JIncroBka: nHpopManHd 32 NANMHEHTA

L OO0 L0
uxaak 150 ID 150 mg TabaeTkn ¢ H3MeHEeHO 0CBoDOKAaBaHe
Diclac 150 ID 150 mg modified-release tablets N o 40 a0
nukiodenak Harpuii (diclofenac sodium) ™ 7\9 {vZ,Z A

[IpoueTeTe BHHMATEIHO LSJIATA JIHCTOBKA NPE/IH /1A 3all09HETe 1a NPpHeMaTe TOBA JIEKapCTBO,

Thil KATO TH ChABbPKA BaXkHa 3a Bac undopmanus.
- 3anasere Ta3W JUCTOBKAa. MOXe /1a ce HaJI0XKH /J1a A ITpoYeTeTe OTHOBO.
- AKO MMaTe HIKaKBH JOITbJIHMTETHH BBITPOCH, NonuTaiite Baluus siekap wid papMaLesBT.

- Tosa nekapcTBo € npeankcaHo au4Ho Ha Bac. He ro mpeorcTbnBakite Ha apyru xopa. To Moxe aa
MM HaBpeH, HE3aBUCHMO Y€ MPHU3HALMTE Ha TAXHOTO 3a00JsBaHe ca ChlMTe KakTo Baiuure.

- AKO noJiyuyuTe HAKaKBH HEXXEJIaHH JIEKapCTBEHHW peaKklivH, yBeJomeTe Baluus iekap Uiu
¢apmarieBT. ToBa BKIIOYBA U BCHYKH Bb3MOXKHH HEXEJIaHH Peakl|MH, HEOTMCaHH B Ta3H

JIMCTOBKA. BuKTe TOUKa 4.

KakBo cbAbpka Ta3H JIHCTOBKA:
Kakso npencrasnsaBa Juxiak 150 1D 4 3a kakBO ce U3M0J13Ba

KakBo Tpsa0Ba na 3Haere, npeau aa npuemerte JJuknak 150 ID
Kak na npuemare /{uknak 150 1D

1

2

3.

4. Bb3MOXXHH HEXKeJIaHH peaKLHH

5. Kak na cvxpanssare Qukiak 150 1D

6. CbabprkaHHe Ha ONMAKOBKATa U IOMbJIHUTEIHA HH(pOpMALIKS

1. Kakso npeacrasassa /luxiaak 150 1D u 3a kakBo ce H3M0/13Ba

Juxnak 150 ID e npoaykr, koiTo obiekyaBa 6osikaTa U IOTHCKA BB3MAJIEHHETO (HECTEPOUIHO
[MPOTHBOBB3MAIMUTEIHO/ aHAJIFETUYHO CPELCTBO).
H3non3ea ce 3a JieueHHe Ha:
® pEeBMaTH4YHHU WIH ,uereHepaTHBHH CTaBHH OOJIKM (apTPHT);
e Gosiku B rbpba, CHHAPOM Ha “3aMpb3HAJIO pamMo”, “TEHHUC-JIaKBT M JIPYrH popMu Ha
PEBMATHU3BM;
MPUCTBITK HA nojarpa,
HABAXBaHHWA, H3KBbJIUYBAHUS WJIH IPYTH TPaBMH;
00JIKa ¥ OTOLIM CJief] OrnepaLms;
60JIE3HEHH 'MHEKOJIOTMYHH Bb3MAJIUTE/THU ChCTOSHHUS, BKIIIOUHTEITHO OOIE3HEHH
MEHCTpYaJIHH OOJIKH;
e MH(}pEKUMH Ha YXOTO, HOCA WK I'bPJIOTO.

2. Kakso TpsOBa 1a 3naere npean aa npuemere Jukaak 150 ID

He npuemaiite nxaak 150 1D
e aKO CT€ aJIepri4HH KbM aKTHBHATa CbCTaBKa AUKJIO(PEHAK HIIH KbM HAKOSI OT OCTAHAJIUTE
ChCTAaBKHM Ha TOBA JIeKapCcTBO (M30pOoeHH B TOUKa 6);
® aKO HAKOra cTe UMaJIM aJIepriYHU peaKkUuHu (KoXeH 0OpHB, 3aTpPyAHEHO JMIIAHE) CJIe]l PpHEM
Ha JIEKapCTBa, ChAbPIKALIM AMKIO(EHaK WK T0J00HH BELIECTBA, KATO alleTHICAIULIMIIOBA
kucenuHa, ubynpoden u ap. Peakuuure morar aa 6baat actMa, Xxpema, oOpHB, MoyBaHe Ha
AMUETO. AKO CMSTAaTe, Y€ MOXKe J1a CTe aJlepruyHH, oObpHeTe ce KbM Bauius nexap, _ "'“"“"‘xx
® aKO MMaTe MJIM B MMHAJIOTO CT€ HMaJIH A3Ba Ha CTOMaxa ,[lBaHa,ﬂ,eCET{)Hp"bCTH},ijfﬂ WA 11p 5 S\
e  aKO MMaTe WIH B MUHAJIOTO CT€ UMAJIH CTOMALIHO-YPEBEH KPbBOU3JIUB (KPbB /] g A N\ %\
M3MPaXKHEHUATA WM YEPHU U3IPAKHEHHS); /f & R
® aKoO cTpajare OT Te&XKO ObOpeuHo 3abonsaBaHe; I _:?i | AT e | 2 |
e aKO CTpajaTe OT TEKKO 4epHOApPOOHO 3a00J1sBaHE; \ ' Z |
e  aKo cTpajaTe OT TeXKA ChpAeYHa HEAOCTATbYHOCT; \ %
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® aKO MMaTe YCTAHOBEHO ChPAEYHO 3a00ABaHe W/HIH MO3BUHO-CBHAOBO 3a00nABaKe, HaNpHMep
aKO CTe HMAJTH ChbpIaeYeH yaap, HHCynT, MUKpoHHCynT (ITUII) iy samympanus Ha
KPBLBOHOCHHTE CBJOBE Ha CHPLIETO WIH MO3bKa, HIIH onepaius 3a OTIYLIBAHE HA
KPLBOHOCHHTE ChAOBE HIIH Oainac;

