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IHCTPYKIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 32c00y

JIEPKAHISI®
(LERCANIA)

Cknao:

diroua peyosuna: JEPKaHIINIIIH,

1 TabyieTka MICTHTP JIEpKaHITUMIHY Tixpoxygopuay 10 mr, mo ekBiBaJieHTHO JepKaHiauminy 9,4 mr,
a6o nepkaHigumniny riapoxiaopuay 20 mr, 110 €KBiBaJIEHTHO JepkaHiauminy 18,8 mr;

0OnoMidICHI ~ peyoguHu:  TENIOJNO3a  MIKPOKPHCTATIYHA;  JIAKTO3a,  MOHOTIIpaT,  HATPIkO
KPOXMAaJIBIJIIKOJIAT (THIT A); IIOB1IOH; KPEMHIIO JIOKCHUJ] KOJIOITHUN OS3BOIHUI; MarHilo cTeapar;
TUTiBKOBa 00010HKa Tabnetku 10 mr: rimpomenosa, Tutany giokcua (E 171), makporou, Taibk, 3aiiza
okcup sxkoBTHii (E 172);

TUTIBKOBa 000JoHKa TabseTku 20 mr: rimpomerno3a tutany giokcun (E 171), makporon, Tanbk, 3ai3a
okcun ueponuii (E 172).

Jlikapcbka gopma. TabieTku, BKpUTI IJTIBKOBOKO 000JIOHKOO.

OcHo6HI i3uKo-XIMIYHI 61ACMUBOCTI:

tabnerka 10 Mr: TabneTku Kpyriioi ¢opMu 3 JBOOIMYKIIOK MOBEPXHEIO, BKPUTI ITIBKOBOIO 000JIOHKOIO
BiJl CBITJIO-)KOBTOTO JI0 )KOBTOT'O KOJILOPY;

tabnerka 20 Mr: TabJaeTKH Kpyriioi popMu 3 ABOOIMYKIIOK MOBEPXHEIO, BKPUTI IJIIBKOBOIO 000JIOHKOIO
BiJ] PO’KEBOTO JI0 TEMHO-POXKEBOTO KOIBOPY.

dapmakoTepaneBTHYHA rpyna. CeJeKTUBHI aHTAarOHICTH KaJIbIIIO 3 MIEPEBAKHOIO JIE€I0 HA CYANHHU.
[Moximni auriaponipuauny. Kog ATX CO8C A13.

Dapmakonoziuni enacmueocmi.

Dapmakoounamika.

JlepkaHiAMIIIH — II€ aHTAroHICT KaJlbLil0 TUTiAPOMIPpUANHOBOI Ipynu. IHridye TpaHcMeMOpaHHUIA
NOTIK KaJbI[il0 BCEpEAUHY KapJIOMIOLUTIB Ta TIJAJKOM SI30BUX KIITHH CYAUH. MexaHi3M
AQHTUTINEPTEH3UBHOI i1 JIEPKaHIIUIIHY 3YMOBJIEHUH MPSIMUM pellaKkCalliiHUM BIJIMBOM Ha TJajKi
M’SI3U  CyAMH, 3a pPAaxXyHOK YOT0 3MEHIIYEThCA 3arajbHUN CyIMHHUN MepupepuyHuil omip.
He3Bakatoum Ha KOpPOTKMH TIepiojl HAMIBBUBEJEHHS 3 IUIa3MU KpOBI, JIEPKAHIJUIIH YUHHUTH
MIPOJIOHIOBAHY aHTHUTINEPTEH3UBHY /1110 32 paXyHOK BHCOKOTO Koe(illieHTa MEMOPAHHOTO PO3IMOALTY.
3aBIsSKM BUCOKIN CYAMHHIN CEJIEKTHBHOCTI Mpenapar He YNHUTh HEraTUBHOI iHOTpomnHoi aii. ['ocTpa
apTepiajibHa TIMOTEH3isI 3 Pe(IIEKTOPHOI0 TaxXiKapAl€l0 BHHHUKAE PIJIKO 3aBISKH IOCTYIIOBOMY
PO3BUTKY Ba30JWJIaTallii TP MPUHOMI JIEpPKaHIHUITIHY.

Sk 1 B IHIIUX aCUMETPUYHUX 1,4-AUTiIpOMNIPUANHIB, aHTUTIIEPTEH3UBHA AKTUBHICTD JIEPKAHIUIIHY
B OCHOBHOMY O0yMOBJIEHA HOTO S-eHaHTiIOMEPOM.

KniniyHa epexkTuBHICTh 1 0€3MEeUHICTh 3aCTOCYBAaHHS JIepKaHIIUMIHY y 1031 10-20 mMr oauH pa3 Ha
n00y Oynu BUBYEHI B IMOJABIMHO CIINOMY IUIAIleOOKOHTPOIBOBAHOMY KIIIHIYHOMY JOCHIJKEHHI (B
skomy 1200 marieHTiB OTpUMYBaIIU JIepKaHiuIiH, 603 maIieHTH OTPUMYBaJIH T1ae60) Ta B aKTUBHO
KOHTPOJIbOBAHUX 1 B HEKOHTPOJIbOBAHMX JOBIOTPUBAIMX KIIHIYHUX JOCTIDKEHHAX 3 3arajibHOI0
KUTBKICTIO 3676 MaIll€HTIB 3 TIMEePTEH3IETO.



Jlo OimpIIOCTI MOCHIKEHb OYyJaW 3ajdydeHi TMalli€eHTH 3 €CCHINAIBHOI0 TIMEePTEH3IE JIETKOro abo
MOMIPHOT'O CTYIEHS TSHKKOCTI (BKJIFOYAIOYHM MAIli€HTIB JIITHBOTO BIKY Ta XBOPHX Ha IYKPOBH 1iabeT),
Kl OTPUMYBAJIM JICPKAHIAWMIIH SK MOHOTepamiro abo y KomOiHamii 3 iHriGiTopamu
AHTI0TEeH3MHIEPETBOPIOBAILHOTO pepmenTy (AIID), niypeTrkamu uu GeTa-010KaTOpaMH.

