KPATKA XAPAKTEPHCTUKA HA HPOAYKTA

1. UME HA JJEKAPCTBEHHUA IMTPOAYKT

AnneKug JIEHTO Tabnetku NSMBLARUTENHA ATERLIMS N0 NEKAPCT BW

AlpeKid DENTO tablets "pamKa xapaxkmepucmuxa wa npogyse  Tpmonee T
Kot Poz. 22027l
Paapewenue Ne *v

2. KAYECTBEH A KOJIMMECTBEH ChCTAB ) |
BG/MA/MP - 43337—/1? -01- 2004

| ranerxa (100 mg) chmepia: 2 T

AKTHUBHH BELIECTRA:

benagona (Belladonna) Dé 15,00 mg

Xamomuna (Chamomilla) D6 15,00 mg

Depym docdopuxym (Ferrum phosphoricum) D6 15,00 mg

Xenap cyadypuc (Hepar sulfuris) D12 15,00 mg

[Tyncatuna (Pulsatilla) D6 | 15,00 mg

TToMOIIHY BelIeCTBa C H3BECTHO ACHCTBHE: 1AKTO3a MOHOXHAPAT
3a MbJIHUA CITUCHK HA NOMOIIHHUTE BELIECTBA BHKTE T. 6. ]

3. REKAPCTBEHA ®OPMA

Tabnetka. Bsna 1o mourw Gsuta, A8OMHO Mocka TabneTka cbC CKOCEHH pBOOBE.

4. KIMHUYHHU JAHHH

4.1 TepaneBTHYHH NOKAZAHHSA

OrnakeaHus TpH NOHKKBaHE Ha 350M NPH KbpMave€Ta H MAJIKH J€UA KaTO pa3apasHHMOCT,
Oe3nokoiicTBO, 60Me3HEHH BEHLUH, O0JKH B YIIIMTE, NOBHLIIEHA TEMAEPATYpa, CTOMALIHO — YPEBHO
Pa3TPOHCTBO.

4.2 1o3HpOBKA W HAHH KA NPHJIOKEHHE

lo3upoBKa

Heua noa | roauHa:

[Ipu ocTpH orIaKBaHHs ce mpHeMa no | Tabierka Ha BceKW Yac 10 MakCHMyM 6 TabJieTKH Ha [JICH.
Cnep oTITyMsIBaHE HA onlakBaHusTa — 1Mo 1 Tabnerka 3 mbpTH HA AEH.

Jletia Ha Bb3pacT OT | 10 6 roguuu:
[Mpy OCTpH OMITaKBAHHUA ce MpUeMaT no 2 TabAeTKH Ha BCEKH Yac 0 MakcuMyM 12 TabneTky Ha IcH,
Cnejll oTIIyMsABaHE HA OILIAKBAHMATA — MO 2 TabneTKu 3 TbTH Ha JIEH.

HauuH Ha NPUNOKEHHE




TabneTkuTe TPAOBA 1a Ce OCTaBAT [a ce PasTornaT OaBHO B YCTaTa. 3a MAIKH Aela TabieTkure Morat
Ia c€ pa3TBOPAT B MaJIKO BOJA.

Heobxoaumo 1a ce cma3Ba WHTEpBAI OT IOHE MOJIOBHH 4Yac MEXKOY XpaHCHETO M MpHEMa Ha
NCKAPCTBOTO.

4.3 IllporreEonoKazanun

CBpPBXYYBCTBHTENHOCT KbM AKTHBHHMTE BELIECTBA HIIH KBM HAKOE OT MOMOLIHKTE BEIECTBA, H3DPOeHH
BT. 6.1,

4.4 Cnenuajuy npeiynpeKacHAR H npelNa3Hi MepKH NPH ynorpeda

To3H nekapcTBEH NPOAYKT ChAbpXKa akTo3a. [lauHeHTHTE ¢ BpoAcHA HEMOHOCHMOCT KbM I'ajlakTo3a,
Lapp-nakrazna HEAOCTATHMHOCT WM IIIOKO3EH/TANaKTo3eH CHHAPOM Ha ManabcopOums He Tpabsa na
MPHEMAT TO3M JICKAPCTBEH MPOJTYKT.

[Ipeonenka Ha JieyeHHETO € HEODXO UMa:
- AKO AETETO HE Ce MOBIHABA JOCTaThuyHO OT npueMa Ha AnneKun JIEHTO
- 8KO BB3HUKHAT JOMBITHUTENHH OffIaKBanus

4.5 BzanmopeHcTBHe ¢ APYTH JICKaAPCTBEHH NPOAYKTH H APYrHE GOopMH HA B3aHMO/eHCTBHE

He ca nabmonapaHu B3aMMOACHCTBMA C JIPYrH JIEKAPCTBEHW MPOAYKTH. Ymorpebata Ha TO3H
XOMEONATHYCH JISKAPCTBEH NMPOAYKT HE M3KIOUBA BB3MOKHOCTTA 32 TIPMEM HA APYIH JCKapCTBCHU
MPOIYKTH.

Poaurenure OHUBAT CHBETBAHH A4 C€ KOHCYJITHPAT C JIeKap, aK0 ACTETO HM NTPHEMa, AOCKOPO € MTPHEMAITO
HJIH € BE3MO2KHO la IIpHeMa APYTH JCKApPCTBEHH TIPOOYKTH.

4.6 DepTHIATET, 6PEMEHHOCT H KbpPMEHE

To3u nexkapcTBed OpoayKT € NpeaHa3HaveH 3a Acua.

