Ckian

O0itoua pevyosuHd: NepKaHiOuIIiHy TigpOXJIOPU;

1 TabreTka, BKpUTa IIJIiIBKOBOIO 000JIOHKOIO, MiCTUTh JIepKaHiAuIiHy rimpoxnopuny 10
Mr a6o 20 Mmr;

OONOMIJHICHI peYOBUHU:

0414 10 me: KpoxMalnb KYKYPYO3IHNM, HaTPil0o KPOXMAJbITiKOIAT (TUI A), KPEMHIO

mioKcup KOJIOIgHUM 6e3BOOHUM, I1eII0JI03a MiKPOKpPHUCTaJliyHa, IIoJIoKcaMep, HaTpio
cTeapundpymapart, noaietunerriaikonb 6000, rimpomeno3a, 3aniza okcupg kKoBTuil (E
172), Tutany miokcun (E 171);

045 20 m2: KpoxMalb KYKYPYO3IHUM, HaTPil0o KPOXMAJbITiKOIAT (TUM A), KPEMHIiIO
OiOKCUO KOJIOImHUYM O0e3BOOHUM, I1eJTI0I03a MiKPOKpPUCTAaJliYHa, HaTPio
cTeapuidyMapart, IIOBiJOH, rimpoMeno3a, nomieTuneHriaikoas 6000, 3amiza okcupg
yepBoHuu (E 172), Tutany giokcup (E 171).

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.
OCHOBHI (pi3uKo-xiMIiuHI 81aCMUBOCMI:

mabsemxku no 10 me: KpyTii, IBOONYKJIi TaGlIeTKM, BKPUTI MJIiBKOBOIO 000JIOHKOIO,
2KOBTOT'O KOJIbOPY, 3 JIiHi€I0 pO37I0MY 3 OOHOTO OOKY i rlTafileHbKi 3 iHIIIOTO;

mabaemku no 20 me: KpyTJii, IBOOTYKJIi TaOIeTKH, BKPUTI IJTiBKOBOIO 000JIOHKOIO,
POKEBOTO KOJIBOPY, 3 JIIHI€EI0 PO3JIOMY 3 OOHOTO OOKY i T'JTafleHbKi 3 iHIIIOoTO.

dapmMakoTepaneBTHYHA Ipyna

CeJIeKTHBHI aHTAroHICTHU KaJiblilo 3 IepeBaXxHOoIo Aieto Ha cyguru. Kog ATX C08C
Al3.

®apMaKo/JI0riuni BJ1acTUBOCTI

dapmaxkoduHamika.

MexanisMm il

JlepKaHIOuIIiH - I1e aHTaroHiCT KaJbllil0 OUTiOPONipUONHOBOI IPYNH, 1[0 IPUTHIYYE
TpaHCMeMOpaHHUN MPUIIIMB KaAJbIIiIO V KIIITUHYU Ceplisd Ta I'TagKuxX M’'s3iB. MexaHi3Mm



KWOro il 3yMOBJIEHHH IIPSIMOIO pejlaKCalliiHOO Ai€l0 Ha M’ sI3U CyOWH, YHACJIIAOK 4OTro
3HUIKYETHCS 3arajlbHUN NepuepruyHnil Omip CyauH.

dapMakoouHaMidHi edbekTu

He3Baxkawym Ha KOPOTKUY Mepiof HalliBBUBEOEHHS JIEPKaHIOUIIIHY, BiH Ma€
IIPOJIOHTOBaHy aHTUTINIEPTEH3UBHY Oil0 3a PaXyHOK BUCOKOT0 KoedillieHTa
MeMOpPaHHOTI'0 PO3MOMiny i mo36aBIeHu HeraTUBHOI iHOTPOMHOI Iil 3aBASKY MOT0
BUCOKIU CyOQUHHIN cejileKTUBHOCTi. OCKiNIbKY Ba3ogusaTtalis, CIpu4YnHeHa
JIepKaHiaumiHOM, BifOyBa€ThCS IIOCTYIIOBO, TO TOCTPA apTepianbHa rirnoTeH3isd 3
pedIeKTOPHOI TaxXiKapAi€o y XBOPUX Ha apTepialbHy TillepTeH3il0 CIOCTepiraeTbCsa
pigko.

Ak i B iHIIMX acuMeTpu4YHUX 1,4-OUTIOPOIIPpUANHIB, aHTUTIIEePTEH3UBHA Ois
JIepKaHiguIIiHy 3yMOBJIeHa I'OJIOBHMM YMHOM KOTO (S)-eHaHTiOMEepPOM.

Kriniuna edbeKTHBHICTh Ta 6e3meKa

Kniniuna epekTuBHICTS i 6e3meKa nepkKaHiguiriny B go3i Big 10 go 20 Mr oguH pa3 Ha
noOy Oyra olliHeHa ITifl Yac IMOABIMHUX CJIIIUX ITalle00-KOHTPOIbOBAHUX KITIHIYHUX
pociigxkeHsb (3 yuacTio 1200 narieHTiB, Ki OTpUMyBaIu JIepKaHigumi#, i 603
MalieHTiB, sSKi mpuiimManu nnanebo) i B Xofi JOBroCTPOKOBUX HEKOHTPOJILOBAHUX
KJIIHIYHUX OOCIIiIXXKeHb 3 aKTUBHUM IIpeliapaToM IOPIiBHAHHSA 3 y4acTio 3676
Malli€eHTiB, Kl CTpaXXgal0Th Ha apTepiaibHy TillepTeH3ii0.

BinplricTes KIiHIYHUX OOCIigXKeHb OyJIM ITPOBEeeHi 3 y4acTIO MalliEHTIB 3
€CeHIllaJIbHOIO TinepTeH31€10 Bif JIETKOT0 N0 CEPEeNHbOI0 CTYIIEHA TAXKKOCTI
(BKJTIOYAIOYU MalIliEHTIB JIITHLOTO BiKy Ta IAIliEHTIB 3 I[yKPOBUM fiabeToM), SIKi
OTPUMYBAJIX JIEPKAHIMUIIIH Y BUTISOI MOHOTepaIrii abo y kombiHatii 3 iHridiTopamu
ATI®, niypeTukamu abo Geta-6710KaTOpaMu.

Y DomoBHEHHS 00 KIIIHIYHUX OOCIIAXKEeHb, IIPOBEOEHUX [OJId MiATBEPAKEeHHSA
TepaneBTUYHUX IT0Ka3aHb, OYJI0 ITPOBEEHO II1e OHEe HEeBEIUKe HEKOHTPOJIbOBaHe, aJjie
paHagoMi3oBaHe OOCITiIXKEeHHS 3 Y4acTIO MalliEHTIB 3 TSIKKUM CTYIIE€HEM TinmepTeH3il
(cepenHe 3Ha4YeHHS *+ CTaHOapTHE BiAXUJIEHHS OiaCTOJIIYHOIO THUCKY KPOBi CTAHOBUIIO
114,5 = 3,7 MM PT. cT.). Y X0l bOT0 OOCIIAXKEHHS apTepiaIbHUU THUCK
HopMastidyBaBcsa y 40 % 3 25 nalieHTiB IIpU 3aCTOCYBaHHI 103U JIepKaHIOUIIIHY
rigpoxmopuny 20 Mr 1 pa3 Ha moby iy 56 % 3 25 nmallieHTiB Tpu 3aCTOCYBaHHi 2 pa3u
Ha mo0Oy 10 Mr mepkaHiguminy rimpoxiopuny. Y MOABIMHOMY CIIiIOMY
PaHOOMiI30BaHOMY KOHTPOJILOBAHOMY OOCIIIOXKEHH] Y Ialli€HTIB i3 CUCTOJIIYHOIO
rinepTeH3i€l0 IepKaHiOguIiHy rigpoxaopun e(peKTUBHO 3HUXKYBaB CUCTOJIIUYHUN
apTepiarbHUU TUCK Bifl cepegHbOro 3HaYeHHsA 172,6 = 5,6 MM pT. CT. 4O 3HAaYEHHS
140,2 = 8,7 MM pT. CT.



