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HUHCTPYKIIHUA
Mo MEXHIHHCKOMY NPHMEHEHHIO Npenapara

Teagact®

PerucrpaunoHHbIH HOMeEP:

Toprosoe Ha3BaHHE: Tenq)acr'®.

MexIyHapoaHOe HENATEeHTOBaHHOE Ha3BaHHe: PekcodeHaanH.
JlekapcrBennas ¢popma: TaGIeTKH, TOKPHITHIE [IEHOYHOH 060I09KOH.
CocTasn

Onna Tabnerka CONEpKHT

Axmusnoe gewjecmeo: dpexcodenamuua rugpoxnopu 120 mr wmm 180 mr..

Bcnomozamenvhble 8euyecmed: KPOCKapMesIo3a HaTpHs, Kpaxmal MpexelaTHHH3HPOBaHHBIA,
HEJUTION03a MUKPOKPUCTA/UIMYECKAs, MarHMs CTeapaT, FMIIpOMENo3a E-15, runpomennosa E-5,
noBuoH, THTaHa auokcun (E 171), xpeMHUs JMOKCHA KOJUIOMAHEI, Makporon 400, kpacuTenb
XKeJe3a okcup (po3oBas CMech*), KpacuTeNb JKele3a OKCHA (KeTasd cMech**).

¥ . po30oBas CMECh KpacHTeNs )ene3a OKCHIA IIPENCTaBisfeT coOod cMech xere3a OKCHIA
kpacHoro (E 172) u Tutana guokcuna (E 171).

** _ KeNTas CMeCh KPAaCHTeNs JKejloe3a OKCHIA IpEeJACTaBiIseT COO0H CMeCh Kene3a OKCHAa
xexroro (E 172) u Turana nuokcuna (E 171).

Onucanue

Jlns mo3upoBku 120 Mr: Mpononrosatsie, JBOSKOBBIMYKIBIE TabNETKH, TIOKPHITHE ILICHOYHOM
060JI0YKO#f CBETIO-PO30BOTO LBETA, HAa ONHOM CTOpoHe rpaBuposka «012», Ha Apyro# -
CTHJIM30BAHHAsA «ey.

Jlns mo3uposku 180 Mr: mponoirosatsie, JBOAKOBBIMYKIBIE TaONETKH, TIOKPBITHIE ILIEHOYHOH
060JI04KOH CBETIO-PO30BOTO LBETA, Ha ONHOM CcTOpoHe rpaBupoBka «018», Ha mpyro#t -
CTHJIH30BAHHAS «ey.

®apmaKko/orayecKas rpynma: OPOTHBOALIEPTHYECKOE CpeacTBo - Hl-rucraMuHOBBIX
penentopoB 610KaTop.

Kon ATX: RO6AX26.
dapmaxoJioruueckoe aeiicTeHe
Dapmaxoounamuxa

®excodenanun  (papMakoJOrHUecKH aKTHBHBIH  MeTaboMMT  TepdeHanuHA)  SABISETCA
AQHTHIHCTAMHHHEIM CpEINCTBOM C CENEKTHBHOM aHTarOHHCTHYECKOH aKTHBHOCTRIO K Hi-
peuentopaM ©0e3 AaHTHXOJNMHEPrHYECKOro M  OJOKMpYIOmMEro anbga;-ajpeHepruyecKue
peuenTops! aedictBus. Kpome atoro y dexcodenanuna He HabMONaeTCH CEIATHBHOTO NEHCTBHUS
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¥ IpYTHX 3p(EKTOB CO CTOPOHBI IEHTPATIBHOA HEPBHOH CHCTEMBI.

B HCCIENOBAHMSAX Y YENOBEKA MO OLEHKE BHI3HIBAEMBIX MCTAMHHOM BOJJIBIDEH H TMIIEPEMHH
AHTHTHCTAMHHHOE JeiicTBAE (ekcodeHanuHa, MPHHUMAEMOTO BHYTPh OJMH HIH [IBa pa3a B
CYTKH, TIPOSBIIAETCS Yepe3 1 yac, HOCTHraeT MakCHMyMma 4epes: 6 4acoB, U TPOXOIDKAETCS B
Tegenne 24 uacop mocie ero mpuema. [laxe mocne 28 mmed mpuema QexcodeHanuHa He
BBISBNEHO PA3BHTHS TONEPAHTHOCTH K Tpenapaty. [Ipu OfHOKpaTHOM npHeMe ¢dexcodenannHa
BHYTph Habmoaercs M0303aBHCHMOE YBENH4YCHHE aHTHTHCTAMHHHOTO spdexkra npH

