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2. KAYECTBEH H KOJIHYECTBEH ChCTAB

KapOOLWMCTEHH ......ocviviiniiiviiiie e 5,00 g
3a 100 ma cupon.

[ToMolTHM BEIIECTBA C U3BECTEH €EKT: 3aXapo3a, HATPUH, METHI
niapaxuapokcubenzoar (E218), ceucet xwirro S (E110).32 muianms
CITMCHK Ha MOMOMIHHMTE BEMIECTBA BWKTE TO4Ka 6.1.

JEKAPCTBEHA ®OPMA

Capon.
[Ipo3payHa, CBET/IO 3elIeHA TEYHOCT ¢ KadeHHKaB OIACHK H

KapaMeJsieH apoMarT.
3. KJHHHAYHHU JAHHHA

4.1 TepaneBTHUYHH MOKA3AHAA
To e noxasano NpH BBE3PACTHH M IOHOMM Had 15 rogMHM 3a NEeYeHHEe B Cly4dal Ha CKOPOLIHW

HapyIleHHA Ha AMXATENHHTE IThTHUOIA, XApAaKTEPHW3HpAIX €€ C TPYAHO OTXpayBaHe (3aTPyAHEHO
OTKALUIRHE Ha XpPadKHTE, 3a J1a ce eTMMHHEpPAT OPOHXHAITHUTE CEKPETH).

4.2 [Jo3npoBxa H HAYHH HA NPHIGKEHHE

CAMO ITPY BB3PACTHH Y IOHOLIX HAJI 15 TOAUHHU
Ho3uposxa

] MepHTENHA YallKka, HAITBIHEHA A0 MapKupoBKaTa oT 15 ml chappxka 750 mg xapboumcrenH.
[IpuemaiiTe no €aHa 103a oT 15 ml, Tpu ITLTH AHEBHO, 3a NPEANOYKUTAHE MEXKIY XpaHEHWATA.

IpoaLJRHTETHOCT HA JeUEeHHETO
[TpoaBIDKMTEIHOCTTA HA TEHEHHUETO TPAOBA 1a € KpaTKa H He TpAOBa 14 € 3a NoBeye OT 5 JHM.

HasuH Ha OpHJI0XKeHHE
[lepopasiHo

4.3 TipoTHBONOKAIARHA

o CBpBEXYYBCTBUTEIHOCT KbM KapOOLMCTEHH WIM KbM HAKOE OT NOMOLIHHTE BelllecTBa
(ocobenHo xbM MeTHN napaxuapokcuben3oar) nibpoeHu B To4uka 6.1.

s B ciyvali Ha aKTHBHA NEINTHYHA A3Ba
4.4 ChnenHajiHA NpexynpexIeHHN H NPEANa3HM MePKH NPH ynoTpeba

CnenHaaHH npesynpexIeHus
[TpoayxTHBHATA KALWIHMLIA, MpEeOCTABIABA OCHOBCH €IEMEHT B OpoHxuamuo-6enoapodHara

JAUIHTA.




EAHOBPEMEHOTO H3NON3BaHe Ha MOAU(HKATOPH HA OPOHXHATHHUA CEKPET C JICKapCTBa MPOTHB
KAIUIKLA H / WIH BELIECTRa, KOUTO H3CYMIaBaT ceKpeTute (aTpONuH), He € NPEnophIHTEIIHA.

Ilpeana3HH MepKH npu ynorpeba
HeobxoaK#MO € MOBHIDEHO BHUMAHHE NPH NMAalMEHTH B CTapyecka Bb3PacCT, ITPH NALMEHTH C

aHAMHE3a 33 NENTHYHA A38a WIH ITPH eTHOBPEMEHHA YntoTpeda ¢ iekapcTaa, KONTO MOrart Aa
MPUYHHAT CTOMAIIHO-YPEBHO KbPBEHE. AKO CE MOABH CTOMAUIHO-1PEBHO KbPBCHE, MALIMCHTHTE
TpAbBa Ja cnpar JICUCHHETO.

