibimopu mpancnopmuux 6inxie

[uriGiTopu TpaHCTIOPTHHUX GLIKIB MOXKYTH 30iJIBITYBATH CHCTEMHHUI BILIIUB aTopBacCTaTUHY (AUB.
Tabmimo 1). Llukocnopys Ta NeTepMoBip € iHriGiTopaMu TpaHCIOPTEPIB, SKi 6epyTh y4acTh y
posnozini aropsacratusy, B Tomy uucii OATP1B1/1B3, P-gp, Ta BCRP, mo NIpU3BOIUTO J10
CHCTEMHOI ~ eKcrmo3unii aropeacTaTMHy (auB. Tabmamo 1). Bwme npurniuenss
HAaKONHYyBaIBHAX TPAHCIOPTHUX OiNKiB Ha €KCIO3MI(I0 aTOPBACTATHHY B KIITHHAX IMEYiHKH
HEBIZIOMHI. SIKIO HEMOXTMBO YHHUKHYTH OAHOYACHOTO IPHHOMY, PEKOMEH/YETHCS 3MEHITUTH
03y Ta BECTH KIIHIYHE CIOCTEPEXEHHS e(eKTHBHOCTI iKyBaHHs (JUB. Tabmuio 1).

He pexoMeHAyeThCS 3aCTOCOBYBAaTH aTOPBACTATHH MAIli€HTaM, fAKi IPUMMAOTH JIETEPMOBIp
OJIHOYACHO 3 IHUKJIOCTIOPHHOM (IUB. «OcobUBOCHI 3aCMOCY8anun»).

TI'em@ibposun/noxioni gibpoesoi xucnomu

3acrocyBanns (ibpaTiB sk MOHOTepamii MOB’S3yIOTH 3 PO3BHTKOM SIBHIN 3 60Ky M’S30BOL
CHCTEMH, y TOMy 4MCHi pabpomiomizy. Pusuk Takux Iomiit Moxe OyTH MifBHINEHMH mpw
OTHOYAaCHOMY MpHHOMI NOXifHUX (GiGPUHOBOT KUCIOTH Ta aTOPBACTATHHY. SIKIIO HEMOYKIIMBO
YHUKHYTH OTHOYAaCHOTO 3aCTOCYBAHHSI, CIIJI 3aCTOCOBYBATH HAMHMXKIY 103y aTOPBACTATHHY
ATSL JIOCATHEHHA TEPAIEBTHYHO JO3H Ta KOHTPOJIOBATH HATE)KHAM YHHOM CTaH NALi€HTIB (JUB.
po3aL1 « OcoOIMBOCTI 3aCTOCY BAHHS).

Ezemumi6

3acTOCyBaHHA JIMIIE €3eTHMIOy TOB’S3YIOTh 3 yCKNIAAHEHHAMH 3 GOKY M’S3iB, BKIIOYAIOYH
pabzomionis. ToMy pU3MK BHHHKHEHHS LHX SBHIN MOXE 3GiIbITyBATHCS IpPU OJHOYACHOMY
3aCTOCYBaHHI €3eTUMiOy Ta aTOpBAacTaTWHY. PeKOMEHAOBAHMI HAIGKHHH KIIHIYHUN HACJIST
TAaKMX MAI[iCHTIB.

Konecmunon

KonnenTpauii y niasmi Kposi aTopsacTaTuHy Ta #oro akTUBHEX MeTaGoJITIB GyiIH MEHITAMU
(pubi. Ha 25 %), KO KOJNECTHIION IPHMATH OJHOYACHO 3 aTopBacTaTiHoM. OnHaK JimiTHi
edexrr Oynu OLIBIIMMHE, SKIO aTOPBACTATHH Ta KOIECTUIION NPUMMATH OTHOYACHO, HIX TOi,
KOJIM OJIH 3 JIIKAPCHKUX 3aC001B NpUiMaTH OKpPEMO.

Dy3zudoea kucroma

JloCHmiUKeHHS B3a€MOZIT 3 aTOpBACTATHHOM Ta (QY3HIOBOIO KHCIOTOIO HE nposoauiy. Sk iy
BUIAJKAX 3 IHOIIMHM CTATMHAMH, IMiJl 4aC OJHOYACHOIO 3aCTOCYBAHHS ATOPBACTATHHY Ta
(y3umoBoi KHCIOTH cIOCTEpiraid ycKIajHeHHS 3 GOKy M’SI3iB, BKIIOYAOUH pabaomionis.
Mexanism wiei Bzaemonil HeBimomuil. 3a mamieHTaMu CIIif| yBaHO CIOCTEpiraTH, i MOXKe
BHSIBUTHCS JOLLIHHAM THMYACOBE TIPHIIMHEHHS NIPUHOMY aTOPBACTATHHY.

Konxiyun

Ips 01HOYACHOMY 3aCTOCYBAaHHI aTOPBACTATHHY 3 KOJXIIMHOM TIOBiZOMIISTH IIPO BUIAJKH
mionarii, B ToMy 4HcIi paGroMionisy, ToMy CiIiJi 3 06EpeXHICTIO IPU3HAYATH aToOpBacTaTHH i3
KOJIXIIIUHOM.

Bruims aropeactaTuHy Ha JiKapebki 3ac06u, SKi NPUAMAIOTE OJHOYACHO

Luzoxcun

Ipn oxHoyacHoMy 3acTocyBaHHi GaraTopas’oBHX /03 IIpENapaTy Ta JUTOKCHHY PiBHOBAXHi
KOHIEHTpaIii IUrOKCHHY y TUIa3Mi KPOBI I IBUILYIOTHCS MpHOIH3HO Ha 20 %. Ciin HaneKHAM
YMHOM KOHTPOJIFOBATH CTaH MAIIEHTIB, SKi IPUHMAIOTH JUTOKCHH.

Ilepopanvni konmpayenmueu

OnsoyacHe 3aCTOCYBaHHs aTOPBACTATUHY 3 LHEPOPAILHUME KOHTPAIICTITHBAMH IIPU3BOIIIIO JI0
Mi/(BUIIEHHsS KOHUEHTpalii HOPETHCTEPOHY Ta ETHHINECTpaioNy y Iuiasmi kposi. Ili
MiIBUIIEHHS CTif 6paTh JIo yBary IpH BUGOPI IMEPOPATLHOTO KOHTPAIECIITABA AN KIHKH, SKa
IIpUiiMa€e aTOpBACTATHH.

Bapgpapun

Y KIHIYHOMY AOCIIJKEHH y IAI€HTIB, SKi POXOIMIIM JOBIOTPHBAJIE JIiKY BAHH BaphapHHOM,
OZHOYacHe 3acTocyBaHHs 80 MI aropBacTaTWHy IHOJCHHO 3 Bap)apHHOM HPH3BOIMIO IO
HEBEJTMKOro 3MEHIIeHHs (61m3bKo 1,7 cexyHIM) IPOTPOMGIHOBOrO Yacy MPOTATOM MepmmX 4
IHIB Tepanii, OHaK HeH MOKA3HWK MOBEPTABCS JI0 HOPMM IIPOTSrOM HACTYNMHEX 15 jHiB

Y3ropkeHo 3 Matepianamii
PEECTPALIRKOrO [OChE




JIKyBaHHS aTOPBaCTaTHHOM. XOdYa MOBIIOMIIAIM JIMIIE MIPO AyKE PiAKICHI BHIAAKM KIiHi4HO
3HAYYUIMX AHTHKOATYJLSIHTHUX B3a€MOJiM, MEpII HDK PO3MOYATH TEPANiI0 aropBacTATHHOM,
nali€HTaM, siKi IPUHMAaIOTh aHTHKOAryJITHTH KyMapHHy Ha [I04aTKy Teparii HeoOXiqHO JOCHTS
YacTO BH3HA4YaTH NPOTPoMOIHOBUE Yac MUl MiATBEP/PKEHHS BiJICYTHOCTI CYTTEBOI 3MiHH
NOKa3HHUKA. SIK TUIBKH cTabGinbHuI TPOTPpOMOiHOBHIT Yac Yo 3adikcOBaHO, TOKA3HHK MOXKHA
KOHTPOJIIOBATH 3 iHTEpBaIaMH, sIKi 3a3BWYail peKOMEHIYIOTHCS JJIS MAIlEHTIB, 110 IPUHMAIOTEH
aHTHKOATyJIIHTH KyMapHHy. Y pa3i OpUIHHEHHS Teparii abo 3MiHM JIO3H aTOpBacTaTHHY AaHy
OpoNEeaypy CIif HOBTOPIOBAaTH. Y MAIlEHTIB, SKi He TNPHAMANM AHTHKOATyJSHTH, Teparlis
aTopBacTaTHHOM He OyJa OB’ s3aHa 3 KpoBOTeUeo abo 3i 3MiHaM# TPOTPOMOIHOBOTO Yacy.

Ocobnusocmi 3acmocy8anHtA.

Mionamis ma paboomioniz

Jlikapcekuii 3aci6 Moxe cHpHYHMHHTH Miomarito (6inb y M’s3ax, GomicHiCTh a60 cnabKicTh y
noefHaHHI 3 migBuineHHEsM kpeatuHkiHazu (KK) Ginbime wik y 10 pa3iB Big BepXHBOI Mexi
HOpMH) Ta pabIoMi0J1i3 (3 FOCTPOIO HUPKOBOKO HEJOCTATHICTIO BHACIIIOK MiorIoGiHypii aGo Oe3
Hei). IloBimomisimocs mpo piakicHI neTanbHI BHNAAKM B pe3yJIbTaTi pabaoMioiizy Ipu
3aCTOCYBaHHI CTaTHHIB, BKMOYaroun Atopuc®.