JloaTKOBO /10 KIIIHIYHUX JIOCIHIKEeHb, MPOBEACHUX IS MiATBEPAKEHHS TEPAeBTUYHUX TOKa3aHb,
MOJAJIbIIIE HEBEJIIMKE HEKOHTPOJIbOBAHE, alieé PaHAOMI30BaHE JOCHIPKEHHS IMpernapary 3a ydacTio
MaIli€HTIB 3 TSOHKKOK apTeplajibHOIO TINEpPTeH3i€r0 (cepeaHe + CTaHAapTHE BIAXWUIIEHHS PiBHA
JTIACTOJIYHOTO apTepiaibHOTO TUCKY 114,5 + 3,7 MM pT. CT.) TPOAEMOHCTPYBAIO HOPMAIIi3aIliI0
aprepiagbHOoro Tucky y 40 % 3 25 mamienris, ski npuiiManu jepkaHiaumin y no3i 20 mr 1 pa3 Ha
no0y, Ta y 56 % 3 25 mnauieHTiB, fKi npuiiManu JepkaHigumiH y no3i 10 mr 2 pasu Ha nody. Y
NOJBIHHO CIINOMY paHAOMI30BaHOMY IJ1alle0OKOHTPOJILOBAHOMY JOCITI/KEHHI Yy TMAIl€HTIB 3
130JJbOBAHOIO CHCTOJIIYHOIO TIMEPTEH3IE€I0 JIEPKaHIUIIH e()EeKTUBHO 3HM)KYBaB CHCTOJIIYHHUNA
apTepiaJbHMA THUCK 13 CEPEIHBOrO  IMOYATKOBOrO 3Ha4YeHHA 172,6 £5,6 MM pT. cT. 110
140,2 £+ 8,7 MM pT. CT.

KniniuHi gOCTiKEHHS Y TUTSA9il TOMYJISil He TPOBOIMITUCS.

Dapmakokinemuxa.

AbcopOrris

JlepkaHiIUIiH MOBHICTIO BCMOKTY€ETBHCS MiCI IEPOpaTbHOro npuitomy y 1031 10—-20 mMr, MakcumanbHi
KOHIeHTpanii y twiasmi kposi 3,30 mr/mm + 2,09 c.B. ta 7,66 ur/mu £ 5,90 c.B. BIAMOBiIHO
peecTpyroThes MpuodIu3Ho uepes 1,5-3 roauHu.

JlBa eHaHTiOMepH JEepKaHIAWITIHY AEMOHCTPYIOTh MOAIOHUI Mpodink piBHIB y IUIa3Mi KPOBIi: Yac
JOCATHEHHSI MAaKCUMAJIbHOT KOHIIEHTpAIIi] Yy Mja3Mi KpOBi TaKUM caMuii, MaKCUMaJlbHa KOHIIEHTPALIis
ta nokazHuk AUC B cepeqapomMy B 1,2 pasa BuIli Ui S-€HaHTIOMEpa, a TIePio/1 HAIlliBBUBEACHHS TBOX
CHaHTIOMEpIB, 10 CYTi, 0O{HAKOBHUi1. B3aeMomnepeTBOpEeHHS eHaHTIOMEPIB iN VIVO He BiAMIYaIoCh.
Bracnigok BHCOKOTO MeTa0odi3My IpH TMEPBUHHOMY IPOXO/DKCHHI dYepe3 MeYiHKy aOCON0THA
010[IOCTYMHICTh JIEPKAHIAUIMIHY, HPUUHATOTO NAI[IEHTOM NEPOPaTbHO TMichs iqu, CTaHOBUTH
npubimzHo 10 %, xoua BOHA 3MEHITyBajlacs /10 3 IIbOTO 3HAYEHHS, AKIIO MpenapaTr 3acTOCOBYBAIH
310pOBi 1OOpPOBOJIBII HaTiIe. SIKIIO mpenapar MpuUAMaTH HE Mi3HINIE HiXK Yepe3 2 TOJMHM IiCis
BXKMBAHHS JIy)Ke€ KUPHOI ki, oro 0i010CTyNMHICTh 30U1bIIyeThCst y 4 pazu. Tomy JepKaHiIHITH CIIij
NpUMaTH A0 BXKUBAHHS TKi.

Poznopin

Po3noain 3 mia3Mu KpoBi Yy TKaHMHU Ta OpPraHd € IIBUAKUM 1 MHMpoKUM. CTymiHb 3B’sI3yBaHHS
JepKaHiIUIIHY 3 Ollkamu cupoBaTku nepeBuilye 98 %. OckuUlbKM piBEHb OlIKa y IUIa3mi KpoOBI
3MEHUICHUH y MAaLli€HTIB i3 TSHXKKUMHU MOPYIIEHHSAMH (YHKLII HUPOK Ta MEYiHKH, BUIbHA (pakiis
npenapary Moke 301IbIIyBaTHCS.

biorpancdopmarris

JlepkaHinumiH eKCTeHCUBHO MeTabomi3yerbes 130¢pepmentom CYP3A4, ne3aMmiHeHuit npemnapar y cedi
YY KaJli He BUSIBIIETbCS. BiH epeTBOPIOETHCS MEPEBAKHO Y HEAKTUBHI MeTa0oITH, pubiu3Ho 50 %
MIPUIHSATOI 103U BUBOJUTHCS 3 CEUEIO.

ExcriepumenTtd in Vitro 3 J0JCHKMMH MiKpOCOMaMM MEUYiHKH CBiqYaTh, IO JIEPKAHITHITIH IO
npurHiaye CYP3A4 ta CYP2D6 npu xoHueHTpanisx, BianosigHo y 160 1 40 pa3iB BUIIMX, HIXK HOTO
MaKCHMajbHa KOHLIEHTpallisl y IUIa3Mi KpoOBi, siIKa JOcsraeTbes micis mpuilomy no3u 20 mr. Kpim
[bOT0, JOCTIKEHHS JIIKApChKOi B3a€MOJII y JIf0JIel MPOIeMOHCTPYBAIIH, 110 JIEPKaHIAUIIIH y TU1a3Mi
KpPOB1 HE 3MIHIOE piBeHb Mimazoinamy, TunoBoro cyocrpary CYP3A4, abo meronposoiy, TUIIOBOTO
cyoctpary CYP2D6. Takum ymHOM, IIpHU 3aCTOCYBaHHI JIEPKaHITUIIHY y TE€paneBTUYHUX J03aX HE
ouikyeThbcs OioTpaHcopmaltii npenapaTis, 1o MetabomizyoTbes CYP3A4 abo CYP2D6.

