KPATKA XAPAKTEPUCTHKA HA MPOJAYKTA
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1. HUME HA JIEKAPCTBEHHSA INTPOAYKT 1YV 09 -01- 2025
[lepcen ¢opre 87,5 mg/17,5 mg/17,5 mg TBbpAH Karncyiu

Persen forte 87,5 mg/17,5 mg/17,5 mg capsules, hard

2, KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcsika TBbpaa kancyna IlepceH ¢opre cbabpxa:

87,5 mg cyx BOJAHO-AJIKOXOJIEH EKCTPAKT OT KOpeH Banepuana — Valerianae radix extractum
hydroalcoholicum siccum (4-7 : 1); exkcmpacenm: 70 % (V/V) emanon

17,5 mg cyx ekcTpakT oT 1ucta MatounHa: Melissae folium extractum siccum (3-6 : 1); excmpacenm:

50 % (V/V) emanon
17,5 mg cyx eKCTpakT OT JIMCTa MOTUBA MeHTa: Menthae pipperita folium extractum siccum (3-6 : 1),
excmpazenm: 40 % (V/V) emanon

3a MbJIHUA CITUCHLK HA MOMOLIIHUTE BElIeCTBA BHXKTE TOUYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

TBBpaH KancyJiu.
Onucanue: kadsaBa kanayka, kahsaBo TAJO.

4. K/IMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3aAHHSA

3a obnexkyaBaHe Ha JIEKH CUMITTOMHW Ha HEPBHO HAIPEKEHHUE U 3a MOANoOMaraHe Ha 3aCruBaHeTo.

4.2 Jlo3MpoOBKAa H HAYHH HA NPHJIOKEHHE

Bw3pacmuu u deya nao 12 coouwna eév3pacm:

3a obnekyaBaHe Ha JIEKH CUMNITOMH Ha NMCUXUYEH cTpec —2 Kancy/u [lepceH ¢opre aBa MbTH AHEBHO.

[Ipu 3aTpyaHeHO 3acnuBaHe ce npenopbuBa 2 kancyJu [lepcen popre 10 eaMH Yac npeau ChbH.

MakcumasniHa JHeBHa /103a — 4 €/IHOKpaTHH 034 (€AIHOKpaTHaTa 103a € 2 KancyJu).
Kancynure ce norisiliar ¢ BoJa, HE3aBUCUMO OT IMPUEMA Ha XpaHa.

4.3 IlporuBonoka3aHus

CBpBbXUYyBCTBHTEIHOCT KbM MPOAYKTH ChAbpaKallld KOPEHH Ha BaJIepHaHa, JIMCTa Ha MaTOYHHA, JIMCTA
OT JIOTHBA MEHTA, €TAHOJI HJIH KbM HAKOE OT NMOMOIIHUTE BellleCTBa.

[lepcen popre He OMBa 1a ce U3MOA3Ba OT MALMEHTH C XOJIAHTHT, XOJIEJIMTHA3a HIIH JIPYTH KJIbYHH
3a0019BaHKs, KOUTO W3HCKBAT MEIULIMHCKO HAa0I0IEHHE U ChBET.

4.4 CneusaJJHH NpeaynpexaeHHsl H NpeaNa3HH MePKH NpH ynorpebda

[lopaam nunca Ha KJIMHUYEH OIMT, yrnorpedara Ha TOBA JIEKAPCTBO HE C€ NMPErnopbyB
12 ro/IMHH.
JlucTa oT NMOTHBA MEHTA




[TauneHTHTE ¢ KAMBHH B XTHYHHA MEXYP WIH ApYrd OMIHapHH HapylneHHd, Tpabea ga 6baar
BHHMMATEAHH NIPH ynoTpeda Ha MPOAYKTH, ChAbPXKALlH JIUCTA OT JIIOTHBA MEHTA.

[TauueHTH ¢ racrpoesodaruanes pedaykc (,,KHCENHHH B cToMaxa) TpaOBa na u3bsarear nucrara ot
JIIOTHBA MEHTA, Thil KATO OIUTAKBAHMATA HM MOTAT /18 C€ 3aCHIIAT.

