KPATKA XAPAKTEPHCTHKA.HATIPOIVITA

WML NHATEHA ATEHLIMSA NO REKAPCTBATA
1. UME HA JIEKAPCTBEHUS ITPOAYKT KpamKa xapaKTePUCTILKE Ha NPOgyema - punoxenue 1
Xenecnan 7 mg/ml cuporn Kom Pez. Ne MMDW&«,"
Hedespan 7 mg/ml syru Paspewenus Ne
e Bov2y 1405 W
2. KAqECTBEH H KOJIII"IECTBEH C’LCTAB BGNW " svmsranrrarrresasrsssannasisnans) sauvarracencs BBV IansaNORdny
(o T R O ——— of s

Beexu 1 ml cupon ebappika 7 mg cyX eKCTpakT oT aucTa Ha 6pwuinsH (Hedera helix L., folium), DER
(4-8:1).

Excrparent — Eranon 30% (06./00.).
ITomorHu BelecTBa ¢ H3BECTHO JEHCTBHE: COPOUTOI, IeKCTPo3a (B ChCTaBa Ha apoMaT Ha BHIIHA).

3a IBJHKA CITUCHK HA MTOMOLIHHTE BEIECTBA, BHKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA
Cupon

Buctep g0 omanecuupall, XKeITo-Kkagas CHPOII, ¢ apOMAaT Ha BUIIHA.

4. KIMHUYHN JAHHHA
4.1. TepaneBTHIHH MOKAZAHHS

Pacturenen JICKapCTBEH IIPOOYKT, KOWUTO Ce H3IMOJI3Ba KaTO CKCIIEKTOPAHT B cnyqaﬁ Ha NPpOAYKTHEHA
Kallmuoa Mpy Be3pacTHH, FOHOIIH K ela Haz 2 TOJIMHH.

4.2, lo3upoBKa H HAYHH HA NPHJIOKeHHe
HozupoBka
FOnoutu, ev3pacmuu u nayuenmy 6 CMapyecKa 8b3paci

5 ml ot cupomna (35 mg cyX eKCTPaKT OT JIMCTA Ha OPBIIISAH) TPU IIBTH HEBHO, o0Ina JHeBHa j03a 15 ml
cupon (105 mg cyX eKCTpaKT OT THCcTa Ha OpBLIAH).

Heduampuuna nonynayus
Heya na ev3pacm om 6 do 12 200unu

5 ml ot cupona (35 mg cyx eKCTpakT OT JIMCTa Ha OPBLUISIH) ABA BT JHEBHO, o0Lia nHeBHa no3za 10 ml
cuport (70 mg cyx eKCTPakT OT JMCTA Ha OPBIUIAH).

Leya na evspacm om 2 do 5 200unu

2,5 ml or cupomna (17,5 mg cyx eKCTpakT OT JHcTa Ha OPBLUULIH) JBa BT IHEBHO,
cupol (35 mg cyX eKCTpaKT OT JIUCTa Ha OpBLLIAH).

Heya noo 2 zooumuna ewvspacim
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ITpoTuBONOKAazaH NpH fiela noj 2 rogMuiHa Bs3pacT (BK. T. 4.3.).
Hayuenmu ¢ 6vopeuno wwiu vepnodpodno yepedicoare

[Topamu nurica Ha GapMaKOKMHETHYHM NAaHHW B TE3H IPYNH OT IALMEHTH, 3a TAX HE MOXKe [a ce Jajie
npenopbuMTeNHa 103a. Ha nampeHTHTe ce Mpenopbyusa Jia ¢ KOHCYITHPAT ¢ TEXHUA JIeKap Wik dapMaliesT
TIpeId fa MpreMaT XeAecnaH CHpOIL.

Hauun Ha npuinoxkenmne

IlepopanHo NpHIOAKEHHE.

Xenecnan cUpoIn ce NpUeMa ¢ TIOMOLITa Ha NPefocTaBeHaTa MepuTeNHa valika (¢ Aenenus 2,5 ml, 5
ml, 7,5 ml). Pasknarere 6yTrnkaTa npeau Beska yrnorpeda.

