IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

ATAPAKC®

(ATARAX®)

CKnao:
Oitoua peuosuHa: hydroxyzine dihydrochloride;
1 TabmeTka MiCTUTD TifPOKCU3UHY OUTIOPOXJIOPUIY 25 MT;

donomidcHi peuoguHu: TAKTO3U MOHOTIAPAT, LIeJIF0JI03a MIKPOKPHUCTalliYHa, KPEMHII0 OIOKCUL
KOJIOiMHMI Ge3BOAHMIA, MarHio creapat, Omaapi® Y-1-7000 (Tutany miokcup (E 171),
TiIPOKCUIIPOMiIMeTHUILEN0103a, Makporon 400).

JIikapcbKa ¢popMa. TabieTky, BKPUTI ITIBKOBOI 000JIOHKOIO.

OcHosHi (pizuko-ximiuti 81acmugocmi: 6iti, moBracTi TabneTKH, BKPUTI IIiBKOBOIO 000JIOHKOO 3
PO3MOOIIBYOI0 JIIHIE.

dapmakoTepaneBTHYHA rpyna. Aukcionmituku. [ToxigHi gudeHinMeTaHy.

Kom ATX NO5B BO1.

dapmakoa02iuHi e racmueocmi.
dapmaxkoduHamika.

['igpoKCHU3UHY OUTIOPOXJIOPHU € MOXigHUM AUQEHINIMeTaHy, XiMiYHO He TOB’I3aHUM 3
dheHoTiazinaMu, pe3epiinoMm, MermpoOdamMaToM abo 6eH30Tia3eniHaMu.

Mexani3M fii

['impoKCHU3UHY OUTIOPOXJIOPUI He € IelPecaHToOM KOPHU I'OJIOBHOT'O MO3KY, ajie HOoTro Mdist MoxKe
OyTH TOB’sI3aHa 3 IPUTHIYEHHSIM aKTUBHOCTI V IeSIKUX KITI0OYOBUX 30HAX CYOKOPTHKAIBHOI
OiNSTHKY 1IeHTPaJIbHOI HEPBOBOI CUCTEMH.

dapMakonmHaMiuHi epeKTH



AnTuricTaminHa Ta OpoHXOAUIIaTalliliHa il Oy/IM MPOOEeMOHCTPOBaHi eKCIIepPUMEHTAJIBbHO i
migTBepHXKeHi KITiHiYHO. AHTUEeMeTUYHUY epeKT OyB IPOIEeMOHCTPOBAHUY SK B
anomMop¢iHOBOMY, TakK i y BepunoigHOMY TecTi. PapMaKoIoTiyHi i KITiHIYHI JOCTimXKeHHS
CBIYaTh IIPO Te, IO TIAPOKCU3NH Y TepPalleBTUYHUX [03aX He IIIBUIIYE CEeKpeljito LIIYHKa
a00 KMCJIOTHICTB i B GiNbINOCTI BUMAAKIB BUSBIISIE M'SIKY aHTUCEKPETOPHY aKTUBHICTh. 3MEHIIEHHS
IYXUPIB i MOYePBOHIHHS 610 MPOIEMOHCTPOBAHO Y 3MOPOBUX NOPOCTIUX NOOPOBOIBLIB i ¥ miTe
micyis BHYTPIITHBOIIKIPHUX iH'€K1Ii# ricTamMiHy abo aHTUTeHiB. ['iIpOKCU3MH TaKOXK IIPOSIBUB CBOIO
e(eKTUBHICTD y MosereHHi cBepbexy Npu pi3HUX popMax KPONUB SHKH, eK3eMHU i JepPMaTHUTYy.

[Tpu nopymeHHAX GYHKIII IeYiHKY aHTUTricTaMiHHUYN epeKT 0OqHOPa30Boil 103U MOXKe OyTH
IIPOOBXKEHUH 00 96 rOAMH MiCIs IPUNOMY.

Hani EET y 3mopoBux J0OPOBOJIBIIIB IEMOHCTPYIOTh aHKCIOMITHYHO-CeqaTUBHUY IPodisib pemnapary.
Aukcionituunuit epekT OyB MiATBEPHAXKEHNM Y XBOPUX IIPU BUKOPHUCTaHHI Pi3HOMaHITHHX KJTAaCUYHUX
IICHXOMETPUYHMX TeCTiB. [laHi nmomicoMHorpadii y maiieHTiB y CTaHi TpUBOTH i Malli€HTiB, IKi
CTpaxpaaTh O€3COHHSM, CBifUaTh PO 30iMbIIEHHS 3arajbHOTO Yacy CHY, CKOPOYeHHS 3arajbHOTO
Yyacy HiYHUX MPoOyAKEeHb i CKOPDOYEHHS TaTEHTHOCTI CHY MiCJIg OMHOPa30Bol ab0 ITOBTOPHUX
IMOAeHHUX 103 10 50 MTr. 3MeHIlIeHHs TOHYCY M’g3iB 6y/I0 MPOIeMOHCTPOBAHO Y TAIiEHTIB Y CTaHi
TPUBOTH IIPU 3aCTOCYBaHHI OeHHO] 1031 3 X 50 Mr.

He cnoctepiranocs mopyueHns nam’sti. He 6ymo cumntomiB ab6o o3Hak BigMiHU micis 4 TUXKHIB
JIIKyBaHHA y MALI€HTIB Y CTaHi TPUBOTH.

Y pasi 3acTocyBaHHS epopanbHUX HapMalleBTUYHUX (OPM aHTUTICTaMiHHUAMN e(PeKT
IOYMHAEThCS MpuOMM3HO uepel 1 roguny. CegatuBHUM ePeKT MOUYMHAETLCS Yepe3 5-10
XBUJIMH TICIIS MPUKAOMY ITepopabHUX pPigkux Gopm i yepes 30-45 XBUNUH MiCISA TPUUOMY
TabseToK. ['iTPOKCU3UH BUSIB/ISIE TAKOXK CIA3MOJIITUYHUYN i CUMIATONITUYHUY edeKTH. Bin
Mae cinabKkui aQiHIiTeT 0 MyCKapuHOBUX pelenTopiB. [iTPOKCU3UH YNHUTD M’ SIKYy
aHaJIreTUYHY Aifo.

dapmakoKiHemuka.
Abcopbuis

[igpoKCU3MH WBUAKO BCMOKTYETHCS 3i IIJIYHKOBO-KUIIIKOBOT'O TPaKTy. MakcuMasibHa KOHLIEHTpaLis y
nna3Mi Kposi (C,,,,) HocsSraeThCsl MpUOIN3HO Yepes3 2 TOOUHY IIiciig IepopaabHoro npuiiomy. Ilicns
OJIHOPA30BUX IIepopaIbHuX [03 25 Mr i 50 Mr y mopocnux KoHneHTtpatii C,,., SK IpaBuio,
cranoBngaThk 30 i 70 Hr/mn BigmosigHo. [ic/ig TOBTOPHOTO 3aCTOCyBaHHS 1 pa3 Ha [ieHb KOHI[EHTpallil
36inpmyoTscs Ha 30 %. BiogocTynHiCTh rifpoKCU3KHY NPU MEePOPabHOMY 3aCTOCYBaHHI MOPiBHSIHO
BHYTPIlIHEOM I30BUM (B/M) CTAHOBUTD 013pK0 80 %.

