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OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITIAPATA

['POMEIIMH, 100 mr, TabneTKH NOAbA3BITHBIC.

2. KAUECTBEHHBII 1 KOJJUMYECTBEHHBIN COCTAB

Kaxxast TabJieTka CoepX UT deticmeyloujee geujecmso: rmauut — 100 mr.
[ToJHBIM CIIMCOK BCIIOMOTaTeNbHBIX BELIECTB CM. B pasziese 6.1.

3. JEKAPCTBEHHASI ®OPMA

TabneTku noAbsI3bIYHEIE.
Tabnerkn 6Genoro IBeTa, IUIOCKOLMIMHApHUYecKHe ¢ (ackod, JOMyCKaeTcs Halnine
MPaMOPHOCTH.

4. KIMHUNYECKHUE JAHHBIE

4.1 Iloxka3zaHusi K IPUMEHEHHIO

B cocTaBe KOMILIEKCHOM TeparuH (yHKIMOHATBHBIX X OPraHMYECKUX 3a00JIeBaHMil HEPBHOH
CHCTEMBI,  CONPOBOXKIAIOIIMXCS  IOBBINIEHHOW  BO30YAMMOCTBIO, SMOIMOHATBHOM
HeCTaOMIbHOCTBIO, CHIDKEHMEM YMCTBEHHOM paboTOCIOCOOHOCTH M HApyHIEHHEM CHa
(HEBPOTHUECKHE pAcCTpoifcTBa, comaropopMHas BEreTaTHBHAs AUCHYHKIHSA, MOCIEACTBAS
nepeHeceHHOM HelpOMH(EKIHH, YePEITHO-MO3TOBON TPABMbI, HHCYJIBTA).

B KOMILUIEKCHOM Tepanmuy UIIEMUYECKOTO HHCYJIbTA.

4.2 Pe:xum 103MPOBAHUS H CNIOCO0 NMPUMEHEHHSs

Pexxum no3upoBanus

I'pomenuH npuHAMaroT 1o 1 Tabnerke 2-3 pasa B eHb B Teuenue 14-30 quei.

[Ipy  GyHKIMOHANGHBIX W OPraHMYECKHX  TOPAKEHHAX  HEPBHOH  CHCTEMBI,
CONPOBOX/IAIONINXCS MOBBINIEHHON BO30YAMMOCTBIO, IMOLMOHANBHON JIAOUIBHOCTBIO H
HapyIIeHHeM CHa, JIETSM CTapIle 3 JIET ¥ B3pOCIIbIM Ha3HA4aloT 110 1 TabseTke 2-3 pasa B ICHb,
Kypc nedenus — 7-14 queit. Kypc nedenust MOXKHO yBeqHduTh 10 30 THEH, TPU HEOOXOAUMOCTH
Kypc MOBTOPsItOT uepe3 30 nHek.

[1pu HapymeHusx cHa ['pomeriH Ha3Ha4daroT 3a 20 MHHYT 10 CHA I HEMTOCPEICTBEHHO NEpeN
cHoM 1o | Tabnetke.

[pH UIIEMUYECKOM MO3TOBOM HHCYJIBTE: B TEUCHHUE MEPBBIX 3-6 YaCOB OT Pa3BUTHs HHCYJIbTA
nazHayaor 1000 Mr TpaHCOYKKaTbHO WK CyONHHIBAIBHO C OJHOM 4aHHOM JIOXKKOW BOIBL,
nainee B Tedenue 1-5 cytok mo 1000 Mr B CyTKH, 3aTeM B TedeHHe nocnenyromux 30 cyTox mno
1-2 TabneTtku 3 pasza B CyTKHU.

JUMTENbHOCTh MPHMEHEHUsST OmpenessieTcs OCOOCHHOCTAMH 3aboseBaHHs, JIOCTUTHYTHIM
3¢ deKTOM U NePEeHOCUMOCTBIO JIEKAPCTBEHHOIO IIpernapara.

