)QbHUB-VULI

MUHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUNCKON OEJEPALIUI

MHCTPYKIMA
[10 MEJTUIITUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

I'OITAHTEHOBASI KUCJIOTA ®OPTE
Perncrpanmonnbiii Homep:
Toprosoe naumenoBanue: [ OITAHTEHOBAS KHUCJIOTA ®OPTE

Me?KlIYHaPOIIHOC HENMAaTeHTOBAHHOE HJIH I'PYNINIHPOBOYHOC HAUMEHOBAHHE: TOIAHTCHOBAA
KHCJI0Ta

JlekapcTBenHnasi popma: TabieTkn

Cocras

1 TabneTka CONEPIKUT:

Oeticmeyloujee seujecmso. Kanpiys ronanteHat — 500,0 mr;

8CHOMO2amenbHbIe Beujecmea; Marius THAPoKcHUKapOoHat rujpat — 93,60 mr, Tanbk — 18,60 mr,
KaJIblMs creapat — 6,20 Mr, MeTuiesuonos3a — 1,60 mr.

Onucanue: Kpyrjble IIOCKOLMIMHAPHYECKHe TaOIeTKH 0e10ro Wiy mouTd Oeroro mBeta ¢
(backoil 1 pUCKOH.

dapmakorepaneBTHYECKasi FPYINIa: HOOTPOITHOE CPEJICTBO
Kox ATX: N0O6BX

dapmMakoI0ru4ecKne cBoicTBa

DapmakoOuHamuka

CriekTp JeHCTBHS TONMAHTEHOBOH KHMCIIOTHI CBS3aH C HAIMYMEM B €ro CTPYKType ramma-
AMMHOMAC/ISHON KUCIOTBL. MeXaHu3M JeHcTBUS 00YCIOBIICH IPSIMbIM BIMSHHEM TOMIAHTEHOBOH
kuciaotsl Ha TAMK5 - penentop-kaHaibHbI KoMmIuteke. IIpemapar obiagaeT HOOTPOIHBIM H
IPOTHBOCYIOPOKHBIM JIeHCTBAEM. ['ONaHTEHOBAsA KMCJIOTa MOBBILIACT yCTOHYMBOCTH MO3ra K
IUTIOKCHH M BO3JICHCTBUIO TOKCHYECKHMX BEIIECTB, CTUMYJHPYET aHaOOJIHUYECKHE MPOLECCH B
HeMpoHax, cOYeTaeT YMEPEHHOE CEIaTUBHOE JIEUCTBHE C MATKAM CTHMYJIUPYIOIIAM s dexTom,
YMEHBIIAET MOTOPHYIO  BO30YAMMOCTb, aKTHBHPYET — YMCTBEHHYIO | (bU3NYECKYIO
pabotocrocobHocTh.  Yiydmaer MmerabomusM [AMK  mpu  XpoHHYECKOH AJIKOTOJIbHOM
HHTOKCHKAIIMK U TTocje oTMeHbl stanosa. CriocoOeH HHruOMpoBaTh peakiny aleTHINPOBAHUS,
y4acTBYIOIIME B MEXaHW3MAX MHAKTHBALMH HOBOKAWHA M CYJbpaHMIaMHI0B, Oiaronaps qemy
JIOCTHTAeTcsl IPOJIOHIUPOBAHKE JEHCTBHSA MOCIEIHUX. BBI3bIBACT TOPMOKEHUE TTATOIOTHICCKH
MOBBIIIEHHOTO My3BIPHOTO pedJiekca U TOHyca AeTpy3opa.

DapmaKkoKkuHemuKka

[omaHTeHOBasi KUCIOTA OBICTPO BCACHIBAETCS M3 JKEIYJIOYHO-KUIIECYHOIO TPaKTa, MPOHHKACT
yepe3 remarodnuedaanyeckuit 6apbep, HauOOJIBIINE KOHIEHTPAIWM CO3MAIOTCS B ICUCHH,



MoYyKax, B CTEHKE Xenyaka u koxe. [Ipemapar He wmeraboiM3UpyeTcs M BBIBOAMTCHA B
HEU3MEHEHHOM BHJIe B TeueHue 48 yacos: 67,5 % OT NpUHATON 103bl SKCKPETUPYETCS OYKaAMH,
28,5% BBIBOJIMTCS] KUIIICYHHUKOM.

