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IHCTPYKUIA
NS MeAMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

AN NHO30/1®
(DIFLUZOL®)

Cknap:

Aitoya pevyosmHa: (1yKoHason;

1 KancynamicTuTb (hyKoHasony,y nepepaxysaHHi Ha 100 % peyoBuHy 50 mr a6o 100 mr;

[OMOMI>KHI PEYOBMHU: KaslbLiikO CTeapar, HaTpito KPOXMasbrikonaT (tun A);

CKnag, 060N0HKM Kancynu ans fo3yeaHHa 50 Mr: »kenaTuH, naTteHToBaHui cuHii V (E 131), xiHoniHoBwiA xoBTuiA (E 104), TutaHy aiokeng (E 171), asopy6iH (E
122);

CcKnag 060N0HKY Kancynm ans fo3ysaHHa 100 Mr: KenaTuH, naTeHToBaHuiA cuHi V (E 131), xiHoniHoBuid xoBTui (E 104), Tutany giokeng (E 171), asopy6iH (E
122), iHgurokapmiH (E 132).

JlikapcbKa thopma. Karncynu.

OCHOBHI (hi3nKO-XiMiYHi BNacTWBOCTI: TBEPAi XenaTnHoBI Kancynm Ne 1, Kopryc 6ipro30BOro Kosbopy, KPULLIKA POXEBOIO KOMbOPY AN A03yBaHHA 50 Mr, KpuLLKa
CUHBLOT0 KONbopy Ana fo3yBaHHA 100 mr.

BmicT kancyn— nopoLuok 6inoro abo Maixe 6inoro Konbopy, 6e3 3anaxy.

dapmakoTepaneBTUYHa rpyna. Npoturpnbkosi 3acobu /19 CUCTEMHOIO 3acTocyBaHHA. MoxigHi Tpuasony. Kog ATX JO2A CO1.

dapmMakosoriyHi BNacTnBOCTI.
PapmakofnHamika.

MexaHi3m fii.
®1yKOHa30/1 € NPOTUIPUOKOBUM 3aCO60M K/acy Tprasosis. MepBUHHUM MexaHi3MOM MOoro AiT € NpUrHiYeHHs rpubkoBoro 14-aba-naHocTepon-AeMeTUII0BaHHS,

0nocepefKoBaHOro LUUTOXpoMoM P450, WO € HeBif’eMHUM eTarnoM 6iocMHTe3y rpubkoBOro eproctepony. Akymynauis 14-anbda-mMeTui-CTeponis KOpentoe 3
noJasibLLIOK0 BTPATOK eprocTeposly MemopaHok rpubKOBOT KNITUHM Ta MOXE BifnoBifaTy 3a NPOTUrpuOKOBY aKTUBHICTb (/IyKOHa30/1y. ®yKoHa30n € GinbLu
CENeKTMBHUM 10 TPMOKOBUX (PEPMEHTIB LUTOXPOMY P450, HiXX [0 Pi3HUX CMCTEM (PepMeHTIB LuToxpomy P450 ccasuiB.

3acTocyBaHHA (p/1lyKoHa3osy y Ao3i 50 Mr Ha fo6y NpoTArom 28 AHIiB He BN/MBAE Ha PiBEHb TECTOCTEPOHY Y Ma3Mi KPOBi Y YO/OBIKIB ab0 Ha piBeHb EHAOrEHHUX


mailto:

CTepOiAiB Y XXIHOK pPenpoayKTUBHOIO Biky. ®ykoHazony ao3i 200—-400 Mr Ha o6y He NPOsBAAE KIHIYHO 3HAYYLLOr0 BMN/IMBY Ha PiBEHb EHAOreHHMX CTEPOIAIB
abo Ha BignoBiab Ha CTUMYNALIKO aapPeHOKOPTUKOTPOMNHOro ropMoHy (AKTID) y 300poBUX A06POBO/ILLIB HYO/I0BIYOT CTaTI.

JocnipkeHHs B3aeMOfii 3 aHTUMIPUHOM NPOAEMOHCTPYBa/IM, WO 3acTocyBaHHA 50 Mr iykoHa3ony pa3oBO 4y 6araTopas’oBO He BMIMBaE Ha MeTaboniam
aHTUMIPUHY.

YyTAMBICTb in Vitro.

®1yKOHa30/1in Vitro leMOHCTPYE NPOTUIrpUOKOBY aKTUBHICTb CTOCOBHO BMAiB Candida, Lo 3ycTpivatoTbea HavacTie (Bkntovatoun C. albicans, C. parapsilosis,
C. tropicalis). C. glabrata geMOHCTpYE LUMPOKWIA fiana3oH YyTANBOCTI A0 haykoHaszony, Todi sk C. krusei € 40 HbOro pe3ncTEHTHOLO.

TakoxX (hNyKOoHa30/ in vitro AeMOHCTPYE aKTMBHICTb sSiK NpoTu Cryptococcus neoformans Ta Cryptococcus gattii, Tak i NpoTM eHAEMIYHUX NAICHABUX TpubiB
Blastomices dermatitidis, Coccidioides immitis, Histoplasma capsulatum ta Paracoccidioides brasiliensis.

B3aeM03B’5130K (hapMaKOKIHETUYHUX | (hapMakKoANHaMiYHUX BNACTUBOCTEMN.

BignoBigHO [0 pe3ynbTaTiB AOCMIMKEHb Ha TBapUHaX, ICHYE KOpenauis MK MIHIMaIbHOK IHFIOYHUOK KOHLEHTpaLieto Ta eqeKTUBHICTIO NpoTu
eKCNepyMEHTa/IbHUX Moeneil MiKo3iB, cnpuinHeHnx Buaammn Candida. BignosigHo o pesynbTaTiB KNiHIYHMX LOCNIMKEHb, ICHYE NiHilHA 3aneXHicTb Mixk AUC
Ta 0300 (hnykoHazony (NpubamsHo 1:1). TakoX iCHye NpAMWIA, ane HeAocTaTHIN 3B’A30K MixX AUC abo A03010 Ta NO3UTMBHOK KiHIYHOK BignoBigAlo Ha
NiKyBaHHSA 0pa/lbHOro0 KaHAMA03Y Ta MEHLLOK MIpOt — KaHAUAeMIT. AHaNOrIYHO NiKYBaHHS iH(EKLiA, CIPUYMHEHUX LWTaMaMK, A0 SKUX (yKOHA30/ JEMOHCTPYE
BUCOKY MiHIMaJIbHY iHTi6Yyt04YYy KOHLEHTPALLit0, € MEHLL 3a0Bi/IbHUM.

MexaHi3M pe3anCTEHTHOCTI.

MikpoopraHiamu pogy Candida A4eMOHCTPYOTb YMC/IEHHI MeXaHi3MWN Pe3NCTEHTHOCTI A0 a30/1IbHUX MPOTUTrPUOKOBUX 3ac06iB. DIYKOHA30/ AEMOHCTPYE BUCOKY
MiHIMaNIbHY HriGYytOYYy KOHLEHTpaLit0 NpOTK WTaMiB rpubis, SKi MaoTb 04MH ab0 BiflbLue MeXaHi3MiB Pe3VCTEHTHOCTI, L0 HeraTUBHO BMN/IMBAE Ha eDEKTMBHICTb
in Vivo Ta B KNiHIYHIA npakTuui. Mosigomnsnocs npo BUNagkM po3suTKy cynepiHdekyii Candida spp., iHWwumy Hixk C. albicans BMgamu, Lo 4acto €
HeuyTInBMMM A0 rykoHasony (Hanpuknag Candida krusei). ns nikyBaHHA Takvx BUNALKiB C/if, 3aCTOCOBYBATU a/lbTEPHATUBHI NPOTUIPUOKOBI 3aC00M.
KOHTPO/bHI TOYKM (BiANOBIAHO A0 PEKOMEHAALLIN EBPONENCLKOro KOMITETY 3 AOCAIMKEHb YYTAMBOCTI A0 aHTUMIKPOOHUX 3aC00iB).

basytoumcb Ha [OCNIMKEHHI (hapMaKOKIHeTUKM/hapMakoanHaMiKK, YyTAMBOCTI in vitro Ta KAiHIYHOT BignoBifi, Oyn0 BM3HAYEHO KOHTPO/bHI TOYKU ANA
(hnyKoHa30ny Ansa MikpoopraHiamis pogy Candida. BoHn 6ynn po3nogifneHi Ha KOHTPO/IbHI TOYKM, WO He MOB’A3aHi i3 MeBHUM BUAOM, AKi Gi/IbLLOKD Mipoto
BM3HAYa/INCSA Ha OCHOBI (papMaKOKiHETMKM/thapMaKoAMHaMIKK | He 3anexaTb Bif po3noAiny Ha NeBHi BUAM 3a MiHIManbHOK HTiGYHOUOK KOHLUEHTpaLE, Ta Ha
KOHTPO/bHI TOYKK, NOB’A3aHi 3 NEBHUM BMAOM, L0 HalYacTille acoLitorTbCA i3 iHeKLisMU Y MOAUHN. LIi KOHTPO/bHI TOUKM HaBeAEHI HMXKYE.

MpoTurpmnbKoBuii KOHTPO/IbHI TOYKKM, NOB’A3aHi i3 NEBHVM BULOM KOHTPO/IbHI TOUKM,
3acio S</R> He MoB’A3aHi 3
NneBHUM BMOM2
S</R>
Candida |Candida |Candida | Candida Candida
albicans | glabrata | krusei parapsilosis | tropicals
®nyKoHaszon 2/14 IE - 2/14 2/14 2/14

S = yyTAnBwMIA.
R = pe3anCTEHTHMIA.
a KOHTPO/bHI TOUKMK, WO He MOB’A3aHi i3 NeBHUM BUAOM, SIKi Oi/fIbLLOI0 MIpOK BM3HAYanMCA Ha OCHOBI (hapMakOKiHeTUKM/thapMaKoAMHaMIKK | He 3anexaTb Bif po3nodiny Ha nesHi BUAM 3a

MiHIMa/IbHORO iHFiBYHOUOH KOHLIEHTpaLiero. BOHM gocnifkyBannch nuLlie y MiKpoOpraHiamiB, y IKMX He iCHYE cneumgivyHOi KOHTPONbHOT TOUKM.
-- [locnigpKeHHs YyTAMBOCTI HE PeKOMEHA0BaHI, OCKilbKM BKa3aHWi BUA He € METOO NiKapCbKoT Tepanii.
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|E — [OKa3iB LLOA0 TOr0, Y/ € BKa3aHWii BUA METOH NiKapCbKOT Tepanii, HeA0CTaTHbO.

PapmakoKiHe TuKa.

dapmakoKiHETUYHI BNacTUBOCTI (hlyKOHA30/1y € NOAIGHMMM MPY BHYTPILLHLOBEHHOMY i MEpPOpa/ibHOMY 3aCTOCYBaHHI.

Abcopbuis.

PyKOHa30/1 J00pe BCMOKTYETbCS NPU NepopaibHOMY 3aCTOCYBaHHi, a piBeHb npenapaty y nnasmi KpoBi i cMCTeMHa 6iofoCTyrnHicTb nepesuLytoTb 90 % piBHS
hiyKoHaszony y nnasmi KpoBi, L0 AOCATAETbCS NpU BHYTPILIHbOBEHHOMY BBeZeHHI npenapaty. OfHOYacHe BXMBaHHs Ki He BM/IMBAE Ha BCMOKTYBAaHHS
npenapary npu ioro nepopasbHOMY 3acTocyBaHHi. [ikoBa KOHUEHTpalis y nnasmi Kposi gocsraeTbcs uyepes 0,5-1,5 roguHu nmicns npuidomy npenapary.
KoHLeHTpaLis npenapaTy y naasmi Kposi npornopuiiHa Ao fo3u. PiBHOBaXKHA KOHLUEeHTpauis Ha piBHI 90 % focsaraeTbCs Ha APYrWid AeHb NliKyBaHHSA Npu
3aCTOCYBaHHI y MepLUWA AeHb HaBaHTaXYBa/IbHOI 03U, L0 BABIYi NepeBuLLYE 3BUYaliHY LOOOBY [03Y.

Po3nogis.

O6’em posnoginy Npnbn3HO JOPiBHIOE 3arasbHOMY BMICTY PiAHU B OpraHismi. 38’A3yBaHHS 3 6isiKamMu NasmMm KpoBi HU3bke (11-12 %).

PnyKoHa3os Ao6pe NPOHUKAE B yCi AOCNIMKYBaHI PiANHN opraHismy. PiBeHb (lyKOHa3osy y CIMHI Ta MOKPOTUHHI € NOAIGHM [0 KOHLEHTpaLii npenapaty y
nasmi KpoBi. ¥ NauieHTiB, XBOPKX Ha rPUOKOBNIA MEHIHTIT, piBeHb (hyKOHa30/y Y CMIMHHOMO3KOBIN pifnHi focsrae 80 % KOHLEHTpaLiTy nnasmi Kposi.

