KPATKA XAPAKTEPHCTHUKA HA ITPOJAYKTA

) ] | UBNLIHLTERHA ATEHLWS 110 REKAPCTBATA
1. HME HA JEKAPCTBEHUWS IIPOAYK Kpamue XapaxmapuomuKe Ha Nogynang - (IuAcxeanie 1
H6eporacT nepopayHy KAk, pasTBop KoM Pae. Ne. A Wé’() F LY e
Iberogast oral drops, solution YA
Paszpeienin Nr ............... r / h; ........... X ........
b o-n.
2. KAYECTBEH 4 KOJIMYECTBEH CHhCTAB OgoBpenue Me .................. S AT T ]ﬂzm

Yy

100 ml pastBop cBABPKAT:

Teuen excrpakt oT cTpeKoBe ropune U6epnc (fberis amara L., herba)

extragent Ethanol 50% (v/v) {1:1,5-2,5) 15,0 m]
Teuen excTpakT oT Kopenn Jevebna Mumsnka (Angelica archngelica L., radix)

extragent Ethanol 30% (v/v) (1:2,5-3,5 10,0 ml
Teden excrpaxr ot neerose Jatxa (Matricaria chamomilia 1., flos)

extragent Ethanol 30% (v/v) 1:2 -4) 20,0 ml
Teuen ererpakT oT naoaose Kum (Caram carvi L. fructus)

extragent Ethanol 30% (v/v) (1:25-3.5) 10,0 ml
Teuen excrpakr ot wiogose Ban Tpeu (Silpbum marianum L., fructus)

extragent Ethanol 30% (v/v) (1:2,5-3,5) 10.0 ml
Teuen excrpakT oT nucTa MaTtounna {Melissa officinalis 1.., folium)

extragent Ethanol 30% (v/v) (1:25-3,5) 10,0 ml
Teuen ekcrpakT oT Mucta MioTHBa Menta (Mentha piperita L., folium)

extragent Ethanol 30% (v/v) (1:2,5-3,5) 5,0 ml
Teuen eKCTpaKkT 0OT eTpbLKOBe 3IMAlcKo musako (Chelidonium majus L., herba)

extragent Ethanol 30% (v/v) (1:2,5-3,5) 10,0 ml
Teuen exkcrpakt ot Cnagbk kopen (Glycyrrhiza glabra L., radix)

extragent Ethanol 30% (v/v) (1:25-3,5) 10,0 ml

Cranprka 31 06.% ankoxo:n.
1 m! pazrBop cuabpka 20 kankH.

34 UBIHHA COKHCHK HA TTOMOLUHHETE BEIIECTEA BHKTE Touka 6.1

3. JEKAPCTBEHA ®OPMA

[Mepopasiau kanku, pasTeop.

4, KJUHIYHH JAHHHU

4.1 TepaneBTHYHN HOKAIAAHA

.

3a neyewwe Ha QYHKUHOHAIHHM M CEBP3aHH ¢ MOTHIHMTETA CTOMAIIHO-YPEBHH 3a6%@iﬁl_ké

L,

CHHAPOM Ha HEPBHHA CTOMAX M pasfipasHeHo aebeno 4epBo, BRIFOWHUTENHO ¢ Ma;uﬂo HpeBHH
CMAa3MH, KaKTO H 33 CUMINTOMATHYHO MOANBPIKALIO IEUSHUE HA FACTPHT.




4.2 Jo3HpOBKA H HAYHH HA MPHJIOKEHAE

Jlo3upoBka

Bu3pacTHu M roHOIIM Haj 13 roquHu 3 mbTH THEBHO 110 20 Kanku
Jeua Ha Bb3pact oT 6 10 12 roguHu 3 rbTH AHEBHO 110 15 Kanku
Jleua Ha BB3pact ot 3 10 5 roAMHKU 3 eTH AHEBHO 1o 10 Kanku

Hsima MpHHIMIIHO OrpaHHYEeHHE Ha MPOJB/DKUTENHOCTTa Ha IpuiaokeHHe. [IpOAB/DKHTENHOCTTA Ha
npHeMa ce onpejielis 0T BH/Ia, TeXKECTTa H MPOTHYAHEeTO Ha 3abolsBaHeTo.

Hauus Ha npunoskeHHe

Ilepopanno npuioxeHHe.

Axo HaAMma npyro mpeamucanue, Mbeporact ce mpueMa ¢ Manko TEYHOCT MpPeId WIH [0 BPeMe Ha
XpaHeHe.

