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JIucroBka: ungopmMauus 3a nalHeHTA

JdAumerningymapar I'eaeon Puxtep 120 mg cToMamIHO-yCTOHYHBH TBbPAH KANCYJIH
Anmeruiagymapar I'eneon Puxrtep 240 mg cToMamiHO-yCTOHYHBH TBLP/AH KANCYJIH

Dimethyl Fumarate Gedeon Richter 120 mg gastro-resistant hard capsules
Dimethyl Fumarate Gedeon Richter 240 mg gastro-resistant hard capsules

aumerundymapar (dimethyl fumarate)

IlpoyeTeTre BHHMATE/IHO UNAIATA JHCTOBKA, NPeIH /Ia 3aM04YHeTe Aa IPpHEMAaTe TOBA JIEKAPCTBO,

ThH KATO T CbAbPKa Ba)KHa 3a Bac nHdopmanus.

- 3arna3sere Ta3d JUCTOBKA. Moxe J1a ce HaJloKH Aa s MpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOMBJIHUTEIHHU BBIIPOCH, NonuTaiTe Bawmus nekap uiu ¢apmaiesr.

- Tosa nexapcTBo € npeanucato aMuHo Ha Bac. He ro npeorcresnsaiite Ha apyru xopa. To moxe 1a
UM HaBpe/1M, He3aBUCUMO Y€ NMPH3HAIMTE HA TAXHOTO 3a001sBaHe ca chiuTe Kato Bauure.

- AKO MOJYYHTE HAKAKBH HEXeJlaHW peakuunu, yBeaomere Baiuus nekap wau dapmauest. Tosa
BKJIHOYBA H BCHYKH Bb3MO)KHH HEXKEJIaHU peaKL UK, HEOMUCAHU B Ta3H JIMCTOBKA. BHxkTe TOuKA 4.

KakBo cbabpika Ta3H JIHCTOBKA

KakBo npeacrasasisa lumerundymapar ['eaeon Puxrep v 3a KakBo ce U3noJi3sa
KakBo TpabBa na 3uaere, npeau aa npuemerte Iumetuiapymapar ['eneon Puxrep
Kak na npuemare Jlumerundymapar ['egeon Puxrep

Bb3MOXHH HEXKENaHU peakiiuu

Kak na cexpanssare Jlumerundymapar ['eaeod Puxrep

CpabpkaHue Ha ONAKOBKATA H JONBJIHUTENHA HHBOPMALLUS
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1. Kakso npeacraBiasBa Iumerundgymapar I'eneon Puxrep u 3a KakBo ce H3MoJ13Ba
Kakso npeacraBissa Aumerniagymapar ['eneon Puxrtep

Humetundymapar ['eaeon Puxrep e nekapcTBo, KOETO Ch/IbpKa aKTHBHOTO BELIECTBO
AHMETHI(pyMapaT.

3a kakBo ce u3noszsa JAumernadpymapar I'egeon Puxrep

Jdumetnipymapar I'eneon Puxrep ce H3mo.13Ba 3a JieueHHe HA IPHCTBITHO-PEMHTEHTHA
MHOKecTBeHa ckuiepo3a (MC) npu nauueHTH HA Bb3pacT 13 M noBeye roJHHH.

MC e xpoHnuHo 3abonsBane, KOETO 3acsra HeHTpanHara HepsHa cuctema (LIHC), BkimouuTe1HO MO3bKa
U rppOHaYHuA MO3BK. [IpucTenHO-peMuTeHTHaTa MC Cce XapakTepu3upa ¢ NOBTAPSLIH CE MPUCTBITH

(peUHIMBH) HA CUMIITOMH OT CTpaHa Ha HepBHaTa cucTema. CUMITOMMTE Ca pa3JIHYHH I
MaluxeHTH, HO OOMKHOBEHO BKJIKOYBAT JBUIaTEeIHU 3aTPY/IHEHHS, YYBCTBO 3a 3aryba H




3PUTENHH 3aTPYAHEHUA (HAMPHMED 3aMbIIEHO WM ABOMHO BHAKAaHe). Te3n CHMNTOMH MOraT Ja
M34E3HAT HATBJIHO, KOTATO MPUCTBIBT NPUKIIHOYH, HO HAKOH MPOONEeMH MOTaT Aa OCTAHAT.