@DaKxTopu PU3UKY PO3BUTKY MiomaTii

QakTopH pHU3UKY pPO3BHTKY MiomaTii BKIIOYAIOTH BiK Big 65 pOKiB, HEKOHTpPOJILOBaHHIA
rIOTHPEO3, HOPYIIEHHA (YHKIHT HUPOK, OJHOYACHE 3aCTOCYBAHHS 3 JESKUMM iHIIMMH
IpenapaTaMy Ta 3aCTOCYBaHHS IIIBMINEHHMX O3 JiKapchKoro 3acoby Artopuc® (qmB. posmin
«B3aemopis 3 IHIIUMH JTiKApCHKUMH 3aC00aMH Ta 1HIII BHAM B3a€EMOJII» ).

3axoJiu Juisi YHUKHEHHs ab0 3MEHINEHHS pU3HKY PO3BUTKY Mionarii Ta pabaomionizy
Excriosumis nikapcekoro 3acoby Atopuc® Mmoxe 36iNbIOIyBaTHCS 32 PaxyHOK B3aeMOJl 3
IHINMMH TIperiapataMmu 4epe3 iHriOyBaHus ¢epmenty 3A4 muroxpomy P450 (CYP3A4) i/aGo
TPaHCIOPTEPiB (HAIPUKIAL, 670K pE3UCTEHTHOCTI paKy MojiouHoi 3aio3u [BCRP], opraniunmii
aHioH-TpaHcrioptryBansHu noinentuy [OATP1B1/OATP1B3], roikonporein P [P-gp]), mio
HiBUINYE PH3MK DO3BUTKY Mionarii Ta pabGiomiomisy. He pekoMeHIyeThCS OIHOYACHE
3aCTOCYBAHHS 3 JIKAPCHKEM 3aco6oM Artopuc® mukaocmopury, remdpiGposmry, koMOiHamii
THIIpaHaBip + PUTOHABIp 4 Iiekanpesip + nibperTacBip. Moaudikanis 103yBaHHS TiKapChKUM
3aco60oM ATopuc® peKkoMeHIyIOThCS MAllieHTaM, SIKi IPHAMAIOTh II€BHI HPOTHBIpyCcHi 3acobw,
a30IbHI MNpoTUIrpuOKoBi 3acobm abo Makpomiaui antubioTuku (quB. poszain  «Croci6
3aCTOCYBaHHsA Ta Jgo3W»). lloBimomusanocs mnpo BHmaaku Miomarii/pabmomionizy Impu
O/JJHOYAaCHOMY 3aCTOCYBaHHI aTOPBACTATHHY 3 JIiMiZOMOMAGIKyBaTbHUME q03amMu (> 1 T/meHs)
HianuHy, ¢i06paTiB, KoJXinuHy Ta KoMOiHaIii nemumnaceip + copocOysip. Cauix ouinuth, ym
KOPHCTh BiJ] 3aCTOCYBAHHS IIUX [IpEHapariB HepeBaXae IiIBAUIICHAN PU3UK PO3BUTKY MIOMATIT i
pabnomionmidy (uamB. posmin «B3aemomis 3 iHIDMME JTIKapCBKUMH 3aco0aMu Ta iHIM BHIA
B3aEMOIi»).

He pexoMenyeThCSl OMHOYACHUH IPHIIOM IPeHTIPPYTOBOTO COKY Y BEIIMKHX KIJIBKOCTSIX (IOHAL
1,2 nitpa Ha JeHb) NaicHTaM, fKi npuiMaloTs ATopuc® (EB. po3zin «Bzaemomnis 3 iHmHME
TIKapChbKUMH 3ac0o0aMu Ta IHII B B3aEMOIiH» ).

Crnix npunuHATH mpHoM JKapchkoro 3acoby Atopuc®, SKIIO cHOCTEpiracThesi MOMITHO
niasumennit piseas KK abo giarHocToBaHO MIiONaTiio 4 € 1igo3pa Ha il BUHUKHEHHS. M’ 13081
cuMInToMH Ta niasumeHas piBHsa KK 3HukaroTs micis BiaMinu atropBactatuny. Citil THMYacOBO
BinminuTH Atopuc® namieHTaM 3 rocTpuM aGo CepHO3HHM CTAHOM i3 BHCOKHMM PH3HKOM
PO3BHTKY HMPKOBOI HEJOCTATHOCTI, CHPHYMHEHOI pabaoMionizoM (HANPUKIIAMA, CETICHC; IIOK;
TSDKKA TIMOBOJIEMIsI; cepio3Ha XipypriuHa omepailist,; TpaBMa; TSHKKi METaOOJi9Hi, €HIOKPHHHI
ab0 eNeKTPOIIITHI TOPYIICHHS; HEKOHTPOJILOBAHA CIIIJIEIICis).

[ToTpiOHO MOBIZOMUTH NALi€HTIB IPO PU3HMK PO3BUTKY Miomarii Ta pabaoMioiizy Ha IIOYaTKy
nikyBanHs aGo npwu 36iMbIIeHH] 103U mpenapary Atopuc®. IlamieHTam ciifi pekoMeHKyBaTH

HEralHO IOBIIOMIISITH PO Oy Ib-SKHii He3po3yMuIHH 6inb y M’s3ax, 6oiicHicTE abo cnaﬁxic%

