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ATOPBACTEPOJI
(ATORVASTEROL@)

CÆaaD.•
Diloga peqoguna: atorvastatin;
1 •ra6J1eTKa, BKpurra rmiBKOB010 060JIOHK010, MiCTHTb 10,36 a60 20,72, a60 41,44 Mr arropBacrraTHHY
KUIb1_1i10, 1110 Bim10BiÅae 10 a60 20, a60 40 Mr arropBacrraTHHY BiÅ110BiÅHO•,

Dono,uioæni peqocunu.• MaHiT (E 421), ueJ110J103a MiKp0KPHc-raJ1iHHa, KUIbUi10 Kap60HaT, r10BiÅ0H,
Harrpi10 1<poc1€apMeJ103a, HaTpiÆ0 naypmcyjlb(ba'l', KpeMHi10 ÅiOKCHÅ KOJIOiÄHHÜ 6e3BOÅHHÜ, MarHiK)

cTeapaT, rinp0MeJ103a, '1'HTaHYmiOKCVIJ1(E 171), Marcpor0J1 6000, TUIbK.

JIiKapcbRa Ta6neTKH, BKPHTiIU1iBKOB010 060JIOHK010.
OCH06Hi gnacmugocmi:
10 Mr: rra6J1eTKV1, BKPHTiIU1iBKOB010 060JIOHK010, 6iJ10ro KOJIbOPY, KpyrJ1i ÅB0011YKJ1i, P03MipoM 7 MM;
20 Mr: rra6neTKM, BKPHTiVIJIiBKOB010 060JIOHK010, 6iJ10ro KOJIbOPY, Kpyrjli AB0011YKJ1i, P03MiPOM9 MM;
40 Mr: rra6J1eTKH, BKPHTi rlJ1iBKOBOIO 060JIOHK010, 6inoro KOJIbOPY, OBU1bHi ABOOr1YKJ1i, p03MipoM
8,2X17 MM.

(bapMaK0Tepanewrnt1Ha rpyna. ElpenapaTH, 1110 3HV1)KYYOTb piBeHb xonecTepHHY i rrpWJ1iuepHÅiB y
cupoBærui KPOBi.IHri6iTopH rMF-KoA-peÅYKTa3H.Kon ATX Cl OA A05.

Øapmcuconoziwtienacmueocmi.
(Dapmcucoöuna,uüca.

ATOPBaCTaTHH C060K) CHHrreTHt1HHü ri110J1i11ineMit1HMüJliKaPCbKHÜnpenapaT. ATOPBacTaTHHe
iHri6iTopoM A (FMr-KoA) peÅYKrra3v1. I-leii (bepMeHT
KarraJ1i3ye nepenopeHH% ryrr-KoA B MeBaJ10Hær — paHHi1i eTar1 6iocv1HTe3Yxonecrrepvmy,
06Mexye 111BHÅKiCTb Moro YTBopeHH51.
ATOPBaCTaTHHe ceneKTHBHHM KOHKYPeHTHHM iHri6iTopoM rMP-KoA-peÅYKTUH, (l)epMeHTY, Bim
51Koro 3aJ10KHTb UIBMÅKiCTb nepenopeHH51 3-rinp0KcH-3-MeTHJ11'JIYTapHJ1-K0(bepMeHTY A y
MeBUIOHaT, pet-10BHHy-nonepeÅHHK CTePOJ1iB, y TOMY tmcJ1i xonecTepv1HY. X0J1ecrrepv1H Ta
rrpnrni11epHÅH IIHPKYJ1}010Tb y KPOBOTOKY y KOMr1J1eKCi 3 Jli11011POTeiHaMH.I-li KOM11J1eKCV1

P03ÅiJ151K)TbC51 3a 110110Moroyo Ha (bpaK11ii JIIIBIII (Jlinonp0TeiHv1 BMCOKOi

LL1iJ1bHOCTi) Ta JIFIÅI-ILU(Jlinonp0TeiHH ÅY')Ke HH3bKOi IUiJ1bHOCTi). TpurJ1iuepHÅH (TD Ta xoneCTePVIH
y neqiH11i BW110qaiOTbC51 CKJ1any JIIIÅHIII Ta BHBiJ1bHffOTbCH y 11J1a3MY KPOBi ÅJ151

•rpaHcnopTYBaHH51 y TKaHHHH. JIFIHI-LI (bopMY10TbC51 3 JIIIÅHII-( Ta KaTa60J1i3YIOTbC51
IIIJI%XOM B3aeM0Åii 3 BVICOKoad)iHHHMV1 pene11TopaMH JILIHIII. KniHit1Hi Ta naTOJ10roaHaTOMi11Hi
AOCJ1iÅ)KeHH51 110Ka3YIOTb, 1110 niÅBM111eHi piBHi 3araJ1bHoro xonecTepHHY (3X), xonecTepHHY JIIIHIII
(XC-JIFIHI-U) Ta ar10J1ir1011poTeiHYB (ar10 B) y 11JIUMi KPOBicriPHHHH5110Tb P03BHTOK aTepocKJ1ep03Y
y JIIOÅVIHH Ta e (l)aKTOPaMH pH3HKY P03BHTKY cepueBo-cYÅHHHux 3aXBOPIOBaHb, y TOä yac 51K
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IliÅBH1ue11i piBHi xonecrrepHHY JIVIBIII 110B'513a11i 3i 31114)KeHHM PH3HKOM ceP1-teBO-CYÅHHHHX
3aXBOPEOBaHb.
HiÅBHL1(eHi piBHi garaJ1bHoro xonecerepHHY, xoJ1ecu•epHHY JIFIHLII 'ra ano B (MeM6paHHHÜ ICOM11J1eKC

xonecTepHHY JIHBIII (Ta bioro TpaHcr10pTHoro KOMf1J1eKCY ano B) 110B
' 513aHi 3 P03BHTKOM

aTepocKJ1epogy.
EllineMi0J10rit1Hi AOCJ1iLVICHHS1 BCTaHOBHJIH, Luo cepueB0-cyÅHHHa 3aXBOP10BaHiCTb i JleTaJ1bHiCTb

3MiH1010TbC51 rlP%M0 nponopuiVIH0 no piBH51 3araJ1bHoro xonec•repHHY Ta xonecrrepHHY JIFIHLI_I Ta
06epHeH0 liponopuiüH0 no piBHH xonecrrepHHY JIVIBIII.
ATOPBacTaTMH3HH)Kye piBHi 3araJ1bHoro xonecrrepHHY, xonecrrepvmy JIMI-111_1Ta ano B y naui€HTiB i3

roM03ur0TH010 Ta rerrep03H1'0TH010 ciMeÜH010 rillepx0J1ecTepHHeMi€10, HeciMeMHHMH (l)0PMaMH
rillepx0J1ecTepHHeMii Ta 3MimaH010 nvrcJ1ir1ineMi€10. ATOPBaCTaTVIHTaKO)K 3HH)Kye piBHi xonec•repvmy
JIHÅHLII Ta Tr, a eraKO)K 3YMOBJ110C HecTiÜ1€e IliÅBH11teHH51 piBH51 xonecrrepvmy JIMBIII 'ra
ar10J1i11011poTeiHY A-I. ATOPBacTaTHH 3HH)1€ye piBeHb 3araJ1bHoro xonecTepv1HY, xonecerepMHY
JIMI-ILLI, xonecerepHHY JIHAHIII, ano B, TIDH1*J1iuepHÅiB era xonecrrepvm He 3B'513aHV•1Ü 3 JIIIBILI, a
rraKO)K riiÅBHLuyc piBeHb xonecerepvmy JIVIBLLI y rrauieHTiB 3 i30J1bOBaH010 rinepTpmrJ1iuepvmeMi€10.

F10Åi6H0 JIMI-ILLI JlinonporreiHH, 36araqeHi xonec•rePHHOM Ta Tpnrniuepvmmvm, y TOMY LIHCJ1i

JIFIÅI-IIL(, JITILI( Ta pelliTKH, rraKO)1C MO)KYTb cr1PH51TH P03BHTKY aTepocKJ1ep03Y. FliÅBH111eHi piBHi
erpHrJ1iuepHÅiB y 11JIUMi KPOBi qacT0 BHSIBJ1fl10TbC51 y Tpiani 3 HH3bKHMV1 PiBH51MV1XC-JITIBIII Ta

ManeHbKHMH qaCTOHKaMV1 JIHHLLI, a y cnonyqeHHi 3 Hejli11iÅHHMH MeTa60J1it1HVIMH (balCTopaMV1

PH3VIKY P03BHTKY illRMit1H0i XBOP06H cepllfl. He 6YJ10rlOCJ1iAOBHOÅ0BeÅeH0, 1110 garaJ1bHHÜ piBeHb
TpH1*J1iuepHÅiB IIJIUMH KPOBi 51K rraKHü C He3aJIOKHHM (l)aKTopoM PH3HKY p03BHTKY imeMit1H0i
XBOP06HcepL151. KpiM Toro, He Gyno BCTaHOBJ1eHO He3aJIOKHoro BIIJIUBY VliÅBmmeHHS1piBH% JITIBLLI
a60 3HH)1CHH51 piBH51 rrpnrJ1iuepHÅiB Ha PV13HK KopoHapH0i i cepueBo-cYÅHHH0i 3aXBOP10BaHOCTiTa

JleTaJ1bHOCTi.
AeropBacrraTMH, 51K i iioro nes1Ki MeTa60J1iTV1, e (bapMaK0J10riHH0 aKTHBHHMU y JIIOÅVIHH. FOJIOBHHM
MicueM Aii arropBacTaT1,1HY € rreqiHKa, Binirpae roJIOBHY POJ1b y cv1HTe3i xonecTepHHY Ta KJ1ipeHci

JIFIHILI. Å03a npenaparry, Ha BiÅMiHYBill CHCTeMHOi K0HqeHTpaL1ii npenaparry, Kpal-qe Kopemoe 3i
3MeHmeHHHM piBH% xoneCTePHHY JIFIHIII. IHÅHBimyaJ1bHVIM1 IliÅ6ip Å03V1 rrpenaparry CJ1iÄ '3ÅiücH10Bærn
3aJIOKHO BiÅ •repanewrvrt1H0i BiÅr10BiÅi (AHB. P03ÅiJ1 3aCTOCYBaHH51 Ta

ØapmaR0KiHemwca.
BCMOKTYBaHH51.ATOPBacTaTHH 111BHÅKO a6cop6y€Tbc51 nicJ151 riepopaJ1bHoro npHü0MY, a MaKCHMU1bHi
Moro KOHLIeHTpauii y rlJIUMi KPOBinocqra10TbC}1 IIPOTWOM 1-2 1'OÅHH. CTyr1iHb a6cop611ii 3pocTae
nponop1-1iüH0 AO Å03H npenaparry. A6COJ110THa 6ionocTY11HicTb arropBacTa'1'HHY (noqaTKOBnÜ

JliKaPCbKV1ü3aci6) CTaHOBHTb 11PH6JIH3HO14 %, a CHCTeMHa 6ionocrryr1HicTb iHri6yoqoi aKTHBHOCTi
1110110 rMr-KoA-peÅYKTa3H CTaHOBHTb MPH6JIH3HO30 %. I-IH3bKYcvrc•reMHY AOCTY11HiCTbnpenapaTY

Ta/a60 nepencucrreMH010 6i0TpaHccl)opMaL1ieyo y neqiH11i. Xoqa ixa 3MeH111ye 111BHÅKiCTbTa cTY11iHb
a6cop6uii JliKaPCb1€ororrpe11apaTY TIPH6JIH3H0Ha 25 % Ta 9 % BiÅ110BiÅHO, BHXOÅ5111V1 3 110Ka3HMKiB

Cmax Ta AUC, 3HH>1CHHS1 piBH51 xojlecrrepvmy JIMI-III-Ie TIOÅi6HHMHe3U10KHO Bill Toro, 11PHÜMaeTbC51
aerOPBaCTaTHH 3 ixeK) a60 0KpeM0. I-IPH3acTOCYBaHHiaTopBacTaTHHY BBeqepi Moro KOHLIeHTpa1(in y
FIJIa3Mi KPOBi6YJ1aHM)KHOIO (11PH6JIV13HO Ha 30 % Cmax Ta AUC), Hix paHKOBOMY 111)Hü0Mi.
()ÅHa1C 3HH)1CHH51 piBH51 xonecTepHHY JIFIHIII e OAHEIKOBHM Hegane)KHO BiÅ qacy npenapaTY
(AVIB. P03ÅiJ1«Cnoci6 3aCTOCYBaHH51Ta
P0311011iJ1. CepeÅHiü 06'€M p03110ÅiJIY liper1apaTY CTaHOBHTb rrpH611H3H0 381 JliTP. I-IOHaJL198 %
npenapaTY 3B'513y€TbC}1 3 6iJIKaMH rlJ1a3MH KPOBi.K0HueHTpauiäHe ClliBBiÅH0111eHH% KPOB/r1J1a3Ma, 1110
ceraHOBVITb 11PH6JIH3HO0,25, Ha noraHe ITPOHVIKHeHHS1 npenapaTY B epwrpoqwrn. Ha IlimcTaBi
cnocTepe)1tHb y IllypiB BBOKaCTbC51, 1110 arropBac•raTHH 3ÅaTHVIÜ npoHHKarrvr y rpYÅHe MOJIOKO (AVIB.

p03ÅiJIH y nepi0Å BariTHOCTi a60 roÅYBaHH51 rpymmo» Ta
3aCTOCYBaHHn»).

MeTa60J1i3M. ATOPBaCTaTVIHiHTeHCHBHO MeTa60J1i3yeTbC51 mo opT0- •ra napariÅp0KcHJ1b0BaHnx
noxiÅHnx i pi3HHX npoÅYKTiB 6eTa-OKHcneHHfl. czimeHHax—iwvitro iHFi6YBaHH}1rMI*-KoA-
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Ta napariAPOKCVIJ1bOBt1HHMH MeTa60J1iTaMM eKBiBU1eHTHe iHri6YBaHH10pejÅYKTa3H opT0-
aTOPBaCTaTVIHOM. HPH6JIH3HO 70 % LIHPKYJ1i010qoi iHri6iTopH0i aKTVIBHOCTi 1110110 rME-KoA-
penYKrra3H 110B'513aH0 3 aKTHBHHMH MeTa60J1iTaMH. AOCJ1iA)KeHHS1 in vitro cBinqaTb TIPO B&KJIHBiCTb

MeTa60J1i3MYlupenapa•ry IIHTOXPOMOM P450 3A4 (CYP 3A4), ILIO Y31'OJ1)KYCTbC51 3 niÅBHmeHHMV1
KOHLIeHTpaUiSIMH aeropBacTaTHHY y 11J1a3Mi KPOBi JITOÅHHVI Tlicjlfl OAHoqacHoro 3aCTOCYBaHHS1 3

ePHTPOMiLIHHOM, BiÅOMHM illri6iTopoM Llb01*O (JIHB. P03ÅiJ1 3 iH111HMH

JliKaPCbKMMH3ac06aMH Ta iH111i B3a€MOÅiÜ»).
EKcKpeLli51. ATOPBaCTaTHH Ta Moro MeTa60J1iTH BHBOÅSITbCS1 rOJIOBHHM tlHHOM i3 )KOBHIO TlicJ151
netliHK0Boro Ta/a60 1103anet1iHK0Boro MeTa60J1i3MY, OAHa1C I-teii rlper1apaT, oqeBVIÅHO, He 3a3Hae
KHL11KOBO-neqiHKOBOi peuupKYJ15111ii. CepeAHiä nepi0J1 HaniBBHBeneHH51 npenapæry 3 IIJIUMVI KPOBi
JIIOÅHHH CTaHOBHTb VIPId6JIH3HO14 1*OAHH, aJ1e nepion HalliB3MeHmeHH51 iHri6iTopH0i aKTHBHOCTi
1110110 rIVIE-KoA-peÅYKTa3H CTaHOBHTb BiÅ 20 AO 30 roÅHH qepe3 BHeCOK aKTHBHHX MeTa60J1iTiB.
FliCJ1}1 nepopa.llblloro upenaparry 3 ceqeyo BVIÅiJ151CTbC51MeH1ne Hix 2 % Å03H.
ATOPBacrraTHY1c cy6cTpaT0M netliHKOBHX rrpaHcnopTepiB, opraHitmoro aHi0H-TpaHcnopTY10qoro
r10J1iner1THÅYIBl (OATPIBI) 'ra Tpa1-1cr10pTepoM 1B3 (OATPIB3). MeTa60J1iTH aeropBacTaTMHY e

cy6CTpaTaMH OATPlBl. AeropBacrraTHH rra1CO)1C 51K cy6cTpaT MYJ1bTmpe3mcrreHTHOro
210 JliKaPCbKHXgac06iB 6iJIKa 1 (MDRI) Ta 6iJIKa pe3ucTeHTHoceri paKY MOJIOYHOi 3aJ103H (BCRP),
51KV11i MO)Ke 06Me)KY'BaTH BCMOKTYBaHHS1 Kumet1HHKY Ta 6iJ1iapHHii KJ1ipeHC a-ropBacTaTHHY.
FlagieHTH JliTHbOro BiKY.K0HueHrrpaLLii aeropBacTærm-1Y y 11J1&3Mi KPOBie BHLIIHMH (11PU6JIH3HO 40 %
ÅJ151 Cmax Ta 30 % ÅJ151 AUC) y gnopom,rx llaui€HTiB JliTHbOro BiKY (BiKOM Bim 65 POKiB), Hi)K y
MOJIOÅHX nopocnux Jlloneä. KJ1iHit1Hi ÅaHi npo 6iJ1b111VIÜ CTyr1iHb JIMI-III!
3acTOCYBaHHi6YÄb-51K0iÅ03H rlperlaparry y llaui€HTiB JliTHbOro BiKY110PiBHflHO3 MOJIOÅHMH J110ÄbMH
(ÅHB. pomiJ1 «Oc06JIHBOCTi 3aCTOCYBaHH51>)).