[TegiaTpu4yHa rpymna mali€HTiB

KiiniyHUX gOCHigXKeHb 3 y4acTIO OiTeU He IIPOBOLUIIU.

dapmakokiHemukKa.

AGcopbiiist

JlepKaHiOUIIiH IOBHICTIO BCMOKTYETHCS MIiCJIA IepopabHOro 3acTocyBaHHsS 10-20 Mmr,
a MakKCuMaJlbHa KOHIIeHTpallis y mja3Mi KposBi, ska ctaHoBuTs 3,30 Hr/mia + 2,09
CTaHOapTHOTO BixujeHHA Ta 7,66 Hr/Mi + 5,90 cTaHOZAapTHOTO BiIXUJIEHHS
BIAMIOBIOHO, JOCSATAEThCA Yepes3

1,5 roguHM Mmicas IPUNUOMY.

[IBa eHaHTiOMepH JIepKaHiONUMIiHY JEMOHCTPYIOTh CX0XKUM MTPoQisib KOHIIEHTpallil y
IJ1a3Mi KpPOBi: 4ac JOCATHEHHS MaKCHMaJllbHOl KOHIIeHTpallil y mj1a3Mi KpOBi €
OOHAKOBUM, MaKCcUMaJibHa KOHIleHTpalisa y mw1a3Mmi ta AUC y cepegusoMy B 1,2 pa3sa
BHUIIE V (S)-eHaHTiOMepa, a Iepioq HalliBBUBeOEeHHS JBOX €eHaHTiOMepiB B OCHOBHOMY
OOHaKOBUM. B3aeMoriepeTBOPEHHS €HaHTIOMEPIB Yy OOCIIIOXKEHHIX N Vivo He
CIOCTEpPIranocs.

YHacnimok BUCOKOTo MeTaboIi3My IIpU MePIIOMYy IPOXOOKEeHHI Yepe3 MediHKy
abcomoTHa 6i0OCTYITHICTh JIEPKaHIIUNIIHY, TIPUXHATOTO MAlliEHTOM Micys imu,
CTaHOBUTH MpubIu3Ho 10 %, mpu 11bOMY BOHA 3MeEHIIyBajacs g0 1/3 11boro 3HaYeHHs,
KOJIM TIpenapaT 3aCTOCOBYBaIU 3MOPOBi JOOPOBOIIbIIL HATIIIE.

BiomocTynHiCTh mepKaHigUIIiHY ITiCIs ITepOopPaIbHOro IIpuioMy 30iTbIIyeTHCS B 4 pa3y,
SIKIIIO MOT0 IpUMMAaTH He ITi3Hillle sIK Yyepe3 2 TOOWHY ITiCJIA BXKUBAHHS OyXKe XKUPHO1
1XKi, TOMy mpernapar CIif MpuiMaTH HaTIIE.

Po3nopin
Poznopin 3 njia3Mu KpPoBi y TKAHUHY Ta OPTaHM € IMIBUOKUM Ta OOLIMPHUM.

CTymiHb 3B’s13yBaHHA JIepKaHIAUMIiHy 3 OiJIKaMu cUpoBaTKHU KPOBi mepeBuiiye 98 %.
OCKinbKM BMICT OiNIKiB IJIa3MU y NALi€HTIB 3 TAXKKUM CTyIIeHEeM IOPYLIeHHS PyHKIIi1
HUPOK ab0 MediHKK 3MEeHIIeHNH, TO BilbHA ppakxiiis jIlikapCcbKoro 3aco0y Moxke O0yTu
30inbIIeHa.

BioTrpancdopmartris

JlepkaHIigumiHy rigpoxaopun akTUBHO MeTabonidyeTbest pepmerHToM CYP3A4;
He3MiHEHUU IIperapar y cedi Ta KaJli He BUSABJISIETLCSA. BiH IepeTBOPIOETHCS I'OJIOBHUM
YUHOM Yy HeaKTUBHI MeTabomiTH, i 61u3bK0 50 % MPpUNHSTOI 03U BUBOOUTHCS 3



OpraHiaMy 3 ceder.

ExcnepumMmeHTH in vitro 3 JI0OCHKUMHU MIKPOCOMaMU IIEYiHKU IIPOLEMOHCTPYBaH, 110
nepkaHinunin peino npurHiyvye CYP3A4 ta CYP2D6 npu koHueHTpaniax y 160 1 40
pasiB BiIMOBigHO BUIIKX, HiXK MOT0 MiKOBi KOHIIeHTpallil y nma3Mi KpoBi, sKi
OOoCSTaloThCS Micnisg 3acTocyBaHHS 03U 20 Mr. KpiM 11bOoro, BUBYEHHS B3a€EMOil y
JIIOAEeN JOoBeJio, 10 JIepKaHIouIliH He MogudiKy€e piBeHb Mia301aMy, TUIIOBOTO
cyoctpaty CYP3A4, y nmna3Mi KpoBi abo MmeTomnpoJiony, TumoBoro cyocrpary CYP2DG6;
TAaKWM YKMHOM, IIPY 3aCTOCYBaHHI JIEPKaHIOUIIIHY TIAPOXJIOPUAY V TepaleBTUYHUX
mo3ax NpurHiuyeHHs 6ioTpaHcdopmMaliii mpenaparis, 110 MeTtabomnisyoTbest CYP3A4 a6o
CYP2DG6, ouikyBaTu He CIif.

EnimMmiHanis

Eniminarisa BigOyBaeTbCs B OCHOBHOMY IINissxoM OioTpaHcdopMariii. CepenHiii mepion
HaIlliBBUBEOEHHS CTaHOBUTH 8-10 roguH, a TepaleBTUYHA [id TpUBa€ 24 rOOUHU 4depe3
BHCOKUM CTYITiHb 3B’I3yBaHHS JIePKaHIOUITiHYy 3 ninigHoo MeMOpaHoio. [Tpu
IIOBTOPHOMY 3aCTOCYBaHHI KyMyJIALlid He CIIOCTepirasach.

JIiHiUHICTL / HeTiHIUHICTE

ITpu nepopanlbHOMY 3aCTOCYBaHHI JIEpKaHIAUIiIHY MOT0 KOHIIEHTpallig y nja3Mi KpoBi
He € IPSMO IIPOIOPIIINHOIO A0 IPUUHATOL 0O3U (HeiHiliHa KiHeTHuKa). [Ticnsa npuiiomy
10, 20 i 40 Mr MmakcuMabHiI KOHIIEHTPAIlil y IIJIa3Mi KPOBi, IKi CIOoCTepiramaucs, Majau
criBBigHOmEHHA 1:3:8, a 1101 Tig KPUBUMHU 3a/I€2KHOCTI KOHIIEHTpAallil Bifg 94acy y
nJa3Mi Manu cruiBBigHOIIeHHS 1:4:18, 1110 BKa3ye Ha IOCTYIIOBE HACUYEHHS
MeTabo0IIi3My IpHU MMePIIOMY ITPOXOoAXKeHHi. TakuM YuHOM, 0i0OgOCTYIIHICTh
JIEPKaHIIUMIiHY 30iIbITYETHCS 3 MIiABUIIIEHHSAM 03H.