Po3noodin

ligpoKCcu3MH MUPOKO PO3MOLINSETHCS B OPraHi3Mi i 3a3Bu4ai focsarae OinbInol KOHIEHTpAIlil y
TKaHWHAX, HiXK y ma3Mi. Y gopocmux BupuMuii 06’eM po3mofiny CTaHOBUTH Bif 7 0o 16 Ji/KT.
ligpoKCHU3MH NPOHUKAE Y LIKIPY MiCIId IepOopabHOro IpuioMy. fAK Miciasg 0g4HOPa30BoOro, Tak i miciag
f6araTopa30BOro MpuioMy KOHIEHTpAIlil TigpOKCHU3KHY y IIKipi BUII 3a KOHLIEHTPAIlil ¥ CHpOBaTIIi
KpPOBi. ['ifpoKCcHU3WH ITPOXOauTh Yepel3 remMatoeHIedaniyHui i mmareHTapaui 6ap’epu, 110
IPU3BONUTH 0 OiNMbIIMX KOHIIEHTpAllill y IJI04a, HiXK y BariTHOI.

biompaHcgpopmauis



ligpoKcu3uH 3HAYHOIO Mipoio MeTab0mi3yeThCs. YTBOPEHHS TOJIOBHOTO META0OO0MITY - e TUPU3UHY,
MeTabostiTy Kap6oHOBOI KUCIOTH (MpubNu3Ho 45 % mepopaibHOl 1031), - CTUMYJTIOETHCS
aNKoToNIbeTimporeHa3o:o. [Jauui MetabomiT € cunbHUM nepudepuynum H,-aHTaroxicrom. Ixamri
imenTHdikoBaHi MeTabomiTH BKII04a0Th N-meankinoBanui MeTabomiT i O-meankinoBaHui MeTaboMIT 3
nepiomoM HamiBBuUBemeHHs 59 roguH. [laHi muisxy MeTa00s1i3My omocepeIKoBaHi TOJIOBHUM YHHOM
CYP3A4/5.

Eniminauis

[Tepion HamiBBHMBe#EeHHS TiIPOKCU3UHY Y JOPOCINX CTAHOBUTH NMpubau3Ho 14 roguH (mianasoH - 7-20
ropuH). Bumumuy 3arajnbHUM KJIIPEHC Opra”i3My, po3pax0BaHUM y X0l JOC/IiIXkKeHb, CTAHOBUTH

13 mui/xs/kr. Tinbku 0,8 % m03u BUBOOUTLCS Y HE3MiHEHOMY BUTTIAMI 3 cevyeto. ['0JT0BHUIM MeTabomiT
[ETUPU3KUH BUBOAUTHCS FOJIOBHUM YMHOM Y HE3MiHEHOMY BUTJIAML 3 ceuelo (25 % rigpoKCHU3uHY,
3aCTOCOBAHOI0 [IEPOPAIIBHO).

Ocob.ausi nonyasuii

IlauieHmu AIMHbBO20 BIKY

dapMakoKiHeTHKA TiAPOKCU3UHY JOCIiZKyBanachk y 9 30poBuX NOOPOBOJIBIIIB JIiTHHOTO BiKY

(69,5 £+ 3,7 poky) micns pa3osoro npuiiomy 0,7 Mr/kr. Ilepion HanmiBBUBEOEeHHS TiIPOKCU3UHY
IIOIOBXKUBCS 10 29 TOOuH, a BUOUMUYN 00’'€M Po3mofminy 30inbiuBcs 10 22,5 J1/KT. PEKOMEHYETHCS
3MEHIIUTHU LIOAEHHY N03Y TiIPOKCU3UHY MallieHTaM JIiTHLOTO BiKy (muB. po3ain «Croci6
3aCTOCYBaHHS Ta JO3M»).

Himu

dapMaKOKiHeTHKa TiIPOKCU3UHY OLiHOBanack y 12 miteit (6,1 = 4,6 poky; 22 + 12 Kr) micnsg
pasoBoro mpuiiomy 0,7 Mr/kr. Bugumuii KinipeHc mia3mu 0yB mpubIu3HO y 2,5 pa3u BULIUM, HiX
KJTipeHC y gopocnux. [lepion HamiBBuBeeHHs OyB KOPOTILIUH, HiXK y HopociuX. BiH cTaHOBUB GJIU3BKO
4 roguH y 1-piynux nanieHTiB i 11 rogus y 14-piyHux nauieHTis. [Ipyu 3acToCyBaHHI OiTAM 003y CIifA
BimkopuryBaTu (guB. po3fin «Croci6 3acTOCyBaHHS Ta HO3U»).

ITeyiHKoB8a HedocmamHicmbo

Y DoCmifAKyBaHUX i3 BTOPUHHOIO IEYiHKOBOIO AUCQYHKIIIEI0 BHACTIAOK IIEPBUHHOTO
OimiapHOTO IIMPO3Y 3arajJbHUM KIipeHC CTAHOBUB MPUOIN3HO 66 % Bif MOKAa3HUKA y
300poBUX m0OpPOBOILILB. [Tepion HamiBBUBeOeHHS 30imbIUBCS M0 37 TOMMH, a KOHIIeHTpallii
KapOOKCHUIIBHOTO MeTalOoIiTy 1eTUPU3KUHY Y CUPOBATIi KPOBi BUSIBUINCS BUIIMMHU, HiXK y
MOJIOOUX TAIliEHTIB 3 HOPMAaJIbHOW (PYHKITiE0 mewinku. CIlig 3MEeHIIUTH IIoJeHHY 103y abo
YaCTOTY NMPUIOMY XBOPUM i3 MOPYyIIeHHIMHU GQYHKILII medinku (ouB. po3pin «Crocid
3aCTOCYBaHHS Ta JO3U»).

Hupxosa HedocmamHicmb

dapMaKOKiHETHKa TiIPOKCU3UHY HOCIiAXKYyBanach y 8 XBOPUX i3 TSAXKKOH HUPKOBOX HENOCTATHICTIO
(xmipeHc KpeaTuniny 24 + 7 mi/xs). AUC (mmoma mif apMaKoKiHEeTUYHOI0 KPUBOIO) OIS
TiIpOKCU3UHY He 3MiHIOBAJIacsl PeJIeBaHTHO, TOM1 SIK [/ KApOOKCUIILHOTO MeTa0O0IiTy 1IeTUPUIUHY
Oyna migBuIeHow. [laHuit MeTaboliT He BUAanIeThCd e(eKTUBHO 3a IOIMOMOT 010 TeMoIiai3y.



g yHUKHeHHS Oy[b-IKOT0 3HaYHOT0 HAaKONMYEeHHS MeTaloliTy [eTUPU3UHY Mic/sa 6araTopa3oBUX
[03 TiIPOKCU3NHY LIOOeHHY 03y TiAPOKCU3UHY CIIi[l 3MEHIIXWTHU MAI[i€eHTaM i3 MOPYyLIIeHHAM (PyHKIIi1
HUPOK (muB. po3min «Crocib 3acTOCyBaHHS Ta 03U»).

KiniyHi XapaKTepHUCTHKH.

IToka3auHs.

