b. JUCTOBKA



JIncroBka: nudopmalus 3a noTpedouTe s

3unagekc 360 mg puamMupaHH Ta0JIeTKH
Ziadex 360 mg film-coated tablets
nedepaszmpokc (deferasirox)

IIpoyeTeTe BHHMATEIHO LAJIATA JIHCTOBKA, NMPeE/IH [1a 3aMo4YHeTe /1a MpHeMaTe TOBA JIEKAPCTBO,

Thi KaTO TH CL/AbP>Ka BaxkHa 3a Bac undopmauus.

- 3anasere Ta3H JIUCTOBKA. MoXe /1a ce HaJIOXKH Ja g Mpo4YeTeTe OTHOBO.

- AKO MMaTe HAKAKBU JONBIHUTETHHU BLIIPOCH, MOoNUTaiTe Baluus nekap wimn (papmaLesT.

- Tosa nexapcTBO € npeanucado JIMYHO Ha Bac win Ha Batuero sete. He ro npeorcTbnBanTe Ha
apyru. To Moke J1a UM HaBpen, He3aBUCHMO Ye TTPU3HALMTE Ha TAXHOTO 3adoJisBaHe ca
ChIMTE KaTo Bamure.

- AKO NOJTYYHTE HAKAKBH HEXKEJIaHW peakuuu, yBegomere Bams nexap win ¢gapmaiest. Tosa
BKJIIOYBA M BCUYKHM Bb3MOXKHHM HEXEJIaHU peakiliiy, HEOMUCaHH B Ta3H JINCTOBKA. Buxre
TOo4yka 4.

KakBo chABLPKA TA3H JIHCTOBKA

KakBo npejictaBisBa 3MaJIeKC U 3a KaKBO Ce U3M03Ba

KakBo Tps0Ba 1a 3Haere, mpeau aa rpueMere 3uazekc / %, ﬁz /O 4D g -
Kak ga npuemare 3uaiekc codnSiaiBiate . —
BBb3MOXKHU HEXETAHU peakLuH - 71 -07- 075
Kak j1a cbxpaHsBare 3uaieKc - 6 9 C7 7 } L .
ChJIbpKaHue Ha OMAaKoBKAaTa M JOMbJIHUATETHA UH(pOpMaALIUs

ol ol ol o ol -

1. KakBo npeacraBiisiBa 3Ha/JeKC H 32 KAKBO C€ H3I10.13Ba

KakBo npeacraBjisgBa 3uajiexc

3uajieKkc Ch/Ibp’Ka aKTHBHO BELLECTBO, HapeyeHo Jedepa3supokc. To e XenaTtop Ha kKelsg30TO, KOeTO
MpeJiCTaBJIsIBa JIEKAPCTBO, U3MOJI3BAHO 3@ OTCTPAHABAHE HA M3JTUIITHOTO XEJIS30 OT OpraHu3ma
(HapuuaHo olle cBpbXoOpeMeHsBaHe ¢ xkeJif30). To 3axBala ¥ OTCTpaHABa W3JIMLIHOTO XKeJsA30,
KOETO CJIEJ] TOBA CE€ EKCKPETHPA OCHOBHO B M3IMPAXXHEHUATA.

3a KaKBO ce H310J13Ba 3HajJIeKc

Moxe 1a ca HeoOXOAUMH MOBTOPHHU KPBBOINPEJIMBAHKUA TPH MALMEHTUTE C pa3JIMuHHA BU0BE aHEMUSA
(HarpuMep TanaceMHus, CbPMOBUAHO-KJIEThbYHA aHEMHS WIIH MUesioaucrnactiyen cuaapom (MJIC)).
[ToBTOpHUTE KpbBOMpEIUBaHHUS o0aye MOXKe J1a MPUYMHSAT HATPYIBaHE Ha U3JIMLIBLK OT XKeJis30. ToBa
€ Taka, Thil KaTO KPbBTA CBAbPXKA XKeJA30, a OpraHu3MbT BU He pasrnojiara ¢ eCTeCTBEH HAYHH 32
OTCTpaHsBaHe Ha M3JIMIIITHOTO XeNA30, KOeTO MoJjiyyaBaTe ¢ KpbBonpeauBaHusaTa. [1pu mauMeHTuTe
ChC CHHJIPOMH Ha HeTpaHC(]Yy3MOHHO-3aBUCHMa TaJlaCeMHs B TEYEHHE HAa BPEMETO MOJXKE ChIIO /1A ce
MOJIYYH CBpbXOOpeMeHsIBaHe C XKeJA30, MPEAUMHO BCJIEACTBUE HA MOBHUILIEHATa aDCOPOLMs Ha XKeA30
OT XpaHara, B OTTOBOp Ha HaMaJIeHUs1 Opoil KpbBHM KJIETKH. C BpEMETO H3JIMIIHOTO XKEJsA30 MOXKe Aa
yBpEJM BaXXHU OpPraHu KaTto 4epHus Apo0 v cbpueTo. M3non3sar ce iekapcTBa, HapeueHH xenamopu
Ha Jcena3omo, 3a OTCTPAHSABAHE HA M3JIMIITHOTO XKeJIA30 U [1a C€ HaMalli pUCKa TO Jia MTPUYHHH
YBpEkKaHe Ha OpraHure.