Kak aeicrpa Anmerundgymapar [Neneon Puxrep

Huametnndgymapar ['eacon Puxrep usrnexaa neicTea, KaTo He NO3BOJIABA HA 3alMTHATA CHCTEMA Ha
OPraHH3Ma Ja YBpSXKAa Mo3bKa M rpeOHaynns By Mo3bk. ToBa chllio MoxXe aa moMorHe aa ce 3abaBu
Obaenlo BhowaBaHe Ha Baweto 3abonssane.

2. Kakso rpabsa 1a 3Haere, npean na npuemere Anamernadymapar I'eaeon Pruxrtep

He npremaiire JumeTundpymapar I'eneon Puxrep

- aKo CTe AJIEPrHYHHN KbM THMETHAQYMAPAT UJIH KbM HAKOA OT OCTAHAIUTE CbCTABKU HA TOBA
nexapcTBO (M30pOeHH B TOUKA 6).

- AKO MMA CBMHEHHE Ye¢ HMATEe PHAKA HHPEKIHN HA MO3BKAR, HAPEYEHA NPOrpeCHBHA
myaTHGokanHA aeBKkoennedatonaTua (IIMJI) nau ako [TMJI e 6una noTBLpAeHA.

IIpexynpexacHud H NpenasHH MepKH

Humetundymapar ['eacon Puxtep Moxe fa nmopausae Opos Ha GestuTe KPRBHHU KJIeTKH, O0Bb0peuinTe H
qepuus Bu Apob. [Ipeau aa sanovnete neuenuero ¢ Jlumetundymapar ['eacon Puxrep, Bawusar ackap
e BH HanpaBu H3CNEABAHE HA KPBBTA, 38 Ja onpeaeny 0pos Ha 6enute By KpBBHH KIIETKH H A& MPOBEPH
nany owbpeurte v YepHusT Bu apob paborar npasunHo. JlekapsT uie nposexka Te3d U3cneBaHus
EPUOJHYHO MO BPEME HA NEUCHUETO. AKO OpoAT Ha DenuTe BU KPBBHH KIETKH Hamanee Mo BpeMe Ha
neveHneTo, BausT nexap MoXe Aa pelluHd Ja HazHaud W3BbPLHBAHE HA JAOMBJIHKTEIHH H3CNEABaHHUS HITH
Jia MpEKbCHE AcueHUueTo Bu.

I'oBopeTe ¢ Bamusa nexkap, npeau na npuemere Jlumetundymapar ['eaeon Puxrep, ako HMare:
- TexkKo Onbpeuno 3abongBaHe

- TEXKO deproApobHo 3abonssaHe

- 3a00/1ABaHE HA CTOMAXA HJIH YEpBaTa

- Cepro3Ha HH{(peKHHAA (HanpUMep NHEBMOHHA).

[Ipu neyennero c fuMeTURhYMapaT MOXKE Aa ¢€ MOABK Xepnec 30crep. B HAKoM cnyyau HacThBar
CEPHO3HH yCaoKHeHHs. Tpabra na wngopmupate Bamns nekap He3abaBHO, ako NOAO3KPATE, Ye UMATE
CHMIITOMH Ha XEpnec 30CTep.

Axo cmarare, ye Bawara MC ce Bnowasa (HanpuMep uMarte ciaboCcT WK NPOMEHH B 3PEHHETO) HITH KO
3abenexuTe HOBU CUMITTOMH, FOBOpeTe ¢ Balus nekap BeaHara, 3alioTo Te MOXe Ja ca CHMITOMM Ha
paaka HHPEeKUHs Ha MO3bKa, HapeueHa [TMJL. TIMIJI e cepuosHo 3abonapane, KoeTo MOXe na AOBEAE 10
TEXKa WHBAITHAHOCT HJIH CMBPT.

Cb0o011aBaHo € psaKko, HO TEXKO 6B0peuHo yBpexaaHe, HapeueHo cUHAPoM Ha DaHKOHH NpH JEKapcTBO,
ChAbPXKALLIO IUMETHNDYMapaT, B KOMOHHALMA C APYTH €CTEpPH Ha (hymapoBaTa KHCENHHA, H3NON3BaHH 34
neyerHne Ha rncoprasuc (3abonspane Ha kokaTa). Ako 3abenexure, He OTAENATE MOBEYE YDHHEFIQ-KATHU
CTE H [HETE MOBEYE TEUHOCTH OT 00UUYAHHOTO, MyCKyanTe Bu usrnexnar no-cnabu, ng# .~ AMA VB




HAa KOCT WJIM IPOCTO UMaTe Oonku, obanere ce Ha Baiiusa JeKap Bb3MOXKHO Hal-CKOpO, 3a A4 MOXE TOBA
Ia ce mpoyHH No-nogpodHoO.

