JINCTOBKA



JIncroBka: unpopmMauus 3a NANHEHTA

PF0O76L

Hak.ioden ayo 75 mg Kancy/u ¢ H3MeHEeHO 0CBO0OK1aBaHe
AMKJI0(pEeHaK HaTPpHH 2000 6 19 -08-
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Naklofen duo 75 mg modified release capsules
diclofenac sodium

[IpoueTeTe BHHMATE/IHO UAJIATA JIHCTOBKA, NPE1H 1A 3aM04HeTe 12 NIpHeMaTe TOBA JIEKapCcTBO,

Thil KATO TH ChAbPKA BaKHA 32 Bac nudopmauus.

- 3anazere Ta3u AMCTOBKA. MOKe /1a UMaTe Hy»k/1a /1a 1 MpOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JIOMbJIHUTE/IHU BbNPOCH, nonuTaiTe Bawus nekap wim ¢papmauesr.

- ToBa nekapctBo € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To moxe
/1a UM HaBpeH, HE3aBMCUMO Y€ MPU3HALIUTE HA TAXHOTO 3a00/5ABaHe ca ChlMTe Kato Baiure.

- AKO NOJIYYHTE HAKAKBH HEXKEJIaHH JIEKAPCTBEHH peaklMH, yBeaomere Baluus nekap wiu
¢apmauesT. ToBa BKJIIOYBA H BCHYKH Bb3MOXKHH HEXKEJIAHH pPeaKLIHH, HEOTTHCAHH B Ta3H
nuctoBka. Bukre Touka 4.

KakBo cbAbpKAa Ta3H JIHCTOBKA:

KakBo € HaknodeH ayo U 3a KakBO C€ U3M0J13Ba

KakBo TpsaOBa J1a 3HaeTe, npeau Aa 3ano4vHere Aa npuemare Hakioden nyo
Kak j1a npuemare HaknogeH ayo

Bb3MOXXHHU HEXeJIaHH peaKLMH

Kak na cbxpansBare Haknoden ayo

ChbabpsKaHWE Ha OMAKOBKATa U JOMbJHUTEIHA HH(OpMaLIUA

N YR —

1. KakBo e Hakyio¢eH 1yo H 32 KAKBO ce H310J13BA

HaksnodeH ayo € HecTeporaeH NMPOTHBOBB3NAIUTENIEH MPOAYKT C MPOTHBOBB3IMAIMTESTHO,

00e300/19Ballo U TEMIIEPATYPONOHUKABALLO AeHCTBHE. OCHOBHUAT MYy MEXAHU3BM HA J€HCTBHE €

MOTHCKAHE Ha CMHTE3a Ha npocTtariaHanHuTe. U3nonsea ce 3a neyeHrwe Ha BCHUKH (POPMH Ha

pEeBMaTH3bM M 3a 00JIeKYaBaHe Ha pa3nMyHU BUaoBe Oosiku. Kancyaure Hakinogpen ayo umar

He3a0aBeH M MPOAB/IKHTENIEH E(EKT.

To3u nekapcTBeH NPOAYKT ce MPEeANnUcBa 3a JeYeHUe Ha 3a00/19BaHus, KOUTO H3HCKBAT

MPOTHBOBB3MNAIUTETHO U/ WK 00€e300151BaLlO AEHCTBHE:

. Bb3nanurenHu peBMaTHuHU 3a00/19BaHUA (PEBMATOUAEH apTPHUT, CEPOHEraTHBEH
CMOHAMWJIOAPTPHT, APYIrH apTPUTH).

- JleresepaTuBHM 3a0015BaHUsl HA CTABUTE W rpbOHAYHUA CTBJIO (apTpO3a, CMOHANII03a)

- ApPTPUTH, NPUYHUHEHH OT KPUCTAJIM (roaarpa, rncesaonoaarpa).

- M3BbHCTAaBEH peBMAaTU3bM (MEPUAPTPHUT, OYPCHUT, MHO3ZHUT, TEHAHHUT, CHHOBHT)

- ["'MHekonornyHu 3adonsBaHua (00JIKa U MEHCTPYAJIHU ClIa3MHU, CJIed paXKlaHe, Korato Mankara
HE KbPMH).

