HHCTPYKIUA IO MEJUIIMHCKOMY IPUMEHEHUIO JJEKAPCTBEHHOTI'O
IIPEITAPATA

Jesopcun

Perncrpauuonnsiii Homep: JIT1-005464
Toprosoe nanmenoBanue: Jlenopcun
MexayHapoaHOe HeMATEHTOBAHHOE HAUMEHOBAHUE: [IC3JI0PATauH

JlekapcTBenHas popma: TabIeTKu

Cocras:

Kaxxnas Ta0eTKa COMEPKUT:

oeticmayrouee gewyecmeo: neznoparaaua 5,00 mr;

gcnomozamenvHole gewecmad. NeINTI0I03a MUKPOKpUCTAITMYEeCKast (Tpany IupoBaHHas), Tiim 102
— 89,45 wmr, nemtrono3a Mukpokpucramnaeckas, Tam 101 — 5,00 mr, kapOOKCHMETHIIKpaxMat
Hatpus, tan A — 4,20 mr, maraus creapat — 1,20 mMr, kpacutens xene3a okcu 1 kpacusrii (E 172)

— 0,15 mr.

Onucanmue:

Kpyrible, 1BOSKOBBINTYKIIbIE TA0JIETKA PO30BOIO [[BETA C PUCKOI HAa OJTHOM CTOpOHE TaOIETKH.

dapmakoTepaneBTHYeCKasi TPyNa:

[IpotuBoamnepruyeckoe cpeacTBo — H1-ructTaMMHOBBIX PeLIEITOPOB OIOKATOP.

Koa ATX: RO6AX27

dapmako0ru4ecKue cBoicTea

DapMaKoAMHAMHUKA

AHTUTMCTaMUHHBIN Ipenapar JUIMTeNbHOTO eicTBHs. OKa3bIBaeT U30UpaTebHOE BO3/IEHCTBHE
Ha nepudepuueckne Hi-penentopsl. SBnsercss NEPBUYHBIM  AKTUBHBIM  METAa0OJIMTOM
noparaguHa. VHruOupyer Kackaja peakiuil ajuleprudyeckoro BOCHAJIEHHs, B TOM 4YHCIE —
BBICBOOOXK/IEHUE MTPOBOCTIATUTEIBHBIX IIMTOKUHOB, BKJItoUas uHTepaeikuns NJI1-4, NJI-6, NJI-8,
NJI-13, BeIcBOOOXIEeHHE mpoBOocHanuTedbHBIX XeMOKHHOB (RANTES), mnpoaykiuto

CYIICPOKCUAHBIX aHUOHOB aKTUBUPOBAHHBIMU HOJII/IMOp(I)HOH,Z[epHLIMI/I HeﬁTPO(bHHaMH, aJArC3HUI0



U XEMOTaKCUC 303MHO(DUIOB, BBIJCICHHE MOJEKYN aire3uu, Takux kak P-cemextun, IQE-
OIOCPEI0BAaHHOE BBICBOOOKIEHUE T'MCTaMHHa, IpocTarganauHa D2 u neiikorpuena C4. Takum
o0pa3oMm, TpeayNpekIacT pa3BUTHE U OOJerdaeT TeUeHUE ajIepruuecKuX peakiuii, odmamgaer
IIPOTUBO3YIHBIM ¥  MPOTHUBO3KCCYJATUBHBIM  JEWCTBUEM, YMEHbBIIAET IPOHUIAEMOCTH
KalWJUISIPOB, PEAYNPEXKIaeT pa3BUTHE OTEKA TKaHEH, cria3Ma IJIaJKoil MyCKyJIaTyphl.

[IpenapaT He OKa3bIBaeT BO3ACUCTBMSI HA LIEHTPAJIBHYIO HEPBHYIO CHUCTEMY, MPAKTUYECKH HE
obnamaer cenaTUBHBIM 3(P@ekToM (HE BBI3BIBACT COHJIMBOCTH) W HE BIMSCT HA CKOPOCTH
IICUXOMOTOPHBIX peakuuil. He BoI3biBaeT yanunenus unreppaia QT na OKT'.

JleiictBue ne3noparajuHa HauuHaercs B TeueHue 30 MMHYT I[OCiI€ NpueMa BHYTPb U

MIPOJIOJIKAETCS B TeUeHHE 24 4acoB.

dapMaKkoKUHETHKA

Bcacwisanue

Jle3nopaTainH XOpoIIO BcachIBaeTcs B skenynouHo-kuuiedHoM tpakte (JKKT). Onpenensiercs B
mIa3Me KpoBu depe3 30 MHHYT mocie IpueMa BHYTPb. MakcuUMaibHas KOHLEHTpALUs
JOCTUTAETCs B CPeAHEM yepe3 3 yaca 1ocje npuema.