To3H NeKapcTBeH NPOAYKT ChAbPXKA 3axapo3a. [TauueHTH ¢ peaxy HacneACTBEHH MpobieMH ¢
HEJIOHOCHMOCT KbM (pyKTo3a, ManabcopOLus Ha IOK03a-TANaKT03a WIH HEJOCTATHYHOCT Ha
CyKpa3a-H3oMaNTasa He TpAOBa Ja pHeMaT TOBa JICKapCTBO. T03M TekapcTBeH NPOAYKT
chbpXka 5,25 g 3axaposa Ha 1032 or 15 ml. Toa TpabBa na ce B3emMe npeABHA MPH NAUMEHTH
CBLC 3axapeH auaber.

To3u NexapcTBed NPORYKT chabpka 100 mg HaTpuii Ha no3a ot 15 ml, koeto ce paBHABa Ha 5%
oT npenoppIBaHus oT C30 MaxcHuMaleH JHEBEH [TPHEM HA 2 g HATPHA 32 BE3PACTEH.

ToBa JiekapcTBO ChIbpika MeTHI napaxuapokcubensoar (E218), xoifro Moxe aa MPUIHHA
aJIEprUdHM peakiu (BeposTHO OT 3abaBeH THI).

Topa nexapcTBO chabprka azo areHT (E110), ko#To MOXKe Aa MPHYMHH aNePrHYHH PCAKLHH.

4.5 BianmonelicTrBEe ¢ APYTH JEeKAPCTBEHH NPOAYKTH H APYTH GOPMH Ha
BIaHMOACHCTBHE
Herrpunoxumo.

4.6 PepraaAaTer, bpeMEeHHOCT B KbpPMEHE

bpeMeHMOCT
[IpoyyBaHMsTa BbPXY )KHBOTHH HE Ca OTKPH/IM HHKAKBH TEPATOr€HHH QeKTH.
[Tpu nunca Ha TeparoreHeH edekT MPH KHABOTHH, MaIPOPMATHBEH eeKT He MOXKeE J1a e 09aKBa IIPK
xopa. KM qHemHa qara BCHYKH BELIECTBA, OTTOBOPHH 32 Ma(pOpPMALMH NPH XOpa Ca ce 0Ka3anH
TEpPATOreHHM IIPH XKKHUBOTHH 10 BpeMe Ha Jo6pe npoBeAeHH NpoyYBaHHA PH ABaTa BHA.
OT KIMHMTHA TIeSHa TOYKa JOCETa He ¢a HabmogaBaHy MangopMaumy Wid GEeTOTOKCHIHH eQEKTH.
Brnpexu ToBa HIMA AOCTATHYHO JaHHM OT MPOCIcAABaHe Ha GpeMEHHM HII0KEHH Ha KapOOLMCTEHH,
33 [a Ce M3KIIKOYHM HAITB/HO PHECKDT.
CnenoBarenHo, KapOolBCTeMHsT TPAGBa Ja ce M3MOM3Ba [10 BpeMe Ha OPEMEHHOCT, CaMOo aKo €
abcomoTHO HeOOX0AMMO.

Knpmene

HsmMa gaHHHM 3a MPpEMHHABAHETO Ha KapOoLMCTeHH B KbpMaTa. BeIpeks TOBa, IPCABHA HHCKATA MY
TOKCHYHOCT, NOTEHLMANHATE PHCKOBE 3a ACTETO HIMVIEKAa HE3HAYMTEIHH B CJTy4ad Ha JIEYEHHE C
TO3H JIEKapCTBEH MpOoAYKT. CneaoBaTeNHO KbPMEHETO € Bh3MOXKHO.

4.7 EdexTs BLpXy cnocobHocTTa 33 Mojdupare B paboTa ¢ MAIMHHH
He nosnuasa criocoOHOCTTA 3a modupanHe K paboTa ¢ MalIMHH.

4.8 Hexenann AeKAPCTBERE PeakKnHH

(Muoro Yectn (=1/10), Yecrn (>1/100 ao <1/10), Heaectnn (21/1 000 a0 <1/100), Peaxn (=1/10 000 no
<1/1 000), Mroro peaxn (<1/10 000), ¢ ren3BecTHA J€cTOTA (OT HANAYHHTE JaHHH He MOXe 14 Onae
BAIIpaBeHA ONeHKA).

