JIncroBka: aupopManxsa 3a NANHCHTA

Maxaax 150 ID 150 mg Tab/ieTKH ¢ H3MEBCHO 0CBOOOK1aBAHE
Diclac 150 ID 150 mg modified-release tablets
auknodenak Hatpuii (diclofenac sodium)

IipoueTeTe BHHMATEIHO NAJIATA JJHCTOBKA NPEH Aa 3aM04HeTe 1a NPHEMATE TOBA JIEKAPCTEO,
THi KaTO TH CbIbpKa BaKHA 32 Bac andopmanus.

Kaxso cbABPXKA TA3H JHCTOBKA:
Kaxso npenctasiasa Jiuxknak 150 ID 1 3a Kakso ce Hanontmgnb NEWTENHA ATEHLURA N0 NEXAPCTBATA

RN =

1.

Janaszere Ta3M JJHCTOBKA. MoOXKe 1a e HANOXY 1A A NPoYETeTe OTHORO.

AKO HMaTe HAKAKBH HOITLIHHTEHE BBIIPOCH, MoNMTaiTe Bamus nexap wiu papMalesT.

Toga neKapcTBO € NpeAnKMcaHo JInYHO Ha Bac. He ro npeorcTenBaHTe Ha APYTH XOpa. To Moxe 1a
WM HaBpeIy, He3aBHCHMO Y€ MIPH3HALMTE Ha TAXHOTO 3a00MsABaHe Ca CHIATE KaKTO Bawure.

AKO TIONTy4HTe HIKAKBH HEKENIAHH IEKapCTBEHH PeaKivH, yBeioMeTe Bauns rekap Wi
dapmanest. ToBa BKIFOYBA H BCHYKM BE3MOMKHH HEXXEJIAHH peakiuy, HEOMHCAHH B Ta3H
nHcToBKa. BrokTe TOo4Ka 4.

Kakeo TpaGea Aa 3Haere, IpeAH A2 npHemere JHKIAK 15 oBna  Tunomeme 2

Kak na npuemare Huknak 150 1D Loo/oTle

BBb3MOoKHY HEXETaHN peakLyy Kbm Pez. Me ........

Kak na cexpanaeare Jfuknak 150 1D Paspewere Ne

CeospikaHHe Ha OrNakoRKaTa H AOMBJIHHTEAHA HH(POpMA
ABP A (bopmata .\ wse
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_ |

Kaxeo npeacrasaasa Jukaax 150 ID r 3a KakBo ce n300,1383

Thuknax 150 ID e npoayKT, KoiHTO obyekyasa GonKkaTa H TOTHCKa BB3NATIEHHETO (HECTEPOHAHO
NPOTHEOBB3NATHTENHO/ AHAJITETHYHO CPEACTBO).
Hznon3ea ce 3a e4eHUeE Ha:

2.

¢ peBMaTHYHY WIM Jer¢HEpaTHBHH CTaBHHU GOJIKH (apTPHT);

e GONKH B rbpOa, CHHAPOM Ha “3aMpPB3HANIO paMo”, “TEHHC-IAKBT W APYTH ¢opmu Ha
PEBMATH3IELM;

NPHCTHIIK Ha NOAATPa;

HABAXBAHHA, H3KBIYBAHHSA KW APYTH TPABMH;

OOJIKa B OTOLM CJIe], OriepallHn, |

GoNe3HEHH MMHEKOIOTMYHH BH3MATHTETHH ChCTOSHHS, BKIFOUHTENHO DONE3HSHH
MeHCTpYaiHU 00Ky,

o uudeKUHNd Ha YXOTO, HOCA HITH TBPJIOTO.

Kakso Tpa6Ba aa 3HaeTe npeau a npuemere Jukaax 150 ID

He npuemaiite uxnax 150 ID

&  aKO CTe ANePrHYHH KbM AKTHBHATA CHCTABKA AMKIO(EHAK HIIH KM HAKOA OT OCTAHANUTC
CHCTABKH HA TOBA JIEKapcTRO (H30pOoeHH B TOUKa 6);

¢  aKO HAKOTA CTE HMAJTH ATEPIHYHH peakuyu (KoxeH 0OpHB, 3aTpyAHEHO AULIAHE) CIIE]L NIPHEM
Ha JIEKAPCTBA, ChABPKAIIHM AUKIOMEHAK WIH MOKO0HH BeLeCTBa, KATO aLCTHIICATHIIHIIOBA
Kuceanna, Hoynpoden v ap. Peakupure Morat Aa OBbJaT acTMa, Xpema, oOpHB, MOAYBaHe Ha
nuueTo. AKO CMATATE, Y MOJKe Ja CTe alepruuHy, o0bpHeTe ce KbM Baluusa JIeKap;

e  2KO MMaTe WK B MHHAIOTO ¢Te HManu A3Ba HA CTOMaxa H JBaHAACCCTONPBLCTHHKA,
AX0 MMATE MM B MUHAJIOTO CT€ MMAJTH CTOMALIHO-YPeBEH KPHBOM3IHB (KPEB B
M3MPAKHESHUAT MK YEPHH H3NPAKHEHNA ),

* ako cTpazaaTe OT Texko OGpOpeuHo 3abonaBane;

®  aKO CTpajaTe OT TEXKO YEPHOAPOOHO 3abonaBaHe;

