KPATKA XAPAKTEPUCTHUKA HA I1POJIYKTA
| ATENHA *1*:1 r

1.MUME HA JIEKAPCTBEHMSI ITPOIYKT | Kpama xapaxme ,Z O . / : é Q —

| Kom | J ) |
JlopmunnanTt 160 mg/80 mg oOBUTH TabeTKH [ . St s P A L I
Dormiplant 160 mg/80 mg coated tablets o 650" 0k -06 05

2. KAMECTBEH U KOJIMYECTBEH CBCTAB
Axmuenu eewyecmea.
Valerianae radix extractum siccum (Basiepuana, cyx ekcTpakTt ot kopeHH) (3-6:1) 160 mg (ekcrpaxupalit

areHt: etaHon 62%); Melissae folium extractum siccum (MartouuHa, cyx ekcTpakT ot Jiucta) (4-6:1) 80 mg
(ekcTpaxupauy areHt: eraHosn 30%).

[1oMOLIIHO BELIECTBO C U3BECTHO JACHCTBHUE: 3axapo3a.

3a MBJIHUS CITMCHK Ha MOMOILLHUTE BELIECTBA BHXKTE TOUKa 6. 1.
3. JEKAPCTBEHA ®OPMA

O6BuTa TabneTka
Tabnerkara e KpbrIjla, CHHSl Ha LIBAT.

4. KJIMHUYHUA JAHHHA
4.1. TepaneBTHYHH NOKA3ZAHHS

be3noKONCTBO, CMYLLIEHHUA HA CbHS, IbJ/DKALIM C€ HA HEPBHHU ChCTOSHMS.
To3u iekapcTBEeH NPOAYKT € MOKa3aH MpU Bb3PacTHU U Jiela Hajl 6 roiMHM.

4. 2. J10o3MpOBKA H HAYHH HA NPHJIO)KEHHE

Jlo3upoBka

Bw3pacmnuu u oeya nao 6 coounu:
[1o 2 0OBuTH TabneTKH 2 MbTH JIHEBHO, /1a CE€ NMPUEeMAT HECABBKAHHU C MAJIKO T€YHOCT.

lleouampuuna nonyrayus
Jlopmunnaut He TpsOBa Ja ce naBa Ha aeua noj 6 roAaMiliHa Bb3pacr.

HauyuH Ha npuioxkeHue
[IpyembT He 3aBMCH OT XpaHeHeTo. [IpoaAb/DKUTETHOCTTA HA NMPHJIOKEHHE TIPUHUMITHO € HeorpaHu4YeHa. AKo
CHUMINITOMHMTE HE C€ MOBJIMABAT UJIM CE€ BJIOLIAT CJIe/] ABYCEAMHYHA yroTpeda, TpsOBa J1a ce KOHCYJITHpaA C JieKap.

4. 3. IlpornBonoka3zanus

CBPBXH}’BCTBHTGHHDCT KbM AKTUBHHUTE BE€LICCTBA UJIH KbM HAKOC OT NOMOLLHHUTE BELICCTBA, H36PDE¢HH B TOYKA
6.1

4.4. CnennaJiHy npeaynpexaeHds H Npeanasnd MepKH IpH ynorpeda

[ lennaTpyuyHa nonyJjauus
Ynorpebara Ha TO3H JIEKapCTBEH NMPOAYKT HE CE€ NMpernopbyBa Mpu jeua rnoja 6 roguHHu.
[latMeHTH ¢ pAAKO cpellaHd BpOAEHH MpoO0JieMH C HEMOHOCMMOCT KbM (pyKTO3aT
CHHAPOM Ha ManabcopOuus WM 3axapa3Ho/m3omaiitazeH aepuudt He TpssiOBa aa n

MpOAYKT.




