KPATKA XAPARTEPHCTHKA‘ HATHGHTERHA ATERLNR 110 NEKAPCTBATA
A

J—
L

Damni xapaxkmepucmuka Ha npogyxma fipurowerus 1

Kbm Pga. Ne /‘)92(‘-’ /;TJ"'

1. HME HA JEKAPCTBEHUA HPOMT*. ................................................................
500 Paspewenie N § 110 0
Eutepon Dopre mg npax 3a nepopajHa CycneHsus| 6 9%y JuU =140
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2. KAYECTBEH H KOJJMYECTBEH CBCTAB ' ————

Bcsko camwe chabpxa THOQHTHIHPAHH APOXIH (lyophilized yeast) Saccharomyces boulardii CNCM
I-748 500 mg.

[ToMOLIHHU BEIIECTRA: IAKTO3a MOHOXKAPAT, PpyKkTo3a, 6€3BOEH KONMOHEH CHIIHLIHEB JHOKCH,
MI0JI0B apoMaT {ChaBpXKall copOHTON).

3a MEIHAS CIIMCHK HA MOMOIIHMTE BEIIECTBA, BHXKTE TOuKa 6.1.

3. JJEKAPCTBEHA ®OPMA

IIpax 3a nepopanHa CyCneH3IHUA

4, KJIAHHYHHA JAHHHU

4.1 TepaneBTHYIHH NOKA3AHHS

To3u nexapCcTBECH NPOAYKT C€ M3MOJ3Ba 32 Bb3PAaCTHH M Aclia Ha 6 roAKIlIHA BB3PACT, NIPH:

- JleueHHe HA OCTpa HHQEKUMO3HA JHAPHA.

- IMpodunaxrTHka ¥ 1eY4eHHE Ha KONUT U AMAPHA, TPHIHHEHH OT aHTHOHOTHIIH.

- KaTo JompnHeHHe KbM NedeHHe ¢ BAHKOMULIHH/METPOHHIA30J1 32 IPEAOTBPAaTABAHE Ha
pelnauB Ha 3abonaBanus, npuunnern ot Clostridium difficile.

- [IpodrnakTHka Ha AKApHA, BCIEACTBHE Ha XpaHEHe CHC COHAA.

- Jleuenune na cunapoma Colon irritable.

4.2 Jlo3ApoOBKA H HAYHH HA NPHJIOKEHHE
1 came AHEBHO 32 BB3PACTHH H icna Han 6 roguiIHa BB3PACT.

CHABPXAHMETO Ha CALIETO C€ PA3TBapA B MAJIKO BOJAAa HIIH MOJACIANCHA 6€3aIKOX0JIHA HAMMTKA,
pa3ObpkBa ce M ce u3nmuBa. [IpaxsT MOXKe CBUIO TaKa Aa Ce CMECBA H € XpaHa.

[Mopaau pUCK OT BB3AYIIEH TT HA KOHTAMHHHpaHe, CamIeTaTa MM KancyJjuTe He Tpabpa aa ce
OTBAPAT B cTaH 3a nauueHTH. [To Bpeme Ha paboTa cBBp3aHa ¢ NPHIIOXKEHHETO HA MPOOHOTHIM,
MEIHUMHCKHTE CTIELHaMICTH TPAOBA 1a HOCAT PbKAaBULIM, CJICA KOeTO He3abaBHO a ' H3XBBLPJIAT U

nobpe na UIMHUAT phUETE CH (BX. T. 4.4).
4.3 IIpoTHBONOKAIAHHSA

- aKO CT¢ AJICPrHYHH KbM aKTHBHOTO BCLICCTBO HWIH KbBM HAKOA OT OCTAHANHTC CbCTABKH HA TOBA
JICKapCTBO, aJICprui KbM Mail,

- aK0O CT€ MAlHEHT ¢ LEHTPaNCH BCHO3EH KATETHD;
- HMYHOKOMIIPOMETHPAHH HITH X OCTIHTATH3MPAaHH NaltMeHTH (BCAEACTBHE HA CEPHO3HO 3a00NABaHE

WIH HapyuleHa/cnaba MMYHHa CHCTEMa) NMopaan puck ot ¢pyHremus (Bx. T. 4.4).

