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KPATKA XAPAKTEPHCTHKA HA XIPQRMAANHA ATEHUMSA N0 NEKAPCTBATA

Kpamica Xapaxmepucimusca HE NpoOgysana ~ ﬁpmmm 1
1. HME HA JEKAPCTBEHHS IIPOIYKT Ko Poe. e L L0L48.2
EYKAPBOH ra6nerkn p.mugé/ﬁﬁﬂ/’&;yﬂ
EUCARBON tablets 050 M0
[T S

2. KAYECTBEH H KOJIHMMECTBEH CHCTAB

Besxa Tabnerxa chappia;

AKXTHBHH BELIECTBA:

Jlucra cena, (Sennae folium) : 105 mg
Cyx excTpakr ot kopenu peser (Rhei radix extractum siccum) 25mg
Pacturenen puraen (Carbo ligni pulvis) 180 mg
Ipeuncrena capa {Sulfur depuratum) 50 mg

IToMomno BerecTBO ¢ M3BECTHO AeicTREe: 1 Tabnerka ChABPKA 43,4 mg 3axapo3a.

3a BJIHHA CHHCHK HA TIOMOLHHUTE BeINeCTBa BHKTE TOYKA 6.1.

3. JIEKAPCTBEHA ©®OPMA

CuBo-uepun TaGrneTk Gea nenurenna yepra.

4. KIHHHYHHA JAHHHA

4.1 TepanesTavunn Hokazagns

3anek.

42 Jlo3npoBka H HAYHY Ha NPHIOKEHHE

Tabnerkure ce npreMar ¢ MHOrO TEMHOCTH O EpPEeMe H CNeq XpaHeHe:

BrspacTau u nena vag 12 rogunn: 1-2 tabnerku A0 3 TBTH AHEBHO ¢ LA NOCTHTaHe Ha JIEKO
CIA0HTENHO H OUMCTHTENTHO AEHCTBHE. AKO ce TBPCH MO-CHNIeH clrabHTeNeH edeKT, BeIepHATa J03a
MOXe Nia ce MOBHIIH N0 3-4 tabnerkn EVKAPBQOH,

Heouampiuuna nonynayun

EYKAPBOH ne Tpa6sa fi2 ce u3nonssa npu geua Ha BB3pacT noz 12 roauny.

43 Iporasouokasanns

CBpEXUYBCTBHTENHOCT K6M aKTHBHHTE BEUISCTBA WM KEM HAKOE OT OMOILNHHTE BEHIECTRa,
n30poeHH B TouKa 6.1.

Yperna o6CTpyKLHs, OCTPH BL3NATHTENHE 3a60/19B2HNS Ha yepeaTta, abaoMunanny 60K ¢
HCHIBECTEH NMPOU3XO/. TeXKH HAPYLICHHA BHB BOAHO-E/ICKTPONIHTHOTO PABHOBECHE.

Jeua nox 12 roauxu.
44 Cnenmaann mpenynpexacHAA H DpeAnasHH MEPKH NpR ynoTpeda

Hosara, neoGxonuma 32 GesonacHo felicTaue, Moxe 1a 6Be HHIHBHAYAJTHO pa
Ha AMapHA e MPU3HAK 32 [peno3vpane,

He Tpa6Ba na ce nprema 3a quusr neproa ot BpeMe — noseve ot 1 1o 2 ceamuuy — 6¢
KOHCYNTauHA OT JieKap.



He Tpa6Ba a2 ce npuema 3a orcnabpane.
B ciyqali Ha pOaBAKUTENHO U HENPEKBCHATO MpileMaHe eeKTHT MOXE 1A HAMANEL,
Enna Tabnetka chabpixa 43,4 mg 3axapo3a u e nogxoadma 3a guabeTuiy.

TlammenTd, cTpanamy oT psjka HacHeACTBeHa (PYKTO30/raNakTo3Ha HEMOHOCHMOCT, TIIOKO3HO-
rajakTo3na MatabeopOuusa HIH CyKpa3a-H30MaNTa3Ha HEAOCTATHYHOCT He TPAOBA fla IPHEMAT TOBa

JNIeKapCTEoO.