- Jlpyru 00/1IKOBH CHHAPOMM (NPH HapaHsBaHe, Cjiel CTOMATOJONH4YHH W APYTH XHPYPryuiHH
NpoueaypH, NpH ObOPEYHHU U HITbYHH KOJTUKH).

2. Kakso TpadBa 1a 3HaeTe, npean Aa 3ano4Here Aa npuemare Hakiogen ayo

He B3emaiite Hakiogen ayo:
- aKO CTe a/Iepri4yHu KbM AMKJIO(PEHAK HIH KbM HAKOH OT MOMOLLHHUTE BEUJ,ECTBH‘ ;ma S gy
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NWraByLa (anepruueH pYHUT) WM peakLlMy Ha CBPBbXUYYBCTBHTEIHOCT C BHE3AMHO NOAYBAHE Ha
YCTHHTE W JIMLIETO, LIMATA, Bb3MOXKHO € CBLUO M Ha pbLETe U KpakaTa, 00/1Ka B bpAHTE UK €
HaCTBLNBAAO 3aAYyLIABAHE M APE3raBoCT (aHMHOEAEM) CNEA NpUeMaHe Ha HECTEPOUIHH
NPOTHBORB3MAUTE/IHH ICKAPCTBEHHW CPEACTBA WK aUECTHIICATHLINIOBA KHCENNHA;

- aKO UMAaTe WM CTE MMAJIM CTOMALLHA UJIK AYOAEHANHA A3Ba, NACTPOUMHTECTHHAIHO KbPBEHE;

- aKo CTe HMaTH CTOMALUHH KK 4pEeBHHA NpobnieMu, clieq npveMa Ha Apyrd HEeCTEPOHIHH
NPOTHBOBB3NAJIUTEHH JIEKAPCTBA;

- aKo cTpajarte OT TexKa uepHoaApodHa unu 6BOpEeUHA HEJOCTATHLYHOCT;

- aKo cTe OpeMeHHa B MOCNeAHUA TPHUMECTBD Ha OPEMEHHOCTTA,

- aKO UMAaTe YCTAHOBEHO ChpaeuHO 3a00/19BaHe W/ UK MO3BUHOCBAOBO 3a00/sABaHE, HANIPUMED
aKo CTE UMaH CbpAeHeH HHQapKT, HHCYAT, MUKpouHCynT (ITUIT) unan 3anywsanuns Ha
KPbBOHOCHUTE CbJIOBE HA CbPLETO H/IM MO3bKA, WIH ONEpaLUs 3a OTITYLIBAHE HA KPbBOHOCHHUTE
cbA0REe UK Dailnac;

- aKo UMaTe HIH CTe HMaNU NpobeMy ¢ KpbBOOOpaLLICHHETO (NepudepHo apTepUanHo
3a0019BaHE).

IIpeaynpexaeHHs H OPeANAIHH MEPKH
["oBopeTe ¢ Bawna nexap wnu gpapmauerT, npeau ga npuemere Haknoden ayo:

. aKo CTpajaTe OT CTOMAUIHO-YPEBHHU 3a00NABaHNd, UM UMAaTE aHAMHE3a 34 TAKHBA
3a00/13aBaHHA, TpAOBa 1a ObAETe BHUMATEIHO HAO/II0JaBaHH OT JieKap;
aKO ¥MaTe Texko 0bOpeuHo MK YepHOAPOOHO YBpPEKAAHE HIIK CTE B CTapUecKa Bb3PacT;

. aKo ce jieKyBaTe 3a eNWICNCHA, WM aKo ¢Tpaaare oT, 00M4aiHO C MHOIO pAlKa 4ecTOoTa,
HapylIeHHe B MeTabonn3ma Ha KpbBHUTE NUIrMeHTH (Mopdupus);
¢ aKO MMAaTe HapyLIEHHUsS B CbCHPBAHETO Ha KPbBTA, HIIH aKO CE JIEKYBATE C JIEKAPCTBA, KOUMTO

