IMMPHJIOXKEHHE 1

KPATKA XAPAKTEPHCTHUKA HA TIPOJIVKTA
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1. VIME HA JEKAPCTBEHHSA IPOZYKT N X4 /‘7/4’//9}37“75? S
Tycnan 7 mg/ml cupon | I 28 -01- A g

Tuspan 7 mg/ml syrup

2, KAYECTBEH H KOIHUYECTBEH ChCTAB

1 ml cHpol ChIBPXKA AKTHBHA CECTABKA: 7 Mg CYX eKCTPaxT ot JiucTa Ha bpsiunsn (Hedera helix L., folium)
(5-7,5:1), ekctparent: eraHon 30 % (m/m}.

[ToMOIHH BeIECTRA ¢ H3BecTHO aeiicTere: Beexs 2,5 ml cupon chaspxar 962,5 mg copburon (E 420).

3a MTBJIHUSA CHHACHK Ha MTOMOIIHHWTE BEIECTBA BIKTE TouKa 6.1,

3. JIEKAPCTBEHA ®OPMA

Capon
KadeHHKaB, JeKo onajiecuMpalll CHPOII, ChC cnedpuyeH MUPHC Ha JIMMOH.

4, KJHHHYHU JAHHH

4,1 TepanepTEUHH DOKA3ZaAHAN

TycnaH € pacTHTENIEH NEKapCTBEH MPOAYKT U3NOI3BAH KATO €KCIIEKTOPAHT IPH NMPOAYKTHAHA KalllTHIIa IPH
NALHEHTH OT 2- TOAHIIHA BE3pAacT.

4.2 Jo3ApoBKA H HAYMHA HA OPHJIOKEHHE

O3HPOBKAa

Buspacmnu, xopa 8 cmapuecka ab3pacm u ROOpacmsauiy
5 ml ot cupona (35 mg cyX eKCTPaKT OT JMCTa Ha GPbUUILH) TPH ITBTH JHEBHO, 00ma HeBHA 034 15 ml
cupon (105 mg cyX eKCTPaKT OT JINCTA Ha OPBILIAH).

CroenHa/JHH nouy./JanHl
ITayuenmu ¢ 6vOpeynu Wi YeproOpobHY YEPeICOaHUR
Hsma undopManms 3a HeoGXOAMMOCT OT HaMANABAHE Ha I034TA NPH NalHeHTH ¢ 656pedny 1 / win

YepPHOAPOOHH YBPEeKAAHHS.

Ileouampuyna nonyrayus

Heya om 6 00 12 200unu

5 ml ot cHpomna (35 mg cyX eKCTpaKT OT JIMCTa Ha GPBILIAH) ABA TTH JHEBHO, 001la AHeBHA A032 10 ml
cHpomn (70 mg cyX eKCTpaKT OT JIMCTA Ha OpLIIAH).

Heya om 2 00 5 200unu
2,5 ml ot cupona (17,5 mg cyX eKCTPaKT OT JicTa Ha SpbULISH) ABa ITBTH JAHEBHO, 00IIa IHE 5 ml
cupol (35 mg cyX eKCTpaKT OT JIACTA Ha OPBIWILAH). \

Heya noo 2 2oounu
Tycnan ¢ IPOTHBONOKA3aH NIPY AEHA 107, 2-TOAMIIHA BB3pacT (BA. Touka 4.3).

Hauus Ha npwiokeHHe



3a mepopanHo MpUITOXKESHHUE.
CupomrsT TpabBa Ja ce npuieMa CyTpHH, Ha 0011 H Beuep MJIH CYTPHH H Bedep.

1poAB/IDKUTENHOCT Ha JIEYEHHETO
AKO CHMIITOMHTE NPOABIKAT MOBEYE OT €AHA CEAMMLIA M0 BpeMe Ha JICUYCHHE C JIEKAPCTBCHHA NPOOYKT,

TpAOBa J1a c& MOTHEPCH KOHCYJITAlHUA € JIeKap WiIH GQapMalcBT.
4.3 IIporEBONOKA3AHHA

CBpBXUYBCTBHTETHOCT KbM aKTHBHOTO BEIIECTBO, KbM PACTEHHS OT ceMeHCTBO Araliaceae (ceMeHCTBO
BpBIIAHOBH) HIIH KBM HAKOE OT [IOMOIHHTE BeMIECTRa, H30pOEHH B TOYKA 6.1;

Hena noa 2-rogyioHa Bb3pacT, HOpaaH 00U pHCK OT BIOIIABAHE HA PECIUPATOPHUTE CHMIITOMH TIO BpEME
Ha [IPHEM HAa CEKPETOJIMTHMHH JIEKapCTBA.

4.4 Coenuanas NpeaynpexicHAsS U NPeANa3HA MepKH IPH YHOoTpeba

IMepcucTUpalnaTa WK peliiAMBHPALIA KallTHila P Aelia MeXAY 2-4 roAMINHa Bh3pacT H3UCKBA
MEIHLMHCKA AMArHO3a NpeAH JICHEHHETO.