Oco6uBi rpynu MalieHTiB

Byno nmoka3saHo, 1110 (papMaKOKiHETHKA JIEPKAHIAUIIIHY y DaIli€HTIB JIITHBOTO BiKy Ta y
MallieHTiB i3 mopylIeHHAM (YHKIII HUPOK abo MmediHKu c1abKoro 4 cepegHboro
CTYIIEHS TSIKKOCTi IofibHa mo TakKol, II[0 CIIOCTEPIraeThCA Y 3arajibHil MOy salii. Y
XBOPUX i3 TAKKUM CTylleHeM OUCHYHKIIl HUPOK ab0 y XBOPHUX, IKUM IPOBOISATH
ceaHCH remofianily, KOHIeHTpallil J1ikiB Oynu Bumumu (mpubiau3ro 70 %). ¥
Mali€eHTiB i3 cepenHiM ab0 TIXKKUM CTyIIeHeM IOpPYIIeHHA QyHKIIl Ie4YiHKu CUCTeMHa
0iomoCTyIHICTh TepKaHiauNniHny, iMOBipHO, 30iIbIITYETHCS, OCKIJIBKY BiH
MeTabo0IIi3yeThCSI TOJIOBHUM YMHOM Y ITE€YiHIIi.

HoxmigiuHi maHi 0e3neku

IaHi, oTprMaHi y X0l AOKITiHIYHNX CTaHOAPTHUX (papMaKOJIOTiYHUX OOCIIiAXKEHb 3
0e3meKkyu, OOCIiAXKeHb 3 TOKCUYHOCTI 6araTopa3oBUX 03, TeHOTOKCUYHOCTI,



KaHIIEPOTEeHHOT0 ITOTEHIlially, @ TAKOXK PENPOAYKTUBHOI TOKCUYHOCTI, BKa3yTh Ha
BimCyTHICTH 0cO6IUBO1 HEOE3IEKHU JIiIKapChKOT0 3aco0y OIS JIIOHeN.

dapmakoIoTiuHi mocrimxeHHs 3 6e3eKy, IKi IpoBOOUIIN Ha TBapHHAaX, ITOKa3alu
BiICYTHICTh BILJIMBY Ha BereTaTUBHY HEPBOBY CUCTEMY, Ha [IEeHTPaJIbHY HEPBOBY
cucteMy ab0 Ha IITYHKOBO-KUIIIKOBY (PYHKIIIIO ITPY aHTUTIIEePTEH3UBHUX J03aX.

3HayHi e)eKTH, SIKi CIIOCTEepiraaucs y TpUBaIuX OOCITIIXKEeHHIX Ha ITypax i cofakax,
npsiMo abo mo6iyHo Oy MOB’sI3aHi 3 BifOMUM BIIJIMBOM BMCOKMX 103 aHTArOHIiCTiB
KaJblIlito, ToOTO Oy HaCIigKOM HaaMipHO BHCOKOI (papMaKOogUHAMiYHOI aKTUBHOCTI.

JlepKaHIiOuIiH He € TEHOTOKCUYHUM Ta He IIPOSIBIISiE KaHIIePOreHHOl HeOe3MmeKu.

Ha ¢epTunbHICTE i 3araibHy PENIPOAYKTHUBHY 30aTHICTh y IIYPIiB JIEPKaHIOUIIH HE
BIIJIUBAaB.

JIikyBaHHS JT€pKaHIOUIIIHOM He MaJio HiSKOr0 TepaTOTreHHOr0 BIIJIUBY Yy LIYPiB Ta
KPOJIiB, IIPOTEe BBEEHHS BUCOKHUX 03 Yy IIYyPiB MPU3BOAUIIO [0 3arubesri IoToOMCTBa y
repen- 1 TOCTIMIIJIAaHTALIUHUY I1epiof, a TaK0XK [0 YIIOBIJIbHEHHS
BHYTPIIITHbOYTPOOHOT' 0 PO3BUTKY.

3acTocyBaHHS BUCOKUX [03 JIepKaHiguminy rigpoxmopuny (12 mr/kr/mo0y) min dac
TIOJIOTiB MOKe IIPU3BOOUTHU A0 AUCTOIIil. IIpoliec po3mofiny nepkaHiguminy ta/ato
1oro MeTaboJIiTiB B OpraHi3Mi BariTHMX TBapHWH Ta iX TPOHUKHEHHS Y TPyAHE MOJIOKO
He BUBYAJIN.

OuiHky MeTabo0JIiTiB ¥ TOKCUKOJIOTIYHUX JOCIIIXKEHHSIX OKPeMO He ITPOBOAMIIH.
Iloxa3aHHs
EceH1lianbHa rinepTeH3isa 1erkoro abo mMoMipHOTO CTYIEHS TSI3KKOCTI.

ITporunnoka3aHHs

[TigBuIleHa YyTJIMBICTh OO Hil0Y0l pe4OBUHU ab0 A0 OyIOb-IKO1 JOIIOMizKHOI1
PEYOBUHM JTiKapChKOT0 3aco0y (auB. po3min «Ckaad»).

OOCTPYKIIist CYOUH, 110 BUXOOSTH i3 JIIBOr0 IIJIYHOYKA.

HenikoBaHa 3acTiliHa ceplieBa HeOOCTATHICTh.

HecTabinbHa cTeHOKapmOis abo HellomaBHO (ITpoTsaromM 1 Micsiist) mepeHeceHun
iHpapKT MioKapza.

TskKe nmopylieHHs QYHKIII] TeYiHKU.

Tsxke nopyiueHHsa GyHKII HUPOK (IIK® < 30 Mi1/xB), y TOMY YHCIIi y MAIi€HTIB,
sIK1 3HAXOOAThCS Ha Oiajlisi.



e OmHOYACHe 3acTOCyBaHHS i3 cunbHUMU iHTiOiTOpamMu CYP3A4, IUKJIOCTIOPUHOM,
rpeindpyrom abo cokoM rpeundpyra (OuB. po3min «B3aemoodisn 3 iHWumu
AiKkapcvKumu 3acobamu ma iHwi sudu 83aemo0ill»).

B3aemMonisi 3 iHOIHMH JTiKapChbKHMH 3aCo00aMHu

IIpomunoka3aHHsi 00 00OHOYdCHO20 3dCMOCYB8AHH 1

IariditTopu CYP3A4

Ak BimoMo, mepkaHigunin MeTaboisyeThbcd mifg mieto depmenTy CYP 3A4, i Tomy
iHri0iTOpHU Ta IHAYKTOPHU LHOTO (epPMEHTY, IKi IPpUKUMal0Th OOHOYACHO 3
JIepKaHIIUIIiHOM, MOXKYTb BIJIMBATH Ha IIpolec MeTaboIi3My Ta ejiMiHaIrii.

IocnimxxeHHst B3aemoii 3 cunbHUM iHTi6iTOpOoM CYP3A4 KEeTOKOHA30JIOM MOKa3aJso
3Ha4YHe MiABUIIEHHS Y IIJIa3Mi KPOBi KOHIIEHTpallil 1epKaHigumiay (15-pa3oBe
30inbienHs 3HaveHHss AUC (mtolmi mig KprBoio) Ta 8-pa3oBe 30inbieHHsS 3HaYeHHS C

max EyTOMEpa S-nepkaHiguminy).