®  aKo CTPaA3Te OT TEXKKa ChpAcYHA HEAOCTATHYHOCT;




e  aKO MMaTe YCTAHOBEHO CHPAEYHO 3a00NABaHe WH/IH MO3BYHO-CHAOBO 3a00NsBaHe, HAIPHMED
aKO CTe HMaJTM CEPACUEH yaap, HHCYT, MAKpouHcynT (TTHALI) unu 3amylieaiui Ha
KPBLBOHOCHHTE ChAOBE Ha CHPLETO HIIM MOYBKA, WIH ONEpaltHs 3a OTNYyHIBAHE Ha
KPBBOHOCHHTE ChJOBE HITH Daliac,

e  aKO MMAaTE MM CTE MMAIH npobiemMu ¢ KpbeooGpalieHHeTO (NepH(epHO apTEPHATHO
3afongBaHe);

®  aKo CTE B MOC/AEAHHTE TPU MeceLla Ha OpeMCHHOCTTa;

e Jluknak He TpaOBa Ja ce mpHeMa OT J€lia U IOHOLUH.

WUndopmupaiite Bawms ekap, ako HaCKOpo cTe OuITH NOUIOKEHH Ha HITH Bu nipeacTod onepauya Ha
cTOMaxa WIH YepBata, npeau aa npuemere Juknax 150 ID, Toi kato Jluknak 150 ID noHsAKOra MOXe
/1a BJIOMIH 33pacTBAHETO Ha paHATa B YEPBATa CJI¢/l XMPYPrHYHA OTICpalHA.

Hsxou xopa HE TPSIBBA na uznonssar Juxnak 150 ID. T'oBopere ¢ Ballns Jiekap, aKo:

- cMATaTe, 4Ye MOXKeE Ja CTE WIEPrHuHA KbM AHIIOQCHAK HATPHH, aCIIHPUH, HOynpodeH win Jpyrd
HCTIBC, Wik KbM HAKOS OT ocTasanute chetapky Ha uitak 150 ID. (Te ca u3bpoeHH B kpas Ha
nHcToBKaTa). IIpH3HaLMTe HA peakiMA HA CBPBXUYBCTBUTEIHOCT BKIKOYBAT OTOK HA JMILICTO H
ycTara (aHruoeaeM), npobiieMH ¢ AuuIaHeTo, DoNKa B FEPAHTE, XpeMma, OOpHB MO KOXKaTa WIH
H4KaKBa ApYyra peaxkiua OT aNepruyeH THII.

IIpeaynpexxaenasi H NpeABa3ZHH MEPKH
T'oBopete ¢ Bawmsa siekap wiu GapManerT, npeau aa npuemere Jukiak 150 ID:

¢ AKO NpHEMATe PYTH MPOTHUBOBB3NATHTENHH JIEKAPCTBA, BITFOUHTETHO aUSTHICATHIAIOBA
KHCETHHA, KOPTHAKOCTEPOH/IM, AHTHKOATYIAHTH WIIH HAKOH AHTHETPECRHTH (CEIEKTHBHH
HHXKUOUTOPH Ha 0OpPaTHOTO 3axBallaHe Ha CEPOTOHMHA).

e AKO CTpajaTe OT 4CTMa, CE30HEH anepruyeH pUHHT (CeHHa Xpema), OAYBaHe Ha JIHraBHLUATa
Ha HOca (MONKUIN), XpoHHYHA 06CTpyKTHBHA GenoapobHa 0osiecT WU XPORHYHA HHQEKIHH
Ha JUXaTeNHUTE IMTHIA, peakuurTe kM HCIIBC KaTo H30CTpAHE HA acTMara (T.Hap.
HEMOHOCHMOCT KbM 00e360NABally JickapcTpa/aHalreTH4Ha acTMa), OTOK Ha TBPJIOTO H
JTHUEBHTE YaCTH HWJIH YPTHKApHA ca [MO-4eCTH.

e AXO MMaTe WK CTe UMM HAKOra CTOMAILHO-UYpeBHH MpobJieMH KaTo CTOMAILHA A3Ba,
KBPBEHE WIH YEPHU H3MPKHEHHS, CTOMALIEH JHCKOMMOPT HIH KHCEJIMHH CIICA [IPHEM Ha
HECTEPOHIHA NPOTHBOBLANAIMTE/HH JIEKapcTBa TPAOBa ia CHOOLIMTE 33 BCHYKH HeOOHUaHHHK
IPH3HAIM B KOPEMHATa KyXHHa (0co0eHO KphBOM3NKBH) Ha Ballns jiekap 1 /i
MpeyCTAHOBUTE MpHEeMa Ha J{uknak.

e AKO MMaTe Bb3majieHue Ha AebenoTo yepso (YIUepO3€H KOMNT) WIK Ha TEHKHTE YepBa

(Gonect Ha KpoH).

AKO HMaTe WY CTE KMANH ChpAeYHH NIPOONEMH HIIH BUCOKO KPBBHO HAlIATaHE.

Axo uMare OBOpedHO M YepHOAPOOHO 3a00/sBaHE.

AKo cTe 00e3BoHEHH (0T GoJIecT, JHapus, MPeay HIIH CIICA OnepaLys).

AKO MMaTe MOAYTH KpakKa.