4.5 BsanmogeHcTBHE C IPYrH JeKAPCTBeHH IPOAYKTH H ApYrH GopMHE Ba B3aEMoAeHCTREE

Hpu xunoxannemus, npenussnkana 0T EVKAPBOH, ce 3acuiiBa ASHCTBHETO HA CHPOEYHHTE
TAUKO3H]IH.

4.6 ®@epraanTer, fpeMeHHOCT B KbDMeHe

He tpabtra xa ce ymotpe6Gasa no BpeMe Ha GpeMeHHOCT H KbpMEHE.

4.7 EdexTn Bhpxy cnocobuoctTa 32 modupane B pabora ¢ MAIIMER
Henpunoxumo

4.8 HemellaHH NEKAPCTBEHH PEAKIHH

Mznonsrana € ceaHaTa KIACHQHKALMA 32 OIIHCARHE Ha YECTOTOTA Ha HEXKERAHUTE JICKAPCTBEHH
PEaKilHH: -

Mroro yectu (21/10)

Yectu (=1/100 o <1/10)

Heuectu (21/1000 po <1/100)

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

Msuoro peaxu (< 1/10 000), BKAIOUMTENHO e JHHHYHHTE CITyYaH

CroManIHO-4peBHH HAPYIICHH !

B npenoprasanata 1038 HEXENAHUTE JIEKAPCTEEHHA PEAKIHM ¢a MHOTO peaxH (GOMKH B XopeMa ¥
ABapys).

Tlpn aHTpaXMHOHOBHTE JIAKCATHBH PAAKO CE€ OTKCBAT LIEHTPATHO 06YCIOBEHH rajieHe B
NOBpBINAHE.

Ilpu npunaraseTo Ha BHCOKH A03H 3 IIO-NPOABIDKHTENHO BPEME MOXKE []a C& CTHTHE 0
€NIEKTPONHTHH 3aryGH, Haji-Beve 00 3ary0H Ha Kanuii, KOATO MOraT AOITEIHHTENHO A3 3ACHIAT
NEHHBOCTTA Ha YEpBOTO (TIOHHKEH YPEBCH TOHYC M KOHCTHIALMSA).

Hapymenns Ha 6n0peliuTe ¥ MHKOMHKUTE ITETHILA:
l'lomucora MOKE [1a ce Haﬁmo,qaaa JICKO qepBeHo OLBCTABAHC HA YPHHATA IPDH aANKaTHa peaxuwl,
KOeTo oDade He € KIHHHUYHO 3HAYHMO,

CrofmagaHe Ha NIOAO3MPAHU HEXENAHN PEAKLIMY

CrobmapaHeTo Ha MOAO3UPAHH HEXKENAHH PeaKLMH ClIeH paspellaBate 3a ynoTpeba Ha
JICKapCTBEHNA POAYKT € BaXkHo. Toea Mo3RoNABa Ja Mpoab/kH HabmoAeHHeTo Ha
CBOTHOLUICHHETO TO/I3a/PHCK 32 ICKAPCTBEHHS IPOAYKT. OT MEAUUAHCKHTE CIICHUANHCTH CE
H3HCKBA J1a ChOOINABAT BCAKA MOJO3HPAHA HEXKE/RHA PEAKIIHA YPes:

Hsnenuurenna areHuus no ekapereara

yi. , Jlaman Ipyer* Ne §
1303 Codusn
Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ilpenozmpane




TloABara Ha [MapHs € MPHU3HAK 32 NPEAO3UPAHE H JIEKAPCTBEHHAT NPOAYKT TPAOBA Ja Ce crpe Wik
Aa C& HAMAJTH IO3HPOBKATA MY.

5.  ®APMAKOJIOTHYHH CBOMCTBA
5.1 @apMakoxHHAMAYHN CBOiicTBA

(apmakoTepanesTHHA rpyna: KOHTakTHH JAKCATHBHH CpeJCcTBa, CCHORHHM, KOMOHHAIIHK
ATC xon: AQGAB56

EYKAPBOH cuavpxa BemecTsa caMo OT pacTuTeneH M MuHepaneH nponsxos. Te peryaupar
XPaHOCMHJIRHETO H MMAT MEKO cnabGHTeNHO AeiicTere. PACTHTETHUST BBINEH HMa CIIOCOGHOCTTa 18
CBBP3Ba PAITHIHH TOKCHYHH NMPOAYKTH OT OOMAHATA HA BELIECTBATA, KOMTO BHOC/IEACTBHE CE
oraensT Garosapenue Ha cllabHTEHOTO JeiCTBHE HA JIMCTATA OT CEHA H SKCTPAKTA OT KOPEHH
peBeH.