Pacnpeoenenue

Ces3b ¢ 6enkaMu 1ua3mbl coctaBisieT 83-87 %. Ilpu npumMeHeHUH y B3pOCIBIX U MOJIPOCTKOB B
Teuenne 14 mueirr B mo3e or 5 Mr 10 20 Mr 1 pa3 B CYTKH KIMHHYECKHA 3HAYMMOUN KyMYJISLIMU
npenapaTa He oTMedaeTcsi. OTHOBPEMEHHBIH MPUEM MUY WK TPeindpyTOBOro COKa HE BIMSIET
Ha pacnpeiesieHue ae3jaoparagruHa npyu NpuMeHeHnu B 1o3e 7,5 mr 1 pa3 B nenb. He nmponukaer
yepe3 remaTtosHuedanmnueckuii 6aprep (I'96).

Memabonusm

Hesnoparanun He sBisieTcss uHruoutTopom CYP3A4 u CYP2D6 u He siBnseTcs cyocTpaToM WK
uHruoutropom P-riamkonporenHa.

HNHTeHCMBHO MeTa0oIu3upyeTcsl B IEUEHU IMyTeM THAPOKCHIMPOBaHUS ¢ oOpa3oBanuem 3-OH-
Je3710paTaiiHa, COSAMHEHHOTO C TITIOKYPOHHIOM.

Buviseoenue

JIumip HeGobIIas YaCTh MPUHATON BHYTPb J103bI BHIBOAUTCSA TOUKaMu (< 2 %) 1 yepe3 KULICYHUK

(<7 %). llepuon nonyssiBeneHust — 20-30 gacoB (B cpeqHem — 27 4acoB).

IToxa3zaHus K NPMMEHEHHIO
e Ce30HHBIN MM KPYIJIOTOAUYHBIN ajuiepruyeckuii puHUT (yCTpaHeHHe Win oOseryeHue
YMXaHUs, 3aJI0)KEHHOCTH HOCA, BBIJICTICHUS CJIM3U U3 HOCA, 3yJa B HOCY, 3y/a Heba, 3yJa u
MTOKPaCHEHMUsI IJ1a3, CIE30TCUEHU);

¢ KpalnrMBHHUILIA (YMeHLI_HeHI/IC HJIN YCTPAHCHUC KOXKHOT'O 3ya, CBIHI/I).



IIporuBoNOKa3aHUsA
® T[OBBIIICHHAS YYBCTBUTEIBHOCTH K JAE3JIOpATaIUHYy, JOpaTaJuHy, a TakkKe JIO00MYy H3
KOMIIOHEHTOB Mpenapara;
e OEpEeMEHHOCTH H MEePHOJ] TPYAHOTO BCKAPMIIUBAHUS;

e JleTCKHI Bo3pacT 10 12 mer.

C 0CTOPOKHOCTHIO
e TsDKeNas Mo4YeyHasi HeIOCTATOYHOCTb.

® Cy/JIOpOTH B aHAMHE3E

IIpumenenne npu 6epeMeHHOCTH M B MIePUO/I TPYIHOT0 BCKAPMJIMBAHUA

[Ipumenenune mnpenapara npu OEpPEeMEHHOCTH NPOTHBOINOKA3aHO B CBSA3M C OTCYTCTBHEM
KIIMHUYECKHX JaHHBIX 0 0€3011aCHOCTU MPUMEHEHUS J1e3710paTaiiHa BO BpeMs OEpeMEHHOCTH.
Jle3nopaTainH, aKTUBHOE BEIIECTBO, BHIBOAUTCSA C IPYAHBIM MOJIOKOM, MO3TOMY NMPHUMEHEHHE

JIEKapCTBEHHOT0 MpenapaTa J[enopcuH Bo BpeMsi KOPMIIEHHSI IPY/IbI0 IPOTHUBOIOKA3aHO.

Cnoco0d npuMeHeHHs U 103bI

Jlnst mpueMa BHYTpb. TalJeTKy clieZlyeT MpOoTiaThiBaTh IEITUKOM, HE Pa3)KEBBIBAs, U 3alUBATh
Bozo#. [Ipemapar enaTenbHO MPUHUMATH PETYIISIPHO B OJIHO M TOKE BPEMSI CYTOK, HE3aBUCUMO
OT BPEMEHH TpHEMa THIIH.