3Ma/IeKC ce U3IMOJI3Ba 3a JISYEHHUE Ha XPOHHYHOTO CBp’bKOﬁpEMEHHHHHE C JKCJIA30, 1IpHYH
HECTHUHTE KPBbBOIIPCIIHBAHHAA, 11PH TTALIUCHTH C OeTa TanaceMus Maﬁap Ha Bb3pacCT HA |




3uajziekc ce H3MON3Ba ChINO 3a JJedeHHe Ha XPOHKUYHOTO CBPBXOOpEMEHABAHE C XKENA30, KOTATO
JICUEHHETO ¢ JedhepoKCaMHH € MPOTHBOMOKA3aHO WM HEeJOCTATRYHO MPH ManueHTH ¢ 6eTa TanaceMus
Maftop ChC CBpBX0O0pEMEHABAHE C XKENA30, IPUIUHEHO OT HEYECTH KPbBOINPETHBAHUSA, IPH NALNEHTH
C Zpyrd BUIOBE aHEMMA M NIPH Jela Ha Bb3pacT OT 2 10 5 FOAHHH,

3HaneKkc € MoKas3aH ChblIO 3a JISYCHUE Ha MMallMeHTH Ha Bh3pacT |0 roAHHHM U noseue, MpH KOHTO UMa
cBpBX00pEMEHIBAHE € XeNA30, CBPH3AaHO C TAXHATA TATACEMHS , HO KOMTO HE ca TpaHC(]Y3HOHHO
3aBHCUMH, KOraTo JIEYSHHETO ¢ edepokCaMMH € MPOTHBOMNOKA3aHO HIIH He3a0BOINTENHO.

2. Kaxso rpafBa na 3HaeTe, NpeaH Aa npuemeTe 3Jnanexc

He npueMaite 3nagexc

- aKo CTe ATeprHdHM KbM Jedepa3zHpoKC UITH KbM HAKOA OT OCTaHATHTE ChCTABKH HA TOBA
nekapcTBo (M30poeHy B Touka 6). AKo ToBa ce OTHacs 3a Bac, kaxere na Bamiusa nexkap
npeaH Ja npueMarte Iuaaexc. AKO MHCJIUTE, Y€ MOXKE J1a CTe afIepruyHy, NnonuTaiTe Bamms
nexap 3a ChBET,

- aKo UMaTe YMEPEHO MITH Texkk0 0n0pedHo 3abonsnane;

- aKoQ MOHACTOSLLEM MPUEMATE IPYTro NEKapCcTBO XEJIaTop Ha KeJIA30TOo.

3HajeKc He Ce NpenopnyBa
- aKo CTe ¢ HanpeHan cTaawii Ha MuenoauciiacTiueH cuHapoM (MDS; namanerno obpasyBane
Ha KJIETKH OT KOCTHHA MO3LK) MM UMaTe pak B HalpeaHan cTaaui.

IpeaynpexaeHHA H NPEANA3ZHA MEPKH

I"'oBopeTte ¢ Bawna nekap Wik dapMaueBT Mpeay a npueMeTe 3uaiekc:

- ako uMarte npobnem c 6n6penTe WK YepHus qpod;

- ako Mate npoleM CBC ChPLUETO, MOPaIH CBPBXOOPEMEHIBAHETO € KENA30;

- aKko 3a0elleXXHTe 3HAYHTENHO HaMalABaHe Ha KONHYeCTBOTO Ha OTAENeHaTa oT Bac ypHHa
(Mpu3HaK Ha OB0pedeH npoblem),

- TP NMOABA Ha TeXbK 0OpPHB HAH 3aTPYIHEHO AHIIAHE U 3aMasHOCT, HITH TIOXYBAaHE, IJIABHO B
obnacTra Ha JTHLUETO N rbploTo (MPH3HALK Ha TexXcKa alepriyHa peakiisa, BHXKTE ChUIO TOYka 4
,,BB3IMOXXHH HEXKEMTAHK PEaKI[HH);

