Ckian

Oito4a peyosuHa: NepKaHIouIIiH;

1 TabrmeTka MicTUTD NepKaHiguniny rimpoxnopuny 10 mr a6o 20 Mr, 1110 €eKBiBaJIeHTHO
nepkaHiguniny 9,4 mr a6o 18,8 mr;

OONOMIJNCHI peuoB8uHU: JTaKTO3a, MOHOTIApaT; 1eJIi0I03a MiKPOKpUCTalidHa; HaTpilo
KPOXMaJib-TIiKOIAT (TUIl A); IOBiOOH; MarHilo cTeapar;

06010HKa (04151 mabiemok no 10 m2): cymim ojis miriBKoBoro mokputtsa Opadry I1

Yellow: rinpo-Meno3a (rigpoOKCUIPOIIiIMETHUIIIIEION03a); JaKTO03a, MOHOTiapaT;
tuTany giokcup (E 171); TpuanueTtus; 3anilda okcup xkostuul (E 172);

00010HKa (04151 mabaemok no 20 m2): cymit s miaiBKoBoro mokputts Opadry I1

Pink: rinpomMerno3a (rigpoKCUIPOOiIMETHUIENI0I03a); TaKTO3a, MOHOTIApaT; TUTaHy
miokcup (E 171); TpuatieTuH; 3anila okcun yepBoHuit (E 172).

JIikapcbKa ¢opma

TabmeTKyu, BKPUTI MJIIBKOBOIO 000JIOHKOIO.
OcHOBHI (pi3uKo-xiMiuHI 81aCcMuBOCMi:

0415 mabaemok no 10 me: TabneTku Kpyriaoi ¢opMu 3 IBOOITYKJIOK MOBEPXHEIO, 3

PUCKOIO 3 OMHOTO 60Ky, BKPUTI IJTIBKOBOIO 000JIOHKOIO KOBTOT'O KOJILOPY;

04151 mabaemok no 20 m2: TabneTKu KPyrioi ¢opMu 3 IBOOIYKIIOK MOBEPXHEIO, 3

PHUCKOIO 3 OOHOTO OOKY, BKPHUTI IJIIBKOBOIO 0O0JIOHKOIO POKEBOT'0O KOJILOPY.
dapMmakoTepaneBTHYHA I'pyna

CeJleKTUBHI aHTArOHICTU KaJIblil0 3 IlepeBaXHOM fieto Ha cyquHu. [loxigHi
purigponipununy. Kog ATX C08C Al13.

®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

JlepKaHIOUIIiH - I1e aHTaroHiCT Kabllil0 OUTiAPONipuaANHOBOI rpynu. IHTiOye
TpaHCMeMOpaHHUM MOTIK KalbIlil0 BCepPeOUHYy KapaiOMioluTiB Ta I'JIagKoM’ I30BUX
KJIiTUH CyOuH. MexaHi3M aHTUTiIepTEeH3UBHOI [il IepKaHiguniHy 3yMOBIEHUU IPSIMUM
peJlaKCy4Y¥M BIJIMBOM Ha IJIafleHbKi M's131 CyOUH, 3a PaXyHOK 4Or0 3MEHIIYEThCS
3arajibHUU CyOMHHUUA nepudepuyuru omnip. He3Baxkaioum Ha KOPOTKUM IIEPIOL



HaliBBUBEOEHHS 3 IJIa3MU KPOBi, JIEPKaHIOUIIIH YMHUTE IIPOJIOHTOBaHy
AHTUTITIEPTEH3UBHY [il0 3a PaXyHOK MOT'0 BUCOKOTO KoedillieHTa MeMOPaHHOT O
po3nofiny. 3aBOASAKU BUCOKIN CyOWHHIN CEJIEKTUBHOCTI IIpenapaT He YUHUTD
HeraTHUBHOI iHOTPOMHOI Oil. 'ocTpa apTepianbHa rimoTeH3sis 3 pedeKTopHOo0
TaxiKapaielo BUHUKAE PigKO 3aBOSAKU IOCTYIIOBOMY PO3BUTKY BasogwuiaTallil mpu
[IPUUOMIi JIEpKaHIOUIIIHY.

AK 1 oig iHIMUX acUMeTpUuYHUX 1,4-OUrigponipuauHiB, aHTUriIepTeH3UBHA aKTUBHICTh
JIEPKAHIANMIiHY B OCHOBHOMY 00yMOBJIeHa MOT0 S-eHaHTiOMEepPOM.

Kniniuna epekTUBHICTS i 6e31eKa 3aCTOCyBaHHS nepKaHiguminy y go3i 10-20 mr 1 pas
Ha o0y BUBYAJIMCh Y KITIHIYHUX OOCIiIXKEHHSX ITalliEHTIB 3 rinepTeH3i€lo.

Io GinbiIoCTi mocmigKeHb OyM 3ay4deHi MallieHTU 3 eCeHIliaIbHOIO TillepTEeH3i€I0
JIETKOTro ab0 ITOMipPHOT'O CTYIEeHS TSIXKKOCTi (BKJIIOYAIOYM ITAIliEHTIB JIiTHHOTO BiKy Ta
XBOPUX Ha LIYKPOBUM HiabeT), siKi OTpuMyBasu JIepKaHigUIliH SK MOHOTepaIliio abo y
kKoMOiHartril 3 iHri6iTopamu AII®, miypeTukamu yu 6eTa-0J10KaTOpaMM.

