JIucToBka: HH(poOpMALHA 32 NANHEHTA
Nuxkaak 75 ID 75 mg Ta0JieTKH ¢ H3MEeHEeHO 0CBO00XK/1aBaHe P‘y DO/ IJ/ ?

Diclac 75 ID 75 mg modified-release tablets .
nukiiodenak Hatpui (diclofenac sodium)  ~ 70 4K / U 7 -10- 2003

ITpoueTeTe BHEMATE/IHO N/IATA JIHCTOBKA NPEJIH /1a 3an04HeTe 1a IpHeMaTe TOBA JIEKapCTBO,
Thil KATO TH CbAbPKA Ba’KHA 3a Bac nndopmanus.

- 3amnasere Ta3u aucToBKa. MOXKe J1a ce HallOXKH J1a A MpPO4YE€TETE OTHOBO.

- AKO MMaTe HAKAKBH JOIMBJIHUTEIHH BBIIPOCH, MonuTaiTe Bawus nekap win papMaLeBT.

- Topa iekapcTBO € npeanucaHo JudHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe /1a
MM HaBpE/{, HE3aBMCHMO Y€ MPU3HALIMTe Ha TAXHOTO 3a0oJiABaHe ca ChlMTe KaTo Baiuure.

- AKO noJiy4uuTe HAKaKBH HEXEJIaHHW JIEKAPCTBEHH peaKliH, YBEIOMETE Bawuus iekap uiu
d)apmaueBT. ToBa BKJIFOUBA U BCUHUKH BBb3MOXKHH HEXKEJIaHU pEaKLIMU, HEOTTHCAHH B Ta3H
nucToBka. Buxre Touka 4.

KakBo ¢bABbpka Ta3H JIHCTOBKA:
KakBo npeacrasnsea ukiak 75 ID v 3a kakBo ce H3noJi3Ba

l.

2. Kakso TpsGBa na 3Haere, npeau aa npuemere Quriak 75 1D

3. Kak na npuemare J{uknak 75 1D

4. Bb3MOXHH HE)XKEJJaHU peaKL UM

5. Kak na cexpansBare duxiak 75 1D

6. Chbabp)kaHHe Ha OMAKOBKAaTa U AOMBIHUTE/IHA UHPOPMALIHS

1. Kakpo npeacrasiasipa Aukiaak 75 ID 1 3a KakBO ce H3110JI13BA

Jluknak 75 1D e npoaykr, KoiTO 0oOsiek4yaBa OoJsikaTa U MOTHUCKA BH3IMAaJICHHETO (HECTEPOH/IHO
MPOTHBOBB3MNAIMTEIHO/ aHAJIN€THYHO CPE/ACTBO).
H3nosi3Ba ce 3a J1eyeHUue Ha:

® peBMAaTH4YHU CTaBHU OOJIKH (apTpHUT);

e 0onKH B rbp0Oa, CHHAPOM Ha “3aMpb3HAJIO paMO”, “TEeHHUC-JIAKBT H JPYyrH GOpPMH Ha
PeBMaTH3bM;

MPUCTBLIM Ha 1oJarpa;

HaBAXBaHHSA, M3KbJIYBAHHUA WIIH APy TPAaBMHU;

Oos1Ka M OTOLIM CJie]1 OTepaLus;
60JIE3HEHH T'MHEKOJIOTHYHH BB3MaJIMTE/IHU ChCTOSAHUA, BKIIKOUUTEIHO 00JIE3HEHH

MEHCTPYaJIHH OOJIKH;
® MH(PEKUHH HA YXOTO, HOCA UIIK I'bPJIOTO.

e & o o

2. KakBo TpsiOBa aa 3naere npean aa npuemere Ankaax 75 1D

He npuemaiite Juxaax 75 ID
e aKO CTe aJleprHyHUd KbM aKTUBHATA ChCTABKa AUKIO(PEHAK HIIH KbM HSKOS OT OCTaHAJIMTe
ChCTABKH Ha TOBA JIeKapcTBO (U30pOoeHH B TOUKA 6);
¢ aKO HSKOra CTe€ MMaJii aJliepruyHu peakuuu (KoxxkeH OOpHB, 3aTpyAHEHO JMUILIAHE) CIIe/] TPUEM
Ha JIEKapCTBa, ChAbPKALIH AUKIIODEHAK WK NOJ0OHH BELIECTBA, KaTO aUETHJICATHIIMIOBA
KHceMHa, HoyrnpodeH u ap. Peakuunre Mmorar ga 0Obaar actMa, Xxpema, oOpHB, rojlyBaHe Ha
THUETO. AKO CMATATE, Ye MOJKe J1a CTe ajlepruinH, oGbpHeTe ce kbM Baius nexap: “T:‘““?‘H
¢ aKO MMAaTe A3Ba Ha CTOMAaxa M JIBaHAaJeCEeTONPbCTHUKA, //, _.. — M h“_;_
®  aKO MMaTe WM B MHHAJIOTO CT€ MMAJIM CTOMALIHO-YPEBEH KPbBOU3IIUB (KPBB B &2\ & 1:
W3MPAKHEHUATA WIIH YEPHU U3MPAKHEHUS); [ S \ % |
® aKo cTpajare OT Texko 0b0peuHo 3abonsaBaHe; lf\ = | S 8 R
® aKo CTpajaTe OT TeXKKO YepHOApoOHO 3abossaBaHe;3 \\’T“‘* F e/
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¢  aKO MMaTe YCTaHOBEHO ChpAeUHO 3a60NABaHe H/HUIH MO3BUHO-CHAOBO 3a00NgBaHe, HAIPHMED
aKoO CTe UMAJIH ChPAEYEH yAap, MHCYAT, MHKpouRcyaT (ITUII) unu sanyuiBaHUus Ha
KPbBOHOCHHTE CBAOBE HAa CHPLETO MK MO3BKA, WIH Onepailus 3a OTIylIBAHE Ha
KPbBOHOCHHUTE CHJOBE WM Daiinac,