Bricoki KOHLeHTpauii (hyKoHasosly y LWKipi, L0 NepeBuMLLytOTb CUPOBATKOBI, AOCAratTbCS Y POroBOMYy Luapi, enifepmici, Aepmi Ta noTi. ®yKoHas3on
HaKoNMYyeTbCA'y POroBoMy Luapi. Mpu 3actocyBaHHi 4o3v 50 Mr 1 pa3s Ha 400y KOHLeHTpawis qiykoHasony nicns 12 AHiB NiKyBaHHs CTaHOBWUMA 73 MKT/T, a yepes
7 pHiB nicns 3aBepLUeHHs NiKyBaHHA KOHLEHTpaLlist BCe e CTaHOBWMa 5,8 MKT/T. IMpy 3acTocyBaHHi 031 150 Mr 1 pa3 Ha Tuk/eHb KOHLeHTpaLlis (hnyKOHasony
Ha 7-" fieHb NiKyBaHHs CTaHoBMNa 23,4 MKT/T; Yepe3 7 fHIB MiC/s 3aCTOCYBaHHS HAaCTYMHOT 031 KOHLEHTPaList BCe Le CTaHoBWMa 7,1 MKr/T.

KoHUeHTpauis (h1yKoHa30/y B HIFTAX nic/ns 4 MicauiB 3acTocyBaHHs 150 Mr 1 pa3 Ha TxeHb cTaHoBuna 4,05 MKI/r y 340p0BMX ,u,o6pOBonbu,iB Ta 1,8 MKr/r npu
3aXBOPHOBAHHAX HIrTiB; )1yKOHA30/1 BU3HAYaBCA Y 3pa3Kax HirTiB vyepes 6 mMicaALiB nicns 3aBepLUeHHs Tepani'l'.

BioTpaHchopmadis.

®1yKOHa30/1 MeTaboNi3yeThCH HE3HAUHO Mipoto. MNpu BBeAEeHHI 031, MiYeHOT pafjioakTUBHUMY i30TOMamu, vwe 11 % (hyKoHasosy eKCKPETYETbCS 3 CEUer0 Y
3MiHeHOMY BUrsAi. ®yKoHa30M1 € CeNeKTUBHUM iHri6iTopom i3odepmeHTiB CY P2C9 Ta CY P3A4, a TakoxX |Hr|6|Top0|V| i3othepmeHTy CY P2C19.

BuseaeHHs.

Mepioa HaniBBMBEAEHHS (hTyKOHA30/y i3 NNa3MW KpOBi CTaHOBUTb 6/113bK0 30 roAuH. BinbLua YacTyHa npenapaty BUBOAUTLCS HUpKamu, npuyomy 80 % BBefeHOT
[10311 BUSIBNSETLCS Y CeYi B HE3MiHEHOMY CTaHi. KnipeHc (hykoHa3ony NponopLiiHuiA 4o KnipeHcy KpeaTuHiHy. LIMpKy/olounx MeTaGoniTis He BUSB/IEHO.
TpuBannin nepios HaniBBMBeAeHHS Mpenapaty 3 MNaasMu KpoBi Aa€ MOX/MBICTb Pa30BOro 3acTOCyBaHHs MnpenapaTy Npu BariHabHOMY KaHAMAO3i, a TakoX
3aCTOCYBaHHS npenapary 1 pa3 Ha TUX/AeHb NPK IHWKUX NOKa3aHHSAX.

H1pKoBa HeZIOCTATHICTb.

Y nauieHTiB i3 HNPKOBOK HEOCTATHICTIO TSXKKOTO CTyneHst (LUBMAKICTb KiTyO60UYKOBOT (hiNbTpavif < 20 mn1/xB) nepiog, HaniBBYBeAEHHS 30iNbLIYETHCS 3 30
rofvH Ao 98 roanH. Tomy Liii KaTeropii nauieHTiB HEOOXiAHO 3MEHLUMTM 103y (h1yKOHa30/y. D/yKOHA30/ BUAANSETHCS LIAXOM reMogianiay, Ta MEHLLOK Mipoto —
LLNISIXOM IHTpanepuToHeaNibHoro Aianisy. CeaHc remopianisy TpUBICTIO 3 FTOAUHN 3HUXKYE piBeHb (IyKOHa30/y y niadMi KpoBi Npn6n3Ho Ha 50 Y.

MauieHTV NiTHLOrO BiKY.

3MiHM (hapMaKOKIHETUKN Yy MaLieHTIB NITHLOr0 BiKy OYEBWUAHO 3a1eXXUTb Bif NapameTpiB QYyHKLiIT HAPOK.

KniHiYHi XapaKTepUCTUKN.

Noka3aHHA.

Andno3on® nokasaHwii 415 NiKyBaHHS TakUX FPUOKOBUX iH(EKLI Y fopocnunx (AuB. po3ain «PapMakoauHamika):

— KPMNTOKOKOBWIA MEHIHTIT (AMB. po3ain «OcobiMBOCTI 3aCTOCYBaHHS);

— KOKUMAI0ia03 (anB. po3ain «OcobamnBOCTI 3aCTOCYBAHHA);

— iHBa3MBHI KaHANLO03N;

— KaHAMA03M CNM30BUX 0601I0HOK, BKHOYAKUM KaHANA03 POTOMOTKMN Ta KaHANA03 CTPABOX0AY, KaHAMAYPIS, XPOHIYHMIA KaHAMA03 LWKIPW | CNM30BMX 060/I0HOK;

— XPOHIYHWI aTPOdiuHNI KaHANL03 POTOBOI MOPOXHUHM (KaHAWAO03, CIPUYMHEHWUIA BUKOPUCTaHHAM 3yOHUX NPOTe3iB) — Npu HeetheKTUBHOCTI FirieHX poToBOI



MOPOXXHMHM abo MicLLEeBOT Tepanii;

— BariHaJIbHWn KaHANA03, FOCTPUIA UM PeLUaMBHIUIA, KON MicLeBa Teparis He € JOLiNbHOLO;

— KaHAMA03HWIA 6anaHiT, Kon Micuesa Tepanis He € AOLiNIbHOLO;

— AEepMaTOMiKO3M1, BK/IOUaKOUM MiKO3 CTOM, MiKO3 F1aaKoi LWKipW, NaxoBuid AepMaToOMiKO3, PisHOGapBHUIA 1WA Ta KaHAWAO3HI iHGeKLiT LWKipKn, KON NokasaHo
3aCTOCOBYBAaTU CUCTEMHY Tepanito;

— AepmaToiTHNUIA OHIXOMIKO3, KON 3aCTOCYBaHHS IHLLMX NTIKAPCbKMX 3aC06iB He € JOLi/IbHUM.

Aundnio3on® nokasaHwii ans NpoginakTUKM TaKMx 3aXBOPIOBaHb Y 10POCANX, SK:

— peymamB KpMNTOKOKOBOIO MEHIHTITY Y NaUieHTIB 3 BACOKMM PU3NKOM Or0 PO3BUTKY;

— peunamB KaHaMa03y pOTOrN0TKM abo CTpaBoXo4y Y nauieHTiB 3 BIJ1 3 BUCOKMM PU3MKOM MOr0 PO3BUTKY;

— BariHa/IbHU KaHANA03 (4 abo GinbLue BUNaAKK Ha PiK) — A1 3HUXKEHHS 4acTOTW peLnamnBiB;

— KaHANA03HI TH(eKUiT y nayieHTiB i3 TPMBA/IO HEMTPONeHIE (HanpuKnag, y NauieHTiB 3i 3/109KICHUMW 3aXBOPIOBAHHAMM KPOBI, Ki OTPUMYIOTb XiMioTepanito,
ab0 y nauieHTIB Npy TpaHCnIaHTaL i’ reMonoeTUYHNX CTOBOYPOBUX KNITUH) (AMB. po3ain «PapmMakonioriyHi Bn1acTnBoCTi. PapMakonHamiKa»).

Aundnio3on® nokasaHuidi AiTAM Ans NiKyBaHHS KaHAMAO03iB CM30BUX 0GO0MOHOK (KaHAMA03 POTOMMOTKW, KaHAMA03 CTPaBOXOAY), iHBA3UBHMX KaHAM/O03iB,
KPUMNTOKOKOBOrO MEHIHFITY Ta N9 MPOMINakTUKN KaHAUAO03HUX [H(EKUIA Yy MauieHTiB 3i 3HWKEeHUM iMyHiTeToM. [MpenapaT MOXKHa 3acTOCOBYBaTU fK
NiATPMMYBa/bHY Tepanito Ana nonepemkeHHs peunanBy KPUNTOKOKOBOIO MEHIHFITY Y AiTeN i3 BUCOKMM PU3NMKOM MOro po3BuTKY (AMB. po3ain «OcobnmBocTi
3aCTOCYBaHHSA»).

3acTocoByBaTU NiKapCbKWiA 3aci6 y (hopmi Kancyn Wil Kateropii nauieHTiB MOXKHa TOAi, KONW AiTW 34aTHi 6e3ne4yHo NPOKOBTHYTW Karcyny, WO 3a3Buyail €
MOXX/IMBUM Y BiLi Bif 5 poKiB.

Tepanito npenapatom Andno3on® MoxHa po3noyMHaTV A0 OTPUMAHHS Pe3ynbTaTiB KynbTypanbHUX Ta iHLWMX NaGopaTOpHUX AOCHI[AXKEeHb; OAHaK nicns
OTPMMaHHS pe3ynbTaTiB NPOTUIHMEKLIAHY Tepanito Cnif CKOpUryBaTy BiANoBiAHUM YNHOM.

MpoTurnokasaHHs.

— [inepuyTAmMBICTb A0 hYKOHA30/Y, IHLLMX a30/IbHMX CMONYK abo A0 6yab-AKOi3 JOMOMIDKHUX PEYOBUH npenaparty.

— OpHOoYacHe 3aCcToCyBaHHA (P/IyKOHa30/y Ta TepdeHagnHy naujieHTam, siKi 3aCTOCOBYHOTb (D/1yKOHa30/1 6araTopa3oBo y fo3ax 400 mr/goby Ta Buule (3rigHo 3
pe3y/bTaTamMu LOCNiAKEHHSA B3aeEMOAiT 6araTopa3oBOro 3acToCyBaHHS).

— OfiHoYacHe 3acToCyBaHHS (h/lyKOHA30/1y Ta IHLUMX NiKapCbKMX 3ac006iB, L0 NOAOBXYIOTb iHTepBan QT Ta MeTaboni3ytoTbes 3a 4onoMoroto gepmeHTty CY P3A4
(Hanpuknag umsanpuay, actemizony, niMosuay, XiHignuHy Ta epuTpoMiLnHY).

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3aEMOSINA.

[MpoTMnoKa3aHO CyMiCHE 3aCTOCYBaHHA (h1lyKOHA30/1y Ta HXKYe3a3HaYeHMX JTIKapCbKMX 3aC00iB.

Limsanpug: noBigomnasnocs Npo pPo3BUTOK MOBGIYHWMX peakuii 3 6OKYy cepus, Y TOMY 4uC/li NPO NApOKCM3MasibHY LUTYHOUYKOBY TaxiKaphito Tuny «mipyer» y
nawui€eHTiB, fKi 0JHOYACHO 3aCTOCOBYBa/M (P/IYKOHA30/ Ta um3anpug. KoHTposboBaHe LOCNIMKEHHA NPOAEMOHCTPYBaso, WO OAHOYacHe 3acTtocyBaHHA 200 Mr
(bnykoHazony 1 pa3 Ha foby Ta 20 Mr umsanpuay 4 pasm Ha Jo6y npu3BOAWIO 40 3HAYHOrO MiABULLEHHA PIBHA UM3anpuiy y nnasmi Kposi Ta [0 MOLOBXeHHS
iHTepBanly QT. OfHOoYacHe 3aCTOCYBaHHA (PyKOHA30/1y Ta Ln3anpuay npoTurnokasaHe (aue. po3ain «poTunokasaHHN»).

TepthbeHagnH: yepe3 BUMAAKM PO3BUTKY TSHKKUX CEPLEBMX apUTMIR, CPUUMHEHUX MOAOBXEHHAM iHTepBany QTC, Y MauieHTiB, SKi 3aCTOCOBYBasM a30/bHi
NPOTUIPUOKOBI NiKapCbKi 3ac06M 0fHOYacHO 3 TepdeHaanHoMm, 6y NpoBefeHi AOCNIAXeHHS B3aeMOfii UMX npenapaTiB. Y XoAi OAHOro AOCNiAXeHHS npu
3acTocyBaHHI piykoHasony y fo3si 200 mr Ha fo0y He 6y/10 BUSBNEHO MOLOBXEHHS iHTepBany QTcC. IHLWe JOCNiMKEHHA NpY 3aCTOCYBaHHI (D1yKOHa30/y y f03aX
400 mr Ta 800 Mr Ha go6y NPOAEMOHCTPYBasIO, WO 3acTOCYBaHHA (iyKoHaszony y fo3ax 400 Mr Ha f00y abo BULLE 3HAYHO MiABMLLYE PiBEHb TepeHaanHy y




nnasmi KpoBi NMpu 04HOYaCHOMY 3aCTOCYBaHHI UMx npenapaTiB. CyMiCHe 3aCTOCyBaHHA (hlyKoHas3ony y fo3ax 400 Mr abo BuLLe 3 TepdeHafMHOM NPOTUMOKa3aHe
(amB. po3pin «lMpoTmnokasaHHs»). Npy 3acTOCyBaHHI (hyKoHa3ony y fo3ax Hbkye 400 Mr Ha o6y ogHoYacHO 3 TepdieHaAMHOM Chif MPOBOAUTU PeTeNbHUIA
MOHITOPVHT CTaHy nauieHTa.

