KPATKA XAPAKTEPHCTHKA HA MPOOYKTA



W3MLAHWTERKA ATEHUNSA NO NEXKAPCTBATA
Kpamxa xapaxmepuciuxa Ha npogyrma - Mpuaowenue 1
| 8 HME HA JEKAPCTBEHHA IIPOAYKT
Kot Poz. Ne 92,0044459&'
YPOCTHM 3a Be3pacTiH 50 mg Tabaersn RE / > Jf/ ,7 fe - Yoq
UROSTIM Adults 50 mg tablets Pazpawenue Ne Lol bonfons 2 9372{}19
2. KAYECTBEHH KOJMHYECTBEH CHCTAB OQMPBHUB Vo e scevansieesmnesnesnesasr O Srercassareiritites

Besxa Tabnetka YpoeraM cuabpika 50 mg maodprmasapans youTH OaKTepHAIHA KYATYDH OT
(killed bacterial cultures of) cneqnvte MukpoOHU BAZOBE: Escherichia coli 29, Escherichia
coli J§ B xomauecTBa cnotsercTsan ua 3 x 10° CFU, u Proteus mirabilis, Enterococcus
Jaecalis, Klebsiella pneumoniae B xonudecTBa choTBeTCTBAmM Ha 0,4 X 10° CFU ot Beexu
BHJI.

3a RIIEHA CIIHCHK Ha IOMOIANTE BEmecTsa BIK. T. 6.1,

3. JIEKAPCTBEHA ®OPMA

Tabnretrka
Tabnerxure ca ¢ 651 go Gaemo-kadaB OBAT C MO3aeUHa CTPYKTYPa.

4. KJHHUYHU JAHHH
4.1 TepanesTHIHHA NOKA3AHHA

YpOCTHM e IIpeHa3HayeH 3a IepopaiHA HMYHOTEpalia H EMYHONDO(QHIAKTHKA Ha OCTDH,
PELEAHBAPALIA HIIH XPOHHYHH Hecuenu@@HA 3a00nseanns Ha YPOTCHUTATHUA TPAKT TIPA
Jexia ¥ BE3PACcTHH, HE3ABHCHMO OT BHAA Ha NpHUHHATENL. OcO0EHO NpPENOPBYMIENHO €
TIIPHIIOKEHHETO MY IPH LHCTHTH, OHENTOHE(QPHTH, YPETPUTH, HPOCTATHTH, Oe3CAMUTOMHA
GaxTepaypua B np. [lpu meoGxomumoct ce mpunara ¢ anTHOmoTwdHa Tepanmit. OcoGeHo
[OKa3HO € OPHIOKEHHETO Ha YPOCTHM IPH JHIA ¢ TOTHCHATA UMYHOJIOIHYHA PEAKTHBHOCT B
Pe3YJTAT OT HPOIBDKATENHA AHTHOHOTHIHA TEPATHA.

4.2 Jlo3HpoBKa H HAYAH HA NPHI0KEHHE

VpoctaM ce npunara noj dbopmara Ha Tabnetkn ot 50 mg 3a BE3PACTHH H 34 Jielia Ha BB3pacT
oT 8 Mecena o 14 rogaayu — TabeTkd oT 25 mg.

B 0CTHp CTaTMH HA YPOreHHTANHA WEQEKIMA eTHOBPEMEHHO ¢ aHTHOHOTHYHATA TEpaIliA Ce
IpueMa To eHa TabneTka CyTPHH IpemH AjAeHe O H3YE3BaHC HA CHMITOMHTE, HO HE IO-
maixo ot 10 necnegoBaTENHM JIHH.,

[Ipx XpOBHTHY KM PENATABUPAIIY YPOTCeHHTANEN MADEKITAN ce TpUIara no eaHa rabieTka
CYIpHH OpeqH sAcHE B TedeHHE Ha 2-3 mopeanu mecena. Crel NPEKbCBAHE HAH-MAIKO TPH
Mecela € Bb3MOKHO IIOBTOPEHAE Ha JIeHeOHAS KypC.

3a npodHIAKTAKA HA IOCTONEPATHEHH YCIOKHEHHES - €IHH MeCel] PSR ONepalAsiTa H €1HH
Mecell clIe]] OIEpALlHATA 1a ce pHeMa ro | TabieTka aHeBHo.
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44 CoenHaTHH NpexyNpeKACHNs H NPEINAIHA MEPKHA MPH yoTpeba

TlpemaparsT ¢bappXa MIIEHHYHO HHIIECTE, KOCTO MOXE Jia IPEACTABIIABA OMACHOCT 33 Xopa
¢ NBbOTHAKHSA (HENOHOCKMOCT KBM IIYTEH).

4.5 BiaamogelicTBHe ¢ /[pPYrH JeKapCTBeHH NPOIYKTH HW ApYrH ¢opMH Ha
B3aHEMONeicTBHE

He e nabmonasana HechEBMECTHMOCT C IOPYTH JIEKADCTBCHH CPEACTBA. YPOCTHM MOXE Aa
6bme kKOMOMHHMpAaH C BCAKO APYro JedeHHE, BKIIOYATENHO H AHTHOHMOTAYHA TEparud.
Tlo3Bonsgaa MHOrOKPaTHO IIPUIOKEHHE §e3 ONAcHOCT OT NPHBUKBANE,

4.6 ®eprRaNTET, OpPEMEHHOCT H KbpPMEHE

YpocTaM He ce npenopuyBa Aa ce IpHara ipe3 mMbPBUTE 3 Mecena Ha OpeMeHHOCTTa.
4.7 E¢exTn BbpXy CHOCOOHOCTTA 3a MopHPaHe H pafora ¢ MAMBHA

¥YpocTHM He MORIHABA CIOCOOHOCTTA 3a ModHpanHe H paboTa ¢ MAITHHH.

