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IHCTPYKIIA
JUIS1 MEIMYHOTO 32CTOCYBAHHS JIIKAPCHKOTO 32c00y

HITPECAH®

(NITRESAN®)

Cknao:
diloya pevosuna: HITPEHIUIIIH;
1 Tabnerka mictuth 10 Mr abo 20 Mr HITpEHIUIIIHY;

OONOMIDICHE  pedOGUHIL TAKTO3H — MOHOTIJIPAT, KPOXMAJb  KYKYpPY/I3SIHHM, ISJIFONI03a  MIKPOKPUCTAJIIYHA,  MATrHIiK0
cTeapar, TOBIiIOH, HATPIFO JIOKY3ar.

Jlikapcbka ¢opma. TabneTku.
OCHOBHI (i3UKO-XIMIUHI BNIACMUBOCTII:

TabneTku 1o 10 Mr: SKOBTI IIOCKI TAOIETKH 3 PUCKOIO 3 OJTHOTO OOKY 1 THCHEHHSIM « 10y 3 Apyroro OOKYy, JiaMeTpoM OU3BKO 7
MM;

TabneTkn 1o 20 MT: SKOBTI IIOCKI TAOIETKH 3 PUCKOIO 3 OTHOTO OOKY 1 THCHEHHSIM «20» 3 Apyroro OOKY, JiaMeTpoM OU3EKO 7
MM.

®apMakoTepaneBTH4YHA rpyna.
CeIeKTHBHI aHTarOHICTH KAJBIIIIO 3 IEPEBAKHOIO TI€I0 HA CYIHHIL

Kon ATX C08C AO08.

Dapwaxonoziuni enacmugocmi.
DapvaxoouHamixa.

HitpeHaumiH € CeNneKTUBHUM OJIOKATOPOM KaJbIEBUX KaHaNIB 1,4-IUriIpoIlipuIMHOBOTO THITY 3 TIEPEBAKHOIO JE0 HA
neprepnyuHi KPOBOHOCHI CYAMHH, aHTAroHICT Kajbliito. Bussise dapmaxonoridai edeKTy: TinoTeH3MBHHI 32 paxyHOK
BHOIpKOBOT JIaTanii niepuQepUIHmX CYIMH, AHTHAHTiHAJIGHUH, HEeQPOMPOTEKTOPHUH,
CYITUHOPO3IMIMPIOBATLHINA. MeXaHi3M aHTHUTITIEPTEH3UBHOI il TTOB’SI3aHUN 13 MPUTHIYEHHSIM HaIXOPKEHHsI 10HIB KAJIBITIO
yepe3 KITHHHI MeMOpaHH I1aJIKOM SI30BHX KJITHH CTIHOK KPOBOHOCHUX CyAuH. 1IIsIX0M 3HIDKEHHST BHY TPIITHBOKJTI THHHOL
KOHIIGHTpALlil KaJIbII0 B KIITHHAX HITPEHMIIH 3HIKY€E CKOPOTIMBICTH M SI31B CY[IMH, PO3IIMPIOIOYHN NeprudepHyHi aprepii;
3HWKYE 3arajbHUN MepUQEPUIHUIA OTTip Ta MATOJOTIYHO ITiIBUIICHHIA apTepiabHIi TUCK. HiTpeHuITiH BUSBIISIE TOMIPHUI
HaTpiifypeTHdHui e(heKT, 0COOIMBO Ha MOYATKY JIIKyBaHHSL.

Dapmakokinemuxa.

AGcopOrist



IIpn nepopaibHOMy 3aCTOCYBaHHI HITPEHIMITIH LIBHAKO i MOBHICTIO BCMOKTYETHCS Y IITyHKOBO-KUILIKOBOMY TPAaKTi.
Crymninp abcop0uii — 88 %. MakcumainbHa KOHIEHTpaLis y mwia3Mi KpoBi (Cmax) ZOCATAEThCS uepe3 1-3 roguHu miciis
3actocyBaHHs Tpemnapary. CepemHs Cmax CTAHOBUTH TIPHONMM3HO 6,1-19 Mir/n. BpaxoByroun 3Ha4HWI BIDIMB TIEPILIOTO
MPOXODKEHHSI uepe3 MediHKy (first-pass-ehekT), cucteMna 6i0I0CTyNHICT HiTpeHANIIHY cTaHOBUTH 20-30 %.

Posmomin

96-98 % HITpeHOUIIHY 3B S3YETHCS 3 OUTKaMM IUIa3MH KpoBi (aTbOyMiHOM) 1 ToMy He mimmsirae miamsy. Hitpermumin He
MOXKHa BHBECTH 32 JIOIIOMOIOIO reMojianizy abo MepuTOHealbHOTO miamisy. Y cramioHapHid ¢asi 00’eM posmoximy
HITPEHMITIHY CTAHOBUTH JI0 5-9 JI/KT MacH Tija.

Mera6onizm/eniMinarist

[Ipu nepopanabHOMY 3aCTOCYBaHHI HITPEHAUITIH 3HAYHO METa0O0Ii3y€THCSI BXKE IPH HEPILIOMY TPOXOKEHHI Yepe3 HediHKy
(first-pass-edekT) 1 Maibke HOBHICTIO METaOOMI3y€eThCS B pE3yJIbTaTi HPOIECiB OKMCHEHHS y TEYiHIN 3 YTBOPSHHSIM
HEaKTHBHUX MeTabomitiB. [Ipnbmmsao 77 % mnepopaibHOi 103K BUBOAMTHCS 3 OpraHisMy Hupkamu, meHme 0,1 % —y
HE3MIHEHOMY BUIISLI, PelTa — Y BUIVISII METa0OIITIB 13 )KOBYIO Ta KaJIOM.

