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MUHUCTEPCTBO 3/IPABOOXPAHEHWI PO 'CUMCKOU OEAEPALIMN
COI'IACOBAHO

HHCTPYKIUSA
MO MEAUHUHCKOMY NPUMEHEHUWIO JIEKAPCTBEHHOTI' O IIPEITAPATA
TATUCTA®

Toprosoe naumenoBanmne: Tarucra”

MesKayHapo/1HOe HENATEHTOBAHHOE HAHMEHOBAHHE: OCTarNCTHH

JlekapcrBennasi popma: TabieTku

CocTaB Ha 0HY Ta0JIeTKY:

oeticmeyiouyee seujecmeso. detarnctuHa auruapoxaopus - 8,00 mr, 16.00 mr, 24,00 mr:
ecnomMoeamenvbuvie Geujecmeda: 1eT0N03a MUKpokpuctauimdeckas 101, mosuaon K-25,
KpaxMasi KaprodesbHblii, INMOHHAs KUCJIOTA, KPEMHUS JMOKCH/T KOJUIOM/IHBIN (adPOCHIT), TAJIbK,
MarHus creapar.

Onucanue:

KpYIJIble TUIOCKOLMIIMHApHYECcKHe TabIeTKH 0T 0es10ro J10 o4t 6es10ro 1upeTa ¢ (packoii ¢ aByx
CTOPOH U PUCKOM C OJIHOM CTOPOHBI.

@apmakoTepaneBTHYECKAsl TPYNNA: [Ipenapar rucTaMuHa.

Koax ATX: NO7CAO1

Dapmako/JI0rHYecKHe CBOHCTBA

Dapmakoounamurka

Mexanu3m JielicTBUs OeTarMCcTHHA WM3BECTEH TOJIBKO vacTU4YHO. CylecTBYET HECKOJIBKO
BO3MOJKHBIX THITOTE3, MOATBEPAK/ICHHBIX JOKINHUYECKUMU M KIMHUYECKUMHU JIAHHBIMH

*  BiusiHMe Ha THCTAMMHEPIrUYECKYIO CUCTEMY

Yactuunplii  aronuct HI-ructaMuMHOBBIX ¥ aHTaroHueT H3-ructaMMHOBBIX  PELENTOPOB
BecTuOyapubIx saep L[HC, obnajaer He3HAUYNTENBHOW AKTHBHOCTBIO B OTHOEHHH H2-
pelenTopoB. berarucTuH yBeinmuuBaeT OOMEH TMCTAMMHA M €r0 BBICBOOOXK/ICHHE ITyTeM
O710KMpoBaHus npecuHanTuuecknx H3-perentopos n cHkeHus Koaudectsa H3-peuentopos.

. YceuaeHue KpoBOTOKA KOXJ1eapHoil 00J1acTH, a TAKXKe BCEro rOJIOBHOIO MO3ra

CornacHo JOKJAMHMYECKHM HMCCIIEJOBAHMAM OETarucTHH YIydlIaeT KpoBooOpaileHHe B
COCY/IMCTOIl MOJIOCKE BHYTPEHHEr0 yXa 3a cueT pacciableHus MpeKanuuIspHbiX CQUHKTEPOB
COCY/IOB BHYTpeHHero yxa. Takke 1mokasaHo, 4To O€TaruCTHH yCHJIMBACT KPOBOTOK I'OJIOBHOTIO
MO3ra y 4eJloBeKa.

« O6Jseryenue npoiecca HeHTPaIbHOM| BeCTHOYIAPHOI KOMIIEH ALK

BeTarncTuH yCKOpsieT BOCCTaHOBJICHHE BeCTHOYJISPHOH (yHKUMH Y IKHBOTHBIX IOCIIE



OJTHOCTOPOHHEH  BeCTHOYISAPHONH  HEHPIKTOMHM, YCKOpss M oOsieryas  IEHTPAIbHYIO
BECTHOYJIIPHYIO KOMIIEHCAIIUIO 3a cYeT aHTaronn3ma ¢ H3-ructaMMHOBBIMH peLIENTOPAMH.
BpeMmsi BoccTaHOBJIEHUMS! TOC/Ie BeCTHOYJISPHOH HEHPIKTOMHMM y YeIOBEKa IpH JICYECHUH
0eTaruCTUHOM TaK)KE YMEHbIIACTCS.

