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IHCTPYKUIA
MeAWIHoro 3aCTOCYBaHHH JliKaPCbKOro 3ac06y

(SALFENIX)
Cwtaå:
Düoqa peqoguna: cyK11HHaTy•,
1 Ta6RTKaMiCTUTb cyK11HHaTY 5 Mr a60 10 Mr, 1110 BiÅ110Bimae 3,77 Mr Ta
7,54 BiA110BiÅHO•,

DonoMiwcni peqogunu•. KPOXMaJ1b KYKypYÅ3%HHM rrpexenaTHHi30BaHHü, naKT03H MOHorinpaT, HaniK)

cuac) 060JIOHKU DJIA ma6Jtem0K 5 Me: rinp0MeJ103a (6 mPas), THTaHY Aioyccvm (E 171), JlaKT03H
M0HorinpaT,Maycporon (MW 3350), TPHaqeTHH, 3aJ1i3a )KOBTMM (E 172).
DJIA ma6uem0K 10 Me: rinp0MeJ103a (6 mPas), THTaHY Åi0KcHÄ (E 171), JlaKT03H MOHorinpaT, Maycporon
(MW 3350), rrpmaueTHH, 3aJ1i3a OKCHÅ )KOBTHÄ (E 172), 3Q1i3a OKCUÅ yepBOHnM (E 172).3aJ1i3a OKCUÅ
qopHHÜ (E 172).

JIiKapcbKa Ta6neTKm,BKPHTiHJ1iBKOB010
Ocu06Hi d)i3zuco-xiMiqni 6Jtacmugocmi: Ta6RTKU 5 ME — CBiTJIO-)KOBTi, Kpyrni, ÅBoor1YKJ1iTa6J1eTKH,
BKPHTi11J1iBKOB010060JIOHKOKY,
Ta6neTKH 10 ME — poxeBi, Kpyrni, AB0011YKJ1irra6RTKU, BKPHTi

rpyna. 3ac06H, 1110 B yponorii. 3ac06u JliKYBaHH%qacToro
ceHOBH11YCKaHH% Ta HerrpHMaHHA ceqi. KOA ATX G04B D08.

Oapmamconoziqm• gnacmugocmi.
Øap»twcoDunaMüca.
COJ1id)eHa11HH e KOHKypeHTHHM, cneLIH(biHHHM aHTarOHiCTOM xoniHepriHHnx peuemopiB. Cet-10BmÜ Mixyp
iHHepBY€TbC% napacMM11aTHLIHHMH XOJ1iHepriHHHMV1 HepBaMH. AqeTHJIXOJ1iH cKopoqye rnaÄKi M'*3V1

neTpy30pa, BIIJIHBaK)HVf Ha MYCKaPHHOBipeuernopu, 1110 nepeBa>KH0 rrpencTaBJ1eHi M3 IliÄTH110M.
Y AOCJ1iAxeHHSIX in vitro Ta in vivo 6YJ10BCTaHOBJ1eHO, ILIO COJ1i(beHa11HH e KOHKypeHTHHM
aHTarOHiCTOM xoniHepriHHmx peue11TopiB nepeB&KH0 M3 IliÅTM11Y.TaK0)K 6YJ10 BCTaHOBJ1eHO, 1110
COJ1id)eHa111dH Mae CJ1a6KYcnopiÅHeHiCTb a60 BiÄCYTHiCTbcnopiÄHeHocTi 3 iH111VIMH peuernoparv«u i
TeCTOBaHHMV1 iOHHHMH 1<aHaJ1aMH.

npenapaTY, BVIBqa.JIH y KiJ1bKOX 110ABiÜHO cnillmx paHÅ0Mi30BaHux KOHTPOJ1bOBaHHX
KJ1iHiHHHX AOCJ1inxeHH%X y MOJIOBiKiB Ta )KiHOK i3 CUHÅPOMOM rinepaKTHBHoro ceqoBoro Mixypa,
cnocTepiraJ1acq B)Ke Ha I-MY TH>KHi JliKYBaHH%Ta cTa6iJ1i3YBuacq IIPOTTOM HacTY11Hnx 12 TUXHiB
JliKYBaHH%.Y BiAKPHTHXÅOCJ1iÅ)1CHHHX npu TpHBaJ10MY 3acTOCYBaHHi
niATPHMy€TbC% npoTW0M II-IOHaüMeH111e 12 MicquiB.
Oap,uaR0Riuemzuca.
A6cop6uiA. HicJ1% Ta6RTOK MaKCHMaJ1bHa K0HueHTpauiq etnäx)
nocqra€Tbcq qepe3 3—8 roAHH. 3HaqeHH% qacy aocnrHeHH% MaKCHMU1bHOi
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gane,KHTb Bill A03H npenapaTY. 3HaqeHH% Cmax i 11J10L11inin KPHBOK) (AUC) 36iJ1bL11YOTbC%nponopuiüH0
no A03H y npoMi)KKY BiÅ 5 Mr no 40 Mr. A6COJ1}0THa 6i0ÅOCTyr1HiCTb CTaHOBHTb 11PH6JIH3HO90 %. Ilpnii0Mixi Ha 3HaqeHH% Cmæx Ta AUC coj1i(beHa11HHY He BIIJIUBae.
P03noDiJ1. Conid)eHa11HH 3HaqH0}0 MiPOK) (Maixe 98 %) 3 6iJIKaMH KPOBi, FOJIOBHHM
I-IHHOM 3 UI-KHCJIHM FJ1iK011poTeiH0M.
Mema60J1i3M. 3HaHHO}O MeTa60J1i3Y€TbC%y neqiHui, FOJIOBHHM HUHOM UHTOXPOMOM
P450 3A4 (CYP3A4). CHCTeMHUÜ KJ1ipeHC coni(beHa11HHY CTaHOBHTb 11PU6JIH3HO9,5 JI/FOÅHHU, i
TePMiHaJ1bHVIMnepion Moro HalliBBHBeÅeHH% CTaHOBHTb 45—68 roÅHH. IliCJ1% nepopaJ1bHoro npnii0MY
11penapaTY y 11JIUMi KPOBi, KPiMcoj1i(beHaLIMHY, 6YB 1 d)apMaKonoriHH0 aKTHBHVIÜ (4R-