Y3roKeHo 3 mareplanani
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0COOJIMBO SKIIO BOHH CYIIPOBOKYIOThCS HE3MYKAHHIM abo [T IBHINCHHM TeMIepaTypH.
Imynonoziuna onocepeoxosana nexpomusyroua mionamis
IoBizomiisinm npo pinkicHi BUIaAKK IMYHOJOTITHO OIOCEpEKOBAHOT HEKPOTHU3YIOUO0i MiomarTii
(IOHM) mix gac a6o micis nikysanHs AeskuMu cratiHamu. Kininiaao IOHM XapaKTepU3y€EThCS
CTIAKOIO CNIAOKICTIO IPOKCUMAIBHHX M’S3iB Ta ITiBUINEHOIO KpEaTHHKIHA30F0 B CHPOBATII
KpOBi, SIKi 30€piraloThCsl, HE3BAKAIOUM HA NPUIHHEHHS JiKyBaHHS CTATHHAMY; MO3UTHBHHUMN
pesynbTar Ha aHtHTina go I'MI-KoA-pemyxTasu; M’s30Ba 6iomciss BHSBIISE HEKPOTHU3YIOUy
MionaTifo Ta IOKpAalleHHs 0OPH 3acTOCYBaHHI IMyHOZIenIpecaHTiB. MoXKe BHHHKHYTH
HeoOXIAHICTh TIPOBEICHHS IOJATKOBUX HEHPOM’SI30BHX Ta CEPONIONiYHUX JOCTimKerns. Mosxe
OyTu noTpi6ua Tepanis imyHosenpecantamu. CITifi peTeNIbHO 3BAKUTH pu3ukK po3Butky IOHM
TIepe/l IOYATKOM 3aCTOCYBAHHS IHUIOTO CTATHHY. SIKINO PO3MOYATO TEPAMifo iHIIHM CTATHHOM,
HeoOXiJIHM MOHITOPHHT 03HaK Ta cumnTomis IOHM.,
Bnaus na neyinky
[lepen TuM sK pO3NMOYMHATH Tepamilo HpemapaToM, PEKOMEHAYETHCS OTPUMATH PE3YJILTATH
aHaJIi3iB MO0 BU3HAYCHHSI IOKA3HHUKIB (DepPMEHTIB MeYiHKH Ta MPOBOMTYH aHAIII3H NEPIOUYHO
nicist uporo. Ianientam, y sKAX BUHHKAIOTH CHMIITOMH, 10 CBiT4aTh PO YPaXkeHHs MEYiHKH,
NOTPIGHO HPOBOAWTH aHAm3 ymkumii mewinkw. IlarmieHTtam, Yy AKMX TNiJBHILYETHCS DPiBEHB
TpaHcaMiHa3, CIIii KOHTPOMOBAaTH GYHKITT NEYiHKH, IOKH aHOMATIIT He OynyTh yeyneni. Skimo
BiZ0yBA€THCA CTilKe IiIBUIICHHS PIBHIB CHPOBATKOBHX TPAHCAMIHA3 y CHpPOBATIll KpoBi B 3 un
Oinbme pasu Bif BepxHbOi mexi Hopmu (BMH), PEKOMEH/IYETHCS NPUITHHUTH JIIKYBAHHS
npenaparom (JiuB. po3ain «I1o6idni peakiin).
ATOpBACTAaTHH CIJ 3 OOEPEXKHICTIO TPH3HAYATH MALEHTAM, AKi 3/OBXHUBAIOTH ATKOTOJIEM
Ta/ab0 MaroTh B aHAMHE31 3aXBOPIOBAHHS IIEYiHKH.
3anobizanns iHCYLbMY WNAXOM IHMEHCUBHO20 SHUICEHHSL DiGHIE xonecmepuny (SPARCL)
[losinomiisiiii, mo TpH micigonepaniitHoMy aHamizi migTHIiB IHCYJIBTY y maunieHTis 6e3
imemiuxoi xBopo6u cepus (IXC) 3 HemoaasHO NICPEHECEHUM 1HCYIBTOM ab0 TPaH3UTOPHOIO
imemivHoI0 arakoio (TIA) cnocTepiraBes GLIbID BHCOKHEL PiBEHb FEMOpPAri4HOrO IHCYJIBTY IIpH
npuiiomi aTopBacTaTuHy y 1031 80 Mr mOpiBHSHO 3 IpymoO MWwiane6o. IliBHIIeHHil pu3uK OyB
0COOJIMBO BIJI3HAYEHHH Y TANi€HTIB i3 MONepeHiM remMopariynmm IHCYIBTOM ab0 JIaKyHapHAM
1H}apKTOM TiJ Yac BKIIOYEHHS Y AOCHIMKeHHs. JUIs IArieHTiB 3 NONEPEAHIM FeMOPariYHUM
IHCY/IBTOM a00 JTaKyHapHEM iH$apKToM GaTanc pU3HKy Ta HiepeBar nMpy MPUHOMi aTOPBACTATAHY
y Zno3i 80 Mr He BM3HAYEHHIi, TOMy IIEpeN ITIOYATKOM JIKyBaHHS HEOOXiJIHO PETENbHO
TIpOaHANi3yBaTh MOTCHIIMHHA PH3KK TEMOPATidHOTO iHCYIIBTY.
Crenemui m’sizu
AtopBacratuH, sx i immi imriGiropy IT'MK-KoA-penykrasu, B OKPEMHX BHIAIKAX MOXE
BIUIMBATH Ha CKENETHY MYCKYJIATYPY i COPUYMHHTH Miairiio, MiO3UT Ta MioNaTiio, SKi MOXYTb
IPOrpecyBaTd 10 pabAOMIONI3y — MOTEHIIMHO HEOGE3MEYHOTO JUTA JKUTTA CTaHy, Mo
XapaKTEePU3YEThCs MOMITHO MiABHIEHUM BMicToM kpearunkinasu (KK) (> 10 pasis Bume 3a
HOpMY), MiormoGiHemiero Ta MIOrIOGiHypiclo, sKi MOXYTb IPU3BECTH JI0 HHUPKOBOL
HEAOCTaTHOCTI.
Lo nouamry nixyeans
ATOpBacTaTHH CJTiJl 3 OGEpPeXHICTIO NPH3HAYATH HAli€HTaM 3i CXWIBHICTIO 10 PO3BUTKY
pabnomionisy. Jlo moyaTKy IiKyBaHHS CTaTWHAMM Y TAI[€HTIB, CXWJIBHHX JIO PO3BUTKY
pabnomioni3sy, ciix Bu3Ha4aty piBers KK mpu:
- HOpPYIIEHH] QYHKIIT HUPOK;
. rinodyHKUii IUTOBUAHOI 3AT03H;
E CHAIKOBHUX Po3JIa/iaX M s30B0i CUCTEMH Y ciMeiiHOMY a60 0coOBHCTOMY aHaMHeE3i,
- IEPCHECCHUX y MHHYJIOMY BHIa[KaX TOKCHYHOrO BIUIUBY CTaTHHIB abo ¢ibpaTiB Ha
M’ 534,
- IEPEHECCHUX Y MUHYJIOMY 3aXBOPIOBAHHSX IEYiHKH Ta/a00 3JI0BXUBAHHI aIKOTOJIEM.
Ilpn nixyBanui mauienTiB nirabOro Biky (Bim 70 pokiB) HEOOGXiMHICTE IIPOBEJIEHHS O3HAYCHUX
3aXO/iB CJIiJi OIIHIOBATH 3 YPaXyBaHHSIM HasABHOCTI 1HIIHX (GakTOpiB CXMIILHOCTI 710 PO3BUTKY
pabnomionisy.
inBuinenni piBHs Npenapary y [asmi KpoBi MOXIIHBE, 30KpeMa, y pa3i B3aeMogii (IuB. po3ain
«Bszaemonis 3 iHIIMMY JKapChKMMH 3aco0aMH Ta iHII BHIH B3a€MOJIiil») Ta 3aCTOCYBaHHS
OCOONIMBHM IpylIaM NALEHTIB, Y TOMY YHEH iCHFaM 31" CTIaZIKOBHMH XBOPOGaMH (JTHB. O3
YarofkeHo 3 martepiananii
peECTRALIRHOND [OCHE /Q




«DapmMakoKiHETHKAY.)

¥V Taxux BHIIaJxax peKOMEHI0OBaHO OLiHIOBATH CITiBBiIHOIIEHHS PU3KKIB Ta MOX/IMBOI KOPHCTI

BiJI JIKyBaHHS Ta IPOBOJAUTH KIIiHiYHHH MOHITOPHHT CTaHy MALiE€HTIB.

SIximo 10 moyatky JdikyBaHHs piBeHb KK 3HauHO minsumienuit (nepesuurye BMH Ginbimn Hix y 5

pasiB), TiKyBaHHA PO3NOYMHATH HE CIIiJI.

Bumipoeanns piens xpeamunxinasu

Pisens KK He ciiy Bu3Ha49aTy micis iHTEHCHBHEX (Bi3MUHHX HAaBaHTaXKeHb a00 y pa3i HaFBHOCTI

OyAb-AKMX MOXJIMBUX &JILTCPHATHBHUX NpuunH miasumienHs piBus KK, ockilbku e Moxe

YCKIQJHHTH OIlIHIOBAHHS pe3yJbTaTiB. SIKIIO Ha MOYaTKOBOMY PiBHI CIIOCTEpIraeThCs 3HAUHE

nigsumennas KK (mepesumenns BMH 6inbm Hix y 5 pasis), To uepe3 5-7 muiB HeoOXigHO

IIPOBECTH NMMOBTOPHE BU3HAYCHHS AT [MiATBEPIKEHHS Pe3yIbTaTy.

11i0 yac nixysanuis

- [TanieHTH TOBUHHI 3HATH PO HEOOXITHICTH HEralHO MOBIIOMIIATH PO PO3BUTOK GO0 Y
M’43aX, CyAoM ab0 c1abKoCTi, 0COOIMBO KOJIM BOHM CYIIPOBODKYIOThCS HE3XyKauHIM ab0
rapsuKoIO.

- V pasi NOSIBM IUX CHUMIITOMIB IIiJ1 YacC JKyBaHHS aTOPBACTATHHOM HEOOXiIHO BU3HAYMTH
piBenb KK y nporo mamienra. Sxmo pisens KK 3nauno migsumenuii (nepepuimye BMH
OLIBIN HIX Y 5 pas3iB), TiIKyBaHHS CJIij] IPUIIMHATH.

- JloLinpHICTh TPUITUHEHHS JIIKYBaHHS CIiJ| TAKOXX PO3TITSIHYTH, SKINO ITiABHINEHHS PiBHS
KK He cdarae m’garukparsHoro nepesuineHHss BMH, are cuMmmtoMu 3 60Ky M’S3iB MaroTh
TSDKKHM XapakTep Ta MIOACHHO CTAIOTh IPHYHHOKO HEIPUEMHEX BiIUyTTiB.

- Ilicis 3HUKHEHHS CHMIITOMIB Ta HopMatisaiii piBHs KK MoXHa pO3IIIsSHyTH MOXIHBICT
BIZIHOBIICHHS JIKyBaHHS AaTOPBACTATHHOM 9M IIOYATKY JIKYBaHHS albTePHATHBHUM
CTaTHHOM 33 yMOBH 3aCTOCYBaHHS MiHIM&JIBHOT MOMUIMBOI I03H MPETIapaTy Ta PeTeIbHOI0
HarJsIAy 3a CTAaHOM TaIli€HTA.

- JlikyBanHS aTOpPBAaCTaTHHOM HEOOXiMHO HPUIMHUTH, SKINO CIIOCTEPIraeThCS KIIHIYHO
3navyme ninsumenHs piBHA KK (nepesumenns BMH 6inbm mixk y 10 pasis) a6o y pasi
BCTAHOBJICHHS J{iarHo3y paboMionizy (abo 1ifio3pu Ha pO3BHTOK pabaoMiomizy).

Qonouacne 3acmocy6anis 3 iHUMU 1IKAPCHLKUMU RPENAPAmamu

Pusux po3BuTKy pabaomionidy 301IbITy€eTHCS MPH OAHOYACHOMY 3aCTOCYBaHHI aTOPBACTATHHY

3 ICIKMMH JTIKapChKUMH IperapaTaMy, siki MOXYTh 30UTBIIHTH KOHIIEHTPAIIIIO Y IIa3Mi KpOBi

aTOpBacTaTUHy, Hanpukiajx Taki noryxHi iHribitopy CYP3A4 abo TpancmoptHi Ginku

(nampuKiIaj, NMKIOCIOPYH, TENITPOMIIMH, KJIAPUTPOMIIMH, JENaBipAHH, CTPUIEHTOJ,

KETOKOHA30JI, BOPHMKOHA30JI, ITPAKOHA30JI, II03aKOHA30J, JIETepMORBip, Ta iuriGitropu BILJI-

OpoTeasy, BKJIIOYAOYM pPWTOHABIp, JIOMIHABIp, ara3aHaBip, IHAWHABIp, HJapyHaBip,

THIIPAaHABIp/pPUTOHABIp TOWIO). PU3UK BUHHKHEHHS MIiOTIATIT TAKOX MOe Oy TH ITiIBUIIEHUH NIpH

OZIHOYaCHOMY 3aCTOCYBaHHI reMGibpo3mwiry Ta IHmUX nNOXiAHHX (IOPUHOBOI KHCIOTH,

NPOTHBIPYCHHMX IpenapariB mns JikyBaHHs remaruty C (BI'C) (mampuknan, ©ouemnpesip,

TeJamnpeBip, endacBip/rpasomnpesip, neainacip/codocOysip), epuTpoMilMHy, Hianuay abo

e3eTuMiOy. 3a MOXKIIMBOCTI 3aMIiCTh X JTIKAPCHKUX 3aCO0IB CITif| pO3IIsIaTh alsTepHATHBHI (HE

B32€MOIIIOY1) METO/IH JIIKYBaHHS.

