Kaunuko-dgapmakosornyeckasi rpynmna
[IpenapaT, npuMeHIEMBIH PH SPEKTUILHON TUCHYHKINH

(I)opMa BBIIIYCKAa, COCTAB U YIIAKOBKaA

Taﬁﬂemku, nOKpsimabsle NEHOYH O 0007104KOIL OT CBCTJIO-OPAHIKEBOI'0 10 CCPO-OPaHIKCBOTO
OBETA, KPYIJbIC, ABOSAKOBBIITYKIIBIC, CJICTKA IICPOXOBATHIC.

Bcnomocamenvhvie sewgecmesa: KxpocnoBUAOH - 4.35 mMr, Maruus creapar - 870 MKr, LeJUII0J103a
MUKpOKpUCTAJUTHYECKas - 75.419 mMr, KpeMHUS THOKCH]T KOJUTOUTHBIN 0€3BOMHBIN - 435 MKT.

Cocmas o6onouxu: makporoia 400 - 555 Mkr, runpomesuiosa - 1.664 mr, Tutana Auokcus - 455
MKT, K€eJI€3a OKCHUJI )KEJThIHN - 92 MKT, jKeJie3a OKCHUJI KPACHBIN - 7 MKT.

DapMakoJIOrH4ecKoe AeHcTBUe

[IpenapaTt [1st IeUeHUs SPEKTUIIBHON TuChyHKIUU, nHrHOuTOp OJ1D5.

Opek1ys 0JI0BOT0 YieHa NpeACTaBiIsieT cO00M reMoIMHaMUYEeCK i ITpoliecc, B OCHOBE
KOTOPOTO JISKUT PacciabIeHHEe TTIJAKIX MBI HeIEPUCTBIX TEJI U PACTION0KEHHBIX B HEM
aprepuoil. Bo BpeMs cexcyanbHON CTUMYISIIMK U3 HEPBHBIX OKOHYaHUN MELEPUCTBIX Tell
BoIzensieTcst okecua azota (NO), aktuBupyroumii GepMEHT ryaHWIIATIHKIA3Y, YTO IPUBOJIUT K
HOBBIIIEHUIO COIEP)KAaHUs B MEIIEPUCTHIX TeIaxX [UKINYECKOTo ryaHo3uHMOHO(pocdara
(uI'M®). B pe3ynbTaTte NpOUCXOIUT paccialieHne INaJKUX MBIIII MEHIEPUCTBIX TEJl, YTO
CHOCOOCTBYET YBEJIMYEHUIO IPUTOKA KPOBH B [TOJIOBOH UJIEH.

Bapnenadun 6noxupyer /135, noa BozneiicTBUEM KOTOPOH IPOUCXOAUT paciieruienue il MO,
B pE3yJIbTaTe 3TOr0 MECTHOE AecTBUE YHAOTeHHOT0 NO B MEHIEPUCTHIX TEJIaX BO BpeMs
CEKCyalIbHOM CTUMYIISAIIMY YCUITUBACTCS, YTO 00YCIOBIUBAET CIIOCOOHOCTH JIEBUTPHI yCUITUBAThH
PEAKIHIO HAa CEKCYAIbHYIO CTUMYIISIUIO.

DapMaKkOKUHETHKA

Bcacwvieanue

[Tocne mpuema npenapara BHyTpb Bapaenadun 6sicTpo BecacsiBaetes u3 KKT. [Ipu npueme
HaTOMaK Cpax B IJIa3Me KPOBU MOKET OBITh IOCTUTHYTA Yepe3 15 muH, onHako B 90% ciyyaes B
cpenueMm - yepe3 60 muH (ot 30 10 120 MuH). AGconmoTHAs OMOJOCTYITHOCTh COCTABIISIET OKOJIO
15%. B pexomennoBanHoM nuarazone /103 (10-40 mr) Benmmunaa AUC u Cyax B TUIa3MeE KPOBU
YBEJIUYUBAIOTCS PONOPLHUOHATIBHO J103€.

Knunnueckuii apdext peanusyercs eme 10 goctuxeHust Cmax. Hauano nerictBus mocne nprueMa
BHYTPb B 103€¢ 20 mr 11 10 Mr - 10 MuH, 9TO 00ecreunBaeT IPEKINIO, TOCTATOUHYIO IS
MEHETPaMU U YCIIEIIHOTO 3aBepILIeHUs OJ0BOro akta y 34% u 40% naureHToB ¢ Jerkoi u
YMEPEHHO JIETKOW CTENEHBIO APEKTUIFHOU TUCPYHKIIMH COOTBETCTBEHHO. Yepes 25 muH 3 ekt
HACTyMaeT COOTBETCTBEHHO Y 53% 1 50% marueHToB, 4TO COBMAIAET 110 BPEMEHHU C HAYaJIOM
MOSIBJICHUS TIpernapaTa B KPOBU U OBICTPHIM HapaCTaHHEM €TI0 KOHIIEHTPAIUH.
[TponomKUTETLHOCTD ACHCTBHS - 8-12 .

[Tpu npueme ¢ HopManbHOU NUIIEH, coaepkaiel He 6onee 30% KkupoB, hapMaKOKUHETHUECKHE
napameTpsl BapaeHaduna (Cmax, Bpems 1ocTkeHUs Chax, AUC) He U3MEHSIOTCSI.
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[Tpu npueme BapaeHaduiia OJHOBPEMEHHO C MULIEH, CoAeprKalield O0IbII0e KOTUIECTBO KHUpa
(57%), ckOpOCTh BCachlBaHUS YMEHBILIAETCS C YBEIMUEHUEM BpeMeHU JOCTUKEHUS Cmax 10 60

MUH, a Cnax B IIJIa3Me KPOBH B cpeiHeM cHIKaeTcs Ha 20% 06e3 CylIeCTBeHHOTO U3MEHEHUS
AUC.