[Nepion HariBBUBEACHHS HITPEHIUITIHY 3 TIa3MH KPOBi CTAHOBUTH NPUOIM3HO 8-12 rojuH.
Kymysiwii akTHBHOT 1110401 peyoBHHH a00 METa0OJIITIB B OpraHi3Mi Micis JOCSATHEHHS CTaOUIBHOTO CTaHy HE BHUSBISIETHCS.

OCKINIbKM  HITPEH/IWITH, TOJIOBHUM YHMHOM, OlOTpaHC(OPMYETHCS HUIIXOM METa0ONuHMX TpaHcdopmamii y mneviHii, B
MAI[EHTIB 13 XPOHIYHMMH 3aXBOPIOBAHHSIMH [CYIHKA WOTO BHBEICHHA 3 OPraHi3sMy IIPOXOIUTh 3HAYHO
TIOBUIBHIIIIE: O10TOTIYHIHN ITepiof HAIliBBUBEICHHS YIIOBUTHHIOETECS Y 2 - 3 pa3u.

Kopexuist 10311 111 aIlie€HTIB 13 TOpYyIIeHAIMH (YHKILI HIPOK JIETKOTO Ta CEPEIHBOTO CTYTICHS TsHKKOCTI He MOTPiOHA.

JIoKTiHIYHI JIaHI 3 Oe31EKH JIKapChKOro 3ac00y

JoxmiHiuai maHi 3 Oesmeku, mo 0a3yloThCS Ha OCHOBI 3BHYAHHMX (HapMaKOJIOTiYHHX NOCIIDKCHb (TOKCHYHICTH TPH
OIHOPa30BOMY Ta OaratopasoBOMY IPUHOMIi, TCHOTOKCHYHICTB i KAHIIEPOTCHHICTR), He BKAa3YIOTh Ha OCOOIMBY HEOE3MEKyY I
JOIMHU. B oCHiDKeHHSIX penpoytyKuiii, 1o OyJv MmpoBelieHi Ha JabopaTopHHX MAlfoKax Ta KPOJIMKaX, HITPEHIUITH He OyB
aHl eMOPIOTOKCUYHHM, aHi TepaTOTeHHUM. Y MaBIl HITPEHIMITIH CIIPHYMHSB 3MIHU CKEJIETY NPH TOKCUYHIN /1031 111 Marepi
(100 mr / kr Macu Tia), ane He rpu 71031 30 MT / KT MacH Tifna.

Kainiuni xapakrepucTuKku.

Tlokazanns.

JlikyBaHHSI €CEHILIJIbHOI TilepTeHsii y 10pociux.

HpOTl/lHOKZBaHHﬂ .

[TigBuiena Iy TIUBICTh 10 HITPEHIUITIHY YH JIO 1HIIOTO aHTaroHiCTa Kaiblio 1,4-aUriTponipuanHOBOTO PSIY
a00 110 Oy/Ib-SIKOTO JIOTIOMIXKHOTO KOMIIOHEHTA JIIKapChKOTO 3aco0y;

KapIiOTeHHHUH ITIOK;

TSDKKUI CTYTIIHBb CTEHO3Y a0pTaIBHOTO Ta Cy0aopTaIbHOTO KIIallaHa,
HecTabiIbHa CTEHOKapIis;

rOCTpHi iH(papKT MiOKap/a, IO CTABCS MPOTITOM TOTIEPEIHIX 4 THKHIB,

OHOYACHHH MPHUHAOM 13 pudamMminuHOM (IMB. po3aisl «B3aeMomist 3 IHIIMMH JTIKAPCHKUMK 3aC00aMH Ta 1HII BUAN
B3aEMOJIII);

BariTHICTh Ta TOMYBAHHS TPYIIIO.



B3aemooin 3 inwumu nikapcokumu 3acodamu ma inuwii 6u0U 63a€Mo0ill.

Tpomunoxa3sari KomoOiHayii

Pudamminmm

Pudamrtinms 3Ha9HO cTUMYITIOE (hepMeHTaTHBHY crcTeMy IuToxpomy P450 3A4. OxHouacHe 3acTocyBaHHS pU(aMITIIIHY i
HITPEHMITIHY MOXKE CIIPHYNHUTH 3HAYHE 3MEHIIEHHSI 010/I0CTYITHOCTI HITPEHIUIIHY (@ TaKOXK IHIIMX JAWTIIPOITIPUIMHOBUX
OJIOKAaTOPIB KAJIBIIIEBUX KAHAJIB) i OCIA0UTH HOr0 aHTUTINEPTCH3UBHUI e(DeKT, TOMY HE MOYKHA 3aCTOCOBYBATH HITPEHMITIH

OIHOYACHO 3 pU(aMITIIITHOM.

Jlixapcwki 3acobu, wo Maroms 8naU8 Ha HimpeHOUniH

Hitpenaumin merabomi3yeTbest hepMEHTaTHBHOIO crucTeMoro nutoxpomy P450 3 A4, mo 3HaXOAWTRCS Y CIM30BIi 00OJIOHIII
KUIIEYHUKY Ta TiediHmi. JIikapchki 3aco0u, M0 MPUTHIYYIOTH a00 CTUMYNIOIOTH IO (DEpPMEHTATHBHY CHCTEMY, MOXKYTh
MoIMQiKyBaTH e(eKT NEepIIOro NPOXOPKEHHS Yepe3 MediHKy a00 KIpeHC HITPESH HITIHY.

I[pu ogHOYAaCHOMY 3aCTOCYBaHHI HIDKUEHABEACHHX 1HTIOITOPIB cucteMu LuToxpoMy P450 3A4 HeoOXiHO KOHTpOJIFOBATH
aprepialbHAA THCK Ta, SKIIO MOTPIOHO, POSIITHYTH MOXJIMBICTh 3HIDKCHHS JIO3M HIiTpeHAMIIHY (muB. po3ain «Crocid
3aCTOCYBAHHS Ta JI03M).