i 3 HeaKTHBHi MeTa60J1iTH (N-rJIK)Kyp0HiÅ, N-0KcHJ1 i 4R-rimpoKcu-N-0KcHÅ

ERUcpeuiA. Ilicjl% 0ÅHopa30Boro 3aCTOCYBaHH% 10 Mr 11PH6JIH3HO70 %
paÅioaKTHBH0i MiTKV1 11POHBJ1fl€TbCS1 y ceqi i 23 % y d)ercæliqx. Y ceqi TIPH6JIH3HO11 % paÅioaKTHBH0i
MiTKH BUBOÄHTbCS1 y He3MiHeH0i aKTHBHOi cy6cTaH11ii•, 11PH6JIH3HO18 % — y BVffJ1%ÅiMeTa60J1iTY
N-0Kcvuy, 9 % y BWJIAÄi MeTa60J1iTY4R-rinpoKcu-N-0KcHA i 8 % — y BHPJMÄi 4R-rinp0KcHMeTa60J1iTY
(aKTVIBHHÜ MeTa60J1iT).
40306a muemcnicmb. Y 11POMi)KKY TepaneBTHLIHuxA03 d)aPMaKOKiHeTHKa npenapaTY €
Oc06uugocmi ØapMaR0Kinemwcu 6 Olcpe,uux Rameeopiü nauicnmig.
BiK. HeMae He06xiÅHOCTi KopuryBaTH A03Y 3aJ10KHO Bin BiKY XBopux. AOCJ1inxeHH% 110Ka3aJIH, 1110

eKc1103uui% (5 i 10 Mr), BupaxeHa y BWJ1%Åi AUC, 6YJ1a 110Ai6H0}0 y 3A0POBux
A06POBOJ1bUiBJliTHbOFO BiKY(BiÅ 65 no 80 POKiB) i y 3AOPOBHX A06POBOJ1bUiBMOJIOAOI'O Ta 3pinoro BiKY
(< 55 POKiB). CepeAHA 111BHAKiCTb a6cop6uii, Bupa-xeHa y BHrJ1%Ai tmax, 6YJ1aAeli10 a KiHqeBV1ü
nepi0Å HarliBBHBeneHH% — 11PU6JIH3HOHa 20 % rrpHBaJ1i11.1Hü y naui€HTiB JliTHbOFO BiKY. Ai He3HaHHi
BiÄMiHHOCTi He e KJ1iHiMH0 3HaHY111HMH.
(bapvraK0KiHeTHKY He BHBqaJIH y Airreä Ta IliÅJ1iTKiB.
Cmamb. ØapMaKOKiHeTHKa conid)eHauv1HY He 3aJIOKHTb Bill CTaTi naui€HTa.
Paca. PacoBa llPHHaJIOKHiCTbHe BIIJIHBa€ Ha (bapMaKOKiHeTHKY

Hupcoga neöocmanmicmb. AUC Ta Cmax coni(beHa11HHY y naui€HTiB i3 nerK0}0 Ta 110MiPHOK) HUPKOBOK)
HeAOCTaTHiCT}O He3HaHHO BiÅPi3HMOTbC%Bin BiÅ110BiÅHHX 110Ka3HHKiB y 3ÄOPOBHX A06POBOJ1bUiB.Y
naui€HTiB i3 TRXCKOK) HHPKOBO}O HeÅOCTaTHiCTfO (KJ1ipeHC KpeaTHHiHY < 30 MJI 3a XBVIJIHHY) eKc1103H11i%
conid)eHa11HHY 3HaqHO Buma — 36iJ1b111eHHH Cmax CTaHOBHTb TIPH6JIH3HO30 %, AUC — 110HaA 100 % Ta
nepion HaniBBHBeneHH% — 110HaÅ 60 %. BiA3HaqeHHii CTaTUCTUHHO 3Ha11Y111HäB3a€M03B'%30K Mix
KJ1ipeHCOM KpeaTHHiHY i KJ1ipeHCOM coJ1id)eHa11HHY. OapMaKOKiHeTHKY y naui€HTiB, rrpoxonmnu
reM0AiaJ1i3, He BHBT--IUIH.