Busenenns

EniMiHaliss npoxoJuTh B OCHOBHOMY HUIsIXOM OioTpaHcdopmarii. Cepeaniii TepMiHaNIbHUN mepiof
HaIliBBUBEJICHHS CTaHOBUTH 8—10 roauH, a TepaneBTUYHA JIisl TpUBa€ 24 TOIWHU BHACTIOK BHCOKOTO
CTYNeHs 3B’S3yBaHHA JIEPKaHIOUIIHY 3 JINiJaMU KIITUHHUX MeMmOpaH. [lpu moBTOpHOMY
3aCTOCYBaHHI KyMYJISIlIS HE CIIOCTEPITraach.

JIiHIHHICTh/HENIHIHHICTD

[Tpu mepopaibHOMY 3aCTOCYBAaHHI JIEpPKaHIIUIIHY MOro KOHIEHTpalis y Ija3Mi KpoBl HE € MPSIMO
MPOMOPLIHHOI A0 MPUHHATOI 103U (HemiHiiiHa kiHetuka). [licna mpuitomy 10 mr, 20 mr i 40 mr




MaKCHUMaJIbHI KOHIIEHTpaIlii y IjIa3Mi KpoBi, sIKI CIIOCTEpiraaucs, Maiau criBBimHomeHHs 1:3:8, a
TUTOINI T KPUBUMH 3aJISKHOCTI KOHIIGHTpALlii y T1a3mi KpoBi Bi yacy Maiu criBBifHOmeHHS 1:4:18,
II0 BKa3y€ Ha IOCTYNOBE HACHYCHHS METaboJi3My HpHU TEpUHIOMY NPOXOKEHHI. TakuM UYUHOM,
0100CTYIHICTD JIEPKAHIAUIIIHY 301UIBIIYETHCS 3 MiABUILEHHIM JJO3H.

OxkpeMmi rpynu namieHTiB

Byno nokazano, mo ¢apMakoKiHeTHKa JICPKaHIIUIIHY y Hali€HTIB JITHHOTO BiKy Ta y TMAaLlI€HTIB 3
TUCHYHKITIEID HUPOK ab0 MEYiHKHM CIIA0KOr0o YW CEPEeIHBOrO CTYIEHs TSKKOCTI CXOa Ha TaKy, 10
CIIOCTEpIraeThCs y 3arajbHiid IpyIli HAi€HTIB. Y XBOPHX 13 TSHDKKUM CTYIEHEeM AMC(HYHKINT HUPOK abo
y Alai303aeKHUX XBOPUX KOHLEHTpAIi JiKapchKOro 3acol0y Oymu OifbIl BUCOKUMHU (TPUOIU3HO
70 %). Y xBopux 13 cepenHiM ab0 TSHKKUM CTyIEHEM MOpYyIIeHHS (YHKIIT MEYiHKH CUCTEMHA
0100CTYIHICTD JIEpKaHIAHITIHY, IMOBIPHO, 301JIbIIY€ETHCS, OCKUIBKU BiH META0OJI3y€e€ThCS TOJIOBHUM
YUHOM Y TICUIHII.

KuiniuHi xapakTepucTukm.
Ilokazannusa.
EcenrianpHa rinepTeH3is Jerkoro abo moMipHOTO CTYIEHS TSIKKOCTI.

Ilpomunokazanuns.

- IlinBumieHa 9yTIAUBICTH 70 JIEpKaHiAUIiHY a00 10 OYAb-SIKOT0 KOMIIOHEHTA JIIKAPCHKOTO 3ac00Yy.

- OO6cTpyKIlis BUBITHOTO BiAILTY JIIBOTO HUTYHOYKA.

- HenikoBana 3acTiifHa ceprieBa HEZJOCTaTHICTb.

- HecrabinpHa cTeHOKapais un HemoAaBHIK (Ipotsarom 1 Micsis) iHGapKT MioKap/a.

- TspKkka mediHKOBa HEJOCTATHICTD.

- Tskka HUpPKOBAa HEMOCTATHICTH (KiipeHC KpeaTwHiHy < 30 MJI/XB), BKJIIOYAIOUM MAI[i€HTIB Ha
reMoianisi.

- OpnHoyacHe 3acTocyBaHHS 3 MOTyKHUMU iHTiOiTOpamu CYP3A4, nukinocnopuHoM, rpeindpyrom
YH rpeHn(pPYTOBUM COKOM.

B3aemooia 3 inwmumu nikapcoKumu 3acodamu ma iHuwii 6UOU 63acMo0ill.

IIpomunoxazano oonouache 3acmocysanns

Ineioimopu CYP3A4

Jlepkaniaumin Metabounizyerbes min aiero pepmenty CYP3A4, Tomy iHTiOITOpH Ta 1HAYKTOPH L{BOTO
dbepMeHTy, Kl TPUIUMAOTh OJHOYACHO 3 JIEPKAHITUIIIHOM, MOXYTh BIUTMBATH Ha META0OJI3M Ta
BUBEJICHHS JIepKaHinumiHy. JlochmijykeHHs B3aeMojii JEpKaHIAMIIHY 3 MOTY)XHHUM 1HT10iITOpOM
CYP3A4 xeToKOHa30J0M NPOAEMOHCTPYBAIM 3HAuHE MiJABUIIECHHS PIBHS JIEPKAHIIUIIHY y IJIa3Mi
KpoBi (15-kpatHe mingBumeHHs mnokazHuka AUC Ta 8-kpaTHe NiABMIIEHHS MaKCUMaJIbHOL
KOHIIEHTpAIlii eyroMepa S-IepKaHiIUIIiHY).