3 orisAfy Ha celaTHBHI, TPAHKBUII3YOUi Ta aHTUTICTaMiHHI BJIaCTUBOCTI FiIPOKCU3UH IOKa3aHUM OJIs:
- CUMIITOMATAYHOTO JIIKyBaHHS TPUBOXKHUX CTaHIB Yy JOPOCIIUX;

- CUMIITOMAaTHYHOI Teparil aneprigHoro ceepoexy.

IIpomunoka3aHHA.

- [ligBuImIeHa YyTIUBICTh OO Hi0YOl PEYOBUHM a0 [0 OyAb-IKOl 3 JOTIOMiKHUX PEUYOBUH
Ipernapary, IeTUPU3UHY, iHIIKUX MOXiTHUX Iiepa3uny, amiHodininy abo eTuneHgiaMiny;

- nopdipis;
- miarHocToBaHe HabyTe abo BpoaKeHe MO0oBXKeHH iHTepBany QT;

- HasABHICTh ()aKTOPiB pU3UKY NTOAOBKeHHS iHTepBany QT, BKIOYal04yu giarHOCTOBaHi CeplieBo-
CYyOVHHI 3aXBOPIOBaHHS, 3HAUHUM AncOanaHC eJIeKTPOIITIB (TimoKamieMis, rimoMarHieMisi), parToBy
CepleBy CMepTh ¥ CiMeMHOMY aHaMHe3i, BUpaXkeHy OpafuKappiio, BifoMi CyIyTHi 3aCTOCYBaHHS 3
Ipenapartami, 110 mofoBxkyoTh iHTepBan QT Ta/abo iHAYKYIOTH MOMiMOPGHY HMITYHOYKOBY TaxiKapiio
TUIY «IipyeT» (OuB. po3minu «OcoO0NMMBOCTI 3aCcTOCyBaHHSI» 1 «B3aeMopisa 3 IHIIMMU JTIKAPChKUMU
3aco0aMu Ta iHIITi BUOU B3AEMOMIN»);

- nepion BariTHOCTI a60 romyBaHHS IPyAAo (AUB. po3min «3aCTOCYBaHHS Yy Mepiof BariTHOCTI
a00 rogyBaHHS TPYATIO»).

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
ITIpomunoka3aHi cynymHi 3acmocCy8aHHA

OpgHoYacHe BBeJEeHHS TiIPOKCU3UHY 3 IIpenapaTaMy, 1o nmogoBxyioTs QT iHTepBan Ta/abo
IHAYKYIOTh OIiMOP(dHY IITYHOYKOBY TaxXiKapfilo TUIY «IIipyeT», TAKUMHU SK aHTHAPUTMIiuHi
nmikapchKi 3acobu knacy IA (Hampukiag XiHigwH, gu3omnipamin) i knacy III (Hanmpukiam amiogapos,
COTaJIoN), IesIKi aHTUTiCTaMiHHI IpenapaTH, esKi HeUPOIeNnTUKY (HalpuKiaj rajonepunon), DesKi
QHTUIENIPECAHTH (HaIpUKIIa IUTAJIONPaM, eCIIUTAJIONPaM), IesKi IpOTUMaNsPiiiHi mpenapaTu
(mampukian MeIOXiH Ta TiMPOKCHUXIOPOXiH), MesKi aHTUOI0TUKY (HalmpHKIIad epUTPOMIIINH,
neBodIoKcalH, MOKCHdIIOKCcaluH), fesiKi TpoTUrprOKOBi 3aco0u (HalpUKIIaf MeHTaMiuH),
IesKi LITyHKOBO-KUIIKOBI IIpenapaTy (HalpyKiiaf IPyKaJIOnpun), AesKi JTiKapChKi
IpernapaTy, SKi BAKOPUCTOBYIOThCS IIPH JIIKyBaHHI paky (HampuKiafg TopeMides,



BaHMeTaHi0), MeTafioH, MigBUIIY€E PU3UK PO3BUTKY ceplieBol apuTMii. OTxke, Taki KoMOiHa1il
IIPOTUNIOKa3aHi (OuB. po3fin «[IpoTunokasaHHS»).

[ToeOHaHHA, w0 nompebyroms 83 UMM 3acmepenHcHuUX 3axo0dia

Y pasi 6pagukapmii ciif 3 06epeKHiCTI0O 3aCTOCOBYBATH IIPeNapaTH, 0 CIIPUYNHSIOTh
rirnokaiieMito.

[ToTpibHO 3 00ePEKHICTIO 3aCTOCOBYBATH TiTPOKCU3UH Y 03aX, 110 TePEBUIYIOTh
PEeKOMeH[I0BaHi Ipy OQHOYACHOMY JIIKyBaHHI IIpeltlapaTaMy, 3TaTHUMU CIIPUYUHUTHU CEPLIEBY
apUTMIil0, TAKUMHU SK XiHiOWH, JIiTiid, TIOpHOa3uH, TPULUUKITIIYHI aHTUIEIIPECAHTH, aTPOIIiH i IM
IIoMiOHi.

Crtim BpaXOByBaTH ITOCUIIEHHS [il ATapakcy” MpH 3aCTOCYBaHHI OHOYACHO 3 JIIKaPChKUMH
IperapaTaMy, 10 IPUTHIYYIOTh IeHTPalbHy HEPBOBY CUCTeMY a00 MalOTh aHTUXOJIiHepTriuHi
BJIACTUBOCTI. Y IIbOMY BUIIAAKY iX O3yBaHHS MigOupaTy iHAWBiAyanbHO. AIKOTOIb TAKOXK IIOTEHII0E
edekTu Atapakcy”.

Cnipm yHUKaTH OHOYAaCHOTO NTpU3HavYeHHs 3 iHribitopamu MAO.
Y pasi nikyBaHHS aHTHKOATyISTHTAMU IeMOCTa3 CJIifl IePEeBipUTHU OO0 I0YaTKY JIiIKyBaHHS.

[Tpenapart nepemkoaXKae IPeCcopHii [il agpeHaniHy, € aHTaroHiCTOM MPOTUCYAOMHOL
aKTHUBHOCTI (eHiTOIHY y IIypiB, @ TAKOXK IepeIIKoaXKae Ail 6eTaricTuHy i mpemnaparis-
0110KaTOPiB X0JiHecTepa3u. [Ipu HeoOXiMHOCTI MPOBEIeHHS alePriYyHuX TeCTiB abo
MEeTax0JIiHOBOTO OPOHXiaTbHOT'0 TECTY MIPHUIMOM IIperapaTy HeoOXiqHO MPUIKMHUTY 3a 5 [IHIB
0 MOCTIiAKeHb 15 3amo0iraHHs BIJTMBY Ha Pe3yIbTaTH TECTIB.

BBengeHHS TIPOKCU3WHY MOXKE IIePEITKONKaTA BU3HAYEHHIO 17-TiIPOKCUKOPTUKOCTEPOIMIB ¥
ceul.

Lumetunun 600 Mr aBiui Ha moOy migBUITYBaB KOHIIEHTPALl TiIPOKCU3UHY ¥ CUPOBATII
KpoBi Ha 36 % i 3HMKYBaB IiKOBI KOHIIEHTpAaIlil MeTaboiTy 1eTupu3uny Ha 20 %.