*  Bo30yxkzaeHue HEHPOHOB B BeCTUOYIISIPHBIX s/1pax

J10303aBHCHMO CHMIKAET TEHEpalMI0 MOTEHUUAIOB JAEHCTBUS B HEHpOHAX JlaTePAJbHBIX H
MeInaIbHBIX BECTHOYIISPHBIX si/1ep.

dapmakoMHAMHYECKUE  CBOMCTBA,  BBISIBJICHHBIE ~ HAa  JKHBOTHBIX,  O0€CHEUMBAIOT
MOJIOKUTEIIbHBIN TepaneBTHYECKHiT (P (PekT OeTarucTHa B BECTUOYIISPHOI CHCTEME.
DddexTBHOCTL OeTarncTHHa Oblla MPOJEMOHCTPUPOBAHA Y MALMEHTOB € BECTHOYISAPHBIM
FOJIOBOKPYKEHUEM U CHHAPOMOM MeHbepa, YTO NpOsBIAIOCh YMEHBIICHHEM BBIPAXKEHHOCTH U
4aCTOTHI FOJIOBOKPYIKEHUI.

Dapmarkokunemuka

Bceacuvisanue

[Ipu nepopajibHOM npueme OeTarucTUH ObICTPO M MPAKTHYECKH IOJHOCTHIO BCAChIBAETCS B
KeJIyIOuHO-KuIeuHoM TpakTe. [locsie BcackiBaHusi mpenapaTt OBICTPO M IOYTH [OJIHOCTBIO
MeTaboIM3upyeTes ¢ 00pa3oBaHueM MeTadoIuTa 2-MUPUIMITYKCYCHOI K1Ca0Thl. KoHlleHTpanus
OeraricTHHA B IJ1a3Me KPOBU OYeHb HU3Kasi. Takum oOpazoM. papMaKOKMHETHYECKHE aHAJIN3bI
OCHOBaAHbI Ha U3MEPEHUU KOHIEHTPALUU MeTabOINTa 2-TUPUANIYKCYCHON KHCIOTHI B TIa3Me U
Moue.

[Ipu npueme npenapara ¢ nuiieil MakcumaibHas KoHueHTpauus (Cmax) npenapara B KpOBH
HIDKE, YeM MpHu npueme Hartomak. OaHako cymmapHasi abcopOuus OeTarucTMHa OJIMHAKOBA B
o0ouX clyyasix, 4TO YKas3blBaeT Ha TO, 4TO TMPUEM IHIIM JIMIIb 3aMEJUISET BCAChIBaHUE
OerarucTuHa.

Pacnpeoenenue

Cas3piBanie OeTarkucTHHA ¢ OeIKaMU IJ1a3Mbl KPOBU COCTaBISET MeHee 5 Yo.
buompancghopmayus

[locie BcachbiBaHMs OeTarMCTHH OBICTPO M MOYTH  [OJHOCTBIO  METabOIM3HpYeTCs ¢
oOpasoBanueM  MerabosTa  2-MUPUANIYKCYCHOH — KMCJIOTBI  (KOTOpHI  He  oOnajaer
(apMaKkoIOruyeckoil aKTHBHOCTBIO). MakcuMaabHas KOHIEHTpauus 2-NUPHIHITYKCYCHOM
KMCJIOTBl B IJIa3Me€ KPOBM (MM MO4Ye) JIOCTHraercs dvepes3 wvac nocie npuema. Ilepnoa
TIOJTYBBIBEICHHS TPUOIU3UTENIBHO 3,5 vaca.