4.7 EdexTn BhpXy cnocoGuocTTa 3a modupane u padoTa ¢ MAMHHHA
To3u nekapcTBEH NPOAYKT € NpeaHa3HaveH 3a eua.

4.8 Hexxenanu JIeKapCcTBeHH peakitiu

J1o MOMeHTa HE Ca M3BECTHH HEXKEIaHH JICKAPCTBEHH PEAKIIHH.
AKO HIKaKBH HEXKC/IaHU peakuuy OwaaT 3abesiszaHu, € HEOOXOIUMO /14 ¢ MPEANpHeMaT MOAXO LA
MEPKH.

3abenexka: [Ipu ynorpeba Ha XOMeONMaTHUYHH JICKAPCTBA CHLIECTBYBALLMTE OIJIAKBAHHUA MOrar /ia Ce€
BJIOLUAT BPEMEHHO (HAYAIHO XOMEOTIATHYHO BomaBane). B Te3u ciryyau mauueHTHTE OMBAT ChBETBAHH
Ia [IPEKPATAT JIEUEHHETO W J1a C€ KOHCYJITUPAT ¢ JieKap.

Cro0maBane Ha N0A03UPAHH HEXKETAHU PEAKITHH
CrofluapaneTo Ha MOA03HPAHU HEXKeTAHH PEaKUMH CJIS/ Pa3pelliaBaHe 3a Y1l (A TBEHUA
NPOAYKT € BaXKHO. ToBa MO3BOMIABA 1a NPOAb/DKK HaOIIOAEHHETO HA CHOTH
JICKapCTBeHUs NPOAYKT. OT MEIULIMHCKHTE CIICRHAIKUCTH C€ H3HCKBA 1d C
NOAO3HpaHa HEXKeNaHa peakums upe3 M3nbaHurenya areHuHs 1o Jekapce
yi. ,,JJlaman I 'pye” Ne 8

1303 Codus

Ten.: +359 28903417




yeOcaifT: www.bda.bg

4.9 Ilpeposnpane

He ca noknaaBaHu ciyuad HA NIpeAo3UpAHE.

5. PAPMAKOJIOI'MYHHU CBOUCTBA

OapmakoTepaneBTHYHa Ipyna: XoMeonaTH4YeH JeKapCTBCH NMPOAYKT

XoMeonaTHuHaTa Tepanud € pa3jidyaBa 3HaUMTEIHO OT KOHBEHUHOHATHATA MEJUIIHHA 110 OTHOLLCHHC
Ha pa3bupaHeTo 3a 3a00JMBAHUATA M H3NOJBBAHETO HA JeueOuuTe BewecTBa. XOMEOINATHYHUTE
CPe/CTBAa CTUMYJIMPAT MEXaHU3MHTE 3a COOCTBEHA 3alMTa HA OpraHKM3Ma M [0 TO3H HA4YWH AKTHBUDAT
caMOJICHMTENHUTE CcuAM. OTropopbT HA OpraHW3Ma Ha XOMEONATHYHHTS [EeHCTBHA € CTPOTO
HHIABHAYAJIEH. [Mopand Te3u MpUUMHH J030-CiElMbUYHH  (ApMAKOJOTHYHH  €(eKTH,
thapMaKOKAHETHUHH ¥ (PAPMAKOIMHAMHYHH JaHHH HE MOTAT ja ObAaT onpenesieHH.

3.1, @apMakoguHAMHYHHA CBOHCTBA

Henpunoxumo

5.2. DapMakOKHHeTHYHH CBOHCTBA

Henpuioxumo

5.3, IlpeAK/IHHEYHH JAaHHH 34 0€30[ACHOCT

Henpunoxumo. AnneKua JEHTO TabneTku, Kato XoMeonaTHUSH JIEKAPCTBEH MPOAYKT HE € [IPCMHHA
Ape3 NPEAKIMHHYHE NPpOYYBaHHA.

6. PAPMAIIEBTHYHHA JAHHUA

6.1 CnuchK HA MOMOINHHTE BEILIECTBA
[lenyno3a, MUKPOKPHCTANTHA

JlakTo3a MOHOXMApAT

Marneszues creapar

Tank

6.2 HechbBMECTHMOCTH

Henpunoxumo

6.3 Cpok HA roaHocT

J FTOOWHH

6.4 CnenHaIHH yCJIOBHS HA CHXpAHEHHE

To3u nekapcTBeH NMPOAYKT HE U3UCKBA CMNEUHATHH YCIIOBHSA Ha ChXpaHEeHHE.
Jla ce cexpaHsiBa Ha MSACTO, HEAOCTHITHO 34 AcLal

6.5 Bua H chabpkande HA ONMAKOBKATA




Bytunka or kKaMBO CTBKIIO, ¢ IJIaCTMacoBa Kkanauka, chabpikawia 150 tabnetkw; 30 Tabnerku B
6auctep, 1 win 2 6nMcTepa B KQPTOHEHA KYTHA.

He BCcUuYKH BUZOBE OMAKOBKH MOrar Aa ObaaT nycHaTH Ha masapa.
6.6. Cnenuaanm npeanazHy MEepKH NPHA H3XBLPJIAHE

HsaMa cnetHaiHH W3HMCKRAHUS

7. NMIPUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEGA
Alpen Pharma GmbH

Steinenfeld 3

77736 Zell am Harmersbach
['epmanus

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

20060717

9. JATA HA ITBPBO PA3SPEINABAHE/TIOJHOBSIBAHE HA PASPEINIEHUETO 3A
YINOTPEBA

Hata Ha nppBo paspemapaHe: 11 aexkemepu 2006 r.
Hara Ha mocneaHo nogHoBgRaHe: 17 ronu 2012

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

09/2023




