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Zvold 10

1. HME HA JIEKAPCTBEHMUS ITPOAYKT

OOPTPAHC npax 3a nepopaljieH pa3TBOp B calle
FORTRANS powder for oral solution in sachet

2. KAYECTBEH 4 KOJIMYECTBEH CbCTAB

Makporon 4000*(macrogol 4 000) 64,000 g
Hatpues cyndar, 6e3soaeH (sodium sulphate, anhydrous) 5,700 g
Hatpues xunporenkapbonar (sodium hydrogen carbonate) 1,680 g
Harpues xnopug (sodium chloride) 1,460 g
Kanues xynopun (potassium chloride) 0,750 g

3a eqHo came ot 73,690 g.

¥P E.G. 4000 = nonuerunenraukon 4000

[ToMOILHM BELECTBA C M3BECTHO AEHCTBHE: BCAKO calle cbabpxka 2,980 g HaTpHH.
3a MbJIHUA CMMCHK Ha MOMOLHUTE BELECTBA BHXKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopaJieH pa3TBOp
Bsn wnu noutw O6sn npax.

4. KJAHUYHA JAHHHA

4.1 TepaneBTHYHH NOKA3AHHS

3a npomMuBKa Ha 1e€6€1I0TO YE€pPBO MPH MOArOTOBKA Ha MALHEHTHTE NMPEH:

- €HIIOCKOINCKH WIH PEHTr€HOBH H3CJIeIBAHHA
- ornepauus Ha 1e0€eJI0TO YEepBO.

G®OPTPAHC e noka3aH caMO NpH Bb3PaCTHH.

4.2 Jlo3HpOBKA H HAYHH HA NPHJIO0XKEHHE
3A YIIOTPEBA CAMO ITPU BB3PACTHHU ITALITMEHTH!

[lepopanHo npHIOKEHHE.

Jlo3upoBKa:

n03a ot 3-4 nurpa.

Ha4ynH HA NPHJIOKEHHE { (x5 ) D
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- B pasnenend DO3H: WIH 2 IMTpa, MPHETH BeyepTa npeay npoueaypara u 1 xo 2 nurpa Ha CyTpUHTa
Ha MPOLEYPaTa, KaTo NOCNeAHaTa Yalua ce npueMa 3 10 4 yaca npeAH MpoUeaypara, Uil 3 JIMTPa,
MPHETH BevepTa Npeax npoueaypara v 1 AMTbp HA CYTPHHTA HA MpoLeAypara, KaTo NoC/IeHaTa yawa
ce NpHeMa Hali-KbCHO 3 10 4 yaca npeaH npouexypara.

- B eqnokparHa f03a: 3 o 4 nurpa Beuep Npeau NpoueaypaTa, eBeHTYaIHO ¢ MOYHBKA OT €IMH 4ac
cjiel MLPBUTE 2 TUTPA.

[TpenopbuHTEIHATA CKOPOCT HA MOrTbINaHe € ot 1 1o 1,5 nurpa Ha 4ac (T.e. 250 ml Ha Beeku 10 10
15 MHHYTH).

JiexapaT Moxe Aa KOpUIHpa NMpenopbhbYHTENHATa YECTOTa CNOPE KIHHHYHOTO CHCTOAHHE HA
MALMEHTa H NOTEHUHAIHHKTE CBITETCTBALUH 3a00/IABAHHA

Hayuenmu c 6v6peuno yspesicoane
HsMa NOCTATBYHO AaHHH 32 Ta3H NoMmynaumMs (BHXKTE TO4YKa 4.4)

ITeouampuvna nonyrayus
BesonachHocrra U edexrusHocTTa Ha QOPTPAHC npu neua noa 18 roaAMHH He Ca yCTAHOBEHH.