OcoOpble rpynmnel NalnueHToB

Iayuenmol ¢ Hapywenuem QyHKYUU novex/neveHu

Koppeximst 1o3e1 He TpeOyercs.

ITayuenmul nodicuno2o eospacma

Koppeximis 10361 He TpeOyercst.
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MMWHUCTEPCTBOM 3IPABOOXPAUEHHI

PECITYBJIMKU BEJIAPYCb

Pecny6nukn Benapychb

IIpuxas MuHKCTEPCTBA 3APABOOXPAHEHH

a
J

A

Jemu

He npuMeHsts y jereil mo 3 ier. JlexkapcTBeHHBI npemapaT HE PEKOMCHIOBAH JUTA
CYGIMHIBAILHOTO MM TPaHCOYKKAIbHOTO MpHEMa AETM 10 6 JeT. Jletam ot 3 no 6 ser
TabIIeTKy Iepe/l IPHeMOM HEOOXOAMMO PacTepeTh M PACTBOPUTH B YaiHOH JIOXKKE XOJIOHOM
KHUIISTYEHON BOJBI.

Crniocob npuMeHeHus

I'POMEIMH NPUMEHSETCs CyOIMHIBAIBHO (IO A3BIK) MIIH TPAHCOYKKaIbHO (B TabneTKax WM
B BH/IE TIOPOLIKA [OCJIE€ H3MENbUCHHs TaOIETKH).

4.3 IIpoTHBONOKA3aAHHA

— THIEpYYBCTBUTETHHOCTh K IEHCTBYIOIIEMY BEIIECTBY HJIM JIHOOOMY M3 BCIIOMOTaTENbHBIX
BEIIECTB, IIEPEUYHCIICHHBIX B paszaene 6.1;

— JIeTCKHI BO3pacT /10 3 JIeT.

4.4 Ocobble ykazaHusi 1 Mepbl IPeI0CTOPOKHOCTH IPH NMPHUMEHEHHH

[TanmeHTaM, CKJIOHHBIM K apTepHallbHON TMIIOTEH3UH, HEOOX0IMMO KOHTPOJIHPOBATh yPOBEHD
aprepuansHoro nasneHus (AJl) W, mpH HEOOXOMMMOCTH, MPOBOAUTH KOPPEKIHIO O3B
npenapara (Ha3Ha4aroT Mpernapar B MEHBUIMX 103aX M IPH YCIOBUH PEryJIAPHOro KOHTPOJIA
AJN). ITpu camxennn AJl HrbKe PUBBIYHOTO, IIPUEM IIperiapaTa NpeKpamaroT.

4.5 BsaumojeiicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH MNpenapaTaMH H [Apyrue BH/BI
B3auMoO/deiicTBUS

Bo3MOXHO MpUMEHEHHE B COCTaBE€ KOMIUIEKCHOW TEpamuu C  HCIOJIB30BAHHEM
AHTUIICUXOTHYECKUX MpernapaToB (HEHpOJIENTHKOB), aHKCHOJIUTHKOB, aHTUACIPECCAHTOB,
CHOTBOPHBIX ¥ MPOTHBOCY IOPOKHBIX IPENApaToB MOC/Ie KOHCYJIbTAlMK C BPa4OM.

4.6 ®epTHIBHOCTD, 0€PEMEHHOCTD M JIAKTALHA

bepemennocmey

JlaHHBIE O TPUMEHEHWH IIIMIMHA Y OEpeMEHHBIX JXEHIIMH OTCYTCTBYIOT WIM OIPaHHYCHBL
[Tpumenenue ['pomermHa B mepruos; 6epeMEHHOCTH HE PEKOMEHTY €TCS.

Kopmnenue epyovio

JIaHHBIX O MPOHMKHOBEHUH TIMIMHA (METAOOIMTOB) B IPYJHOE MOJIOKO YENIOBEKA HEOCTATOYHO.
["'pomeriiH He cieayeT NPUMEHSTh B IEPUOL KOPMIICHHUS IPY IBIO.