IogaTKOBO [0 KITIHIYHUX OOCIIAXKEHb, ITIPOBEeOeHUX OJIs MiATBEPOXKEHHA
TepaleBTUYHUX I0Ka3aHb, Ille OJHEe OOCIIiAXKEeHHS MMalli€HTIB 3 TAXKKUM CTylIeHEM
apTepianbHOI rinepTeH3il (cepegHe 3HaYEHHS * CTaHOApTHE BioxuiaeHHS (C. B.)
OiaCTOJIIYHOTO THUCKY KPOBi cTaHOBUTH 114,5 £ 3,7 MM pPT. CT.) HOKa3aso, 110
aprepiaJbHUU TUCK HOpMaidyBaBca y 40 % 3 25 malieHTiB nIpu IpuroMi
JIEPKAHIOAUTIIHY TigpoXJIopuaoy B Oo3i, 110 ctaHoBUThE 20 Mr 1 pa3 Ha mo0y, i y 56 % 3 25
Malli€eHTiB IIpu IpukioMmi 2 pa3u Ha Ao0y o 10 Mr npemnaparty. € iHdpopMaliis, 1110 y
KJIiHIYHOMY OOCHIiIKEeHHi IIpU NOPiBHSAHHI 3 Iy1aile0o0 y Malli€EHTIB i3 CUCTOJIIYHOIO
rifnmepTeH3i€lo nepKaHiguIiliH epeKTUBHO 3HUKYBaB apTepialbHUMN THUCK Bifl cCEpeagHbOT0
IIO4YaTKOBOTO 3HaueHHsd 172,6 + 5,6 MM pT. CT. 0o 3HaueHHsa 140,2 + 8,7 MM pT. CT.

KriniuHi gocnigKeHHS y efiaTpUyHil IONyJIALil He IPOBOLUIIN.
dapmakoKiHemuKa.

Abcopbuis. JlepkaHigumiH TOBHICTI0O BCMOKTYETHCS ITiCJIST IIEPOPATBHOTO IPUHOMY Y
mo3i 10-20 Mr, MakcuMaJibHi KOHIIeHTpallil y m1a3Mi KpoBi (CmaX) 3,30 Hr/™Mn £ 2,09 c.
B. Ta 7,66 Hr/ma £ 5,90 c. B. BigIOBimHO peecTPyOThCS Mpubiau3xHo yepes 1,5-3
TOOWHHA.

[IBa eHaHTiOMepH JIepKaHiONUNIiHY JeMOHCTPYIOTh NOomiOHUY npodinb piBHIB y nna3mi
KPOBIi: YacC JOCATHEHHS MaKCHUMaJllbHOI KOHIIeHTpallil y m1a3Mi KpoBi (tmax) TaKuu
caMui, Cmax Ta IIJIoIIa ITifg (hapMaKOKIiHETUYHOI KPUBOK «KOHIIeHTpalig-dac» (AUC)
y cepenHboMy B 1,2 pa3a Bullli Oy S-eHaHTioMepa, i Hepion HalliBBUBEOEHHS OBOX
€HaHTioMepiB, 10 CyTi, OHHAKOBUY. B3aeMoIlepeTBOPEHHSI €eHaHTiOMepiB in vivo He
BigMidaocs.



BHacmimok BuCOKOTo MeTabo1i3My Ipu IEPBUHHOMY ITPOXOMKEHHI Uepe3 MediHKy
abcosmoTHa 6i0dOCTYIIHICTE IePKAHIAUITIHY, TPUWHSITOTO HAIliEHTOM MepPOopasbHO Micas
inu, ctaHoBUTH Tpubnu3HO 10 %, X049a BOHa 3MeHIITyBaacs g0 1/3 ILOI'0 3HAYEHHH,
SIKIIIO IIpeliapaT 3aCTOCOBYBaJIM HaTIe. AKIO npenapaT IpuiMaTHy He ITi3Hille HiX
yepe3 2 TOOWHMU IIiCIs BXKUBAHHS AyXKe XKUPHOI 1XKi, #0r0 0i0OCTYIIHICTh
30inmbiIyeThcsa v 4 pa3u. ToMy nepKaHIiOUMIiH i mpuiiMaTy 00 BXKUBaAHHS 1XKi.

Po3nodia. Po3mopin 3 mna3Mu KPOBi Yy TKAHMHU Ta OPTaHU € IIBUAKUM Ta OOIIUPHUM.
CTymiHb 3B’s1I3yBaHHA JIepKaHiouniny 3 6i1KkaMu cupoBaTKu nepesuiye 98 %.
Ockinbky piBeHb Oifika y nia3Mi KpoBi 3MeHIIEHUN Y NAli€HTIB i3 TIXKKUMU
MMOpPyIIeHHAMHU PYHKIII HUPOK Ta IeYiHKH, BiJibHa Qpakiiis mpenapaTty Moxke
30i7bIITyBaTUCH.

BbiompaHcpopmauis. JlepKaHiOUITIH eKCTEHCUBHO MeTab0i3yeThCs i30epMeEHTOM
CYP3A4, He3MiHeHUN IIpelapaT y cedi 4 KaJjlli He BUSBIISETHCS. BiH IepeTBOPIOETHCA
repeBaxkKHO Y HeaKTUBHI MeTabosmiTu, npubnu3no 50 % NpuiHSATOl 03U BUBOOUTHLCS 3i
ceyelo.

ExkcniepuMeHTH in Vitro 3 mOOCBKMMU MIKPOCOMaMU MEe4YiHKU CBig4aTh, 1110
nepkaHigumin gemo npurHiyvye CYP3A4 ta CYP2D6 nipu KOHIIEHTpAalligX BiAIOBIAHO ¥
160 i 40 pa3siB BUIIUX, Hi’K 1OT0 MaKCHUMaJIbHI KOHIIEHTPAllil y IJIa3Mi KpPOBi, SKi
OOCATalOThCS Iicisd nmpuiioMy mo3u 20 mr. KpiM 1poro, gociigzKeHHs JTiKapChKOol
B3a€eMOil y Ioaeld IpogeMOHCTPYBaIH, 110 IepKaHIgUuIIiH y n1a3Mi KpoBi He 3MiHIOE
piBeHb Mimazonamy, TunoBoro cyocrtpaty CYP3A4, abo MeTOnposiony, TUIIOBOTO
cyoctpaty CYP2D6; TakuM 4MHOM, IPU 3aCTOCYBaHHI JIEpKaHIOUMIIHY y
TepaleBTUYHUX 03aX He o4ikyeTbcs OioTpaHcdopMalrii mpemnaparis, 1110
MeTabomnizyrTbcst CYP3A4 a6o CYP2DG6.

