NHCTPYKLIMA
10 MEJUIITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

JAE3JIOPATA/IUH BEJI®APM

Perucrpanuonnbiii Homep: JIT1-005897

Toprosoe naumeHoBanue: Jleznoparanun Bendapm

MexayHapoaHoe HeMATEHTOBAHHOE HAUMEHOBAHMe: JI€3JI0paTaIuH

JlekapcTBeHHas ¢opma: TaOIETKU, TOKPBITHIC TNICHOYHON 000I0UKOMH

Cocrtas Ha ogHY Ta0JIeTKY:

eticmsyrowee sewyecmeo: neznoparagu — 5,0 Mr

Bcnomocamenvhvie sewecmea: xampims ruapodocdara muruapar, moBugaoH K30, kambims creapar,
KpOCKapMeIio3a HaTpus (MPUMEIIo3a), eIUTI0I03a MUKpokprcTarmmdeckast MC-101.

Cocmas obonouku: [cyxasi CMeCh Jisl INIEHOYHOTO TTOKPBITHSI, COJIEprKalllas TUIIPOMEIIO3Y, TUTaHA
muokcua, wmakporon (Omaapait 03F180011 OGembrit) wnm  runpomesuioza  (OKCHIIPONUIIME-
THJIEIUTION03a), TUTaHa AuOKcHa, Makporon 6000 (momudtuineHrIukoas 6000, moIMITUICHOKCH]T
6000)].

Onucanue

Kpyrible ABOSKOBBIMYKIJIbIE TaOJETKH, MOKPBITHIE IJICHOYHOW OOO0JIOUKOW Oenoro Wid MOuYTH
Oemoro nBera. Ha momepeyHoM pa3pe3e — MOYTH Oeloro WiM Oeloro co CBETIO-KOPUYHEBBIM
OTTEHKOM WJIH O€JIOTO C pO30BaThIM OTTEHKOM IIBETA.

dapmakoTepaneBTHYeCKAsl TPyNNa: MNPOTHBOALIEPTUUECKOE CPEencTBO — Hi-ructaMuHOBBIX
perenTopoB OJI0KaTOp

Kon ATX: RO6AX27

DapMaKoJIOrHyecKue CBOMCTBA

Dapmakoounamuxa

HecenaTuBHbII aHTUTMCTAMUHHBIM MpenapaTr AJIWTEIbHOTO JEHCTBUS. SIBIseTCcs NEpBUYHBIM
AKTUBHBIM METa0OIUTOM JopaTaanHa. MHruOUpyeT Kackaj peakiuil aJuiepruuecKoro BOCHAICHNUS,
B TOM YHCJI€ — BBICBOOOXKIECHUE MPOTUBOBOCIATUTEIBHBIX ITUTOKWHOB, BKJIFOYAs MHTEPJICUKIUHBI
WJI-4, NJI-6, UJI-8, NJI-13, BeICBOOOXIEHHE MPOTHBOBOCHATUTENbHBIX XeMOKHHOB (RANTES),
MPOIYKIIMIO CYNIEPOKCUTHBIX aHMOHOB aKTUBUPOBAHHBIMH MOTUMOP(PHOSIIEPHBIMU HEUTpOPUIaMu,
aAre3ur0 U XeMOTaKCUC 303MHO(UIIOB, BBIJICTICHUE MOJIEKYI aAre3uu, Takux kak P-cemextuH, IgE-
OIIOCPEIOBAaHHOE BBICBOOOKIACHHE THCTaMWHA, TpocTarjanjaunaa D2 w neiikorpuena C4. Takum
o0paszoM, MpeaynpexaacT pa3BUTHE M OOJerdaeT TEUEHHWE ajUICPrUYeCKUX peakiuii, oOiagaet
MPOTUBO3YIHBIM U MPOTUBOIKCCYTATUBHBIM JICCTBUEM, YMEHBIIAET MPOHULIAEMOCTh KalUJUISIPOB,
MpeAYyNpeKaAaeT pa3BUTHE OTE€KA TKAHEH, cria3Mma riIaJKkol MyCKyIaTyphl.