Bwigeoenue

2-NUPHANIYKCYCHAs KHCII0Ta OBICTPO BBIBOAUTCS ¢ MOuoii. [Ipu npueme npenapara B j103e 8-48

MI' 0K0JI0 85 % HauaybHOM /10361 OOHapy)KuBaeTcsi B Moue. BriBeeHne OeTarucTuHa rnoyKamMmu
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WJIM Yepe3 KUIIEUYHUK HE3HAYUTEIIBHO.

Juneitnocms

CKOpPOCTh BBIBEJICHUSI OCTAETCS TMOCTOSIHHOW NpHW mepopajibHOM mnpueme 8-48 Mr npenapara,
yKa3biBass Ha JUHEHHOCTh (PapMaKOKMHETHKM OeTarucTHHA, U MO3BOJSAET NPEANOI0KUTh, YTO
3a/IeiCTBOBAHHBII MEeTadOJINYECKHil yTh OCTAETCsI HEHACBILIEHHBIM.

Iloka3aHusl K NPUMEHEHHIO

Cunjpom MeHbepa, XapaKTepU3YIOLIUICS C/IeYOIMMU OCHOBHBIMH CHMIITOMaMHU:

- TOJIOBOKPY)KEHHE (CONPOBOKIAOIIEECs TOUIHOTOH/PBOTOI)

- CHMKEHHE cllyXa (TyroyXxocTh)

- 1IyM B ylIax

CHUMIITOMAaTHYECKOE JICYEHUE BECTUOYIISIPHOTO FOJIOBOKPYKEHHSI (BEPTUTO).
IIporuBonoka3anus

- (peoxpomonnToma;

- MOBBIILIEHHAS! YYBCTBUTEJILHOCTH K JII00OMY M3 KOMIIOHEHTOB IIpenapara.

Taructa® He pekoMeHjayeTcs JUIs TPUMEHEHHs y jeTeil B Bo3pacte 10 18 sier B CBA3M ¢
HEJIOCTATOYHOCTHIO JIaHHBIX MO (PPEKTUBHOCTH U O€30I1aCHOCTH.

C 0CTOPOKHOCTBIO

[TanueHTh! ¢ OPOHXUAILHON aCTMOIA, S3BEHHON 00JIe3HbBIO HKeJTy1Ka /UK JIBEHAIaTUIIEPCTHON
KUIIKK TPeOYIOT THIATEIbHOTO HAOIIOICHUS B IEPUO/L JICYEHHUS.

[Ipumenenne npu 6epeMeHHOCTH H B MIEPHO/ I'PYAHOI0 BCKAPMJIHBAHUS

bepemennocms

MMeromuxcst JaHHbIX 0 IPUMEHEHUH OeTarucTuHa OepeMEeHHbIMH JKEHIIMHAMU HEJI0CTATOYHO.
McenenoBanns Ha OKMBOTHBIX HE BBIABUJIM TPSIMON MM HENPAMOW  PEnpojayKTHBHOM
TOKCHUHOCTH. beTarucTuH He JIOJDKEH HCIOJIb30BaTLCS BO BpeMs OepeMeHHOCTH 34
HCKJIIOUEHUEM CJIyYyaeB 04eBH/IHON HEOOXOAMMOCTH.

[ pyonoe eckapmiueanue

HensBecTHO BbIJAENSETCS JM OETAarMCTHH C TPYJAHBIM MOJIOKOM Y uesloBeKa. beraructux
BBIJIEJIAETCS C TPYJAHBIM MOJIOKOM Yy Kpbic. McciieoBaHUst Ha KMBOTHBIX ObIJIM OrpaHUYEHBI
MpUMEHEHHEM Tpernapara B O4Y€Hb BBICOKHMX /103aX. Bompoc o Ha3HauyeHHH JICKQpCTBEHHOTO
npenapata MaTepu JOKEH MPUHUMATbCA TOJIBKO IOCJIE COMOCTABICHHS TOJb3bl I'PYIHOIO
BCKapMJIMBAHUS ¢ TOTCHIMATBHBIM PUCKOM JUISl TPY/HOIO pedeHKa.