Pacnpeoenenue

Cpennuii V4 Bapaenaguina B paBHOBECHOM COCTOSIHHH (PapMaKOKHHETUYECKHUX ITapaMeTPOB
cocTaBisieT B cpeHeM 208 J1, UTO IEMOHCTPUPYET €ro XOpoIlee paclpeeieHUe B TKaHIX.
Ces3biBanue Bapaenaduna u ero ocHoBHoro meradosmra (M1) ¢ 6enkamu mia3Mbl KpOBU
cocTaBisieT 10 95%, sBiseTcss OOpAaTHMBIM U HE 3aBHCHUT OT OOIIEi KOHIIEHTpAIUY IpenapaTta.

Hcxons u3 pe3ylbTaToB U3MEpEHUs cojiepkanus BapaeHaduina B criepme 3I0pOBBIX MY>KYHH
yepe3 90 MuH noclie nmpuemMa, MoKHO IIPEANoIokuTh, yTo He 6osiee 0.00012% nonydyenHoi
JI03bI MOXKET OIPEIEIIATHCS B CIIEPME TTallueHTOB.

Memabonusm.

Bapnenadun merabonusupyercs B e4eHu npu yyactuu npeumyiiectseHHo CYP3 A4, a takxke
CYP3AS u CYP2C9. Cpennnii Ty, Bapaenaduia cocraiser 4-5 4, a M1 — okono 4 4. B kpoBu
COJEPXKUTCS TIIOKYPOHU] B (popMe KOHBIOTaTa (TIIFOKYPOHOBAs KMCII0Ta), KOTOPBI SBIIsSETCS
yacTeio Metabonuta M1. Konnenrpanus ocranbHoi yactu M1 (HETTIIOKYpOHOBOI) COCTABIISIET
26% OT KOHLIEHTpaIMK aKTUBHOTO BemiecTBa. [Ipopuis cenektuBHocTH B oTHOIIEHUH DD y
M1 cxozeH ¢ TakOBBIM /s BapAeHadwmia; in vitro ciocoonocts M1 nonasmsare ©J135
cocTaBiseT 28% 110 CpaBHEHHUIO ¢ BapAeHa(UIOM, UYTO COOTBETCTBYET 7% 3¢ dexTuBHOCTH
npernapara.

Buiseoenue

OO6umit knmupenc Bapaenaguna cocrasnser 56 n/4, koneunsiit T1, — okoino 4-5 4. [Tocne npuema
BHYTpPbH B BHJIe METaOOJIMTOB BBIBOJUTCS MPEUMYIIIECTBEHHO Yepe3 KUIIeyHuK - 91-95%, B
MEHbIIEH cTeneHn noukamu - 2-6%.

@apMaKOKuHemuKa 6 0CO0bIX KIUHUYECKUX caydasix

V 310pOBBIX TOKUIIBIX MY>KUKH (>65 JIeT) MO CPaBHEHUIO C MOJIOABIMU (< 45 JeT) neuyeHOYHbIN
knupeHce cHkeH. B cpenneM AUC y noxuibix yBennuusaeTcst Ha 52%. OgHako paznuanii

3¢ (PEeKTUBHOCTH 1 OE30MACHOCTH TperapaTa y MalueHTOB MOXKUIOT0 U MOJIOJIOTO BO3pacTa He
OTMEYaeTCsl.

V¥ nanuentos c nerkoit (KK>55-80 mn/mun) u ymepennoit (KK>30-50 mn/MuH) cTeneHbro
HapyieHus PyHKIUU mouek papMaKOKMHETHYECKHE TToKazaTenu Bapnenaduia conocTaBuMEI ¢
nokasaressiMH y 310poBbIX. [Ipu Tspkenom Hapymenun Gynkiun nodek (KK<30 mu/mun)
cpennee 3HaueHne AUC moseimmaetcs Ha 21%, a Cax cHbkaetcst Ha 23%. JlocToBepHoOi
koppemsiiun Mexay KK u konnentpanueit Bapaenaduna B mnazme (AUC u Chax) HE
OTMEYaeTcsl.

Yy MMalMCHTOB, HAXOAAIIMXCA HAa TCMOAUAIN3C, (I)apMaKOKI/IHCTI/IKa HC U3y4CHA.
V mainueHToB ¢ He3HAYUTEIbLHBIM U YMEPCHHBIM HAPYIMICHUCM (I)YHKI_II/II/I NEYCHU KIIUPCHC

Bapnenaduna cHuKaeTCsl TPOMOPITMOHAIBHO CTENEHU ee HapyineHus. [1pu nerkoi crenenu
MEYEHOUHON HeA0CTaTOYHOCTH (Kiacc A o mikane Yaina-I1p10) oTMeuaeTcst yBenrueHue



nokazatesnet AUC u Cpax B 1.2 paza (AUC - Ha 17%, Cax - Ha 22%), Ipu yMEpEHHOMN CTENEHU
(xmacc B mo mkane Yaitna-I1st0) — B 2.6 paza (160%) u B 2.3 paza (130%) coOTBETCTBEHHO, 110
CPaBHEHHIO CO 3JJ0POBBIMHU JOOPOBOJIBIIAMH.

VY manueHToB ¢ TshKenbIM HapymeHnueM ¢pyHkuuu neuenn (knace C no mkane Yaina-I1s10)
(apMaKOKUHETHKA HE U3yYEHa.

IHoxka3anus

— JPEKTUIIbHAS TUCHYHKIUS (HECIIOCOOHOCTh JOCTUYD U COXPAHHUTD IPEKIIHI0, HEOOXOIUMYIO
JUIsl COBEPILEHUS MTOJIOBOTO aKTa).

IIporuBonokasanus

— OJHOBPCMCHHAA TCPAIIUd HUTpAaTaMH WJIH IIpCraparaMu, KOTOPLIC ABJIAIOTCA JOHATOPaAMU
OKCHJa a30Ta,

— KoMmOuHanwms ¢ uaruouropamu BUY-npoteas, Takumu kak MuauaaBup nin Putonasup;
— MOBBIIIEHHAs YyBCTBUTEIBHOCTh K KOMIIOHEHTaM IIpenapara.
[Tpenapat He nmpenHa3HAYEH 71 IPUMEHEHUS y AETEH U OIPOCTKOB B Bo3pacte 10 16 ner.