[Ipemapar He OKa3bIBa€T BO3CIHCTBHUS Ha LEHTPAIbHYIO HEPBHYIO CHCTEMY, IMPAKTHYECKH HE

obmamaeTr cemaTuBHBIM 3 ¢deKToM (HE BBI3BIBACT COHJMBOCTH) W HE BIHUAECT HA CKOPOCThH



IICUXOMOTOPHBIX PEAKIUH.

B xnmHuKO-(papMaKoIOrHuecKuX HCCIEAOBAHUAX MPUMEHEHHs Je37I0paTaiHa B PEKOMEHIyeMOon
TEpaneBTUYECKOIl J103€ He OTMeuaioch yaauHeHus uurepBaina QT Ha aleKTpoKapauorpaMme.
JeiicTBue ne3noparaanHa HauuHaeTcs B TeueHue 30 MUH mociie mpreMa BHYTPb U MPOJIOJIKAETCS B
TeueHue 24 u.

DapmakoKkunemuxa

Jle3nopaTtaiuH XOpOILIO BCACHIBAETCS B JKENYIOYHO-KUIIEYHOM Tpakre. Onpenensercs B IUIa3Me
KpoBH uepe3 30 MuH 1ociie mpueMa BHYTpb. MakcumanbHast KOHUEHTpausl (Cmax) JOCTUTaeTCs B
cpenHeM uepe3 3 4 nocie npuema. He mpoHukaer yepe3 remarosnuedanuyeckuii 6apbep. CBssb ¢
OenkaMu I1a3Mbl KpoBU cocTaBisieT 83-87 %.

[Tpu nmpuMeHEeHUHU y B3pOCIBIX U MOJAPOCTKOB B TeueHue 14 nueit B go3e ot 5 mr a0 20 mr 1 pa3 B
CYTKH KJIMHUYECKH 3HAUMMOM KyMyILIMM Tpernapara He oTMedaercs. OITHOBPEMEHHBIN MpueM
MUIIA UK TPEHIPpPYyTOBOro COKa HE BIUAET HA paclpeaeseHue 1e3IopaTaiHa Py MPUMEHEHUH B
no3e 7,5 mr 1 pa3 B ieHb.

Hesnopatanun He siBisiercs uHruOutopom mzodpepmentoB CYP3A4 u CYP2D6 u He sBusercs
cyOcTpaTtom uiu HHruOuTOoOpoM P-rimkornporenHa.

HuTeHcUBHO MeTa0oNM3upyeTcs B MEYEHH MyTeM TUIPOKCUIUpOBaHUs ¢ oOpasoBanuem 3-OH-
Jie3710paTaiiia, COEAMHEHHOTO C IIIIOKYPOHUIOM.

[Tepuon nomyBeiBeaeHus (T1/2) coctamsier 20-30 1 (B cpearem — 27 4). [le3noparaiuH BEIBOJAUTCS
U3 OpraHMW3Ma B BU/JIE TIIIOKYPOHUIHOTO COEMHEHHS U B HEOOJIbIIOM KOJIMYECTBE B HEU3MEHEHHOM
BUJIe (moukamu MeHee 2 % U uepe3 KUIIeUHUK MeHee 7 %).

IMoka3aHus K NPpUMEHEHUIO

- CE30HHBIN W KPYIJIOTOIUYHBIA aJuIeprUdecKue PUHUTH (YCTpaHEHHE WM OOJIErdeHHe YUXaHUs,
3aJI0’)KEHHOCTH HOCA, BBIICTICHNS CJIM3M U3 HOCA, 3yJa B HOCY, 3yJa Heba, 3y/la U MOKpPAaCHeHUs IJ1as3,
CJIC30TCUCHMUS);

- KpanuBHHULA (YMEHBIICHUE WM YCTPAaHEHUE KOXKHOT'O 3y/1a, KOXKHOM CBHITIN).