®  aKO MMATe MJIH CT€ HMaJIH NpolbiieMH ¢ KpbBooOpallleHHeTo (NeprupepHO apTepHaIHO
3abonsapane),

® aKo CTe B MOCJEOHUTE TPH Mecella Ha OpeMEHHOCTTa,

e JIuiiak He TpaOBa Aa ce mpuUeMa OT J€lia H HOHOLIH.

®  aKO HAKOra CTe MMaJIM TEXEK KoXeH oOpuB wiM OesleHe Ha KOXaTta, 00pa3yBaHe HA MEXYPH
n/vunu adtd B ycTaTa cnen ynorpeba Ha Jluknak Win ApyrH sekapcTsa 3a bonka

Hudopmupaiite Bawms nekap, ako Hackopo c¢re WK nojioxkeHH Ha Wi Bu npexacron onepauus Ha
CTOMaxa MJM depsaTa, npeau aa npueMere Juknak 150 ID, Twit kato Juknak 150 ID nonskora moxe

1a BIIOLLYM 3apacTBAHETO HAa paHATa B YepBaTa CJie]] XHpYpPrHiHa ofepaums.

Hsxoun xopa HE TPABBA na wsnomsear JQuxiak 150 ID. 'osopere ¢ Bamnsa aexap, ako:

- CMATATe, Ye MOXE Ja CTe AICPTHUHH KbM AHKI0(eHaK HaTpHUi, acnupuH, HOyTpodeH WiH Apyru
HCIIBC, wnu k&M HAKOA OT ocTaHanuTe cheTaBki Ha Jiuknak 150 ID. (Te ca n3bpoenu B kpas Ha
nucroskata). [IpH3HaUUTe Ha peakLys Ha CBPBbXYYBCTBUTEMHOCT BKIIOYBAT OTOK Ha JIMLIETO U
ycraTta (aHrdoeaeM), npobiaemu ¢ aulIaHeTo, 60ska B rbPAHTE, XpeMa, OOPHB 110 KOXKATa HWIH

HAKAKBa ApYyra peakuus OT alepruueH THI.

IpeaynpexxaeHHA H NpeANa3HH MEpPKH
["oBopete ¢ Bamms nexap wiu gapmauesr, npeau Aa npueMere Juxknax 150 1D:
 AKko npHeMare JpYTH NPOTHBOBB3NANMTEIHH JIEKapCTBa, BKIIOYHTETHO ALETHICAHLIANIOBA
KHCE/THHA, KOPTHKOCTEPOHAH, AHTHKOATYJIAaHTH WIM HAKOH aHTHUICTIPECAHTH (CEIEKTHBHH
MHXUOHMTOPH Ha 0OpaTHOTO 3aXBalllaHE HA CEPOTOHHHA).
e AKO CTpajJaTe OT acTMa, Ce30HeH allepruyeH pUHHT (CEHHA XpeMa), NOAYBAaHE Ha JIMraBHLATA
Ha Hoca (ronunK), XpoHH4HAa 06cTpykTHBHA GenoapobHa Honect WK XPOHWYHH HH(EKLHH
Ha AMXaTeNHHTe MhTHILa, peakiiuuTe kbM HCIIBC kaTo u3ocTpsaHe Ha acTMaTa (T.Hap.
HEMOHOCHMOCT KBM 00e300naBaIlH JiekapcTBa/aHaNreTHUHA acTMa), OTOK Ha I'bPJIOTO H
JTHLIEBUTE Y4CTH HIIM YPTHKAPHSA ca MO-4eCTH.
¢ AKO MMaTe WIH CTe HMAaJIH HIKOTa CTOMAIIHO-4YPEeBHH MPoOJIeMH KaTo CTOMALIHA A3Ba,
KbPBEHE WIH YEPHH U3NPAKHEHHS, CTOMALICH JUCKOM(OPT WIH KHCEJIHHH CJICH NPHEM Ha
HECTEPOMAHM NPOTHBOBB3MANMTENHH NekapeTea TpAOBa 1a chobiMTe 3a BCHYKH HEOOHYalHHH
NpH3HALM B KOPEMHATa KyxHHa (0coOeHO KPBBOH3NHMBY) HA Baluws nexap u na
npeycTaHOBHUTE NMpHeMa Ha Jukiak.
¢ AKO ¥MaTe Bh3NaleHHE Ha Ae0enoTo YepBo (YIUEPO3€H KOMHT) HiIH Ha ThHKHTE YepBa
(bonect Ha Kpon).
AKO HMaTe WIH CTe HMaJIK ChPACYHH Npo6IeMH WIH BHCOKO KPBhBHO HANAraHe.
Axo Hmare OEOpeuHo wiu yepHoApobHO 3abonaBaHe.
Axo cre cOe3sogueHu (0T Gonect, AUApHA, PEAY YUITH CNEl onepauy).
AKO HMaTe NMOAYTH Kpaka.
AKO MMaTe MOBHIIEHa CKJIOHHOCT KbM KbPBEHE MM Apyro 3abonsaBaHe Ha KPbBTa,
BKAIOUHMTEITHO PAAKO YepHOApoOHO 3a00/ABaHe, Hape4eHO nopdHpus.
¢ AKo cTe 6peMeHHa B ITbPBU MM BTOPH TPUMECTBP Ha OpeMEHHOCTTa, TpadOBa a npHeMarte
Jluknak caMo ciea KOHCyaTauus ¢ Bawus nekap (Bkre Touka ,,DepTianTer, GpeMEHHOCT H

