KPATKA XAPAKTEPUCTHUKA HA IIPOAYKTA

1. UME HA JIEKAPCTBEHMUS ITPOAYKT

Sinbussors selires P ,h = — e e aesnsane |
[nflucid tablets anim 6 697/ 04 -09- 2024 |
2. KAYECTBEH M KOJJMYECTBEH CbhCTAB B
| Tabnetka (250 mg) cbabpxa:

Axmuenu eewyecmea:

AxkoHutyM (Aconitum) trit. D3 25,0 mg

["'en3zemuym (Gelsemium) trit. D3 25,0 mg

MnekakyaHna (Ipecacuanha) trit. D3 25,0 mg

Docpopyc (Phosphorus) trit. DS 25,0 mg

bpuonus (Bryonia) trit. D2 25,0 mg

Eynaropuym nepdonuarym (Eupatorium perfoliatum) trit. D1 25,0 mg

[loMOLIHK BelECTBA C U3BECTHO AEHCTBHUE: JITAKTO3a MOHOXMPAT, 3axapo3a
3a NMbJIHUA CIMTUCHK HA NMOMOILLHUTE BellecTBa BUXK 6.1

3. JJEKAPCTBEHA ®OPMA

Tabnerka. bsasna no noutu 6s1a, niocka TabJjieTka cbc CKOCeHH pbOOBE M JEJIMTEIHA YepTa, NMOHAKOTra C
MO3aM4Ha CTPYKTYypa.

4. KNIMHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

3a 1e4eHue Ha NMPOCTY/AHH K IPUITONOA00HHU 3a00naBaHKs, CHITPOBOACHH C MOBUILIEHA TeMIMepaTypa.
4.2 /lo3MpoBKAa H HAYHH HA ynorpeda

Jlo3upoBKa

Bb3pacTHu 1 aeua oT 12 roayuiHa Bb3pacT: MpH OCTPU CbCTOAHUA npueMar no 1 tabnerka Ha BCekH 2
yaca, J0Kato HacTbNH noaodpeHue. MakcumanHara AHeBHA J03a € 6 TabsieTKkU. 3a MO-HATATBLIHO
neyeHue ce npuemar o 1-3 TabneTku AHEBHO.

3a npo¢unakTika Ha HHpEKLMK ce npyueMa no | Tabserka 3 MbTH JHEBHO.

[leouampuyna nonynrayus

leua Ha | roauHa: npuemMar no 2 tabaerka 2 nbTH AHEBHO. MakcumanHaTa JIHEBHA /1032 € |
TabaeTkKa.

Jeua Ha 2 roguHu: npuemar 2 tabaetka 3 nbTH AHeBHO. MakcuMaliHaTa IHEBHA /1034 € L S-TabueskH.
Jleua Ha ot 3 10 4 roauHHU: npyuemar 1o 4 Tabnerka Ha Bceku 4 yaca. MakcumaiHaTaf -

Ta0JIETKH. ™
| < A
Jleuia Ha 5 roJiMHU: NpUeMar no 2 tadbjserka Ha BCEKH 3 yaca. MakcuMasiHaTa JHEeBHa Y1934 €

TabJIETKH. = AR Ay | 2
: I 2 B SadlE | ||
Jeua ot 6 o 11 roautun: npuemar no 'z Tabnetka Ha Bceku 2 yaca. MakcumanHata JHeBHE 1034 €43 | , /|
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3a npodwiakTHKa Ha HHQEKLIHM fella Ha Bb3pacT oT 6 a0 11 roavuu: npuemar no | tabnerka 2 nuTH

nHesHo. UHndyuuna He Tpabea na ce u3noa3pa 3a npogpunakTika Ha HHOEeKUHH Npy Jeua noa 6

roaHHH.

HauuH Ha NnpUioKeHHE

Tabnerkure TpaOBa Aa C€ OCTABAT Aa ce pa3TonaT OaBHO B yCTaTa. 3a MankKH Aelia € Bb3MOXKHO
TabNeTkuTe a ce pasTBapAT B MAJIKO BOAA.

Heo6xoauMo € 1a ce cna3sa MHTEPBaJ OT NOHE NMOJOBHH Yac MEXIY XPAHCHE U NpHeMa Ha
NIEKapCTBOTO.

4.3 IlpoTruBOonOKA3ANNSA

CBpBXYYBCTBHTENHOCT KbM Eynaropuym nepdonuatym, KbM ApPyrd pacteHUs OT CEMEHCTBO
CnoXHOLBETHH, KbM HAKOE OT aKTHBHHTE WJIH NOMOLIHHUTE BEllIeCTBa Ha NpOoayKTa (W30pOEHH B
TOUYKa 6)

4.4 Cnenna/IHE DpeaAYIpPeKACHAN H NpeANa3HH MePKH OIpH ynorpeda

Toan nexapcTeeH MPOYKT CHABPKA JAKTO3A U MIUEHUYHO HHLIECTE. [TaumeHTH, KOUTO CTpajar oT
HACJIEICTBEHA raA/IaKTO3HAa HEMOHOCHMOCT, Lapp NaKkTazHa HEROCTATBYHOCT WJIHM IIIOKO3€H / ralakTo3eH
CHHAPOM Ha Masjiabcopbums He TpaOBa na NpUeMaT TO3H JCKAPCTBEH NPOAYKT. [[IIeHUIHOTO HULIEeCTe
MOXK€E JIa ChABPKA MNTYTEH, HO B HE3HAUMTENIHA KOJIMMECTRA, Mopaax ToBa ynorpedara Ha NpoJyKTa NpH
MaUMEHTH ¢ LbONHAKHUA ce cuMta 3a Oe3onacha. [laupeHTy C afeprud KbM NUEHHLA (pa3ii4yHa OT
LBOJIUAKHA) He TpADBA Ja MPUEMAT TO3H NMPOAYKT.