IIporuBonokazanus

- IOBBIIIIEHHAS YYBCTBUTEIBHOCTD K JE€3JI0pATaUuHY, JIOPATAANHY, a TAKXKe K IPYTUM KOMIIOHEHTaM
npernapara,

- 0EpEMEHHOCTh;

- IEpHOJ] TPYJTHOTO BCKapMJIUBAHUS;

- IeTCKuil Bo3pacT 1o 12 ner.

C 0CTOPOKHOCTHIO

- TshKeas MoYevyHasi HeJOCTaTOYHOCTb;

- MallMEHTHI C CyJ0pOraMu B aHAMHE3e€.

IIpuMeHenne npu 6epeMEHHOCTH M B MIEPHO/I TPYIHOr0 BCKAPMJIMBAHHUSA

[Ipumenenne mnpenapata MNpH OEPEMEHHOCTH MPOTHBOINOKA3aHO B CBSI3M C OTCYTCTBUEM



KIIMHUYECKUX JAHHBIX 0 0€30MaCHOCTH MPUMEHEHUS Je3/I0paTaguHa BO BpeMsi 0EpeMEHHOCTH.
Jle3nopataiuH BBIAEISIETCS B TPYJHOE MOJIOKO, TIO9TOMY MPUMEHEHHUE JIEKaPCTBEHHOTO Tpernapara
B TICPUO/] TPYIHOTO BCKAPMIIMBAHUSI IIPOTUBOIIOKA3aHO.

Cnoco0 npuMeHeHMsI U 103bI

BryTpb, He3aBUCHMO OT mpuema numu. [Ipenapar xemnareapbHO MPUHUMATH PETYISIPHO B OJHO U
TOXKE€ BpeMsi CyTOK. TalJieTKy CleayeT MporjaThiBaTh LEINKOM, HE pa3KEBbIBAs, 3amuBas
HEOOJIBIIUM KOJTHYECTBOM BOJIBI.

B3pocavie u noopocmxu cmapue 12 nem: no 1 Tabnerke (5 mr) 1 pa3 B 1cHb.

JleueHue ce3onHO20 annepeuyeckoeo punuma (ITUTETHLHOCTh MPOSBICHUS CHUMITOMOB MeHee 4
JTHEH B HEIEIIO WM MeHee 4 He/lelb B TO/Iy) CIIeIyeT MPOBOJUTH C YU4ETOM aHaMHe3a 3a00JIeBaHuUs,
MOCJIC MICUE3HOBEHHUSI CUMIITOMOB JICUCHHE CIICIYeT MPEKPaTuTh. [Ipu MOBTOPHOM BO3HUKHOBEHUU
CHUMIITOMOB JICYCHHUE CIIEAYeT BO30OHOBHTB.

[Ipu kpyenocoouunom annepeureckom punume (JUTATEIBHOCTD POSIBICHUS] CHMITOMOB B TeUeHUE 4
u Ooylee nmHEH B Hedemo W Oonee 4 HeENENb B Trojay) MNalMEHTAM MOXXHO PEKOMEHJ/IOBATh
HENPEPBIBHOE JICUYCHHE B IIEPUOJIBI BO3ICHCTBUS aJlJICpreHa.

ITo0ouyHOE nelicTBUE

Haunboiee yacTo BcTpeuaromuecs HexenareabHbie peakiuu (>1/100 go <1/10), yactoTa KOTOPBIX
Obl1a HECKOJIBKO BBIIIE, YEM TP MpUeMe I1anedo: nopblleHHas yromiseMocts (1,2 %), cyxocTsb
Bo pty (0,8 %) 1 ronosuast 601k (0,6 %).

VY nereii B Bo3pacte 12-17 ner, mo pe3ynbTaTaM KIMHHYECKHX HCCIIEOBAaHMIA, Haubojee 4acTo
BCTpEUarolIeiicss HeXKenaTenbHOM peakiueit sSBisuack rojgoBHas 0onb (5,9 %), wactora KOTOpOit
ObLIa HE BBIIIIE, YeM IIpH npueme miaiedo (6,9 %).