NpeJOTBPAaTABAT ChCHPBAHETO HA KPbBTA (AHTHKOAryJIaHTH) HIIH NEKApPCTBA, KOUTO pa3TBapar
CbLUECTBYBAILHTE KPbBHH ChCHPeLH (PUOPHHOAHTHLH);

° aKo MYLLUHTE;

* aKo uMare auader;

* aKo UMaTe CTEHOKApANs, KPbBHU CHCHPELIUH, BUCOKO KPbBHO HANAraHe, MNOBUHLLEH XONECTEPO
MW MOBULIEHH TPUTITHLEPUIN;

° aKO HMaTe acTMa, alepruvyeH PUHHT, OTOK HA HOCHATA JIMraByLIA, XPOHHYHA OOCTPYKTHBHA

benoapobua Gonect HAK XPOHHUYHU HHEKUHMH HAa AUXATENHHTE MbTHLLA, TpaOBa fa obcbanTe
ToBa ¢ Bawusa nekap npeau aa szemere Haknogen ayo;

* aKO HAKOra CTe HMAIH TEXbK KOKEH 0OpuB WK OesleHe Ha koxara, 0Dpa3yBaHe Ha MeXypH
u/unKr adTH B yerata cnen ynorpeba Ha Haknoden ayo unu aApyru nekapcrea 3a 6oska.

AKo no BpeMe Ha ripuema Ha HaknodeH ayo yceTuTe npy3HauM HIIH CHMMNTOMH HA npobnemu ¢he
ChPUETO WIH KPbBOHOCHUTE CbAOBE, KATO 00/IKA B MbPAUTE, 3a4yX, C1abOCT UK HEACEH FOBOP,
He3abaBHO ce cabpxeTe ¢ Bawnga nekap.

Hudopmupaiite Baiuns nekap, ako Hackopo cre OunH noanoxeHd Ha unv Bu npeacrou onepauus Ha
CTOMaxa WK YepBarta, npeay aa noayqyure/npuemere/usnonisare Haknoden ayo, T kato
Haknoden ayo noHskora MoKe Aa BIOUIHA 3apacTBAHETO HA paHaTa B YepBaTa cnel XHpypruuHa
orepatus.

HexenaHuTte peakuuu Morar aa 0bAaT CBeAEHH 10 MHHHMYM UYpe3 U3MO/I3BaHe Ha Hal-HUCKaTa
edeKTHBHA 1034 32 HAH-KPaTKUA HeO0OX0AUM NMEPHO OT BpEME.

Heua n wHOmMHA
Hdpyra nekapersa 1 Haknogen nyo

HHudopmupaiiTe Baluuna nekap nnu papManesT, ako IPHEMATE, HACKOPO CTE NPHEMAITH Hrmfe
Bb3IMOJKHO J1a NpyHeMaTe ApyrH NEeKapcTBa. E




[Mopaay B3aUMOAEICTBHA C HAKOKW APYIH flekapcTBa, eexTbT Ha Haknogen ayo unu Ha Te3u
NeKapcTBa MOKe J1a CE MOBHLLM WY 1a CE€ HaMmaJlH.
Tosa MOKe a ce CAyUH ¢ HAKOU JICKapCTBa, KOUTO C& U3MON3BAT 34!

. JI€YEHHE HA NCHUXHUYHU NPoOneMH (THUTHiH);

. Jie4EHHE Ha CbpACUHH NPOONEMH (AUTOKCHH);

. NeKapcTBa 3a YBEHYABaHe KOJTHYECTBOTO Ha OTAENEHAaTa YPHHA (IHYPETHLIH);

. NeKapCTBA 3a NpeAnasBaHe oT WK NedeHHe Ha HHPEKLIMK HA NUKOYHHTE NbTHILA
(TpUMETONPUM);

. 00e3001aBalH (ALETHICANHLHKIOBA KUCEIUHA WIH APYTH HECTEPOUAHK NPOTHBOBL3NAIHTEIHH
NEKAPCTBEHH CPEACTBA);

. NeKapcTBa 3a NPeaoTBPaTABAHE CHCUPBAHETO Ha KPbBTA (BapdapHH);