Sxmo HeoOXiHO IPOBOAMTH OAHOYACHE JIKYBAHHA AaTOPBACTATHHOM T4 3raflaHUMH

IpenapaTaMu, CJIijl peTeIbHO 3BaXKUTH KOPHCTh Ta PU3HMKH 1X 0/THOYACHOTO 3aCTOCYBaHHs. JKIIOo

HaIie€HTH npm‘/’IMaIOTL JKapchKi Mpenapar, Mo MiBAIILYIOTh KOHI_IeHTpaI_IiIO aTopBacTaTHHY Y

n1a3Mi KpoBi, PEKOMEHIYETHCS 3HUIKYBATH 103y aTOpBACTATHHY 1O MiniManbHOi. Kpim Toro, y

pasi 3acTocyBaHHs MOTY)HEX 1HTi6ITOpiB CYP3A4 Ciiijt po3riisHyTH MOXIIMBIiCTB 3aCTOCY BAHHS

MEHIIOi MOYaTKOBOI JJ03W aTOpBACTATHHY Ta MPOBOAMTH HAICKHHU KIIHIYHMHA MOHITOPHHI

CTaHy IUX HAII€HTIB (UB. po3ain «B3aeMois 3 IHIIMMH JTIKApCHKUMH 3ac00aMH Ta iHIII BUAM

B3a€EMOJIINY).

ATOpBacTaTHH HE CIIiJl 3aCTOCOBYBATH PA30M i3 CHCTEMHMMH TpenapaTaMu Gy3ua0BOl KHCIOTH

abo mpoTsarom 7 ITHIB MICHs MPUIHUHEHHS JiKyBaHHS (y3UZOBOIO KHUCIOTOK. [lamicnraMm, mis

SIKUX JIKyBaHHS QY3UA0BOIO KHUCIOTOIO BBXKACTHCS BOXIIUBHM, TEPAITII0 CTATHHAMHE TIOTPIOHO

IPUAIUHATH IPOTATOM BCHOI'O NEPIOAYy JiKyBaHHS Py3uaoBOIO KuciaoToro. Ilosimomiisian mpo

paboMioni3 (BKIIFOYAIOYH JesAKi JIeTanbHi BI/IHaIIKI/I) y Mali€HTIB, SKi OJHOYACHO OTPHUMYBAJIH

y3unoBy KUCIOTY Ta CTAaTUHK (AUB. po3AL «B3aeMosis 3 iHIIMMU JliKapCHKHMHU 3ac00aMu Ta

Y3ropreHo 3 M’vrnp'armm.
peecTpaLiiHCTo [och / /




IHIIi BU/M B3aeMofii»). ITanieHTaM ciif HeraliHO 3BepHYTHCS JIO JIiKapsi IPH BHHUKHEHH] 03HAK
M’ 430B0i c1abKOCTi, 600 a60 Yy TIHBOCTI.

Tepaniro craThHaMu MOXHA BiTHOBUTH Yepe3 7 JHIB MICIs IPAHOMY OCTaHHBOT 103K BY3HI0BOT
KHUCJOTH.

Y BHHATKOBHX BHII/IKaX, KOJIM HEOOXigHa TpuBaJia Teparist $py3uI0BOI0 KUCIOTOKO, HAIPHKIIAL,
JULSL JIKYBaHHs TSOKKHX iH(EKNiH, MOXIMBICTS OXHOYACHOTO 3aCTOCYBAHHS aTOPBACTATHHY T
(by3nz[0301 KMCIIOTH CJIIJ{ PO3TJIAAATH Y KOXKHOMY KOHKPETHOMY BHIIAIKY T4 HPOBOIUTH IIif
MOCTifHUM MEYYHEM HAITISIOM.

bynu JIyKe PiAKICHI MOBiNOMJIEHHS IPO IMyHHO-OHOCEPEIKOBAHY HEKPOTH3YIOUYy MIOHATiio
(IMN M) mix 9ac aGo micns mikyBanHs nesxkuMu cratuHamy. Kiinigaao IMNM xapakTepusyeTsest
CTIHKOIO CNabKiCTIO TPOKCHMAITBHUX M SI3iB Ta MiJBHIIEHOIO CHPOBATKOBOKO KPEATHHKIHA3010,
sIKi 30epiraloThcs, He3BaXKAIOUH Ha NPUITMHEHHS JiKYBaHHS CTATHHAMIL

Inmepcmuyianvhe 3axsopiosanns nezens

Y pasi 3acTOCyBaHHS [ESIKHX CTATHHIB NOBLIOMISIIA NP0 BHHATKOBI  BHITAJKH
lHTepCTI/IIIIaJILHOFO 3aXBOPIOBAHHS JIETEHB, OCOOJHBO IIPH JIOBrOTPUBAIOMY JIiKyBaHHI (JHB.
posin «lIlo6idni peaxriii»). OcobauBocTi HpOSIBy MOXYTb BKIIIOYATH JUCITHOE, cyxnn Kalieb
Ta TIOTipHIEHHS 3aTaJbHOTO CTaHy 3;10p0}3 1 (BTOMa, BTpaTa Macy Tifla Ta IIiABHINEHHS
TeMnepaTypn) SIxmo € mio3pa, Mo y Nali€eHTa PO3BUBAETHCS IHTEPCTHIIAIBHE 3aXBOPIOBAHHS
JIET€Hb, JIIKYBaHHS CTATHHOM HEOOXiHO IPUITHHUTH.

Hedzamputma nOnyAYis

v TpleqHOMy JIOCTIiDKEHH, 3aCHOBAHOMY Ha OLIHIIi 3arajJbHOTO PO3BHTKY 3a mKanoro TaHHepa
Ta BEMIDIOBaHHSM 3pOCTY Ta MAacH TiJla, He CIOCTEePiralocs KIHITHO 3HAYYIIOrO BILIHBY Ha
3arajJbpHUM Ta cTaTteBrii po3BuTOK (muB. «IloGiuni peaxmiin).

Lyxposuii oiabem

Jlesiki flani CBiMaTh Npo Te, MO CTATHHHM SK KIAc MiABUILYIOTH piBeHb HbAlc Ta rimokosu y
CHPOBATIll KPOBi i y NESKHX MALi€HTIB 3 BUCOKMM DH3MKOM BHHUKHCHHS ,u1a6eTy MOXYTh
CIIPUYMHATA TaKWd pIiBEHL TillepriikeMii, Ipd SKOMY JOPEYHHM € BiIIOBimHE J'IlI(yBaHHSI
niabery. OpHax ueit PU3UK TICPEBAKYETHCS SHIDKEHHSAM CYIMHHOTO DH3HKY BHACIITOK
34CTOCYBaHHS CTaTHHIB 1 TOMY HE € IiACTABOIO JULL TIPUITHHEHHS JiKyBaHHS CTATHHAMH. 3TiJHO
3 JEPXKABHUMH CTaHJapTaMHM, MOTPIOHO MPOBONMTH KIiHiuHMM Ta GioxiMidgHmit MOHlTOpI/IHT
HAIIEHTIB IPYNH PU3HKY (plBeHL IIIOKO3M Hathie Bix 5,6 mo 6,9 momw/in, iHgexkc macu Tina
> 30 Kr/M?, i IBHINEHH PiBeHb TPHTTILEPHIIIB, rilnepTensis).

,ZZonomzo;cm pevosuHu

Ho cxnajny mpemapaTy BXOJWMTE JIAKTO3a, TOMY HALi€EHTaM 3 YPOKEHOIO HETEPEHOCHMICTIO
rajakTo3H, CHHAPOMOM ManbaOcopOIil IIIOKO3M Ta TaIakTO3H, HEAOCTATHICTIO JTakTa3u Jlamma
HE CIIii HOTO 3aCTOCOBYBATH.