Cneyuannu npeoynpexcOenus, Omnaciwu ce 00 NOMOWHUME eewyecmed

[Tepcen dopTe ChbABPKA JAKTO3a MOHOXKHAPAT. [1aLIMEHTH C peAKH HACNIEACTBEHH 3a00/IIBAHHA KATO
ranakTo3Ha HETTOHOCUMOCT, Jlan-1akTazHa HeAOCTATBYHOCT HJIH IJIIOKO30-TanakTo3Ha ManabcopOums
He TpaOBa Aa NMpHEMAaT TOBA JIEKAPCTBO.

AKO CHMITTOMHMTE MPOABLIKABAT WIH CHCTOAHHETO CE RIOUIH, ICYCHHETO TPAOBA Na ¢ MPEOLCHH.
4.5 BsaumopelicTBHE ¢ APYrH JieKAPCTBeHHA NPOAYKTH H ApYrH GOpMH Ha BIaHMoOAeHcTBHE

He ce npoBexxaaHu nMpoy4BaHKs 3a B3aUMOAEHCTBHETO H& TO3H JIEKAPCTBEH NPOAYKT € APYTH
neKapcTBeHH NMpoayKTu. HeobxonmMma ¢ KoHCyaTaluus ¢ 1eKap Npeay NpHeM Ha JPYTH JIEKapCTBa.

KopeH Ha Banepuvana
ChLIECTBYBAT CAMO OrPaHHYEHH NaHHH 3a (papMaKOJOrHYHUTE B3aUMOACHCTBHS ¢ APYTH NEKAPCTBEHH

npoayxTH. He e HabmonapaHo KIMHHYHO 3HAYMMO B3aMMOJEHCTBHE C JieKapCcTBa, METabONH3HpaHU OT
CYP 2D6, CYP 3A4/5, CYP 1A2 wnu CYP2EL.
KoMOnHaLmaTa ¢ ApYry CeJaTHBHH JIEKapCTBEHH NPOAYKTH HE C€ MPENOophUBa.

4.6 DepTRABTET, OPEMEAHOCT H KbPMEHE

besonacHocTTa MO BpeMe Ha OpeMeHHOCT H KbpMEHE He € ycTaHOBeHa. Ilopaan nuncara Ha faHHM H
KaTo npeanassa MAapka, ynorpedarta no speMe Ha OpeMEHHOCT H KbpPMEHE HE C€ MPENOopbYBA.

4.7 EdexTH BBpXy cuoco0ROCTTA 32 modupaHe B pabora ¢c MAIIAHHA

To3u nexkapcTBeH NPOAYKT MOXe Aa NMOBNUAE CNocOoOHOCTTa 3a IodHpaHe i padoTa ¢ MaLIWHH.
3acerHatuTe naunedT! He OMBa aAa wodHpaT UK aa paboTAT ¢ MallIMHA,

4.8 HexeaHH JEKAPCTBEHH PeAKIHHA

KopeH Ha Ban¢pHaHa
CTroMalHO-YpeBHH CHMNTOMH (Hanp. raacHe, KOPEMHH CIa3MH) MOTAT A2 ce NOABAT Clel NPUEM Ha

NMPpOAYKTH, CHABPXKAILIH KOPCHHM Ha BAJICPpHAHA. YecTOTaTa HM HE € H3BECTHA.

JhMcTa OT NIOTHBA MEHTA
["acTpoesodarnanuuaT peuyke cliel MPUEM Ha JIIOTHBA MEHTA MOXE 1a Ce BJIOIIY H NMAapeHETOo 1a e
yCUIH (BUK T.4.4).

AKO Bb3HHMKHAT JPYTH HEXeEJIaHH peaKLHH, KOHTO HE Ca CTIOMEHATH TyK, € HeOOXOAHMa KOHCYITaLMsA
C Jiekap WM (papMalEBT.

CrobluaBaHe HA NOAO3IUPAHH HEKENAHU PeaKLiHH
CrobuiaBaHeTo Ha NOJIO3HPAHK HEXENAHH PeaKLMy CIe pa3pellaraHe 3a ynorpeta Ha 1eKapCTBEHHSA

NPOAYKT € BaXXHO. TOBRA MMO3BONABA A3 NPOIBL/LKH HaOMOAEHHETO HA ChOTHOLUEHHETO TOJ33/PREK-3E
NEKApCTBEHHA NPOAYKT. OT MEAHLIMHCKHTE CNELHAIHCTH CE U3HCKBA A& ChoOLIABaT B 5 gﬂw n
NOAO3HPaHA HEXXEIAaHA PeakLMA Ype3 HALHOHAJIHA CHCTEMA 3a chodlnaBaHe KbM Harpdygipe: :

areHLlus no Jexkapcreara, ya. ,,Jlaman I'pyes” Ne 8, 1303 Codmus, ten.: +359289034
www.bda.bg.




