KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. AME HA JIEKAPCTBEHHUSA NPOAYKT N3MbAHWTENHA ATEHLIAA N0 NEKAPCTBATA
KpamKa XapaxmeDucmuKka Ha NPOGYNIMA - | DUACKEHLUE

Xenecnad 7 mg/ml cupon
Hedespan 7 mg/ml syrup

2. KAYECTBEH A KOJIMYECTBEH CBCTAB
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Bcekun | ml cupon cbabpxa 7 mg CyX eKCTpaKT OT JIMCTAa Ha OpWtts rfe —fottammy—1
(4-8:1).

Excrparent — ETaHon 30% (06./00.).
[ToMoLHH BelleCcTBa C U3BECTHO JEHCTBHE: COpOMTOI, AEKCTPO3a (B ChCTaBa HA apOMaT Ha BHUIIIHA).

3a MbJIHKA CMHUCHK Ha MOMOILHUTE BELIIECTBA, BHXKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
Cupon

bucTep 10 onanecumpall, KbJITO-KaAB CHPOI, C apOMaT Ha BHILIHA.

4. KINHUYHU JAHHHAU
4.1. TepaneBTHYHH NOKA3AHHA

PacTuTeneH nekapCTBeH MPOAYKT, KOWTO C€ M3MO0JI3Ba KAaTO €KCIEKTOPAHT B Cy4yai Ha NMpOAyKTHUBHA
KallJIMLa NpU Bb3PacTHH, FOHOLUM U Jela Haj 2 NOJIMHH.

4.2. {03MpOBKAa H HAYHH HA NPHJIO)KEHHE

J1o3upoBKa

fOHowu, év3pacmuu u nayueHmu 6 cmapuecka 6v3pacm

5 ml or cupona (35 mg cyx eKCTpakT OT JIMCTAa Ha OpbULIAH) TPH MbTH JAHEBHO, 0O1a JHEBHa n03a 15 ml
cupon (105 mg cyx eKCTpakT OT JiucTa Ha OPBLIAH).

lleouampuuna nonyrayus
Heya na evzpacm om 6 0o 12 c2oounu

5 ml ot cupona (35 mg cyx eKCTpakT OT JIMCTAa Ha OpBLLIAH) JBa ITbTH AHEBHO, oOMa qHeBHa ao3a 10 ml
caporn (70 mg cyX €KCTPaKT OT JIUCTA HA OPBLUJISAH).

[eya na ev3pacm om 2 00 5 200unu

2,5 ml ot cupona (17,5 mg cyX eKCTpakT OT JIucTa Ha OpbLULISH) ABa MbTH [
cuporn (35 mg cyX eKCTpaKT OT JIUCTa Ha OpBLILISH).

Ieya noo 2 coouwna ev3pacm

Ko Poa e ALOLI0IML




e R

L
t

L
a

b

[IporHBONOKa3aH Npu aeua noa 2 roauilHa Bb3pacT (BXK. T. 4.3.).
IHayuenmu ¢ 6v6peuno wwiu wepHoOpobHo yepedcoane

[lopagu nunca Ha ¢apMaKOKMHETUYHHU AAHHW B TE€3M IPYNMHM OT MALMEHTH, 3a TAX HE MOXE Ja ce Haje
npenopb4MTENHa 103a. Ha nauMeHTHTE Cce npenopbyBa Ja ce KOHCYJTHPAT C TEXHUS Jiekap WK ¢GapmaLeBT
npeau Ja npueMar XeaecrnaH CUpOTrl.

HayuH Ha NpHI0KEHHE
[lepopasiHO mpUIOXKEHHUE.

XenecnaH CHpOI Ce NMpyeMa ¢ NoMOLLTa Ha NMpeJlocTaBeHaTa MepuTesiHa Yalika (¢ aejieHus 2,5 ml, 5
ml, 7,5 ml). Pazknarere 6yrunkara npeau Bcska ynorpebda.