Bera-6aokaTopu i/ab0 iHII aHTUTINEPTEH3UBHI 3aC00H
AHTHTICpTeH3UBHAH e(DeKT HITPSHIUIIHY MOXKE TIOCIITIOBATUCS OeTa-0IoKaTopaMu 1/a00 iHIIFME aHTUTIePTCH3NBHIMH

npenaparam.

JliypeTuku (ce4orinHi 3acobu)

OnHOYacHe 3aCTOCYBaHHsI JlypeTHKIB MOXKE MPHU3BECTH JI0 30UIBIIEHHS KCKPeLil HATpilo i3 ceyero, 10 ITiICHITIOE
e(eKT 3HIKCHHS apTepiallbHOTO THUCKY.

[HIII peYOBHUHU, 110 3HWKYIOTh apTepiaibHUM TUCK

Hitpenaumnin Moxe mifcuinoBaTi epekT 3HKEHHS apTepiajJbHOr0 TUCKY CYIyTHIX TIHNOTEH3WBHHX 3aC00iB, TAKHUX
SK:

——0eTa-010KaTOpPH,

- 1HTiI0ITOpH aHTiI0TEH3WHIIEPETBOPIOBAIEHOTO (pepMeHTy (AIID);

- aHTaroHicTH perenrtopis aHrioreHsuny I (AT 1);

- 1HIII aHTArOHICTH KaJbIIiIO;

- Omokaropu anb(a-penenTopis;

- iHriditopu pocdomiecrepazu-5 (OJE-5);

- anbda-MeTuiona.
Miopenakcartis
TpuBajicTh Ta IHTEHCHUBHICTb B3a€MOJII TaKUX MIOpENIAKCAHTIB, SK MAHKYpOHIH abo BEKypOHiH, Moxe OyTH
MIBUIIICHA Y TAIIEHTIB, SKi MIPUAMAIOTh HITPEHIMITIH.
LluMeTHaNH, paHITHINH
LuMeTuauH 1 paHiTHIMH (B TOMY 4YHCJII B HEBEIIMKHX KIJIBKOCTSIX) MOXYTh CHPUYMHHUTH  301JIbLICHHS
KOHLEHTpAL] HITPEHUITIHY Y IIa3Mi KPOBI, HOCHIIOI0UYH Horo edekT (auB. po3zin « OcoOnIuBOCTI 3aCTOCYBaHHSY).
JIUrOKCHH
[Tpn ogHOYacHOMY 3acTOCYBaHHI MOXJIMBE IiIBUILCHHS PiBHS AUTOKCHHY Yy TUIa3Mi KPOBI Ta IOsIBA CHMIITOMIB
nepeao3yBaHHA. Y pa3i HeoOXiTHOCTI MpU3HAYCHHS TaKoi KOMOIHAIIT MAIli€HTH TIOBUHHI OYTH ITiJ] IIOCTIHHUM
KOHTPOJIEM JIiKaps, IKMi MO>KE TPOBOANTH BIATIOBITHE KOPETYBAHHS /103 JUTOKCHHY .
IpeiindpyroBuii cik
I'peiindpyToBuii Cik TPUTHIUYye OKHCHIOBAJIbHUM MeTabomi3M HiTpeHaumiHy. OJHOYacHE 3acTOCYBaHHS 3
[IpenapaToM MOXe CHPUYMHUTY ITiJBUIIECHHS piBHS HITPEHAMITIHY y T1a3Mi KpOBI, 1o
CYTIPOBOJIKYETHCS TOCHJICHHSIM aHTHUTIEPTEH3UBHOTO e(EeKTy HITPEHIUIIIHY .
IIpu perynsipHOMY 3acTOCyBaHHI IpeindpyToBoro coxy abo rpeiindpyry edexr Moxe mposBIATHCS HABITH Yepe3 3
JOOM Ticis OCTaHHBOTO MNPHHOMY HITpEeHAWIIHY. ToMy mpu HpHHOMI HITPEHIUIIHY NOTPIOHO NPHUINHHUTH
CHOXWBAaHHSA TperipyTa Ta rperndpyToBoro coky (auB. po3aina «Crocid 3acTocyBaHHS Ta JIO3M»).
[porneninentuddi Jikapcbki 3a00WM, 010 iHAYKYIOTh cucTeMy nuToxpomy P450 3A4, Taki sk
¢enitoin, henobdapOitan, kapdbamaserit.
JetadpHAX IMOCHIDKCHb IOTEHIIHHOI B3a€MOJIl MK HITPEHAMIIIHOM Ta MPOTHUCYJOMHHUMH IperapataMu He
npoBoawiock. IIpore Bimomo, mo ¢eHiToiH, (eHobapbitan, kapOamaseniH € MNOTCHIIHHUMH IHAYKTOpaMu
(hepmenTaTuBHOI cucteMu nutoxpomy P450 3A4. OgHowacHe 3acTOCYBaHHS IMX 3aCO0IB Ta 3ac00iB, OJIM3BKHX 3a
CBOEIO0 CTPYKTYPOIO JIO HITPEHIUIIIHY, 3HAYHO 3MEHINYBAJIO 1X 0i0qoCTymHICTh. Ha OCHOBI IUX NPUIYIICHB CIIi[
YeKaTH KIIHIYHOTO 3MEHIIEeHHs 010JJ0CTYITHOCTI HITPEHAMITIHY 1 SIK HACTIAOK — 3MEHIICHHS e()eKTy HITpEHIMITIHY.
SKmo 703a HITPEHIWIIIHY B 3B’S3Ky 3 OJHOYACHUM 3aCTOCYBaHHSAM 13 (¢eHiToiHOM, QeHobapoiTaniom,




kapOamasemiHoM Oyna 30iJblIeHa, TO IMICHS NPHUIIMHEHHS 3aCTOCYBAaHHS IMX IMPOTUCYIOMHHUX 3aco0iB 103y
HITPEHAMITIHY 3HOBY CJIiJl 3MECHIINTH.

