KPATKA XAPAKTEPHCTHKA HA TTPOJIYKTA
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1. UME HA JIEKAPCTBEHUWA MTPOJIYKT
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Mucoplant cough syrup Ivy Forte 33 mg syrup in sachet

2. KAYECTBEH U KOJIMMECTBEH CBCTAB Io_goﬁr-:‘w.-f' PO oo res s armassnserassses T

Enno cawe (o1 5 ml) cbabpka 33 mg cyx ekcrpakt o1 aucta Ha Opwuinau (Hedera helix L. folium)
(DER 4-8:1).

Ekcrpakunonen pasrsopuren: eranon 30% (m/m).

[lomowHo BelecTBO ¢ M3BecTHO JeicTrHE: Eano cate (01 5 ml) 0T nekapeTBeHus NPOAYKT Chbpika

2007 mg Teuen manTuton (chabpiaul 10 137 mg copbuton).
3a Tb/IHKAS CIUCHK HA TTOMOLIHWTE BELIECTRA BUAK T. 0.1

3. JIEKAPCTBEHA ®OPMA

Cupon B catue

Kadennkapo-#ni1 10 ThMHO Kahss., ciiabo onanecunpart cCHpon che cretrpuuen Mupue (Kacme).

4. KIMHUYHHU JAHHH

4.1. TepaneBTHYHH NOKA3AHUH

MykoraanTt ekcnextopant ¢ bpbinan Mopre e pacTuTeeH NeKapeTBeH NPOAYKT. KOHTO ce W3NoJ3Ba
3a OTKALWISHE MPH NPOIYKTHBHA Kall/IMLA [TPU BH3PACTHH. FOHOLLK K J1ela Hal 6 ro1HHH.

4.2. Jlo3upoBKa M HAYHH HA NPHIOKEHHE

2!03“[!01“\'3:

FOnow nao 12 coounu u evspacmnu:

Enno came ot 5 ml Tpu nbTy aneBHo (oTrosapsaum Ha 99,0 Mg CYX €KCTPaKT OT JIMCTA Ha OpbULIAH
JIHEBHO)

Heya om 6 oo 11 coounu:

JIHEBHO)

Heya noo 6 coounu:

Myxkoraant ekcnektopant ¢ bpbuuisn Mopre He € noaxoasul npu el noa 6
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[TaupenTH ¢ OLOPEYHH W/HAH YEPHOIPODHH YBDENKAAHMS

lNopaan HepoCTaTLYHKM NaHHM 33 Ta3u NALMEHTCKA FPYITA, HE € BhIMOXKHO a ce Npenopbya 103MPOBKa.

Haumnn Ha NPUIOKEHHE!

3a nepopanua ynotpe6a.
Mykonnant excnektopanT ¢ bpbinan QopTte ce NpUeMa HEPa3TBOPEH M HE3ABUCHMO OT XPAHEHETO.
Jlexo pazmauka#iTe caweTo npead ynorpeda.

[Ipenopbysa ce W3NKMBaHeTO Ha OOMIHO KOHYECTBO BOAA WK APYTH TOMLIN, HECHABPNKALIM KODEHH,
HAaNHTKW Npe3 eHA MO BPEME Ha NpHeMa Ha MykonianT ekcnekropant ¢ Bpuwnan dopre.

poALIKHTEIHOCT Ha b ﬂOTDCGaTa!

AKO CHMINITOMHTE TIPO/IBIKABAT NMOBEYE OT €/1HA CEAMMUA 1O BPpeMe Ha ynoTpebaTa Ha Mpoaykra, ¢
HeoOX0INMa KOHCYNTaLMS C JieKap WK (hapmalesT.

4.3. lIpornponokazaHns

CBpBXUYBCTBHTENIHOCT KbM AKTHBHOTO BELMECTBO. KbhM JIPYrH PacTeHHs OT ceMeiicTBo Araliaceae
(bpbuinAHOBH) MK KBM HEKOE OT TOMOLUHKTE BelecTRa, H3BpoeHH B T. 6.1

Heua noa 2 roaunu, nopaau oful puck OT BNOWABAHE HA PECMUPATOPHHUTE CHMIOTOMM 4pes
CEKPETONIMTHLIH.

4.4.Cneunansu npeaynpexieHns # NpeanatHH MEPKH NpH yroTpeba

AKO HACTBLOSAT 3AaTPYAHEHHA B AHWIAHETO, TEMIEPATYPA WIAH THOMHH XPauKH, TPAOBa KOHCYNTALUA ¢
nexap wnv gapamuenT.

ﬂpenopbtma CC Ja ¢¢ HiInon3ea ¢ BHUMAHHE NPH MAUHEHTH ¢ TACTPHT WK CTOMAUIHA A3RA.