(Depmu.'l bHOCMb

B ncciieioBanuaX Ha )KUBOTHBIX (KpbIcaxX) BIMSHUS HAa (PEPTUIBHOCTD HE BBISIBIICHO.

Cnocod npuMeHeHUs U 1035l

Bceeraa npunumaiite Tarucra® Touno Tak, kak nponucan Bam neuamuii Bpau. Ecii y Bac ectb
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Kakue-T1u00 BOMPOCHI, MPOKOHCYJIbTUPYHTECH ¢ Batium jevammm BpayoM.

BHYTpb, BO Bpemsi €/ibl.

Jlo3a npenapata Juist B3pocibiX cocTaBiseT 24-48 Mr OeTarucTiHa B JI€Hb.

Taructa® 8 mr cieayer npuanmats 1o 1 - 2 rabietkn 3 pasa B I€Hb.

Taructa® 16 Mr ciesyer npuHUMATh 110 Y - 1 TabieTke 3 pasa B JI€Hb.

Tarucra® 24 mr cieayer npuHuMatsh 1o 1 tabsietke 2 pas3a B ICHb.

Jlo3y ciejtyeT noA0MpaTh HHAMBUIAYATILHO B 3aBUCUMOCTH OT PEaKLMHU Ha JeYeHne. YIIydlleHne
MHOT/Ia HaOJI0aeTcsl TOJILKO uYepe3 HECKOJIbKO Helenb JjedeHus. Haumydiime pesysibTarhl
MHOIJIa JIOCTUTAIOTCSl TMOC/Ie HECKOJIbKMX MecsleB JieueHus. MMerores JaHHble O TOM, 4YTO
Ha3HAueHHe JieueHusl B Hauaje 3abosieBaHMs MPEJIOTBPALIAET €ro MPOrpeccupoBaHUe W/WIIH
MOTepIO cliyxa Ha OoJiee MO3/IHUX CTaIUAX.

[ooicunoi sozpacm

HecMoTps Ha  OrpaHMYEHHOCTh  JAaHHBIX  KJIMHUYECKUX  MCCJICJAO0BAHUI.,  OOIIMPHbIH
MOCTPErUCTPALIMOHHBIN OMBIT MPEANOoaraeT, YTo KOPPEeKLUMs 103bl Yy 3TOH IpyNIibl MallMEHTOB
He Tpedyercs.

Htll[ll(,’llﬂlbl ¢ noyeuynou/neyenoyHol HedoCmamoyHoCmsvio

CrnienraibHble KJIMHUYECKHUE UCCIIEI0BAHUS B ATO TpyIIe NalueHTOB HE MPOBOAMINCH, OTHAKO
MOCTPETUCTPAIIMOHHBINA OMBIT JaeT OCHOBAHUS IMPEANOJararb, YTO KOPPEKLHUs J03bl Y JaHHOU
TPYIIIbI MALMEHTOB He TpedyeTcs.

[ToGounoe aeiicTBHE

YacToTa BCTpEe4aeMOCTH MOOOYHBIX JICHCTBUI KilacCHPUIUPYETCs CAEAYIOIIM 00pa3oM: 04eHb
yacto (>1/10); ywacto (or >1/100 no <1/10); mewacto (ot >1/1000 no <1/100); peako (ot
>1/10000 1o <1/1000); owens peako (<1/10000): HeuszBecTHas vacToTa - HE MOMKET OBITH
OIlIEHEHA Ha OCHOBE MMEIOIIMUXCS JIaHHBIX.

Hapyuenust co cmoponvt Hceiy0ouHO-Kuueyno2o mpakmad.: 4acto - TOIIHOTA U JIMCTICTICHS.
Hapywenust co cmoponvl HepeHOll cucmemul: 4acTo - TOJ0BHas 00J1b.