A30JbHI aHTUMIKOTHKHY (HAOPHUKIA]], KETOKOHA30)

CrenianbHUX JOCIHIIIKEHb IOTEHIIHHOT B3a€EMOIIT MK HITPEHAUIIIHOM Ta IPOTUTPUOKOBUMH

npernaparamy rpyny a3oliB (KETOKOHA30JI0M, iITPaKOHA30JI0M, (UIyKOHA30JI0M) HE ITPOBOAMIIOCS .

Binomo, mio 1i 3acobu iHriOyI0TE pepMeHTaTHBHY cucTeMy muTtoxpomy P450 3A4. Onmcani

B3a€MOJIiT WX 3ac00iB 3 IHIIMMH ITUTiIPOIIPUANHOBIMH OJIOKaTOpaMH KaiblieBUX KaHamiB. Tomy

MIPY OJHOYACHOMY IIEPOPATHLHOMY 3aCTOCYBaHHI 3 HITPSHIHUITIHOM HE BHKIIIOUCHE 3HAYHE

30UIBIICHAS 010AOCTYITHOCTI HITPEHAMITIHY B PE3yNbTaTi e(hekTy MepIIoro MpoXoHKEeHHS yepe3 NediHKy .

Y pazi HeoOXiTHOCTI IpH3HAYCHHS TaKkol KOMOIHAIIIT 3 HITPEHIUITIHOM TTaIlieHTH OBHUHHI OYTH ITif] IIOCTIHHNM KOHTPOJIeM
JHKapsi, SIKKI MOKe TIPOBOJMTH BiATIOBIIHE KOPETyBaHHs /103 HITPEHAMUITIHY ITiCJIs1 KOHTPOJIIO apTepiabHOIO THUCKY.

Hedazonon

Jlotenep KOHTPOJILOBAaHMX IOCHIDKEHb MOTEHIIHHOT B3a€MOAIl MK HITPEHAMITIHOM Ta He(ha3oloHOM HE MPOBOAMIOCH.
Leit aHTHIETIPECAHT € MOTY)XHUM iHTi0ITOpoM IuToxpomy P450 3A4. ToMy npu oHOYaCHOMY ITEPOPaILHOMY 3aCTOCYBaHHI
3 HITPCHAWITIHOM HE BHUKJIIOYCHE 3HA4HE 30UTHIICHHS PIiBHA HITPEHIMIIHY Y IDIa3Mi KpoBi (muB. posain «OcobmBocTi
3aCTOCYBaHHSD»).

Di1yoKCeTUH

Bigomo, 1m0 omHOYacHe 3aCTOCYBaHHS CTPYKTYPHO TOHIOHOTO IHTiAPOIPHIMHOBOTO aHTOTOHICTA KAJBLI0 HIMOIUITIHY 3
AHTHICTIPECAHTOM (HITyOKCETHHOM MPU3BOAUTH 10 SO % MiABHIICHHS KOHIICHTpAIIIl HIMOJUITIHY B ILIa3Mi KPOBI.

[Tpu ogHOYaCHOMY 3aCTOCYBaHHI piBeHb (UIYOKCETHHY Y IUIa3Mi KpoBi OyB 3Ha4YHO 3HWDKEHHUH, ajie KOHLEHTpaLls HOoro
OCHOBHOTO MeTa0OJTITY, HOP(ITYKCETHHY, HE 3MIHIIIACSL

ToMy He BHKIIIOYCHAa MOXIIMBICTh 30UIBIICHHA KOHICHTpAIil HITPCHIWINHY Y IDIa3Mi KPOBi IPH OZHOYACHOMY
3aCTOCYBaHHI i3 (PIyoKceTHHOM (IUB. po3aiin « OcoOIMBOCTI 3aCTOCYBAaHHS» ).

Banbmpoesa kuciaoTa

JloTernep KOHTPOJIBOBAaHHUX JOCHTIHKEHb IMOTEHIIHHOT B3a€MO/IT MK HITPEHAUITIHOM Ta BAJIBIIPOEBOIO KHUCIIOTOIO HE
npoBoamIock. OCKUIBKH BiIOMO, IIO OJHOYACHE 3aCTOCYBAaHHS 3 BAIBIPOEBOIO KHCIOTOIO CTPYKTYPHO HOAIOHOTO
aHaJyora HIMOJUITIHY B pe3yJIbTaTi (PepMEHTATUBHOTO 1HTiIOYBaHHS MPU3BOAMIIO 10 30UTBIICHHS HOTO KOHIICHTPALIT ¥
ia3mi Ta 3017bLIeHHS epeKTUBHOCTI, TO HE BUKIIIOYEHE 301IbILIEHHS €()eKTUBHOCTI HITPEHIUITIHY TIPH OJHOYACHOMY
3aCTOCYBaHHI 3 BAJIBIIPOEBOIO KUCIOTOO (IUB. po3aiia « OCOOIHUBOCTI 3aCTOCYBAHHSD» ).

MaxkponinHi aHTHOI0TUKHY (HATIPUKIIAJL EPUTPOMIILIMH, TPOJIEAHIOMIIIMH, KJIADUTPOMILIMH, POKCUTDOMIIIMH)

JoTenep He NPOBOIMIIOCS TOCII/DKEHb MOTEHIIHHOT B3aeMOIl MK HITPEHAMITIIHOM Ta BKa3aHUMU MAaKpOJIiJHUMH
aHTtubioTnkamu. SIK BiJIoMO, Ii aHTHUOIOTHKH IHrIOYIOTH (epMEHTAaTHBHY cHucTeMy LuTOoXxpoMy P450 3A4, sxa
MeTaboJIi3ye iHIII MpenapaTy 3 MOAI0HO CTPYKTYpOor0. ToMy He BUKITFOUEHA MOKIIMBICTh 301IBIIICHHST KOHIICHTPAILIIT
HITpEHAUTIHY y IUIa3Mi TpH OJHOYACHOMY 3aCTOCYBaHHI 3 MAaKpOJIIHUMH AaHTHOIOTHKAMH (IUB. PO3ALI
«Oco0aMBOCTI 3aCTOCYBaHHS).