4,9 Ilpepozupane

KopeH Ha BanepuaHa

KopeH oT BaiepuaHa B 103a oT okono 20 g, Moxe Ja NPHYHHH JIEKH OIUTaKBaHUA (YMOpa, KOPEMHH
CMa3MH, CTATaHe B 00N1acTTa HA MbPAUTE, 3aMAaTHOCT, TPEMOP Ha pbLETE H MHAPHAa3a), KOUTO U3UE3BAT
10 24 yaca. AKo ce Bb30OHOBSAT, NeuyeHHETO TpsOBa 1a € NOATBPKALIO.

JlucTa OT JIOTHBA MEHTA/ IMCTA HA MATOYHHA
He ca cro0LueRH ciiyMad Ha NpeAo3upaHe ¢ IMCTa OT JIIOTHBA MEHTa H MATOUYMHA.

5. ®OAPMAKOJIOIrMYHH CBOUCTBA

5.1 PapMakoaIHHAMHYHH CBOHCTBA

dapmakoTepaneBTH4HA rpyna: ApYrH CBHOTBOPHH H CEJIaTUBHHU CPEACTBA OT PACTHTENICH NPOU3XO,.
ATC-kon: N0O5SCX00

IMepcen dopre KancylH CbABPKA CYX BOJHO-ANIKOXONEH EKCTPAKT OT Bajiepuana (Valerianae
extractum hydrochloricum siccum) cyxu eKCTpakTH oT MaTouHHa (Melissae folium extractum siccum)
H MOTUBA MeHTa (Menthae pipperita folium extractum siccumy).

KopeHbT OT BasiepHaHa 0Ka3Ba ceaTHBEH €DEKT U NOACOPABA KAUECTBOTO M NPOAB/DKHTENHOCTTA Ha
ChHA. JIMCTaTa OT MAaTOYMHA NPHTEXABAT CETaTUBHU H TA30MOHHH CBOHCTBA M TPAAHULIMOHHO ¢
M3MON3BAT B YCIOKOHUTEJIHHTE H CBHOTBOPHHUTE PACTHTEIHH (IPENapaTH.

ExcTpakThT OT IMCTa Ha JIIOTHBA MEHTA KMA CMIa3MOJIMTHYEH €(EKT CIPAMO rNagKara MycKyaTypa
Ha XpaHOCMWIATEHHA TPAKT; MPUTEKABA CHIIO XKITBUOTOHEH M razoroHeH egekT. Jlucrara ot moTuBa
MEHTa TPAXHLIMOHHO C€ U3MOJ3BAT 3a€HO C KOPEHH Ha BajJicpHaHa B YCIIOKOHTEJIHUTE PaCTUTENIHU
MPOAYKTH.

[Tone3HuaT edeKT Ha KOMOMHALMATA OT BaNepHaHa, MATOUMHA U JIIOTHBA MEHTA € O0OOCHOBAH OT
TpaAHiHOHHATA i ynorpeba. EdexTrre Ha Te3u neuebHH pacrenns ca norsasaiy ce. KomGunaunsita
MMa JIEK YCMOKOABAI eEKT K € NpelHa3HaueHa 3a 00/1eK4aBaHe Ha OIUIAKBAHHUATA MPH JICKO
MPEeXOAHO HEPBHO HAMpeXKeHUe (KaTo AHEBEH CEIATHUBEH NPOAYKT NPH NCHXWYHO HATOBAPBAHE,
6e3nokoiicTBO, pa3ApasHUTENHOCT) H/WIH BPEMEHHO 3aTPYAHEHO 3aClHBAHE.

5.2 PDapMAKOKHHETHYHH CBOHCTBA

Hsama #HanwyHH JAaHHHW B HAY4YHATa JIHTEpaTypa OTHOCHO (hapMaKOKMHETHKATA HA €KCTPAKTH OT KOpEH
Ha BanepHaHa H JIMCTA OT MATOMHHA H JIIOTHBA MEHTA.