4.4 COoenMalHHu NpeaynpexkneHHs H NpeJNa3HH MEPKH NpH ynorpeba




Entepon ®opre chaAbpxKa KHUBH KIETKH. 3aTOBA TO3H NCKAPCTBECH NPOAYKT He OMBa Ja ce cMecBa ¢
MHOTO ropei (Haz 50°C), neaeHH WM ankoXoNHH HAMUTKH HITH XPaHHL.

JleyeHHETO HE 3aMeCTBa pEXHIpaTALHATA, KOTAaTO TOBA € HE0OX0IMMO. Pexujparanusara u neiinng
T HA BBBEXAaHE (p.0. — V) pabea fa ce aganTHpa cnopel TeXecTTa Ha AHADHATA, BB3PAcTTa H
3APaBOCIIOBHOTO CHCTOAHHE HA NMALHEHTA.

HMa cbobienns 3a MHOTO peaku ciyuau Ha dpyHremus (u KPBBHH KYJATYPH, NOJOXKUTEAHH KbM
ImaMoBe Ha Saccharomyces), u cencuc MpeaUMHO NPM NALUMEHTH ¢ IICHTPAJICH BEHO3EH KaTeThp,

KPHTHYHO OOJHH HIH HMYHOKOMIPOMETHPAHH NALMEHTH, Haii-4ecTO BOJEIM 10 nupekcus. B
TIOBEYETO CNIyHaH, pE3yNTaThT € 3aJ0BOTHTENICH CJIE] CIIUPaHe Ha NEeYeHHETO ChC Saccharomyces
boulardii, npriarane Ha MPOTHBOrEGHYHO TeYEHHUE H OTCTPAHABAHE HA KATCThPa, KOTaTO €

HeoOxoauMo. Pesy rrarst o6ade ¢ aTanen npy HAKOH KPHTHYHO 60JTHY NALMEHTH (BX. T.4.3 1 4.8).

KaKTo npH BCHYKH IEKAPCTBEHH MPOLYKTH, NPOM3REACHH OT KHBH MHKPOOPraHU3MH, TpAOBa fJa ce
00BpHE CIELMANHO BHHMAHHE NIPH paboTa C MPOAYKTA B IPUCHCTBHETO HA MALMEHTH MIABHO G
HEHTPAJIEH BECHO3CH KATETLD, KAKTO M Ha MALHEHTH ¢ NepUieper KaTeTEp, AOPH H aKO HE CE TEKYBAT
¢b¢ Saccharomyces boulardii, 3a 1a ce n36erne Bcako KOHTAMHHHpaHe 9pe3 pblie WHWIH

Pa3IpOCTpaHABaHE Ha MHKPOOPTaHH3MH IO BB3AyXa (BX. T. 4.2).

CoennduvHn 32 JIEKADCTBEHHN NPOIYKT ApeAYNpeKACHHS

¢ Toga nexapcTBO CHABPXkKA JIAKTO3a MOHOXHAPAT.
IlauneHTH ¢ penku HaCIEACTBEHH NPO6IEMH Ha HEMOHOCHMOCT KbM rajlaKkrosa, o0ia J1aKTazHa

HCTIOHOCHMOCT HIIH ITIOKO30-T/1aKT03Ha Manabcopbuus, He Tpa6Gaa na npHeMaT ToBa JIEKApPCTRO.

e Topa n1eKapcTBO CBABPKA PPYKTO3a.
[laupeHTH ¢ peaky HacneacTBeHy TPoGIEMH Ha HEMOHOCHMOCT KbM $bpykTO3a, He TPAOBA 14 MpUeMar
TOBa JICKAPCTRO.

* Topa nekapcTBO CHABPKA COPOUTON.

4.5 BianMojeHcTBHE ¢ APYTH JeKAPCTBERH NPOAYKTH B Apyran ¢opmMn Ha
B3AHMO/ICHCTBHE

Tsit kato Entepon Qopre uMa rebuyen nponsxon, He TpADBa J1a ce MpuiIara ¢bC CHCTEMHH HIM
NEPOPATTHE QYHIHUMAHH JIEKApCTBEHH NPOIYKTH.