AKO CUMIITOMHTE NMPOJB/KABAT M0OBEYE OT €/1Ha CeJIMHMLA J0KaTo noJizBare XejaecnaH cuporn, TpsaoBa
Jla ce KOHCY/ITUpATe ¢ JieKap WK apMaueBT.

4.3. IllporuBonokazanus

- CBpBXYYBCTBHTEJHOCT KbM aKTMBHOTO BELUECTBO WJIM KbM PacTeHHs OT ceMeHCTBO BpbUUISHOBH
WJIK HAKOM OT NMOMOILIIHUTE BellecTBa, M30poeHu B T. 6.1.

- XeJZlecriaH CHpOIl € MPOTHUBOIOKAa3aH IMpH Aela MoJ 2 roJIMiiHa Bb3pacT, MopajJy PUCK OT BJIOLIABaHE
Ha peCUPaTOPHUTE CUMITTOMH.

4.4. CnennaJIHH npeaynpexieHus: H NpeAna3zHH MepKH NpPH ynorpeoda

[Ipy nmosiBa Ha 3aayX, TeMmneparypa, KakTO M TFHOHMHHM Xpauykd, TpsOBa Ja ce MOTbPCH He3abaBHa
KOHCYJITaLUA C JieKap.

ExnoBpeMenHara ynorpeda ¢ NpoTUBOKALUIMYHU CPEACTBA, KATO KOJEHH WJIH JIeKCTpoMeTOpdaH He €
MPEenopbYUTETHO 0€3 MeAULIMHCKA KOHCYJITALUA.

[IpenopbuBa ce NOBUILIEHO BHUMAHME IMPH MALIMEHTH C FaCTPHUT MJIK CTOMAIIIHA S3Ba.

layuenmu ¢ 6vOpeuno wuwiu yepHoopobHO y8pedcoane:

JIuncear (papMaKOKMHETHYHH JaHHH OTHOCHO MAaLMUEHTH ¢ OBOpevyHO W/ MK YepHOAPOOHO yYBpEXK/IaHe.
XenecnaH chbabpKa COpOUTOII.

To3zu npoaykr ceappxka 550,00 mg/ml copburon (E 420). IlanpeHTH ¢ peakH HacJieICTBEHH
MpoOJieMH C HEMOHOCHMMOCT KbM (pykTOo3a He TpsaOBa na npuemaTr ToBa JiekapcTtBo. [lopanu
ChAbPKaHUETO HAa COPOUTON, MPOAYKTHT MOKE J1a UMma c1abo u3pa3eHo c1abUTeTHO IEHCTBHE.

[TaueHTH ¢ psaaKa rioKo30-rajlakTo3Ha manabcopbuus He TpsaOBa na npHemMar TOBa JIEKAPCTBO.

[leouampuuna nonyrayus

[IpoabmxkuTeNnHaTa MM NOBTapslla Ce€ KauUIMLa MpH Jeua Ha Bb3pacT MeXay 2 U 4 roJIMHH M3HCKBa
MOCTABSHETO Ha JMarHo3a npeay 3arno4yBaHe Ha JieYeHHe.

He ca npoBexxaaHyu npoyyBaHHs 3a B3aUMOEHCTBHSL.

He ca onoBecTsaBaHH B3aUMOIEUCTBHA C APYI'H JICKAPCTBEHH IMPOAYKTH.




4.6. ®epTHIHTET, OPEMEHHOCT, KbpMeHe

bpemennocm

JluncBar WM MMa OrpaHH4YeHH JaHHHM 3a ynorpebara Ha CyX €KCTPakT OT JIMCTa Ha OpBLUIAH 1O
BpeMe Ha OpemeHHocT. [Ipu nunca Ha gocrarbyHo MHQopMauMs 3a Ge3onacHocTTa, ynorpebara no
BpeMe Ha OpeMEHHOCTTAa He € MpenopbUYMUTETHA.

