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OBILAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O MPEIIAPATA

1. HAMUMEHOBAHME JIEKAPCTBEHHOTI'O IIPEITAPATA
Pesayion 300, TabIeTKH IOKPBIThIE TNIEHOYHOH 000JIOUKOM.

2. KAYUECTBEHHBIN ¥ KOJIMYECTBEHHBIN COCTAB
OnHa TabJeTKa CONEPXKUT: ACHCTBYIOILEro BELIECTBA BajlepHaHBl KCTPAKTa
ryCTOro M3 BajepuaHbl KopHeBHII ¢ KopHamu; KIJI - (2,36-2 ,73) : (0,73-1,27) nnu
(5,33-1,73) :1, oKcTpareHT — OTHJIOBBIA crupt 40 % (06/06) — 300mr (c
collepKaHWeM CIIOXKHBIX 3(QHPOB KapOOHOBBIX KUCJIOT B NEpECYETe Ha STHJIOBBIN
3(up BaTePEHOBOI KACIOTHI — HE MeHee 4,5 MT).
TToNHbIi epeveHb BCTIOMOraTebHBIX BELIECTB IpUBe/ieH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHIThIE MIEHOYHON 000JI0YKOI.

Tabi1eTku, MOKpPBIThIE IJIEHOYHOH 000JIOYKOM, OT Ceporo A0 KOPUIHEBOTO
[BETa C TEMHBIMH M CBETJIBIMH BKPAIlJICHUSIMH, OBalbHBIE, C BOSKOBBIITYKIIOH
IIOBEPXHOCTbIO, C PUCKOH.

Pucka He peaHa3HavYeHa Iyl pa3/elieHus TaOJIeTKH.

4. KINMHNYECKHNE JAHHBIE

4.1. IToka3aHusl K NPUMEHEHHIO

[Ipenapar Pepanon 300 mokasaH K MPUMEHEHHIO y B3POCIBIX M JeTeH cTapiue
12 nieT npu HEBPaCTEHUSAX U HAPYIIECHUSIX CHA.

4.2. Pe:xuM 103MPOBAaHHUS H €NOCO0 NpUMEHEHHs

PexxuM 103upOoBaHUs

[Ipy TOBBILIEHHON HEPBHOH BO30YIUMOCTH (HeBpaCTeHm{) mo 1 TabneTke
(300 mr) 1-3 pasa B I€Hb.

[Ipu Hapymienusx cHa: mo 1 Tabmerke 3a 0,5-1 4Wac 1o cHa, B Ciy4ae
HEOOXOIUMOCTH  pPEKOMEHIOBaH IpPEIBapUTENIbHbIM  NpPUEM  JIEKapCTBEHHOIO
npenapata (300 Mr) B BeuepHee BpeMsl.

JIIMTEeNBbHOCT, Kypca JIeYeHHs OINpeNesseTcss HHAWBHIYalbHO C y4YETOM
ocobeHHOCTH  3aboyieBaHMs, JOCTUTHYTOro  3QQexTa ¥  MEePeHOCHMOCTH
JIeKapCTBEHHOrO Tpemapara. PexkomeHayemass NpPOJO/DKUTENBHOCTL  JIEUCHUS
cocTaBJisieT 2—4 Helelu.

Crioco6 npuMeHEeHHUs

TabneTkd NPUHUMAIOTCS BHYTPh HE3aBMCHMO OT MNpHEMa MMM, 3alKBas
HeOOJIBIIUM KOJIMYECTBOM BOJIBI.

4.3. [IpoTuBONOKAa3aHHA

- THIIepYyBCTBUTENBHOCTD K JSHCTBYIONIEMY BELIECTBY UIIM K JFOOOMY U3
BCIIOMOTaTeNbHBIX BEIECTB Npenapara, liepedyrcieHHbIX B paszene 6.1;

- GepeMeHHOCTD (cM. pa3zen 4.6),



o rnepuo Jakrauuu (cM. paszaen 4.6);
- neTckuit Bospact 1o 12 net (cM. pasnen 4.4).