IToxa3zanusi K NPpUMEHEHHIO

e KOrHWTHBHBIC HAPYIICHHS MPU OPraHHUECKHX MOPAKEHUSX T'OJIOBHOTO MO3ra (B TOM YHCIIE,
MOCJIC/ICTBHS HEHPOUH(EKITHI U YEPETHO-MO3TOBBIX TPaBM) U HEBPOTHYECKHX PAaCCTPOMCTBAX;

e [IPH DKCTpAlMPAMHUIHBIX TMIIEPKHHE3aX y MAIHEHTOB C HACJIEACTBEHHBIMH 3a00JICBAHMIMU
HEPBHON CHCTEMbI B KOMOMHAIIUYU C TIPOBOIUMOMN TEPAIIUEH;

e B KauecTBE KOppeKTopa MHpu MOOOYHOM JEHCTBHM HEHPOJIENTUYECKUX CPEICTB, TIPH
HEMPOJIENTHYECKOM SKCTPAITMPAMHU/IHOM CHHIPOME (THIEPKHHETHUECKOM M aKMHETHYECKOM), B
COCTaBe KOMIUIEKCHOM Tepanmuu Tpu IepeOpabHOW OpraHU4YeCKOM HEI0CTaTOYHOCTH Y
MAIUEeHTOB ¢ Mu30ppeHuei;

e ONWJIENCHS C 3aMEUIEHHEM TMICHXHYECKHX IIPOLIECCOB B KOMIUIEKCHOM Tepamuud ¢
IIPOTUBOCYAOPOKHBIMU CPE/ICTBAMHU;

e [ICHXOOMOIIMOHAJLHBIE  IEPErpPy3KH,  CHIDKEHHE  yMCTBEHHOH M (Qusmueckoi
paboTOCIIOCOOHOCTH, JUISl YITyUIIeHHs] KOHIEHTPALMH BHUMAHUS U 3alIOMHHAHUS;

e HEHpPOreHHBIE PACCTPOUCTBA MOUYECHCIYCKaHHs (MOJUIAKUYPHs, HMIICPATHBHbBIC I103BIBEI,
MUMIIEPaTUBHOE HEJACPKAHUE MOYH, SHYPE3);

e JIeTSM C 3aJIePKKOH pa3BUTHs (IICHXHYECKOTO, PEYEBOT0, MOTOPHOTO HJIM MX COYETAHHs), B
TOM 4YHcjIe Ha (OoHE MepeHeCeHHOM MepuHaTATbHON SHIepaTONaTU! U y JCTeH ¢ pa3InyHbIMH
(dhopMaMu AeTCKOro 1epeOpalbHOro napainya;

e JIeTSM IPH THIEPKHHETHYECKUX PAacCTPOMCTBAX (CHHAPOME TMIEPAKTHBHOCTH € AePUIHTOM
BHUMaHUs);

e JIeTIM IIPH HEBPO30MOJOOHBIX COCTOSHMAX (THKAX, 3aMKaHWH, TNPEUMYLIECTBEHHO IIPH
KJIOHHYECKO# popme).

IIpoTuBONOKa3aHUNA

e [ 'unepuyBCTBUTEIBHOCTh K JCHCTBYIONIEMY BEIIECTBY MW/MJIM JIHOOOMY M3 KOMIIOHEHTOB
npernapara;

e OCTpBIE TSDKEJbIE 3a00JIEBaHUS ITOYEK;

e OEpeMEHHOCTb;

® [IEpHO/] IPYHOTO BCKApMIIMBAHUS;

e JIETCKHI BO3PACT JI0 3-X JIeT.

Ipumenenne npu 6epeMEHHOCTH U B IEPHO/I I'PY/IHOr0 BCKaPMJIMBAHHSA

He pexoMeHayeTcsi MpPUMEHEHHE TIIperapara Ipd OEpeMEHHOCTH W B IIEPUOJA TPYIHOTO
BCKAPMJIMBAHUSA B CBSI3U C OTCYTCTBHEM OIIBITA KJIMHHYECKOTO TIPUMEHEHHUS y 9TOH KaTeropuu
MAIMEHTOB.

Cnoco0 npuMeHeHHs H 103bI

BHyTpb, yepe3 15-30 MUHYT 1OCIIE €/IBI.