Kpome »5Tux 3(QQeKkToB, BBISBICHHBIX NPU TMPOBEJCHUHM KIMHUYECKMX HCCIIE0BAHHM, B
Mpolecce MOCTPErUCTPAIlMOHHOTO TMPUMEHEHHS M B HAYYHOH JIMTEpaTtype cooOIlasocs o
HIDKECIEAYIOIIMX HeKesaTelbHbIX d(dekrax. VMeomuxces AaHHBIX HEJA0CTaTOYHO, YTOObI
OLICHUTDb UX YACTOTY.

H(l[?ylllt’llll}l CO CMopoHbl ll.\l.\l)’HH()fl cucmembl HEU3BECTHAs 4acToOTa - pCaKkIius
TUIEPYYBCTBUTEIILHOCTH, B TOM YHCIIe aHA(UIAKTHYECKAsk PEAKIHsL.

Hapywenusi co cmoponvl jceIyoodHo-KUMedHo20 mpakma: HEU3BECTHAS YacTOTa - YMEPEHHBIC
paccTpoiicTBa. TAKME KAaK PBOTA, JKeJy/0UHO-KUIIeYHbIe OOIH, B3AyTHE KUBOTA. ITH dPDEKTHI

OOBIYHO HCYE3alT I0CJIe npuema mnperapara 0OJHOBPEMCHHO C MUIIEH WM TOCJIE CHUKEHUS
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JLO3Bl.

Hapyulellllﬂ CO CMOpOHblL KoxuCu U NOOKOJICHBIX mKaHel. HEW3BEeCTHas yacrora - pe€akumu
TUTIEPUYBCTBUTEILHOCTH, B OCOOEHHOCTH aHTMOHEBPOTHYECKHI OTEK, KpPAMBHUILIA, 3Y/T U ChIllb.
Eciu modvie u3 ykazannolx eviute noOOYHuIX d¢hhexmos ycyeyonsiomes wiu Bei 3amemunu
a06bie Opyeue nobounvie YPghekmol, He YKazanuvle 6 UHCMPYKYUU, coodujume 00 mom 6pay.
Ilepeno3uposka

M3BeCTHO HECKOJIKO CJIyyaeB MEpe/Io3UPOBKM  rpenapara. Y  HEKOTOPHIX [MalHeHTOB
HaO0JI0/1a/IMCh JIETKHE M YMEPEHHBIE CUMIITOMBI (TOIIHOTA, COHJIMBOCTb, 00JIb B JKHBOTE) MOC/IE
npuema rnpernapata B j03ax jo0 640 mr. bosee cepbe3Hble OCI0KHEHUS (CYI0POTH, CepPAECUHO-
JIETOYHBIC OCJIOKHEHMs) HaAOII0JaluCh IpU MPEAHAMEPEHHOM [IpHEME TOBBIIICHHBIX J103
OerarucTHa, 0OCOOEHHO B COYETAHUHU C MEPEA03UPOBKOM JIPYIUX JIEKAPCTBEHHBIX CPE/ICTB.
PexoMeH1yeTcst CHMITOMATHYECKOE JICUEHHE.

B3anmo/eiicTBHe ¢ IPYTHMH JI€KAPCTBEHHBIMH CPeJICTBAMH

Eciu B Hacrtosiiee BpeMs WM B HEJaBHEM NPOLLIOM Bbl nmpuHUMAaIH Jpyrue JIeKapcTBEHHbIC
cpejcTBa, B TOM uucie Oe3 Ha3HayeHWs Bpaya, coolOmurTe o0 ITOM. MoXKajyiicra, CBOEMY
jevaliemMy Bpauvy.

UccnenoBanus in vivo, HalpaBjieHHble Ha W3y4E€HUE B3aUMOJACHCTBHUS C  JIDYTUMH
JIEKapCTBEHHBIMU MpenapaTaMu, He NpoBOAMINCE. OCHOBBIBASICH Ha JIAHHBIX i1 Vitro, MOKHO
MPEANOIOKUTh OTCYTCTBHE HHIHMOMPOBAHUS aKTUBHOCTH M30(epMeHTOB nurtoxpoma P450 in
VIVO.