ACTeMIi30/1: CyMiCHe 3aCTOCYBaHHA (0/1lyKOHa30/1y Ta aCTEMI30/1y MOXKEe 3MEHLUNTY KNipeHC acTemizony. CnpuymnHeHe UMM MigBULLEHHA KOHLEHTpaLiT acTemizony y
nnasmi KpoBi MOXe MPU3BECTM [0 MOAOBXEHHs iHTepBasly QT Ta Yy PIAKICHMX BUNaAKax — 4O MapOKCU3MasIbHOT LUTYHOUKOBOI TaxXiKapAii Tuny «nipyers.
OfiHOoYaCcHe 3aCTOCyBaHHS (P/IyKOHA30/1y Ta acTeMI30/y NPOTUMNOKasaHe (AWB. Po3A4in «poTUMNOKa3aHHA»).

MimMo3ung Ta XiHignH: CyMiCHe 3aCTOCYBaHHS (D/lyKOHa30/1y Ta NiMo3nay abo XiHiguHY MOXKe NPU3BOAMTU [0 NPUrHIYeHHA MeTaboniaMy nimMosuay abo XiHiguHy,
X04a BigNOBIAHMX AOCNIMKEHb in Vvitro Ta in vivo He npoBoauvnu. MMigBULLEHHS KOHLEHTpauii niMo3ngy abo XiHiguHy y nna3mi KPoBi MOXEe CrPUUUHATY
MoLOBXeHH: iHTepBasly QT Ta y PIAKICHWX BWUMaAKax MPU3BOAUTM O PO3BUTKY MAPOKCM3MasIbHOI LUMYHOYKOBOI Taxikapgii Tuny «nipyet». OfHouvacHe
3acToCyBaHHSA (hlyKOHa30/1y Ta NiMo3ngy abo XiHignHy NpoTunokKasaHe (AnB. po3ain «poTMNoKasaHHS»).

EpyTpOMILMH: 0fHOYaCcHE 3aCTOCYBaHHSA EPUTPOMILMHY Ta (P/TIYKOHA30/1y MOXe MPU3BOAMTA 40 NIABULLEHHSA PU3MKY PO3BUTKY KapAiOTOKCUYHOCTI (NMOA0BXEHHS
iHTepBany QT, napokcusMasibHa LUIYHOUKOBA Taxikaphid Tuny «nipyeT») Ta, AK Hacnijok, 4O panToBOi CepueBOi CMepTi. 3acTOCyBaHHA KOMOIHaLii LuX
NiKapCbKMX 3ac06iB NpoTUNoKasaHe (AMB. po3ain «MpoTUNOKa3aHHS»).

He pekoMeHAYETLCA 0/HOYACHE 3aCTOCYBaHHA (D1YKOHA30/1y Ta HMKYEe3a3HAYEHX JTIKAPCbKMX 3aC00iB.

anoanTpuH: (IyKOHa301 MOXe CMPUYUHUTY MiABULLEHHA KOHLUEHTpauii ranoaHTpuHy Yy nnasMi KpoBi 3a paxyHOK npurHiyeHHs CYP3A4. OpHouvacHe
3aCTOCYBaHHS LMX NiKapCbKUX 3ac06iB MOXe NPU3BOAUTU A0 NiABULLEHHS PU3NKY PO3BUTKY KapAioTOKCUYHOCTI (MOAOBXeHHS iHTepBasty QT, napokcu3MasibHa
LUTYHOYKOBA TaxikapAia TUMy «mipyeT») Ta, AK HacnifoK, [0 panToBOi cepLeBoi cmepTi. Cif YHUKATK 3aCTOCYBaHHA KOMOIHaLIT LMX NiKapCbKKX 3acobis (auB.
po3ain «OCco6/IMBOCTI 3aCTOCYBAHHS»).

CyMiCHe 3aCcTOCYBaHHSA (D/1yKOHa30/1y Ta HKYe3a3Ha4YeHMX NiKapcbKnx 3ac06iB BUMarae 06epexHoCTi.

AMIOfApOH: OfiHOYaCHe 3aCTOCyBaHHA (D/IYKOHa30/y 3 amiofapOHOM MOXKe MPWU3BECTU [0 MOAOBXeHHSA iHTepBanly QT. ®dnykoHason crif 3 06epexHicTio
3aCTOCOBYBaTW pa3oM 3 aMiofapoHOM, 0C06/IMBO Y pasi NPU3HaYeHHs BUCOKOT 4031 (hykoHaszony (800 mr).

CyMicHe 3acToCyBaHHA (D1YKOHA30/Y | HKYe3a3HauYeHUX NiKapCbKMX 3ac00iB BUMArae 06epeXkHOCTI Ta KOPUTyBaHHS A03W.

- BnamB iHWKMX NiKapCcbKmx 3aco6is Ha qoyKoHa3on.

JocnimpKeHHs B3aeMOZiT NPOAEMOHCTPYBa, WO nepopasibHe 3aCTOCYBaHHSA (h/1yKOHA30/1y OHOYACHO i3 BXXUBAaHHAM XKi, NPUAOMOM LMMeTUAMHY, aHTauuais abo
noAaNbLLIMM ONPOMIHEHHSM YCbOrO TiNa 411 nepecaiky KiCTKOBOro MO3KY He Mae KNiHIYHO 3HauyLLLOro BnavBYy Ha abcopouito (1yKoHas3ony.

PuchamniyunH: ofiHoYacHe 3aCTOCyBaHHS (D/IyKOHA30/y Ta pudamniuuHy npussoauno Ao 3HmwkeHHs AUC Ha 25 % Ta CKopouyBasio Nepiog HaniBBUBELEHHS
(hnykoHasony Ha 20 %. Tomy Ana nauieHTiB, AKi 3aCTOCOBYHOTbL pUdamnilH, CNif po3risHYTU A0LINbHICT MIABULLEHHS 03U (/TYKOHA30/y.

ligpoxnopoTiasug: y AOCNIMKeHHI (papMaKOKIHETUYHOT B3aEMOAIT OfHOYaCHe GaraToKpaTHe 3aCTOCyBaHHA TifpoXnopoTiasuay 340p0BUM J06POBONLLUAM, SKi
OTpUMyBa/IM (PIYKOHA30/1, MiABULLYBA/I0O KOHUEHTpauito qykoHasony y nnasmi Kposi Ha 40 %. Taki napameTpu B3aeMOAii He BMMaratoTb 3MiH Yy peXxumi
[,03yBaHHA (DyKOHA30/y A4N15 NaLieHTiB, AKi 04HOYACHO OTPUMYHOTb CEYOTiHHI 3aC06M.

- Bname thnykoHa3ony Ha iHLWi nikapcbKi 3aco0u.

dnyKoHa3on € NOMipHUM iHriGiTopom uutoxpomy P450 (CY P) i3otepmeHTy 2C9 Ta 3A4. DyKOHA30/ € NOTY>KHUM iHri6iTopom i3ogepmeHTy CYP2C19. Ha
[0AATOK 10 CNOCTepeXKyBaHUX/AOKYMEHTaIbHO MiATBEPMKEHNX B3aEMOAIN, WO OMMcaHi HUXKYe, NPY 0fHOYaCHOMY 3aCTOCYBaHHI 3 (D/1yKOHA30/10M iCHYE PU3NK
NiABWLLEHHS Yy Nna3Mi KPOBI KOHUEHTpaui iHWKUX crnonyk, Wwo metabonisytotbess CYP2C9, CYP2C19T1a CYP3A4. TomMy 3acTocoByBaTU Taki KOMOiHauii
npenapatiB Ccnif 3 06epeXHICTIO; Mpy LbOMY HeoOXiJHO peTesibHO CrnocTepiraTv 3a CTaHOM MauieHTiB. MpurHidyBanbHa Ais (hyKoHa30/y Ha (hepMeHTU
36epiracTbcs NPOTArom 4-5 fi6 Nicns Moro 3acTocyBaHHA Y 3B’A3KY 3 IOr0 TpUBa/IMM Mepiogom HaniserBeAeHHS (AMB. PO34in «POTUMNOKA3aHHS»).
AnbeHTaHin: nig Yac 0AHOYaCHOr0 3aCTOCYBaHHA anb(eHTaHiny y Ao3i 20 MKr/Kr Ta iykoHasony y o3i 400 Mr 340p0BMM A06POBO/bLAM CrocTepiranocs
ABokpaTHe 36inbeHHs AUCg, MOXnMBO yepes iHribysaHHsA CY P3A4. Moxe 6yTu HEOOXiAHUM KOPUTYBaHHSA 03U anb(eHTaHiny.




AMITPUNTUIH, HOPTPUNTWUIH: (TYKOHA30/1 MOCWIIIOE Ait0 aMiTPUNTUAIHY Ta HOPTPUNTUIIHY. PEKOMEHAYETLCA BUMIPHOBATU KOHLEHTPALT 5-HOPTPUNTUAIHY Ta
/abo S-amiTpunTUNIHY Ha NoYaTKy KOMGiHOBaHOT Tepanii Ta yepe3 1 TMXK/AeHb. Y pasi Heo6XigHOCTI cnif BigKopurysatu 403y aMiTpUNTUAIHY/HOPTPUNTUNIHY.
AmoTepuumH B: ofHOoYacHe 3acToCyBaHHA (P/lyKOHAa30/y Ta aMmgoTepuumHy B iH(IKOBAHUM MULIAM i3 HOPMaslbHUM IMYHITETOM Ta IH(PIKOBAHMM MuLIaM 3i
3HMKEHWUM IMYHITETOM Aano TaKi pe3ynbTaTh: HEBENIMKWIA aaUTUBHUIA NPOTUTPMOKOBUIA edheKT npu cucTemHin iHdekyii C. albicans, BiACYTHICTb B3aeMoAiT npw
BHYTpPiLLHbOYepenHin iHgekuii Cryptococcus neoformans Ta aHTaroHiam ABOX npenapaTiB Npu cMcTeMHIn iHdekuiT Aspergillus fumigatus. KniHiuyHe 3Ha4eHHs
pe3ynbTaTiB, OTPUMAHNX Y X041 UMX LOCNILKeHb, HEBILOME.

AHTUKOArynaHTU: SK | MpW 3aCTOCyBaHHI IHWWX a30/bHUX MPOTUTPUOKOBMX 3aco6iB, MPW OLHOYACHOMY 3aCTOCyBaHHI (D/lyKOHa30/ly Ta BapgapuHy
MoBIZOMNANOCA MPO BUMaAKN PO3BUTKY KPOBOTEY (remMaToM, HOCOBOI KPOBOTEYi, LUTYHKOBO-KULLKOBUX KPOBOTeY, reMaTypii Ta MefneHn) y MNOEAHaHHI 3
MOAOBXEHHAM NPOTPOMOIHOBOrO Yacy. pn ogHOYaCHOMY 3aCTOCYBaHHI (P/lyKOHA30/1y Ta Bap(apuHy CnocTepirasocs ABOKpaTHe MifBULLEHHS MPOTPOMOIHOBOIO
yacy, MMOBIPHO, BHACMifOK MPUrHivYeHHa MmeTabonisamy BapapuHy depes CYP2C9. Cnig peTenbHO KOHTPOOBAaTWM NMPOTPOMOIHOBMIA Yac Yy NauieHTiB, fAKi
0[HOYaCHO 3aCTOCOBYHOTb KYMapWUHOBI aHTUKOArynsHTY abo iH4aHedioH. Moxe 6yTu HeobXiHOK KOPeKL i 403U aHTUKOArynaHTY.

BeH3ogfiaseniHn KOPOTKOI Ail, HAaNpWKNazg migasonam, Tpuasonam: npuUsHauYeHHs (IyKoHa30/y nicns nepopasbHOro 3acToCyBaHHA Mifasonamy npusBousIo L0
3HAYHOroO MiABULLEHHA KOHUEHTpauil Migasonamy Ta [0 MOCU/IEHHA MCMXOMOTOPHUX edekTiB. OfHOoYacHe 3acTocyBaHHA (hykoHasony y fosi 200 Mr Ta
migasonamy y fosi 7,5 Mr nepopasibHO Npu3BoAuIO 40 nigsuwieHHd AUC Ta nepiogy HaniBBMBeAEHHA Mifasonamy y 3,7 Ta 2,2 pasa BifnosifgHO. 3aCTOCYBaHHS
(hnykoHaszony y aosi 200 mr/goby Ta 0,25 Mr Tpuasonamy nepopanbHO Npu3Boanno Ao nigsuweHHs AUC Ta nepiogy HaniBBuMBeAeHHA Tpuasonamy y 4,4 Ta
2,3 pasa BignosigHo. Npn 0gHOYaCHOMY 3acTOCyBaHHI (D/TlyKOHA30/y Ta Tpr1asoiamy CrocTepirasiocs NOoTeHLitoBaHHA Ta NPOIoHrauia epekTiB Tpyrasonamy. AKLLO
nauieHTy, AKUA NPOXOAMUTL Kypc NiKyBaHHS (D/lyKOHa30/10M, C/lif O4HOYACHO Npu3HauuTK Tepanito 6eH3oAiaseniHamu, [03y OCTaHHIX Cnif 3MeHWWUTN Ta
BCTAHOBUTY Ha/IeXXHWIA Harfa4 3a CTaHOM NauieHTa.