Ja ce paskiatu npeau ynotpeba!
4.3 TIlporuBomokazaHus

Hbeporact He Tpabpa jJa ce mpueMa NpH CBPBXUYYBCTBHUTENHOCT KbM HAKOS OT CHCTABKHTE Ha
NPOAYyKTa.
ITopaau nunca Ha focTaThuHO onuT, MGeporact He TpsOBa Ja ce M3M0/3Ba MPH eLia Ha BB3PAacT 110/
3 roauHmu.

44 Cpoenualanu npexynpexIeHHs H IpeANa3sHA MEePKH NPH ynorpeba

IlenuaTpyyHa momyaanus
Bunaru na ce npaBH KOHCY/ITALMA C JeKap, ako ce MosBH O0JKa B KopeMa MpH Jela Ha Bb3pacT noj 6
TOJTHHH.

[Tanmenture TpabBa na ObAAT NOCHBETBAHM He3a0aBHO Ja MPEYCTAHOBAT JICYEHHETO M J@ ce
KOHCYJITHpPAT C JieKaps CH, aKO Ce MNOSABAT MpPW3HALM WIH CHMITTOMH Ha 4epHOAPOOHO yBpexiaaHe,
Hamp. XBITEHHLIA, MOTHMHABAHE HA YPHHATA WK OE31BETHH H3IPAKHEHHA.

ITaumenTuTe chino TpadBa fa GBAAT NOCHBETBAHM /1a C& KOHCYJITHPAT C JIEKAps CH, KO CHMITTOMHTE
NpoaABIDKABAT MIH OYaKBAHHAT pPEe3yJiTaT OT JICYHCHHETO HE 6‘5}.'[8 NOCTHIHAT B paAMKHTE Ha 7y JHH.

To3u nexapcteeH npoxykT cwiabpxka 31 06.% eranon (ankoxon), T.e. okono 0,24 g B eaHa J103a,
eKBHBaJICHTHO Ha 6,2 ml 6upa wium 2,6 ml BuHO 3a mo3a. BpeneH 3a cTpajamu ot ankoxouussM. [la ce
B3€ME MPEABH/ NPH OPEMEHHH WM KbPMELIH EHH, Jiella i BUCOKOPUCKOBH IPYIIH, KATO MALIHEHTH C
yepHOAPOOHO 3a00/15BaHE HIIH SIIIETICHS.

HUbeporact chabpxa no-manko ot 0,1 xnebuu eaunuim Ha 20 Kanku.

4.5 BsaumopeiicTBHE ¢ APYIrH JIeKaPCTBEHH NPOAYKTH H APYrH GOpMH HA B3aHMOeHCTBHE

3acera He ca M3BECTHH HHKAKBH B3aMMOJICHCTRHUA.

4.6 ®eprunurer, GPEMEHHOCT H KbPMEHE

BpemenHoct




Hsima wiM uma orpanuueHd gaHHM (mo-manko ot 300 ciydaw no Bpeme Ha OpeMeHHOCT) OT
ynotpebara Ha H6eporact npu 6pemernu xeHu. [Ipoy4Banus NpH KMBOTHH HE NOKA3BaT NPEKH HIIH
KOCBEHH Bpe/IHH €()eKTH 10 OTHOLICHHE Ha PENPOyKTHBHATA TOKCHYHOCT (BX. ToYKa 5.3).

Karto npeanasna mspka e 3a npeano4urade ja ce u3bsrea ynorpebara na MGeporact no Bpeme Ha
OpeMeHHOCT.

Kspmene

Hsama nocrarsuno undopmanms 3a ekckpeuusra Ha HMbeporact/ HeroeuTe MeTaGoNMTH B KbpMaTa.
Pucker 3a kbpMmayeTo He Moxe Ja Obae uM3KmoveH. TpsaOBa a ce B3eMe pelleHHe Jai¥ Ja ce
NPEYCTaHOBH KBPMEHETO, WM Jla ce IpeycTaHOBH/ /la ce Bh3AbpiKa oT ynorpeba Ha Mbeporact, kaTo
Ce B3eMe IIpe/IBH/] N0J13aTa OT KbPMEHETO 3a JIETETO M M0JI3aTa OT JIEYEHHETO 34 JKeHAaTa.

4.7  Edexrn Bbpxy cnocodnocrTa 3a modupane u paGora ¢ MAIIAHKA

He ca u3BecTHH.
Enna noza or 20 kanku ceabpika okoso 0,24 g ankoxon.

4.8 Hexenanu jJeKapcTBEHH peaKIHH

ChbriiacHO KOHBEHLMATa Mo cHcTeMo-opranHu kiacope (MedDRA), HexenaHwTe INekapcTBEHH
peakiMu ce KiacHpUuMpaT cropell TAXHATa YecToTa, KaKTO clie/iBa: MHOro 4dectd (=1/100), gectu
(=1/100 mo <1/10), vewectn (=1/1000 mo <1/100), pemku (=1/10000 no <1/1000), muoro peaxu
(<1/10,000), c Heu3BecTHa YecToTa (He MOKe 1a Ob/ie HAIIPABEHA OLIEHKA OT HATTMYHWTE IaHHH).