Arapakc® € igri6itopom CYP2D6 (KI (Ki): 3,9 MKMonE; 1,7 MKT/M) i y BECOKHX [03aX MOXe
CIIPUYMHUTHA MeJUKaMeHTO3HY B3aeEMofiio 3 cyoctpaTamu CYP2D6 (MeTomponorn,
nponadeHoH, TUMOJION, aMiTPUIITUIIIH, KJIOMIIIpaMiH, Ae3UlpaMiH, iMiTpaMiH, TapOKCETHH,
rajonepuaos, PUCIEePUIOH, TIOPUAA3UH, apUIinpa301, KofgelH, OeKCTpoMeTopdaH,
NOYyJOKCETHH, (ieKalHil, MEKCUIIETHH, OHOAHCETPOH, TaMOKCcudeH, TpamMamoJl,
BeHJIaaKCHH).

Arapakc® He Mae iHTiGy:0490ro BIIKMBY Y KoHIeHTpamil 100 MKMoIb Ha i3odopmu VI O-
TIIoKypoHinTpaHchepasu 1A1 ta 1A6 y MiKpocomax MediHKM MoauHu. Bin iHrioye isodopmu
nuToxpomy P450 2C9/C10, 2C19 ta 3A4 npu KOHI[EHTPALifAX, sKi IePEeBUILYIOTH ITiIKOB1
KoHIeHTpairil y mna3mi (KI50 (IC50): 103-140 mmonb; 46-52 MKr/mn). ToMy MaloiMOBIPHO,
mo ATapakc® MOzKe DOPYHMIXTH MeTaG0Ii3M JTiKapChKHX MPenaparis, o € CyOcTpaTaMy AJIs
NaHUX €eH3UMIB.

MeTaboriT 1eTupu3uH npu KoHneHTpanii 100 MKMOIbs He BUSBIISE iHTiOyI04Oro BIJIUBY Ha



IIATOXPOM Medinku moguHu P450 (1A2, 2A6, 2C9/C10, 2C19, 2D6, 2E1 ta 3A4) Ta izodopmu
Y ®-rmoKypoHinTpanchepasu.

I'impokcu3uH MeTaboIi3yeEThCS anKoronbaerigporenason i CYP3A4/5, migBuiieHHs
KOHIIEHTpAIlil TiIPOKCHU3UHY y KPOBi MOXKHA 04iKyBaTH, KOIH TiIPOKCHA3UH 3aCTOCOBYIOTh
pa3oM 3 mperapaTaMy - BiTOMUMHU IOTYKHUMHU iHTi0iTOpaMu TaHUX €H3UMIB (TENTiTPOMIlIKH,
KJIapUTPOMILIVH, [eflaBipauH, CTUPUIIEHTOJI, KETOKOHA30JI, BODUKOHA30JI, iTPaKOHAa30J1,
IT03aKOHA30JI i mesikKi inribiTopu mporteas3u BIJI, BKIoyaloun aTa3aHaBip, iHOWHABIp,
Hen¢iHaBip, pUTOHABIp, CaKBiHABIP, JIOMiHABIP/PUTOHABIP, CaKBiHABIP/pPUTOHABID i
TUIIpaHaBip/puTOHaBip). [IpoTe Koy iHTiIOYETHCS TiMBKKU OOUH IIIAX MeTabomi3My, iHmi
[JISIXA MOXKYTh YaCTKOBO KOMIIEHCYBaTH II€E.

Oco06.1ueocmi 3acmocy8aHHs1.
ligpokcu3uH ciif 3 06epekHiCTIO MPU3HAaYaTH XBOPUM, CXUIBHUM [0 CYIOMHUX peakIlil.

YHacmnigok HasBHOCTI aHTUXOJIiIHEPTiuHOTo edeKTy IpenapaTy CJIif Ipu3HadaTh Horo 3 00epexkHICTIO
XBOPUM Ha rjlayKoMy, rinepTpodito NpocTaTy, 3 YTPYAHEHUM CEYOBUAIIEHHSAM, 3HUXKEHOIO
MOTOPHKOIO IITYHKOBO-KUIIIKOBOT'O TPAKTy, MiaCTEHI€I0 I'paBic, JEMEHIIIEI0.

XBOpUM, SKi OQHOYACHO OTPUMYIOTh JIIKyBaHHS iHIIUMU 3acobamuy, 10 npurHigyots LTHC,
abo xoJiHOoOI0KaTOpaMH, M03Y MOTPiIOHO KOpUTryBaTH (OuUB. po3min «B3aeMopist 3 iHIIUMU
JMiKapChKUMU 3aco0aMu Ta iHIIT BUOYM B3aEMOIii»).

Crnipm yHUKATH IPUMOMY alIKOTOJIi0 abo iHIMX cemaTUBHUX MpelaparTiB y mepiof IiKyBaHHS
ATapaKCOM® (muB. po3min «B3aeMomis 3 iHIMMMH TiKapPCHKUMHU 3aco0aMu Ta iHIII BUIU B3aEMOIN»).

Bnaus Ha cepuego-cyo0uHHy cucmemy

3acTocyBaHHS TiIPOKCU3KWHY OyJI0 OB’s13aH0 3 momoBxkeHHAM iHTepBany QT Ha EKT'. ITig gac
IIOCTMapKETUHTOBOTO CIIOCTEPexKeHHs Oyiu 3adikcoBaHi BUMTaKY ITOOBXKEHHS iHTEpBaLy
QT i monmimMmop¢Ha NITyHOYKOBa TaXiKapmid TUIY «IIipyeT» y Malli€HTiB, SKi IpuiManu
rigpokcu3uH. BinbIIicTh IUX MAI[iEHTIB MasH i iHIIi (paKTOpU PU3UKY, 30KpeMa MOPYLIeHHS
eJIEKTPOJIITHOTO 0ajlaHCy Ta CYIyTHE JIiKyBaHHS, 1110, MOXKJIMBO, CIIPUSJIO PO3BUTKY IIUX
cuMmnToMiB (muB. po3min «ITobiuHi peakirii»).

['igpoKCHM3UH CJIif 3aCTOCOBYBAaTH Y MiHiMaIbHii epEeKTUBHIM 031 i IPOTATOM HaKOPOTIIIOTO
nepiony. Ilpu BUHMKHEHHI 03HaK a00 CUMIITOMIB, SIKi MOXKYTb OyTH IIOB’sI3aHi 3 CEPIIEBOIO
apuUTMi€lo, JTiKyBaHHS TigPOKCU3NHOM HeOOXigHO IPUMIMHUTH, a MallieHTaM CJIifi HerauHo
3BEpHYTHUCSA A0 JIiKaps.

[lamieHTaM Ciifi peKOMeHOyBaTh HETANHO MOBIIOMIISITH PO OyOb-IKi CUMIITOMU 3 GOKY
cepis.

LIKipHi peakuii

Ilig yac 3acToCyBaHHS Ipenaparty ATapakc”® MOBiJOMIISAIOCS PO HeGe3MeyHi AJIs KUTTS
IIKipHi/IMyHOJIOTi4Hi peakiii, Taki ak cuagpoM CtiBeHca - [I?)KOHCOHA, TOKCUYHUU



emigepManbHUN HEKPOJIi3, TOCTPUii TeHepasi3oBaHuMi eK3aHTeMaTO3HUM MyCTYIb03 abo
aHTiOHEBPOTUYHUM HAOPSK.