4.4. OcoOble yKa3aHHsl H Mepbl MPEAOCTOPOKHOCTH NPH NPHMEHEHHH

M3-3a TmOCTeNeHHOro pa3BUTHS d(Q@eKkTa Impernaparsl BajepHaHbl HE
PEKOMEH/IOBAHO MPUMEHSTh B CIydasX SKCTPEHHOH HEOOXOIMMOCTH yMEHBIICHHS
CHMIITOMOB TICHXHYECKOTr0 BO30YXICHUS U HapyLIEHHUH CHA.

Heo6X0MMO [POKOHCYNBTHPOBATh MALMEHTa O BAKHOCTH OOpalleHHs K
Bpady IpH COXpPAaHEHWH CHMIITOMOB 3a00JieBaHUs MM YXYAIEHHH COCTOAHHA
MaleHTa B TeueHue 2 He/lellb HeMpephIBHOrO NMpruéMa JIEKapCTBEHHOTO Mpenapara.

Herun

Be3onacHOCTs MPUMEHEHHs y [eTell Miazme 12 et He ycTraHoBieHa. B cBA3u
C OTCYTCTBMEM JOCTaTOYHBIX JAHHBIX HasHadaTh npenapar Pesanon 300 He
pPEKOMEHAYETCSl.

4.5. BzaumopeiicTBHe ¢ JPYrMMH JIEKapPCTBEHHbBIMH IpenapaTtaMd H
Apyrue BHAbI B3aUMOJEHCTBHSA

JlaHHble O B3aMMOJCHCTBUSAX C OPYTMMH JIEKAPCTBEHHBIMU IIpernapaTaMu
OTrpaHUYEHBI.

Knunuuecku 3HaYUMBbIe B3aMMOJECHCTBUS C npenapaTraMu,
metaGommsupyromumucst  pepmentamu  CYP2D6, CYP3A4/5, CYP1A2 wm
CYP2E1, He HaOMOIAIUCE.

Kombunanuss npenapata Peamon 300 ¢ CHHTETHYECKMMHU CENATHBHBIMH
npenapataMd TpeOyeT IpeaBapUTEbHOIO OCMOTpa M KOHCYJIbTAlMH, a TaKke
MOHHUTOPHHT MAaLlMEHTA B IIPOLIECCE JIEUECHHUS.

4.6. PepTHIBHOCTD, 0€pEMEHHOCTDH H JIAKTALHS

bepeMeHHOCTh

Be30macHoCTs IPUMEHEHHS BO BpeMsi OepeMEHHOCTH He yCTaHOBJjeHa. B cBs3u
C OTCYTCTBHEM JOCTATOYHBIX MJaHHbIX NpUMeHATh Pepamon 300 Bo Bpems
OEepeMEHHOCTH HE PEKOMEHyEeTCs.

JlakTamus

Be3omacHOCTh MPUMEHEHUsT BO BpeMs JIaKTallM¥ He yCTaHOBJeHa. B cBsi3u ¢
OTCYTCTBHEM JOCTATOYHBIX J@HHBIX MPUMEHATh IIpernapar BO BpeMs TPyAHOrO
BCKapMJIUBAHUS HE PEKOMEHyEeTCS.

DepTUIILHOCTD

OTCyTCTBYIOT IaHHBIE O BIUSHUU BajepHaHbl Ha (PEPTUIIBHOCTE.

4.7. Bausinue Ha CMOCOOHOCTH YNPABJSATH TPAHCMOPTHLIMH CPEICTBAMH H
pabdoTaTh ¢ MEXaHH3MaMH

IIpenapar Pepanon 300 MOXeT BBI3BIBATH COHJIMBOCTH, OOIIYIO C€laboOCTh,
cHKeHHe paboTocmocobHOCTH. B mepwonx JeueHHs HeoOXOOUMO cobnronaTh
OCTOPOXXHOCTb TIPM  YNpPaBI€HUU aBTOTPAHCIOPTOM H  3aHATUM  JPYTHMH



[IOTEHIHANGHO ONACHBIMM BHAAMU JESTENBHOCTH, TPEOYIOMUMY HOBBIIICHHON
KOHIIEHTpALIMY BHUMaHHS U OBICTPOTBI IICUXOMOTOPHBIX peaxLui.