AKO UMaTe MOBHIUEHA CKJIOHHOCT KbM KbpBEHE WIH ApYyro 3a0o/sBaHe Ha KPHBTa,
BKJIFOYMTENHO PANKO YepHOAPoGHO 3abonapane, HapeueHo NOPQHpHA.

e AKo cTe GpeMeHHa B [TbPBU WM BTOPH TPAMECTHp Ha GpeMEHHOCTT2, TpA0Ba J1a npueMare

TMKJTaK caMo ciief KOHCYITanua ¢ Bamus nekap (Brkre Touka ,,DEPTHIIHTET, OpeMeHHOCT H

KbpMeHe”” TIO-A0ITY ).

VeepoMeTe BeaHara Balliva nekap, ako 3a0€nexuTe CHMITOMH, KaTo rpp/Ha Bonka, 3anyX, cnaboct,
HESICEH TOBOP, Thit KATO T€ MOTAT J1a Ca NpU3HaK 332 CEpHO3HH aTepOTPOMOOTHYHH CEOHTHS K MOraT Ja
BE3HHKHAT Oe3 NpeaynpeauTe/IHH CHIHAIA, '

JIHKNaK MOXe A2 MOTHCHE CUMITTOMHUTE Ha MH(eKIHs (BHCOKa TeMIiepaTypa), Ja 1 Ha
OTKpHBaeMa W Ja 3aTPyIHH JICYCHHETO K.



Mmuoro paako npu Tepanis ¢ HCIIBC ca cpobluasaHH TeXXKH KOXKHH PeaKUHK Ha
CBPBXYYBCTBHTENHOCT. IIpH I'bpBH CHMITTOMY Ha KOXKEH 0OpHB WM APYI'H peaKUHH Ha
CBPBXYYBCTBUTEIHOCT JieyeHHeTo ¢ Jluknak Tpabea Aa ce MpeKpaTH.

JIekapcTBa KaTo AMKIO(eHaK MOraT ga 6baaT CBhP3aHH € JICKO MOBHIIEH PHCK OT CHPACYCH HHUHACHT
(vHdapkT HA MHOKapAa) WIH HHCY.AT. Beeku pHcK € mo-BeposaTeH MPH BUCOKHU 103U H NPOABIKUTEIHO
nedeHue. He npesuiiapaiTe npenopbYHTETHHTE J03H H IPOARDKHTENHOCTTA HA JICUCHHUETO.

YBepere ce, ye Baums nekap e HHGOpMHpaH, Npeax Ja TpHeMETe AMKITo(EeHaK, ako:
¢ MYLWHTE,
® (CTpajate OT AuaderT;
® HMaTe CTEHOKAPAWSA, KPBEBHH CHECHPELIH, BUCOKO KPhBHO HANATaHE, MOBHILIEH XOJECTEpOI WIH
MNOBHILIEHH TPHITHLEPHIH.

HexxkelaHUTE IEKAPCTBEHM PEAKLMH MOTAT Aa 6bAaT CBEICHH 10 MUHMMYM 4PE3 H3NONI3BaHE Ha HaH-
HHMCKaTa eeKTHBHA 71032 32 HaH-KpaTKKHs HeoOXOAUM NEPHO OT BpEME.

Xopa B cTapuecka Bb3pacT
AKO cTe B CTap4ecKa Bb3pacT M NMPHEMAaTe APYrH OCHOBHH IPYITH JIEKapCTBa HIH CTC € TCIJIO NOJ
HOPMAaTa, € NpenophuHTENHO BammsT nexap ga Bu npeanuine Hal-Huckara epekTHBHA A03a.

Hena
JIMKI3K He € MOAXOAdIL 3a Aclia H MoApacTBALIM Ha BB3pacT noX 18 roaunm.

Hpyrn nekapersa 1 JAuknaax 150 ID
Hudopmupaiite Batums nekap MM ¢papManesT, ako MpHeEMare, HACKOPO CTE NPHEMAJIH HITA €
BB3MOXKHO Aa NpUEMATe ApYIH JIEKapCTBa.

e JIMTHIi UM CENEKTHBHH HHXHOMTOPH HA 0GpaTHOTO 3aXBalljaHe Ha cepoToHuHa (SSRI)
(mexapcTBa, H3NOI3BAHM 34 NeUeHHe Ha HAKOH BUJOBE ACNPECHS).
JIMrokcHH (3a NeYeHHe Ha ChpAeUHH 3a601ABaHHS).
JuypeTHiy (JIEKapCTRA, YBENHMABAIUMA KOMTHYSCTBOTO YPHHA).

¢  ACE waxuburopu nin 0era-OnoKkepH (3a IeUcHHE Ha BUCOKO KPbBHO HAMATAHE H ChpAcyHa
He10CTaThb4YHOCT).

e JIpyru npoTHBOBB3NAIMTEIHH JIEKAPCTBA KATO ALETHICATHLWIOBA KHCEITHHA, HOympogeH 1

Ap.

Koptukocteponan (MMpOTHBOBB3MAJIMTE/IHH JIEKApCTBa).

JlekapcTRa, NOTHCKAIIH ChCHPBAHETO HA KPbBTA H 00pa3yBaHETO Ha TPOMOM.

JlekapcTaa 3a neuenue Ha aAuaber (¢ H3KMOYEHHE HA HHCYJIUH).