PasoBas 103a 11s B3pocibix 00buHO coctapisteT 0,25 —1r (/2 - 2 Tabnerkn), wis gereit - 0,25 —
0,5 r (/2 - 1 Tabnerku); cyrounas 103a uist B3pocibX — 1,5 — 3 1 (3 - 6 TabneToK), st AeTei -



0,75 - 3 r (1,5 - 3 Tabnerok). Kypc sedenus — ot 1 10 4 Mecsues, nHOraa 10 6 Mecsnes. Yepes
3 - 6 Mecs1IeB BO3MOYKHO TPOBECHHE MOBTOPHOTO Kypca JICYECHHUS.

IIpu KoO2HUMUBHBIX HAPYUIEHUAX NPU OPSAHUYECKUX NOPANICEHUAX 20/I06H020 MO32d, 6 MOM HUC/e
npu  NOCIeOCMBUAX — HeUPOUHpeKyutl U YepenHo-MO3206blX MpPaem, U HeBPOMUYECKUX
paccmpoiicmeéax: 1o 0,25 1 ('/2 Tabnetku) 3 - 4 paza B CyTKH.

IIpu sKkcmpanupamuonvlx 2unepKune3ax y nayuenmos ¢ HAacle0CmeeHHbIMU 3a00/1e6aHUsMU
HepEHOU cucmembl 6 KoMOuHayuu ¢ npoeooumot mepanueti: B 1o3e ot 0,5 10 3 r B cytku (1 - 6
tabnerok). Kypc nedenus 1o 4-x u 0osiee MecseB.

B kauecmse koppekmopa npu nobGoYHOM Oelicmeuu Heupolenmuyeckux cpeocms, npu
HeTPONeNMUYECKOM IKCMPANUPAMUOHOM CUHOPOME (2UNEPKUHEMUYECKOM U KUHeMUYECKOM), 6
cocmase KOMNIEKCHOU mepanuu npu  yepedpanvHoll O0peaHuyeckoll HeOOCMAamoyHoCmu Y
nayuenmos ¢ wuzogpenuet: B no3e ot 0,5 no 1 r (1 - 2 tabnerkn) 3 pasza B CyTKH; IE€TAM — B
nose ot 0,25 10 0,5 r (/2 - 1 Tabnetku) 3 - 4 pasa B cyrku. Kypc nedenus 1 - 3 mecsna.

Ilpu onunencuu ¢ 3ameodieHuemM NCUXUYECKUX NPOYeCcco8 6 KOMNAEKCHOU mepanuu ¢
npomueocyoopodichvimu cpedcmeamu. B no3e ot 0,510 1 r (1 - 2 tabnetku) 3 pasa B CyTKH;
getsim — B go3e ot 0,25 1o 0,5 r (/2 - 1 tabnerku) 3 - 4 pasa B cytku. Kypc nedenus
J10 6 MeCsIIIEB.

[Ipy  NCHXOOMOUMOHAIBHBIX  MEperpy3kax, CHIDKCHHH YMCTBEHHOH u  (u3muecKon
paboTOCIOCOOHOCTH, JUISl yJIy4YlIeHHs KOHIEHTPAllWM BHUMaHHs M 3anomuHanus: 1mo 0,25 r
(/> TabneTku) 3 pasa B CyTKH.

Ipu netipozennbix paccmpoiicmeax Mo4eucnyckanus: B3pocisM - B jo3e ot 0,5 no 1 1 (1 -2
tabneTku) 2 - 3 pasa B CYTKH, AeTsM - B o3¢ ot 0,25 10 0,5 r (/2 - 1 TabneTku) 3 pasa B CyTKH
(cyrounas jo3a cocrasiseT 25 — 50 mr/kr). Kypc nedenns 1 - 3 mecsua.

Jlemsm ¢ paziuunou namono2uel HepeHOU CUCmeMbl B 3aBUCUMOCTH OT BO3pacTa Ipernapar
PEKOMEH/IyeTCsl TPUHUMAaTh 10 3 T B cyTkH (6 Tabnerok). TakTika Ha3HayeHHs Ipenaparta:
HapalMBaHUe I03bI B Teuenue 7 — 12 JHel, mpueM B MAaKCHMaJIbHOM 03¢ Ha MPOTSHKEHHH 15 —
40 mHEl U MOCTENEHHOE CHIKEHME JI03bI JI0 OTMEHBI Iperapara B TedeHue 7 — 8 JIHei.

IlepepbIB MeX/y KypCOBBIMH MPHEMaMH TONAHTEHOBON KHCIOTHI, KaK M JUIs JIEOOOro APyroro
HOOTPOITHOTO CPEJICTBA, COCTABIISET OT 1 110 3 MeCAIEB.