- aKo uMare KOMOHMHALINA OT HAKOH OT ClleiHHTe CHMIITOMH: oOpHB, 3auepBABaHe Ha KOXKAaTa,
MEXYPH MO YCTHHTE, OUUTE WIH yCTaTa, Oe/leHe Ha KOXKaTa, BUCOKA TEMIIEpaTYpa,
rPUTIONOAO0OHH CHMNTOMH, YBETHUEHH TMM(HH Bb2NH (IIPU3HALY HA TEXKa KOXKHA pPeaKLing,
BHXKTE CBINO TOYKa 4 ,,BR3MOXKHHI HEKENTAHH peaKiun’);

- aKo ¥MaTe KoMOHWHALIMS OT CNeJHHUTE CHMITOMH: CBHITUBOCT, D0NIka B ropHaTa AACHA NMOJI0OBHHA
Ha KOpeMa, IMOXbATABAHE HIIH 3aCHWIEHO NOXKBATABAHE HA KOXATA WK OYHUTE H ThMHA YPHHA
(ripu3HauM Ha YepHoaApobHH npobneMu);

- aKo NOBBPHETE KPbB U/MIIM UMATE YEPHN N3NPAKHEHNS,;

- aKo ¥Marte 9ecTH 6oNK¥ B Kopema, 0COOCHO cliell HaXpaHBaHe MIIH NpHeM Ha JXaNCKC,

- aKo UMaTe YeCTO KHCEIMHH B CTOMaxa,;
- aKo UMaTe HUCKH HMBa Ha TpOMOOUKTH MIH OelH KPBRHH KJIETKH B KPBBTA,

— ako MMAaTe 3aMbIIEHO 3pEHHE;
— ako MMaTe AMapHsa UITH NOBpPBLIAHE,
AKoO HsKoe OT H30poeHHTe ce oTHacH 3a Bac, kaxere BeqHara na Balliusg nekap.

Hpocnenasane Ha BaineTo JeueHHe ¢hC 3HageKc
[To Bpeme Ha neueHneTo e Bu 6B1aT TpaBeHN peJOBHH H3CNEABAHNT Ha KPBBTA H YpHHaTa. Y
TAX IIE C€ TIPOocieAgBa KOMMUECTBOTO Ha XKENA30TO B opraHniMa By (HHBOTO Ha ghepumun
3a JIa ce BUOH Konko nodpe AeiicTea 3uanekc. MiacnegBaHusTa e MpOCAEAIBaT ChIIO O
dyHKIMA (HHBOTO HA KpeaTHHHHA B KPBBTA, HAJIHUME Ha OENThHK B ypHHATa) U HEPHO
¢yHKuns (HHBOTO Ha TpAaHCAMHHA3MTE B KPHBTA). BalllMAT exap MOXe Aa NoHCKa 1a
6B6pedHa 6HOMCHA, aKo TOAO3Npa 3JHAMKHMO yBpexAaHe Ha 6v0peunTe. Moxe chio




yepHua By 1po6. BawmsT nexap e #ma npeaBuzl Te3H H3ICJIEABAHKHA, KOraTo onpeeNs Han-
noaxonduiara 3a Bac 7103a Ha 3uazexc U 1e r'y NOM3Ba CHINO TaKa, 3a Aa NPeLeHy Aany Tpadsa na
CIIpeTe MpHeMa Ha 3WajekKc.

Kato npeanasHa MApKa BCsKa rOAMHA MO BpEME Ha JIEUCHHETO Llle ObJaT H3CJICABAHH 3PEHUETO U
ciiyxa Bu.

Hpyru JekapcTsa # 3nagexc

Hudopmupatite Bawua nekap unu ¢gapmauesT, ako NpUeMaTe, HACKOPO CTe NPUEMANIH HITHA €

BB3IMOXKHO Jia IpUEMeTe ApYTH JiekapcTRa. Te BKMOYBAT MO-CNIELHAITHO:

- APYI'H XeNaTOPH Ha XKeNA30To, KOUTO He TpAbBa Aa ce NpHeMaT CbC 3HaNEKC,

- aHTHALUKAY (JIEKapCTBa, NIPUEMAHH 3a JIEYEHHE Ha CTOMAIIHY KHUCENTWHH), ChIbpKally
aTyMHHM, KOUTO He TpSOBa fa ce NpHeMar 10 ChLIOTO BpEME Ha JeHA KaTo 3MaleKC;

- LHKJIOCTIOPHH (H3MON3BAa Ce 3a NPEAOTBpPaTABaHE HA OTXBBPJIAHETO HA TPAHCIVIAHTHPAH OpraH
OT OpraHu3Ma MM NPH HIKOW APYTH ChCTOSHHUA, KATO PEBMATOMAECH apTPUT WK aTOTIHYCH
nepMaTHT);

- CHMBACTATHH (M3NOJI3BA C¢ 3a TIOHWKABAHE HA XOJIECTEPOJIA);