MertoTpekcaT (3a JieueHHE Ha HAKOH BHAOBE paK Wi ApTPHT).

L{AKnoCnopUH (N€KApCTBO, HAMOA3BAHO NPH NALKEHTH, MPETHPICIH TPAHCIUVIAHTALNA).

Hsxon anTHOaKTepHATHH JIEKAPCTBA (XHHOMOHHK), H3MON3BAHH 33 JISYEHHE HA HH(PEeKLMH.

®DEeHUTOHH U JIEKAPCTBEHH NIPOAYKTH, ChAbpKaIny (PEHUTOHH (32 NeueHHe Ha EMUIENCHs ).

KonecTunon v XoNeCTHPaMHH H JIEKAPCTBEHH MPOLYKTH, KOUTO I'H ChbPXKaT (32 MOHWKABAHE

Ha XOJIECTEPOIA B KPBBTA). |

CyndutnupasoH (3a NeyeHUe Ha MOJArpa).

¢ BopHKkoHa301 K JJEKApCTBEHH MPOAYKTH, KOMTO ChABPIKAT BOPHKOHA30JT (34 JIEYEHHE Ha
reOudnn abeKUHn).

e JlekapcTBa, KOHTO MOTAT Jia YBETHUAT HHBOTO Ha Kanuii B kppeTra Bu. Takupa ca xanuh-
CHXPAHABALIMTE AWYPETHLM (YBENHYABALIH KOJMMYECTBOTO HA OTIEIIEHATA YPHHA),
UHKITOCTIOPHH, TAKPOITHMYC {J1EKapCTRA, KOWTO IIOTHCKAT HMYHHATA CHCTEMA) H

Kajiit B KpeBTa BA.
o Pudamnuuun

bpemMeHnoCT, KbpMeHe H PepPTHIAHTET




Ako cTe GpeMEHHA MITH KEPMHTE, CMATATE, e MOXe fa cTe OpeMEHHA WITH TUIaHHpaTe OpeMeHHOCT,
nochBeTBaifTe ce ¢ Bauiusg nekap wiH $apMaUesT Npeau ynoTpedara Ha TOBa J1eKapCTBoO.

He Tpa6Ba na npvemarte Juknak 150 ID npes nepeute 6 Mecena oT OpeMEHHOCTTa, OCBEH aKo HE €
aGcomOTHO HEOOXOMKMO M MO NpenopbKa Ha Balinig nekap.

bpemen”oct
Axo 6peMEHHOCTTA € OTKPHUTA 10 BpeMe Ha [POIB/DKUMTENTHO NPHIOKeHHe Ha JIHKiIaK 150 ID, e

HaJIOKMTEIHA KOHCYJITAUMS € JIeKap.

JTlokasaHo e, ue AHKIoheHaK NpeMHHaBa IaLeHTapHaTa Gaprepa npu xopa. Ynotpebdara ua HCIIBC,
BKJIIOYMTENHO JUKNO(EHAK, MOXKe Ja IPUYMHU MOTHCKAHE HA MATOYHHUTE KOHTPAaKLIHA,
NpEKACBPEMEHHO 3aTBapsAHE Ha AYKTYC apTepHO3YC Ha I10Aa (BaXkeH OTBOP B CPLCTO Ha Iwioga) v
HapyleHue Ha Ox0peuHaTa pyHKIHA Ha [UI0Aa, BOAENIO A0 HEJOCTaThYHA OKOJIOIIOAHA TEHHOCT
(ONUrOXUAPaMHHOH).

[lopaau puckoBeTe, IHKIO(EHAK He TPAOBaA Na ce M3M0JI3BA Mpe3 [IbPBHTE ABa TPUMECTHPA Ha
OpeMeHHOCTTa, OCBEH aKO OYAKBAHHTE MOJI3H 338 MaKWKaTa HaABHIIABAT PHCKOBCTE 32 IUI0AA.

Tipe3 MLPBOTO M BTOPO TpuMeceyHe Ha GpementoctTa Jnknax 75 ID Tpsabea fa ce mpHiara caMmo Ciac
KOHCYJITALHA C JIeKap.

B nomenHeHHe, gukaodeHak He TpsOea Aa ce U3MON3BaA MO BpeME Ha TPETUs TPUMECTBP Ha
6peMEHHOCTTa MOPaAH MOBHUIEH PUCK OT YCIIOMHEHHS 32 MAHKATa H IETETO NPH PAAAAHE.

Ako ¢ neoOoxonum nprem Ha HCIIBC or 20-1a recTanmolHa C€AMKLA OO Kpad Ha BTOpHA TPHMCCTDD,
orpanmHeTe yriorpebara 40 BE3MOXKHO Hali-HHCKATa €EKTHBHA J03a H BE3MOXHO Hali-KpaTkaTa
NPOABDKHTETHOCT, ThH KaTo C€ CYNTA, Y€ BE3MOMKHUAT PUCK 3a IJIOAA ¢€ YBEINYaBa C 103aTa H
MpOABHKHTETHOCTTA Ha NIpUEMa.

KbpmMeHe

Kaxro u apyru HCTIBC, nuisiodeHak, npeMHHaBa B KbpMaTa B MKy KoiyecTsa. [lopaaun ToBa
nukiodeHak He TpsaOBa J1a ce NpHeMa Mo BpeMe Ha KbPMEHE, 3a Jia ¢ H30erHaT HeKelaHnTe
JeKapcTBEHU €(PEKTH 3a KbPMAYeTo.