4.5. B3anMoaeHCTBHE ¢ APYIrH JIEKAPCTBEHH NPOAYKTH H ApYrd ¢opMu Ba B3aRMoeHcTBRE
KoMOuHaLMs ¢bC CHHTETUMHM CEAAaTUBHY M3UCKBA JHArHO3a, NOCTABEHA OT JIeKap K IeKapCKH HaaA30p.
4.6. @epTHANTET, OPEMEHHOCT B KbpMeRe

beszonacHocTTa no BpCMC Ha GPEMEHHOCT H JaKTdlUHA HC € TNOTBbpACHA. Kato npeianaiHa MApkKa nopaiu
HEAOCTATbYHO AdaHHH, ynmpeﬁa'ra no speM< Ha SPBMEHHOC’I‘ H KbPpMCHEC HC CE€ NTPENOPBYBA.

4.7. EdekTn BLpXY cnocobnOCTTA 32 mohHpaHe H padoTa ¢ MAIIHHH

T'03u ekapcTBEH NMPOAYKT MOXKE Ja HaMallH criocoOHoCTTa 32 wogupaHe unu pabota ¢ Mawuau. [lopaau Tosa
TOM He TpsAOBA Ja ce B3cMa NoHe 2 yaca npeay mwodgupaHe iy pabora ¢ MallIMHH

4.8. HexxenaHn JTeKAPCTBEHH PEAKIIHH
OueHKaTa Ha T€3M peakuuu ce Oa3rpa Ha CNeHAaTa KnacM(pHKALHUA 32 HECTOTA:

Mmuoro uecTn: YecTn:

noseue oT | Ha 10 mauueHTH Ilo-manko ot 1 Ha 10, HO noeeue ot 1 Ha 100
NAaLUEHTH

Heuecrn: Peaxmu:

[lo-manko ot | Ha 100, Ho noBeue ot 1 Ha 1000 | Ilo-manko ot | Ha 1000, HO noseue ot | Ha 10

nauueHTH 000 naumeHTH

Mpnoro peakn:

| vnn Huto eaud Ha 10 000 nauueHTH, BRIKOUYMTETHO H CY4aH C HEW3BECTHA YeCToTa

CTOM&I.HHO-‘-I@BHH HApPYILHCHHA .
Panko: CTOMAHIHO-4YPCBHH OILNaKBAHHWA

CoobliaBaHe Ha MNOJO3UPAHU HEXEITAHH peaKLHH

CroOuiaBaHeTo Ha NOJO3MPAHH HEXKEIAHH PEaKUHH ciiell pa3peuiaBane 3a ynorpeba Ha IeKapCTBEHHS MPOIYKT
¢ BaXxHO. ToBa Mo3posisBa [a NPOAL/DKH HAOMOAEHHETO Ha CHLOTHOLLEHHETO MON3a/PHUCK 34 NEeKapCTBEHMA
NpoaykT. OT MEAHLIMHCKHTE CMELMAJINCTH Ce U3UCKBA Ja ChoOLIABAT BCAKA MOA03MPAHA HEXENaHa peakuus

ype3 HALMOHA/IHATA CHCTEMA 32 ChoOulaBaHe, B M3anbiHUTE/IHATA areHUMA 110 IeKapcTBarTa, yAa. "J{amau [Npyes*
Ne 8, 1303 Codus, Ten. +35 928903417, yeGeaihT: www.bda.bg.

4.9. Ilpenozmpane

[IppeMBT Ha BaNepyHaHOBH KOPEHH B A03a No-BUcoka oT 20 g (koero otroeaps Ha 27 oOBHTH TabJIETKH C
BaJlepHaHa W MaTOYHHA HaBEXHBK) MOXE [Aa JO0BEAE [0 CAEAHWTE CHUMIITOMH: JleCHA YMOPAEMOCT,
abgoOMHHATHY KpaMIiy, YYBCTBO 3a CTAraHe B IPb/IHMS KOLWI, YYBCTBO Ha Npa3HOTa B r/iaBaTta, TPEMOpP Ha
PBLETE U Pa3dlIMPEHUE HA 3eHULMTE. Te3u CHMNTOMH OOMKHOBEHO M34e3BaT cnen 24 yaca. B nucToBkara 3a
NalMeHTa ce NpenopbyBa KOHCYNTAUMS C JIeKap aKko Te3M CUMITOMU nponabipkar. HaMma crneuuanHd Mepkw,
JIEYEHHETO € CUMIITOMATHYHO.

