KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA




NSTTLIHUTENHA ATEHUNA N0 NEKAPCTBATA
KDRMKA XADBIIMEPUCTNUKE HB NDOGYKMR - [TDUADKOMLIE T

1. HNME HA JEKAPCTBEHMA INPOAYKT

Penapun 20 mg cTtomaiio-ycToi4uBH tabnerku
Reparil 20 mg gastro-resistant tablets

2. KAYECTBEH H KOJIMUECTBEH CBHCTAB
Eana ctomaiHo-ycrofiunpa Tabnetka cvaspxka 20 mg EcuuH (Aescin).

3a MLIIHUA COHCEK HA MOMOWHHATE BeIleCTBa BHXKTE To4Yka 6.1.

3. JIEKAPCTBEHA ®OPMA

CTOMawHO-YCTORYHUBH TABNETKH.

4. KIMHHYHMY JAHHU

4.1 TepaneBTHUHM NOKAIAHHA
Jlokanu3npaHy OTOLM Cle] TPaBMH.
4.2 Jdo3MpOBKA H HAYHH HA NPRJIOKERHE

Bb3pactHH M 0OHOWM Haa 14 TOAMHM NpHeMaT KaTo HayanHa Jo3a 2 TtabneTkd 3 MbTH AHEBHO, Karo
NOJIBPKALLA 4033 UK B NO-Nekyt ciaydad - 1 tabnetka 3 nbTH AHEeBHO 0e3 Aa c€ AbBYE, CNEN XpaHeHe C ManKo
TEUHOCT.
Heua mexcay 7 ¥ 14 roguan npuemat 1 tabnerka 2 10 3 nbTH GHEBHO, 0e3 Aa ce AbBUE, CNEN XpaHEHe C MaJIKO
TEYHOCT,

4.3 IIporuBomoka3zanus

Penapus cTOMalLHO-YCTOWYHBH TabneTku He Tpsbsa na ce ynorpebasar
- NpU J0KA3aHA aNeprusa KbM eCLHHUH HJIH HAKOA OT APYTUTe ChCTABKH,
-  npu 6B0peuHa HEAOCTATBYHOCT, UK 3a0onaBaHua Ha ObOpeuUTe
- IIpH OPEMEHHOCT W KbPMEHE

4.4 ChnennanHu npeaynpexiaeHUus H Npeana3Hy MepKH NpH ynotpeba
[laieHTH ¢ pAAKO cpelllaHy¥ HacleACTBEHH npobiAeMH Ha HEMOHOCHMMOCT KbM ranaxTo3a U (QpyKTo3a, IThJIEH

NnaxKTazeH OePHLMT, TIHOKO30-raNakTo3Ha Manabcopbumnsa, HEMOHOCHMOCT KbM (DpyKTO3a WM HeOOCTHr Ha
3axapasa-u3oManTasa, He TpadBa aAa ynotpebsaBar Penapun CTOMAWHO-YCTOWYMBY TabNeTKH.

Penapun croMalllHO-ycTOHUMBH TabneTku cbabpka no manxko or 1 mmol Hatpuit (23 mg) 3a tabnerka, 7.e.
MPaKTUUECKH HE CLABPXKA HATPHH.

Penapuﬂ CTDM&[HHO-}’CTOHH HBY TabeTKH e MpOTUBONOKA3aH ITPH acla 1noa 7 FOANHM.

4.5 BiaumopneiicTBHE C ApYrH JleKapCTBEeHH NPOAYKTH H ApYrH dopmMH HA B3anMoaeii

I[EﬂCTBHETD Ha aHTHKOArYJIJaHTHTC MOXKC Ja C€ 3aCHJIK OT CCLIHHA.



EnnospemeHHata ynorpeba ¢ aHTHOMOTHLM OT AMHMHOMIMKO3WACH THN (Hamp. reHTaMHUMH) TpabBa Oa ce
M305rBa, 3al]0TO HE MOXKE HAMTBIIHO [a CE€ U3KJIKOYN Bb3MOXKHOCTTA TAXHATA HE(PPOTOKCHYHOCT Ja CE 3aCHJIM.
CBbp3BaHETO HA €CUMHA C MJIA3MEHHMTE MMPOTEHHHU MOXe na Obae nHxubupano ot anTubuoTHUH. LledanorHH
aMMULIUAKH, HANPUMED, NPEIU3BUKBAT NOBUIlIABAHE Ha KOHUEHTPALUATA HA ¢BODOAHKHSA CEpYMEH eCLKH.
[Topanu ToBa cnomeHaTHTe CyOCTHAUWK He TpAOBa Ja ce MPeanNMCBAT €IHOBPEMEHHO ¢ Penapun cTOMALUIHO-
YCTOHYHBY TabneTKHy.