[legnaTpuyHa nonynaums

MykonnaHTt ekcnektopanT ¢ bpbumss ®opTe € npoTuBonoKasan npu aeua noa 2 r. (Bwxk T. 4.3) v e
€ noaxo/siu 3a ynotpeda npu aeua nox 6r., opaal KOIHYECTBOTO aKTHBHO BELLECTBO B €1HO calle.
KOETO HE € MOAXOAALIO 33 TaiH Bb3pacToBa rpyna. Jlpyra konuentpauus v aozuposka (Mykonnaur
€KCNECKTOpaHT ¢ bpblunan) e HanMuKa Ha nasapa 2a aeua noa 6 r.

MykofaaiT excniekTopanT ¢ Bpuiunan Mopre cbABPkKA TEUEH MANTHTON (ChABPMKALL COPOHTON):
Topa nekapetso chabpxa a0 137 mg copOuTen sLe Beska 103082 eAMHMLA. TO3W eKapcTBEH NPOAYKT
He TpADBA /1a ¢¢ nprema oT/npunara NP NAUKEHTH ¢ HACNEACTBEHA HENOHOCHMOCT KbM (PYKTO3a.

4.5. BsaumopgeiicTBHE ¢ APYrH JIEKAPCTBEHH NMPOAYKTH H APYTrH POPMH HA B3aHMOJeHCTBHE
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He ca NpaBeHH H3CNCABAHUA 334 B3aUMOASHCTBHA.
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bpemMeHHoCT
Hama nan WmMa orpaHHYeHH DaHHK 3a ymoTpebaTa Ha CyX eKCTPakT OT 6pblunaH npy BpeMeHHH Kenu,

H3cnensanHaTa BbPXY KHBOTHH 0 OTHOLLEHHE HA PENPOAYKTHEHA TOKCHYHOCT €a HEAOCTATbYHH { BUK
1.5.3.) MykonnauT ekcnektopaHT ¢ Bphiunan ®opre He ce npenopbusa o BpeMe Ha BpeMeHHOCT.

Kbpmene
HE € H3IBECTHO JANMH CLCTABKHUTE HIH METaﬁDHHTHTe Ha CyXHﬂ CKCTpaKT OT JIUCTA HA 6p'bLlI.HﬂH ce

eKCKPETHpaT B MaHYHHOTO MAAKO. He Moxke aa ce WIKnouM puckK 3a HoBopoaenuTe/Oebetara. He ce
npenops4Ba ynorpedara no BpeMe Ha KbpMeHe.

Deprranrer
Hama nannu a aedicTBHeTo Ha MHeTara ot Bpbuisan sbpxy depTunurera.

4.7. EdexTn BhLpxy cnocobHocTTa 32 wodnpane 1 patora ¢ mamunn

He ca npoBexaaHn npoyusaHus oTHocHO edekra BbpXy cnocobHocTTa 3a wodmupane u pabota ¢
MALIHHH.

4.8. HexkenaHH eKApCTBEHH peaKiiHH
Cbo01aBaHK ca CTOMALIHO-YPEBHH PEaKLIMM (TaJcHE. NoBpbIilaHe, Anapua). YecToTarta e Hew3BecTHa.

Crobwasanu ca anepruyH1 peakumy (YPTHKapHa, KOXKHH 0OPUBH, MCIHEs. aHaHNAKTUYHA PeakLMs).
YecToTaTta € HeW3BeCTHA.

CrobuiagaHe Ha NOJ03HPAHH HeKENAHHU Peakiuu

Crobiasaneto Ha NOAOIMPAHH HEXENAHH PEAKIHM Cle paspeluaeaHe 3a ynorpeba Ha pacTHTENeH
JIEKAPCTBEHH NPOAYKT € BakHO. TORa NO3BOAABA Aa C€ NPOABIKH HAONIOAEHHETO HAa CLOTHOLIGHHETO
No13a/PHUCK 3a PACTHTE/HUS JIEKApCTBEH NPOAYKT. OT MEAWLMHCKHTE CNELMANUCTH CE M3HCKBA 1a
cpobLIaBaT BCAKA NOAOIMPAHA HEXENaHa PeakUns YPe3 HAMOHAIHATA CHeTeMa 3a cholLuaBane:
M3mbLnHWTENHA areHLMs No JiekapcTeara.

yi. "Hamsn ['pyep™ Ne §,

1303 Codus.

Ten. +35928903417,

yebcalT: www.bda.bg
4.9. Ilpexosupane

npeﬂO"inﬂHETO MOXE na TNpPHYAHKH rajeHe, OOBpPbLIAHE, AHapua H B'bB6lea. Jleuenuero e
CHMNOTOMATHYHO.