KbpMEHE™ MO-R0ITY).
/aw‘k—{;'l! 1’75

VBenomere pegHara Bamua nexap, ako 3a0e/ie)xuTe CHMIITOMHM, KaTo rpbaHa boika, 3anyg( ch
HEACEH FOBOP, Thil KATO T€ MOTAT Jia Ca [PU3HAK 3a CEPHO3HH aTepOTPOMOOTHYHH C'BﬁHTHF! imgﬁﬂ ga _* 1. \

Bb3HHKHAT 0e3 NpeyNnpeauTE/IHH CHIHRTH. ;*f i‘:' ”;.-, . *‘_ SN
Jluknak MOKE Aa NOTHCHE CHMITTOMHTE Ha HHEKIMA (BHCOKA TeMnepaTypa), ia g Haup@BH Tp)r',EtHO f-'i o f’
OTKpHUBaeMa U Aa 3aTPYAHH JICHCHHETO H. -\l\_ W\ & /




MHoro paako npu Tepanus ¢ HCIIBC ca crobmaBaHM TEXKH KOXKHH peakUiH Ha
CBPBXUYBCTBUTENTHOCT. [IpH ITbpBH CHMOTOMM HAa KOKEH OOPHB MIIH APYTH peakLMH Ha
CBPBXHYBCTBHTEIHOCT JledeHHeTo ¢ JJuknak Tpabsa fa ce NpeKparH.

JlexapcTBa kaTto auknodeHak Morar fia ObaaT CBbP3aHH ¢ ICKO MOBHILIEH PUCK OT ChpACYEH HHLIUACHT
(vHdapKT HA MHOKApAA) WIM HHCYIT. BCEKH PHCK € 110-BEpOATEH NPH BUCOKH LO3H H NPOABIKHTEITHO
neyenre. He nmpepmiliaBaifte npenopbhbYHTENHHTE N03H H NPOAB/DKATEAHOCTTA Ha JICHCHHETO.

YBepere ce, 4e Baiuug nexap e nHGopMHpaH, Npeau Na npuemMere AMKN0QeHak, ako:
® [yUINTE;
e cTpaaare ot Auaber;
® YMAaTE CTEHOKAPAHA, KPbBHH CHCHPELIM, BACOKO KPBBHO HANATaHE, IOBHIUICH XOJNIECTEPON HIIH
MOBHILECHHU TPUIITHLEPHIH.

He>xenaHuTe neKapcTBEHH peaKkUMH Morat Ja 6baaT CBeACHH A0 MHUHHMYM UYpe3 H3NOA3BaHE HA HaH-
HHCKaTa e()EeKTHBHA 1032 32 HaH-KkpaTkus HeoOXOUM NMEPHOA OT BpeMe,

Xopa B cTapyecka Bh3pacr
AKO ¢Te B cTapuyecKka Bb3pacT H MpHeMaTe JPYTrH OCHOBHM I'PYIH JICKAPCTBA WIIH CTe € TeIJ10 Noj

HOpMaTa, € npenopbuUTeNHo BaiuusT nekap Aa Bu npeanuiue Hafi-HUCKaTa e(peKTHBHA [034.

Hena
Jlvknax He e moaxoaslill 3a ,neua M NMOJpacTBally Ha BB3pacT noA 18 roaydHu.

Npyra aexapcrea # Juknak 150 ID
Hudopmupaiite Bawius nekap wid ¢papMaLeBT, aKo NPHEMATE, HACKOPO CTE NPHEMANIH WITH €

BB3IMO2KHO Jia IpUEMATEC JAPYTH JICKApCTBA.

o JluTHii HNIH CENCKTHBHH HHXHOHTOPH Ha 00paTHOTO 3axBaraHe Ha cepoTtoHuHa (SSRI)
(leKapcTBa, M3MON3BAHH 33 JICYCHHE HA HAKOW BHIOBE JCTIPECHA).

¢ JluroxcuH (3a neucHHE Ha ChpAeYHM 3aDoN9BaHuA).

o JluyperHuuH (ieKapcTBa, yBe/IHUaBalilyd KOJIHYECTBOTO YPHHA).

¢ ACE naxuburopn wiu 6era-6s10xepH (3a nevcHHe Ha BUCOKO KPBBHO HaNAraHe M ChPACUYHA
HeJOCTATBYHOCT).

e JIpyrv npOTHBOBB3NAIMTENTHH JIEKAPCTBA KATO ALIETHACATHLMIOBA KHCETHHA, HOYNpodeH

ap.

KoprrkocTeponay {MpOTHBOBB3MATHTEHY JIEKAPCTBR).

JlexapcTBa, MOTHCKALIM CHCUPBAHETO Ha KpbBTa M 06pa3zyBaHeTo Ha TPOMOH.