Jdena H I0OHOIIK
He nasaiiTe TOBa JIeKAPCTBO HA AeUa noA 13-roguiiHa Bb3PacT, 3al0TO JUNCBAT JAHHH NP Ta3H
BBH3pacTOBa rpyna.

Apyru aexapersa B JluMernadpymapart leaeon Puxrep

TpabBa na kakere Ha Bamug nexkap Hian GpapMauneBT, 4K0 NPUEMATE, HACKOPO CTE MPHEMANTH HITH €

BB3MOXKHO Aa IPHEMATE APYTH JIEKapCTBa, NO-CIELHATHO:;

- JIeKapCTBa, KOUTO ChABLPKAT eCTepH Ha pymapoBaTa KHceaHHa (PyMapaTh), U3NON3BaHH 34
NIeYEeHHE Ha NCOPHA3UC;

- JIEKAPCTBA, KOHTO NOBJIHABAT HMYHHATA CHCTEMA HA OPraHU3Ma, BKIIOYMTETHO JIEKAPCTBA 34
XHMHOTEepANHE, HMYHOCYNIPECOPH MK APYFH JEKAPCTBA, H3NOJA3IBAHH 3a Jc¢dYenne HA MC;

- NEeKAPCTBA, KOHTO 3acarar 6n6penuTe, BRANYATEIHO HAKOH AHTHOHOTHLHNM (M3N0A3BAHH 32
neqyeHue Ha HHPEKLMK), ,,0TBOAHKBAUIH TabseTkn” (Quypemuyu), HAKOH BHAOBE
Goakoycnokossauu (Hanpyumep nOynpodeH W Apyry no40OHY MPOTHBOBB3MAIMTENHH CPEACTRA,
KaKTO H JIEKapCTBa, 3aKynenH 6€3 peuenTa OT JeKap) 1 NEKapcTBa, ChAbPKallH AHTHH;

- npueMbT Ha JluMeTundymapar ['eacoH PuxTep ¢ onpeaeneHy BUIOBE BAKCHHH (Dicusu 6aKcutu)
MOXe J1a BH npyuvuHY HHpEKUHSA U cneqoBaTeliHo TpAOBa Aa ce u3barea. BamuaT nekap e Bu
NOChBETBa Jallu TPAOBA Aa ce npuarar Apyry BUAOBE BAKCUHH (HedICu8U 8aKCUurU).

Aumetunymapart I'eaeon Puxrep ¢ aakoxon

KoHCcyMalaTa Ha no-roasaMo koanuecTso (noseue ot 50 ml) cunuu ankoxonuu Hanutku (noseue ot 30%
00EMHO ChABbPXKAHHE HA AJIKOXOJI, HaNnpuMep AeCTHIHpPaH alKoXoN) TpAa0Ba 1na ce H30Arsa B paMKHTE Ha
yac oT npueMa Ha JlumeTundymapar ['eaeon Puxrep, Thil KaTo alKOXONBT MOXE 71a B3aUMOICHCTRA C
TOBA JIEKAPCTBO. TOBAa MOXKE Aa NpeAH3BHKA BL3NalieHHe Ha cToMaxa (eacmpum), 0COOCHO NPH xopa,
KOMTO BeYe Ca NpeapasnonokeH KbM racTpHr.

bpeMeHHOCT H KhpMeHe
AKO0 cTe OpeMeHHa HJIM KbPMHUTE, CMATATE, Y€ MOXKE a4 ¢cTe OpeMeHHa UM IITaHupaTe OpeMEHHOCT,
nocbheersalite ce ¢ Baiuug nekap unn dapmauest npead ynorpebara Ha ToBa NE€KapCTBO.

bpemMeHHocT
KMmMa orpaHduena HHPOPMaLHS OTHOCHO eEKTUTE HA TOBA JIEKAPCTBO BbPXY HEPOJACHOTO AETE NMPH

H3MON3BaHe No BpeMe Ha OpeMeHHOCT. He u3nounssaiire lumernndymapar I'eaeon Puxrep, ako cre
OpeMeHHa, OCBEH ako cTe 00CHAUIM TOBa ¢ Baiuus fekap U ToBa NekapCTBO He € aGCONIOTHO HeOOXOTUMO
3a Bac.