AKoO Ce NosBH 3aAyX, TEMIEPaTypa, XpaukH IpUMeceHH ¢ THOM, Tpa6Ba He3abaBHO Ja ce MOTEPCH
KOHCYJITAUMA C JIEKap WIH apMaLeBT.

I[a cé Mpujara ¢ MOBHINCHO BHUMAHHE NMPH NALHCHTH ¢ FACTPHT MITH A3Ba Ha CTOMAXaA.

To3u NpoAyKT Chabpika 962,5 mg copOuTOI BEB BeekH 2,5 ml CHpon, KOSTO € €KBUBAICHTHO HA 385 mg/ml.
TpsabBa Aa ce UMa NpeaBUL AAUTUBHHAT ePEeKT HA CHITHTCTBAINO NMPHIAraHH NMPOAYKTH, ChABPKALIH
copbuTON (WM GpyKTO3a), KAKTO M XPaHUTENHHAT PHEM Ha copbuTon (WK GpyKTO3a).

CeOBpKaHHETO Ha COPOHMTON B JIEKAPCTBEHH NMPOAYKTH 3a IICPOPATHO NPHICKEHHE MOXKE /la TTIOBJIHAC
OMOHAIWYHOCTTA HA APYTH NEPOPaNHM JIEKAPCTBCHHU IPOAYKTH, KOWTO ¢¢ NpWiaraT ChifbTCTBALIO.

To3H JeKapcTBEH MPOAYKT He TpaOBa Ja ce mpHeMa or/mpuiiara MpH NalMeHTH ¢ HACIeACTBCHA
HEMOHOCHMOCT KbM (PPYKTO34..

CopBHUTOTET MOKE Aa MPUUMHH CTOMAINHO-IpeBeH AUCKOMGBOPT H JIEKO CIIA0MTENHO JCHCTBHE.

4,5 BianmopaeiicTBHe ¢ APYTH JEKAPCTRCHE NPOJYKTH 4 APYTH QOPMHE H2 BIAMMOJEHCTRHE
He ca npoee:KaHH NPOy4BaHHA 33 B3auMoAciicTeuATa. Hama cBeneHHS 3a B3aHMOICHCTBHA.

4.6 Depranarer, 6peMEHHOCT H KEPMEHE

BpeMeHHOCT
be3zonacHOCTTa Ha MpoaykKTa no BpemMe Ha OpeMeHHOCT HeE € abcomoTHO Aoka3aHa. [lopanu nurca Ha

NOCTATBLYHO AaHHM, yrioTpedaTa no Bpeme Ha OPEMEHHOCT HE ¢ NIPENopbhuBa.

KspMeHne
Be3onacHoCTTa Ha OPOAYKTa IO BpeMe Ha KbpMeHe He e abcoiioTHo mokasaHa. ITopaay aunca Ha
AOCTATBYHO AaHHH, YNIoTpebaTa no BpeMe Ha KbpMEHE He ce NpenophyBa.

DeprunuTeT
Hama naHHu 3a BIMAHHE BBEPXY (epTHIHTETA.

4.7 EdexTd BbpXY cnocoGHOCTTA 33 modHpane B padoTa ¢ MAIIWEH

He ca npoBexaaHy Macae/iBaHHUA 34 BIHAHHETO HA TycnaH BepXy CnocoOHOCTTA 3a HI
MaHIMHH.



4.8 HexeaanHd leKapcTBeHH peaKnul

Hexxenanure NeKapCTBEHH PeakiyH, ONACAHHA O-HZOIY ¢a KIacHPHLUMpPaHH N0 CHCTeMaTa OpraH —Kjiac 110
YeCcTOTa KaKTo ClleaBa: mMuoeo yecmu (= 1/10), xecmu (= 1/100 go <1/10), nevecmu (= 1/1 000 xo <1/ 100),
pedxu (> 1/10 000 po <1/1 000), muozo pedxu (<1/10 000), ¢ Heuzsecmua yecmoma (OT HATWIHUTE JAHHH
He MOXe na Obae HanpaBeHa OLICHKA).

Hapyiiennd Ha HIMYHHAaTa CHCTeMA
C Heuzgecmna yecmoma: anepruvdHH peakiiH (ypTHKapHs, KoxeH 0OpHB, 3aayX, aHa(HIaKTHYHA peaKiys).

CToMalHO-YpEeBHH HADYINCHHA
C neuzgecmra yvecmoma rajeHe, NOBPHIIAHE, JHAPHSL.