Xoua a3uTPOMIIHH CTPYKTYPHO HAJEKUTH JI0 KJIaCy MaKpOJiTHUX aHTHOIOTHKIB, BiH HE iHT10y€e CHCTEMY IUTOXPOMY
P450 3A4.

IuribiTopu nporeaszu BIJI (Hanpukias puTOHaBip)

JleTagpHUX JOCIIIKEHb MOTCHIIIHHOI B3a€EMOIIi MK HITPSHIUITIHOM Ta iHTiOITOpaMH MPOTea3d HE MPOBOIUIOCS.
[Ipenaparu 1poro THImy OyJIM OMKCaHI SIK TOTYXHI 1HriOITOpH (hepMEeHTAaTHBHOI cucTeMu mUToxpomy P450 3A4.
ToMy He BHKIIOYEHAa MOXJIMBICTD 30UIBIIEHHS KOHIEHTpAIlli HITPEHAMITHY VY TUIa3Mi MPU  OJHOYACHOMY
3aCTOCYBaHHI 3 iHribiTopamMu npoTeasu (auB. po3ain «OcoOIMBOCTI 3aCTOCYBaHHSD ).
Ksinynpuctun/nanbhonpucTuy

JlocmipkeHHs, SIKi IPOBOIVIIACS 3 IHIIAM OJIOKaTOPOM KaJIbIIEBUX KaHANIB — HieaumiHOM — MoKa3aiu, o0 Mpu
OJTHOYACHOMY 3aCTOCYBaHHI KBIHYNPHCTHHY/Iadb(ONPUCTHHY MOXIJIMBE 301JIbIICHHS] KOHIEHTpauii Hipeaumniny y
wiasmi (auB. po3ain «OcobaMBoCTI 3acTocyBaHH:»). BpaxoByroun naHuii ¢axTt, IpH OJHOYACHOMY 3aCTOCYBaHHI
KBIHYIIPUCTHHY/AaNb(ONPUCTHHY 3 HITPEHAWIIIHOM PEKOMEHIYETHCSl TOCTIHHMH KOHTPOJIb apTepiajlbHOIO THUCKY
MAIli€HTa i, TPU HeoOXiTHOCTI, CBOEYaCHE 3MEHIIICHHS JO3U HITPCHIUITIHY .

Ocoonueocmi 3acmocysanns.
3 00epexKHICTIO 3aCTOCOBYBATH JIIKAPCHKUI 3aci0 TAKMM KaTeTOpisiM aIliEHTIB.
THayienmu 3 nopywiernam @yHKYil newinky ma nayieHmu JimHb020 61Ky

VY naui€HTiB 3 MopymeHUMH (YHKIISIMU IEYiHKM Ta MALEHTIB JITHOrO BiKy (IOHAJ 65 pOKIB) Iisl HITPEHAMIIHY
MOJKE TIOCHITIOBATHCS Ta/a00 OyTH MOTOBKEHOIO, 0 MOXKE MPHU3BECTU J0 HeOaX)aHOT rinoTeH3ii. Y TakuxX BHUIAIKaX
JKyBaHHS CJIiJl PO3IMIOYMHATH 3 HAWMEHIIOI MOXUINBOI A03H (AMB. po3min «B3aemomiss 3 iHIIUMH JiKapChKUMHU



3aco0aMu Ta iHII BHAM B3a€MOJii»), a CTAaH IALli€HTa Mijl 4ac JIKyBaHHS CIiJ PETEJIbHO KOHTPOJIIOBATH. SIKIIO
apTepiabHUI TUCK MOCTIHHO 3HIKYETHCS, MOXJIIMBO, MOTPIOHO 3aMIHHUTH JIiIKapCchKuUii 3aci0.
Hayienmu 3 nopywennsm cepyeeoi gyHryil

[Ipn onmHOYacHOMY 3aCTOCYBaHHI HITPEHIWIIHY 1 OJOKaTopiB OeTa-pelienTopiB Nali€eHTaM 3 TOPYIISHHSMH CepLeBol
(yHKUIT HEOOX1THNI PETeNbHNI MOHITOPUHT apTepiaJIbHOTO THUCKY, OCKLUIBKH MOXJIMBE PAITOBE 3HMKEHHSI apTepialbHOTO

THCKY.

YV Bumazkax JEKOMIICHCOBAHOI CEpIIeBOI HEIOCTATHOCTI, a TAKOXK MPU CHHIPOMI cTaOKOCTI CHHYCOBOTO By3na (sick-sinus-
CHHJIPOM), TIPH BiZICYTHOCTI KapZiOCTUMYJIALIIHHOTO 3a0e3MedeHHsT HeoOXiTHa 0coOIIIBa yBara /o CTaHy IaIli€HTa i peTeTbHIN
MOHITOPHHT CepILIEBOi JisUTbHOCTI IPH 3acToCyBaHHi npenapary Hitpecan®.

Cmerokapoist

3riHO 3 JaHMMH CHIOHTAHHUX TOBIJIOMJIEHb HAIlaJy CTCHOKAp/il BUHUKAIIH JTy)Xe PiIKO (3a3BUYail Ha IMOYATKY JIKYBaHHS).
3a JaHUMH KITIHIYHUX JOCIT/PKEHb CTEHOKAP/Iisl BUHHKAJIA HEYacTo.

Cucmema yumoxpomy P450 344

Hitpenaumnin MetabomizyeTbcs 3 J0MOMOroro depMeHTaTuBHOI crctemu nuroxpomy P450 3A4. Jlikapceki 3aco0u, 110
TIPUTHIYYIOTH 00 CTHMYITIOIOTE IIF0 (DepMEHTATHBHY CHCTEMY, MOXKYTh MOIH(DIKYBAaTH €(EKT MEpIIOro MPOXOMKSHHS depes
TICYiHKY 200 BHBEACHHS HITPSHIUITIHY 3 OpraHi3MYy.