AiTH. (bapMaK0KiHeTHt1Hi JIZIHi 1110110 rraui€HTiB ÅHT51qoro BiKYBincyTHi.
CTaTb. Koymeynpauii arropBacrraTHHY y 11JIUMi KPOBixiHOK BiÄPi3H5110TbCS1Bin KOHIxeH•rpauiü y
YlJIUMi HOJIOBiKiB (TIPH6JIH3HO I-la 20 % BHIue ÅJ151 Cmax Ta Ha 10 % HVI)Kqe AUC). OAHaK HeMae
KJ1iHit1HO 3HaHY1110i BiÅMiHHOCTi y 3HU)KeHHi piBH51 xonecTepHHY JIHHII( 3acTOCYBaHHi
aTopBacTaTHHY' HOJIOBi1€aM Ta )KiHKaM.
Ilop.ymeHH% d)YHK11ii HHPOK. 3aXBOPK)BaHHA HHPOK He May-OTb BIIJIVIBY Ha K0HueH•rpa1-1ii

arropBacTærv1HY y rlJIUMi KPOBia60 3HVDICHH51 XC-JIFIHIII, a once, KopHIYBaHH51 Å03H rlpenapaTY AJI}I

nauiCHTiB 3 110PY11.1eHH51MH (l)YHK11ii HHPOK He 110Tpi6He (AMB. p03ÅiJIH «C110ci6 3aCT0CYBaHH51 Ta
«OC06JIHBOCTi

reM0ÅiaJ1i3. He313a)Kayot1H Ha Te, 1110 y nauieHTiB i3 rrePMiHU1bH010cTaÅie10 3aXBOPIOBaHH}1 HVIPOK
AOCJ1iÅ)1€eHHS1 He IIPOBOÅHJIH, BBaxa€TbC%, 1110 reM0ÅiaJ1i3 He riiÅB}11-uye 3Hat1YLL111M tlHHOM KJ1ipeHC
11penapaTY, OCKiJ1b1CH rrpe11apaT iHTeHCHBHO 3B'513yeTbC}1 3 6iJIKaMH IU1a3MH KPOBi.
IleqiHK0Ba HenOCTaTHiCTb. K0HueHTpa11ii aeropBacrraTHHY y rlJIUMi KPOBi 110MiTH0 IliÅBH11xeHi y
naui€HTiB i3 xpoHit1H010 aJIKorOJ1bHOK) XBop06010 neqiHKH. 3HaqeHHS1 HOKUHVIKiB Cmax Ta AUC y
4 pa3H BH111i y nauieHTiB i3 3aXBOPIOBaHH51M neqiHKM KJ1acy A 3a IIIKUIOIO qaüJIÅa—VI'10. Y naui€HTiB
i3 3aXBOPiOBaHH%M neqiHKH KJ1acy B 3a IIIKUIOIO qaüJIÅa—II'10 3HaqeHH% 1101€a3HMKiB Cmax Ta AUC
riiÅBH111YIOTbC51TIPH6JIV13HO16-KpaTH0 Ta I I-KpaTH0 BiÅ110BiÅHO (AHB. P03ÅiJ1
ÅOCJ1inxeHH51 B3aeM011ii JliKaPCbKHX 3ac06iB. ATOPBaCTaTHH e cy6cTpaT0M neqiHKOBHX
erpaHcnopTepiB, OATPIBI Ta OATPIB3 rrpaHcnopTepiB. MeTa60J1iTH arropBacTaTHHY c cy6CTpaTaMH
OATPIBI. ATopBacrraTMH rraKO>K 51K cy6cTpaT ed)J110KCHoro TpaHcnopTepa 6iJ11€a

)KOBt1HHü KJ1ipeHC a-ropBacrrarrm-1Y.

BIIJIHB OAHoqacH0 3aCTOCOBYBaHVIXnpenapaTiB Ha (bapMa1<0KiHeTHKY aTopBacTaerv1HY

OÅHoqacH0 3aCTOCOBYBaHi
npenapaTH Ta pe)KHM Å03YBaHH51 Å03a (ME)

Ta6JIHLV1 1

ATO BaCTaTVIH
Cni66iDuotueHHR Cni66iÖnozueHHA
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LIHKJIOCFIOPHH5,2 Mr/Kr/n06y,
CTa6iJ1b1-1a 1103a

#THL1paHaBip 500 Mr ÅBiqi Ha Å06y/
PHTOHaBip 200 Mr ABiqi Ha Å06y,
7 AHiB
# rnel€anpeBip 400 Mr 1 pa3 Ha A06y/
Ili6peHTacBip 120 Mr I pa3 Ha A06y,
7 JIHiB
TenanpeBip 750 ME ICO)1CHi 8 roÅHH,
10 LIHiB
iCaKBiHaBip 400 Mr ÅBiqi Ha Å06y/

PHTOHaBip 400 Mr ABiqi Ha n06y,
15 AHiB
EJ16acBip 50 Mr 1 pa3 Ha Å06y/

rpa30r1peBip 200 Mr 1 pa3 Ha A06y,
13 ÅHiB
CHMenpeBip 150 Mr 1 pa3 Ha m06y,

10 JIHiB
KnapHTp0Mi11HH 500 Mr ÅBiqi Ha
1106 , 9 ÅHiB
#ÅapyHaBip 300 MP ÅBiqi Ha Å06y/
pHT0HaBip 100 Mr ÅBiqi Ha Å06y,
9 ÅHiB
#1TpaKOHa30J1200 MP 1 pa3 Ha Å06y,
4 Aldi
JIeTepM0Bip 480 MP I pa3 Ha Å06y,
1 0 ÅHiB
(DocaMnpeHaBip 700 Mr ÅBit1i Ha
Å06y/pHT0HaBip 100 Mr ABiqi Ha
1106 , 14 ÅHiB
(DocarvmpeHaBip 1400 Mr 2 pa3V1 Ha
1106 , 14 AHiB
#I-lend)iHaBip 1250 Mr 2 pun Ha
A06 , 14 ÅHiB
#r ciK, 240 MJI 1 pa3

ÅHJITiæeM 240 Mr 1 pa3 Ha Å06y,
28 ÅHiB

EPHTPOMiuv1H500 MP 4 pa3V1 Ha
1(06

, 7 ÅHiB
AMJIOÅW1iH 10 Mr, a30Ba Å03a
I-IHMeTHÅHH300 Mr 4 pun Ha Å06y,
2 TVDKHi

Konecumon 10 r 2 pa3H Ha Å06y,
24 TH)KHiB
MaaJ10Kc 30 MJI 4 pa3H Ha Å06y,
17 ÅHiB
E(baBipeH3 600 ME I pag Ha Å06y,
14 JIHiB

600 Mr 1 pa3 Ha Å06y,
7 A1-liB 11 H OÅHO%CHOMY

10 Mr I pag Ha Å06y
BFIPOÅOB)K 28 ÅHiB

10 Mr pa30Ba Å03a

10 Mr I pa3 Ha Å06y
BIIPOÅOB)K 7 JIHiB

20 Mr pa30Ba Å03a

40 Mr I pa3 Ha Å06y
BIIPOÅOB)K 4 ÅHiB

10 Mr pa30Ba 1103a

4() Mr pæ30Ba 1103a

80 MP 1 pa3 Ha Å06y
BII OÅOB)K 8 ÅHiB

10 Mr 1 pa3 Ha A06y
BIIPOÅOB)K 4 AHiB

40 Mr pa30Ba Å03a

20 Mr pa30Ba Å03a

10 Mr 1 pa3 Ha Å06y
BIIPOÅOB)K 4 ÅHiB

10 Mr 1 pa3 Ha Å06y
BFI OÅOB)K 4 ÅHiB
10 Mr 1 pa3 Ha Å06y
BFI OAOB)K 28 A1-liB

40 Mr 1 pag Ha A06y

40 Mr 1 pa3 Ha A06y

10 MP 1 pag Ha Å06y

80 Mrl Ha 1106
10 MP 1 pa3 Ha n06y
BII OAOB>K 2 TH)KHiB

40 Mr 1 pa3 Ha Å06y
Bli OJIOB)K 8 TH)KHiB
10 Mr 1 pa3 Ha Å06y
Brl OÅOB)K 15 JIHiB
10 Mr BIIPOÅOB)K
3 JIHiB

40 Mr 1 pa3 Ha Å06y

8,69

9,36

7,88

3,93

1,95

2,12

4,54

3,45

3,23

3,29

2,53

2,30

1,74

1,37

1,51

1,33

1,18

1,00

3aCTOCOB

0,66

0,59

1,12

CTbC51

10,66

8,58

22,00

10,60

4,31

4,34

1,70

5,38

2,25

1,20

2,17

2,84

4,04

2,22

1,16

1,00

1,38

0,91

0,89

0,67

1,01

2,90
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3acToc BaH111
# 600 MI' 1 pa3 Yla Å06y,

40 Mr I pa3 Ha Å06y5 AHiB (0K eMHMH A03aMM)
#reMd)i6p03HJ1 600 Nir ABiqi Ha n06y, 40 Mr 1 pa3 Ela A06y7 ÅHiB
# 160 Mr 1 pa3 Ha n06y,

40 Mr I pag Ha n06y7 AEIiB

BouenpeBip 800 ME 3 pagu Ha Å06y, 40 Mr I pag Ha n06y7 ÅHiB

0,20

1,35

1,03

2,32

0,60

1,00

1,02

2,66

CiliBBiÅHomeHH51 ga MerroÅaMH Jli1CYBaHH51(0ÅHoqacHe 3aCTOCYBaHHA JliKapCbKoro 3ac06y 3

aTOPBaCTaTHHOM 110PiBH51HO3 3aCTOCYBaHHSIM aeropBacTaTMHY 0KpeM0).
OTPVIMaHHH npo KJ1iHirmy 3HaYY111iCTb J-(MB. p03ÅiJIM

i 3 iH11_1HMHJliKaPCbKHMV13ac06aMH Ta iH111i B3a€M0Åiä».
* 110BiÅOMJ151JIOCS1TIPO 6iJ1b111i IliÅBV11ueHH51 AUC (ClliBBiÅHomeHH51 AUC no 2,5) Ta/a60 Cmax

(CFIiBBiÅHomeHHS1 Cmax 1, 71) IIPH HaÅMiPHOMYCllO)KHBaHHi rpeü11d)pyT0Boro CORY (750 MJI
1,2 JliTpa Ha n06y a60 6iJ1bLL1e).

** ClliBBiÅHomeHHfl, 1110 rpYHTy€Tbc}1 Ha OÅHHH11HiÜ BH6ipui, B3}1TiV1 qepe3 8—16 Ilicjll

3aCTOCYBaHH51 A03H.
qepe3 MexaHi3M r10ÅBiüH0i B3a€M0Åii peKOMeHny€TbC51 0ÅHoqacHe 3aCTOCYBaHH%
aeropBacrraTHHY 3 OCICiJ1bKH 6YJ10 110KuaH0, mo BiÅCTpoqeHHü
aTopBacrraTMHY riicJ151 3aCTOCYBaHHS1 pH(baMr1iHY 110B' 513aHHii 3i 3Hat1HHM 3HVDICHHHM
KOHLteHTpa1_1ii au»opBacrraTMHY y 11J1a3Mi KPOBi.
A03a K0M6iHauii npenapaTiB caKBiHaBip + pMT0HaBip y UbOMY AOCJ1inxeHHi He e KJ1iHi1-1HO

3aCTOCOBYBaH010 A03010. FliÅBmueHH51 eicc1103H11ii aTopBaCTaTVIHY lipu 3acTOCYBaHHiy KJ1iHit1HVfX

YMOBax, iMOBipH0, 6yme BHILIHM, Hix Te, 1110 cnocTepiraJ10c51 y LlbOMY ÅOCJ1iÅ)1CHHi. TOMY
3acToc0BYBaTP1 npenapaT cniÅ 3 06ep0KHicrryo Ta y HaMHVDICHiÜ He06xiÅHiü A03i.

BFIJIHB aTOPBaCTaTVIHY Ha (l)apMaK0KiHeTHKY OÅHO%CHO 3aCTOCOBYBaHVIXJliKaPCbKVIX3ac06iB

ArropBacTaTMH

80 MP 1 pa3 Ha
Å06y BLIPOÅOB)K
1 5 AHiB
80 Mr 1 pa3 Ha
Å06y BITPOÅOB)K
10 ÅHiB

40 Mr 1 pa3 Ha
Å06y BHPOÅOB)K
22 ÅHiB

10 MP pa3 Ha Å06y

10 Mr 1 pag Ha
Å06y BIIPOÅOB)K
4 AHiB
10 Mr 1 pa3 Ha
Å06y BIIPOÅOB)K
4 ÅHiB

Ta6JIHLV1 2

OÅHO%CHO 3aCTOCOB aHHM JliKa CbKVIM 3aci6 Ta A03 aHH%

Cni66iDHouæHHA Cni66iDHouæHHA
FIpenapaT/Å03a (Mr)

AHTH11ipHH 600 Mr 0ÅHopa30B0

#AVTOKCHH 0,25 Mr I pag Ha Å06y, 20 ÅHiB

ElepopaJ1bHi K0H'rpauer1THBH 1 pag Ha
Å06y, 2 Micnui
— HopeTHCTep0H I Mr
— eTHHiJ1ec anion 35 MKr
TvmpaHaBip 500 Mr 2 pa3H Ha Å06y/
HTOHaBi 200 Mr2 a3H Ha A06 , 7 ÅHiB

OocaM11peHaBip 1400 Mr 2 pa3V1 Ha A06y,
14 AHiB

OocaMnpeHaBip 700 Mr 2 pa3H Ha Å06y/
pHT0HaBip 100 Mr 2 pun Ha n06y,
14 ÅHiB

AUC

1,03

1,15

1,28

1,19

1,08

0,73

0,99

cmæx

0,89

1,20

1,23

1,30

0,96

0,82

0,94

ÅJ151 OTPPIMaHH51 TIPO KJ1iHiLIHY3HaqyLUiCTb P03ÅiJ1 3 iH111HMH

JliKaPCbKHMHgac06aMH Ta iH111i B3aeM0ÅiM».

Y3roaxeH0 3 MaTepianaMbd
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RJIi11iHHi xal)'AKTepncTHK11.

3an06ieannn cepuego-cyÖunnu.M 3ax6019106aHH51My Dopocnux
ÅJ151ÅopocYIHX llaL1i€HTiB 6e3 KIIiHiHHO BHpaxeH0i imeMit1Y10i XBOP06H cep1151, ayle 3 1(e1CiJ1bKOMa
(l)aKTopaMH PH3HKY P03BHTKY i111eMit1H0i XBOP06H cepL151, •raKHMH 51K BiK, TIOTIOHonaJ1iHHS1,

apTepiaJ1bHa rinepTeH3i51, I-IH3bKMii piBeHb JIVIBLI-I a60 HMBHiCTb paHHbOi imeMit1H0i XBOP06H cep1151 y
CiMeVIHOMYaHaMHe3i, AeropBacTep0J1 1101<a3aHHÜ AJ151:

-3MeH111eHEIS1PH3HKY BHHVfKHeHH}1 Mi0Kama;
-3MeH111eHHS1 PH3HKY BHHHKHeHHS1 ihlcynwry;
-3MeHmeHHS1 PH3HKY 11130BeneHH51npouenyp peBacKynqpH3auii Ta cTeH0KapÅii.

AJ151AOPOCJIHX naui€HTiB i3 LIYKPOBHM Aia6eT0M II TMI-ry Ta 6e3 KJ1iHiqHO BHpaxeH0i i111eMiLIH0i
XBOP06H cepllfl, alle 3 ICiJ1bKOMa (I)aKTopaMH PV13VIKY P03BHTKY imeMi11H0i XBOP06H cep1151, •raKHMH 51K

peTHHonaTi51, aj1b6YMiY1ypi51, TIOTIOHonaJ1iHHS1 a60 aprrepiaJ1bHa rinepTeH3ifl, rlper1apaT ArropBacTep0J1
1101ca3aHHü AJ151'.

-3MeH111eHH51 PH3HKY BVIHVIKHeHHH iH(bapKTY Miorcapma•,
-3MeHL11eHH51 PH3HKY BHHHKHeHHS1 iHcYJ1bTY.

ÅJ151 mopocjmx naui€HTiB 3 KJ1iHiHHO BHPOICHOIO illieMit1H010 XBOp06010 ATopBacTep0J1
110Ka3aHHIYr AJ151:

-3MeHmeHHS1 PV13HKY BHHHKHeHH51 HeneTaJ1bHOro iH(bapKTY Mi0Kapna;
-3MeH111eHH51 PH3HKY BVIHHKHeHH51 JleTaJ1bHOFO Ta HeneTU1bHOro iHCYJ1bTy;

-3MeHmeHH51 pH3HKY npoBeJteHH51 npouenyp peBacKynnpH3aL1ii;

-3MeH111eHH51 pH3HKY rocr1iTaJ1i3auii y 3B
'

*3K)' 3 3acTiiiH010 cepueB010 Hext0CTaTHicuo•,
-3MeH111eHH51 PH3HKY BHHVIKHeHHS1 cTeH0KapÅii.

Y Dopocnux navicumi6
-51K ÅOf10BHeHHS1 no Åi€TH, 11106 3MeH111VITH IliÅBMLueHi piBHi 3araJ1bHoro xoJ1ecTepHHY,

xonec•repHHY JIHHIL(, ar10J1inonp0TeiHYB Ta TIDWJ1iuepvmiB, a TEIKO)K ÅJ151 IliÅBmueHH51 piBH51

xonecrrepHHY JITIBLLI y naui€HTiB 3 nePBHHH010 rinepxonecrrepHHeMi€10 (reTep03W0TH010 ciMefiH010

rra HeciMeMH010) Ta 3MimaH010 nucJ1i11imeMie10 (TVff1H Ila Ta 11b 3a
-51K AOI-IOBHeHHS1 AO ÅiCTH JliKYBaHH51naui€HTiB 3 rliÅBumeHVIMH PiBH51MH"rpmrJ1iuepHÅiB y

cupoBaTL1i KPOBi(THII IV ga (bpempiKcoHa).
-ÅJ151 JliKYBaHH51naui€HTiB 3 nePBHHHOK) nuc6eTaJ1i110rrp0TeiHeMie10 (THII III 3a

(bpempiKcoHa) y BHIuaÅKax, KOJIM AOTPVIMaHH51 Åi€TH e HemOCTaTHbO ed)eKTHBHVIM.

