MHHHUCTEPCTBO 3/IPABOOXPAHEHHSI POCCUMCKOMN ®EJEPALIUNA

HHCTPYKIUSA 11O MEJUIIUHCKOMY ITPUMEHEHHWIO JIEKAPCTBEHHOTI'O
ITPEITAPATA

Jemopcun

Perucrpannonusiii Homep:
Toprosoe naumenoBanue: /lenopcun
MexayHapo/iHoe HeNMATEeHTOBAHHOE HAMMEHOBAHMe: JIe3]I0paTa/InH

JlekapcrBennasi popma: Tabrnetkn

Cocras:

Kaxknas TabiieTka COJIEPIKUT:

Oeucmsyrowee ewjecmeo: aesnoparagut 5,00 mr;

6cnomozamenvible Geujecmea: 1eU0J103a MUKPOKpUCTAJIITMYECKast (rpanyaupoBanHast), Tun 102
— 89,45 mr, nemnonosza Mukpokpuctaumueckas, tTun 101 — 5,00 mr, kapOoKCUMETHIIKpaxMall
Hatpusi, Tull A — 4,20 mr, maruus creapat — 1,20 mr, kpacutens xene3a okeua kpacusi (E 172)

—0,15 mr.

Onucanmue:

prrﬂble, JABOSAKOBBIITYKJIBIE TabJIETKH PO30BOTO IIBETA C pHCKOﬁ Ha OJIHOU CTOPOHE TaOJIETKH.

dapmakoTepaneBTHYECKAs IPynmna:

[IpotuBoanneprudeckoe cpeacTBo — H1-ructaMuHOBBIX perenTopoB 010KaTop.

Koax ATX: RO6AX27

dapmako/I0rH4ecKHne cBoicTBa

PapMmakoIHHAMHKA

AHTHTHCTaMUHHBIN IIpenapar JUIMTesIbHOro JeicTBHs. Oka3biBaeT H30MpaTesbHOE BO3IeHCTBHE
Ha nepudepuyeckue Hi-penenrtopsl. SIBiseTcs NEpBHYHBIM — AKTUBHBIM ~ MeTabOIMTOM
noparaauHa. MHrubupyer kackaja peakuuil aieprauyeckoro BOCHAJIEHHMS, B TOM YHCIE —
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BBICBOOOKIEHHE TIPOBOCTIAIMTEIBHBIX IIMTOKWHOB, BKJIIOYast HHTEPJICHKUHBI nJi-4, Ji-6, NJI-8,
WJI-13, BbICBOOOXIEHHE NPOBOCHATUTENbHBIX — XeMOKHHOB (RANTES), mpoaykimio
CYNEPOKCHIHBIX AHHOHOB aKTHBHPOBAHHBIMHU MOTMMOP(HOSAEPHBIMHU HelTpouiIaMH, aare3uio
M XEMOTAKCHC D03MHO(DHIOB, BBUIEIECHHE MOJIEKYJ aJre3du, TaKMX Kak P-cesekTHH, IgE-
OTOCPEI0BAHHOE BBHICBOOOKICHHE THCTAMHHA, NpocTarjanuia D2 u neiikoTpueHa C4. Takum
06pazoM, MpeaynpexkaaeT pa3BuTHe U 00JerdaeT TeYeHHe ajIepPrHYeCKUX peaKiui, obOnanaer
NPOTHBO3YAHBIM W TMPOTHBOYKCCYJATUBHBIM  JICHCTBHEM, YMEHBINAET IPOHUIIAEMOCTH
KaIuJUISPOB, TIPEIYIPeXIaeT pa3BUTHE OTeKa TKaHeH, cria3Ma riiakoi MyCKyJIaTyphl.
I[Ipenapar He OKa3bIBae€T BO3JCHCTBHMS Ha LEHTPAIbHYIO HEPBHYIO CHCTEMY, IPAKTHYECKH HE
obyasaeT ceaaTMBHBIM S(@dekToM (HE BBI3BIBAET COHJIMBOCTH) M HE BJIMSET Ha CKOPOCTb
TIICUXOMOTOPHBIX peakuuii. He Bei3piBaet yutnHenus uareppana QT na OKI'

JleiictBue ge3nopatagMHa HauuHaercsi B TedeHwe 30 MHHYT IOCle MpHeMa BHYTPb U

IIPOJI0JDKACTCA B TCUCHUC 24 gacoB.

dapMaKOKHHETHKA

Beacwvieanue

JlesnopaTtazuH XOpoIIo BeackiBaeTest B JkenynouHo-kumeyHoM tpakte (JKKT). Onpenensiercs B
miasmMe kpoBu depe3 30 MHHYT Iocie HpueMa BHYTPb. MakcumanbHas KOHUEHTpPAIMs
JIOCTUTAETCS B CPe/IHEM depe3 3 yaca 110cIIe pruema.