Ileqimcoga neöocmanmicmb. Y naui€HTiB i3 110MiPHOK) HeAOCTaTHiCTIO (IIOKUHHK qaiiJIAa —

11'}0 BiÅ 7 no 9) 3HaqeHH% Cmax He 3Mimo€TbC%, AUC 3pocTae Ha 60 % Ta nepion HaniBBUBeneHH%
36iJ1b111Y€TbC%BABiqi. OapMaK0KiHeTHKY y naui€HTiB i3 HHPKOBO}O HenOCTaTHiCTK) He BHBqaJIH.

KJ1iHiHHi xapaKrrepncTHKH.
110Ka3aHHR.
CHM11TOMaTHHHe JliKYBaHH% ypreHTHoro (ilvmepaTHBHoro) HeTPUMaHH% ceqi Ta/a60 qacToro

ceti0BH11YCKaHH%, a rraKO)K ypreHTHnx (iM11epaTHBHux) 1103HBiB no ceti0BH11YCKaHH%, xapaKTepHnx
naui€HTiB i3 CHHAPOMOM rinepaKTHBHoro ceH0Boro Mixypa.

TIpomun0Ka3aHHR.
- Ilaui€HTaM i3 IliÅBV111-xeHOK) HYTJIHBiCTK) no aKTHBHOi cy6cTaH11ii a60 no 6YÅb-%K0i3 A0110Mi)KHVIX

peHOBHH;
- Flaui€HTaM i3 3aTPHMK0}0 ceHOBH11YCKaHH%, i3 IIIJIYHKOBO-KUIIIKOBHMH 3aXBOPYOBaHH%MH
(BKJnoqaK)11Vf TOKCVIHHHM MeraKOJIOH), i3 MiacTeHi€f0 rpaBic 1--1M i3 3aKPHTOKYTOBOK) Ta
naui€HTaM i3 PVBHKOM P03BHTKY unx CTaHiB•,

- npoBeneHHi reM0ÅiaJ1i3Y(AMB. P03ÅiJ1
- Flaui€HTaM i3 neqiHKOBOK) HeAOCTaTHicno (AHB. p03ÅiJ1

2



- flaui€HTaM i3 TAKKOIO HHPKOBOK) HenOCTaTHiCT}O a60 HemOCTaTHiCTK) cepeAHboro
cTyneH51 T"KKOCTi, AKi nepe6YBa10Tb Ha JliKYBaHHi CHJ1bHVIMH iHri6iTopaMH IIHToxp0MY CYP3A4,
HallPHKJ1aA KeTOKOHa30JIOM (AHB. P03ÅiJ1 3 iH111HMH JliKaPCbKHMV13ac06aMH Ta iH111i
B3a€MOAiÜ»).

B3aemoåiR 3 iHUIUMU JlücapcbKILML1 3acoÖa.uu ma imui euouuae»toåiü.
Øap,uaR0Jtoeiqni 63acM0Öii.

OAHoqaCHHÜ npHü0M iH111ux JliKaPCbKHXriper1apaTiB 3 aHTHXOJ1iHepriHHHMH BJ1aCTHBOCT%MH MO)Ke narrn
BHpa3Hi111i TepaneBTHHHi, a TaKO)K He6axaHi ed)eKTH. IlicJ1% TIPHIIHHeHH% 3aCTOCYBaHH% no

HacTY11Hux JliKaPCbKUX3ac06iB aHTux0J1iHepriHH0i Tepanii He06xiÅH0 BHTPHMaTH HPH6JIU3HO
OAHOTV1)KHeBHÜ iHTePBaJ1.Tepa11eBTHHHHü ed)eKT MO)Ke 3MeH111HTUC% cynyTHb0MY
3acTOCYBaHHiaroHicTiB xoniHepriHHux peuer1TopiB. MO)Ke 3HH)KYBaTU JliKaPCbKHX
npenapaTiB, CTHMYJUO}OTb IRPVICTaJ1bTHKY IIIJIYHKOBO-KHIIIKOBOFO TpaKTY, TaKHX AK MeTOKJ10npaMiA i
LIH3a11pHA.