®  aKoO HMaTe WIH CTE UMK NpobieMu ¢ KpbBOOOPaLIEHHETO (IEpUPEpHO APTEPHATHO

3a00/19BaHE);

aKO CTPaJaTe OT TeXKa ChpACHHA HEAOCTATHUHOCT,

aKo CTe B MOCJIEAHHTE TPH Mecela Ha OpeMEHHOCTTa,;

Huknak He Tpa®Ba Aa ce npHema OT Zelia M IOHOILH.

aKO HAKOTa CTE€ HMAH TEXBK KOXKeH OOpHB WK GeneHe Ha KoxaTta, o6pa3yBaHe Ha MEXYpPH

u/wiu adTH B ycraTa cnen ynorpeba Ha JIMKiak Wiy ApyrH JiekapeTsa 3a Oonka

Hudopmupaiite Bauus nekap, ako HacKopo cre OWIH NOUI0KEeHH Ha WM By npeAcTon onepauys Ha
cTOMaxa MJIM uepBaTa, npeau na npuemere Juknak 75 ID, Toi kaTo Iuknak 75 ID noHgkora moxe Aa
BIIOMIH 3apacTBAHETO HA paHAaTa B UepBaTa Cliel XHpYpPru4Ha ornepauus.

Hakou xopa HE TPABBA na u3nonseat Jdukiak 75 ID. I'osopere ¢ Bawus nekap, ako:

- CMATAaTe, Y€ MOXKeE Jla CTE allepruyHy KbM JUKI0(EeHaK HATPUH, aCIHpUH, HOYNMPOPEH HITH IpYrH
HCTIBC, unu kM HAKOS OT ocTaHaINTe ¢heTaBku HAa Jukinak 75 ID. (Te ca n3dpoenu B kpas Ha
nAucrosKata). IIpM3HauMTe HA peakuHsa Ha CBPbXYYBCTBHTENHOCT BKIKOUYBAT OTOK HA JIMLIETO H
ycraTa (aHruoesieM), npo6iieMu ¢ auiIaHeTo, 60/iKa B FbpAMTE, XpeMa, OOPHB 110 KoXaTa Hin

HAKaKBa Apyra peaKklLiia OT anepryuycH THi.

[IpeaynpexacHHS H NpPeANAa3HA MEPKH
['oBopete ¢ Baiuus nekap win gapmauesT, npeau Aa npueMere uxnak 75 ID:
¢ AKO NnpHeMaTe ApYrd MPOTUBOBB3NATUTENHN WIH OOJIKOYCIOKOABAIIHM JICKAPCTBA,
BKUTIOYHTESTHO ALIETHACATHLIWIOBA KMCETUHA, KOPTHKOCTEPOUAH, AHTHKOArYJIaHTH WITH HAKOH
aAHTUACTIPECAHTH (CEICKTHBHH WHXHOUTOPH Ha 06paTHOTO 3aXBalllaHE Ha CEPOTOHUHA).
* AKO CTpagare OT aCTMa, Ce30HEH aJICPru4e€H PHHHT (CEHHA Xpema), MoAYBaHe Ha JIMraBHLATA
Ha Hoca (TIO/IMNHK), XpoHH4YHa ofcTpyKkTHBHA OenoapobHa 6oecT Wi XPOHHYHH HHPEKLIHH
Ha aMxarennure nbTHIIE, peakipuTe ksM HCITIBC xaTo w3ocTpaHe Ha acTMara (T.Hap.
HEMOHOCHMOCT KBbM 00e300naBallIH TeKapCTBa/aHAITeTHYHA ACTMA), OTOK Ha I'bPJIOTO H
AHLIEBUTE YaCTH UIIH YPTUKApPHA ca MO-4YE€CTH.
¢ AKO MMAaTe WJIH CT€ UMANTM HAKOra CTOMALIHO-YPERHH NMPOoOJIeMH KaTO CTOMAalllHA A3Ba,
KbpBEHE HJIH YEPHH H3NPAKHEHUA, CTOMALIEH NUCKOMQOPT WIH KHCEITHHH Clejl TPHEM Ha
HECTEPOMIHH MMPOTHBOBB3NATUTEHH JiekapcTBa TpsadBa Aa CrOoOLUMTE 32 BCHYKH HEOOHUYAHHH
NpH3HALIKM B KOpeMHaTta KyxHHa (0co0eHO KpbBOU3AHBH) Ha Baikg nekap 1 aa
NpEeyCTAHOBUTE IMpHEMa Ha JIMKIIaK.
e AKO MMaTe Bb3najeHue Ha AebenoTo YepBo (YILEPO3EH KOJMHT) WK Ha ThbHKUTE YepBa
(6onect Ha KpoH).
AKO ¥MaTe HWIH CTE HMaiH ChpaeuHd MpodbaeMH K BUCOKO KPBBHO HaAATaHE,

Ako umate 6p0pevHO WK YyepHOAPOOHO 3a00nsIBaHE.

AKko cTe obe3BoaHeHH (OT OoJiecT, AMapus, MPeay WIH ClIe OTniepaLts ).

AKO UMaTe NMOAYTH Kpaka.

AKo ¥MaTe MOBHIIEHA CKJIOHHOCT KBbM KbpBEHE WIH Apyro 3abongsaHe Ha KpbBTa,
BIUTIOYHTENHO PAAKO YepHOAPOOHO 3aboniBaHe, HAPEYEHO MOpQPHpHS.