JlekapcrBa 3a nedeHue Ha AHaber (¢ M3KIMOYeHHE Ha HHCY/IHH).

MeroTpekcaT (3a JieHeHHE Ha HAKOH BHJIOBE paK WIH apTpHT).

LuxnocrtopuH (1eKapcTBO, U3MOA3BAHO NPH NALMEHTH, NPETHLPIISIH TPAHCIUIAHTAIHA ).

Hakou antHGakTepHanHy nekapcTsa (XMHONOHH), H3MOI3BaHH 32 JICYCHHE Ha HH(OEKLHH.

(DeHHUTONH H JIeKapCTBEHH NPOAYKTH, ChAbpXKallK (PEHHTOUH (3a JICHEHHE Ha EMHICTICHS).

KonecTunon u XoJeCTHPaMHUH H JIEKAPCTBEHH MPOAYKTH, KOUTO MM CBABPKAT (32 NOHWKABAHE

Ha X0JIeCTepOJia B KPLBTA).

CynduanupasoH (3a 1eueHue Ha noaarpa).

e BopukoHa3on ¥ A€KapCTBEHU NPOAYKTH, KOMTO ChAbPXKAT BOPHKOHA30/I (32 JIEHUCHHE Ha

reOHYHH HHGEKLIMH).
e JlekapcTBa, KOWTO MOTAT /Ia YBE/IMYAT HHBOTO Ha KaJHH B KpbBTa BU. Takusa ca kanui-

ChXpaHsABalWTe AMYPETULH (yBearuaBallld KOJHYSCTBOTO HA OTAC/ICHATa YPHHA

LHKIIOCFIOPHH, TAKPOIHMYC (JIEKapCTBA, KOMTO NOTHCKAT HMYyHHATa CHCTEMA)

(¥3M013BaH NpH JeueHHe Ha HHPekuuu). Heobxoanmo e yecto npocnemaaﬂ’é Ha
Kanuii B KppBTa BH. !,"( o _, .

e PudamnuiiuH \

BpemMenHOCT, KbpMeHE H (PepPTHIAHTET ",




Ako cTe GpeMeHHa WiH KbPMHTE, CMSTaTe, e Moxe Ja cTe GpeMeHHa WK I1aHUpaTe OpeMEeHHOCT,
nochbBeTBaiite ce ¢ Bammws nekap uiu gapmaneBT npea ynorpedara Ha TOBa ACKapCTBO.

He Tpa6Ba na npuemare Juknak 150 ID npe3 nepBuTe 6 Mecena oT OpeMEHHOCTTa, OCBCH 8KO HE €
abcomoTHO HeoOXoAMMO H MO Npenopbka Ha Baius ekap.

bpeMEHHOCT
Axo0 6peMeHHOCTTa € OTKPHTA M0 BPEMe Ha MPOIB/DKHTENHO nprioxkeHue Ha luknak 150 ID, e

HANNOKHUTEIJIHA KOHCYNTalHuA C JICKap.

Tloka3aHo e, ue JUIIo(EeHaK peMHUHaBa [UlaueHTapHata 6apuepa npu xopa. Ynotpebara Ha HCIIBC,
BKJTIOYHTENHO AHKAO(EHAK, MOXKE 1a MPUYHHH NMOTHCKAHE HA MATOYHHUTE KOHTPAKLIMH,
MpEKACBPEMEHHO 3aTBapAHE HA AYKTYC apTepHO3ycC Ha I104a (BaXeH OTBOP B ChPLIETO Ha IUI0Ja) H
HapylueHue Ha ObOpeyHaTa QyHKUHA Ha MI0Ja, BOACLIO A0 HEAOCTATHYHA OKOJIOMJIOAHA TEHHOCT

(onuroxuapamMHHUOH).

[Mopanu puckoBeTe, AMKIOheHaK He TpA6Ba Aa Ce H3NOJI3Ba NMPe3 NbPBUTE ABa TPHMECTEPA HA
6peMEeHHOCTTa, OCBEH aKO OHaKBaHWTE MOM3H 3a MalKaTa HaABHILIABAT PUCKOBETE 32 IJI0AA.
[Ipes mppBOTO H BTOPO TpUMeceuHe Ha 6peMeHHocTTa JIuknak 75 ID Tpabsa na ce npunara caMo crien

KOHCYJTTaLlig ¢ JIEKap.

B nonwnHeHHe, auknodeHak He TpAOBa J1a ce H3NOM3Ba N0 BPEME Ha TPETHA TPUMECTBP Ha
OpeMeHHOCTTa NOPaaH MOBHLICH PHCK OT YCJOXKHEHHA 38 MalHKaTa U IeTETO NPH paKAaHe.

Axo e HeoOxomumM nipueM Ha HCIIBC ot 20-Ta recrauoHHa CeAMHLIA 0 Kpasi Ha BTOPHs TPUMECTED,
orpaHHueTte ynorpebara 10 Bb3MOXHO HaH-HHCKaTa edeKTHBHA /10332 H BE3MOXHO Hall-kpaTkaTa
MPOABLKHTENHOCT, Thil KaTO ce CYHTA, Ye BE3MOKHHMAT PHCK 32 IUI0J1a CE YBETHYABA C J03aTa H

NpoABLKUTEITHOCTTA Ha IIPHOMaA.

KnpmeHe
Kakto u apyru HCIIBC, auxnogeHak, npeMrHaBa B KbpMarTa B MaJlkv koanvectsa. [lopaau ToBa

AUKIo(heHaK He TpaOBa Ja ce MpHeMa [0 BpeMe Ha KbPMEHE, 3a fia e u30erHaT HeXeNnaHuTe
JIeKapCTBEHH €(PEKTH 3a KbPMAUETO.

