NHCTPYKIMUA
IO MEAUIIUHCKOMY TIPUMEHEHUAIO JJEKAPCTBEHHOTI'O IIPEITAPATA

AJterpa

PerncrpanuoHHblii HOMeEp:

Toprosoe HazBanme: Aserpa.

MexayHapoaHOe HeMAaTeHTOBAHHOE HJIU TPYNNIPOBOYHOE HAUMeHOBaHue: (ekcoeHaauH.
JlexapcTBeHHasi popma: TaOJIETKH, HOKPHITHIE TNIEHOYHONH 00O0I0UYKOM.

Cocras

Opna TabyeTka COAEPIKUT:

Heticmsyrowee sewgecmeo. pexcodenanuna ruapoxaopun — 120,0 mr.

Bcnomocamenvuvie gewyecmea: KpockapMenio3a HaTpUs, KpaxMall MpeKeIaTHHU3UPOBAHHBIM,
LIEJUTI0JI03a MUKpOoKpUcTaindeckas pHl01, nemmono3a mukpokpucramndeckas pHl02, maraus
cTeapar.

Cocmas obonouku: runpomeriosda E-15, runpomennosa E-5, moBunon K30, turana quokcun (E
171), xpemMHMsI OUOKCUZA KOJUIOMIAHBIM, Makporon 400, xpacurenb »kene3a OKcUI (po3oBas
cMech*), KpacuTeNb jKeJe3a OKCHu I (kenTast cMech ™ *).

* - po3oBas cMech KpacuTels jkeje3a OKCHa MpeICTaBisgeT coOOl cMech Kele3a OKcHaa
kpacHoro (E 172) u tutana quokcuna (E 171).

% - jkenrTas CMECh KpacuTelsls Keje3a OKCHAA IMpelCcTaBiseT co0oil cMech »Kelle3a OKcHIa
xenroro (E 172) u turana quokcuna (E 171).

Onucanne

[IpononroBarbie, OBOSKOBBIMYKJIbIE TaOJETKH, MOKPHITHIE IUICHOYHOH O0OO0JIOUKON CBETIIO-
PO30BOrO 1IBETa, HA OJTHOW CTOPOHE IpaBUpoBKa «012», Ha APYTroM - CTUIIM30BAHHAS «e».
dapMakoJIOTHYecKasi TPyMNINa: aHTUTHCTAMHUHHBIE CPEJICTBA CHCTEMHOTO JICHCTBUS; ApYyTHE
AHTUTHMCTAaMUHHBIE CPEJICTBA CUCTEMHOTO JICHCTBHUS.

Koxg ATX: RO6AX26.

dapmakoJiornieckoe aeicTrpue

Dapmakoounamura

@ekcopenanuy  ((hapMakoIOrMYecKH aKTUBHBIA  MeTa0onUT  TepdeHaauHa) — sSBIsSETCA
QHTUTUCTAMUHHBIM CPEJICTBOM C CEJIEKTHBHOW aHTarOHUCTHYECKOM akTUBHOCThIO K Hi-
perienitopam  0e3  aHTUXOJUHEPTUYECKOTO0 M OJOKUPYIOMIETO  anbdai-aapeHepruuecKue
penentopsl neiictBus. Kpome atoro y gexcodenannna He HaOIIOgACTCS CEIaTUBHOTO NEHCTBUS

U 1pyrux 3Q(eKToB CO CTOPOHBI IEHTPATHHON HEPBHOM CUCTEMBI.



B uccrnenoBanusix y deiaoBeka MO OIEHKE BBI3bIBAEMBIX TMCTAMUHOM BOJIIBIPEH W THUIIEPEMHH
aHTUTUCTAaMUHHOE JelcTBUe (ekcodeHaanHa, MPUHUMAEMOro BHYTPb OJUH WU J[Ba pa3a B
CYTKH, MpOsIBIIsSIETCA 4yepe3 | yac, IOCTHraeT MakcuMyma udepe3 6 4acoB, U IPOAOJDKAETCS B
TeueHue 24 yacoB mocie ero npuema. Jlaxke mocne 28 nHelt mpuema ¢ekcodeHaanHa He
BBISIBJICHO Pa3BUTHUS TOJEPAHTHOCTH K mpenapary. [Ipu onHokpatHoMm npueme ¢dekcodeHaanHa
BHYTPh HAaOJIOJAETCS J0303aBHCHMMOE YBEJIMYCHHE AaHTHUTUCTaMHHHOTO Jddexra mpu
yBenuueHuu A03b1 oT 10 Mr 10 130 mr. IIpu ucnonb3oBanuu TOM K€ MOJIENN AaHTUTHCTAMUHHOTO
JeicTBUsl ObUIO YCTaHOBJIEHO, YTO JJIi MOCTOSIHHOTO B TedeHHe 24 4YacoB JeHCTBHS OblLia
HeoOxoauma no3a He meHee 130 mMr. MakcumanbHOE TOJaBIICHHE OOpa30BaHUs BOJIIBIPEH U
rUrnepeMun Koxku cocrapisieT 0onee 80%.

