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KPATKA XAPAKTEPACTHKA HA HPOAYKTAK é/

1 HUME HA JEKAPCTBEHHUA NPOAYKT

HGeporacT nepopaiHy KankH, pasrsop
Iberogast oral drops, solution

2. KAYECTBEH U KOJTHUYECTBEH CHCTAB
100 ml pasrsop ceabpKar:

Teuen excTpakT o1 crpbKoie ropuns Héepnc (Iberis amara L., herba)

extragent Ethanol 50% (v/v) (1:1,5-2,5) 15,0ml
Teuen eKCTPAKT 0T Kopenn neqdeGna Inmsanka (Angelica archngelica L., radix)

extragent Ethanol 30% (v/v) (1:2,5-3,5) 10,0 ml
Teuen exerpakT oT nserose Jaiika (Matricaria chamomilla L., flos)

extragent Ethanol 30% (v/v) (1:2 -4) 20,0 ml
Teqen exeTpakT o1 naedoese Kum (Carum carvi L. fructus)

extragent Ethanol 30% (v/v) (1:2,5-3,5) 10,0 m]
Teden excrpakT oT nronose Bsur tpnn (Silybum marianum L., fructus)

extragent Ethanol 30% (v/v) (1:2,5-3,5 10,0 ml
Teqen ekcTpakT o1 AnucTa Martounna (Melissa officinalis L., folium)

extragent Ethanol 3¢% (v/v) (1:2,5-3,5) 10,0 ml
TeueH eKcTPaKT OT JAcTa MwTuea Menta (Mentha piperita L., folium)

extragent Ethanol 30% (v/v) {1:2,5-3,5) 50ml
TeseH eKCTPAKT OT ¢TpbKoBe Imuiicke muako (Chelidoninm majus L., herba)

extragent Ethanol 30% (v/v) (1:2,5-3,5) 10,0 ml
Teuen excrpakT o1 Caagek kopeH (Glycyrrhiza glabra L., radix)

extragent Echanol 30% (v/v) (1:2,5-3,5) 10,0 ml

Cryppxa 31 06.% ankoxon,
1 m] pasTBOp chobpxka 20 KanKw.

3a MEAHHA CNUCHK Ha MOMOUIHWTE BEIECTRA BIIKTE Touka 6.1

3. JEKAPCTBEHA ®OPMA

IMepopanyy kanku, pazTEop.

4. KJUHHUYHH JAHHHA
4.1 TepaneBTHYHH NOKA3ZAHHA
3a nedeHye Ha GYHKUMOHANHM M CELP3AHH ¢ MOTHIHTETA CTOMAaNiHO-UpeBHH 3a00NABAHMA, KaTo

CHHAPOM Ha HCPBHHA CTOMaxX W PA3IAPAIHEHO meberno qEpB0, BKIIIOYHTEIIHO CTOM
CNa3MH, KaKTO H 3a CUMOTOMAaTHIHO MOLIBDKALIO JICUSHHE HA raCcTPUT.




4.2 Jo3npoBKa H HAMHH HA NPHJIOKEHHE

Jlo3upoBka

Bw3pacTiu M roHOIIM Hal 13 roguHu 3 nbTH AHEBHO 1o 20 Kanku
Jena na Bb3pact ot 6 10 12 roguHu 3 bTH JHEBHO Mo 15 Kanku
Jleua Ha Bb3pacT ot 3 10 5 roauHu 3 obTH AHeBHO no 10 kanku

Hsama [PUHLMAINIHO OrpaHHYCHHWE Ha NMPOABIIKUTE/IHOCTTA HAa MNPHII0KEHHE. HPOH'BIDKHTE.T]HOCTTZi Ha
npueMa ce€ onpeaess OT Buaa, TEKECTTa U MPOTHYAHETO Ha 3a00/I51BAHETO.
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Huerpykuuu, npean na uanonssare OyTHIKATA C KalKoMep 3a ITbPBH IBT:

1. Pa3BuiiTe 3eneHaTa kanauka U M3XBbpreTe OAnara kanaydka Mnoi Hes.

2. 3aBuiiTe cTaOMIIHO 3eNeHaTa Kanavka, 3a 1a 3aKpernuTe MPaBMIHO KAallKOMEpa.
3. ¥YBepere ce, ue KankoMepsT € MOCTABEH MPaBHITHO.