DepTUIHTET
JIMKnak Moxe Aa 3aTPyaHH 3a6peMeHABAHETO H 3aTOBa HE CE MpEnopbyuBa ynorpedara My MpH XeHw,

KOWTO MIPaBAT ONMTH Aa 3abpemeHedT. [Tpu :xKeHH, KOUTO HMaT TPYAHOCTH NpH 3a0peMEHABAHETO WIH
ce uacnensar 3a 6esrioame, Tpabpa 1a ce 06cHAM nNpekpaTaBaHe Ha ynorpebara Ha AMKIodeHak.
Hsama faHHu nNpH Xopa 3a edeKra Ha JUKI0deHaK BbPXY MBKKHA GEPTHIIMTET.

Haxiaak 150 ID cbabpika JakTo3a
TMuxnak 150 ID ceaspaa nakro3a. Ako Bamuar nexap Bu e kasain, 4¢ HMaTe HENOHOCHMOCT KbM

HAKOM 3aXapH, MNOCHBETBAHTe ce C Hero, Npey a NpHeMeTe TO3H NPORYKT.
Bcska TabneTka ¢ H3MEHEHo ocBoboxXaaBane (ABycoifHa) chabpxa no-Manko ot 0,01

BBbIrji€XyuJpaTHH €AHHHIIH.

ToBa N€KapcTBO ChABPKA NMO-MANKO OT 1 mmol Hatpuil (23 mg) Ha TabeTka, T.e. MOXKE 1a CE Kaxe,
ye MPaKTHYECKH HE ChABPIKA HATPHHA.

3. Kak na npuemate Auxaax 150 ID i »;;--"_f': R

,.fJ n i
BuHaru nprematite ToBa JEKapcTBO TOYHO KakTo Bu e kasan Bawiuis nekap. Axo He c&er‘cnryp
Helo, nonwuraiire Bauius nekap WK gapMaLeBT. g R



He npesuwasaiite npeanucaHata fo3MpoBka. BaxHo e aa npHeMare Haf-HHCKaTa €QEKTHBHA 11038 3a
Bb3MOXKHO HAW-KPAaThK CPOK.

[IpenoprunTenHara A03a 3a Bb3pacTHU € Mexay 100 1 150 mg auitopeHak THEBHO.
Bw3pacTHuTe Tpa6Ba fa npuemat | TabneTka ¢ H3MeHeno ocsoboxaaBane (CLOTBETCTBaLIA Ha 150 mg
nukinodenak Harpuii). He npuemaiire noeede ot 1 TabneTka ¢ u3MeHeHO 0CBOGOXKAaBaHE IHEBHO

(croreeTcTBaia Ha 150 mg nuknodeHak HaTpHi).
MakcuManiHaTa JHeBHa n03a oT 150 mg He TpaOBa aa ce NpeBHILABA.

[Tpu Gone3neHa MEHCTPYALIMA 3AMOYHETE JiedeHHe ¢ ¢AHOKpaTHa J03a oT 30 o 100 mg npH nossa Ha
mbpBHTE cCHMITTOMH. [IpoasibkeTe ¢ no3upoBka ot 150 mg axenHo. [Ipu HeobxoAMMOCT, aKo TasH
noza e HeedbexTHBHA, BamuaT nekap Moxe na Bu npenopwya 1o 200 mg/aen. He npremalire nose4e
oT 200 mg/neH.

lena 1 WOHOMA
Iuxnak He e MOAXOAAL] 3a ynorpeda npy aAcnua v IOHOLLH.

IIanHEeHTH B CTApYeCcKa Bh3pacT
He ce Hanara kopyrupaHe Ha 103aTa MpH NAUMEHTH B CTapyeCcKa Bb3PacT.

IManuenTn ¢ On0peuno yspexaane
[IporHBOMOKa3aHa e ynorpedara Ha AMKIO(EHaK NPH NaLUHEHTH ¢ ObOpeYHa HEAOCTATHUH.

IManueHTH ¢ 9epHOAPOOHO YBpEKAaHe
[potueonokasaxa ¢ ynorpebarta Ha AMKIO(EHAK NPH MALMEHTH C YEPHOAPOOHA HEIOCTATBYHOCT.

HayuH Ha IpUIOKEHHE
Tabnerkure Tuxnak 150 ID TpaGpa ra ce nmpuemMar ueaw, 6e3 a ce CABBKBAT KM C AOCTATHUYHO

KOJIMYECTBO TEUHOCT, 34 NPeANOYUTAHE NPEAH XpaHEHE.

Jabenexka

IlBycnoiinaTa TabneTKa CHABPKA 4acT, KOATO 0cB0ob0xkIaBa He3a0aBHO aKTHBHATA CHCTaBKa (25 mg) U
4aCT, KOATO 0cBoBOKIaBa MO-NPOALIKHTENEH EPUO OT BpeMe akTHBHaTa cheraska (125 mg). o
TO3W HauMH ce mocTura Oup30 Hauasao Ha JeHCTBHE U YAB/DKEH €(EKT.

[TpoAB/DKHTENTHOCTTA Ha IPUIOKEHHE C€ ONpeaesa oT Baluus ekap.

