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KPATKA XAPAKTEPUCTHKA HA IIPOJYKTA 17 -03- 2026
1. HME HA JIEKAPCTBEHHSA IPOAYKT
IMpocnan 20 mg/ml nepopanHu Kanku, pa3TBop
Prospan 20 mg/ml oral drops, solution
2. KAYECTBEH H KOJIHYECTBEH CBbCTAB
1 ml pastBop chabpika 20 mg Hedera helix folium extractum siccum (CyX eKCTpPakT OT JMCTa Ha OPBILLIAH)
(5-7.5:1).
Exkctparent: etaHon 30 % 06./00.
3a IBJIHMA CIIMCBHK HA MOMOLIHHUTE BEILIECTBAa BUXKTE TO4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA

[MepopanHu Kamnku, pa3TBop.

4. KJIAHUYHHA JAHHHU
4.1 TepaneBTHYHH NOKA3AHHA

l'IpocnaH Ce€ HU3M0JI3Ba 3a HO.IIOﬁpﬂBaHB Ha CbCTOAHHETO ITPH XPOHHYHH Bb3NAJHTEIIHH 6p0qua.nHu
3&60]'UlBaHPI$I; OCTPH BB3NAICHHUA Ha PECTIHPATOPHHUA TPAKT, NPHAPYNKEHH C KalllJTHLIA.

4.2 Jlo3MpOBKAa M HAYHH HA NPHJIOKEHHE

Bn3pactau u aeua Han 10 roqusu npuemat 24 kanks (50,4 mg cyx €KCTpakT OT IMCcTa Ha OpbILIAH) 3 MbTH
JTHEBHO.

Jena ot 4 no 10 npuemat 16 kanku (33,6 mg cyx EKCTPaKT OT JIHMCTa Ha OPBUUIAH) 3 MBTH JHEBHO.

Ieua ot 2 1o 4 roaunu npueMat 12 kank (25,2 mg cyx eKCTpakT OT JIHcTa Ha OPBIULIAH) 3 IbTH AHEBHO.

Kankure ce npuemar npeau xpaHeHe. [Ipu nena ce npenopbysa KankuTe Aa ce NpHeMar ¢ IIoJ0B COK.

Hpozmnxcmenﬂocn‘a Ha JICYECHHETO 3aBHCH OT BUAd U TCKECTTA HA CHMIITOMHTE. IIOpPI H IIPH JIEKH
BB3MMAJICHUA HA JMXATCIHUTC MMBTHILA, ICUYCHHETO TPHSBa Aa I[MpoabJDKH Hai-MaJIKo €qHa CeMHIIA.

3a j1a MMa TepanuiTa TpaeH ycleX, Je4eHHEeTo TpA0Ba Ja Npoab/ku 2-3 qHU el OT3ByYaBaHe Ha
CHMITOMMTE.

HuxamaunoHHa Tepanus: CpaBHUTENHO 100bp nededeH eeKT MoXKe Aa CE MOCTUTHE Ype3 MHXaIMpaHe Ha
pa3TBOpa Kato aepo3oi. IlpakTuyecku BCUYKH BUAOBE THPIOBCKH anapary 3a CTYIEHO ITyJIBEpH3HpaHe ca
MOJAXOIsIM 32 ToBa. Pa3TBOpbT He TpsOBa 1a ce U3napsBa WIK HArpsABa, ThH KaToO TOBA BOIH 10
paspyluaBaHe Ha aKTUBHUTE PAaCTUTEIHH BELLECTBA, KOMTO ChbpiKa. 3a 1a ce u30erHar ciy4aiHo NOsBHIN
ce Ipa3HeHHs, IOpaid ChAbPXKAHHETO Ha ankoxos B [IpocnaH kanku, chiiuTe Morat m
ChOTHOUIEHHE 1:2.

HMuxanalMoHHaTa Tepanya MOXKe Aa ¢e IIpuUiara U npu Jeua Haa 2 roJIdHH.




