KPATKA XAPAKTEPHCTHKA HA ITIPOAYKTA
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1. WUME HA JJEKAPCTBEHMS ITPOXYKT

M3NEAHUTEAHA ATEHLWA RO NEKAPCTBATA

Tlepcen 35 mg/17,5 mg/17,5 mg obBuTH TabneTku
Persen 35 mg/17,5 mg/17,5 mg coated tablets

KpamKka xgpeKmepucmuKa Ha npogysma - [lpUAKGHUG 1
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Besaka obeaTa Tabnerka Iepcen cxanpixa:
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- 35 mg cyX BOAHO-AJIKOXONEH €KCTPAKT OT KOPeH Ha eanepuaHa — Valerianae radix extractum
hydroalcoholicum siccum (4-7 : 1); excmpazenm. 70 % (V/V) emanon
- 17,5 mg cyx eKCTpaKT OT NHCTa Ha MaTounHa: Melissae folium extractum siccum

(3-6 : 1); excrparenT: 50 % (V/V) etanon

- 17,5 mg cyx exCTpakT OT JIUCTA Ha MOTHBA MeHTa: Menthae pipperita folium, extractum siccum

(3-6 : 1); exctparent: 40 % (V/V)} etanon

3a MeENHHA CMHCEHK Ha OMOIIHHTE BEIleCTBa BIJKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

QO6BUTH TabneTKy.

Onmcanve: WOKONANOBO-Ka(ABH, KPBIH, ABOHHOUINBKHAIH 06BHTH TablIeTKH.

4. KJIHHUYIHHA JTAHHHA

4.1 TepaneBTHIHH NOKA3AHHA

P

3a obnekyapaHe HA TEKH CHMIITOMH Ha HEPBHO HAIIPEeXKEHHE M 32 NIOANOMArade Ha 3aClIHBaHCTO.

4.2 HozupoBKa H HAYHH HA NPHICKEHHE

Buvspacmuu u deya naol2 zodwuwuna ev3pacm:

3a ofnekuapane Ha IEKH CHMIITOMH Ha HEPBHO HanpekeHue 3-4 o6puTH Tabnerku IlepceH TpH MBTH

AHEBHO.

Hpn 3aTpyaseno 3acnuBaHe 3 A0 4 06BuTH Tabnerxy [lepcen 1o enuH 4ac npeaH CbH.

Maxcumanna Oneena doza: 4 eOnoxpammuy O0o3u (ednoxpamuama 0o3a e 3-4 mabnemxu).
Tabnerkure ce NOTIBIIAT ¢ MATKO BOJa, HE3ABACHMO OT [IPHEMa Ha XpaHa.

4.3 TIIporHBOmOKA3AHHA

CBp’BX‘{yBCTBHTeIIHOCT KBbM HPOAYKIH ChALPAEINH KOpeH Ha BAJICpHAaHa, IMCTa HA MATOYHHA, THCTA
OT MHOTHBA MCHTA, STAHOI HJIH KBM HAKOEC OT MOMCIIIHHTE BCIICCTBA.

INepcex He TpaGRa fa ce NpHeMa OT NALMEHTH € XONAHTHT, ¥TbYHH KaMbHH WIH APYTH ATBYHA
3a00MABaHuUsA, KOHTO U3UCKBAT MEJHIIMHCKO HaOIONEHHE H JIEUCHHE.,

4.4 ChoennanHH NpeaynpeXaeREns H NPeAIa3HH MePKA NpH ynoTpeda

[Mopaau numca Ha KIHHHYEH OIUT, yIioTpebaTa Ha TOBA JIEKAPCTBO HE CE TpEIL

12-roaMIHa BE3PACT.




JIMCTa OT MOTHBA MEHTA
ITauneHTHTE ¢ KAMBHH B XXTBYHHA MEXYpP WM IpyTrH GunHapHH HapymeHus, Tpabsa fa 6b1aT
BHHMATEJIHH NIPH ynoTpeba Ha npodyKTH, ChABPXKAIIM JIMCTA OT JIOTHBA MEHTA,

[TarenTu ¢ racrpoesodareaneH pedmyke (,KHCENHHK B cTOMaxa) Tpa0Ba ia H30AreaT IHCTaTa OT
JIOTHBA MEHTA, ThH KAaTO ONIAKBAHMATA MOTAT J1a C& 3aCHJIAT.