ØapMaR0Rinemuqni 63acuoÖii.
ÅocJ1iDmceHHAin vitro r10KuaJ10, 1110 y Tepa11eBTHHHux K0HueHTpauiqx He npnrHiqye
MiKPOCOMH neqiHKH CYPIA1/2, 2C9, 2C19, 2D6, 3A4. TaKHM MHHOM, MaJIOÜMOBiPHO, 1110
COJ1id)eHa11HH BIIJIHBae Ha KJ1ipeHc JliKaPCbKHX3ac06iB, ILIO CYP.
Bnuug imuux Jihcapcblcux 3ac06i6 na (frap,uaR0Kiuemwcy couiØenauuny.
COJ1id)eHa11HH MeTa60J1i3y€TbC% d)ePMeHTOM CYP3A4. OAHoqacHe gaCTOCYBaHH% KeTOKOHa30JIY (200
Mr/Å06y), CHJ1bHOro iHri6iTopa CYP3A4, ITPH3BOÅHJIO no ÅBOKPaTHOro rliÅBH111eHH% AUC
Toni 51K npHä0M KeTOKOHa30JIY B A03i 400 Mr/A06y cnpHHHHA€ IliÄBmmeHH% AUC B 3 pun.
TaKHM HHHOM, MaKCHMaJ1bHY A03Y Ca.J1d)eHiKcy He06xiAH0 06Me)KHTV1 no 5 Mr lipu OAHoqaCHOMY
3acTOCYBaHHi3 KeTOKOHa30JIOM 3 TepaneBTHHHHMU A03aMV1 iH11mx aKTHBHHX iHri6iTopiB
CYP3A4 (Hanpmcnan pHT0HaBipy, HeniHaBipy, iTpaK0Ha30JIY) (AHB. pomiJ1 <<Cnoci6 3aCTOCYBaHH% Ta

OAHoqacHe 3aCTOCYBaHHS1 coni(beHa1ÅHHY Ta CHJ1bHOEO iHri6iTopa (bepvreHTY CYP3A4 npoTH110KuaHe
naui€HTaM i3 T"KKOYO HHPKOBOK) a60 110MipH0 BHPaxeHOK) neqiHKOBOK) HenOCTaTHiCTK).
He AOCJ1iÅ)KYBaJIH BIIJIHB (bepMeHTiB iHÅYK11iiHa (baPMaKOKiHeTUKY i Moro MeTa60J1iTiB, a
TaKO)K AiK) cy6cTpaTiB CYP3A4 3 rliÅBH1ueH0K) cnopiÅHeHicTK) Ta Moro MeTa60J1iTiB Ha eycc1103uuik0

coj1i(beHa11HHY. OCKiJ1bKU coni(beHa11HH MeTa60J1i3Y€Tbcq (bePMeHTOM CYP3A4,
B3aeM0Åii MO)KJIHBi 3 iHL11HMH cy6CTpaTaMH Aboro 1110 Mal-OTb IliABH1ueHYcnopiÅHeHicTb
(HarrpHKJ1aA 3 BepanaMiJ10M, AHJITiæeMOM), Ta iHÅYKTopaMH (bepMeHTY CYP3A4 (HallPHKJ1aA 3

pud)aM11iÅHH0M, (beHiT0iHOM, Kap6aMue11iH0M).
Bnnug coniØenauuny na Wap-uaR0RinemwcyJlÜcapcbRux 3ac06i6.
TIepopaJ1bHi Romnpauenmugu.
IIpHÜ0M npenapaTY He BIIJIHBae Ha (bapMaKOKiHeTHHHY B3a€M0Åi}0 3

KOM6iHOBaHHMH nepopaJ1bHHMH KOHTpaqe11THBaMH (eTHHiJ1ecTpaÅi0J1/RB0HoprecTpeJ1).

BapØapuu.
IlpHÜ0M lipenapaTY Caj1d)eHiKC He BIIJIHBae Ha d)apMaK0KiHeTHt1HY B3a€M0ÄiK)
S-Bapd)apHHY a60 Moro BIIJIHB Ha 11POTPOM6iHOBVIÜqac.

uuecnccun.
IlpuM0M npenapaTY Caji(beHiKCHe BIIJIHBae Ha (bapMaK0KiHeTHKY

Ocoönueocmi 3acmocyeaHHH.
nepen noqaTKOM JliKYBaHHS1npenapaT0M He06xiÅH0 BCTaHOBHTH iMOBiPHiCTbiH111HX IIPHHHH qacToro

ceti0BH11YCKaHH% (cepueBa HeÅOCTaTHiCTb a60 3aXBOPIOBaHHS1 HUPOK). AKIUO BHABJ1eHa iH(beKuiq
cet10BHBiÄHUX 111J1%XiB, CJ1iA p03noqaTH BiÅ110BiÅHYaHrru6aKTepiaJ1bHY
IlpenapaTHe06xiÅH0 npHüMaTH 3 06epe>KHicTK) llaui€HTaM:
— i3 KJ1iHiHHO 3HaHY1110K) 06cTpYKui€K) BuxiÅHoro 0TBopy ceqoBoro Mixypa, ILIO npvpB8AHTbÄ,0PH3HKY
3aTPHMKH cet10BH11ycKaHHq•,
— 3i II-IJIYHKOBO-KHUIKOBHMH 06CTPYKTHBHHMH
— i3 PVBUKOM 3HVDKeHH% MOTOPUKH IIIJIYHKOBO-KUUIKOBOFO TpaKTy•,
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BOKKa HHPKOBa HeAOCTaTHiCTb (KJ1ipeHC KpeaTHHiHY 30 MJI/XBHJIVIHY (AHB. P03ÄiJ1
3aCTOCYBaHH% Ta rra Ta A03a He rlOBUHHa nepeBH111YBaTH 5 Mr AJ151 TaKUX
naui€HTiB;
— i3 HUPKOBOK) (KJ1ipeHC KpeaTHHiHY S 30 MJI 3a XBHJIHHY) Ta 110MiPHOK) neqiHKOB0}0(IIOKUHUK
3a I-IaiiJIA0M — Il'yo Bin 7 no 9) HeAOCTaTHiCT}O (AHB. pomiJIH 3aCTOCYBaHH% Ta Ta