C ocmopooicnocmyoio cienyet NpUMEHSTh y MAaUeHTOB C BPOXK/IEHHBIM YJIMHEHUEM UHTEpBajia
QT, ¢ anaToMu4eckoi nedopMaliieii moJI0OBOro WwieHa (MCKpUBIICHUE, KAaBEPHO3HEIN (GroOpo3,
6one3sb [leiiponn), ¢ 3a601eBaHUAME, IPEIPACIOIATAIOIINMY K pHANU3MY (CEpIIOBHIHO-
KJICTOYHAsl aHEMUS, MHO’KECTBEHHAsI MHEJIOMA, JICHKEMHST ), TSHKEJIBIM HapyleHHeM () yHKIIHA
neyeHu, 3a00J1eBaHUEM TOYEK B TEPMUHAIBHOM CTaJIuu, apTepHaIbHON THIIOTEH3UEH
(cucronnyeckoe JaBieHUE B TOKOE MeHee 90 MM pT.CT.), HEJaBHO IEPEHECEHHBIM UHCYIBTOM U
UH(papKTOM MUOKap/a, HeCTaOUIbHON CTeHOKapAMueH, HaCIeJCTBEHHBIMHU JI€T€HEPaTUBHBIMU
3a00JIEBaHUSAMHU CETYATKH (HAIpUMEp, MUTMEHTHBIN PETUHUT), CO CKIIOHHOCTBIO K
KPOBOTEUEHHSIM U C 000CTPEHHEM SI3BEHHOM 00JIe3HHU, A0pTaIbHBIM CTEHO30M U
UAMONATHYECKUM TUIEepTPOPUUECKUM Cy0aopTaIbHBIM CTEHO30M.

Jlo3upoBka

[TpenapaTt mpuHUMAaOT BHYTPb HE3aBUCHMO OT Npuema nuiu. HagansHast pekoMeHyemas 103a
cocrapiusieT 10 mr 3a 25-60 MUH 10 cEKCyalnbHOI0 KOHTaKTa. M0OXHO IPUHUMATh TaKXkKe B
nepuoJt oT 4-5 4 10 25 MUH 10 CeKCyallbHOM aKTUBHOCTH. MakcuMasnbHas 4acTora npuema - 1
pas/cyt. s noctmxeHus: 3pHEKTUBHOCTH HEOOXOAUM IOCTATOUHBIN YPOBEHb CEKCyallbHON
CTUMYJISLIUH.

B 3aBucumoctH oT 3()(heKTHBHOCTH M TEPEHOCUMOCTH /1032 MOXKET OBITh yBenuueHa 10 20 mr
WIM CHUXeHa J10 5 Mr/cyT. MakcumManbHas cyTouHas 103a - 20 mr.

Koppekuuu pexxrMa 103UpoBaHKs Y NAMEHTOB MOKUJI0r0 Bo3pacTa He TpedyeTcsl.
VY nanMeHToOB ¢ He3HAYNTEJIbHO BHIPAKEHHON NMeYeHOYHO HEeI0CTATOYHOCTBI0 KOPPEKINU

peXuMa JT03UPOBaHMS HE TpeOyeTcs. Y MalueHToB ¢ yMEePEeHHOi nevYeHO0YHoi
He0CTATOYHOCTBI0 HaYaJIbHAsl 1034 COCTABISIET S MI' B CYTKU. B naibHENIEM B 3aBUCUMOCTH
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oT 3((HEeKTUBHOCTH U MIEPEHOCUMOCTH JICUCHUS 032 MOKET OBITh yBenudeHa 10 10 Mr u 3arem
1o 20 mr.

Y NanueHTOB ¢ HE3HAYUTEIbHO BbIPA’KEHHBIMH M YMEPEHHBIMU HAPYIIeHUSIMU GyHKIUH
NMO0YeK KOPPEKIUH peXUMa JO3UPOBAaHUS HE TpeOyeTcs

Ilepeno3upoBka

Cumnmompbi: N3BECTHO O ciy4asx npuema Jlesutpsl B 1o3e 80 mr 1 pas/cyr u 40 mr 1 pasz/cyT B
TedeHue Oosee 4 Henenb 0e3 pa3BUTHSL CEPbE3HBIX MOOOYHBIX peakuuii. OJHAKO, B TO e Bpems,
npu npuMeHeHuu B 103¢ 40 Mr 2 pasza/cyT HaOIIOJaI0TCs BEIpaKEHHBIE O0JIM B IOACHUIIE 0e3
IPU3HAKOB TOKCUYECKOTO JCHCTBHS Ha MBIILIEUYHYIO U HEPBHYIO CUCTEMY.

Jleuenue: IpoBeIeHUE CUMIITOMATUYECKON U NOAJEpKUBAOLIEH Tepanuu. [lockonabky
Bap/JIeHA(UII B BBICOKOH CTENIEHU CBSA3bIBAETCS C OEJIKaMU IJIa3MBl, ¥ JIUILb HE3HAYUTEIBHOE
KOJIMYECTBO Iperapara BIBOAUTCS MOYKaMH, 3(pPEeKTUBHOCTD TeMOINAIN3a MAJIOBEPOSTHA.

JlekapcTBeHHOe B3anMo/ielicTBUE

Bapnenadun metabonu3upyeTcst IpeMMyIIeCTBEHHO TPU YYaCTHH MIEYCHOYHBIX (PePMEHTOB
cuctembl 1uToxpoma P450, a umenno, nzodepmenta CYP3 A4, a Taxke ¢ HEKOTOPBHIM y4acTHEM
uzopepmenToB CYP3AS u CYP2C. MHruOUTOpPEI 3THX (PEPMEHTOB MOTYT CHUXKATh KIHMPEHC
BapaeHaduia. [Ipu onHOBpeMeHHOM NpUMeHeHUH JIEBUTPBI C KETOKOHA30J10M, HTPAKOHA30JI0M,
MHAWUHABUPOM U PUTOHABUPOM (MolHble UHTHOuTOpsl CYP3A4) M0oXHO 0KuaaTh
3HAYUTEJIBHOT'O MOBBILICHUS] KOHLIEHTPAlMK BapieHa(uiIa B IIa3Me.