C HeH3BeCTHA YeCTOTA (0T HANTHYHHATE JaHHH He MoXKe 13 6b1e HanpaBena ONeHKA):
« NMucxoMopT B 061acTTa Ha enUracTpHyMa




«CToMAaLIHO-4PEBHY HapylueHus (0osika B CTOMAXa, rafeHe, NOBPbINAHE, HAPHA).

[Ipenopbana ce A2 C€ HAMAITN JO38Ta.

« CTOMAHO-4YpEeBHO KbpBeHe. I1penopryBa ce Ja ce MpeKpaT JeYEeHHMCTO.

* AllepIrHuHN KOXHH OOpHBH ¥ aHa(QHUNIAKTUIHH DEaKLMH KATO YPTHKAPUA, AaHIHOCACM,

ChpOeX, EpHTEMATO3HH KOXKHH OOpHUBH.

« JlekapCTBEHOKHAYMPaH JI0KANH3Upan OOpHB.

»CH00ImAaBaHK ca HAKONKO CJIy4as Ha JOKANU3NPAHR IMIMEHTHPAH €PHTEM.

*M3onupanu cayyau Ha OYNO3HU KOKHHU 3a00/1ABaHHA KaTO CHHAPOM Ha
Stevens-Johnson u Myt OpMeEHa epHTEMa.

Crobuiapane Ha NOAOIUPAHH HEXKENAHH PEAKIIHH

Cr0o6IaBaHeTo Ha MTOA03HPAHH HEXeJIaHH peakiHM CJICH pa3pelnasane 3a ynorpeda Ha

NEKApCTBEHUA NPOAYKT € BakHo. TOBa NMO3BOIABA 2 MTPOALIKHA HaOIMOAEHHETO Ha

CBHOTHOLICHHETO O/3a/PHCK 38 JIEKAPCTBEHMA MPOXYKT. OT MEAHIIMHCKHTE CTICHHANHCTH Ce

H3HCKBA Aa CHOONIABAT BCAKA MTOA03HPAHA HEXKEIAHA peaKldd Ha :

HamsnHuTEIHA areH1MA 110 JIEKapCTpara
areHUMs Mo JieKkapcTBaTa

yn. ,.,Jlamsan I'pyes” Ne 8

1303 Codun, brarapus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

4.9 Ilpeao3upaHe
Brnpeku ge paaxo ce crobliasa, MoXKe 1a ce NoABH Ipe03HpaHe.

[IpexoMepHHTE 03U MOraT Jia A0BEAaT A0 CTOMAIIHO-IPEBHH CMYIICHHA, KaTO rajcHe.
5, GOAPMAKOJOrHUHU CBOUCTBA

5.1 ®apmaxoaaHaMEiHM CBOHCTBA

dapmaxoTeparesTHuHa rpymna: MykonauTHK, ATC koa: ROSCBO3 (R: TUXATEJTHA
CHUCTEMA)

Kap6ouHcTenH € MyKONMMTHK OT THIIA MYKO30 MOAHGHLMpAIR areHT.

To# neiicrpa Ha renHara ¢pasa Ha MyKyca, BEpOATHO 4Upe3 pa3pylaBaHe Ha
FAMKOTIPOTEHHOBHTE AUCYA(DHAHA MOCTOBE H M0 TO3H HA9HH C€ YCHIIBA €KCMEKTOpalMaTa

5.2 PapMaxKOKHHETHYHH CBOHCTBA

Abcopbuns
KapboumcrenH ce abcopbupa 6bp30 cnes opanHo OPHIOKEHHS, IUIA3MEHHTE KOHLICHTPAIMH

NOCTHUTAT MUK clted 2 qaca.

buoTpaucopMalng

BHOHAMTMYHOCTTA € HHCKA, no-Manka oT 10% or Ha3HaueHaTa f03a. BepoarHo 4pes
MHTPATYMHHANEH META00MH3BEM 1 ,,3HaUMTENEH eeKT Ha MbPBHA Macax’ (Tpe3 YepHus apod).