A03H unx rraui€HTiB He MakOTb nepeBH111YBarru 5 Mr•,

OAHoqaCHOMY npHü0Mi CHJ1bHHX iHri6iTopiB CYP3A4, HallPHKJ1aÅ KeTOKOHa30JIY (AHB. p03Äinu
gaCTOCYBaHH% Ta Ta 3 iH111HMH JliKaPCbKVIMH3ac06aMH Ta iH111i

B3a€M0Aiü»)•,
— i3 rpmxeK) cTpaBoxiÅHoro 0TBopy niacbparMH Ta/a60 L11JIYHKOBO-CTpaBOXiÅHHMpecbJ1kOKCOM Ta/a60 TMM,
XTO OAHoqacH0 npuäMa€ JliKapcbKi npenapaTH (TaKi MO)KYTb cnpHHHHHTH a60
ITOCVIJIHTH e30(bariT•,

BereTaTHBHO}O Heüponarrieyo.
Y naui€HTiB 3 PH3HKY, TalCHMH 51K paHime gape€cTp0BaHuü CHHAPOM iHTepBaJIY

QT, Ta ri110KaJ1i€Mi€K) cnocTepiraJ10c}1 iHTepBaJIY QT i TPir10TiHH}1111JIYHOHKiB(torsade de
pointes).
Be3ne1€a Ta ed)eKTVIBHiCTb 3aCTOCYBaHHS1 npenapaTY He Aocjliaxce}-la XBOPHX i3 rriABH1ueH0}0
aKTHBHiCTK) c(biHKTepa HeiporeHHoro
Y memcux naui€HTiB, 3aCTOCOBYBaJIH coj1i(beHa11HHY CYKUHHaT, 110BiAOMJIAJIOC%npo aHri0HeBp0TH11Huä
Ha6P%K3 06cTpYKuieyo AUXaJ1bHHX 111J1%XiB. Mpu BHHUKHeHHi Ha6p%KY KBiHKe JliKYBaHH%conid)eHa11HHY
CYKUHHaTOM cniÅ IIPUIIUHHTH Ta B)KHTU Binr10BiÅHux 3ax0AiB a60 npH3HaqHTH HUIOKHe JliKYBaHH%.
Y nemcvrx naui€HTiB, 3aCTOCOBYBaJIH conid)eHa11HHY CYKUHHaT, cnocTepiræmcq aHad)iJ1aKTHHHi
pearcuii. BHHHKHeHHi aHa(biJ1aKTHHHUX peaKuiä JliKYBaHH% CYKUUHaTOM CJ1iÄ
IIPHIIHHHTH Ta B)KUTVI BiÅ110BiAHHX gax0AiB a60 11pu3Haqv1TH Hane)KHe JliKYBaHH%.
MaKCHMa.J1bHVIÜ ed)eKT npe11apaTY Aocqra€TbC% He paHi111e Hix qepe3 4 TH)KHi.

JIaKT03a

IIpenapaT MiCTHTb JlaKT03y:
Ta6J1eTKa 5 Mr MiCTHTb 56,08 Mr JlaKT03V1 M0HorinpaT.
Ta6J1eTKa 10 Mr MiCTHTb 1132,6 ME JlaKT03V1 M0HorinpaT.
Ilaui€HrraM i3 piÅKicH0K) cnaÅKOBOK) HenepeHocHMicTK) raJ1aKT03H, HOBHUM ned)i11HTOM JlaKTa3H a60
EJIK)K030-ranaKT03HOK) MUIba6cop6ui€K) He CJ1iA npuiiMaTH Llei npenapaT.
I-lei JliKaPCbKHÜ3aci6 MiCTHTb MeH111e 1 MMOJ1b (23 ME)/Å03Y HaTpiK), T06TO npaKTHHH0 BiJ1bHHä Bin
HaTPiK).

3acmocygaHHA y nepioö gaeinmocmi a60 eoDygaHHA epyDöJ0.

Baeimnicmb.
HeMae KJ1iHiHHHX raaHHX npo )KiHOK, HKi 3aBariTHiJIH HiA qac 3acTOCYBaHH% Aocninm Ha

TBapHHax He BUABHJIH npHM0i Hecr1PH%TJIHBOiAii Ha (bePTHJ1bHiCTb, P03BUTOK eM6pi0Ha/11J10Aa a60

nonorn. 110TeHUiäHV1üPH3HK HeBiAOMHü. Cilia Å0TpHMYBaTnc% 06epe)KHocTi npm 3acTOCYBaHHiAaHoro
npenapaTY BariTHHM )KiHKaM.

Foöygannn epyDDÆ0.