BuseodeHHs. EnimiHalliss 1poxXoouTh B OCHOBHOMY IIIJIssXxOoM OioTpaHcdopMarriii.
CepepHili TepMiHaIbHUY MIEPioq HAIliBBUBEOEeHHS CTaHOBUTH 8-10 rooux, a
TepaleBTUYHA [is TpuBa€e 24 rOOUHU BHACIIIIOK BUCOKOI'O CTYIIE€HS 3B sI3yBaHHSI
JIEPKaHIOUMIIHY 3 JinmigaMu KIiTUHHUX MeMOpaH. [Ipy MOBTOPHOMY 3aCTOCYBaHHI
KyMyJislilig He CIlocTepirasacs.

JIinitiHicmyb/He niHilUHIicMb. [Ipu TepopalbHOMY 3aCTOCYBaHHI TepPKaHIOUITIHY KOTO
KOHIIEHTpallis y IJIa3Mi KPOBi He € IPSIMO IIPOIIOPIIIMHOIO A0 MIPUKUHSITOl JO3HU
(HeminiHa KiHeTuka). I[liciaa npuiomy 10 mr, 20 mr i 40 Mr MakCHUMallbHi
KOHIIeHTpallil y IJ1a3Mi KpoBi, AKi criocTepiranucs, Manu coiBBigHoineHHd 1:3:8, a
AUC manu crniBBigHOomeHHs 1:4:18, 110 BKa3ye Ha MOCTYIIOBe HaCUUYEeHHS MeTab0J1i3My
IIPU ePIIOMYy NPOoXoaKeHHi. TakuM 4MHOM, 6I0OOCTYIIHICTD TepPKaHigUITiHy
30iMbIIYETHCA 3 MiABUILIEHHSIM [JO3MU.

JTooamkosea iHgpopMmauis wo0o OKpeMux 2pyn nauieHmis




Byno nmoka3saHo, 1110 (papMaKOKiHEeTHKa JIEPKaHIAUIIIHY y HaIliEHTIB JIITHBOTO BiKy Ta y
MalieHTiB 3 oUCPYHKITIEI0 HUPOK abo mmeviHku c1abKoro abo cepemHboro CTYIIeHs
TAXKKOCT1 CX0O2Ka Ha TakKy, L0 CIOCTePIiraeThCs y 3arajbHii rpyli nanieHTiB. Y XBOPpUX
i3 TAXKKUM CTylneHeM AUCPYHKIIl HUPOK abo y fmianmizo3aeskHUX XBOPUX KOHIIEHTpallis
JIiIKapCchbKOT0 3aco0y Oyra Buiroio (mpubnusuo 70 %). Y xBopux i3 cepenHiMm abo
TS2KKUM CTyIIeHeM HOopyIneHHs QYHKIII IediHKy cucTeMHa 0iogoCTYIIHICTh
JIepKaHIiauMIiHy, iMOBipHO, 30iIbIITYETHCS, OCKIIbKY BiH MeTab01i3yETHCS TOJIOBHUM
YUHOM Y IEeYiHIIi.

ITloka3aHHA
EceHilianbHa TrinepTeH3isa 1erkoro abo moMipHOTO CTYIEHS TSI3KKOCTI.
IIporunoka3saHHs

e TTigBHUINlEHA YYTIUBICTDL A0 NepPKaHIAUITIHYy ab0 [0 OyOb-sIKOTO KOMIIOHEHTa
JIiIKapChKOT0 3aco0y;

e OOCTPYKIIisI BUBITHOTO BifiIisTy JTiBOTO IMIIyHOYKA;

e HeJIIKOBaHa 3aCTillHa ceplieBa HEOOCTATHICTE;

e HecTalbilbHA CTEHOKAP/is UM HeIllodaBHiM (mpoTsroM 1 micsiisd) iHDapKT
MioKapmaa;

e TS2KKa II€4YiHKOBA HEOOCTATHICTBH;

e TSI2KKa HUPKOBA HEOCTATHICTh (KiipeHC KpeaTuHiHy <30 MJI/XB), BKIII0UAIO4YU
IalliEeHTIiB Ha reMogiamisi;

e OJJHOYACHE 3aCTOCYBaHHS 3 MOTyKHUMHU iHTiOiTopamMu CYP3A4, IIUKIOCTIOPHUHOM,
rpeindpyromMm abo rpeindpyToBUM COKOM.

B3aemonisi 3 iHOIHMH JTiKapChbKHMH 3aCo00aMHu

IIpomunoka3aHo 00HOYdacHe 3dCMOCyYB8dHHA

IH2i6imopu CYP3A4. JlepkaHigunin MeTabonisyeTbcs mipg mieio depmenty CYP3A4,
TOMY iHTiGiTOpPM Ta iHOYKTOPH IIhOT0 (PepPMEHTY, SIKi MPUNMalOTh OJHOYACHO 3
JIEPKaHIOANIIiHOM, MOXXYTh BIIZIUBAaTH Ha MeTab0J1i3M Ta BUBEEHHS JIepKaHiguIiny.
IocmigkeHHs B3aEMOil TepKaHiguminy 3 MOoTy>KHUM iHriditopom CYP3A4
KEeTOKOHAa30JI0M IIPOAEMOHCTPYBaJi 3HAYHE IIiABUILEHHS PiBHA JI€PKaHIOUIIIHY y
nna3mi KpoBi (15-kpaTHe migBuilileHHS MoKa3HuKa AUC Ta 8-KpaTHe HigBUILIEHHA
MaKCHMaJllbHOl KOHIIEHTpallil eyToMepa S-IepKaHIiguITiHy).