¢ Ako cTe GpemMeHHa B ITBPBH HJIH BTOPY TPHMECTBP Ha OPEeMEHHOCTTa, TpAOBA Aa npUeMarte
JIuiiak caMo ciel KoHcynTanus ¢ Bauus nekap (Buwxkre Touka ,,depTuinTer, O peMEHHOCT H

KbpMeEHe” Nno-A0IY).

f]
Yeeaomere peaHara Bauius nekap, ako 3abefiexXuTe CHMITTOMH, KaTto rppAHa 6o0ka, mtcnaﬁ cf@ /e,
HEACEH r'OBOP, Thil KATO T€ MOTaT Aa ca MPHU3HAK 33 CEPHO3HH aTepOTPOMOOTHYHH C‘bﬁHTHH ug at,
BB3HUKHAT 0e3 npeaynpeIuTeTHH CHTHAIH, o ) ®
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JIuknak MOXKe Aa MOTUCHE CHMITOMHTE Ha HH(pekuus (BHCOKa TeMNEpaTypa), Aa A Hanpaﬂu Tp¥,ﬂl‘l0
OTKpHBaeMa M Ja 3aTpyOHH JICUCHHETO H. B



MHuoro psaxo npu Tepanus ¢ HCIIBC ca cbobiiapany TeXXKH KOXKHY peakLidH Ha
CBPBXUYBCTBHTENHOCT. [IpH ITBPBH CHMITTOMH Ha KOKE€H OOpUB WA IPYTH peakliy Ha
CBPBXYYBCTBHTEIHOCT JiedeHHETO ¢ Juknak TpaOBa Za ce NpeKpary.

JlexapcTpa kato nuknodenak morar ga ObAar CBEP3aHHM € JIEKO MOBHIUEH PUCK OT ChPACHEH HHUHACHT
(MHbapKT Ha MHOKApP/Ja) WIH MHCYNT, BCceKH pHCK € N0-BePOATEH IIPY BUCOKH A03H U NPOABIDKHUTEIHO
nedeHue. He npesuinasaite NpemopbYUTETHHTE A03H U IPOABIDKHUTETHOCTTA HA JIEHEHHETO.

VBepere ce, ue Bawns nekap € HuHQoOpMHUpaH, Npeau Ja IpUeMeTe JUKI0(EHaK, aKo:
® IYLUHUTE;
e cTpanare oT AHA0ET;
® 4aKO UMATe CTEHOKApAHA, KPbBHY ChCHPELH, BHCOKO KPEBHO HAJIANaHE, MOBHILIEH XOJIECTEPOIT
HJTA TIOBHIIEHH TPUIJIMLICPUIH.

Hexxenanure nekapcTBeHH peakLMi MoraT ga 6baat CBeAEHH 10 MUHHMYM Upes3 H3MOJI3BaHe Ha HaH-
HHcKaTa epeKTHBHA 103a 3a Hali-KpaTkusa HeoOXOAUM MepHol OT BpeEME.

Xopa B cTapuecka Bh3pacT
AKO cTe B cTapuecKka Bb3pacT U MpHeMaTe APYTH OCHOBHH IPYITH JICKapCTBa HJIH CTE C TErJIO NoJ
HOpPMATa, € MPENnopPbYNTENHO Baminat nekap Aa Bu npeanuiue Hali-HHCKaTa eeKTHBHA 1034,

Nena
JIHKNaK He e NOAXOAMALL 32 JeLa H MoApacTBallly Ha BB3pacT nox 18 roauxy.

JApyrn aexapersa 1 Ankiaak 75 1D
Hudopmupaiite Baiuus nexap wnu ¢papMaleBT, ako MIPHEMATE, HACKOPO CTE MPHEMAJIH WIH €

BBL3MOXKHO J1a IIPUEMATE APYTH JIEKapCTRa.
e JIuTHIl WM CEeNEKTHBHH HHXHUOMTOPH Ha 00paTHOTO 3axBauaHe Ha cepotonnHa (SSRI)
(nmexapcTBa, H3MOA3BAHH 32 JIeueHUE Ha HAKOH BHJOBE JCTIpEcHs ).
e JIurokcuH (3a JIe4eHHE Ha ChpAeUYHH 3a00NsABaHHA ).
¢ JInyperuus (N1€KapcTBa, YBEIHYABALLM KOJTHYECTBOTO OTIENAHA YPHHR, YECTO H3MON3BAHH
NpH JCYECHHUE HA MOBHLICHO KPBBHO HaNAraHe).
¢ ACE unxuturopu nnu 6era-6nokepu (3a JieueHHe Ha BHCOKO KPbBHO HaNAraHe ¥ CbpAeUHa
HEJOCTATHYHOCT).
e JIlpyru npoTHBOBB3NAJIMTETHH JIEKAPCTBA KaTO aLeTHICAIHLIWIOBA KUCEIHHA, HOYNIpogdeH 1
Ap.
Koprukocrepouan (NpOTHBOBBINATUTEHH JIEKapCTBa).
JlekapcTBa, NOTHCKALLM ChbCHPBAHETO Ha KPBBTA H o6pa3yBaHeTo TpoM6H
JlekapcTBa 3a JieueHHe Ha aMaber (C H3KITIOUYECHHE Ha MHCYJIHH).
MeroTpekcat (3a ieueHHe Ha HIKOM BHOBE paK HJIH apTpHT).
[uxnocmopHH (JIEKApCTRO, H3MOJI3BAHO NPH MALMEHTH, MPETHPNETH TPAHCIUIAHTALIMS).
Hskou anTHGakTepHanHy jiekapeTBa (XUHONMOHH), H3MOM3BAHHU 33 JISUeHHE Ha HHEKIMH,
OEHUTOMH M NIEKAPCTBEHH NPOAYKTH, ChIbPKAIUK (PEHUTOUH (32 JICUCHHE HA ETIIENICHSA).

