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OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O IIPEITAPATA
1. HAUMEHOBAHHUE JIEKAPCTBEHHOTI'O ITPEIIAPATA
Hooden-BT, 250 mr, kancyst
2. KAYUECTBEHHBINA ¥ KOJJMYECTBEHHBINA COCTAB

JleficTByIOIIIEE BELIECTBO: Y-aMHHO-B-PEeHMIMACISHON KHCI0TbI THApoxaopua (phenibut).
Kaxxnas kancyna coaepxut 250 Mr y-aMUHO-[B-)eHHIMACISAHON KUCIOTbI THAPOXIOpUAA.

BcrnomoratesibHble BEILECTBA, HATMYME KOTOPbIX HA0 YYMTHIBATb B COCTABE JIEKAPCTBEHHOIO
rnpenapara: J1aKTo3bl MOHOTUAPAT (cM. paszen 4.4).
[TonHBIA MepeueHb BCIIOMOraTe/IbHBIX BELLECTB NPUBEEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancybl.
TBepble xenaTHHOBBIE Kancyisl Ne 0 Genoro/Gesoro LpeTa, CoAepiKalue Nopowok Genoro
WM NIOYTH Genoro LBeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPHMEHEHHIO

Ipenapat Hooden-BT mokasaH K MpUMEHEHUIO TpPH MOBBILIEHHOH HEPBHOH BO30YAWMOCTH
(HeBpacTeHHs) U HApYLIEHHUAX CHA. Y AeTel — [Jis JIeYeHHUs 3aMKaHus, THKOB.

4.2. Pe:xxum 103UPOBaHHSA U ¢cI0CO0 NPpUMEHEHHUS

Pexxum no3upoBanus

JmHTeNbHOCTD Kypea JeYeHHs ONpeeNIieTCs BpauyoM C y4eToM 3a00ieBaHUs, IEPEHOCUMOCTH
JIeKapCTBEHHOT'O MpemnapaTta ¥ A0CTUIHYTOro addexra.

IIpu noewvluieHHOU HEPEHOT 8030YOUMOCTU (HEEPACMEHUA) U HADYULEHUAX CHA

ITo 250-500 mr 3 paza B A€Hb.

MakcumalbHble pa3oBble A03bl: 178 B3pOCbIX — 750 mr, ans nur ctapiue 60 et — 500 mr.
Kypc neuenus — 2-3 nenenu. [Ipr HEOOXOAMMOCTH KypC MOXKHO MPOJIUTD 10 4-6 HEne/b.

Oco0bl€ rpynmnbl NaLKMEHTOB

IHayuenmor ¢ napywenuamu GynKyuu neveHu
VY nagueHToB ¢ HapyIIEHUSAMU QYHKLMH MEYEHH BBICOKME A03bl JIEKAPCTBEHHOrO Mpenapara
Hootden-BT moryT BbI3BaTh remaToTokcudeckuii s¢dekrt. Ilanuentam JaHHOH rpymmbl
HA3HAYaTCs MEHbLIKE O3Bl JIEKAPCTBEHHOrO Npenapara rnoj KOHTpOIleM}l)X@\PLHC‘ICHH.
IHayuenmor ¢ napyweHusMu QyHKYUU nOYex Jo o & OTPAS
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JAROOX PAHEHUSA

IIpuMeHenue JIeKapCTBEHHOrO npenapaTa NpOTUBONOKA3aHO MAalMeHTaM C OCTPOH MOYEYHOH
HE0CTaTOYHOCTBIO.

[Ipy QIUTENEHOM NPUMEHEHHH Y MALMEHTOB C HApyIUEHUAMH QYHKUUH NEYEeHH W/UIH ToYeK
HEe0OXO0AMMO KOHTPOJIMPOBATh MOKa3aTeNu (yHKIMH MIOYEK U IEYEHH.

E €TH

[Ipumenenue y fieTeit M NOAPOCTKOB B BO3pacTe OT 8 10 14 et A AeueHns 3auKaHHs, THKOB
o 250 mr 3 pasa B eHsb. JIeTsam crapiue 14 jieT Ha3HauaKoT 1036l AU1S B3POCIBIX.

Cnocob npumMeHeHus
[Ipenapat Hooden-bT npunuMatoT BHYTpb Mociie e/bl, 3anuBas BOAOMA.

4.3. [IpoTruBONOKA3aHHUSA

['Mnep4yBCTBUTENBHOCT K ACHCTBYIOLIEMY BELIECTBY MM K TIOO0OMY M3 BCIIOMOraTebHbIX
BELLECTB, MEPEUUCIICHHBIX B paszene 6.1.