Cnig yHMKaTH OOHOYACHOTO 3aCTOCYBaHHS JiepKaHiguminy 3 inriditopamu CYP3A4
(KeTOKOHA30JI0M, iTPaKOHA30JI0M, PUTOHABIPOM, EPUTPOMIIIMHOM, TPOJI€aHOOMIIITUHOM,
KJIAPUTPOMIIITUHOM).



IHuxaocnopuH. IIpu 0gHOYaCHOMY 3aCTOCYBAHHI JIEPKaHIOUIIIHY 1 IIUKJIOCIIOPUHY
IMiIBUNTYETHCS PiBEHb 000X PEUYOBUH Y ma3Mi KpoBi. [ocmigKeHHsI moKa3asu, 110
3aCTOCYBaHHS LIMKJIOCIIOPUHY Yepe3 3 TOOWHU IIiCIIs IPUNOMY JIEPKaHIOUIIIHY He
3MiHIOBAJIO PiBEHB JIEPKAHIAUIIIHY Yy IIJIa3Ml KPOBi, BogHOYac rmoka3Huk AUC
LIMKJIOCTIOPUHY 30inbIiryBaBcs Ha 27 %. OgHaK ogHOYaCHe 3aCTOCyBaHHS
JIEPKaHIAUTIHY i HUKIOCIIOPUHY MPU3BOAUTh OO 3-KPAaTHOTrO 30ilbIlIeHHS PiBHSA
JIePKaHIAuMIiHY y m1a3Mi KpoBi Ta 30inbi1eHHs moka3d3Huka AUC ITUKIJIOCIIOPUHY Ha
21 %.

[IukocnopuH Ta JIepKaHIAUIIIH He CJIi 3aCTOCOBYBAaTU pa3oM.

I'petingppym abo epetinppymosuli cik. Ak i onst iHIUX OUTigpOIipuONHIB, MeTaboITi3M
JIEPKaHIONIHY YIIOBITBHIOETHCS ITiJl BIULIMBOM COKY rpeundpyTa 3 NoJablInM
MigBUINIEHHSIM CUCTEMHOI JOCTYITHOCTI JIEpKaHIOUNiIHY Ta IMiOCUIEHHSIM TillOTeH3UBHOI
nii. He cmipg mpuiiMaTy OOHOYACHO JIepKaHiguIliH Ta rpeundpyT abo rpeundpyToBUi
CIK.

He pexomeHO0B8aHO 0OHOYACHE 3aCMOCYB8AHHS

IHoykmopu CYP3A4. Heo0OxigHo 3 00epeKHiICTI0O 3aCTOCOBYBATHU JIepKaHIAUIIIH
ogHouacHO 3 iHgykTopamu CYP3A4, TakuMu SIK MPOTUCYAOMHi 3acobu (heHiToIH,
benobapbiTan, kapbamazemnil) Ta pudaMITiIIIHOM Yyepe3 MOXK/INBe 3HUXKEHHS
QHTUTINIEPTEeH3UBHOI [Oil IepKaHiguIiHy. Y IUX BUIMIaJgKaX PeKOMEHI0BaHO YaCTilIuui
KOHTPOJIb PiBHSA apTepiaJbHOT O TUCKY.

Akoeonnw. Criif YHUKATU BXKUBAHHSA aJIKOTOJII0 Yepe3 MOXKJIUBE IIOTEHIIIOBaHHA
Ba3oguiaTalliiHOTO e(peKTy aHTUTITePTEH3UBHUX JTiIKapChKUX 3ac00iB.

B3aemo0ii, sKi nompebyromb Kopekuii 0o3u

Cybcmpamu CYP3A4. Heob6xigHo 6yTH 00epexXHUM ITPU OOHOYAaCHOMY 3aCTOCYBaHHI
JepKaHiguniny 3 iHmuMu cyoctpatamu CYP3A4, TakuMu K TepdeHaauH, acTeMi3o0II,
3 aHTHapuTMiuHUMHU 3acobamu Il Knacy, TaKUMU K aMiogapoH, KBiHigWH, COTaIO0I.

Midazonam. Ilpu ogHOYACHOMY 3aCTOCyBaHHi 20 MTI JIepKaHIgUIIiHYy Ta Miga3oiaMy y
DOOPOBOIBIIIB JIITHROTO BiKy abCOopO1Iis IepKaHiguIIiHy migBUIIyBasach (IpubIU3HO Ha

40 %), a mBuUOKicTh abcopOilil 3HMKYBasach (tm  TIOTIOBXKYBaBCH 3 1,75 oo 3 roguH).

a
KonueHTpanisa Miga3osnaMy He 3MiHIOBAIacCh.

Memonpoaoa. OgHOYacHe 3aCTOCYBaHHS JIepPKaHIOUIIiHY 3 METOIIPOJIOIOM - b-
6JI0KaTOpPOM, SIKHUM BUBOOUTHLCS IIePeBaKHO Yepe3 MediHKy, - He 3MiHIOE
0i0OCTYIIHICTh METOIIPOJIOJY, ajie IPU3BOAUTE A0 3MEHIIIeHHA 0i0mOCTyITHOCTI
nepkaHiguniay Ha 50 %. Lleit edpeKT MOKIMBUYU BHACIIIHOK 3MEHIIIEHHS Ie49iHKOBOTO
KPOBOTOKY, III0 CIPUYNHSIETHCS b-0jTo0KaTOpaMu, TOMY MOKe BUHUKATH Y pa3i



3aCTOCYBaHHS 3 iHIIMMU IIpenapaTtamu 1iel rpynu. OTKe, TepKaHiguIiH MOXKHa
3aCTOCOBYBaTHU 3 b-ampeHo6I0KaTOpaMu, ajie IIpu IIbOMYy MOXe OyTH ITOTpibHe
KOPUTYBaHHS OO3MU.