Cnim yHMKaTH OJHOYACHOT'O 3aCTOCYBaHHS JiepKaHiguminy 3 iuriditopamu CYP3A4
(HammpukJiial KeTOKOHA30JI0M, iTpaKOHa30JI0M, PUTOHABIpOM, EPUTPOMIITUHOM,
TPOJIEAaHOOMIIIMHOM, KJIIAPUTPOMIIIMHOM) (OUB. PO3Oin «IIpomunoKa3aHHs»).

[IKITOCHOPHH

AK ons nepkKaHigumiHy, Tak i A8 HUKIIOCIIOPUHY CIIOCTepiramocs 30inbIIeHHS 1X
KOHIIeHTpallil y IJ1a3Mi KpOBi B pe3yJibTaTi CyMiCHOTO 3aCTOCyBaHHS. Y pa3si
3aCTOCYBaHHS LIUKJIOCIIOPUHY IPOTATOM 3 T'OOUH IIiCJIS IIPUMOMY JIEPKaHIOUIIIHY
KOHIIeHTpallid JIepKaHIOuIIiHY Y I1J1a3Mi KPOBi He 3MIHIOETHCS, B TOU YacC K 3HaUYEeHHS
AUC gnsa muknocnopuny 30inbmuryeTrbest Ha 27 %. OgHaK omHOYacHe 3aCTOCYBaHHS
JIEPKAHIOUMIIHY Ta HUKJIOCIIOPUHY COPUYNHSE 30iMbIIeHHST KOHIIeHTpPallil
JIepKaHiAuIiHy y Ij1a3Mi KpoBi y 3 pa3u, a 3HauyeHHsa AUC LUKJIOCIIOPUHY
30inbmryeTecs Ha 21 %.

LInK1OCIOPHUH i TepKaHIOUIIIH He CJIi 3aCTOCOBYBaTH pa30oM (OuB. pO3[in
«I[Ipomunoka3aHHA»).

I'penindpyT abo cik rpeurndpyTa

4K i B iHIIUX OUTigpOITipUOUHIB, MeTa00JIi3M JIEPKaHIANMIiHY YIIOBITbHIOETHCS IIif
BILIMBOM T'peunppyTa abo CoKy rpeundpyra 3 NogaablIiM ITigBUIIEHHIM CUCTEMHOI
OOCTYITHOCTI JIEPKaHIAUIIiHYy Ta MOCUJIEHHSIM TilIOTeH3UBHOI Oil. JIepKaHiguIitid He ciifg
mpuiMaTH 3 rpeundpyToM abo cokoM rpeundpyra (Qus. po3nin «IIpomunokasaHH»).

OOHoYacHe 3acmocy8aHHs1 He PpeKoOMeHIYEMbCsl




IagykTopu CYP3A4

1o OmHOYaCHOTO 3aCTOCYBaHHA JIepKaHinuminy 3 inpykTopaMu CYP3A4, TakuMu K
IIPOTUCYOOMHI 3acobu (Hanmpuknapn ¢geHiToiH, ¢peHobapbiTan, kKapbaMaserin) i
pudaMIIinmH, ciig TigxoouTH 3 00epeKHiCTI0, OCKiIbKM MOXKe 3MEeHIIUTHUCH
QHTUTINIePTEeH3UBHA [if, a apTepialbHUN TUCK CIIig KOHTPOJIIOBATH dYacTillle, HixK
3a3BuYai (OuB. po3[inn «Ocobausocmi 3acmocy8aHH»).

ATKOT0JIb

Crig yHMKaTU BXKUBAHHS aJIKOTOJII0, OCKIJIBKM BiH MOXKe IIOCHUJIIOBAaTHU Hil0
CYOUHOPO3IIUPIOBAIbHIUX aHTUTINEPTEH3UBHUX JIiIKapChKUX 3ac00iB (AUB. pO3Min
«0Ocobausocmi 3acmocy8aHHs»).

3axodu 6e3neKu, y momy 4uc.,ii Kopu2yeaHHs1 003U

Cyoctpatu CYP3A4

Cnim poTpuMyBaTUCh 00€PEKHOCTI IPU OAHOYACHOMY 3aCTOCYBaHHI JIEpKaHIOUIIIHY 3
inmmMmu cyoctpatamu CYP3A4, TakuMu K TepdeHaguH, acTeMi30II, 3
aHTHapuTMigyHUMHU 3acobamu Il Kacy, TaKUMHU SIK aMiofapoH, XiHiIWH, COTaJoJI.

Minazonam

OpgHoYacHe 3aCTOCYBaHHSA Mifa30jlaMy Ta JIEPKaHIgUMIiHYy y 0031 20 Mr npu3BOAUIIO OO0
30iyIbIIIeHHST BCMOKTYBaHHS JlepKaHiguminy (mpubnu3no Ha 40 %) Ta 00 3MeHIIIeHHS
IIIBUKOCTI 1OT0 BCMOKTYBaHH4 (3 roguHu 3aMicTh 1,75 roguHu), a KOHLIEHTPAllis
Mifga30jlaMy He 3MiHIOBalach.

MeTonposion

OpmHo4YacHe 3aCTOCYBaHHS METOIPOoJIony (B-6si0KaTop, SKUM BUBOOUTHCS TOJIOBHUM
YHMHOM 4epe3 IediHKy) 3 JIepKaHiguIliHOM He 3MiHIoBaJio 0i0OCTYIIHICTh
METOIIPOJIONY, ¥ TOM 4ac K 0i0MOCTYIHICTh JIepKaHioumIiny 3MeHIyBasnacsa Ha 50 %,
1110 IMOBIPHO, II0B’A3aH0 31 3MEHIIIEHHAM II€YiHKOBOI'O KPOBOTOKY, sIK€ CIPUYUHSIETHCA
B-ameHoO0KaTOpamMu. ToMy JIepKaHIOUIIiH MOXKHa 0e3 3acTepeXeHb 3aCTOCOBYBATH i3
B-ampeHOOIOKaTOpPaMH, ajie IIPYU IIbOMY MOK€e 3HaAOOUTHUCS KOPUTYBaAHHS MOT0 [JO3MU.

IIMTOKCHUH

OpgHoYacHe 3aCTOCYBaHHS OUTOKCHUHY 1 JIepKaHIgUIiHY y 0031 20 MI IpU3BOOUTH 00
MTiABUIIIEHHS KOHIIEHTpPAallil IMTOKCUHY B KPoBi Ha 33 %, TOMYy OJIs IAlli€HTIB, SKi
OOHOYACHO 3aCTOCOBYIOTh OIUTOKCUH Ta JIepKaHiguIliH, Tpeba peTenbHillle
BilCTeKyBaTU MOZKJIUBI IPOSIBU iIHTOKCHUKAIlil IUTOKCUHOM.



O0HouYacHe 3aCmoOCY8dHHA 3 iIHWUMU /AiKapCbKumMu 3acodamu

OIyOKCEeTHUH

IocmigzkeHHs 11000 B3aeMofil 3 ¢pinyokceTuHowM, inriditopom CYP2D6 ta CYP3A4, sike
IIPOBOAUJIM 3 y4acCTIO 3TOPOBUX JOOPOBOJIBIIIB BiIKOM 65 * 7 pOKiB (cepenHe 3HaYEHHS
+ CTaHOaApPTHE BiOXWJIeHHS) He BUSBUIIO KIIiHIYHO 3Ha4yIol Moaudikaiiii
(bapMaKOKiHETUKM JIepKaHIOUITIiHY.