Kap6amaseniH: qykoHa3on npurHivye metabonism kapbamaseniHy Ta CNpUYMHAE NigBULLEHHSA PiBHA kapbamaseniHy B cupoBsartLi Kposi Ha 30 %. IcHye pu3mk
PO3BUTKY NPOSBIB TOKCUYHOCTI 3 60Ky kapbamaseniHy. Moxe 6yTu HeoOXigHUM KOpUryBaHHS [03W kapb6amaseniHy 3a/1eXKHO Bifl PiBHS Oro KOHUeHTpauii Ta il
npenapary.

bBnokaTopy KasbLieBMX KaHasliB: [efKi aHTaroHiCTU Kanbuito (HideauniH, icpaguniH, amnogunid Ta denoaunid) metabonisyrotbea epmeHTomM CYP3A4.
®1yKOHa30/1 NOTEHLIMHO MOXeE NifBULLYBATN CUCTEMHY eKCMo3unLito 6/10KaTopiB KanbLieBUX KaHaliB. PeKOMeHL0BaHWIA peTeNlbHWUIn MOHITOPUHT LLIOLO PO3BUTKY
No6IYHNX peakLiil.

Lienekokcnb: npu ogHo4acHOMY 3acTocyBaHHI nykoHasony (200 Mr Ha fo6y) Ta uenekokcnby (200 Mr) Chax Ta AUC Lenekokcnby nigsuilysanucs Ha 68 % 1a
134 % BignoBigHo. Mpy 0gHOYACHOMY 3aCTOCYBaHHI LiefIEKOKCMOY Ta (TyKOHa30/1y MOXKe 6yTu HeO6XiAHUM 3MEeHLLEHHS [03U LieNeKOKCUOY BABIYi.
Limknodpocthamip: ogHoYacHe 3aCToCyBaHHSA LmKnodgochamigy Ta ¢hyKoHasony npusBoauTb 40 NiABULLEHHS PiBHSA 6inipy6iHY Ta KpeaTWHiHY B CMPOBATL KPOBI.
LLi npenapaTtn MOXXHa 3aCTOCOBYBATM O[JHOHACHO, 3BaXKat0UM Ha PU3MK NiABULLEHHS KOHLEHTpaUiT 6inipy6iHy Ta KpeaTMHIHY B CMpOBaTL,i KPOBI.

PeHTaHIN: NOBILOMANOCA NPO OLUH NeTalbHUIN BUNAOK IHTOKCUKALIT ()eHTaHiIOM BHACNILOK MOX/MBOI B3aEMOZIT (heHTaHiny Ta ykoHasony. o Toro Xy
[OCNIMKeHHI 3a y4acTHO 3[40pOBMX [06pOBOMbLIB 6Y/10 NMPOAEMOHCTPOBAHO, WO (hIyKOHA30/ 3HAYHO YMOBI/IbHIOBAB efliMiHauito (eHTaHiny. [iaBuLeHHS
KOHUeHTpaLiT (heHTaHily MoXe Npu3BecTn L0 NPUrHIYeHHS AWXaHHA, TOMY C/if peTe/SlbHO KOHTPOJIOBATY CTaH nauieHTa. Moxe 6yTn Heo6XiAHOK KOpeKLis 403K
(heHTaHiny.

IHri6iTopn MMI-KoA-peaykTasu: cymicHe 3acTocyBaHHSA (hlyKOHa30/y Ta iHri6iTopis MMIT-KoA-peaykTasu, wo metabonizytotecs CY P3A4 (aTopBacTaTviH Ta
cuMBacTaTuH), abo iHriéitopis TMI-KoA-pefykrasu, wo Metabonisytotbcad CY P2C9 ((hnyBacTaTvH), NigBuULLYE pU3NMK PO3BUTKY MionaTil Ta pabgomionisy. Y
pasi HeobXigHOCTI OJHOYACHOro 3acTOCyBaHHS UMX MpenapatiB C/ij peTenbHO CrnocTepiraty 3a MauieHTOM LWOAO BMHUKHEHHA CUMMMNTOMIB Mionartii Ta
pabomionisy i MPOBOAUTU MOHITOPUHT PIBHS KpeaTUHKIHa3W. Y pasi 3Ha4YHOro NifBWLLEHHS PIBHS KpeaTUHKIHA3K, a TakoX Npwu AiarHoCTyBaHHI abo nifo3pi Ha
mionarito/pabnomionis 3actocyBaHHs iHri6iTopis TMI-KoA-peayKkTasu cnif npunuHnTHA.

16py TWHI6: nomipHi iHri6iTopn CYP3A4, Taki AK (h1yKOHa30/, NigBULLYIOTb KOHLEHTpaLito i6pyTUHIGY B nnasmi Ta pU3MK TOKCUYHOCTI. AKWO HEMOX/MBO



YHUKHYTN KOMOIHaLiT npenapartis, MOTPIOHO 3HU3UTK [03Y i6pYTMHIOY A0 280 Mr ofMH pa3 Ha 00y (2 kancynun) 3 MeTOr MOAOBXEHHS 3aCTOCYBaHHS IHribITopy Ta
3a6e3ne4nT NOCTINHWUIA KNIHIYHWMIA MOHITOPUHT .

IBaka(hTOp: OAHOYacHe 3aCTOCyBaHHA  iBaka(hTopy, perynstopa TpaHCMembpaHHOT npoBigHOCTI npu MykoBicumposi (CFTR), 36inbllyBano eKcnosuuito
iBakathTopy B 3 pa3u, a ekcnosuyito rigpokcumeTtunisakadropy (M1) — y 1,9 pasa. MNauieHTam, SKi 04HOYACHO NpUiiMatoTb NOMIpHI iHri6iTopn CYP3A, Taki K
(h/lyKOHA30/ | epUTPOMILMH, PEKOMEH0BAHO 3HWKEHHS 03K iBakagTopy f0 150 Mr oauH pa3 Ha Lo0y.

Onanapun6: nomipHi iHriditopn CY P3A4, Taki AK (p1yKOHa30/, 36iNbLUYH0Th M1a3MOBI KOHUEHTpauii onanapuby; ix ogHo4acHe 3aCTOCYBaHHA HE PEKOMEHAYETLCS.
AKLLO Takoi KOMOiHaL,iT He MOXHa YHUKHYTK, NpuitoM onanapunby 06mexxyoTb go3ammu 200 Mr ABidi Ha 406y .

IMyHOCcynpecopu (Hanpuknag LMKNOCNopuH, eBeponimyc, CUponiMyc i Takponimyc).

LimknocnopuH: yKoHa3on 3Ha4yHO Migsuulye KoHueHTpauito Ta AUC umknocnopuHy. pu ogHo4YacHOMY 3acToCyBaHHI (hiykoHasony y fo3i 200 mr/goby Ta
LUMKNOCNOPUHY Y A03i 2,7 Mr/kr/goby cnoctepiranocs 36inbweHHs AUC umknocnopuHy y 1,8 pasa. Li npenapat Mo)Ha 3aCcTOCOBYBaTU OHOYACHO 33 YMOBM
3MEHLLEHHS [O3W LMKIOCNOPUHY 3a/1eXKHO Bif MOro KOHLeHTpauii.

EBeponimyc: xo4a LOCNiKEHb in Vitro Ta in vivo He NMPOBOAWMW, BifOMO, WO ()/1yKOHA30/1 MOXE MiABULLYBAaTV KOHLEHTpaLito eBEpO/iMyCy B CUPOBATL KPOBI
yepes npurHiveHHa CY P3A4.

Cuponimyc: (yKOHa30M MifBULLYE KOHLEHTpaLio cuponiMycy Yy MnasMmi KpoBi, MMOBIPHO, LUIAXOM MPUIHIYEHHA MeTabosi3My cuponimycy (hepmMeHTOM
CYP3A4 1a P-rnikonpoteiHoM. Lli npenapati MoXHa 3aCTOCOBYBaTW OAHOYACHO 3a YMOBW KOPUIyBaHHSA [03M CUPOJIMYCY 3a/1eXXHO Bif PiBHA KOHLEHTpauil Ta
e(heKTiB npenapary.

Takponimyc: pyKoHa301 MOXe NiBULLYBaTU KOHLEHTpaLiT TakponiMycy B CMpoBaTLi KpoBi 40 5 pasiB npu iMoro nepopaibHOMY 3aCTOCYBaHHI Yepes NPUrHiYeHHs
meTaboniamy Ttakponimycy gepmeHToM CYP3A4y KueYHWKY. pyu BHYTPILLHLOBEHHOMY 3aCTOCYBaHHI TaKpO/liMyCy He CrocTepirasocs 3Ha4yHMX 3MiH
(papmMakoKiHeTUKN. TiABULLEHI PIBHI TaKpPONiMyCy acouitorThCA i3 HEPPOTOKCUYHICTIO. [03y TakponiMycy Ans NepopasibHOro0 3aCTOCYBaHHA CAif 3HUXYBATU
3a/1eXKHO Bif, KOHUEeHTpaLil Takponimycy.

JlozapTaH: (p/iyKoHa3o/ NpUrHiyye MeTaboniaM no3aptaHy [0 MOro akTMBHOro meta6onity (E-3174), wo 06ymMOBMHOE 6inblly 4YaCTUHY aHTaroHisMy Ao
peLenTopiB aHrioTeH3uHy |l nig vac 3acTocyBaHHS n03apTaHy. PeKOMeH0BaHO 34iACHIOBATM NOCTIMHUIA MOHITOPUHI apTepiasibHOro TUCKY Y MauieHTiB.
MeTagoH: p1yKoHa30/1 MOXe NifBULLYBaTU KOHLEHTPaLit0 MeTaoHY Y CUpoBaTLi KpoBi. MNpy 0gHOYaCHOMY 3aCTOCYBaHHI MeTafloHy Ta (h/1yKOHa30/1y MOXe OyTu
HeoOXigHVM KOpUTyBaHHS 031 METaJoHY.

HecTepoigHi npoTwu3anansHi npenapaTu (HIM3MM): npy of4HO4YaCHOMY 3aCTOCyBaHHI 3 PyKOHa30/10M Crax Ta AUC nypbinpodeHy nigsuiysanmca Ha 23 % Ta

81 % BIigNOBIAHO MNOPIBHAHO 3 BIAMOBIAHMMM MOKa3HWKaMW MpPU 3aCTOCYBaHHI TiNbKu (ypbinpodeHy. AHanOriyHo npyv OAHOYACHOMY 3aCTOCYBaHHI
(hnykoHasony 3 pauemiyHum ibynpogeHom (400 Mr) Chax Ta AUC (hapmakonoriyHo akTmBHOro isomepy S—(+)-ibynpodeHy nigsuwysanmnca Ha 15 % 1a 82 %

BiZNOBIAHO, NOPIBHAHO 3 TaKMMM MOKAa3HMKaMM NP 3aCTOCYBaHHI Ti/IbKW paLeMidyHoro i6ynpogeHy.

Xoya cneuianbHUX AOCMIIKEHb He NPOBOAWUIM, BIAOMO, WO (h/IyKOHA30/1 MOXE MiABULLYBaTM CUCTEMHY €eKCrno3uuito iHwux HIM3M, aki meTabonisyoTbes
CY P2C9 (HanpvKknag, HanpoKceHy, IOPHOKCUKaMy, MenoKcukamy, AMKnogeHaky). PeKOMeHA0BaHO NePiOAMYHO 34iNCHIOBAT MOHITOPUHT MOGIYHMX peakuii Ta
TOKCUYHUX NPOABIB, NoB’a3aHuX i3 HIM3M. Moxe 6yTy noTpibHe kopurysaHHs fo3un HIM3I.

@eHITOIH: (h1yKOHa30N MPUrHivye MeTaboniam (eHiToiHy B nediHui. OgHovacHe GaraTtopasoBe 3acTocyBaHHA 200 Mr (iykoHasony Ta 250 Mr (DeHITOIHY
BHYTPILLUHLOBEHHO NpuU3BOANTL A0 MigsuweHHs AUCo, heHITOiHY Ha 75 % Ta Cpyiy Ha 128 %. MNpn ogHoYacHOMY 3aCTOCYBaHHI LX NiKapCbKKX 3acobiB chif,
NPOBOAMTN MOHITOPUHT KOHUEHTpaLii PeHITOIHY Yy CMpoBaTL,i KPOBI AN YHUKHEHHSA PO3BUTKY TOKCUYHOT il (PEHITOTHY.