KonecTHnon 4 XoJeCTHPaMHH W JIEKAPCTBEHH NMPOAYKTH, KOUTO I'M CHABPIKAT (3a IOHIKaBaHe
Ha XOJecTepona B KphBTa). Te3n nekapcTBa MOrat Aa NpeAM3BUKAT 3a0aBsiHe WIM HAMaICHHE
Ha abcopbuusATa Ha AuKIodeHak. 3aToBa ce NpenoprYBa NPHEMBT HA IMKNO(EHaK fa CTaBa
MOHE €AMH Yac npeay win 4 ao 6 yaca ciea npHeM Ha KOJIECTHION/X0NeCTHPAMMH.,

CynduHnupasoH (3a JIcUeHUe Ha 110arpa).
¢ BopHKOHA30J] WK 1EKapCTBEHH NMPOAYKTH, KOHTO CbABPAKAT BOPHKOHA30M (333’19_1_&%6 Ha
rbOUYHHA HHPEKLIHH). oW o
e JlekapcTBa, KOMTO MOTraT JIa YBEJIMHAT HUBOTO Ha KAIHi B KpLBTA B, Talchqa ta K“an"ﬁn ,t? N\
<)\
ChXpaHABALIUTE AHYPETHIH (YBEIHYABAIIH KOJHYECTBOTO HA ﬂmenem;ra, ypHHa),H AT N
LUKJIOCTIOPHH, TAKPOJUMYC (NeKapCTBa, KOHTO MOTHCKAT UMYHHATa cuc:rema) H‘TpH At -': fp b
SRS
’,f *

(M3nom3BaH NpH AcueHHe Ha MHpexuuH). Heobxoaumo e vecro npocnenﬂﬂaﬂe Ha Hunmﬁ
Kanuii B KppBTa BH. N gt




e PudamnuuuH

BpemMeHHOCT, KbpMeHe H QpepTHIHTET

AKo cTe GpeMeHHa WM KbPMHTE, CMATATE, Y€ MOXke Aa cTe OpeMeHHA WY [UIaHHpaTe OpEeMEHHOCT,
nochBeTBaiiTe ce ¢ Bamusa nexap win dapmaiieBT npeau ynorpebara Ha TOBa JIEKapCTBO,

Kenu 6 Oemepoona év3pacm
Hsama navHH, KOMTO Aa ripeanoaraT NpenopbKy MpH XKEHU B JETEPOAHA BB3PACT.

bpemennocm
AK0 6pPEeMEHHOCTTA € OTKPHTA MO BpeMe Ha MPOABHKUTENHO NpHaokeHue Ha Jluknak 75 ID, e

HANOXKHTEMHA KOHCYITALMA C JIEKap.

ToxasaHo e, 4ye quknodeHak npeMHHaBa raleHTapHara 6apuepa npu xopa. Ynorpebara na HCIIBC,
BKJHOMMTEIHO IHKIO(EeHaK, MOKE Aa MPUYKUHH NIOTHCKAHE HA MAaTOYHHTES KOHTPAaKLHH,
MpeKAEBPEMEHHO 3aTBapSHE Ha AYKTYC apTepHo3yC Ha MU1o/a (BaykeH OTBOP B CHPLETO HA IUIOAA) U
HapylueHue Ha OnOpeunarTa GyHKUMA Ha IU10/a, BOJAELIO JO HEAOCTATEYHA OKOJIOIUIOAHA TEYHOCT
(ONHroXuapaMHHOR).

[Topanu puckoBere, AHKIo(eHaK He TpAOBa Aa ce W3MOoJ3Ba Npe3 NbPBUTE ABA TPHMECTHPA Ha
OpeMEeHHOCTTa, OCBEH aKO OYaKBaHHTE IMOJI3H 3a MaHKaTa HAABHILIABAT PHCKOBETE 32 IJI0AA.

[Ipe3 mppBOTO M BTOPO TpHUMEceuue Ha GpemenHocTTa Jluknak 73 ID Tpabsa aa ce npunara caMo criea
KOHCYJITallMA C JIEKap.

B pombaHense, auknodeHak He TpsOBa Aa ce U3N0/3Ba [0 BPEME Ha TPETHA TPHMECTH) Ha
OpeMeHHOCTTa NMOPaAM MOBHILEH PUCK OT YCJIOKHEHHA 3a MalkaTa ¥ J€TeTO NpH pakIaHe,

Axo e HeobxoauM npueM Ha HCIIBC ot 20-Ta recralinodHa ceaMulia 10 Kpad Ha BTOPHS TPHMECTHP,
orpaHuvere ynorpebara A0 Bb3MOXKHO Hali-HHUCKaTa eeKTHBHA 1033 H Bh3MOXKHO HaH-KpaTkara
NPOAB/DKHTENIHOCT, Thil KaTO CE CHMTA, Y€ Bb3MOKHHAT PUCK 32 IUI0/A C€ YBennyaBa ¢ 103aTa U
NPOAB/KATENHOCTTA Ha NPHEMA.

Kvpmene
Kaxro u apyru HCIIBC, nuknodeHak, NpeMHHaBa B KbpMaTa B MaIKU Ko/lH4yecTBa. [lopaau Tosa
avKodeHaKk He TpAOBa 1a ce npHeMa No BpeMe Ha KbPMEHe, 3a [1a C€ H30erHaT He)KeNTaHHTe

JIEKApCTBEHH €(PeKTH 3a KbPMAUyeTo.

