KPATKA XAPAKTEPUCTHKA HA MMPOAYKTA

1. HME HA JJEKAPCTBEHUSA IIPOAYKT
JOPMHKHH/]I 1abnetku

DORMIKIND tablets

2, ' KAYECTBEH H KOJIHYECTBEH ChCTAB

1 TaGnerxa (100 mg) coabpsxa:

AKTHBHH BellleCTBa:

[unpuneauym mybecuedc {Cypripedium pubescens) D4

MarHesnym xapGonnkym (Magnesium carbonicum) D10
Lnnkym BanepuanyM (Zincum valerianicum) D12

. USRBLHITENHA ATEHULIS MO NEKAPCTBATA

Kpamxa xapaimspucmuxa na npogyxma - flptiaoxenue 1

Kom Pez, Me "QOOG o6 $ &-

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

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

HDMOI.I.[HPI BEIIECTBA C H3BECTHO JEHCTBHE: IAKTO32 MOHOXVApPAT

3a ITBJIHUA CIMCHK Ha MOMOLIHUTE BEIIECTBA BHXTE T. 6.1

3. JIEKAPCTBEHA ®OPMA

Tabnerxka. Bsuta 1o nowtH 6sna, nEOIHO MWI0CKa TABNETKA CbE CKOCECHH prboBe.

4. KJAMHHUYHH JIAHHH

4.1 TepaneBTHYHA NOKa3aHHA

bescblme u Ge3n0K0ICTBO IPH KBPMAYeTa H MATKH JeUA.

4.2 lo3upoBKa H HAYHH HA NPHJCKEHAHE

30352031(8

Heua 1o 6 roauun: 1 TabneTka ce npwiara Ao 4 MeTH Ha JeH.

Hauwy Ha nmpuioxenne

Tabnetkure Tpabea ma ce ocTaBaT Aa ce pasTonar GaBHO B ycTata. AKO € HeoGXOAHMO TabeTKITe

MOraT na ce pasTBOPAT B MAJIKO BOAA.

Heobxoaumo Ja CE CTaiBa MHTEpBaN OT IOHE [IOJIOBUH Yac MEXKOY XpaHCHETO M MPHEMa Ha

JEKapCTBOTO.

4.3 TIpoTHBONOKA3aBESA

CBP'I:X‘[YBCTBHTSJ'IHOCT KbM AaKTHBHHTE Be€ILIEeCTBA HNH KBM HAKOS OT HOMOI.I.IH

W30poeHH B T. 6.1.

4.4 Cnenuanun npeynpesxienns n IpeANasHi MePKH NpH ynorpeba

To3u nexapcTeen NpoaykT ¢hAbpia JakTo3a, [TauMeHTHTE C BpOAEHA HEMOH

Lapp-nakra3Ha HEAOCTATLYHOCT HJIH FMIOKO3EH/TANAKTO3EH CHHIPOM Ha Manadgoph

TIpHEMAT TO3H JICKAPCTBEH NPOOYKT.




I'Ipeouemca Ha ASYSHHCTO © HCOGXO,IIPIMaI
- KO JCTETO HE CC MOBTHABA AOCTATBYHO OT npuema Ha JJOPMHUKHWH]L
- aKO BB3HHKHAT JAONBJIHHTEIHH OMJIaKBAHWS

4.5 BsaumoseiicTBHE ¢ APYIH JIeKAPCTBEHA HPOIYKTH H ApyrH GopMA Ha B3aHMOZEHCTBHE

He ca nabmosasann B3aMMOASHCTBHA ¢ ApyrM JeKapcTBEHH NpPONYKTH. YNorpeGaTa Ha TO3H
XOMCONIATHHEH NICKAPCTBEH NMPOAYKT He M3K/IKOYBA BB3MOMHOCTTA 33 MPHEM HA APYTH JIEKAPCTBEHM
IPORYKTH.

Ponurenute GuBar ceBeTBaHM Na ce KOHCYATHPAT C JieKap, aKO AETETO MM MPHeMA, AOCKOPO €
NIPHEMATIO WITH € BE3MOXKHO J1a NPUEMA JPYIH JIEKAPCTEEHH MIPOAYKTH.

4.6 @epTaiETeT, GPEMEHHOCT H KbPMeHe

To3m nexapcTBeH NPOYKT € NpeAHA3HAYCH 3a ACUA.

4.7 Edextr BHpXYy cnocobaocrTa 3a modHpane H paboTa ¢ MAINHER
To3u fiekapeTBeH NPOAYKT € NpeAHA3HAYEH 3a Jeua.

4.8 HexenaBH jieKapcTBeHE PEAKIHE

Hlo MOMeHTa He ca M3BECTHE HEXeNaHH IEKADCTBEHH PeaKLIHH.
AKO HAKaKBH HEXENaHH peakumn Gbiat 3abenszanu, e Heo6XoTUMO Ja CE NPeANPHEMAT MOAXOAIH
MEpKH.