Bspocavim u noopocmxkam om 12 nem — o 1 rabnetke (5 mr) 1 pa3 B CyTKH.

[Ipu ce30HHOM (MHTEPMUTTHUPYIOIIEM) AICPIrHYSCKOM pPHHUTE (IIPU HAIWYHHA CUMIITOMOB
MPOJIOJDKUTEILHOCThIO MeHee 4 JTHEW B HENEN0 WM MeHee 4 Helelb B TO/y) HEe0OXOIMMO
OIICHUBATh TeueHHe 3aboiieBaHus. [Ipy HMCYE3HOBEHWH CHMIITOMOB MPHEM Je3JI0paTajnHa
CIIElyeT TPEKPaTUTh, IPU MOBTOPHOM IOSIBIICHUH CHMIITOMOB IPUEM TIpenapara HeoOXOIHMMO
B0300HOBHTS. [IpH KpyrioroAn4HOM (IEPCUCTUPYIOIIEM ) aJUIEPTUISCKOM PHHHUTE (IIPU HATUYUN
CHUMIITOMOB TIPOJIOJDKUTEIBHOCTBIO OoJiee 4 JHEH B TOJy) Je3JI0paTajnH CIeaAyeT PUHUMATh B
TEYEHHUE BCETO MEPUOJIa SKCIIO3UIMH AJJICPTeHA.

Ecnu nociie neveHus ynydiieHus He HACTYIaeT WIIM CUMIITOMBI YCYT'yOJISTFOTCSI, HITU TTOSIBIISIFOTCS
HOBBIE CUMIITOMBI, HEOOXOIMMO MPOKOHCYILTUPOBATHCS C BPAuOM.

[TpumensiiTe mpemapaT TOJBKO COTJIACHO TEM MOKa3aHUSM, TOMY CIIOCOOY MPUMEHEHHUs U B TeX

A03aX, KOTOPBIC YKAa3aHbI B UHCTPYKIUHU IO IPUMCHCHUIO.

ITo0o4yHOE nelicTBHE



Hawubouee yacto Bcrpeuatomuecs modouynsie a3 dextsl (>1/100 mo <1/10), yactoTa KOTOPHIX ObLIA
HECKOJIPKO BBIIIE, YeM IpH IpueMe Iuianedo («IyCTBHIIIKK»): TMOBBIIICHHAS YTOMIIIEMOCTh
(1,2 %), cyxocts Bo pty (0,8 %) 1 ronosHas 6o1as (0,6 %).

VY nereit B Bo3pacte 12-17 meT mo pe3ynbrataM KIMHUYECKUX HCCIEIOBaHUN HaWOOJiee 4acTo
BCTPEYAIOIIUMCS TOOOUHBIM 3(h(HEKTOM SBISIIACH TOOBHAs 0076 (5,9 %), yacToTa KOTOPOii ObLIA
HE BBIIIIE, YeM Ipu mpueme miaredo (6,9 %).

Wudopmammst o moOouHbix dPdekrax npeAcTaBiIeHa IO pe3yiabTaTaM KIMHHYECKHX
Hcce0BaHUM U HAOIOIEHUH MTOCTPETUCTPALIMOHHOTO TIEPUO/A.

[lo panabiM  Bceemupnoil opranmszammu 3apaBooxpaneHus (BO3) mnoGounble 3d@exTs
KJIacCU(UITMPOBAHBI B COOTBETCTBHH C MX YACTOTON Pa3BUTHS CIIEIYIONTIM 00pa30M: OYEHb YacTo
(>1/10), gacto (ot >1/100 mo <1/10), meuacto (ot >1/1000 mo <1/100), penko (ot >1/10000 g0
<1/1000), ouens penxo (<1/10000), gyactora Hen3BeCcTHA (IO UMEIOIIUMCS TAHHBIM YCTAaHOBHTH
9aCcTOTY BOSHUKHOBEHHS HE TPE/ICTABIISICTCS BOZMOXKHBIM).

Hapywenus co cmoponvl ncuxuku:

OYEeHb PENIKO — TAJUTIOLMHAIINH.

Hapywenus co cmoponul HepsHoii cucmembl:

4acTo — rojioBHas 00JIb;

OUYEHb PEIKO — TOJOBOKPYXEHHUE, COHIIMBOCTb, OECCOHHMIIA, ICUXOMOTOPHAs TUIIEPAKTUBHOCTb,
CYJOpPOTH.