Cnin  yHMKaTH  OJHOYACHOTO  3acTOCYBaHHsS  JiepkaHinumiHy 3  iHrioitropamu CYP3A4
(KETOKOHA30JI0M, ITPaKOHA30JI0M,  PUTOHABIPOM, €pPUTPOMILIMHOM, TPOJICaHIOMILIUHOM,
KJIApUTPOMILIUHOM).

Luxnocnopun

[Ipy opHOYacHOMY 3aCTOCYBaHHI JIEPKaHIAUMIHY 1 LUKIOCHOPHHY HiJABHMIIYETHCS PiBEHb 000X
PEYOBHH Y TuTa3Mi KpoBi. JIOCTiPKEHHS 32 y4acTIO MOJIOJIUX 3/I0POBHUX JOOPOBOJIBIIIB MMOKA3aj0, 0
3aCTOCYBaHHS IIUKJIOCIIOPUHY 4epe3 3 TOJUHH MicIs MpUHOMY JIEpKaHIIMIIIHY HE 3MIHIOBAJIO PiBEHb
JIEPKaHIUIIIHY y Tu1a3Mi KpoBi, BogHouac nokasHuK AUC mukinocmopuHy 30utbmryBaBcs Ha 27 %.
OpHak OJHOYACHE 3aCTOCYBAHHS JIEPKAHIAHUINIHY 1 HUKIOCHOPHHY HPU3BOAMTH 10 3-KPaTHOTO
301IbIICHHS PiBHSA JIEPKaHIIUIIIHY Y [J1a3Mi KpoBi Ta 3011bieHHs nokazHuka AUC IUKIOCIIOpUHY Ha
21 %.

[{uxmocnopuH 1 JIEpKaHIIUITIH HE CIT1]T 3aCTOCOBYBATH Pa3oM.

I'petingppym yu epetinghpymosuii cix

Sk 1 B IHIIMX AUTIAPONIPUIMHIB, METa0O0I3M JIEpKaHIJUIIHY YIOBIIBHIOETHCS i BIUTUBOM COKY
rpeiindpyra 3 NOJANBIIAM MiABUIIEHHSM CHUCTEMHOI JOCTYIHOCTI JICPKAHITUIIIHY Ta IiJICUICHHSIM
rimoTeH3uBHoOi 11ii. He ciia mpuiiMat 0HOYACHO JIEPKAHIIMIIIH 1 TpeUnppyT un rperndpyToBuii CIK.




He pexomenodosano oonouacne 3acmocyeantsi

Inoykmopu CYP3A4

Heo0OximHO 3 00epexHICTIO 3aCTOCOBYBATH JIEPKAHIAMITIH OfHOYAacHO 3 iHmykTopamu CYP3A4,
TaKUMH SIK POTUCYIOMHI 3acobu (penitoin, henobapbiTan, kapdamasemin) Ta pudaMIiiuHOM depe3
MOJJIMBE 3HIKEHHS aHTUTINEPTEH3MBHOI [1i JIEpKaHIOUMIHY. Y LUX BHUMAJIKaX PEKOMEHI0BaHO
YaCTIINN KOHTPOJIb apTepiabHOTO TUCKY.

Anxoeons

Crnin yHMKaTH BXXKMBAHHS aJKOIOJIO Yepe3 MOXKJIMBE IOTEHIIFOBAaHHs Ba30JWIaTalliiHOro egexTy
AQHTUTINEPTEH3UBHUX JIIKAPCHKHUX 3aCO01B.

Bzaemodii, axi nompebytome kopekyii 0o3u

Cyocmpamu CYP3A4

Cnig Oyti oOepeXHUM TIPU OJHOYACHOMY 3aCTOCYBaHHI JICpKaHIAUIIHY 3 IHIIMMH CyOCTpaTamu
CYP3A4, takumu sk TeppeHanH, acTeMi3ol, 3 aHTHapuTMidvanMH 3acobamu III knacy, Takumu sk
amioZapoH, KBIHIIUH, COTaJIOJ.

Mioazonam

[Tpu onHovacHOMY 3acTocyBaHHi 20 MT JIepKaHITUIIHY 1 Mijla30jamMy y T0OpPOBOJIBLIB JITHBOTO BiKY
abcopOriss JepKaHiAWIIHY MmiaBUITyBasack (mpubmm3no Ha 40 %), a mBHIKICTE abcopOmil
3HIKYBAJIACh (tmax MOJOBXKYBanack 3 1,75 no 3 ronun). KoHueHnTpaiiist Miiazonamy He 3MiHIOBAJIach.
Memonponon

OpHouacHe 3aCTOCYBaHHS JIEPKAHIAMIIIHY 3 METONpOJIoIoM — [3-010KaTOpoM, SKH BUBOIUTHCS
NEPeBAXHO Yepe3 MEeYiHKy, — He 3MIHIOE Oi0JOCTYIHICTh METOINPOJIONY, aje MPHU3BOIUTH [0
3MeHIIeHHs 0iogocTynHoCTi nepkaniauminy Ha 50 %. Lleit ehekT MOXITMBUIA BHACTIIOK 3MEHIICHHS
IEYIHKOBOTO KpPOBOTOKY, IO CIPUYUHSETbCA [3-OloKaTOpaMu, TOMY MOK€ BUHHUKATH Yy pasi
3aCTOCYBaHHA 3 IHIIMMU TpenapaTtamu Iiei rpymu. OTxe, JepKaHiAUITIH MOXKHA 3aCTOCOBYBATH 3 [3-
aZipeHobI0KaTopaMu, ajie Ipy bOMY MOKe OyTH NOTpiOHE KOPUTYBAaHHS J03U.

