JlucroBka: mHpopmauns 3a naumenra
®OPTPAHC npax 3a nepopaiien pasrsop Ao o (A /\L\)
FORTRANS powder for oral solution "‘}o 39% 2 9 -00- 2075

[IpoueTeTe BHHMATE/HO USJIATA JIHCTOBKA, NPeEJIH 1A 3aN0YHeTe A2 H3NOI3BATE TOBA
JEKAPCTBO, Thil KATO TH ChAbpP/AKa BakHa 32 Bac nudopmanus.

- 3anaseTe Ta3u JIMCTOBKA. Moske /1a ce HAlIOJKH J1a S IPpoUeTeTe OTHORO.

- AKO UMaTe HAKAKBH JIOMbJIHUTENHN BbIIPOCH, Nnonurtaite Bawus nekap uau
(apmauesT.

- loBa nekaperBo e npeanucano nanuno Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa.
To MOXke 1a UM HaBpeaAH. HE3aBUCHMO Y€ MPU3HALIMTE HA TAXHOTO 3a00/I9BaHE Ca ChLIUTE
kato Bawmure.

- AKO MOJTy4UHTE HAKAKBH HEIKEaHH JIEKapCTBEHHU peakluu, yBeomeTe Baius nekap
uau papmauesT. ToBa BK/IIOUBA U BCHUKH Bb3MOKHH HEKENAHW PEAKLIMH, HEONHCAHH B Ta3H
JTUCTOBKA. BHKTe TOUKA 4.

KakBo ¢cbABbpAka TA3H JIHCTOBKA:

KakBo npeacrasaasa @OPTPAHC u 3a kakBO ce u3no3ea
KakBo TpsiOBa na 3Haete, npe/u jaa usnoaszsare DOPTPAHC
Kak na npuemate ®GOPTPAHC

Bb3MOKHH HeKeNnaHu peakLuH

Kak na cexpansasare ®OPTPAHC
Cbabp/kaHHe Ha OMAaKOBKaTa M A0MbAHUTEIHA MHOpMALIUS

S WA g SR B

1. KakBo npeacraBassa ®OPTPAHC u 3a kakBo ce H3m0./13Ba

®OPTPAHC npax 3a nepopaJjien pa3TBop € OCMOTHYHO CIA0UTEHO CPEICTBO, ChAbPIKALLO
BHCOKOMOJIEKY IEH Makporoa (noaueruieHriaukon wiam [ED). ®OPTPAHC ce u3znonsea npu Bb3pacThu 3a
MPOMHUBKA Ha YepBaTa MpH nOAroTOBKa Ha NaLMEHTUTE TIPEH:

- €HJIOCKOICKH WJIK PEHTTE€HOBH U3CJIEIBAHMS;
- onepauus Ha 1e0es10To YepBRo.

DOPTPAHC nefictBa kato yBennuaBa obema Ha TEHHOCTHTE B 4epBATA, KOETO MPeIH3BHKBA YeCTa
Ae(peKaums - ¢ TEYHO ChAbPIKAHHE M MOCIIEABALILO NPOYUCTBAHE HA YepBaTa.

2. KakBo TpsbBa na 3uaerte, npean aa uinoazsare ®POPTPAHC

He npuemaiite ®OPTPAHC:

- aKo cTe aneprudHn Kem Makporosn 4000 wiaum Hatpues cyadar, 6e3B0eH, HIH HATPHER
XHAPOreHKapOOHAT, WM HATPUEB XJIOPH/L, WIH KAJTHEB XJIOPH/. MM KbM HAKOS OT OCTAHAIMTE CbCTABKH

Ha TOBa JIeKapCcTBO (M30pOeHH B TOUKA 6);
- aKO MMaTe TEIKKO yBPEIE€HO 00O ChCTOAHHUE, T.€ AKO CTE CHIIHO 00€3BOAHEHHM U UMATE TEKKA
CbpAeYHA HEOCTATbYHOCT.

AKO UMATE HAKOM OT CJIEJIHUTE CTOMALUHH MJIH YPEBHH NPOOIEMHU:

=

TOKCHYEH KOJIUT HJIH TOKCHUYEH MEraKoJIOH; AR N0
Harpe/JHaa KapuUHHOM WITH ApYTo CepHO3HO 3a0onsBaHe Ha 1e0e10To YepBo. mﬁrb!ﬂcrﬁpéﬁmp‘ pHa
4YBCTBUTEJIHOCT Ha JIMraBULIATA; X/ VB O :

OCTpH (ha3H Ha Bb3NAJE€HHE HA YepBaTa, BKIOYMTENHO Oonectta Ha KpoH
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* nepdopalug Ha YPEBHATA IUraBULUA;
® polJeM ¢ U3NPa3BAHETO HA CTOMANA (KaTo racTponapesa. cToMalleH 3acToi);
® 1€eua d KHOWW Noa |8 roaMuiHa Bu3pacT.