Pacnpeoenenue

Css13b ¢ Oenkamu mia3mel coctaBiisieT 83-87 %. I1pu npuMeHeHnH y B3pOCIBIX M ITOJAPOCTKOB B
teyenue 14 auei B 103e oT 5 Mr g0 20 Mr 1 pa3 B CyTKM KJIMHHYECKH 3HAYUMOM KyMYJISIIUU
npemnapara He oTMeyaeTcsi. OJHOBPEMEHHBII IPHEM UM WM IPERTIPPyTOBOro COKa He BIMACT
Ha pacrpe/ieeHue Je3/I0paTajnHa Mpu IpUMeHeHnH B 03¢ 7,5 Mr 1 pa3 B seHb. He nmponukaer
yepe3 remaTodHueanmnueckuii 6apsep (I'9b).

Memabonusm

Jlesnopatanuu He sBisietcs: uuruouropom CYP3A4 u CYP2D6 u He saBisieTcs cyOCTpaToM MM
UHTHOUTOpOM P-riimkonporenna.

MHTEHCHBHO MeTabOIM3UpPYyeTCsl B MIEYEHH MyTeM THIPOKCHIMpoBaHHs ¢ obpa3oBannem 3-OH-
JIe3710paTaInHa, COEJJMHEHHOIO C IITFOKYPOHHIOM.

Buigeoenue

JIume HeGoTbIIas YacTh MPUHSATOM BHYTPB 1035l BBIBOJUTCS MOUKaMU (< 2 %) U uepe3 KUIIEeYHUK

(<7 %). llepuox nonyseiBeaeHus: — 20-30 yacoB (B cpegHeM — 27 4acoB).

IToka3zanus K NPpUMEHEHHIO

o (Ce30HHBII WM KPYIJIOTOIMYHBINA aJUIEPrHUecKuil pUHUT (yCTpaHEHHE MM o0JIerdyeHue
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YUXaHUs, 3AJI0KEHHOCTHU HOCA, BBIJICJICHUS CIIM3U U3 HOCA, 3y/J1a B HOCY, 3y/Ja HeOa, 3yAa u
IMOKpaCHEHHUs TJ1as, CHC3OTC‘I€HI/ISI)',

® KpallMBHHIIA (yMeHbIIIeHPIe HJIA YCTPAHEHHUE KOXXHOTO 3y/a, CBII'[I/I).

IIpoTuBONOKa3aHUA
e [IOBBIIIEHHAs YyBCTBHTEJIBHOCTh K J€3JI0PATAIMHY, JIOPATaJUHY, a TaKKe JI000MYy H3
KOMIIOHEHTOB IIperapara;
e (OepeMEHHOCTb U TMIEPHOJ] IPYAHOTO BCKAPMIIMBAHUS,

e JeTCKHi BOo3pacT 10 12 ser.

C 0CTOPOKHOCTBIO
® TsDKesas I0YeYHas HeI0CTaTOYHOCTb.

® CyIOpOrd B aHaMHE3E

l'IpnmeHeHue npu 6epeMeHHOCTH H B [IEPHOJA IPYAHOI0 BCKAPDMJIMBAHHSA

HpHMCHeHI/Ie npenapara IpH 6epeMeHHocm IIPOTHUBOIIOKAa3aHO B CBA3U C OTCYTCTBHEM
KJIMHUYECKHX JaHHBIX 0 0€3011acHOCTH NPpUMEHCHHUS JI€3JI0paTaliHa BO BpEMsI 6epeMeHHocm.
Ile3noparazmn, AKTUBHOE BEIIECTBO, BBIBOAUTCA C I'PYJAHBIM MOJIOKOM, ITOSTOMY IIPHMCHCHUEC

JICKApCTBEHHOTO IIperiapara IIEHOPCI'IH BO BpEMs KOPMJIEHHUS I'PYABIO IIPOTHBOIIOKA3aHO.