LuezokcuH. IIpu ogHOYaCHOMY 3acToCcyBaHHI 20 Mr JIepKaHIOUIIIHY IaljieHTaM, sKi
MMOCTiMHO IPUKUMAIOTh b-MeTUNOUTOKCUH, He OyJI0 BUSIBIIEHO OKa3iB
dapmakokiHeTHYHO1 B3aeEMopil. [IpoTe cnocTepiramsocs migBUIIEeHHS Cmax OUTOKCUHY
B cepenHbOoMY Ha 33 %, ToAi siK noKa3HUK AUC i HUDKOBUY KJIipEHC 3HAYHO He
3MmiHioBanuch. CTaH MalliEHTIB, IKMM OOQHOYACHO IIPU3HAYEHUMN OUTOKCHUH, TOTPiOHO
peTesIbHO KOHTPOJIIOBATH MIO0 O3HAK iHTOKCHUKAIlil JUTOKCHUHOM.

OOHOoYacHe 3acCmoCyB8aHHA 3 IHWUMU AIKAPCbKUMU 3acobamu

@ ayokcemuH. BuB4eHHS B3aEMOZil TPY OOHOYACHOMY 3aCTOCYBaHHi 3 (OIIyOKCETUHOM
(iuribiTtopom CYP2D6 i CYP3A4) y naiieHTiB BikoM 65 *+ 7 pokiB (cepeHe 3HAUYEHHS =+
C. B.) He BUSIBUJIO KJIIHIYHO 3HAYYIOl 3MiHU (papMaKOKiHETUKY JIEPKAHIOANMIIHY.

LHumemuoduH. OgHOYaCHUY IPUKOM HUMeTUAUHY y 0o3i 800 Mr Ha 100y HEe CIPUUYUHSE
3HAYHUX 3MiH KOHIIEHTpallil TepKaHiguminy y mjaa3Mi KpoBi, ane ciig 6yTu
00epeKHUM IIPU 3aCTOCYyBaHHi BUIIMX A03 Yepe3 MOXKJIUBICTDH 30i/IbIIEeHHS
0i0IOCTYITHOCTI Ta aHTUTIIEPTEH3UBHOTO e(EKTY JTEPKaHIOUITIHY.

CumeacmamuH. Konu nepkaHigumiH y go3i 20 Mr ogHO4YacHO 3aCcToCcoByBanu 3i 40 Mr
cuMBacTaTuHY, moka3sHUK AUC jiepKaHIgUIiHy iCTOTHO He 3MiHIOBABCS, TOMAL K
noka3HuK AUC cuMBacTaTUHY 30inbIllyBaBcs Ha 56 % i 11e#l Ke MOKa3HUK OJIS MOTo
aKTUBHOT'O MeTabomiTy b-rimpokcukucioTu - Ha 28 %. ManoiiMoBipHO, 10 TaKi 3MiHN
MalOTh KJTiHiYHe 3HauyeHHs. He 04iKyeThCs B3aEMOZil MixK ITUMHU ITpellapaTaMu, SIKIIIO
JIepKaHIguIIiH IpHU3HadaTy 3PaHKy, a CMKMBACTaTUH - yBedepi, SK BKa3aHO OIS LbOTO
npemnapary.

IiypemuKku ma iH2i6imopu aHziomeH3uHnepemaeop8aibHo20 pepmeHmy (AIIPD).
JlepKaHIiguIiH MOXKHa 3aCTOCOBYBAaTHU OJHOYACHO 3 [IiypeTUKaMHU Ta iHTibiTopamMu
ATI®.

THwi nikapcvki 3acobu, sKi enausaroms Ha apmepiaavHull muck. f4K i s Bcix
AHTUTITIEPTEH3UBHUX JIIKAPChKUX 3aC00iB, MOKIIMBE TTOCUJIEHHS TilIOTEH3UBHOTO
e(eKkTy Ipu OJHOYAaCHOMY 3aCTOCYBaHHI JIEPKaHIOUIIIHY 3 IHIIUMU JIIKapChbKUMU
3acobamu, SIKi BIIJIMBAIOTh Ha apTepialbHUM TUCK, TAKUX SIK A-0JIOKATOPH IS
CHUMIITOMaTUYHOI'O JIIKyBaHHS 3aXBOPIOBaHb CE€YOBOI'0 MiXypa, TPULIMKIIIYHI
aHTHUOENIPECAHTU, HEUPOJIEIITUKHA.

HaBrniaku, Mo2Ke CIIOCTepiraTucs 3HUKEHHS TIIOTEH3UBHOTIO e(PEKTY IIpHu
OOHOYACHOMY 3aCTOCYBaHHI 3 KOPTUKOCTEPOIdaMHu.



Oc006/1MBOCTi 11010 3aCTOCYBaHHSI

CuHOpom caabkocmi cuHycoso20 8y3.1d. JIepKaHIoUIIiH citig 3 00epexkHiCTIo
3aCTOCOBYBATHU MalliEHTaM i3 CHHOIPOMOM CJ1abOKOCTi CHHYCOBOTO By3Ja (6e3
iIMIITaHTOBAHOT O KapOiOCTUMYJISITOPA).

HucpyHKuia niB020 WAYHOUYKA cepys. X04a reMOOMHaMiYHO KOHTPOJIbOBaHi
OOCITiIKEeHHS He BUSBUJIM ITOPYIIEHHS IITYHOYKOBO1 QYHKIIi1, 3 00epeXkHiCTIO
MOTPiOHO MpHU3HAYaTH TiKapChKuM 3aci6b npu aucGyHKII TiBOTO NITyHOYKA CEepIIs.