PiBeHp HiTpeHIMIIIHY Yy IUTa3Mi KpOBI MOXYTh 30UIbIIYBaTH Taki JIiKapChKi 3acoOu, BiIOMi SIK iHriOiTOpH
(epmeHnTaTuBHOI cuctemu urToxpomy P450 3A4:

- MaKpOJIiTHI aHTHOIOTHKH;

- inridbitopu nporeasu CHIJI;

- MPOTUTPUOKOBI MpeTapaTy TPYIH a30IiB;

- aHTHUIIETIPpecaHTH He(ha30J0H i (IIyOKCETHH;

- KBIHYIPUCTHH/AaTb(QOMPUCTHH;

- BaJIBIIPO€BA KUCJIOTA,;

- OUMETHAMH 1 paHiTHAWH.

ToMy mpH OmHOYACHOMY 3aCTOCYBaHHI HITPCHIUIIHY 3 OJHHM i3 BKa3aHHX JIKapCHKUX 3ac00iB HEOOXiTHO
KOHTPOJIFOBATH apTepiadbHA THCK. [Ipn HEOOXIMHOCTI CITiZ POTIIIHYTH 3HIKEHHS TO3H HITPEHAUITIHY .
THayienmam nimubo20 8IKy cio 6ymu 0coonueo 0bepescHUMU npu 3aCMOCYBAKHI NIOBULLEHUX 003 NPenapany.

[Ipemapar MiCTHTB JTaKTO3Y SIK JOIIOMDKHY PEUOBHHY, TOMY MAIIEHTH 3 PiIKICHIMH CITaJIKOBUMHA (HOpMaMU HETIEPEHOCHMOCTI
TaJIaKTO3H, HEJIOCTATHOCTI JIakTa3u ab0 CHHIPOMOM IIIFOKO30-TaIaKTO3HOT ManbadCcopOlLii He MOBUHHI 3aCTOCOBYBAaTH Liel
npenapar.

Jlikapcrkuii 3acib MicTUTh MeHIIE HiXK 1 MMosb HaTpiro (23 Mr) Ha ogHy TabJeTKy, TOOTO MPAKTHYHO HE MICTHTH
HATpilo.

3acmocyeanns y nepioo eacimuocmi abo 200ysants epyooio.

Jlikapcpkwit 3aCi0 POTHUIIOKA3aHO 3aCTOCOBYBATH Y TIEPIOJT BATITHOCTI Ta TPYHOTO TOTyBaHHSI.
Baritricts

Hitpecan® npoTwmokaszanmii i yac BariTHOCTI (uB. po3aia «[[poTHIIOKa3aHHsD»).

JlaHi 1110710 3aCTOCYBaHHSI BariTHUM >KiHKaM BiZICYTHI 200 oOMesxeHi. B mocipkeHHSAX, sIKi Oy IPOBE/ICH] Ha TBAPHUHAX, JIO3H
HITpEHAWIIIHY, 10 JOCHDKyBaJWCs, OyaM TOKCHYHHMH SIK Uil Marepl, Tak 1 Ui motomcTBa. lle
TPOSIBISIIOCS PSIZIOM JIETKUX MalIb(hOpMalLliid y TUTHHYAT.

Hepiozx TOAYBaHHS I'PYAJIIO

HiTpeHnauIniz IpoHKKae y rpy/He MOJIOKO. BITMB HiTpEHMITIHY Ha HOBOHAPOJIKEHOTO/HEMOBIIsS HeBinomuid. Hitpecan® He citin
TPHIMATH 111/ Yac IPyIHOTO rotyBaHHs (HB. po3ain «[IpoTHIioKa3aHHs»).

DepTrIIbHICTh



B oxpemux BHITagkax €KCTPaKOPIIOJSIPHOTO 3aIUTiIHEHHS 3aCTOCYBaHHsS AHTArOHICTIB KaJbIlito OyJIO TOB’SI3aHO
3 000pOTHUMHU 0ioXiMIYHIMH 3MiHAMH B TOJOBHIH YaCTHHI CIIEPMAaTO30iIiB, IO MOTJIO MIPHU3BECTH IO
nopyieHHs GpyHKuii cnepMaTo30igiB. Y BUIAIKy YOJOBIKIB, Y SIKMX IOBTOPHE €KCTPAKOPIOPAILHE 3aIUliTHEHHS

He OyJI0 yCITIITHNM 1 He BIAJIOCS 3HAUTH 1HIIOT
NPUYUHH, aHTArOHICTH KaJbLIIO CIIi/I PO3IIIAAAaTH K MOXIUBY IPHYHHY. 3 oISy Ha MOYIJTUBHI
BIUTMB Ha (PEePTHIIBHICTH, CIIi/I PO3TIITHYTH albTePHATUBHUIN BapiaHT JIKyBaHH, SKIIO TUIAHY€ETHCS BariTHICTb.

30amuicme ennusamu Ha WBUOKICMb peakyii npu KepyearHi a8mMOmparHCROPMOM abO0 THUUMU MEXAHIZMAMU.

Ha mouwarky mnikyBaHHS a00 IpW 3aCTOCYBAaHHI INJBUINCHHX 103, a00 TpW KOMOIHOBaHIM Tepamii 3 IHIINMHA
AHTHUTINIEPTEH3UBHUMU 3ac00aMH, a00 TIPH OJHOYACHOMY BXXHMBAHHI aJIKOTOJIIO0 PEKOMEHJIOBAHO YTPUMYBATHUCS BiJl KEpYyBaHHs
ABTOTPAHCIIOPTOM Ta BiJl TIOTEHIIIHHO HEOE3MEUHIX BU/IB MiSUIGHOCTI, IO MOTPEOYIOTh MiABUINECHOI YBark i MIBUAKOCTI
TICHXOMOTOPHHX PEaKIiii, OCKLUTBKH 31 3HIKEHHSM apTepialIbHOTO THCKY MOYKE 3SMEHIIIUTHCS PiBEHb YBariL.