OEepTHIHTET

JTKiIaK MOXKe [ 3aTPyAHH 3a6pEeMEHABAHETO M 3aTOBa HE C& NPEnophyBa ynorpedara My NpH KEHH,
KOHTO IIPABAT ONHTH A3 3a0peMeHesT. [IpH jKeHH, KOHTO HMAT TPYAHOCTH MPH 3a0peMEHABAHETO HIIH
Ce M3CIEABAT 3a Oe3ruioaue, TpAGBa Aa ce 0GCHAM TIpeKpaTaBane Ha ynoTpedara Ha AMKIOQCHAK.
Hsma gaHuy npH xopa 2a edekra Ha ZHKIO(QeHaK BEPXY MBXKUS GepTUnuTeT.

Anknak 130 ID cuabpxa Jakrosa

Nuxnak 150 ID ceappka nakroza. Axo Baumsar nexkap By e kazan, ye niMate HCNOHOCHMOCT KbM
HAKOH 3aXapH, NOCHBETBAHTE C& C HET'O, TIPEAH Ja NPHEMETe TO3H NMPOAYKT.

Bcska TabneTka ¢ n3MeHeHo oceoGokaapane (ABycioiina) chabpia no-manko ot 0,01
BBIJIEXHAPATHH €AMHULIH.

Tosa NekapcTBO ChABLPKA No-Majko oT 1 mmol Hatpuii (23 mg) Ha TabneTka, T.¢. MOKE /1a C& KaXe,
ye MPaAKTHYECKH He ChIbP)KA HaTPHH.

3. Kak na npuemate Jukaak 150 1D

Busaru npueMaiiTe TOBa JIEKAPCTBO TOYHO KaKkTo B e kasan Bawms nekap. Ako H
Hello, nonuTaire Bamusa nexap win dbapMaleBT.



He npesuuwasaiite npeanucanaTa go3Hposka. BaxxHo e Ja mpHemaTe Haji-HHCKaTa e(peKTHBHA K032 32
Bb3MOKHO HaH-KpaTbK CPOK.

[penoprunTenHaTa 1032 32 Bb3pacTay e Mexay 100 u 150 mg ankiodeHak AHEBHO.

Bu3pactauTe TpAGBa Aa npHeMar 1 TabieTka ¢ H3MEHEHO ocBoGOKAaBaHe (ChOTBETCTBALLA Ha 150 mg
nuknodeHax HaTpHii). He npaemaiite noBede ot 1 TabneTka ¢ H3MEHEHO OCBODOXK1aBaHe JIHEBHO
(cvorBeTcTBama Ha 150 mg auknodeHak HATPHM).

MakcumMandaTa JHEBHA Jo3a oT 150 mg He TpaOBa Aa ce npeBUUIaBa.

[Ipy GonesHeHa MEHCTPYALs 3an04YHeTe JICUeHHe ¢ eaHoKpaTHa A03a oT 50 xo 100 mg npy nosisa Ha
nepeute cumnTomMu. [poasmxere ¢ aosnponka ot 150 mg auesHo. Ilpu HeoOXOAHMOCT, aKO Ta3H

103a e HeehekTHBHA, Bamuar nekap moxe xa Bu mperoppya xo 200 mg/nen. He npyeMaiTe noseyve
ot 200 mg/aeH.

Hena u wHOIIM
JMKIaK He e MoAXOoRdL 3a ynorpeba npy AeLa H IOHOLIH,

IIanHeHTH B CTAPYECKA Bb3PacT
He ce nanara xOpdrupade Ha ao3ara [pH NaliHeHTH B CTap4ecKa Bh3pacT.

ITanuenTH ¢ 0L0peYHO YBpeKAaHe
IIpoTHBOTIOKa3aHa € ynorpebara Ha JMKIO(eHaK nmpy NnauueHTH ¢ 0bOpeuHa HeROCTATHYH.

HanuenTH ¢ uepuogpoduo yspexaane
IpoTHBONOKA3aHa € ynorpeGara Ha JukNodeHak Npy NaLMeHTH ¢ YepHOAPOOHA HEeJOCTATHHHOCT.

HauyuH Ha opunoxeHue
Ta6nerknre Muknak 150 ID Tpabea na ce npuieMar uend, 6e3 1a ¢€ CABBKBAT H € JOCTaTHYHO

KOJIMYECTBO TEYHOCT, 3a MPSANIOUNTAaHE MIPEH XpaHCHE.

Jabenexka

JIBycnoiinaTa TabneTka ChABPKA HacT, KOATO 0CBOOMKAaBa He3a0aBHO aKTHBHATA CHCTABKA (25 mg) n
4acT, KOSTO OCBODONAABA MO-TIPOIBIKATENEH NEPHOTI OT BpeMe aKTHBHATA cheTaka (125 mg). 1o
TO3U HAYHH c€ NOCcTHra 6Bp30 Hauano Ha AcHCTEHE U YABDKEH eekT.

[IpoaBmKHTENTHOCTTA HA PHIOXKEHUE € ONpeend oT Bawrs nekap.