Capata uMa CbImo NeKko Ae3uHbeKIMpanio JeliCTEHE 110 OTHOILEHHE HA CTOMALIHO-YPEBHHA TPAKT.
PacTHTepHUAT BBIVIEH MMa CIOCOGHOCTTA IO CBHP3BA PAATHYHH OTPOBHH MPOXYKTH OT 0GMAHATA
Ha BEINECTBATA, KOMTO BIOC/ICACTEHE CE OTACNAT OnarofapeHue Ha cnaburennoro gelicreue Ha
JIHCTATA OT CEHA H €KCTPAKTA OT KOPEHM OT PeBEH, KOHTO YCKOPSABAT IPEMHHABAHETO [pe3 YEPBAaTa,
aKTHBYPAT OTAENAHETO HA BOJA H €JIEKTPONIMTH B HPEBHHA JIyMEH W HAMAILABAT pe30pOuuaTa Ha
EJICKTPOJIATH B YepBaTa.

CraburenHoTo aeiicTeHe 3anousa 8-10 yaca cex npuemane Ha TaGerkure EVKAPBOH. Manex
Gpoii maumenTy, crpanay ot ofcTHIAES, ALDKALA CE Ha CHHAPOM Ha pa3sApa3sHEHOTO YepBo,
nokassat A06po nopnMABaHe npH ynorpebata va EYKAPEOH.

5.2 ®apmaxoxHHEeTHYHH cBoiicTBa

He ca nposexpann cnenpanayu npoyusanna ¢ EYKAPBOH Ta6netxi.

5.3 Hpeaximnngaau qanny 3a Gesonacuocr

He ca mposexxpann cnemyanuv npoyusanus ¢ EYKAPBOH Ta6nerks. -

6. PAPMANEBTHYHHA NAHHHA
6.1 Cnucbk Ba NOMOMEBHTE BellecTBA
aaxaposa

DAPEBUYHO HAINECTE

KAOJIKH, TEXDK

TaNnK

apafcka ryma

MacJI0 OT pe3eHe

MACJIO OT JIK)THBA MEHTA

6.2 HecnBmecTEMOCTH
Henpunoxaumo

6.3 Cpoxk Ha roamocrt

5 rogHHH

6.4 CoennaaHn ycjI0BEN HA ChXpAHEHHE

,[[a C€ ChbXpaHABa B OPHIrHHAAHATA ONAaKO0BKa, 3a lia ¢¢ MpeAnasH OT CBETNIHHA.

6.5 Bux A chaALpxanHe Ra ONaKOBKATA



PYC/PVDC — anymunnesn 6nicrepn (10, 30, 500 1 1 000 6p. Tabnerxcn).
6.6 Creumanuu nMpexnasHn MepKH NPH HIXBHLPALHE A paborta

Hsama crieumanan usnckpania. Hen3nonspanuaT npoRyKT wiH OTIATbLHEHTE MaTepHaRH OT Hero
TpabBa 1a ¢ HIXBBPIIAT B CbOTBETCTBHE ¢ MECTHHTE H3HCKBAHMS.

7. IPHTEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA
F. Trenka chem.-pharm. Fabrik GmbH

Prinz-Eugen-Strae 70
1040 Vienna

ABcTpHA
8. HOMEP HA PA3PEIHEHHETO 3A YIIOTPEEA
Peructpaumonen Ne 20010863

9.  BATA HA TBPBO PA3PEIIEHAE/MIOAHOBSIBAHE HA PA3PEIIEHHETO 3A
YIOOTPEBA

Hata Ha repBo paspemasade: 13 asrycr 2001 r.
Jata Ha nocneaHO moAHOBABARe; 15 100K 2012 1.

10. JATA HA AKTYAJIM3HAPAHE HA TEKCTA

12/2019