- 60nKoyCNOKOABALIH HIH MPOTHBOBL3NAMUTENHHA CpeACTBa (Hanp. acupHH, HOynpodeH,
KOPTHKOCTEPOHIH);

- nepopanuyu 6udocdoHaTH (M3MON3RAT CE 3a IeYeHHE HA OCTEOTIOP03a);

- aHTHKOATYJIAHTH (M3MON3BaT Ce 3a NpeA0TBpaTARAHE WM NICUYCHHE HAa ChCHPBAHETO Ha KPBHBTA),

- XOPMOHAJTHHA KOHTpauenTHBeK (pOTHBO3a4aTbhyHH CPENCTBA);

- Genpuann, eproTaMuH (M3TI0N3BA Ce MPH JIedeHNE Ha ChPACYHH NTpobIeMH H MUTPEHA);

- penaridHig (M3M0N3Ba ce TIPH NeYeHHE Ha AnadeT);

- pudaMmUIuH (M3M0J13Ba Ce [IPH JIedeHne Ha TybepKkymo3a);

- deHnTonH, penobapburan, kapdamazenun (M3NON3Ba CE NPU JICYEHHE HA CITHIETICUA),;

- puToHasup (u3non3ea ce npu neveHue Ha CITHH vudexuns);

- naxJIHTaKcen (M3noJ13Ba ce NpH JICYCHUE Ha pak);

- TeopUTHH (M3MON3Ba ¢ 3a ICUEHHE HA PeCMTUPATOPHH 3a00NBaHHs KATO HANPUMED acTMa);

- KJIO3AMUH (M3M0N3Ba Ce 3a NeYeHHe Ha ICUXHMYHM HapylIeHHsA KaTo H30(peHns);

- TH3aHWNH (U3I10JI3Ba Ce KaTO MYCKYJIEH pellakCaHT);

- XOneCcTHpAMHH (H3MONI3Ba ce 3a HaMaJIABAaHE HA HMBATA Ha XOJIeCTepoNa B KPbBTA).

- Bycyndan (n3n0n3Ba ce npeay TpaHCANAHTALIMSA, 32 a pa3pyliy coOCTBeHus rpbOHaYeH MOILK Npean
ornepauusTa)

Br3MoxHO € f1a ca HEOﬁXO}IHMH JOITBJTHHUTEITHH TECTORC 3a NMPOCICAABAHC Ha IUIaSMCHHUTC HABA HA
HAKOH OT HEGPBEHH‘TE JICKapCTBa.

Xopa B cTapuecKa BB3PAcT (HAa BL3IPAcT HA H Haj 65 roHHH)

3uagexc MOXeE Z1a Ce W3MOJI3Ba OT Xopa Ha Bb3pacT HaJ 65 roaAMHH B Chllata J03a KaTo 32 OCTAHATHTE
BL3pacTHH. [TaliHEHTHUTE B cTapuecka Bb3pacT MOraT a MMAT MOo-YECTH HeXellaHu peakLHH (no-
CIIELIHANHO AWApHs ), OTKOJIKOTO TIO-MJIAANTe MauHeHTH. Te Tpabra fa 6B1aT BHUMATETHO
MpOCieIsBaHN OT CBOA JIEKap 3a MTOABA HA HEXENaHU PEaKIIMK, KOUTO MOTAT Ja H3UCKBAT KOPUTHpaHe
Ha Jo3ara.

Jlelia 1 IOHOIIH
3nanexc Moxke Ja ce ynotpebasa npy Jela ¥ IOHOUIN HA Bh3pacT Halk 2 FOAHHH, IPH KOUTO PeIOBHO
ce NpoBeXXJaT KpbBOMpPENHBaHHA, KAKTO U NPH JieLia ¥ IOHOLIH Ha Bh3pacT 10 roquHy U noseue, npu
KOUTO He ce MPOBEXKAAT PEIOBHO KpbBONpeIUBaHHA. C H3PaCTBAHETO Ha MALWEHTA JIEKapAT 1
TPOMEHH 1034aTa.

3nanekc He ce penopbyisa MpH Aela Ha Bb3pacT NoJ 2 TOAHHH.




bpeMeHHOCT H KhpPMeHe
AKO cTe 6peMeHHa WK KbpPMHUTE, CMATATE, Y€ MOXKE J1a CTE OpeMEHHa WIH I1aHHpaTe OpEMEHHOCT,
noceLBETBalTE ce ¢ Bamns nekap npean ynorpebdaTa Ha ToBa JIEKapCTBO.

3uazeKc He ce NPEMOpPLYBA NMPU OPEMEHHOCT, OCBEH B CTYYaNTe HA KaTeropuiyHa He0OX0IUMOCT.

