KPATKA XAPAKTEPHCTHKA HA IIPOIYKTA
| USNENHUTENHA ATEHUMS 110 NEKAPCTBATA

| Kpamxe xapaxmepucmura na rpogyma - Fipuomens f

Kom Psa. N 2‘9774’25'4

1. HME HA JEKAPCTBEHHS INPOAYKT

IIpocnan Jlukeuzg 7 mg/ml nepopanaa TequcT

Prospan Liquid 7 mg/m! oral liquid | Paspewenue A [/-33 GH~ y 08. 07, 70%
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2. KAYECTBEH H KOJIHYECTBEH ChCTAB

5 m] reuHocT (1 makeTde THH callie) ChABPKA 35 Mg CyX €KCTPAaKT OT /IMCTa Ha OpplIsH (Hedera helix
folium extractum siccum) [(5-1.5) : 1].

Pa3TBOpUTEN, H3MQI3BAH 33 €KCTPaKuuATa: etaHon 30 % 06./00.
3a MEJIHHUS CMMCBEK Ha TIOMOIIHKWTE BelleCTRBa BIOKTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

ITepopanHa TeunocT

4, KJIHAHHYHHA JAHHH
4.1 TepanesTHUNHN NOKAIARNA

CHAMOTOMAaTHYHO JICYEHHE HA: XPOHHYHH BE3NANUTENIHH OpoHXUaIHN 3a00MABaHus; OCTPH BBINAJICHUA HA
JUXaTEJIHUTE MBTHIA, MPHAPYKEHH ¢ KaNUIHLA.

AKO OIUIAKBAHHMATA NPOABDKABAT WIIH Ce MOABH 3a4yX, TEMIIEPATYpa, KAKTO M THOHHA WIH KbPBCHUCTA

eKCcreKTopaLus, TpAOBa He3a0aBHO Aa ce MOThPCH KOHCYITalMA ¢ JIeKap.

4.2 Jo3MpoBKA A HATHH BA NPHACKEHAE

Bu3pacTHi M Aella Haz 12 rogninHa Be3pact npuemar no 1 nakerye (5 ml) Tpu meTi AHeBHO. JlHEBHaTa A03a
(15 ml) crorBercTBa Ha 105 mg cyx eKcTpakT OT JiHcTa Ha OpBILIIH.

Heua ot 6 1o 11 roamuHa Be3pacT npueMar no 1 nakerye (5 ml) aBa obTH AHeBHO. JHeBHaTa no3a (10 mi)
CBHOTBETCTBA Ha 70 mg cyX eKCTPaKT OT JINCTA Ha OPBLLTAH.

ITakeTueTo sieko TpAOBa da ce pa3wiaTh npeay OTBapAHe, T€4YHOCTTA ce npHeMa Oe3 Ja ce pa3Tsapa CYTpHH,
(ua 0baa) ¥ Beuep.

ITIpoABDKUTENHOCTTA HA ICYEHUETO 3aBHCH OT BHAA H TEKECTTAa Ha CHMITTOMHTE, HO TpA0Ba Ja MpPOIB/DKH
NOHE ¢/THa CEAMMILIA, JOPH H NPH J€KH Bb3MAJCHNA HA PeCTHPAaTOPHHA TPAKT.

4.3 JIpormBoIOKA3AHAS

CEpBEXUYBCTRUTEITHOCT KbM aKTHBHOTO BellieCTBO WiH KBEM HAKOE OT NOMOID
TOYKa 6.1.



4.4 Croenua/jHu npeaynpexaeHAd H NpeANAZHE MEpKH NpH ynorpeda

To3u npoaykT ce mpeanara B naker4era (THn caie) ot S ml M nopaay TOBa He € MOAXOAMII 32 IPHIOKEHHE
MPpH Jeria oy 6 roAMIIHA BE3PACT.

Coaspka copburon. Ako ce mpHeMa CHopel HHCTPYKLMHTE 3a JO3MPOBKA, BCEKHM IPHEM chAbpka 1,9 g
copburo.

CollecTByBa pHCK 3a NAlHEHTH ¢ PeIKH HACIEACTBEHH [IpobieMH Ha HENOHOCHMOCT KbM (pykro3a. B
TaKHBa CITy4aH JIYEHHETO TpAOBA a ce MPOBEXKAA caMO CJIe KOHCYJITALHA C JIeKap.