HeMae naHHX 1110110 eKcKpeuii coj1i(beHa11HHY y rpYÅHe MOJIOKO. Y MH111eä conid)eHa11HH Ta/a60 Moro
MeTa60J1iTH 11POHHKaK)Tb y MOJIOKO i CTIPHHHHMOTb A0303aJ10KHY HeÄOCTaTHiCTb pocTY y
HOBOHaponxeHHXMhllleä. 3aCTOCYBaHH% He peKOMeHAY€TbC% y nepion roÅYBaHH51 rpYÅÄK).

3Danmicmb gnuu6amu na zuguDRicmb pecucuii npu RepygaHHi agmompancnopm0M a60 imuuuu
MexaHi3MCLUU.

Y 3B' 3 THM, 1110 51K i iH111i aHTux0J1iHepriHHi npenapaTH, MO)1€e CIIPHHHHHTH HeqiTKiCTb

30py i 1--1eqacT0 COHJIHBiCTb Ta IliABH111eHYBTOMJIK)BaHiCTb (AMB. P03ÅiJ1 npmM0M

nperrapaTY MO)Ke HeraTUBHO BIIJIHBaTU Ha 3ÅaTHiCTb KepYBarru aBTOM06iJ1eM Ta iH111YMi,l'MexaHi3Mar•vfH.

Cnociö 3acmocygaHHH ma Douc.
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Jopocui, 6RJ1107-1C110ZIU nauicnmi6 JlimHb0c•0 6bcy: peKOMeHÅOBaHa A03a — 5 Mr npenapaTY I pa3 Ha Ä06y.
AKIIIO He06xiAH0, Å03Y MO)KHa IliABHIUHTH no 10 ME 1 pa3 Ha A06y.
Tlauicnmu 3 HUPR06010 neöocmanmicmo: He 110Tpi6Ha Kopeycui% A03H naui€HTiB 3 Ta

cepeÅHboro CTY11eH51 rrmKKOCTi HHPKOBO}O HenOCTaTHiCTK) (KJ1ipeHC KpeaTHHiHY > 30 MJI/XB). Ilaui€HTaM 3

TH)KKHM cTyr1eHeM HUPKOBOi HenOCTaTHOCTi (KJ1ipeHc KpeaTHHiHY 30 MJI/XB) CJ1iA 3 06epe)KHiCTK)
3aCTOCOBYBaTH npenapaT y A03i He 6iJ1b111e Hix 5 Mr 1 pa3 Ha n06y (AHB. p03ÅiJ1
llauicnmu 3 neqiHK060Æ0 HeDocmamHicrmo.• He 110Tpi6Ha KopeKuiq A03H naui€HTiB 3

neqiHK0B010HeAOCTaTHiCTIO. Ilaui€HTaM 3 110MiPHOK) neqiHKOBOK) HeÅOCTaTHicno (IIOKUHHK 3a qaMJIAOM
— 11'}0 7—9) CJ1iÅ11PHüMaTHnpenapaT 3 06epe>KHiCTK) i He nepeBH111YBaTH Å03YBaHH% 5 MI' 1 pa3 Ha Å06y
(AHB. P03AiJ1
Ilpu 3acmocygcmui nomywcnux iH2i6imopi6 uumoxpo,uy P450 3A4: MaKCHMaJ1bHa Å03a npenapaTY
CaJ1(beHiKC Mae 6YTH 06MexeHa no 5 Mr IIPH OAHoqaCHOMY npHü0Mi 3 KeTOKOHa30JIOM a60
TepaneBT1dHHHMV1 A03aMV1 iH111HX CHJ1bHHX iHri6iTopiB i30(bopMH IIHTOXPOMY CYP3A4, Hanpul<llaa
pHT0HaBipy, Hend)iHaBipy, impaK0Ha30JIY (AHB. P03ÅiJ1 3 iH111HMH JliKaPCbKHMH3ac06aMH Ta
iH111i B3a€M0Äiü»).
CaJ1d)eHiKC npHüMaTH nepopaJ1bH0, KOBTaTU Ta6RTKH uiJMMH, 3a11HBmoqu piÅHHOK), HegaJ10KH0 Bin
npmii0MY i)Ki.

Jimu.
He ÅOCJ1iA)KYBaJIV1 6e311eKYTa ed)eKTUBHiCTb 3aCTOCYBaHH% npenapaTY AiT%M, TOMY Caji(beHiKC He CJ1iA
npH3HaqaTH uiü KaTeropii naui€HTiB.

IlepeD03yeaHHH.
CUMnmOMU.
HepeA03YBaHH% conid)eHauvmy cyK11HHaTY MO)Ke 11pH3BecTH AO aHTux0J1iHepriHHmx
HaäBH1ua A03a coj1id)eHa11HHY CYKUHHaTY, 11PHÜH%TaBH11aAKOBO OAHHM naui€HTOM, CTaHOBHJ1a 280 ME
npoTW0M 5 ronVIH, cnocTepiranucq 3MiHH ncuxitmoro cmaHY, 1110 He 110Tpe6YBaJIH roc11iTaJ1i3auii.
Jlijcygcmnn.