[Tpu ogHOBpeMeHHOM ITpuMeHeHuu uMeTuIuH (400 mMr 2 paza/cyT), KOTOPBI SABISETCS
HecTenu(pUIecKuM HHrHOUTOPOM M30(pepMEHTOB cucTeMbl utoxpoma P450, He oka3pIBaeT
BiusHUS Ha BenuunHy nokazateneit AUC u Cpay Bapaenaduia (20 mr).

[Tpu ogHOBpeMeHHOM IpuMeHeHuu ¢ JleButpoit (5 mr) spurpomunius (500 mr 3 pasa/cyr),
apistomuiicss uHruOuTOpoM CYP3 A4, BoizbiBaeT yBenuuenue AUC Bapaenaduna B 4 pasza
(300%) u yBenmmuenue Cnax B 3 pasza (200%).

Kerokonazoin (200 mr), siBasisice MoiiHeIM uHrHOuTopoM CYP3A4, npu ogHOBpeMEHHOM
npumMeHeHuu c Jlesurpoii (5 mr) Bei3eiBaet yBennuenne AUC Bapaenaduna B 10 pa3 (900%) u
Cmax (5Mr) B 4 pa3za (300%).

ITpu oqHOBpemenHoM npuMeHeHuu JleBuTpsl (10 mr) u uarn6uropa BUY-nporeas nnanHaBupa
(800 mr 3 paza/cyt) ormeuaercs yBenuuenue AUC Bapaenaduna B 16 pa3z (1500%) u Cpax
BapaeHaduia B 7 pa3 (600%). Uepes 24 4 nocie mpreMa KOHLEHTpALHs B [J1a3Me COCTaBIISET
npuOIM3UTENHHO 4% OT €10 Cpax.

[Tpu ogHoBpemenHoM npumenenuu JleButpsl (5 mr) putonasup (600 mr 2 pa3a/cyT) HOBBIIIAET
B 13 pa3 Cmax BapaeHadmia u B 49 pa3 ero cymmapHslii cyTouHslit mokasarens AUC.
B3aumopeiictBie 00ycia0BI€HO T€M, UTO PUTOHABUP, SIBIISISICH MOIIHBIM HHrHOuTOpoM CYP3A4
u CYP2C9, Giokupyer neueHouHbIH MeTabonu3m Bapaenadwuia. PutoHaBup 3HaYMTEIHHO
ymunsiet Ty, BapaeHaduna go 25.7 4.

VY 310poBeIX 1006poBoabLeB JleBurpa (10 Mr) npu npueme 3a 24 4 A0 npueMa HUTPOTJUIEPUHA
(400 MKT CyONMHTBaJIbHO) HE BBI3BIBACT YCUJICHHUS €r0 TMIIOTEH3UBHOTO 3 dekra, B 103e 20 Mr
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3a 1-4 y 1o npumeneHust HUTPaToB (400 MKT CyONIMHTBAIbHO) YCHIIMBACT UX TUIIOTCH3UBHOE
JIEUCTBUE, HO TIPU Ha3HAYEHUH 32 24 4 YCUJICHUS TMIIOTEH3UBHOTO JEUCTBUS HE POUCXOIUT.

Bapnenadun (20 mr) e nuzmensier nokazarenid AUC u Cyax rmrnbenknamuaa (rimoypuia B 103€
3.5 Mr') Ipu UX COBMECTHOM NPUMEHEHUH U HA000POT.

dapMaKOKHHETHYECKOE U (hapMaKOIMHAMHUYECKOE B3aUMO/ICHCTBHE (BIUSHHIE HA
nporpomMOrHOBOE BpeMs u pakTopsl cBepThiBaHus 11, VII, X) He oTMeuaeTcst pu coueTaHuU
BapaeHaduina (20 mr) ¢ Bapdapurom (25 mr).

He na6mrogaercs 3HaunMoro (papMakOKHHETHYECKOTO B3auMOoAeHCTBUS Mexay JleButpoii (20
mr) u HupeaunuaoM (30 mmm 60 Mr): BapaeHa T BBI3BIBACT B MOJIOKEHHUH JIeXkKa HA CIIMHE
JOTIOTHUTEIbHOE CHUYKEHHUE CUCTOJIMYECKOro U auacronundyeckoro A/l B cpeqnem Ha 5.9 mm pr.
CT. U 5.2 MM PT. CT. COOTBETCTBEHHO.

[TockonbKy U3BECTHO, YTO alib(ha-aapeH00I0KaTOPHI BBI3BIBAIOT CHIKEeHHE AJl, 0COOEHHO
HOCTYpaJIbHYIO TMIIOTEH3HI0 U 0OMOPOK, BOIIPOC B3aUMOJIEHCTBUS allb(a-aipeH00I0KaTOpOB U
JleBUTpPHI IPU COBMECTHOM MTPUMEHEHHH TIIATENILHO U3ydalics. BpIIo mpoBeneHo asa
UCCIIEI0BaHMsI JIEKApCTBEHHOT'O B3aUMOJIEHCTBUS C y4aCTHEM 370POBBIX 100POBOJIBLIEB C
HOpMalTbHBIM A /], mosryuaBmmx anbga-agpeHo0I0KaTOPbl TAMCYJIO3HH WIH TEPa303UH C
OBICTPBIM YBEIMUEHHEM J03 10O MAKCUMAJIbHBIX WM OJU3KUX K HUM B TeueHue 14 nHeit nnm
menee. [locie 1006aBneHus K MMoTydaeMoil Tepanuu JIeBUTpbI apTepraibHas THIIOTCH3HS
pa3BWIIaCh Y 3HAUUTEJILHOIO YHCJIa YYACTHUKOB UccienoBanus. Cpenu UL, NoJydaromux
Tepa303uM apTepuaibHasi TUIOTEeH3Us (cucToaudeckoe AJl B MOJOKEHUH CTOSI HUXKE 85 MM PT.
CT.) pa3BHUBaJach Yalle B TOM cilydae, eciu JIeBUTpa u Tepa303uH Ha3HAYAIKMCh C TAKUM
pacueTom, 4ToOBI 10CTHYb coBHaneHMs Cmax BO BPEMEHH, YeM B TOM ciydae, ecil Cmax
pPacXoMIINCh BO BPEMEHH Ha 6 4acoB. YKa3aHHbIE HCCIEIOBAHUS MOT'YT MIMETh OIpaHHMYEHHOE
KJIMHUYECKOE 3HAUYEHHUE, TOCKOIBKY OHU MPOBOAMIINCH C YYaCTHEM 3/I0POBBIX TOOPOBOJIBIIEB, a
TaKXke 1nocie GopcupoBaHHOIO TUTPOBAHUS /103 (TAaKUM 00pa3oM, yJaCTHUKAM MCCIIEOBAHUS HE
yZaBajoch JocTuyb crabunuzanuu A/l Ha poHe npuema anbda-agpeH00I0KaTOPOB).