- yBemaueHHH 10351 0T 10 Mr 10 130 mr. IIpu Henons30BaHAH TOM e MOJENH aHTHTHCTAMHHHOTO

meficTBUA GBUIO YCTAaHOBJEHO, YTO IS NMOCTOSHHOrO B TEYEHHE 24 gacoB peiicTBus ObLia
HeoGXomMMa 032 He MeHee 130 Mr. MakcuMmanbHoe MonasieHHe 0Opa3sOBaHHs BOJIBIDEH U
runepeMun Koxwu cocrasinser 6onee 80%.

V NanHeHTOB ¢ CE30HHBIM A/LIEPrHYeCKMM PHHUTOM, OTY4aBIIAX 10 240 Mr dexcodenanuna 2
pazda B CYTKH B TEYeHME 2-X HENeNb MPOJODKMTENBHOCTE HHTCpBANA QTc (QT
CKOPPHUTHPOBaHHOr0) HE OTIHYANAch OT TAKOBOH NPHU pHEME ane6o.

Taoke He Habmomatoch wu3MeHeHmih QTc npu mnpueMe ¢ekcodeHaauHa 3NOPOBBIMH
Ho6poBobaMu o 60 Mr 2 pa3a B CYTKH B Te4eHHE 6 MECALEB, MO 400 Mr 2 pa3a B CyTKH B
TeueHue 6,5 qHel u 240 M B CYTKH B T€YEHHE 1 rofa mo CpaBHEHHUIO C MPOAOIKHATEILHOCTHIO
QTc npu npueMe nianedo. ' '

Jlaxke NpH IIa3MEHHOH KOHUEHTpaUMH B 32 pasa MPEBHINAIONICH TEepareBTHYECKHE
KOHLEHTpallMH y dYelsioBeka ¢ekcoeHaTnH He OKasblBAl BIMAHHA Ha KalIHEBBIC KaHAJIBI
3a/IepPKAHHOTO BHIIPSMIICHHS B YEIOBEYECKOM CEPALIE.

DapmakoKuHemuKa

dexcodenaqun nocie MpueMa BHYTpb GHICTPO BCACBIBAETCS, BpEMS JOCTHIKCHHS MaKCHMaIbHOH
koHeHTpauuH (Tmax.) COCTaBISET MNPUOIH3HTENBHO 1-3 uaca. CpenHee 3HaueHHe
MakcHMaTbHO# KoHeHTpatuH (Cra) Mpu npueme 120 Mr B CYTKH COCTaBISCT npubIM3NTENLHO
289 Hr/mu, a ipu nipueme 180 Mr B CyTKH - IpHOMM3UTENBHO 494 HI/MIL.

®excodenanui Ha 60-70% cBs3bIBAETCA ¢ OeNKaMy ILIA3MBL.

(DCKCOQ)eHaJII/IH HE3HA4YHUTECIIBHO MCTaGOJIPISprCTCSI B MeYCHU U BHE €€, YTO INMOATBCPXKIACTCA
TEM, YTO OH ABJISETCS €AMHCTBCHHBIM BCIIECTBOM, BBISBIIIEMEIM B 3HAYUTENBHBIX KOJHYECTBAX
B MOY€ H (I)CKaJIIfIS{X YEJIOBEKA H XXHUBOTHBIX.

Tlpy KypcoOBOM IpHeMe NpemapaTa KpHBas BEIBEIEHHMS QeKCopeHamuHa U3 IUIa3Mbl CHIKACTCA
GUIKCIIOTEHIHANBHO, 2 KOHEUHbIH NepHO MOJTyBBIBEAEHHS cocTapiieT 11 - 15 acos.

dapMaKOKHHETHKA TIPX ONHOKPAaTHOM H KYPCOBOM NPHEME dexcodenanuna (no 120 mMr aBax bl
B JIeHb BHYTpb) HOCHT JMHEHHBIA xapakTep. Jloza 240 Mr 1Ba pasa B CYTKH 1a€T HE3HATHTEILHO
Gonpmee, 4YeM mporopuuoHambHoe (Ha 8,8%) yBenuyeHHE IUIOWIAAH IIOK KpHBOH
(KOHLIEHTpALlHA BPEMs», YT0 YKa3bIBaeT Ha TO, 4YTO (apMaKOKMHETHKA ¢pexcodenanuna
ABJIAETCS MPAKTHYESCKHU JIMHEHHOH B IManasoHe 103 OT 40 no 240 Mr B CYTKH.

