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1. HMME HA JEKAPCTBEHMA ITPOXYKT o .M.
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THHKTYPA TJIOT XHMAKC ®APMA 200 mg/g nepobannn KaTIKH, pa3TBGp ; ;
TINCTURA CRATAEGI CHEMAX PHARMA 200 mg/g. ‘oral drops, SO’Iutlon R

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
1 g o1 nexapcTpenus npoaykt chabpxka: 1 g Tincturae Crataegi folium cum flore or Crataegus
monogyna Jacq. (Lindm.) (TuHkTypa ot rior) 1:3, chorsetcraamnio Ha 200 mg Aucta 1 usaT ot I'aor

(cpaBpAaHUe Ha (pAaBOHOUAH, Kato xuneposua - 3.0 mg).

[TOMOWHO BelEeCTBO ¢ U3BECTHO AcicTBME: eTaHon Ao 68 % (06./06.)

3. JEKAPCTBEHA ®OPMA

llepopanyu kankn, pasTeop.

4, KIHMHWYHH JAHHU
4.1, TepanesTnuHHN HOKAZAHHSA

HeBporeHHy CMYIIEHHS Ha CbPAEUHATA JEHHOCT cle NCHXHYECKO U PH3IMYECKO HATOBAPBAHE NPH
31PaBO ChPLLE.

4.2. Mo3MpoBKA H HAYHH HA NPHIOKEHHE

3a Bb3PacTHH M Aena Hax 12 roaunu:

Ilo 15-20 kanku nepopanso 3 mbTH gHeBHO. MaKkcuManHa npo,ummmennoc*r Ha MPUIOKEHHETO - O
CeAMHLIN,

4.3. IlporusonoxazaHun

. CBpbX4YBCTBHTEAHOCT KbM aKTHBHOTO BEWMECTBO HIIH K'bM HAKOE OT ROMOLIHUATE BELICCTRA.
. Ha me ce ynorpebsapa npn aeua noxa 12 roausm.
Ha ne ce ynotpebasa no speme Ha GPeMEeHHOCT M KbpMEHE.

4.4. Cpenuajann npeaynpexieHdsi H NPeANA3HE MEPKH ApH ynoTpeda
[Topaau ceaspxkanne Ha etanos (A0 68 Ha cto 00./06. waH o 0.3 g Ha 703a) MOXKe 72 NpencTasisBa

ONAaCHOCT 3a CTPafAHTE OT YepHOAPOOHN 3a60naBaHM, ATKOXOJU3BM, SIHASTICHI, MO3BYHH
YBPEXNAHHS, KAKTO U 3a OPEeMCHHU K KBPMAYKH.

He ce npenoprusa eanoppeMerHaTa yriotpefa Ha J€KapCTBEHHSA NPOLYKT Che ChPACYHH PIMKOSHAM W

GeTa-Onokepu (HeoOXoaMMO € HabnroaeHue OT Jekap).

HeobxonuMa € KOHCYATallg ¢ IeKap 3a IPEONEHKA Ha JICHEHHETO aKO! CHMATOMUTE HE
[P NIPHEM Ha IEKapCTBEHUA MPOAYKT 32 NIOBEYE OT 6 CeAMULM; MPH OTOLH 110 Kpaka r
06/1acTTa Ha CHPUETO, UpaAHWpaLll KbM JiABaTa pbka, CTOMaxa ¥ repba; AHCMHES.

JlexapcTBEHHMAT NPOAYKT MOXKE 14 ce KOMOWHHPA C BANEPHAHOBH KaTKH.



TvukTypa oT ['ior apasHu ouMTe NpH AMpPeKTHO NonajaHe.
4.5. JlekapcTBEHH H APYrH B3auUMOACHCTBHS

I1pu eHoBpeMeHHa ynoTpeba ¢be ChpASUHM MTHKO3UAM H Bera Onokepu, TuHkTypa ['nor Moxe na
B3aUMOZAEHCTRA C TAX H Ja 3aCUAH e(PEKTUTE M.

4.6, Peprunnrer, 6PEeMEHHOCT W KbpMEHE

[lopanu nunca Ha AOCTATEHHO JAHHH 33 NPUNOKEHUETO HA MPOAYKTA HE Ce NperopbyBa HITOA3BAHETO
MY MO BpeMe Ha OPEeMEHHOCT U KbpMEHE,

4,7. E¢exkTH BbpXY cCiocOOHOCTTA 32 oHpane H paboTa ¢ MAHHHI

He ca nposexnanyn npoyuBaHug 32 eheKTHTe BbpXy CcnocoDHOCTTa 3a modupane 4 paboTa ¢ MAWMHM.
Hopaau ¢baBpKaHHE HA €TaHON, NPOAYKTHT MOXKE Aa NOBJIUAE HEraTHBHO peaKUMHTE NpH wodupaHe |
pabora ¢ MaLIHHH.