KbpMeHe

He e u3BeCTHO nanu akTUBHOTO BellecTBO Ha JinmeTundyMapar ['eneoH Puxrep npeMHHaBa B KbpMATa.
Bawusar nekap we By nocheeTBa ganu Tpabea na cripete Aa KbPMHTE WIH Aa CNpeTe Aa U3N0N3BaTe
Humetundymapar I'eneon Puxrtep. Topa BKAKOUBA NPeLieHKA 3a NO/3aTa OT KbPMEHETO 32 AeTeTo Bu
CNIpAMO NOJ3aTa OT TepanyaTa 3a Bac.

llo¢pupane 1 paboTa ¢ MAINHHHA




He ce ouaksa [fumetundymapar ['eneon Puxtep aa nosnuse cnocobHocTTa Bu 3a wodupane v paboTta ¢
MAILHHH.

Anmemnipymapar I'eneon Puxtep chabpika HaTpui
Topa nekapcTBO ChABPKAE NO-Manko oT 1 mmol HaTpuit (23 mg) Ha Kancyna, T.e. MOXKE Ja Ce Kaxe, 4e
NPaKkTHYECKH HE ChABPAKA HATPUiA.

3. Kak aa npuemare Iumerungpymapar I'eneon PrxrTep

BuHary npuemaiiTe TOBa NEKapCTBO TOUHO KakTO B e Kazan BawunsTt nekap. AKO He CTE€ CHTYPHHU B
Hello, nonuTaiTe Balius nexap.

Hauanna noaa:
120 mg ABa NbLTH JHEBHO.
IlpvemaiiTe Ta3u HavyaHa A03a [pe3 MbLPBHTE 7 AHK, cieA TOBA NpHeMaiiTe cTaHAapTHATA J034.

Cranagapraa aosa:
240 mg aBa NBTH AHEBHO.

Humerungymapar I'eneon Puxrep e npegHazHaveH 3a NepopanHo NPUIOKEHHE.

IMMorabuiaiiTe BCAKA KANCYAA n8aa ¢ Manko poaa. He Tpabea na pasnenare, yynure, pasteapare,
CMy4YeTe WJIH TbBUETE KaNcyJaTa, Thit KATO TOBA MOXKE 2 YBEIHYH HAKOH HEXeJIaHH peaKLMH.

Ipremaiite Aamerundymapar I'eaeon Puxrep ¢ xpana — ToBa MOXe Ja NOMOTHE 3a HaMaJlABaHe Ha
MHOTI'0 YECTHTE HEXENMaHU peakuHi (U30poeHH B TOUKA 4).

AKO cTe npHeId noseve 0T HeobxoauMaTa no3a JIumernndgymapart I'egeon Puxrep
AKO CTE NpHeNy TBbPAE MHOIO Kancynu, yseaomere Hezabasno Baimns nexap. BnaMoxHo € aa
NOJIYYHUTE HEXKENAHH PCaKUUH, TOA00HH Ha OTTHCAHUTE NO-N0NY B TOYKA 4.

AKo cTe npomycHaaH Aa npueMete fumernagymapat 'eneon PuxTep

He B3emaliTe xBoiiHa 034, 32 ]a KOMIIEHCHpaTe MPONYyCHaTaTa J03a.

Moxere ra npueMeTe ApPONycHaTaTa 033, aKo OCTaBaT Haii-manko 4 yaca f0 cnefpatiiata Bu noza. B
NMPOTHBEH CJIyYyad H3YakanTe 40 CaeABALIATA MTaHHpaHa J03a.

AKO MMaTe HAKaKBH JOIBJIHUTENHH BBIPOCH, CBbP3aHH ¢ yrioTpebaTa Ha TOBa JEKApCTBO, NONMATAHTE
Bawus nexap niau gapMaLeBT.
4. BL3MOXKHH HEXEIaHU PeaKIHH

KakTo BCHYKH JIeKapCTBa, TOBA IEKapCTBO MOXe 1a NPEIH3BUKA HEXKENAHH peakilii, BBIIPEKH Ye He
BCEKH I' 1OJTy4asa.