AKO MOHACTOALIEM W3II0JI3BATE NIEPOPATHH KOHTPALIENTUBH WITH KOHTPALCTITUBEH INTACTHP 34
npeanasBaxe oT 3abpeMeHABaHe, TpAOBa Aa U3NoN3BaTe AOMbAHUTENHA UK APpYT BUJ KOHTpalenumns
(Hamnp. npesepBaTHB), THH KaTO 3MaJeKc MOXe Jia HaMallid ¢(DEKTHBHOCTTA Ha MEPOPATHUTE
KOHTPALENTHRH M HAa KOHTPALICIITHBHUTE TTACTHPH.

[Tpu nedenune cbe 3nMageke He ce MpenopbYBa KbpMEHE.

Hlodupane u paboTa ¢ MALINHK
AKO ce Mo9yBCTBaTe 3aMasHi clie]] MpHeM Ha 3majekc, He wodupaiire w He paboTteTe ¢
WHCTPYMEHTH ¥ MALIWHH, JOKATO HE ce MTOUYBCTBATE OTHOBO HOPMAITHO.

3. Kaxk a3 npueMaTte 3uagexc

JleyenneTo cbe 3uazexc Lie ce HalmoaaBa 0T JeKap ¢ ONHUT B JIEYEHUETO HA CBPbXOOpEMEHSABAHE C
KENA30 BCIICACTBAE HA KPBBOIIPETIURAHUA.

Buuaru npueMaiiTe TOBa NEKApPCTBO TOYHO KAkTO Bu e kazan BawmsaT nekap. AKo He CT€ CHTYPHHU B
HELlO, onuTalTe Bamus gekap uiH gapMaLenT.

Kakea fo3a 3uajexc na mpuemaTte

Jlo3aTa Ha 3uagekc € CRsp3aHa ¢ TeJIECHOTO TerjIo Ha MaueHTHTE. BalmvsT nekap e U34HCITH

103aTa, OT KOATO ce HyJRaetre H uie By kaxe xonko TabneTku na npueMare JHEBHO.

. Obuualtnata qHEBHA J03a 3Hageke (PHIMMpaHH TAONETKHM B HAYANIOTO HA JIEYEHHETO IIPH
[MaLMeHTH, IPH KOUTO peJOBHO Ce MPOBEXKAAT KPbBOIPEIHBaHuA € 14 mg Ha KMJIorpam
TENECHO Terno. Moxe ga ce npenopbuBa No-BUCOKA WM NO-HHCKA HadallHa 7103a OT Bauus
JieKap B 3aBHCHMOCT OT HHAMBUAYANHUTe BU HYX M OT NeueHue.

. Obnyalinara fHesHa Ao3a 3nagekc dunMUpaHH TabNeTKH B HAYAI0TO Ha JICUEHHETO NPH
TALMEHTH, NPH KOWTO He ce NMPOBEXIaT peAOBHO KPbBONPENHBAaHHMA € 7 mg Ha KWIorpam
TENECHO TETNIO.

o B 3aBHCHMOCT OT 0TroBopa Bu xpM neuennero, BaunaT nekap Moxe no-KbcHO Na rMpoMeHH
JedenreTo BW Ha Mo-BUcOKa UM MO-HUCKA [03a.
o MakcHMaTHaTa npenopbuYHTEeNiHA JHEBHA A03a 3HadeKe PUIMHpAHN TabJeTKH €.
® 28 mg Ha KWJIOrpaM TEIECHO TErI0 NMpY NalUEeHTH, NMPH KOUTO Ce TIpOoBeXJaT peIOBHO
KPBLBOIpEeNUBaAHUA;
- 14 mg Ha KUOTpaM TENECHO TErJIO NPH BB3PACcTHM MalHeHTH, TTPH KOUTO HE ce
NMPOBEKAAT PEAOBHO KPBbBONpPEIHBAHNA,
® 7 mg Ha KUJIOTPaM TeJIcCHA Maca NMpH Jella U IOHOLIN, ITPH KOUTO HE CE TIPOBEX AT

peqOBHO KPLBOMPETHBAHUA.

Hedepazupokc ce nmpeanara ¢bluo noa ¢gopmara Ha ANCIIEprupally ce TabieTKH. AKO MPEMHUHETE OT
AUCMEprypaliy ce TabneTky KbM punMupany TabneTky, e ce HyXAaeTe OT KOPUIHUpaHe Ha J103arTa.

Kora ga npuemate 3nagexc

° [IpnemMalite 3nagekc BeAHBXK AHEBHO, BCEKH JIEH, MPNOIHU3HTEIHO MO €JHO CHIHO
ACHA C MANKO KOJMMYECTRBO BOJA.