ChobwieHo e 3a eaud ciyuaid ¢ 4 rodnLIHO JeTe, KOETO € PA3BHII0 ArPECHBHOCT H IMAPUS CIICA CITYUaHHO
IPHEMAHE HA EKCTPAKT OT OPBLULIAH, paBHABAW ce Ha 1.8 g pacTHTENHO BELIECTBO (SKBMBATEHTHO Ha
45 ml, cvoTeeTcTBaO Ha 9 caieta MykonnanT EkcnektopanT ¢ Bpwunsu dopre).

5. ®APMAKOJIOrHYHHU CBOMACTBA

5.1. dapMakoIHHAMUYHHE CBOHCTBA




(dapmakoTepaneBTHYHA Cpyna:
Ilpenapati 3a jie4eHHEe Ha KALLIKLA W MPOCTYHH 3a00NsABAHUA - EKCMEKTOPAHTH, C M3KIIOUEHHE Ha
KOMOMHALMK ¢ NPOTUBOKALLITHYHH CPEACTBA - TMCTa Ha 6pwiunan (Hedera helix L., folium)

ATC — koa: RO5CAL2

MexanuIMbT Ha AcHCTBHE HE € No3HaT.

5.2. PapMaKOKHHETHYHH CBOIHCTBA.

Hsama Hanuuuu aannu

5.3. Mpeaknuunynn naHHA 3a Hesonacnoct

[IpeAkAMHUYHMTE JaHHK Ca HEMBIHW M NOPaaW TOBA ¢ OrpaHM4eHa MHGBOPMATHBHA cTOHHOCT. Bba
OCHOBA Ha IL/ITOBPEMEHHA KITMHWYHA ynoTpeda MMa 10CTaThuHO 10ka3ana Ge30MmacHocT ot ynoTpebara
B JaJIeHaTa A03MPOBKA MPH XOpa.

Tect na AMES BbpXy MyTareHHOCT He 1aBa HUKAKBa PUYHHA 33 O€3INOKOHCTBO NPH pacTUTENHHTE
nperiapati. HaMa 1aHHK 3a TeCTBaKe Ha KAHLUEPOTEHHOCT W PENPOAYKTHBHA TOKCHYHOCT 3a POAYKTH.
ChABPKALIMY JIHCTA HA GPBULISH.

6. PAPMALHEBTHYHH JAHHH

6.1, CnncbhbK HA NOMOIMHHTE BEMICCTBA

Kanuee copbar (E 202)

XuapokcHeTHALIETYNO3a

Apowmat Ha kacuc SD (652281)

Teuen manturon (E 965) (cvawpkain copbuton (E 420))
JluMoHeHa KHcenHHa

TlpeuncreHa Boaa

6.2. HecnBMecTHMOCTH

Henpunoxkumo

6.3. Cpoxk Ha rojnoct

3 roamHu.

6.4. CnennaJiHH yC/I0BHS HA CBXpAHEHHE

Towm JICKAPCTBCH MPOAYKT HE H3INCKBA CNEUHATHH YCII0BHUS Ha CbXPaHEHHE.

6.5. Bua M chAbpKaHKe HA ONAKOBKATA




Cawera no 5 ml ot PET/ALU/CPP.

lpeanarar ce 8 onakoekr oT 15 x Sml. 21 x Smlu 30 x 5 ml g kyTHa.
He Bcnukm onakoekM Morar aa 6baaT nycHaTH Ha nasapa.

6.6. CneunajJiHH NpeINA3IHH MEPKH NMPH H3XBbPJIAHE
Hen3nomBaHHAT NeKapcTBEH MPOAYKT MM OTMAIbYHUTE MATEPHAIH OT Hero TpsbBa f1a ce H3XBLPAAT
B ChOTBETCTBHE C MECTHUTE MIHCKBAHMUA.

7. MPUTEXATEJI HA PASPEUIEHHETO 3A YIIOTPEBA

Dr. Theiss Naturwaren GmbH

Michelinstrasse 10

66424 Homburg

Iepmanus

8. HOMEP HA PA3PEHIEHUETO 3A YIIOTPEBA

Per.Ne: 20220163

9. AATA HA IbPBO PA3PEIIABAHEMOAHOBABAHE HA PA3ZPEIHEHHUETO 3A
YIOTPEBA

JlaTa na nupBo pazpewasane: 07.06.2022
JlaTta Ha nocneqHo NoaHOBSBaHE:

10. JIATA HA AKTYAJIU3HPAHE HA TEKCTA

04/2026