Jlueoxcun

[Ipu omHOYacHOMY 3acTrocyBaHHiI 20 MI JIEpKaHIAWIIIHY Tami€HTaM, SKi MOCTIHHO NpHMaTh [3-
METUJINTOKCHH, He OyJ0 BUSBICHO JOKa3iB (apMakoKiHETHYHOI B3aemoJii. [Ipore cnoctepiramocs
niaBUIIeHHS Cmax IUTOKCHHY B cepelHboMy Ha 33 %, toni sk nokazHuk AUC 1 HUPKOBHH KIIIpEHC
3Ha4YHO HE 3MiHIOBaIMCh. CTaH MAlli€HTIB, SKMM OJHOYACHO MPU3HAYEHUN TUTOKCHUH, CIi/l PETEIBbHO
KOHTPOJIIOBATH 1110/I0 O3HAK IHTOKCHKAIIll TUTOKCUHOM.

Oo0Houache 3acmocy8ants 3 IHUWUMU JIKAPCOKUMU 3aco00amu

Dnyokcemun

BuBueHHs B3aeMofii MpH OJHOYACHOMY 3acTocyBaHHI 3 (ayokcernHom (iHribiropom CYP2D6 i
CYP3A4) y nobpoBombliiB BikoM 65+ 7 pokiB (cepenHiil + c.B.) HE BUSBWIO KIIHIYHO 3HAYYIIOL
3MiHU (papMaKOKIHETUKH JEPKAHIAUIIIHY.

Lumemuoun

OpnHouacHM MpuitoM HUMEeTHINHY y 1031 800 Mr Ha 700y HEe CIPUYMHSE 3HAYHUX 3MiH KOHIIEHTpALii
JIEpKaHIIUIIIHY Y IJ1a3Ml KpoBi, ane ciiji OyTh oOepeXHHUM MpU 3aCTOCYBaHHI OLIbII BHCOKHX 103
yepe3 MOKIIUBICTD 301IbIIEHHS 010/J0CTYITHOCTI 1 AHTUTINEPTEH3UBHOTO €(heKTy JepKaHIAUIIIHY.
Cumeacmamun

Konu nepkanigumin y 1031 20 Mr ogHodacHo 3actocoByBaiu 3 40 Mr cumBacTtatuny, nokazHuk AUC
JIEpKaHIIUIIIHY ICTOTHO HE 3MiHIOBaBcsA, Toll Ak mokazHUK AUC cumBacTaTvHy 30UIbIIYyBaBCS Ha
56 % 1 meill ke TMOKa3HUK HOro axkTUBHOrO Merabomity [-rigpokcukuciotu — Ha 28 %.
ManoiiMOBIpHO, IO TakKi 3MIHM MalwTh KIIHIYHE 3HauYeHHsS. He ouikyeThcs B3aemogii MK ITUMHU
npenapaTami, SKIIO JEepKaHIAWIIH NpUuiMaTH 3paHKy, a CUMBAcCTaTUH — YBeYepi, SIK BKa3aHO JUIA
IILOTO TIpemnapary.

Hiypemuxu ma inei6imopu AIID

JlepkaHinumiH  MOXXHAa  3aCTOCOBYBATM  OJHOYACHO 3  JlypeTHMKaMd Ta  1HriGiTopamu
aHT10TEH3UHIIEPETBOPIOBAIBHOTO (PEPMEHTY.

Tnwi nikapcoki 3acobu, AKi 6NIUBAIOMb HA APMEPIATILHUL MUCK




Sk 1 mpu 3acTOCyBaHHI BCIX aHTHUTINMEPTEH3UBHUX IMPENapaTiB, MOXKJIMBE TOCUJICHHS T1OTEH3UBHOTO
edeKTy MpH OAHOYACHOMY 3aCTOCYBaHHI JICPKAHIAMIIHY 3 IHIIUMH JIIKAPCBKUMH 3aco0amMu, sKi
BIUIMBAIOTh HA apTreplalbHUN THUCK, TaKUX SK 0-OJOKAaTOpU A CHUMITOMATUYHOIO JIIKYBaHHS
3aXBOPIOBAHb CEYOBOTO MiXypa, TPUIUKIIUHI aHTUACTIPECAHTH, HEHPOJIENTHUKH.

HaBnaku, Moxe criocrepiraTics 3HM>KEHHsI T1IIOTEH3UBHOTO €(pEeKTy IPU OAHOYACHOMY 3aCTOCYBaHHI
3 KOPTUKOCTEPOIAaMHu.

Ocobueocmi 3acmocy8amnns.

Cunopom crabrocmi cunycogozo 8y3ia

JlepkaHiIUITiH CJ1i7] 3aCTOCOBYBATH 3 OOEPEKHICTIO MAIlIEHTaM 13 CHHIPOMOM CIA0KOCTI CHHYCOBOTO
By371a (0€3 IMIUTAaHTOBAHOTO Kapi0CTUMYJIISATOPA).

Juchynkyis nieoeo winynouka cepys

Xoua reMOIMHAaMIYHO KOHTPOJIbOBAHI JAOCIIPKEHHS He BUSBIIIM MOTiPIICHHS IUTYHOYKOBOT (DYHKIIIT,
3 00EPEKHICTIO TPU3HAYATH MPH TUCHYHKIIIT JIIBOTO IMITYHOUYKA CEPIIS.

Twemiuna xeéopobda cepys

Byno BHUCIIOBIEHO MPUITYIIEHHS, IO JAEAKI TUTIAPONIPUANHN KOPOTKOI /il MOXYTh OyTH ITOB’s3aHi 3
HiABUIIEHUM CEPLEBO-CyIUHHUM pPH3UKOM Yy TAILI€HTIB 3 IMIEMIYHOI0 XBOPOOOIO cepisl. Xoda
Jlepkanis® € mpemapaTtoM OBrOTPHMBANOi Aii, MpOTe TAKMM XBOPUM Liel JiKapchKHil 3aci6 ciix
3aCTOCOBYBAaTH 3 00epexHIicTIO. Jleski IUTIApOMIpUAMHU PIAKO MOXYTh TPU3BOAUTH O
npekopaianbHoro Oomto abo creHokapmii. [yxe piako y Talli€eHTIB 3 paHillle 1CHYIOYOIO
CTCHOKApPI€I0 MOXKIIMBE 30UIBIIEHHS YacTOTH, TPHUBAJIOCTI ab0 TSHKKOCTI IMX HamagiB. MoOXyTb
BiJ[3HAYATHCS MMOOJIMHOKI BUNIQJAKH 1H(PAPKTY MioKkap/a.

