MUWHUCTEPCTBO 3/IPABOOXPAHEHWA OCCUMCKOM ®EJIEPALIUA

MHH31PAB POCCHH

060625 |
|

COTTACOBAHO

MHCTPYKLUA
10 MEIMLIMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O ITPETIAPATA

®enkapon®

Xudenaaux

PacTBop /It BHYTPUMBIIIEYHOI0 BBe1eHHs
10 mr/ma

AO «Onaitnpapmy», JlaTBus

HU3zmenenue Ne 3

Jlata BHeceHUs I3MEeHEHHS «

N 060625 o .

Crapas peaakuus

Hosasi pepakuusi

IIponsBoauTe/IH

AO «Onmnaitndapmy», JlaTBus.

Anpec: yn. Pymuuuy S5, Omaiine, LV-2114,
JlatBus.

AO «Codapmay, Codus, bonrapus.

Anpec: yn. Wimenckoe mocce 16, Codus,

1220, bonrapwus.

IIpon3BoauTeH

AO Onda, JIaTeus.

Anpec: yin. Pynuuiy S, Omnaiine, OnaiHckui
kpaii, LV-2114, JlatBus.

AO «Codapmarn, Copus, bonrapus.

Anpec: yn. Wnmenckoe mocce 16, Codus,

1220, Bonrapwus.

Opranusanus, NPHHEMAOLIAS NPeTeH3HH
norpeduTeIeH:

000 «Omnaitapapm Pyc» mo agpecy:

125212, r. Mocksa, ["'onoBuHCKOE LIOCCE, 10M
5, kopmyc 1, aTax 2, noMeIieHne 2137 A.

An.noura: olainfarm.rus@olainfarm.com

Opranu3anus, NPHHAMAIOMIAS NPeTeH3HH
norpeduTeICH:

000 «TEJIEPA-®apmay 110 ajapecy:

125212, r. MockBsa, ["o10BHHCKOE 1IOCCE, IOM
5, xopryc 1, aTax 2, nomemenue 2137 A.

An.noura: info@telerapharma.ru

HPEKTOP

000 «Tyibckas papmaueBTHieckas Gpadpukay

/ JI.51. PaGuHOBHY




MHWHHUCTEPCTBO 3/IPABOOXPAHEHUW S

MHH3IPAB POCCHH

020811
_COTIACOBAHO

Peructpaunonnoe yocrosepenue Ne JII1-002387
Hara perucrpauuu 27.02.2014 r.

AO «Oumnaiindapm», JlaTBus
Rupnicu 5, Olaine, LV-2114, Latvia

MHCTPVYKIIA
110 MEJIMIIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO Ipernapara

®enxapoa®
pPacTBOP /It BHYTPUMbILIEYHOT0 BBEICHHSI
10 mr/ma

U3MEHEHMUE Ne 23 708122 ,

Jlata BHeceHuss U3MeHeHus ¢ «

» 02 I.

Hv

Crapas pepakuusi

HoBas pexakumsi

IIpousBoauTesn

AO «Ounaitndpapm», JlatBus.
Anpec:  yiu. Pynnunmy S,
LV-2114, JlarBus.

Onaiine,

IIpousBoauTesn
AO «Omnaitndapmy», JlatBus.

Anpec: yia. Pynnuny 5, Ouaiine,

LV-2114, JlaTBus.

AO «Codapmay, Codust, bosrapusi.
Anpec: yin. HMnmenckoe wmocce
Codus, 1220, bonrapusi.

16,




MHH3IPAB POCCHH ‘

A 00587~ 180113

MHUHHUCTEPCTBO 3IPABOOXPAHEHUS P(PCCI/IP’ICKOﬁ OEJEPALIMU _J
COTTACOBAHO

NHCTPYKIUS
M0 MEAUIIMHCKOMY INPUMEHEHHIO JIEKAPCTBEHHOT'O IPEITIAPATA

OEHKAPOJ®

PerucrpaunoHHbIi HOMeEP:
Toprosoe HaHMeHOBaHHE NpenNapara: ®enkapon”.
Me:kayHApPO/IHOE HENATeHTOBAHHOE HJIM IPYNIHPOBOYHOE HANMEHOBAHHE: xueHaauH.
JlexapcTsennasi ¢popma: pacTBOP Uil BHYTPUMBILICYHOTO BBEICHHUSL.
Cocras Ha 1 MJI TOTOBOI0 NPOJAYKTA:
deiicmeyioujee éewyecmso: Xudenamun (perkapon ocHoBanmue), B niepecuere Ha 100 %