Depmunumem

JTuknak Moxke 1a 3aTpyJHH 3a0peMeHIBAHETO U 3aTOBA HE CE MPEenopbyBa ynorpedarta My NpH XKeHH,
KOHTO MpaBAT ONHTH Aa 3a6peMeHeaT. [1pu Jkenu, KOUTO HMaT TPYAHOCTH MNpH 3a0pEMEHABAHETO HITH
ce H3cneaBar 3a 6esrioaue, Tpabsa Aa ce 00CHaM NpeKpaTaBaHe Ha ynoTtpebara Ha OUKIO(EHaK.
Hsima aaHHM nip xopa 3a edexTa Ha AMKIOQEHaK BbPXY MBKKHS QEepTIIHTET.

Jqaxaak 73 ID cpaAnpixa J1aKTO3a
Huxnak 75 ID ceabpka nakro3a. Ako Bawust nexap BH e Kasan, 4e nMaTe HENMOHOCHMOCT KbM HAKOM

3aXapH, MOCHLBETBAMTE CE ¢ HEro, Npeaux Aa NpUeMeTe TO3H MPOJYKT.
Bceska Tabierka ¢ ¥3MeHeHo ocBoOmkaasaHe (IByCOiHA) chabprka no-manko ot 0,01
BBIVIEXUAPATHH €IHHHLIY,

ye NMPaKTHYECKH HE ChObPXKA HATPHH.

3. Kak na npuemarte [luxaak 75 ID




BuHarn npueMaiiTe TOBa 1eKapcTBO TOUHO KakTo BH € kasan Bamns nekap. AKo He CTe CHIypHH B
Hello, NMonuTaiiTe Baluug nexap Wik papMaUesT.

He npepuIaBaiiTe NpeanucaHaTa 103MpoBKa. BaxkHo € fja mpHeMare Hail-HHCKaTa edexTHBHA [03a 32
BB3MOKHO HaH-KpPaThK CPOK.

[IpenopbUMTENHATA 1034 3a BB3pacTHH € Mexay 100 u 150 mg nuknodeHak JHEBHO.
BwipacTHuTe Tps6Ba Aa npuemar 1 TabneTka ¢ n3meHeHO ocBoboXaaBaHe (CHOTBETCTBAILA Ha 75 mg
auiobexax Hatpuii). Moxe aa Gbae nprera obia AHEBHA 11034 0T 2 TabneTkH ¢ HIMEHEHO

ocBoBokIaBaHe (ChoTBeTCTBAlUM Ha 150 mg nukiodeHak HaTpHi).
MaxcuManHaTa AHeBHA o3a oT 150 mg He TpabBa na ce npeBHilIaBa.

[Tpu 6one3HeHa MEHCTPYAaLIHA 3afoYHETe IeUeHUe ¢ eqHoKpaTHa xo3a ot 50 ao 100 mg npu nosBa Ha
nbpBUTE cCUMITTOMH. ITpoasmkere ¢ fo3uposka ot 150 mg AHeBHo. IIpn HeoOXOAUMOCT, aKko Tasm
f03a ¢ HeedekTHBHA, Baluuar nekap Moke na Bu npenoprnya ao 200 mg/aeH. He npuemaiTe nobeyve

ot 200 mg/neH.

Jdena H IOHOINRA
Juknak He € noAXOALI 3a YoTpeda npH A€1a U IOHOLLH.

ITanHeHTH B cTApYecKa Bb3pacT
He ce¢ Hanara xOpUrupaHe Ha J03aTa NMpH NalHueHTH B CTapyeCcKa Bb3pacT.

ITanneHTH ¢ 6LOpeYno yBpexaAaHe
[IpoTHBONOKa3aHa e ynoTpebara Ha JUKIOQEHaK NPU NaLUeHTH ¢ OBOpeyHa HeAOCTATBYHOCT.

IlanueHTR ¢ 9epHOXAPOORO YBpeKaaHe
[IpoTHBONOKa3aHa € ynoTpebara Ha JUKJIO(EHAK MpH NALUEHTH ¢ YepHOAPOOHA HEAOCTATBYHOCT.

Hauud Ha nNpUnoxeHHe
Tabnerkure quxnak 75 ID tpabea aa ce npuemar uenu, 6€3 12 ce CABBKBAT U ¢ JOCTATHYHO

KOJIHKYCCTBO TCYHOCT, 3a MPCANTOYHNTAHC NMPCAH XPaHCHC.

3abenexka
Ieycnoiinara TabneTka ChaAbPKa YacT, KOATO ocBoboxKaaBa He3abaBHO akTUBHATA CbCTABKA (12,5 mg)

M 4acT, KOATO 0CBOOOXAaBa NO-NIPOAL/DKUTENECH IEPHO OT BpeMe akTUBHATa ¢beTaBka (62,5 mg). Ilo
TO3H HAYHH ¢e NMOCTHra OBbp30 HAYaIo HA JEHCTBHE H YABJDKEH €(eKT.

[TpoabKUTENTHOCTTA HA TIPHUIIOXKEHUE ce onpeaess oT Bamma nekap.

AKo cTe npHed noBede oT Heobxoxumara ao3a Juwnak 75 ID

[Ipeno3nupaneTo HAMA THITMYHA KJIHHUYHA KapTHHA. CHMITTOMHTE Ha Mpefo3npaHe MoraT aa Obaar
HapyLIeHHd Ha LIeHTpalHaTa HEPBHA CHCTEMa, KaTo MTaBoboKe, 3amMakiBaHe, IIyM B YLINTe,
CHHIIMBOCT ¥ 6e3Ch3HAHME, & ChUIO I'bPUOBE, 60JIKa B KOpeMa, raJicHe ¥ MOBPBILAHE, AapHa. Moxe
fa Bb3HHKHE KbpBEHE B CTOMALIHO-UYPEBHHS TPAKT, KaKTO M (PYHKLIMOHAJIHH HapyIUCHHUA HA YePHHs
npob u 66penute.