VY nanueHTOoB ¢ Ce30HHBIM AJUIEPTHYECKUM PUHUTOM, Tody4aBmux 10 240 mr ¢exkcodenanuna 2
paza B CyTKM B TeYeHHE 2-X Hemenb, MNpOAoDKUTENbHOCT, wuHTepBata QTc (QT
CKOPPUTHPOBAHHOI0) HE OTJIMYAJIaCh OT TAKOBOIl MpH IpreMe 1ianeoo.

Taxke ©He HabOmomanoch wusMmeHeHudt QTc mnpu mnpueme dekcodeHaanHa 3T0POBBIMH
no6poBosbiiamu o 60 Mr 2 pasza B CyTKH B TeueHue 6 mecsies, mo 400 mr 2 pa3a B CyTKHU B
TedeHue 6,5 nHell u 240 Mr B CyTKM B TedyeHHE | rofa 1o CpaBHEHUIO C MPOJOJIKUTEIBHOCTHIO
QTc mpu npueme marebo.

Jaxe mnpu TUIa3MEHHOMW KOHILIEHTpaluu, B 32 pa3a MOPeBBIIAIONICH TeparneBTUYECKUE
KOHIIGHTpAaLMU y 4YelloBeKa, (pekcodeHaauH He OKas3bIBAI BIUSHHUS Ha KaJHEeBBIC KaHAJIbI
3aJIep’KaHHOTO BBIIIPSIMIIEHUS B YEJIOBEYECKOM CEPJLIE.

Dapmaxokunemuxa

®dexcodenaauH nociue npueMa BHyTph OBICTPO BCAChIBAETCS, BPEMsI IOCTHXKEHUSI MaKCUMaIbHOU
koHIEHTpauu (Tmax.) cocraBmser mnpubmm3utensHo 1-3 daca. CpenHee 3HAYCHHE
MakcuManbHOU KOHIEHTPAUUH (Cmax) ipu ipueMe 120 Mr B CyTKH COCTaBIISIET MPUOIU3UTEIBHO
289 Hr/mi.

®dekcohenanun Ha 60-70% cBs3BIBacTCS C OCTKAMH TIa3MBI.

dekcopeHauH HE3HAYUTEIbHO METab0JIM3UpYyeTCsl B MIEUYEHH U BHE €€, YTO MOJTBEpIKIaeTcs
TEM, UTO OH SIBJISIETCS €IMHCTBEHHBIM BELIECTBOM, BBISBIIIEMBIM B 3HAUUTEIbHBIX KOJIMYECTBAX
B Moue U (eKaIusaxX YeloBeKa U )KUBOTHBIX.

[Ipu xypcoBoM mpueme mpemnapara Kpubasi BbiBelleHUs (hekcodeHaanHa U3 IIa3Mbl CHUXKAETCs
OMIKCIIOTEHIMATILHO, @ KOHEUHBIN TIEpHO/I MONTyBbIBEACHUS cocTaBisieT 11 - 15 gacos.
dapMaKOKMHETHKA IPU OJHOKPATHOM M KypcoBOM npueme exkcopenanuna (10 120 Mr 1Baxibl
B JICHb BHYTpPb) HOCUT JIMHEHHBIN xapakTep. Jlo3a 240 mr 1Ba pa3a B CyTKH JaeT HE3HAUYUTEIHLHO

JIBIIT YyeM MPOMOPIHAOHAIBH H 0 BCIMYCHHE IUIOIIAAW II0J KpPHUBOK
00 ee, e OITOPITHOHAJIBHOE a 8,8% CIIMYCHUE OlIIa, 0 o)



«KOHILIGHTpalUsI-BpeMsl», YTO YKa3blBaeT Ha TO, uTO (papmakokuHeTuka ¢ekcodeHaanHa
SIBJISIETCS] IPAKTUYECKU JIMHEMHOM B quamna3zone 103 oT 40 10 240 Mr B CyTKH.