HccenenoBanus JIEKapCTBEHHOTO B3aUMOIEUCTBUS JIEBUTPBI TPOBOINIIMCH TAKKE y MAIIUEHTOB C
J00poKavyecTBEHHOH runepuiazueit npeacrarenbHoi sxenessl (AI'TDK), momydaronux
cTaOUIIbHBIE JJ03bI TAMCYJIO3MHA WK Tepa3zo3uHa. [Ipu HazHauenuu JleButpsl B 1o3ax 5, 10 nim
20 Mr nmanueHTaMm, MOoJTy4aBUIMM CTaOMIIbHBIE JJ03bI TAMCYJI03MHA, TOTIOJIHUTEIBHOTO CHUKEHHUS
cpenHero yposHs A/l He HaOmtoa0Ch. [Ipun oqHOMOMEHTHOM ITpreMe JIEBUTPHI B 103€ 5 MI U
tamcyno3uHa B f1o3e 0.4 mr y 2 u3 21 nanuenrta HaOr0/1a1achk OpTOCTaTUYECKAs apTepUaibHas
TUTIOTEH3US ¢ TajieHueM cucronnueckoro AJl Huwke 85 MM pt. ct. [Ipu npueme JleButpsl B 103¢€
5 MI' ¥ TaMCyJI031Ha C 6-4aCOBBIM MHTEPBAJIOM OPTOCTATHYECKAsl CUCTOJINYECKAs apTepraIbHas
runoreH3us ¢ nagenueM AJl Menee 85 MM pT. cT. pa3Buiach Takke y 2 u3 21 nanuenta. B
MOCJIETYIOIIEM UCCIIEIOBAHIHN OJJTHOMOMEHTHOE Ha3HaueHue JIeBuTpol B go3ax 10 mr u 20 Mr u
Tamcyso3uHa B 103ax 0.4 mr u 0.8 Mr ciayyaeB OpTOCTaTHYECKOIO NAACHUS CUCTOINYECKOro A/
HUKE 85 MM PT. CT. 3aperucTpupoBaHo He Ob110. [Ipn onHOMOMEHTHOM Ha3HaueHuu JIeBUTPHI B
703€ 5 MI' ¥ Tepa3o3uHa B f03ax 5 mr i 10 Mr y ogHoro u3 21 nanuenTa HabIoaanach
CUMIITOMAaTHUYECKas MOcTypanbHasd runotensus. [Ipu npueme JIeBuTpsl B 103€ S Mr u
Tepa303rHa ¢ MUHTEPBAJIOM B 6 4acoB ciyyaeB najgeHus A/l He Obi10. [TonmydeHHBIE pe3yabTaThl
cienyeT NIpUHUMaTh BO BHUMAHHKE IPU PELICHUH BOIIPOCAa O BPEMEHH Ha3HA4YEHMS IPENapaToB.

CoueranHoe Ha3HaueHue JIeBUTPHI U allb(a-apeH00I0KATOPOB TOMYCTUMO TOJIBKO MIPH
HAJIMYMK CTaOWIBbHBIX Moka3aTeneil A/l Ha ¢poHe npuema anbda-aapeHoOI0KATOPOB, IPH 3TOM
JleBuTpy HyKHO Ha3Ha4aTh B MUHUMAJILHOM PEKOMEHAOBAHHOM J103€, cocTaBsttome 5 mr. He
clieflyeT MpUHUMATh JIEBUTPY B OJTHO M TO e BpeMs ¢ anb(da-aapeHodIoKkaTopaMu, 3a



MCKIIIOUEHHEM TaMCYJI03MHA, TPUEM KOTOPOTO MOXKET COBIAIaTh [0 BPEMEHU C IPUEMOM
JleBUTpHI.

OnnoBpemenHoe npuMeHenue nurokcrna (0.375 mr) u JleButpser (20 Mr) yepes JIeHb B TEUEHHUE
Oonee 14 nHEl HE CONPOBOKIAECTCS JIEKAPCTBEHHBIM B3aUMOACHCTBUEM.

OnHOKpaTHBIN pUeM MaaoKca (aHTALK ], MATHUS TUIPOKCHU/I/aTIOMUHNUS TUAPOKCHT) HE
BiuseT Ha nokazatesn AUC u Cyax BapaeHaduia.

buonocrynaocTs BapaeHadwmia (20 Mr) TakKe HEe HApPYIIACTCS MIPHU €T0 COUYCTAHUU C
OsiokaTopamMu TUCTaMUHOBBIX Ho-penienropoB panutuauaoMm (150 mr 2 paza/cyr) u
numMeTuanHoM (400 mr 2 paza/cyr).