43 JlporHBONOKA3IAHHS

GOPTPAHC e nporBonoKa3eH pH NaUHMEHTH CbC CNICAHATE CHMITTOMH:

- CBpBXYYBCTBHTEIHOCT KbM aKTHBHOTO BELLECTBO WIH KbM HAKOE OT NMOMOIIHHTE BEILIECTBA,
n30poeHH B Touka 6.1;

- Texxka cepac4yHa HEAOCTATHYHOCT,

- Texko yBpeaeHo 001110 3ApaBe, KaTo ASXHApaTallud,

- HanpeaHan XapuHHOM WIH ApyranaToJiorus Ha nebenoro ueppo, NpHYHHABAILO IO NPEKOMEPHa

pPaHUMOCT Ha JIUTaBHLATA;
- Teskka ocTpa (ha3za Ha BH3NAICHHE Ha CTOMAIHO-YPEBHHA TPAKT, BK/IIOUMTENHO OonecTTa Ha

KpoOH H ynLepo3eH KOJIHT,

- CroMaluHo-upeBHa nepgopaLms Win PHCK OT NepdopaLius;

- [MaunMeHTH, NPKH KOUTO € Bh3MOXKHA MOABATA WIH BEYE€ HMAT HIEYC ;

- [TaLMeHTH, IPH KOHTO € BE3MOKHA NI0ABaTa Ha MM BeYe HMAT CTOMALIHO-YpeBHa 00CTPyKIIMA
HWIH CTEHO3a;

- HapyiieHna B H3npa3BaHETO Ha ¢TOMAaxa (T.e. racTpornapesa, CTOMalIeH 3aCTOM);

- TokcHueH KOJIUT WIH TOKCHYEH MEraKoJIOH;

- Ieua ¢ 1oHomH o 18 roayiuHa BE3pacT NpH OTCHCTBHETO HA KIIMHHYHH AHHH.

4.4 CnenHAJNHH NpelynpexIeHUs H NPEANAa3HH MEPKH BpH ynorpebda

To3u npoAYKT TpAGBA Aa Ce Npuiara NPH NALHEHTH B CTap4YecKa BE3PACT B KPEXKO 0OIIO CHCTOSHHE
CaMo NOJ JIEKAPCKO HaOIIONeHHE,

Tuapusta, npeaussnkada or npuemaneTo Ha QOPTPAHC e BE3MOKHO 3HAYUTENHO Ja HApYIIH
pe3opGLIHATA HA APYTH JIEKAPCTBA, KOMTO C€ NPHEMAT eJHOBPEMEHHO (BIKTE TOUKa 4.5).

ToBa JeKapcTBO ChaAbpka Makporon (nonuerunedrnukon win PEG). Ilpu ynorpebara Ha npemnapars,
CHABPKAUM MAKPOTOJI, ca JOKNaABaHH aJlepruyHM peakuuy (OOpHB, yPTHKADHS, AHTHOECAEM) H
aHa(QUITAKTHYEH LLIOK.

He ce ouaxBaT eNEeKTPOJIMTHHA HApYLUeHH IPH MPHEMa Ha TO3H NPOAYKT, MOPaJH HETOBUAT
H30TOHHYEH CHCTAB, BCE MAaK ca OHIH NOKIaABaHH BOAHO-C/IEKTPOJIMTHH HAPYLUCHHA N0 H3KITIOYCHHE,
[p¥ PUCKOBH NMalMeHTH. [TalMEHTH C €IEKTPONHTHH AHOMaNHH, TPAOBa MbPBO OBaaT KOPHIHPaHH,
Ipe/iu IIpHeMa Ha MPOAYKTA 33 MPOMHBaHe Ha yepBara. H3nonspakTe npoayKTa C Il 9Bt ' - SN
BHMMaHHE MPH TALHEHTH CbC CHITHTCTBAIH NPOOeMy WIH, KOHTO H3MO/I3BAT EIHOEDEME |
JIEXAPCTBA, YBEHUABALIK PUCKA OT BOAHO- €/IEKTPONIUTHH HapYLICHHS (BKIIOYHX 2t
XUTIOHATPHEMHSA H XHIOKAIHEMHS ), Thi KATO € BE3MOXHO YBEJIMUaBaHE HAa PHCKAOT NOTEHIMATHH | o |
yCIOXKHEHHS (KATO NPH NMAUMEHTH ¢ HapylieHa 6b6peuna yHKiyA, ChpAeyHa ,uﬂqfaﬁiiumrmu =
3
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[TpoayxTsT TpaGBa ha ce MpHeMa BHHMATENHO U CaMo MOJ JIeKapcko HAOMOAeHHE NPH NALHEHTH ¢
TEHACHIHA KbM aCMHUPALHA, JeXAIIH NAUHCHTH, NMALMEHTH C HEBPONOTHYHA CHMITTOMATHKA HIH
ABUTaTETHH HAPYILLEHHSA, IOPAAH PHUCK OT acIHpaLMOHHA MHEBMORNA. [IpH Te3u malueHTH IPOAYKTHT
Tpa6Ba Jia ce mpuiara 8 cCeHANO NMOMIOXKEHHE HIIH Ype3 Ha30-racTpaiHa COHA.