Jlanuple in vitro noka3aaum WHruOMpoBaHue MmetadosM3Ma OeTarucTHHa IO JCHCTBUEM
penapaTtoB, KOTOpble MHrHOUpPYIOT MoHoamuHOKcnaazy (MAO). Bkmovas MAO noaruna B
(nanpumep, ceneruiaut). Cieayer cod0aTh OCTOPOKHOCT ITPU O/THOBPEMEHHOM Ha3HAYCHUHU
OerarnctHa ¥ UHTUOUTOPoB MAO (BKIIIO4ast MAO-B).

berarvcTHH SBJISETCS aHAIOrOM FMCTAMUHA, B3anMo/ieiicTBue OetaructiHa ¢ Ojgokaropamu Hi-
IUCTAMMHOBBIX PEIENTOPOB TEOPETUYECKH MOKET BJIUATH Ha YPPEKTHUBHOCTH OJHOIO M3 ITHUX
JIEKapCTBEHHBIX CPEJICTB.

Biansinue Ha ¢coco0OHOCTH YNPABIASTH TPAHCIOPTHBIMH CPEICTBAMH, MEXaHH3MAMH
Beraructin He obsazaeT cegaTUBHBIM Y(QPEKTOM M HE BIMSET Ha CHOCOOHOCThL YIPABJIATH
ABTOMOOMJIEM  WJIM  3aHMMAThCs  BHJAMH  JICITEILHOCTH,  TpeOyIomMMHU  OBICTPOTHI
MCUXOMOTOPHBIX PEAKIU.

®opma BeINYCKA

Tabnerkun 8 mr, 16 mr u 24 mr.

[To 10 uam 30 TabieTOK B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 MJICHKH MOJMBUHUIXJIOPH/HOM

1 GoJIbIM ATOMUHUEBOM MEYaTHON JTAKMPOBAHHONM MJIM B KOHTYPHYIO SYEHKOBYIO YITAKOBKY U3

5



($oJIbI'M ATIOMMHUEBOW MEYaTHON JTaKMPOBAHHON M (OJILIM AJTIOMUHUEBOM, JIAMUHMPOBAHHON
MOJMBUHWIXJIOPUIHON U MOJIMAMH/IHOMN IIJIEHKOIA.

[To 3 win 5 KOHTYPHBIX SYEHKOBBIX ymakoBok 1o 10 tabnerok, mo 1. 2 uau 3 KOHTYPHBIX
AYEHKOBBIX yNMakoBkH 1o 30 TabaeTOK BMECTe ¢ HHCTPYKLMEH 10 MEJAMLMHCKOMY MPUMEHEHHUIO
JIEKApCTBEHHOTO Mpernapara B Mauyky U3 KapToHa.

YeaoBusi XxpaneHust

B 3amuineHHOM OT cBeTa MecTe npH Temneparype He Boiie 25 °C.

XpaHUTb B HEJJOCTYITHOM JUIS JIETEN MeCTeE.

Cpoxk rogHocT

3 roja.

He ucrnosib30Barh npenapar rnocjie HCTeUEHUs! CpOKa roJAHOCTH.

YeaoBusi ornycka

OTnyckaroT 1o peuernry.

IIpousBoauTenn

000 «Xemodapm», Poccus

249032, Kanyxckas o0:1., . OduuHck, Kneckoe mocce, 1. 62

Ten.: (484) 399 0500; ¢pakc: (484) 399 0525

HanveHoBaHHe M aJpec IOPHAHYECKOI0 JIHIA, HA HMS KOTOPOI0 BbLIIAHO perucrpa-
IHOHHOE Y/I0CTOBEPeHHe/OPraHH3aIusl, IPHHHMAIOIAS PeTeH3HH

AO «Hwxdapm», Poccus

603950, r. Huxuuit HoBropoza, yi. Canranckas, a. 7

Ten.: (831) 278-80-88; daxc: (831) 430-72-28

E-mail: med(@stada.ru

[To nosepennoct AO «Huxdapm» E.A. AradoHoBa