Jlemsam npu 3a0epaicke paseumus: 1o 0,5 r (1 Tabnerka) 3 - 4 pasa B cyTku. Kype nedeHus -
2 - 3 mecsna.

Jlemsim ¢ CunOpOMOM 2UNEPAKMUBHOCTU € Oepuyumom 6HUMAHUs B 3aBUCUMOCTH OT MacChl
TeJTa penapaT Ha3HAYaloT B Cpe/IHeil TeparneBTHYecKoi 103e 30 MI/KT B CYTKH, yTPOM H JIHEM, C
TUTPOBAaHUEM JI03bI B TeUeHUE NepBbIX 5 - 7 nHeil. Kype nedyenus — 3 - 4 mecsua.

Jlemam npu  He6pO30N000OHBLIX COCMOAHUAX —(MUKAX, 3AUKAHUY, NPeUMyujeCmeeHno npu
xkaonuueckoti gopme): B noze ot 0,25 mo 0,5 r (‘2 - 1 Tabuerku) 3 - 6 pa3 B cyTku. Kype
nedeHus — 1 - 4 mecsua.

C yd4eToM HOOTPOITHOTO JEHCTBHs Mpenapara €ro MpHeM IPOBOAUTCS MPEANOYTUTEIBHO B
yTpPEeHHHE U JTHEBHBIE Yachl (10 17 yacoB).

Ipenapam npumensiemea y demeti cmapute 3-x iem. B 6onee pannem 603pacme pekomenoyemcs.
npuem npenapama 6 6uoe Cuponda.

IToGounoe neiicTBHE
Jns ompedeneHHs YacTOTHI BO3HMKHOBEHHs MOOOUYHBIX 3((eKTOB mpemapara NPUMEHSIOT
creylomyo knaccuukaimio: odeHs gacto (> 1/10); wacro (= 1/100 u < 1/10); Hewacto



(= 1/1000 u < 1/100); peaxo (> 1/10000 u < 1/1000); ouens pemxo (< 1/10000); wacrora
HEM3BECTHA (HE MOXKET OBITh YCTAHOBJICHA HA OCHOBAHMH UMEIOIUXCS JAHHBIX ).

Co cmoponbl UMMYHHOU CUCHEMbL:

O4eHb pedKko. aNIepruyYecKue peakuud (PUHHUT, KOHBIOHKTUBUT, KOXKHBIE aJlJIEPrHUECKUe
pEaKIHH).

Co cmoponsl ncuxuku:

OueHb peoKo. BSIIOCTh, 3aTOPMOXKEHHOCTh, HApyIIEHHE CHA, COHJTMBOCTB,

Co cmopoHbl HepeHOUl cucmembl:

oYeHb pedKo. TUTEPBO30YKICHUE, FOJIOBHAS 00JIb, TOJIOBOKPYKEHHUE, IIIyM B I'OJIOBE.

B ciyyae BO3HHKHOBEHHs HApYIIEHHI CO CTOPOHBI UMMYHHOH CHCTEMBI OTMEHSIOT IIperapar.
B ocTanpHBIX cIy4asX YMEHBIIAIOT 103y Ipenapara.

IlepenosupoBka
Cumnmomvpl: HApYIIEHUsI CHA WA COHJIMBOCTD, LIIyM B I'OJIOBE.
Jleuenue: akTUBUPOBAHHBIN YTrOJib, IPOMBIBAHHE KEITY/IKA, CHAMITOMATHYCCKAs TepaITusl.

B3aumojeiicTBHE ¢ IPYTHMH JIEKAaPCTBEHHBIMH CPeICTBAMH

[Ipostonrupyet aeicTBue GApOMTYpaTOB, YCHIMBACT JAEHCTBHE NPOTHBOCYIOPOXKHBIX CPEICTB,
TIpeI0TBpaIIaeT nobounble ABjieHus GeHobapOuraia, kKapobamasenuua, HelponenTukos. Dddext
rOMAHTEHOBOM KHCJIOTHl YCHJIMBAETCS B COYETAHHM C TIIMIHHOM, STHAPOHOBOW KHCIIOTOM.
[ToTeHIUpyeT JeHCTBHE MECTHBIX AHECTETUKOB (IIPOKAaHHA).

