KPATKA XAPAKTEPUCTHUKA HA IIPOAYKTA

1. HME HA JIEKAPCTBEHUSA INPOAYKT

AITTWAHMTEMA ATEHUNS NO NEXAPCTBATA
: . A r&__,_ i - ey r o |

["acTpUTOJX NEpOpaNHA TEYHOCT
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2. KAYECTBEH H KOJIMMECTBEH Cb(CTA

10 ml (okono 9,7 g) N'acTpuToN nepopaliHa TEUHOCT ChAbPKAT:

AKTHBHU BELIECTBA:

- Matricariae flos extractum fluidum (1:1,7-2,2) - 2,0 ml
(Teden excrpakT ot usetose Jlaiixa (Matricaria recutita L.)

- Anserinae herba extractum fluidum (1:1,7-2,2) - 3,5 ml
(TeueH ekcTpakT oT cTpuKOBe [Taun ounboney (Potentilla anserine L.)

- Liquiritiae radix extractum fluidum (1:1,7-2,2) — 1,5 ml
(Teuen exctpakt ot xopenu Cnaanuk (Glycyrrhiza glabra L.)

- Angelicae radix extractum fluidum (1:1,7-2,2) - 0,5 ml
(TeueH ekcrpakr ot xopenu Iluwsinka (Angelica archangelica L.)

- Cnici benedicti herba extractum fluidum (1:1,7-2,2) — 0,5 ml
(Teuen excrpakr ot ctpekoBe [Ipeceuka (Cricus benedictus L.)

- Absinthii herba extractum fluidum (1:1,7-2,2) - 0,5 ml

(TeueH eKcTpakT ot cTpbkose I'opuuB nenuH (Artemisia absinthivm L.)

3a MbJIHME CITACHK HA TTOMOIIHHUTE BEILECTBa BMKTE T. 6.1

3. JIEKAPCTBEHA ©0OPMA

[lepopanna TeyHoCT
Kadasa nogBHXHA TEUHOCT

4. K/IHHHYHHU JAHHH
4.1. TepaneBTHYHH MOKA3AHUSA

["acTpuTON NEpopaiHA TEYHOCT € TPAAHLMOHEH PACTUTENEH JIEKAPCTBEH MPOAYKT, KOHTO c€
M3MOJI3BA 33 JICYEHME HA CTOMAMIHO-YPEBHM HApYIUEHHA KaTo JMNca Ha amneTuT,
METEOPHU3BM, KHUCCIIHMHH, JIEKM CTOMAIIHO-YPEBHM CIIa3MM, KAKTO H 3a I10J00psBaHe Ha
MHTECTHHANIHATA PYHKLHA [0 BpeMe Ha HecneuuguuHa amapus. [acTpHuTon nepopaina
TEYHOCT (POpMHpa 3aIMTEH COH BLPXY pa3apa3HeHaTa JIMTaBHLIA HA CTOMALHO-YPCBHUS
TPaKT W B JOITBJIHEHHE MOAOOpABa aneTHTA.

3abenexkka: [acTpuron nepopaiHa TEYHOCT € TPaJHLHUOHE
PErMCTPHUPAH 3a TE3H MOKa3aHUA Ha 6a3aTa caMoO Ha ABJTOroAH



4.2. H0o3MpOBKA H HAMHH HA NPHJI0KEHHE

EOEHED BKA

[Ipu nunca Ha Apyro NpeanvcaHte: Bb3pacTHH U Aelia Hall 12 roamMHu npHemar nepopasiHo
no 30 xanky 3 NLTH AHEBHO.
30 xank# [acTpuToN nepopaiHa TCWHOCT ChOTBETCTBAT Ha 1,3 ml

HauvH Ha npuioxeHue
["acTpuTON NMepopaiHa TEYHOCT CE pa3peKia B MAJIKO KOJMUYECTBO BOAA M €€ IIPUEMA NPEH
WIIH CTIEH XPaHEHE.

Ilopaau nvnca Ha AOCTATHYHO NPOYYBAHHUA, HE € NIPENOPBUHTETHO Ja €€ H3I10J13Ba MpY ACa
noA 12 roguuiHa BB3pacr.

[acTpuTON MepopamHa TeYHOCT He TpsAbBa na ce npHema moeeye oT 2 ceamuud. B
uHGpOPMALIUATA 33 NIOTPEOUTENA MMA YKA3aHHE, Ye aKO CHMIITOMMTE NMPOJb/KAT 4-6 10U, €
HeoOX0IMMA TPELIEHKA Ha JIeKap WM Ha APYT KBUTH(PULHPAH MCAULMHCKH CIELIHAJIHCT.