ITpH naugeHTH CBC ChpaeyHa WK 656peyHa HEAOCTATEIHOCT HMA PHCK OT OCTHp OenoapobeH oTokK,
Nopajiy NMpeToBapBaHe C BOAA.

Tosa nekapcTBO ChAbpka Hatphii. Tosa nexapcTBo cpaAbLpXka 2,890 g HaTpHiA Ha cawe. [la ce uMa
peABH/ NPH MALMEHTH ChC CTPOra AHETa ¢ HHCKO ChABPXKaHHE Ha COJT.

ITeduampuuna nonyaayus. :
Bezonacuoctra M edpextBHOcTTa Ha QOPTPAHC npH aeua noa 18 roqHHA He Ca YCTAHOBEHH.

HcxemuveH KoOJIUT
C10011IeHH ca NOCTMAPKETHHIOBH CITy4aH, BKIIOUYHTENHO CEPHO3HH, Ha HCXEMHYCH KOJIKT MpH

NMALMEHTH, JIEKYBaHH ¢ MAKpOroJi 3a MPOMHKBaHe Ha yepBaTta. Makporon TpsOBa ia ce H3Io3sa ¢
[IOBHINECHO BHUMAaHUE NMPH MAIHEHTH ¢ U3BECTHH PUCKOBH (PAKTOPH 34 HCXEMHUYEH KOJIMT HWIH B
CiTydaii Ha eHOBPEMEHHA YIIoTpe6a ChC CTUMYIHPAIIH JIaKCaTHBH (KATO OHM3aKONH HIH HATPHEB
nuxocyndar). CbCTOAHHETO Ha NALMEHTH, KOUTO MPOABAT BHE3aNHa KOpeMHa OOJIKa, PEKTATHO
KBPBEHE HIM JPYTH CUMITTOMH Ha MCXeMHYEH KOJIHT, Tp26Ba 1a 66AaT He3abaBHO NMpeoLIEHEHO.

4.5 BiaamoaeilicTBHE ¢ APYrH JIEKAPCTBEHH NPOAYKTH H ApYrE GopMH HA B3aHMOACHCTBHE

HMa BeposSTHOCT JHapuATa, npeauseukana ot npuema Ha GOPTPAHC, na aoBeae A0 3HAUHTEINHO
HapylaBaHe Ha abcopOlMsaTa Ha eJHOBPEMEHHO NIPHEMAHH JIeKapcTBa. BbaMokHO e abcopbumaTa Ha
IpYTH JeKapCTBEHH MPOAYKTH Aa Gbjie BpeMEHHO HamasleHa o Bpeme Ha ynotpebara ¢ @OPTPAHC,
0co0EHO TeKAPCTBEHH NMPOAYKTH € TECEH TEpareBTHYEH HHIACKC WIH KPaThK MOTYKUBOT KATO
JOUTOKCKHH, aHTHENHIIEIITHLIM, KYMapHHK W UMYHOCYINIPECHBHH CPEACTBA, KOETO BOJH A0 HAMAJICHa
e¢hHUKaACHOCT.

4.6 PepTHAHTET, OpeMEeHHOCT H KLPMeHe

bpemeHHOCT:

Hsma win ca HaW4HY orpaHHyeHH JaHHH 3a ynorpebara Ha QOPTPAHC npu 6peMeHHH XKeHH.
[TpoyuBaHuATA MPH XHBOTHH C& HEAOCTATEYHH IO OTHOLICHHE HAa pENPOAYKTHBHATA TOKCHYHOCT.
G®OPTPAHC Tpabera aa ce H3n013Ba CaMo, KO MOJI3aTa NMPEeBHIIABa PHCKA.