Creyuannu npedynpexcoenus, OMHAcauu ce 00 ROMOUHUME GeLecTned

O6euTure Tabmetru Ilepeen coubpikar naxrosa. amuenty ¢ pekn HaceicTBedH 2ab0nIBaHNs KATO
ranakTo3Ha HEMOHOCHMOCT, JIan-n1aKTa3sHa HEIOCTaTEHHOCT MITH MTIOKO30-IANakTo3Ha ManabcopOuus
He TpAOBa 1a IpHeMaT TOBa ASKAPCTRO.

AKO CHMITTOMMTE NPOAB/IKABAT WM CHCTOSHHUETO CE BIOILIH, TEHEHHETO TPAOBA Ja ¢ TIPEOLIEHH.
4.5 BzanmopelicTBEe ¢ IPYTH JeKapcTBeHH NPOIYKTH H APYrH opMA HA B3auMoAeHcTRHE

He ca npoeexiany NpoyvBaHus 3a B3aMMOAEHCTBHETO Ha TO3H ICKAPCTBEH MPOIYKT ¢ APYTH
nexapcTeeHu MpoayxTH. Heo6xonuMa e KOHCYNITalma ¢ ieKap Npey MPHEM Ha JAPYTH JEeKapCeTa.

KopeH Ha BanepuaHa )

Hamuite ca caMo orpaHMueHH JaHHH 3a hapMakoIorHiHuTe B3aUMoNeHiCTRIS ¢ IPYTH JIEKAPCTBEHH
NpodyKTH. KNIMHHYHO 3HAUHMH B3aUMOLeiiCTBHA ¢ NeKapeTBata, MeTaboimsuparu ot CYP 2D6, CYP
3A4/5, CYP 1A2 win CYP 2El, He ca HaOmOnagasu.

KomGuuaumsaTa ¢ qpyra cenaTHBEHA IEKAPCTBEHH ITPOTYKTH HE CE Npenopbysa.
4.6 DepranuTeT, GPCMEHEHOCT H KbPMEHE

BesomacnoctTa o BpeMe Ha 6peMEHHOCT H KbPMEHE Be € ycTaHoBeHa. [lopaau numicara Ha IaHHH ¢
KaTo NMpeArna3Ha MApKa, ynorpelara no BpeMe Ha GpeMEHHOCT H KbpMEHE HE Ce MPenophyBa.

47 Edjexrn Bppxy cnocoGaocTTa 32 modupane B pabora ¢ MATIAHA

To3H JiekapcTBEH MPOAYKT MOXKe 4 TIOBJTHAE CIoCOOHOCTTE 32 modmpaHe 1 paboTa ¢ MAIHHH.
3aToBa He ce NpenopruBa NpHeM npeau modupane U paboTa ¢ MALTHHM.

4.8 Hexenann JeKapCTBeRH PeaKNHE

KopeH Ha panmepnana
CroMalIHO-4pEBHH CUMITTOMH (HALIP. FaJICHE, KOPEMHHM CIIa3MH) MOTAT & C¢ NOABAT Clel [IPHEM Ha

MPOAYKTH, ChABPKALTH KOpeHH Ha BaJICpHaHa. YecroTaTa BM He € H3BECTHA.

JIHCTa oT NIOTHBA MEHTa :

T'actpoesogareanHuaT peduryKe crien MpHEM Ha JIIOTHBA MEHTA MOJKE J1a C€ BJIOUIH H OIUIAKBAHHATA A4
ce 3acHnsT (BK T.4.4).

AKO BB3HMKHAT APYTH HEXENAHH PEaKlMH, KOHTO HE ¢a CIIOMESHATH Ho- rope, e HeoOxoaHMa
KOHCYJITALMs C JIeKap KM (papMaLieRT.