MpeaHi30H: NOBILOMANOCA NPO BUMAAOK, KON Y NaLieHTa Micig TpaHcnnaHTauii neviHKM Ha T/i 3aCTOCYBaHHA MPefHi30HY PO3BMHYMacs roctpa HefoCTaTHICTb
KOpW HaHVMPKOBMX 3a/103, L0 BUHUKMA MICAS NPUNUHEHHS TPUMICAYHOIO Kypcy Tepanii quiyKkoHa3onoM. MpunuHeHHS 3aCTOCyBaHHS (P/1yKOHa30/1y, MMOBIPHO,
CNPUYNHUNO NocueHHs akTuBHOCTI CY P3A4, Lo Npur3Beno A0 NPUCKOPeHHs MeTabosi3aMy npefHi3oHy. Cnif peTenbHO CTEXWUTU 3a naulieHTamu, SKi NpoTArom



TPMBAIONO Yacy OHOYACHO 3aCTOCOBYHOTb (P/IYKOHA30/ Ta MPELHI30H, 3 METOH MOMepeKeHHs PO3BUTKY HeLOCTaTHOCTI KOpW HALHMPKOBWX 3a/103 MicC/s
MPUMMHEHHS 3aCTOCYBaHHA (D/1yKOHA30y.

PuchabyTuH: (hnykoHaszon NigBULLYE KOHLUEHTpauito pudabyTrHy B CUpoBaTLi KpPOBI, WO Npu3BoauTb 0 36inblieHHs AUC pudgabytuHy go 80 %. IMpu
0[HOYaCHOMY 3aCTOCYyBaHHI olyKOHa30/1y Ta puhabyTUHY MoBiLAOM/IAN0CA NPO BUNALKM PO3BUTKY YBEITY. Mpn 3acTOoCyBaHHI Takoi KOMOGIHaLIT NiKapCbKMX 3ac06iB
cnig 6patun 4o yBarn CMMNTOMU TOKCUYHOT AiT puthabyTUHY.

CaksiHasip: (nykoHason nigsuwye AUC Ta Cpg¢ CaksiHasipy npnbnmsHo Ha 50 % ta 55 % BiANOBIAHO Yepe3 NpUrHiYeHHA MeTabonisMy CakBiHaBIpy y neydiHui

thepmeHTOM CYP3A4 Ta uyepes iHribyBaHHA P-rnikonpoTeiHy. B3aemogdii MiXX (plyKOHa30/10M Ta CakBiHaBIpOM/PUTOHABIPOM He [OCNi[KyBanuncs, TOMY BOHM
MOXYTb OYTI 6iNbLL BUpaXKeHUMU. Moxke 6y TV HEOOXIAHUM KOPUTYBaHHA LO3W CaKBiHaBIpy .

MoxifHi CynbOHINCEYOBMHM: NPX OLHOYACHOMY 3aCTOCYBaHHI (hlyKOHA30/1 MPOMOHIYe Mepiog HaniBBMBEAEHHS NepopasibHUX MOXiAHUX CY/Nb(OHINCEHOBUHM
(xnopnponamigy, rniéeHknamigy, rniniaugy Ta TON6yTaMigy) nNpu X 3acTOCyBaHHI 340POBMM [06POBO/bLUAM. PEKOMEHAYETLCS NMPOBOAMTU YaCTWUIn KOHTPO/b
LIYKPY B KPOBI Ta BifNOBi4HNM YMHOM 3HWKYBATK 403y MOXIAHNX CY/bOHIICEYOBUHM MPY 04HOYACHOMY 3aCTOCYBaHHI i3 (D/1yKOHa30/10M.

TeodqpiniH: y nnaye60-KOHTPONLOBAHOMY [AOCNIIKEHHI B3aEMOAIT NpenapaTiB 3acTOCYyBaHHA (P/iyKoHa3ony no 200 Mr NpoTarom 14 AHiB NPU3BENo A0 3HMKEHHS
cepefHbOro KnipeHcy TeodiniHy B nnasmi Kposi Ha 18 %. 3a nauieHTamu, SKi 3aCTOCOBYHOTb TeO(ifliH Y BUCOKMX [03axX abo AKi MatoTb MiABULLEHNIA PU3MK
PO3BUTKY TOKCUYHWUX MPOSABIB TEOMINIHY 3 IHWWX NPUYMH, CNif BCTAHOBUTU Harnsag WoA0 BUSAB/MEHHS O3HAK PO3BUTKY TOKCMYHOT AiT TeodiniHy. Tepanito cnif
3MIHWUTW NPY NOSBI 03HaK TOKCUYHOCTI.

TodhauyTuHI6: BNIMB TOhauMTUHIOY 3poCTae Npy 0LHOYACHOMY 3aCTOCYBaHHI 3 NIKapCbKUMUM 3ac06amMu, AKi MPU3BOAATL L0 NOMIPHOTO iHridyBaHHsA CY P3A4 Ta
NOTYXHOro iHriéysaHHa CY P2C19 (Hanpuknag hiykoHa3os). TOMY peKOMeH0BaHO 3HM3NUTKN [03Y ToaumMTuHIOy A0 5 Mr ofMH pa3 Ha A06y B KOMOGiHaLifX 3
LUMMK npenapaTamu.

Ankanoign 6apBiHKy: Xo4a BIAMOBIAHWX [OCNIMLKEHb He MPOBOAWAM, (hyKOHa30/, MMOBIPHO uepe3 iHridyBaHHA CYP3A4, MOXe CMPUYMHATA NigBULLEHHS
KOHLEHTpaLiT ankanoigis 6apBiHKY Yy nna3mi KpoBi (Hanpuknag BiIHKPUCTUHY Ta BiIHOACTUHY), WO NPU3BOANTL [0 PO3BUTKY HEMPOTOKCUUYHUX eqieKTiB.

BiTamiH A: nosigomnsnocs, WO Yy MauieHTa, SKWA 0QHOYACHO 3aCTOCOBYBAaB TPaHCPETMHOEBY KMCMOTY (KMUCMOTHa opma BiTaMiHy A) Ta (haykoHasorn,
cnocTepirannca nobiyHi peakuii 3 60Ky LeHTpanbHOT HepBoBoi cucTemmn (LIHC) y dopmi nceBaoTyMopy ronoBHOrO MO3KY; AaHWI eqpeKT 3HMK Micns BigMiHW
(hnykoHazony. Lii nikapcbKi 3ac06M MOXHa 3aCTOCOBYBaTU OAHOYACHO, a/le C1ifg nam’aTaTi Npo pUsnK BUHUKHEHHS MoBiYHMX peakuiin 3 60Ky LIHC.

BopukoHason (iHri6iTop CYP2C9, CYP2C19 Ta CYP3A4): ofjHOYacHe 3aCTOCYBaHHA BOPMKOHA30/y nepopasibHo (no 400 Mr KOXHI 12 roguH npotarom 1 gns,
noTim no 200 Mr KOXHi 12 rognH npoTarom 2,5 AHiB) Ta hiykoHasony nepopanbHo (400 Mr B nepLumnin AeHb, NoTiM No 200 MI KOXHI 24 rofivHX NPOTArom 4 AHiB)
8 300p0oBUM 06POBO/LLAM HOOBIYOT CTaTi NpU3Beno 4o NigsuleHHs Coax Ta AUC, BOpMKOHa30/y B cepefHboMy 0 57 % (90 % Al: 20 %, 107 %) 1a 79 %

(90 % Al: 40 %, 128 %) BianosigHO. HeBigOMO, UM NPU3BOANTL 3HMKEHHS 03U Ta/abo 4acTOTW 3aCTOCYBaHHSA BOPMKOHa30/y abo (P/lyKOHa30/y [0 YCYHEHHS
Takoro eekTy. Mpun 3acTocyBaHHI BOPMKOHA30/1y Micns (yKoHa30/y Cnif NPOBOAUTU CMOCTEPEXEHHS LWOLO PO3BUTKY MOGIYHUX e(eKTiB, acouinoBaHuX i3
BOPWKOHA30/10M.

3npoByanH: thnykoHason nigsuye Coax 7@ AUC 31goByanHy Ha 84 % Ta 74 % BigNOBILHO, L0 3YMOB/IEHO 3HVXEHHAM K/ipeHCY 31A0BYANHY NPUOIN3HO Ha

45 % npun Noro nepopasbHOMY 3aCTOCYBaHHI. [Nepiof HaniBBUBEAEHHS 3140BYANHY OYB TaKOX MOAOBXEHMI NPM6/IM3HO Ha 128 % nicns 3acTocyBaHHSA KOMOiHaLiT
(hnyKoHa3ony Ta 31AoBYAMHY. 3a nalieHTaMu, SKi 3aCTOCOBYHOTb TaKy KOMOiHAL|it0 NikapCbKMX 3aco6iB, Cnif cnocTepirati WoAo0 PO3BUTKY NOGIYHUX peakLiii,
MOB’A3aHMX i3 3aCTOCYBaHHAM 31A0BYANHY. MOXHa PO3rNsaHYTW A0LiNbHICTL 3HVKEHHS 403U 3UA0BYAVHY.

A3UTPOMIUMH: Mif Yac fOCNifKeHb BNANBY a3UTPOMILMHY Ta (DyKOHA30/y Ha (PapMakOKIHETUKY OAUH OAHOro Npu iX OAHOYaCHOMY NepopasibHOMY Pa3oBOMY
3acTocyBaHHi y fo3ax 1200 mr Ta 800 Mr BifnoBiAHO XOAHMX 3HAUYLLMX (PapMaKOKIHETUYHIX B3aEMOLi BUSIBNIEHO He GYnO.

MepopanbHi KOHTpauenTuen: Mif 4ac (hapmMakoKiHETUYHUX AOCNifKeHb 6araTopasoBOro 3acToCyBaHHA (hlyKOHa30/y Ta KOMGIHOBAHOrO MepopasibHoro
KOHTpaLEenTMBa Npun 3acTocyBaHHi yKoHa3ony y Ao3si 50 Mr BnavBy Ha piBeHb FOPMOHIB He 6yN0, TO/i IK NpKW 3acTOCyBaHHI (ykoHazony y Aosi 200 Mr Ha goby



cnocTepiranocs 36inbweHHs AUC eTuHinectpagiony Ha 40 %, a neBoHoprecTpeny — Ha 24 %. Lle cBigunTb Npo Te, Wo 6aratopa3oBe 3aCTOCyBaHHA 1yKOHA30/1y
Yy 3a3HayYeHnX 403ax HaBpsiZ Y MOXKE BM/IMBATW Ha ePEKTUBHICTb KOMBIHOBAHOMO MEPOPa/IbHOr0 KOHTpaLEenTMBa.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

JepmaTogiTis. BignoBigHO A0 pe3ynbTaTiB AOCAIMKEHHS (PIYKOHA30/y ANs NiKyBaHHSA AepMaToqiTIl y AiTeid, ePeKTUBHICTb (DIYKOHA30/y He MepeBuLLye
e()eKTUBHICTb Tpn3eoty nbBiHY: 3araibHWUIA NOKa3HWMK eqeKTUBHOCTI CTaHOBUTL MeHwe 20 %. Tomy (DAyKOHa30/ He Chif 3acTOCOBYBaTWM A8 JiKyBaHHA
AepMaTogiTil.

KpunTokoko3. [10Ka3iB ePeKTUBHOCTI (P/IYKOHA30/y AN NiKyBaHHS KPUMTOKOKO3Y IHLLIMX NOKanisauiin (Hanpuknag NereHeBoro KPUNTOKOKO3Y Ta KPUMTOKOKO3Y
LUKipK) He4OCTaTHBLO, TOMY PEKOMEH/ALLN W00 A030BOr0 PeXMUMY A1 NIKYBaHHS TaK1X 3aXBOPHOBaHb HEMAE.

"MMGOoKI eHAaeMiuHi Miko3n. [1oKa3iB epeKTUBHOCTI P/IYKOHA30/y AN NiKyBaHHA IHLLMX (DOPM eHAEMIYHMX MiKO3iB, TaKUX SIK NapakoKuuaioTAoMiKo3, ricTonnasmMos
Ta WKipHO-MiM(aTUYHNIA CNOPOTPUX03, HELOCTaTHLO, TOMY PEKOMEHAALIN W00 LO30BOr0 PeXXUMy A5 NiKyBaHHS TakMX 3aXBOPHOBaHb HEMAE.

