KPATKA XAPAKTEPHCTHKA HA ITPOJAYKTA

1. UME HA JIEKAPCTBEHHA MPOAYKT

JAEHTOKMH/ tabnerku
DENTOKIND tablets

2. KAYECTBEH 4 KOJIMYECTBEH CHCTAB

1 Tabnerka (100 mg) ceabpika:

AKTHBHM BeLIESCTBA:
benanona (Belladonna) Dé
Xamomuna {Chamomilla) D6

Depym dochopukym (Ferrum phosphoricum) D6

Xenap cynpypuc (Hepar sulfuris) D12
[Tyncaruna (Pulsatilla) D6

ASHESIHIATEHA ATEHLAR 1O NEXKAPCTBATA

Kpamwa xapakmepucmuxa Ha npogyxma - Fpuacenue 1

Kom Peg. e A00GO L L%

----------------------------------------------------------------

Cppipenuie M ... T S

15,00 mg
15,00 mg
15,00 mg
15,00 mg
15,00 mg

IloMowHHM BEILIECTBA C H3BECTHO NEHCTBHE: TAKTO3a MOHOXHAPAT
3a TEIHHA CIMCHK HA IOMOLHHATE BELISCTBA BHOKTE T. 6.1

3. JIEKAPCTBEHA ®OPMA

Tabnetka. Bana 1o moutn 6ana, ABOIHO MIOCKa TabneTka ¢h¢ CKOCEHH p1LGOBE.

4. KJIHHUYHHA JAHHH

4.1 TepamepTHIHA DOKA3aAHST

OniakBaHuA TPH NOHMKBAHE HAa 3B0M NPH KBPMAYeTa K MAJIKH Jelia KaTo pa3sfApasHHMOCT,
Oesnokoiictso, GoNe3HEHN BeHUH, GONKM B YIINTE, TIOBULICHA TEMIIEPATYPa, CTOMALIHO — YPEBHO

pasTpoHCTRO.
4.2 lo3apoBKa H HAYHH HA NPHJICKEHHE

JosApoBka
Jena noa 1 roapHa:

Ilpu ocTpu omnakBanua ce npueMa no 1 TabneTka Ha BoekH Mac 10 MAKCHMYM 6 TabneTKH Ha JeH.
Cnej oTmyMaBaHe Ha OIUTAKBAHUATA — 110 | TaOneTka 3 IBTH Ha ICH.

Helia Ha BB3pacT 0T 1 Ao 6 TOOUHE:

Ilpu ocTpu onnakeaHus ce pueMaT no 2 TabMeTKH Ha BCEKH 4ac A0 MakcUMyM 12 TaGieTKM Ha JeH.
Crnen oTulymsBaHe Ha OIUTAKBAHKATA — N0 2 TabneTKH 3 MHTH Ha fieH.

HavyuH Ha npwIoxkeHHS




Tabnerxkure Tpabea Ja ce OCTARAT Ja ce pasronAT GaBHO B ycrara. 3a Mallkil Aena TabIeTKHTe MOraT
I3 Ce pa3TBOPAT B MAJKO BOJA.

HEOGXO,E[P[MO Aa C€ Cna3Ba HHTCPBAJ OT MOHE IONOBHH 4Yac MOKAY XpaHCHeTO W IIPHEMA Ha
NEKAPCTBOTO.

4.3 IlpoTERODOKA3ARAA

CBpBXUyBCTBUTEAHOCT KbM AKTHBHHTE BEMECTBA WJIH KBM HSKOE OT TIOMOLIHMTE BEILECTBA,
H36poeHN B T. 6.1,

4.4 Cnenaa/HH npejynpexAcHEA H NPeANA3HA MEPKH NpH ynorpeda

To3u nexapcTBEH NPOAYKT CHABPKA JIaKkTO3a. [TaLHEHTHTE ¢ BPOAEHA HEMOHOCHMOCT KbM TaJIaKTO3a,
Lapp-nakra3Ha HEAOCTATLYHOCT WIIH TIIOKO3SH/TANAKTO3eH CHHAPOM Ha ManabcopOims ve Tpabsa na
MIPHEMAT TO3M JIEKAPCTBEH MPOAYKT.

IpeoneHka Ha nedeHHETO € HEOGXOAHMA:

- 8K0 JIETETO HE ¢ MOBIHUARA JOCTATHYHO OT npHeMa Ha JEHTOKHMH]

- AKO BBE3HHKHAT JOITBTHHTETHH OILIAKBaHUs

4.5 BaaamoaeiicTaHe ¢ APYrH IeKADCTBeAR HPOAYKTH H IpYra $opMH HA B3aBMoJeiicTBHE

He ca nabmopasann B3amMoneHcTBHA ¢ ApYrH JeKapcTBCHH NPOIYKTH. Ymorpebara Ha TO3M
XOMEOTIATHYCH JIEKAPCTBEH NMPOAYKT HE HIKIOYBA BLIMOMKHOCTTA 33 MPHEM Ha JPYIH JIEKAPCTBEHH

NpPOAYKTH.

Poaurenure OMBaT CHBETBAHH A2 CC KOHCYNTHPAT ¢ JEKap, ako ACTCTe HM NpHeMa, NOCKOopoe ©
OPHCMAJIO WIH © BB3MOXKHO Ja ITpHEMa JIPYTrH JICKAapCTBCHH NPOIYKTH.

4.6 QepraanTeT, GPEMEHHOCT B KhPMEHE

Tosu nexapcTBeH NPOAYKT € NpeJHazHaueH 3a Jella.