Hapywenus co cmoponvl neuenu u scenuesvigo0aumux nymeii.

OYEHb PEJKO — TMOBBINICHHE AKTHUBHOCTU (DEPMEHTOB IE€UEHH, TMOBBIIIEHWE KOHIEHTpPALUU
OmmMpyOuHa, TenaTuT;

4acTOTa HEM3BECTHA — KEITyXa.

Hapywenus co cmoponvl nuwjesapumenvHol cucmemsbl:

4acTo — CyXOCTb BO PTY;

OYeHb PeKO — 00JIb B )KUBOTE, TOIIHOTA, PBOTA, JUCIICTICUS, AUApesl.

Hapywenus co cmoponul cepoeyro-cocyoucmou cucmemul:

OYE€Hb PEIKO — TaXUKapAUsl, cepaLeOneHue;

4acToTa HEM3BECTHA — y/uIMHeHue uHTepBana QT.

Hapywenus co cmoponvl onopro-ogueamenvnozo annapama:

OUE€Hb PEJIKO — MUAJITHS.

Hapywenus co cmoponwvl Kodicu u NOOKONCHBIX MKAHEl:

4acTOTa HEM3BECTHA — (DOTOCEHCUOMIH3AIIHSL.

Hapywenus co cmoponvl obmena éewjecms u nUMaHus.

94acTOTa HEM3BECTHA — MOBBIIIIEHUE MACCHI TeJla, MOBBIIICHUE aIIeTHTA.

Obwue paccmpoticmea:



4aCcTO — MOBBILICHHAS] YTOMIISIEMOCTb;
OUeHb PEIKO — aHA(pHUIAKCHUs, aHTMOHEBPOTUYECKUN OTEK, OJBIIIKA, 3y, ChIllb, B TOM YHCIE
KpaIluBHULIA;

qacToTa HCU3BCCTHA — AaCTCHU .

[TocTperncTpanmOHHBIN IEPUOA.

JHemu:

94acTOTa HEM3BECTHA — y/uIMHEHHE nHTepBana QT, aputmust, Opaaukapaus.

Ecmu mro0ble W3 yKa3aHHBIX B HMHCTPYKIMH TOOOYHBIX S((PEKTOB YCyryOusitoTcsi, win Bol

3aMeTHIIH JIt00bIe Apyrue nmoodouHsie 23PGEeKTh, He YKa3aHHbIE B MHCTPYKIIMH, COOOIIHUTE 00 3TOM

Bpauy.

Ilepeno3upoBka

Cumnmomsi. Ilpuem [03bI, NPEBBIMIAIOINICH PEKOMEHIOBAaHHYIO B 5 pa3, HE NPUBOJMI K
MOSIBIECHHUIO KAKUX-JIH00 CUMIITOMOB. B X01€ KIIMHUYCCKUX HACITBITAaHUH CKCTHCBHOC IPUMCHCHUE
Yy B3pOCHBIX W TMOJIPOCTKOB Je3joparaauHa B 1o3e A0 20 mr B Teuenwe 14 nHel He
COIIPOBOXKAAIOCh CTATUCTUYCCKH WM KIMHHUYECKU 3HAYUMBIMHU HU3MCHCHUAMU CO CTOPOHBI
CepJICUHO-COCYIUCTON cucTeMbl. B KIMHUKO-(apMaKOJOTHYECKOM HCCIeI0BAaHUU PUMEHEHUE
ne3noparaarHa B 03¢ 45 Mr B cyTku (B 9 pa3 BeIlie peKOMEHyeMoi) B TeueHue 10 qHei He
BBI3BIBANIO yuIMHEHUs uHTepBaia QT 1 He conmpoBOKIANOCH OSBICHUEM CEPbE3HBIX MOOOUHBIX

3¢ dexToB.

Jleuenue. Ilpu cimyyailHOM mnpueMe BHYTPb OOJBIIOTO KOJMYECTBa IMpenapara HeoOXOoIuMo
HE3aMeUINTEIIbHO OOpaTUThCS K Bpady. PexoMmeHIyeTcs MNpOMBbIBAHUE KENyAKa, IPUEM
AKTUBHUPOBAHHOT'O YIJIS; MPU HEOOXOJAUMOCTH — CUMIITOMaTuyeckas tepanus. Jlenoparaaud He

BBIBOJUTCHA IIPU réMOJUuainu3e, 3(1)(1)CKTI/IBHOCTB IMEPUTOHCATIBHOI'O JUajin3a HE YCTaHOBJICHA.