COrJIACHO MMEIOUIIMCS HA HACTOSIIMH MOMEHT JAHHBIM OoNbluas 4acTh NPHHSATOM HO3BI B
HEM3MEHHOM BHJIE BHIBOJMTCS C KENUBIO, a 0 10% npenapara - ¢ MOYOH.

Iloxazanus
Ce30HHBI ATIEPTHYECKHi PHHAT (W11 YMEHBIIEHHSA CHMIITOMOB) — Tabnetky, 120 Mr.

XpoHuueckass MIHONATHYECKAs KPAIMBHULA (119 yMEHBIIEHHS CHMITOMOB) — TableTKH,
180 mr. ' ’
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IIpoTHBONOKA3AHHSA

- I'MIepayBCTBHTENBHOCTD K MOOOMY M3 KOMIIOHEHTOB NpernapaTa.
- BepeMEeHHOCTE.

- [Mepuon nakTan#u

- Jerckuii Bo3pact (o 12 ner).

C ocmopodxcHocmbio:

- y GONBHBIX C XPOHHYECKOH MOYEYHOH M IEYCHOYHOH HENOCTATOMHOCTEIO, & TAKKE Yy
[AIMEHTOB MOXMIOTO BO3pacTa (HEIOCTATOYHOCTh KIMHHYECKOTO OMbITa IPHMEHEHHS y 3TOH
KaTeropuH MalUeHTOB),

- y TAlHeHTOB C CEPAEYHO-COCYAMCTHIMH 3a00JIeBaHMAMH, B TOM YHCIC W B aHAMHE3C
(AHTHTHCTAMHMHHbIE NIPENApaThl MOTYT BbI3BIBATh CEPALEOMEHHE H TAXHKAPAHIO, CMOTPH pa3fiel
«ITo6o4HOE AeicTBUEY). '

BepeMeHHOCTb H MEPHOJ JIAKTAIIHH
Bepemennocmb

HeT [OCTATOUHOTO KOJHMYECTBA NAHHBIX O NpUMEHEHHH (ekcopeHanuHa OepeMCHHBIMH
*eHIuHaMy. OrpaHMYEHHBIE WCC/CIOBAaHHS Ha XMBOTHBIX MOKA3alH OTCYTCTBHE NPH3HAKOB
HANHYAS HeGNaronpyusTHOrO BIHSHUS HA TedeHHe GEpEMEHHOCTH, BHYTPHYTPOOHOE pa3BUTHE,
POJB! M IOCTHATAIBHOE Pa3BUTHE.

dexcodeHanrH He JOIDKEH HCIIONb30BaThCS IIPU 6EPEMEHHOCTH.
JJakmayun

JlaHHblEe O CONEPXaHMIO (ekcodeHanrHa B IPYAHOM MOJOKE MPH €r0 MpHEMe KOPMAIIMMH

' IpYABIO JKEHIIMHAMH OTCYTCTBYIOT. OfHAKo NpH NpHEME TeppeHanuHa HabmMOIANOCh €ro

IPOHHKHOBEHHE B TPYJHOE MOJIOKO JIAKTHPYIOIMX OKEHLIHMH. [TosTOMy IIpUMEHEHHE
excodenaauna Bo BpeMs IIEPHOA KOPMIICHHS IPY/IBIO HE PEKOMEHyeTCH.

Cnoco0 npuMeHeHHs H 1035l
Tabnerku npeaHa3HAYEHB! U1 IPHEMa BHYTPb.

Pexomenayemas no3a pexcodeHanuHa Opu CE30HHOM AJUIEPrHYECKOM PHHATE JUIA B3POCIBIX U
JeTeit 12 jieT ¥ crapime cocTasisieT 120 Mr OiMH pa3 B IEHB epes e0H. '

PexomeHIyeMas 1032 (pekcodeHauHa pH XPOHUYECKOA KPAUBHHALIE /LS B3POCIBIX H nerewt 12
JIeT ¥ cTapie cocTapisieT 180 Mr ofMH pa3 B A€HB NEpea elokH.