AKO CTe NpHeJH noBede oT HeobxoaumaTa ro3a Auxiaak 150 ID

[Ipeno3upaneTo HAMA THIHYHA KIHHHYHA KapTHHA. CHMITTOMHMTE Ha NIPEJO3HpaHe Morat 4a Obaar
HapyHIeHHA Ha UEHTpaTHaTa HEPBHA CHCTEMA, KaTo M1aBobonue, 3aMaiBaHe, liyM B yIIUTE,
CHHMBOCT H 6e3Ch3HAHNE, a CBUIO IbPYOBE, 60/iKa B KOpeMa, raficHe 1 noBpbllane, xuapud. Moxe
1a BB3HHMKHE KbPBEHE B CTOMAIIHO-UPEBHHUS TPAKT, KAKTO H (DYHKUMOHAITHH HAPYIICHHS Ha YCPHHA
npob 1 6nOpenuTe.

He e n3secTua cneuuduuna nporueooTpoBa. Crienl norneiiaHe Ha NOTEHIHAIHO
’KHBOTO3aCTpanlaBalla A03a MOXKe 1a ce NPHIOKH aKTHBEH BEIJIEH H Ja ce npeau3BHKa CTOMALIHO
H3npassade (Harp. Ype3 MOBPhUIaHE, CTOMAIIHA IIPOMHBKA).

Mouns, uadopmupaiire Bamus nexap npu npeposupase ¢ Juwiak 150 ID. Toi/Ts e npeueHn KakBy
MEpPKH Ja NpearnpHeMe B 3aBUCHMOCT OT TEXKECTTa Ha Mpeo3HpaHe.

Axo cTe mponycHaau Aa npuemere JAukiak 150 ID
Axo cTe 3a0paBH/H [ia NPHEMETE IEKapCTBOTO, HE B3eMaiiTe IBOMHA 1033, 33 Ja KOMIICHCH
IpoNycHaTaTa.

AKo cre cnpenu npuema Ha Jduxnax 150 1D
Mo, KoHcylITHpaiiTe ce ¢ Baluuna nekap, ako CTe€ NPEKpATHIN MPEXACBPEMCHHO J;



AKO HMatre HAKAKBY JIOMBIHHTENHN BEIPOCH, CBHP3aHU ¢ ynoTpedaTa Ha TOBA JIEKapCTBO, nonuraiTe
Bamus nexap uiM ¢apMauesT.
4, Bu3MOXKHE HEKENAHH peaknuy

KakTo BCUYKH JIEKAPCTBA, TOBA JIEKAPCTBO MOXKE Ja NPEAM3BHKA HEXKCIAHH PEaKIMH, BBIIPEKH He HE
BCEKH I'M NOAY4YaBa.

HexenaHdre peakLii ce ONMCBAT CHC ClIeAHATa YecToTa:

MHoro yecTH: NpOABHIH ce mpu noseye oT 1 Ha 10 nekyBaHH NauHEHTH

Yecty: npu no-majko ot 1 na 10, Ho moseve o1 1 na 100 ekyBaHH NAHEHTH
HedecTu: npH no-majiko ot 1 Ha 100, Ho noseue ot 1 Ha 1 000 ieKyBaHH NAUMEHTH
Penku: 1py no-manxo ot 1 ma 1 000, 1o noseye ot 1 wa 10 000 nexypanu nauHeHTH

Muoro peaku: npH no-Manko ot | Ha 10 000 nekypaHn nanHEHTH

C HeM3BECTHA YECTOTa: OT HAJTMYHHTE JAHHH He Moxe Na Obae HanpaBeHa OLCHKa.

Hakou HexeNnaHu peakliH MoraT ga OBaaT CepHO3HH.

Crnpere aa usnonseare J{uxiak u ypeaoMere eaHara Bamna nexap, ako 3a0eNeKUTE:

* IGKH CHIa3MH M 60JIE3HEHOCT B KOpEMA, 3all04YBaLly CKOPO ciell HAYal0TO Ha JICHCHHETO C {uknak u
NOCIIEABANM OT PEKTAIHO KbPBEHE WiIH KbpBaBa AMapHs, OGMKHOBEHO B PAMKUTE Ha 24 4aca OT
nosBaTa Ha KopeMHara 6oJika (¢ HeM3BECTHA YECTOTa, OT HATHYHHTE JAHHH HE MOXE a opae
HafpapeHa OLESHKA).

[TocoueHHTE NIO-I0Y HEXKENAaHH PeakUMH BKIIOYBAT TAKHBA, ChOOIABAHM KAKTO ClIE/ KPaTKOTPaHHO,
TaKa ¥ cie IPONBIDKHTENHO JICUeHHE ¢ AHIUTOQEHAK B PasiIMYHH JIEKAPCTBEHH QOPMH. CepHO3HH
HeKeNaHHM peaKL|H ca:

¢ HeoOHYaliHO KbpPBEHE IPU HapaHABAHE;
BHCOKa TEMIEpaTypa HIH MTOCTOSHHO BB3MNAJICHO MbPJI0;
aJIeprHYHH PEaKiMH ¢ MOAYBAHE Ha JIHUETO, YCTHUTE, yCTaTa, €3MKa WU I'bpJIOTO, HECTO