Huxanupar ce 20-25 kanky, HAKONKO ETH JHEBHO.

4.3 [IporHBoONOKA3aAHHSA

CBpBEXYYBCTBHTENHOCT KBM 2KTHBHOTO BEIECTRBO HIIH KM HAKOE OT TIOMOIIHETE BeliecTsa, u3bpoeHn B
TO4YKa 6.1,

[MaipenTH, Ha KOUTO CTPOTO € 3a0paHeHo OT JeKap Aa PHEMAT JOPH MUHHMAIHH KOJHYECTBA aIKOXOI
(uarp. ces nevyeHHe Ha aOCTHHEHLMA), He TpAOBa aa mpreMar IIpocnaH KankH.

Jla He ce Ipuaara IpH Jena oA 2 TOTHHH.

4.4 ChenmanHH NpegynpexieHus H NPpeANa3HA MePKH NPH ynoTpeda

EranonnoTo chabpxanue (47 obeMuu %) MOXKeE 13 NPEACTaB/LIBa OMACHOCT 3a CTPAAALIMTE OT YEPHOAPOOHH
3a00/1ABAHNA, ATKOXONH3bM, SITHICTICHA, MOYBYHH YBPEXZaHNA HIIM 3a00IABaHHA, KAKTO M 33 GpeMeHHu
AKCHH, KEpMeIn Maiiky v aena. Beaxa 1o3a (20 kanke) chabpka ao 0,277 g ankoxon.

AKO ONIAKBAHUATA [IPOABLIIKAT HIIH CE NOABH 3a1yX, TEMIIEPATYPa WIH FHOHHY H KEPBABH XPaykH,
ue3a0aBHO ce KOHCYNTHpAItTe ¢ TeKap.

IIpu HHXATAMOHHO NPHICKEHHE HA IPOAYKTA B MHOIO PEAKH CIYYaH € Bh3MOXKHO Da3BHTHE Ha
OponxocnazbM.

4.5 BsaumopelicTBHe ¢ IPYrH JeKApCTBEHN NPOIYKTH M APYTH OPMHE HA BIaHMOJeicTBHE

ITopanu cEABPXKAHHETO HA ETAHOIN TO3M NPOAYKT MOXKE A POMEHH HITH 3aCHIH ACHCTBHETO HA APYTH
NEKapCTRa,

Jlocera ne ca H3BECTHU NPOSIBE HA HEXENIAHU JIEKAPCTBEHN PEAKIWH IIPH €JHOBPEMEHHATA yroTpeba Ha
IpocnaH ¢ npyry nexkapcTea.

4.6 DepPTHIHATET, OPEeMEHHOCT H KEPMeHe

lopaau nuncata Ha NaHHY 33 Ge30nacHOCT NpH ynorpeba no BpeMe Ha OPEMEHHOCT M KEPMEHE
NEKPCTBEHUAT IPOAYKT TpAOBa 1a ce [pHIara camo Clejl PpeIBapHTENHA KOHCYATALKA © JIeKap.

4.7 Edexmn BBpxy ciocoGHocTTa 32 mIodgHpaHe H padoTa ¢ MAMIHHE

Hama augHie BEPXY CIOCOOHOCTTA 34 MOdHpaHe K paboTa ¢ MalIHHH.

4.8 HexeaaHH JeRADCTEEHH PeAKIAH

Hapﬂueuuﬂ HA KOKNCAMA U ROOKOHRCHAMA MBKAH:

Mmuoro pemicu (<1/10 000):

AnepruyHH peakiuy, KaTo HalPHMED 3aTPYIHEHO JHIlaHe, 0ToK Ha KeiHKke, 00pHMB M ypTHKapHS.
Cmomauno-4peents HapVENUs.

M=uoro peaxu (<1/10 000):

Ipy ayBCTBHTEIHN NAMEHTH MOXKE 13 Bb3HHKHAT FacTPOMHTECTHHATHE HAPYLLIEHIA, KATO HAIPHMED

rajeHe, MoBPBIIAHE U JMADHS.