JleButpa (10 Mr u 20 Mr) He BIUSET HA JUIMTEIbHOCTh KPOBOTEUEHMSI, KOT'/1a IPUMEHSETCS B
Ka4yecTBE MOHOTEPAIIMU U B KOMOMHAIMHY C alleTHIICAIMIWIOBON KUCIOTON B HU3KOM 103¢e (2

Ta0. 1o 81 mr).

Jlesutpa (20 Mr) He MOTECHIUPYET TUIMOTEH3UBHBIN 3 ekt aTanona (0.5 r/kr Macce Tena),
(dapmMakoknHeTHKa BapaeHaduiIa He HapyIIaeTcs.

AneTriicanuImioBas Kuciuora, HHruoutTopsl AII®D, 6eta-aapeHo0I0KaTOPhI, TMYPETUKH H
TUINOTIMKEMHYECKHE TpenapaTsl (Cyab(hOHIUIMOYEBUHA U METPOPMUH), C1a0ble HHTHOUTOPHI
CYP3A4 ne BrnustoT Ha papMaKOKHHETHKY BapaeHadwua.

bepeMeHHOCTH U JTaKTANUA

[Tpemapar He peIHA3HAYCH JIJIS IPUMEHEHUS Y KCHIIUH.

ITo0ounbIe nelicTBUSA

Co cmoponwvl LJHC u nepughepuueckou nepgnou cucmemul: >10% - ronoBHas 60ib; >1% -
rojoBokpyxenue; >0.1%-<1% - connuBocts; >0.01%-<0.1% - TpeBora, 0OMOpOK.

Co cmoponul cepoeuno-cocyoucmoii cucmemul. >10% - nprIIMBbI (IEPUOIUUECKOE BHE3ATHOE
MOKpAaCHEHHUE JINIIa, olryieHue xapa); >0.1%-<1% - noseimenue AJl, camxenne AJl,
oprocrarudeckas runoters3ust; >0.01%-<0.1% - cTeHOKap s, HIIEeMUsT MHOKap/a.

Co cmoponvl nuwesapumenvroi cucmemot. >1%-<10% - nucrernicus, TomHoTa; >0.1%-<1% -
n3MeHeHne QyHKIIMOHAIbHBIX TecToB neueHu (moBeimenue AJIT, ACT, I'TTII).

Co cmoponwl oOvixamenvhou cucmemsi: >1%-<10% - 3acToifHas runepeMus CIM3UCTON
000J104KH HOCA (OTEK CIU3UCTOM, pUHUT, puHOpes); >0.1%-<1% - oxsika, HOCOBOE

kpoBoTeueHue; >0.01%-<0.1% - oTek ropraHm.

Co cmoponul opeana spenus: >0.1%-<1% - noBbIIIEHHOE CIE300TACICHNE, HAPYILIEHUS 3PEHUS
(stpxoctu 3penus); >0.01%-<0.1% - moBsIlIIEHNE BHYTPUTIIA3HOTO JABICHHUS.

Hepmamonozuueckue peaxyuu: >0.1%-<1% - orek nuna, poToceHCHOMIHU3AIIHSL.

Co cmoponvl kocmuo-muluteunoui cucmemol. >0.1%-<1% - muanrus, 60Jb B CIUHE, TOBBIILIEHUE
K®K; >0.01%-<0.1% - noBbIlIeHHE MBIIIIEYHOTO TOHYCA.


https://health.mail.ru/drug/acetylsalicylic_acid/

Co cmoponwt nonogou cucmemsi: >0.01%-<0.1% - yanuHeHne 3peKiun Ui 00Je3HeHHAs
IPEKIIHs, HPUATTH3M.

Ipouue: >0.01%-<0.1% - peakiuu NOBBIIIIEHHON YyBCTBUTEIBHOCTH.

Hmerotcst pekre moCTMapKeTUHTOBBIE COOOIICHMSI O CITydasx pa3BUTHs epeaHen
uIIeMHYEeCKOil HeBponaTuu 3putenbHoro Hepsa (IIMH3H), npuBoasiiel k HapyleHHUIO 3peHus,
BKJIFOYAs CTOWKYIO yTpaTy 3peHHS, CBA3aHHBIX 10 BPEMEHH C MpUeMoM HHTHOuTOpoB DJ[D5, B
T.4. ¥ JIeBUTPBI, Y MAlIUEHTOB, MHOTHE M3 KOTOPBIX UMEIOT COMYTCTBYIONIHNE (DaKTOPBI PUCKA IS
Pa3BUTHUSA ITOTO COCTOSTHUS, TAKUE KAaK aHATOMUYECKUH AePEeKT IMCKa 3pUTEIILHOTO HEPBa,
Bo3pacT crapuie 50 set, caxapHblii Auader, aprepuansHas runeprensus, UbC, runepaunuaemMus
u Kypenue. He ycranoBneHo, cesizano nu passutue [IMH3H HenocpencTBeHHO ¢ MpUMEHEHUEM
uHruoutopos ®JI35, unu ¢ MeOIIMMUCS y TAMEHTAa COYTCTBYIOIIMMH COCYIUCTBIMU
dakTopaMu prcka U aHAaTOMUYECKUMU AePeKTaMu, WU ¢ KOMOMHAIMeH STuX (pakTopoB, WK C
JPYTUMU IPUYHHAMM.

Coob1maercs o ciydasx HapyILIeHUs 3pEHuUs, BKIIOUasi BPEMEHHYIO I CTOMKYIO yTpaTy 3peHus,
KOTOpBIE CBA3aHbI 110 BpeMeHH ¢ npuemMoM uHruoutopos ®/135, B 1.u. u JleBurpel. He
YCTAHOBJICHO, CBSI3aHbI JIM 3TU CIIy4al HEMOCPEICTBEHHO ¢ IpueMoM MHruoutopos ®J135, nim ¢
COITYTCTBYIOILIMMHU COCYAUCTHIMHU (PaKTOPAMU PUCKA, WIH C APYTUMU IPUUUHAMH.

YcinoBus M CPOKM XpaHEHUA

[Ipenapar cnegyet XpaHUTh B HEJOCTYITHOM JIJIsl IETEH, CYXOM MECTE IPU TeMIIepaType He
Bbie 30°C. Cpok rogHocTH - 3 roja.