4.3. IlporuBOnOKRa3aHKA

CBp'BXIIyBCTBHTE‘J'IHDCT KBbM HIKOE OT aKTHBHHTE BelilecTBa HA MPOJAYKTa HJIH KbM HAKOC OT
MOMOII[HHTE BEIIECTRa, H3OPOeHH B TouKa 6.1. [acTpurost nepopaiHa TEMHOCT HE TpsOBa 1a
C€ MpHUEeMa B Clay4aii Ha aneprusi, ThH KaTo B CbCTaBa HAa MpPOAYKTa €a BKJIKOYCHM TPH
PACTEeHUS OT CEMENCTRO CIIOXKHOLIBETHH.

4.4, CneudajnHd npeaynpexaeHus U NpeAna3sHd MepKH NpH ynoTpeda
{lenvaTpruuHa monynaims

Ilopaau nuncara Ha DOCTATHYHO NPOYYBAHHA, HE ¢¢ NpenoprYBa NPOAYKTHT Aa CC 110J13B4
npu Acua noxa 12 rogdiiiHa BH3pacT.

[lpenynpexaenue:
To3u nekapctBeH npoxykT cbhabpxka 40% v/v ankoxod.

4.5. BzaumopneiicTBHe ¢ ApPYrM JI€EKAPCTBEHH HNPOAYKTH H /JApyrd <¢opmi Ha
B3aHMOJIEHCTBHE

He ca nposexaann Npoy4YBaHus 3a B3aUMOACHCTBHATA.

B undopMaLmsTa 3a TOTpeOUTENS MMa YKa3aHHE, Y€ Jickap HiH papMmaueBT TpAGsa na 6ba¢
YBEJIOMEH, B CIy4ail Ha mpUeM UK ynotpeba Ha APYT NEKAPCTBEH NPOAYKT.

4.6. DeprTHaAHTET, OpeMEHHOCT H KbPMEHE

Kombunupanara ymotpeba Ha nalika, naud o4duOonel, CMagHHK, MULILIKL, NPEcedKa H
NEJAMH, KAKTO M Ha OTAEJTIHUTE BEICCTBA, HE pa3KpHUBa_HAKAKBB D M HIH

KbpMEIM keHW. Bbonpekn ToBa, TpsiOBa jaa ce uUma MNPEABHA, OT
NpOy4YBaHHA. b gt
B undopmanmsaTa 3a notpedUresss IMa yKasaHHe , 4e TO3H MPoJ, s A Bd
no BpeMe Ha OPeMEHHOCT 4 KbpMEHE. A A
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4.7. EdexTn Bbpxy cnocofHOCTTA 32 MIodUpaHe H padoTa ¢ MALIHHH

CacTpUTON TepopaiHa TEUHOCT HE TMOBJMsBa crocoGHocTTa 3a wodupane U padota ¢
MAaLIHAHH.

4.8. Hexenanu 1ekapcTBeHH PEaKIHH

["acTpuTOn nNEpopajlHA TEYHOCT, KAKTO BCEKM APYr JCKapcTBCH [MPOJYKT, MOXKC Ja
MpeAH3BHKA HEXKeNlaHa JICKaPCTBCHA PeakLysi, MaKap 4e He BCEKH TH MOJTyvaBa.

3a olIeHKa Ha 4eCTOTaTa Ha HEXKEJIAHMTE JICKApCTBEHH PEaKUMH CICAHUTC MAPAMETPH ca
M3MOI3BAHM:

MHoro yecTH: (> 1/10)

Yeern: (> 1/100 oo < 1/10)

HeyecTu: (> 1/1000 go < 1/100)

Penkm; (> 1/10 000 oo < 1/1 000)

MHoro peaku: (< 1/10 000)

HeuzBeCTHH: (OT HAMWYHMTE JAHHH HE MOXKE Aa ObjJi€ HanpaBeHa OLICHKA)

COHCBKBT ChABPXA BCHUKH H3BECTHM HEXENAHH JIEKAPCTBCHH DPEaKUMH, CBBP3aHH C
neyeHHe ¢ naiika, nadd ouuOosell, CIaJHHMK, MUULLIKA, NMpecedka H MENWH, KAKTO IIpH
BUCOKM JO3H, TaKa H NPH MMPOALIDKUTENIHA TepanuA.

B peaku ciyuad € Bb3MOXKHO 12 Bb3HMKHAT CBPbXYYBCTBHTEIHOCT K al€pru4HH peaKLnH.
YnorpebaTa Ha JICKAPCTBEHHS NMPOAYKT TpsiOBa /la €€ NpEeyCTaHOBU NMPU IIPBUTE MIPOABK HA
CBPLXYYBCTBHTEHOCT (HanpuMep KOXKEH 0OpuB).