Crobuiasane Ha MOAOIMPAHH HEXETAHH DEAKTIHI




Cro01araneTo Ha MOJO3HPAHH HEXENAHH PEAKIHH Clejl paspeliaBase 3a yrnotpeba Ha TeKapCTBEHHA
NPOIYKT € BakHO. TOBA MO3BOIABA Ja POABIDKH Ha0MOAEHHETO Ha CHOTHOLIEHUETO NOM3a/PHCK 33
neKapcTBeHns NpoayKT. OT MeUUMHCKHTE CTIEHATHCTH CE H3HCKBA Ja ChoOIIaBaT BCAKa MOA03HPaHa
HEXEJAHA PeaKuus Ha:

H3nsnHUTENHA areHIMs MO NEKapCTBATA
yn. ,Jlamsu [pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 IlpemosnpaHe

Juesuust npueM Ha [pocnan kanku He Tpabea Aa npeBuinaBa NpenopLYBAHATA K032 UIH OPEANMCAHOTO OT
JeKyBamus nexap. IIpHeMbT Ha 3HAUMTEIHO BHCOKH JI03H (HaR TpH ITbTH NIOBEUE OT JHEBHATA 03a) MOXKeE 13
ZOBEAS 10 MOABA HA CHUMITTOMM KATO rajicHe, NOBPbILAHS, JMapua 1 B30y aa.

B TaxuBa cry4an € Heo0xonuma He3a0aBHA KOHCYITALHA ¢ JIEKap.

IIpn npego3npane TeYEHHETO € CHMITOMATHYHO

5. OAPMAKOJIOTTUHM CBOHCTBA
51 QapMaxoIHHAMPIHH CBOHCTBA

dapmarvorepanerTHyHa rpyna: Excniexropant, ATC koa: ROSCA
Pacryrenen NekapeTBCH NPOIYKT 3a JICYCHHE Ha KAaTapKl Ha TOPHUTE AMXATENHH TBTHILA.

Tpocnal chaBpKa CYX €KCTPAKT OT JIHCTA Ha OPBILNAH, KOHTO IPHTEXKABA EKCIIEKTOPHPALL, OPOHXOIHTHHEH
1 o0neKyapall KalUIHUATA eDeKT.

MexaHH3IMBT Ha A€iCTBHE, Ha KOHTO ce fa3Hpar ropecnOMEHaTHTE CBOWCTRA HA CYXMA €KCTPaKT OT JIHCTA Ha
OpBULISH (YCTAHOBEHH IIPH OIIHTH C XKMBOTHH H KIMHHYHO OTBBDPAEHH), BCE OLLUE HE € HAITHIHO H3ACHEH.
[To BpeMe Ha KITHHWYHKTE POYYBAHUA € NOKA3aH OPOHXONMMTHYHHA ¢(eKT Ha Npenapara. In vivo 1 ex vivo
CKCNCPHUMEHTHTE MOKA3BAT CIIAIMONNTHYHO ;{eﬁcrsne HA CyXHHd CKCTPAKT OT 1MCTa Ha GpI:H.UIHH
BHO@H3NUHNTE H HMYHOXHCTOXHMHYHHTE /7 Vitro IPOy9IBaHUA NOKA3BAT, UE O - XEAEPHH MOATHCKA
HHTEpHANM3AUHATA Ha [§; - aNpeHepIrHYHHTE PELIETITOPH — JOPH E YCIOBUA Ha MHTEH3UBHA CTHMYJI3HHL — B
memOpaHaTa Ha anBeoNouHTHTE OT II THIL.

EKceKTOPHPAMMAT eeKT ce OBIKM Haf-BepOATHO Ha NapacHMIIAaTHKOBA PE@IEKTOPHA CTHMYNAIKT Ha
ANE3UCTHTE CTPYKTYPH B OpOHXHAIHATA TMTABHLA B PE3YATAT HA [IHPBOHAYANHO ApasHEHE HA BAIYCOBUTE
PELIENTOPH B CTOMANIHATA THIABHLIA.