Oco0ble ykazaHus

o naznauenus npenapara JleBurpa (kak ¥ Ipyrux MmpernapaToB, IPUMEHIEMbIX [Tl ICUSHUS
APEKTUILHOUN TUCHYHKIINH), Bpad JOJKEH OIEHUTh COCTOSIHUE CEPIICYHO-COCYIUCTON CUCTEMBI,
MOCKOJIBKY CYIIECTBYET PUCK Pa3BUTHSI OCIOKHEHHM CO CTOPOHBI CEp/IIa BO BPEMsI CEKCYaIbHOU
AKTUBHOCTH.

Bapz[eHa(pI/m oGnanaeT COCy1OopaCInpPAOIIUMNU CBOﬁCTBaMH, YTO MOKCT COIMMPOBOKIAATHCS
HE3HAYUTCJIIbHBIM WJIN YMEPCHHBIM CHHXXCHUCM AI[

[TarueHTHI ¢ OOCTPYKIMEN MyTEH OTTOKA U3 JIEBOTO JKEITyI0UKa, HAaIPUMEp, C a0pTaIbHBIM
CTEHO30M, UIMONATHYECKUM THIEPTPOPUIECKUM CYyOa0pTaIbHBIM CTEHO30M, MOT'YT OBITh
YYBCTBUTEJIBHBI K JIEHCTBUIO Ba30MJIaTaTOPOB, BKItOUast HHrHOuTOpsl ®J1D5.

Y My»X4MH, KOTOPBIM HE I0Ka3aHa CEKCyaJlbHasi aKTUBHOCTb, BCIEACTBUE COMYTCTBYIOLIETO
CeP/IEYHO-COCYAUCTOTO 3a00JIEBAHMSI, TIPETIApaThI JIJIS JICUEHUS SPEKTUIILHON TUCPYHKIIUN HE
Ha3HayaroT.

[Tockonwky JleButpa B TepaneBTHUeckux A03ax (10 Mr) Bei3biBaeT yannHenue uatepBaia QT,
Mpernapar He ClIelyeT Ha3HayaTh MalMeHTaM C BPOKICHHBIM yainHeHueM uatepsaia QT u tem,
KOTOpBIC IPUHUMAIOT aHTHAPUTMHUYECKUE TIpernapathl kinacca [A (XMHUAWH, TpOKanHAMU/) WIH
knacca IIl (amuomapoHn, coranoun).

be3zonacHocTh 1 3¢ (eKTUBHOCTH BapeHaduiIa B KOMOMHAIIMY C APYTUMU IIpernapaTamMu JUis
JIeYSHHSI IPEKTUIIBHON TUCPYHKIIUN HE U3y4allach, TIO3TOMY UX COBMECTHOE IPUMEHEHHE He
pPEKOMEHIyeTCs.



Bezonacnocts Bapnenaduiia He uccienoBanach  €ro IpUMEHEHNE HE PEKOMEHIyeTCs Y
CJIEYIOIIUX TPYIII NAI[MEHTOB: TSKEJIble HapylIeHUs! GyHKIIMH ITeYeHH, 3a00JIeBaHuUs ITOYEK B
TEPMUHAIBHOW CTaJIUM, TPEOYIOIINE TeMOINANIN3a, apTepUalIbHAs TUIIOTEH3US (CUCTOIMYECKOE
naBjieHue B mokoe <90 MM pT. CT.), HEAAaBHO MEPEHECEHHBIN UHCYNIBT WK HH(APKT MUOKap/a (B
npezenax nociaeIHuX 6 MecsieB), HeCTaOMIbHAsE CTEHOKAPHsI, a TAK)KE HACIIECTBEHHbIC
JereHepaTuBHbIC 3a00JIEBaHUS CETUYATKU, HAIIPUMEP, MUTMEHTHBIN PETUHUT.

Ha ¢one npuema JleButpbl u apyrux uHruouTopoB ®J155 ObuH 3aperucTpUpOBaHbI CIIydan
IIPEXOALIEN IOTEPU 3pEHUS U HEAPTEPUUTHON NIIEMUYECKON HEBPOIIATUH 3PUTEIILHOIO HEPBA.
[Ipu HacTymI€eHNH BHE3AITHON NOTEPU 3PEHHUS MALIMEHT JIOJKEH MIPEKPATUTh ITpueM JIeBUTpsI 1
CPOYHO IIPOKOHCYIBTHUPOBATHCS C JICHALUM BPAYOM.

CoueranHas Tepamnus anb(a-aIpeHo0I0KaToOpaMu U BapIeHAPUIOM MOXKET COMTPOBOXKIATHCS
pa3BUTHEM apTEePHAILHON TMIIOTEH3UH C COOTBETCTBYIOLIEH KIMHHUUECKON KapTUHO,
MOCKOJIBKY 3THU TIperapaTsl 001a/1at0T Bazouiatupyomum 3gdexrom. CoueTaHHOE HA3HAYCHUE
JleBuTph! 1 anbbha-aapeHoOI0KATOPOB AOMYCTUMO TOJIBKO MPU HATMYUH CTAOMIIbHBIX
nokazareneid Al Ha pone nmpuema anbda-aapeHoOI0KaTOPOB, IpH dTOM JIEBUTPY clieayeT
Ha3Ha4yaTh B MUHUMaJIbHOW PEKOMEHIOBaHHOM J103€, cocTapistomieii 5 mr. He cnenyer
npuHUMAaTh JIEBUTPY B OZTHO U TOXKE BpeMs C alib(a-aApeHo0I0KaTopamMu, 32 UCKIIFOUCHHEM
TaMCyJI03UHA, IPUEM KOTOPOTO MOKET COBIAaTh MO0 BPEMEHH € IpHEeMOM BapeHaduia. B
CIIydae mpreMa Mmo00paHHoM 10361 JICBUTPEI Tepanuio ajib(a-aapeHo0I0KaTopaMu CIeayeT
HAYMHATh B MUHUMAaNbHOU 103e. [locTenenHoe yBenuueHue 1036l anbha-aapeHo0I0KaTopoB
MalKeHTaM, MOTYJaroluM Mpenaparsl U3 rpymisl HHruoutopor ®J135, MokeT npuBeCTH K
JanbHenemMy cHukeHuro A/l

Jlo3a JIeBuTpbl HE 10JIKHA MPEBBIILIATH 5 MI' IIPU €TI0 COYETAaHUU C SPUTPOMULITHOM,
KETOKOHA30JI0M, UTPaKoOHa30JI0M. Jl03a KeTOKOHA30J1a U UTPAKOHA30J1a IPU 3TOM HE JI0JDKHA
npesbiiars 200 mr.