AKO CHMITTOMHUTE NPOIBJKABAT MOBeYe OT eIHa ce/IMUIlA JI0KaTO Mo3eaTe XeaecnaH cupor, Tpadea
J1a ce KOHCYJITHpaTe ¢ JeKap HiaH dhapMaLesT.

4.3. [IpoTuBOMOKA3ZAHHUS

- CBpBXUYBCTBUTENHOCT KbM aKTHBHOTO BEIIECTBO WM KbM PAcTEHHs OT CeMeicTBO bpbLUIiHOBH
WITH HAKOW OT IIOMOLUHKMTE BellecTsa, u3bpoenu B T. 6.1.

- XenecnaH CHPOI € NPOTHBOIOKAa3aH IMpH Acua nof 2 rojunIHa BB3pacT, nMopaay pUCK OT BJIOIIABAHE
Ha peCcrupaToOpHUTE CHMITTOMH.

4.4. Cienmajiny npeaynpexacHust H NPeAna3Hl MepKH NpH ynoTpeda

[pu mospa Ha 3adyX, TeMIeparypa, KaKkTo W THOWHM Xpauku, TpaOBa ja ce MOTbpCcH HesabasHa
KOHCYNITalluA ¢ eKap.

ExHoBpeMeHHaTa yroTpefa ¢ MPOTHBOKALITHYHH CPEJICTBA, KATO KOJIEMH Wi AEKCTPOMETOPdAH He e
NPENnopLUHTENHO 0e3 MeJAULIMHCKA KOHCYITallus.

TTpenopbuea ce MOBUIIEHO BHUMAHUE TP NAUMEHTH ¢ FaCTPUT WM CTOMAIIHA A3Ba.

Hayuenmu ¢ 6u6peuno wwi yepnodpodno yspexcoane:

Jlurcear GapMaKOKMHETHIHH JaHHM OTHOCHO NAIHEeHTH ¢ GB0peuHo W/HIH 4epHOAPOOHO yBpeskiaHe.
Xepecnan chabpKa COPOUTOI.

Tosu mpomykT ceabpxka 550,00 mg/ml copburon (E 420). Ilauuentd ¢ peiKkd HaCNeACTBEHH
npobieMH ¢ HEMOHOCHMOCT KbM (pykrosa e TpsbBa Aa npuemar ToBa mekapcrso. Ilopaau
CBABPIKAHUETO HA COPBUTON, POAYKTHT MOKE 71a HMa ci1abo u3paseHo cnabUTe/IHO JeHCTRHIE.

TTaLpeHT! ¢ PAIKA MIFOKO30-TalakTo3Ha MamabcopOims He TpsAOBa fa MpHEMaT ToBa NEKapCTEO.
Heduampuuna nonyiayus

ﬂpo,u'bnﬁcmenﬂa'ra WJIK MOBTapsllla ce Kalllhuua TIpH Aena Ha BB3pacT MEXKAY 2 1 4 roAHHH HU3HCKBa
MOCTARAHETO HA QWArHo3a Mpeau 3anoupaHe Ha JCHCHHE.

4.5. BzauMoeiicTBHE ¢ APYIrH JIEKAPCTBEHH NPOAYKTH M ApYrd (GOpMH HA B3aH
He ca npoBesk/@Hn MPOyUuBaHMs 38 B3aUMOIEHCTBUS.

He ca oropecTsBaHM B3aMMOJIEeHCTBHA C pyTH IEKApCTBEHH IPOLYKTH.




4.6, ®epTHIATET, OPEMEHHOCT, KbPMEHE

bpemennocm

Jlvncear WM MMa OrpaHHYeHH JaHHM 3a yrnoTpebaTa Ha CyX eKCTPAaKT OT JIMCTa Ha OpbBLUIAH 10
BpeMe Ha GpemennocT. TTpu JMrica Ha JOCTaTh4HO MHbOpManys 3a Ge30NacHOCTTa, ynorpedara 1o
BpeMe Ha GPeMEHHOCTTa He € NPENophUHUTENHA.