. nedeHue Ha aenpecus (1eKkapeTea, u3BecTHH Kato SSRIs);

. NIeKapCcTBa 3a JeyeHre Ha AHadeT;
MOTHCKAaHE HA UMYHHATA CUCTEMA (LLMKJIOCNIOPHH, TAKPOIAHUMYC);

. JeUeHHE Ha NI0Ka4YeCTBEHH 3abonaBaHua (METOTPEKCaT),

' nevYeHHue Ha HHPEeKUHH (XUHONOHOBY AHTHOHOTHLIH);

. NeYeHHE Ha rpUoBe (PEHUTOUH);

. nedeHune Ha BHCOKO KpbBHO HansaraHe (ACE nuxubutopu, bera-onokepn);

. NeYeHHE Ha Bbh3najeHus (KOPTHKOCTEPOHIH);

. MOHHAKABAHE Ha XOAeCTepona (KOJNECTHNON / XONECTHPAMHUH),

. nedeHue Ha nojarpa (cyndHHMUpa3oH, npodeHeUMa) H 3a JCUEHHE HA MOMYHN UHPEKUUH
(BOpHUKOHA30).

Haxnoden n1yo ¢ xpana, HAMHTKH H A/IKOX0J1
[lpremaiiTe KancysuTe LUE/H, ¢ HAKAKBA TEHHOCT, NPEAH WJIH BEHAra Cnej XpaHeHe.

BpeMeHHOCT, KbpMeHe H (pepTHIHTET

Axo cte OpeMeHHa WM KbPMHUTE, CMATATE, Ye MOXe Aa cTe OpeMeHHa K IlaHupaTe OpeMEHHOCT,

nocbhbBeTBakTE ce ¢ Bawuua nekap wiu gpapmauest npead ynorpebara Ha TOBa JIEKapCTBO.

HaxknodeH Ayo He ce npenopbyBa 3a ynotpeba no speme Ha OpeMeHHOCT. JlekapsaT e npeueHd nanu
non3ara 3a OpeMeHHaTa XKeHa npesUlliapa pycka 3a Aetero. Moxe 1a npyemare JIeKkapCcTBOTO Mo

ppeme Ha OpeMeHHOCT camo no cbBeT Ha Bawus aexkap. Ot 20-ata ceamMHua Ha GpeMeHHOCTTa
Haknoder ayo Moxke aa npuunHu 666peuHn npobiemu npu owe Hepoaenoro Bu bebe, ako ce
npueMa noseye OT HAKOJIKO AHH, KOETO MOXKE Ja IOBEAE A0 HAMANEHO KONHYECTBO Ha
OKOJIONIOAHATA TEYHOCT, KOATO 3a00uKana 6edbetTo (ONUroXrMiapaMHHOH) WK CTECHEHHWE HA

KPBBOHOCEH CbA (ductus arteriosus) B CbpueTO Ha 0e0eT0. AKO Ce HyXaaeTre OT JieHeHHe NO-ABIro

OT HAKOJIKO OHHM, BawusaT nexap Moxe Ja npenopbua JOMBAKHTEIHO NMPOCIENABaHE.
He 1pabea na npueMaTe NeKapcTBOTO Mpe3 NocieIHUus TPUMECTbP Ha DpemenHocTTa. Moxe Aa

npuunHH 6b06peuHn u cbhpaeusn npobnemu npu owe HepoaeHoto Bu 6ebe. Moxe na nosnuse Ha
Bairata CKIOHHOCT M Ta3u Ha Baiuero 6ebe kbM KbpBeHE H MOXke 1a Obae NPpUUMHA, PAXKAAHETO 12

3arnoyHe NO-KbCHO WM A3 6bae No-NpOABIKHTENHO OT OYaKBAHOTO.

He ce npenopsuBsa kbpmeHe no spemMe Ha neueHueto ¢ Haknoden ayo.