AKoO ¢T¢ nIpHesH noseve oT Heobxoaumara go3a Jaknax 150 ID

[penosuparero HAMA THIHYHa KIHHHYHA KapTHHA, CHMITOMHTE Ha NpPEeJO3HpaHe MOraT Aa 0baaT
HapyLIEHHs Ha LEHTpaHaTa HEPBHA CHCTEMa, KaTo rnapobonue, 3aManBaHe, IIyM B YIIUTE,
CHHIMBOCT ¥ Ge3chb3HaHMe, a ChLIO MEPUOBE, 00JIKa B KOpeMa, rafieHe M NoBpbulaHe, anapus. Moxe
A2 BH3HUKHE KbPBEHE B CTOMAUIHO-YPEBHHUA TPAKT, KAKTO H QYHKLIHOHRAIHA HapyLICHHS Ha YEPHHA
apob u 6Bbpenmre.

He ¢ u3BecTHA cneundguuHa MPOTHBOOTPOBA. Criel noribliaHe Ha OTEHUHATTHO
)KMBOTO3aCTpallaBalla 033 MOKe J1a ¢e NPUIoKH aKTHBCH BBIJICH U Aa CC MPeIH3BHKA CTOMAIIHO
u3npaspaHe (Hanp. Ype3 NoBpbllaHe, CTOMALIHA TPOMHBKA).

Mons, uadopmupaiire Bawms nekap npu npeaosupane ¢ Jiuknak 150 ID. Toii/Ta we npelieHH KaKBH
MEDKH 1a NpeAnpreMe B 3aBUCHMOCT OT TEKECTTa Ha MPEAO3HpaHe.

e "\\
Ako cre nponycranu xa npaemere JInknax 150 ID PV Mo Py
AKo cTe 3a0paBHIM ia IPHEMETE JISKApPCTBOTO, HE B3¢MailiTe ABOHHA 1033, 32 Aa mmneﬂcnpa%
J’! .:I":I
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Axo cTe cupesin npaema Ha Juxnax 150 ID SUEE I

Mons, koHcynTHpaiite ce ¢ Bauins nekap, ako cTe NPeKpaTHAY NPexeBPEMEHHO ne\qeuuem
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AKO HMAaTe HIKAKBH JOITBJIHUTE/IHH BhIIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBa JIEKAPCTBO, MONHTANTE
Bauins nexap win dpapMaliesT.

4. BL3MOXKHH HEXKeJIaHH PEAKIHH

KakTo BCHUKH JIEKAPCTBA, TOBA JIEKAPCTBO MOJKE 1A NPEJM3BHKA HEXKEAHH PEaKLMH, BBIIPEKH Ye HE
BCEKH M NOJy4aBa.

HexenaHuTe peakifH C¢ OMHCBAT CHC CICAHATa YSCTOTA:

MHoOro yecTd: TNPOSBWIH ce npH nopede ot 1 Ha 10 nexyBaHH NaLMEeHTH

YecTu: rnpy mo-manko ot 1 Ha 10, Ho noseue ot 1 Ha 100 neKysaHH NaLMEHTH
HeuectH: npy mo-manko ot 1 Ha 100, Ho noseye ot 1 va 1 000 nekyBaH! NaLHEHTH
Penxu: npH no-Maiko ot 1 Ha 1 000, Ho noseye ot 1 Ha 10 000 nekyBaHn nauneHTH
MHoro peaky: npu no-Manko ot 1 Ha 10 000 nexyBaHH NaLHeHTH

C HeM3BECTHAZ YECTOTA: OT HAIMUHHUTE JaHHH He MOXKe 1a Obae HanpaBeHa OLICHKA.

Hskown Hexenanu peakiii Morat na Obpat CEpHO3HH.
Cripere na n3nonssate J[MKNak M yBeJomeTe Befxara Baiums nekap, ako 3abenexwre:
*  JIeKH CTa3MH H OO0JE3HEHOCT B KOpeMa, 3aMo4Balliiy CKOpo CJie] Ha4aJI0TO Ha JICYCHHETO C

JIMknax ¥ NOCAEABAKH OT PEKTAIHO KbpBeHE WIH KbpPBasa fHapHi, 0OMKHOBEHO B pAMKHTE Ha
24 yaca OT nNogBaTa Ha KopeMHaTa 0onka (c HEM3BECTHA YECTOTa, OT HATHYHHTE JAHHH He
MOke [a Objie HanpaBeHa OLICHKA).

¢ CEpHO3Ha AIEPruvHa KOXKHA PeaKiys, KOATO MOXKE JIa BKITIOYBA IO/IEMHU, LIHPOKO
pasnpOCTPAHEHH YEPBEHH M/HITH TEMHH METHA, NOJYBaHE HA KOXKAaTa, MeXypH H Chpbex
(reHepanu3upaH 6yso3eH GUKCHpaH JIeKapCTBEH OOpHB).