TwemiuHa xeopoba cepus. [IpUIyCKaAIOTh, III0 ITPU 3aCTOCYBaHHI IesIKUX
KOPOTKOYACHO [il0UUX OUTiOPOITipUOUHIB 30iIbIITYETHCS PU3UK BUHUKHEHHS CepIeBO-
CYOUHHUX yCKJIaAHEHb Y XBOPUX Ha illleMiuyHy XBOpoOy, TOMY 3aCTOCYBaHHS
JIEPKAHIOUTIIHY Y TaKUX XBOPUX BUMarae 00epexKHOCTi, Xxo4a JTepKaHiguIliH Y4UMHUTD
IIPOJIOHTOBaHY [ito0. [lesKi AUTIOPOMIPUAVHU PiAKO MOXKYTh IPU3BOOUTH [0
ImpekopmianbHOTo 6010 a60 cTeHoKapmii. [Iy>kKe pimko y MallieHTiB 3 paHillle iCHyH040:0
CTeHOKapHi€l0 MOXK/IuBe 30ibIIIeHHS YaCTOTH, TPUBAJIOCTi ab0 TAXKKOCTI IIUX HalamiB.
MoxyTh BiI3HaYaTHCS MOOOMHOKI BUIaAKM iHGapKTy MioKapaa.

ITepumoHeaavHul 0iani3. 3aCTOCyBaHHS JI€PKaHIOUIIIHY IIOB’I3yETHCA 3 PO3BUTKOM
IIOMYTHIHHS [IEPUTOHEAJIbHOI'O eKCyIaTy y IMalll€eHTiB Ha IepUTOHeaJIbHOMY [iajlisi.
[TomyTHIHHS 00YMOBIIEHO MiABUILEHOIO KOHIIEHTPAIII€I0 TPUTIIIIIEPU/iB B eKCyoaTi
odyepeBUHU. X0Ua MeXaHi3M HeBimoMui, 1iei epeKT Ma€ TEHOEHIIiI0 3HUKAaTH HEBOOB3i
micnis BigMiHM JlepKaHiguniny. llel B3a€MO3B’A30K CJIiJ B3ATU OO0 yBaru 3amjis
VHUKHEHHS BUIIQ[KiB, KOJIM IOMYTHIHHS I€PUTOHEAIbHOTO eKCyaaTy Moxke OyTu
ITOMHJIKOBO ITPUUHSTO 3a iHQEeKIIINHNN IePUTOHIT 3 ITOaJILIII0I0 HEIOTPiOHO0
rocCITiTasi3alli€o Ta eMIIipUYHUM BBEIeHHSIM aHTUOIOTHKIB.

Jlakmoa3sa. llet nikapcbKuit 3aci6 MicTuTh nakTo3y. [lalieHTaMm i3 pigkicHuMU
CIIQKOBUMMU ITpoOIeMaMi HellepPeHOCUMOCTI rajJlakKTo3U, 3arajibHol JIJaKTa3Hol
HEegoCTaTHOCTi abo III0K030-TajlakKTO3HO1 ManbabcopO1iii He CITif 3aCTOCOBYBaTH 1ei
JIiKapCbKUM 3acio.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BazimHicmob. KiiHiYHUN OOCBiA 3aCTOCYBaHHS JIEPKaHIAUIIIHY Yy IIepiof BariTHOCTI
BigcyTHiN. [locmiom Ha TBapuHaX He BUSBUJIM TEPATOT€HHOTO e(PeKTy, ajie BiH
CIIOCTepiraBcCs Mif 4ac 3aCTOCYBaHHSA 1HIIUX OUTIAPONIPUOAMHOBUX CIIONYK. He
PEKOMEHI0BaHO 3aCTOCOBYBaTH JIEPKaAHIOUIIIH BariTHUM Ta KiHKaM PeHpOOgyKTUBHOIO
BiKy, IKIII0 BOHU HE BUKOPHUCTOBYIOTh €(pEeKTUBHY KOHTPALEMIIIII0.

ITepiod 2o0ysaHHA 2pydor. ToOYHO HEBIAOMO, Y¥ IPOHUKAE NTepPKaHigUITiH abo 1oro
MeTaboJiTh y TPyAHE MOJIOKO. TOMy PHU3UK OJisi UTHHU He MOXKe OyTH BUKITIOYEHUN.



He crig 3acTOoCOBYBaTHU JIepPKaHIOUIIIH i Yac rogyBaHHSA I'PYOOIO.

®epmuavHicme. KiniHiuHi gaHi 100 BOIKWBY JepPKaHIOUITIHY Ha (GEePTUIbHICTD
BimcyTHi. HasiBHI maHi mpo o6opoTHi 6ioxiMiuHi 3MiHM B T'OJTiBIIi ClIepMaTO30i1diB, 1110
MOXKYTb BIIJIMHYTU Ha MOXKJIUBICTH 3allJIifHEHHS, Y MAlli€HTIB, Kl JIIKyBaJIUuCA
6JiIo0KaTOpaMu KaJIbI[iEBUX KaHasiB. Y pa3i MIOBTOPHOT0 HEYCIIMIHOTO 3aIlIifHEHHS in
Vitro Ta 3a BiICYTHOCTI iHIIIMX IIOSICHEHb 1100 LIbOT'0 CJIifl PO3TJ/ISHYTU 3aCTOCYBaHHS
67I0KaTOPiB KaabIliEBUX KaHaJIiB SK MOXKJIMBY IPUYUHY.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWUMU MexaHi3mamu.

Brnnus nepkKaHiguniHy Ha 30aTHICTh KEPyBaTH TPAaHCIIOPTHUM 3aco00M abo iHIIUMU
MexaHi3MaMu He3HauHul. OgHaK HeoOXiTHO BpaXOByBaTU MOKIIUBICTh
3anaMOpOYeHHs, CI1abKOCTIi, IigBUIIIEHOI BTOMJIIOBAHOCTI, PiAKO - COHJIUBOCTI.

Cmocid 3acTocyBaHHsI Ta M03H

Cnocib 3acToCcyBaHHSA

Hepe;l:[ 3daCTOCYBAHHAM IIPEIIapaTy HeOoOXiTHO B3STH IO yBaruy, 1mio:

e 3aCTOCOBYBATH IIpenapaTt 60akKaHO BpaHIi, He MeHIIe HiX 3a 15 XBUJIUH 0
CHIJaHKY;
e I1e¥i JTiKapChKHUM 3aciO He MOXKHa NPUUMATH 3 TPEUINIPPYTOBUM COKOM.