. [IpuemaliTe 3nanekc punMupany TabIeTKN HIIH Ha IMaJHO, WM C JieKa XpaHa.

[TIpyeMBT Ha 3MancKe MO €IHO U CHLIO BPEME BCEKH JIeH e Bu noMorHe ¢buIo Taka

KOora Ja [NpHcMarTe Bamwure TabneTkm. \



IIpn naumeHTH, KOUTO Ca HecTIOCcOOHH /1a NOrbiHaT HenuTe TabaeTku, 3nazekc GHIMHpaHH
TAONETKK MOraT Ja ce HaTpollaT K Ja ce NPHII0KAT upe3 NOPLCBaHe Ha LAnaTa 403a B MEKa XpaHa,
HaMp. KUCEJIO MIISKO UM A0BTKOB ¢o¢ (90b1Kk0oBO Mmiope). Jlo3ara TpsaOea Oa ce nprueMe HezabaBHO H
n3usano. Jla He ce cbXxpaHsBa 3a Objeina ynorpeda.

Koaxe aparo aa npueMarte 3Hagexc

IIpoanakeTe 13 npHeMaTe 3uaJeKe BCEKH /IeH, AokaTo Bamiun Jdexap Bu xaxe. Toa e
OBLIMOCPOUHO JIEUCHHE, NPOAbIKaBallo BEpOATHO MECEIIM MM rOAHHU. BatuuaT nexkap Lue
ApocieasBa pelOBHO ChCTOAHNETO BN, 33 1a NpoBepsABa AANH JICYCHUETO UMa XeJaHuA edekT (BIKTeE
CBLUO TOUka 2: ,JIpocneaseane Ha BaureTo neuenue ¢ue 3naaekc ).

AKO HMaTe BBLIIPOCH OTHOCHO KOJIKO ALJITO J1a mpHeMare 3uajekc, ropopete ¢ Bainug nekap.

AKO CTe IIpHeJTH NoBeYe OT HeoOX0AMMATA J03a IHaaeKe

AKO cTe npueny nopeye oT HeobxoauMara 103a 3UaZiekC KU ako HAKOH Apyr npueme Bawnte TabneTky no
cnydadHocT, He3abaBHO ce crbpxkeTe ¢ Baluus nekap unu 6onHMLA 3a cbBeT. [TokaxeTe WM ONAKOBKATa Ha
TabneTkute. Moxe Z1a ce HaIOKH MEeINLUMHCKO JledeHHe. MoxXe aa uMaTe CUMIITOMU KaTo KopeMHa 6onka,
AMapHd, raacHe, ospbilane H 6LOpeyny win yepHoApoOHH MpobneMu, KOUTO Morat aa 6baaT cepHo3HH.

AKO cTe NPOIMyCHAJIH A2 IpHeMeTe 3uajekc

AXO NPONYCHETE 1034, B3EMETE s BeJHara cieli KaTo CH CIIOMHUTE 3a TOBa Npe3 JeHsA. [IpnemeTe
CliefBallaTa CH f103a cropel cxeMara. He B3eMalite JBoifHa 03a Ha clieJBalinA J¢H, 3a Aa
KOMIIEHCHpaTe nmpormycHarara(ute) Tabnetka(n).

AKo cTe cripen mpHeMa Ha 3uagexc

He cnupaiite npreMa Ha 3uaJcKc, ocBeH ako Bamusr ekap He BH kaxe ToBa. AKO CripeTe npruema,
N3MUIIHOTO KENA30 HAMA NOBEYE Aa Ce OTCTpaHsABa OT OpraHu3Ma BU (BHXTE CBLUO NO-TOope TOYKA
. KOJIKO IBITO Ja nmpuemMarte 3uanekc’).

4, BL3MOXKHH HeXKeJIaHH PeakLHH

KakTo BcHUkH JIEKAPCTBA, TOBa JICKApCTBO MOXKE [a IIpSIAH3BHKA HEXKENIAHH pPCAKLINH, BBIIPCKH Y€ HE
BCCKH I'M nMoJTydaRa. IloBeueTo OT HEXXENAHUTE pPEaKINH Ca JICKH OO0 YMEPCHO TCXKKH H IO ITpaBHNO MIC
H3YHC3HAT CNC]l HAKOJIKO JHH 00 HAKOJIKO CEAMHLIN OT JICUCHHUETO.

HaxoH HeXKeAaHH peaknHH 6MXa MOTJIH A3 0BAaT CEpHO3HM H HANAraT He3a0aBHA MEHITHHCKA
HaMecaA.

Tesu nesicenanu peaxyuu ca Hevecmu (Mozam oa 3acezram 0o 1 na 100 dywun) unu peoxu (mozam oa
zacezcram oo I na 1 000 oywuu).