-ÅJ1513MeHmeHH51 garaJ1bHoro xonecTepHHY Ta xonecTepHHY JIVIHIII y naui€HTiB i3 FOM03urOTH010
ciMeüH010 rinepx0J1ecTepHHeMi€10 51K AOTIOBHeHHA no iH11-mx ri110J1i11iÅeMit1HvrxMeTOÅiB JliKYBaHHS1
(HarlPHKJ1aÅ, ad)epe3 JIMI-III!) a60 511<1110 TaKi MerroJIH JliKYBaHH51HenocTY11Hi.
Y Dimeü

- 51K Å0110BHeHH51 no mi€TH AJ151 3MeH111eHH51 piBHiB 3araJ1bHoro xonecrrepvmy, xonecrrepHHY JIMI-III-I
i ar10J1inonp0TeiHY B y Aimeü BiKOM Bin 10 17 POKiB i3 reTep03ur0TH010 ciMeüH010
rinepx0J1ecTepHHeMi€10,SIKLI(O IliCJ151 Bimr10BiÅH0i Åi€T0Tepa11ii pe3YJ1bTaTH aHaJ1i3iB TaKi:
a) xonecerepHH JITIHIII 3aJIH111aeTbcfl 2 190 MIYAJI(4,91 MMOJ1b/J1) a60
6) xonecerepHH JIMI-ILLI2 160 Mr/ÅJ1 (4,14 MMOJ1b/J1) Ta:
• y ciMeüH0MYaHaMHe3i HUIBHi paHHi cepueBo-cYÅHHHi 3aXBOPIOBaHH51 a60
• ÅBa a60 6iJ1b111e iH111HX (l)aKTopiB pH3HKY p03BHTKY cepqeBO-CYÅHHHHX 3aXBOPIOBaHb npucyTHi y
nauiewra AHTflqoro BiKY.

Tlpomunmcaumnn.
AKTHBHe gaXBOP10BaHH51 neqiHKH, 1110 MO)Ke BKJIIO%TH crriiiKe IliÅBHmeHH51piBHiB neqiHKOBHX

TpaHcaMiH&3 HeBiÅOMOi eTi0J10rii.

rineptlYTJIHBicTb mo 6YÅb-%Koro 3 KOM110HeHTiB Ub01'O JliKapcmcoro 3ac06y.
I-IPHJliKYBaHHirenaTHTY C npoTHBipycHHM1å lipenapaTaMH — rJ1iKanpeBip/r1i6peHTacBip.
BariTHicTb.

YaroaxeH0 3 MätepianaMh
peecTpaqiVtHoro AOCb€
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rpyæuo.

B3ac»toDif1 3 inunmtu JliRapCbKUMU 3acoÖ(1M11ma inuti euou63ac»toDiü.
BIIJIHB Ha arropBac•raTHH JliKaPCbKVIX 11PMüMa10TbOLLY10qacH0
ATopBacTaTHHMema60J1i3YCTbCS1LIMTOXPOMOM P450 3A4 (CYP 3A4) Ta C cy6cTpaT0M IleqiHKOBMX
•rpaHc110pTepiB, nepeHOCHVIKOM opraHit1Horo aHi0H-TpaHcnopTY10qoro 11011iner1THÅYIBl (OATPIBI)
Ta IB3 (OATPlB3). MeTa60J1iTH aTopBacTarrv1HY e cy6cTpaTaMM OATPlBl. ATOPBaCTaTHH •ralCO)K

51K cy6cTpaT MYJ1wrnpe3mcrreHTHOro no JliKaPCbKHX3ac06iB 6iJIKa 1 (MDRI) Ta
6iJ11<a pe3qc•reHTHoro paKY MOJIOt1HOi 3aJ103H (BCRP), 51KHii MO)Ke 06Me)KYBaTH BCM01crYBaHH51
KH111et1HHKY Ta 6iJ1iapHHü KJ1ipeHC aeropBacTaTHHY (ÅHB. P03ÅiJ1 PH3HK

P03BHTKY Mi011aTii IliÅ gac Jli1CYBaHH51crraTHHaMH IliÅBumy€Tbc51 y pagi 0ÅHoqacHoro 3aCTOCYBaHH51
110XiÅHHX (l)i6po€B0i KVICJIOTH, 1103 Hiauvmy, IIHICJIOCIIOPVIHY a60 110TY)KHHX
iHri6iTopiB uwroxpoMY P 450 3A4 (CYP 3A4) (HallPV11CJ1aJ1 KJ1aPHTPOMiUHHY, iHri6iTopiB npoTea31d
BIJI i Bipycy renaTHTY C Ta iTpaK0Ha30JIY) (ÅMB. P03ÅiJIH 3aCTOCYBaHH51>) Ta
«(DapMaK0J10riqHi BJ1aCTHBOCTi»).
Ilomyolcui inei6imopu CYP 3A4.
()ÅHoqacHe 3aCTOCYBaHH51 npenapaTY 3 IIOTPKHHMH iH1'i6iTopaMH CYP 3A4 MO)Ke 11PH3BeCTH
IliÅBmqeHH51 KOHLIeHTpa1-1iii aTOPBaCTaTHHY y 11JIUMi KPOBi (ÅHB. nerraJ1bHY HM)Kqe).
Crryr1iHb Bga€M0Aii Ta TliÅCHJ1eHH51 Aii 3aJIOKaTb Bin MiHJIHBOCTi BIIJIMBY Ha CYP 3A4. CJ1iÅ TIO

MO)KJIHBOCTi YHHKaTH OAH0%CHoro 3aCTOCYBaHH51 3 110TPKHHMV1 iHri6i•ropaMH CYP3A4 (HanpHKJ1aÅ 3

KJ1aPUTPOMiUHHOM, nenaBiPÅHHOM,TeniTPOMiUHHOM, CTHpvmeHTOJIOM,IIHKJIOCIIOPHHOM,

KeTOKOHa30JIOM, BOPHKOHUOJIOM, iTpaKOHa30J10M, nocaKOHa30JIOM, JIUIKVIMVI 11POTMBiPYCHHMV1
11penaparraMH AJ151 JliKYBaHHS1 Bipycy renaTHTY C (Hanpmcnan en6acBipy/rpuonpeBipy) Ta

iHri6irropaMH 111)0Tea3 BIJI, y TOMY qucjli PHTOHaBiPOM, 11011iHaBipoM, ama3aHaBipoM, iHÅHHaBiPOM,
napyHaBipoM). 511<1110 HeMOWIHBO YHHKHYTH OAHoqacHoro 3aCTOCYBaHH}1 LIHX npenapaTiB 3

aTOPBaCTaTHHOM,CJ1iÅ pogrJ151HYTv1 MO)KJIHBiCTb gaCTOCYBaHHS1 MeH1110i noqaTK0B0i Ta MaKCVIMaJ1bHOi

1103 aeropBac•raTHHY. peK0MeHmy€Tbc}1 npoBOÅHTH HUIOKHVIMI KJ1iHit1HHä MOHiTOPHHrceraHY
naui€HTa (AHB. Ta6JIHUIO 3).
110MipHi iHri6iTopH CYP3A4 (Harrpmcnan ePHTPOMiLIHH, ÅHJITiueM, BepanaMiJ1 Ta (I)JIYKOHUOJI)

MO)KYTb rliÅBML11YBaTHKOHLIeHTpaL(i10 aTOPBaCTaTHHY y rlJ1a3Mi KPOBi(AHB. rra6JIM11Y01). ()ÅHoqacHe
3aCTOCYBaHH51 epurrp0Mi11HHY Ta CTaTHHiB cynp0BomyeTbc51 rliÅ13HLqeHHSIM pv13HKY P03BHTKY
Mior1aTii. AOCJ1imeHH51 B3aeM0Äii JliKaPCbKVIXnpenapa•riB ÅJ151 OlliHKM BIIJIHBY aMionapoHY a60
BepanaMiJIY Ha aTOPBaCTaT1åH He IIPOBOÅHJIH. BiÄOM0, 1110 arv1ionapoH Ta BepanaMiJ1 rrpnrHit1Y10Tb
aKTHBHiCTb CYP3A4, a orrxe, 0ÅHoqacHe npH3HaqeHH51 LIHX npenapaTiB 3 aeropBacTaTHH0M MO)Ke

111)H3BeCT1å AO 36iJ1b111eHH51 erccr103HL1ii arropBac•raTHHY. TaKHM LIVIHOM, 11PH 0ÅHoqaCHOMY
3acTOCYBaHHiarropBacTaTHHY Ta IIHX r10MiPHHXiHri6iTopiB CYP3A4 CiliÅ p03rJ151HYTH MO)KJIMBiCTb

11PH3HaqeHH51 MeH111HX MaKCVIMU1bHHX 1103 aTOPBaCTaTHHY. peKOMeHÅOBaHO npoB0ÅHTH
KJ1i1--1iq1--1HÜ MOHiTOPVIHrcTaHY naui€HTa. IliCJ151 noqaTKY JliKYBaHHfliHri6iTopoM a60 IlicJ151 KopeK11ii
Moro 1103M peKOMeHÅOBaHO npoB0ÅMTH KJ1iHit1HHü MOHiTOPVIHrcTaHY rrauieyrra. TaK0)K rraKHM

MOHiTOPVIHrpeKOMeHÅOBEIHO npoB0ÅHTv1 IliCJ1% noqaTKY JliKYBaHH%iHri6iTopoM a60 IlicJ151 KopeKL1ii

Moro 1103M.
rpeünmpymoguüCir. MiCTHTb OÅHH a60 6iJ1b111e KOM110HeHTiB, 1110 iHri6Y10TbCYP 3A4 Ta MO)KYTb

IliÅBH111YBaTHKOHueHTpaL1ii a-ropBacrraTHHY y 11J1&3Mi KPOBi, OC06JIHBO HaÅMiPHOMYCllO)KHBaHHi
rpeü11(bpyT0Boro CORY (6iJ1b111e 1,2 JliTpa Ha Å06y).

IC-uapump0Miut1H. 3HaqeHH% AUC arropBacTaTHHY 3HaqH0 IliJIBH111YBaJ10c51TIPH OAHO%CHOMY
3acT0CYBaHHiaTOPBacrraTHHY y J-(03i 80 Mr Ta KJ1apvrrp0MiLIHHY (500 MP 2 pa3H Ha Å06y) 110PiBH51HOi3
gaCTOCYBaHHSIM TiJ1bKH aTOPBaCTaTHHY (AVIB. P03ÅiJ1 BJ1aCTHBOCTi»). OT)Ke,
naui€HTaM, 11PHiäMa10TbKJ1aPHTPOMiLIHH, CJ1iÅ 3 06ep0KHicT10 3acrrocoBYBarrn aTOPBaCTaTHH y A03i
BV111(e 20 Mr (AVIB. P03ÅiJIH «OC06JIHBOCTi rra 3aCTOCYBaHH51 Ta A03VD).

IC0M6inauin iH2i6imopi6 npomea3. 3HaqeHH51 AUC aTOPBacTaTHHY 3HaYHO IliÅBH111YBaJ10c51IIPH
OÅHoqaCHOMY 3acTocyBaHHi npenapa•ry 3 KiJ1bKOMa ICOM6iHaL1iSIMHiH1'i6iTopiB rrpoTea3H BIJI, a TEIKO)K

3 iHri6iTopoM nporrea3H Bipycy rer1aTHTY C TenaripeBipoM nopiBH51H0 i3 3aCTOCYBaHH51M TiJ1bKV1

aeropBacTaTMHY (ÅHB. P03AiJ1 BJ1aCTH IliewraM, 51Ki 11PHMMa10TbiHri6iTopH
Y3roaxeHO 3 MaTepianaMh\
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npo•rea3H BIJI THnpaHaBip + pv1T0Y1aBip a60 rneKanpeBip + rli6peHTacBip, CJ1iJ1 YHVIKaTH 0ÅHoqacHoro

3aCTOCYBaHHS1 3 aTOPBaceraTHHOM. IIpenapaT CJ1iJ1 3 06ep0KHicT10 111)H3HaqaTH llaui€H-raM,

npHiiMa10Tb iHri6iTopH npoTea3H BIJI J1011iHaBip + pHTOHaBip, i 3aCTOCOBYBaTH y YlaÜHH)Kt1i1i

He06xiÅHiü A03i. rraui€HTiB, 51Ki TIPHVIMa10TbiHri6iTopH nporrea3H BIJI caKBiHaBip + PHTOHaBiP,
napYHaBip + pHT0HaBip, (bocaxmpeHaBip a60 (bocarvrnpeHaBip + pv1T0HaBip a60 en6acBip +
rpa30r1peBip, Å03a aTopBacTaTMHY He rlOBHHHa nepeBH111YBaTH 20 Mr, 3aCTOCOBYBaTH Ili rrpenapaTH
F10Tpi6H0 3 06epOKHicT10. Elpvr 3acTOCYBaHHinaniCHTaM, 51Ki npmMMa10Tb iHri6iTop nporrea3H BIJI

a60 iHri6iTop lipoTea3H Bipycy renarrwry C 60uenpeBip, 1103a arropBacrraTHHY He 110BHHHa
nepeBH111YBt1TH 40 Mr, eraKO)K peK0i'vreHny€Tbc51 11POBeÅeHH51 peereJ1bHoro KJ1iHit1Horo MOHiTOPHHry

CTaHY naui€HTiB (LIMB. P03ÅiJIH«OC06JIMBOCTi Ta «Cnoci6 3aCTOCYBaHHS1 Ta
Impawna30J1. 3Haqe11H51 AUC aeropBac•raTHHY' 3HaHH0 iliABH11(Y13aJ10c51 IIPH 0ÅHoqaCHOMY
3acTocyBaHHi aeropBacrraTMHY y A03i 40 Mr Ta iTpaK0Ha30JIY y Å03i 200 Mr (ÅHB. P03ÅiJ1

BJ1aCTHBOCTi»). OT)Ke, 1110Å0 rrauicHTiB, 51Ki 11PHMMa10TbiTpaK0Ha30J1, CJ1iÅ 6YTH
06epe)KHHMM, 511CLUO Å03a arropBacrraTHHY nepeBH111ye 20 Mr (AHB. p03ÄiJIH «OC06JIVIBOCTi

Ta 3aCTOCYBaHH51 Ta

I(zucnocnopun. AeropBac•raTHH c cy6cTpaT0M neqiHKOBHX TpaHc110pTepiB. Meera60niTH arropBacTaTHHY
e cy6cerpaTaMH TpaHcr10pTepaOATPIBI. IHri6iTopH OATPIBI (HarlPHKJ1aJÄ UHKJIOCHOPHH) MO)KYTb
niÅBHL11YBaTH 6i0ÅocTY11HicTb aTopBacrraTHHY. 3HaqeHHS1 AUC aTopBacrraTHHY 31-WIHO
riiÅBH111YBaJ10C51 OÅHoqaCHOMY 3acTOCYBaHHinpenapæry y Å03i 10 Mr Ta I-IHKJIOCHOPHHY y Å03i
5,2 Mr/Kr/Å06y 110PiBHflHO3 3aCTOCYBaHH51M TiJ1bKH aeropBacrraTHHY (JIHB. P03ÅiJ1
BJ1aCTHBOCTi»). CJ1iÅ YHVIKaTV1 0ÅHoqacHoro 3aCTOCYBaHHS1 aTopBacrraTHHY Ta UVIKJIOCIIOPHHY (AHB.

P03ÅiJ1«OC06JIHBOCTi
MezlHt1Hi peK0MeHna11ii 1110210 3aCTOCYBaHH51 JliKaPCbKHXnpenapaTiB, 1110 B3a€MOÄiYOTb, IliACYMOBaH0
y Ta6JIH11i 1 (ÅHB. p03ÅiJIH «C110ci6 3aCTOCYBaHHS1 Ta A03H>), «OC06JIHBOCTi 3aCTOCYBaHH51>)).
JIemepM06ip. OÅHoqacHe 3aCTOCYBaHHS1a-ropBacrraTMHY y Å03i 20 Mr Ta JlerrepM0Bipy y Å03i 480 Mr Ha
A06y TIPH3BOÅHJIO 110 IliÅBHIUeHHS1piBH51 BHJIHBY a-ropBacTaTHHY (cniBBiÅHomeHH51AUC: 3,29) (AHB.

P03ÅiJ1
JIeTepM0Bip e iHri6iTopoM ed)J1iOKCHHX rrpaHcnopTepiB P-gp, BCRP, MRP2, OAT2 Ta neqiHK0Boro
rrpaHcnoprrepa OATPIB1/1B3, •raKHM tlHHOM BiH IliÅBHLLtye piBeHb BIIJIHBY aTopBacTaTHHY'. Å03a
rlpenapa•ry aeropBacTaTHHY He 110131,ma nepeBH111YBaTH 20 Mr Ha Å06y (AHB. P03ÅiJ1«Cnoci6
3aCTOCYBaHH51 Ta Å03n»).
CTY11iHb onocepeÅKOBaHHX JliKaPCbKHX B3a€MOÅiF1 CYP3A4 Ta OATPIB1/1B3 Ha cyliYTHi
upenapaTH, MO)Ke 6YTH pi3H0K) OÅHO%CHOMY 3acTOCYBaHHiJle-repM0Bipy 3 UHKJIOCIIOPVIHOM.
3aCTOCYBaHHS1 arropBacrraTHHY He pel<0MeHÅyeTbc51 nauieHTaM, 511<i 11PVIÜMaK)Tb neTepM0Bip
OÅHO%CHO 3 LIHKJIOCTIOPHHOM.
PneKanpegip i ni6penmacgip, en6ac6ip ma epa30npegip. CyriYTHe 3aCTOCYBaHH51 rJ1eKa11peBipy Ta
rii6peHTaBipy a60 eJ16acBipy Ta rpa30r1peBipy MO)Ke TIPH3BecTH no niÅBmqeHH}1 K0Huewrpauii

aTopBacTaTHHY y TIJ1a3Mi KPOBiTa IliÅBH111eH01'0 PH3HKY Miorlærii.