[NTauienTiB crig iHdhopMyBaT# PO 1i 03HAKKU Ta CUMIITOMH, a TAKOXK CIIiJl peTeIbHO
CIIOCTepiraTu 3a IMallieHTaMH I[0JI0 PO3BUTKY LIKiPpHUX/IMYHOIOTiYHUX peakiliii. Hanbinpimmii
PU3UK BUHUKHEHHS CUHOpOoMYy CTiBeHCa - [[2KOHCOHA, TOKCUYHOTO eliflepMabHOr0
HEKPOJIi3y, TOCTPOT0 reHepali30BaHOr0 eK3aHTEMATO3HOTO MTyCTYIh03y a0
AHTiI0HEBPOTUYHOI0 HAOPSIKY CIIOCTEPIra€ThCs MPOTITOM IIePiony Bifl HeKiNTbKOX OHIB IO
IEeKITbKOX TUXKHIB Bifl IOYATKY JIIKyBaHHS.

Y pasi HasgBHOCTI cuMIITOMIB ab0 03HaK cuHApoMy CTiBeHCa - [I:KOHCOHA, TOKCUYHOT'0
eligepManbHOT0 HEKPOJIi3y, TOCTPOT0 TeHepali30BaHOr0 eK3aHTEMATO3HOT0 IIyCTYNh0o3y abo
aHTiI0HEBPOTUYHOT0 HAOPSKY (HalpuUKJIIaf, IPOrpecyovyoro BUCUIIaHHS Ha IIKipi, 1110 9acTo
CYIIPOBOIXKYETHCST 00/IEM, TyXUPSIMU a00 ypaxkKeHHSM CIIM30BOI 000JIOHKH Ta iHOMi
JIMXOMAaHKOI0), CJIifi IPUIAHUTY [IPUIOM IIpenapaTy ATapakc® i 3BepHYTHCS 3@ JOIOMOTI 00
[0 MeIUYHOTIO [IpalliBHUKA.

Harikpaiui pe3ynbTaTy Ipu JiKyBaHHI cuHOpoMy CTiBeHca - [I;)KOHCOHA, TOKCUYHOT O
eligepMabHOT0 HEKPOJIi3y, TOCTPOT0 reHepali30BaHOr0 eK3aHTeMaTO3HOTr0 IyCTyIb03y abo
AHTiIOHEBPOTUYHOI'0 HAOPSIKY MOCSATAIOTHCS IIUISTXOM PAaHHBOI MiarHOCTUKM Ta JIiIKYBaHHS, a
TaK0XK HEralHOTO MPUIMHEeHHS 3aCTOCYBaHHS IiJ03PI0BAHOTO0 IIpenapary. Y pasi paHHbOI
BIIMiHU IIpelapaTy CIOCTEPIraeThCsA Kpalluid IIPOrHO3.

SIKI0 TIiff 9ac 3aCTOCyBaHHA IpenapaTy Atapakc® y Hali€HTa PO3BUBAETHCS CUHAPOM
CriBeHca - [I’)KOHCOHA, TOKCUYHUY ellifepMaJIbHUN HEKPOJli3, TOCTPUY TeHepali30BaHun
€K3aHTeMaTO3HUU NyCTy/1b03 a00 aHTiI0HEBPOTUYHUY HAaOPSK, TO TAKOMY NallieHTy Oinblie
HIKOJIM He MOXKHa IIPUIMaTH Ipemnapart Atapakc’.

ITayieHmu AIMHbO20 BIKY

3acToCyBaHHS TiIPOKCU3UHY HE PEKOMEHYETHCS NallieHTaM JIITHBOTO BiKy Yyepe3 3HUXKEHHS
BHBENEHHS TiIPOKCU3UHY Y Li{ MOMyIALil MOPiBHSAHO 3 MallieHTaM#X MOJIOAIIOrO BiKY i
OinpIIM pU3NK BUHUKHEHHS MMOOIYHMX peaklliil (HampuKiaa aHTUXOJiHepriuHi epekTu) (Ius.
po3minu «Croci6 3acTocyBaHHS Ta mo3u» i «ITo6iuHi peakirii»).

ITeyiHkosa ma/abo HUpPKo8a HedocmamHicmb

XBOpuUM i3 mopyureHHIM QYHKII nediHKy ab0 3 TOMipHO BUPaXKeHOI0 YK TSKKOI0 (OPMOI0
HUPKOBOI HEJOCTATHOCTI 103y CJIifl 3MeHIIHUTH (OuB. po3min «Crocib 3acTOCYyBaHHS Ta [I03U»).

TabmeTKy MicTSTh 1akTO3y. [1allieHTH 3 PigKiCHUMU CIIafKOBUMU IIPo0ieMaMu
HeTIepeHOCUMOCTI raiakTo3u, aedinuToM nakTasu Jlammna abo TI0K030-TaTakTO3HO0
ManbabcopOllielo He TOBUHHI MPUUMATH 11e¥ TiKapChKuii 3acio.

ITediampuyHa nonyasuyis

[iTu paHHBOTO BiKYy € GiNIbII CXUIBHUMH OO PO3BUTKY MOOIYHUX SIBUI 3 OOKY IIeHTpalbHOI HEPBOBOI
cucteMu (muB. po3min «I106i4Hi peakiiii»). Y miTei mpo po3BUTOK CYyIOM IOBIIOMIISIIOCS YaCTiIlle,
HiX y IOPOCIIHX.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BaeimHicmb

HocmigKeHHs Ha TBapuHaX IPOLEeMOHCTPYBaJIX PENPOAYKTUBHY TOKCUYHICTE IIpenapary.
['impoKCH3UH IPOXOOUTH Yepes IyalleHTapHui 6ap’ep, 110 TPU3BOAUTD OO BUIIUX HOTO
KOHI[eHTpAlliil y IIJI0fa IOPIBHAHO 3 MAaTEPUHCHKUM OpraHi3aMoM. Ha manuii yac HeMae
PEeJIeBaHTHUX eMifieMioJIOriYHIX JaHKX BiTHOCHO BIUIMBY ATapakcy® y IIepiof BariTHOCTI,

®

TOMY Atapakc ~ IPOTUIIOKA3aHUU y IIepion BariTHOCTI.

YV HOBOHAPOIXKEHHX, MaTepi IKUX OTPUMYyBaIi ATapakc® Ha Mi3HIX TepMiHaX BariTHOCTI
Ta/abo mif Yac moJoriB, CIocTepiranuck Taki sBuila 6e3nmocepenHbo abo yepes Kinbka ToguH
IIiCJIg HApOIXKEHHS: TIlIOTOHIg, pO3JIafu PyXiB, Y TOMY YUCJIL €eKCTpalipaMifHi po3iany,
KJIOHIYHI pyX#, IPUTHIYEeHHS LIeHTPaJIbHOI HEPBOBOI CUCTEMHM, HEeOHATAJIbHI TiTOKCAYHI

cranu abo 3aTpuMKa cedi. Tomy ATapaKc®

[IPOTUIIOKA3aHUM y IePiof BariTHOCTI.
I'odysaHHA 2py00to

LleTupu3uH, OCHOBHUY MeTa0OJIiT IiIpOKCU3NHY, IPOHUKAE Y TPY[IHE MOJIOKO.