46 DepTHaNTET, OPEMEHHOCT H KbpMeEHe
Penapun croMauiHo-yctoHvyuBy TabneTku He TpabBa fa ce ynorpeOsaBa no BpeMe Ha OpeMEHHOCT, 3alllOTO
H3C/IEIBAHUATA NMPH XHMBOTHH Ca HEAOCTATBRYHH M HAMA NOCTAaTbYHO JaHHM 3a ynorpedata Ha eCIHH OT

6PGMEHHH. Thi KaTo He ce 3Hae J0 KaKBa CTeleH aKTHBHOTO BelleCTBO NnpeMHHaBa B KbpMaTa, KbPMCHETO €
INPOTHBOMNOKAa3aHO MO BPCMC Ha NCUCHHUETO,

4.7 EdekTn Bupxy cnocofHocTTa 32 modupane u pabora ¢ MauIHHA

HaMa orpaHu4eHus.
4.8 Hexenauu jexapcTBeHH peaknuu

Hanonasart ce cnenHure TCPMHHH 34 ONPCACHAHC HCCTOTATA Ha TC3H PpCAKLHH:

Muoro yecty > 1/10

YectH >1/100 - < 1/10

Hevectu >1/1,000 - < 1/100

Penxu >1/10,000 - < 1/1,000

MHoro peaku < or 1/10,000

HeunssectHa HEe MOXe Aa Obae nNpeueHeHa OT HAJTHYHUTE JaHHH

[Ipu Penapun ctomaliHo-ycToiuuBy TabNeTKH € ChoBLLEHO 3a CIEAHNUTE HEXENAaHU PeaKlHH:
CMywjenus 8 uMyHHama cucmema.

MHoro peaxu: peakiMi Ha CBPBXYYBCTBUTENHOCT (HAMNp. ypTUKapHA).

Hapywuenua na cmoMawHo-1pesHus mpaxkm:

C HEH3BECTHA UECTOTA: CTOMALIHO — UPEBHH CMYILIEHHA. .

AKO ce NpOABST peaKlMHd Ha CBPbX4YYBCTBUTEIHOCT NnpHeManeTo Ha Penapun TpaGea na ce crnpe.

CpofluaBaHe HA NOAO3IUPAHH HEXENAHH PeaKLIUK
CrobuiapaHeTo HA NOJO3UPAHM HEXENAHU pPeaKUMK CNeR pa3peulaBaHe 3a ynoTpeba Ha tekapcTBEHHA MPOAYKT

€ BaXXHO. ToBa M03BO/IABA Ad NPOALIKH HAbMOAEHHETO HA CHOTHOUIEHUETO MON3a/pUCK 3a JIEKAPCTBEHUS
npoAyKT. OT MEANUNHCKUTE CIIELUANTUCTH CE U3MCKBA Aa Cb0OiLABAT BCAKA MOAO3HPAHA HEXeNana peakins
Yype3 HaALMOHAJIHATA CHCTEMA 3a chollIaBaHe:

H3nbaHKTeNHA arediys 1o JieKkapcTBaTa
yn. ,,Jlamsan I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ilpepo3upane

He ca cpoOLaBaHy TakuBa C/Iyyau.

5. ©®APMAKOJOrNMYHHU CBONCTBA




5.1 @apMakoJHHAMHYHM CBONCTRA

DapMakoTepaneBTUYHA MpyNa: APYTH Kanunapo-cTabunu3npauy BelecTsa.
ATC kon: COSCX

M#ACTOTO Ha AelCTBHE HA eCLiMHA € BacCKynapHaTta cTeHa. [Ipy maToJorMuHo yBenuueH nepmMeabHIHTET eCLUMHDT
MHXHOHpa excyJaLuATa Ype3 HaMalsBaHe Ha U3/IMBa Ha TEYHOCT B TbKaHUTE U YCKOPABaHE CNafaHEeTO Ha OTOKA.
Haunnbt Ha aelictBue ce 6asvupa Ha NpoMsiHa B nepmeabUIMTETa HA 3aCerHATHTE KANMHNAPHH cTeHn. OcBex TOBa
€CUMHEBT TMOBHILAaBa YCTOMYMBOCTTA Ha KalWAApUTE, NOTUCKA BBL3NAWIMTENHUTE MpoUECH W noaobpsasa
MHKPOLHMPKYNaLUATA.