4.8 Hexeaann JeKapcTBeHH PeaKkiHA

Jo cera He ca AabmozaBaHyu HeXelaHW peakiuu. KIHHAYHHTE pe3yaTaTi MmoKassar MHOTO
Zo0pa MOHOCHMOCT.

Crnobmasane HAa MONO3UPAHN HEKEAAHH DEaKIHN

CrobmaBaHeTo Ha NONO3HpaHHM HeXCIaHH peaklHH Clell paspemaraHe 3a ynotpeba Ha
REKAPCTBCHAA NPOAYKT € Bakno. [0Ba TNO3BONSRA Jia HPOABLIDKA HaONIOMEHHETOo Ha
CHOTHOMMEHHETO MOJN3a/PUCK 38 AeKapCTBeHHS IPOoAYKT. OT MEeHIMHCKHTE CICUHATUCTH Ce
H3MCKBa Aa choOIMaBar BCsKA NMOMO3HPAHA HEKENIAHA peaxkuts 4Ype3 HAlHOHATHa CHCTEMA 33
choDmaBane, N0CO9eHa 1o JOTY:

W3 mHHTEIHA areHIMA 110 JIeKapeTBaTa

ya. ,Jamsana I'pyep™ Ne 8, 1303 Codas,

Ten.: + 359 28903417

yebceaitt: www.bda.bg

4.9 TIlpenosnpane

Hsma cro0meHns 3a ciiyuad Ha npeo3upaHe.
5. ®APMAKOJIOTHYIHU CBOMCTBA
5.1 PDapMakoIHBAMHYHH CBOHCTBA

dapmakorepanesTHusa rpyna: MMynoctimynants, Hpyre umynoctamynanti; ATC xom:
LO3AX 00

Mexaan3sM Ha JelcTBie - YPOCTHM TPEACTABIABA MOMHMOAKTEPHANICH HMYHOX
KOHTO II0BHINABA €CTECTBCHATA PE3UCTEHTHOCT HA OPraHU3Ma B CHEHREIHES, '
pasmu9HA HAGEKIHM Ha YPOTCHHTAIHMS TpPakT uYpe3 CTHMYIHpAHE Ha X
KIeTHYHH HaKTOPH Ha HMyHHATA CHCTeMa. AKTHBHPA CHCTEMHNS H JOKATCH HMY



6. GAPMAIEBTHYHY JAHHH

6.1 Copuchbk Ha NOMONHATE BelIeCTBa

MupxpokpHcTaTHa HENyNo3a
[Imeuvaso nEmecTe

KosonaeH OesponeH CHITHIMEB AHOKCH

TTopunon K 25

Marnesnes creapar

Hexcrpan 40 BKDOYEH B CHCTARA HA AKTHBHOTO BEMIECTBO

6.2 HecbBMECTHMOCTH

OUIHKO-XUMHYHE HECHBMECTHMOCTH HAMA.

6.3 Cpox ma rogaoct

3 ronuHu.

6.4 CoenuaJaM yeI0BHS HA ChXPaHeHHE

Ha ce cexpanapa pu Temmeparypa mox 25°C.
Ma ce ¢cbXpansBa Ha TEMHO.

Jla ce cexpansea Ha MACTO, HEAOCTHITHO 34 Aena.

6.5 Bwuan chabpKaHHE HR OTAKOBKATA

Vpocram 50 mg ce omakosa mo 10 Opos Tabnerxkd B OMHCTED OT NOMHBHHHIXJIOPHIHO
donro n anymuuapepo dommo. Tpu Onucrepa 3acAHO ¢ MHCTOBKA ¢€ NOCTABAT B KIMNIKpaHa

KapTOHEHA KYTHA.
6.6 Cnenpannu DpeaAna3HA MEPKH NPH H3IXBLPJSAHE

HemsnonsBaHuST JeKapcTBEH MPOAYKT MM OTHaJBYHHTEe MaTepHald 0T Hero TpsAbGBa ga ¢e
M3XBBPIST B CHOTBETCTBHE C MECTHHTE H3HCKBAHAS.

7. TIPMTEXATEJI HA PASPEILIEHHETO 3A YHHOTPEBA

BYJ1 BUO-HI3IE EOO,
Codus 1504,

oyn. ,Jaxo Caxb3oB™ Ne 26,
Ten. + 3592 944 61 91
®axc: + 359 2 943 34 55
e-mail; bulbio@bulbio.com

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Pernctpanuoned Ne: 20011157
1-17370/02.04.2012




9. JATA HA ODBPBO PA3SPEHIABAHE/MTIOAHOBABAHE HA PASPEIIEHHUETO
3A YIIOTPEBA

Hara Ba nBpBo paspemasane: 04.03.1992 r.
Jara va nocneano nogHopssare:; 02.04.2012 r.

16. JATA HA AKTYANHM3IUPAHE HA TEKCTA

ona 2019