CornacHO UMEIONIMMCS Ha HACTOSIIUNA MOMEHT JaHHBIM OOJIbIIas 4YacTh MPUHATON 03Bl B
HEU3MEHHOM BHU/IE€ BBIBOJMTCS C Kemublo, a 10 10% npenapara - ¢ MOYOM.

IMoka3anusi K NPUMEHEHUI0

Ce30HHBIN aJUIEPrUYSCKUM PUHUT (I YMEHBIIIEHUS CUMITTOMOB).

IIporuBoONOKa3aHUA

- ['unep4ayBCTBUTEIHHOCTD K TF0OOMY M3 KOMIIOHEHTOB Ipernapara.

- bepemeHHOCTD.

- [lepuoxa rpygHOTO BCKapMIIMBAHUSI.

- Jerckuit Bo3pact (1o 12 ner).

C 0CTOPOKHOCTHIO

- y NalUEHTOB C XPOHUYECKOW MOYEYHON M MEYEHOYHOW HEIOCTAaTOYHOCTBHIO, a TaKXKE Y
MAMEHTOB MOXKUJIOTO0 BO3pacTa (HEJOCTaTOUYHOCTh KIMHUYECKOTO OMbITAa MPUMEHEHUS Yy 3TOM
KaTeropuu NaueHToB);

- y TAIMEHTOB C CEPJCYHO-COCYAUCTHIMH 3a00JIEBaHUSMHU, B TOM YHCJIEC U B aHAMHE3E
(aHTUTUCTaMHMHHBIE MTpernapaThl MOTYT BBI3BIBATh CepALICOMEHNE U TaXUKAPAUIO, CMOTPH pa3fel
«IToGouHOE AeicTBHEY).

BepeMeHHOCTDH M MePUOA TPYITHOT0 BCKAPMJIMBAHUS

bepemennocmeo

Her nocrarounoro komuuyecTBa JaHHBIX O MpUMEHEHMH (dekcodeHaanHa OepeMeHHbIMU
KeHIIMHaMU. OrpaHuYeHHbIE MCCIIEIOBAaHMS Ha KMUBOTHBIX MOKAa3aJd OTCYTCTBHE NPU3HAKOB
HaIW4YUsl HEOJArompuUsTHOTO BIUSHUS HA TeUEHUE OCPEeMEHHOCTH, BHYTPUYTPOOHOE Pa3BUTHE,
poIbl M TMOCTHaTambHOE pa3BuTHe. DexcoeHaauH MPOTUBOMOKA3aH K HCIOJB30BAHUIO TPHU
OCpEeMEHHOCTH.

Jaxkmauusn

Jannaple 0 copepxkaHuio (ekcodeHaAnHa B TPYJHOM MOJOKE MPU €ro MpHeMe KOPMSIIHMH
TPYABIO JKEHIIMHAMU OTCYTCTBYIOT. OnHako, mpu mnpueme TepdeHaanHa HaOII0IanoCh €ro
MPOHUKHOBEHHWE B TPYAHOE MOJIOKO JAaKTUpYIOIuX >KeHHMH. [loaTomy mnpumeHeHue
dekcodenaarHa Bo BpeMsi Ieprojia KOpMIICHHS TPYIbI0 MPOTUBOMOKA3aHO.

Cnoco6 npuMeHeHus U 103bI

Ecnmu mocne nedeHwsl ynydlieHWss HE HACTyNaeT WJIM CHMIITOMBI YCYTYOJSIOTCS, WIH
MOSIBJISIFOTCSL HOBBIE CHMIITOMBI, HEOOXOAMMO MPOKOHCYJIBTUPOBATHCS ¢ BpauoMm. [lpumensiite

mpernapaT TOJBKO COTJIaCHO TEM IOKa3aHWUSM, TOMY clocoOy NpPHMEHEHUsS M B TeX J103ax,



KOTOpBIE€ YKa3aHbI B HHCTPYKIIUH.
TabneTku npeaHazHayeHbI AJIs IpUEeMa BHYTPb.

Pexomenayemas no3a ¢excodeHannHa nNpu Ce30HHOM aJUIEPTUUYECKOM PHHHTE JJIS B3POCIHBIX H
nereit 12 ner u crapuie cocrasisier 120 Mr ouH pa3 B IeHb NIepe e10i.

Iayuenmul epynnet pucka

HccnenoBanus B crelUalbHBIX TpyHnax pucka (MalueHThl MOXKUIOTO BO3pacTa, MAlUEHTHI C
MOYEUHOW M TEYCHOYHOH HEeI0CTaTOYHOCTHIO) MOKA3ajiH, YTO Y HUX HE TPeOyeTcss KOPPEeKIUH
pexuMa T03UPOBAHMUA.