5.2 DapMaKOKMHETHMHH CBOHCTBa

Hama npoyusanug 3a GapMaKOKHHETHKA H OHOHATMYHOCT.

5.3 IIpeAkIHHHYHH JAHHH 32 (e30MACHOCT

TIp# TecToBE 33 OCTPA TOKCHMHOCT BBPXY PA3NHUHU KUBOTHHCKH BHAOBE ¢ €KCTPAKT OT OPBILIAH HE Ca

HA0/I00aBaHK TOKCUMHM CHMITTOMM [IPM OPAJIHO IpuioxkeHHe ¢ a03u 10 3 g/kg renecno
GOAKOXHO MpHIoxkeHHe ¢ A032a 1o 0,5 g/kg TenecHo Termno.




Ipy MpoyuBAHHUA 32 XPOHHYHA TOKCHYHOCT 3a EPHOJ OT 3 MEceNa CyXUAT eKCTPaKT OT OpLILAH ¢
MpHIaray nepopanHo BbpXy mwibxoee Wistar B cpeanu nozu ot 30-750 mg/kg TenecHo terno. ¥YcranoseHo e,
ue JOpH MaKCHMAJIHATA J03a Ce TOHACA A00pe M He ¢a YCTAHOBEHH HUTO OPTAHHH YBDEXKIAHUA, HUTO JAPYTH
NATONOTHYHH H3MEHEHHA TIPH KUBOTHHTE, ENHHCTBEHATA pasiHKa B CPABHEHHE C KOHTPOIHATA IPYIa €
o0paTHMO MOBHIIABAHE HAa XEMATOKPHTA H CaMO MPH OlIle T10-BUCOKH H03U — Hamanspaxe Ha ICSH
CEeKpeLIHATa.

BCHYKH TOKCHKOJIOTMYHH NPOYUBAHHIS CEOBATENHO BOJAAT A0 3AKIIOUEHHETO, YE CYXHAT CKCTPAKT OT JIMCTA
Ha DPBILUIAH [T0KA382 MHOTO A00pa NOHOCHMOCT.

6. @APMAIEBTHYHH JAHHHU

6.1 Chucbk Ha NOMOIIHATE BEWECTBA

3axapHH HaTpHIi, apOMAT Ha pe3eHe, MacI0 OT MCHTA, €TaHoa 96%, MPeYHCTEHa BOJa.

6.2 HeceBMecTHMOCTH

Jlocera HAMA M3BECTHH.

6.3 Cpox Ha rogHoCT

4 roguHu

6.4 ChoenualHH YCJIOBHA HA CHLXpaHeHHE

& ce ChXpaHARA B OPMIMHATHATA ONAKOBKA HA CYX0 MACTO, IpH TemIiepaTypa noj 25°C!
Ha ce chXpaHABa Ha MACTO, HEJOCTRIIHO 3a feua!

6.5 BHAa H CHABPKAHHE HA ONTAKOBKATA
Byrunka ot 20 ml pasteop.
6.6 CroenuanHM Npeana3HH MEPKH NPH HIXBBPAAHE H padoTa

HsamMa cnenHaTHH H3HCKBaHUA

7. NPHTEKXATEJ HA PAIPEHIEHHETO 3A YIIOTPEBA
Engelhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3,

61138 Niederdorfelden,

I'epmanns

8. HOMEP HA PAIPEIIEHUETO 3A ¥IIOTPEBA

Ne 9700341




9. JATA HA IIBPBO PAIPEIMABAHE/TIOJHOBABAHE HA PA3ZPEIIEHHETO 3A
YIIOTPEBA

Jata Ha mepBo paspewapade; 04 apryct 1997 .
Jara Ha nocneano moaHorABaHe: 25 HoemepH 2008 T

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

MMATIT

5