FIPVI OÅHO%CHOMY 3acTOCYBaHHirnercanpeBipy i Ili6peHTaBipy 3 aeropBacrraTMH0M TIJ1a3MOBa
K0HueHTpaui51 aeropBacTaTHHY niÅBHmyeTbC51 AO 8,3 paga %CTKOBO qepe3 BCRP, OATPIB1/1B3 Ta

CYP3A4 iHri6YBaHH51, TOMY He peKOMeHny€TbC% OAHoqacHe 3acrrocYBaHH51 npenapæry ArropBacTep0J1
nauiCHTaM, cyriYTHb0 11PHüMa10TbJliKapcbKi 3ac06H, 1110 MiCT51Tb rJ1eKar1peBip i Ili6peHTacBip.

OAHoqaCHOMY gacTOCYBaHHi en6acBipy Ta rpuonpeBipy 3 aTOPBacrraTVIHOM 11JIUMOBa
KOHLteH•rpaui51 arropBacrraTHHY IliÅBmmy€TbCS1 1,9 pa3a qaCTKOBO qepe3 BCRP, OATPIB1/1B3 Ta

CYP3A4 iHri6YBaHH51, TOMY Å03a arropBacrraTHHY He 110BMHHa nepeBMILIYBaTH 20 Mr Ha A06y
3acTOCYBaHHirrauiemaM, 51Ki cyriYTHb0 TIPV1iäMaK)Tb JliKapcbKi 3ac06H, 1110 MiCT%Tb eJ16acBip Ta

rpæonpeBip (ÅHB. P03ÅiJIH 3aCTOCYBaEIH51 Ta i

MezlHHHi peK0MeHÅauii 1110/10 gacTOCYBaHH51 JliKaPCbKHX3ac06iB, 1110 B3aeMOÅi10Tb, IliÅCYMOBaH0y
Ta6JIHUi 3 (LIMB. •raKO)K p03ÄiJIH «Cnoci6 3aCTOCYBaHH51 Ta «OC06JIHBOCTi

BJ1aCTHBOCTi»).

BgaeM0Åii JliKaPCbKHXgac06iB, 110B '513aHi 3 rliÅBV11-qeHHM PH3HKOM MionaTii/pa6Å0Mi0J1i3Y

YaroaxeH0 3 MaTepianaM1d
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IIpenapaTH, 1110 B3aCMOÅi10Tb

LIHKJIOCIIOPHH, THIIpaHaBip + PHTOHaBip, JleTepMOBip
OÅHOt1aCHOMY '3aCTOCYBaHHi3 LIHKJIOCIIOPHHOM

rJleKar1peBip + Ili6peHTacBip

KnapHTPOMiLIHH, iTpaKOHa30J1, caKBiHaBip +pv1T0HaBip*

napynaBip + pHT0HaBip, (bocaxmpeHaBip, (bocarvmpeHaBip +
pHT0HaBip, ej16acBip+ rpa3011peBip, neu-epMOBip

J1011iHaBip + PHTOHaBip, cHMenpeBip, noxiÅHi (l)i6pHH0B0i
KVICJIOTH, ePHTPOMiLIHH, a30J1bHi npomrpm6K0Bi 3ac06H,
Jli11iÅOMOÅH iK Otli L103H HiaLIHH , KOJIXiUHH
*3aCTOCOBYBaTV1y HaiäMeH111iiiHe06xiÅHiiå A03i.

Ta6JIHU51 3
MeÅHt1Hi pel€oyruuauii 1110110
3aCTOCYBaHH51

YHHK&ITH 3aCTOCYBaHH51

aTOPBaCTaTHHY
()JIHoqacHe 3ac•rocYBaHH51 3

npenaparraMH, 51Ki MiCTSITb
rneKanpeBip a60 Tli6peHTacBip,
rrp0THf101cargaHe (JIHB. P03ÅiJ1

He nepeBH111YBaTH Å03Y 20 MP
aeropBacrraTHHY Ha A06y

He nepeBH111YBaTH J103Y 40 Mr

aeropBacTarrvmy Ha Å06y

3aCTOCOBYBaTH3 06epe)KHicT10 Ta y
HaüMeH111iü He06xiÅHiü Å03i

iHri6iTopiB rME-KoA-peÄYKrra3H 3 CJ1iÅ YHHKaTV1 cyMicHoro 3aCTOCYBaHH51
aTopBacrraTHHY 3 reMd)i6P03H110M (AVIB. P03ÅiJ1
Intui d)i6pamu. OCKiJ1bKH BiÅOMO, 1110 PH3HK P03BHTKY Mionarrii nim qac JliKYBaHH51iHri6iTopaMH
rMr-KoA-peAYKTa3H IliÅBHIUYCTbCS1 OÅHoqaCHOMY npHii0Mi iHLLIVIX (l)i6paTiB, aTOPBaCTaTHH cniÅ
3aCTOCOBYBaTH 3 06epe)KHicrrro CYMiCHOMY3acTOCYBaHHi3 iH111VIMH (l)i6paTaMM (JIHB. P03ÅiJ1
«OC06JIHBOCTi 3aCTOCYBaHH51).

Hiauuu. PH3UK BHHHKHeHHS1 1106itmux SIBHIII 3 60KY CKeJ1eTHHX M'S13iB 36iJ1bL11yeTbC51 IIPH
3aCTOCYBaHHillpenapa•ry y 1<0M6iHauii 3 Hial_1HHOM, a OT'A€e, 3a rrawx YMOB CJ1iJ1 p03rJ151HYTH
MO)KJIHBiCTb 3HH)1CHH51 Å03M aeropBacTaTHHY (AHB. P03ÅiJ1«OC06JIHBOCTi
Pucpa,uniu a60 inuti iHDycmopu yumoxpo»ty P450 3A4. OAHoqacHe 3aCTOCYBaHH51 liperlaparry 3

iHÅYKTOPaMHLIHTOXPOMY P450 3A4 (HarlPHKJ1aÅ ed)aBipeH3, pud)QM11iH) MO)Ke 11PV13BOÅUTM 110

HecTiüKoro 3MeHmeHH51 1<0HueHTpaL1ii aTopBacTaTHHY y 11JIUMi KPOBi. t-Iepe3 MexaHi3M 110ÅBiÜH0i
B3aeM0Aii pH(baM11iHY peKOMeHny€TbC51 0ÅHoqacHe 3aCTOCYBaHH51 aeropBacTaTHHY 3 PH(baM11iHOM,
OCKiJ1bKH 6YJ10r101€a3aH0, ILIO BiÅcrrpoqeHe 3aCTOCYBaHHS1 riper1apaTY riiCJ151 BBemeHHS1 pucbaM11iHY

'513aHe 3i 3Hat1HHM 3HV1xeHHSIM KOHLIeHTpauiü anpBacrraTHHY y 11JIUMi KPOBi.
Numnicue,uy eiDpoxJ10puD
(hHoqaCHHii TIPHiä0M aTopBacrraTHHY (40 Mr) rra ÅVIJITia3eMY(240 Mr) cynp0B0ÅxyeTbc51
IliÅBM11-teHHSIMK0HueHrrpaL1ii arropBacTaTHHYy 11J1a3Mi KPOBi.

Y pe3YJ1bTaTi 11p0BeÅe11Hx AOCJ1iÅ)KeHb 03HaK B3a€MOÅiiaTopBacrraTHHYTa LIHMeTMÅVIHY He BHHBJ1eHO.

AnmauuÖu
OÅHoqaCHHÜ nepopaJ1bHV1ü IIPHMOM arropBacTaTHHY Ta cycrieH3ii aHTaLIHÅHoro npenapaTY, 1110

MiCTMTb MarHiÜ era aj110MiHi10 riÅp0Kcv1Ä, cynp0BOJ1>KY€TbC51 3HV1xeHH51M K0HueHTpaL1ii aTopBacTaTHHY
y 11JIUMi KPOBi rlPH6JIH3HOHa 35 %. I-IPH 1-1bOMY rir10J1inineMit1Ha Åi51 aTopBacTaT1,1HY He
3MiHIOBuacn.
Konecmunon
K0HueHTpaL1i51 aTopBacTaTMHY y 11JIUMi KPOBi6YJ1aHH)KHOIO (HPH6JIH3HO Ha 25 %) IIPH 0ÅHoqaCHOMY
npHiä0Mi aropBacTaTHHYTa Konec•runony. IIPH 11bOMY ri110J1iT1ineMiHHa Åi51 KOM6iHaL1ii aTopBacrraTHHY
'ra KOJIeCTHr10JIY nepeBH11_1YBana ed)eKT, ÆKHM nae npHü0M KOXHOro 3 Ill,rx nper1apaTiB 0KpeM0.
A3ump0MiuuH

Y3ronxeH0 3 MaTepianaMu;
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()ÅHoqacne 11PH3HaqeHH51 arropBacTaTHHY (10 ME I pa3 Yla J106y) Ta a3HTPOMiLIHHY(500 Mr I pa3 Ha
JL06y) Yle cynp0B0JVKYBaJ10c51 3MiHaMH KOHueHTpauii aeropBacrraTHHY y 11JIUMi KPOBi.
Ineiöimopu mpancnopnmux 6iJIKi6
IHri6iT01)H rrpaHC110PTHHX 6iJIKiB (Harrpmcnan UHKJIOCIIOPHH, JleTepM0Bip) 3JtaTHi TliÄBH111YBaTHpiBeHb
CHC-reMHOi eKc1103H11ii a-ropBac•raTHHY. BIIJIHB lipurHiqeHH51 HaK011WIYBU1bHHX TpaHcr10PTHHX 6iJIKiB

Ha KOHUeHTpaUi10 aeropBacrraTHHY B KJ1iTHHax neqiHKH HeBiÅOMHü. 511<1110 YHHKHYTH 0ÅHoqacHoro
111)H3HaqeHH51 IIHX upe11apaTiB HeMO)KJIMBO, peKOMeYIÅOBaYIO 3HVDICHHS1 Å03H Ta 11POBeJxeHHS1
KJ1iHit1Horo MOHiTOPHHry ed)eKTHBHocrri arropBac•raTHHY.
E3em11Mi6

3aCTOCY'BaHH51e3eTHMi6y 51K M0H0Tepar1ii 110B '513Y10Tb3 P03BVITKOM SIBHIU 3 60KY M'}130BOi CHCTeMH, y

TOMY IIHCJ1i pa6Å0Mi0J1i3Y. Tarcv•1M tlHHOM, OÅHoqaCHOMY 3acTOCYBaHHie3eTHMi6y Ta

aeropBaceraTHHY PH3VIK P03BHTKY LIHX 51BHLL( 36iJ1b111YCTbCS1.PelCOMeHÅOBaHO IIPOBOÅHTH Hane)KHHV1
KJ1iHit1HHii MOHiTOPHY1rCTaHY •ralCHX llaniCHTiB.
ØY3uc)oga Kucnoma
AOCJ1iJVICHHS1B3aeM0Åii aeropBacrraTHHY Ta (l)Y3HÅ0B0i KHCJIOTH He IIPOBOÅHJIVI. AK i y BH11aÅKY 3

iHL11HMH CtraTHHaMH, y 110CTMaPKeTHHrOBHÜnepi0J1 OÅHoqaCHOMY rrpHM0Mi aTopBac•raTHHY Ta
(l)Y3HJ10B0i KHCJIOTH cnocTepiræmc51 ABH111a 3 60KY M'S130BOi CHC•reMH (y TOMY tlHCJ1i pa6Å0Mi0J1i3).
MexaHi3M uiei B3a€M0Åii 3aJIHma€TbC51 HeBiÅOMHM. FlauieHTH 110Tpe6Y10Tb IIH11bHoro HarJ1flÅY, MO)Ke
r10Tpe6YBaTvrc51THMqacoBe 11PH3Y11MHeHH51 JliKYBaHH51aTOPBaCTaTVIHOM.
Åuacnccun.I-IPH 0ÅE10qaCHOMY 3acTOCYBaHHi6ararropa30Bux 1103 aTopBacrraTHHY era ÅVII'OKCHHY
piBHOBa)KHi K0HueHrrpa11ii AHI*OKCUHY y 11JIUMi KPOBi niÅBH111Y10TbC%TIPH6JIU3HOHa 20 %. CJ1iÅ
HUIOKHHM tlHHOM KOHTPOJ110BaTV1 CTaH naui€HTiB, 51Ki 11PHMMa10TbAHI'OKCMH.
FlepopaJ1bHi Koumpauenmugu. OÅHoqacHe 3aCTOCYBaHH51 aeropBacTaTHHY 3 nepopaJ1bHHMH
KOH'rpaqe11TVIBaMH IliÅBVILUYBaJIO3HaqeHH51 AUC AJ151 HopeTHcrrepoHY Ta eTMHiJ1ecTpaÅi0JIY (ÅHB.

P03ÅiJ1 BnaCTVIBOCTi»). I-li IliÅBumeHH51 cniÅ 6paTH AO YBa1'H IIPH BH60pi

nepopaJ1bHoro KOH'rpaue11TVIBa ÅJI}I xiHKH, 511€a npHiiMae arropBacrraTHH.
Bapqbapuu. ATOPBaCTaTHH He HVIHHB KJ1iHi1-1HO 3Ha11Y1110i Aii Ha npoerp0M6iH0BHii yac 11PM

3acTOCYBaHHinauiCHTaM, 51Ki TIPOXOÅVIJIH AOBFOTpHBaJ1e JliKYBaHH51Bap(bapHH0M.
IConxiuun. TIPHOÅHO%CHOMY 3acTocyBaHHi aTopBacrraTHHY3 KOJIXi11HHOM110BiÅOMJ151JIHTIPO
Mior1aTii, y TOMY qvrcni pa6Å0Mi0J1i3Y, TOMY CJ1iL.( 3 06epOKHicT10 npH3HaqaTH aTOPBaCTaTVIH 3

KOJIXiLIHHOM.
Nanmo»tiuun. FIOBiÅOMJISIJIOCS11-IPO BiffiaÅICH Mionarrii Ta/a60 pa6Å0Mi0J1i3Y OAHoqacH0MY
3acTocYBaEIHiiHri6i'ropiB rMP-KoA-eÅYKTa3H (HarlPHKJ1aÅ, a'1'opBacTEITHHY) 3 Åar1TOMiLIHHOM.511<1.110
OÅHO%CHOI'0 3aCTOCYBaHH51 He MO)KHa YHHKHYTH, peKOMeHny€TbC51 IIPOBOÅHTH BiÅ110BiÅHVIM
KJ1iHit1HHii MOHiTOPHHr(ÅHB. P03Åi11
lumi Jibcapcwci 3ac06u
KniHit1Hi ÅOCJ1iÅ)1CHHS1 110KuaJIH, 1110 0ÅHoqacHe gaCTOCOBYBaHHS1 aTopBacTaTHHY i ri110TeH3HBHHX
npenapaTiB Ta Moro 3aCTOCYBaHH51 y XOÅi ecTporeH—3aMicH0i Teparlii He cynp0B0Å)KYBaJ10c51 KJ1iHiqHO

3Hat1Y111HMH F106it1HHMH ed)eKTaMH. ÅOCJ1iÅ)1CHb B3a€M0Åii 3 iH111HMH 11penapa•raMH He IIPOBOÅHJIH.

Ocoönugocmi 3acmocygaHHfl.
CKenemni M 'A3u

I-IaÅXOÄHJIHpiÅKicHi 110BiÅOMJ1eHH51TIPO BH11aÅKV1 pa6Å0Mi0J1i3Y 3 rocrrp010 HHPKOBOIO HeÅOCTaTHiCTK)
BHaCJ1iÅOKMiorJ106iHypii npvr 3acTOCYBaHHiaTOPBacTaTHHY rra iH111ux JliKaPCbKHXrlper1apaTiB Llboro
Knacy. I-IasiBHiCTb B aHaMHe3i nopYL11eHH51 (l)YHK11ii HHPOK e (baKTOPOM pv13HKY P03BHTKY
pa6Å0Mi0J1i3Y. Tarci naui€HTH 110Tpe6YK)Tb 6iJ1b111 peTeJ1bHoro M0HiTOPHHry BH51BJ1eHH51

nopymeHb 3 60K)' CKeneTHHX M'fl3iB.
ATOPBac•raTHH, 51K i iH111i npenapaTH rpY11H CTaTVIHiB, iHOÅi MionaTi10, 1110 BH3HaqaeTbC51

51K 60J1i y M'513ax a60 CJ1a6KiCTb M'S13iB y no€ÅHaHHi 3 FliÅBnmeHH51M 1101<a3HHKiB
(KOK) y r10HaJ1 10 pa3iB BV111xe BepxHb0i Mexi HOPMH. OAHoqacHe

3aCTOCYBaHHS1 BHIUVIX Å03 aeropBacTaTHHY 3 Ilem-1HMH JliKaPCbKHMH npenapaTaMu, •raKVIMH RK
IIHKJIOCHOPHH i 110TY)KHi iHri6i•ropH CYP3A4 (HallPMKJ1aÅ KJ1aPHTPOMiLIHH, iTpaK0Ha30J1 Ta iHri6iTopv1
uporreag BIJI Ta Bipycy renarrvrry C), TliÅBH1uye pH3HK MionaTii/pa6A0Mi0J1i3Y.