Ilpeaynpexnenusa u NpeaANa3HH MepPKH

AKo ce dyscTBaTe ciad, Bawusat nekap moxe 1a pewn aa npuemete ®OPTPAHC non nekapeko
Ha00dEHHE.

[1pu maLMeHTH B HanpeaHana BL3PacT B KPeXko o0LI0 ChCTOAHHE TO3H APOOYKT TPAORa Aa ce npuaara ¢camo
noJ jieKapcko HabnroaeHHe.

ToBa 1ekapcTBO ChAbPAKA MAKPOro. AJIEPrUYHH PeakLtHt (BKIIOYHTENHO KOkeH 0BpHB, YPTHKapUs U TEXKKH
aNePruyiH1 peakUnH ¢ BHE3aMHO MOAYBAHE Ha JIMUETO, YCTHUTE, €3UKA, XPHTIOBE MIIH 3a1yX) ca ChoOLIABaHH
npu ynotpebaTa Ha NpOAYKTH, CbAbPXKALLHK MAKPOTOJ.

Huapusara, npeanssrxana ot npunoxkeruero Ha POPTPAHC, e 8b3M03kHO Aa noBeae 10 3HAYMTENHO
HapyulaBaHe Ha abcopOLUMATa Ha €1HOBPEMEHHO NpUIaraHy fekapetea. (Mons, BHkTe pazzen
.B3anMonelcTBHe ¢ APYrH IeKApPCTBEHHU NPOAYKTH™).

AKO CTe M3TOKEHH Ha PUCK OT NPOMEHH B HUBATA Ha COMUTE B OpraHniMa (eNeKTpoNHTeH aucBananc), KaTo
NAUHEHTH C PATBMHK U POBOAHH ChPACUYHHU HapylieHKs, BalumaT nekap Moxke Aa pewu aa HaGnoaasa
HWBATA Ha €JIEKTPONUTHUTE B KpbBTa BY npeau u cnen npoueaypara.

KoHcynTupaiite ce ¢ Bawna nexap wnu papmauest npeau aa npuemate GOPTPAHC:

- aKO UMaTe MPOOJIEMH CbC CHPLETO ( BKAKUHTERHO CHPACYHA HEAOCTATHYHOCT):
- aKo uMare npodnemu ¢ 6bOpeumTe;

- aKo uMare npo0JeM Npy MperTbLIAHE HIH PHCK OT aCNUPALHS (WHXANALIMA HA XPaHa WM TEUHOCTH B
apobogere);

- aKo ¢Te Ha DOMHHYHO neyeHHe (nexallo 60NHM);

- aKO MpHEMATE AHYPETHLM (JIEKAPCTBA, MOBHLLIABALUM NPOAYKIMUATA HA YPHHA);

- aKO YCETUTE BHE3anHa KopemMHa 60/1ka MM PeKTaTHO KbpBeHe, korato npuemare ®OPTPAHC 3a
NPOMHUBKA Ha 4€pBATA, CBbpXKETE ce ¢ Bawna nekap wiu norbpeete He3abaBHO NeKapCeKH ChbBET.

ela ¥ JOHOUIH
DOPTPAHC ue e nokasaH 3a ynorpe6a npu nauMeHTH noa 18 roauuu. Herosata 6e3onacHocT #

€(PUKACHOCT BCE OLIE HE CA YCTAHOBEHH NIPH Ta3H MONYNALMS.

ToBa nekapcTBO CbAbpKA HATPHIA.
Tosa nekapctso cbhabpxa 2,890 g HaTpuii Ha cawe. [a ce MMa NpeaBUA NPH NALKEHTH Ha CTpOra gueTa ¢
HUCKO ChAbPKAHUE HA CON.

Apyrn nekaperea 1 POPTPAHC

HHdopmupaiite Bawns nexkap nnu dbapmauest, ako npuemare, HACKOPO CTE NMPHEMANH KM € Bb3MOKHO 14
MpHEMETE APYrH NeKapCTsa.

B13MoXHO € abcopbumsaTa Ha Apyry NekapcTBEHH NPOAYKTH A 6bae BpeMEHHO HaMalteHa 0 BpeMe Ha
ynorpebata ¢ ®OPTPAHC, ocoGeHo nekapcTBeHH NPOAYKTH ¢ TECEH TepaneBTHUEH

HamancHa e()MKacHOCT.