3acmocysanns y nepiod eazimnocmi abo 200yeants 2pyooro.
Kiuru penpoc)yxmurmo 0 GIKY
[lin 9ac mikyBaHHS XIHKaM PEHPOAYKTHBHOTO BIiKy CIIJi 33CTOCOBYBATH HAJICXKHI 3acOGH
KoHTpanenuii_(aus. posain «IIpoTunokasansy). SIKIIo mix 4ac JiKyBaHHS aTopBAaCTATHHOM
HAIlleHTKA BUPIIIUTH 3aBariTHITH, BOHA [IOBUHHA IPUNIMHATH IIPHHOM IIpenapaTy He Mi3HiIe Hix
3a MICAIlh /10 HACTAHHSA 3aIIAHOBAHOI BAriTHOCTI.
Bazimuicmy
Atopuc® uportuiiokasanuii y nepio BariTHOCTI, OCKLIGKA HE BCTAHOBJIECHA Geslexa npuiomy i
HEMAE  KOHTPOILOBAHMX JIOCTIDKEHB 3aCTOCYBAHHS aTOPBACTATHHY BariTHAM JKiHKaM.
Hamxoywmnm pinkicHi moBimoMieHHS IIpO BPOIKEHI aHOMalii micis BHYTPIITHBOYTPOGHOTO
BIuuBY iHTiGiTOpiB I'MK-KoA-penykrasu. JocmimkeHHS HA TBApHHAX NOKA3aIH TOKCHYHHIA
BIUIMB Ha PENPOAYKTUBHY QYHKIIIIO.
JIikyBaHHS aTOpPBACTATHHOM MOX€E 3MEHIIHUTH BHyTpunHLoyTpo6HHH pIBEHB MEBAJIOHATY,
HEOOXimHMIt 715 6IOCI/IHT63y XOTIECTEPHHY . ATepochIepos — 1e xpoqupm IIpoliec, a OTKE,
nepepBa y NpHHOMI TiNONMiNEMIYHUX IMpenapariB y IEpioj BariTHOCTI He MOBHHHA MaTH
3HaYHOI'O BILMBY Ha PE3yIBTATH JIOBIOCTPOKOBOTO niKyBaHH;I IePBHHHOI rinepxoneCTepHHeMﬁ'
Tomy aTOPBACTATHH HE CJJ 3aCTOCOBYBATH BAaliTHUM Ta JKiHKaM, SKi MIAHYIOTb  a6o
1103 PIOIOTH BariTHICTE. JIIKyBaHHs npenaparom ATOpI/IC o TIPUIMHKATH y TIEPiOA BariTHOCTI
abo moxwu He Oy/ie BCTAHOBJIEHO, 110 KiHKa HE BariTHa (IMB. po3ain «[IpoTHIOKasaHH»).
Y3romueHo 3 matapianati
peSCTPaLiiHOro [oChe




llepiod zodyeanns 2pydoio

Hesizomo, 4u IpoHHKAE aTOPBACTATHH Ta HOro METAGONITH y IpyAHE MOJIOKO JIOAMHH, OHAK
BIJIOMO, IO HEBENHKA KUIBKICTh aTopBacTaTuHy abo HOro MeTaGoNiTiB mpoHHKae Yy MOJOKO
urypiB. OCKiNbKY iCHY€E TIOTEHIIMHMI PU3HK BUHUKHEHHS CEPHO3HUX MOGIUHMX eeKTiB, KIHKH,
SKi NpUAMAIOTh aTOPBACTATHH, IOBMHHI HNPHIMHHUTH TOMyBAaHHS TPyINI0 (DMB. DO3MIT
«IIpotunoxazannsy).

ATOpBaCTaTMH  NpPOTHNIOKA3aHMM y  IIepioX TOAYBaHHS TpymmO  (JMB.  PO3AiL
«IIpotunokazanusy).

DepmunvHicmy

Ipy mocmimkeHHI Ha TBAPHHAX aTOPBACTATHH HE BIIMBAB Ha bepTrITBHICTE caM1IiB 200 CaMHITh.

30amnuicme ennueamu na weUOKicmb peakyii npu xepysaumi asmompaHcnopmom abo inuumu
Mexanizmamu.

Hemae mosigomnens npo BIUIEB mpenapary ATopuc® Ha 31aTHICTh KEpyBaTH aBTOMOGLIEM i
BHKOPHCTOBYBAaTH TEXHI4YHi IpHUCTpoi. Ay Iif 4ac 3acTOCYBaHHS NpenapaTy AesKi MalieHTH
MOXYThb BIJYyBaTH 3allaMOpOYEHHs, CydoMu M’s3iB. Tomy min wac jikyBamms ciin Gyru
00epeXHUMH IIPH KePYBaHHI aBTOTPAHCIOPTOM a0 poOOTi 3 iHIINMH MeXaHi3MaMH.

Cnocib 3acmocysanna ma 0o3u.

[lozysanns

Jlo nouarky mikyBanHs npenapatom Atopuc® i BU3HAUHTH piBeHD rirmepxoJiecTepuHeMii Ta
KOHTPOJIFOBATH JOTPUMAaHHS BIIOBiAHOT HieTH, Gi3uyni HaBaHTa)KEHHS, 3MEHITICHHS MACH TiJla
Y HAIIEHTIB 3 OXKAPIHHAM Ta JTiKYBaHHS iHIIMX OCHOBHUX MEJMYHHMX 1pobieM manientis. [Ipu
npuitomi npenapary Aropuc® nanieHT NOBMHEH JOTPHMYBATHCS CTAHAAPTHOT Ti€TH, KA 3HIDKY€E
piBEHB XOJECTEPUHY.

L'inepninioemis i smiwana oucninioemis

PexomenjoBana no4arkosa 103a aTopBacTaTUHy cTaHOBHTE 10 Mr a6o 20 Mr 1 pas Ha n06y. Jlns
HAUIEHTIB, AKi MOTPeOYIOTh 3HAYHOIO 3HIDKEHHS piBHs xonecrepuny JITHII[ (Ginsmr mix Ha
45 %), Teparliro MOXHA PO3IOYNHATH i3 m03yBanns 40 mr 1 pa3 na 106y.

Jlianason no3yBaHHS IiKapchKoro 3acofy craHoBuTH Bin 10 Mr mo 80 mr 1 pas Ha no0y.
IlpeniapaT MoHa IPUAMAaTH PA30BOIO 03010 y Oy Ib-5IKMii Uac Ta He3aJIE€KHO Bil puoMy XKi.
loyatkoBy Ta miATpUMYyBaNbHY DO3H LPENApary CIiJ MiOMpaTH iHAHBIyaIbHO, 3aJ€XHO Bij
piens XC JIITHIII, metu nikyBaHHs Ta edexry. Ilicis nmouarky JiKyBaHHS Ta/a6o MiC/s 3MiHH
JI03H MIPEnapaTy CJIiJ KOHTPOJIIOBATH PiBHi JIIIiAiB IPOTAroM 2—4 THXKHIB Ta Bi[IIOBI(HUM YHHOM
BIJIKOPUTYBATH JI03Y.

I'emeposuzomna cimeiina zinepxonecmepunemis y nayicumis Oumsozo 6ixy (ixom 6id 10 0o 17
pokie)

PexoMeH10Bana moyaTkoBa 103a aTOpBACTaTHHY CTAHOBHTH 10 MI/mo6y, 3BUYAMHMI mianaszon
203 cTaHoBUTh Big 10 Mr o 20 Mr nepopaikro 1 pa3s Ha 1o6y. Jlo3u npenapary cii miaGupars
IHIMBIAYANBHO BiANOBIHO 1O METH NiKyBaHHs. TepaleBTHYHA BiMOBIZb NPOSBIETHCS
IPOTSTOM

2-4 THXHIB Ta MITPHMYEThCS IiA Yac JOBrOTpUBANOi Tepalii. KopuryBamHs 103u ciin
HOPOBOJUTH 3 IHTEPBAJIOM 4 THXHI aGo Ginbile.

Lomosuzomua cimetina 2inepxonecmepunemis

floza aropBacTaTvHy JUls NaIli€eHTiB i3 rOMO3HIOTHOI) CIMENHOIO TillepXoNeCTepPHHEMIEI0
cranoBuTh Bix 10 Mr 1o 80 Mr Ha 106y (auB. po3in «®apMakoarHamikay ). ATOpBacTaThH CIif
3aCTOCOBYBATH SK JOIMOBHEHHS JIO IHINHX TiMOJNiJeMIiYHMX METOMIB JiKyBaHHs (HAIPHKIA
adepes JIITHII) abo y pasi, sxmio iHmi rinominizeMivsi METOM JTiKyBaHHS HETOCTYIIHI.
Kombinosana zinoninioemiuna mepanis

Atopuc® MoxHa IpHMaTH 3 CeKBECTPAHTAMH JKOBIHIX KUCIOT. KoMGinario tHribiTopis I'MI -
KoA-penyxrasu (cratumiB) Ta ¢ibparis 3aramom ciify 3acTocoByBaTH 3 OGEpeXHICTIO (IHB.
po3aima «OcobauBocTi 3acTocyBaHHs», «B3aemois 3 iHIIMMHU TiKapchbKMMH 3acobamu Ta iHIm
BHJIV B3a€EMOJIi»).

3anobizanus cepyeso-cyOUHHUM 3aXCOPIOCANHAM

PexomeHnioBana nmoyarkosa 103a cTaHOBHTH 10 Mr/no6y. /s gocsrHenHs ninpoBoro piBas XC

JIITHILL, BiamoBixHO 10 Aif04uX pexoMeHiarii, MOXYTb 3HaJI00MTHCS OUTBII BUCOKI 103U, :,
Yarojpene 4 ma rarianam M .
DEECTPALIANGIO A05ES _ _

—



Hopywenns ¢hyuryii nupox

3axBOPIOBAHHS HUPOK He BILIMBAE Hi Ha KOHIEHTpPAN{iO Y IU1a3Mi KPOBi, Hi Ha 3HIKEHHS PiBHS
XC JIITHII npu 3acTocyBaHHi Npenapaty; OTKe, KOPUTYBAHHS JO3H IIPENapaTy IJIi Hali€HTIB
i3 nopywennsm ¢ynxuii BUpox He moTpiGHe (muB. posfinu «Ocob6IMBOCTI 3aCTOCYBAHHIY,
«DapMaKOKiHETHKAY ).