Y3roaxeH0 3 MaTepianaMv1\
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I-IaÅXOÅHJIH piÅKicHi 110BiÅOMneHH51 npo BH11a11KH iMynonori11HO onocepeÅK0BaH0i HercporrmqH0i
Mionærii (IOHM) ayT0iMYHH0i MionaTii, T10B'513aH0i i3 gacTOCYBaHH51M CTaTHHiB. IOHM
xapa1crepH3y€Tbc51 •raKHM1d 03HmcaMm: CJ1a6KiCTb 11POKCVIMU1bHHX M'%3iB rra IliÅBH1ueHHü piBeHb
KpeaTHHKiHff3H y cv1POBaTL1iKPOBi, 51Ki 36epira10Tbc51, Ele3Ba)Ka10HH Ha npnr1HHeHH51 JliKYBaHH51
CTEITHHZIMW, M'5130Ba 6ionci51 BMSIBJISI€ HeKPOTHLIHY MionaTiyo 6e3 3Hæmoro gallaJ1eHHw,
3acTOCYBaHHiiMYHocympecHBHmx 3ac06iB cnocerepira€T1,c511103HTHBHa ÅHHaMiKa.
MO)KJIHBiCTb p03BHTKY MionaTii cniÅ pogrJIS1naT1,1 y 6YÅb-51Koronaui€HTa 3 Miami51MH,
60J1icHiCT10 a60 CJ1a6KiCTIO M'S13iB Ta/a60 3HaHHHM IliABH11teHH51M KOK. Ilani€HrraM CJ1iÅ
nopeK0MeHÅYBærm HeraüH0 HOBiÅOMJISITHnpo BHE1aÅKV1 60MO y M'S13ax, 60J1iCHOCTi a60 CJ1a6KOCTi
M'S13iB HeBiÅOMOi eTionorii, OC06JIHBO 511<1110 ue cynp0BOA)KY€TbCA Binqyrr51M He3nyxaHH}1,
TliÅBHLqeHHSIM TeN,mepaTypH a60 51KLUO 03Ha1CH 3aXBOPIOBaHHS1 M'A3iB 36epira10Tbc51 TlicJ151

rrpvmvmeHH51npuii0MY aTopBac«raTHHY. JIiKYBaHH51npenapaT0M CJ1iJ1 y BV111aÅKY3HaYHoro
IliJIBnmeHH51piBH51 KOK, miarHOCTYBaHH51a60 Tlinogpvr Ha MiorraTi10.
PM3HK MionaTii Him qac JliKYBaHH51rrpenaparraMP1 Ill.oro KJ1acy upu OÅHO%CHOMY
3acTocyBaHHi JliKaPCbKHX3ac06iB, ga3HraqeHnx y Ta6JIH11i 3. Jlil€api, 51Ki P031'J1nma1-0Tb MO)KJIHBiCTb

KOM6iHOBaHOi Tepallii aTOPBacrraTHHOM Ta 6YÅb-SIKHM3 unx rrpenapaTiB, rlOBMHHi peTeJ1bH0
TIOTeHL1iMHirrepeBarv1 Ta PH3HKH, a Tar-CO)K peTeJ1bH0 CTOKVfTH 3a CTaHOM naqieHTiB II(OÅO 6YÅb-flKHX
CHMr1TOMiB 601110, 60J1iCHOCTi a60 CJ1a6KOCTi y M'S13ax, OC06JIHBO rrp0'rnroM noqaTKOBMX MicmiB
rreparlii 'ra LIPOTTOM 6YÅb-mcoro 3 nepi0ÅiB THTPYBaHHS1 A03H y HarrpAMKY 36iJ1b111eHH% 6YAb-51Koro3
riper1apaTiB. CJ1iÅ pogrJ1ffHYT1d MO)KJIHBiCTb 3aCTOCYBaHH51 HV13bKMX IloqaTK0Bnx Ta IliÅTPUMYBU1bHVIX
Å03 aTopBacrraTHHY OÅHO%CHOMY npHM0Mi 3 BH11te3ranaHVIMV1 JliKaPCbKMMV111penapaTaMH (ÅHB.

P03ÅiJ1 3 iHL1_1HMHJliKapcbKHM1d 3ac06aMH Ta iH111i B3aeM0Åiü»). Y TaKVIX curryauinx
MO)Ke pogrnnnarrucfl MO)KJIHBiCTb nepi0ÅH11Horo BH3HaqeHHS1 10K, ane HeMae rapaHTii, 1110 rraKHM

MOHirropHHrAOTIOMO>1Ce gan06irrn 13H11aÅ1€aM Mionarrii.
110BiÅOMJISIJIHnpo BV1naÅKH Mior1aTii, y TOMY qucjli pa6Å0Mi0J1i3Y, OAHoqaCHOMY gacTOCYBaHHi

aTopBacTaTHHY' 3 KOJIXiUVIHOM, TOMY aTopBacTaT1,1H i3 KOJIXiUVIHOMCJ1iÅ npH3HaqaTH nauieH'raM 3

06epe)KHicT10 (A1åB. P03ÅiJ1 3 iHUIVIMH JliKaPCbKVIMV13ac06aMv1 Ta iH111i BVIÅVI B3aeMOÅiM»).
Tepani10 aTOPBaCTaTHHOM CJ1iJ1 THMqaCOBO a60 HOBHiCTK) nppmpmwrvl y 6YAb-AKoronaui€HTa 3

rocrrpHM cepM03HHM C'raHOM, ILIO Bl€a3ye Ha P03BMTOK Mionarrii, a60 HUIBHOCTi cbarcrropa pn3H1<Y
P03BHTKY HMPKOBOi HemOCTaTHOCTi BHaCJ1iÅOK pa6Å0Mi0J1i3Y (Hanpmcnan TH)KKa rocTpa iHd)eK11i51,
aperepiaJ1bHa rif10TeH3i51, xipyprit1Ha onepauiq, TPaBMa, TSI)KKi MeTa60J1iHHi, eHmorpMYIHi 'l'a

eneKTPOJ1iTVIHHip03naÅH, a HeKOHTPOJ1bOBaHiCYÅOMH).
IlicJ151 3aCTOCYBa11Hfl C'raHHHiB 110BiÅOMJ151JIOCS1rrpo BU11aÅKV1 BHHHICHe11H% de novo a60 3arocTpeHH51

yxe HMBHOi MiacTeHii rpaBic oqH0i MiacTeHii (LIMB. P03ÅiJ1 peaK11ii»). 3aCTOCYBaHH51
Jlil<apcblcoro 3ac06y ATopBacTep0J1 CJ1iÅ npqr1MH1dTH y pagi rlOCVIJ1eHHA CVIMr1TOMiB. 110BiÅOMJMJIOC%

npo peLIHÅVIB1d IlicJ151 110BTOPHOro 3aCTOCYBaHHH Toro caMoro a60 iH1110ro CTaTVIHY.
IlopyuzeHH}7 d)YHRuii neqiHKu
BYJIO 1101€a3aH0, 1110 CTaTV111H, 51K i LIUIKi iH111i rir10J1i11ineMiHHi TepaneBTHHHi 3ac06v1, 110B'}13aHi 3

BiÅXVIJ1eHHSIM Bin HOPMVI 6ioxiMi11HHX HOKUHVIKiB (l)YHK11ii netliHKH. CnocTepiraJ10cn crriül€e
TliÅBumeHH%piBHiB CVIPOBaTKOBHX TpaHcaMiHQ3 (6i11b111 Hi)K y 3 pa3H BV11ue BepxHb0i Mexi HOPMH, 1110

BVIHHKJIO 2 pum a60 6iJ1bme) y naui€HTiB, 51Ki 0TpPIMYBaJIH aTOPBaCTaTHH nim qac KJ1iHiHHVIX
ÅOCJ1iÅ)1CHb.

BYJIOgapeecTpoBaH0 OÅHH BVmaÅOK FliABML11eHHi HOKUHHKVI d)YHKUiOHaJ1bHVIX np06

CUM11TOMaMV1. HicJ151 3MeH111eHH51 A03V1, nepepBH y 3acTOCYBaHHiupenapaTY a60 11PH11HHeHH51 Moro
3aCTOCYBaHH51 piBHi TpaHcaMiH&3 r10BepTaJ11dC51 AO piBHiB nepem JliKYBaHH51Ma60 6JIU3bKO

d)YHKUiOHaJ1bHHX np06 neqiHKH JliKYBaHHS1arropBacTaTMH0M y MeH11_mx Å03ax.
IlepeÅ 51K p03F10HHHaTH rrepar1i}0 aTOPBaCTaTHHOM, peKOMeHÅY€TbCA 0TpMMaT1,1 pe3YJ1bTaTH
aHaJ1i3iB 1101€a3HHKiB (bepMeHTiB rreqiHK1d Ta P06VITHaHaJ1i3M FIOBTOPHO y pa3i KJ1iHiHH0i He06xiÅHocrri.
Hanxowrnvr piÅKicHi IlocTpeecTpauiväHi rlOBiÅOMJ1eHH}1 npo BH11aÅ1<H JleTaJ1bHOi Ta HeneTaJ1bHOi
neqiHKOB0i HeÅOCTaTHOCTi y nauieHTiB, 51Ki npv1üMaJ11,1 npenaparru rpynn CTaTVIHiB, y TOMY qucJ1i

aeropBacrraTHH. Y BvmaÅKY cepü03Horo ypaxeHH% neqiHKH 3 KJ1iHiHHVIMH CHM11TOMaMH

MäTepianaMlN
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rinep6iJ1ipy6iHeMic10 a60 >1COBTsmmqe10 HiA qac gacTOCYBaHH51 aeropBaceraTHHY' CJ1iJ1 HeraüY10

TIPHIIHHHTH JliKYBaHHfl. 511<1110 He BV13HaqeHO ajibRPHaTHBHOi eTi0J10rii, He CJ1iÅ 110BTOPHO
p03110t1HHX1'H Jli1CYBaHHS1npenapaT0M.
ATOPBaCTaTHH CJ1iÅ 3 06epOKHICT10 11PH3HaqaTH naniCHTt1M, 51Ki B)KHBa10Tb 3Hat1Hi KiJ1bKOCTi
a-Tll€orojllo Ta/a60 Mt110Tb B aE1aMHe3i 3aXBOPIOBaHHS1 neqiHKH. AeropBacTaTHH 111)0TH110Ka3aHHV1

aKTVIBHOMY 3aXBOP10BaHHinetliHKV1 a60 ceriüKOMY IliÅBHIUeHHi piBHiB neqiHKOBHX TpaHcaMiHa3
YleBiÅ0M0i eTionorii (AHB. P03ÅiJ1
Euc)0Kpuuna (Pymcuin

HOBiÅOMJIHJIH LIPO IliÄBHmeHHS1 piBH% HbA1c Ta K0Huewrpauii 1*J110K03V1 y cnpoBaT11i KPOBii-larrrue
3acTOCYBaHHiiHri6iTopiB EMF-KoA-peÅYKTa3H, y TOMY LIHCJ1i aeropBacrraTHHY.

CTCI'HI-IH nepe111K0Å)Ka10Tb cuwre3Y xonecerepvmy Ta TeopeTHt-1H0 MO)KYTb OCJ1a6J151TH cercpeui10

YlaÅHHPHHKOB03aJ103HHX Ta/a60 roHaÅHHX cTepoiÅiB. KJ1iHiMHi ÅOCJ1iJVICHH51 IIOKUUIVI, 11-10

arropBacrraTHH He 6uaj1bHY KOHLIeHTpaui10 KopTH30JIY VIJIUMM KPOBi Ta He 110111KOA)1CYC

AOCJ1iJVKYBaBC51y AOCTaTHbOi KiJ1bKOCTi naui€HTiB. HeBiAOM0, 51KVIM r-1HHOM npenapa•r BilJIHBae, Ta

B3araJ1i BliJIVIBae Ha cucereMY «cTarreBi y )KiHOK y
nepeÅMeH011aY3HHV1 nepi0Å. CJ1iJ1 6YTH 06epe)KHHM TIPH OÅHO%CHOMY gacTocyBaHHi npenapaTY
rpyllld CTaTHHiB 3 JliKaPCbKHMV1lipenapa•raMH, ILIO MO)KYTb 3HH)KYBaTV1 piBHi a60 aKTHBHiCTb
eHÅOreHHHX crrepoiÅHnx ropMOHiB, Tal<HMV1 51K KeTOKOHa30J1, ClliPOHOJ1aKTOHTa UVIMeTHAVIH.
3acmocygaunn nauichtmaM nicnn netgoc)aGHboeo incYJ1bmy a60 mpawumopnoi izuentiqnoi amcvcu
Y KJ1iHiHHOMYÅOCJ1imeHHi, Hill qac 51Koro aeropBaceraTHH y Å03i 80 Mr 3aCTOCOBYBaJIH naui€HTaM 6e3
imeMit1H0i XBOP06H cepu}l, SIKi MUIH B aHaMHe3i BHE1aÅ1<H iHCYJ1bTYa60 •rpaH3HTopH0i imeMiHH0i
arraKH npo-rnrorvl norrepeÅHix 6 MiC51UiB, cnocrrepiraJ1ac51 6iJ1b111a qacT0Ta mmaÅKiB reMopariHH01'0

iHCYJ1bTYy rpyrli raui€HTiB, 51Ki OTPHMYBUIH aTOPBaCTaTHH y Å03i 80 Mr 110PiBH51HO3 rpynoro
rrnaue60. qacT0Ta BH11aÅICiBJle•raJ1bH01'O reMoparitmoro iHCYJ1bTY6YJ1a110Åi6H010 B ycix rpyrrax
JliKYBaHHS1.qacT0Ta BH11aÅICiB HenerraJ1bHOro reMopariHHoro iHCYJ1bTY6YJ1a3HaHHO BHIIIOIO y rpyni
naui€HTiB, 51Ki OTPHMYBaJIV1 aeropBacTaTHH, nopiBH%H0 3 rpY11010 nnaue60. Åe51Ki noyaTK0Bi
xapaKTepncTHKH, y TOMY qncjli HUIBHiCTb BH11aÅKiB reMoparirmoro era JiaKYHapHoro iHCYJ1bTYIliÅ gac
BKJ110qeHHS1 no AOCJ1inxeHHS1, 6YJIH110B'%3aHi 3 BMIIIOIO qaCTOT010 BH11aÅKiB reMoparitmoro iHCYJ1bTY
y rpyrli nauieHTiB, SIKi OTPHMYBUIVI aeropBacTaTHH (AHB. P03ÅiJ1 peaKL1ii»).
He cnocmepiranocsl )KOÅHHX BiÅMiHHocrreV1 y 6e311eui Ta ed)eKTMBHOCTi rrpenapaTY Mi>K nauicHrraMH
BiKOM Bill 65 no 75 POKiBTa naui€H•raMH BiKOM Bill 75 POKiB, Talc caMO 51K He 6YJ10gapeecTpoBaH0
)KOÄHHX BiÅMiHHOCTeÜ y Bimr10BiÅi Ha JliKYBaHH51Mix nauieHTaMH JliTHbOro Biry era MOJIOÅIIIHMH
rraui€HTaMV1, nporre He MO)KHa BHKJ110qaTH 6iJ1b111YHYTJIHBiCTbÅe%KHX cTapmux nauieHTiB. OCKiJ1bKV1
cerap111Hü BiK (Bill 65 POKiB) e (baKTOPOM CXW1bHOCTi mo MionaTii, CJ1iÅ 3 06ep0KHicT10 111)M3HaqarrH

arroPBaCTaTHH JIIOÄSIM JliTHbOro BiKY.
Iletlimcoga nec)ocmanmicmb

ATOPBaCTaTVIHnporrnr101ca3aHHü naui€HrraM 3 aKTHBHHM 3aXBOPIOBaHHSIMneqiHKH, BICJ1ioqa10t1H ceriüKe
TliÅBmueHH51 piBHiB neqiHK0Bvrx TpaHcaMiHa3 HeBiÅOMOierrionorii (AHB. p03ÅiJIH

Ta BJ1aCTHBOCTi»).

nonoqatmcy nücyganun
ATOPBaCTC1'HHCJ1iÅ 3 06ep0KHicT10 rrpH3HaqaTH nauiCHTaM 3i CXVIJ1bHiCTIO P03BVITKY
pa6Å0Mi0J1i3Y. nonoqaTKY JliKYBaHH51CTC1'HHaMM y rrauieHTiB, CXMJ1bHHX no p03BHTKY pa6Å0Mi0J1i3Y,

Cilia BH3HaqaTH piBeHb KK IIPH:
-nopymeHHi (l)YHKL1ii HUPOK',

L11HTOBHÅHOi3aJ103W,

-CliaÅKOBHX p03J1anax M'*30BOi CVICTeMH y POÅHHHOMY a60 oc06HCTOMYaHaMHe3i;
-nepeHeceHHx y MHHYJIOMY BHIW11€ax TOKCHHHOPO BIIJIHBY CTaTVIHiB a60 (l)i6paTiB Ha M' 513M',

-rrepeHeceHux y MHHYJIOMY 3aXBOPIOBaHHSIX neqiHKV1 Ta/a60 B)KHBaHHi BeJIVIKHX KiJ1bKOCTeü

a-Ill€oromo.

AJ151 naui€HTiB JliTHbOro BiKY (Bin 70 POKiB) He06XiÅHiCTb 11POBeneHH% 03HaqeHHX 3ax0ÅiB CJ1iÅ
OLIiHIOBaTH3 ypaxYBaHH51M HUIBHOCTi iH111H,x (baKTopiB CXW1bHOCTi no P03BMTKY pa6Å0Mi0J1i3Y.
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FliÅBV11ueHHS1piBHS1 npe11apaTY y r1JIUMi KPOBiMO)KJIHBe, 30KpeMa, y pa3i B3a€MOAii Ta 3aCTOCYBaHHS1
oc06JIHBHM norlYJ151L1i}1MnauiCHTiB, y TOMY YMCJ1i naui€HTaM 3i cmaÅKOBHMV1 XBOP06aMH.
Y rraKHX BH11aÅ1€ax pelCOMeHÅOBaHO OUiHIOBaTH cr1iBBiÅHomeHH51 PV13VIKIB Ta MO)KJIVIBOi KOPHCTi Bin
Jli1<YBaHH51Ta IIPOBOÅHTH 1<J1iHiCIHHM MOHiTOPVIHrcrraHY nauiewriB. 511<1110 no noqaTKY JliKYBaHH51
pilWE1b KK 3Hat1H0 (BM11(e BepxHb0i Mexi HOPMM 6iJ1bL11 Hi)K y 5 pæ3iB), JliKYBaHH51
pognoqvmrarrvl He CJIIÅ.
Buntipjogcmnn pi6HA Kpeamumcincuu
I)iBeHb KpeaTHHKiHa3H He CJ1iÅ BH3HaqaTH IliCJ151 iHTeHCVIBHMX (l)i31dtmmx Ht1Barrra)1CHb a60 1-IPH
HUIBHOCTi 6YÅb-51KHXMO)ICJIVIBHX UlbTePHaTHBHHX lipuqHH IliÅBmueHH}1 piBH51 KK, OCKiJ1bKH ue MO)Ke

FliÅBmueH1151 KK (nepe13urueHH51BMH 6iJ1b111 Hi)K y 5 pagiB), TO qepe3 5-7 AHiB He06xiÅH0 11130BeCT1d
LIOBTOPHe BH3HaqeHHS1 AJ151 niÅTBePÅ)1CHH51 pe3YJ1bTamy.
Ilio) tlac Jlücygcmnn
Flaui€HTH HOBHHHi 3HaTH npo He06XiÅHiCTb HeraMH0 110BiÅOMJ1}1TH npo P03BVITOK 60J110 y M'513ax,

CYAOM CJ1a6KOCTi, OC06JIHBO KOJIM BOHH cyriPOBOÅ)KY10TbC51He3ÅPKaHH51M a60 rap51HK010.

