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1. UME HA JIEKAPCTBEHHUA ITPOAYKT

Cenakyp dopte 75 mg/23 mg/45 mg o0BUTH TalJIETKH
Sedacur forte 75 mg/23 mg/45 mg coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

| oOBHUTA TAabNETKA ChABPKA:

AKTHBHH BElLIECTBA:

75 mg Cyx eKCTpakT OT BajiepuaHa, kopeH (Valerianae radicis extractum siccum) (5-6:1)
Pazrsopuren: eranon 70% (v/v)

23 mg Cyx ekcTpakT OT xMmel, wuwapku (Lupuli strobuli extractum siccum) (4-8:1) PazrtBopuren:
meTanon 40% (v/v)

45 mg Cyx ekcTpakT oT MaTouuHa, auct (Melissae folil extractum siccum) (4-6:1)

Pa3zrBopuTE: npeyncTena Bojia

[loMolHHU BelecTBa ¢ U3BECTHO JICHCTBHE: CbhAbpiKa 3axapoi3a H I'’1ioK03a, TEHHa, U3CYICHA 4pe3

pasrpalluaBaHe.
3a MbJIHUS CITUCHK HA MOMOLIHUTE BELIECTBAa BUKTE To4Ka 6. 1.

3. JEKAPCTBEHA ®OPMA

O0OBuTA TadneTka.

4. KIMHUYHHU JAHHH

4.1. TepaneBTHYHH NOKAZAHUSI
CHMIITOMATHYHO JICYEHHE NPH HEPBHO Pa3CTPONCTBO W TPY/IHOCTH MPH 3acliMBaHeE.

4.2. Jlo3UpOBKa H HAYMHH HA NPHJIOKEHHE

Jlo3upoBka

[Ipn noBuiieHa HEpBHA Bb30YAUMOCT MPH Bb3pacTHH U jieua Hajl | 2-roauiuHa Bb3pact - 1-2 00BUTH
TabJIETKHU OT 2 A0 3 MbTH JIHEBHO, a MPH JICKH HApPYLLUEHUS HA CbHA 110 1-2 0O0BUTH TadsieTkH 0K0J10 | vac
npeau Jisirane. B HHAMBH/IYaJIHH Cllyyan € Bb3MOXKHO MOBHILIABaHEe Ha J103HPOBKATa.

[ [pOIBIIKHTENIHOCTTA HA JICYEHHETO 3aBUCH OT BH/1a M CTEIEHTA Ha 3a00J151BAHETO.

HauuH Ha npuaoxeHue
Oo0BuTHTE TabNeTKkH TpssOBa ja ce€ npueMaT HeCAbBKaHH C MAJIKO KOJIMYECTBO TEHHOCT.

4.3. IlporuBonokazanus

To3n nexkapcrBeH NpoaAyKT He TpsiOBa Aa ce npuema:




- NpH CBPbLX4YYBCTBUTENHOCT KbM BaNlEpHaHa, MaTOUKHHA ¥ XMEN UJIH KbM HAKOE OT MOMOLLHHUTE
BE1LECTBA, H3DPOECHH B Touka 6. 1.
- npu jaeua noa 12-roaduiHa Bb3pacr.

4.4. CrheuHaJIHH npeaynpexIeHHs H NIPeAnasHi MepKH npu ynorpeoda

AKO ONNaKBaHHATa NPOJIbIHKAT WM CE 3aCHNAT cnea 2-ceAMHUUHO JieveHne cbe Ceaakyp opre,
NICUEHRETO TpAOBAa 12 C€ NPEOLCHH,

[TauneHTH ¢ peaKn HacAeACTBEHH 3a0019BaHNA B AHAMHE3aTa KaTO HENOHOCUMOCT KbM (PpYyKTO3a,
rN0KO30-ranakTo3Ha ManabcopOumns nny 3axapa3o-u30ManTa3Ha HeAOCTATLYHOCT HE TpsabBa Aa npueMar

Cenakyp dopre.
4.5. BzaumoaelcTBHE ¢ APYIH JIEKAPCTBEHH NMTPOAYKTH H APYrd GOopMH Ha B3aHMOAEHCTBHE

He ca HabnionaeaHu jocera, HO NpU €AHOBPEMEHEH MPHUEM € BB3MOXHO 1a C€ NOTEHUHPa NeHCTBUETO Ha
JAPYT'd CeJJaTUBHU NPOAYKTH W AJKOXOJ.

4.6. DepTHAHTE, OPEMEHHOCT H KbpPpMEHE

[1pn ynorpeba cbrnacHo NnpeanyicaHysaTa B JIUCTOBKATA HA IEKAPCTBEHUS MPOAYKT, HaMa ChoOLIeHHS 3a
HeOnaronpuATHY Bb3ACHCTBUA BbPXY DPEMEHHOCTTA U KbPMEHETO, HO 1TOPaay JiKIca Ha AaHHW HE ce
NpenopbL4YBa NPHEMDBT UM MO BpEME Ha OPEMEHHOCT H KbPMEHE.