PekoMeHpoBaHa fg03a cTaHOBUTH 10 MT mmepopanbHO 1 pa3 Ha o0y, NpuiMaTH He
paHiliie HiXK 3a 15 XBUJIMH OO0 BXKUBAHHSA 1Ki. 3a/Ie?KHO Bif iHAWBigyaIbHOl peakilil
MalieHTa Ha JIIKyBaHHS J03y MOXHA ITigBUIMUTHY A0 20 Mr.

[Tin6ip mo3u Mae OyTH ITOCTYIIOBUM, OCKiJIbKM MaKCHUMaJlbHA aHTUTINEePTEeH3UBHA [Iist
PO3BUBAETLCA IPOTATOM 2 TUXKHIB JIIKyBaHHS.

[TamierTaM, apTepialbHUU THUCK SIKMX aOeKBaTHO He KOHTPOIIETHCS IIPU MOHOTEPaIril
QHTUTINEPTEH3UBHUMU ITpellapaTaMu, Moxke OyTH 3alpOIIOHOBAHO A0daTH JTiKapChKUM
3acib BaHrnepk y cxemu niKyBaHHS 3 b-agpeHo06I0KaTOpaMu (aTEHOJION), AiypeTUKaMu
(rimpoxmnopTia3ung) abo inriditTopamu AII® (kanmTompuin abo eHanapui).

OCKinbKM KpHUBa «Oo3a-epeKT» Ma€ maaTo B IPOMiKKYy fo3 20-30 Mr, MaJI0UMOBIpHO,
1110 epeKTUBHICTD ITpemnapaTy 30iIbIINTHCSA IPU 3aCTOCYBAaHHI BUIOI MO3U, TOOI IK
PU3UK BUHUKHEHHS MO0iYHUX e(peKTiB MoxkKe 30iTbIIUTUCE.

ITauieHmu AiMHBLO20 BIKY



3rigHo 3 maHMMU (papMaKOKiHETUYHUX Ta KIIIHIYHUX OOCIiAXKEeHb JTepKaHigUIIiH
MO2KHa 3aCTOCOBYBATU XBOPHUM JIITHLOTO BiKy 0€3 CIIellialbHOI0 KOPUTYBAHHS T03MU,
ajie IMMOYMHATH JIIKyBaHHS IalliEHTaM JIiITHBOTO BiKy HEOOXigHO IIif HaTJISoOM.

ITauieHmu 3 HUPKOBOI abo neviHKko8ow HeOoCMamHicmioo

XBOopUM 3 HUPKOBOIO a00 IMeYiHKOBOIO HEJOCTATHICTIO JIETKOTO Ta CEPeOHbOT0 CTYIIEHS
JIIKyBaHHS IpenapaToM BaHepK ciig moYynHAaTH ITif HarjasgoM. 3BUYalHa
pekoMeHaoBaHa mo3a 10 M mepeHOCUTHLCS IMalliEHTaMU IIUX HDiArpyn 3a3Bu4ai goope,
migBumIeHHs go3u mo 20 Mr noTpebye 06epeKHOCTi.

Y marfieHTiB 3 IEe4YiHKOBOIO HEJOCTATHICTIO MOXKJIMBE IIiABUIIIEHHSA
AHTUTINEPTEH3UBHOTO epeKTYy IIpelapary, 110 MoTpedye KOPEKIIil J03H.

[IpoTunoka3aHe 3aCTOCYBaHHSA JIEPKaHIAUIIIHY MMalliEHTaM 3 TAXKKOI0 OUCPYHKITI€I0
nevinky abo TSIKKOI0 OUCYHKITIEI0 HUPOK (KiipeHc KpeaTuHiny < 30 MJ1/XB),
BKJIIOYAIOYU NallieHTiB Ha reMofiaisi.

Iimu.

Be3neka Ta eeKTUBHICTh 3aCTOCYBaHHS JIiKapChKOT0 3ac0o0y AiTsM BikoM 1o 18 pokiB
He OOCIIOXKyBalIuCsA, OaHi 1040 3aCTOCYBaHHA OITSAM BIICYTHI.

Ilepemo3yBaHHs

[IpoTsiroM mepiony micasipeecTpaliiHOro 3aCTOCYBaHHSA MMOBIOOMJISJIOCS IIPO AEsKi
BUNagku nepepo3yBaHHA (Big 30-40 mr mo 800 Mr, y ToMy 4uciIi cipoba cyiuumy).

Cumnmomu. 3a aHaJOTi€l0 3 IHIMUMU OQUTIOPOIipUANHaMU, IIPU IIepefo3yBaHHi
JIEPKaHIOAUIIIHOM CJIif OYiKyBaTU BUHUKHEHHS HaOMipHOI nepudeprudHol
BasopuaTallil i SBHOI apTepialbHOI TinoTeH3il Ta pedreKTopHOl Taxikapmil. OgHakK
IIpU OyzKe BUCOKHUX [03ax nepudepudHa CeIeKTUBHICT, MOXKe OyTH BTpadeHa, II10
MOXKe CIIPUYMHUTU OpafguKapmito i HeraTuBHUM iHOTponHuM edekT. Hanbinbim
oM peHi mobiyHi peakilii, mMoB’si3aHi 3 mepego3yBaHHSM, - IIe TillOTeH3is,
3arraMOpPOYeHHsI, TOJIOBHUM OiNlb Ta MOCHUJIEHEe CEPLeOUTTS.