Hauun Ha npunoxexnue

[TepopanHo npunoxeHue.

AKo HAMa apyro npeanucanue, MGeporact ce npHema ¢ MajlKO TEUHOCT Npead WM M0 BpeMe Ha
XpaHeHe.

Jla ce pasknary npejn ynorpeda!
[Tpu nozupane apbxTe OYTHIKATA C KankoMep Mox B 45 °.
Cnen ynorpeba 3aTBopeTe IUTbTHO OYTHUIIKATA ChC 3€1eHaTa Kanauka.

4.3 IlpoTHBOnoOKa3aHHs

Hbeporact He TpabBa ga ce mnpueMa MNpH CBPbXYYBCTBUTETHOCT KbM HAKOA OT CBCTABKUTE HA
NpOYKTa.

[Topanu nunca Ha JocTaThUHO ONMT, Mbeporact He TpsAbBa a ce U3MON3Ea NMpPH JEla Ha Bb3pacT Noj
3 roHHM.

[lpy CBILECTBYBAINO WM MPEAXOJAHO 4epHoApoOHO 3alfonsBaHe, MM CHIBTCTBallA ynoTpeda Ha
JIeKapcTBa ChC CBOWCTBA JIa YBPEKAAT HYepHUS Apo0, NeKapCTBEHMAT NpPOAYKT He TpabBa na ce
npueMa.

4.4 CpneuunaiHu npeaynpe;IeHHsl M Npeana3Hyu MepKH NpH ynorpeda

[lenuaTpuyna nomynauus
BuHaru 1a ce npaBu KOHCYITALMSA C JeKap, ako ce nossu 6oJka B KOpeMa NpH Jela Ha Bb3pacT noz 6
TFOAUHH.




AKO c€ NOSBAT NPU3HALK HA YEPHOIPOOHO YBPEOKAAHE (IIOKEITABAHE Ha KOKATA MU OUNTE, ThMEH
1BST HA YPHHATA, TIPOMSHA B LIBETA Ha M3NPaKHEHUATa, 60/IKa B FOPHATA YacT Ha KOPEMa), ICUCHIETO
TpaOBa HezabaBHO Ja ce IpeyCTAHOBH M [a C€ HANpPaBH KOHCYJITAITHA C nekap.

Tosu nekapcTBeH HPOAYKT chabpxa 31 06.% eranon (ankoxon), T.e. okono 0,24 g B enHa noza,
eKBUBAIEHTHO Ha 6,2 ml 6upa wnu 2,6 ml BHHO 3a 103a. Bpenen 3a cTpajamuy ot ankoxonusbm. Jla ce
B3IEME NpEIBU] NPH OPEMEHHH WITH KBPMEIMIH XKEHH, Aeld 1 BHCOKOPHCKORY TPYITH, KAaTO NAl[NEHTH C
gepHORpoOHO 3a009BaKRE WIN COHIENCHS.

ITauyenaTuTe CHINO TpﬂﬁBa fJa OBnOaT MOCHBETBAHM A3 CE KOHCYNTHpAaT ¢ JIEKap, ako CHMITOMHTC
IpOABIKABAT HITH OYaKBAHHAT PE3IYITAT OT JICUCHHETO HE O®Oe MIOCTHTHAT B PAMKHTE Ha 7 mHA.