. AKO nOmy4HTe TEKBK 00PUB, MU 3aTPYAHEHO AMILAHE H 3aMasHOCT, WM MTOJyBaHe OCHOBHO
Ha JIMLETO W IBPJIOTO (MPA3HALM Ha TEXKa aJIeprHYHa peakuus),
. AKO nMaTe KOMOMHALUA OT HAKOHU OT C/IeJHUTE CUMATOMHM: OOpHB, 3auepBsiBaHe Ha KOXKaTa,

MEXYPH B obnacTTa Ha YCTHUTE, OUMTE WIK YCTaTa, OeNicHe Ha KoXaTa, BHCOKA TEMIIEPaTYpa,
rpUNIONCACOHU CUMIITOMM, YBENUYEHU MUM(PHHN Bb3NH (MPU3RALY HA TEXKKH KOKHHU peakLinn),

. AKO BH € TpYAHO a MUCIIUTE, Aa 3aNOMHATEe HHpOopMaUMs WITH 13 pa3peluasate npobieMH, ako cTe
HEeBHHMATEIIHH WK HEAOCTATLYHO aIeKBATHH, WK C€ YYBCTBATE MHOTO CHHJINBH, Oe3 eneprus
(MpH3HALUM HA BUCOKXH HHBA HAa aMOHAK B KPbBTA, KOETO MOXE Ja € CBBbP3aHO ¢ YePHOAPOOHHN MU
61L6peun npobraemMu U 1a Boau Ao npobieMu 8 MO3bYHATA PYHKIIHA),

° AKo 3alesiexxHuTe 3HAUWTEITHO HaAMANTABaHE Ha 0bema Ha Bamarta ypuHa (nmpH3Hak Ha 610pe
npobnem),

. AKO HMaTe KoOMOHHaHUA OT C/IeAHUTE CUMIITOMU: CBHIMBOCT, O0NKa B rOpHaTa AsAC
MOJIOBHHA Ha KOpeMa, NOXKBATABAHE WIH 3aCHIICHO NOXKBJITABAHE HA KOXATa HIIH
ThMHA YpHHa (MTpU3HaLH HA YepHOAPOOHH MpobneMn),

AKO TTOBLPHETE KPBB WY NMaTe YePHH H3MPaKHEHHA,
AKO nMate 4ecTH bonkM B KopeMa, 0cobeHo criell HaxpaHBaHe WaN npueM Ha 3uan
AKO UMaTe 9eCTO CTOMALIHH KHCCIHHH,




. AKo HMaTe HacTUYHa 3aryba Ha 3peHwue,
. Ako HMaTe cunHa 0onka B ropHaTa YacT Ha cToMaxa ([aHKpeaTHT),
CIIpeTe NMpHeMA Ha JIEKAPCTBOTO U Kaxere HesabaBHo Ha Bamins aexap.

Haxou HexeaHH peaKLMH MOTAT JA CTAHAT CEPHO3HH.
Te3u neodicenanu peakyuu e cd 4ecmu.

. AKO TIOJTY9UTE HEACHO MITH 3aMBTNIEHO BHXK/aHe,

. AKO MoJyuuTe oTCnabBaHe Ha ciyXa,

KaxeTe HA Bamusa Jekap, K0OJKOTO € Bh3IMOXKHO NO-CKOPO.

HApyru HeXKeNaHH peakiHH
Muozo yecmu (mozam oa 3aceznam nogeve om 1 na 10 oyww

o Hapymenrue Ha uzcneaBaHusTa 3a os6pednara ¢pyHKIm.

Yecmu (Mozam oa 3aceznam oo | na 10 oywu)

. CToMalllHO-4peBHH HapyIleHH!s, KaTo rajeHe, NoBpbliaHe, Hapus, KOpeMHH OONTKH, MOy BaHe,
3allek, HapylIeHO XPaHOCMHUIIaHe,

O6pus;

[ nasobonue;

Hapyinenus B sepHoApoOHUTE HDYHKIIMOHATIHH TECTOBE;

Coupbex;

HapyineHHs B YPHHHHTE TeCTOBE (6eNThK B YpHHATA).

AKko HiIK0A OT TaX BH 3acerne Texko, kaxeTe Ha Bammug nekap.

Hevecmu (Moeam da 3aceznam 0o 1 na 100 oyuu)

3aMasHOCT;

[ToBuIeHA TeMIIeparypa,

BONKH B r'eplioTo;

IMToxyBaHe Ha pbLUETE U KpaKara;

[TpoMgHa B L[BETa HA KOXaTa,

TpeBoXHOCT;

HapyuieHue Ha CbHA;

YMopa.

AKko HAakof OoT TAX BH 3acerde Texko, Kaxere Ha Bawuus nexap.