4.7 Bausinue Ha cnocoOHOCTH YNPABJIATHL TPAHCIOPTHBHIMH CPeICTBAMH M pPadoTaTh ¢
MeXaHH3MaMH

B CBSI34 ¢ BO3MOXKHOCTBEO Pa3BHTHSI HEXKEIATEIbHBIX PEAKIHi CO CTOPOHBI HEPBHOM CHCTEMBI (CM.
paznen 4.8), B mepuox npumMeHeHus [ pomeriHa HEOOX0AUMO BO3JEPKHUBATHCS OT YIIPABICHHUS
TPAHCTIOPTHBIMU CPEJICTBAMHU UJIH PAOOTHI C MEXaHU3MAaMHU, a TAK)KE OT 3aHATHH IIOTEHIIHAIBHO
OTAaCHBIMH BUIAMH JIESTETHHOCTH.

4.8 HexenareabHble peakiuu

HexenaTenpHble peakiiuy, BOHUKAIOIIME [IPU IpreMe mpenaparta ['poMeniH, BHYTPH KaXI0ro
CHCTEMHO-OPTaHHOTO KJIacca PacIojIoKeHbI B TOPSIKE YOBIBAHUS HX CEPbE3HOCTH C YKa3aHHEM
YacTOThl WX BO3HMKHOBEHHs: O4yeHb dvacto (>1/10), wacto (>1/100, HO <1/10), HeuwacTo
(>1/1000, wo <1/100), penxo (>1/10 000, Ho <1/1 000), oyens peaxo (<1/10 000), yacrora
HEeU3BeCTHA (Ha OCHOBAHMH MMEIOLINXCS JAHHBIX OLIEHUTh HEBO3MOJXKHO).

Hapywenus co cmopoHbl UMMYHHOU CUCHeMbL

YacToTa HEM3BECTHA: peaKIMU TUIIEPYyBCTBUTENLHOCTH (ChIIb, 3y, KPAIMBHHUIIA).
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Hapyuwienust co cmoponbl Hep8HOU CUCHEeMbl

Penko:  yXydmieHHe — KOHIIEHTpallMM  BHHMAaHHsA,  TOJIOBHAs 6onb,  HaNpsHKEHHE,
pa3IpaXUTEIbHOCTD.

JKenyoouno-kuuieuHbie HapyueHus

YacToTa HEW3BECTHA: TOIHOTA.

Coo0meHus 0 MoA03peBaeMbIX HEKeJIATEIbHbIX PEAKIHAX

BaxkHo co06marh O II0J03PEBAEMBIX HEKENATENbHBIX pPEAKIMAX II0C/Ie PErucTpalu
JIEKApPCTBEHHOTO ~Mpemapara ¢ Menblo  00eCreveHus HENpEpPhIBHOTO  MOHMTOPHHIA
COOTHOIIEHUS IIONb3a — PHMCK» JIEKAPCTBEHHOTO IIpenapara. MeIuIMHCKAM paboTHHKaM
peKoMeHIyeTes coo0Imarh O MOA03PEBAEMBIX HEXXENAaTeNbHBIX PEAKUHUAX JICKapCTBEHHOTO
mpenapaTa 4epe3 HAUMOHAIBHBIE CHCTEMBI COOOLICHHS O HEKENATeTBHBIX —PEAKIHAX
rocyapcTB-wieHOB EBpasuiickoro 3KOHOMHYECKOTO COr03a.