Cnoci6 3acmocysanna ma 0o3u.

[pu3Ha4YaroTh AOPOCIMM BHYTPILIHBO BPAHII Mmicis inu. TabneTku Ciij KOBTAaTH IIIMMHU, HE PO3KOBYHOUH, 3AITUBAIOUH
JIOCTaTHBOIO KUTBKICTIO PIZIVHY (HAIIPUKIIA, CKISTHKOIO BOJIH).

Kamezopuuno 3aboponsiemvcs sanueamu epetingpymosum cokom!
Jiroua pedyoBMHA HITPEHIUIIIH YyTIMBa O CBITJIa, TOMy TaOJeTKU CJiJ BuiiMath 3 OnicTepa TUNBKH Mepen

3aCTOCYBaHHSIM.

Hirpecan® 10 mr

1 Tabnerka npenapary Hirpecan® 10 mr nga pasu Ha 100y (BpaHIl Ta BBedepi), IO CTaHOBUTH 20 MI' HITPESHIMITIHY Ha
no0y. [Ipn HenoCcTaTHEOMY 3HIDKEHHI apTepialbHOTO THCKY JIKAp ITif] 9ac JTIKyBaHHS MOXe 30UTHITNTH J0OOBY 03y BABIYi
1 MpU3HaYaTH MpuiioM 2-X TablIeTOK /iBa pa3u Ha 100y, 1110 €KBIBaJICHTHO NOOOBIit 1031 40 Mr.

Hirpecan® 20 Mr

1 Tabnerka mpenapary Hitpecan® 20 Mr omuH pa3 Ha 10Oy (BpaHIi), o cTaHOBUTH 20 MI' HiTpEeHIMIIIHY Ha 100y. [Ipu
HEZI0CTaTHbOMY 3HM)KEHHI apTepialibHOTO THCKY JIKap I 4ac JIKyBaHHS MOXe 30UIbIIMTH NOOOBY 103y BIBIdI 1
npu3HadaTy mpuiiom | Tabnerku 20 Mr 1Ba pa3u Ha 00y, 0 EKBIBAJICHTHO JO0O0BIH 1031 40 ML

MakcumainbHa 100oBa go3a — 40 mr

Jlo3y 1 KUTBKICTh MPHHAOMIB BCTAHOBITIOE JIKAP IHIMBIMYaIbHO. 3 METOK JOCSTHEHHSI MAKCHMAJIBHOTO TEPAICBTHYHOIO
e(eKTy peKOMEHIY€EThCS 1HIMBITyallbHE JO3YBAHHS TpErapary 3aeKHO BiJ] CTaHy TAINEHTA, HOTO peakilii Ha mperapar i
MePeHOCUMOCTI. TPUBAITICTB JIIKyBaHHS BU3HAYAETHCS KIIIHIYHIM CTAHOM XBOPOTO.

Onnouachuii ipuiioM 3 iHribiTopamu CYP3 A4 a6o inmyxropamu CYP3 A4 Moxke NpU3BECTH 10 HEOOX1THOCTI KOPEKTYBaHHS
JIO3H HITPEHUIIHY a00 HEMO)KITMBOCTI BUKOPHICTOBYBATH HITPESH/IUITIH.

Ocobnusi epynu nayicumie

Topywenns ¢hynkyii neuinku

MeTtabos1i3M HITPEHIUITIHY MOJKE CHOBUIBHIOBATHCS, IO HPH3BOIUTE 10 HEOAXAHOTO 3HIDKEHHS apTepiajbHOTO THCKY.
OCKiNbKH TeparneBTHYHIN eQeKT penapary Moxxe OyTH MOCHICHUH 1/a00 TIPOJOBKEHHN, PEKOMEHAYETHCS PO3IIOYMHATH
JKyBaHHS 3 HIDKYMX 7103 (10 Mr HiTpeHuIIiHY Ha 100Y)

T peTeNTBHIM HATIISIOM JIKApSL.

VY BHNaKax 3HAYHOTO 3HWKEHHS apTepialbHOIO THCKY, HABITh IPU 3aCTOCYBaHHI HMU3BKHMX /03, HEOOX1IHO 3MIHUTH
JIKyBaHHSL.

THopywenns ¢hynryii Hupox



[NamienTam i3 mopyiieHHAMH (YHKIIT HUPOK JIETKOTO Ta CEPEIHBOIO CTYIEHS TSHKKOCTI HE MOTPIOHO CHELiajbHOro
KOPHTYBaHHS JI03.

Jimu.

JlikapcpKwii 3aci0 HE 3aCTOCOBYIOTH AITsAM (0 18 poKiB) y 3B’SI3Ky 3 BIACYTHICTIO JAaHMX IIONO €(eKTy Horo BIUIMBY Ta
0e3IeYHOTO0 3aCTOCYBAHHS.

Ilepedoszysanns.
Cumnmomu eocmpoi iHmoxkcuxayii.

[pummBy xapy, TONMOBHHI OuTb, apTepiayibHa TIMOTEH3Is (KONIalC KpPOBOOOIrY), 3MiHA HYacTOTH CEpPIEBHX CKOPOYCHB
(Taxikapmist a00 OpaIuKapIis).

Jlikysamnns.

HeoOxiqHO BHBECTH Iperapar 3 OpraHi3my: IPOMHUTH LUTYHKOBO-KHIIKOBHH TPAaKT, 3aCTOCYBaTH aKTUBOBAHE BYTLLIA.
[MpoBomuTH perenbHUH HADIN 32 CTAHOM OKUTTEBO BXIMBUX  (QYHKUIH mamienra. [lpy  3HauyHOMYy
3HIDKEHHI apTepiajbHOTO THCKY HeOOXiHO PHIHATH odaMiH i HopaapeHatiH. Citin 3BepHyTH yBary Ha MOKIIMBI HEraTHBHI
BIUTMBH KaTeXO0JIaMiHiB (OCOOJHBO IIOJI0 MOPYIICHL CEPLICBOIO PUTMY ).