He ca nposexaaHu U3cneABaHHUA 3a €PEKTH BbPXY PepTUINTETA.

4.7. EdekTH BbpXY cnocoGHOCTTA 32 IodHpaHe H padoTa ¢ MALLIHHH

Cenakyp dopTe He noBausaBa cnocobHOCTTA 32 WodupaHe H padoTa ¢ MALUKHU.

4.8. HexenaHu NeKapCcTBEHH peaKIun
OueHkaTa Ha HEXENTAHUTE JIEKAPCTBEHH pPeaKUKH C€ OCHOBABA HA CJIEJIHNTE YECTOTH:

Muoro uectu: (> 1/10)

Yectu: (> 1/100 no <1/10)

Heuectu: (= 1/1 000 go <1/100)

Peaku: (= 1/10 000 mo <1/1 000)

Muoro peaku: (<1/10 000)

C HEH3BEeCTHA YecToTa (OT HANUUHKTE JAHHHW HE MOXe 1a Obje HanpaBeHa OLEHKA)

HapylieHna Ha UMyHHATa CUCTEMA!
MHOro peikH, alepruudi KOXHH pEeaKkLUH.

CTOMalHO-4YPEBEH TPAKT:
Peaku: cToMaliHO-4peBHU HAPYLUIEHUA.

HexenanuTte pCakllHH U3HE3BAT CAC NPEKPATABAHC Ha JICHCHHUETO,

[Ipy NBpBUTE NPHIHALM HA PEAKUIHK HA3 CBPBbXYYBCTBUTENIHOCT, MPUEMbBT HA JI€KApCTBEHHUA
TpsadBa He3abaBHO J1a Ce 1IPEKpaTH.




C100uWaBaHe HA NOAO3ZUPAHH HEXENAHU PeaKU WU

Cb0o0WaBaHEeTO Ha NOAO3MPAHK HEXENAHH peakuny Criel paspeliaBaHe 3a ynotpeda Ha nexapCcTBEHUs
MPOAYKT € BaXKHO. ToBa o3soJisea Aa NpoALAXKU HabNIOAECHUETO HA ChOTHOILIEHUETO MOJ3a/PHCK 32
nekapcTseHud NpoAyKT. OT MEANUMHCKUTE CTIEUHAANCTH C€ HIUCKRBA Jla CbOOIIaRaT BCAKA NOAO3KWPAHA
HEXENaHa PeaKLMA Ype3 HAllMOHATHA CUCTEMA 33 CbOoOLlaBaHe:

M3nbnHuTENHA areHuus no nekapereara

yi. ,,Jlamsn ['pyer” Ne 8

1303 Codus

Ten.: +35 928903417

yebeaht: oo fli

[FI CFe——L ]

4.9. TIlpeaoinpane

[lpn npeno3upane ¢ Banepyuana ¢ BbL3MOXKHA NposBaTa Ha ymopa, abaoMUHAJIHN KpaMnu, 4yYBCTBO 3a
TEXECT B IPbAHUA KOLU, 3aMaiiBane, TPEMOpP Ha pbUETE U pa3ilupPeHHe HA 3eHULIUTE KaTo 34
NpeocA0NABAHETO UM TpaOBa Aa ce NpeAnpHEMAT ChbOTBETHUTE MEPKH,

5. PAPMAKOJIOIT'HYHU CBOUCTBA

CenaTUBHUAT e(eKT HA KOPEHHU Ha BanepuaHa € eMNupHUHO U3pa3eH, HO HE MOXe Aa Obae 00ACHEH Che
CUTYPHOCT KbM NO3HaTHTE TaknuBa. PapMaKkonOrMuHKUTE U3CAEIBAHKS HA Ta3u YCTaHOBEHA KOMOWHaL KA
AOKa3gaT 3aCMWBAHE ¥ NOKa3BaT CEAATUBEH edeKT

S5.1. dapmakogHHAMHYHY CBOHCTBA
GapmakoTrepanesTHUHa rpyna: Ceaumpaulo v npycnuBatenHo nekaperso, ATC xoa: NOSCX

3a lekapcTBeHH NPOAYKTH Ha ocHoBaTa Ha Valerianae radicis extractum siccum, Lupuli strobuli
extractum siccum, Melissae folit extractum siccum e 10Ka3aHo, Y€ UMAT CENaTHBHO W NPHCNUBATENHO
NEHCTBHUE.

5.2. ®dapMaKOKHHETHYHH CBOHCTBA

JIMNCBAT AAHHH OTHOCHO $apMaKOKHHETHKATA Ha NEKapCTBEHUA MPOAYKT, Thit KATO HE Ca W3BECTHH
NEKAPCTBEHUTE BELUECTBA, ChbAbPXKALLH CE€ B CYXHTE EKCTPAKTH.