4.8. HexelaHH JeKAPCTBEHH PeAKIMH
KakTo BcHUKH JIeKapcTBa, Taka H TUHHKTYpa OT [ JIor MOXe /12 IPEAU3BUKA HEXKENAHM PEaKLHH.

Morart na ce Hal/logaBaT CISAHUTE HEXENIAHY PeaKilK, paslpeieIeHH 110 CHCTEMH ¥ YECTOTA CBIJIACHO
MEMAYHapOAHO BB3npueTaTta TepMuHonorua MdDRA: Muoro yectn (>1/10), wectn (> 1/100 go < 1/10),
HevecTH (= 1/1 000 po < 1/100), penxu { > 1/10 000 mo < 1/1 000); mHoro peaku (< 1/10 000), ¢
HEH3BECTHA YeCTOTa (OT HATHYHMTE NAHHHA HE MOXKe Ja §b/1¢ HANIPaBEeHA OLCHKA):

B penxu cayuan ca HabatonaBaHH peakiHy Ha CBPbXYBCTBHTE/IHOCT.
B €AMHHYHK ClyYan Ca ONMCAHM rajcHe, AMapus, tiapo0oine (BKIKOYHTETHO MUTPEHa), MANTHTALHH.

CrobLapane Ha NOA03MPAHU HEXKEIIAHH peaKLInA

Cro0uiaBaHeTo Ha MOIO3UPAHU HEKENAHW peaklMK Cel paspeilasaHe 3a ynorpeba Ha NeKApCTBEHHSA
NPOXYKT € BAXHO. ToBa No3BoABa Ja NpoRWIKH HaOIIOASHHETO Ha CHOTHOWIEHHETO NO3a/PUCK 33
NIEKApCTBEHUS NPOAYKT. OT MeAUUMHCKHTE CACLIHANUCTH € U3HCKBA JIa ¢holIaBaT BCsKa 0J03KHpaHa
HEXE/IAHA PEBKLHA Ypes:

- MiamenuTeNHa areHuMs 1o JJeKapeTBaTa
yi. ,Jdamaa [pyes” Ne §

1303 Codcus

Ten.: +359 2 8903417

yebcalit; www.bda.bg

4.9. Ilpenosupane

He ca onucanm cnydan Ha npeposupane. Moxe na ce HalmoaapaT XMNOTOHHA, CeAalMs, OUCITHEA W

TpEeMOp.
JIeueHHeTo € CUMINITOMATHYHO.

5,  ®OAPMAKOJOIHYHH CBOHMCTBA
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5.1. PapMakoAHHAMHYHE CBOHCTBA - f’ ; mm, Py
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®apmaxotepanertryna rpyna: ATC xog CO1EB04 IN'muko3uau Ha o, Kap,unm*o‘ % B4
PAcTHTENEH TIPOH3XOL. oot T fe."' ;"f"j_"

DapmakonoryuHuTe edekTH ce CBEP3BaT ¢ 0oraToTo ChLAbPKAHME HA GHONIOTHUHO mqﬂﬁn CLCTaBm
(hnaBonOMAK, NPOAHTOLMAHUIN, BUTaMHHH - C, B u Munepany - K, Ca™, Mg*). @maa‘aa NG
KapAHOTOHHYHO ACHCTBHE (NOAOKHTENHO HHO- U APOMOTPOIIHO ASHCTRHE, OTPHLIATOHOS aTMDTpBﬁﬂﬁ’ N4




HaMaJig Ba KOPOHAPHOTO H NEPHPEPHO CHAOBO CHIIPOTHBNEHHE. AHTUXMNIEPTEHIUBHHUAT €PeKT ce
CBbP3BA C NIEKO AHYPETHYHO JICHCTBKE, PesTaKcallus Ha I1aaKaTa MyCKy/1aTypa Ha KPhBOHOCHHTE ChAOBE
v DJIOKMpaHe HAa AHTUOTEH3HH-KOHBEPTA3aTa.

AHTHOKCHAAHTHHTE MY CBOHCTRA IPOTEKTUPAT KOJIAr€HOBATa CUHTE3a W MPEBAHTUPAT AeCTPYKUHATA Ha
KOJ1areHa; NOTHCKAT CHHTe3a H OCBOO0MKAaBAHETO Ha NPOHHGIAMAaTOPHH MEJHATOPH (XHCTaMHH,
NPOCTarJIaHANHH, TEBKOTPHEHH) H MOTHCKAT 06pazyBaHeTO Ha aTEPOCKISPOTHYHH TAKH.