Y pagi 11051BV1 unx CHMHTOMiB IliÅ qac JliKYBaHH%arropBacrraTHH0M He06xiÅH0 BH3HaLIHTH piBeHb KK y
Ilboro rraui€HTa. 511<1110piBeHb KK 3HaHHO IliÅBHIUeHHM (nepemnuye BMH 6iJ1b111 1--1i)K

y 5 pa3iB),
Jli1CYBaHHS1CJ1iA 11pvm1,1HHTH.
AOUiJ1bHiCTb11PH11VIHeHHR JliKYBaHH%CJ1iÅ TaKO)K p031'J151HYTH, 511<1110 IliLIBmqeHHS1 piBH51 KK He cnrae
11'51TMKpamoro nepeBM111eHHH BMH, Ule CHMIITOMH 3 60KY M'513iB MalOTb T51)KKHiä xapaKTep 'ra
1110ÅeHHO cera10Tb liput1HH010 HerlPH€MHVIX BinqymiB.
FliCJ151 3HVIKHeHH% CHMr1TOMiB Ta HopMaJ1i3a11ii piBH51 KK MO)KHa p03rJ151HYTH MO)KJIHBiCTb
BiÅHOBJ1eHH51 JliKYBaHEIS1aTOPBacmaTHHOM a60 noqarrrcy JliKYBaHHS1aJ1brrePHaTVIBHMM CTaTVIHOM 3a
YMOBH 3aCTOCYBaHH51 MilliMaJTbHOi MO)KJIHBOi Å03V1 npenapæry Ta peereJ1bHoro Harnqny 3a CTaHOM
naui€HTa.

JIiKYBaHH51arropBacrraTHH0M He06xiÅH0 VII)HIIHHHTH, 511<1110 cnocTepiraeTbc51 KJ1iHiHHO 3Haqyme
VliJ-(BHIUeHHS1 piBH51 KK (nepeBH11xeHH% BMH 6iJ1b111 Hix y 10 pa3iB) a60 y Burramcy BCrraHOBJ1eHH51
ÅiarH03 pa6Å0Mi0J1i3Y (YH e TliÅ03pa Ha P03BHTOK pa6Å0Mi0J1i3Y).
()önoqacne 3acmocvgaHHf13 iHULUMU JliRC12CbKUMUnpenapama»tu
PH3HK Mionamii Ta/a60 pa6Å0Mi0J1i3Y MO)Ke IliÅBM11-1YBarrvrcq rrpq OAHoqaCHOMY gacTocyBaHHi
iHri6iTopiB rME-KoA-peÅYKTUH (HarrpHKJ1aÅ, aTopBacTaTHHY) Ta nar1TOMi11H1-1Y(ÅHB. P03ÅiJ1

3 iH111VIMH JliKaPCbKHMH3ac06aMH Tail-lilli B3a€MOÅiM»). CJ1iÅ P031'J151HYTV1
MO)KJIMBiCTb TMMqacoBoro npH3YTIHHey-1HH 3aCTOCYBaHH51 JliKapcbKoro 3ac06y ATopBacTep0J1
naL1iCHTQM, 51Ki TIPHÜMa10TbÅar1TOMiLIVIH, 511<1110 TiJ1bKH KOPHCTb Bim 0ÅHoqacHoro 3aCTOCYBaHH% He

nepeBaxae pv13MK. 511<1110 0ÅHoqacHoro 3aCTOCYBaHH51 He MO)KHa YHMKHYTVI, CJ1iÄ KOHTPOJ110BaTV1
piBeHb KpeaTH1-1KiH&3H 2-3 pæu HarruxmeHb, a nauieHTH HOBMHHi nepe6YBaTH Him peTeJ1bHHM

PH3HK P03BHTKY pa6Å0Mi0J1i3Y riiÅBmuy€Tbc51 OÅHO%CHOMY 3acTocyBaHHi aTOPBaCTaTVIHY 3

ne51KHMH JliKaPCbKMMHnpenapaTaMM, 1110 MO)KYTb 36iJ1bmwrv1 KOHLIeHerpaUi10 aeropBacrraTHHY y 11JIUMi

KPOBi.Flpmcnmarvllå npenapaTiB e 110TPKHi iHri6iToppr CYP3A4 a60 rrpaHcnopTHmx 6iJIKiB:
LIMKJIOCTIOPHH, TeniTPOMiUHH, KJ1aPMTPOMiLIHH, nenaBipÅHH, CTMpmeHTOJ1, KeTOKOHa30J1,
BOPHKOHUOJI, iTpaKOHa30J1, nocaKOHa30J1, JleTepM0Bip Ta iHri6iTopH nporreag BIJI, y TOMY LIVICJ1i
pHT0HaBip, J1011iHaBip, aTa3aHaBip, iHÅMHaBip, napyHaBip, TM11paHaBip/pHT0HaBip. Mpu OÅHoqaCHOMY

3aC060MV1 ÅJI}I JliKYBaHHH renarrvny C (Hanpvwran, 60uenpeBipoM, TenanpeBipoM,
ej16acBip0M/rpuonpeBipoM, epHTPOMi11VIHOM, HiaUVIHOM a60 e3eTMMi60M rra1CO)K 3pocTae PM3VIK
BVIHHKHeHH51 MionaTiü. 511<1110 MO)KJIHBO, CJ1iÅ 3aCTOCOBYBaTH iH111i JliKapcbKi npenapærn (1110 He
B3a€MOÅiFOTb3 aTOPBaCTaTMHOM) 3aMiCTb BM11-1e3ranumx.
51KLL10He06xiÅH0 lipoB0ÅHTH OAHoqacHe JliKYBaHH51aeropBacTaTHH0M Ta 3ranaHHMH npenapaTaMM,
CJ1iÅ peTeJ1bHO 3BDKVITH KOPVICTb Ta PH3VIKH Bin 0AHoqacHoro JliKYBaHH}1.511<1110nauieHTn npnMMa10Tb

peKOMeHnyeTbC51 3HH)KYBaTH Å03Y aropBaceraTHHY no MiHiMU1bHOi. KpiM Toro, y pagi 3aCTOCYBaHH1
TIOTY>KHHX iHri6iTopiB CYP3A4 CJ1iÅ p03rJ1}1HYTH MOXJIMBiCTb 3aCTOCYBaHH51 MeH11_10i noqaTK0B0i
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1103M arropBaCTaTHYIY. TaK0)K peKOMeHÅYCTbCS1 Ell)0B0ÅHTH Ht1JIOKHHPi ICJ1iY1iHHHV1 MOHiTOPHHr cTaHY
LLHX nauiCHTiB.

ATOPBacrraTHH He MO)KHa 111)H3HaqaTM OAHOII&ICHO 3 (l)Y3HÅOB010 KHCJIOTOIO, 51K)' 3aCTOCOBYIOTb
CHCRMHO, a60 BIIPOÅOB)K 7 J111iB IlicJ151 11PH11HHeYIH51 JliKYBaHHS1(l)Y3HAOB010 KHCJIOTOIO. FlauiewraM,

SIKHM CHCrreMHe gacTOCYBaHH51 (l)Y3HÅ0B0i KHCJIOTH BBMa€TbC51 He06XiÅHHM, JliKYBaHHS1CTaTHHaMH
CJ1iJ1 TIPH3Y11HHVITH Ha BeCb nepi0J1 3aCTOCYBaHH51 (l)Y3HÅ0B0i KHCJIOTH. Y naui€HTiB, 51Ki OTPHMYBUIH

KHCJIOTY Ta CTaTHHH y K0M6iHauii, 6YJIM3apeecTpoBaHi BVIIWIKH pa6Å0Mi0J1i3Y (B TOMY

133a€MOÅiü»). Ilaui€HTY CJ1iÅ peK0MeHAYBt1TH HeraMH0 313epTarruc51 3a MennqH010 AOIIOMOFOIO y pa3i
BHHHKHeHHH 6YÅb-sncnxCVIM11TOMiB CJ1a6KOCTi, 601110 a60 60J1icH0i HYTJIHBOCTiy M' 513ax.
Tepa11i10 ceraTVIHaMV1 MO)KHa IIPOÅOB)KHTH qepe3 7 JIHiB FliCJ151 OTPHMaHH51 OCTaHHbOi 1103M (l)Y3HÅ0B0i
ICHCJIOTH.

3a BHH51TKOBHX 06crraBHH, KOJIH 110Tpi6He Å0Broc•rp0K0Be cucrreM11e 3aCTOCYBaEIH51 (l)Y3HÄ0B0i
KHCJIOTH, Harlpmcnan, ÅJ151 JliKYBaHH51TSI)KKHX He06xiÅHiCTb 0ÅHoqacHoro 3aCTOCYBaHHfl
npenapæry ATopBac•rep0J1 Ta (l)Y3HÅ0B0i KHCJIOTH cniÅ p03rJU1narrv1 TiJ1bKH B iHÅHBiÅYU1bHOMY
110135111K)' Ta 3J1iüCHIOBaTH IliÅ peereJ1bHHM Harj151AOM niKap}1.

IHrrePCTHUiaJ1bHaxBop06a JlereHiB
IliÅ qac JliKYBaHH51Åe51KHMH cerarr1dHaMH (OC06JIHBO IliJ1 yac TPHBanoro JliKYBaHHS1) 6YJIMormcaHi
BHH51TKOBi BH11aÅKH P03BHTKY iHTePCTHL1iU1bHOixBop06H nereHiB. VIP051BaMHIliei XBOP06H e

3aÅH111Ka, HerlPOÅYKTHBHMü Kamejlb Ta 3araJ1bHe noripmeHH}1 curor10HYT1*51 (IliABH111eHa
BTOMJ1fOBaHiCTb, 3HH)KeHH51 Macq Tina era raps1HKa). Y pa3i BHHHKHeHHH niÅ03pH Ha iHerepcTH11iaJ1bHY
xBop06y nereHiB CJ1iÅ IIPVIYIHHHTH JliKYBaHHS1CTC1'VIHaMV1.
Teparli}l npenapa•raMH 110BHHHa 6YTH OÅHVIM 3i CKJ1aÅOBMX KOM110HeHTiB
KOM11J1eKCHOi Tepanii ÅJ151 rraui€HTiB 3i 3Hat1H0 riiÅBmueHHMPV13HKOM P03BHTKY aTePOCKJ1ePOTH11Hnx
3aXBOPIOBaHb CYÅHH qepe3 rillepx0J1ecrrepHHeMi10. MeÅHKaMeHT03Ha Tepa11i51 peKOMeHÅyeTbC51 HK

A0110BHeH1-151 AO Åi€TH, KOJIM pe3YJ1bTaTY BiÅ AOTPHMEIHHSI Aiervr, 1110 06Mexye Hacmqeymx

>KHPiBTa xonecTepHHY, a rraKO)K Bin 3aCTOCYBaHH51 iH111mx YleMeÅVIKaMeHT03HVIX 3ax0ÄiB 6YJ10
HenocmaTHbO. IlauieHTaM 3 imeMiqH01-o XBop060i0 cep1151 a60 KiJ1bKOMa d)aKTOPaMH pv13HKY P03BMTKY
i111eMiHH0i XBOP06H cep1151 ITPHiiOMarropBacrraTHHY MO)KHa porgnoqaTH 0ÅHoqacH0 3

Ai€TH.
06Me01cennn 3acmocygaHHA
ATOpBaCTaTHH He AOCJ1iÅ>KYBaJIH3a YMOB, KOJIM OCHOBHMM BiÅXMJ1eHH51M Bim HOPMH 3 60KY
JlinonpoTeiHiB € riiJIBumeHH51 piBH51 XiJIOMiKPOHiB(THIIH I Ta V 3a OpeÅpiKcoHa).

3acmocygcmun y nepioD caeimnocmi a60 eoöyganunepyDDJ0.
Baeinmicmb.

ATOPBaCTaTHE1rrp0TH1101cuaHHii BariTHHM )KiHKaM Ta )KiHKaM, 51Ki MO)KYTb 3aBariTHiTH, OCKiJ1bKH He
BCTaHOBJ1eHa 6e311eyca Moro 3aCTOCYBaHH51 BariTHMM i HeMae 51BHOi Kopucrri
Jlir1iÅ03HH)KYBaJ1bHHX 11penaparriB y nepion BariTHocTi. OCKiJ1bKV1 iHri6iTopn rMr-KoA-peÅYK"ra3H
3HVDKYIOTb CVIHrre3 xonecTepHHY Ta, MO)KJIHBO, CHHTe3 iHL11VIX 6i0J10riHH0 aKTHBHHX pet10BMH, e

ATopBacTep0J1 CJ1iÅ IIPHIIUHHTH, 51K TiJ1bKH BCTaHOBJ1eHa BariTHiCTb (ÅHB. P03ÅiJ1
ArropBacTep0J1 npoTH110Ka-3aHMii BariTHVIM )KiHKaM, p03paxyHK0BHü (I)OHOBVIÜ pv13HK 3Hat1Hvrx

BPOÅ)ICHHX Ta BHKHÅHiB AJ151 BKagaH0i 11011YJ15111iiHeBiÄOMHÜ. Y 3araJ1bHiü 11011YJ15111ii
CLLIA P03paXYHKOBHÜ (I)OHOBHM PH31dK 3Hat1HHX BPOÅHCHVIX MUIb(bopMa1-1iü •ra BHKUÅHiB npn
KJ1iHiLIHO BH3HaHHX BariTHOCTnx CTaHOBHTb 2—4 % Ta 15—20 % BiÅ110BiÅHO.
IComnpauenuin
A-ropBacTep0J1 MO)Ke 3a13naBaTH 111KOL(V1 IIJIOJIY 3acTOCYBaHHiBariTH010 )KiHK010. )KiHKH

penpoÅYKTHBHoro BiKY MalOTb 6YTH npoi11(bopM0BaHi TIPO He06XiÅHiCTb ed)eKTHBH0i K0HTpauer1L1ii
Him yac JliKYBaHH}11-IHM npenapaT0M.
KJ1iHiHHi malli
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06Me)1QH1 ony6J1iK0BaHi naHi 06cepBa11iMHHx JlOCJ11JVKeHb, MeTaaHaJ1i3iB Ta KJ1iHiLIHMX BHIuaÅKiB
IIAOÅO 3ac•rocY13aHHs1 aeropBacTaTHHY KUIbUi10 He 1101<a3aJIH IliABH1ueHoro PH3HKY BVIHVIKHeHH51

BPO)VICHHX BHKHÅHiB.
HanXOÄHJIH piÅKicHi 110BiÅOMJ1eHH51npo 13ponxeHi aH0MaJ1ii r1icJ151 BHYTpi11_1Hb0YTp06H0i erccr103H11ii
iHL11HX iHri6iTopiB rME-KoA-peAYKT&3H. FIpocneKTHBHe cnocerepe)1QHH51 HPV16JIH3HO100 BH11aÅKiB
BariTHOCTeF1 y )KiHOK, 51Ki JliKYBaJIHCHCHMBac•raTHHOM 1114 JlOBaCTaTVIHOM, r10KuaJ10, 1110 qacTo•ra

BM11aÅKiB ar10MaJ11V1 BHKHAHiB BHYTPiL11HbOYTP061-1MX11J10Jta, Ta
CMePTeWMePTBOHaPOJ1)1CHb He nepeBM111YBaJ1a qaCTOTM, oqiKYBaH0i garaJ1bH0i norlYJ1%11ii.
KiJ1bKiCTb BHr1aAKiB e AOC'raTHb010, 11106 BHKJIIOMHTH 3-4-KpaTHe IliÅB1,rmeHHS1 BPOJüCHHX aHOMaJ1iÜ

P03BHTKY 11J10Åa HOPiBH51HO3 (I)OHOBOIO qaCTOT010. Y 89 % BariTHHX, 3a Benn npocneKTPIBHe
cnocTepe)1CHY151, Jli1CYBaHHS111penapaT0M pogr10HHHaJ10CS1 no BariTHOCTi Ta rrpHFIHH51J10cq HiA qac
I erpHMecrrpy IliCJ151 BH}1BJ1eHH51 BariTHOCTi.
Ilepioö eoÖycsaHH51 epyöÖ10
ATopBacTep0J1 npoTM110KagaHHii y nepi0Å 1*0AYBaHH51 rpymyo. BiÅcYTH}1 npo BIIJIVIB

11penapaTY Ha AHTHHY, roÅY10Tb rpymuo, a60 Ha JlaKTaUi10. HeBiÅOM0, 11POHHKa€
aeropBacTaTHH y rpYAHe MOJIOKO, OAHa1C BiÅOMO, He13eJIVIKa KiJ1bKiCTb iH1110ro JliKapcbKoro

npewaparry Ilboro KJ1acy 11p0HHKa€ y rpYÅHe MOJIOKO', aTopBacrraT1dH npncYTHiü y MOJIOL1imypiB.
OCKiJ1bKH cu-arrvmn TIOTeHuiÜH0 3maTHi CIIPHHVIHHTVI cepM03Hi He6axaHi peaK11ii y HeMOBJ151T, SIKi
3HaXOA}1TbCS1 Ha rpYÄH0MY ronYBaHHi, )KiHKaM, 51Ki rrorrpe6Y10Tb .J1iKYBaHH%aTOPBaCTaTHHOM,He CJ1iÅ
roÅYBaTH rpyæuo (AHB. P03ÅiJ1

3Danmicmb gnnugamu na uzguDKicmb pecucuii npu RepygaHHi agmompancnopmo»t a60 iHUIUMU
Mexani3»tayuu.
BEIJIHB Ha IMBVIÅKiCTb peaKL1ii Him qac KepYBaHH51 aBTOTpaHcr10PTOM a60 p060TV1 3 iHL11HMM
MexaHi3MaMH Ele3Hat1H1dM.