[TocoueHHUTE MO-AOITY HEXENaHH PeakLHK BKIIOUBAT TAKHBA, CHOOLIABAHK KAKTO CJIEA KPaTKOTPakHo,
TaKa U cJie[ NPOABIDKHTENHO JieueHHe ¢ ARIJIOPeHaK B Pa3IHUHH JIeKapcTBeHH GopMH. CepHo3HH
He)KeNaHH peaKLUH ca:

* HeoOHUaHO KbpPBEHE NPH HapaHABAaHE;

® BHCOKA TeMIlepaTypa WIH NOCTOSHHO BH3MAJIEHO I'bpPJo;

aNepru4yHy peakLMH C NOAYBaHE Ha JIMIETO, YCTHHTE, YCTAaTa, €3UKa WU I'bpJIOTO, Y€CTO

NPUAPYKEHH ¢ 0OpHB U CbpOeXK, KOETO BOAM A0 3aTPYAHEHO NPETIbIIAHE, HUCKO KPBBHO

HAJIATaHE W NPUITALbK; CBHPKAHE B I'bPAHTE WIH HEAOCTHI Ha BB3AyX (CHMIITOMH Ha acTMa)

6onka B IpbAHKA Kolll (CHMITTOMH Ha ChpJEYEH yAap);

BHE3aIHO M TEXKKO IN1aBobosive, rafgeHe, 3aMasHOCT, BKOUAHEHOCT, TPYAHOCT WIH HEBBE3MOXKHOCT

38 FOBOpEHE, Mapanu3a (CHMITTOMH Ha MO3bYeH yIap);

CKOBARHOCT Ha BpaTa (CHMNOTOMH Ha BUPYCEH MEHHHIHT);

'bpP4OBE;

BHCOKO KP'BBHO HAJIAIaHE;

YepBEHA WITH MYPITypHA Koxka (Bb3MOXKEH MPH3HAK HA Bh3NaJIeHHE Ha KPHbBOHOCHUTE CHAOBE),

KOXeH OOpHB ¢ MEXYPH Ha YCTHUTE, OYMTE M YCTaTa, KOKHO BB3NAACHHE C MeXypH H OereHe;

CHIHA CTOMAIlHA O0NKa C KEPBaBH WIH YEPHH M3NPAXKHECHHA; MOBPBUIAHE HA KPBB;

® [OXBJITIBAHE HA KOYKATa WK ouuTe (CUMIITTOMH HA XEMaTHT);

® KpbB B YPMHATA, H3IHLIBLK Ha MPOTEHH B YPUHATA, CEPHO3HO HaMaJisBaHe Ha KOJIHYECTBOTO YPHHA
(cumnroMH Ha 6BE0OpeyYHH HapyLUEeHH ).
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JIpyry HEYECTH HEXCENAHH PEaKLHK:
HHdapkT Ha MHOKApPAA, ChPAEYHA HEJOCTAThYHOCT, NANNKTaLMK (ChpLebreHe), Gonka B FbpaMTe.

Ilpyry peaku HexenaHu peaxiliu.
CBpEX4YBCTBHTENMHOCT, CHHIMBOCT, 3aTPYAHEHO AWLIaHe (acTMa), CTOMAaIliHA DOJIKa, FACTPHT,

KbpBEHE OT CTOMALIHO-YPEBHHUS TPAKT, MOBPDbLIAHE HA KPBB, KbPBABA IHAPHSA, CTOMALIHA HITH YPEBHA
3BA, XEIIATHT, K BJITEHHLIA, YepHOAPpOOHH HapYIIIEHHs, YPTHKApHs, NOAyBaHe Ha PbLETE H Kpakara

(enem).

Hpyru MHOro peiiky HexeNlaHH peakuyu;
HamansBaxe na 6pos Ha TpoMOGoLMTHTE, HaMansaBaHe Ha Opos Ha OenuTe KPHBHH KIIETKH, aHEMHA,

NoflyBaHe HAa MEKHTE THKAHH Ha JIMLETO, IE30PHEHTALMS, NETIPECHS, TPYAHOCT NpH 3aCMHBaHe,
HOLIHHM KOILIMapH, pa3sApa3HUTETHOCT, ICHXHYHH HapyUICHUA, U3TPBLIBAHE HA KpaHHHLHTE,
yBpe>KAaHHs Ha NIAMETTa, TPEBOXKHOCT, TPEMOP, MEHHHI'MT, BKYCOBH HapyLICHHs, MO3bYHO-CH/IOB
MHLMECHT, 3PUTEJIHH WIH CIIYXOBH HapyuleHHs, JBOHHH 00pa3H, LIyM B YIUWTE, KOJIHT, BIUIIOYHTETHO
H30CTPAHE Ha YIIEPO3eH KOMUT K Ha 6osectTa Ha KpoH, 3anex, ph3naneHue Ha yCTaTa, BRIIOYHTETHO
¢ nosBa Ha a(TH, BH3MAICHHE HAa TTaCHUTE CTPYHH, A3Ba Ha XPAHOMPOBOAA, NAHKPEATUT, NOBHILIEHO
KpbBHO HaJIAraHe, BE3NajleHHE Ha KPbBOHOCHHTE CBIOBE, KOCOMA/, 3a4epBsiBaHe, TBMHOUEPBEHO-
BHOJIETOB OOPHB, MOJyBaHe Ha KOXaTa (AB/DKALLO Ce HA MOBHIICHA YyBCTBUTENHOCT KbM CITBHLIETO),
TEXBK OOPHMB C MEXYPH, €K3eMa, IEPMATHT, cbpbex, CHHAPOM Ha Stevens-Johnson, TOKCHUHA
enmuAepMaliHa Hekponusa (CHHApoM Ha Lyell), 65p30 npoTHyaill XenaTHT, YepHoapoOHa
HEAOCTATHYHOCT H APYTH TEXKH YepHOAPOOHH HapylleHHs, ocTpa 6b0peyHa HelOCTaTBYHOCT, KPbB B
ypHHaTa, 6eNThK B ypHHATA, HEPPOTHYEH CHHPOM, TyGyNoHHTEpCTHUHANEH HedpuT, ObOpeyHa
anujiapHa HEKpo3a, CHHAPOM Ha KyHHC, HCXeMHUYEH KOJIMT.

