KPATKA XAPAKTEPUCTHKA HA TTPOAYKTA



W3NLAHUTERHA ATEHLIMA NO NEKAPCTBATA
Kpamka Xapaxkmepucining Ha npogyxma - flpunoxoHue 1
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YPOCTHM 3a aena 25 mg Tabnerxn Paspetonte Ne covmedewriscsmsiinesss A
UROSTIM Children 25 mg tablets OGOBDGHUIE M o S o L

2. KAYECTBEH M1 KOJANYECTBEH ChCTAB

Beaxa tabnerka YpocTaMm cpaepika 25 mg mHoGunA3MpaEH youTH OakTepHasHu KyaTypH OT
(killed bacterial cultures of) cnenrwte MuxpoOHu BuaoBe: Escherichia coli 29, Escherichia
coli J5 B xomruecTBa croTBercTBammE Ha 1,5 x 10° CFU, u Proteus mirabilis, Enterococcus
faecalis, Klebsiella pneumoniae B xomagectBa cworseTcTBamy Ha 0,2 x 10° CFU ot Beexn
BHJ.

3. JIEKAPCTBEHA ®OPMA

Tabnerxa
TaGnetknTe ca ¢ 6501 g0 6nego-kadss NBAT ¢ MO3a€THA CTPYKTYpA.

4. K/IMHUYHH JAHHH
4.1 TepanesTHYHH DOKAIAHHN

YpocTEM € npeJHA3HAYEH 3a IIEpOpalHa MMYHOTEpanui H HMYHONPOODHIAKTAKA HA OCTPH,
PEeNAMBHpaNy AN XPOHWYHH Hecnenmduann 3aboaBanms Ha YPOTCHHTAIHHS TPAKT IpH
Iena H Bb3pacTHH, HE3aBHCHMO OT BHIA Ha nmpuduHHTENS. Oco0CHO mPENOpLUMTENHO €
HPHIOKSHAETO My IIPH IMUCTHTH, NHEIOHEQPHTH, YPETPHTH, IIPOCTATHTH, OS3CHMITOMHA
Gaxrepaypus H Zp. [Ipu HeoOXomumocT ce mpEnara ¢ aHTHOHOTHYHA Tepamua. Ocobero
HOKa3aHO € MPHICKEHHETO Ha Y POCTHM IIPH JIMIIA ¢ HOTHCHATZ HMYHOJIOTMYHA aKTHBHOCT B
pe3yJITaT OT NpoXLJDKHTENHA AHTHOHOTHYHA TEPaTHs.

4.2 JloampoBka H HAMHH HA NPHIOKCHHE

Ypoctam ce ipuiiara o7 jopmarta sa Tabnerkn ot S0 mg 3a FH3PaCTHH H 32 JicHa Ha BB3pacT
or 8 mecena o 14 roaerx - rabnerkn ot 25 mg.

B ocTBp cTaguu Ha ypOTCHHTATHH HHOEKIHH ¢IHOBPEMEHHO ¢ aHTHOHOTHYHATA TEPAIHA CE
npHeMa 1o efna TabneTka CYTPHH Npeqd SAeHe O H34Ye3BaHe HA CHMNTOMHTE, HO HE IO~
Maiko oT 10 mocieoBaTeTHA JHH.

[Ipe xpoHUYHY MIH peUHIMBHPAMM YPOreHATANHH HH(QEKIHAHN ce Mpuiara mo efHa radaerka
CYTPHH Npean AHcHE B TedeHue Ha 2-3 nopearH Mmecella. Cren npeKbecBaHe HAR-Manko TPH
MECeIa ¢ BbAMOXKHO NOBTOPEHHE Ha edcOHAS Kypc.

3a npoduIakTHKA Ha TOCTONEPATHBHHE YCI0XKHEHHS - €/IH Mecell IPeH OnepalysTa A eIuH
Mecell clie]] oTiepalmATa Aa ce mpaeMa o 1 Tabierka IHEBHO.

4.3 HpoTuBonokxaszanns

YpOCTPIM € TpOTHROIIOKA33H B CIyJaHTS HA ABTONMYHHA 3a00naRaHKus ¢ NOBHINEH CHATES HA
aHTHTeIa.

I
IlpenaparsT cHABPXKA NMEHAYHC HHUIOECTE, KOETO MOXKE J1a IPEACTaBIABA |

¥
€ IFOMHAKHS (HENOHOCHMOCT KBM ITYTEH). *



4.5 BzammogeiicTBHe ¢ Jpyrd  JIeKapCTBeHH MNPOAYKTH H Apyrd ¢opMH Ha
B3aHMojeciicTBHE

He e naGmogapada HECHBMECTHMOCT C JPYTH JICKAPCTBEHH CPEACTBA. YPOCTHM MOXE I
Opoc KoMOMHMpag ¢ BCSKO JApYTO Ie4YeHHE, BKIIOYHTEIHO M AHTHOMOTHYHA Tepanus.
INo3BosaBa MHOTOKPATHO NPAJIoKeHKe 0€3 OMAacHOCT OT IIPHBHKBAHE.