Ocrtpas noueyHas HeOCTaTOYHOCTb.

[lepuon GepeMeHHOCTH U NEPUOJ KOPMIIEHHS TPY/bIO (CM. paszen 4.6.).

Hetu no 8 net (ansa aaHHOM NeKapcTBEHHON (HOPMBI).

4.4. Ocobble yka3aHusi H Mepbl NPEI0CTOPOKHOCTH NPH NPUMEHEHHH

Cnenyer cobmoaaTh OCTOPOXKHOCTb MALMEHTaM C 3PO3MBHO-A3BEHHBIMU 3a60JIEBAHUSIMH
XKEITy I04HO-KHILIEYHOr0 TPaKTa M3-3a pa3apakarollero AeHCTBHS JIeKapCTBEHHOrO Mpernapara.
OTUM NalMeHTaM Ha3HAYaloTCsl MEHBLINE [103bl JIEKAPCTBEHHOTO Mpenapara.

[Ipn anutenbHOM NpUMEHEHMH HEOOXOAUMO KOHTPOJMPOBATHL MOKA3aTeNH MepUpEpHUEcKOit
KPOBH U (PyHKLIUH MEYEHH.

HMerotcs naHHbIE O Cly4asX TONEPAHTHOCTH (MPUBBIKAHHUS) K JIEKAPCTBEHHOMY TIpenapary.

BcnomorarenbHele BelecTa

[Ipenapat Hooden-BT conepxkutr nakrody. [lauMeHTaM c pemko BCTpevaloLIEHCS
HaCJIEACTBEHHOH HEMEepeHOCHMMOCTBIO TajaKTO3bl, Ae(GUUMTOM JIaKTasbl Jionapeil Wi
[JIIOK030-TalakTO3HON ManbabcopOuMel HE CleayeT MPHHUMATD 3TOT Mpenapar.

4.5. B3aumopneiictBHe ¢ ApYyraMH JIEKAPCTBEHHBLIMH TNpenapaTaMH H Jpyrue BHIbI
B3aHMO/JEeHCTBHSA

Kombunuposanue nexapctsennoro mnpenapara Hoodpen-BT ¢ ApyruMM MCHXOTPOMHBIMH
nmpenaparaMu TpeOyeT MpeaBapuTebHONH KOHCY/IbTAalMH Bpaya M HaO/IOfeHHs Bpaua B
MPOLIECCE JIEUEHHUS.

He pexomenayertcs onHoBpeMeHHOe Ha3HaueHHE NEKAPCTBEHHOrO Mpernapata Hooden-BT ¢
KapGama3enuHoM, OKCKapGa3enuHoM WK UuHrubuTopamu MAO.

4.6. ®epTHALHOCTD, GEPEMEHHOCTD H JAKTALHS

[IpumMenenue Bo Bpems GepeMEHHOCTH U B MEPHO KOPMJIEHUS TPy /b0 IPOTHBOMOKA3aHO, TaK
KaK OTCYTCTBYIOT aJ€KBATHbIE M XOPOILO KOHTPOJHPYEMbIE KIMHHYECKHE HCCIIE/IOBAHHS O
6e30nacHOCTH MPUMEHEHHS IEKapCTBEHHOTO TIpenapaTa B 3TH MepHOIbI. -
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4.7. Bansinue Ha CHOCOOHOCTL YNPAB/IAThH TPAHCHOPTHBIMH CPEACTBAMH H PaGoTaTh ¢
MeXaHH3MaMH

IIpenapar Hooden-BT MoxeT MpHBECTH K HAPYIIEHHAM CO CTOPOHbI LEHTpaJIbHON HEPBHOM
CHCTEMbl (COHJIMBOCTb, TFOJOBOKPY)KEHHE), CIIEOBATENBHO MPENapaT MOXKET OKAa3bIBATH
B/IUSHUE Ha CIIOCOOHOCTD YNpaBATh TPAHCTIOPTHBIMU CPEACTBAMHU MM PabOTATh C TEXHUKOIA.
Bo Bpems npuema NekapcTBEHHOTO Mpenapata He CNEYeT YIpasisTh TPaHCIOPTHBIMU
npenaparamMu UiaH 006CIyKUBAaTh MEXaHH3MBI.