4.8. HexxenaTeJibHbIE peaKIUH

B03MOKHO Pa3BUTHE a/VIEPIHUSCKUX PEaKIuii (KOXKHas ChIMb, 3y, THIICPEMHAA,
OTEéK KOXH), BO3HMKHOBEHHE TOJOBHOH 0o, obmieli cinaboCTH, CHUXKEHHE
paGoTOCIIOCOBHOCTH, COHIMBOCTD, Pa3ApPaXUTENbHOCTh, TPEBOXKHOCTD, XKEIyI0THO
KULIEYHble PAcCTpOHCTBAa (TOWHOTA, OONM B JKMBOTE). bonbiime 103bI MOIYT
TNIPUBECTH K OpafvKapauy U apUTMUH, a TaK )K€ K CHIKEHHIO MOTOPUKH KHIICIHHUKA
(3amop).

Coo0lLiueHne 0 I10103peBaeMbIX HEXKEIATENbHBIX PEAKIUAX

BaxHOo coo0maTh O II0J03pEeBaeMbIX HEXeJaTebHBIX peaKluax Ioce
pEeriCTpalMy JIEKapCTBEHHOTO Mperapara ¢ IEeNblo 00eCreueHns] HEMpEephIBHOrO
MOHHTODMHIA  COOTHOLIEHHS  «IIOJIb3a-PUCK»  JIKAPCTBEHHOIo  Mpernapara.
MeIUuMHCKIM paboTHHKAM pPEKOMEHAYeTCs cOoo0IaTh O JHOOBIX MOJ03PEBAEMBIX
HeXXeNnaTeJdbHBIX pEeaKklMsAX JIEKapCTBEHHOro IIpernapara dYepe3 HalMOHAIbHYIO
CHCTEMY COOOIIEHHUS O HeXXeTaTeIbHbIX PEaKIUIX.

Pecny6anka beaapych

220037, r. Munck, ToBapuieckuii nep., 2a

PVII «lleHTp 3KCTIepTU3 ¥ UCIBITAHUH B 3APAaBOOXPaHEHUN

Tenedon otnena hapmakonanzopa: +375 (17) 242 00 29

®axc: +375 (17) 242 00 29

Dn. noura: repl@rceth.by, receth@rceth.by

http://www.rceth.by

4.9. Ilepeno3npoBka

CuMITOMBI

JInuTenpHBIA TpUEM JIEKapCTBEHHOIO Ipemapara B J03aX, [PEeBBIIIAIOLINE
PEKOMEHI0BAaHHBIE, BBI3HIBAET YyBCTBO YTHETEHHOCTH, OJIOBHYIO 00JIb, COHIIUBOCTB,
CHWKEHHE PabOTOCHOCOOHOCTH, AUCKOMGPOPT CO CTOPOHBI XKEIyTOYHO-KUILIEYHOr0
TpaKTa, TOLIHOTY, HapylleHue CepIeYHON NesITeNbHOCTH (OpaIuKapauio).

[Ipy OZHOKPAaTHOM MpUEME Ype3MEpPHO BBICOKOH m03bI (0K0n0 20 T' KOpHS
BaJlepHaHbl) BO3MOXKHO pa3BuUTHEe Ooyiel B JXKMBOTE CIACTHYECKOTO XapakTepa,
YyBCTBAa CTECHEHHS B IPYyIH, TOJIOBOKpY)XeHHe, o0uiel crabocTH, TpeMopa pyK M
pacIIMpPEHUs 3pavyKoOB.