Y pa3i nepeA03YBaHH% coni(beHa11HHY CYKUHHaTY naui€HTOBi He06xiÅH0 aKTHBOBaHe ByriJIJIA.
Moxe 6YTHKOPHCHUM 11POMHBaHH% 111JIYHKa, SIKIUO BOHO 3p06J1eHe nporrqroM 1 roÅHHH Ilicnq npHii0MY
npenapaTY, Ule He CJ1iA BUKJIHKaTH 6J110BaHH%.
Illono iH111ux aHrrux0J1iHeprit1Hux e(beKTiB, TO CHMIITOMVI CJ1iA JliKYBaTHrraKUM HVIHOM.•
TH)KKi aHTux0J1iHepriHHi ed)eKTH 3 60KY I-leHTPU1bHOiHepBOB0i cv•1CTeMH, TaKi ramouvmauii a60

TliÄBH11xeHa36YAJIHBiCTb:JliKYBaHHS1(bi30CTUFMiHOM a60 Kap6aXOJ10M',
— cynoMH a60 fliÅBH1ueHY36YAJIHBiCTb•.JliKYBaHH%6eH30Aiæer1iHaMu•,
HeÅOCTaTHiCTb 3 60KY opraHiB nmxaHHS1: JliKYBaHH%— 111TYt1HaBeHTHJIAUi% nereHiB•,

— TaxiKapAiq: JliKYBaHH%6eTa-6J10KaTopaMu;
3aTPHMKa ceHOBH11YCKaHHq: JliKYBaHH%— KaTeTepH3auiq•,
Minpia3.• JliKYBaHH%OHHMMH KPa11J1flMH, HallPHKJ1aÅ IliJ10KaP11iHOM, Ta/a60 P03MimeHH%naui€HTa y

TeMHiM KiMHaTi.

AK i y pa3i nepeÅ03YBaHH% iHUIHMH aHTHXOJ1iHepriHHUMH 3ac06aMH, OC06JIHBYYBary CJ1iÅ
naui€HTaM 3i BCTaHOBJ1eHHM PH3HKOM iHTepBaJIY QT (IIPH ri110KaJ1i€Mii, 6paÅHKapAii,
OAHoqaCHOMY 3acTOCYBaHHinpenapaTiB, 1110 CllPHLIHHMOTb IIOÄOB>ICHHA iHTepBaJIY QT) i llaui€HTaM i3
3aXBOPK)BaHHSIMV1 cepuq (imeMi% Mi0Kapna, apv1TMii, 3acTiiiHa cepueBa HeÅOCTaTHiCTb).

Iloöizmi peaKqii.
Cand)eHiKC MO)1€e CIIPHHHHVITH 1106iLIHi e(beKTH, 110B'A3aHi 3 aHrrux0J1iHepriHH0}0 *Ki,

51K npaBHJ10, cna6Ki a60 110MipHi. qacTOTa 3aJIOKVITb Bill A03H npenapaTY.

5 Mr Ha A06y, y 22 % naui€HTiB, OTPHMYBa.JIH 10 MP Ha m06y, y 4 %, OTPHMYBUIVL 11J1aue60.
BupaxeHicTb cyxocTi y POTi, AK npaBHJ10, 6YJ1acna6KO}O, i TiJ1bKH y IIOOÅHHOKHX 3y@4HJ1a

no 11PH11HHeHH% JliKYBaHHfl.3araJ10M JliKaPCbKUÜnpenapaT AOCHTb A06pe nepeHocviBpg (6 i
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11PH6JIH3HO90 % rraui€HTiB lipuüMaJIH npenapaT IIPOTTOM IIOBHOFO nepiony AOCJ1inxeHH%, TPHBaB
12 TH)KHiB.

Y Ta6nuui HH>Kqe HaBene1--10 iH111i 1106iHHi ecbeKTH, 3ape€cTpoBaHi lipoBeneHHi KJ1iHiHHVIX AOCJ1iÅ)KeHb

Ta y IlicJ1qpeecTpauiüHHü nepion.

IHØocuiima iH6a3ii:
HeqacT0 iHd)eKL1ii cet10BHBiÅHHX 111JIHXiB, UUCTHT.
3 60K)' iMYHH0icucme,uu.•
HeBiA0M0 — peaycuifl*
3 60K)'Mema60J1i3MYma mpa6J1eHHA.•
HeBiA0M0 — 3HnxeH1--1% aneTHTY*, rinepKaJ1i€Mi%.
Tlcuxiqniponaöu.•
Ayxe piÅK0 — raJ11011HHauii*, CllJIYTaHiCTbCBiÅOMOCTi*
HeBiÄ0M0 — MapeHH%*.