5.3. IlpeaknuHHUYHH QaHHH 3a Ge3omacHoCT

KopeH ot Banepuana:

TokcMyHOCTTA Ha BaiepHaHOBHA KOPEH € KlacHuUKpaHa KaTo HHUcka. B nuTtepartypara ¢ onucal camo
eAMHUYEH cayuyal Ha npeaosvpade: npyem Ha 18,8-23)5 g kopeH OT Banepuata, NpUUYUHABE CNeA

30 MHHYTH OT npHeMa ymopa, abaoMuHanHu KpaMnu, TexecT B MPbAHUS Kolll, 3aMaiiBaHe, TpeMop Ha
pbueTe ¥ Myuapraiza. CUMNTOMKTE OT3BYYaBaT 3a NO-Majiko oT 24 vaca.

xmMmen:
JloknaaunTe 3a eCTPOreHHa aKTHBHOCT HA XMena ca HeybeauTenHy.
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MacnenBaHusTa C OKOHYATETHY 3aKJIFOUCHUSA 34 TAKKUBA AOKJIAAH He CHUICCTBYBAT.

Jlucta oT MaTto4uHa:
B AMES-TecTa HAMa I@HHKW 32 MYTAr€HHOCT NPH THHKTYPA OT JIMCTA Ha MaTOUHHA.

OT TokCcHKOMOrHYHA TheaHa Tovka Ceaakyp dopre MOXKE 1a ce cuuTa 3a beszonacen. [Tpu
NOCTMAPKETHHIOBH HADNIOACHHUSA HA NPOAYKTA, HEXEJIAHHY NEKAPCTBEHU PEaKUMK €A PErUCTPUPAHK TTPH

no-mManko o7 1% oT nauneHTuTe. He € yCTaHOBEHA BPb3Ka MEXWAY TE3H HEKENAHN NEKAPCTBEHN pPeaKLnH
H ynorpebaTa Ha NeKapCTBEHHSA NPOAYKT.

6. PAPMAIHEBTHUYHHU JAHHHA

6.1. CnHcbK Ha MOMOUIHHMTE BelleCTBA

MantoaekcTpyH, MUKPOKPHUCTANHA LeNYN03a, KOMOBUMAOH, NOBUAOH, 0€3BOAECH, XHAPOPobeH KonouaeH
CHAMUNEB IHOKCHU, CTEAPHHOBA KUCCIHHA, TaNIK, KAPMENO3a HATpHil, KapHaAyOCKH BOCHK, 051 BOCHK,
CUpONl MJIH0KO3a, H3CYLUEHA Ype3 pa3npalliaBadHe, HHAKTOTHUH (E 132), HapeBWYHO HULLIECTE, 3aXapo3a,
ieasrak, THTaHoB AMokeua (E 171), nonucopbar 80

6.2. HeChbBMECTHMOCTH

He ca u3pecTHH.

6.3. Cpoxk Ha roaHoCT

3 roauHu

6.4. CneuuaJiJHH YCRIOBHA HA ChXPAHEHHE

Jla ce cbxpansBa nog 30°C.

6.5. Bua N chabpKaHHE HZ ONTAKOBKATA

bauctepu ot PVC/PVDC anyMuuueBo $osino, NoCTaBEHH B OPUIHHANTHY KAPTOHEHH KYTHH C JIMCTOBKA
34 NAaLUeHTA.

40, 50 u 100 odBHTH TabDneTKHU.
[He 8cuuky BUAOBE ONAKOBKH MOraT Aa ObAaT NycHaTH HA naszapa.

6.6. CnenuaaHH NpeINa3zHW MEPKH NPH N3XBhLPJAHE

Hsama cneupyaniyd U3UCKBAHHUA.
Hen3non3saHuAT nekapcTBeH MPOAYKT K1Y OTNAAbUYHUTE MATEPHANHN OT HEro TpAOBa 1a CE€ U3XBBPJIAT B
CbOTBETCTBHE C MECTHHUTE U3HCKBAHHKA.

7. IIPHTEXATEJI HA PAZPEHIEHHUETO 3A YIIOTPEBA
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Schaper & Briimmer GmbH & Co.KG
Bahnhofstrasse 35
38259 Salzgitter, 'epmaHus

Ten.: +49 53 41 307-0

gaxc: +49 53 41 307-124

8. HOMEP HA PAZPEILIEHHUETO 3A YIIOTPEEBA
20030685

9. JIATA HA ITbPBO PA3ZPEHTABAHE/INIO/IHOBABAHE HA PASPEIIEHUETO 3A
YITOTPEBA

JlaTta Ha nbpBO pa3pewasane: |1 HoemBpu 2003 T
Jlata Ha nocneano noaHosaBane: 30 oxromepn 2008 r.

10. JATA HA AKTYAJIM3NPAHE HA TEKCTA

04/2025