He e u3BecTHa crieuddryHa NpoTHROOTPOBRA. Clel NMOrIbliaHe Ha MOTEHLMATHO
KMBOTO3ACTpalaBailla 103a MOXE Aa C& NPWIOKH aKTHBEH BBITIEH H J1a Ce NPeIU3BHKA CTOMALIIHO
u3NpaspaHe (HAnp. Ype3 MoBpbillaHe, CTOMALIHA POMHBKA).

Mons, uidopMupaiite Bawunsa nekap npu npeaosupade ¢ Jfuknak 75 ID. Tow/Ta we m ,

MEpKH [a NpeATripHeMe B 3aBUCUMOCT OT TEXKECTTa Ha NMpeao3upaHe. ,,dr»
|.'h"'ll.# p
j .."" P i I _-}-135 K ‘..
AKo cTe nponycHAaH Aa npHeMere Juknak 75 1D ‘L; -_E‘ w.'?l’-’_‘? W '!_,- )
Axo cTe 3a0paBHJIM Aa IPUEMETE JICKAPCTBOTO, HE B3¢MaHTe ABOWHA 11034, 33 J1a K Mnchcnpa’fe "
-\ r} 1""'.“ . .-.‘? .__- -
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AKo cTe cnpesn npaema Ha Juxaax 73 ID
Mons, koHcynTHpaliTe ce ¢ Ballina fekap, ako ¢Te IPEKPaTHWIH INPEeKACBPEMEHHO JIEHCHHETO.

AKO MMaTe HAKAKBH JOIBIHHTEIHH BRAPOCH, CBBP3aHH ¢ yrnoTpebaTta Ha TOBA JIEKAPCTBO, MOMUTANTE
Bamus nexap wid papMaLeBT.

4, BB3MOXHH HEXKCJIAHH PeaKIHH

KakTo BCHUKH JIEKAPCTBA, TOBA JIEKAPCTBO MOXKE /12 NNPpeIU3BHKA HeXeJIaHH PEaKLMU, BBIIPEKH Y€ HE
BCEKH T'H MIOJTYYaBa.

HexenaHure peakiivM ce ONACBAT ChC ClieiHaTa YeCToTA!

MHOro yecTH: NPOABWIH c€ NpH noseve ot | Ha 10 nekyBaHH MaLUEHTH

Yecru: npu no-Majnko ot 1 Ha 10, Ho noseye ot 1 Ha 100 JleKyBaHH NALMEHTH
HeuecTH: npu no-Manko ot 1 Ha 100, Ho noseue ot |1 Ha 1 000 rekyBaHu nalHeHTH
Peaku: npu no-Manko ot 1 Ha 1 000, Ho noseue ot 1 Ha 10 000 nexysaHH NalHEHTH

Muoro peaku: npu no-mManko ot 1 Ha 10 000 nexkyBaHH nanueHTH
C HEeH3BECTHA YECTOTA: OT HANMYHHUTE AaHHM HE MOXKe Ja Obje HanpaseHa OLeHKa.

Hsaxon HexxenaHu peakui Morat fa Obaat CEpHO3HH.
Cnpete aa u3nonssare JUKnak U yBeaoMeTe BeiHara Baiuus Jiekap, ako 3a0e/IexuTe:
® JIeKH criasMH H O0JIE3HEHOCT B KOpeMa, 3anoYBalid CKOpo Cliel HayaJloTO Ha JICYEHHUETO ¢
JIMKnaK ¥ nocjieaBaHH OT PeKTATHO KbPBEeHE WM KbpBaBa AHapusa, 0OOMKHOBEHO B pAMKHTE Ha
24 yaca OT NOABaTa Ha KopeMHaTa Donka (¢ HEM3BECTHA YECTOTA, OT HAJIHYHHTE JAHHH He
MO3Ke fa Obe HanpaseHa OLCHKA).
¢ CepHO3HA AJIEPrHyHa KOXKHA peakliud, KOATO MOXe J1a BK/IIOUBA IOJIEMH, LIHPOKO
pa3sPOCTPAHEHH YEPBEHHN H/WIIM TBMHH NETHA, NOAYBAHE HA KOXKATA, MEXYPH H CBpOex
(reHepanu3HpaH Oyno3eH PUKCHPaH JeKkapcTBeH OOpHB).

[TocoueHHTE NO-A0JTy HEXKENAHH PEaKLIMK BIJIIOYBAT TAKKMBA, ChOOIIIABAHH KAKTO CJIeA KPaTKOTpalHo,
TaKa H CIe/ MPOABDKHTENHO JieueHHe ¢ AUKIOQeHAK B pavIMYHHM JIEKapCTBEHH Popmu. CepHO3HH

HEXKe/JaHU PEaKIIUH Ca:

¢ HeoOHMYaliHO XBPBEHE MPH HapaHABaHE;

® BHCOKA TEMIepaTypa Wid MOCTOSHHO BB3MAJIECHO [bPIIO;

® ajepru4yHH peakUMH ¢ ITOAYBAHE HA JIMLETO, YCTHHUTE, YCTATa, €3UKa WK I'bPJIOTO, YECTO
MPUAPYKEHH ¢ OOPHUB U CHPOEK, KOETO BOAY A0 3aTPYAHEHO MNperabllaHe, HUICKO KPBBHO
HAJIAraHe ¥ MPUMAAbK; CBHPKAHEe B IbPANTE WIKH HEAOCTHUT Ha BL3AYX (CHMITTOMH Ha ACTMAa)

e §oJKa B rpuAHHA Kol (CHMITTOMM Ha ChpAEUEH yAap);