JIixyeaHHs. [Ipu TsXKKiMl apTepianbHil rimoteHsii HeoOXigHO BXKUTHU 3aXO0MiB aKTUBHOI
KapaioBaCKyIspPHOI MiATPUMKH, BKJIIOYAl0YM YaCTUU MOHITOPHUHT CepPIEBOl Ta
OUuxabHOL PYyHKIIIM, HafaHHA NalliEHTy TOPU30HTAIbHOTO IIOJIOXKEHHS 3
IPUNIAHATUMY HUXKHIMU KiHI[IBKaMU, KOHTPOJIb PIAUHMY, 110 IUPKYJIIOE, Ta
CEe4YOBUNYCKaHHA. 3 OTJIsIAy Ha MOOOBXKEHY (papMaKOJIOTiYHY Hif0 JIepKaHIOuIIiHY y pas3i
Iepeno3yBaHHS € HeOOXiIHUM HarJisa[ 3a CTAHOM CepLeBO-CyAUHHOI CUCTEMU TaKUX
NalieHTiB IIIOHaUMeHIlle IPOTATOM 24 TOOUH. 3 OIJIsINY Ha BUCOKE 3B’sI3yBaHHS
JiepKaHiguniny 3 6inkamMu, gianis Moxke 0yTu HeepeKTuBHUM. ITallieHTH 3 04iKyBaHOIO



MMOMipHOI0 ab0 TAXKKOIO iIHTOKCHUKAIIi€l0 MaloTh OyTH ITif HaArIsioM B yMOBax
IHTEHCHUBHOI Teparril.

IToGiuni epexkTn

Harngacrime cnocrepiranucs Taki mo6idHi peaxiiil, IOB’s13aHi i3 3aCTOCYBaHHAM
JIepKaHigumniny: nepudepryti HaOpPsSIKYU, TOJIOBHUM Oinb, MPUIIJINBYU, TaXiKapmis,
TMoCcuJieHe CepluebuTTs.

3 60Ky iMyHHOI cucmeMmu: IigBUINIEHA Yy TIUBICTh.

3 60Ky Hepsosoi cucmemu: TOMOBHUY 0iflb, 3aITaMOPOYEHHSI, COHJIUBICTD,
HEIIPUTOMHICTb.

3 60Ky cepus: Taxikapmisi, TOCUIeHEe CepleOUTTsI, CTEHOKAPMisi.
3 60Ky cyOuHHOI cucmemu: TIPUIIJIUBU, TiIOTEH3i.

3 60Ky WAYHKOBO-KUWKOB020 MpPAKmMy: OUCIIEIICiss, HynoTa, 0ilb y BEpXHil YacTuHi
XKUBOTA, O/II0BaHHS, giapes, rineptpodis siceH!
eKcyuaTyl.

, IOMYTHIHHSA [IEPUTOHEAILHOI'O

3 60Ky neviHKu ma 2#co8408uUBiOHUX W1sAXia: TIiABUIIIEHHS PiBHSA TpaHCaMiHa3

CUPOBATKU KpOBi1 .

3 60Ky wkKipu ma ii npudamkia: BUCHUII, CBepOiXK, BUCUIIAHHSI, Ha6p5{K1.

3 60Ky onopHoO-pyxo80i cucmemu, CnoAY4YHOI MKAHUHU i KiCoK: Mianris.
3 60Ky HUPOK i cevosuBiOHUX W1sXi8: TIONiypis, MoJIaKiypis.

3aezanvHi nopyweHHsA ma peakuii y micui eeedeHHsi: mepudepruydHi HaOpPsSIKU, acTeHis,
ImigBUIIleHa BTOMJIIOBAHICTh, OiNlb y TPyOsaX.

MT06iuni peaxilil 3i CIOHTaHHUX IIOBIMOMIIEHB IIifl Yac HiCIsIpeecTPaIiiHoro
3aCTOCyBaHHS y KpalHaxX CBiTYy.

JlepkaHIOUIIIH He BILJIMBA€E HETaTUBHO Ha PiBeHB IIYKPY Y KPOBi Ta piBeHS JIiMifiB y
CHUpPOBAaTIIl KPOBi. 3aCTOCYBaHHS OEeAKUX OUTIOPOIIPUOUHIB MOXKe 1HOOl IPU3BOOUTH OO
mpeKopOianbHOTo 00110 ab0 CTeHOKap[dil, y BUHITKOBUX BUMNaKaX y IMAlli€HTiB 3i
CTEeHOKAPHi€o MoxKe 30iIbITUTHCS YaCTOTa, TPUBAJIICTh a00 TSIXKKIiCTh HaAIlamgiB,
MOXKYTh Bifl3HaUaTHUCS i30/IbOBaHi BUNTaAKM iHPapKTy MioKapaa. [1o8i0oMa1eHHs NPo

nido3prosaHi nobiuHi peakuii




[ToBigoMJIieHHS IIPO Mimo3pIoBaHi MoOiYHI peakiiil micjiss cXxBalleHHS JIIKapChKOTO
3aco0y M03BiIPHUMU OPTaHAaMM € BaXKJIMBOIO ITPOIlenypolo. Lle mo3BoJisie 3MiliCHIOBATH
MOHITOPUHT CIIIBBiIHOIIIEHHSA «KOPUCTBH/PU3UK>» IIPU 3aCTOCYBaHHI LILOTO JIIKAPCHKOT 0O
3aco0y. MenuyuHi IpalliBHUKY ITIOBUHHI MOBITOMJISATH ITPO yCi Migo3pioBaHi mobiuHi
peakiril yepe3 HalliOHaJIbHYy CUCTEMY (papMaKOHAaTrIsIay.

TepMiH NpUIAaTHOCTI
2 POKH.
VYMmoBHu 30epiranHs

36epiraTé B OpUriHAJIbHIN yIIAKOBIIi IIpKU TeMiepaTypi He Buire 25 °C.

30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicIIi.
YnakoBka

[To 10 TabneTok y OsicTepi; mo 3 GicTepu y mayiii.
KaTeropis Bignycky

3a peLenTom.

BupooHHK

AT «<KUIBCbKUU BITAMIHHUU 3ABO]I».