He3Bazxkawooun Ha BiICYTHICTh (hOPMaIbHOTO [OCTiAXKEeHHS 00 eKCKpellil TigTpoKCU3uHy y
IPyOHE MOJIOKO, OGiuHI e(peKTH TIKKOTO CTYIeHs Oy/id BUSIBIIEH] y
HOBOHAPOJXKEHUX/HEMOBIIAT, MaTePi AKUX OTPUMYBAJIH JIIKYBAHHS IIPOKCU3UHOM.

Atapakc® IpOTUIIOKA3aHKH y Iepiof ToAyBaHHs IPYALH0. IKIN0 HeoOXinHO JIiKyBaHHS
ArtapakcoM®, TofyBaHHs IPY//IIO CIIif IPUIHHATH.

depmuabHicmMb

Hewmae BigmoBifHUX JaHUX IIOOO0 BIJINBY Ha (ePTUIIBHICTH TIOAWHU.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

[igpoKCU3WH MOXKe MOPYIIMTY 3[aTHICTh pearyBaTH i 30CepenKyBaTuCh. [1allieHTH TOBUHHI
3HATH TIPO Iie i MpOosBNATHA 00epeXHICTh IPU KepyBaHHiI aBToM0OineM Ta poOOoTi 3 iHIIMMHI
MexXaHi3MaMu.

Cnipg yHMKaTy OGHOYACHOI'0 3aCTOCYBaHHA IIpernapaTy ATapaKc® 3 ankorosueM abo iHmuMu
CedaTUBHUMM IIpellapaTaMy, OCKiIbKY 1Ie MiICUIIOE BUllle3a3HaueHi e(heKTH.

Cnoci6 3acmocyeaHHss ma do3u.

[IpenapaT mpuiiMaTh TEPOPAIIbHO.



[igpoKcu3uH CJIif 3aCTOCOBYBaTH y MiHiMaslbHil e(eKTHUBHIM 1031 i IPOTATOM HalKOPOTIIOTO
mepiony.

Hopocni

Il CHMIITOMATHYHOTO JTIKyBaHHS TPUBOXKHUX cTaHiB: 50-100 Mr Ha go0y, To6T0 2-4 TabneTku mo 25
Mr abo Y2-1 tabneTky o 100 Mr BBeuepi mepef CHOM Y pa3i pO3BUTKY TPUBOKHOTO CTaHY, 0COOIUBO
TaKOoTO, SIK 0€3COHHS.

[T CAMIITOMaTUYHOTO JIiKyBaHHS anepriynoro ceepbexy: 25-100 mr #Ha moby, To6TO 1-4 TabneTku
o 25 Mr Ha go0y.

MakcuMasbHa fo00Ba J03a I OPOCuX i miTel 3 Macoio Tina 40 kr a6o 6inbire ctaHoBuTh 100 Mr.

JIikap BU3Ha4a€ TPUBAJIICTD JIIKYBAaHHA Ha OCHOBL CUMIITOMIB 1 IpU3Ha4Ya€ MiHIMaIbHy MOXKIIUBY
NiATPUMYyBaIbHY HO03Y.

3 ornsiny Ha Te, IO BiATIOBigb Ha TiAPOKCU3KUH Y MAI[iEHTIB MOXKe OyTH Pi3HOI0, PEKOMEHI0BaHO
PO3MOYHMHATH JiKYBAHHS 3 HU3BKUX [103 i MOCTYIOBO 30iIbIITYBATH 03y OO OJOCATHEHHS HaWOibII
KOPEKTHOI [03¥, CKOPUTOBAHOI BiMOBIAHO 0O BiAIIOBiAi MallieHTa Ha Tepariio.

Himu
Ilyiss CUMIITOMaTUYHOTIO JIIKyBaHHS aJlepPridvHoro cBepbexy:

Hitu i migmiTku Big 12 pokiB (3 Macor Tina monan 40 kr): 25-100 mr/mo6y, To0TO 1-4 TabneTku 1mo 25
MT Ha 1go0y.

Hitu BikoM Bim 9 mo 12 pokiB (3 macor Tina 28-40 kr): 25-75 Mr/mo6y, To6to 1-3 TabneTku mo 25 mMr
Ha 700y.

Hitu BiKoM Bim 7 mo 9 pokiB (3 Macoio Tina 23-28 kr): 25-50 mr/moby, 1-2 TabneTku mo 25 Mr Ha go0y.

Hitu BikoM Bim 4 mo 7 pokiB (3 Macoio Tina 17-23 kr): 25-37,5 mMr/mo6y, To6To 1-1% TabneTku mo
25 Mr Ha 1006y.

Hitu BikoM Bim 3 mo 4 pokiB (3 Macoro Tina 12,5-17 kr): 12,5-25 Mr/go06y, To6To ¥2-1 TabneTka mo
25 Mr Ha 100y.

o3y po3paxoBYIOTh 3@ MACOI0 Tijla ¥ miama3oHi Big 1 Mr/kr/mo0y oo MakCUMyM 2 MT/KT/moby y
PO3MIOMiTeHNX J03aX.

Ins mite#t 3 Macoro Tina 0o 40 KT MakcuMaJsibHa 1060Ba 103a CTaHOBUTH 2 MT/KT/mo0y. [Ins miten 3
Macoro Tina Oinbire 40 KT MakcuMasibHa fo6oBa f1o3a cTraHoBUThL 100 Mr Ha m00y.

Oco0auBi monyidiii

ITayieHmu AiMHbO20 BiKY

MakcumarnbHa f1060Ba J03a AJIS MallieHTiB TITHROTO BiKy cTaHOBUTH 50 Mr Ha Ho0y (IuUB. pO3Min
«OCc00IMBOCTI 3aCTOCYBaHHS»).

Hupkosa HedocmamHicmb



AKI110 TIOTPIOHO JOCATTH TUMYACOBOTO €(EeKTy, 03y MOXHA 3MEHIIUTH HaloJI0BUHY. [le
TaKOX MOXKe CTOCYBaTUCS MALiEHTIB 3 HUPKOBOX HETOCTATHICTIO.

Io3yBaHHS CITi KOPUTYBATH, K 3a3HA4YeHO B Tabnuili 1 HuXKYe.
Taomuus 1

KopuryBaHHS q03H [JI JOPOCINX MAIi€HTIB 3 MOPYIIEHHAM (QYHKII1 HIPOK

I'pyna [IBuAKicTh KIIyOOYKOBOI BigcoToxk Bin
¢dinbrparii (IHIK®, mM11/xB) PEKOMEHI0BaHOI A03U

[TopymieHHs QyHKIII HUPOK nerkoro 60-< 90 100 %

CTyTIEeHS

[TopymieHHs QYHKIII HIPOK 30-< 60 50 %

IIOMIPHOI'O CTYIIEHS

[TopymieHHs QyHKIII HUPOK TAKKOro < 30, 25 %

CTyTIEeHS He noTpebye miamisy
< 15, 25 %,

TepMiHanbHa CTafis ypaxKeHHs

uupok (ESRD) noTpebye MiKyBaHHS 3 3 pa3u Ha TUXKIOEHb

BUKOPUCTAHHAM [iani3y

ITeyiHkoB8a HedocmamHicmb

[TarieHTaM 3 MOPYUIEHHSIMU QYHKIII TeYiHK PEKOMEHAYETbCS 3MEHIIUTH 0000BY 103y Ha
33 %.

Himu.