4.6 @epTHIATET, OpeMEHHOCT H KEPMeHE
YpocTHM HE ce Ipenophara Ja ce IpUiara rnpe3 IspBUTe 3 Mecena Ha OpeMeHHOCTTA.
4.8 HexelanH JleKAPCTBEHH PeAKIHH

Jlo cera He ca HabmonxaBaHH HekelaHHM peakuud. KIfHH4HWTE pe3yNTaTd MOKa3sBaT MHOTO
no0pa HOHOCHMOCT.

Crpobmarane Ha HOZO3UPAHH HEIKEJIAHH PEaKIIHH
CrpobmaBaHeTo Ha IOAO3MPAHH HEXKENIAHH DEaKkmWM clief paspemaBaHe 3a ymoTpeba Ha

NEKapCTBEHHs NPOAYKT € BaKHO. ToBa TO3RONABA Aa NPONHDKH HaOMONEHHETO Ha
CHOTHOIICHHETO MOJI3a/PUCK 33 JIEKAPCTBEHHA MPOAYKT. OT MEIHIHHCKNTE CHELMATHCTH CE
H3IUCKBA A CHOOINABaT BedKa [IO03MPaHa HEKeaHa pPeaki(i upe3 HAllMOHAIHA CHCTEMA 3a
cpo0masane, IOCOYEHA 110 T0Jy:

W3reIHUTEIHA areHIES 10 JIeKapcTBaTa

vi. ,,JlamsH I'pyes® Ne 8, 1303 Cogms,

Ten.: + 359 28903417

yeOcaiit; www.bda.bg

4.9 IIpeaozmpane

HsaMa cpo0Menn 3a Ciiygas Ha NpeJo3HpaHe.
5. @®APMAKOJIOTHYHH CBOHCTBA
5.1 ®apMakoIHHAMHYHH CBOHCTBA

DapmakoTepaneBTHuHa rpyna: UMyHocTuMynanTd, Jpyru mMyHocTEMynantd; ATC xon:
LO3AX 00

MexaHH3sM Ha ACHCTBHE - YPOCTAM TpefCTARMABA MOMHOAKTEPHANCH HMYHOCTHMYIATOD,
KOHTO NMOBHINABA €CTECTBEHATA PE3HCTEHTHOCT Ha OPTAHA3MA H CHCMU(PHYHAA HMYHHTET KBM
paslHdHM HMHQEKNHH HA YPOreHWTAIHHA TpaKT 4pe3 CTAMYIMpaHE Ha XYMOpDaIHATE H
KIeTh9HY PaKTopy Ha WMyHHATa cicTeMa. AKTHBEpPA CHCTEMHHS M I0KAJICH IMYHHATET.

6. DAPMAINEBTHYHH JAHHHA
6.1 Couchk Ha NOMOIMHATE BEMECTBA

MHKpOKpHCTANIHA OENyI03a

ITmennaHo HUIMECTE

Konornen Ge3BoAeH CHIIHI[HER JHOKCHN
IToeanor K25




MarHesuen creapar
Hekcrpan 40 BKIOUCH B CHCTABA HA AKTHBHOTO BEIIECTBO

6.2 HechbBMeCTAMOCTH

DHIHKO-XHMHYHH HEChBMECTHMOCTH HAMA.
6.3 Cpok Ha roaHoOCT

3 rogHHHA

64 Crneunanys yCI0BMA BA ChXpaBeHne

Ja ce chxpanana np¥ Temneparypa noa 25°C.
Ja ce chXpaHsBa Ha THBMHO.

Ha ce crXpanfBa Ha MACTO, HSROCTRIHO 3a Jiena.
6.5 BaaH cbpILPKARAE HA ODAKOBKATA

Ypoctum 25 mg ce omnakoBa mo 10 Gpoa TabnmeTks B8 OmHCTEp OT NONMBHAHIXIOPHAHO
tomio ¥ amymuAHeBo domto. Tpu OnACTepa 3aeIHO ¢ NTHCTOBKA CE MOCTABAT B KJIMIIMP3HA
KapTOHCHA KyTHA.

6.6 CpenEaaHH NpeIna3HH MEPKH IIPH HIXBLD/AAHE

Hewmsnomssasmar JICKAPCTBCH HMPOAYKT HIIH OTHAARTHHTC MAaTepHand OT HEro TpﬂﬁBa Aa ce
H3XBBPAAT B CBOTBETCTBHEC C MCCTHHTE WINCKBRANAA,

7. HNPATEXATEJ HA PASPEHIEHUETO 3A YIIOTPEGA

BYJ1 BHO-HIBITE EOOJ,

Coduaz 1504,

Oyx. ,, Auxo Caxs30B™ Ne 26,
Ten. + 359 2 944 61 91
®daxc: + 3592 943 34 55
e-mail: bulbio{@bulbio.com

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Perucrpaumonen Ne: 20011156
11-17369/02.04.2012

9. JTATA HA IIBPBO PA3PEIIIABAHEMIOJHOBABAHE HA PAZPEHIEHUETO
3A YIIOTPEBA

Jara Ha mepBo paspemagane: 04.03.1992 r,
Jara Ha nocnegno moguorasane: 02.04.2012 r.

10. JATA HA AKTYAJIMSUPAHE HA TEKCTA

o 2019 1.