Cnocod npuMeHeHHs H 103bl

Jlns npuema BHYTpb. TabneTky cieayer nmporjiaTbiBaTh IETMKOM, HE Pa3KeBbIBas, U 3alMBaTh
BoJ10M. [Tpenapar xenareapHO MIPUHUMATH PETYJISIPHO B OJHO M TOXE BPEMsI CYTOK, HE3aBUCHMO
OT BPEMEHH MpHEMa MHILH.

Bspocnvim u noopocmkam om 12 nem —no 1 tabnetke (5 Mr) 1 pa3 B CyTKH.

[Ipu ce30HHOM (MHTEPMHUTTHUPYIOIIEM) a/UIEPTUYECKOM PUHHUTE (IPU HAJIUYMU CHMIITOMOB
MPOJIOJDKUTEIBHOCTRIO MeHee 4 JHed B Helelo WM MeHee 4 Heleldb B rojy) HeoOXOauMOo
OlleHMBaTh TeueHHe 3aboneBaHus. [IpM MCUE3HOBEHMM CHMITOMOB IIpHEM JIe3JI0paTaqvHa
Clle/lyeT MPeKpaTUTh, TPH TOBTOPHOM IOSIBICHMH CHMIITOMOB IIPHEM IpernapaTra HeoOX0IuMo
B0300HOBUTE. [IpH Kpyrioroan4HoM (MEpCUCTUPYIOLIEM) AJUIEPTHYECKOM PHHHUTE (TP HAJIMYUU
CHUMIITOMOB TIPOJIOJKUTEIBHOCTBIO Ooiee 4 JHel B rojy) Je3710paTaJuH ClIeAyeT IPUHUMATh B
TEYEHHUE BCEro Meprojia KCIO3UIMH aJlJIepreHa.

Eciu mocie jeueH st yIydIIeHus: He HaCTYNaeT M CUMITOMBI yCyTyOIIsIIOTCS, HIIH MOSIBIISIOTCS

HOBBIC CUMIITOMBI, HEOOXO0IMMO IIPOKOHCYJIbTHPOBATHCS C BpauOM.



anMCHﬂﬁTe npenapar TOJIbKO COIIaCHO TEM ITOKa3aHUsIM, TOMY CHOCO6y IIPUMEHCHHUSA U B TEX

J03ax, KOTOPBIC YKa3aHbl B HHCTPYKIHUH 110 IIPUMEHEHHIO.

ITo6ounoe neiicTBue

Haubosee yacto Berpevaronuecst modounsie 3¢ gextsi (>1/100 1o <1/10), yacTora KOTOPHIX ObLIa
HECKOJIBKO BBILIIE, YeM MpH Ipueme Iuianebo («IIyCTHIIKK»): TOBBIIEHHAS YTOMIIIEMOCTh
(1,2 %), cyxocts Bo pty (0,8 %) 1 ronosHas 601s (0,6 %).

V nereii B Bo3pacte 12-17 net mo pe3ynpTaTtaM KIMHMYECKMX HCCIIEAOBaHMH Hambosee 4acTo
BCTpevaromuMcest mobouHbM 3¢ dektom siBisiach rosioBHas 601b (5,9 %), yacrora KOTOpoii ObLIa
HE BBILIE, YeM Mpu npueme 1ianedo (6,9 %).

Uudopmanuss o mnobGouHblx Hddexrax MnpeacTaBieHa 10 pe3yabTaraM  KIHHHYECKHX
UCCIIeIOBAaHUH U HAOJIOICHHI TOCTPErHCTPALIMOHHOTO NEPHO/A.

[To panueiv  BceemupHoi opranmsamuu  3apaBooxpaneHus (BO3) mnoGounsie 3¢ ¢eKTs!
KJIacCH(UITUPOBAHBI B COOTBETCTBUH C MX YACTOTON Pa3BUTHS CIEAYIOIUM 00pa30M: OUEHb 4acToO
(>1/10), wacto (ot >1/100 no <1/10), newacto (ot >1/1000 no <1/100), peaxo (ot >1/10000 o
<1/1000), ouensb peaxo (<1/10000), yacrora Heu3BecTHA (110 UMEIOLIUMCS JaHHBIM YCTAaHOBUTH
4acTOTY BOBHUKHOBEHHUS HE MPEICTABIISIETCS BO3ZMOKHBIM).

Hapywenus co cmoponsl ncuxuxu:

OYEHb PEJIKO — FaJUTIOLUHALIHH.

Hapywenus co cmoponvt HepeHoOll cucmemol:

4acTo — rojoBHas 00JIb;

OYEHBb PEIKO — IOJIOBOKPYKEHHE, COHJIMBOCTh, OECCOHHUIIA, ICHXOMOTOPHAs TUIIEPAKTUBHOCTb,
CYJIOPOTH.