Iayuenmol 2pynnvi pucka

UccnenoBanys B CHENMATBHBIX [PYyNNax pucKa (MALMEHTHI MOXWIOrO BO3pAcTa, NMAUHUEHTHI C
[IOYeYHOH ¥ IEYEeHOUHON HENOCTATOYHOCTHIO) MOKA3IH, YTO Y HUX HE TpeOyeTcs: KOpPpeKIHH
pexHMa JO3HPOBAHHS.

. HoGouHoe pelicTBHE

B miane60-KOHTPOITHPYEMBIX KIHHHYECKHX HMCCIENOBAHMAX Hauboiee 4acTo =1% - <10%)
HAGIONABIIMMECS HEXeNaTelbHbIMH d(dexramMu Gbutn ronopHas 6onb (7,3%), COHIMBOCTB
(2,3%), ronosokpyxenue (1,5%) u tommora 1,5 %. Ilpu mpueme dbexcodeHanrHa YacToTa
BBIIIEYKA3aHHBIX HEONArONPUATHEIX 3 dexToB Obl1a NoA0OHOH TaKOBOM IpH MpHeMe Iianebo.

B miane60-KOHTPONHPYEMBIX UCCIENOBAHUSX C YacTOTOH MeHee 1% (0AMHAKOBO NpPH NpHEME
dexcopenanuna ¥ mnauebo) M NpH MOCTMApKETHHTOBOM IPUMEHCHHH [penapara ObuUTH
cna6ocTh, GECCOHHHMLA, HEPBO3HOCTE M HADYLIEHHs CHA WM HEOOBIYHBIC CHOBHIEHHS
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(napoHMpH#), TAKHME KaK KOMIMApBI; TAXMKapus, cepaueOueHue; auapes.

B penxux cayyasx ((20,01% - <0,1%) Habmofamuch 3K3aHTeMa, KpaNMBHUNA, 3Y1 W NpyTHE
peaKIHy THIEpYyBCTBHTENBHOCTH, Takue Kak oTek KBuHKe, 3aTpyAHEHHE NBIXaHWA, OZbIIKa,

. FHIepeMHs KOXHBIX IOKPOBOB, CHCTEMHEIE aHAa$MIaKTHIECKHE PEAKIIMH.

ITepeno3npoBxa
Cumnmombl:

Ilpn mepeno3MpoBKe HAGMONANHCH TONOBOKPYXCHHE, COHIMBOCTH M CYXOCTh BO PTY.
310pOBEIMH 10GPOBOJIBLAME IPAHUMAIHCH OTHOKPATHBIE IO3BI 10 800 mr, ¥ KypcOBEIE J03BI JI0
690 Mr 2 pasa B CyTKH B TeueHHe 1 Mecsua i 240 Mr 2 pasa B CyTKH B TeueHHe 1 rona 6es
KAKHX-THGO0 3HAUMMBIX HEXeNaTeNbHBIX 3((EeKTOB M0 CpaBHEHHIO ¢ miauebo. MakcumansHas
nepeHocuMast 03a U1 pekcoeHannHa He yCTaHOBJIEHA.

Jleuenue

B cuyyae NEpENO3MPOBKM PEKOMEHJYeTCs MPOBENCHHE TPOMbBIBAHHUA OKEIy[Ka, NPHEM
AKTMBHPOBAHHOTO YTJIsl, IPH HEOOXOMMMOCTH CHMITOMATHIECKAs ¥ MIONCPXUBAIOMAS TEPAIHH.
T'emonuanu3 He3PEKTHBEH.

B3aumopelicTBHE ¢ APYTHMH JIEKADCTBEHHLIMH CPeACTBAMH

Ilpn coBMecTHOM npuMeHeHHH (ekcodeHaluHa C SPUTPOMHUMHOM MM KETOKOHA30IOM
KoHHeHTpauus pexcodpeHauHa B IUIa3ME YBEIHIMBACTCS B 2-3 'pa3a, HO 3TO HE aCCOLHHPYETCA
co 3HaumMmbM yamuHeHHeM uHTepBana QTc. He Habmozanock NOCTOBEPHBIX pasnuuhi B

. 4acTOTE .BOSHHKHOBCHHSA HeOar ONPAATHBIX 3(1)(1)61('1’03 npH NPUMCHEHHH 3THX npenaparoB B

MOHOTEpanuy u B koMOuHauwu. Mccnenopanus Ha XKUBOTHBIX TOKA3aJH, YTO BBIICYTIOMAHYTOE
NOBBITICHHE IUTa3MEHHBIX KOHIEHTpalui (excodeHaquHa BEPOATHO CBI3AHO C YIYHINEHHEM
abcopbuuu dekcodeHaaiHa U CHIDKEHHEM ero GHIHapHOH SKCKPELMH HITH CEKPELUH B [IPOCBET
KeJTy JOYHO-KHIIEYHOr0 TPaKTa.