Wudopmanus o0 HEKENATSIBHBIX PEaKIHUSIX TPEJCTaBIIeHA TI0 pe3yiabTaTaM KIMHHYECKUX
WCCJIETOBAaHHUM U HAOIIOIEHUH MTOCTPETUCTPAIIMOHHOTO TIEPUO/A.

[To mannbpiM Bceemupnoit Opranuzanuu 3apaBooxpanenus (BO3) HexenaTenbHble peakiuu
KJIACCHU(UITUPOBAHBI B COOTBETCTBHH C WX YaCTOTOMW Pa3BUTHS CISAYIONIUM 00pa3oM: OYCHb 9acTO
(>1/10), gacro (ot >1/100 mo <1/10), mewacto (ot >1/1000 mo <1/100), peaxo (ot >1/10000 mo
<1/1000), oyenp peako (<1/10000); yacToTa HEM3BECTHA — MO MMEIOIIMMCS JJAHHBIM YCTAaHOBHUTb
4aCcTOTY BOZHUKHOBEHUS HE MPEACTABISIOCH BOZMOYKHBIM.

Co cmopoHnvl ncuxuxu: OYEHb PEIKO — TALTIOIMHAIMN; YacTOTa HEW3BECTHA — aHOMAaJbHOE
MOBEJICHUE, arPeCCHS.

Co cmopomnvl HepsHOU cucmembvl. YacTO — TOJIOBHAs OOJb; OYEHb PEAKO — TOJIOBOKPYXKEHHUE,
COHJIUBOCTbH, OECCOHHUIIA, ICHXOMOTOPHAS TUTIEPAKTHBHOCTD, CYJOPOTH.

Co cmopomnvl neuenu u Hcenuesbl8OOSWUX Nymell: OYEHb PEIAKO — TOBBIIICHUE aKTHBHOCTH
(EepMEHTOB TICYCHH, TOBBIIICHHE KOHIICHTPAIMH OWIUpYyOWHA, TelaTUT, 4acTOTa HEW3BECTHA —
KENTyXa.

Co CMOPOHbL nuweeapumeﬂbﬂod cucmemovl. 4aCTO — CYXOCTb BO PTY; OYCHbB PCAKO — 00IIb B



KHUBOTE, TOLTHOTA, PBOTA, TUCIICTICUS, TUapes], TOBBIIIEHUE alTIETUTA, MIOBBIIIICHUE MACCHI Tela.

Co cmopouvl cepOeyHo-cocyOucmol cucmemsl: OUYEHb PEIKO — TaxXUKapIus, cepiaueOHueHuc;
4acToTa HEM3BECTHA — y/UIMHEeHHEe uHTepBana QT.

Co cmopoHbl onopHo-08uzamenvbHo20 annapama: O4eHb PeaKo — MUAIITHSL.

Co cmopoHbl Kodcu U NOOKOMHCHLIX MKAHell: 9aCTOTa HEN3BeCTHA — (POTOCEHCHOMIH3AIINS.

Obwue paccmpoiicmea: 4YacTO — TIOBBINICHHAs YTOMIIIEMOCTh;, OYEHb PEIKO — aHauIaKcus,
AQHTMOHEBPOTUYECKUN OTEK, OJIBIIIKA, 3y/l, ChIllb, B TOM YHCIE KpAalMBHMIIA; YACTOTa HEU3BECTHA —
aCTEeHHS.

Tlocmpezucmpayuonuulii nepuoo.

Jlemu: 4yactoTa HeW3BeCTHa — ymiuHeHue uHTepBana QT, apurmus, Opaaukapaus, aHOMAaIbHOE
MIOBEJIEHUE, arPECCHUs.

Ecnu mobble M3 yKa3aHHBIX B MHCTPYKIMH HEXEIATEeIbHBIX peakluid ycyryomnstorcs, win Bel
3aMeTWIH JII0ObIe pyrue HeKenaTelbHble peaklMM, He YKa3aHHbIE B MHCTPYKIUHU, cOOOIIHUTE 00
3TOM Bpauy.