4.8. HexenaTe/ibHbIE peakHu

[Tono6Ho Bcem JICKapCTBCHHBIM MpernapaTtaM IpenaparT MOXET BbI3BIBAThL HEXEJATelbHbIE
peaKlKH, ONHAKO OHHU BO3HHUKAIOT HE Y BCEX.

Knaccudukauus nexenarenbHbIx MOGOYHBIX peaKLyii Mo cHCTEME knaccudukauun MedDRA:
o4eHb 4acto (21/10); wacto (=1/100, no < 1/10); newacto (>1/1 000, Ho <1/100); penko
(= 1710 000, Ho <I/1 000); ouens pemxo (<1/10 000); yacToTa Heu3BecTHa (Ha ocHOBaHWM
MMEIOIIHXCS JaHHBIX OLEHUTH HEBO3MOXKHO).

Hapywenus co cmoponst ummymnHoil cucmemvi
HensBecTHO: peakuuu MOBBIILEHHOH YyBCTBUTENBHOCTH (B TOM YHMCE KparnMBHHULA, 3y],
SpHUTEMA, Chillb, AHTHOHEBPOTHUYECKHUH OTEK, OTEK JIHL[A, OTEK A3BIKA).

Hapywenus co cmoponst Hepenoii cucmemoi

HensBecTHo: coHMMBOCTE (B Hauale NeYeHns), yCUIIEHHE pasapaKHTENbHOCTH, BO30YyX/JeHHE,
TPEBOXKHOCTB, OJIOBHAsA 60JIb, FOJIOBOKPYXKEHHUE (TIPH NpHeMe B J03aX Goiee 2 T B JIeHb, MPH
CHIDKCHHH J103bl BBIPAXKEHHOCTD MOOOYHOrO AEHCTBUS YMEHBIIAETCS).

JKenyoouno-xuuieunvie napyuwenus
HeussecTHo: TomHoTa (B Hayane neyeHus).

Hapywenus co cmoponbi nevenu u drcenyeevieodauyux nymei
HeusBecTHO: renaToToKCHYHOCTb (MPH JTMTENBHOM PUMEHEHHH BBICOKUX 103).

Hapywenus co cmoponw kodicu u nodkosicuwix mxaneii
Penko: annepruyeckue peakiuu (KOxHas Chifb, 3yn).

ECTH

TlomyueHbl cOOOLEHHS O CTyHasX pa3sBUTHA IMOLMOHATBHON HEYCTOHYMBOCTH U HapyILEeHHUH
CHa y IETEH MocJie Np1eMa JIEKapCTBEHHOTO Mperiapara.

Coo0LIeHHs 0 10I03pEBAEMBIX HEXENATENBHBIX PEAKLIUSIX

BaxHo coo6wwaTe O M0J03peBaEMbIX HEXKENaTebHbIX peaKuusaX [MOcClie pPerucTpalru
Tpenapara ¢ Uesbio 06ecneyeH s HenpepbIBHOrO MOHUTOPHHTA COOTHOLIEHHS «IOJIb3a-PHCK»
JICKapCTBEHHOrO Mpenapata. MeAMUMHCKMM pabOTHHKaM pEKOMEH/IYeTCs COOBLIATD O JHGBIX
MOA03pEBAEMBIX HEXEJIATENbHBIX PE€aKIHuAX JIEKAPCTBEHHOI' O Npenaparta 4€pe3 HallMOHaJIbHbIE
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CHCTEMBI COOOLICHMS O HEXeNaTebHbIX PEaKLUUAX T[OCYapcTB-uleHoB EBpasuiickoro
9KOHOMHUECKOr0 COH3a.

Pecny6nuka benapyce ) g COTJIACOBAHO
Anpec: 220037, r. MuHck, nep. ToBapuiieckuii, 2a i MUHUCTERCTBOM 3IPABOOXPAHEHHUS

|
:

YII «LleHTp 3KCMepTH3 U UCTIBITAHUI B 31PaBOOXPAHEHHI»  PECTYBIWKU BEJAPYCh
Tenedon: +375 (17) 242-00-29
@akc: +375 (17) 242-00-29
OneKTpoHHas noyra: repl@rceth.by
Caiir: https//www.rceth.by

[Ipuxas MuHtcrepersa ¢
Pecnvanicu

4.9. Ilepeno3upoBka

JlaHHBIX O CilyyasX Nepeno3upOBKH HE MOCTYNANO.