Cepro3HH HexkelaHn peaknua




AnmeTnndymMapar MOXe Ja noHnxH Opos Ha tumdouuTHTe (Bua O¢nH KpbBHHE KiieTKM ). Hannuwero Ha
HamaneH Opoil 6enu KpbBHM KIETKM MOXE Aa NMOBHIUN Bauius puck oT HHGEKL KA, BKITIOUMTEIHO PUCKA
OT psAfiKa MHQEKLMA Ha MO3bKa, HapeueHa NporpecHBHa MynTH(oOKanHa neskoeHuedanonarns (ITMJI).
ITMJI Moxe aa AoBeAE A0 TEXKA RHBAIHAHOCT UK cMBPT. IIMJI e nacrenBana caen 1 ao 5 roausn
neyeHne W 3aTopa BaiuuaT nekap Tpa0sa 1a NPoabJKY Aa cnedd Opos Ha Batiute Oe/iH KPbBHH KJIETKH B
Xoaa Ha neucHueTo By, a Bue TpabBa ga nabnonaeare 3a noreHunanHu cumntomMu Ha [IMJL, kakro ca
onucaHu no-gony. PuckeT oT IIMJI MOXeE 212 € No-BHCOK, aKko NPEAN CTE NPHEMANH IEKAPCTBO, KOETO
BAOHIABA (PYHKUHMSATA HA HMYHHATA CHCTEMA Ha OpPraHH3Ma.

Cumnromute Ha [IMJI Morar jna HanogobsaBar Te3n Ha npucTbi Ha MC. Te morar aa BKmouBart
HOBOIIOSBUA C€ WM BIIOILABAILA Ce ¢1abOCT B €HATA CTPAHA HA TSIOTO, HENOXBATHOCT, IPOMEHH B
3PEHUETO, MUCJICHETO UITH NAMETTa, OOBPKAHOCT, MPOMEHH Ha JIMUHOCTTA HJIH 3aTPpYyAHEHHS B roBOpa U
o0ulyBaHEeTO, TPACLIH MOBEYE OT HAKOJIKO AHH. 3aTOBA € MHOIQ BAXXHO 14 pa3roBapsATe Bb3MOXKHO Haii-
CKOpo ¢ Baiiug jekap, ako cmsatare, 4€ Bawata MC ce Bnotasa uny 3a0ejleXXuTe HOBU CHMIITOMH,
nokaro ce aexysare ¢ Jlumetundymapar ['eneon Puxrep. Pazrosapsiite 3a nevennero ci u ¢ Bauua
MapTHLOP UJIK C IMLATa, KOUTO Ce rpwXar 3a Bac. Moxe aa ce nosBIT CHMNTOMH, Ha KOMTO Bue Moxe na
HE 00BbpHEeTE BHUMAaHHUE.

<2  CBbpxkerte ce He3abaBHO ¢ Bamus Jexap, aKo H3INHTBATE KOKTO H A2 € OT Te3H CHMIITOMH
TelKKH aiepruudH peakliH

OT HanH4YHHKTE JaHHH He MOXe Aa ObAe HanpaBeHa OLEHKA HA YECTOTATa Ha TEXKHUTE aJIepruuHU peaklHH
(C HEU3BECTHA YECTOTA).

[TouepBeHABAHETO Ha JHULETO MM TIANOTO (eHXumMo3a ) € MHOIO YeCcTa HEXellaHa peaklusa. Bsrpeku ToBa,
aKO 384EPBABAHETO € NPUAPYXEHO OT YepBeH OOPHB HIIH YPTHKapHA # HMAaTe KOHTO H Ja € OT CIEIHHUTE
CHMITTOMM:

- OTOK Ha NIULUETO, YCTHHTE, YCTATA HNH €3HKA (QHSUOE0EM)

- XPUIOBE, 3aTPYAHEHO JUINAHE WK 3a0YX (QUCHHES, XUNOKCUA)

- 3aMaliBaHe MM 3ary0a Ha Ch3HAHHE (XUNOMOHUS)