B3aumopeiicTBHe ¢ APYrUMH J1eKaAPCTBEHHBIMH CPeICTBAMH

He BbIsIBIEHO KIMHUYECKU-3HAYMMBIX B3aUMOJICHCTBHI B HCCIEIOBAHUSIX IMPH COBMECTHOM
NPUMEHEHUH C a3UTPOMMIIMHOM, KETOKOHA30J0M, JSPUTPOMHIIMHOM, (GIYOKCETHHOM U
uuMeTuaAnHOM. OJHOBpPEMEHHBIH MPHEM IMUIIU WK YIOoTpeOJeHne rpeindpyroBoro coka He
OKa3bIBAET BIUSAHUA HA 2PPEKTUBHOCTD Mpemnapara.

Jle3noparaiuH HE YCHJIMBAET ACMCTBUE AJIKOTOJs Ha IIEHTPAJIbHYIO HEPBHYIO cUCTeMYy. TeM He
MEHee, BO BpeMs MOCTPErHMCTPAIMOHHOTO TMPUMEHEHUs ObLIM 3aperUCTPUPOBAHBI CIIydyau
HEMEPEHOCUMOCTH  JIKOTOJII W QJIKOTOJbHOro  omnbsHeHWs. llostomy  gesnmoparanux

OJHOBPCMCHHO C AJIKOT'0OJICM CIICAYCT NPUMCHATL C OCTOPOKHOCTBIO.

Oco0ble ykazanus



HccnenoBanuii 3QEeKTUBHOCTH JIEKAPCTBEHHOI'O IIpernapaTra NpU PHHUTAX HH(EKIHOHHOM
STHOJIOTUM HE MPOBOIMIOCh. HeoOxoaumo coOoaTh OCTOPOXKHOCTh NpPU HMPUMEHEHHU
7e37I0paTaiuHa y TMAlUeHTOB C CyJOpPOraMH B aHaMHE3e, OCOOEHHO y IALUEHTOB JETCKOTO

Bo3pacTta. CiielyeT NpeKpaTUTh IPUMEHEHHUE J1€3JI0paTaiiHa B CIIydae pa3BUTHUSI CY1OPOT.

Bausinue Ha c1IOCOOHOCTH YNPABJIATH TPAHCIOPTHLIMHU CPEICTBAMYU U MEeXaHU3MAMU

Crnenyer mpyuHUMAaTh BO BHUMAHHME MOTEHIIMAIBHYIO BO3MOXHOCTh Pa3BUTHSI TaKHMX MOOOYHBIX
3¢ (dEeKTOB, KaK TOJOBOKPY)KEHHUE M COHJIMBOCTh. [Ipy TMOSIBICHUM OMMCAHHBIX HEXKEIATeIbHBIX
SIBICHUM CJEAYET BO3JEPKATbCS OT BOXKACHUS aBTOTPAHCIIOPTHBIX CPEJICTB WJIM YIPABIECHUIO

MEXaHU3MaMu.

dopMa BbINTyCKa
Tabnetku 5 mr.

ITo 10 Tabnetox B olTA/An/TIBX/An G6muctep. Ilo 1, 2, 3, 5, 6, 9, 10 GiuctepoB BMecTe ¢

WHCTPYKIMEHN IO IPUMEHEHHUIO B KAPTOHHOM MauKe.

YcaoBust XxpaHeHust
[Tpu Temmniepatype He BbIe 25 °C.

XpaHHUTh B HEAOCTYITHOM JIJIs1 IeTel MecTe!

Cpox rognoctu
4 rona.

He IIPUMCEHATD 110 UCTCUCHUHN CPOKAa rOAHOCTH.

YciaoBus oTmycka

be3s peuenra.

IOpuauyeckoe aM0, HA UMSI KOTOPOT0 BHIIAHO PEerHCTPALHMOHHOE YI0CTOBEPEHHE

«Kcantuc ®apma Jlumuren», Kump.

IIpousBoauTenn
«Caneka ®apMacpIOTHKAIC a.C.»,

Hutpuancka 100, 920 27 I'morosen, CrnoBarikas PecriyOmnuka.

IIperen3un norpeduTeieil HANPABJIATH 1O agpecy

00O «Kcantuc @apmar,



Poccus, 117335, r. MockBa, HaxumoBckwii mpocriekT, 1. 58.

Ten.: +7 (495) 970-07-50
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