Ilepumoneanvnuii dianiz

3acTocyBaHHS JIEPKaHITUIIIHY OB’ A3Y€ETHCS 3 PO3BUTKOM MOMYTHIHHS MIEPUTOHEATBHOIO EKCYIaTy Yy
NAIiEHTIB Ha TMEpUTOHEATbHOMY niami3i. [loMyTHIHHS OOYMOBJIEHO MiJBUINEHOIO KOHIICHTPALIEIO
TPUTTILEPUIIB B €KCylaTi O4YepeBHHU. XO4a MEXaHI3M HEBIJOMHUH, Led e(peKT Mae TEeHACHIII0
3HMKATH HEBJOB31 IICIA BiIMIHU JIepKaHIIUMiHYy. BkazaHuii eQexT ciig B3ATH 10 YBaru 3auis
VHUKHEHHS BHUMNAJKIB, KOJIM TIOMYTHIHHS TEPUTOHEATHHOTO EKCYAaTy MOXe OyTH MOMHIKOBO
OPUKRHATO 32 1HPEKIIHHUN EPUTOHIT 3 MOJAIBIION HETOTPIOHOIO TOCHITANIZAMIEI0 Ta EMIIPUIHIM
BBEICHHAM aHTHUOIOTHUKIB.

Jlakmosza

Jlepkanisi~ MICTUTB JIAKTO3Y. SIKIIO y Malli€eHTa BCTAHOBIEHO HEMEPEHOCUMICTh IESIKHX I[yKpiB, HOMY
NOTPIOHO MPOKOHCYIBTYBATUCS 3 JIIKApeM, MepIl HiXK IpUiMaTH 11eH JikapchbKuil 3acio.

®

3acmocysanns y nepiod sacimnocmi abo 200y8anus epyooro.

Kniniyauii 7OCBi 3acTOCyBaHHS JIEpKaHIAMIIIHY Y TMepioJ BariTHOCTI BiacyTHii. Jlocminu Ha
TBapUHaX HE BUSBWIN TEPAaTOTEHHOrO €(EeKTy, aje BiH CIOCTepiraBcs IiJl Yac 3aCTOCYBaHHS 1HIIHUX
JTUT1IPOMIPUANHOBHX CIONYK. He pekoMeHI0BaHO 3aCTOCOBYBATH JIEPKaHIIUIIIH BariTHUM Ta KiHKaM
PEnpOAYKTUBHOIO BIKY, SIKIIIO BOHU HE 3aCTOCOBYIOTH €()eKTUBHY KOHTPALIEIIIIO.

To4HO HEBIJIOMO, UM MPOHUKAE JIEPKAHIAUIIH a00 Horo MeTabouliTH y rpyiHe MOJOKO. ToMy pU3UK
JUIsL TUTUHU HEe MOke OyTu BuKItoueHHil. He cnij 3acTocoByBaTH JIEpKaHIIUIIIH M1l Yac IO yBaHHS
IpyIIIO.

Depmunbricmy

KniniuHi AaHi M0A0 BIUIMBY JIEpKaHIIUMIHY Ha (QepTUibHICTh BijcyTHI. HasBHI naHi npo o00poTHIi
610XIMIYH1 3MIHM B TOJIBLI CIEPMATO301/1B, [0 MOXYTh BIUIMHYTU Ha MOKJIMBICTh 3aIUTIIHEHHS, Y
NAIli€HTIB, sKi JIKyBaJucs OJOKaTopaMH KajbIi€BUX KaHaJiB. Y pa3l MOBTOPHOTO HEYCIILIIHOTO
3aIuTiIHEHHS IN VItro i 3a BiACYTHOCTI 1HIIMX MOSCHEHb MO0 [OTO CJiJl PO3MIISHYTH 3aCTOCYBaHHS
0J10KaTOPIB KAJBIIEBUX KAHATIB SIK MOXKIIUBY IPUYHHY.

30amuicms enaueamu Ha WEUOKICMb peakyii npu Kepy8aHHi A8MOMpPAHCNOpmMomM abo THUUMU
Mexarnizmamu.

BrnuB nepkaHiMmiHy Ha 3/aTHICTh KepyBaTH TPAHCHOPTHUM 3acO00M alo IHIIMMHU MeXaHi3MaMu
He3HauHni. OHaK HEOOX1THO B3SITH JI0 YBAard MOXJIMBICTh 3alIaMOPOYCHHS, CJIAOKOCTI, IMiIBHIIEHOT
BTOMJIFOBAHOCTI, P1IKO — COHJIUBOCTI.