[pu Gpamukapmii BHYTPIITHROBEHHE BBEICHHS aTPOIIHY a00 OPIMIPEHAIHY (aHAIOTTIHO SK TPH JIKyBaHHI IHTOKCHKAIIii
IHIIMMH  OJTOKAaTOpaMH KaJIbI[IEBUX KaHalliB). MoXJMBe TMOBTOpHE BHYTpillHbOBeHHe BBemeHHs 10 mi 10 % kanbiro
noKoHary a6o 10 % KaJbIiio XJIOpUITy 3 MONAIBIIO0 iH(Y3i€r0 KabIIifo (HEOOXiJHO MU IIbOMY HE JOITYCTHTH MOXJIIMBOTO
PO3BHTKY TilepKaJbIlieMil). ¥ TaknX BHITAKaX TAKOK SPEKTHBHI 1 KaTexoJaMiHM, ajle B 3HaYHO BHIIMX J03aX. [lomambire
JIKYBaHHS CUMITTOMAaTHYHE.

Hitpenaumin He mignaeTbes nianizy, Tomy remorepdysis ta miasmodepes He Oy 1yTh e(heKTHBHI.

Io6iuni peaxuii.

[o6iuHi peakiii, o 3yCTPiYaroThCs MPH 3aCTOCYBaHHI HITPEHAMITIHY, KITACH(DIKOBaHi 32 CHCTEMaMH OPTaHIB i 32 9aCTOTOIO
X BUHUKHEHHS: Tyxe "acto (> 1/10), gacto (> 1/100, < 1/10), Hewacto (= 1/1000, < 1/100), piaxo (> 1/10000, < 1/1000), my>xe
piaxo (< 1/10000), BKIIFOYAFOUH TIOOTHMHOKI BHITIKH.

3 boky imynnoi cucmemu:

Hewacro: aneprivsi peakiiii, BKIFOYArOUH IIKIPHI PeaKiiii Ta alepridai HaOpsKu / aHTi0HAOPSKIL.

Tcuxiuni nopywienns:

YacTo: BiqUyTTs TPUBOTH

Hewacro: mpobnemu 3i cHOM.

3 boxy nepeosoi cucmemu.

YacTo: ronoBHUN 6171 (0COOIMBO HA MOYATKY JIIKYBaHHS, TPOXOANUTH 3 4aCOM).
HeuacTo: 3amaMopo4eHHs1, BTOMIIIOBaHICTh, MiTPEHb, TIMECTE3isl, BEPTHTO.

3 boxy opeanie 30py:

Heuacro: 30poBi nopymeHHs.
3 boxy opeanis cryxy i eecmubynapHoco anapamy:

HeuacTo: Tunityc.

Iopywenns 3 60Ky cepys.

Yacro: cepreOuTTsI.

Heuacro: cTenokapis, Taxikapais, apuTMmis, Ok y Tpyasx.

Yacrora HeBizoma: iH(apKT Miokapaa.

Hopywenns 3 60Ky cyouH:

YacTo: HaOpsIKH, PO3MIMPEHHS CYHH, TillepeMis Ta HOYSPBOHIHHS IIKIPH, BIUyTTS TeIIa (epuTeMa).
Heuacro: rimotensis.

3 boky ouxanvroi cucmemu:

Hewacro: 3aUIIKa, HOCOBA KPpOBOTEYA.



3 boky mpasHoi cucmemu:
UYacro: MeTeopusM.

Hewacro: Hynora, OnroBaHHS, IIUTYHKOBO-KHIIIKOBI Ta a0OMiHaIBHI OOJIi, CyXiCTh Y POTI, 3aI10p, TillepIniasis SCeH, IUCTIeTICIS,
TacTPOECHTEPHUT.

3 boky neuinku ma Hco84OBUGIOHUX ULTSIXIB:
Heuacto: nopyueHHs (yHKIT eqiHKy (1MiIBUILECHHS PiBHIB NEYiHKOBHMX TPaHCAMIHa3).

3 boky HUPOK ma cewoBUBIOHUX ULTISXIE:
Heuacro: nomniypist.
3 boky Kicmko6o-m 5130601 cucmemu.

Heuacro: mianrist.
3acanvni nopywienns ma peaxyii 6 Micyi 66e0eHHsL.

Yacro: He3ayKaHHSL.
Heuacro: nesu3Haueni 607i.

Tepwin npuoamuocmi. 4 poxu.

‘YMoBH 30epiranns.
30epirary B OpUTiHAIBHIN YIaKOBIIl Y 3aXHILEHOMY BiJl CBITJIa Ta HEJOCTYITHOMY JUIsl JITEH MiCIi Ipy TeMmepaTypi He

e 25 °C.

‘YnakoBka.
Tabnerku mo 10 mr: 10 TabneTok y Grictepi, 2 a6o 3, a0 6 OiIiCTepiB y KAPTOHHIN KOPOOIT.

Tabnerku mo 20 mr: 10 TabneTok y Grictepi, 2 a6o 3, abo 6 OJIiCTepiB y KAPTOHHIN KOPOOIT.

Kareropis Binmycky. 3a perientom.

BupooHuk.

TTPO.MEIIC Ipara a. c./ PRO.MED.CS Praha a. s.

Micue3HaxonkeHHsI BAPOOHMKA Ta H0ro agpeca Miclisi MPOBa>KeHHsI islIbHOCTI.
Temacka 377/1, Mixue, [Ipara 4, 140 00, Yecbka PecryOmika /

Telcska 377/1, Michle, Praha 4, 140 00, Czech Republic.