Ilepeno3upoBka

Cumnmomsi. [Ipyuem 103b1, NPEBBIMIAIONIEH PeKOMEHIOBAHHYIO B 5 pa3, HE MPUBOAUI K MOSBICHUIO
Kakux-1u00 cUMNTOMOB. B Xo0J€ KIMHUYECKUX HCCIEIOBAaHUI €XEJHEBHOE MPUMEHEHHE Y
B3pOCJIBIX M MOAPOCTKOB Je3j10paTtajuHa B 103€ A0 20 Mr B TeueHue 14 qHeil He cOnmpoBOXKIANOCH
CTaTUCTHYECKU WJIM KIMHUYECKH 3HAYMMBIMHA HW3MEHEHHSIMH CO CTOPOHBI CEPIIEYHO-COCYAMCTOU
cucTeMbl. B KITMHHMKO-(hapMaKoJIOrH4ecKOM HUCCIIEJOBAHUM TPUMEHEHHE JIe37I0paTaiHa B 103€ 10
45 mr (B 9 pa3 Bbllle TepanmeBTHUECKOW J03bl) HE HAOMI0JaNoCh KIMHUYECKH 3HAaYMMBbIX
HEeXenaTebHBIX 2P(HEKTOB.

Jleuenue. Ilpu cayualiHOM TmIpueMe BHYTPh OOJIBIIOTO KOJIMYECTBA IMpernapara HeoOX0auMo
He3aMeJUIMTEIbHO O00paTUThC K Bpady. PekoMeHIyeTcss MpOMBIBaHHE JKEIyAKa, IpUueM
AKTUBUPOBAHHOTO YIJIs; TPH HEOOXOAUMOCTH — CUMIITOMATHYECKas TepaIusl.

JlesnopaTannH HE BBIBOAMTCS TpU TeMoauanuse, 3Q(QeKTHBHOCTh NMEPUTOHEATFHOTO AHajin3a He
yCTaHOBJICHA.

B3aumopeiicTBHe ¢ APYTUMHU JIEKAPCTBEHHBIMH CPeICTBAMH

[Ipy  MHOrOKpaTHOM  COBMECTHOM  INPHUMEHEHUHM  JIe3JlopaTajiHa ¢  KETOKOHA30JIOM,
OPUTPOMHIIMHOM, A3UTPOMHUIIMHOM, (IIYOKCETHHOM U IIMMETHJAMHOM KIMHUYECKH 3HAYMMBIX
M3MEHEHHI KOHIICHTPAINH JIe3]I0paTainHa B IJI1a3Me KPOBH HE BBISBIICHO.

OnHOBpEeMEHHBIN MpHEeM MUIIK WK yHoTpeOieHne rpeindpyroBoro coka He OKa3bIBaeT BIMSHUS
Ha 3()(heKTUBHOCTH Mpenapara.

Je3noparaiuH He YCHJIMBAET JIECMCTBHUE AJKOrOJIsl Ha LEHTPAJIbHYIO HEPBHYIO CHUCTEMY. TeM He
MEeHee, BO BpeMs [OCTPETUCTPALMOHHOIO NPHUMEHEHHUS OBbLIM 3aperUCTPUPOBAHBI  CIydau
HEMEPEeHOCUMOCTH AJIKOTOJISI M aJIKOTOJIBHOTO OmbsiHeHHs. [loaToMy ne3nopaTaguH 0JHOBPEMEHHO

C AJIKOT'OJICM CJICAYCT MPUMCHATH C OCTOPOKHOCTBIO.



Oco0ble ykazanus

[Ipy HaiIMUMKM TSKEIOM NOYEYHOM HEJOCTATOYHOCTU JI€3JIOpaTaJuH CIEAyeT IPUMEHATh C
OCTOPOXKHOCTBIO.