Jpyru He>xkenaHM Ppeakliiy ¢ HEH3BECTHA MecToTa (0T HATWYHHUTE JaHHH He Mojke 118 Ob/ie HanpaBeHa
OLICHKA 33 YeCTOTAaTa):

AnepruyHa KO)KHa peakuus, KOATO MOXKE Ja BKIIOYBA KPbIVIM Wik OBATHH [1I€THA CBC 3a4€pBABaHE H
MoAYBaHe Ha KOxkaTa, 06pasyBaHe Ha MeXypH U ¢bpbek (pukcHpaH nekapcTBeH oOpHB). Moxke aa ce
MOSABU M MMOTbMHABAHE HA KOXKaTa B 3acerHaTUTe 00nacTH, KOETO MOXKe Jia OCTaHe CJie/k H3JIEKYBaHeTO.
(DHKCHPAHUAT JeKapcTBeH 0OpUB OGHKHOBEHO Ce MOABABA OTHOBO Ha CHIIOTO(MTE) MACTO(MECTA), aKo

JEKapCTBOTO CC HU3IIOJI3BA OTHOBO.

HesabaBHo kaxere Ha Bamua nekap, ako 3abenexure Hello OT CACAHHTE!
- Bonka B rbpAMTE, KOATO MOKE J1a € MPH3HAK Ha IOTCHLIHAIHO CEPHO3HA aJIepryuyiHa peakius,
HapeuyeHa CHHAPOM Ha KyHuc

Cho0maBaHe HA HEXKEJJAHH peaKnHH

AKO NOMyuHTE HAKAKBH HEXEAHH JIEKAPCTBEHH peaKkLiuy, yBeaoMeTe Baluisg nekap, GapmMaueBT Wi
MEIULMHCKA cecTpa. TOBa BKIIOYBA BCUYKH BE3MOXKHH HEOITMCAHH B Ta3M JIMCTOBKA HEIKENAHH
peakuuH. Moxere ChLHO J1a ChOOILHTE HEXEAAHH PEaKUHH JUPEKTHO Ype3 HaUMOHallHaTa CHCTeMa 3a
cpoblaBade kbM U3MBIHATENHATA arcHIMA 10 IEKapCTRaTa, yi. ,,Jamad ['pyes” Ne 8, 1303 Codms,
Ten.: +35928903417, yebcaliT: www.bda.bg. Karo crobiasare HexkenaHH peakiMH, MOXETE a
najfeTe CBOSA MPHHOC 3a MOyvaBaHe Ha roBede HHQOPMALMA OTHOCHO 6€30MacHOCTTa Ha TOBA

JIEKapCTRO.

S. Kak aa coxpansBare uxnak 150 ID

Ha ce cbxpaHsaBa Ha MACTO, HEJAOCTHITHO 33 Jela.

rOAHOCT OTrOoBapA Ha nocCjJICJHHa ACH OT HOCOYCHNKA MECEH




He u3xBhpasifTe NekapcTBaTa B KAHAIM3ALMATA WIH B KOHTESHHEpa 32 JOMALIHH OTNAABLH.
Honuraifre Baiuys gapMauesT Kak Aa HIXBBPIATE J€KaPCTBATA, KOUTO Bevue He U3nonssate. Tesn
MEPKH 1lie CIIOMOTHAT 3a Ofa3BaHE Ha OKO/HATA cpeja.

6. ChbabpKaHHE HA ONAKOBKATA H XONBJIRHTEHA HAPOPMALHS

Kakspo coabpxa Juxaax 150 ID

e AKTHBHOTO BelLECTBO € AuKIodeHax HaTpuil. Beaka TabneTka ¢ H3MEeHEHO 0CBOOOKAaBaHe
(1BycnoitHa) ceaspka: 25 mg auknodenak HaTpHit, 6Bp30 ocsoboxnasate U 125 mg
nuknodeHak HaTpui, 6aBHO OCBOOOXKIaBAHE

e JIpyrure CHCTAaBKH ca: Kanuuer xuaporenpocdar AMXMAPAT, HATPHEB HULLIECTCH IJIHKOIAT
(THn A), MMKPOKDHCTATHA LICTYJ103a, XMITPOMESIO3a, 1AKT03a MOHOXHPAT, MArHE3HCB
cTeapar, LApeBHYHO HULIECTE, KOJIOHICH CHIHLIMEB AHOKCH], oupeTHTen KxkenedeH (1) okeun
E 172.

Kax naraexaa Juxaak 150 ID 4 kakBO ¢hAbLPXKA ONAKOBKATA
Tabnerku ¢ n3mMeHeHO ocBoOOXKIaBaHe (ABYCIOHHH).
OpurHHAIHH ONAaKOBKH, chabpxkainy 10, 20, 50 u 100 Tabnetku ¢ H3MeHEHO OCBOOOKAABAHE.

[TepBHuHa onaxoBka: 6nuctepu ot PP/AL

He Bcuuku BHAOBE OMAKOBKH MOrar aa 6baaT mycHaTH B rpoaaxba.

IIpaTexaTen Ha papemIeHHETO 3a ynorpeda

Hexal AG
Industriestrasse 25, D-83607 Holzkirchen, ['epManus

IIpon3BoaHTE
Salutas Pharma GmbH
Otto-von-Guericke-Allee 1, D-39179 Barleben, I'epmanus

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

JlaTa Ha MOCJIEHO OPEPA3IJIeKIAHe HA JHCTOBKATA
MM/ITTT