HuMeTuouH

OnmHOYacHe 3aCTOCyBaHHS IMMeTUOUHY ¥ Ho3i 800 Mr Ha 7oOy He CIPUYUNHSE
CYTTEBUX 3MiH KOHII€HTpallil TIepKaHIOUIIiHy B KPOBi, aje mpu OinbIIOMYy JO3yBaHHI
Tpeba OyTu 0O0epekHUM, OCKITbKY MO2Ke 30iIbIIuTHUCS 0i00CTYIHICTS i
aHTUTINIEePTEeH3UBHA [id JIepKaHIOuIIiHy.

CumMmBacTaTuH

Komnu nepkanigumiza y 1o3i 20 Mr ogHO4YaCcHO 3aCTOCOBYBaJIM i3 CUMBACTaTUHOM Y 031
40 mr, noka3HuK AUC nepKaHiguNIiHy 3MiHIOBaBCS HE3HAYHO, TOHA1 K MOKa3HUK AUC
CUMBACTaHTHUHY 30inbiIyBaBcsa Ha 56 %, a mokasHuK AUC 110ro akTUBHOTO MeTaboIiTy
B-okcikucioTH - Ha 28 %. MajloiMOBipHO, III0 TaKi 3MiHHU € KJTIHIYHO 3HAYYIIUMHU.
B3aemogpil MOoXKHa He O4iKyBaTH, KO JIepKaHIOWIIIH TpUMMaTH BpaHIi, a
CHMBAaCTaTUH yBedepi.

[iypetuku Ta iHridiropu AIT®

JlepkaHigumiH MoXKHa 0e3MMeYHO0 3aCTOCOBYBaTH Pa30M 3 AiypeTuKaMH i 3 iHribiTopamMu
ATID.

IHIII JTiKAapCchKi 3ac0o0u, 1110 BIUIMBAIOTH HA apTepiaJlbHUN THUCK

4K i mpu 3acTOCyBaHHI iHIIMX TiNMOTEH3UBHUX JIiIKAPCHKUX 3aC0O0iB, TOCUJIEHHS
TrimOTEeH3UBHOI il MOXKe CIIOCTEepPiraTuCs NpU 3aCTOCYBaHHI JTepPKaHIOUIIiIHY 3 iHIIUMU
JIiKapChKUMU 3aco0aMi, 1[0 BIIJIMBAIOTh Ha apTepialbHUN TUCK, TAKUMU 5K ajabda-
6JI0KaTOpHU O/Is1 KyIipyBaHHS CUMIITOMIB 3 00Ky CEYOBUBIOHUX HIJIAXiB, TPULUKITIUHI
aHTUOENPECAHTH, HEUPOJIenTUuKU. 3 iHmoro 60Ky, ocinabieHHs TimOTeH3UBHOIL Ail
MO2K€e CIIOCTEPIraTUCs NPU CyMiCHOMY 3aCTOCyBaHHI 3 KOPTUKOCTEPOIAaMMu.

Oco006/1MBOCTi 1100 3aCTOCYBaHHSI

CuHOpoM cnabKOCTi CHHYCOBOI'O By3J1a

JlepKaHiguMiH CITig 3aCTOCOBYBaTH 3 00EPEXKHICTIO MMalliEHTaM i3 CUHIPOMOM
cnabKOCTi CHHYCOBOTO By3Jla, IKUM He iMIIJTaHTOBaHUM KapAiOCTUMYJISATOP.



[IrcdyHKITIS TiBOro IIJIYHOYKA

3 obepexHiCTIO MprU3HaYaTU Npu OUCOYHKIII JTiIBOro IIITYHOYKA CepIlsi, He3BaXKaluu
Ha Te, 1110 TeMOAWHaMIi4YHO KOHTPOJIbOBAaHI NOCHIAXKEeHHSI He BUSIBUJIN XKOTHUX
MopyIIeHb QYHKIIIl IITYHOUYKIB.

ImemiuHa xBopoOa ceplis

[TpunyckaeThCs, 10 IIPU 3aCTOCYBaHHI IeIKUX KOPOTKOYAaCHO HiI0UUX
OUTITPONipUANHIB 30iNbITYETHCS PU3UK BUHUKHEHHS CEPLIEBO-CYIUHHUX YCKIIaTHEHD Y
XBOPUX Ha imeMiuHy XBopoOy, TOMYy 3aCTOCYBaHHS JIEPKAHIAUIIIHY TaKUM XBOPUM
BUMarae o0epeKHOCTi, Xxo4ua JIepKaHiIUIIiH Ma€ IPOJIOHTOBaHY Mif0.

HesaKi DUTigpoImipuguHEN MOXKYTh YV IIOOAUHOKUX BUIlaJKaX COIPUYMHUTA BUHUKHEHHSA
0010 y OiNngHIl ceplid Ta cTeHOKaphil. [lyKe pigKo XBOpPi Ha CTEHOKapil0 MOXKYTh
Bim3HavaTu 30iIbIII€HHST YaCTOTH, TPUBAJIOCTI Ta TSIXKKOCTI 1i HamagiB. B okpemMux
BUIIaKaX MOXKe CIocTepiraTtucs iHdapKT Miokappa (OuB. po3min «I1o6iuHi peakuii»).

3acTocyBaHHS IIPU OUCOVHKINI HUPOK Ta MEeYiHKH

Cnig 6yt 0oco61MBO 00epekHUM, KOIU PO3IIOYNHAIOTh JIIKyBaHHS MalIliEHTIB i3
oucyHKITi€I0 HUPOK abo0 MediHKM I1erkoro abo MOMipHOTO CTYIIEHIB TSKKOCTi. Xo4a
3BUYANHUN PEKOMEHIOBAaHUM pPeKUM J03yBaHHS TaKi XBOPi mepeHocsaTh moope,
migBuIIeHHs go3u mo 20 Mr Ha mo0y Tpeba ITPOoBOOUTH 3 00epPeKHICTIO.
AHTUTiIIEpPTEH3UBHA [is IpenapaTy MOzKe IIOCHUJIIOBAaTHUCh Y XBOPUX i3 AMCHYHKITIEIO
MMeYiHKM, TOMY B TaKHUX BUIIafKaxX MoxKe OyTU NOTPiOHe KOpPUT'YBaHHS mo3u. [Ipemapat
MTPOTUIIOKAa3aHO XBOPHUM i3 TSIKKOIO OUCGHYHKIIEIO ITeUYiHKM ab0 XBOPUM i3 TSAKKUM
MMOPYIIEeHHSAM (YHKII1 HUPOK (IIBUIOKICTH KIIy004KOBO1 QinbTpailil < 30 MI/XB)), y TOMY
YUCIIi TalieHTaM, siKi 3HaxX0oasThCS Ha reMofiaisi (muB. po3minu «Cnocib
3acmocyeaHHsa ma 0o3u» i «[Ipomunoka3aHHA»).