CuUMTOMBI

B ciydae nepenosMpoBKM BO3MOXHO Da3sBHTHE CIIEAYIOLIMX CUMITOMOB: COHJIMBOCT,
TOLIHOTA, PBOTA, OJIOBOKpYxEHHE. [IpH MIMTEIbHOM NPUMEHEHHH BBICOKMX 103 MOXKET
Pa3BMBATLCS 303MHODMIINSA, apTepHalbHas THIIOTEH3Hs, HAPYIICHHS TOYSUHOM EATENbHOCTH,
KMpPOBasi AUCTpodus neyeHu (npuem Gosee 7 ).

Jleuenue

[IpombIBaHHeE XKemyaKa, CAMIITOMATHYECKOE JIEYEHHE. Crieunduyeckuii aHTHAOT OTCYTCTBYET.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA
5.1. ®apmakoqHHAMHYECKHE CBOHCTBA

QPapmakoTepanesTuueckas rpynma: [Ipoune NCHXoCTUMYIATOPBI K HOOTPOIIHBIE CPEACTBA.
Kox ATX: N06BX22

Mexanusm neiicteus —
Hetictyromee Bemectso Hoopena-BT (y-aMHHO-B-heHUIMACTTHON KUCTIOTHI THAPOXJIOPHI)
MOXHO pacCcMaTpHUBaTk KaK MPOW3BOAHOE Y-aMHHOMacsiHOM kucnoTel (TAMK) mnn kak
npousBoAHoe B-denunstunamuna. Hooden-BT obnagaer HOOTPOIHON aKTHBHOCTBIO, a Kak
npousBogHoe '"AMK o6nasaer aHKCHONHTHYECKUM (TpaHKBUIM3UpYIOLIKM) fAekicTBueM. He
BIMACT HA XOJIMHO- u anpeHopeuentopbl. Hooden-BT muwmweH npoTHBOCYIOpOXKHOI
akTuBHOCTH. HoodeH-BT yanuMHseT naTeHTHbIH MEpUOJ HHCTarMa M YKOpayuBaeT €ero
NPOJOJ/DKUTENBHOCTD U BBIPAXKEHHOCTD.

5.2. ®apmakoKHHETHYECKHE CBOIHCTBA

AbcopOuus
JlekapcTBEHHOE CPEACTBO XOPOLIO BCACHIBAETCS MOC/E NpHeEMa BHYTpPb U MPOHHMKAET BO BCE

TKaHH OpraHu3Ma, NpeosIosIeBaeT reMaTosHIebannyeckuii Gapbep.

Y 310poBBIX 106POBOIBLIEE MAKCHMAIBHAS KOHLIEHTPALMS B M1a3Me (Cmax) peitctByromero
BELIECTBA IOC/IE OJHOKPaTHOro MepopaibHOro mpuema 250 Mr mocnie easl JOCTHraeTcs
NPUMEPHO 4epe3 3 Yaca U COCTABISET OKOJIO 2593 Hr/mi, a Cmax B PaBHOBECHOM COCTOSIHHH
Ha 4-# [eHb Moc/e MOBTOPHOTO MEpOpaNbHOro mpuema 250 Mr TPH pasa B JIEHb COCTaBIIAET

okoJ10 4057 Hr/mi. 4 9, £
Pacnipenenenue
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B TkaHM ronosHoro mo3ra nponukaeT okosio 0, 1% BBeieHHOM [03bl IEKAPCTBEHHOTO CPE/ICTBA,
MPHYEM Y JIKLI MOJIOJOTO M IMOXKHKJIOrO BO3pacTa B 3HAUMTENLHO OOJIbIIEH CTENEHH.
Buorpancdopmarms

B neuenu metabonusupyercs 80-95% 10 papmakonoruuecku HEAKTUBHBIX METAGOIUTOB.
OnuMUHaLUS

Okon10 5% BBIBOAMTCS MOYKAMU B HEM3MEHHOM BHJE. [IpH MOBTOPHOM BBEIEHUM KyMyIIALIS
He HabmoaeTcs.