4.7 EdexTH BLPXY cnocobuocrTa 32 modupane u padora ¢ MAIEHA

To3H nexapcTBeH NPOAYKT € MpeAHa3HAYEH 3a JIe1ia.

4.8 HexxeNnann JeKapcTBEHH PeaKknnn

Ho MoMeHTa He ca H3BECTHH HEXEJIAHH IEKAPCTBEHH PeaKiiy.

AKo HAKaKBH HexeNIaHH peakuuu Gbaat 3abenazany, ¢ HEOOXOAUMO Aa C¢ IpeANpHeMAaT MOoAXONAIH
MEPKH.

3abenexka: [Ipu ynorpe6a Ha XoMeonaTHUHN JIEKAPCTBA CHINECTEYBAIIMTE OIUIAKBAHHA MOTAT Ja ce

BIOIIAT BpeMeHHO (HayajlHO XOMEONATHYHO BlomaBaHe). B Tesm cilyyad nalMeHTHTe OMBar
CBBETBAHH Ja NPEKPATAT NSYSHHETO H Ja ¢¢ KOHCYJITHPAT ¢ JISKap.

CrobliapaHe Ha NOJ03HPAHH HEKETAHH PEAKIIHH
CrobmiaeaneTo Ha OA03HPAHK HEXKETAHH PeaKUMK Clie] paspellaBaHe 3a yrorpeba

OpPOaYKT ¢ BaHO. ToBa NI03BOJNABA 1a MPOBILKH HAGNIOAEHHETO HA CHOTHOLICHH
NeKapcTBeHUs NpoayKT. OT MEXHLMHCKHTE CTIELIMATHCTH C€ H3UCKBA J1a ChooL,
[O03UpaHA HEXKENlaHa peakiua upe3 M3amenHuTenHa arenuus Mo JNeKapcTBaTa:
yI. ,,Jlamsau I'pyes” Ne 8

1303 Cothus

Ten.: +359 28903417



yeOcaiiT: www.bda.bg

4.9 Ilpeno3npane

He ca AOKTNIaABaAHH CJTy4an Ha NPeao3HpaHe.

5. ®APMAKOJIOI'HYHH CBOHCTBA
PapmakoTepaneBTHYHA rpyna: XoMeOMaTHYEH JAEKAPCTBEH MPOLYKT
XOMGOH&TH“IH&T& TEpAMHA C€ pa3THyasa 3HAYWTEIHO OT KOHBEHIHOHANHATA MCAHLHHA 110
OTHOIICHHEe Ha pa3OupaHeTo 3a 3a0onsBaHMsTa H H3NON3BAHETO Ha JeyeOHHTe BellecTBa.
XOMEeOTIaTHYHHTE CPElICTBA CTUMYJIHPAT MEXaHH3MHTE 3a COGCTBEHA 3aHIMTa HA OpPraHu3Ma K 10 TO3H
HAYHH aKTUBHPAT CaMOJICUHTE/IHHTE CHIH. OTroBOpLT HA OPraHH3Ma Ha XOMEONATHYHHTE ACHCTBHA €
CTpore uHauBHayaneH. Ilopamm Te3d OpuuMHE [030-creuM(puuHy (apMakoNoruuHd edexTH,
bapmakokuHeTHYHE H GapMaKOAHHAMHYHM JaHHM HE MOTAT Ja OhAAT ONpeAeaeHH.

5.1. PapmakoaHHAMEYHE CBOHCTBA

Henpunoxumo

5.2, PapmMaKoKHEHETHYHH CBOHCTBA

Henpunoxumo

5.3. IlpeaxnBREEYHE NAHEH 32 Ge30HaCHOCT

Henpunoxumo. JEHTOKHH]I rabnetky, kato XoMeoNmaTHUSH TEKAPCTBEH [IPOLAYKT HE € IpeMHHaN
npe3 NPeaKIHHUYHE MPOYYBAHHA.

6. PAPMALIEBTHYHU JAHHU
6.1 CoBECHK HA DOMOIHATE BEIIECTRA
Henynosa, MHKpOKpHCTaTHA

JlakTo3a MOHOXMIpAT

Maruesues creapar

Tamx

6.2 HechBMecTEMOCTH

HenpunoxuMo

6.3 Cpox Ha roamoct

5 roanun

6.4 CuenHanHy yeJ0BAA HA CHXPaHenHe

To3u nekapcTBeH NPOAYKT He H3UCKBA CIIELHAIIHH YCIIOBHS Ha ChXPAaHEHHE.
Ja ce cpxpaHsBa Ha MACTO, HEAOCTRITHO 3a jgenal

6.5 Baa ¥ chIbpKanue HA ONAKOBKATA




Bytunka ot kadaBO CTBKNO, ¢ IACTMACOBA KaNatka, coabpkauia 150 rabmeTiu.
6.6. Cnenmanun npeIna3sHH MePKHA HPH H3XBhpJIdle

HsaMa ¢cneuHamHM M3HCKBaHUA

7. NIPHUTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA
Alpen Pharma GmbH

Steinenfeld 3

77736 Zell am Harmersbach

I'epmarnus

8. HOMEP(A) HA PASPELNIEHHETO 3A YIIOTPEBA
20060717

9. JATA HA ITBPBO PA3PEHIABAHETIOZHOBABAHE HA PA3PEIIEHMETO 3A
YIIOTPEBA

11/12/2006

10. TATA HA AKTYAJIM3UPAHE HA TEKCTA

08/2019