Cro0lliaBaHe Ha MOJQ3UPAHH HEXETAHW PEAKLMH
Cro0MmapaHeTo Ha NOJO3HPAHH HEXEMAHH PEaKLM C/Ie] paspellaBade 3a ynoTpeba Ha j1eKa

'MPOMYKT € BakHO. ToBa NO3BONISBA A3 NPOABIDKH HAOMOAEHUETO Ha ChOTHOIEHHETO It
NEKapcTBEHNA NPoayKT. OT MeIMIMHCKHTE CNEHHATMCTY ce H3NCKBA Aa ChobmasaT B

areHLiMA 110 JIEKapcTeaTa, Y. ,,Jamas [pyes” Ne 8, 1303 Codua, ren.: +35928%034
www.bda.bg.



4.9 IIpexosupane

KopeH Ha anepuana

Kopen ot BanepHaHa B Jo3a OT Koo 20 g, IpeAM3BHKBA JIeKH OrNaKBaHus (YMOpa, KOpeMHH CIIA3MH,
cTsraHe B 00/1aCTTa Ha FEPAUTE, 3aMASHOCT, TPEMOP HA PhLIETE H MHpHA3a), KOMTO H3Ue3BaT Ao 24
4aca. AKO ce BE300OHOBAT, IeYEHUeTo TPAOBA Ja € MOALbKAIO.

JINCTa OT MOTHBA MEHTA/INCTA HA MATOYHHA
HsmMa HanuvHE JaHHH 32 TOKCHYHOCT IIPH IPEA03UPAHE € JINCTA OT JIOTHBA MEHTA 1 MATOYHHA,

5. ®APMAKQJIOT'HYHH CBOMCTBA
5.1 ®apMakoIHHAMHYHH CBolicTBa

PapMaKoTepalleBTHYHA I'PYIa: pYTd CBHOTBOPHH H CEIaTHBHM CPEICTRA C PACTHTENEH NMPOH3IXOI.
ATC koa: NOSCX00

INepcen o6BHTH TAGNETKH CBABPKA CYX BOAHO-ANKOXOIEH KCTPAKT OT BanepHana (Valerianae
extractum hydrochloricum siccum) cyxH ekcTpakTi OT MaTOUHHA (Melissae folium extractum siccum )
1 moTHsa MeHTa (Menthae pipperita folium extractum siccum).

KopeHsT oT Banepuana ynpaxHaBa ceJaTHBHH eeKTH H nogo0pABaT KaueCTBOTO H
OPONBKHTENIHOCTTA Ha CHHS, '

JIncTaTa OT MATOMHHA MPHTEKARAT CEIATHBEH W [a30rOHeH edeKT | TPaHLMOHHO Ce H3MON3BaT B
TPAHKBH/IH3HPALHTE U CHHOTBOPHHTE PACTHTEIHH MPENapaTH.

JlucTaTa OT JIOTHBa MEHTA YIIPAKHABAT CNA3MONMHTHYEH e(eKT BhpXY IMIagKHTe MYCKYIH Ha
XPaHOCMITATENTHHA TPaKT; TC HMaT CHIIO XOJepeTHYHO H rasoroHHo AelicTere. JIuctata oT moTHBa
MEHTa TPaJAHLMOHHO Ce H3MOM3BAT 3a¢AHO C KOPEHH OT BAJICpHAHa B Ce,[[aTPIBHH PACTHTEITHH
TPOIYKTH.

EdexTiBHOCTTa Ha KOMOHHALMATA OT BaNleplaHa, MATOYMHA M JIFOTHBA MeHTa ¢ 000CHOBaHa OT
TpagHuMoHHAaTa yrioTpeba. Edexrure Ha 6unkute ce aonniasat. KoMOHHamMATa HMa JTek celaTHREH
e(eKT M KaTo TAKaBa TPAJULIHOHHO CE M3T0/I38a 32 06eKYaBaHE HA CHMITTOMMTE Ha JIEKO NPEXOIHO
HEPBHO HanpexeHHe (KaTo AHEBEH CeJaTHBEH MPORYKT NMpH NMCHXHYHO HATOBApBaHe, 6e3n0KOHCTRO,
pasIpasHUTETHOCT) H/HIH BPEMEHHO 3aTPY/IHEHO 3aCITHBAHE,

5.2 <@apMaKOKHHETHIHH CBOHCTBA

HsMa HamHvHY AaHHK B HAYyYHATA JIMTepaTypa OTHOCHO (hapMakOKHHETHKATA HA KOpeH OT BaJlepHaHa
H JTICTa OT MATOYHHA H TIOTHBA MEHTA.