ITo0ouHOeE nelicTBUE

B mane0o-KOHTpOIMpyeMbIX KIMHUYECKUX HUCCleoBaHMsIX Haubosee yacto (=1% - <10%)
HAOIIOAABIIMMHUCS HEXeNaTeNbHbIMU 3 dexTtamu ObutM TonoBHas 00ib (7,3%), COHIMBOCTD
(2,3%), ronookpyxenue (1,5%) u Tommuora 1,5 %. Ilpu mpueme QekcodeHaanHa yacTtoTa
BBIIIICYKA3aHHBIX HEOIAronpusaTHHIX 3G (GeKkToB ObUTa MOJ00HON TaKOBOM IIPH MpUEMe TI1aIedo.
B mutanie60-KOHTpoIMpyeMbIX HCCIEI0BaHUAX € YacToTo MeHee 1% (OAMHAKOBO MpuU MpHEME
¢dexcopenaguna u miaanebo) M NPU TMOCTMAPKETHHTOBOM TPUMEHEHUHM TpenapaTta ObLIH
cnabocTh, OECCOHHMIIA, HEPBO3HOCTh M HAPYIICHUS CHA WM HEOObIYHBIE CHOBHUICHMS
(mapoHupus), TaKMe KaK KOIIMapbl; TAXUKAPIUs, CepiieOneHne; uapes.

B penxux cnydasx (=0,01% - <0,1%) HaGmromanuch dK3aHTEMa, KpamMBHUIA, 3y U JIpyrue
pEeaKuy TUMIEPUYyBCTBUTEIBHOCTH, TakKue Kak oTeKk KBHHKe, 3aTpylHEHUE IbIXaHUS, OIBIIIKA,
TUIIEpPEMUs] KOXKHBIX TTOKPOBOB, CUCTEMHBIEC aHA(PHUIAKTUIECKUE PEaKIUH.

Ecmm y Bac ormedarorcss moGounble 3G (EKTh, yKa3aHHbIE B WHCTPYKIMU WJIH OHH
ycyryoussitotesi, uin Bel 3ametunu mroOble Apyrue mooouyHbie 3¢ (EKTh HE yKa3aHHBIC B
MHCTPYKIIMU, COOOIIUTE 00 ITOM Bpady.

Ilepeno3upoBka

Cumnmomut

[Ipn mnepeno3upoBke HaOIIONATNCh TOJOBOKPYKEHHE, COHJIIMBOCTH U CYXOCTh BO PTY.
310pOBBIMH TOOPOBOJIBIIAMH TPUHUMAIINCH OJJHOKpaTHbIE 036! 10 800 MT, 1 KypCOBBIE J03bI J10
690 mr 2 pasza B cyTkH B TeueHue 1 mecsaua wiu 240 mr 2 pasa B cyTku B TeueHue 1 ronga 6e3
KaKuX-JIMOO 3HAYMMBIX HEXeJaTeIbHbIX 3 (EKTOB MO CpaBHEHHUIO C Iwianebo. MakcumaibHas
nepeHocumast go03a s pexcodeHaauHa He yCTaHOBIICHA.

Jleuenue

B ciydae mnepeno3MpOBKM PEKOMEHIYETCs MPOBEACHUE IPOMBIBAHUS JKENyAKa, MpUeM
aKTUBUPOBAHHOTO YTJIsl, IPU HEOOXOAMMOCTH CUMIITOMATHYECKAasl U MOAJIEP>KUBAIOIIAs TEPaIIs.

I'emonnanus HeadekTrBeH.



B3aumopeiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CpeICTBAMH

Ecnu Bel mpuMeHsieTe BbIILIENIEPEUNCIIEHHbIE WIN ApPYTue JIEKapCTBEHHbIC Mpernaparsl (B TOM
yuciae Oe3pelenTypHble), Iepel NPUMEHEHHEM JIEKapCTBEHHOro TpenapaTta Asuierpa
IIPOKOHCYJIBTUPYHTECH C BPAUOM.