BHE3aITHO M TEXKKO riapodbonue, rafieHe, 3aMagsHOCT, BKOYAHEHOCT, TPYAHOCT HIIH HEBb3MOXKHOCT

33 FOBOpPEHE, napau3a (CHMIITTOMH Ha MO3BYEH YIap);

CKOBAHOCT Ha BpaTa (CHMITTOMM Ha BHPYCE€H MEHHHIHT);

I'bpUOBE;

BUCOKO KPBBHO HaJIfAiTaHe,;

yepseHa WM IypITypHa Koxa (Bb3MOXKEH NMPHU3HAK Ha Bb3NajeHHe Ha KPbBOHOCHHUTE ChAOBE),

KOXEH OBPUB ¢ MEXYPH Ha YCTHHTE, OUHTE M YCTaTa, KOXHO Bb3NaleHHe C MEXypH H OeneHe;

CU/IHA cToMaluHa 60JKa ¢ KbPBaBH WM YePHH H3NPAXKHEHHA; MOBPBIUIAHE HA KPHB,

NOXHLJITABAHE HA KOXKATa UM OYHTE (CHMITTOMH HA XENaTHT); e g \

KPbB B YPHHATA, H3MHIOBK Ha MPOTEHH B YPHHATA, CEPHO3HO HaMaNiIBaHE HA KOJI an%mcryp T,

(cuMnTOMH Ha OBOpEYHU HapYLLICHHS ). / ;5 ﬂ%r; .} ﬂ{;\
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JlexapcTBa Kato AuKiodeHak MoraT aa 6blaT CBBP3aHH C JIEKO MOBUILEH PHCK OT ChP/CUEH HHIMACHT
(uHdapKkT Ha MHOKap/a) WIH HHCYIT.

JIpyru 4yecTH HeXKENaHH peakiini:
['nasofoinHe, 3aMasHOCT, CBETOBBPTEXK, FaZicHe, NOBPBIIAHE, AHAPHA, TOLIO XPaHOCMHUIIAHE, KOPEMHA

Gonka, razope, 3aryba Ha aneTHT, NPOMAHA BbB PYHKLIMATA HA YepHHA Jpob (CTOMHOCTHTE Ha HAKOH
EH3HMH ca MOBHLIEHH), KOXKEH o0puB.

Ipyru He4yecTH HEXENaHH PeaKIHH:
UudapkT Ha MHOKapJa, ChpAEUHa HEIOCTATBYHOCT, NANNHTAlMH (ChpuebueHe), Oonka B rbpiuTe.

Ipyry penku HexxeNaHH PeaKliMy;

CBpbX4yBCTBHTENHOCT, CHHIIMBOCT, 3aTPYAHEHO AWIIaHE (acTMa), CTOMALUHA 00JIKa, FaCTpHT,
KbPBEHE OT CTOMAILLIHO-YPEBHHA TPaKT, MOBPhILAHE HA KPBB, KbpBaBa AUAPHA, CTOMALIHA HITH YPCBHA
A3Ba, XEMaTHT, KBJITEHHLIA, YHEPHOAPOOHHU HapYLIEHUs, YPTHKapH, [TIOAYBaHe Ha PBLETE U KpaKaTa

(enem).

Jdpyru MHOTO peAKH HEXENaHH PeaKLHH.
Hamanssane Ha 6pos Ha TpombouuTHTe, HaManaeaHe Ha 6pos Ha OenuTe KPLBHH KIIETKH, aHEMMUA,

noAyBaHe Ha MEKHTE THKAHU Ha JIMLETO, ACIOPHEHTALIHA, ACNPECHs, TPYAHOCT MIPH 3aCHBAHE,
HOILIHM KOUIMapH, pa3ApasHUTEHOCT, ICUXHYHH HAPYIIEHHA, H3TPbIIBAHE HA KPaHHHLUTE,
YBPEXKJIAHHA Ha NTAMETTa, IbPUYOBE, TPECBOKHOCT, TPEMOP, MEHHHIHT, BKYCOBH HapYILICHHSA, MO3BYHO
CbAOB MHIMAEHT, 3PHTE/THH WIH CIyXOBH HapyleHHs, ABOHHH 00pa3H, UIyM B YIIIHTE, KOJIHT,
BIUTIOUMTETHO U3OCTPSHE Ha YJllepo3eH KOoauT H Ha bonectta Ha KpoH, 3anek, Bbh3naleHde Ha yCTaTa,
BKJTIIOUMTEIHO C NOABA HAa aTH, BE3MAJICHHE HA TTIACHUTE CTPYHH, S3Ba HA XPAaHOMPOBOAA, |
NaHKPEATHT, MOBHIIEHO KPHBHO HanAraHe, BL3NAJICHHE HA KPbBOHOCHHTE CBAOBE, KOCONAL,
3ayepBABaHe, TBMHOUEPBEHO-BHOETOR OOPHB, MOAYBaHE HA KOXaTa (IBL/DKALIO CE Ha IOBHILICHA
YYBCTBHTETHOCT KBM CITBHLIETO), TEXXBK OOPHB C MEXYPH, €K3€Ma, ACPMATHUT, Chpbex, CHHAPOM Ha
Stevens-Johnson, TokCHYHa ennaepManTHa Hekponnsa (cuHapoM Ha Lyell) 6vp30 nporuyain xenatur,
yepHoApoOHA HEJOCTATHYHOCT H APYTH TEXKH 4YepHOAPOOHH HapylIeHHs, 0cTpa 650peuHa
HEeAOCTATHUHOCT, KPBB B YPHHaTa, OeJIThK B YPHHATa, HEQPOTHYEH CHHAPOM, TYOYJIOHHTEPCTHLIHAIEH
HedpuT, OEOpeYHa nmamwiapHa HEKpo3a, CHHAPOM Ha KYHHC, HCXEMHYCH KOJTHT.