5.3 IpeaxnmuuuHH TAHHH 3a Ge3omacHoOCT

TIpoysRaHHS HA OCTPATA TOKCHUHOCT i TOKCHYHOCTTA NP MHOrOKPATHO NIPHTAraHe Ha 103aTa Ha
€TaHOJIOBH €KCTPAaKTH M Ha €TEPHYHO MAC/IO OT KOPEHH Ha BalepMaHa NOKa3BaT HHCKA CTENeEH Ha
TOKCHYHOCT 3a IpH3a4n, HaMa AaHHH 32 TeHOTOKCHHMHOCT, KAHIIEPOTEHEH MOTEHUHAT H
PENpONyKTHBHA TOKCHYHOCT 34 EKCTPAKTa OT KOPEH Ha BajiepUaHa.

ExcTpakTHTE OT KOpEH Ha BIEpHaHa, OT JIHCTA HAa MATOYHMHA H TIOTHBA Mema HE ca MyTareHHH 10
TecTa na EiiMc ¢ pasmaury mamoge Ha Salmonella typhimurium w Escherichia coli.

Hscnenpanus in vitro W IPH OTIMTHM KHBOTHH MOKA3BAT, Y€ eKCTPAKTET OT MATOYHHA MOXE.0A

JATHEA MCHTA H CKCTPAKT OT JIHCTA HA MATOYHHA. {



6. ©APMAIEBTHYHHM JAHHU

6.1 Choacnk Ha NOMOIMHKATE BENIECTBA

Adpo Ha mabnemrama:
MukpokpHcTanHa Uenynosa,

LapesH4H0 HHINIECTE,

KpocnoeunoH,

JlakTesa MOHOXHIpAT,

Tank,

Maruesuer creapar,

KonongeH Ge3B0AeH CHIHLIHEB AUOKCH,

Obsusgka:

Xunpomenosa,

Tank,

Kapmenosa HaTpHii,

Tforunon,

Konowuaen 6e3sofieH CHAMIHER AHOKCHT,
Kanuwer kapGoHar,

I'nHuepon,

3axaposa,

Bocsk,

Ouserurenu: curtetiycH xenezer (I1I) okena — wepsen (E 172), Turanos muoxeusn (E 171).

6.2 HechBMECTEMOCTH

He ca ussectan.

6.3 Cpok Ha rognocr

2 rogann,

6.4 Cnennajnau ycioBas H2 CbXpaHeHHE

Ha ce cexpaHaBa NpH TeMneparypa nog 25°C.
/Jla He ce npunara cneg H3ITHYaHE HA JATaTa, 03HAYEHA BEPXY ONaKORKATA.

6.5 Buan chabpKaHAe HA OMAKOBKATA

bucrepu ot AVPVC domio,
Kyrun, ceappxamm 4 6nucrepa ¢ no 10 obBuTH TabneTkn B GnumcTtep.

6.6 CpoenuanHm npeina3Hy MepPKH NPH EIXBLPJIAAE H paboTa

Hsama cneumansy H3HCKBAHNA.

7.  INPHUTEXATEJ HA PAZPEINEHHETO 3A YIIOTPEBA

Anporer ®apma Tpeitauar FOpsn EOO/]
Oyn. Bearapusa Ne 86, eT. 1,

Cogus 1680

buarapus




8. HOMEP HA PAIPEINIEHHETO 3A YHHOTPEGA

20070131

9, IJATA HA ITHPBO PAIPEINABAHE/MIOTHOBABAHE HA PA3PEINIEHHETO 3A
YIIOTPEBA

ITepeo PY: 12/12/2007

ToauoBasaue wa PY: 29/07/2013

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
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