Oco0ble ykazaHusi
B yCI0BHSX JUTHTEILHOTO JICYCHUS] HE PEKOMEH Iy€eTCsl OZIHOBPEMEHHOE Ha3HAYCHUE ITperapaTa ¢
JIPYTHMH HOOTPOITHBIMU M CTUMYJIMPYIOIIUMH CPEJACTBAMH.

Biiusinue Ha cr0COOHOCTH YNPABJISITH TPAHCIIOPTHBIMH CPEJACTBAMH, MeXaHH3MaMH

B mepBble AHH TpHeMa Ipemnapara CieayeT CoOMoaaTh OCTOPOKHOCTH NPH  YIPABICHUH
TPAHCIOPTHBIMU ~ CPEJICTBAMM U MEXAHM3MaMM, YYMTBIBass BO3MOXHOE BO3HHKHOBEHME
comuBocTH (cM. paszaen «I[lobounoe nelicTBHEeY).

®opma BbINIyCKA

Tabnerku, 500 mr.

[To 10 TabaeTox B KOHTYPHYIO SUEHKOBYIO YNAKOBKY M3 IUIEHKM NOJMBUHUIIXJIOPHIHOH HIIHA
menkn komnozutoit [IBX250/TIBJIX 120 u ¢osbru amoMUHEEBOH NeYaTHON JJAKAUPOBAHHOM.
ITo 30, 40, 50, 60 wm 100 Tabnerok B OaHKY MOJMMEPHYIO C BHHTOBOW TIOPJIOBHHOH B
KOMIUIEKTE C HaBHHUMBaeMOW Kpblmkoi. Kopmyc OaHKH IIOJIMMEPHOM H3TOTOBJICH U3
MOJIMATHIIEHA HU3KOTO AaBieHus. Kpblllika H3roToBJIEHA U3 MOJUITUIICHA BBICOKOTO JIaBJICHHUS.
Ha GaHKy MOJUMEpPHYIO HAKJIEUBAIOT ATUKETKY CaMOKJIESAIIYIOCS.

JlomyckaeTcss GaHKy MOJMMEPHYIO ¢ BHHTOBOH TOPJIOBHHOH B KOMIUIEKTE C HAaBHHYHBACMON
KPBIIIKOW 0OTArUBaTh TPYOKOM MOJMBHHHIXJIOPHIHOH TEPMOYCAI0YHON.

ITo 3, 4, 5, 6 uan 10 KOHTYPHBIX AYEHKOBBIX YIAKOBOK BMECTE ¢ HHCTPYKIIHEH I10 IIPUMEHEHHUIO
MIOMEIIAIOT B MMAYKy U3 KapTOHa.

[To 1 Ganke MOJIMMEPHOW BMECTe ¢ WHCTPYKLHUEH 10 NPUMEHCHHIO MOMEIIAIOT B INAYKy H3
KapToHa



YceaoBusi XxpaHeHHs

[Tpu Temmnepatype He Bbiiie 25 °C B OpUrHHAIBHON yIakOBKe (KOHTYypHas SYCHKOBas yrmaKoBKa
B nauke) uiM (O0aHka B mavke).

XpaHUTh B HEJOCTYITHOM JUIS IETeH MecTe.

Cpok rognoctTa
2 rofa.
He npuMEeHSTh 10 UCTEYEHUIO CPOKA FOTHOCTH.

YciaoBus oTmycka
OTnycKaroT 10 peLenTy.

Baajeen perncTpanpoHHOr0 yJA0CTOBepeHHs/ OPraHM3anus, NPUHHMAIOMAsH NMPeTeH3HH
norpedouTeIei

OTKpBITOE aKIHOHEPHOE 0011ecTBO «@apMcTanaapT-Y GUMCKUK BUTAMHUHHBIN 3aBO»

(OAO «®apmcrangapt-YpaBUTAY), Pocens

450077, Pecniy6inka Bamkoproctas, r. Y da, yn. Xynaitbepauna, 1. 28

ten./pakc: (347) 272 92 85

www.pharmstd.ru

IIpousBoauTenb
OTKpBITOE aKoHepHOe 001IecTBo «PapMcraniapT-Y GUMCKUA BUTAMHHHBIH 3aBOJI»
(OAO «®apmcrangapt-Y paBUTA»), Pocens

Pecniy6inka Bamkoprocta, r. Yda, yin. Xynaibepauna, 1. 28

tei./pakc: (347) 272 92 85
www.pharmstd.ru

[Tpencrasurens OAO «Dapmcranpapt-Y haBUTA» .B. TonctoBa