Tinepniniöe»tin (zenaeponæonma ci»teÜHa ma neci»teÜma) i 3Mituaua Ducniniöe»tin (mun Ila ma 11b 3a
RJIacud)ücauic10 Øpeöpüccona)
PeKOMeHAOBaHa noqaTK0Ba Å03a aTopBacTaTHHY CTaHOBHTb 10 a60 20 Mr 1 pag Ha Å06y. AJ151
rraqi€HTiB, 51Ki r10Tpe6Y10Tb 3HaHHoro 3HV1)1CHH51 piBHH xonec-repHHY JIFIHLI_I (6iJ1bme Hix Ha 45 %),
Tepar1i10 pomoqarrvr i3 Å03 40 MP 1 pa3 Ha Å06y. Å030BVIMAia11U0H npenapæry 3HaXOÅHTbCS1 y
MOKax Bin 10 no 80 Mr I pag Ha n06y. ElpenapaT MOXHa lipuüMarrv1 pa30B010 1103010 y 6YÅb-AKi
rOÅHHV1, HegaJIOKHO Bill npHPi0MY bKi. IloqaTK0Ba Ta VliÅTpMMYBaJ1bHi Å03V1 riper1apaTYCJ1iÅ IliÅ6nparrn
illÅHBiÄyaJ1bH0 3aJ10KHO Bin Merrid JliKYBaHH%Ta BiÅ110BiÅi. FIicJ151 rroqaTKY JliKYBaHH51Ta r1iCJ1%
THTPYBaHHS11103M aTopBacTaTHHY CJ1iA npoaHaJ1i3YBaTH piBHi Jli11iÅiB npoT511'0M nepiony Bim 2 no
4 TVDKHiB i BiÅFIOBiÅHHM HVIHOM BiA1<opmrYBaTH Å03Y.
Femeponæonma ciMeÜma einepxonecmepune»tin y nayi€Hmi6 Dumnqoao 6iKY (10-17PORi6)
PeKOMeHÅOBaHa noqaTKOBa 1103a npenaparry CTaHOBHTb 10 Mr/Å06y; MaKCVIMU1bHa peKOMeHÅOBaHa

20 Mr/Å06y (A03H rrpellapaqy, 1110 IlepeBVIL1_1Y10Tb 20 MP, y Lliü rpyrli naui€HTiB HeÅ03a
ÅOCJ1iÅ>KYBUIH). 1103M npenaparry CJ1iÅ IliÅ6vrpaT1,1 iHÅHBimyaJ1bHO BiÅ110BiÅHO no peKOMeHÅOBaHOi
Merrm JliKYBaHHS1.KopurYBaHH51 Å03H CJ1iÅ IIPOBOÅHTVI 3 iHTePBaJIOM4 TH)KHi a60 6iJ1b111e.
T0M03ueonma cimeüua ainepxonecmepune»tin
noga npenaparry ÅJISI naui€HTiB 3 roM03mr0TH010ciMeÜHOY0 rillepx0J1ecTepMHeMie10 CTaHOBVITb Bin
10 80 Mr Ha n06y. ATopBacTarrv1HCJ1iÅ3aCTOCOBYBaTH 51K A0110BHeHH51 mo iH111v1x ri110J1ir1ineMiqHmx
MeTOÅiB JliKYBaHH51(HanpMKJ1t1Å ad)epe3 JITIHIII) a60 51K OCHOBHY Tepar1iK), AKLI_IO ri110J1i11imeMiHHi
MeTOÅH Jli1CYBaHH51HenocTY11Hi.
ODHoqacna einoniniöe,uitma mepanin
ATOPBaCTaTHH 3acrroc0BYBaTP1 3 ceKBeCTPaHTaMH )KOBHHVIX KHCJIOT. K0M6iHaui10 iHri6iTopiB
rIMF-KoA-peÅYKTa3v1 (CTaTHHiB) Ta (l)i6paTiB CJ1iÅ 3araJ10M gacTOCOBYBaTV1 3 06epe)KHicTK) (ÅHB.
p03ÅiJIH 3 iH111HMH JliKaPCbKVIMH3ac06aMH Ta iH111i BHAVI
B3aeM0ÅiM»).
J(03Yff1h1h1A DJIA nayicmni6 3 nopyuueHHAJM d)YHRUii nupoK

Ygrom«el-10 3 MatepianaMh

peecTpalAiVIHoroAOCb€
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3aXBOPIOBaHH51HMPOK He BliJIHBae Hi Ha K0HuewrpaL1ii y 11JIUMi KPOBi, Hi Ha 3HV1)1CHHfl piBH51

xonecTepHHY JIFIHIII gacTOCYBaHHi aTopBac«raTHHy•, OT)Ke, KopurYBaHH51 1103M 11penapaTY
llaui€HTiB 3 nopymeHH51M (l)YHKL1ii HHPOK He 110Tpi6He (ÅHB. p03ÅiJIH «OC06JIMBOCTi
«cbapMaK0KiHeTHKa»).

DJIA nauicnmi6, AKi npuÜNta10111b WIKJ10cnopun, Knapumpontiuun, impawua30J1, nemepM06ip
a60 Demci iH2i6imopu npomea3
CJ1iÅ YHHKtaTH IliKYBaHHS1 aTOPBacrraTMHOM nauieHTiB, 51Ki 111)HüMa10Tb LIHKJIOCHOPHH, iHri6iTopH
111)0Tea3H BIJI (THIIpaHaBip + pwroHaBip) a60 iHri6iTop nporrea3P1 Bipycy rer1aTHTY C (erenanpeBip).
ATopBacrraTHH cniÅ 3 06epe)KHicT10 npH3HaqaTH nanieHTaM 3 BIJI, 51Ki 11PVIÜMa10Tb Jlor1iHaBip +
pwroHaBip, 'ra 3aCTOCOBYBaTV1 y HaMHH)1C11iÜ He06xiÅHi1Y1 A03i. nauieHTiB, 51Ki rrpvrMMa10Tb
KJ1aPHTPOMiLIHH, iTpaKOHa30JI, Ta rraui€HTiB 3 BIJI, 511<i rlPHMMa10Tby K0M6iHa11ii caKBiHaBip +
pHTOHaBip, napyHaBip + pHT0HaBip, (bocaMnpeHaBip a60 (bocaxmpeHaBip + puT0HaBip, TepaneBTHLIHY

aTopBacTaTHHY' CJ1iÅ 06MOKHTH 1103010 y 20 MP, rraKO)K peKOMeHny€TbCfl IIPOBOÅVITH HU10KHi
KJ1iHiMHi 06CTexeHHS1 AJ151 BH3HaqeHH51 HaMMeH1110i He06xiÅH0i 1103M arropBacTaTHHY.ÅJ151naqi€HTiB,

npmüxnaycyrb iHri6iT01)H npoTea3H Bipycy C en6acBip/rpa3011peBip 0ÅHoqacH0 3

aTOPBacrraTHHOM, noga aTOPBacmaTHHY He 110BHHHa nepeBH111YBaTH 20 MI'/Å06y (ÅHB. p03ÅiJ1
«OC06JIHBOCTi Ta 3 iH1_11VIMH JliKaPCbKVIMH3ac06aMV1 Ta iH111i BHAVI
133aCM0ÅiÜ»). ÅJ151 nauieHTiB, SIKi LipniiMa10Tb iHri6iTop nporrea3H BIJI Hejld)iHaBip a60 iHri6iTop
nporrea3H Bipycy renarrvny C 6011enpeBip, JliKYBaHHS1arropBacrraTMH0M CJ1iÅ 06Me)KMTH Å030i0
40 Mr, TalCO>K pelCOMeHny€TbC51 rrp0BeneHH51 BiÅ110BiÅHHX KJ1iHiHHHX 06CTe)1CHb AJ151 BH3HaqeHH51

HaMMeHILIOi He06xiÅH0i Å03M aTopBacTaTHHY (AHB. p03ÄiJ1 Ta

J(imu.
Femeponæomua ciyueüma einepxonecmepuue,uin
Be311eKa Ta ed)eKTHBHiCTb gaCTOCYBaHH51 rlper1apaTY ATopBacTep0J1 BCTaHOBJ1eHi AJ151 ÅiTeü BiKOM Bin
10 no 17 POKiBi3 reTep03H1'0TH010 ciMeiiH010 rinepx0J1ecTepHHeMi€10 51K Å0110BHeHH51 no ni€TH ÅJ151
3YIV1)1CHH51 garaJ1bHoro xonecrrepvmy, piBH51 JIFIHLLI Ta piBH51 anoJ1inonpoTeiHY B, KOJIM IliCJIA
aneKBaT110i crip06H Åi€T0Tepanii BiÅ3Haqa10Tbcfl.•

XOJ1eCTePHH JIMI-III-1 190 Mr/ÅJ1 (4,91 MMOJ1b/J1) a60
xonecrrepv1H JITII-II_U 160 Mr/ÅJ1 (4, 14 MMOJ1b/J1) i
y ciMeMHOMYaHaMHe3i HUIBHa ciMeüHa rinepx0J1ecTepv1HeMi% a60 paHHi cepueBo-cYÅHHHio

3aXBOPIOBaHHS1 y pommqiB nepmoro a60 npyroro ceryneHH a60
npncyTHi ABa a60 6iJ1b111e iHL11i PH3HKY cepueB0-cYÅMHHmx 3aXBOPIOBaHb.

110KæaHH51 AJ151 3aCTOCYBaHHfl npenapaTY ATopBacTep0J1 IliÅTBepÅ)1GHe Ha OCHOBi AOCJ1iÅ)1CHb:
• rrnaqe60-KOHTPOJ1bOBaHe KJ1i11it1He ÅOCJ1iÅ>1CHHATPHBaJ1iCTIO6 MiC51L1iB3 yqacT10 187 xnor111iB 'ra
ÅiBqaT HicJ151 noqaTKY MeHcTpyaL1iii BiKOM BiÅ 10 no 17 POKiB. Vlaui€HTM, 51Ki orrpHMYBaJ1k1
JliKYBaHH51liper1apaT0M ATopBacTep0J1 y Å03i 10 Mr a60 20 Mr IIIOÅH%, Mann 3araJ10M r10Åi6Huii
npod)illb He6axaHHX peaKL1iü no rraKoro y nauieHTiB, OTPVIMYBUIH 11J1aue60. Y 11bOMY
BY3bKOMY KOHTPOJ1bOBaHOMY ÅOCJ1iÅ)1CHHi He 6YJ10BH51BJ1eHO 3Haqymoro BIIJIMBY rlper1apaTY Ha
piCT a60 cTaTeBe Å03piBaHH51 xnonuiB a60 Ha TPVIBaJ1iCTbMeHCTPYU1bHOro UHKJIY y ÅiBqaT•,

• Tpmpit1He BiÅKpwre HeKOHTPOJ1bOBaHe ÅOCJ1inxeHH51 3 yqacno 163 Airreü BiKOM Bim 10 no 15 POKiB
i3 reTep03mr0TH010 ciMeMH010 rinepx0J1ecTepHHeMi€10, ÅJ151 AKHX TliA6vrpaJIH Å03Y AJ151

mocnrHeHH51 uiY1b0Boro piBH51 xonecTepHHY JITIHIII < 130 MP/ÅJI (3,36 MMOJ1b/J1). Begnerca Ta
ed)eKTHBHiCTb 3acrrocYBaHH51 nperlapa•ry ATopBacTep0J1 lipu 3HH)Ke1--1Hi xonecTepMHY JIFIHII(,

npaBMJ10, BiÅ110Bina10Tb110Ka3HUKaM, HKi cnocTepirumc51 y mopocmx naui€HTiB, He3Baxa10qv1 Ha
06Me)1CHH51 11J1aHY HeKOHTPOJ1bOBmoro ÅOCJ1iÄ)1CHH51.

He06xiÅHa XliB%T IlicJ151 IloqaTKY MeHcTpyauiü 1110Å0 K0HrrpaqeHL(ii, AKIUO ue ÅopeqH0
ÅJ151 nauieHTa.
ÅOBFOCTPOKOB0iecheKTHBHOCTiTepanii npenapaT0M ATopBacTep0J1, por3110qaT0i B AVITHHCTBi AJ151
31MeHmeHH51 3aXBOPK)BaHOCTi Ta JleTU1bHOCTi y ÅOPOCJIOMY Billi, He BCTaHOBJ1eHO.

Y3roaxeH0 3 MaTepianaMu
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Begnel€a Ta ecbeKTHBHiCTbTeparlii npe11apaT0M ArropBacTep0J1 He BC'raHOBJ1eHa Airreü BiKOM no
10 POKiB i3 re-rep03nr0TH010 CIMeüH010 rirrepxonecrrepvmexlicro.
F0M03uzomna cimeüna ainepxonecmepunemifl
KJ1iHiCIHa npewaparry y Å03ax no 80 ME/n06y 11POT51FOM I poKY 6YJ1a ouiHeHa y
YleKOHTPOJ1bOBaHOMY AOCJ1iÅ)1CHHi y naui€HTiB i3 rOM03WOTH010 ciMeÜH010 rinepxonecTepHHeMic10,
no *Koro 6YJ10BICnroqeHO 8 nirreii.

TIepeD03J,'6annn.

JliKYBaHHS1nepen03YBaHH51 arropBacTaTHH0M Heyrac. Y BH11aÅKY nepeÅ03YBaHH51
naui€HTa CJ1iÅ JliKYBarrq CUM11TOMaTWIHO, He06xiÅHOCTi 3aCTOCOBYBaTH riiÅTPHMYBaJ1bHi3ax0ÅM.
qepe3 BMCOKHii CTYf1iHb3B '513YBaHIU1rrpenaparry 3 6iJIKt1MH TIJIUMH KPOBiHe CJ1iÅ OtliKYBaTH3HaHHoro
IIOCHRHHSI KJ1ipeHcy arropBacTaTHHY3a Å0110Mor010 reM0ÅiaJ1i3Y.

Tloöiqni petucqii.
HaM6iJ1b111 nomnpeHVIMV1 He6axaHHMV1 peaK11i}1MH y naui€HTiB, OTPHMYBUIH JliKYBaHH51
aTOPBaCTaTHHOM, 1110 TIPH3BOÅHJIV1 no MPH11VIHeHH51 3aCTOCYBaHH51 npenapaTY i •rpa11JMJIHC51 3

qaCTOT010 BHLUOIO, Hi)K y rpyrli 11J1aue60, 6YJ1n: Miurifl, niape;l, HYÅoera, IliÅBnmeHHS1 piBH51
anaHiHaMiH0TpaHc(bepa3H (AJIT) Ta neqiHKOBHX (bepMeHTiB.
Y naui€HTiB, 51Ki OTPHMY'BaJIH JliKYBaHH51aTopBacrraTHH0M, HaMqacTime cnocTepirumc51 Ttuci
He6axaHi pearcuii (He3aJ10KH0 Bill npHLIHHHoro 3B'*3KY): HU0(bapHHriT, apTpaJ1rin, niapen, 6iJ1b y
KiHuiBKax rra iH(beKL1i51 ceHOBUBiAHHX 111JISIXiB.

noiH111uxHe6axaHMX peal<L1iü, HanexaTb:
3azaJ1bHi nopyuænnn.• BiÅ11Y'1T}1HeuyxaHH51, nipeKciY,

XOJ1ecTa-3,mvrcnenciw,
3 60K)' cjcenenmo-M 'A3060i cucmeMu.• M 'fl30BO-CKeJ1eTHMÜ 6iJ1b, IiiÅBULLteHaBTOMJ1}OBaHiCTb M'513iB,
6iJ1b y Illui, Ha6pmcaHH% cyrJ106iB, pogpHB M'%3iB, TeHÅMHonaTi51 (iHOÅi YCKJ1aÅHeHa P03PHBOM
CYXO)KHJIJISI), M'5130Bi cna3MH, BOBqaK0110Åi6HHÜ CHHÅPOM', qacT0Ta HeBiÅ0Ma — MiacTeHiH rpaBic.
3 60K)' Mema60ni3MY ma xapqygajmn.• riiÅBnmeHHS1 rrpaHcaMiHa3, BiÅXHJ1eHHH Bim HOPMH
(l)YHKL1iOHU1bHHX np06 neqi1•1KH, IliÅBnmeHH51 piBHH JIPKHOi (boccl)aTUH B KPOBi,
aKTHBHOCTi rineprJ1iKeMiw,
3 60K)) nepgogoi cucmemu.• K0111MaPHiCHOBHÅiHH%, 6e3COHHn;
3 60K)) DuxaJ1bH0i cucme»tu: HOCOBa Kp0B0Teqa;
3 60K)' utKipu ma ii npuDamRi6.• KP011HB'51HKa;
3 60K)' opeaHi6 30py: HeqiTKiCTb 30py, nopymeHH}1 gopy;
3 60K)' opaanig cnyxy ma pi6Hogaau.• 111YM y Byxax;
3 601cy ceqocmamegoi cucme»tu: JleMK011HToypiY,
3 60RypenpoDycmugnoi cucme»tu ma MOJIOWIUX 3"03.• riHeK0MacTi%.
I-IacT0TYBHHHKHeHHS1 1106i11HHx peaK11iü BH3Haqærm TaKHM IIHHOM: qacTi (> 1/100, < 1/10); HeqacTi
(> 1/1 000, < 1/100); piÅKicHi (> 1/10000, < 1/1000); HaÅ3BuqaÜH0 piÅKicHi (< 1/10000).
3 60KYHep€060i cucme»tu.• qacTi: I*OJIOBHVIÜ 6iJ1b; HeqacTi: 3anaMopoqeHHH, rrapecTe3i51, rinecTe3iH,
mucreB3i51, aMHe3iY, piÅKicHi: nepH(bepMHHi Heüponarrii.
3 60KY'ZUJIYHR060-KUUIR06020 mpajcmy: qacTi: 3anop; HeqacTi: namcpeaTHT, 6JIYOBaHH51.
3 60K)) CKenemH0-M '"3060? cucme»tu ma cnonyt1H0i mcanzmu.• qacTi: 6iJ1b y cyrJ106ax, 6iJ1b y cr1HHi;
piÅKicHi: MionaTi%, Mi03nrr, pa6Å0Mi0J1i3.
3aaaJ1bHi nopyuænnn.• I-leqacTi: acTeHi51, 6iJ1b y rpynnx, nepvrcbepnqili Ha6p51KM, IliÅBM1ueHa
BTOMJ110BaHiCTb.