TOBa MOXKC Ja IIpEACTABAABA TCKKa ANCPruyna peakLus ( GH-{IQ!?HJ‘I{IHCHH)

>  Coperte npuema Ha Jumernndymapar I'eneon Puxrep n ce cBbpxkeTe HezabasHO ¢ j1ekap

Apyre Rexe1aHH peaKknuH

Mmroro yectu (Morar ga 3acersar noseue ot | nHa 10 aywu):

- MOYEPBEHABAHE HA JIMLETO HITH TANOTO, YCEIlAHE 32 3aTOMISHE, TOMINHA, NApeHE UMK ChpDeX
(3auepaasane)

- PeOKH U3NPAKHEHHA (Ouapus)

- rajeHe

- 0ONIKa B cTOMaxa HITM Cna3Mu

=  IlpuemMbT Ha BameTo JeKapcTBo ¢ XpaHa MOXe Ja IOMOrHe 3a HAMangBaHe H
HeKe/laHH PeaKLUH



BewecTBa, HapeYeHH KETOHH, KOHTO CE€ NPOU3BEAK AT €CTECTBEHO B OPraHK3Ma, MHOTO HECTO Ce
YCTAHOBABAT IPH U3CICABAHUATA HA YPUHATA MO BPEME Ha NTPHUEMa Ha AUMETHI(yMapar,

I'oBopeTe ¢ Bamusa JeKap Kak 1a ce ClPaBHTE ¢ TE3W HEXENAHH peakUMH. BaliusaT nekap Moxe aa
HaMaJIy Jo3ata Bu. He HamansaBailiTe fo3ata ¢H, OCBEH aKO nekapaT He BH Kaxe Ja ro HanpaBuTe.

YectTn (Morat aa 3acerHart g0 1 #a 10 aywn):

- BBL3MAJICHHE Ha JIMTABHLIATA HA YEPBATA (cacmpoesmepum)
- MoBpLillaHE

- TNIOILO XpAaHOCMHUIIaHe (Qucnencus)

- Bh3MANEHHUE Ha JIUraBHLIATA HA CTOMAXa (eacmpum)
- CTOMAILIHO-YPEBHO HAPYLUEHUE

- ycCelaHe 3a NapeHe

- ropelli BbJIHM, YCelllaHe 32 TONNHHA

- CHpbeX M0 KoXKata (npypumyc)

- obpuB

- PO30BH WM YEPBEHH METHA IO KOXKaTa {epumen)

- KOCOnal (aroneyus)

Hexenann peakiiui, KOWTO MOXE J1a CE YCTAHOBAT NpY U3CI€ABaHHA Ha KPbBTA MJIH YpUHaTa Bu

- HUCKH HHBA HA OCJIHTE KPbBHY KNETKU (rumgponenus, reaxoneHus) B KpbBTa. HamaneHusar Opoit Ha
OeuTe KPLBHHU KICTKH 03HAYaBa, Ye TAN0TO B pasnonara ¢ no-Maiki Bb3MOKHOCTH Aa ce BopH ¢
HHQEKUHH. AKO UMaTe CepHO3HA HH(peKIs (Harpumep MHEBMOHHSA), rOBOpeTe He3abaBHO ¢ Balus
nekap.

- benTeuM (arbymur) B ypUHATAa

- NOBHLIABAHE HA HHBATA HA YepHOAPOOHUTE eH3UMH (A/TAT, ACAT) B KpBBTA.

Hedgecrn (Morart Ja 3acernar o | Ha 100 aywu):

- aNeprudHy peakUUH (cepbuxyyecmaeumenHocm)
- HaManABaHe Ha Opod HAa TPOMOOLMTHTE B KPLBTA

C ren3BecTHA YecTOTa (OT HANMYHHTE AAHHH He MOXe aa Oblle HanpaBeHa OLEeHKa):

- BB3MNAJICHHE HA YEPHHA Apo0 M NOBHILEHHE B HUBATA HA YepHOAPOOHUTE eHIUMH (ASTAT unu ACAT
8 kambunayun ¢ bwiupybun)

- Xepnec 30CTeEP CHC CHMNTOMH, KATO HaNpUMep MEXYPHU, napeHe, chpbex uim DOnKa no Koxara,
OOHKHOBEHO OT €AHaTa CTpaHa Ha ropHara 4acT Ha TAJAOTO MIIK JTHUETO, U APYTH CHMIITOMH KaTO
Tpecka H cnabocT npe3 paHHUTE hasu Ha UHPEKUUATA, TTOCNEABAHY OT CKOBAHOCT, ChpOSK Min
YepBEHH METHA U CHJIHA DOMNKa