[TepuTOoHEaIbHUM IOiaTi3

3acToCyBaHHS JIEPKaHIAUIIIHY II0B si3aHEe 3 PO3BUTKOM IIOMYTHIHHSA IIEPUTOHEAJIBHOTO
BiITOKY y IAIli€HTIB, sKi mepeOyBaloTh Ha IIepUTOHeaTbHOMY Hiamni3di. [ToMyTHIHHS
II0B’sI3aHe 3 MiABUINEHOI0 KOHIIEHTPALIEI0 TPUTJIILEPUIIB IIEPUTOHEATIFHOT O BIATOKY.
Xo4a MexaHi3M pPO3BUTKY HEBiIOMUM, IOMYTHIHHSA 3HUKA€E HEBOOB3I ITiC/Is BioMiHU
nepkKaHiguniny. Heo6ximHO BpaxoByBaTH I1e¥ B3a€MO3B 130K, OCKiJIbKY IIOMYTHIiHHS
IIEPUTOHEATbHOTO BiITOKY MOXKe OyTH MOMUJIKOBO MPUUHATO 3a iHPeKIinHMMI
IIEPUTOHIT, 1110 MOXKe IMPU3BECTHU 0 HEeIOoTPiOHOI rociiTanilallil Ta eMOipuYHOT O
NMpHU3HaYeHHs aHTUOIOTHUKIB.

IegykTopu CYP3A4




InpykTopu CYP3A4, Taki ik MpoTUCYOOMHi 3acobu (Hampukian GpeHiToiH,
Kap0OaMa3seriH) i pudaMnoinuH, MOXKYTh 3HUKYBATU KOHIIEHTPAIiI0 JIEpKaHigUIiHy y
IJ1a3Mi KpPOBi, i ToMy e(peKTUBHICTH il TepKaHIOUIiIHY MOXKe BUSIBUTHUCS HUXKYE
O4iKyBaHOI (OUB. PO3Oin «B3aemodis 3 iHWuMU aikapcvkumu 3acobamu ma iHwWi sudu
83aemMo0ill»).

AnKOT0JIb

Crmig yHUKaTH OOHOYAaCHOTO BXKMBAHHS aJIKOTOJII0, TOMY IIIO I1e MOXKe IIPU3BECTH OO
ITOCUJIEHHSI CYOINHOPO3IINPIOBAIbHOI aHTUTIIIEePTeH3UBHOI Mil JTikapCchKUX 3ac00iB (OUB.
po3min «B3aemodis 3 iHWUMU AiKAPCbKUMU 3acobamu ma iHWi sudu 83aemMo0iil»).

ITegiaTpyuyHa MOMYJIALiA

Bbe3neky Ta eeKTUBHICTh 3aCTOCYBaHHS JIEPKAHIAUIIHY y OiTel He OyJI0 JOBEOEHO.
3acmocysaHHsa y nepiod sazimHocmi abo 200y8aHHA 2py0010.

BaritHicTb

IHaHUX 1000 3aCTOCYBAHHA JIEPKaHIAUIIIHY BariTHUM XiHKaM HeMae€. [[oCiiaKeHHsa Ha
TBapHHaX He BUSBUIIU TepaToreHHUX edeKTiB (OUB. HOKIIiHIUHI maHi 3 6e3meKu), ogHakK
BOHU CIIOCTepIrajucs IIpu 3aCTOCYBaHHI IHIMNUX ITOXIAHUX OUTIAPOIIIPUOUHY.
JlepKaHiIuMiH HEe PEKOMEHOYETHCS IIPOTSATOM BariTHOCTI abo XKiHKaM
PEnpOaYKTUBHOIO BiKY, SIKi HE 3aCTOCOBYIOTh KOHTPALEIIIitO.

l'ogyBaHHSA IPYyOOI0

HeBimoMo, uu IpOHUKAIOTH JIePKaHIAUITiH/MeTab0JIiTH y TPyAHEe MOJIOKO JIIOOUHU.
Pu3uK 0si HOBOHAPOAXKEHUX/HEMOBJIAT He MOXKe OyTU BUKJITIOUEHUM. JIepKaHiOunin He
CJIifi 3aCTOCOBYBaTHU y Iepiof roogyBaHHSA I'PYATIO.

DepPTUIBHICTD

KitiniyHi faHi CTOCOBHO JIepKaHIOWIIIHY BiICYyTHI. Y OesAKUX MMall€HTIB, SKUX JIIKyBalIu
6JI0KaTOpaMM KaHaJIiB, MOBiHOMIISIIN TPO 000POTHI OioxiMiuHi 3MiHM B TrOmiBIIi
criepMarTo30ifa, 3aTHi HeraTUBHO BOJIMBATH Ha 3alllifHEeHHS. [Ipu TOBTOPHUX
HeBOanux cripobax eKCTpaKopnopasbHOTO 3alJIifHEHHS Ta IPU BiICYTHOCTI iHIIIUX
MMOSICHEHB CJIif B3SITH [0 YBaru MOZKJIMBICTh TOTO, 110 IPAYMHOIO IMX HEBAAY MOXKYTh
OyTu GJI0KATOPH KaJIbITiEBUX KaHAJIiB.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuMu mMexaHiamamu.



KriniyHu#T JOCBif 3aCTOCYBaHHS JIEPKaHIAUIIHY TOKa3ye, 110 IOTipIIeHHs 30aTHOCTI
KepyBaTHU aBTOTPaAHCIOPTOM abo mpallfoBaTH 3 iHIIMMU MeXaHi3MaMu €
MaJIOMMOBIpHUM, aje ciig OyTu o0epekHUM, TOMY 110 MOXKYTh BUHUKATHU
3aaMOpPOY€EHHs, aCTeHis, BTOMJ/IIOBaHICTh Ta COHJIUBICTb.

Cnocid 3acTocyBaHHs Ta J03H

Cniocib 3acTOCyBaHHS

3axonu 6e3reKH, SKUX CIIil JOTPUMYBATHCS IPHU ITPUMOMI JTikapchbKoro 3aco0y abo
IpY DOBOOKEHHI 3 HUM:

e JIiKapCBbKMU 3aci0 ciig mpuiMaTH IIepeBaXKHO BpaHIli, IpuHaNMHIi 3a 15 XBUIUH
0O CHIJaHKY.

e lleii mikapchKuit 3acib He Ciig Mpu¥MaTH 3 COKOM TrpeindpyTa (OuB. po3ginu
«I[Tpomunoka3aHHs», «B3aemoldis 3 iHwWuMu AikapcvKuMu 3acobamu ma iHwi
8udu 83aemo0iu»).

EOBYBaHHH

PekomeHnpoBaHa mo3a [y OOPOCIKUX CTaHOBUTH 10 Mr (s 40oro 3aCTOCOBYIOTh
npemnapat Topunun 10) 1 pa3 Ha moOy, He MeHIlle HiXK 3a 15 XBUJIMH 00 IOu; D03y
MOXKHa miasumuTy Ao 20 Mmr (3actocoByrouu Topuaun 20) 3ajeKHO Bif iIHOWBiAyalIbHOL
YyTJIUBOCTI maljieHTa. [Jo3yBaHHS BCTAHOBJIIOETHCS IIOCTYIIOBO, OCKIJIBKU
MaKCuMaJibHa aHTUTIIepTEeH3UBHA i1 MOXKe IIPOsIBUTUCS Yyepe3 2 TUXKHI [icisa
II04YaTKYy JIIKyBaHHSA.

[1a gesskux ocib, y SKMX He BOAE€EThCS aJleKBaTHO KOHTPOJIIOBATH PiBEHb TUCKY OOHUM
AHTUTITIEPTEH3UBHUM IIPENapaToM, Moxke OyTH JOIIIbHUM JIiIKyBaHHS JIepPKaHigUITiHY
rigpoxjopumoM pa3oM 3 0JIOKAaTOPOM PB-apeHOopenenTopiB (aTeHOJI0I), OiypeTUKOM
(rimpoxnopoTia3ung) abo iHriGiTOpOM aHTiOTEH3UWHIIEPETBOPIOBAIBHOTO (PEPMEHTY
(kanTompun abo eHaAIPUII).