EQ!FH HEXECTAHHU PCAKIIHH C HEH3IBECTHA YCCTOTA (OT HATHYHHWTE JaHHH HC MOXKE Na Onae HalIpaBCHa
OLEHKA 23 YEeCTOTATA):

AnlepruvHa Ko)KHa peakiHs, KOATO MOXe 1a BKJIIOYBA KPBIJIH HIH OBa/IHH METHA ChC 3a4epPBsIBaHe H
MoJyBaHe Ha KoxkaTa, o6pa3yBaHe Ha MeXypH H chpbex (dukcrpaH nekapcTseH 0Opus). Moxe na ce
[OSABH ¥ NMOTHEMHSIBAaHE Ha KOXKATA B 3acerHaTuTe 00/1aCTH, KOSTO MOXKE Ja OCTaHe CIER H3JNIEKYBAHETO.,
DukcupanuaT nekapcTBeH 00pHB 0OHKHOBEHO ce MMOSBIBa OTHOBO Ha CBLIOTO(HTE) MACTO(MECTA), AKO
EKAPCTBOTO C€ M3I10J13Ba OTHOBO.

HesabaBHo kakxeTe Ha Baiuus nekap, ako 3a0esie)xure Helllo OT CICAHHTE:
- Boaka B repAuTe, KOATO MOXKE 112 € NPU3HAK Ha MOTCHLKATHO CEPHO3Ha aJICPrHUyHa peakiy,
HapeqeHa CHHAPOM Ha KyHUC

CrofmaBane HA HEXEJIAHH PeaKlHH

AkO NOyuHTE HAKAKBH HEKENAHH JIEKAPCTBEHH peakimy, yseagomere Bawna nekap, dpapmaiiesT win
MEIHLIMHCKA cecTpa. ToBa BK/IHOUBA BCHYKH Bb3MOXXHH HEOMHCAHH B Ta3H JIMCTOBKA HEXKE/IaHH
peakuuu. MoxeTe ¢pI10 Aa cboOLIUTE HEXENAHU PEeaKLMY JHPEKTHO YPe3 HallHOHAIHATa CHCTEeMaA 34
chbobiaBane KbM U3MTbIIHHTEIIHATA arcHIKs 10 JIEKapcTRarTa, yil. ,,JlaMaH 'pyer” Ne 8, 1303 Codus,
Ten.: +35928903417, yeGeaiiT: www.bda.bg. Karo cpobliiaBaTe HesKelaHH peakifii, MOXeTe 1a
NafeTe CBOS NPHHOC 3a MOJy4YaBaHe Ha noseve HHGpOpMalHa OTHOCHO 0€30NacHOCTTa Ha TOBA

JIEKapCTBO.

S. Kak na coxpanssare Quxiaak 75 ID




JTa ce chXpaHsiBa Ha MACTO, HEAOCTHITHO 33 JeLa.

He manonaeaiire Juinax 75 ID cien cpoka Ha roAHOCT, 0TOENA3aH BbpXy onakoBkaTta. CpoKbT Ha
rOAHOCT OTrOBapsA Ha NOCJCAHHA AEH OT NMOCOUYCHHA MECELL.

He y3xpnpinsiiTe leKapcTBaTa B KAaHATW3aLMATA WIH B KOHTCHHEpa 3a AOMaUIHH OTMAXBIIH.
[NonuTaiite Bamus dbapMaileBT KaK a H3XBBPIATE JIEKApCTBaTa, KOMTO Beue He u3non3pare. Tesu

MEpKH 1€ CIIOMOTrHAT 32 Olda3BAHC Ha OKOJ/IHATa cpcaa.

6. Coabpkafgde HA ONAKOBKATA H JONBLJAHATEIHA HRGopManud

Kakpo coabpxa Jnknak 75 ID
¢ AKTHBHOTO BELIECTBO € AHKIo(eHaK HATpuii. Besika TabneTka ¢ H3MEHEHO 0CBOOOKNaBaAHE
(nBycno#ina) ceabpxka: 12,5 mg auinodenak HaTpuii, 65p30 oceobokaaBaHe U 62,5 mg
guodeHak HaTpuid, 6aBHO ocBoOOXKAaBaHe
e JIpyrure ¢hCTABKH Ca: KAILMEB XHaporeHochat AUXHAPAT, HATPHEB HULIECTEH INHKONAT
(TN A), MHKPOKPHCTAJIHA LICJTYJI03a, XUMPOMENO3a, IAKT03a MOHOXHAPAT, MarHE3UEB
cTeapar, LapeBHYHO HHULLIECTE, KOMOMAEH CWIHIHEB JHOKCHA, ouBeTHTeN XKene3eH (IH) okena

E 172

Kak maraexaa Iuxnax 75 ID B kaxkBo ¢bABPKA ONAKOBKATA

TabneTkH ¢ U3MeHeHO ocBobDOXKAaraHe (IBYC/IOHHH).

OpUriHaJIHY ONAaKOBKHU, chabprkawnd 10, 20, 50 u 100 Tabnerku ¢ usMeHeHo ocBoboXKIaBaHe.
[Tepeuuna omakoska: 6nucrepu ot PP/Al unmn PVC/PVDC/AL

He BcHukd BHAOBE ONAKOBKH MoraT jJa Opaat ITycHATH B npojaaxoda.

IlpaTexaTen HA paspelleHAETO 32 ynoTpeba

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

IIponasoauten
Salutas Pharma GmbH

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

Lek S.A.
50 C Domaniewska Str., 02-672 Warsaw, [loniua

TaTa na nocjeaHo npepasrjiexiaHe HA JHCTOBKATA
MMATIT