HupkoBa cucTema. MNauieHTam i3 NopyLIeHHAM (YHKL i HUPOK nNpenapar CAif 3acTOCOBYBaTH 3 06epeXXHICTHO (AMB. po3ain «Cnocib 3acToCcyBaHHS Ta 403n»).
HepocTaTHICTb HagHUPKOBYKX 3a103. KeTOKOHa30/1, K BiJOMO, CMPUYMHSE HEAOCTATHICTb HAAHUPKOBKX 38103, i Lie TaKOX MOXKe CTOCYBaTuCA (h1yKOHa30y, Xoua
criocTepiraeTbCa pigko. HefocTaTHICTb HaAHMPKOBMUX 3a/103, MOB'A3aHa 3 OAHOYACHUM NiKyBaHHAM MPeAHI30HOM, OnucaHa B po3aini «B3aemopgia 3 iHWuMK
NniKapcbK1MM 3acobamu Ta iHLWi BUAM B3aEMOAin. Bnane hlyKoHa30/y Ha iHLLI MiKapCbKi 3aC00M».

lenaTobiniapHa cucTema. [MauieHTam i3 MOPYLUEHHAM (YHKUiA NedviHK/ npenapat CAnif 3acTOCOBYBaTM 3 0O0EpPeXHICTHO. 3acToCyBaHHS (D/1yKOHa30/y
acouitoBa/iocs 3 BMHUKHEHHAM PIAKICHUX BUNaAKIB PO3BUTKY TAXKKOI renartoTOKCUYHOCTI, BKIHOYAKOUM JIeTasibHI BUMAAKW, TOMIOBHUM YMHOM Yy MaLieHTIB i3
TSXKKMMW OCHOBHUMM 3aXBOPHOBAHHAMU. Y BUMaAKax, KoM PO3BUTOK renaTtoTOKCMYHOCTI acoLLitoBaBCS i3 3aCTOCYBaHHAM (D/lyKOHa30/y, He Oy/0 Big3HayeHo ii
SIBHOI 3a/1eXKHOCTI Bif 3aranbHOT A000BOT [03M npenapaty, TpMBaoCcTi Tepanii, cTaTi abo BiKy nMauieHTa. 3a3BuMyali renaTOTOKCUYHICTb, CPUYMHEHA
(p/lyKOHa30/10M, 060pPOTHA, a 11 MPOABM 3HUKAKOTb MICNSA MPUMNMHEHHS Teparii.

3a nauieHTaMu, y SKMUX Npwv 3aCTOCYBaHHI ()1lyKOHA30/1y CNOCTePiratoTbCs BIAXUNEHHA pe3ynbTaTiB PYHKLiOHaNIbHMX NPO6 MeYviHKW, Cnif BCTAHOBUTU PeTe/bHUN
Harnsz WoAo PO3BUTKY BiflbLL TAXKKOI0 YpaXKeHHS NeYiHKK.

MaujieHTiB cnig nNpoiHGopMyBaTV NPO CUMNTOMU, WO MOXYTb CBIAYMTM MPO CEPMO3HMIA BNAMB Ha MeYiHKy (BUpaXXeHa acTeHis, aHOpeKcCis, NocTiliHa HyaoTa,
61t0BaHHS Ta XXOBTAHULS). Y TaKOMY BUMAAKY 3aCTOCYBaHHA (D/1yKOHA30/y Cif HeranHo NPUNUHUTY Ta NPOKOHCY/IbTYBaTUCA3 JTiKapeM.

CepueBo-cyanHHa cucTemMa. [eski a3onu, y TOMy uymncii /i (iyKoHa30/, acoLitooThCs i3 NOAOBXEHHAM iHTepBasly QT Ha enekTpokapgiorpami. ®nykoHa3on
nofoBXye iHTepBan QT LINAXOM MPUrHIYEHHSA BUMPAMHOro Kanieoro KaHany (ly,). MofoBxeHHs iHTepsasly QT BHACMIfOK AT IHWMX NIKAPCbKMX 3aco6iB

(Hanpuknas amiofapoHy) MOXe NMOCU/IIOBATUCA Y pe3ysnbTati NpurHivyeHHs depmeHTy CY P3A4 umTtoxpomy P450. MoBigomasnoca npo Ayxke pigkicHI BUNagKu
NoAoOBXeHHSA iHTepBasly QT Ta nMapoKcM3masbHOI LUYHOYKOBOT Taxikapaii TMny «mipyeT» MNpu 3acToCyBaHHI (hlyKoHa3oMy. Taki MoBigOMIEHHA CTOCYBa/nCA
MalieHTIB i3 THKKMMU 3aXBOPIOBAHHAMM MPY NMOELHaHHI 6araTtboX (HaKkTOpPiB PU3NKY, TAKUMWN SK CTPYKTYPHI 3aXBOPHOBAHHSA CepLs, MOPYLUEHHSA eIeKTPONITHOIO
06MiHY Ta OfHO4YaCHe 3aCTOCYBaHHS IHLUMX NIKAPCbKMX 3ac006iB, WO BNAMBaKOTL Ha iHTepBan QT. MauieHTV 3 rinokaniemielo Ta NPOrpecyroyor0 CepLeBoto
HeAOCTaTHICTIO MalTb NIABULLEHUIA PU3UK BUHUKHEHHS 3arpo3/IMBUX A5 XUTTSA LUIYHOYKOBUX apUTMI Ta NapoOKCM3MasIbHOI LUTYHOUKOBOT TaxXikapaii Tuny
«ripyeT».

dnyKoHa3on cnif 3 06epeXkHICTIO 3aCTOCOBYBaTU MalieHTaMm i3 PU3MKOM PO3BUTKY apuTMiin. OfHOo4YacHe 3aCTOCYBaHHS Pa3oM i3 NiKapCbKMMK 3acobamu, Lo
MPOMOHTYIOTL iHTepBan QTC Ta MeTaboni3ytoTbCs 3a fornomoroto epmeHTy CY P3A4 umTtoxpomy P450, npoTunokasaHe (AvB. po3ginn «MpoTunokasaHHA» Ta
«B3aemogis 3 iHW1MKM NiKapCbKUMIM 3ac06aMK Ta iHLWI BUAW B3aEMOLIN»).

anoganTpuH. FanogaHTpuH € cyoctpatom hepmeHTy CYP3A4 i nponoHrye iHTepan QTC Npu 3aCTOCyBaHHI Y PEKOMEH0BaHWMX TepaneBTUYHUX A03ax.
OfiHOYaCcHe 3aCTOCYBaHHA ranoaHTpUHY Ta (PYKOHA30/ly He PEeKOMeHAYETbCA (AMB. po3Ain «B3aemogis 3 IHWMMKU NiKapCbKMMKM 3acobaMun Ta iHWI BUAW
B3aEMOin»).



[JepmaTonoriyHi peakuii. Mig yac 3acTocyBaHHA (PIYKOHa30/1y piAKO MOBIAOMAANOCS NPO PO3BUTOK TakKMX eKC(OMiaTMBHUX LUKIPHWMX peakuili K CUHAPOM
CriBeHCca — [KOHCOHa Ta TOKCMYHMWIA enigepMasibHuin Hekponi3. MawieHTr 3i CHILoM 6ifnbll CXWUNbHI [0 PO3BUTKY TSXKKMX LUKIPHUX peakuild npu 3acToCcyBaHHi
GaratbOx /likapCbKMX 3aco6iB. FAKLLO Yy NauieHTa i3 MOBEPXHEBOK FPUOKOBOK iH(EKLIEID 3’ABNAIOTLCA BUCUMAHHSA, O MOXHA MOB’A3aTW i3 3aCTOCYBaHHSAM
(hNyKOHa30/Yy, NoAa/ibLLEe 3aCTOCYBaHHA Npenapary cnif NPUNUHATI. AKLLO Y NauieHTa 3 iHBa3UMBHOK/CUCTEMHOO FPMOKOBOH iH(EKLIED 3’ ABNAKOTHCA BUCUMAHHSA
Ha LLIKipi, 33 AI0ro cTaHOM MOTPIBHO peTenbHO cnocTepiraTy, a'y BUNagKy po3suTKY 6y1b03HUX BUCUMNIB a60 My/bTUPOPMHOT epUTEMI 3aCTOCYBaHHS (/TyKOHa30/1y
CNiA NPUNUHUTW.

FinepuyTAMBICTb. Y PiAKICHMX BMNaAKax NOBiAOM/ISNOCA NPO PO3BMTOK aHa(hiNaKTUYHMNX peakuiin (ane. po3ain «poTUMNoKasaHHN»).

LinToxpom P450. ®nyKoHa30n € NOTYXXHUM iHri6iTopom thepmeHTy CY P2C9 Ta nomipHuM iHri6itopom tepmeHTy CY P3A4. Takox (1yKOHA30/ € iHri6iTopom
(hepmeHTy CYP2C19. Cnig cnocTepiratv 3a CTaHOM MauieHTiB, AKi OAHOYACHO 3aCTOCOBYHOTL (D/TYKOHA30/1 Ta npenapartu 3 BYy3bKUM TepaneBTUYHUM BiKHOM, LLIO
MeTaboni3yoTbes 3a yyacTio CY P2C9, CY P2C19 1a CY P3A4 (avB. po3ain «B3aemogisi 3 iHWNMK NiKapCbKMMK 3ac06aMK Ta iHLLI BUAW B3aEMOLIIN»).
TepdheHaanH. Cnif peTenbHO criocTepirati 3a CTaHOM nauieHTa npy OA4HOYAaCHOMY 3aCTOCYBaHHI TepeHaauHy Ta (yKoHas3ony y fo3si MeHwe 400 mr Ha foby
(ovB. po3ginu «MpoTnnokasaHHs» Ta «B3aeMOogis 3 IHLWMMMW NiKapCbKMMM 3ac06aMu Ta iHLLI BUAW B3aEMOAI»).

JlonoMmi>KHI peqyoBMHK. JTiIKapCbKUiA 3aCi6 MICTUTb A0MOMIXKHY peyoBMHY a30py6iH (E122), sika MOXe CIIPUYNHATY anepriyHi peakuir.

3acTocyBaHHA y nepiof BarimTHOCTI abo rogyBaHHs rpyaato.

BariTHICTb.

3a gaHumm 06cepBaLiiHOro AOCIIKEHHS, ICHYE MiABULLEHNIA PU3NK CMIOHTAHHOIO abopTy Y XIHOK, AKi OTpUMYBaIn qTyKOHa30/1 NPOTArOM MepLIoro TpPUMeCTpy
BariTHOCTI.

MoBigoOMNANOCA NPO YUCNEHHI BPOMKEHI NaTosniorii y HOBOHAapPOMKeHMX (BK/KOYakoum Gpaxiuedanito, AMCNAasito BYLIHOI PakoBUHW, HaAMipHe 36i/bLUeHHS
nepesHbOro TiM’AYKa, BUKPUBNEHHSA CTErHa, naevyonpoMeHeBUIA CMHOCTO3), MaTepi AKMX NpuiAMany BUCOKI [03n (ykoHasony (400-800 mr/poby) npoTarom
NPUHaNMHI TPbOX abo GinbLue MicALiB AN NiKyBaHHS KOKUMAiI0ia03y. 3B’430K MiXK 3aCTOCYBaHHAM (h1lyKOHA30/1y Ta LMK BUMaAKaMN He BU3HAYEHUIA.
JocnimpKeHHs Ha TBapuUHaxX NPOLEMOHCTPYBa/IN PENPOAYKTUBHY TOKCUYHICTb.

He cnig 3actocoByBaty 3BUYaiiHi [03U (D/lyKOHa30/ly Ta KOPOTKOTPWBAI KypCU JliKyBaHHS (/lyKOHA30/10M Yy Mepioj BariTHOCTI, 3a BUHATKOM KpaHbOI
HeoOXiAHOCTI.

He cnig 3acTtocoByBaTV BUCOKI 031 (h/lyKOHA30/1y Ta/abo TpuBasi Kypcu NiKyBaHHS (P/1yKOHa30/10M Y Mepiof BariTHOCTI, 3a BUHATKOM NiKyBaHHSA iH(EKLiN, L0
MOXYTb 3arPOXKyBaTU XUTTHO.

["ofyBaHHA rpyaato.

®1yKOHA301 MPOHMKAE Y TPYAHE MOMIOKO Ta [LOCArae KOHLUEHTpaLii, NogibHoI A0 PiBHA Yy nia3Mmi KpoBi (AMB. po3ain «PapmMakoKiHeTUKa»). [TofyBaHHSA rpyLaro
MOXKHa MPOAOBXYBaTW NIiCNA Pa30BOro 3acTOCyBaHHA 3BMYAHOI [03W (hIYKOHA30/y, WO cTaHoBUTb 150 Mr. [ogyBaTu rpyanto He PEeKOMEHAYETbCA npu
baraTtopa3oBOMY 3aCTOCYBaHHI (P/1yKOHa30/y ab0 NpK 3aCTOCYBaHHI BUCOKMX A03 (hyKoHa3ony. Chif, OLiHUTY KOPUCTb FPYAHOr0 BUTOA0BYBaHHSA /19 PO3BUTKY Ta
340POB’A ANTWHK | KNiHIYHY NOTpeby maTtepi y NnikapcbKoMy 3acobi, a TakoX MOTEeHUiMHI No6iYHI etheKT nNpenapaty abo OCHOBHOIO 3axXBOPKOBaHHA MaTepi 415
OUTUHW.

PepTULHICTb.

®nyKoHa30/1 He BMN/IMBaB Ha (DepTU/IbHICTL CaMLiB Ta CaMOK LLYPIB.