Knpmene:

Hama Wiy ca HUIMYHHY OrpaHH4YeHH JaHHH 3a ynorpebata Ha POPTPAHC no Bpeme Ha xbpMeHe. He e
u3BecTHO HayH maxporon 4000 ce ekckpeTHpa B KbpMaTa. PHCK 32 HOBOpPOAEHW/ KbPMAYETa HE €
mwonoued. QOPTPAHC TpabBa aa ce u3non3ea caMo, ako Io/3aTa NpepuilaBa pucka.

QepTIIHTET
HsMa HaJIMUHH JAHHH OTHOCHO edexTuTe BHpXY peprinureTa npu ynorpebara Ha POPTPAHC,

4,7 EdexTn Bbpxy cnocobrocrTa 32 mopupane n padora ¢ MANIHHA

He ca npoBeXAaHH NpOyuBaHHA 3a ebeKTHTe BEPXY CIIOCOOHOCTTA 3a WwodHpaHe U / wiH paboTa ¢
MALIHHH.

4.8 HexelaHH 1eKapCTBEHHA PEAKIHA

IuapusTa ¢ ouaksaH e(exT B cneacTeHe Ha ynorpebara na POPTPAHC.

B TabnHuaTa no-A0My ca U3GpoeHH HeKENAHHTE IEKAPCTBEHH PEAKLIMK OT KIHHATHATE NPOYURAHHA
OT MOCTMAPKETHHIOBH H3TOUHWLM. HecToTHTE ca ONnpeaeNeHH, ChriiacHoO cne,uﬂam\xﬁuneﬂmm ‘gf*

‘*\ hlf ‘csﬁ‘

RJ ‘Wb

l"!-...



Mmnoro uectu (> 1/10), Yectn (= 1/100 ao < 1/10), Hewectu (> 1/1000 mo < 1/100) , Peaxu (>
1/10 000 to < 1/1000), Muoro peaxu (< 1/10 000), C nenssecTHa YecTOTa (OT HAIHYHHTE JAHHH He
MOace 1a Ob/le HampaBeHa OLICHKA).

CHCTEeMHO-OpPraHaH

YecroTa Hexenanu peaknad
KJIACOBE
CTOMAIIHO-4PEBHH MHoro uectu | ['aneHe 1
HapyIlIeHHA boskH B kOopeMa

[TogyBaHe Ha Kopema
| HectH [lopprbiaHe

HapymeHus Ha C CBpBXYYBCTBHTENHOCT (KaTO
HMYHHATa CHCTEMA HEW3BECTHA | aHAQHMIAKTHYCH LLUOK, AaHIHOEIEM,

4eCTOTA YPTHKapHs, 0OpHB, IPYPUTYC)

Cpo0laBaHe Ha NOAO3UPAHH HEXXENAHH peaKlHMU
Cpo6InaBaHeTo Ha NOAO3MPAHH HEXENaHH Peakiluy clie] paspelllaBane 3a ynorpeda Ha ieKapCTBeHHS

NpOAyKT € BaxkHo. ToBa nozsonsea Aa NPOALIDKH HA0MIOAEHHETO Ha CHOTHOWICHHETO OJ13a/pHCK 32
NeKapCTBEHHA MPOAYKT. OT MEAMLIMHCKUTE CMIELHANKCTH Ce H3KCKBA /1a ChOOLIABAT BCAKA
NnoAOc3HpaHa HEXKeIaHa peakuns Jpes:

ManpiaHUTEIHE areHUHd o JIeKapcTBaTa
yi. ,,JamaH I'pyes™ Ne 8
1303 Codusa

Ten.: +35 928903417
yeGcaiiT: www.bda.bg

4.9 IIpeposnpane

He chiiecTByBa 3HauMTeneH onuT npH npenozupaHe ¢ ®OPTPAHC, Ho Ouxa MornH fAa ce 0uaKsaT
rafieHe, MOBPBILAHE, AMAPHA H BOAHO-EIEKTPONHTHH HapylleHnd. KoHcepBaTHBHHTE MEPKH ou
TpaOBaJIO Aa ca AOCTATHYHH; TPAOBa /1a Ce Ha3Ha4M TepanHs 3a MNepopanHa peXuapaTauHs. B peaxure
CITy4aH Ha NMpeo3UpaHe, IpeIH3BHKBAIL0 CEPHO3HH MeTa0OJIMTHH HapylueHus, TpAOBa fa ce
M3MON3Ba UHTPABEHO3HA peXHApaTaLHA.