POPTPAHC ¢ xpaHa, HANHTKH H AJIK0X0J
He ce npenopbuBa npueM Ha XpaHa ¥ HANKMTKH.



bpemenHoCT, KbpMmeHe H depTHIAUTET
AKO CTe OpeMEHHA WITH KbDMHTE, CMATATE. Ye MOXKeE /1 CTe OpeMEHHa MM MaHUpaTe GpeMeHHOCT.

nocbeeTBalTe ce ¢ Bawws nekap vnu dapmauest npeau ynorpeGara Ha ToBa 1€KAPCTBO.

Ulogupane n padora ¢ MaminHu
Hama Bauanue BbpXy cnocoGHOCTTA 3a wiodupane u paGota ¢ MallMHH.

QOPTPAHC c¢babpka 3axapHH HaTpmii

3. Kak ga npremare ®OPTPAHC

BuHaru usnonssaiite ToBa nekapcTRO TOWHO KakTo Bu e kazan Bawuar nekap unu dbapmauesT. AKO He cTe
CUTYPHH B HEWIO, NONHUTaiTe Bawuna nekap wau dpapmadesr.

QOPTPAHC e 3a nepopanto npunokeHne H ynotpeba npH Bb3pacTHH M NALMEHTH B CTapUecka Bb3PacT.
[penopbuurentara no3a e eAnH NUTHP OT pasTeopa 3a |5 10 20 kg TenecHo Terno, KOETo OTroBaps Ha

CpeAHa n03a o1 3 10 4 IMTpa OT NPUTOTBEHUS Pa3TBOP.

Besiko cawe Tpabea na ce pastsopu B | nuTbp Boga. Pasknawaiite, 1okaTo npaxa ce pa3TBOPH HallbiHO.
Crnen kato npaxwbT ce pa3TBOpH, pa3TBOPLT TpAGBA Aa ce npueme HezaGasHo. Beeky | NUTBLp pasTeBop Tpsdea
Ja ce npueMa B Npoab/DKeHHe Ha | yac.

POPTPAHC moxe na ce npuema kato eIHOKpaTHa 103a (3- 4 nuTpa BeuepTa npeau npoueaypara) win Karo
pasnenHa nosa (2 nHTpa BeuepTa npeau Npoueaypara v 1- 2 1uTpa Ha CyTPMHTA Ha MpOUELYpaTa WK 3
NIHTpa NPHETH BEUEPTa Npeay npoueaypara v | nMTLp Ha CYyTpHHTa Ha npoueaypara). Heobxoaumo e na
NPUKIIOUHTE NOCACAHUA NpHEM NMoHe 3 10 4 vyaca npeau npoueaypara.

Cnopen npeanucanuero na Bawus nexap Tpaba aa usnueare no eauna vata or 250 ml pa3teop Ha Beeku 10
10 15 MUHYTH.

Tpabsa na npuknOYKTE ¢ MpHEMaHETO HA Pa3TBOPA NOHE 3 UK 4 yaca npeau HAYAIOTO Ha npoueaypara.

AKO cTe npHeaH MoBeUe 0T HeobxoauMarTa 1032 POPTPAHC
AKO MUCIIHTE, ue cTe npuenu Tespae MHoro ®OPTPAHC, kaxerte na Bawus nekap u u3nmiite 10cTaThuHO
BOJA WK YHCTH TEYHOCTH, 3a /1a CripeTe JeXHApATALIMATA,

4. BbIMOKHH HEXKEIAHH PeaKUH N

Cnex npuema Ha JIeKapCTBOTO L€ MMATE YECTH CBOOOAHM ABHKEHHMS Ha uyepBsaTa. ToBa € HOPMATHO H
noka3ea, 4¢ JICKApCTBOTO AeHCTBa. T'padBa na cte 6;1M30 10 ToaneTHa, A0KATO ebeKTHT Ha JIEKAPCTBOTO

OTMHUHE.
KakTo BCHUKH JCKAPCTBa, TOBA NEKAPCTBO MOXKE Ja NpcAH3BUKA HEXElaHH DECAKLIMH, BLITPCKH Y€ HE BCEKH

r'd NOJy4apa.

Cunpere npuema na ®OPTPAHC u ce o6anere na Bawus gexap He3a6aBHO, K0 3afe/1exnTe HRKOH OT
CJEIHHTE PeaKlHHU:

. AJlepruvHa peakuns — NpH3HALMTE MOXKE Aa BKITIOUBAT KOXeEH 0OPHB, MOAYBaHE Ha KOXATA CbC
CbpOex (KonpHBHA Tpecka, 0OpHB) UM CbpOexX.
. CepHoO3HM aNlEpPrutHK PeakLMH, KOUTO MOTAT Ja NPHYHHAT MOAYBaHe Ha N

(AHrMOeAEM). HITH 3aTPYIHEHUS NPU AWLIAHE W/ 3aMasgHOCT (aHadunakcus).