30aTHICTb BNIMBATU Ha LUBMAKICTb peakLii Npy KepyBaHHI aBTOTPAHCNOPTOM abo iHLINMM MeXaHi3mamu.



[ocnifykeHb BNAMBY NikapcbKoro 3acoby Audnto3on® Ha 3aaTHICTb KepyBaTy aBTOTPAHCMOPTOM ab0 NpawtoBaTyl 3 iHLLMMMW MeXaHi3Mamu He NPOBOANIN.
MaLieHTiB cnif NPoiHGopPMyBaTM NPO MOX/IUBICTb PO3BUTKY 3anaMOopOoyeHHs abo CyoM i, yac 3aCTOCOBYBaHHS npenapaty Audno3on®. Mpu po3BUTKY TakuxX
CUMMTOMIB He peKOMEHAYETbCA KepyBaTh aBTOTPAHCMOPTOM ab0 NpawtoBaTi 3 IHLWMMU MeXaHi3MaMu.

Cnoci6 3acTocyBaHHs Ta [03W.

[o3a p1yKoHa30/y 3a1eXNTb Bif BUAY | TSXKKOCTI rpUOKOBOT iH(eKLiT. Ans 6inbliocTi BUNagKiB BariHa/IbHOro0 KaHAM403Yy AOCTaTHbO Pas0BOro 3aCTOCYBaHHS
npenapary.

Mpy HeobXigHOCTI 6araTopa3oBOro 3aCTOCYBaHHA MpenapaTy NiKyBaHHS iH(EKLiA cif NPOAOBXYBaTWM A0 3HUKHEHHS! KiHIYHMX Ta NabopaTopHMX NposBiB
aKTUBHOCTI rpnbKoBOT iHeKLii. HegocTaTHA TpUBaiCTb NiKyBaHHS MOXe NPU3BECTM A0 BiJHOBMEHHS aKTUBHOMO iH(DEKLINHOrO NpoLecy.

Ouhnio3on® 3acTOCOBYHOT, 3a/1€XHO Bif NiKAPCbKOT (hopMu, NepopanbHO (Kancynu) a6o BHYTPILLHbOBEHHO LASXOM iHGY3ii (po3umH Ans iHdysiid). Cnoci6
3aCTOCyBaHHS Npenapary 3a1eXuTb Bif KNiHIYHOro CTaHy nauieHTa. Hemae Heo6XigHOCTI y 3MiHI JO60BOI 403M NpenapaTty Npu 3miHi LWASAXY MOro 3aCTOCyBaHHS 3
MepopasibHOro Ha BHYTPILLUHbOBEHHWI Ta HaBMaKMy.

Kancynu cnig koBTaTu winumu. Mpuidiom npenapaTy He 3a1eXUTb Bif NpuiAoMy DKi.

Jopocri.

KpvnTOoKOKO3.

- JlikyBaHHS KpUMNTOKOKOBOIO MEHIHTITY: HaBaHTa)XyBa/lbHa f03a CTaHOBMTb 400 Mr y nepLunii geHb. MigTpumyBanbHa fo3a — 200-400 Mr oguH pa3 Ha Ao6y.
TpuBanicTb NiKyBaHHA 3a3BMYali CTAaHOBUTb LLOHaNMeHLLIe 6—8 TVXKHIB. Ipu IH(eKLifX, L0 3arpoXyHTh XAUTTHO, 1060BY A03Y MOXHa 36ibwnTK A0 800 Mmr.

- MigTpumyBanbHa Tepanis 419 nonepeipkeHHs peLuanBy KPUNTOKOKOBOrO MEHIHTITY Y NauieHTiB 3 BUCOKMM PU3NKOM MOr0 PO3BUTKY: peKOMeHJoBaHa A03a
npenapaty cTaHOBMTbL 200 MI 04UH pa3 Ha 00y NPOTAroM HEOOMEXEHOI O Yacy.

Kokumnaioigos.

- PekomeHgoBaHa fo3a ctaHoBUTL 200—400 Mr oauH pa3 Ha Jo6y. TpuBanicTb NiKyBaHHA CTAHOBUTL 11-24 MmicALl YM [OBLUE 3a/1€XHO Bif CTaHy nauieHTa. Ans
NiKyBaHHA AesKMUX (PopM iH(eKLiT, a 0cC06NMBO ANA NiKYBaHHSA MEHIHTITY, MOXe 6YTK A0LiNIbHUM 3acTOCyBaHHS 4031 800 mMr/[oo6y.

IHBa3MBHI KaHAWAO3N.

- HaBaHTa)xyBanibHa fi03a CTaHOBUTL 800 Mr y nepLumnin feHb. MigTpumyBanbHa go3a — 400 Mr oguH pas Ha fo6y. 3a3Buyali peKoOMeHA0BaHa TPUBATICTb NiKyBaHHS
KaHAMAEMIT CTAHOBUTb 2 TVXKHI MiCNA NepLUMX HeraTUBHUX Pe3y/ibTaTiB reMOKY/IbTYpY Ta 3HUKHEHHSA 03HaK i CUMNTOMIB KaHAMAEMIT.

KaHanaos cnn3oBmx 060/10HOK.

- KaHanao3 poTornoTkn: HaBaHTaXyBaslbHa A03a cTaHoBMTb 200—-400 Mr y neplumnin feHb, nigTpumyBanbHa fo3a — 100-200 mr oguH pa3 Ha fo6y. TpuBanicTb
NiKyBaHHSA CTAHOBUTbL 7—21 [ieHb (40 AOCATHEHHS peMmiciTr), ane Moxe 6yTu 36iNbLUeHa ANS NALEHTIB i3 THXKKUM iMyHOAeDiLMTOM.

- KaHanpos ctpaBoxofy: HaBaHTaXyBaslbHa Ao03a cTaHoBMTb 200—-400 Mr y neplumnin feHb, nigTpumysanbHa fo3a — 100-200 mr oguH pa3 Ha fo6y. TpusanicTb
NiKyBaHHSA cTaHOBUTbL 14-30 AHIB (40 AOCATHEHHS pemicil), ane Moxxe 6yTu 36inbLUeHa AN NaLiEHTIB i3 THKKUM IMyHOAeDiLNTOM.

- KaHanaypisi: pekomeHaoBaHa fo3a cTaHOBMTb 200-400 Mr oAuH pa3 Ha A00y nNpoTarom 7-21 AHiB. [Na nauieHTIB i3 TSHKKAM iMyHoAeqiumMTOM TpUBanicTb
NiKYBaHHSA MOXHa 36i/1bLUNTH.

- XPOHIYHMI aTpothivHMIA KaHAMA03: PEKOMEH/I0BaHa 403a CTaHOBUTb 50 MI 0fIMH pa3 Ha Aoby npoTsarom 14 gHis.

- XPOHiYHMI KaHAMA03 LWKIpKU Ta CNM30BUX 060I0HOK: peKOMeH0BaHa 403a CTaHOBUTb

50-100 Mr oavH pa3 Ha fo0y. TpuBanicTb NliKyBaHHA CTAHOBUTL A0 28 AHIB, afie MOoXe OyTu 36iNblUeHa 3a/1eXKHO Bif TSXXKOCTI Ta BULY TH(EKLiT ab0 3HMKEHHS
IMYHITETY.

Monepea>KeHHs peumnanBy KaHaWA03y CIM30BKX 000NI0HOK Y nauieHTiB 3 BIJ1, AKi MalOTb BUCOKMIA PU3MK AOTr0 PO3BUTKY.

- KaHanao3 poTorfioTkuy, KaHAMA03 CTPaBOXOAY: PEKOMeH0BaHa [i03a CTaHOBUTb



100-200 mr oauH pa3 Ha foby abo 200 Mr 3 pa3vt Ha TMXKAEeHb. TpMBaNICTb /liKyBaHHA € HEOOMEXEHOIO A4/1 NALIEHTIB i3 MPUTHIYEHVUM IMYHITETOM.

Mpoinak TnKa KaHAnML03HMX IHEKLIN Yy NalieHTiB i3 TPMBA/IOK HENTPONEHIELO.

- PekomeHfoBaHa fgo3a ctaHoBMTb 200-400 Mr oamH pa3 Ha fJo6y. JlikyBaHHS CAif po3noYMHaTh 3a Kiflbka AHIB 40 OYiKyBaHOro PO3BUTKY HEWTPOMeEHiT Ta
MPOA0BXXYBATN NPOTArOM 7 [HIB MicNs NiABULLEHHSA KiNbKOCTi HeliTpodinie noHag 1000/mMm3,

"eHiTanbHi KaHAN403M.

- FocTpwii BariHanbHWUIA KaHAWAO03, KaHAMA03HWIA BGanaHiT: peKomMeHA0BaHa fo3a CTaHOBUTL 150 Mr pa3oBo.

- JlikyBaHHSA Ta NpoinakTnKa peunanBH1X BariHaibHUX KaHAMA03iB (4 abo Ginblue BMNAAKIB Ha piK): pekomeHAoBaHa Ao3a cTaHoBMTb 150 mr 1 pa3 Ha 3 fHi.
Bcboro cnig 3actocyBat 3 fo3n (1 geHb, 4 feHb Ta 7 geHb). Ticns uporo cnif 3actocoByBaTy MigTpuMMyBanibHY A03y 150 Mr 1 pa3 Ha TUXKAEHb MPOTAroM
6 MicAui..

[epmaTomikosu.

- MiKo3 cTon, MiK03 rnafeHbKOT LLKipW, NaxoBuii AepMaTOMiKO3, KaHAMA03HI iHeKLIT LWKIpW: peKoOMeHA0BaHa 03a CTaHOBUTbL 150 Mr 1 pa3 Ha TvxaeHb a6o 50 mr
1 pa3 Ha fo6y. TpuBanicTb liKyBaHHA CTaHOBUTb 2—4 TWXKHI. JTiKyBaHHS MiKO3Yy CTOMN MOXKe TPMBaTU 40 6 TUXKHIB.

- Pi3HOGapBHUIA NuLLIaii: peKoMeHA0BaHa fjo3a cTaHOBUTL 300—400 mr 1 pa3 Ha TWXKAEHb NPOTAroM 1-3 TUXHIB.

- JepmaTothiTHWIA OHIXOMIKO3: peKOMeHA0BaHa A03a cTaHoBUTb 150 Mr 1 pa3 Ha TWXKAeHb. JTikyBaHHS CNif NPo4OBXYBaTV A0TW, JOKM IH(iIKOBaHWIA HIroTb He byae
3MiHEHO 340p0BMM. [1N14 BiAPOCTaHHA 340POBMX HITTIB HA pyKax Ta Ha Be/IMKUX NasbLAX HIr 3a3BMYail HeobxigHO 3—6 MmicauiB Ta 6—12 micsAuiB BignosigHo. OgHaK
LUBWAKICTb POCTY HIrTiB Y NaLieHTIB MOXe OYyTW Pi3HOO Ta 3anexaru Bif Biky. 1icns ycnilHOro nikyBaHHA TPUBAIMX XPOHIYHMX TH(EKLUIA hopma HIrTa iHogi
3a/IMLLIAETLCA 3MIHEHOIO.

MauieHT NiTHLOrO BIKY.

[l03y HeobXifHO NigbupaTy 3aN1eXHO Bif CTaHy PYHKLiA HUPOK (AMB. «[MauieHTV 3 HUPKOBOK HEAOCTATHICTHO» HIXKYE).

MayieH TN 3 HUPKOBOK HELOCTATHICTIO.

Aunhnio3on® BUBOAWUTLCS 3 OpPraHiaMy MepeBaXkHO 3 CeYerd Y HeaMiHeHoMy BUrNsdi. Mpy pa3oBoMy 3aCTOCyBaHHI KOpUryBaTy 103y (h1yKOHa30/1y He MOTPIGHO.
MauieHTam (BKNOYaKOUM AiTein) i3 NopyLleHHs M QYHKLiA HUPOK Npu HeobXigHOCTI 6araTopa3oBOro 3aCTOCYBaHHS Mpenapaty Yy Meplinii AeHb NiKyBaHHSA Chif
3acTocoByBaTtu rnoyatkoBy o3y 50-400 Mr 3an1eXxHO0 Bif nokasaHHs. Micns Lboro fo6oBy A03Yy (3a1€XXHO Bif NoKasaHHA) Cnif po3paxoByBaTu BIAMOBILHO [0
TabNL HUXKYe.

KnipeHc KpeaTuHiHy (M1/XB) BifcoToK Bif, peKOMeHA0BaHOI 403K
> 50 100 %
< 50 (6e3 remogianisy) 50 %
emogianis 100 % nicna KoXKHOro remogianisy

MauieHTn, aKi NepebyBaroTb Ha PerynapHoMy remogianisi, noBuHHI otpumMysatn 100 % pekoMeHL0BaHOT 4031 MICNA KOXHOM0 reMoAianisy. Y feHb, KONu fiasi3 He
MPOBOAUTBLCS, NALIEHT NMOBUHEH OTPUMYBATHK 4,03y, BIAKOPUIOBaHY 3a/1€XKHO BIf KNIPEHCY KpeaTUHIHY.