4.5 BiamamopaeilicTBHE ¢ APYrH JEeKAPCTBEHH NPOAYKTH H APYrH GOPMHE HA B3aHMOJACHCTBHE

He ca u3BecTHH

4.6 DeprranTeT, OPEeMEAAOCT H KbpMeHe

[Topaan nuncara Ha JaHHH 3a 6€30MacHOCTTA IO BpeMe Ha OpeMEeHHOCT ¥ KbPMEHe, NPOAYKTHT He TpsOBa Ja
ce ynorpebspa B TO3HA NEPHO.

4.7 EdexTn BbpXy cnocobHOCTTA 32 mModHpaHe H padoTa ¢ MAMAHEA

AKO ce npujiara cropen HHCTpyKumHTe 3a yrnorpedba, He ca HeoOXOAHMM CHEIIHAHH NPEANna3sHi MEpKH NpH
mod¢upase H padoTa ¢ MAINKMHK TIPH NAHCHTH, npremMaind ITpocnan JIMkeUA.

4.8 Hexenann JeKaApCcTBeHE PEAKIRH

MHoro yecTH = 1/10)

YecTH (= 1/100 no < 1/10)

HeuectH (= 1/1 000 mo < 1/100)

Peaku (= 1/10 000 oo < 1/1 000)

MHoro penku (< 1/10 000)

C HeM3BECTHA YECTOTA (OT HAJIMYHKTE OAaHHH He MOXe Jia Obae HanpaBeHa OLICHKA)

Muoro paako anepriyin peakuMn KaTo JUCIIHed, OTOK Ha KBHHKe, eK3aHTeMa A YpTHKapua ca buin
HaDMOAABaHH CJICA NPHEMaHETO Ha MPOAYKTH, ChbABPAKAIIH OpBULIAH.

Ilpy nauyeRTH ¢ NOBHIIEHA 9YBCTBUTEIHOCT MOI'aT A4 Bh3HHKHAT CTOMAIIHO-YPEBHH OIIAKBAaHHA KaTO
raficHe, NOBpHLUIAHE H AHADHA.

Crobuniapane Ha NOAO3UPAHN HEKENAHN PeaKIH
- CrobuapaHeTo Ha NOAOSHPaHH HEXKENIaHH PEaKIHH Clle paspelliaBaHe 3a ynoTpeda Ha JeKapCTBEHHA

MPOAYKT € BakHO. TOBa NO3BOAsSBA A3 NPOXB/DKH HabGIOeHHETO HAa CHOTHOLIEHHETO MOJI3a/PHCK 32
JeKApCTBEHHA NMPOAYKT. OT MEIHIIMHCKHTE CIESLMATHCTH ¢€ H3HCKBA J1a ¢hOOHIABAT BCAKA NOAO3UPAHA

HEJKENaHa peaKius upes:

HanbaauTeana Areanua mo Jlekapcersarta

Codua 1303, yn. Hamsn I'pyes &
Ten.: +359-28903417

yebcaiiT: www.bda.bg

4.9 Ilpenozapane

Ilpenoprunrennara AHeBHAa 1032 He TpaOBa Ja ce HagpHmapa. IIpumemaHeTO Ha B
KOMHYECTBA (IOBEYE OT TPH ITFTH JHEBHATA 103a) MOXKE J1a JoBeAe OO0 rajcHe, MOBPHIAHE




JIeyeHueTo npH Npeo3upate € CHMITTOMATHYHO.

5. @GOAPMAKOJOTIHUYHH CBOUCTBA

5.1 ®apmMakoIHHAMHAYHH cBoOlicTBA

PapmakoTepanesTHyHa rpyna; PacTHTeieH HPOAYKT 3a JICUCHHE Ha KaTapalHu 3a00/I9BaHus Ha
pecnapaTopHna TpakT, ATC kou: ROSCA

BpOoHXONMHTHYHMAT e(eKT HA TSKAPCTREHHSA NPOAYKT € AOKA3aH MPH KJIHHHYHO NMPOYYBaHE.
ExcnepaMeHTaNHHTE NpOoyUBAHWA TIPH )KMBOTHH MOKA3BaT CIIA3MONUTHUEH CeKT.