Hbeporact ceabpia no-Manko or 0,1 xnefHn eguHuuE Ha 20 KanKA.
4.5 B3aMMOAeHCTBHE ¢ IPYIH JeKAPCTBEHH MPOAYKTH H APYT# dopMn ka B3auMogeicTBHE
3acera HE €A M3BECTHY HUKAKBH B3aMMOIEiCTBHA.

4.6 @eprHanTeT, GpeMeHHOCT H KbpMEHE

Bpemennoct
Hsama wid uMa OrpaHudeHw hawuu (mo-manko ot 300 ciyyan mo Bpeme Ha OGpeMeHHOCT) OT

ynorpebara Ha Hb6eporact npu GpeMernM skeru. [IpoydBanus MpH XHUBOTHH HE MOKA3BaT NPEKH HIH
KOCBEHH BPeIHH epeKTH [0 OTHOIIEHHE HA PENPOAYKTHBHATA TOKCHYHOCT (BXK. Touka 5.3).

Karo npennasna MspKa € 3a IpennourtaHe qa ce u3barsa ynorpebara Ha Mbeporact no BpeMe Ha
6peMeHHOCT.

Kspmene

Hsama pocrarkuno wadopMaipn 3a exckpeuuata Ha MGeporact/ Heroeute MerabONMTH B KbpMarTa.
PuckbT 32 KBpMadeTo He Moke ma Obfe wikmoueH. TpabBa Ja ce B3eMe pENICHHE JAH A <
NpeyCTaHOBY KHPMEHETO, WIIH [la ce IMpeyCTaHOBY/ Jia ce Bh3lbpika or ymoTpeba Ha Hbeporact, karto
C& B3EMC IIpEABH ITOJ3AaTa OT KbPMCHETO 3a IETECTC H MM0JI3aTa OT JICYCHUETO 3a KCHATA.

4.7 EdexkTn BLPXY cnocofHocTTa 3a WodHPaHe H padoTa ¢ MAWIHHH

He ca u3secTHH.
Enna nosa ot 20 xanxu ceaspika oxono 0,24 g ankoxod.

4.8 Hexelanu JeKapCTBEeHH peaKIAH

ChrlacHO KOHBEHIMATR MO cHcTeMo-oprauuu wiacoBe (MedDRA), HexkenaHHTe IeKapCTBEHH
PEAKIMHA C¢ KIACH(MIMPAT CNopej TAXHATA 9ECTOTA, KAKTO crelBa: MHOro dectd (=1/100), uectu
(=1/100 po <1/10), wewectH (=1/1000 mo <1/100), penxn (=1/10000 mo <1/1000), MHOrO penku
(<1/10,000), ¢ HenzBecTHa YecToTa (He MOXKe Ja Ghe HAPABEHA OLISHKA OT HATHIHUTE JaHHH).

CHCTeMO-0pPTaHeH KJac YecroTa HexenaHa JeKapcTBeHA peakins

Hapymenus na  MmyHHaTa | MHOro penxu Peaximi Ha CBpPBXYYBCTBHTEIHOCT
CHCTEMA (npypuTYC, AHMCIHEA HIH KOXHH

peaxiiH) MOraT Aa ¢€ NPOSBAT IpH
NIPepasNoJ0KEHH NAMEHTH,
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*[Ipu yrmorpefa #a HbeporacT ca chofImapaHH Ciiyyay HA JeKapCTBO-HHAYLMPAHO 4epHOAPOOHO
yBpekjate (OT MOBMINABAHE HA UEPHOAPOOHH €HIMMu W OUNUPYGHH 00 pa3BHTHE Ha WKBIITEHHIIA,
CBBP3aHa ¢ MPHEMa Ha JIEKAPCTBOTO, U CJIyyad Ha YepHOapoOHa HeNoCTaThYHOCT).

B Te3u cmyuan neudennero ¢ Mbeporact TpaGsa fa ce mpeyCTaHOBH.