5. DPAPMAKOJOIMYHHU CBOUCTBA

3.1. ®apmMakoAHHAMRYHA CBOicTRA

dapmMmakorepaneBTH4Ha rpyna: CbHOTBOpHHU U cenaTHBHM cpeactea. ATC kox: NOSCMO9
CenaTUBHOTO ACHCTBHE HAa NpenapaTiTe OT BallepHaHOBH KOpPEHHM, KOETO € OTZaBHAa H3Be BAMIKPHYHO,
Oelle NOTBBLpAEHO NP NPEAKIMHHYHH TECTOBE M KOHTPOIHPaHH KIHHHYHH H3CJIEIBaHU -/" pud
CYXHTE EKCTPaKTH OT BallEPHaHOBU KOPEHHM, MOTYUYEHH C €TaHOoJI/Boaa (€TaHon Makc. iy _
ye B MPENOPBLYBAHUTE A03H AOACOPABAT NMPOAL/IDKHTENHOCTTA H KAYECTBOTO Ha ChHA. [Joma/noiel
Ja ObAc TMPUNUCAHO CBC CUIYPHOCT HAa HHUKOf OT HM3BECTHUTE CbHCTaBKH. buim ! - :. WP
MEXaHH3MH Ha JCHCTBHE 3a pas/iM4HHU CHCTABKH HAa BAJIEPHAHOBUTE KOPEHH (cecx ENIG
(p1aBOHOMAM), KOHUTO € BB3MOXHO fa JOMPHHACAT 34 KIMHWYHMA edexT M BIIoWRaE e
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['AMK-cHucremara, aroHn3bM KbM Al aJ€HO3HH peLenTopa U CBBP3BAHETO C S-XMAPOKCHUTpHUNTAMHH A
peuenTopa.

ETepU4HOTO Maclio OT MaTOUMHA HMa CeOaTHBEH €(EeKT M MpPH XOpa, H NpH XKBOTHH. BOJAHWTE pa3TBOpPH Ha
MacjJ0TO OT MATOYHHA ca JOKa3aH CHa3sMOJMTHYHO MU AHTHUXUCTAMHHHO OCHCTBHE MPH ONHTH C >XUBOTHH.
broXUMHUUYHUTE MEXAHU3MH HE CA H3BECTHH.

[ipy kiuHHuyHK onuTH Tasu ¢apmauesTUYHa dopmysia noAoOpaBa KAYECTBOTO HAa ChbHA 4YPE3 HaMa/ABaHE
nepuoruTe Ha OOABPCTBAHE MpPH 34paBU Xopa, Oe3 Ja HMa HSKAKBO OTPHLATENHO BJIHAHHE BbPXY
KOHLUEHTpAaLHATA H BpeMeTOo 3a pearvpaHe. lIpH nauHeHT¥ ¢ TCHMXOBET€TaTUBHM HApyLIEHUA TasM
¢apManieBTHYHa ¢opMyna nokassa OnarotBopeH eQeKT BBPXY CHMNTOMM KaTo: 0e3MoKOHCTBO,
pa3apa3sHUTENHOCT, Jenpecus, rnapobonue, HapyLeHHs HA CbHA H IPYTH COMATHYHH CUMITTOMH.

3.2. ®apMaKOKHHETHYHH CBOHCTBA

Hsama nocrathyHO AaHHH 3a apMakOKHHETHKaTa NpH xopa. Ot sausaHueTo BbpXy EEIT no Bpeme Ha cvH cnen
npunarade Ha JIOpMHIVIAHT MOXKE J1a ce 3aK/TI0UH, Ye UMa OHOHAJIMYHOCT B MO3bKA.