Jleuenue

B cioyuae mepenosupoBKM HeoOXomumo oOpaTuThcs K - Bpady. Ilpu
OJHOKPAaTHOM MpHEME BBICOKOM J03bI PEKOMEHIOBAHO MMPOBECTH MHAYKUHUIO PBOTHI,
MpPOMbIBaHME enyAka (He mo3gHee 2 4acoB IIOCHE Mpuéma npenapata). [Ipu
JUTUTENIbHOM TpuéMe JIEeKapCTBEHHOI'O IIpenapaTa B BBICOKUX /103aX PEKOMEH/I0BaHa
OTMEHA JIeKapCTBeHHOro mpenapara. Crenupudeckoro anTua0Ta Het. [IpuMenseTcs
CUMIITOMATHUYECKas Teparus.



5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmMakoaHHAMHYeCKHe CBOHCTBA

dapmakoTepaneBTideckass rpynna: [Ipoune CHOTBOpHBIC M CENATHBHBIC
npenaparsl.

Kox ATX: NO5SCMO09.

MexaHu3M JAEUCTBUS

I[Ipemapar Pesanon 300 o6nagaeT CeIATHBHBIM JEHCTBUEM, obJjeryaer
HACTYIUIEHHE CHA ¥ yJyd4llaeT KadeCcTBO CHAa. JTH I(P(PEKThl HENb3s OO0BSICHUTD
NeiiCTBHEM KAaKOro-lIiHb0 OJHOTO KOMIOHEHTa BajepuaHbl. HeKOTOphle MEXaHM3MBbI
JeHCTBHS, KOTOPbIe BBI3BIBAIOT JaHHbIE KIMHHYECKHe dPQeKThl, ObLIH ONpeeeHbl
UL Pa3MYHBIX KOMIIOHEHTOB KOPHS BallepHaHbl (CECKBUTEPIICHOMIbI, JUIHAHBI,
draBaHoOMIB!) U BKMoUaroT B cebs BuusiHne Ha TAMK-cucremy, Al aleHO3MHOBBIC
perentopsl U 5-HT1A penentopsl. CemaTuBHBIA 3G(EKT NpH HCIOJb30BAHUU
[penapaToB BaJepHAHbl TPOSBISETCS MEUICHHO, HO JOCTATOYHO CTAOMIIBHO H
MOJHOCTBIO Pa3BUBAETCS TOJIBKO IIPU CHCTEMATUYECKOM KYPCOBOM JIEUECHHH.

5.2. ®apMaKOKHHeTHYEeCKHE CBOHCTBA

dapMakOKHHETHKA BaJlepUaHbl HM3y4eHa HENOCTaTOYHO, YTO CBfA3aHO C
HEBO3MOXKHOCTHIO TOYHOH MAeHTH(UKAIMK AEHCTBYIOLIEr0 Havaja JEKapCTBEHHOI'0
npenapara.

5.3. JlanHble JOKIHHHYECKOH 0€30MaCHOCTH

[Tpu uccrenoBaHUSAX TOKCHYHOCTH BajiepHaHbl Ha IpbI3yHaXx (6enbIx MbILIAX,
KpbICax) C BBEJEHHEM BBICOKHMX 03 JETAIbHBIX 3Q(EKTOB NOCTHYb HE yHanocCh,
OIIHAKO HaOJIFOIAOCh OOKOBOE MOJOKEHHE, CHIDKEHHE Pe(IEKTOPHBIX PeaKkuuil
aTakCusl. Pe3ynbTaTsl TOKCUKOMETPUH, JIaHHBIE HaOIIOaeHUM 3a
SKCIEpHMEHTALHBIMA JKMUBOTHBIMA Ha MpPOTsHKeHMH 14 1HE#H mocie OoCTporo
OTpaBJIEHHS, a TAK)KE JaHHbIE HEKPOIICUH I10Ka3a/ld MaIyl0 TOKCHYHOCTb.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcoMoraTe/ibHbIX BeleCTB
Anpo:

= Tanpk

- Kpockapmeosa HaTpus

- [lemutro03a MUKpOKpUCTAIUTAYECKAs

- Marnus creapar

- Kanbius runpodocdar nuruapat
[Tnenounast 0000UKa — Onaapaii:

= ['unpomeriosa

- Tpuanerun

- Tanbk

6.2. HecoBmecTUMOCTD
He npumenumo.



6.3. Cpok roanoctu (CpOK XpaHeHHs1)
2 rofa.

6.4. OcoOble Mepbl MPeJOCTOPOKHOCTH NPH XpaHEHUH
XpaHWUTH B 3AIMIIEHHOM OT CBETA M BJark MecTe, P TEMIEpaType HE BBILIC
23 °C.,

6.5. Xapakrep H coep:KaHHe NepPBUYHOH YNAKOBKH

[To 5 wiu 10 TabneTok B KOHTYpHOH SYEHKOBOW YNAKOBKE M3 TJICHKH
TTOJIMBHHHJIXJIOPHIHOM ¥ aIOMUHUEBON (DOJIBIH.

6 KOHTYDHBIX AYEMKOBBIX YIIAKOBOK II0 5 TalbJNETOK BMECTE C JIMCTKOM-
BKJIA/IBIIIIEM [TOMEIIAIOT B auKy U3 kapToHa (Ne5x6).

3 KOHTYpHblE sSYeHKOBble ynakoBkd Mo 10 TabieTok BMECTE C JIMCTKOM-
BKJIaIBIIIIEM [TOMEIIAOT B TTauKy 13 kapToHa (Nel0x3).

6.6. OcoOble Mepbl  MNpPeJOCTOPOKHOCTH  MPH  YHHYUTOXKCHHH
HCIOJb30BAHHOIO JIEKAPCTBEHHOr0 IMpenapara WJIH OTX0A0B, MOJY4€HHBIX
nocjie NpUMeHeHHsl JIEKAPCTBEHHOT0 NMPenapaTa Wik padoTbl ¢ HUM

HeT ocoObIX TpeOOBaHUN K yTHIIM3ALIUH.

Bech ocraBIIMiics JeKapCTBEHHBIN Ipenapar U OTXOMAbI CIEAYET YHHYTOXHUTh
B YCTAHOBJIEHHOM IIOPSKE.

7. IEP’)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Pecry6nuka benapych

OTKpBITOE aKiuoHepHOe 00mecTBo «bopucoBCKUi 3aBOJ  MEIMUHMHCKHUX
MpernapaToBy

222518, MuHckas obnacts, r. bopucos, yi. Uanaesa, 64

Ten/daxc: +375 (177) 735612, +375 (177) 744280

E-mail: market@borimed.com

7.1. IlpeacraBuTe/ib AepiKaTe/iss PerMcTPAllHOHHOTO yJOCTOBEPEHHMS HA
Tepputopun Corosa

[Mperen3uu notpeduTeNeil HaNpPaBIATh 10 aApecy:

Pecnybnuka benapyce

OTKpBITOE aKIHOHEepHOe O00uecTBO «bOpHCOBCKHUM 3aBOJ MEIUIMHCKHX
IpernaparoBy

222518, Munckas o6nacts, r. bopucos, yin. Yanaesa, 64

Ten/baxc: +375 (177) 735612, +375 (177) 744280

E-mail: market@borimed.com

8. HOMEP PETUCTPAIMOHHOI'O YIOCTOBEPEHMSI
20/11/2568



9. HATA OEPBUYHOM PETMCTPALIMU (IIOATBEPKIEHUS

PETUCTPAIIUU, NIEPEPETUCTPALIN)

Jlata mepBuuHoit peructpauuu: 04.04.2016 r.
JlaTa mocieqHero IOATBEPKIACHHA  PETHCTpalMH (riepeperucTpanyn):

25.11.2020 r.

10. JIATA IEPECMOTPA TEKCTA
09.03.2023 1.

YeaoBust 0OTIYCKAa M3 anTeK
bes peuernra. '

O61asi XapaKTepUCTHKa JIEKapCTBEHHOTO Tpenapara PepaoH 300, TabneTkw,
MOKpBITHIE  [UIEHOYHOH  00OJIOYKOM, JOCTyNHa Ha oUIMaTbHOM  CauTe
YIIOJHOMOYEHHOr0 OpraHa rocynapcrsa B MH(OPMAIMOHHO-KOMMYHUKAL[1OHHOM!
cetu «MaTepHe™ www.rceth.by.