4.6 ®epruinTeT, GpEMEAHOCT H KbPMeHe

Hsama curypHH TEpaTOTeHHH JAHHH ITPH XHBOTHH.
KnuHH4HO, 10 cera He e chobluaBaHo 3a epekT Ha MandopMauus, HATO 33 PETOTOKCHYHH e(hEKTH.
ITopanm Tosa, HabmoaeHHeTO Ha GpeMeHHH, MpUEMaNIH TO3H JNE€KapCTBEH NPOAYKT € AOCTATHYHO 14

H3KIIOYH BCAKAKLE PHCK.
OTTyK, XaTo Npeama3Ha MApKa, € 3a IPEeIIOYHTAHE /14 ce H3GArBa ynoTpebaTa Ha TO3M JEKAPCTBEH

NPOAYKT N0 BpeMe Ha OpeMeHHoCT.

I1pn nuncara Ha AaHHM 33 IPEANIOYMTAHE € [1a ce H3GATBa YIIOTPe6aTa Ha TO3H JIEKAPCTBEH NPOAYKT
o BpEME Ha KbPMEHE,

4.7 Edextn BLpxy cnocobuocrra 32 wodHpaHe B pabora ¢ MAIMHHH
Hama npoyusanus 3a edekTuTe BLpXy cnocobHocTTa 3a woohupaHe u paboTa ¢ MaIMHy,

4.8 HexeJaHR JeKkapcTBeHU peakUHH

Saccharomyces boulardii CNCM I-745 ¢ xup OpPraHH3IbM, KOMTO CE CBBP3Ba € P / IBoN
CHCTEMHa rbOH9Ha HHPEKUMA: CHOOILaBaHO € 32 MHOTO PEAKH CNYYaH Ha by Hrefriyriy




AOCIHTAIH3IHPARH [IALHCHTH B TEXKKO CHCTOSHHE, HAH-4YECTOo nopagy racTpo-HHTECTRHAJIHO

320015BaHe, ¢ LIIEHTPANEH BEHO3EH KATETDP.
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apYLICHHA HA KOXaTa EI

JIOJAKOXHATa ThKaH

HrHOCAEM

-

ApyIICHHSA HA HMYHHATA
HeTeMa

_E:”Hatjmn_axrﬂ?ma peaKnus

H IIIOK

Crolmapane na NOJO03INPAHA HeXKeNIHH PeakKlHA

CrobuasaneTo Ha MOJO3HPaHH HEKENAHH PEAKIINH ClIEN paspeinarane 3a ynotpe6a Ha JJeKapcTBeHHA
[IPORYKT € Ba)kHO. TOBa II03BOJIABA Ja MPOABIKH HaGMIOAEHHETO HA CHOTHOLIEHHETO IION3a/PHCK 3a
ICKAPCTBEHHA NPOAYKT. OT MEAHIIMHCKHUTE CTIEIMANHMCTH ¢e H3NCKBa J1a CLOOILABAT BCAKA NOZO3NPAHA

HEXe/IaHa peakius upes:

H3nLannTeIHa areHU RS M0 JeKAPCTBATA
Codmg 1303, yn. . Jdamau I'pyes“ 8

Ten.: +359 2 8903417
yebcanT: www.bda.bg

4.9 Ilpenosmpane

S I

HaMma cpobmenns 3a ciyyau Ha npenosmpate.

5. DPAPMAKOJIOTHYHH CBOUCTEBA

3.1 PapMakoIHHAMHYHH CBONHCTBA




®apMakoTepaneBTHYHA Ipyna: AHTHAHAPEHHH MHKpoopraHusMH, ATC kox: AO7FA 02

[To BpeMe Ha npeMHHaBaHETO Ha XH3HECIIOCOOHATA MY hopMa 1pe3 XpaHOCMHIIATEIIHUS TPAKT,
Saccharomyces boulardii CNCM 1-745 MpeIH3BUKBA OMOJTOrHYHH ACHCTBHA, CXOIHH 10 3al{HTHHTE
CBOMICTBA Ha HOpMaJHaTa YpeBHa (opa.