Knpmene

He ¢ M3BECTHO JANKM CHCTABKMTE HAa METAGOIMTHTE Ha CYXMs eKCTPAaKT OT OPBLULIAH Ce OTAENAT B
yoBemkoTo MAsko. He Moske ma ce M3KIIOYM PHCKBT NMpH HoBOpojeHH GebGera. Ilpu Jsmnca Ha
jocTarhdHo MH(pOpMalMA 3a 0e30MacHocTTa, ymoTpebara NO Bpeme HA KBPMeHe He €
MPENOPBUHTENHA.

Depmunumen
Hsama HaJMYHK JTaHHH OTHOCHO e(eKTa Ha CYXHs €KCTPAKT OT OpBILIAH BLPXY depTHInTeTa.

4.7. Edextn Bupxy cnocoGHocTTa 32 modupane 0 pabora ¢ MAIIHHH

He ca npoBeskIaHn MpOyIBaHus 3a Bb3ASHCTBHETO Ha Xenecnan BhpXy cnocobHOCTTa 3a odupaHe u
pafora ¢ MallWHH.

4.8. He:kennaHu JIieKAPCTBEHH PeaKIuH

HexenaHuTe JeKapcTBEHH PeakLy ce KWIACHOHIMPAT B ClleJHUTE IPYIIH CIIOPe] TAXHATA YeCToTa:
Muoro uectd (>1/10);

Yectu (> 1/100 o < 1/10);

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

Penxu (> 1/10 000 mo <1/1000);

Mpuoro penku (< 1/10 000);

C HeH3BeCTHA 4ecTOTa (He Moske 1a Objie onpesiesieHa OT HATUMYHKUTE AaHHH).

CToMAallHO-YPEBHH HAPYIIIEHUW
Yecmu: rafeHe, NOBPBIIAHE, THAPHA.

HapviiieHus Ha MMYHHATa CUCTEMA
Heyecmu, anepradun peakiuy (ypTHKapys, KoxkeH oOpuB, Kyrneposa, 3a1yX).

Crofluapane Ha TIOI03UPaHY HEKENaHH Peakivn

CHoBIIaBaHETO HA MOAO3UPAHN HEXENaHN PEAKIMH CITe]] paspelaBane 3a ynotpeba Ha JeKapeTBeHHs
MpOLyKT & BaskHo. ToBa MO3BOJIABA J1a IPOABIDKK HAOIIOAEHHETO HA ChOTHOLICHHETO MOJI3a/PHCK 32
neKapcTBeHHs TPoAyKT. OT MEIMIMHCKHTE CICLMATMCTH CE& HW3HMCKBA 1A crOOIIABAT BCSKA
N0I03MpaHa HesKeslaHa peakiys Ha:

HsnbaHuTenHaTa areHUKs 110 JIeKapeTeaTa

yi. ,,JlamsH [pyes” Ne 8

1303 Codus

ten.: +35 928903417

yebcaiT: www.bda.bg

4.9. Ilpegosupane

Jla He ce NpeBUIIaBa NPenopbLUUTETHATA 1034,

TIpenosupaHeTo MOXKe [a NMPHYUHH raJieHe, HOBPbINaHe, AUapHus ¥ TPEBOKHOCT.
M3UCKBa HezabaBHa KOHCYNTaLMA C JIeKap.

Heduampuyuna nonynayus

JloknagBaH e eQuH ciydaii Ha 4 FOAMLIHO JeTe, KOETO € Pa3sBWIIO arpecHBH
MHLMACHTHO MOTTBLIAHE HA eKCTPAKT OT OPBLUISH, ChOTBETCTBAI Ha 1,8 g pacTHT




HprI Npeao3upaHe JICHEHHETO € CHMIITOMATHYHO.