CeKpeTOoNHTHYHMAT e(EeKT c€ ABJDKH Hail-BEPOATHO Ha NApaCHMIIATHKOBA pedieKToOpHa CTHMYTIALHA Ha
XKIE3UCTHTE CTPYKTYPH B OpOHXHANTHATA THTaBHLIA B PE3yNITAT Ha ITbPBOHAYAIHO Jpa3HEHE Ha BaryCOBHTE
PEUEIITOPH B CTOMALIHATA JIMFABUIIA.

broguinyAHTE U UMYHOXHCTOXHMHYHHTE R Vitro NIPOyYBaHAA [TOKA3BAT, Y€ (-XeJEepHUH MOATHCKA
HHTEepHANTW3AIMATA Ha 2-aZipeHEPrUYHATE PELIENTOPH — JOPH B YCIIOBHA HA HHTEH3UBHA CTHMYJIalus — B
MemOpaHara Ha anBeonorTyaTe OT I THIL.

3.2 PapMAKOKHHETHYHE CBOHCTBA

Hsama nanHu 3a abcopbumara Ha Ilpocnan Jinksua.

3.3 IlpeaxnHHAYHH A3HHH 32 0e30NMACHOCT

IIpu TecToBe 3a OCTpa TOKCHIHOCT BHPXY Pa3TH4YHH XHWBOTHHCKH BHIOBE ChC CYX €KCTPAKT OT
OpBULIAH HE ca HAOMOJABAHN TOKCHYHH CHMITOMH IPH OPAIHO NPHIOKEHHE ¢ 031 Jo 3 g/kg
TENECHO TEIVIO WM HPH IOJIKOXKHO NpHIoXeHHe ¢ go3a a0 0,5 g/kg TenecHo rerno.

[Ipu npoyuBaHud 3a XpOHHYHA TOKCHYHOCT 3a IEPHOA OT 3 MECEIAa CYXHAT EKCTPAKT OT OPBILIIH €
[IpPHJIATaH NEPOPAHO BEPXY ITBX0Be Wistar B cpeauH a03H oT 30-750 mg/kg TenecHO Terno.
YCTaHOBEHO €, 4¢ IPIIaraHaTa 03a ce IoHaca JoOpe H He ca YCTaHOBEHH HUTO OPraHHH
yBpexaaHud, HHTO JpyTH NaTOJIOTHYHH H3MCHEHMS NPH )XHBOTHHTe. EAMHCTBEHAaTa pa3aKa B
CpaBHECHHME ¢ KOHTPOJIHATA Ipyna € oOpaTUMO MOBHINABAHE Ha X€MATOKPHMTA H CaMO IIPH OLIE Ho-
BHCOKH 103K — HaManaBaHe Ha ICSH cexpenusra.

6. DAPMAHEBTHYIHH JAHHH

6.1 CoHchK Ha NIOMOIBHATE BENIECTRA

Kanues copbat (koHcepraHT), 6e3B0AHA TMMOHEHA KHCEJIMHA, KCAHTAHOBA C'YMa, TeueH copOuron 70%
(KpHcTanM3Mpalll), apoOMaT, MEHTOJI, NPeYHCTEHA BOAA.

6.2 HecbBMECTHMOCTH
HempunoxuMmo

6.3 Cpok Ha roanocr
3 roauHH

64 Conenuansu ycioBHE HA ChXpPaHEHHE

Hsama




6.5 BaaucpabpkanHe HA ONAKOBKATA

OnakorkH ¢ 21 makerueTa (THI cawe) ot 5 ml
He BcHuxu BHAOBE OMAKOBKH MOraT Aa ObJaT IyCHAaTH B nmpojaxkoa.

6.6 Chnenuannn npeanasEn MepKE NPH A3XBLPASAE H paboTa

Hama cnenmnanay H3UCKBaHHA

7. IIPHTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA
Engelhard Arzneimittel GmbH & Co. KG

Herzbergstr.3

61138 Niederdorfelden

I'epManns

8. HOMEPHAPAIPEIMMEHUETQO 3A YIIOTPEBA

Ne 20110262

9. JATA HA ITBPBO PA3ZPEITIABAHE/TIOJHOBABAHE HA PASPEINIEHHUETO 3A
YIIOTPEBA

Jlata Ha mepEO paspeiarane: 26 anpun 2011 r.

10. JATA HA AKTYAIN3UPAHE HA TEKCTA

12/2014