3.2, PapmMakoKHHETHYHH CBolicTBA

ChiuecTBYBAT PAPMAKOKHHETHYHHM H3CASABANHA CAMO BhPXY JKMBOTHH W HA TO3M €Tan HE ¢a OMMCaHH
TaKHBa IIPH XOpa.

5.3. llpeaxkJanHnvHH Januu 3a Ge3o0macHoCT

TuHKTYpaTa OT IJIOr NIPHATEXKAaBa HUCKA TOKCHYHOCT M € 100pe MOHOCHMa NMPH NEPOPATHO NIPUICKEHHE.
[1p# onHTH 3a 0CTPa TOKCHYHOCT, 10% ankoxosneH ekeTpakT oT Akcta Ha ['nor noxassa LDsy cTOHHOCTH
npH mrbXose € 33.8 ml’kg , a npn mumkwm — 18.5 ml/kg.

[IpOABMKKTENHOTO TPETHPAHE HA XKMBOTHH HE NMOKA3BA IAHHH 328 KAHLIEPOT€HHOCT, TEPATOTEHHOCT H
eMOPHOTOKCHYHOCT.

6. GCAPMAILLEBTHUYHN JAHHHN

6.1. CnHchbk HA NOMOUTHHTE BEIECTBA

PazTsopuTen, H3MON3BaH 3a eKkCTpaKuua: eranon 70 % 06./06.
6.2, DAIHKO-XHMHYHM HECHLBMECTHMOCTH

He ca n3BecTHH.

6.3. Cpox na rognocr

CpoOx Ha rOHOCT - 2 (IBE) rOJHHH.
CpOK Ha roAHOCT Clie)l ITbPBO OTBApAHE Ha onakoBkaTa — 1 (eanH) Mecell.

6.4. CreuMaJHu yc/IOBHS HA ChXPaHEHHE

Ja ce cexpansea nox 25°C,
Ha ce ¢pxpaHaBa B OpHI'MHANHATa OTIAKOBKA, HA CYX0 M 3alIMTEHO OT CBETIHHA MACTO.
Jla ce cuxpaHARa Ha MSICTO, HEIOCTHITHO 33 AcIA.

0.5. lannn 3a ONaKOBKATA
Hepopanuu kanky, pasTsBop B TbMHH CTHKAEHH OYTHIKH.

6.5.1. Onakoeka 15 g
IInpeHuna onakoBka: 15 g ot MpoAyKTa Ce ONakoBaT B ThMHA CThKIeHA SyTrika ot 20 ml 1 ¢ce
3aTBApAT CBC 3alyLIaNKa-KalkoMep OT NOJNUeTHICH/ oaunponuieH. byTunkara ce 3aTeapsa ILTETHO ¢
N1acTMACOBA Kanayxa Ha BHHT. |
Bropuuna onakorka: 1 (enna) 6yrunka ot 20 ml, 3aeHO ¢ THCTOBKA 32 NALMEHTA, CE& nocmﬂm B
eNNHHUYHA CI'bBAEMa KAPTOHEHA KYTHA.

6.5.2. Onakoeka 800 g

IupBudna onaxkoeka: 800 g oT NpoAyKTa Ce ONMAKOBAT B TEMHA CTBKICHA 6yTHJI " R
byTnriikara ce 3aTBaps IUTBTHO ¢ TUTACTMACORA KANavka,
Bropuina onaxoBka n ancropka — He ce npeasuxaar,




6.6 CnennajHN NpeANAa3sHH MEPKY NPH H3XBLPJIAHE B padoTa

Hsama cnelinanHy H3NCKBaHuA.,

7.  HNPHTEXATEJI HA PA3PEHNIEHHUETO 3A YIIOTPEBA
XUMAKC ©APMA EOO/

vi. 'opuua §A

1618 Codus, brarapus

Ten: + 339 2 955 6298

@axkc: +359 2 955 4278

e-mail: info@chemaxpharma.com

8. HOMEP HA PASPEIIEHUETO 3A YIIOTPEEBA

20030599

9. JATA HA ITBbPBO PASPEHMIABAHETIOJHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Hata Ha nbpeo paspetwarane: 12. 09, 2003
lara Ha nocnenHo noanosssane: 23, 04, 2009

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Deppyapy, 2017 T.