Crobirasare Ha NOAOIAPAHH HEWEIAHH PEaKITHN
CrobuwaBadero Ha NoA03HPAHK HEXEIAHH PEaKIMH Cliell paspelnasaHe 3a ynorpeba Ha FCKapCTBEHHMA

NPOAYKT € BaxkHO. TORA TO3BONABA Ja NPOABTKH HAGMIONEHHETO HA CHOTHOMIEHHETO NOJ3a/PHCK 3a
NEKapCTBEHRA [POAYET. OT MeAMUMHCKUTE COCHHANWCTH Ce WRMCKBA Ja CHoOIABar Beuaka
IOJ03HPAHA HEKENaHa PEaKLHa Ipel

H3nbenHuTENHA areHIAA NO IeKapcTBaTa

yi. ,,Jdamss I'pyep Ne 8

1303 Codusn

Ten.: +359 2 8903417

yebeaiiT; www.bda.bg

4.9 Tpenozupane

Hsma aiHi 32 pegosapane.

5.  @®APMAKOJOTMYHH CBOVICTBA
5.1 <PapmMakoAHHAMHYHH CBOICTBA

dapmakoTepaneBTHuHa Tpyna: Hoeporact e nekapcTeo HA pacTUTENHA OCHOBA 33 CTOMAIIHO-UPEBHH
sabonasanua, ATC kon: A03AX.

KomOunnpanuatr nponyxT Mbeporact noxkasea ABOHHO #elicTBYE BEPXY Pasii4HM HaCTH OT CTOMAxa
H 4epBaTa, KaKTO NPH TECTOBE MH BUTPO Taka H NPH eKCNEPHMEHTATHH H3CIeBaHHS C KHBOTHH. B
HECTHMY/THPAHH M CNafo cTHMYJIHPAHH YacTH ce TIOBHIIAEA obLus TOHYC, ocobeHo frarofapeHHe Ha
TOPYMBHA HOEPHC, CBABPXAN ce B Mpenapara, W MPOTHBOIEHCTBA HA CHMIITOMH KaTO UYBCTBO 3a
TBMCH CTOMAX ¥ MEeTeOpH3bM. B CRIIHO CTUMYNWpanK 4acTy, CIA3MOTHTHIHHTE CBOWCTBA Ha JpyruTe
pactiTenHu ekcrpakrd B HMbeporact somar 10 npemaxBaHe Ha cmasmuTe. [Ipw Toma WMbeporact
HAMAJIABA MH BHBO a()epeHTHATa HYBCTEHTENHOCT 32 NPCAHIBHKAHHTE B UCPBOTO APA3HCHHA 4pe3
pasTHrane H CEPOTOHMH.

O6sAcHeH e 33 TOBA € CBBP3BANETO HA Pa3IHYHM CheTaBkK Ha MGeporacT cbe cnetHHInK CEPOTOHHH
H OT4aCTH MYCKapMH M OnHoMOHM peuenTopu. JomenuutenHo HM6eporact mosuwasa
KOHIIGHTPALIHATA Ha 3aIlHTARAIATE JMIABHIATA TIPOCTArIATIHH H MYLIHH, HAMANABA KOHLIEHTPAIHATA
Ha YBPE)KIBiWs NMIABMIOATA JICBKOTPHEH W TIPeYd Ha NPOM3BOACTBOTO HAa CTOMANIHA KMCENMHA B
npucTeHHuTe KietkH. OcBen Topa MGeporacT npuTexaBa NMPOTHBOBL3MAIHTETHO, KapMHHATHBHO,
SHTHOKCHIAHTHO M aHTHOAKTepyanHo MAelicTBHA, ALDKAIMM Ce HA 3aLbDXKALINTE CBOMCTBA Ha
depMenTa S-THIoOKCHreHasa.