Kvpmene

He e M3BeCTHO JanM CHCTABKMTE Ha METAOOIMTHTE HAa CyXHMA €KCTPaKT OT OpBIUJISAH C€ OTACHAT B
YOBELIKOTO MIIsKO. He Moxke 1a ce M3KIIOYM PHUCKBT NpPH HOBopoaeHu Oedera. Ilpu smrnca Ha
J0CTaTb4yHO HWH(popMauMs 3a OesomacHocTTa, ynorpebata 1o BpeMe Ha KbPMEHE HE €
NpernopbYUTETHA.

Depmunumem
HsiMa HaTM4YHHU JaHHW OTHOCHO e€(peKTa Ha CyXHA EKCTPaKT OT OpBLIAH BbPXY (hepTHIMTETA.

4.7. E¢pexTH BbpXy cnocoOHOCTTA 32 modHpaHe H padoTa ¢ MAIIHHH

He ca npoBexxianu npoy4BaHHs 3a Bb3CHCTBHETO Ha XelecnaH BbpPXY CIOCOOHOCTTA 3a IodUpaHe U
padoTa ¢ MalluHH.

4.8. He:xeJ1aHH J1IeKAPCTBEHH peaKIHH

HexxenaHure nekapcTBEHH peakLUH ce Ki1acHPHULIMpAT B C/IEAHUTE FPYIH CIIOPE/] TAXHATA YECTOTA:
MHuoro vectu (>1/10);

Yectu (> 1/100 no < 1/10);

Heuectu (> 1/1 000 no < 1/100);

Peaku (> 1/10 000 no <1/1000);

MHoro penku (< 1/10 000);

C Heu3BecTHA 4ecToTa (He MoXke Jia ObJie onpe/iesieHa OT HAJIMYHUTE JaHHH).

CToMalIHO-YPEBHU HAPYLICHUS
Yecmu: rajexe, noBpbllaHe, JHapUs.

HapyuieHus Ha UMYHHaTa cUucTeMa
Hevecmu: anepruyHu peakuuu (ypTHKapHs, KOxkeH 0OpHB, Kyrepo3a, 3a1yX).

CpoOliaBaHe Ha MM0JI03UPaHH HEXKEJIAaHHW PEaKLIMK

Cbo0O1aBaHeTO Ha MOI03HPAHH HEXKEIaHW PeaKLUH Cliel] pa3pellaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakHO. ToBa no3possABa Aa NPOABKA HaOI0/IEHHETO Ha ChOTHOIIEHHETO 110J13a/PUCK 3a
JIEKapCTBEHHsA MNpoAyKT. OT MEIULIMHCKUTE CHEelMaliCTH C€ HW3MCKBAa Ja CcbhoOlaBaT BCAKa
MOoJ03UpaHa HeXKeJlaHa peakL s Ha:

U3nbiaHUTEIHATA areHLMs 10 JieKapcTBaTa

yi. ,,JlamsH ['pyeB” Ne 8

1303 Codpus

Ten.: +35 928903417

yebcaiT: www.bda.bg

4.9. Ilpenozupane

Jla He ce npeBuLIaBa npenopbYMTEIHATA /1034.
[IpenosupaHero Moxke na NpUYKUHHM rajeHe, NOBpbLIAHE, THAPHA W TPEBOXKHOCT.
U3UCKBA He3abaBHA KOHCYJITALlMA C JieKap.

Ieouampuuna nonynrayus

JloknaaBaH € enuH ciy4yad Ha 4 roAMILUHO J€Te, KOETO € Pa3BMJIO arpec
HWHLUMIEHTHO NMONTBIIAHE Ha EKCTPAKT OT OpbUUISAH, CbOTBETCTBALI Ha 1,8 g pa




[Tpu npeno3upaHe JieHEeHUETO € CUMITTOMATHYHO.

5. DPAPMAKOJIOT'MYHH CBOMCTBA

S.1. PapMaKoAHHAMHYHH CBOHCTBA
dapmakoTeparneBTUYHA Ipyna: EKCIEKTOpaHTH.
ATC kon: ROSCAI2

MexaHu3MBT Ha J€HUCTBUE HE € U3BECTEH.