NpHApPYXeHH ¢ 00PUB ¥ ChpOEkK, KOETO BOAHW [0 3aTPYAHEHO NPETIBIIAHE, HUCKO KPBBHO
HaJiAraHe H PHIAABK; CBHPKAHE B TBPAMTE HIH HENOCTHT Ha BB3IYX (CHMITTOMH Ha acTMAa)

s GONKa B IPbAHHA KO (CHMITOMM Ha ChPACUEH YAap),

BHE3arHO ¥ TEXKKO rnapobonue, rajeHe, 3aMasHOCT, BKOYAHEHOCT, TPYAHOCT WIK HEBB3IMOKHOCT
33 NOBOPEHE, NMapanu3a (CHMNTOMH Ha MO3BbYEH yIap),

CKOBAHOCT Ha BpaTa (CHMITTOMH HA BUPYCEH MCHHHIHT),

TBPUOBE;

BHCOKO KPbBHO HaNAraHe;

yepBeHa WK MypIypHa KoXka (Bb3MOXEH NPH3HAK Ha BB3MANCHHE HA KPBBOHOCHHTE CBAOBE),
KOXKEeH OOPHB ¢ MEXYPH Ha YCTHHTE, OUMTE H YCTaTa, KOXKHO BB3NAJICHHE ¢ MEXYPH H Oenene;
CHJIHA CTOMAIIHA O0NKa ¢ KbpPBABH WM YEPHH H3MPaXXHEHHA; MOBPBIIAHE HA KPbB;
NOXKBJITABAHE HA KOXATA WY OuMTe {(CHMITTOMM Ha XENaTHUT);

KPBB B YPHHATA, H3JIHIOBK HA MPOTEHH B YPHHATA, CCPUO3HO HAMA/IABAHE HA KOJIHHCCTBOTO ypHHA
(cumnTomMu Ha GEOpevHM HAPYLICHHA).

JlexapcTBa KaTo AMKIO(eHaK Morar aa Ob1aT CBbP3aHH C JIEKO NMOBHIUEH PHCK OT ChPACYCH MHIMACHT
(uHbapKT Ha MHOKAPAA) WIH HHCYIT.

Jpyru 4ecTH HEXENAHY PEAKLIVIN:
['naBobomnue, 3aMagHOCT, CBETORBPTEX, [a/icHe, MOBPBLIAHE, THAPHUA, JIOLIO XPAHOCMIJIAHE, K
6onka, razose, 3ary6a Ha aneTuT, MPOMAHA BbB QyHKUMATA Ha yepHHUa Apob (CToHHOCT
€H3HMH Ca NOBHILICHH), KOXKEH OOpHB.

,HE!!:H HEUYCCTH HOKCIIAHH PCAKHHH.

HHbapkT Ha MHOKApa, CbpIcUHa HEAOCTATEHHOCT, NAINHTaIMH (ChpuebueHe), 60



I'A KH HOKCTIAHH DEAKITHMHA
CBpBXUYYBCTBHTENHOCT, CHHIHBOCT, 3aTPYAHSHO AMiIaHe (acTMa), CTOMallHA DOJIKa, FaCTPHT,
KbPBEHE OT CTOMALIHO-YPEBHHUA TPAKT, NOBPBIIAHEe Ha KPbB, KbpBaBa JHapHi, CTOMallHa HIIH 4YpPEBHA
A3BA, XENATHT, )KBJITCHHLIA, YePHOIPOOHH HapyLIEHHUA, YPTUKapHi, MOXYBaHEe Ha PRLETE H KpakaTa
(enem).

QHE! H MHOTO PCAKH HCKCIAHHA DCAKITHH!

Hamanseane Ha Opos Ha TpoMOOLHTHTE, HaMaJisiBaHe Ha Opost Ha OenuTe KPbBHH KJICTKH, aHEMHA,
[I0AYBAHE HA MEKHTE ThKAHU HA JIMLIETO, JE30PHEHTALU, JSPecHs, TPYAHOCT NIPH 3aClUBaHe,
HOLIHH KOIUIMAapH, PasAPasHHTENHOCT, NCHXHYHYU HAPYINEHUA, H3TPEIIBAHE Ha KPAUHHLUTE,
YBpPEXKAAHHA HA NAaMETTa, TPEBOXKHOCT, TPEMOD, MEHHHIUT, BKYCOBH HapyUleHHA, MO3bYHO-CHIOB
HHUHAEHT, 3PHTETHR WIH CNYXOBH HapyIICHUA, NIBOHHHA 00pasH, IIYM B YIIHTE, KOJIMT, BK/LIOYHTCITHO
H30CTPSHE Ha yNLepo3eH KOJIMT U Ha OosiecTTa Ha KpoH, 3anek, Bb3NaneHHe Ha ycTara, BKTIOYHTENHO
¢ TMI01Ba Ha a)TH, BE3MAJICHHE HA IVIACHUTE CTPYHM, S3Ba HA XpaHOMPOBO/AA, NAHKPEATHT, NOBHIICHO
KPBLBHO HATITAHE, BH3MAJICHHE Ha KPBBOHOCHHUTE CHI0BE, KOCOMa, 3a4epBaBaHe, TbMHOYEPBEHO-
BHOJIETOB OODHB, MOAYBAaHE Ha KOXKATa (AB/DKAILO CE HA NOBHIUEHA TyBCTBHTEIHOCT KbM CIBHLETO),
TEXKBK OOpHB ¢ MEXYPH, €K3eMa, IEPMATHT, ChpOex, cuHapom Ha Stevens-Johnson, TOKCHUHA
enuAEpMAanHa Hekponusa (cHHApom Ha Lyell), 6up30 npoTutal XenaTHr, 4epHoApoOHa
HEJA0CTATBYHOCT W JIPYTH TEXKKH YepHOAPOOHH HapylueHus, ocTpa 6p0pedHa HeAoCTaThYHOCT, KPEB B
ypuHaTa, GeNTEK B ypHHATA, HEDPOTHUYEH CHHAPOM, TyGynouHTepCTHIHANCH HepHT, 6B0peuHa
ManuiapHa Hekpo3a, CHHAPOM Ha KyHuc, HCXeMHUYCH KOJIHT.