Tlopyuænnn Mema60ni3MYma xapqygawtn: HeqacTi: ri110PJ1i1CMi51, 36iJ11,meHHS1 Macq TiJ1a, aHopeKciH.
3 60RYnetlimcu ma 01cogquoeo Mixypa: HaÅ3BnqaMHO piÅKicHi: neqiHKOBa HeÅOCTaTHiCTb.
3 60RY uncipu ma cnonyqnoi rmcanunu: 111KiPHi BMCI,maHH51, cBep6i)K, anneuiw, piÅKicHi:
aHri0HeBp0THt-1Hv1ü 1--1a6PflK, 6YJ1b03HVIÜnepMaTHT (y TOMY qvrcni MYJ1bTH4)OPMHa epmeMa), CVIHÅPOM

Ta TOKCHHHHÜ eniÅePMU1bHHüHeKp0J1i3, JlixeH0iÅHa peaK11i51, cnpnqv1HeHa
JliKaPCbKHM3ac060M.

Yaroaxep,ö 3 Mätepianaw,t;
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3 60K)' c)uxaJ1bH0i cucmentu, opeanig epyÖnoi RJIinncu ma cepec)ocminnn: qacmi: 6iJ1b y ropJ1i Ta

ropTaHi.
3 60K)' cyc)un.• pillKicHi: BaCKYJ1iT.
3 60K)' cucmeMu RP06i ma JliNtØamuquoi cucmentu: piAKicHi: Tp0M6011HToneHi51.
3 60RY imynnoi cucme,uu: qacTi: aneprit1Hi peaK11ii; HEIÅ3BHqaäHO piÅKicHi:
3 60K)' opeani6 30py.• HeqacTi: 3aTYMaHeHH51 30py; qacT0Ta HeBiÅOMa — OtlHa MiacTeHi51.
3Minu pe3YJ1bmami6 na60pamopnux anani3ig: yacTi: BiÅXHJ1eHH51pe3Y11btrarriB (l)YHKUiOHU1bHHX TIP06
neqiHKH, IliÅBHmeHH}1 aKTHBHOCTi KPOBi; Heqacrri: 1103HTHBHHIY1 pe3YJ1brra•r
{IHaJ1i3YHa BMiCT neÜKOUHTiB y ceqi.
51K i gacTOCYBaHHi iH111HX iHri6iTopiB rMr—KoA-peÅYKTUH, y nani€HTiB, 51Ki TIPHVIMUIH
aTOPBac•raTHH, cnocTepir&TIM IliÅBvmxeHH51 aKTHBHOCTi TpaHcaMi11a3 cupoBarrKH KPOBi. Lli 3MiHV1
3C3BHqaVr 6)'JIH CJ1a6KO BHPaxeHVIMH, THWIaCOBMMH Ta He 110Tpe6YBaJIH BTpyqaHH51 a60 JliKYBaHHS1.
KJ1iHi11H0 3Hat1Y111e YliÅBHmeHHS1 aKTHBHOCTi TpaHcaMiHa3 KPOBi(nepeBHLL1eHH}1 BepxHb0i
Mexi HOPMH 6iJ1b111 Hi)K y 3 pun) cnocTepiraJIH y naui€HTiB, 51Ki TIPHÜMUIVIarropBacTaTHH. Lle
IliÅBmmeHEIS1MUIO xapawrep Ta 6YJ10060POTHHMy BCix naui€HTiB.
Y ÅeSIKHX naui€HTiB, 51Ki rrpHiiMaJIH aeropBacTaTHH, cnocTepiraJIH 3pocrraHH51 aKTHBHOCTi KpeaTHH-
KiHa3V1 CVIPOBaTKH KPOBi, 1110 6iJ1b1L1 1-lix y 3 pa3H nepeBH111YBaJ1a Bepxmo MOKY HOPMH. Lle SIBVIL11e
cnocTepiraJ10c51 3acTocyBaHHi iH111nx iHri6iTopiB r B iH111HX
naui€HTiB, OTPVIMYBaJIH aTOPBaCTaTVIH, cnocTepirumcfl piBHi, 1110 nepeBH111YBaJIH Bepxmo MOKY
HOPMH 6iJ1b111 Hix y 10 pa3iB.

E106iHHi peaKL1ii, 51Ki BHHVIKJIH rliÅ yac KJ1iHiCIHHX AOCJ1iÅ)KeHb: iHcbeKL1i51ceti0BHBiÅHoro TpaKTY,
11YKp0BHV1 Åia6eT, iHCYJ1bT.
Y AOCJ1inxeHHi ASCOT nauicHTH OTPHMYBaJIH JliKYBaHHS1arropBac•raTMH0M y Å03i 10 ME 1110ÅeHHO
a60 maue60, 6e3T1eKH Ta liepeHocHMocTi npe11apaTY rpylll,l naui€HTiB, 51Ki orrpHMY'BaJIH

aTopBacrraTHH, 6YBrlOPiBHSIHHM3 rraKVIM y rpyni FIJIaue60.
Y AOCJ1iÅ)KeHHi CARDS rrauieHTHOTPHMYBUIH JliKYBaHH%aTOPBaCTaTUHOM y Å03i 10 MP Ha Å06y a60
LIJIaue60 — He cnocrrepiranoc51 )KOÅHOi pi3HM11i y garaJ1bHiü qacT0Ti He6axaHMX peaK11iü a60
cepü03Hprx He6axaHHX pearcuiü Mi)K rpynaMH. lipo BH11aÅKV1 pa6Å0Mi0J1i3Y He 110BiÅOMJIWIH.
Y ÅOCJ1iÅ)1CHHi TNT y nauieHTiB 3 KJ1iHiHHO BHPaxeH010 illieMi11H010 XBop06010 cepllfl, 51Ki

OTPHMYBUIH aTopBacrraTHH y 1103i 10 Mr Ha Å06y a60 aeropBaCTaTMH y Å03i 80 Mr Ha n06y,
cnocTepiræmc% 6iJ1b111 cepü03Hi He6axaHi peaKL1ii Ta Bl,maÅKV1 npnm,1HeHH51 3aCTOCYBaHH51 npenaparry
qepe3 He6a)KaHi peaKL1ii y rpylli nauieHTiB, 51Ki 0TpHMYBanv1 BVICOKi Å03H aeropBacTaTHHY nopiBH51H0 3

rpynoro rrauieHTiB, 51Ki OTPVIMYBaJIH HH3bKi A03V1 riperlapæry. CTiüKi IliÅBH111eHH% piBH51 •rpaHcaMiHa3

(y 3 pa3H a60 6iJ1b111e BHILIe BepxHb0i Mexi HOPMH Åiana30HY, ÅBiqi BIIPOÅOB)K 4-10 ÅHiB)
cnocTepiraJIHc}1 y nauieHTiB, 51Ki orrpHMYBaJIH aTopBacrraTHH y Å03i 80 Mr Ta 10 Mr. IliÅBmueHH51
KpeaTHHiHKiHa3H (y 10 pa3iB a60 6iJ1bme BHIue BepxHb0i Mexi HOPMaJ1bHOro niana30HY) 6YJIH
3araJ10M HV13bKHMH, aJ1e 6YJIH BHLLIVIMVI y rpyrri nauieHTiB, 51Ki OTPHMYBaJIV1 BHCOKi Å03H
aTOPBacTaTHHY,110PiBHSIHO3 rpynoyo naui€HTiB, 51Ki 0Tp1dMYBaJIH HH3bKi A03V1 aTopBacTaTHHY.
Y AOCJ1inxe11Hi IDEAL He cnocrrepiranoc}l )KOÅHOi BiÅMiHHOCTi y 3araJ1bHiii qacTOTi Yle6axaHHX
peaKL1iü a60 cepü03HHX He6axaHVIX peaycuiü Mix rpynaMH.
Y ÅOCJ1iÅ)KeHHi SPARCL 3 yqacT10 rraui€HTiB 6e3 KJ1iHiqHO BHpaxeH0i imeMiHH0i XBOP06Hcep1V1, aJ1e
3 HUIBHiCTIO B aHaMHe3i iHCYJ1bTYa60 rrpaH3wropH0i imeMiHH0i array-cn (TIA) npoTW0M norrepeÅHix
6 MiC51UiB, 51Ki 0TpVIMYBaJIH aeropBac•raTMH y A03i 80 Mr a60 nnaue60, cnocrrepiraJ1ac51 BH111a qacT0Ta

Mexi HOPMH Åiana30HYABiHi BIIPOÅOB)K 4-10 ÅHiB) y rpyni naui€HTiB, 51Ki OTPHMYBUIH aeropBacrraTHH,

BepxHb0i MOKi HOPMVI) 6YJIH piÅKicHHMH, ajle cnocTepirumc51 qacTime y rpyni rrauieHTiB,

OTPHMYBaJIH aTOPBacTaTHH, Hix y rpyrli 11J1aue60. I-IYKp0BHM Åia6eT 6YB 3apeecTp0BaHHü AK
He6axaHa peaycui}l y naui€HTiB y rpyni, 1110 OTPHMYBana arropBacTaTMH, Ta y naui€HTiB y rpyni
11J1aue60 (ÅHB. P03AiJ1 3aCTOCYBaHHn»).
PerrpocneKTHBHVIM aHaJ1i3 upcueMOHCTPYBaB, ILIO aTopBacrrarrm-1 y Å03i 80 Mr 3MeHLLIYBaB qacT0TY

11J1aue60.

Y3roaxeH0 3 MaTepianaMh;

peecTpauihHoroAOCbe
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3Hat1Y111HxBiAMiHHocrreii Mix rpywaMH Jli1<YBaHH513a 1101<a3HH1€aNIV1 neTU1bHOCTi 3 ycix IIPHHHH He
cnocTepiraJ10c51. qacTHHa naui€HTiB, 51Ki 110MepJIH He yepe3 cepueBo-c)'AHYIHY narronorilo, 6YJ1a
qnceJ1bHO 6iJ1b111010 y rpyrli naui€HTiB, HKi OTPHMYBUIVI aTopBacTaT1dH y Å03i 80 Mr, Hi)K y rpymi
[IJIaue60.

nocmpeccmpauiünoeo 3acmocygc1H11A npenapamy.
Elporrnrorvl nocrrpeecTpa11iüHoro 3aCTOCYBaHH51 arropBacTaTMHY 6YJIH BHSIBJ1eHi HH)Kqe3a-3HaqeHi
Ele6a)KaHi pearcuii. OCKiJ1b1CU TIPO ui peaycuii rlOBiÅOMJ151JIV1Ha Å06POBiJ1bHiM1OCHOBi, a p03Mip
11011YJ151L1iinauieHTiB HeBiÅOMHÜ, He 3aB>KÅV1 MO)KJIHBO AOCTOBiPHOOLIiHHTH ix tlacTOTY a60
BCTaHOBVITV1TIPHqHHHO-HaCJ1iÅKOBVIÜ 3B 'H301C i3 gaCTOCYBaHHflM nperraparry.
noHe6a)1€aHHX pemcuivi, 110B'513aHHX i3 JliKYBaHHSIMaTOPBacrraTHHOM, gapeecmp0BaE1ux IlicJ151 BHxomy
11penapaTY I-la PHHOK, He3aJ1e)KHO Bin OlliHKH ITPVIHHHHo-HaCJ1iÅKOBoro3B'S13KY, I-IU1e>KaTb peaKL1ii:

aHri0HeBp0TMt-1HHii Ha6P51K, 6YJ1b03Hi BUCHHaHH51 (y TOMY tlHCJ1i eKcynaTHBHa
epv1TeMa, CHHÅPOM CTiBeHca—ÅXOHCOHaTa TOKCVIHHVIÜ erlinepMaJ1bHmü HeKp0J1i3),

pa6Å0Mi0J1i3, IliÄBH111eHa BTOMJ110BaHiCTb, pogpHB CYXO)KVIJIJISI, JlerraJ1bHa Ta HeneTaJ1bHa IleqiHK0Ba
HeÅOCTaTHiCTb, 3anaMopoqeHH51, aerrpeci51, Heiip011æri51, naHKpeaTHT Ta

iHTePCTHL1iaJ1bHaxBop06a JlereHb.
Han,XOÅHJIH piÅKicHi rlOBiÅOMJ1eHHS1npo BunaÅKH iMYHOJ10rit1HOonocepeÅK0BaH0i Hercp0TH3yoqoi
Mior1aTii, 110B '513aH0i i3 3aCTOCYBaHH51M CTaTHHiB (AHB. P03ÅiJ1 3aCTOCYBaHHfl>)).
I-Ianx011MJIH piÅKicHi nocrrpeecTpauiiäHi 110BiÅOMJ1eHH51LIPO KOI"HiTHBHi P03J1aÅH (HarlPHKJ1aÅ BTpaTa
VlaM'51Ti, 6e3naM'51TCTB0, aMHe3i%, nopY11RHH51 naaM'yri, criJ1yrraHicTb CBiÅOMOCTi), 110B'513aHi i3
gaCTOCYBaHH51M CTaTHHiB. I_li KOrHiTHBHi p03J1aÅP1 6YJIH 3apeccTpoBaHi 3acTOCYBaHHiBCix
CTaTHHiB. He6axa1--1i peaK11ii 3araJ10M He 6YJIV1cepÜ03HHMH i 6YJIH060POTHHMV1FlicJ151 npmr1HHeHH51
npHii0MY CTaTHHiB, 3 pi3HHM qacoM no noqarrrcy npony CHMIITOMY (BiÅ 1 KiJ1bKOX POKiB) Ta
3HHKHeHHS1 CMMIITOMY (MeniaHa TPHBU10CTiCTaHOBmna 3 TH)KHi).
Elin gac 3aCTOCYBaHHS1 memcux CTaTM1-1iB 6YJIH ormcaHi TaKi He6a)1€aHi 51BHLL1a: p03J1aÅ cTæreB0i
(l)YHKqii•, BMHSITKOBi BH11aÄKV1 iHTePCTML1iaJ1bH0iXBOP06H nereHiB, OC06JIHBO IliÅ qac AOBFOCTPOKOBoro
JliKYBaHH%.
Flin yac 110CTMaPKeTVIH1*OBMX cnoc•repexeHb VIOBiLIOMJ151JIHlipo TaKi 1106iHHi peal<llii:
3 60K)' RI)060Hocuoi ma niMcPamutmoicucme»tu.• TPOM60LVIT01EHi51.
3 60K)/' iMYHH0i cucme»tu: aj1epriHHi pearcuii, (y TOMY qmcni 1110K).

Tlopyuænnn Mema60ni3Nty ma xapqygaHHÆ.• 36iJ1b111eHH51 Macn Tina.
3 60K)' nepgogoi cucmemu.• rOJIOBHMÜ 6iJ1b, rinecTe3ifl, ÅucreB3i51.
3 60KYUIJIYHR060-KUUIK06020 mpmcmy.• 6iJ1b y )KUBOTi.
3 60RYopacmi6 cnyxy ma na6ipuumy.• II_IYMy Byxax.
3 60K)' uncipu ma niöuucipuoi narcanunu.• KP01MB'51HKa.
3 60K)' ocenemH0-M '93060i cucmemu ma cnonyzmoi nucanuuu.• apu•pajlriq, 6iJ1b y cnvmi,
BOBqaKor10Åi6HVIÜ CHHÅPOM, pogpMB M'513iB.
3azaJ1bHi nopyuæHHA.• 6iJ1b y rpymnx, Ha6P51K, He3ÅPKaHH51, BTOMa.
3Minu pe3YJ1bmami6 na60pamopnux anani3ig: IliABmqeHH}1 aKTHBHOCTi anaHiHaMiH0TpaHccbepa3H,
rliÅBVf1L1eHHS1aKTHBHOCTi KPOBi.
Åimu (6iROM 10-17POKi6)
IliÅ gac 26-TH)KHeBOro KOHTPOJ1bOBaHOro ÅOCJ1iJVICHHS1 y xnor111iB Ta y AiBqarr Ilicjl% noqarrycy
MeHCTpya1.1iM npod)iJ1b 6e311e1<H Ta nepeHOCHMOCTi aTopBacrraTHHY y Å03i Bim 10 MP no 20 Mr Ha m06y
6YB garaJ10M 110Åi6HHM mo npocbiJ110 TIJ1aue60 (AHB. p03ÅiJIH 3aCTOCYBaHHfl Ta

Tep»tin npuöanmocmi. 2 poKV1.
He 3aCTOCOBYBaTH rrpenapaT IlicJ151 3aBepmeHH51 TepMiHY npnnaTHocTi.

YMOBH 36epiraHHf1.
36epiraTH B opnriHaJ1bHiü ynaK0B1(i rreM11epaTypi He BHILIe 25 oc.
36epiraTH y HeÅOCTY11HOMY AJ151 ÅiTeii Micui.

YaroA>KeHO3 MaTepianaMu;
peecTpaqiVlHoro AOCbC
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YnaR0B1€a.
Ho 10 •ra6neTOK y 6J1icTepi. Vlo 3 6J1icTepH y KapT0HHiÄ Kop0611i.

ICaTeropiS1 Bianycrcy. 3a pene11T0M.

(I)aPMaL1eBTHt1YIHF1 3aBOJ1 C.A., FIOJ1b1Ua/

Pharmaceutical Works «Polpharma»S.A., Poland.

Ta anpeca MiCIU1 npowanmeH1151 iioro AiHJ1bHOCTi.

BYJI.IleJ1b11JIHHbC1€a 19, 83-200, CTaporapÅ rnaHbCKH, LIOJ1b111a/

1 9, Pelplinska Str., 83-200 Starogard Gdanski, Poland.

ÅarraOCTaHHbOro neperJ1f1ÅY.

YaronxeH0 3 MaTepianaMu;
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