Cnepnosarenso MbeporacT H3msaHABa 000 KPHTEPHHTE 33 MHOTOLIE/IEBO [IPHNOKECHHE.
52 (@apMaKoKHHETHYHM CEOiicTBA
3a pearLia OT CHCTABKMTE € NOKa3aHa Obp3a racTPOUHTECTHHANHA pe3opbiua. OT ToKC

NpOoy4BaHHA HA MHOTOKPaTEH NPHEM Ha JICKapCTBOTO 33 [0 6 Mecella MOXKe Jia CC H
HAMA HATPYITBAHE HA IICKAPCTEEHHTE BemecTsa HA Mbeporacr.




53 TMpeaxnuHuYHH 1aHHK 33 HezomacKHocT

3a Hbeporact ca HaTHIe OGIIMPHH H3CIEIBAHMA 33 0CTPA, CYGXPOHIYHA H XPOBIUHA TOKCHYHOCT (TPH
M IHECT Mecela) MpH ABa BHMAA >KMBOTHH, 3a PENpOAYKTHBHA TOKCHMHOCT, 3a BIMAHME BBPXY
tepTHIHTETa, EMOPHOHATHOTO, IPEHATAIHOTO M NOCTHATANRHOTO PA3BHTHE, KAKTO M 33 MYTarcHHOCTTA,
MpH KOMTO €A M3MHMTBAHM A03K 40 1200 NbTH TO-TONEMH OT NIPENOpPLYBAHATA NHCBHA Ho3a. Te3n
M3CNeBaHHs HE Ca OKA3aTH AaHHY 33 0co0eH NOTEHIHANESH PHCK NPH YOBEKa.

6 OAPMAINEBTHYHH JAHHH

6.1 CnMchbK Ha MOMOIHHTE BEMECTBA

HsmMa.

6.2 HechBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHoCT

CpoKbT Ha rojIHOCT 3a onakoBKH ot 20 ml, 50 ml u 100 ml ¢ 24 mecena.

O6pasyBaHeTo Ha YTaiika WK NOTEMHABAHE, HE OKa3Ba BIHsAHUE BHPXY AeicTBueTo Ha Mbeporact.

Jla He ce M3TMON3Ba Clie H3THYAHE HA CPOKA HA FOAHOCT, OTOENA3aH BEPXY ONAKOBKATA.
Cpok Ha NOHOCT CNIET IHPBO OTBAPAHE Ha OTAKOBKATA - § CelMHLH.

6.4 Chnepnpajny YcloBHS HA ChXpaAHeHHe

Ja ce erxpanssa oy 25 °C.
Jla ce cpXpaHfABa HA MACTO, HEAOCTHIHO 33 nelal

6.5 BuaH chABPKAHNE HA ONAKOBKATA:

THMHA CThKIIEHA OYTHIIKS ¢ aINTHKATOP-KAMKOMED 4 Kanayka Ha BHHT.
OpuryHansa onakoeka o1 20 ml

OpurrHanya onakoBka or 50 ml

OpHruHanHa onakoeka ot 100 ml

He BCHYKH BHIOBE OMAKOBKH Morar Ja OpaaT mycHATH B mpogaxta.
6.6 CHoeunaJHn npeInasHH MEPKH NpH HIXBLPJISHE

HsaMa cneldanHy H3NCKBAHNA.

Hew3no3BaHHAT NEKapCTBEH NPOAYKT HITH OTIEIBYHHTE MATEPHATH OT HET0 TPAOBA /14 C& M3XBBPIAT
B CBOTBETCTBHC ¢ MECTHHTE W3HCKBAHUA.

7. OPUTEXKATEJ HA PASPEIIEHHWETO 3A YIIOTPEBA
Baitep Brarapus EOQOJ,

¥ ,,Pe3bapeka Ne 5

1510 Codua
Bruarapua




8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

20060714

9. JATA HA ITBPBO PA3ZPEIHABAHEMOAHOBSBAHE HA PA3PEHIEHMETO 3A
YIIOTPEBA

Jara Ha mepBo paspemapane: 08 nexemepn 2006 T
Jara Ha nocneano nmogHoBsBaHe: 27 oHK 2012 1.

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

10/2021