3acTocyBaHHS IIpemnaparTy iTAM [eTalbHO ONMKucaHo ¥ po3xgini «Criocib 3acTocyBaHHS Ta HO3W».

Ilepedo3yeanHs.
Cumnmomu

CuMIToMy, 0 CIOCTEPIral0ThCS MiCIg 3HAUYHOT0 Tepefo3yBaHHs IIpernapaTy TOJIOBHUM YUHOM
TIOB’s13aHi 3 HAAMIPHUM aHTUXOJIIHEPTiYHUM HaBaHTAXKEHHSIM, IPUTHIYeHHSM a00 ImapagoKCcaibHOIO
crumynsnieto [THC. CuMnToMaMu 3Ha4YHOTO ITepefo3yBaHHSI MOXKYTh OyTH HYHOTa, OII0BaHHS,
Taxikapmis, rinepTepMisi, COHJIUBICTD, IOPYLIEHHS 3iIHUYHOTO pedieKkcy, TPEMOp, CIIyTaHIiCTh
cBimoMocTi abo ramwoIHarii. ITics 11b0ro MoxKe CIocTepiraTics 3HUKEHUN PiBeHb CBIIOMOCTI,
IPUTHIYEHHS OUXaHHS, CyIOMHU, apTepiajbHa TrinoTeH3is abo KapaioapuTMisi, BKIIIOUal0un
Opapukapmito. MoxnuBe 30ibIIeHHS CTYIEHS TSIXKKOCTI KOMU i KapAiopecnipaTopHuii
KOJIalIC.

JlixysaHHA

Heo0xigHO peTenbHO KOHTPOJIIOBATH AMXaJIbHI MUISXY, UXaHHS i CTaH KPoBOOOiry 3 6e3mepepBHUM
3anucoM EKT i 3a6e3neyeHHSIM JOCTAaTHLOTO 3amacy KucH0. Cyif migTpuMyBaTH MOHITOPUHT



CeplieBUX ITOKa3HHUKIB Ta apTepiaJbHOTO TUCKY BIPOOOBXK 24 TOOMH ITiCIg 3HUKHEHHS y MallieHTa
CUMIITOMIB.

XBOpuUX 3i 3MiHaMH y IICUXiYHOMY CTaTyCi He0OXiAHO IepeBipUTH Ha HAasIBHICTh OMHOYACHOTO
3aCTOCYBaHHS aJIKOroJIio abo iHIIMX MiKapChKUX IIperapariB; y pa3i HeoOXigHOCTI IM cllif mpu3HavyaTu
KV CEHb, HAJIOKCOH, I'JIF0K03Y, TiaMiH.

Y pazi HeoOximHOCTI OTpUMaHHS Ba30IMPECOPHOT0 eeKTy CIIifl MpU3HaYaTH HopagpeHatiH abo
MeTapaMeHOoJI. AIpeHaliH He CIif Ipu3HadyaTH.

He cnig mpu3HayaTy CHPOI inmeKaKyaHu MalieHTaM i3 CHMIITOMaMu a00 CXUJIbHICTIO 10 IIBUIKOTO
3HUKEHHS PiBHS CBiIOMOCTI, pO3BUTKY KOMH a00 CyIoM, TOMY IO Iie MOXKe IIPU3BECTH J0
acmipariiHoi MTHEeBMOHil.

Y pasi npoKOBTyBaHHSA KJTIHIYHO 3HAYYIIO1 KiIbKOCTI ITpenapaTy MOXKHa IIPOBECTH MPOMUBAHHS
IIJTyHKa 3 TI0TepeqHbOo0 eHI0TpaxeanbHOIo iHTy0allieto. MoXKHa 3aCTOCyBaTH aKTUBOBaHE BYTiNI,
aJie iCHye He3Ha4Ha KiJIbKiCTh JaHUX, 110 MiATBEPAXKY€E M0T0 e(eKTUBHICTh. 3aCTOCYBaHHSI
reMmopianizy abo remonepdysii HepoinbHe. CrennudiyHOr0 aHTUAOTY HEMAE.

Hani 3 my0Onikaiii BKa3yloTh Ha Te, 10 IPX HAsIBHOCTI TSIKKHUX, 3aTPO3/IUBUX OIS XKUTTS
AHTUXOJIiHePTiuHuX e(deKTiB, 10 MTOraHo MiAgaTLCS JTiKyBaHHIO Ta HE pearylTh Ha IIpenapaTy, IIo
3aCTOCOBYIOTh IJIST IXHBOT'O JIiIKYBaHHS, MOXKYTb OyTH KOPHCHUMHU IIPOOHI TepaneBTUYHI 03K
¢disocturminy. He crig 3acTocoByBaTé (Pi30CTUTMIH TiNIbKY [JIS MiOTPHMKHU Malli€HTa Y CBiTOMOCTI.
Ao pasom Oynu IPUMHATI MUKITiYHI aHTUAEIPECAHTH, 3aCTOCYBaHHS (Pi30CTUTMIHY MOXKe
IIPU3BECTH [0 HalaMiB 1 3yIIMHKYU CEPLid, 110 II0raHo MigAaeThCA IiKyBaHH. Oi30CTUTMIH HE CIIif
IpU3HayvaTH [IpY MOPYIIEHHIX IIPOBIIHOI CUCTEMU CEpId.

ITobiuni peakuii.

[To6iuHi epekTH B OCHOBHOMY I0B’s13aHi 3 mpurHivenHsM [IHC abo napamokcaabHUM
CTHMY/TIOBaJIbHUM BIIJINBOM Ha II€HTPAJIbHy HEPBOBY CUCTEMY, 3 @aHTUXOIIHEPTiYHOI0 aKTUBHICTIO abo
PeaxLi€ro rinepuyTIuBOCTi.

Y Tabmnuii HEUK4Ye HaBeeHO HebaxKaHi e(eKTH, PO SIKi MOBIJOMIISIIOCS ITifl Yac TOCTMAapPKETHHIOBOTO
3aCTOCyBaHHS, a TaKOXK 1MO0i4Hi peakilil, Tpo SKi MOBigoMIISIIIOCS Y X0mi M1ale00-KOHTPOJIbOBAHUX
KJTiHiYHUX BUIIPOOyBaHb i3 4acToToI0 moHaWMeHIIe 1 % nis rigpokcu3uny (735 mocHifXKyBaHUX, AKi
3aCTOCOBYBaIU TiAPOKCU3UH y 1031 #o 50 Mr monH4, i 630 goCIiaXyBaHUX, Ki OTpUMYyBaIu
nnane6o0). YacToTy nobiyHuX peakiii B KITiHIYHUX JOCTIIXKEHHIX 3@ MOXKJIUBICTIO HaBeIeHO TAKOXK V
BigCOTKax; msi HeOakaHUX e(eKTiB, PO SIKi MOBIJOMIISIIOCS ITiJl Yac IOCTMAaPKETHHIOBOTO
3aCTOCyBaHHS, KaTeropil 4aCTOTH HEMOKJIMBO NOCTOBIPHO OI[iHUTH.