5.3. IlpeaknrHAYHH JaHHH 32 Oe30IaCHOCT

CnMpTHH eKCTPaKTH H €TEPUYHO MAC/IO OT BAIEpPHaHOBH KOPEHH ca M0Ka3anyd HUCKA TOKCHYHOCT MPH rpU3ayH
No BpeMe Ha aKyTHH TECTOBE U NP NOBTAPALIH C€ TOKCUYHM A03HM 3a nepuon ot 4-8 ceamuuy.

TectoBe 3a penpoaAyKTHBHA TOKCHYHOCT, TCHOTOKCHMHOCT U KAHLIEPOr€HHOCT HE Ca MPOBEXKIaHH.

ETepHYHOTO Macio OT MaTOYHHA MNposABaBa ocTpa TokcH4HocT npu (.7 ml/kg (LDso). Hama MyTareHHO win
KaHLIEPOreHHO JeiCTBHE.

6. PAPMAIIEBTHUYHHU JAHHH
6.1. CnacuLK HA NOMOIMIRHTE BellecTBA:

CUNIMLIMeB JUOKCH] KOJIOMAEH,
3axapo3a,

KpPOCMOBHAOH,

XHAPOreHUpaHO pHLUHHOBO Macio,
MHKPOKPUCTAIHA LIEITYN103a,
MArHe3HUeB cTeapar,

TaJlK,
XUAPOKCHITPONTHUIMETHILICTYJI03,
HHAWrokapMuH E 132,

TuTaHoB aHokcua E 171,
CTeapUHOBA KUCEIIUHA,

BAHHIIHH,

3aXapHH HATPHH,

CUMETHKOH,

METHIILENY103a,

cOopOMHOBA KHUCETHHA.

6.2. HecLBMECTHMOCTH

Henpunoxumo

6.3. Cpok ua roanocrt

CpoKbT Ha rOAHOCT € 3 TOAUHH.

6.4. Cnennanny yCI0BRSA HA ChXPAHEHHE

Ja ce cexpansBa nox 30°C. a ce na3u or paara.
Jla ce cpxpaHgBa Ha MACTO, HEAOCTLITHO 32 Jela.




6.5. Bua ¥ chabpiKkaHHe HA ONIAKOBKATA

Onakoskara (Onucrep) e HanpaseHa oT PVC/PVDC u annymunueBo gosino. baucrepure ca nakeTupaHu 3aeHo
C JIKCTOBKATa B KAPTOHEHA KYTHA.

Ilpennara ce B onaxosku 1o 50, 60 n 100 o6BuTH TabneTkwy.
He Bcuuku BUAOBE ONAKOBKYA MOTAT Aa ObaaT mycHaTu B npojaxoa.

6.6. Cneuna/iHi npeana3Hn MepPKH NPH H3IXBbpJgHe

Hsama crieumanay H3ucKBanya. Hen3nosI3BaHUAT JIEKAPCTBEH NPOAYKT WK OTIIAALYHUTE MATEPHAITH OT HErO
TPpsAOBa A2 ce€ U3XBLPJIAT B CbOTBETCTBHE C MECTHUTE H3UCKBaHUAL.

7. HPHUTEXKATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Dr. Willmar Schwabe GmbH & Co.KG
Willmar Schwabe Str. No 4

76227 Karlsruhe, ['epmanus

Ten.: 0049 721 4005-0

Dakc: 0049 721 4005-202

8. HOMEP HA PAZPELLEHHETO 3A YIIOTPEBA

20010612

9. 1ATA HA ITBPBO PA3ZPEIHABAHEMIOAHOBABAHE HA PAZPELHIEHHETO 3A YIIOTPEBA

daTa na nnpeo paspemapane: 14.06.2001
JdaTta Ha nocieqHo nogHoBaBaHe: 13.07.2011

10. JATA HA AKTYAJIN3NPAHE HA TEKCTA

04/2025