5.3. lanHbIe JOKJIHHAYECKOi 6e30nacHOCTH

JOKIMHUYECKHE JaHHBIE HE YKa3blBAIOT HA HAIMUME PHCKA JUIS YEeNOBEKA, OCHOBBIBAACH HA
MCCNIEI0BaHUAX (HapMaKONOTHH, TOKCHYHOCTH IIOBTOPHBIX H03 W TEHOTOKCHYHOCTH. B
HCCIIC/I0BAHUH, MPOJIO/DKHTENLHOCTEIO 6 MECALEB, Y KpPBIC MpU MpUMEHEHHH (eHnOyTa
nepopanbHo B fno3ax 50, 100 u 200 Mr/kr Maccel Tena B [eHb, He HaGJIOAATHCh H3MEHEHUS
OOLLEero COCTOSHMS M Macchl TeNa )XMUBOTHBIX, U3MEHEHHs MOP(ONOrHYECcKOro coCTaBa U
OroxuMHyecKKX nokasarenei kposu. TONBKO MoC/E MpHEMa BBICOKHX 103 (heHHGYTa Y CaMLOB
KpbIC Ha 19-23 Henene HaGmoaanack 303uHodunus. [locne anuTensHOro npueMa GennbyTa B
Aozax ot 100 1o 200 mr/kr maccsl Tena B AeHb y 20% Kpbic HaGoaa1ach XupoBas AUCTpodus
ne4eHy. B nepecuete Ha yenoseka co cpeHeii Maccoit Tena, paBHo# 70 Kr, 3TO COOTBETCTBYET
no3e penudyta 7-14 r B ieHb. Menbiue 10361 (50 1 100 MI/KT) HE BIIUSIA Ha MUKPOCTPYKTYpY
TNEYEHH IPBI3YHOB. DTH NaHHBIE CBHAETENbCTBYIOT O TOM, YTO MPHEM OYEHb BBICOKHX 03
(enubyTa MOXKET BBI3BATH reNaTOTOKCHYHOCTb.

B uccnenoBaHusX HAa JKMBOTHBIX HE BBISBIEHBI TEPATOrEHHBIH U IMOPUOTOKCHYECKH A
noTeHuuassl peHudyra.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. ITepevyeHnb BcrioMoraTeIbHBIX BelECTB

Cooeporcumoe rkancynoi:

JlakTo3a MOHOTHApAT

Kpaxman kaprodensupiii

Kaneuus creapar

Cocmae xopnyca u kpviuweyxu kancyn:
XKenatun

Kpacurens nByokucs turana (E171)

6.2. HecoBmecTHMOCTD

He npumenumo.

6.3. Cpok roaHocTH (CpoK XpaHeHHs)
3 roga.

6.4. Oco0ble MepbI MPeX0CTOPOKHOCTH NPH XPAHEHHH

& =i \‘_i_’_" 2
XpaHHuTb B OPUTMHAIBHO} YNIAKOBKE /ISl 3aLUMTHI OT BJATH H CBETA IIpH Te&gparypfe He BbIllE
707 & P Ny
25°C. e
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6.5. XapakTep u coaep:kaHHe NEPBHYHOI YNAKOBKH

10 kancy; B KOHTYpHOH f4eiKOBOH ynakoBKe U3 IUIEHKH MOJMBUHMIIXJIOPUAHONH H QoMbrU

aJIFOMUHHUEBOA.
2 KOHTYPHBIX S4YEHKOBBIX yMakoBokK (20 Karcyn) B Mauke KapTOHHOH C BJIOXKEHHOM
HHCTPYKLIUEN MO IPUMEHEHHIO.

6.6. OcoGble  Mepel  NpPEXOCTOPOKHOCTH TNPH  YHHYTOXKEHHH  HCHOJIb30BAHHOIO
JCKapCTBEHHOr0 mNpenapaTra HJIH OTXOI0B, MNOJYYEHHbIX [0C/ie NpPHMEHEHHS
JIEKAPCTBEHHOT0 Npenapara, U Apyrue MaHUIY ISIMH ¢ NPenapaTom

OcoGele TpeGoBaHHUs OTCYTCTBYIOT.

6.7. YcioBus oTimycka
ITo peuenty Bpaua.

7. AEPJKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S

Pecny6nuka benapyce
OOO «HIIK Buotect»
230014, r. I'poxHo, yiu. Ioxckas 2

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHMUSI

9. IATA MEPBUYHOM PETUCTPALIMM (IIOATBEPXXIAEHUS PEIMCTPAIIUM,
INEPEPEIHCTPALIUN)

Hara nepBoii perucTpanuu:
Jlata nocneaHero MoATBepKAEHHS PerucTpaLy (mepeperucrpaiun):

10. TATA IIEPECMOTPA TEKCTA

12/2023

O6uwas  XapaKTepHCTHKa  JIeKapCTBEHHOTO npenapata Hooden-BT moctynHa Ha
HH)OPMALMOHHOM mopTane EBpasuiicKoro 3KOHOMHYECKOrO COM3a B MH(DOPMaLHOHHO-
KOMMYHHKaUMOHHOM ceTn «MHTeprer» http://eec.eaeunion.org/
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