HaBepeni Huk4e mobiuHi peakiii, 1110 Big3Havanucs IIifl 4ac 3aCTOCyBaHHS IIperapary, Po3noineHi
3a Kyacamu cucteMm opraniB MeDDRA Tta wacToTor TakuM yuHOM: gyxKe yacTto (> 1/10); wacTto

(> 1/100 mo < 1/10); meuacTto (> 1/1000 mo < 1/100); pigko (> 1/10000 mo < 1/1000); ogy=xe pimko
(< 1/10000); HeBinoMa yacToTa (He MOXKHA OLIIHUTH 3 HASIBHUX JAHUX).

Hesiki mo6iuHi peakirii Oynmu ineHTH(iKOBaHI MPOTATOM KITiHIYHUX HOCTiAXKEHb 3 YaCTOTOI0, BKa3aHO0
Huxk4e. OgHaK Ipo mesiki moOiuHi peakilii MOBiqOMIISIM CIIOHTAHHO IPOTSATOM IIOCTMAPKETHHTOBOTO
3aCcTOoCyBaHHS. Y pa3i, KoM 9acToTa He Moxe OyTH OIlliHeHa Ha OCHOBi JOCTYIIHUX JaHUX, BOHA
BKa3aHa SIK «HeBigoMa».



[To6iyHi peakiii

[4acToTa (%) mobiynux peaxiiit

3 60Ky iMyHHOI cucmemu:

rifnepyyTInBICTh PIOKO
aHabiTaKTUYHUN 10K nyxKe pigKo
[IcuxiuHi po3aadu:

30ymKEeHHS HEYacTo
CIUIyTaHICTh CBIJOMOCTI HEe4acTo
me30pieHTalisa PimKo
TaJIIOIIMHAIIIL pPimKo
[Hegpo.102iuHi po3aadu:

COHJIUBICTD nyxe gacto (13,74)
TOJIOBHUHU 0ilb vacTto (1,63)
cemallia JaCTO
3allaMOPOYEHHS HEe4acTo
0e3COHHS HEeYacTo
TPEMOP HeYacTo
CynoMU PimKo
MUCKiHe3isq PiOKO

BTpaTa CBiJOMOCTi (CMHKOIIE)

HeBiJoMa YyacToTa

3 60Ky opaaHis 30py:

MOPYILIEHHS aKOMOaIlil PimKo
HeYiTKuU 3ip pigKo
3 60Ky cepuesoi cucmemu:

Taxikapmis PimKo

momoBxkeHHd iHTepBany QT (muB. po3gin
«Oco0IMBOCTi 3aCTOCYBaHHS)

HeBiZoMa 4acToTa

NMUIYHOYKOBA apUTMisl (HalpUKJIa[, TULY «IipyeT»)

HeBiZoMa 4acToTa

3 60Ky cyOuHHOI cucmemu:

apTepianbHa TiMmoTeH3is

[pinxo

3 60Ky duxanbHOI cucmemu, opaaHie 2pydHoi KaimKu ma cepedoCmiHHA:

OpOoHXOCIIa3M

[nyxe pigxo

3 60Ky WYHKOBO-KUWLKOB020 MPAKMY:

CYXiCTB y POTI1

qacTo (1,22)

HyLOTa HEYacTo
3a1op PiOKO
0110BaHHS pigko

3 60Ky 2enamobiniapHoi cucmemu:

reraTuT

HeBiZoMa 4acToTa

3MiHM QYHKIIOHANIBHUX P00 MeYiHKU pigko

3 60Ky wkipu i ni0WKipHOI KAIMKOBUHU:

cBepOixK pigko
epUTEeMaTO3Hi BUCUIIaHHS PimKo
[JIIMUCTO-TIaNy/Ib03Hi BUCUTIAHHS PiOKO
KPOIUB’ SHKa PifKo
mepMaTuT PimKo
cuupgpom CTiBeHCca - JI2KOHCOHA nyke pigKo
MynbTH()OPMHA epUTEMA nykKe pigko

O0ynTb03Hi CTaHU (HampUKIIad TOKCUYHUN
eliflepManbHUN HEKPOi3, nemdiroin)

HeBiJJoMa YyacToTa




TOCTPUM reHepalli3oBaHul eK3aHTEMAaTO3HUHU nyxe pigko
yCTY/Ib0O3

QHTiIOHEeBPOTHYHHUHN HAOPSIK nyXke pigko
(hikcoBaHa MeOMKaMeHTO3Ha epuTeMa nyxe pigKo
[MigBUIIEHA HiTINUBICTD oyKe pifgKo
3 6oky ceuosudinbHOi cucmemu:

3aTPHMKa CEe4OBUOINTEHHS |pinKo
3azanvHi po3aadu:

[igBUINIeHA BTOMJTIOBAHICTh qacTo (1,30)
3arajibHa CjIabKiCThb HEeYacTo
[IPOITACHUIIS He4acTo
/Tocni0oHceHHA:

301/TBIIIEHHS MacCH Tija HeBimoMa 4acToTa

Omnuc okpeMux mo6iYHUX PeaKIlii

Huxye3a3HaveHi nobiuHi peakiil acouitoBaHi 3 IeTUPU3UHOM, TOJIOBHUM MeTaboIiTOM
TimpoKcu3uHy: TPOMOOIIUTOIEHIsI, arpecisi, mernpecisi, TUK, OUCTOHIs, MapecTe3ii, OKyIOoTipHUN KPH3,
Iiapes, mU3ypis, HeTpUMaHHS cedi, cnabKicTh, HaOpPsIKY, 30iNbIIIEHHS MacH TiNla - i TaKUM YUHOM
MOTEHIIINHO MOXKYTh BUHUKHYTH IIPK 3aCTOCYyBaHHI TiIPOKCU3UHY.

[ToBigoMIEHHS PO Mif03pI0BaHi M06iYHI peakxiril

[ToBimoMmeHHs po MoO0iYHI peakilil Mics peecTpaliil TiKapcbKoro 3aco0y Ma€ BaK/IMBe
3HaueHHs. Lle mae 3MOry NpoBOAUTU MOHITOPUHT CIIiBBIAHOIIEHHS KOPUCThL/PUBUK IIPU
3aCTOCYBaHHI IIbOTO JTiKapChKOro 3aco0y. MemuuHuM Ta papMalleBTUYHUM ITpalliBHUKAM, a
TaKOX TallieHTaM a0o IXHiM 3aKOHHUM IIPefiICTaBHUKAM CIIifl TOBiJOMISATH IIPO YCi BUTIAAKHU
igo3pioBaHUX MOOIYHUX peakIliii Ta BiACyTHOCTI e(eKTUBHOCTI JTiKapChKOT0 3aco0y uepes
ABTOMaTH30BaHy iHQOpMaLiHy cucTeMY 3 (hapMaKOHATTISOYy 3a IOCUJIaHHSIM:
https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

5 POKiB.

YMoBu 30epiranHsi.

He noTpibHi crenianbHi yMOBU 30epiranHs. 30epiraTtu y HeLOCTYITHOMY [JiS [iTel MicIii.

YnakoBkKa.


https://aisf.dec.gov.ua

[To 25 Tabnetok y Gmictepi. ITo 1 GicTepy y KapTOHHIM KOPOOIIi.

Karteropist Bimmycky. 3a pelLenToMm.

BupoOHUK.

FOCBE ®apma

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca MicIsi MIPOBaIKeHHsI HOT0 TisIbHOCTI.

Yewmin [T10 ®opiect 1, Bpaine-JT'anneyn, 1420, Benbris.