Ileyinkoea nedocmamuicmo

Atopuc® crnipt 3acTOCOBYBaTH 3 OGEPEKHICTIO NAIiEHTaM 3 HNOPYIIECHHAMH (QYHKINI MeYiHKK
(I[I/IB posniJm «OcobnmuBocri 3aCTOCYBaHH:», «<I>apMaI<0KiHeTHKa») Artopuc® nporunokazanuit
AI[€HTaM i3 3aXBOPIOBAHHAM IEYiHKH B rocTpiit dasi (uuB. posain «[IpoTHnOKa3aHHs»).
3acmocy6anns y KomOinayii 3 inwumu 1ikapcoKkumuy 3acobamu

Cuixy yHuKaTH JTiKyBaHHS IPeNapaToM HallicHTiB, Ki NPUAMAIOTH MKIOCTIOpKH a60 iHribiTopu
nporeasu BII (tumpanasip + puronasip), a6o imribirop mporeasu Bipycy remaruty C
(renanpesip). Cnix 3 oGepexHicTio Ipu3HavaTy nauientam 3 B, ski npritMaroTs nomigaip +
PHUTOHEBIp, Ta 3aCTOCOBYBATH y HalBy>Kuiil HeoOXimuii no3i. J{ns manienTis, fxi MpHAMAIOTH
KIIApUTPOMILKH, iTpakoHa3om, abo s nanientis 3 BIJL, sxi npritmaiots komM6inanii caxBinasip
+ pUTOHaBip, AapyHaBip + pI/ITOHaBip, docamnpenapip abo docammpenasip + puUTOHABIp,
TEPANIeBTHYHY /103y Ipenapary Clif OOMEXHTH N03010 20 MI, a TaKOX PEKOMEHTYETHCS
OPOBOJMTH HANEXKHI KJIiHigHI OOCTEXEHHsS s 3abe3leueHHs 3aCTOCYBaHHA HaiMEHIIOL
epextuBHOi jMo3u mpenapary. Jmsi marieHTiB, ski TpuiiMaroTh iHTiGiTOop mpoTeasu BIJI
Hendinasip abo inribirop mporteasu Bipycy remaruty C Golenpesip, JiKyBaHHS HpeNapaToM
cii; 0OMEXHTH 103010 710 40 MT, & TAKOXK PEKOMEH/Iy €ThCS IPOBEICHHS BIAMIOBIAHUX KITIHIYHHX
obcTexenb It 3a0e3nedeHHs] 3aCTOCYBAaHHs HalMEHIIOi eeKTHBHOI 03K Ipenapary (muB.
po3aimm «Ocob6nuBoCTi 3acTocyBaHHs» Ta « B3aeMois 3 IHIMMM JTiKapCHKMMH 3aco6aM¥t Ta iHImi
BHJIM B3aEMOJii1»).

Hayichmu nimub020 6ixy

Jis nauienTie Bikom Bigt 70 POKIiB IpH 3aCTOCYBAaHHI PEKOMEHOBAHHUX 03 ATOPBACTATHHY
edexTnBHICTS Ta Ge3neKy Tepamii i/ OIIHIOBATH 3 ypaxyBaHHSAM HAasBHOCTI iHIIHX (GaKTODiB
CXHJIBHOCTI JIO PO3BUTKY pabaoMioi3y.

Oonouacue 3acmocy8anis 3 iIHWUMU Nikapcokumy 3acobamu

VY namieHTiB, SKi 0JHOYACHO 3 aTOpBACTATHHOM NPUHMAFOTH NPOTUBIPYCHI 32C00H BiJl TEMATHTY
C enbacsip/rpasonpesip abo eTepMoOBip U NPOQIIAKTUKA LATOMETANOBipYCcHOT iH(EKIIT,
J03a aTopBaCTaTHMHyY He NOBHHHA uecpesumryBatd 20 wr/mo0y (auB. «QOcobaugocmi
30CMOCY8AHNSAY , « B3aemo0in 3 iHuuMmu Tikapcokumu 3acobamu ma iuti 6u0u 63aemooiin).

He pexomeHIyeThca 3aCTOCOBYBATM aTOPBACTATHH MAI[i€HTaM, SKi NPHMMAIOTH JETEPMOBIp
OJTHOYACHO 3 IUKIIOCIOPHHOM (auB. «Ocobausocmi sacmocysanus», «Bsaemodis 3 inuumu
JIKAPCOKUMUY 3ac00amMU ma iHui 8UOU 63AEMOOTIN).

Limu.

I'emeposuzomna cimetina zinepxonecmepurnemis

Hnst nmauientis Bixom Bix 10 poKiB i3 reTepo3UroTHOIO CiMeHHOI TimepxojecTepHHEMIcIO
PEKOMEH/IOBaHA IIOYAaTKOBA J03a 4ropBacraruHy craHoBuTh 10 Mr Ha 100y (OmB.
«®Dapmaxonunamika»). Jlosy moxsa 36imsmmra 1o 80 Mr Ha 100y BiANOBiAHO MO peaxiii Ta
nepeHocumocti. Jlo3u crifi po3paxoByBaTH iHAMBIZYanqbHO BIANOBIAHO 1O METH Teparii.
Kopurysanus cnif upoBoauTy 3 iHTepBaioM y 4 TkHi a6o 6inbme. TurpyBanas 1031 10 80 Mr
Ha 00y MIATBEPIKYEThCA JNAHHUMH JOCIIKEHb y IOPOCIHX Ta OOMEXCHHAMH KIHIYHUMU
AaHUM¥ JIOCNDKEHb y JiTel i3 TeTepo3nIoTHOI0 CIMEHHOIO TrimepxosecTepuHeMiero (IHB.
«IloGiuni peakmii» Ta «(DapMaKO,I[I/IHaMiKa)))

lIaHl moo Oesnexku Ta ePEeKTUBHOCTI y Aireil BikoM Bix 6 10 10 poxiB i3 reTepo3MroTHOO
CIMEHHOIO FlHerOJ‘ICCTepI/IHCMIEIO OTpI/IMaHl 3 BIOKPUTHX JAOCTIDKeHb. ATOpPBACTATHH HeE
3aCTOCOBYBATH JUIA JIIKYBaHHs MarieHTiB BikoM 1o 10 poxiB (muB. «Ilo6iumi peaxmii»,
«®DapmakouHaMiKa» i « DapMaKoKiHETHKaY ).

Jins  namiedtiB  wiel rpymm  GiTbln  JOLIMBHOIO MoOXe OyTH iHIma  ¢apMareBTHYHA

bopma/nozyBaHHS.
IToBiJOMIISIIH PO AOCITIIXKEHHS KT HIYHOI e(bCKTI/IBHOCTl 3aCTOCYBAHHS ATOPBACTATHHY B 038X
JI0 80 mr/moby MPOTATOM 1 poky narmieaTam i3 TOMO3UTOTHOIO ciMeiHOIO

TiNEepXO0JIeCTEPHHEMIEIO, 10 SKOro OyJIO BKIIOYEHO 8 MAIi€HTIB JMUTSHOTO BiKy (IMB. po3jin

Y3ro;:L>+<eHo 3 Mareplanayi
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«I"'OMO3MIoTHA CiMeHHa rinepxoiecTepuHEMIAN ).

Ilepedosysanna.

Crenudivnoro nikyBaHHS IIpH IEpe03yBaHHI aTOPBACTATHHY He icHye. Y pasi mepeno3yBaHHs
Nali€HTa CIiJ JliKyBaTH CHMITOMATHYHO Ta Yy pasi HeOOXioHOCTi  3acTOCOBYBATH
niaTpuMyBanbHi 3axoau. HeoOXinHo mpoBecTd aHamizu QyHKII HEeUiHKM Ta KOHTPOIIOBATH
piBens KK y caposarii kpoBi. Uepea BUCOKHI CTYIiHB 3B’I3yBaHHS aTOPBACTATHHY 3 OLIKaMu
ITa3MU KPOBI CIILJ| OYiKyBAaTH 3HAUYHOTO IiIBALICHHS KIIPEHCY aTOpBACTATHHY IPH IPOBE/CH]
reMoianisy.

Ilo6iyni peakuii.

Y 38’513Ky 3 THM, IO KJIiHIYH] AOCIIIKEHHS IPOBOJSTH Y Pi3HHX YMOBAX, YACTOTY BUHUKHEHHS
HEOaXXaHNX PEAKILil, IO CIOCTEPIiraloThes /] 9ac KIiHIHUX OCHIIKEHD JIIKAapChHKOTo 3aco0y,
HEe MOXHa 0e3I0CEpe/IHRO MOPIBHIOBATH 3 MOKA3HWKAMM, OTPHMAHMMHM IIiji Yac KITiHi4HHX
JOCII/DKEHD iHIIOrO Iperapary, Ta BOHA MOXYTh HE BiOBiflaTH MOKAa3HHKAM 9YacTOTH, IO
CIIOCTEPIraroThesl ¥ KINHIYHIN IpaKTHIl.