OcCkKinbKU KpHBa 3aJIe2KHOCTI «[103a-BiANOBiAL» KpyTa Ta Mae€ maTto npu go3ax 20-30
MT, MaJIOMMOBIpPHO, 1110 e(EKTUBHICTh Oyfe BUllla ITPU 3aCTOCYBaHHi OiTbIl BUCOKUX
[03; Y TOM 4ac sIK 4acToTa Mo0iyHuX eeKTiB MOKe 30i/IbITyBaTUCH.

ITauienmu aimHvo20 8iky. KopuryBaHHs 0031 He MOTPiOHE, ITpoTe CiIim OyTHU OyxKe
o0epexXHUM, MOYNHAIOYH JIIKYBaHHS JIITHLOI JIIOOUHU.

3acmocysaHHsA npu nopyuwileHHi pyHKUii HUpok abo neuiHku. Crig 6yTu 0COOIHUBO
00epeXHUM, PO3NMOUYNHAIOYY JIIKyBaHHS XBOPUX i3 MOPYyHIEeHHAM (PyHKIIl HUPOK abo
MeYiHKy c1abKoro Ta MOMIPHOTO CTYIIEeHS TSXKKOCTi. X04a peKOMeHOOBaHe NO3yBaHHSA
TaKi XBOPi repeHocaTh fo0pe, 36inbiyBaTu o3y Oo 20 Mr Ha moOy ciin 3



00epekHiCTIO. AHTUTITIEPTEeH3UBHA His ITpenapaTy MOKe MOCHUII0BaTUCh ¥ XBOPHUX i3
MopyueHHsAM QyHKIIil IediHKU, TOMy MOoXKe OyTHu HeoOXigHe KOPUTYBaHHS JO3U.

JlepkaHigUIIIHY TiAPOXJIOPUA IPOTUIIOKA3aHOo AJIs 3aCTOCYBaHHS XBOPUM i3 TAXKKUM
MOPYIIEeHHSAM (YHKII1 HUPOK (IIBUOKICTH KITy004KOBO1 ¢inbTpaiiili < 30 m/xB) abo 3
TSKKUM MOPYLUIEeHHAM (QYHKIIII ITeYiHKN1), Y TOMYy YUCJIi alliEHTaM, SKi 3HaXOOsaThCS
Ha miamisi (muB. po3ginu «I[Ipomunoka3aHHa» i «Ocobausocmi 3acmocy8aHHs1»).

Iimu.

3acToCyBaHHS JIEPKaHIQUNIIHY OiTIM He PEKOMEHIYETHCS, OCKUIBKY BiICYyTHINU
KJIIHIYHUU OOCBIA.

Ilepeno3yBaHHA

3 micnspeecTpaninHoro JOCBiAy 3aCTOCYBaHHS JIEPKaHIOUIIIHY BiJOMO IIPO AEeKilbKa
BUIIAJKiB Iepeno3yBaHHA (miama3oH mo3 Big 30-40 mr go 800 mr, y TOMy 4HCITi
MMOBiIOMJIEHHS PO CITPoOy camMoryOCTBa).

CuMnoToMu

fK 1y BUIIaKy IHINIWUX OUTIOPOIIIPUOUHIB, IIepefOo3yBaHHA JIePKaHIIUIIIHOM
IPU3BOOUTH OO HaAMipHOI NepudepudHol Ba3ogusaTallil 3 BUpaKeHO0I0 apTepiaIbHOIO
rimoreHsi€o Ta pedIeKTOPHOIO Taxikapaieo. OOHaK IIPpU 3aCTOCyBaHHI ITpelapaTry B
Oy2Ke BUCOKMX IO3aX MOXKJIMBA BTpaTa nepudepudHol BUOIPKOBOCTI, III0 CHPUYUHSIE
Opagukap[ito i HeraTuBHUY iHOTponHUM edekT. HaWdacTimumu mobivHUMHU
peakilisiMu, COpUYNHEHUMHU Iepeno3yBaHHSaM, OyIu apTepiajibHa TinmoTeH3id,
3anaMOpOYeHHs, TOJIOBHUM Oi/lb i BITUyTTSA CepreOuTTs.

JIikyBaHHS

[TamieHTH 3 KJIiHIYHO 3HAYYII0I0 apTepiabHOIO TiMOTEeH3i€10 MOTPeOYIOTh aKTUBHOL
KapaioBaCKyIsPHOIL IIIATPUMKH, IIIO0 BKIIOYAE YaCTUM KOHTPOJIb CEPIIEBO] Ta AMXaIbHOIL
¢yHKI1il, rOpU30HTaJIbHE TTOJ0KEHHS 3 IPUITIAHATUMY HUXKHIMM KiHITiBKaMHU,
KOHTPOJIb 00’ €My LIMPKYJIIOI0YUO] PiAUHY Ta Oiype3y. BpaxoByio4yu NPOJIOHTOBaHY
(papmakonoriuHy mifo 1epKaHiguIliHy, BaXKJIMBO CIIOCTEPIraTH 3a CTAHOM CepPIIeBO-
CYOWHHOlL CUCTEMHU Nalli€eHTa NpUHaNUMHI IpoTaromM 24 roguH. OCKiNbKY JTiKapChKUMI
3aci6 Ma€e BUCOKUM CTYMIiHb 3B’sI3yBaHHS 3 OiTKaMu KPOBIi, miamni3, iMoBipHO, He OynOe
edekTUBHUM. Y pasi mifo3pu Ha OTPYEHHS CepPegHbOro abo TSAKKOTO CTYIIEeHS
CIIOCTEpEKEHHS 3a CTAHOM ITalliEHTIB CIIiJl ITPOBOOUTH Yy BilAiJIeHHi iHTEHCUBHOI
Teparril.

ITo6iuni epexkTHn



3aranpHui npodins 6e3meKu

Be3neka 3acTocyBaHHS JlepKaHinuminy B mo3i Bim 10 mo 20 Mr oguH pa3 Ha mo0y Oyia
OlliHeHa Mif YaC MOABIiMHO CJIIOro Iaied0-KOHTPOIbOBAHOIO KIIiHIYHOTO
mocnigkeHH4 (3 yuacTio 1200 mailieHTiB, IKi OTpUMYyBau JepKaHigunid, i 603
Malli€eHTiB, sIKi IpuiiManu 1maiebdo), a TaKoXK Y XOAi JOBTOCTPOKOBUX
HEKOHTPOJIbOBAHUX KITIHIYHUX OOCIIAXKEHb 3 aKTUBHUM IIpeliapaToM IIOPiBHSIHHS 3
y4acTio 3676 malieHTiB, sKi CTpaXkXOalTh Ha apTepiajbHy rinepTeH3iio 1 oTpuMyBau
JIepPKaHIOWIIiH.

[ToGiuHi peakiiii, MOBimOMJIEHHS IPO SIKi HaW4dacCTillle OTPUMYBaJIXU B XO[i KITiHIYHUX
OOCIIiIXKEeHb i MicIsapeecTpalliiHOTO HATJIAOY: nepudepryHi HaOPsSIKU, TOJIOBHUM Oifb,
IIPUIIIUB KPOBi A0 00/1MYYs, Taxikap/is i mocuieHe cepuebuTT.