gemtecTBo 10,00 mr;
6CnoMo2amenvHble Geuecmea: TyTaMIHOBas KHCIoTa 6,26 Mr, BOJ@ JUls HHBEKIHH 10 1,0 M.
Onucanue: Mpo3payHas OecuBETHAS KUIKOCTD.
dapmaKoTepaneBTHYECKasi IPyNna: NPOTHBOALIEPrHIeCKoe cpenctBo-H1-rucraMMHOBBIX
perenTopoB 0J10KaTop.
Kox ATX RO6AX31
dapMaKoJIOrHYeCcKHe CBOICTBA
DapmakoOUHAMUKA
JleficTByIOIIEe BEMECTBO Mpernapata Xudenagus — Onokarop H1-rucTaMUHOBBIX PEIENTOPOB,
mpeynpeXkaaeT pa3sBHTHE M O0jerdaeT TEUCHHE AICPrHYCCKUX peaknuit. Oka3sbIBaeT
MPOTHBOALUIEPIHYECKOE, AHTHIKCCYJAaTHBHOE M MPOTUBO3YIHOC JeiicTBHe, TpeaoTBpalast
pasBUTHE AJUIEPTUYECKOTO BOCTIAJICHUS B TKaHH. Ocnabnsier JeicTBHE THCTaMHMHA, YMEHbIIACT
ero BIMSHME Ha TPOHHI@EMOCTh COCYNOB  (CHMXKAsd  IIPOHMLAEMOCTB,  OKa3bIBACT
MpOTHBOOTEUHBIH 3(QeKT), CHUKAET ero OpOHXOCHACTHYECKOe JeficTBHE W CIIa3MOTE€HHOE
BIMSHME HA [DJIAAKYI0 MYCKYJarypy KHIIEYHHKA, OC/nabiser TUIOTEeH3MBHOC JIEUCTBHE
rucramuHa. Xu(EeHaJUH YMEHBIIAeT  COACpP)KaHWE THMCTaMHMHA B TKAHAX (cBsi3aHO €O
CIIOCOGHOCTHIO AKTHBHpPOBAaTh JAMAMHHOOKCHIA3y — (epMeHT, MHAKTHBHPYIOIMH T[HCTAMUH).
[Ips KypcOBOM JICYCHHH aHTUTHCTAMHHHOE JICHCTBHE xudpenaquna He cHikaercs. OOnanaer
YMEpEeHHbIM AHTHCEPOTOHMHOBBIM JICHCTBHEM, TNpPOSBICT cnabyro M-XOJIMHOOJIOKHPYIOLIYIO

akTuBHOCTH. He oka3pIBaeT YTHETAroEero BIMAHUA Ha LIEHTpaJIbHYIO HEPBHYIO CHUCTEMY.



DapmaKoKuHemuKa

[lociie BHYTPMMBIIICYHOTO (B/M) BBEICHHS PacTBOp OBICTPO BCACHIBACTCS M MAaKCHMaJbHAsA
KOHIEHTpalus Xu(eHauHa B IUIA3ME KPOBU JIOCTHIaeTCs €epes 30 munyT. Xudenaaux
o6J1aziaeT HU3KOH JTMIO(PUIBHOCTEIO, IIIOXO IPOHUKACT Yepe3 remartosHIepanIeckuii 6apbep.
Camoe BBICOKOE COJIEpYKAaHHe aKTHBHOTO BEIIECTBA OTMEUYCHO B IEYECHH, HECKONBKO MEHBLIIC B
Jerkux M IOoYKax, camMoe HU3KOe — B TOJIOBHOM MO3Ie (menpime 0,05 %, 4ToO 00BICHSIET
OTCYTCTBHE  BBIDXEHHOTO  CEJAaTHBHOTO M CHOTBOPHOTO s¢ppexra). IIpemapar
MeTaboIM3upyeTcss B IeUeHH, 00pasys HEaKTHBHbIC MeTabOIUThI, KOTOPBIE BBIBOUITCA
IPEUMYIIECTBEHHO MOYKAMH.