3rigiHO 3 JaHMMM KIIHIYHEX HOCHIIKeHb, y WAIIEHTIB, sKi OTPUMYBANTH JIKYBaHHS
aTopBacTaTHHOM, HaWdYacTile crocTepiranucs Taki HeGaxkaHi peaxilii, IMO IPU3BOJMIN IO
NPUNIHHEHHSA 3aCTOCYBaHHsl Ipenapary Ta TPAIUIIUCS 3 YaCTOTO0, BHIOIO (> 2 %) HiX y rpymni
mnanebo:  wmianris (0,7 %), miapes (0,5%), mHymora (0,4 %), UiIBHINGHHS piBHSA
ananinaminorpanacdepasu (AJIT) (0,4 %) Ta neuinkosux pepmenrtin (0,4 %).

HaitqacTimumu noGiunuma peakmismu (> 2 % NOpPIBHSHO 3 miane60) HE3ANEKHO Bijl IPUIHHH,
¥ MAI[i€HTIB, SKi OTpUMyBaIH mWIane6o y gociimxeHHsx (i = 8755), 6ymu: nazodapuarit (8,3 %),
aprpairis (6,9 %), niapes (6,8 %), 6inp y xinniskax (6,0 %) Ta iHpeKI[is CEHOBUBIAHUX IUIAXIB
(5,7 %).

Jo iHmmMx HeOaxaHuX peakuiif, mpo fAKi MOBINOMIANM TiA 4ac MIane60-KOHTPOIbOBAHHX
JOCHIDKEHD, HAJIE)XKATh:

3a2anbHi NOPYULeH . BITIYTTS HE3MyKaHHs, MipeKcis.

3 6oxy mpasnoi cucmemu: IUTyHKOBO-KUIIKOBHN JUCKOMQOPT, BiPHKKA, METEOPH3M, FeIIaTHT,
xoJecrTas.

3 6boky ckenemno-m’sa3060i cucmemu ma CROMYYHOI MKAHUHU. M SI30BO-CKENCTHUM Oiib,
Oi/IBUIIEHa BTOMJIIOBAHICTh M’si3iB, Olib y mmmi, Habpsk cyrno6iB, TemmuHomaris (imoni
YCKIIaJIHEHA PO3PHBOM CYXOXKAILIA).

3 boxky memabonrismy ma Xap4yeéauws: NiJBANICHHS TPAHCAMiHA3, BiXMJIEHHS BiJl HOPMH
¢yHKIiOHATEHEX MTPOO HEYiHKM, MiABUINEHHS PiBHS Jy>XHOI Qocdarasyd B KpOBi, Iij(BUICHHS
aKTHBHOCTI kpeaTHH(ochOoKiHaA3H, TinepriiKeMis.

3 boky nepgosoi cucmemu: KOIIMAapHi CHOBYIHHS.

3 boxy Ouxanvhol cucmemu: HOCOBA KPOBOTEYA.

3 boky wixipu ma niOWKIpHOT KNiMKO6UHY: KPOIIMB’ SHKA.

3 6oxy opeanie 30py: HEYITKICTH 30py, IOPYLIEHHS 30DY.

3 boxy opeanie cnyxy ma pignoeazu: UlyM y ByXax.

3 boky cevocmamesoi cucmemu.: TEAKONATOYPis.

3 6oxy penpodykmusHoi cucmemu ma MOROYHUX 3a7103; TIHEKOMACTISI.

YacToTy BUHMKHEHHS MOOIYHMX peakmiif BU3HaYany TakuM 4uHOM: Yacto (> 1/100, < 1/10);
HEYacTo

(> 1/1000, < 1/100); pinxici (> 1/10000, < 1/1000); Haxspuaitno piakicai (< 1/10000).

3 6oky Hep060i cucmemu: YACTO: TOJNOBHUN GilNb, HEYACTO: 3aNAMOPOYEHHS, IapecTesis,
rinecresis, TUCTeB3ist, aMHE31sT; PiAKicHI: nepudepHyHi HeHpomaTii.

3 60Ky WiNYHKOBO-KUMKOB020 MPAKMY: YACTO: 3aI0p; HE9ACTO: MAHKPEATHT, OIIOBAHHS.

3 boKy crenemno-m 830601 cucmemu ma CROIYYHOI MKAHUNY: 9acTo: OUIb y cyTiIobax, Gilb y
CIMHI; PiAKICHI: MiomarTist, Mio3uT, paboMioIi3 Ta 4epBOHO-KOPUUHERE 3a0aPBIICHHS CeUi.
3azanvni nopyuwienna: HedacTto: acTeHist, 6iJib y rpyaax, nepudeprdHi HabPAKH, CTOMITIOBAHICTD.
3 6oy memabonrismy ma xapuyéanus. HEe4acTo: TINOTIKeMisi, 361IbIIEHHs MACH TilTa, AHOPEKCis.
3 boky newinku ma H#co6yH020 Mixypa: HaA3BHYANHO PiAKICHI: I€UiHKOBA HEJOCTATHICTE.

3 60Ky wixipy ma niOWKIpHOT KAIMKOGUHY. HEYACTO: INKIpHI BUCHMIIAHHS, CBEPOIX, AIONeris;
plAKiCHI: aHTiOHEBPOTHYHMH HaOpsiK, Oynbo3HuM mepMmartuT (y TOMY uMCIi MyJabTH(OpMHA

YarofpkeHo 3 mateplasnaniti
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epurema), cuaapoM CriBenca — /PKOHCOHA Ta TOKCHYHUIA €IliIepMATIbHUM HEKPOIIi3.

3 boxy ouxanvroi cucmemuy, opeanieé 2pyoHoi kKiimku ma cepedocminnA. 9acTo: 6iIb y Topii Ta
roprasi.

3 boky cucmemu kposi ma nimpamuunoi cucmemu. PiIKiCHi: TPOMOOIUTONEHIS.

3 boky imynHOT cucmemuy: 4acTo: aJepriudi peakuii; Haq3BHYaHHO PiAKicHI: anadinakcis.

3 boxy opzanie 30py: HEYacTO: 3aTyMaHEHHS 30Dy.

3minu pesyromamie 1a60pamopHux AHANI3i6: IACTO: BiJIXWICHHS PE3YILTATIB (yHKIIOHANBHHX
npo0 NeYiHKH, IiJIBUINEHHS aKTHBHOCTI KpeaTuH(ocHOKiHA3M KPOBi; HEWACTO: TO3UTUBHUMH
pe3ynbTaT aHalli3y Ha BMICT JISHKOITUTIB ¥ cedi.

SIx 1 mpu 3acrocyBanHi iHmuXx iHriGitropie I'MI" KoA-peykrasu, y naiienTis, ki mpuiiManu
aTOPBACTATHH, CITOCTEPITalIy MiABHUINCHHS aKTUBHOCTI TpaHcaMiHa3 CHpoBaTKH Kposi. L{i 3sminn
3a3Bu4ail Oysu cinabko BUP2KCHUMH, THMYAaCOBUMH Ta He HOTpe6YBaJIH BTpy4YaHHsA abo
nikyBanusa. KiiHigHO 3HadyIme HiABHWINECHHS AKTHBHOCTI TpchaM1Ha3 CHPOBATKH KpOB
(nepesumenns BMH 6inmsmr HiX y 3 pasu) cmocrepiranmu y 0,8 % mamicuris, ki opuimai
aropsactatuH. lle MiABUINEHHS Malo IO303aEXHUI Xapakrep Ta OyJo 3BOPOTHIM y BCIX
MMAIli€HTIB.

VY 2,5 % mnamieHTiB, SKi IpuiMald aTroOpBACTATHH, CIOCTEPIraid 3POCTaHHS AKTHBHOCTI
KpeaTHHKIHAa3K CHPOBATKH KPOBI, 10 6inbin HiX y 3 pasu nepesuinysana BMH. Lle 36iraeTses
31 CIIOCTEPEXEHHSIMH IIPH 3acTocyBaHHI iHmmX inriGiropis I'MIT KoA-penykrasm y xoni
KIHIYHEX JochigkeHb. Y 0,4 % mamieHTiB, ki OTpUMyBalld aTOpBAaCTaTHH, CIOCTEPIraIucs
PiBHI, 1[0 NIEPEBUINYBAIN BEPXHIO MEXKY HOpMHU OLbir Hixk y 10 pasis.

[ToGiyni peakiii, sKi BUHUKIIHM I1iJ] 9ac KINIHIYHUX TOCTIKEHb: iHPEKI[isi CEYOBUBIHOTO TPaKTY,
HyKpoBHH miabeT, iHCYNbT, MiABHMIICHHSA AKTHBHOCTI TpaHCAMiHAa3 CHPOBATKHM KpPOBi (Mayo
J0303aJICKHUI XapakTep Ta Oyno OoOOpPOTHMM Yy BCiX MAlli€HTIB), 3POCTAHHA AKTUBHOCTI
KpeaTHHKIHa3K CUPOBATKU KPOBI, IIyKPOBHIA iabeT.

JlocBij micnsipeecTpaiiHOro 3acTOCY BaHHSI

INpoTarom micispeecTparifHOro 3aCTOCYBaHHS ATOPBACTATAHY OYyJIM BUSIBJICHI HI KYE3a3HAUEH]
HebaxkaHi peakiii. OCKUIBKY Ipo L peakifil HaJXoauIM OBiJOMIEHHs Ha J0OPOBiNbHil OCHOBI
BiJ MOMynANii HEB1IOMOI YHCETBHOCTI, HE 3aBXX/IM MOXHA JOCTOBIPHO OLIHATH iX 9acToTy abo
BCTaHOBUTH IIPHYMHHO-HACIIKOBUH 3B’530K i3 3aCTOCYBAHHSAM IIpeTapary.