EJHMHBHEHDpAHE

BpeMeTo Ha nogyeMMHAHUpaHe e 2 Jaca.
KapbouucTeuH 1 MeTabOIHTHTE My, OCHOBHO C€ EKCKpeTHpaT npes 6nOpeunre




5.3 IlpesxkianHr4HE ZanHH 3a GesomacHocT

IIpeaKnHHYYHUTE JAHHH Ca J0CTa OTPAHHMCHH.
HekOHBEHLIMOHANTHHTE NPOYYBAHHA CBBP3aHN ¢ PENMPOOYKTHBHA B HA pa3BHTHETO
TOKCHYHOCT [IPH [UTBX0BE, HE pa3KpHBaT ocobeH pUCK 3a Xopara.

6. GAPMAINEBTHYHH JAHHHU

6.] ChnechK H2 DOMOIIHHATE BEIIECTBA

I'nuanepon,

MeTHI napaxuapookcubenzoar (E218),
3aXapo3a,

nateHt Oy V (E131),

cbpHeeT xuiTo S (E110),

HaTpPHUEBA OCHOBA,

KapaMenos apoMar *,

MpEeYHCTEHA BOAA.

* KapaMeJIOBHAT apOMAT € ChCTaBEH OT:

NIeBYJIMHOBA KUCENHHA, P-aHUCAIACXU]I, BepaTpalacXu, METHIAHNCAT, CTHIAHHUCAT,
OemnunuuHaMar, 1,3-1UMeTOKCHOEH3¢H, ETIWIBAHWIHH, KAKA0B eKCTPAKT, BAHMIOB €KCTPAKT,
Macno OT rop4uuB bameM, 4-MeTOKCHAUETOPOH, METWILMKIONCHTECHO/IOH, 6-METHIKYMAapHH,
raMa OKTOJIAKTOH, IIMNEpoHan / XeNHOTPONMH, IPOIHICHITTHKON, TPHALICTHH, raMa-
BAICPONAKTOH, BAHUW/IMH, 3-XHAPOKCH-2-METHA-4-[UPOH.

6.2 HecnBMecTRMOCTH
Henpiwnoxumo

6.3 Cpox na rogHocrt
2 rOAHHH.
Cnen mspBOTO OTBapsiHe: 2 Mecela

6.4 CnenHajJHH YCJIOBHA HA ChXpaHeHHE

Ha ce cbXpaHaBa IpH TeMneparypa nog 25°C.

3a yC/IOBHATA HA CHXPAHEHHE ClIe MBPBOTO OTBApPAHE HA JIEKAPCTBEHMA IPOAYKT BHOKTE TOYKA
6.3.

6.5 Bua B chALPXKAHEE HA ONIAKOBKATA
be3susetrHa cTbkiacHa (Tun III) 6ytinka ot 125 ml. byrunkara e nocrapeHa B XapToHeHa BbHILIHA
OMAKOBKA C AO3Hpalna nojmMnponuienonsa amxa or 20 mi.

6.6 Cnieunaauu npeanaiHu MepKkH IpH R3XBbpARHe B paborTa
HsamMa cnenanHy H3HCKBaHUA

7. HNPHATEXATEJ HA PA3ZPEILHIEHHETO 3A YIIOTPEBA




LABORATOIRE INNOTECH INTERNATIONAL
22 avenue Aristide Briand
94110 ARCUEIL

D paHLHa

8. HOMEP(A) HA PASPELIEHHETO 3A YIIOTPEBA
Per. Ne 200109158

9. JATA HA ITBPBO PASPELHIABAHEMIOAHOBSABAHE HA PAJPEIHIEHHETO
3A YIIOTPEBA

Jara Ha mepBo paspemagane: 29.08.2001

JNara Ha nocnegao nogHoeaBaHe: 28.12.2006

10. JATA HA AKTYAJIHU3IHPAHE HA TEKCTA