IMoka3anusi K NPHMEHEHHIO

TTOJUIMHO3, KPAIMBHUIA, AHTHOHEBPOTHYECKHIT OTEK (OTEK KBHHKE) B CITydae TSHKEJIOro TeUCHUS
M HEOOXOMMOCTH BHYTPHMBIIIEYHOTO IPMMEHEHHSI aHTHTHCTAMHHHBIX TIPEIIapaToB.
IIpoTuBONOKA3aAHUSA

[TOBbIIICHHAS TyBCTBHTEIBHOCTD K XH(EHAIMHY MM JIIOOOMY IPYTOMY KOMIIOHEHTY Iperapara.
Jlerckuii Bo3pact 10 18 ner.

BepeMeHHOCTb M NEPUO/] TPY/IHOT0 BCKapMIIHBAHHS.

C 0CTOPOKHOCTBIO TIPH JIEKOMIICHCHPOBAHHBIX 3a60JIeBaHUAX CEPIAEYHO-COCYAUCTON CHCTEMBI,
JKENTYI0UHO-KHUIIEYHOr0 TPaKTa, NeUeHH M MOYCK.

[Ipuvenenne npu 6epeMEHHOCTH H B NEPHO/L TPYAHOT0 BCKAPMIIHBAHHI

TIpuMeHeHue [penapaTa Ha NPOTSKCHHH BCCH GepeMeHHOCTH IPOTHBOIOKA3aHO.

[1Ipy HEOGXOMMOCTH JIEUEHHS IPETapaToM IrpyIHOC BCKapMIINBAHHUC HE0OXOMMO IPEKPaTUTh.
Cnoco0 npuMeHeHHs H 103bl

BryTtpumbiedHo. I1o/1koKHOE BBEICHHE HE HCTIOJIB3YCTCA H3-3a pas/ipakaromero IeHCTBUS.
Ilonnunos

ITo 2 mut (20 Mr) 2 pasa B JieHb B TeueHHe 3 JIHEH, fajiee 1o 2 mi (20 mr) 1 pa3 B ieHb B TCYEHHE
2 nueit. O6Iast MPOOJIKATENLHOCTD JIEUeH s — 5 JTHEH.

MakcuMmanbHas pasoBas 103a — 20 Mr; MakCHMaJIbHas CyTOIHAd 1032 — 40 mr.

Kpanusnuua u anzuoneepomuecKuil omex (omex Keunke)

TTo 2 mut (20 mr) 2 pa3sa B JIeHb B TeYE€HHE 5 JHEH, najee no 2 ma (20 mr) 1 pa3 B ieHb B TCUCHUE
3 nueit. O6II@s MPOIOJKUTENBHOCTB JIeueHust — 8 JIHEH.

MakcumarnpHas pa3oBast 103a — 20 MI; MakcHUMabHas CyToIHas 103a — 40 wmr.

[Tocne KymMpOBAaHMSI OCTPBHIX —aIEPrUYECKUX peakuui peKOMEHyeTCs IepedTH Ha

npuMeHeHne Xu(eHaauHa B Bu/ie TabIeTOK.



IToGouHoe aeiicTBHE

[Ipenapar MEPEHOCHTCS XOpouIo. Pelko BO3MOKHEI 10GOYHBIE PEaKIMh: CYXOCTh CIU3UCTOH
06OJIOYKH MOJIOCTH PTa, TOIIHOTA, PBOTA, COHJIUBOCTD, AJUICPrHYECKHE PCAKIIMH, TOIOBHAA 6011b.
Ilepeno3upoBKa

Cumnmombl: CyXOCTh CIIM3HCTBIX 00OJIOYEK, IOJIOBHAS 6onb, pBoTa, OOJNM B KUBOTE H APYrHe
naucnencudyeckue  sBneHus.  Jlevenue  CHMITOMAaTHYECKOC. HeoOxomuM0O  NPHUHATH
AKTHBHPOBAHHBIH yroJib, HEMEUIEHHO OOPATHTHCA K Bpa4y.