C nen3BecTHa YecToTa (OT HANHYHUTE AAHHHM He MOXe Ja ObAe HampaBeHa OLEHKA).

* [MTouunxapane Ha 6pod Ha KNETKUTE, YIaCTBAILON B ChCHPBAHETO HA KPbBTa { TPOMOOIMTOTICHHS ),
MOHHKABaHe HA Oposl Ha YEpPBEHUTE KPLBHH KIIETKH (arpaBypaHa aHeMHs ), TOHKaBaHe Ha
Opos ua 6emuTe KPHBHH KIIETKH (HEYTPOIeHHKA) UK Ha 6posd Ha BCHUKH BHAOBE KPBBHH KIETKH
(MaHUMTONSHHUA);

Koconaxn;

KambH# B OB0peLuTe;

HamaneHo OTAENSAHE Ha YPHHA,;

[TpobuB Ha cTOoMaxa MM UEPBaTa,;

HapymagsaHe Ha L1e/IoCTTa HAa CTEHATa Ha CTOMAaxa UIIH YepBaTa, KOETO MOXe Jia Opje
OONE3HEHO W Ja TIPEOH3BHKA raJieHe;

Cunna 0osika B rOpHaTa 4acT Ha cToMaxa (MaHKPeaTHT);

. OTKJIOHEHHE B HUBOTO Ha KUCEIIHHHMTE B KPLBTA.

CroluaBaHe Ha HEKEJAHH PEeaKIIHH
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Karto crobiasate HexeNaHd peakIiHi, MoXKeTe Aa JaJeTe CBOS MPHHOC 3a NMoTydaBaHe Ha MoBeve
HHQOpMalHA OTHOCHO Oe30MacHOCTTa Ha TOBA JIeKapCTRO.

S. Kak na chrxpaHsBaTe 3uagexc

Ha ce chXxpaHfABa HA MACTO, HEIOCTHITHO 3a JAelia.
Ha ce chXpaHsBa NNpH TeMneparypa nog 25°C.
Ja ce ChXpaHsARa B OPUIHHATHATA OMAKORKA,

He w3nonseaiite ToBa NEKapCTBO Clell CpOKa Ha FOHOCT, 0TOeNs3aH BbpXy OIucTepa B
KapTOHEHAaTa onakoBka cneq ,,l'onen go:/EXP*, CpoxbT Ha FrOAHOCT OTroBaps Ha NMOCHEAHHA JI€H OT
[OCOYEHHA MECELL.

He n3non3eaiiTe 0nakoBKH, KOWTO Ca MOBPEACHHN HIIK uMaT dene3n Ha gamnnudurupaHe.

He n3xpbpasiite nexapcTsara B KaHATH3AUAATA UK B KOHTeHHepa 3a JOMalWIHN OTMaqbLH.
[Tonurakite Bainua dapmauesT kak na M3XBBPIAATE JIEKapCTBaTa, KOUTO Be4e He H3noissare. Te3n
MEPKH e CMTOMOTHAT 3a ONa3BaHe Ha OKOJIHATA cpeja.

6. Coanp:kaHHe Ha ONIAKOBKATA H JONBJIHHTEIHA HHPOpPMALIUS

KakBo cpALpXkE 3uagexc

AKTHBHOTO BelllecTBO €: Jedepazupokc.
Bcaka dunMupana tabnetka 3uanekc 360 mg cvabpxka 360 mg aedepanpokc.
[Tomolunm BeiliecTra:

HAapo na TabneTka:

Mukpokpucransa uenynosa PH 101
MukpokpHcTanHa uenynosza PH 102
KpocnosunoH (Kollidon ®CL)
IMoeuaon K30

INonoxcamep 188

KonouageH cUTMUHEB THOKCH]
Marxe3uesB creapatT

QOUIMOBO NOKPUTHE!

Onanapait [1 Cunro 85F20578 (IlonueHHMAN ankoXo, NOAHETHAEH kKo 3350, THTAaHOB NHOKCH]A, TAJK,
FD&C cunbo #2 / UHIUrokapMuH alTyMUHHER JIak, XBIT xkene3eH okcu (E172)

Kpocnosugou (Kollidon ®CL-SF)

Kaxk m3rjaexaa 3nagexc H KAKRO CLAbLPKA ONMAKOBKATA
dunMupaHuTe TabNeTky ca TbMHO CHHH, €IMNICOBHAHM, OT ¢1HATa CTpaHa ¢ BATsOHaro penedHo
obo3nagenue ,,360”, a ot apyrara c¢ noro ,,Nobel™.

OunmupaHuTe TabneTku ca onakosaHu B banctepn ot PVC/PE/PVDC/anyMununero
ornakoBka cbabpxka 30 dunmupann tTabnetkn (3 6mucrepa).
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