5. ®APMAKOJOI'TYHHM CBOUCTBA
5.1 d@apmaxoagHHAMHAYHH CBOHCTBA

OCMOTHHYEH JJAKCATHB ATC A06ADG6S
(A: XpaHOCMWIATE/IHA CHCTeMa H METAbOTHIBM).

Makporonutre ¢ BHCOKO MoJieKysiHo Ternio (4000) ca ABIrH JIMHEHHH MOIMMEPH, BBPXY KOUTO
BOJIHMTE MOJIEKYJTH C€ 3aTbPKaT Ype3 BONOPOAHH Bph3kH. Clie] NepopanHo NPHIOXKEHHE T¢
yBenuuaBat obema Ha upeBHHTE TeYHOCTH. OOEMBT Ha HeabcopbupaHaTa YpeBHA TEYHOCT €
OTTOBOPEH 32 JIAKCATUBHHUTE CBOHCTBA HAa pa3TBOpA.

5.2 @apMaKOKHHETHIHHM CBOHCTBA

ChObpKaHKETO Ha €JIEKTPOJIHTH B IPHTOTBEHHS Pa3TBOP € TAKOBA, Y€ E/ICKTPO/IHTH SN
yepBa/IUIa3Ma MOXe Jia Ce MpUEME 3a HyJICB.

DapMaKOKHHETHYHHUTE JaHHH NOTBBPXKAABAT OTCHCTBHETO HA XpaHOCMHIATE/IH
6nokonsepcHs Ha Makporoi 4000 ciien nepopaTHO NOMTHILAHE.

53 Ilpeax1HEHYHH AaHHH 32 Oe3onacHOCT




[MpeaxmniuHHTE AaHHHM 38 Ge30nacHOCT, 6a3upaHH HA KOHBEHLIMOHAIIHK NMPOYYBAaHHA C MaKpOrol
4000, noka3Bart,4ye HAMA 0cO0EH PHCK 3a XOpa OT OCTpa H TOBTapiilla ¢ 1032 TOKCHYHOCT H
reHOTOKCHYHOCT. He ca npoBexxaaHH Npoy4YBaHHA 32 KaHIIEpOreHHOCT, MOpaJH KpaTKaTa

MPOAB/DKHUTETHOCT HA H3NOJNI3BaHe Ha MPOXYKTA.

6. ©®APMANEBTHYHM JAHHHM

6.1 CnoHcbK HA NOMOIMHHKTE BEMECTBA
3axapHH HATpHH

6.2 HechbBMECTHMOCTH

Hsama mocoueHn

6.3 Cpox Ha rozHOCT

3 rogvHH

6.4 ChneuuajuH YCI0BHA HA CHLXPAHCHHE

Hama cneupanHiyA ycnoBus Ha CbXpaHeHHe.
6.5 Baa B CRALPXKAHAE HA ONAKOBKATA

73,69 g B calera (6512 XapTHEHa ONAKOBKa, AyMHHHH, nonneTHineH). Onakoska 1o 4 6pos
caluera.

6.6 CoenHaIHH NpeANA3HH MEPKH NPH H3XBLPJAHE H paoTa

HeH3non3paHHAT JIEKapcTBEH MPOAYKT HIH OTNAXBYHHTE MATEPHANIH OT HETo TpAOBA 1a ce U3XBBPIIAT
B CHOTBETCTBHE C MECTHHTE M3HCKBAHMA.

7. IPHTEXATEJ HA PA3PEILIEHHETO 3A YIIOTPEBA

MAYOLY PHARMA FRANCE
3 Place Renault

92500 Rueil-Malmaison
OPAHINA

8. HOMEP(A) HA PASPEIIEHNETO 3A YIIOTPEBA

Per, Ne: 20011270

9. JIATA HA ITHPBO PASPENIABAHE/MIOAHOBSIBAHE HA PASPEINIEHWETO 3A
YIIOTPEBA

IaTa Ha mepBO paspewaBane: 27.12.2001
Tata Ha nocaeqHo nogHosseaxe: 13.03.2017

10. IATA HA AKTYAJIM3HPAHE HA TEKCTA: 08/2025