CrobliaBane Ha MOAO3MpaHH HEKEJIAHH PEaKiTHK

Cpo6InaBaHETO Ha M0JI03HPAHH HEXKETaHH PeaKkLHHM Cliell paipeniaBaHe 3a YIoTpeda Ha NeKApCTBEHUA
IPOAYKT € BaskHO. TOBa M03BOJIABA A4 NMPOXBIDKH HAGMIOJEHHETO Ha CHOTHOMIEHHETO MOI34/PHCK 38
NeKapCTBEHNA NpoayKT. OT MEJUUMHCKHTE CIIEHMANMCTA CE H3UCKBA 114 CHOOIABAT BCAKA MOJ03MpaHa
HejKe/laHa peakuus Ype3 M3IMbIHUTE HA aT¢HIUA 10 JIeKapcTBaTa, yi. ,,JlaMan I'pyes” Ne 8, 1303 Codus,
Ten.: +35 928903417, yeGeaitr: www.bda.bg

4.9 Ilpemo3npane

CamirroMu

Ipeno3upane (IpH MpHEM MOBEYE OT TPH ITETH JHEBHO HJIM NIPHEMAHE Ha M0-BHCOKa 71034 OT
MpenopLYMTETHATA) MOXKE A4 MPEM3BUKA raicHe, OBpBIIaHe, AHAPUA U B30y AA.

Crpo0llleH e eUH cay4dail Ha 4-TOaUIIHO AETe, KOETO pa3BHBA arpeCHA H HapHA Cle CJIydacH NIPUEM Ha
eKCTpakT GpbHuUIaH (0TroBapAm Ha 1,8 rpaMa cyx eKCTpaKT OT JIMCTa Ha OPBILLAH).

Jleyesue
B 3aBHCHMOCT OT cJIydas ce npeJnpueMa CHMITOMATUMHO JICHEHHUES H TIOJAXbPAKAIIA TSPATIHAL.

5. ®APMAKOJIOTMYHHU CBOUCTBA

5.1 dapmMakoaHHAMHYNE CBOHCTBA

dapmakoTepanesTHYHa rpyna: PecrmparopHna cacteMa. ATC koa: ROSC
MexaHU3MET Ha JeCTBHE HE € U3BECTEH.

5.2 ®@apMaKOKHHETHYHH CBOHCTBA

HaMa HanuuHy naumiu.

5.3 [IpeaxkiHEuYHE JaUBH 3a 6€300aCHOCT

JluncBaT JaHHHU 33 T€HOTOKCHYHOCT, KAPLHHOMeHHOCT H PEIPOAYKTHBHA TOKCHYHOCT 38 IPOAYKTH,
CBABPHKAIH €KCTPAKT OT JIHCTA Ha OpPbUIIAH.

6. OAPMAIEBTUYHH JAHHH

6.1 ConHcBK HA IOMOIIHHATE BeHIECTBA




KcanranoBa ryma (E415)
Copburon (E420)
JluMonena KucenuHa MoHOXHApaT (E330)

Kanues copbat (E202)

TeuHa eceHums “JInMoR” (LEC-LMTpan (Hepan), TpaHC-IUTpan (TeEpHHMAN), THMOHOBO MAciio H
nponwieHr ko (pasreopuren/Hocuren) (E1520))

[IpeuucreHa Boaa

6.2 HechBMeCTAMOCTH

Henpunoxumo

6.3 Cpok BHa rogaocT

2 TOANHH
Cpok Ha roHOCT clten orBapsHe Ha 6yTunkarta: 6 (mect) MeceLa.

6.4 CuoenEajnH YCI0BES HA ChIPAHCHHE

To3u sekapcTBeH NPOAYKT He M3UCKBA CIELHAIHH YCIIOBHA Ha ChXPaHCHHE.

6.5 Baji R cHABPKAHHE HA ONAKOBKATA

120 ml cupon B 6yTHixka ot kadgso crekno (Tan I11) unyn TeMHokagapa PET 6yTiika, ¢ NOMTHETHICHOBA
Kanayka Ha BUHT. OriakoBKaTa ChIbPXKA H [IOJHITPONIWICHOBA MEDHTEIHA YalIKa ¢ MADKHPOBKA 332 A03HPAHE
or2,5ml, 5 ml, 7,5 ml, 10 ml, 15 ml u 20 ml.

He BCHYKH BHAOBE ONAKOBKM MOraT aa 6bJaT myCHaTH B pojaxoa.

6.6 CpenuanEH NpeANa3HE MEPKH OPH HIXBLpJISHE

HenpunoxkxuMmo.

7. NPHUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

COPAPMA AJL

yi1. Hmaercko moce 16, 1220 Cotud, brarapus

8. HOMEP(A) HA PAZPEILIEHHETO 3A YIIOTPEBA

20150038

9. JIATA HA ITBPBO PA3PEIIABAHE/TIOAHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Jata na onpro paipemasane: 12.02.2015.

JaTa Ha NOAHOBIBAHE HA pa3pemenuneTo 3a ynorpeba: 24.10.2019

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

Hoemepu 2019 .