CHceTeMO-0praseH Kiac YecroTa Hesxes1ana NekapcTBeHa peaknus
Hapymenns ©Ha wWMyHHata | MHOro penku Peakiium Ha CBPBXYYBCTBHTEIHOCT
cucrema (npypuTyc, OHMCIHeS HWIH KOXHH

peakuuH) MoraT 1a ce MpOSBAT NMPH
Npe/IpasnoOKeHH MALHEHTH.

XenaroOuiapHy HapylIeHHS C Hew3BecTHa 4ecToTa Croliienu ca clryyau Ha
4epHOAPOOHO YBpeXaaHe

B 1e3u ciyyan neyennero c Mbeporact Tpsbea a ce npeycTaHOBH.

CpolluaBaHe Ha MOQO3HMPAHH HEXKEIAHH PEAKIHH

CrobmaBaHeTo Ha NOA03UPAHH HEXKEaHW PeakiliM Clie]l paspelnaBane 3a yrnorpeda Ha IeKapCTBEHHS
NPOAYKT € BakHO. ToBa no3sonssa ja MpoAb/DKM HabJIIOIEHHETO HA CHOTHOLIEHHETO MONI3a/PHCK 3a
JIEKapcTBEeHMsA MPOAYKT. OT MEAMUMHCKMTE CHEeLMaTuMcTH Ceé M3MCKBAa Ja choOliaBaT BCAKA
I0103MpaHa He)KeNlaHa PeaKiis upes

H3nmeaHUTENHA areHIs 110 JeKapeTBarta

yiL. . JlamsaH ['pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ipenozmpane

Hsma nannu 3a npeposupane.

o ®APMAKOJIOT'MYHU CBOMCTBA

5.1 DapMaKoIHHAMHYHH CBOHCTBA




(®apmakoTepaneBTH4Ha rpymna: MbeporacT e lekapcTBO Ha pacTHTENIHA OCHOBA 338 CTOMALIHO-YPEBHH
zabosaBanug, ATC kou: AO3AX.

KomOunupanust npoaykr Hbeporact nokasea JBOHHO JeHCTBHE BBPXY Pas/IM4HH 4acTH OT CTOMaxa
M 4epeaTa, KaKTO MPH TECTOBE WH BHTPO Taka M NMPH eKCNIePUMEHTATHH W3CIEABAHHS C KHBOTHH. B
HECTHMYJIMPaHH M ¢1a00 CTHUMYJIMPaHH 4acTH ce NOoBUIIAaBa oOuus ToHyc, ocobeHo Gnaronapenue Ha
ropuMBHa HOEpHC, CBHABpKANL C€ B Mperapara, W NPOTHBOACHCTBA HA CHMIITOMH KAaTO 4yBCTBO 3a
IIbJIEH CTOMAX H METEOPU3bM. B CHIHO CTUMYIHpaHH 4acTH, CMIa3MOJIHTHYHHTE CBOMCTBA Ha JIPYTHTE
pacTuTesIHH exkcTpakTH B HMbGeporact Boasr no npemaxsane Ha cnasmure. [Ipu ToBa MGeporacr
HamalfBa HH BHBO a)epeHTHATa YyBCTBHTEIHOCT 3a NPEINU3BHKAHUTE B YEPBOTO ApPa3HEHHs 4Ype3
pasTAraHe ¥ CEpOTOHHH.

O6scHeHMe 3a TOBA € CBbP3BAHETO HA Pa3TMYHH ChCTABKH Ha MGeporacT che crieltuduuHE cepoTOHHH
M OTYaCTH MYCKapuH M onvouauu peuentopd. J[lombnautenHo Wbeporact mnoewumasa
KOHIIEHTpPAIMATA Ha 3allUTaBalMTe JIMraBuLaTa NPOCTArIajIiH U MYIIHH, HAMAJIABA KOHIEHTpaIHATa
Ha YBpeX[alllHs JIMraBUlaTa JIEBKOTPHEH M NPEYH Ha MPOM3BOACTBOTO HA CTOMAINHA KHUCEIMHA B
npucTeHHuTe KieTkH. Ocsen ToBa Mbeporact npureixaBa NMpOTHBOBB3NAIMTENHO, KAPMHHATHBHO,
AHTHOKCHIAHTHO M AaHTHOAKTepHaNHO NEHCTBMSA, AB/DKAIIM Ce HAa 3aIbpKAIMTE CBOWCTBA Ha
depMeHTa S-THIIOOKCHIeHA3a.