Hapywenus co cmoponsl neveHu u cendegulo0suux nymeii:

OUYeHb PEJKO — TIIOBBIIICHHE AKTUBHOCTH (PEPMEHTOB II€UCHH, IOBBIIMIEHHE KOHIEHTpAaLUU
OwnupyOuMHa, renaTur;

4acTOTa HEU3BECTHA — JKENTyXa.

Hapywenus co cmoponsl nuwjeeapumenbHoU cucmembi:

4acTo — CyXOCThb BO PTY;

OUYEeHb PeKO — OO0Jb B )KUBOTE, TOIIHOTA, PBOTA, AUCIICTICUS, AHAPEs.

Hapywenus co cmoponwt cepoeuno-cocyoucmou cucmemoi.:

OYEHb PEJIKO — TaXHKapIusi, cepaneOueHue;

JacToTa HEU3BECTHA — yuIMHeHue uHTepBana QT.

Hapywenus co cmoponvl onopHo-06uzamenvbHo20 annapama.

OY€Hb PCIAKO — MHAJIT'HS.



Hapywenus co cmopoHbl K0JCU U ROOKOICHBIX MKAHEU:

4acTOTa HEM3BECTHA — (POTOCEHCHOMITH3ALIUS.

Hapywenus co cmoponsl obmena éewyecms u NUmManusi:

4acTOTa HEU3BECTHA — IMOBBIIIEHHE MAcChI TEJA, MOBHIIIEHHE AlNCTHTA.

Obwue paccmpoucmea:

9acTO — MOBBIIIEHHAS] YTOMJIIEMOCTD;

OYeHb peIKO — aHauiIaKCHs, aHTHOHEBPOTUYECKHH OTEK, OJBINIKA, 3y, Chlllb, B TOM YHCIIC
KparuBHUILA,;

yacToTa HEU3BECTHA — ACTCHHUA.

[TocTperucTpaiOHHbIH NEPUO/L.

Jlemu:

4acToTa HEM3BECTHA — yuInHeHHe uHTepBana QT, aputmus, Opaaukapaus.

Ecnu moOble M3 yKa3aHHBIX B HMHCTPYKIMH MOO0YHBIX 3(dexToB ycyryonsiorcs, uwi Bei
3aMETHJIN JTI0ObIE Apyrue nobouHble 3G (eKTh, He YKa3aHHbIE B HHCTPYKIMH, COOOMHUTE 00 3TOM

Bpady.

Ilepeno3supoBka

Cumnmomwt. TlpueM 103bI, NpPEBBIAIONIEH PEKOMEHIOBAHHYIO B 5 pa3, HE NPUBOAMI K
TOSIBJIEHHIO KaKHUX-JTHOO CUMITTOMOB. B X0/1€ KIIMHMUECKUX UCIIBITAHUHN €KEeIHEBHOE IPHMEHEHHUE
y B3pOCIBIX M TIOJPOCTKOB Je3noparaguHa B 1o03e g0 20 mr B Teuenue 14 nHed He
COIPOBOXKIAJIOCH CTATUCTUYECKH WM KIMHUYECKM 3HAYMMBIMH HM3MEHEHHSIMH CO CTOPOHBI
Cep/IeYHO-COCYUCTON CHCTeMbI. B KIMHUKO-(hapMaKoJOru4ecKoM MCCIIEIOBAHUH TIPUMEHEHUE
ne3jioparaauHa B 03¢ 45 Mr B cyTku (B 9 pa3 Bble pekoMeHayemoi) B Teuenue 10 queil He
BBI3BIBAJIO Y UIMHEHHsS nHTepBaia QT U He COMPOBOKIATIOCH MOSIBJIEHUEM CEPhE3HBIX MOOOYHBIX

3¢ PeKTOoB.

Jleuenue. Tlpu cilyyailHOM TpHemMe BHYTPb OOJBLIOTO KOJIMYECTBA Ipernapara HeoOXOIUMO
He3aMeUTMTEIbHO 00paTHThCS K Bpady. PexkoMeHayercss NpOMBIBAHME JKEIyJIKa, MPUEM
AKTHBUPOBAHHOTO YIJIS; TIPH HEOOXOIMMOCTH — CUMIITOMaTH4eckas tepanus. Jlesnoparaaun He

BBIBOJUTCA IIPHU IFr€MOJHUAIIN3E, 3¢)(beKTI/IBHOCTb NNEPUTOHECAIBHOT'O JHaJIn3a HE YCTaAaHOBJICHA.