IIpu coBMecTHOM mpUMeHEHHH (QeKkcodeHauHa C 3PUTPOMULIMHOM WM KETOKOHA30JI0M
KOHIIeHTpauus (pekcopeHaauHa B maa3Me yBeIMuuBaeTcs B 2-3 pas3a, HO 3TO HE aCCOLMUPYETCs
cO 3HauMMbBIM yjuinHeHHMeM uHTepBana QTc. He Habmromanock JOCTOBEPHBIX pa3ivyuil B
4acTOTE€ BO3HUKHOBEHHs HEOIAronpusATHBIX 3()(EeKToB mpHu NMPUMEHEHUH 3THUX IpenapaToB B
MOHOTepanuu U B komOuHanuu. MccnenoBanust Ha JKUBOTHBIX [TOKAa3aJId, YTO BBILIEYIIOMSHYTOE
MOBBIIIEHUE IUIA3MEHHBIX KOHLIEHTpAlUi (ekcoeHaanHa BEPOSTHO CBA3AHO C YJIyUIIEHUEM
abcopbunu excodeHaTuHa U CHUKCHUEM €ro OMIMapHON SKCKPEIMH UM CEKPEILH B IPOCBET
KEIJTyJOYHO-KUIIEYHOT O TPAKTA.

B3anmoneiictBust Mmexy dpekcoheHaTMHOM U OMENPA30JIOM He HaOII0JaeTCs.

He B3aumozelcTByeT ¢ JeKapCTBEHHBIMH CPEICTBAMH, META0OIM3UPYIOIIUMHUCS B [IEUYEHHU.
[IpueM copepxammx amlOMHUHUN WIM MarHdd aHTauMaoB 3a 15 MUHYT [0 mnOpuema
¢dexcodenaaHa TPUBOAUT K CHIDKEHHIO OMOJOCTYIHOCTH TIOCIETHEro B pe3yjbTare, Io-
BUJMMOMY, CBSI3bIBAaHUS B JKEJIyJ0YHO-KUILIEUHOM TPAKTE.

Oco0ble ykazaHus

Pexomenayercsi, 4TOObI IPOMEKYTOK BPEMEHH MEXy pueMoM (ekcodeHaanHa U aHTalUI0B,
COJIEpIKaIMX THIPOOKUCH AIFOMUHUS WJIM MarHus, COCTaBJIsUl, KAK MUHUMYM, 2 Yaca.

Jlist npumenenus y nereit ot 6 10 11 net BeimyckatoTes Tadnetku 30 mr.

BiinsiHue Ha cIOCOOHOCTB YNIPABJISITh TPAHCIIOPTHBIMH CPEACTBAMH, MEXaHU3MaMH

[Ipu mpueme mpemnapata BO3MOXKHO BBIIIOJHEHHE paboT, TPEOYIOMNX BHICOKOW KOHIIEHTPAIIUH
BHUMAaHHS U OBICTPOTHI ICUXOMOTOPHBIX PeakUuil (32 UCKIIOUEHUEM MAIlMeHTOB, 001aa0IInX
HecTaHmapTHOW peaknuei). [losTomy pekomeHayeTcs OO0 3aHITHS TaKUMU  BHAAMH
NesTeIbHOCTH IIPOBEPUTh MHIMBUAYAIBbHYIO PEAKLIMIO Ha TpUeM (pekcoPeHauHA.

®opMbl BBINIYCKA

TaGnerku, MOKPHITHIE TIICHOYHOH 00010uKO0# 120 Mmr.

ITo 10 Tabnerok B 6muctep u3 [IBX/IID/TIBJIX/antomunneBoii poasru. [lo 1 6auctepy BmMecTe ¢
MHCTPYKIMEN 10 IPUMEHEHHUIO TIOMEINAIOT B KAPTOHHYIO MAYKYy.

Cpok rogaocTu

3 rona.

He IMPUMCHATH IO UCTCUCHUHN CPOKA rOAHOCTH.



YciaoBusi XpaHeHust

[Ipu remnepatype He Bbie 30 °C.

XpaHUTh B HEOCTYITHOM JUIs eTeil mecte!

YcaoBus ornycka

OtmyckaroT 6e3 perenra.

IOpuauyeckoe 10, HA UMS KOTOPOT0 BbIIAHO PerHCTPALIMOHHOE YA0CTOBEPEeHHe
A. Harrepmans 311 Cue. I'm0X, I'epmanus.

A. Nattermann & Cie. GmbH, Germany.

IIpousBoauTeib:

Canodu Buntpon Uaayctpus, @panims.

30-36 Avenue Gustave Eiffel 37100 Tours, France.
Opranunsanus, NPUHUMAIOLIASA NIPEeTEeH3MH NOTpeduTeIei:
00O «Omnemna Xenckeay.

Poccus, 125375, r. Mocksa, yi. TBepckas, 22.

Tenedomn: (495) 721-14-00.

®axc: (495) 721-14-11.
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