CoueTranue ¢ THANHABUPOM U PUTOHABUPOM MPOTHUBOTIOKA3AHO.
[Tockonbky BapaeHapUI HE MPUMEHSUICS Y TTAIMEHTOB CO CKIIOHHOCTBHIO K KPOBOTEUYCHHSIM U Y
OOJBHBIX C 000CTPEHNEM S3BEHHON 0O0JIE3HH, €0 Ha3HAYEHHE B 3TUX CIydasiX BOZMOKHO TOJIBKO

IIOCJIC THIaTeJII)HOfI OLICHKNU COOTHOIICHMA IMOJIB3bI M PUCKA TCpaIllu.

Bapz[eHa(pI/m HC BJIMACT HA JJIMTCIBHOCTDb KPOBOTCYCHUA, TAKIKE OH HC BJIUACT HA OTOT
MMoKas3arciib MMpu COYCTAaHHOM INPUMCHCHHHU C aleTHICATIUITHIOBOM KHCIIOTOM.

Bapaenadui He ycunuBaet arperanuio TpOMOOIIMTOB, BEI3BAHHYIO Pa3IMYHBIMU IperapaTaMu.
B KoHIIEHTpaluy BbIlIE TepaneBTUYECKOi BapaeHa(uI BbI3bIBaT HE3HAUUTEIBHOE YCUIICHHE
AQHTUArperaHTHOIO JEHCTBUS HUTPONIPYCCUIA HATPHSL, KOTOPBIN SIBJISIETCS JOHATOPOM OKCHJIa

a3oTa.

Bnusinue Bapaenaduia u renapruHa Npu 0JHOBPEMEHHOM MPUMEHEHUH Ha IJTUTENIbHOCTD
KPOBOTECYEHMS HE U3YUECHO.

Bnusinue BapaeHaduia Ha TMIIOTEH3UBHBINA 2P QEKT HUTPATOB y MAIIMEHTOB HE U3YYEHO,
M03TOMY KOMOMHHMpPOBaHHOE Ha3HayeHHe JIEBUTPbI U HUTPATOB IPOTHUBOIOKA3aHO.

Hcnonvzosanue 6 ne()uampuu

Bapnenadun He npeHazHaueH JUIsl IPUMEHEHUS Y IETEH.



Bnusinue Ha cnocobHOCmb K 80X4COEHUIO A8MOMPAHCNOPMA U YNPABIEHUIO MEXAHUSMAMU

[lepen HazHaueHHeM Npenapara nalueHTaM, KOTOpbIE YIIPaBJISIIOT TPAHCIOPTHBIMU CPEICTBAMU
U paboTal0T ¢ MEXaHU3MaMHU, HEOOXOMMO BBIICHUTh UX WHAMBUYAIbHYIO PEaKIUIO Ha
Jlesutpy.

IIpu HapymieHusX GyHKIUM MOYEK

C 0CTOpPOKHOCTBIO CIIEAYET IPUMEHSATH Mpenapar npu 3a00JIeBaHUAX MTOYEK B TEPMHUHAIBHOMN
CTaJUH.

VY NauMeHToOB ¢ He3HAYNTEIHLHO BHIPAKEHHBIMHU U YMEPEHHBIMH HAPYIIEHUSIMH (PYHKIHHU
MoYeK KOPPEKINH peXUMa J03UpOBaHUS HEe TpeOyeTcs

IIpu HapymieHUsIX PyHKIUU NEYEHU

C OCTOPOXKHOCTBIO CIEAYET MPUMEHSTH Mpenapar MpH TKEIbIX HAPYIICHUSIX QYHKIUHU TEUCHU.
VYV naumeHToB ¢ HE3HAYUTEIbHO BHIPAKEHHON NMeYEeHOYHOH HeJOCTATOUYHOCTHI0 KOPPEKIIMHU
pexuMa J03upoBaHus He TpeOyeTcs. Y NalueHTOB ¢ YMePeHHO! nme4eHOYHOol
HEJ0CTATOYHOCThI0 HavyallbHas 7032 COCTABIIAET 5 MI' B CyTKH. B nanbHelinemM B 3aBUCUMOCTH
0T 3((HEKTHBHOCTH M IIEPEHOCUMOCTH JICYCHHUS 71032 MOXKET OBITh yBenndeHa 10 10 Mr u 3aTem
1o 20 mr.

Jlmaruo3sl

e AJNeHOMA NpPeCTaTEIbHOM JKENe3bl
e bananwur, 6amaHonoctut, GumMo3

e Bapukouene

e T'maponedpo3

an/lMeHeHHe B IIOKUJIOM BO3pacTe
KOppeKI_II/II/I pexXruMa JO3UPOBaHNA Y MAIIHCHTOB MOKUJI0T0 BO3pacTa HE Tpe6yeTc;1.
an/lMeHeHHe B I€TCKOM BO3pacTe

[Ipenapat He npeaHa3HaueH AJs IPUMEHEHU y JeTeil U MOAPOCTKOB B Bo3pacTe 110 16 jer.


https://health.mail.ru/disease/adenoma_predstatelnoi_jelezy/
https://health.mail.ru/disease/balanit_balanopostit_fimoz/
https://health.mail.ru/disease/varikotsele/
https://health.mail.ru/disease/gidronefroz/