Cnenosarenno Hbeporact u3nbinsaBa 00110 KPUTEPHHTE 32 MHOTOLIEJIEBO TIPHIIOKEHHE.

5.2 d®apmMakoKHHETHYHH CBOiCTBA

3a peaMla OT ChCTABKHTE € MOKa3aHa Obp3a raCTPOMHTECTHHATHA pe30opbipsa. OT TOKCHKOJIOIrHYHHTE
NpOyYBaHHs Ha MHOTOKPATEH NPHEM Ha JIEKapcTBOTO 3a /10 6 Mecella MO)Ke [1a Ce HalpaBH W3BOJa, 4e
HAMa HaTpyNBaHE Ha IEKapCTBEHHWTE BelnecTa Ha Mbeporact.

5.3 IlpeaxkTHHHYHH JaHHH 3a fe30macCHOCT

3a M6eporacT ca Hanulle OOIIHPHH W3CIEBAHHUS 38 OCTPa, CYOXPOHHYHA M XPOHHYHA TOKCHYHOCT (TpH
M LIECT MeCela) NpH fABa BHAA JKMBOTHH, 3a PENPOJAYKTHBHA TOKCHYHOCT, 3a BIIMSHHE BBPXY
(eprrIMTeTa, eMOPHOHAIHOTO, PEHATAIHOTO U MIOCTHATAJIHOTO Pa3BMTHE, KAKTO U 3@ MyTAar€HHOCTTA,
NPH KOWTO ca W3nMTBaHW J03W /10 1200 mbTH mo-rosemMd OT mpernophyBaHaTa AHEBHA 1o03a. Te3u
U3C/IeIBaHMA HE ca IOKA3a/IM JaHHM 3a 0c00€H NOTeHLHANEH PUCK NPH YOBEKA.

6 DOAPMAIEBTHYHHA JAHHHA

6.1 Coucbk Ha DIOMOIIHHTE BelecTBAa

Hsima.

6.2 HecnBmecTHMOCTH

Henpunoxumo.

6.3 Cpoxk Ha rogHOCT

Cpox®sT Ha rogHOCT 3a onakoBkH oT 20 ml e 18 mecena. ~
CpoxsT Ha rogHocT 3a onakoBkd ot 50 ml 1 100 ml e 24 mecena. /"'

O6pa3yBaHeTo Ha yTaHKka WIH NOTbMHSBaHE, HE OKa3Ba BIIMAHHE BHPXY nencmr}’ o Ha H6eporaCT
Jla He ce U3MOM3Ba Clle] H3THYAHE HA CPOKA Ha FOAHOCT, OTOEJIA3aH BbPXY onal(#m*ra -

Cpok Ha roJIHOCT Clle/l TbPBO OTBapsHE Ha OMAKOBKATa - 8 CeJMMIIN.

e



6.4 Cpenna/jHH ycJIOBHS Ha ChbXpaHeHHe

Ha ce cuxpanssa noj 25 °C.
Jla ce chXpaHsBa Ha MACTO, HEAOCTBITHO 3a Jeua!

6.5 BuauchabpkaHHe HA OMAKOBKATA:

TemHa cTbKIEHA OyTHIIKA © AIUIMKATOP-KANKOMEP M Karayka Ha BHHT oT PE.
Opurunansa onakoska or 20 ml

OpuruHaisa onakoeka ot 50 ml

Opurunansa onakoska ot 100 ml

He BcuukyM BH1OBE ONAKOBKM Morar jia Ob1aT mycHaTH B poaaxoa.

6.6 ChenuaJHH NpeANa3sHH MEPKH IPH H3XBbpJIAHE

Hsma crnienmanHy H3MCKBaHUA.

Heusnon3sanuar 1ekapcTBeH MPOIYKT WK OTNA/bUHHTE MATEPHAIIH OT HEro TpsbBa jia ce H3XBBPIIAT
B CBOTBETCTBHE C MECTHHTE M3UCKBAHMA.

y NPATEXATEJI HA PASPEHNIEHUETO 3A YIIOTPEBA

baiiep bwirapus EOO/I,

yn. ,,Pe3bapcka“ Ne 5

1510 Codus

Bearapus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

20060714

9. JATA HA I'BPBO PA3PEHIABAHE/MIOJHOBSBAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

Jara na nbpBo paspemasane: 08 nexemspu 2006 r.

Jlata Ha nocnenHo noaHoBsiBaHe: 27 woHu 2012 r.

10. JTATA HA AKTYAJIM3HPAHE HA TEKCTA

08/2019