Cnocio 3acmocysannsa ma 003u.
PexomennoBana no3a cranoButh 10 Mr mepopansHo | pa3 Ha 100y He MeHIIEe HiX 32 15 XBHIMH 10
npuiiomMy 1ki. 3a7eXHO BiJl IHIUBIIYaIbHOI peakiii MmamieHTa Ha JIIKyBaHHS 03y MOJKHA ITiIBUIIATH
10 20 mr.
[TinGip mo3u mMae OyTH MOCTYNOBUM, OCKUIBKM MaKCHUMaJlbHa aHTUTINEPTCH3WBHA Jisl PO3BHBAETHCS
IPOTSIrOM 2 THUXKHIB JIIKyBaHHSI.
[TamienTam, THCK SIKHMX aJIeKBaTHO HE KOHTPOJIOETHCS IMPH MOHOTEparii aHTUTINepPTEH3UBHUMHU
npenapataMd, Moxe OyTH 3ampoHoHoBaHo pnojatd Jlepkamiro® y cxemu JiKyBaHHA 3 f-
aapeHoOnokaTopamMu  (areHoNoN), AlypeTukamu (Tigpoxiopriazuna) abo iHriditopamu  AlID
(kanTonpui1 a00 eHaJIAIPHII).
OcCkinbKM KpuBa «1o03a — e(exkr» mae 1iato B mpoMikKy 103 20-30 Mmr, MajoiMOBIpHO, IO
e(eKTUBHICTh IIpenapary 30UIBIIUTHCS MPU 3aCTOCYBAaHHI BHINOI JT03U, TOJI SIK PU3UK BUHUKHEHHS
no0IYHUX e(heKTiB MOXKE 301TBIIUTHCA.
Tayienmu nimuvo20 8iKY.
3rigHo 3 ganuMHu HapMAKOKIHETHYHHX Ta KIiHIYHHX AOCHTimKeHb JlepkaHiro® MOXkHA 3aCTOCOBYBATH
XBOPUM JIITHBOTO BiKy 0€3 CHelialbHOTO KOPUTYBAHHS /103, ajlie MOYMHATU JIIKYBaHHS Malli€eHTaM
JITHBOTO BiKY HEOOXIHO ITiJT HATJISIOM.
Tayienmu 3 HUPKOBOIO AOO NEYIHKOBOIO HEOOCAMHICMIO.
XBOpUM 3 HHPKOBOIO a00 MEYIHKOBOI HEOCTATHICTIO JIETKOTO Ta CEPEIHBOTO CTYIEHS JIIKYBaHHS
npenapatoM Jlepkanis® ciig mouymHaTH mWix HarisgoM. 3BUYaiiHAa peKOMeHjoBaHA 032 10 Mr
NEPEHOCUTHCS TMAIliEHTaMH [HX MIATPYI, sIK MPaBUIIO, J00pe, MiIBUIIEHHS 103U 10 20 Mr moTpedye
00epe)HOCTI.
VY mamieHTiB 3 MEYiHKOBOIO HEIOCTATHICTIO MOJIIMBE MIiABHINEHHS AHTUTINEPTCH3MBHOTO e(eKTy
npemnapary, 1o norpedye Kopekiii J03H.
[IpoTHunoka3zaHe 3acTOCYBaHHS JICPKAHIAWIIIHY TNali€eHTaM 3 TSDKKOIO JUCQYHKIIEI TEeYiHKA YU
TSOKKOIO JUCQYHKIIEI0 HHUPOK (kimipeHc KpeatuHiHy < 30 MuI/XB), BKJIIOYAIOYM TMAII€HTIB Ha
reMoianisi.
Crocib 3acTocyBaHHS.
Heo06xiaHo B3siTH 70 yBary, 1io:

- 3aCTOCOBYBATH Ipemnapar OakaHo BpaHIll, HE MEHIIE HiX 32 15 XBWIKH J0 CHIJIaHKY;

- 1eil JikapchKuii 3aci0 He MOXKHA MPUIIMATH 3 TPeUnpyTOBUM COKOM.

Jimu.
BesneuHicTh Ta e(eKTHBHICTh 3aCTOCYBaHHS JIKapchKOro 3aco0y aiTsaM (Bikom 10 18 pokiB) He
JOCTIKYBAIMCS, a1 111010 3aCTOCYBaHHS AITSM B1JICYTHI.

Ilepeoosysanns.

[IpotsiroM mepiofy MICISIPEECTPAIIHHOTO 3aCTOCYBAaHHS TOBIIOMJISUIOCS TPO  JI€AKl BHUMAJKU
nepenosyBanHs (Big 30—40 mr 1o 800 mr, y ToMy uucii cpoda cyinuay).

CumMnrTomu. 3a aHaJOrI€l0 3 HIIMMHU JUT1IPONIPUANHAMY, MIPU MEPE03yBaHHI JIEPKAHIAUIIIHY CII1]
OUiKyBaTH BUHUKHEHHs HaJIMipHOI nepudepruuHoi BazoauaTallii 1 sBHOI apTepiaibHOi riMmoTeHsii Ta
peduekTopHoOi Taxikapaii. OHaK Mpu JyXe BUCOKUX 033X NepudepruyHa ceIeKTUBHICTE MOXKE OyTH
BTpayeHa, II0 MOXE CHPUYMHUTH OpaauKaplilo 1 HeraTWBHUHM iHOTponHHMH edekr. HailOinmbmn
nomMpeHi NoOiyHiI peakilii, MOB’f3aHl 3 MepeAo3yBaHHSAM, — II€ TINOTEH3is, 3amaMOpOYEeHHS,
TOJIOBHHI O1J1h Ta TTOCHUIICHE CepPIICOUTTSI.

JlixyBannsa. Ilpu Tskkil apTepiasibHIM TiNOTEH311 HEOOXITHO BXKUTU 3aXOJiB  aKTUBHOI
KapJi0BacKyJISIpHOI MIATPUMKH, BKIIOYAIOYM pETEIbHUM MOHITOPHUHI CEpIEBOI Ta JAUXaJbHOI
GyHKIIM, HagaHHSA TAIIEHTY TOPU3OHTAIBHOTO TOJIOKEHHS 3 MIJHATUMH HIDKHIMH KiHI[IBKaMH,
KOHTPOJIb PIAMHU, 110 IUPKYIIIOE, Ta CEUOBUITYCKAHH. 3 OTJISAY Ha IOJOBXKEHY (hapMaKOJIOTIYHY JIi0
JIEPKaHIIUIIHY y pa3i Mepelo3yBaHHs € HEOOX1THUM HarJIs/l 3a CTAaHOM CEpIIEBO-CYIMHHOI CHCTEMH
TaKUX MaIl€HTIB MOHAHMEHIIIE POTATOM 24 TOAWH. 3 OISy Ha BUCOKE 3B’ sI3yBaHHS JIEPKAHIIUIIHY



3 Olmkamu, mianiz Moxe Oytu HeedekTuBHHMM. [lamieHTH 3 OUYIKyBaHOIO TOMIPHOIO a00 TSHKKOIO
IHTOKCHKALII€I0 MAalOTh OYyTH MiJ HAaTrJsSA0M B YMOBAX IHTEHCHBHOI Tepartii.