[TpuHUMTIHHTE HaYHHK Ha aeiicTBue Ha Saccharomyces boulardii CNCM 1-745 MpH NpoPHUIaKTHKA H
JICYCHHE Ha CHMIITOMHTE HA JIMApHA ca:

- TOTHCKAHC Ha NIATONCHETHYHHUTE e(PEKTH HA HAKOH MUKPOOPraHU3MH H/MITH TEXHHTE TOKCHHH,
ocobeno Clostridium difficile, opranu3mu npHYHHUTENH Ha AHapHd, CBbp3aHa ¢ ynorpebaTta Ha
aHTHOHMOTHLM U Vibrio cholerae, Tnnnuna 6akTepus, Npou3BexkIamAa TOKCHHH, OTTOBOpPHA 3a

CEKpeTOpHAaTa JHapHA.
- TPOYHYHH U HMYHOCTHMYJIHpAILH ePEKTH BBPXY HHTECTHHATHHS TPaKT, BKIKYBAIIH
3a0€J1eXKHMO H 3HAYNTEITHO MOBHIIIEHHE HA IUIOCTHATA U crielipyHa aKTHBHOCT Ha YpPEBHHTE

AiMcaxapujiasi (Cykpasa, MaJTa3a 1 J1akTasa) ¥ SBHO YBeJHYEeHHe Ha cekperopHuTe IgA
KOHLICHTPALHH HAa YPEBHATA TEYHOCT.

5.2 ®apMaKOKHHETHYHH CBOHCTBA
Cnea nosropuu nepopanuu 103u, Saccharomyces boulardii CNCM 1-745 IPpEMHHABA Ipe3

XPAaHOCMHJIATCIIHUA TPAKT, 0€3 3acesiBaHe, ObP30 JOCTHIa 3HAYHMH HHTECTHHAIHH KOHLCHTpALIHH,
KOHTO CC NO/LIBPXKAT KATO MOCTOAHHO HUBO NPE3 NEPHO/IA Ha NpHUIoKeHne. Saccharomyces boulardii

CNCM 1-745 He ce oTkpuBa BHB (ekaquuTe 2 10 5 THH Clien CITHPAaHE HA JIEYEHHETO.

5.3 IlpeaAK/IHHMYHH JaHHH 32 6e30aACHOCT

HsaMa TOKCHYHOCT NpH XKHBOTHH.

6. ®APMALEEBTHYHH JAHHH

6.1 ChnHcbK HA TOMOLIHHTE BeleCTBA

JIakro3a MoHOXHIpaT 65,0 mg
®pykTo3a 943,80 mg
be3BoieH KOJTONACH CHITHIIMEB AHOKCH]T 12,50 mg
[InooB apomar (chamspxam copouTon). 8,70 mg

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roanocr

3 rOJAHHH

6.4 CrneunajJHH yCIOBHSA HA ChXPaHeHHe

He ce u3uckBat cnenHanHy ycioBHs Ha ChXpaHEHHe.
6.5 BuaH cbABpPKAHHE HA ONIAKOBKATA

KapToHEeHHKYTHH, Ch/IbpXKALLM CAIETA OT xaprusa-AL-polyethylene namunar. Onakoska o 10, 14 wm
20 cawera.

He BCcHYKH BUIOBE OMAaKOBKH MOTaT jJa 6baat MyCHATH B npoaaxoa.

6.6 CnenMa/jHu NpeanasHu MepKH NpH H3XBBLPJsHe H paboTa




Hsama cneuHanHy H3UCKBAHHA.

7. NPHTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

BIOCODEX
22 rue des Aqueducs, 94250 Gentilly

DpaHums
8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

Peructpaunones Homep: 20210175

9. JAATA HA ITBPBO PA3PEIIABAHEMIOTHOBSIBAHE HA

PASPEIIEHHETO 3A YIIOTPEBA
30.06.2021

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA
09/2024