S.2. DapMaKOKHHETHYHH CBOHCTBA
HaMa HaJlMUHHU JaHHH.

S.3. IlpeAK/IHHHYHH JAHHH 324 Oe3omacHOCT

[lpeAKTMHHUYHHUTE JaHHMU Ca HEMBJIHK U UMAT OrpaHHyYeHa MH(OpMaTHBHA CTOMHOCT. be3onacHocTra
Ha ynorpeda OT Xopa MpH MnocoyeHara J03MpOBKa € 100pe yCTaHOBEHA Bb3 OCHOBA HA ABJTOrOAUIIHO
KJIMHHYHO TNPHIIOXKEHHE.

0-XEJIepHUH, [J-XEEpUH U 0-XEJePHH, U30JIMPaHH OT JIMCTaTa Ha OpBLUIAH He ca MoKa3aJli MyTareHeH
MoTeHLHan B Ames test, B KOWTO ca W3Non3BaHu S. typhimurium, wam 98, ¢ unu 6e3 S9-akTuBUpaHe.
He ca HanM4yHM JaHHH OT M3MMTBAHE 3a KapLUMHOMEHHOCT M PEnpoOAYKTHBHA TOKCHYHOCT Ha
JIEKapCTBEHH MPOAYKTH OT JIMCTA HA OPBLLISH.

6. DAPMAIIEBTUYHHU JAHHHA

6.1. CnuchbK HA MOMOIIHHTE BelleCTBA

Teuen copburon (E 420)

Kanues copOar

JIuMoHeHa KucenvHa 6e3BoHA

KcaHTaHoBa ryma

ApoMar Ha BHIIHA (aApOMAaTHH BeLLECTBa, AEKCTPO3a, KOJOUAAIEH CHITULIMEB TMOKCH]L)
[Ipeuncrena Bojaa

6.2. HecbBMEeCTHMOCTH
Henpunoxumo.

6.3. Cpok Ha roasocr
3 (TpH) roAUHH.
Cpok Ha rOIHOCT CJie]1 OTBapsHE Ha MbPBUYHATA ONaKOBKa: 3 Mecela.

6.4. Cnenna/jiHi ycJIOBHSI HA ChbXPAHeHHe
Ja ce cbxpansBa npu Temneparypa noa 25°C.

6.5. Bua u chabpxanHe HA OMAKOBKATA
TobmHa cTtokiena Oyrtunka (knac II1) 100 ml ¢ kanayka Ha BHHT, 3alllMTEHAa OT OTBApsAHE OT Jela M

MepHTeJIHA Yallika (¢ aeneHus 2,5 ml, S ml u 7,5 ml), noctaBeHu B MHAWBHIyaH ' Ui C
JIACTOBKA 34 MallUEeHTA.
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6.6. Cnenua/iHH npeanasHd MEpPKH NPH H3XBLPJIsiHEe H padoTa
Heusnon3paHUAT MPOAYKT WM OTNAaAbYHMTE MaTepHalM OT Hero TpsbBa 1a ce HM3XBBLPJAT B
CbOTBETCTBHE C MECTHUTE U3UCKBAHMAL.

7. IPUTEXATEJI HA PABPEIIEHHUETO 3A YIIOTPEBA

JHAHCOH-BI" OO/]
ya. Oreny ITancuit Ne 26
2400 rp. Panomup
brarapus

8. HOMEP HA PABPELHIEHHUETO 3A YIIOTPEBA

Perncrpauuonen Homep: 20190142

9. JATA HA ITBPBOTO PA3PEHIABAHE/IOAHOBSABAHE HA PA3PEUHIEHHUETO 3A
YIIOTPEBA

JlaTta Ha nbpBO paspewaBane: 17.06.2019 r.
Jlara Ha nocyieqHO NMOJIHOBSBAHE:

10. TATA HA AKTYAJIMBUPAHE HA TEKCTA

mapt 2024 r.