I06iuni peaxuii.
3riJIHO 3 JaHUMU KIIHIYHUX JOCTIIKEHb Ta MICIAPEECTPALITHOTO 3aCTOCYBaHHS MOOIYHI peakIlii, sKi
3ycTpivanucs Haiuactime, — 1e nepudepudti HaOpsSKH, TOJIOBHUI Oilb, MPUIUIMBHU, Taxikapis i

MIOCHJICHE CePIICOUTTS.

VY HmwK4YeHaBeleHIN TaOmuIll BKa3zaHO MOOIYHI peakilii, Ipo AKi MOBIAOMIISIIOCS i Yac KIIHIYHUX
JOCIIJKeHb Ta MICISPEECTPAIlifHOTO 3aCTOCYBAaHHS Npernapary y KpaiHax CBITY Ta JUIS SKHX OyB
OOTpYHTOBaHUHN NPUYWHHO-HACTIIKOBUH 3B 30K 13 3acTocyBaHHsAM mpemnapary. [loGiuHi peakirii
HaBesIeHOo 3T1HO 3 Kiacudikaniero MedDRA [Meanunuii CIOBHUK 7Sl PETYIIATOPHOL AiSIIBHOCTI] Ta
YaCTOTOI BUHUKHEHHS: ayke yacto (> 1/10), wacto (> 1/100 mo < 1/10), mewacto (= 1/1000 mo
< 1/100), pigko (= 1/10000 mo < 1/1000), myxe pinko (< 1/10000), HeBimomo (He Moxe OyTH
BU3HAYCHO 3 HasBHOI iH(opmarii). Y KOXHIH Ipymi BIAMOBIAHO 0 YacCTOTH BHUHUKHEHHS PEaKIlii
3a3HAYCHO B MOPSAKY 3MECHILIEHHS IXHBOI CEPHO3HOCTI.

Cucremu oprasis 3a Yacro Heuacto Pinxo Hesigomo
Kiacudikaiero
MedDRA
3 00Ky iMYHHOT I IBUIIICHA
CUCTEMH YYTJIHUBICTh
3 60Ky HEpBOBOT TOJIOBHHM O1JTh 3alIaMOpPOYCHHS | COHJIUBICTB,
CUCTEMH HEIPUTOMHICTb
3 60Ky cepiist Taxikapis, CTCHOKApis
MOCHJICHE
cepreonTTs

3 6OKy CyAHHHOI IIPUILIUBU rinoTeH3is
CHCTEMHU
3 60Ky IUTYHKOBO- JTUCTIETICis, OJItOBaHHS, rineptpodis
KHIIKOBOTO TPAKTy HYJIOTa, Tiapest scen’,

O1Ib Y BEepXHii MOMYTHIHHS

YaCTHHI KUBOTA MEPUTOHEATBHOTO

excynaty’
3 00Ky NEeYiHKH Ta M1 IBUIIEHHS
’KOBUOBHUBITHUX piBHs
HUISIX1B TpaHcaMiHa3
CHPOBATKHU KPOBi'

3 GoKy IIKipH Ta 11 BHCHII, KpOIMB’ sIHKA HaOpsK!
MIPUJIaTKIB CBepOIK
3 00Ky OmopHO- MiaJris
PYXOBOI CUCTEMH,
CIIOJIyYHOI TKaHUHU
1 KICTOK
3 60Ky HHMPOK 1 HoJiypist noJaKiypis
CEYOBUBITHUX
IUISAXIB
3aranbHi nepudepuyHi acTeHis, OU1b y TpyIsIX
MOPYUIEHHS Ta HAOpSKH M ABUILEHA
peakiii y micti BTOMJIFOBaHICTh
BBEJICHHS

TTo6iuni peakwii 3i CHOHTAHHUX HOBiIOMIIEHD ITiJ] 9ac MiCIAPEECTPALIiHOrO 3aCTOCYBaHHS Y KpaiHax CBITy.

JlepkaHiaMIliH HE BIUIMBAa€ HETATUBHO HA PIBEHb I[YKPY y KPOBIi Ta piBeHb JIMiAIB Y CHPOBATIII KPOBI.




VY mnaneOGoKOHTPOIbOBAHUX KIIIHIYHUX AOCTIKEHHSIX nepudepuuni HaOpsku ctaHoBuiau 0,9 % Ha
doni mpuitomy nepkaniauminy y no3i 10-20 mr ta 0,83 % mnpu npuitomi mnane6o. Ls gacroTa
nocsiraia 2 % B 3araibHIA  TOMYNAIIi  JOCHIHKEHHS, BKIIOYAIOYM JOBIOTPUBAI  KIIHIYHI
BUNIPOOYBaHHS.

3acTOCYBaHHS JESIKUX JUTIIPOINPUINHIB MOXKE 1HOAI MPHU3BOIUTH 10 MpeKapaiadbHOTO 000 abo
CTCHOKap[ii, y BUHATKOBHX BHIAJKaX y MAI[I€EHTIB 31 CTEHOKApPJI€I0 MOXE 301JIBIIUTHCS 4YacToTa,
TPUBAJICTh a00 TSHKKICTh HANaIiB, MOXKYTh BIJI3HAYATHCS OKPEMi BUIIAIKK 1HPAPKTY MioKap/a.

Tepmin npuoamnocmi. 2 poxu.
He 3acrocoByBaty npenapat micisl 3aKiH4eHHS TEPMiHY MPUIATHOCTI, 3a3HAYCHOTO Ha YIAKOBIII.

¥YmoBu 30epiranns. He mnorpebye ocoOmuBux yMOB 30epiranHs. 30epiraTi B OpUTIHAIBHIN
yMaKoBIIi. 30epiratu y HeJOCTYITHOMY ISl IITeH MicCITi.

YnakoBka. [To 10 tabnerok y 6mictepi. [To 3 abo 6 GuicTepiB y madiii.
Kareropis Binmycky. 3a peuentom.
Bupoouuk. AT «Dapmak».

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi IPOBAa/IKeHHS TiAJIbHOCTI.
VYxpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

JlaTta octannboro neperasay. 07.07.2022.