APYru Hexke/IaHK peakniH BKAKOYBAT:
Muoro yecrn (Moxe aa 3acersat nosede ot 1 or 10 mamnenTa)

o [aneHe




e [loaysaHe Ha cTomaxa uau Honka

HecTu (Moxe aa 3acernar 10 1 ot 10 nanuenTa)
¢ [lloeptuluade

C HeH3BeCTHA HecTOTA (OT HAJHYHHTE JAHHH He MOXKe 1a Obae HANPABEHA OLIEHKA)
® Py AICPrHYHH PEAKLHU: KOKHH OOPUBH,

CrofmasaHe Ha HeXeTAHH peaKUHH

AKO NOJTy4HTEe HAKAKBH HeXeaHH EKApCTBEHM PeakLUMH, yBeaomeTe Bauus nekap nnn dapmauest. Tosa
BKJIKO4BA BCHYKH Bb3MOXXHH HEOMUCAHH 8 TA3H JIMCTOBKA HEXEAaHH peakumu. MoxeTe Chio 1a chobLuTe
HEXKEMAHH PeaKUMH AHPEKTHO UYpes:

H3nbnruTenHa areHuus no ekapcereara

ya. Jamsau I'pyes™ Ne 8

1303 Codus

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

KaTo chobuiasare HexenaHu peakUMn, MOXKETE Aa A31€TE CBOA MPUHOC 3a MO/YYABAHE HA NMOBEYE
HH(OpMaLHA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cxxpanasate ®POPTPAHC

Ha ce cbxpaHaBa Ha MACTO, HEAOCTBLITHO 34 Jeua.

Tosa nekapcTBO He M3MCKBA CriELIMATHH YCIOBUA Ha chXpaHeHnue. He winonapaiite Tora NIEKapCTBO
CJIeA CpOKa Ha rOAHOCT 0TOeAs3aH BbpXy KapTOHeHaTa onakoska chen .Jloged 10™. CpokbT Ha
FOAHOCT OTTOBAPS HA NOCNECAHHUA A€H OT NOCOYEHHUA MECEL.

He u3noaspaitte ToBa tekapcTBo, ako 3abefexHuTe BHAMMHK GENe3H Ha HApYLWIABAHE HA LETOCTTA Ha
CalleTo.

[peaun aa nixebpaute ®OPTPAHC paibbpkaiite BbB BOAa CHABPKAHHETO HA CALIETATA H IO M3NEHTE B
KaHanu3auHATa.

He u3xsbpasiiTe nekapcTsaTa B KaHANW3AUMATA WIH B KOHTEHHepa 3a OMALIHHK oTnaabuu. [lonuTaiite
Bairisa papmanesT kak aa M3XbpRsTE JIEKAPCTBATA, KOUTO BeUe He U3rlon3BaTte. Tesun MEPKH LLIE CNOMOrHAT
32 ONa3BaHE HAa OKONHATA ¢peaa.

0. CbaAbpikaHHe HA ONAKOBKATA H JONbJAHHTEIHA HHPOPMALIHS

KakBo cuabpxka POPTPAHC

- AKTHBHHTE BellecTa ca: makporon 4000* , Hatpues cyndar, Ge3BoneH, HaTpHER
XUAPOreHKapObOHAT, HATPHEB XNOPH/I, KATHEB XJOPHL.

*PEG 4000 = nonuernneHrauxkon 4000

- Jpyrurte CbCTaBKH Ca: 3aXapvH HaTpHit

Kak nirnexkaa POPTPAHC H KaKBO CbIbpXkA ON2KOBKATA

QOPTPAHC e npax 3a nepopanet pa3steop (73,69 g) 8 cawera (6san1a XxapTHeHa
nonueTunex). Jloctaea ce B KapToHeHa KyTHs, CbabpKalla 4 calera.




Ipurexaren na Paspewetnero 3a Ynorpeoa

MAYOLY PHARMA FRANCE
3 Place Renault 92500 Rueil-Malmaison

GPAHLNSA

IlponsBoanTen
MAYOLY INDUSTRIE

Rue Ethe Virton, 28100 Dreux,
DpaHuus

HaTa Ha nocaeaHo npepasriexaaHe Ha gncroskaTa: 08/2025