Jo HebaxaHux peakIliif, OB’ I3aHMUX i3 IIKYBaHHSAM aTOPBACTATHHOM Ta 3aPEECTPOBAHUX IICIIS
BUXOJly Tpenapary Ha PHHOK, HE3AIEXKHO BiA OILIHKM HNPUYHHHO-HACHTIKOBOTO 3B’S3KY,
HaJIEXaTh. aHaQilakcis, aHrioHeBpoTW4HHI HAGpsK, Oyibo3Hi BUCHOAHHA (y TOMYy YHCII
eKCyJaTHBHA MyJbTHQOpMHA eputTeMa, cuHapoM CriBenca—J[KoHcoHa Ta TOKCHYHHUI
CHiAepPMAIBHMHA HEKpOJNi3), pabaomionis, MIO3UT, WiABUIIEHA BTOMIIIOBAHICTh, PO3PUB
CYXOXHJUIA, JIETAIbHA Ta HEJNETalNbHA II€YiHKOBA HEJIOCTATHICTH, 3aIlAMOPOYUCHHS, IEMpPECis,
nepudepruyHa HEHPOIaTia Ta TaHKPEATHT.

Hagxomunmu piAkicHi IOBiIOMJIEHHS [pO BHNAJKA IMYHOJOIIYHO ONOCEPEIKOBAHOL
HEKPOTH3YI0J0l MionNaTii, MOB’A3aHOi i3 3acTOCyBaHHAM CTaTHHIB (IMB. po3ain «OcobiarBocTi
3aCTOCYBAHHS» ).

Hagxouunu pigkicHi micnspeecTparfifiHi MOBiZIOMICHHS PO KOTHITHBHI po3yiaqy (HAIpHKIAL
4acTKOBa BTpaTa Iam’Ari, 3a0yAbKyBaTiCTh, aMHe3is, TOpPYLIEHHS IIaM’ATi, CIUIyTaHiCTh
CBIJIOMOCTI), IIOB’sI3aHi i3 3acTOCyBaHHSM cTaTHHiB. Ll KOoruiTuBHI po3nam Oyu 3apeccTpoBaHi
IIpH 3aCTOCYBaHHI BCiX CTaTHHIB. 3aranioM peakiii He BiJHOCHIMCH JO KaTeropii cepHo3HMX
HebaxaHuX peakiiif Ta OyiTd 0OOPOTHHUMHE IiCIS MPUIHHEHHS NMPUHAOMY CTATUHIB, 3 Pi3HHM
4acoM JI0 MOYATKY IPOsIBY CUMNITOMY (BiX 1 XHS 11O KiJIbKOX POKIB) Ta 3HUKHCHHS CHMIITOMY
(MeniaHa TPUBAIOCTI CTAHOBHIIA 3 THIKHI).

ITix gac 3acTocyBaHHs AEAKUX CTATHHIB OyiM ompMcaHi Taki HeOGaXkaHi ABUINA: PO3NAJ] CTATEBOT
¢QyHKII]; BHMHATKOBI BHINAJKA IHTEPCTHNIANBHOI XBOpPOOM J€TeHb, OCOONMBO Mif dac
JIOBFOCTPOKOBOTO JIIKYBaHHS.

Ilig_9ac mOCTMapKeTHHIOBHX CHOCTEPEXEHb MOBLIOMILSIM IIPO HEDKYe3a3HaueHi Hobiumi
peaxitii.

3 boky kpoeonocHoi ma nim@pamuynoi cucmemu; TPOMOOIMTONEH]S.

3 6oky imynHoi cucmemu: anepriuni peaxuii, anadinaxcis (y Tomy ddcii aHadinaK THIHKH 1IOK).
3 boxy memabonizmy ma xapuyeanns.: 301NbIIEHHS MAaCH Tijia.

3 b6oxy HepeoB8OT cucmemu. TONOBHUH Gilb, rimecTesis, JUCTEB3is.

YSFOKEHS 3 mMaTepianariti
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Po3snaou wnynrxoseo-xuwxo6ozo mpaxmy: 0ib y )XUBOTI.

3 b6oky opzanis cnyxy ma nabipunmy. IIyM y ByXax.

3 b6oky wixipu ma niowxipnoi kAiimko8uxu: KPONHB’ THKa.

3 6okxy ckenremno-m’a3080i cucmemu ma CRORYYHOI MKAHUHU: apTpairii, Oine y CIHHHI,
BOBYAKOBHH CHHIPOM, PO3PHUB M’ A31B.

3azanvni nopywenns: 6ine y rpyasx, nepudepuanuit Ha6p;n< HE3]Ty>KaHHsl, BTOMA.

3minu pesynemamie nabopamopuux — ananizig:  TABHINEHHS aKTHBHOCTI  alilaHiB-
amiHoTpancdepasu, miIBHINEHHS aKTHBHOCTI KpeaTHH(OCOKIHA3M KPOBI.

Iediampuuna nonynayis

IemiaTpruni marienTd BikoM Big 10 10 17 pokiB, SKi OTpHMYBaM aTOPBACTATHH, MaIH IIPOQiib
JOCBily TMOOIYHMX peakiii, s3arajoM nomiOHuii 10 MpodiNIO MAIi€HTIB, SIKi OTPUMYBAIA
nianebo. Y

TPHPIYHOMY JOCITI/KEHHI, 3aCHOBAHOMY Ha OIIIHI[I 3araJsHOTO PO3BUTKY 3a IKajloK TaHHEpa
Ta BUMIPIOBAHHAM 3pOCTY Ta MacH Tijia, He CIOCTepiranocs KIHIYHO 3HAYYIIOIO BIIMBY Ha
3arafibHU Ta cTareBuil po3BUTOK. [Ipodink Oe3nekd Ta NMEPEeHOCHMOCTI Yy MeiaTpHuuHUX
HAI€eHTiB OYB m0i0HUM J10 BigoMoro mpodiio 6e3NeKH aTOpBacTaTUHY y JOPOCINX MAIli€EHTIB.
Baza panmx Kiminiugol Ge3neku BKIIOUac Jadi rnpo Gesmeky 520 meaiaTpUYHUX MALli€HTIB, sIKi
OTPHMYBAIH aTOPBAaCTaTHH, Cepeld AKWUX 7 MAIli€HTIB BikoM 10 6 pokiB, 121 mamieHt OyB y
BIKOBOMY Jiama3oHi Bif 6 10 9 pokis, a 392 marjienTts - BikoM Bix 10 q0 17 pokis. Buxonsam 3
HasBHUX JIAHUX, 9aCTOTA, THII Ta CTYIMiHb IOOIYHMX peakIliil y miteii moaiOHi 10 AOPOCHHX.
3eimyveanns npo nidosprosani nobiuni pearyii.

3BiTyBaHHS PO MiJO3PIOBaH] TOOIYHI peakIlii micist peecTparii JiKapchbKoro 3aco0y Ma€ BEJIHKe
3HaueHHs. [le mae 3mMory mpoBoauTH Ge3nepepBHE CIIOCTEPEIKESHHS CITiBBITHOMICHHS KOPUCTI Ta
PHU3HKiB, [IOB’A3aHUX 13 3aCTOCYBaHHAM JiKapchkoro 3aco0y. CroerianicTy y rarysi OXOpoHH
3M0pOB’s MOBHMHHI mHojaBaTé iH(popMmalio mpo OyJe-fAKi migo3proBaHi NMOGiYHI peakiii 3a
JIOTIOMOTOIO HaIliOHAIBHOI CHCTEMH 3BITHOCTI.

[ToBimomnenus mpo moOiuHi peakinii INicis peectpariii JTIKAPCHKOTO 3aco0y Mae BEIHKE
3HayeHHs. lle gae 3MOry OPOBOAMUTH MOHITOPHHT CHIBBIHOIIEHHS KOPHUCTH/PH3HK IIpH
3aCTOCYBaHHI LHOTO JIKAPCHKOro 3aco0y. MeauunuM Ta (apMalleBTHYHHM NpalliBHUKAM, a
TAKOX TalicHTaM a00 TXHIM 3aKOHHHM IIPE/ICTABHUKAM CIIiJ| ITOBIIOMIIATH PO yCl BUMATKU
MiJIO3PIOBAaHKMX MOOIYHMX peakiiii Ta BiJICyTHOCTI edeKTHBHOCTI IiKapchbKoro 3acoly 1o
HepxxasHoro excrnieptaoro neHTpy MO3 Ykpainu 3a nocuinanasaM: https://aisf.dec.gov.ua.

Tepmin npudamnocmi. 2 poxu.

YmoBH 36epiranns.
30epiraT B OpUTiHANBHIN YIIAKOBI JUIS 3aXHCTy Bij il Bojoru. 30epiraTé B HEAOCTYDHOMY
JUIA AiTel Mici.

Ynakoska.
ITo 10 TabneTok y Giictepi; mo 3 abo mo 6, abo no 9 GiicTepiB y KapTOHHINA KOPOOII.

Kareropin Binnycky. 3a perentom.

Bupoouuxk.
KPKA, n.x1., Hoso mecto, Cnosenist/KRKA, d.d., Novo mesto, Slovenia.

MiciesHaxo/MKeHHsI BAPOOHAKA Ta ajpeca Micllsl IPOBAIXKeHHS Horo AistIbHOCTI.
IlImap’emka 1ecra 6, 8501 Hoso mecrto, Ciosenis/Smarjeska cesta 6, 8501 Novo mesto,
Slovenia.
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