B3zaumoeiicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH CPEJICTBAMH

He BBISBIEHO KIMHHUYECKH-3HAYUMBIX B3aUMOJIECHCTBHH B HCCIEIOBaHHMAX IIPH COBMECTHOM
IPUMEHEHHH C  a3UTPOMHIIMHOM, KETOKOHA30JIOM, OSPHTPOMHIHMHOM, (IyOKCETHHOM |
mumeTHauHOM. OJIHOBPEMEHHBIM NpHEM MHINKH WK ynoTpeOlieHne rpeiindpyToBoro coka He

OKa3bIBaeT BIUSHUS HA Y3 PEeKTUBHOCTD Ipenapara.
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l[e3n0parazmﬂ HE€ YCUJIUBACT JICUCTBHE QJIKOTOJIS Ha HEHTPAJIbHYIO HEPBHYIO CUCTEMY. Tem ne
MEHEEC, BO BpEMs IOCTPETrHCTPAIMOHHOIO ITPUMEHCHMUS ObLTH 3aperuCTpUpoOBaHbl Cllydaun
HENIEPEHOCUMOCTH  aJIKOroJid W QJIKOTOJIBHOI'O  OIbSIHCHHS. HOE)TOMy JE€3JI0paTaiuii

OJIHOBPEMEHHO C aJIKOI'0JIEM CICAYET IPUMEHATE C OCTOPOXKHOCTHIO.

Ocobble ykazanust

HccnenoBanuii >()(PEKTUBHOCTH JIEKAPCTBEHHOIO Ipernapara NP pPHHUTAX HH(EKIMOHHON
STHOJIOTHH He TMpoBoawiiock. Heobxoaumo cobmoaarh OCTOPOKHOCTb IPH IPUMEHEHUH
Jie310paTajiHa y TMalUeHTOB C CyJOpOoraMH B aHamHe3e, 0COOEHHO Yy MaIlMEeHTOB JIETCKOIO

Bo3pacrta. CielyeT npekpaTuTh IPUMEHEHUE JIe3/10paTaJHa B Cilydae pa3BUTHUS CyI0POT.

Biimsinue Ha crmoco0HOCTH yupasJsiTb TPDAHCIIOPTHBIMHU CPEACTBAMH H MEXaHU3MaMH

Cnenyer IIPUHUMATh BO BHUMAHHUEC IOTCHIHAJIBHYIO BO3MOYKHOCTH Pa3BUTHUA TAaKHX MOOOYHBIX
3(b¢)eKTOB, KaK TI'OJIOBOKPYXEHHUE U COHJIMBOCTh. HpH IMOSIBJICHHHU OITMCAHHBIX HEXKEJIATCIIBHBIX
SIBJICHUH CJIEAYET BO3JCPKATHCI OT BOXXIACHHUS aBTOTPAHCIIOPTHBIX CPEACTB WJIA YIIPABJIICHHIO

MECXaHU3MaMH.

®opma BhINyCKA
Tabnetku 5 mr.
[To 10 tabnerox B olIA/A/TIBX/An Gmucrep. Ilo 1, 2, 3, 5, 6, 9, 10 OGnuctepoB BMEcCTE C

MHCTPYKLHUEH 110 MPUMEHEHHUIO B KAPTOHHOM IayKe.

YcenoBusi XxpaHneHust
[Tpu Temneparype e Boime 25 °C.

XpaHI/ITB B HCAOCTYITHOM I jnetei mecre!

Cpoxk rognoctun
2 roja.

He MPUMEHSATH IO HCTCUYCHUHU CPOKA 'O JHOCTH.

YcnoBus OTInyCcKa

be3s peuenra.

IOpH}IH‘ICCKOC JIMI0, HA UM KOTOPOI'o BbI/IAHO PErucTPAllHOHHOE YI0CTOBEPEHHE

«Kcantuc ®apma JIumuren», Kump.



IIpousBoauTen
«Caneka ®apMacblOTHKAJIC a.C.»,

Hurpuancka 100, 920 27 I'morosen, Crosanxas Pecry6iuka.

IIperen3un norpeduTe el HANPABJIATH 110 a7pecy
000 «Kcantuc ®apmar,
Poccus, 117335, r. MockBa, HaxuMoBCKuit mpocnexT, 1. 58.

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

000 «Kcantuc ®apma» Ceprees A.B.
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