WudopmauuaTa 3a noTpeGHTens chbAbpHkKa yKazaHHe, Y€ B C/Ty4ald Ha CCPHO3HO BJIOLLABAHE
Ha 3JPAaBOCIOBHOTO CBCTOSHHE MOPaAM Bb3HMKBAHETO HA HEXKEJIAHA IEKApCTBCHA peaKing,
TpsbBa 1a ObJe MOTHPCEH CHRET OT JieKap HIH (apMaleBT. AKO HEXKEJNAHUTE JIEKApCTBEHHU
peakiiMH ce Habmozaear mNo-KbCcHO, Te Tpsadsa Ja Obaar cHOOIEHH Ha JieKap WIH
¢apmaueBT.

CrofuiapaHe Ha NOAOIHPAHH HEXKENAHH PeAKIHH
CpoblIaBaHeTo HAa MOAO3MPAHM HEXENAHHM pPeakUMH cjell paspeliaBane 3a ynorpeda Ha

NeKapCTBEHUs MpPOAYKT € BaxHO. TOBa no3BoiisiBa Jia NPOABIDKM HaD/OACHHETO Ha
CHOTHOLICHHETO [10]13a/PUCK 33 JIEKAPCTBEHHS MPOAYKT. OT MEAHLIMHCKMTE CICLHATHCTH C¢
H3HCKBAa jla chOOIIABAT BCAKA MOAO3HPAHA HeXeslaHa peaKlusa ypes:

H3neaHUTEIHA areHLUsL NO JIEKApCTBATA:

yi. . JlamsH I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9. Ilperosupane
He ca goxfnaarany Cay4yau Ha npeao3upane.

an Npeaoc3upalHe € Bb3MOKHO Bb3HUMKBAHC HA HCXKCJIAHH JICKA




5., ®GAPMAKOJOI'MYHH CBOHUCTBA

5.1. PapMakoaAHHAMMYHH CBOHCTBA

dapMakoTepanesTHUHa  Ipyla: Ipyrd  BeLEeCTBa, KOMOMHALMW  [OJANOMaramiy
XpPaHOCMHIIAHETO

ATC code: A09A
TpaAMuHOHEH pacTHTEEH JIEKapCTBEH NPOIYKT.

He ca nposexnaHe cneuuduyHM MpoyYyBaHHA 3a (apMakogWHAMHKA BbB Bpb3Ka ¢
["acTpuTON nepopanHa TEHHOCT.

5.2. (dapMakokHHETHYHM CBoilcTBa

He ca npoBexaanu cneuvuyHHd npoyuBaHMs 3a (GapMakoKMHETHKa BbB Bpb3Ka C
["acTpTON MepopaiHa TEYHOCT.

5.3. IlpeaxkyIHHH4YHH JaHHH 32 0e30M1aCHOCT

He ca nposexaaHu cneunduyuHA TOKCUKOIOTHYHH NMPOYYBAHMA BLB BPB3Ka C [acTpuron
MepopanHa TEYHOCT.

6. ©POAPMAIEBTHUYHHU JAHHH
6.1. CruHcbK HA MOMOIIHHUTE BElECTBA
Eranon 96% (v/v), npeyucTeHa poJa

6.2. HecbBMeCTHMOCTH

He ca u3BecTHH

6.3. Cpok Ha roHoCT

3 ronuHH
CpOK Ha rOAHOCT ¢lie]] TbPBO OTBAPAHE: 3 Mecela.

6.4. CnennajiHu yCJI0BHA Ha ChXPAHCHHE
Jla ce chbXpaHsiBa B OPUTHHAIHATA OMAKOBKA MpH TeMrieparypa nox 25°C.

6.5. Buau chbanpKaHue HA ONNAKOBKATA

["acTpuToNn nepopalHa TeyHOCT € KadsiBa MOABHMKHA TEHUHOCT
CTBKJICHH OYTHIIKH € alIHKAaTOp-KalkoMep M Kanaika Ha BHHT O



6.6. Cnenuannm npeanasnn Mepku NpPH M3XBLPJISHE

Hsama crielimantas H3ucKBakus

7. NPHUTEXATEJI HA PA3PEIIIEHUETO 3A VIIOTPEBA

Alpen Pharma GmbH
Steinenfeld 3

77736 Zell Am Harmersbach
['epManus

8. HOMEP HA YIOCTOBEPEHHETO 3A PEI HCTPAIINA

Perucrpannonen noMep: 20150297

9. HAATA HA ITBPBO PA3PEINABAHE / NMMOJHOBSIBAHE HA
YAOCTOBEPEHHUETO 3A PETHCTPALIUS

Jata wa nepBo paspeiuasane: 04 cerntemspd 2015 r.
Jata Ha mocnenno nogHoBsaBane: 08 nexemspl 2020 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

05/2023