3abenexka: [pu ynorpeGa Ha XOMEONaTHYHH JICKAPCTBA CHILECTBYBALIMTE OMLTAKBAHMS MOTAT 4 Ce
BIIOWIAT BPEMEHHO (HAYANHO XOMEOTATHYHO B/IOWIABAHE). B Te3M CiydYaw NAlHEHTHTE OMBaT
CHEETBAHH Ja MPEKPATAT JCYEHHETO H 1a Ce KOHCY/ITHPAT ¢ JieKap.

Cro011aBaHe_ HA TOAO3MPAHH HEKENAHH DEAKLIAHN

CrobiuwasareTo Ha MO03MpaHK HEXENAHH PeaKLHK Clie]l paspelaBane 3a ynotpeba Ha JIeKAPCTBEHHA
NPOIYKT € BaxKHO. TOBA MO3BONABA 1a IPOAL/DKH HAOMIOICHUETO HA CHOTHOIIEHHETO TIO3a/PHCK 33
AEKApPCTBEHMA NPOAYKT. OT MeHIMHCKHTE CMIELMATIHCTH C€ H3HCKBA [ ChoOIaBaT BeAka
NOA03HpaHa HeXeNaHa peakuus upes M3nsnruTen a areHuma No JieKapeTeara:

yi. ,Jaman [pyes” Ne 8

1303 Codus

Ten.: +359 28903417

yebeaiT: www.bda.bg

4.9 llpenosupane

He ca noxnansanu cayvau na npegosnpase.

5. ®APMAKOJIOI'MYHH CBOMCTBA

dapmakoTepaneBTHUHA rpyna: XOMCONATHIEH JIEKAPCTBEH IPOAYKT ) @ n

XoMeonaTHYHATA TEpamMA C¢ pPA3NMYaBa 3HAYHTCAHO OT KOHBEHLHOHAIHAT)
OTHOILUEeHWEe Ha pasOupaHeTo 3a 3a00MABaHMATA M HM3NON3BAHETO Ha Jieufk
XoMeOoNnaTHYHHATE CPeICTEA CTHMYJIHPAT MEXaHH3MHTE 3a cOGCTBEHA 3AIMTA HA O
HAYHH aKTHBHPAT CAMOJIEUHTEIHUTE CHIIH.



OTI"OBOP'hT Ha OopraHHiMa Ha XOMCOIIATHYHHTE ﬂeﬁCTBHﬂ € CTpOro HHAHBHOYAJICH. Hopa,uﬂ TE3H
NPUYMHA A030-CTIEHMpUIHE DapMaKOTOTHYHH e¢PeKTH, (ApMAKOKHMHETHYHH M dapMaKkoIMHAMHYHK
JAaHHH He MOraT 1a ObJar onpeaeneH:.

5.1. PapmakogHHAMAYHA CBoOiicTBA

Henpunoxumo

5.2, ®apMakOKHHETHYHH CBOHCTBA

Henpuroxumo

5.3. lIpeaxnuanvnE faHAH 32 Ge3onacHOCT

Henpunoxumo. JJOPMHKHHJ]I, kato xoMeomaTvyeH NeKapcTBEeH OPOAYKT HE € NpeMHHAl Ipes
OPeAKTHHAYHHA IPOYYBAHHA,

6. PAPMALIEBTHYHH JAHHHU

6.1 CoBchbk Ha NOMOIMHATE BEMECTBA

Lenyno3sa, MEKpOKpHCTAITHA

JlakTo3a MoHOXHMApaT

Maruesnes creapar

Tanx

6.2 HecLBMeCTHMOCTH

Henprioxumo

6.3 Cpok na rogaoCT

5 rogunu

6.4 CnenBA/IHH yCI0BHE HA ChXpaneHAe

To3u nexapcTBEH NPOAYKT HE M3KCKEA CHSUHAIHH YC/JIOBHS HA ChXPAHSHHE.

Ja ce cexpansBa Ha MACTO, HEJOCTRIHO 34 Aena!

6.5 Bua B enABpXKanHe HA ONAKOBKATA

ByTunka oT kadsaBo CTBKIIO, C IUTACTMACOBA Kalauka, chabpaama 150 tabnerku.

6.6, CnenpatHA Dpegna3HE MEPKH HPH H3XBLJISHE

Hsama cnetanHy H3ucKBaHNA

7. NPHTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEGA

Alpen Pharma GmbH
Steinenfeld 3
77736 Zell am Harmersbach




T'epmanms

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

20060651

9. JATA HA ITbPBO PAZPEINABAHEMIOAHOBSABAHE HA PA3PELIEHHUETO 3A
YIIOTPEBA

16/11/2006

10. IATA HA AKTYAJNHUINPAHE HA TEKCTA

08/2019