[IpeoueHka Ha TepanuATa € HeoOxoauMa:

- KO CBCTOAHMETO HE c€ Noaodpu UMM Ce BIOLLIH

- aKO Bb3HMKHAT JOITWIHUTEIHH OTU1aKBAHKA

- aKO TEMIepaTypaTta He cnaaa uiM ¢e nosuwuu Hag 39°C

[leanwaTpruyuHa nonyaaLms
Uudnyuua He TpabGea aa ce npunara npu Aeua noj €aHa rojiMHa, nopaau Jydrncarta Ha 10CTaTb4yHO

J\aHHH 3a ynorpedara Ha NPOAYKTa B Ta3H Bb3pacT.

4.5 BaanmMoaeHCTBHE ¢ APYIrH JEKAPCTBEHH NPOAYKTH H APYrH GOpMH HA B3aHMOAEHCTBHE

He ca HaOGmonaBaHM B3aUMOAEHCTBHA C JpPYrH JIEKapCTBEHM MNpPOAYKTH. Ynorpebara Ha TO3M
XOMEOMATHYEH JIEKAPCTBEH NPOAYKT HE U3KIOYBA ynoTpebaTa Ha APYru IeKapCTBEHU TPOIYKTH.

[TaumeHTHTE Ce CHBETBAT Aa €€ KOHCYJITHPAT € JIEKap, aKO MPHEMAT, HACKOPO Ca NPHEMA/IN HITH MOXKE
[a MPHEMAT APYrd JICKapCTBEHH NPOAYKTH.

3abenexka: JeiicTBHETO HA XOMEONIaTUYHHUTE JIEKAPCTBEHH NMPOAYKTH MOXKe aAa Obae
HeONaronpHaTHO MOBIHAHO OT BpeAHH dMaKTOPH Ha KUTCHCKUTE HABHLIH, KAaKTO U OT CTUMYJIAHTH,
ANKOX0J H TIOTIOH.

4.6 PepruanTeT, G peMEHHOCT H KbpMEHe
[IpenopbuBa ¢ce KOHCYITALMA ¢ NeKap npeau ynorpebaTta Ha TO3W NPOJAYKT.

KakTo npH BCHUYKH JpYyrd AEKapCTBa, 110 BpeMe Ha OpeMEHHOCT U KbpmeHe, HH
MpUEMa caMo CJIe] OTUUTAHE HA CHOTHOLIEHHETO NOJ13a-PUCK.




4.7 EdexTH BbPXY €N0cOOHOCTTA 32 IopHpake H padoTa ¢ MAILIHHH
Huadnyuns HAMa BIUSHHUE BBPXY cnocobHOCTTA 3a wodupaHe U paboTa ¢ MallIHHM.
4.8 Hexxenann 1eKAPCTBEHH PEAKIHH

Mmuoro penkd (<1/10,000) unu ¢ HenzrecTHa yecToTa (YECTOTATa HE MOXKE Aa ObAe oLieHEeHa chopen
HAJIMYHHUTE AAHHMH):

PeakuHH Ha CBPBbXYYBCTBHTEIHOCT, HATTIPHMEDP KOXKEH OOPHB MITH FacTpPO-MHTECTHHAITHYA OTUTAKBaHMS.
B Te3u cayuau e HeoOXoauMO Aa ce npeycTaHOBU NeueHuero ¢ MHpayuna v aa ce npeanpueMar
NOAXONALIH TEPANECBTUUHH MEPKH.

3abenexka: CoplUecTByBALIMTE OIUIAKBAHMA MOraT BPEMEHHO [a C€ BJIOLIAT, KOTraTo ce NpHeMar
XOMEONATUYHHU JIEKapcTBa (HAUaNHO XOMEOMATHUYHO BhAOLIaBaHe). B Te3n ciyyan e Heobxoauma
KOHCYJITAUHA C IEKAP W NPEYCTAaHOBABAHE HA JICYEHHETO.,

Crhro0maBane HA NOAO3HPAHH HEKE/IAHH PEAKIHH:

CpoOuiapaHeTo Ha NOJO3HMpPAHH HEXelaHU PeakLiMK Clieq paspeluaBaHe 3a ynorpeba Ha eKapCTBEHUA
NPOAYKT € BaKHO. ToBa NMoO3BOJIABA Aa NPOABKK HAOMOAEHHETO HA CHLOTHOLLEHHETO MOMA3A/PUCK 33
NeKapcTBeHHs npoaykT. OT MEAHLIMHCKUTE CIELIMAIUCTH C€ U3MCKBa Aa ChodlaBaT BeaKa noao3MpaHa
HexeslaHa peakuua upe3 U3nwaHHTeNHa areHiius no JeKapceTeara:

ya. ,,Jlamad ['pyep” Ne 8

1303 Codus

Ten.: +359 28903417

yebcaiiT: www.bda.bg
4.9 IIpeaosnpane

Hama noknagsaHu cnyvad Ha NpeAo3HpaHe.