Crnenyer coba0AaTh OCTOPOKHOCTD IPU IPUMEHEHHUH J1€3710paTaiHa y MalUeHTOB ¢ Cyl0pOoraMu
B COOCTBEHHOM W CEMEWHOM aHaMHe3€, OCOOCHHO y JIeTeil MIaJIIero Bo3pacra, KOTOpbie Ooliee
IIOJIBEP’KEHBl Pa3BUTHIO CYJOpPOr IpU JICYEHHUU J€3JI0paTaAuHOM. B ciydae BO3HHKHOBEHHS
CYZOpOT BO BpeMs JICUCHHS, CIIEAYET He3aMeIJIUTeNIbHO 00paTUTHCS K Bpady JJIsl peIIeHus] BoIpoca
0 IIPEKpalleHUuN IIpUeMa Ae3J10paTajuHa.

HccnenoBanuii >QQEeKTUBHOCTH JIEKAPCTBEHHOI'O Ipernapara MpU PUHUTAX HHPEKIMOHHON
3TUOJIOTUH HE ITPOBOAMUIIOCH.

B xone kiIMHMYECKHMX HCCIEIOBaHUM ObUIO IIOKa3aHO, YTO IOBBIIIEHHE J03bl U YBEIMYEHUE
YacTOThI IIpHEMa He BIUSAET Ha 3((PEKTUBHOCTH Mpernapara, I03TOMY HEOOXO0AUMO MperylnpeIuTh
NALMEHTOB, YTO HE PEKOMEHIYETCsl YBEIMUMBATh JO3UPOBKY MIIM YaCTOTY IPHUEMA.

Bunsinne Ha ciocOOHOCTH YIPABJIATH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEeXaHU3MaMU

Crnenyer mpuHUMAaTh BO BHHMAaHHE IMOTEHIMAIBHYIO BO3MOXKHOCTH Pa3BUTHS TAaKUX MOOOYHBIX
3¢ (deKToB, KaK IOJOBOKPY)KEHHE U COHJIMBOCTb. IIpM HOSBIEHMM ONHCAHHBIX HEXKENATEIbHBIX
ABJICHUH CIIEyeT BO3ACPKATHCS OT BBIIIOJIHEHUS YKA3aHHBIX BUJIOB AEATEIbHOCTH.

®opMa BbIIIYCKa

TabyeTku, MOKPHITHIC TNIEHOYHONU 000JIOUKON 5 MT.

ITo 7, 10, 15 TaGnerok B KOHTYPHYIO SYEMKOBYIO YIIaKOBKY U3 IJICHKH MOJIMBUHWIXJIOPUIHON U
(boabru atOMUHUEBOHN MEYaTHOM JaKUPOBAHHOM.

ITo 10, 20, 30, 40, 50, 60 TabneTok B 0aHKY MOJUMEPHYIO U3 MOJUIPONIICHA WA MOJUITHICHA
HU3KOTO JTaBJICHMUS.

Kaxnyro 6anky, 1, 2, 3, 4, 5, 6 KOHTYpHBIX SYEHKOBBIX YIIaKOBOK C MHCTPYKLUEH MO MPUMEHEHHIO
MOMEIIAIOT B IAUYKy M3 KapTOHA.

YciaoBust XxpaHeHust

B 3ammmenHoM OT cBeTa MecTe pu Temreparype He Boie 25 °C.

XpaHUTb B MECTaX, HEJOCTYIHBIX JUISl JETEH.

Cpoxk rognocTu

3 rona.

He npuMeHsTh 10 HCTEYEHNHU CPOKA TOJHOCTH.

YcaoBus ornycka

OTtnyckatoT 0e3 perenra.

IpousBoauTenn/Oprannzanms, NPUHUMAOIIAS PEeTEH3UU

OO011ecTBO ¢ OrpaHMYCHHON OTBETCTBEHHOCTRIO «Bendapm» (OO0 «Bendapm»), Poccus
Kypranckas o6:., r. Kypran, npocnext Koncturynun, n. 11

Ten.: (3522) 48-60-00



e-mail: fsk@velpharm.ru
Coo0ImuTh 0 HEeXeNaTeIbHBIX PEaKIMAX Mpernapara MOXHO 1o tenedony (3522) 55-51-80 unu Ha

caitre: www.velpharm.ru,, B pazaene «VELPHARM) — «®apmakoHaazopy.
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