Pecniy6nuka benapyce

220037, Munck, ToBapuineckuii mep., 2a

VII «LIeHTp 3KCIIepTU3 U HCIBITAHUH B 3PABOOXPAHEHUN)

Tenedon otnena papmakonanzopa: +375 (17) 242-00-29; paxc: +375 (17) 242-00-29

On. moura: repl@rceth.by, reeth@reeth.by

https://www.rceth.by

4.9 IlepenosupoBka
CiyuaeB 1epe03upoBKH IIPU IPUMEHEHUH Tpenapara ['poMenuH He OIUCaHO.

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA

5.1 ®apmakoquHAMH4YeCKHE CBOHCTBA

®dapmakoTepanesTHYecKas rpynma: I[lpoude mnpemapatsl i Jie4eHHs 3a00JIeBaHHH
HEPBHOM CHUCTEMBI.
ATX: NO7XX.

['nmunun o6nanaet raumue- 1 I AMK-epriuyeckum, anbdal -aqpeHo6I0KHPYIOLIMM JICHCTBAEM;
peryJMpyeT aesTeNbHOCTh riryTamatHbix (NMDA) penentopos.
[JMUMH mpejacTaBiseT coboM 3aMEHHMYH aAMHHOKHCIIOTY (€CTeCTBEHHBIH METaboJIuT),
SBJSIETCS. HEMpPOMEIUMaTOpOM TOPMO3HOTO THMA JEHCTBHSA M Y4YacTBYET B pEryJIsLUH
MeTabO0IMYECKUX MTPOIECCOB B LIEHTPAIbHOM HEPBHOM CHCTEME.

5.2 ®apmakokHuHeTHYECKHE CBOHCTBA

[MUIMH TpoHMKAeT B OOJBIIMHCTBO OHMOJOTHYECKUX JKHUAKOCTEH M TKaHEW OpraHu3Ma,
MeTabO0JIM3UPYETCS 10 BOABI M YTIIEKUCIIOTO ra3a, HAaKOIJICHUE €0 B TKAHSAX HE IIPOUCXOIHMT.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1 IlepeveHb BcrioMoraTe/ibHbIX BelIeCTB
[ToBunon K-25, maruus creapart.

6.2 HecoBmecTMOCTD
He npumenumo.

6.3 Cpok rognocTn
3 ropa.
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6.4 OcoObie Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH |

B 3aIMIEHHOM OT BJIATd U CBETa MECTe TIPH Temrepatype He Bbiue 25 °C.

6.5 Xapakrep u cogep:KaHHe NePBHYHON YIIAKOBKH

[To 20 TabieTOK B KOHTYPHYIO SYEHKOBYIO YNAKOBKY M3 IUICHKH IOJMBHHHUIIXIOPUIHOHU H
rubKoii ymakoBkd Ha ocHoBe amomuHueBodt Qomeru I'Y OTJL Ilo oxuo#, nBe uIM
TPU KOHTYPHBIE TUCHKOBBIE YITAaKOBKU BMECTE C JTMCTKOM-BKJIA/IBIIIEM B [IAYKE U3 KapTOHA.
6.6 OcoOble Mepbl NPEIOCTOPOKHOCTH TNPH YHHYTOKEHHH HCIOJbL30BAHHOIO
JIEKADCTBEHHOr0 MpenapaTa WJIH OTX0J0B, MOJY4YE€HHBIX TOC/Ie MPHMEHEHHUS
JIEKAapCTBEHHOI0 MpenapaTa uin padoTel ¢ HUM

Het oco6bix TpeGoBaHUH K yTUIIA3ALIMH.

Becy ocraBmmiics JekapcTBEHHBIM Ipemapar W OTXOABI CJIE€AYeT YHHUYTOXHTH B
yCTaHOBJIEHHOM ITOPSZIKE.

6.7 YcioBus ornmycka

bes penenra.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUAA

PVTI «Benmeanpenaparsy, " Lhgl N
Pecniy6nuka Benapycs, 220007, r. MuHCK, ol — by
yn. ®abpunuyca, 30, Ten./daxc:(+375 17) 220 37 16, > M‘s)
e-mail: medic@belmedpreparaty.com crav?

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOM PETUCTPAIIMHA
Hara nepBoit peructparun: 30 utons 2006 r.
10. JATA IIEPECMOTPA TEKCTA