- XpeMa (punopes)

Hena (A2 Bh3pacT 13 ¥ noBeve roIMHN) H IOHOUIH

A36pocHNTE NO-rope HeXXeNIaHN PEaKIMH CE OTHACAT ChILO H 32 Jelua M KOHOLLH.
Hskou HexeNlaHn peakLMH Ce ChbOOILaBaT NO-4€CTO MPH JEla U FOHOILIH, OTKOJIKOTO IIPH
HanpuMep rnapobonue, 00NKa B CTOMaxa MM CTOMAILIHE CMIAa3MH, NIOBpbLIaHe, 60NKa
KaluMua v 6one3Hena MEHCTpyaLusl.




Cro0maBaHe RA HEKENAHH PeaAKIHH

AKO TNONYYHTE HAKAKBH HEXENAHU NEKAPCTBEHK PeakumnH, yeenomere Bamus nexap naun papMauesr.
ToBa BKJIKOYBA BCHUKH BE3MOKHY HEONMUCAHM B Ta3W JHCTOBKA HEXENAHU peakuvu. MokeTe chillo fa
CHOOILUTE HEXKENAHM PEAKUHH JUPEKTHO Ype3: M3MBIHUTENHATA Aar¢HUUA N0 J€KapCTBara, yi. ,, JJaMaH
I'pyes” Ne 8, 1303 Codus, ten.: +35928903417, yebcaliT: www.bda.bg. Kato crobasare HexenaHu
PEAKIIHH, MOXETE Ja AaACTE CBOA INPUHOC 3a NOJY4YaBaHEe Ha MoBeve HHPOpMALUS OTHOCHO
6e30MacHOCTTa HAa TOBA NICKAPCTRO.

5. Kak aa chxpanasare JlameTHagymapar I'eaeon Puxrep

Ha ce ChXpaHAB4 Ha MACTO, HCAOCTBITIHO 34 ACLIA.

He u3non3paiiTe TORa NEKAPCTBO CNE/l CPOKA HA FOJHOCT, 0TOENsA3aH BEPXY GIUCTEPa U KAPTOHEHATa
onaxoska cnel ,,EXP“ v ,I'oaen no:* CpokbT Ha rogHOCT OTroBapsA Ha MOCNEAHUA A€H OT MOCOYEHUH
MecCell.

Ha ne ce coxpansasa Haa 30°C.

He u3xpupasiite NekapcTBaTa B KAHANUM3ALKATA WIH B KOHTEHepa 3a JoMallHK oTnaabid. [Tonuralite
Bauinsa dapmaleBT Kak Aa U3XBBPAATE JIEKapCcTBaTa, KOUTO Beue He H3MOoa3BaTe. Te3n MEPKH LIe
CIIOMOTHAT 34 ONa3BaHE HA OKOJNIHATa Cpeaa.

6. Chabpixanne HA ONAKOBKATA W AONBAHATSIRA HHOODPMAUHSA
Kakpo cxabpxka Aumerundymapar I'eneon Prxt1ep

AKTHBHO BEeIIECTBO: AUMETHIPYMapar.
Humeruagymapart ['eaeon Puxtep 120 mg: Bcaka kancyna ceaepxka 120 mg qauMmetundymapar.
Humernndymapart [ 'eacon Puxtep 240 mg: Bcaka kancyna ceaspxa 240 mg numMetuigpymapar.

JApyrd chLCTABKH: KPOCKAPMENQ3a HATPHH, CHIIHKATH3HpaHa MAKPOKPHCTANIHA Lelyno3a
[MHKpOKpHCTaNlHa LeTy 1034, KOJAoUIeH 6€3B0IEH CUHIIMEB AMOKCH], KOO AeH 6€3BOIeH CHITHLIHEB
JUOKCHA, MATHE3UEB CTEapar, ChIOIHMED Ha METAKpUN0Ba KUCENHHa-eTUNakpunat (1:1), TpueTnioB
LMTPAT, CBIIOJUMEDP HAa METAKPUIIOBA KUCSNTHHA-MeTHIakpHuiar (1:1), 30-npoueHTHa AUCIEepCHA,
MHKPOHHK3KHPAH TaJK, CHMETHKOH XeNaTHH, TATaHOB AHOKCHA (E 171), xbnt senesen okcuy (E 172),
6punauTHO cuHbO FCF (E 133), wennak, uepes xkenesen okcna (E 172), nponunexrraukon (E 1520) u
CHJIEH pa3TBOp Ha aMoHsK (E 527).