5.2 (PdapMaKOKHHETHYHH CBOiicTBa

Cnea opando npunoxenue na *H ecuun, cpeano 12% ao 26% oT mpeanucanara no3a ce e abcopbupana or
CTOMALIHO-YPEBHHUA TPAKT MPH NABXO0BE U MULIKU. EKCKpelLiusaTa cTaBa 4pe3 XIb4KaTta ¥ ypuHata. CTeneHTa Ha
MeTabonu3upaHe € Mo-rofisiMa cJied OpalHO IPUAOXKEHMEe, OTKOIKOTO NpPH HHTpaBeHO3Ha arauxKalud.
Pa3snpenensgHeTo Ha eCLMHA B EKCKPETOPHUTE OpraHu karo uepen apod n 666peuy e He3HaYHTENHO B CpaBHEHHE
¢ HApacTBAHETO HA HUBATA B KPLBTA.

5.3 IlpeaknIHHHUYHM JAHHH 32 0€30MIACHOCT

ECUMHBT HE € JOCTATbYHO M3CJCABAH B ONHUTH C XXMBOTHH. B HanuuKuTe cTyauu, obaue, € nmokasan cpeiHa 10
BUCOKa cTeneH Ha TokcuyHocT. OcobeHo 3nauuTenHu ca OHNM HEBPOTOKCHUHMTE NpOMEHH. [IbaHMTE
u3ciefiBaHUA 3a MYTAreHHOCT He ca Jajiu J0Ka3aTencrBo 3a MyTareHHH edextH. Vscneasauusa 3a
KaHLIEpPOreHHOCT He ca NpoBeXJaHH. ECUHHBT He € H3cieaABaH AOCTATBYHO M0 OTHOLIEHHE HA PENpPOIyKTHBHATA
TOKCHYHOCT. [IpH MULLUKK ¥ 3aiiLiKM Cnej OpajiHO MpUAoKeHHe eMOpHOTOKCHUHKTE edeKTH (HaMalleHO Terjio Ha
nnopa, 3abaBeHa ocLU(UKALMA HA CKENeTa, MpH NO-BUCOKH A03H — CMBPT Ha 3apoJulla) ¢a HACTBMWN MO
Bpeme Ha (pazaTta Ha opraHoreHe3a. E¢exTv Bbpxy BHTaHOCTTa Ha MJIAJM XXHBOTHHU B NPEHATAIHUS NEPHOA HE
Ca OTKPHTH.

6. OAPMAILIEBTHYHH JAHHHA
6.1 CnHehbk HA NOMOUIHHTE BeLeCTBA

JlakT03a MOHOXHApAT

[ToeugoH (K 29-32)

Marse3sueB creapart

3axapo3la

Tanx

Apabcka ryma

Tutanos auokcua (E 171)

be3poaeH KONOUAESH CHIMLIMER AUOKCH
CenonuMep Ha METHJIAKPHIIOBA KHCENHHA U eTUnakpunar (1:1)
Makporon 8000

HatpuneB XHAPOKCHA

Kapmenosa HaTpuii

TpueTunuuTpar

CHMETUKOH (eMyJICUA)

bsan nueneH BOCHK

KapHayOckn BOCHK.




6.2 HechBMECTHMOCTH
Hama

6.3 Cpoxk na rogHoct
S roavHH

6.4 CneunanHn yc10BHS H2 ChXPaHEHHE
He ce #3uckBaT CHELKHANHY YCIOBHUS HA ChXpaHEHHUE.

6.5 BujgHu chAbpKAHUE HA ONIAKOBKATA

baucrepy ot PVC ¢ anyMunueBo ¢onno. Beeku 6nucrep crabpixa 10 ctoMalHo-ycTofiuuBy TabneTky.
CruiuecTByBar onakoeku ¢ 20, 40, 50 unu 100 croMattiHo-ycToitulBH TabneTkH.

6.6 CrnenuanHu npeanasHH Mepku npH paboTa U H3XBLpAsSIHE

HaMma cnenmManiy U3NCKBAHUA

7. IIPUTEXATEI HA PASPELIEHHETO 3A YIIOTPEBA

Cooper Consumer Health B.V.
Vernjn Stuartweg 60

1112AX Diemen
Huaepranaus

8. HOMEP HA PA3PELHIEHHETO JA YIIOTPEBA

Per. Ne20070063

9. JATA HA IHIOBPBOTO PA3PEHNIABAHEMTIOAHOBABAHE HA PA3PEIHIEHUETO 3A
YIIOTPEBA

Jarta Ha NbpBO paspewiaBaHe: 06.08.2007
Hata Ha nocneaHo nogHosspaHe: 20.11.2012

10. JATA HA AKTYANN3IHUPAHE HA TEKCTA

06/2025