Tabauilsa moOiYHNX pPeakIlii

Y HuXk4YeHaBeleHil TabuIli npeacTaBieHo MOOiUHI peakilil, TOBiTOMIEHHS PO SKi
OTPUMAaHO B XO[i KJIIHIYHUX OOCIIiAXKEHb 1 MOCBINY MHiCIsIpeecTpaLiiHoro Harjisaay B
YCbOMY CBITi i IIOIO SIKUX iCHY€ OOT'PYHTOBAHUM IIPUUYMHHO-HACITIIKOBUM 3B’ I30K i3
3aCTOCYBaHHSAM IIpenapaTy; BOHU PO3IIOAiJIeH] 3a opraHaMu 1 CUCTeMaMU OpraHis
3rigHo 3 MedDRA Ta 3a gactoToio: gyxke 4acto (= 1/10), gacto (= 1/100 mo < 1/10),
HedacTo (= 1/1000 go < 1/100), pigko (= 1/10000 mo < 1/1000), oyxe pigko (<
1/10000), HeBimoMoO (OIliHKa 3a HaIBHUMU JaHUMM HEMOXKJIMBA). Y KOXKHIU I'PyIIi 3a
4acTOTOIO IMO0iYHi peakiiil, 1110 BUHKWKAJIM, 3a3HaYeHi y MOPSAAKY 3MeHIIIEeHHS CTyIIeHS
TSKKOCTI.

Knacudikarisa
MedDRA
mog0 BiiuBy (Yacrto HeuacTo Pigko HeBigoMmo
Ha CHCTEeMH i
OpraHm

Poznagu 3 60Ky

iMyHHO1 nepuyTnuBiCTh
CUCTEMU

Posnanu 3 00Ky COHNUBICTE,
HEPBOBO1 T'onoBHUY 6ink |3arraMopoOYeHHS

CUCTEMU HEIIPUTOMHICTB




Posnanu 3 60Ky
cepis

Taxikapmis,

TIOCHUJIEHE
cepueduTTs

CreHOKapnis

Posnanu 3 60Ky
CyOuH

[TpuniuB KpoBi
o o0IuYYsa

lNinmoren3sia

Poznagu 3 60Ky
IIIJTYHKOBO-
KUIITKOBOT'O
TPaKTy

Hucnerncis,
HynoTa, 0inb y
BEPXHIU
YaCTHHI JKHUBOTa

bnroBaHHS,
oiapes

neptpodisa
siceH!,
[IOMYTHIHHSA
IIEePUTOHEAJIbHOT 0

BiJITOKyl

Posnanu 3 60Ky
IIeYiHKMN Ta
2KOBYOBHUBITHUX
HIJISIX1iB

[TinBuMIeHHSA
KOHIIeHTpallil
CHUPOBATKOBOI

TpchaMiHa3I/I1

Posnanu 3 60Ky
IIKIpHU Ta
MigIIKipHO-
KUPOBO1L
KJIITKOBUHHU

Bucumnanus,

cBepOixk

Kponus’'sHka

AHriOHa6ps{K1

Poanagu 3 60Ky
CIIOJTY4YHO1
TKaHUHH,
M’s1I30BO1 Ta
KiCTKOBO1
CUCTEM

Mianrig

Posnanu 3 60Ky
HUPOK Ta
CEe4YOBUBIOHUX
HIJISIX1B

[Toniypis

[Tonakiypist




3aranpHi

TMOPYIIEHHS i . )
[Tlepudepuynuii| ACTeHis, _
TIOPYIIIEeHHS Y _ Binb y rpynsx
T HaOpPsK BTOMJTIOBAHICTH
MicIri

3aCTOCYBaHHS

! Mo6iuni peakilii, OoTprMaHi CHOHTAHHO Yy XOZi ITiCJIApeECTPaLiiHOr 0 HaTrJIaay B
YCBbOMY CBITI.

Onuc oKpeMux Ho0IiYHUX peaKIii

Y xopi nmaie60-KOHTPOIbOBAHUX KITIHIYHUX [OCIiIXKeHb YaCTOTa BUHUKHEHHS
nepudepuyHoro HabpsKy ctaHoBusna 0,9 % mpu 3acTOCyBaHHI TepKaHIOUIIIHY B 1031
Bim 10 mo 20 mr i 0,83 % mpu 3acTocyBaHHi m1aredo. Y cyMapHii HOCTimHUIIbKIT
MIOMYJIALIil, BKJII0OYAl0UYX JOBrOCTPOKOBI KITiHIYHI HOCTiAXKEeHHS, YaCTOTa BUHUKHEHHS
cTtaHoBuia 2 %.

JlepkKaHiguniH He Ma€ MOOIYHOT O BIIUBY Ha PiBeHb LYKPY ¥ KPOBi abo nmimifiB y
CHUpOBATIIi KPOBI.

IesKi qUrigponipuANHU PiIKO MOXKYTh MPU3BOOUTHU OO0 OO0 ¥ OiASHIN cepis abo
cTeHOKapmil. [ly>Ke pigKo y XBOPHUX 3 Y2Ke HasIBHOIO CTEHOKAPOi€0 MOXKe
30iTbIITyBaTHCS YaCTOTA, TPUBAIICTh a00 TSAXKKICTDh IIMX HamamiB. MoOXyThb
CIIOCTepiraTucs IIOOOWHOKI BUIIaAKU iHQapPKTy MioKapaa.

IToBigOMIEHHS IIPO HigO3PIOBaHi NOOiYHI peakxiril

IMToBigoMIyIeHHS IIPO Mimo3pIoBaHi IMOOIUHI peakilil micias peecTpaliii TiKapChKOTo
3aco0y Ma€ BeNmMKe 3HaueHHs. Lle J03BOIsIE MPOAOBXKYBATH MOHITOPUHT BiIHOIIEHH S
KOPHUCTH/PU3UK JIiIKapChKOT0 3aco0y. MeguyHuM Ta ¢papMalleBTUYHUM IIpalliBHUKaAM, a
TAaKOXK MallieHTaM abo ix 3aKOHHUM ITpeACTaBHUKAM CJIifl ITOBiMOMJISITH IIPO yCi
BUIIQAKY ITiMO3pIOBAaHUX ITOOIYHUX pPeakllifi Ta BilCYyTHOCTI e()eKTUBHOCTI JIiIKapChKOTO
3aco0y yepe3 ABToOMaTH30BaHy iHQopMalliliHy cucTemMy 3 papMaKOHarIsaoy 3a
nocunaHHAM: https://aisf.dec.gov.ua.

TepMiH NpUIAaTHOCTI
3 pokKu.
VYMmoBHu 30epiranHs

36epiratu nipu TeMiepartypi He Buile 25 °C B OpuriHaabHil yIIaKoBIIi.



36epiraT B HEOOCTYIIHOMY [OJISI OiTeM MicCIii.

YnakoBka

[To 10 TabneTok y 6iicTepi, mo 3 OicTepu y KapTOHHIM yIIaKOBIIi.
KaTeropis Bignycky

3a peLenTom.

BupoOHUK

TOPPEHT OAPMACBIOTIKAJIC JITg.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta aJpeca MiCIisi IPOBaaXeHHsI HOTr o
IisIIHLHOCTI.

Iagpan ITnauT, Binn. Iagpan, Tanyka Kapi, [lict. Mexcana ['yoxapat 382721, Iamis.