5. PAPMAKOJIOTUYHU CBOMCTBA

5.1. ®apMaKoZHHAMHYHH CBOMCTBA
(DapmakoTeparneBTHUHA rpyna: ExcriekropanTi.
ATC xon: ROSCA12

MexaHHu3MBT Ha ASHCTBHE HE € H3BECTEH.

5.2. PapMaKOKHHETHYHH CBOHCTRBA
Hsma HamTHYIHH JaHHMU.

5.3. IlpeakJHHHYHH JaHHH 32 Oe30nacHOCT

IpeAKTMHMYHUTE JaHHM CA HEeMBIHH M MMaT orpanuueHa mhdopMaTHeHa cTolHOCT. besonachocTra
Ha ynoTpeGa oT X0opa MpH IocoYeHaTa 103HPOBKa € J00pe yCTaAHOBEHA B3 OCHOBA HA IbJFOrOAHIIHO
KITHHHYHO TIPUIIOAKEHHE.

O-XEIEepHH, B-XelepHH U -XeJlepHH, U30IMPAHK OT JMCTaTa Ha OPBIUIAH He ca MoKasald MyTareHeH
MOTEHIHAN B Ames test, B KOHTo ca Wanonssauu S. typhimurium, mam 98, ¢ wim 6e3 S9-akTHBHpaHe.
He ca HalWuHM JaHHM OT H3MHTBAHE 34 KAPLMHONEHHOCT M PENpPOAYKTHBHA TOKCHYHOCT Ha
JIEKAPCTBEHH NPOAYKTHU OT JIMCTA Ha OPBILIsAH,

6. PAPMANEBTHYHHA JAHHHW

6.1. CnachbK HA NOMOUIHHTE BellecTBA

Teuen copburon (E 420)

Kanues copbar

JlumoHeHa kucennHa 6e3BogHa

Kcanranosa ryma

ApoMat Ha BuIIHA (ApOMATHH BELLECTBA, AEKCTPO3a, KOMOHAEH CUITHIIHEB THOKCH]T)
IIpeuncrena soma

6.2. HechbBMECTHMOCTH
Henpunoxumo.

6.3. Cpok Ha rogHocT
3 (TpW) roaMHHu.
CpoK Ha roJHOCT ciiej| OTBapsHe Ha MbPBUYHATA OTIAKOBKaA: 3 MeceLa.

6.4. CnennajHH YCJIOBHA HA ChbXpaHeHHe
Jla ce cexpansea mpH Temneparypa nog 25°C.

6.5. Bua u ¢habpikaHHe HA 0NAKOBKATA
TeMHa crpiiena Oytunka (knac [II) 100 ml ¢ kamauka Ha BHHT, 3aLUMTEHa OT OT
MepuTenHa Yawka (¢ penenus 2,5 ml, 5 ml u 7,5 ml), mocTaeeH” B HHIUBUAYANIHA,
JINCTOBKA 32 MallMeHTa.




6.6. CnenuaJian npeanasHi MepKH NPH H3XBbpPJIsAHe H pabora
Hensnon3eaHUAT MPOAYKT WIM OTNaAbYHUTE MaTepHald OT Hero TpsadBa Ja ce M3XBLPIAT B
CHOTBETCTBHE C MECTHUTE M3HCKBAHMI.

7. TIPUTEKATEJ HA PASPEINIEHUETO 3A YIIOTPEBA
JAHCOH-BI' OO

vi1. Oren [Tancuii Ne 26

2400 rp. Panomup

Brnrapus

8. HOMEP HA PASPEHIEHHUETO 3A YIIOTPEBA
PeructpaunoneH Homep: 20190142

9. JATA HA II'bPBOTO PA3SPEUIABAHE/IIOJHOBABAHE HA PA3PEHIEHHUETO 3A
YINOTPEBA

Jlata na mepBo paspeinasane: 17.06.2019 r.
Jarta Ha nocienHo NOJHOBSIBAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Mmapt 2024 T.