B3aumojeiicTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH

He ycuimBaeT yrHeTarouiee JeHCTBAC IKOTOJs M CHOTBOPHBIX CPEACTB Ha LIEHTPAIbHYIO
HepBHYIO cucteMy. O6nanas ciadbMu M-X0JIUHOOIOKMPYIOIIUMH CBOMCTBAMH, MOKET CHHXKATh
MOTOPHKY  KeTy/[0YHO-KHIIEYHOTO ~Tpakra M  yBEIMYHBATL  BCACHIBAHHC MeJIJIEHHO
abGcopOUPYIOIIMXCs  JIEKAPCTBEHHBIX  CPEJICTB (HampuMep, AHTHKOAryJISIHTBI  HENpAMOro
JeHCTBHS — MPOM3BO/IHBIE KyMapHHA).

Oco0ble ykazaHus

OTCYTCTBHE BBIP@XKEHHOTO XOJIMHOOIOKHPYIOIIETO sddexTa MO3BOILET Ha3HA4YaTh OOIBHBIM,
KOTOPBIM IPOTUBOIIOKA3aHbI AHTHTHCTAMUHHBIE npernaparsl, obnaaromye
AQHTUXOJMHEPTHYECKON aKTHBHOCTBIO.

BausinMe HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEIACTBAMH H 00CTy’KHBATD
NOTEHIIHAJIBHO ONACHbIE MEXaHH3MBbI

Jlumam, npodeccus KOTOPbIX TpeOyeT MOBBINICHHOH KOHUCHTPALMK BHUMAHWA H OBICTPOTHI
[ICHXOMOTOPHBIX PEeaKUHi, ClelyeT MPeJBapUTEIbHO ONPEACTHT (myTeM KpaTKOCPOYHOTO
Ha3HA4YeHHUs ), HE OKA3bIBAeT JIM Ipenapar CeAaTHBHOIO sddexra.

dopMma BBIIIYCKA

PacTBop /UIsi BHYTPHMBIIIEYHOTO BBEICHHS 10 mMr/mi.

ITo 1 Myt Wi 2 MJI TIpenapaTa B aMITyJibl HeUTPaJIbHOTO CTEKIIA.

[lo 10 ammyn T§OMEIAIOT B KOHTYPHYIO —SYEHKOBYIO —YMAaKOBKY —H3 PO3payvHoOi
OJIMBHHIIXJIOpU/HO# TieHkH. T1o 1 KOHTYPHO#H SUEHKOBOMH YIIaKOBKE BMECTE C UHCTPYKLHEH
110 NPUMEHEHHIO OMEINAIOT B MAYKH KapTOHHAIC.

CpoK roaHocTH

2 roja.

He npuMeHsITH I0CIIe HCTEYEHUS] CPOKA FOAHOCTH.

YeaoBust XxpaHeHHSA

B 3am@iieHHOM OT CBETa MECTE IIPU TeMIIepaType HE BHIIIC 25°C.

XpaHUTh B HEJOCTYITHOM JUISL IETEH MECTe.



YceaoBus oTnycka

OTmyckaroT 10 pelenTy.

IIpousBoauTesn

AO «Omnaitadapm», JlaTBus.

Anpec: yin. Pynauny 5, Onaiine, LV - 2114, JlatBus.

AO «Codapmar, Copus, bonrapus.

Anpec: yn. Unuenckoe mocce 16, Codus, 1220, bonrapusi.

IIperensuu norpebureneii ciexyer Hanpasiusath B [IpencraBurenscrso AO «Omnaiindapm» B PO

o agpecy: 115193, r. Mocksa, yi. 7-s1 Koxyxosckas, 1. 20.

I'naBa IlpeacraBuresibcTBa

AO «Onaiinpapm» B PO E.B.KeruoBa
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