IlopyuzeHHA 3 60K)' nepgogoi cucmeMu.•
HeqacT0 — COHJIHBiCTb, nopY111eHH% CMaKY.
PiAKicHi — FOJIOBHHM 6iJ1b*.
3 60KYopecmi6 30py.•
qacT0 — HeqiTKiCTb 30py.
I-IeqacT0 — cyxiCTb oqeü.
HeBiÅ0M0 — rnayK0Ma*.
3 60K)' cepun:
HeBiÅ0M0 — torsades de pointes*, IIOAOB>ICHHSI iHTepBaJIY QT Ha eneKTp0KapÅiorpaMi*,
nepencepnb*, BinqyTT%
3 60KYopraHiB AHXaHH%, rpYÄH0i KJ1iTKH Ta cepenocTiHH51:
HeqacT0 — cyxiCTb CJIH30BOi 060JIOHKU HOCOBOi IIOPO)KHUHH.
HeBiÄ0M0 —

3 60RY'UVIYHR060-RUUIR060ZO mpcucmy.•
Ayxe qacT0 — cyxiCTb y POTi.
qacT0 — 3anop, HYA0Ta, nucnenci%, 6iJ1b y KUBOTi.
HeqacT0 — racTpoe30(bareaJ1bHHä cyxiCTb y rJ10TÅi.
PiÅK0 — HellPOXiÅHiCTbTOBCTOFO KHL11eqHHKY, Konpo-cTU,
HeBiA0M0 — KH111KOBaHenpoxiAHicTb*, a6AOMiHaJ1bHHÜ
Fenam06iJ1iapui ponaDu:
HeBiÅ0M0 — IlopymeHH% neqiHKH*, IlopY111eHH% ÅaHHX Jla60paTopHmx AOCJ1iÅ)1CHb neqiHKOBHX
np06*.
3 60K)' uncipu i niDuucipnux nnccmun.•
HeqacT0 — cyxiCTb 111Kipu.
PiAK0 —

Ayxe piAK0 — MYJ1bTH(bOPMHa epurreMa*, Ha6PAKKBiHKe*
HeBiÄ0M0 — eKC(bOJ1iaTHBHHü nePMaTHT*.
3 60KY'onopno-pyxogoeo anapamy ma cnouyqnoi nuccmunu.•
HeBiÅ0M0 — M' *30Ba CJ1a6KiCTb*
3 60KYHUPOK Ta ceti0BHBiAH0i CHCTeMW.
HeqacT0 — YTpYAHeHe ceL10BunycKaHH%.
PiAK0 — 3aTPHMKa cet10BnnycycaHH%.
HeBiA0M0 — HUPKOBa HenOCTaTHiCTb* .

3araJ1bHi p03J1anvm:
HeqacT0 — IliÄBH11_1eHaBTOMJIK)BaHiCTb, nepH(bepHHHHä Ha6P%K.
*IlicJ1qpe€cTpauiüHHii nepion.

1106iDOMJWHHA npo niD031)106W1i n06iLIHipeajcuii
110BiAOMJ1eHH% TIPO 1106iHHi pearcuii IlicJ151 peecTpauii JliKapcbKoro 3ac06y Mae
3Mory IIPOBOAHTH MOHiTOPHHrClliBBiAH0111eHH% KOPHCTb/PH3HK 3acTOCYBaH P
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3ac06y. MenmqHHM Ta d)aPMaueBTHHHHM npauiBHHKaM, a TaKO)K naui€HTaM a60 ix 3aKOHHHM
npeÅCTaBHVIKaM CJ1iÅ 110BiAOMJ151THnpo yci BH11aÄKH IliÅ03p}0BaHux 1106it-1Hmx peaycuiü Ta BiÄCYTHOCTi
ed)eKTHBHOCTi JliKapcbKoro 3ac06y qepeg ABTOMaTH30BaHY CHCTeMY 3 (bapMaK0HarJ1*ÅY 3a
110CHJ1aHH%M'. https://aisf.dec.gov.ua.

TepMiH npuåamnocmi.
2 poKH.

YMOBH 36epiraHHH.
36epiraTH TervmepaTypi He BHIue 30 oc.
36epiraTH y HeAOCTY11HOMY AiTeMMicui.

YnaKOBKa.
110 10 Ta6RTOKy 6J1icTepi,no 3 6J1icTepm B KaPTOHHiüKop06ui. Flo 30 Ta6RTOKy 6J1icTepi,110 1 6J1icTepy
B KaPTOHHiÜKop06ui.

KaTeropiH BiAnycKY. 3a peue11TOM.

Bnp06HHK.
OapMaueBTHHHHü 3aBOA C.A., IIOJ1b11xa/

Pharmaceutical Works «POLPHARMA» s.A., Poland

Micue3HaxonmeHHH Bnp06HnKa Ta anpeca Micuq 11POBaAme1-1HH iioro AiHJ1bHOCTi.
BYJI. IleJ1b11JIHHbCKa 19, 83-200 CTaporapJ1 rnaHbCKH, HOJ1b111a/

19, Pelplinska Str., 83-200 Starogard Gdanski, Poland
Ta

Bup06Huqe BimineHHS1 B H0Biü ÅeM6i, BYJI. MeTaJ10Bua 2, 39-460 HOBa ÅeM6a, IIOJ1b11xa/
Production Department in Nowa Deba, 2 Metalowca Str., 39-460 Nowa Deba, Poland

AaTa OCTaHHbOEO neperJIHAY. 12.06.2025.
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