HezabaBHo kaxere Ha Bamma nekap, ako 3abenexHTe HEWO OT CIICAHHTE:
- Bonka B repaukTe, KOATO MOE [1a € MPH3HAK HA NOTEHLMAIHO CEPHO3HA aJIepri4Ha peakuud,
HapedcHa cHHApoM Ha Kynuc

Cro0IaBaHe Ha HeXKeJIAHH PeaKIHH

AKO MONYYHTE HAKAKBH HEXEIAHH JIEKapCTBEHR PeakuyH, ypefoMere Bamns nekap, gpapmalesT HiIH
MEAHLMHCKA cecTpa. TOBa BKIIOYBA BCHYKH BE3MOXKHH HEONHKCAHH B Ta3H JIACTOBKA HEKECIAHH
peakuud. MoxeTe ¢bILo Aa ChOOLIWTE HEXKENaHH PeaKLMH QHPEKTHO 4pe3 HallHOHA/IHATA CHCTEMA 2a
chobmaBaHe KM M3Mb/HATENHATA areHds 110 JekapeTsara, yi. ,,Jlaman Ipyes” Ne 8, 1303 Codns,
Ten.: 35928903417, yebcaiiT: www.bda.bg. Kato ¢hoduiaeaTe HEXenauu peakuy, MOXETE Aa
AlAfieTe CBOA MPHUHOC 3a [OJYYaBaHe Ha NoBede WHopMaLHs OTHOCHO 6e30nacHoCTTa Ha TOBa
IEKAPCTBO.

5. Kak aa cexpangpate Juxkaax 150 ID
Ha ce cbxpaHsiea Ha MACTO, HEAOCTEITHO 34 AELA.

He uznonseaiite Munak 150 ID caen cpoka Ha roaHocT, otGens3aH BEpXY onakopkara. CpokbT Ha
rOOHOCT OTroBaps Ha NOCIEAHHA AEH OT MOCOYEHHS MECELL.

He u3xBBpAsiiTE ISKAPCTBATA B KAHAMH3ALKATA WIH B KOHTEHHEPA 32 ZOMAIIHH OTMABIIH.

[Tonuraiire Bams gapMaueBT Kak aa H3XBBPISTE IEKapCTBATA, KOHTO Be4e He u3nonssare. Tesn
MEPKH UIE CMIOMOTHAT 3a OMa3BaHe Ha OKoJIHaTa cpeaa.

6. CoAabpaxaHUe HA ONIAKOBKATA H JONLJIHHTEIHA HHGOPMANHS

Kakso cuaBpxa Jakaak 150 ID

e AKTHBHOTO BELIECTBO e qukiofdeHax HaTpuil. Beaka TabneTka ¢ H3MEHEHO O

(nBycnoiiHa) chabpxka: 25 mg auknodeHak HaTpHii, 65p30 ocBobOKIaBaHe
avxaodenak HaTpuil, 0aBHO ocBOGOXKAABaHS

e Jlpyrure ChCTaBKM Ca: KajILHEB XHAPOreHpochaT AUXUApPAT, HATPHEB H

(Tvn A), MHKPOKPHCTAJTHA UEeNyJi03a, XHITPOMETI03a, JIAKT03a MOHOXHIPAT,



CTeapat, LAapeBUYHO HUIIECTE, KOJIOMIEH CHIIHIIHEB QrHoKCH, onperHTen xeneseH (I11) oxcun
E 172.

Kaxk usriaexzga Juxnak 150 ID 1 kaxBo CHABPAA ONAKOBKATA
TabneTkn ¢ H3MCHEHO OCBOOOXKABaHE (IBYCIIONHMN).

OpHriHaIHA ONIAKOBKH, ChaAbpKaiim 10, 20, 50 u 100 TaGeTku ¢ H3MEHEHO OCBOOOXKAABAHE.
ITspBryuHa onakoeka: 6nucrepH ot PP/AL

He Bcuuky BUZOBE ONMAKOBKH MOraT Ja OBAaT MyCHATH B npoaaxba.

IlpuTexaress HA pA3pPEeIICHRETO 34 ynoTpeda
Hexal AG

Industriestrasse 25, D-83607 Holzkirchen, I'epmanus

IIponssoanren
Salutas Pharma GmbH

Otto-von-Guericke-Allee 1, D-39179 Barleben, ['epmanus

LEK S.A.
50 C Domaniewska Str., 02-672 Warsaw, Iloniua

Jara 532 NOWIeAHO Npepasr/ieskaane Ha JIHCTOBKATA
MM/ITTYE