5.3 IlpeaAK/IHHHIHH AAHHH 3a 6e3onacHOCT

ITpoyuBaHMATa Ha OCTpPATa TOKCHYHOCT H TOKCHYHOCTTa NMPH MHOIOKPaTHO NMpWiaraHe Ha Ao3aTa 3a
€TAHOJIOB EKCTPAKT H €TEPUUHO MACIIO OT KOPEH Ha BajiepUaHa NoKa3BaT HUCKa CTeneH Ha TOKCUUHOCT
npy rpyu3ayy. JIMnceat JaHHH 3a FeHOTOKCHUYHOCT, KaHUEPOTE€HEH NOTEHLMAN H PeNPOAYKTHBHA
TOKCHYHOCT 332 €KCTPAKTa OT KOPeH Ha BallepHaHa.

EKCTpakThT OT KOPCHH HA BaJlepHaHa, EKCTPAKTLT OT JIMCTA Ha JIIOTHBA MEHTA M €KCTPAKTLT OT
MAaTO4YHHA HE ¢a MYTAreHHH B TecTa Ha ERMC ¢ pa3nnyuHK mamMoBse Ha Salmonella

typhimurium u Escherichia coli. U3cneasauna in vitro v npy ONKMTHY XXHBOTHH NMOKA3BAT, Ye
€KCTPAKTHT OT MaTOYHHA MOXE Aa NOHWKHW aKTHBHOCTTA Ha TSH (THpeoTponHus XopMOH), HO
KITHHUYHHTE NMOCJICACTBHA OT TO3M (hakT He ¢a H3BECTHH JOCEra.

Hama naHHH 3a KAHUEPOTI€HEH MOTEHUHAT B PENPOAYKTUBHA TOKCHYHOCT 3a EKCTPAKT OT
JIIOTHRA MEHTA H eKCTPaKT OT JIKCTA HA MaTOYHHA.




6. PAPMAHEBTHYHU JAHHH
6.1 Chnrcbk Ha DIOMOIIHHTE BellecTBA

Cuobpaucanue Ha mebpoama Kancyaaq:
Jlex MarHezueB okcH THIN E,
MarnesueB creapar,

JlakT03a MOHOXUApAT,

Tank,

KosouaeH 6e3BoIeH CHTHLIHEB THOKCHMA.
Tevpoa xancysa:

XenaTun,

YepreH xkenesex okcua (E 172),
TuraHos quokcug (E 171),

KunT xenezeH okcun (E 172).

6.2 HecnBMeCTEMOCTH

He ca u3BecTHH.

6.3 Cpox Ha roaHocT

36 Mecela

6.4 CpnenunanHd yc/10BHS HA ChXpaHeHHEe

Jla ce cbXpaHaBa Ha CyX0 M fipU TeMniepaTypu noa 25°C, 3aHIdTeH OT Biara.
Ila He ce npuiara cieJ U3THYaHE Ha NaTaTa, O3HaY€Ha BbPXY ONAaKoBKaTa.

6.5 BnaH chaAbpXKAHHE HA ONAKOBKATA

baucrepu or PVC/PCTFE/Al donmo wnn PVC/PVDC/PVC/Al donno win PVC/PE/PVDC/AL donuo.
KyTtun, ceappxainy 2 6nucrepa ¢ no 10 kancynu.

6.6 ChnenuaaHn NpeANna3zHHA MepKH NPH HIXBLPASHE H padora

Hama cnenHagaHy H3MCKBAHUA,

7. INMPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Zentiva k.s.

U kabelovny 130,
Dolni Mé&cholupy
102 37, Prague 10
Yewka penybnvka

8. HOMEPHA PAZPELHIEHHETO 3A YIIOTPEBA

20070132




9., JATA HA ITHPBO PAZPEIIABAHE/MIOJHOBSIBAHE HA PA3PEILIEHUETO 3A
YTIOTPEBA

IIvpeo PY: 12/12/2007
[TonHoesarane Ha PVY: 29/07/2013

10. JAATA HA AKTYAJIMBHPAHE HA TEKCTA

17.07.2024 r.