BaauMoAeHCTBHS MEXIY heKcodeHaTMHOM H OMENpa30yIoM He HabIIofaeTes.
He B3aMMOZEHCTBYET C JIEKAPCTBEHHBIMH CPEICTBAMH, META0OTH3HPYIOIMMHUCS B [IEICHH.

[IpueM CofepXalMX ATOMHMHMA MM MarHHd aHTaluaoB 3a 15 MuHYT 1O DpHEMA
dexcodenanyHa IPHBOIUT K CHIKEHHIO OHOJOCTYMHOCTH TOCTENHETO B Pe3yIbTare IO-

- BUAUMOMY CBSI3bIBAHHS B XKEITYyIOYHO-KHIICYHOM TPAKTC.

Oco0ble yKazaHHA

PexoMeH/IyeTCs, YTOBhI TIPOMEXYTOK BPEMEHH MeXTy PHEMOM (ekcodeHaIuna 1 aHTalu 0B,
COZepKAIIMX TMAPOOKHCH ATIOMHHHS HIIH MarHus, COCTABIIST KaK MHHHMYM 2 yaca.

Jlns npuMeHeHus y netei oT 6 10 11 et BBITYCKArOTCA tabnerku 30 Mr.

BinsHMe HA CIOCOGHOCTh BOJMTH MAMMHY M BBINOJAHATL paboTwl, Tpedylomue
KOHIEHTPALMH BHHMaHHA

Tlpu nmpreme mpenapara BO3MOXHO BBITIOJIHEHHE pa6oT, TpeOYIOINX BEICOKOH KOHLEHTpaluK
'BHMMAaHWA M GBICTPOTH! CHXOMOTOPHBIX PEaKUMH (32 MCKIIOUEHHEM GONBHBIX, 00TaAaromKX

HeCTaHAapTHOM peaxuueif). IlosToMy pekoMeHAyeTca [0 3aHATHS TaKAMH BHAAMH
IeSTeNbHOCTH POBEPUTh HHANBHAYAIBHYIO PEAKIUIO HA IIPHEM ¢bekcodpenanrHa.

®opMblI BbITyCKa
Tab1eTKH, TOKPBITHIE [UIEHOUHOR oGonouko# 120 mr 1 180 Mr.
Mo .10 Tabnerox B Gimcrep m3 [IBX/amomunnuesoit ¢doneru. Ilo 1 Gmucrepy Bmecte C

MHCTPYKIHEH 110 IPHMEHEHHIO IIOMEILIAOT B KapPTOHHYIO Nauky.
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Cpox roaHocTH

3 roaa.

) Ilo ucTeyeHNH CpoKa rOAHOCTH IIpenapat NIPUMECHATH HEJIB34.

Yc10BHSI XpaHEHHS

Ipu Temmeparype He oime 25° C.

~ XpaHuTE B HEJOCTYIIHOM JUIA JieTel mecTe!

YciaoBus 0TIyCKA H3 aNITeK

bes péu‘ema.

Bnajesien perncTpaiHOHHOTO YIOCTOBEPEHMU !
Canou-Asenrtuc [Jorunann I'm6X, I'epmManns
Bpronunrmrpacce, 50.

D-65926, ®pankdypT-Ha-Maiine

IIpon3BoauTEb:
Cano¢u-Asentuc CILA JIJICy, CILIA
10236, Mapuon Iapn [paits, Kansac Cuti, Muccypu 64137, CIIA

BhinycKkalomuii KOHTPOJIb:

* Canotu-Asentuc Joiunann FM6X, lepmanus
. Bpronunrmrpacce, 50.

D-65926, ®pankdypT-Ha-MaiiHe

Cano¢u-Cunrenabo Jitn., BenmukoOputanus
Saredunn apenio, aynox, Heroxacn anos TuH, Tun&Bea NE3 3TT. BenukoGpuranus.

Ajipec NpeICTABHTENLCTBa KOMIIAHHH B Poccun:
115035, r. Mocksa, yn. CanosHuueckas 1.82, cTp.2.
Tenedon: (495) 721-14-00. Paxc: (495) 721-14-11.

PykoBomuTenk OTAENa PErHCTPaLlly A. b. Packypaxes.
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