MauieH T 3 NOPYLLEHHAM PYHKLiA NEYIHKN.

®1lyKOHa30A CAif 3aCTOCOBYBATM 3 0GEPEXHICTIO MauieHTaM i3 NOPYLUEHHAMM (DYHKLiA NeYiHKM, OCKiNIbKM iH(OopMaLLil WoA0 3acTOCyBaHHS (hlyKOHA30My Ui
KaTeropii nauieHTiB HeaOCTaTHLO (AMB. PO3ainu «Oco6MBOCTI 3aCTOCYBaHHSA» Ta «[T0BIUHI peaKkLii»).

aiTn.

He cnif nepesuLLyBaTV MakCUMasibHy f060BY 03y 400 Mr.



AK i NpK aHANoOriuHMX iH(EKLIAX Yy A0POCAUX, TPUBANICTb NiKYBaHHSA 3a1EXWUTb Bij KNiHIYHOT Ta MikonoriuHoi Bignosiai. Audnto3on® 3actocoByoTh 1 pa3 Ha
[o6y.

[lo3yBaHHSA npenapaTy 4N Aitei i3 NopyLUeHHAM (YHKLi HUPOK HaBeeHOo Y po3aini «laLieHTy 3 HUPKOBOK HEOCTATHICTHO».

dapmaKoKiHeTVKa (h/lyKOHa30/y He A0CiAKyBanaca y fiTel i3 HUPKOBOK HeAOCTaTHICTHO.

LiTwn Bikom Big 12 pokis.

3anexHo Big macu Tina Ta NybepTaTHOrO PO3BUTKY JiKapro CNij OLiHUTK, fika f03a npenapaTy (418 A0POCAUX UM Ana AiTeid) € ONTUMaibHOK ANs nalieHTa.
KniHiuHi gaHi csigyaTb Npo Te, WO Y AiTel KAipeHC (P/1yKOHa30/1y € BULLMM MOPIBHAHO 3 Aopoc/immn. 3actocyBaHHsA Ao3 100, 200 Ta 400 mr gopocnmm Ta o3 3,
6 Ta 12 Mr/Kr oguH pa3 Ha o0y AiTAM NPU3BOAUTb 40 AOCATHEHHS CMiBCTaBHOT CUCTEMHOT eKCMo3nLi.

EtheKTUBHICTb Ta 6e3neka 3acToCyBaHHS nNpenapaTy AN NiKyBaHHA FeHiTabHUX KaHAWAO03IB Y AiTeil He BCTaHOB/EHI. HasiBHa Ha CbOroAHiLLHIN AeHb iHGopmaLis
HaBefieHa y po3gini «lMo6ivHi peakuii». FAKLIO iCHYe HarasbHa MoTpeba 3acTocyBaHHs npenapaty nignitkam (BikoM Big 12 Ao 17 pokiB), cnif 3acTOCOBYBATH
3BMYaliHI J03K ANS JOPOC/NX.

[iTn Bikom Big 5 10 11 pokiB.

KaHanposn cnnsoBmx 060M10HOK: MOYaTKoBa [03a CTaHOBUTL 6 Mr/Kr/goby, nigTpuMyBaibHa fo3a — 3 Mr/kr/goby. NoyaTkoBy 403y MOXKHa 3aCTOCOBYBATV B
nepLunii AeHb 3 METOK GiNbLL LIBMAKOIO AOCATHEHHS PIBHOBaXKHOT KOHLEHTpaLil.

IHBa3VBHI KaHAMA03W, KPUMTOKOKOBUIA MEHIHTIT: f03a NpenapaTty CTaHOBUTb 6—12 MI/Kr OAWH pa3 Ha f06Y 3a/1eXKHO Bif CTYMEHS TSHKKOCTI 3aXBOPHOBaHHS.
MigTpyMyBanbHa Tepanis 4na nonepeikeHHs peumanBy KpUNTOKOKOBOIO MEHIHTITY Y AiTel i3 BUCOKUM PU3MKOM Oro PO3BUTKY: [03a Npenapary CTaHOBUTb 6 Mr
/KT OAUH pa3 Ha [00Y 3a1eXKHO Bif, CTYMNeHs TAXKKOCTI 3aXBOPHOBaHHS.

MpodinakTnka KaHAMAO03IB Y NaLieHTIB 3 IMyHOAeILMTOM: [03a Npenapary CTaHOBUTb

3-12 Mr/Kr ofiMH pa3 Ha J06Y 3a/1eXKHO Bif, BUPaXXEHOCTI Ta TPUBAOCTI iHAYKOBaHOT HEMTPONeEHIT (4AMB. 403U 4NS AOPOCNX).

aiTn.
3acTocoByBaTU fliKapCbKWin 3acib y (opMi Kancyn Ui kaTeropii nauieHTiB MOXHa TOAi, KOMW AiTW 34aTHi 6e3neyHo MPOKOBTHYTM Karcyny, Lo 3a3Buyain €
MOXX/IMBUM Y BiUli Bif 5 pokiB (AMB. po3ain «Cnoci6 3acTocyBaHHS Ta [03n»).

NepenosyBaHHS.

OTpumaHo MoBiJOM/IEHHS NP0 Nepeao3yBaHHA PIyKOHAa30/y; 04HOYACHO MOBILAOM/IANOCA NPO raftounHaLii Ta napaHoigaibHy NOBEAIHKY.

Mpn nepefo3yBaHHI HEOOXIAHO MPOBECTU CUMMTOMATUYHY MIATPUMYBA/IBHY Tepanito Ta y pasi Heo6XigHOCTI NPOMUTK LWNYHOK. PyKOHA30/1 3HA4YHOK MIpOKo
eKCKpeTYETbCS 3 Ceyeto; (hopcoBaHWi Aiype3 MoXe NPUCKOpUTY BUBeAEHHS npenapaTy. CeaHc reMogianidy TpuBanicTio 3 roAUHN 3HUXKYE PiBeHb (DlyKOHa30/1y y
nnasmi KpoBi NpnM6/n3Ho Ha 50 %.

Mo6iyHiI peakuil.

HaiuacTiwe (>1/10) nosigomnsnocs npo Taki Mo6iYHi peakuii: ronoBHUIA Binb, 6ifb Yy YepeBHI MOPOXHWHI, fdiapesi, HyAo0Ta, 6/t0BaHHS, NiABULLEHHS PiBHA
anaHiHamiHoTpaHcepasmn (AJIT), nigBuLLEHHSA piBHA acnapTatamiHoTpaHcgepasun (ACT), NiABULLEHHSA PiBHA TY)XXHOT pocaTasn KPoBi, BUCKMAHHS.

[N OUiHKM 4aCTOTU BUHUKHEHHS NOGIYHMX peakLii BUKOPUCTOBYHOTH TaKy Knacugikauito: gyxe yacto (=1/10), yacTo (Big =1/100 go <1/10), HeyacTo (Big =1
/1000 po <1/100), pigko (Big =1/10000 go <1/1000), ayxxe pigko (<1/10000), yactoTa HeBifoMa (HEMOX/IMBO OLLIHUTK Ha NIACTaBi HAABHUX LAHUX).

3 60Ky cucTemu KpoBi Ta fniMhaTUYHOT CUCTEMM.

HeuvacTo: aHeMis.

PifKo: arpaHynowmnTos, NeiikoneHis, TPOMOOLMTONEHIS, HEATPONEHIS.



3 60Ky IMYHHOT CUCTEMM.

PifKo: aHadinakcis.

MeTaboniyHi Ta aniMeHTapHi posnagu.

HeuacTo: 3HMKEHHSA aneTuty.

Pigko: rinepxonectepnHemis, rineptpuriilepuaemis, rinokaniemis.

FCuXiuHi NopyLLEHHS.

HeuacTo: 6e3COHHS, COHNMBICTD.

3 60Ky HEPBOBOT CUCTEMM.

YacTo: ronosHuiA 6inb.

HeuacTto: cygomum, napecTesis, 3anaMOpOYeHHs, MOPYLLUEHHSA CMaKy .

Pigko: Tpemop.

3 60Ky opraHis cnyxy Ta BeCTUOYNApHOro anapaTy.

HeuacTo: BepTUro.

3 60Ky cepus.

PifKOo: NapoKcu3mMasibHa LLTYHOUKOBA TaxiKapAis TUNy «mipyeT», NofoBXeHHS iHTepBany QT (auB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS»).

3 60Ky LLMYHKOBO-KULLIKOBOIO TPaKTY.

UacTo: 6i/lb Y YepeBHill MOPOXHWHI, HY0Ta, Aiapes, 6/110BaHHS.

HeuacTo: 3anop, Avucnencis, MeTeopusm, CyXicTb Y pOTi.

"enaTobiniapHi posnagu.

UacTo: nigBuLLeHHs piBHA anaHiHamiHoTpaHcgepasun (AJTT), NigBULLEHHSA piBHA acnapTaTaMmiHoTpaHchepasu (ACT), NMigBULLEHHS PiBHA NYXXHOT ocdarasm (4uB.
po3ain «OCco6/IMBOCTI 3aCTOCYBaHHS»).

HeuacTto: xonecras, >XOBTAHWLA, NIABULLEHHSA PiBHA 6inipy6iHy (4uB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS).

PifKo: neyviHKoOBa HeJOCTATHICTb, renaToLEeNtONAPHUIA HEKPO3, renaTuTy, renatoLentoNisipHe ypaXkeHHs (auB. po3gain «OcobnmnBoCTi 3aCTOCYBaHHS).

3 60Ky LLUKIpW Ta NifLWKipHOT TKaHWHMK.

UacTo: BucunaHHs (amB. po3gin «OcobnnBoCTi 3aCTOCYBaHHSA»).

HeuacTo: MeanKameHTO3HWUIA aepMaTuT (BKIOYaKUM (hikCOBaHWIN MeAMKaMEHTO3HUI epMaTuT), Kponue’sHKa, cBep6ixX, MigsuLLeHe NOTOBUAINEHHS (AMB. po3gin
«OCc0061MBOCTI 3aCTOCYBAHHS).

PigKo: TOKCUYHWIA enifepmasibHUIA Hekponi3, cuHapoMm CriBeHca — J[PKOHCOHa, TFOCTPWUIA reHepanizoBaHUi eK3aHTeMaTO3HWIA MYyCTY/b03, eKC(oniaTUBHUIA
[lepMaTUT, aHrOHEBPOTUUHUIA HabPSK, HabPsik 06m1uYs, anonewis (ane. po3ain «OcobAnBOCTI 3aCTOCYBaHHS).

HeBifoMO: MeMKaMeHTO3Ha peakLis 3 eo3nMHoginieto | cuctemHumn npossamun (DRESS).

3 60Ky OMOPHO-PYX0BOro anapaTy Ta Crnoay4yHOT TKaHUHM.

HeuacTo: miasnris.

3aranbHi po3naan Ta peakuiiy MicCLi BBeLEHHS.

HeuacTo: nifBuLLEeHa BTOM/IHOBAHICTb, He3MYy)KaHHS, aCTeHIs, rapayka.

aiTn.

YacToTa Ta XapakTep nobiyHMX peakuiil i BigXnneHb Big HOPMU pe3y/bTaTiB NabopaToOPHUX aHani3iB y X0A4i KNiHIYHMX AOCNIAKEHb 3a Y4acTHo AiTeil NOPiBHSAHHI 3
Tak1MK y JOPOC/INX.

3BiTYyBaHHA NPO Migo3ptoBaHi NOBIYHI peakwil.



3BITyBaHHA NPO Nifo3ptoBaHi NOGIYHI peakuii Micna peecTpayii NikapcbKoro 3acoby Mae BeNnKe 3HaYeHHS. Lie fJae 3Mory npoBOANTM MOHITOPUHT CNiBBiAHOLUEHHS
KOPUCTL/PU3NK NPU 3aCTOCYBaHHI LibOro NliKapcbKoro 3acoby. MeanyHi npawuiBHUKM MOBUHHI 3BITYBaTW NPO Oy Ab-5Ki Nigo3ptoBaHi No6iYHI peakLii BiANOBIAHO [0
BMMOT MiCLLeBOro 3aKOHO/aBCTBa.

TepmiH NpUAATHOCTI. 4 POKMW.

YMOoBW 36epiraHHs.

36epirati B OpuriHa/IbHIN ynakoBLi Npyu Temnepatypi He BuLLe 25 OC.
36epirat y HeaOCTYNHOMY ANs AiTei Micui.

YnakoBkKa.
Kancynu no 50 mr, no 7 kancyny 6nictepi, 1 6nictep y nayui.
Kancynu no 100 mr, no 7 kancyny 6nictepi, 1 6nictep y naudi.

KaTteropis Bignycky.
3a peuenTom.

BupobHuK.
MAT «KuniBmegnpenapar».

Micue3HaxomkeHHA BUPOOHMKaA Ta 0ro agpeca Micua NPoBagKeHHS LiSNIbHOCTI.
YKpaiHa, 01032, m. Kuis, Byn. CakcaraHcbkoro, 139.