5. ®APMAKOJIOI'MYHM CBOUCTBA

Dapmayesmuuna 2pyna: XOMEONATHUECH NEKAPCTBEH NPOAYKT

XoMeonaTHYHATA Teparus € pa3jiiyaBa 3HAYHTETHO OT KOHBCHLIHOHANHATA MEIHLHUHA 10 OTHOLIEHHE
Ha pa30OupaHeTro 3a 3a0ondABaHHATA M M3NON3BAHETO HA NeuedHHTEe BewecTBa. XOMEONMATHUYHHTE
CPEOCTBA HE C€ U3IMON3BAT KATO CYpPOBH MaTepHaii Wik Ounku. Te 0OMKHOBEHHO Ca NOTEHLIMPaHH upes
MOCNCAOBATEIHH pa3pexaaHus. 3aToBa XOMEOMAaTHUATa € peryiadpalla Tepands, KOsATO HE BIHAE
JUPEKTHO HA CUMIOTOMHUTE. XOMCOMATHYHHUTE CPEeACTBA CTHMYJHpaT MeXaHH3MUTE 3a coOcTBeHa
3alllHTa Ha OpraHH3Ma M NO TO3M HAYMH AKTHMBHPAT CaMOJICUHTENHHMTE CWIH. T4 He e MmpeaHMHO
JIeKapCTBEHA Tepanus, Thil KaTo XKEelaHOTO ACHCTBUE € cODCTBEHATA peaKiius Ha opraHusMa. OTroBopsT
Ha OpraH13Ma Ha XOMEONaTHYHUTE JeHCTBHUA € CTPOr0 MHAKWBUAYANIEH, CIIOpe] pa3INYHUTE CHMITTOMH.
[Topanu Te3u npu4YUHH HE Morar aa Obvaar onpeneneHw cneuvduuHyd 3a gosara ¢GapMaKONOrHYHM
ePexTH, PapMaKOKHHETHYHH H hapMaKOAUHAMHYHM AaHHH.

5.1. ®apmMakoaHHAMHYHH CBOHCTBA
Henpunoxumo
5.2. PapMAKOKHHETHYHH CBOHCTBA

Henpunoxumo

5.3 IIpeaxAHAYHE JAHEH 32 (e30MaCHOCT




Henpunoxumo. Hudnyuna KaTo XoMeomaTH4HeH JIEKapCTBEH MNPOAYKT He € MpeMWHaBan npes
NpeaKJIHHUYHH TPOYYBAHUA.

6. PAPMAIIEBTHYHHU JAHHU

6.1. CnHCHK HA HOMOIMBHETE BEIECTBA

JlakTo3a MOHOXHMApAT

MarHe3ueB cTeapar

MIEeHUYHO HULLECTE

6.2 He¢chbBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha ronaocy

5 roavnu
JTa He ce W3NOJI3Ba Clie/l CPOKA Ha FOJHOCT, oTOENA3aH Ha OMaKOBKaTa.

6.4 CnenHaAIHA YCA0BHSA 32 CBXPAHEHHE

To3K nekapcTBeH NPOXYKT HE U3HCKBA CMCHHAIHHA YCJIOBHS Ha ChXpaHeHHe. [la ce chxpaHsBa Ha
MACTO, HEAOCTHITHO 3a AeLa.

6.5 Bua H chaABpXkaHHe HA ONAKOBKA

20 TabnetkH B OancTep. Onakoska, ¢babpikalla 2 OIUCTEpa B KAPTOHEHA KYTHA.
20 Tabnaetku B 6nucTep. OnakoBka, Chbabpkawa 3 biucrepa B KAPTOHEHA Ky THA.

He Bcuuk# BHOBE ONMAKOBKH MOrar ga ObpAaT MyCcHATH Ha masapa.
6.6 Cnenipa/1HE NpeANA3ZHE MEPKH NIPH H3IXBLPJNHE

Hsama cneuuanHy H3MCKBaHUA

7. MIPHUTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA
Alpen Pharma GmbH
Steinenfeld 3

77736 Zell am Harmersbach
[‘epManus

8. HOMEP HA PASPEINIEHUETO 3A YIIOTPEDA

20040331

9. IATA HA ITBPBO PA3PEIIABAHE/ IOJHOBABAHE HA PA3PEI
YIIOTPEDBA




JlaTa Ha mbpBO paspewnaBade: 08.07.2004
Jlata Ha nocneaHo noaHoBsaBaHe: 19.11.2009

10. IATA HA AKTYAJIMINPAHE HA TEKCTA

07/2024