Kak n3rnexna Aamerundpymapar I'eneon PUuxrep B KaKBO CHABLPAKA ONMAKOBKATA

Humerungymapar ['epeon Puxtep 120 mg cromalino-ycTOHYHBH TBbPAH KANCYIH Ca HENPO3payHH, B
TBMHO 3€JieH (,,kana4e) u Osn (,,7a10*) LBAT, ¢ OTNEeYaTaH, YepeH Hagnuc ,,120%, Pasme nara




AumeTtundymapar l'eneon Puxrep 240 mg CTOMALUHO-YCTOHYUBH TRLPAY KANCYAH Ca HENPO3payHH, B
TbMHO 3€NCH UBAT (,,Kanaue H TAn0*) ¢ oTreuataH, yepeH Haanuc ,, 240" Pasmep Ha kancynara Ne 00
(AbkuHa npuba. 23,3 mm). ChAbpxkaHUETO Ha KancyuTe e Heny MUKpoTabneTkHu.

Kancynnte ca onakoBaHu B 6sn, Henpo3paye, PVC/PE/PVDC/anymMunueB xanennapes bnucrep.
baucTepuTe ca ONaKkoBaHK B CrbHATA KAPTOHEHA KYTHA.

PasMmepu Ha onakosxkara:
Anmvetundymapar I'eaeon Puxrep 120 mg cToMalHo-ycToHYHBY TBLPAH KaNnCysu
KapronennTe onakoBKH ChabpkaT 14 CTOMALUHO-YCTOHYHBY TBBPIH KANCYJIH.

AumMerundymapar [esieon Puxtep 240 mg cToMaitiHo-ycToHYUEBH TBbPAH KancyJiu
KapTroHenuTe onakoBku chabpkaT 56 Hau 168 CTOMALUHO-YCTOHYHBH TBbPAM KaNCyJiH.

He Bcruki BHAOBE ONAKOBKH MOraT Aa 6bAAT NyCHATH Ha rnasapa.

llpuTexkaren Ha paspewenneTo 3a ynorpe6a

Gedeon Richter Plc.
Gy6mrdi Ot 19-21
1103 Budapest
YHrapus

I1poussoguTen

Gedeon Richter Polska Sp. z o.o.
ks. ). Poniatowski Street No 5
05-825 Grodzisk Mazowiecki

[Tonma

Gedeon Richter Plc.
Gydmroi it 19-21
H-1103 Budapest
YHrapus

To3n nekapcTBeH NpoaykKr e paspeuieH 3a ynorpeba B crpanuTe-wieHks Ha EU3 cbe ciieqnuTe
HMEHa:

bbarapus: HIUMETHIIOYMAPAT I'EJJEOH PUXTEP 120 mg, 240 mg cToMalHO-yCTOHYHBH
TBBPJAH Kancy.nu

Yexus: Dimethyl Fumarate Gedeon Richter

EcToHus: Dimethyl Fumarate Gedeon Richter

YHrapus: Dimethyl Fumarate Gedeon Richter 2,5 mg, 120 mg, 240 mg gyomornedv-eliensllo
kemény kapszula o

JlaTeus: Dimethyl Fumarate Gedeon Richter 120 mg, 240 mg skrandyje --:""" i ulés
JInTaa: Dimethyl Fumarate Gedeon Richter 120 mg, 240 mg zarnas SKisySasRgpsuias, dder
[Tomna: Dimethyl Fumarate Gedeon Richter 2 \




PymbHns: Dimethyl Fumarate Gedeon Richter 120 mg, 240 mg capsule gastrorezistente
CnoBakus: Dimethyl Fumarate Gedeon Richter 120 mg, 240 mg tvrdé gastrorezistentné kapsuly

JaTa Ha nociaeaHO npepasriaexaaHe Ha JHCToBKaTa: 12/2024