[llopupane n pabora ¢ MAINHHHA

HaknodeH ayo nMa cnabo Wi yMepeHO BAHAHHE BbPXY cNOCOOHOCTTA 3a modupaHe U paboTa
MaLLIHHH. AKO Ce YYBCTBATE 3aMasHH, YMOPEHH WiH CbHIMBH, He TPaOBa aAa wogupare HIH 1a

paboTuTe ¢ ONAaCHH MALUUHH.

HaxnodeH Ayo chabpxa 3aXapo3a

Axo Bauinar nekap Bu e kazan, ye vMaTe HEMOHOCHMOCT KbM HKOH 3aXapH, CBbPXKETE yem,
npeay 4a NPHEMETE TO3H IEKAPCTBEH MPOAYKT. 2 ‘Saxwﬂ ng
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3. Kak aa apuemare Haxogen ayo
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BuHaru npuemaiite ToBa JeKapcTBo TOYHO kakTo Bu e kazan BawuaTt nekap Hnu gapmaueBT. AKO He
CTE CHIYpPHH B Hellio, nonuTaiire Bawns nekap unun dpapmadesT.

O6uyaiidaTa n03a 3a Bb3pacTHH € | kancyna ABa MbTH AHEBHO ¥ oOHUaiHaTa nojabpxalla nos3a € |
Kancyna JHeBHO. Bb3MOXKHO € JieHeHHe camo ¢ eAHa (popMa Ha NeKApCTBEHMUS NPOAYKT UK B
koMOKMHaLIKA, KaTo TpAOBa Aa ce MMa npeaBui, Ye obuwiara AHeBHa Jo3a Tpabsa aa 6nae 150 mg.
Korato cuMnTOMUTE Ca MHOIO TEXKKHU (Hai-BeUe CYyTPHH), NAUHEHTHT MOXE Aa NPHEME UANATa AHCBHA
no3a ot kancyaure HaknodeH ayo (2 Kancysd) HaBeaAHBK, HO 3@ KPaThK NEPHO/ OT BpeMe.

Hexxenanure peakunu Morart Ja 0baar CBeACHH 10 MUHHMYM 4pe3 W3MoJ3BaHe Ha HalW-HHUCKATa
edeKTHBHA 0034 3@ HAW-KPAaTKHA HEOOXOIMM NMEPHOA OT BPEME.

Axo umame sneyamaenue, ue eghexmvm om AeKapcmeeHus nPOOYKM e mebpoe CWIeH Uiy mgppoe
cnab, mpsabsa oa ce koucyamupame ¢ Bawua nexap uiu papmayesm.

AKO cTe OpHeJH noBe4e oT Heobxoaumara nosa Haxnoden ayo

Koncynrupaiite ce ¢ Baiuus nekap wnu dapmatesT He3abaBHO!

I1pu norublliaHe Ha TONAMO KOTH4ECTBO OT KarcyauTe, Hal-4€CTo ce Hab/IioRaBaT CTOMaLIHO-4YPEBHH,
ObpOpeuHn, UuepHOAPOOHHU W OT CTPaHa Ha LUEHTPAHATA HEPBHA CHCTEMA HEXKe/IaHH PEaKLIKH.

Ako cre nponycHanu xa npuemetre Haxnoden ayo

He npuemaiiTe nsoiiHa 1033, 3a 1a KOMNEHCHpaATe MpoMycHaTaTa a03a.

[Tpuemaiite nexapcTeeHMA NPOAYKT NO €JHO H CHLIO BpeMe, BCEKH ACH. AKO NpPOMYCHETE 1a B3eMeTe
NIEKapCTBEHHUR NPOAYKT B 0OM4AHHOTO Bpeme, B3EMETE ro BEAHAra CeJl KaTo ce ceTuTe. Jio3uTe

HUKora He TpsadBa na ce yaBossar!

AKo cTe cupennd npaeMa ua Haknogen xyo
AKo npueMarte AMKI0¢eHaK 3a KpaTKOTpainHo oOekyaBaHe Ha 0OJIKaTa, MOXKETE 1a CripeTe

MPHEMAHETO MYy BEIHAra, cliell KaTo He Ce€ HyXK/JaeTe OT Toa noseue. [lpu npoabmkKUTeNHO IeHeHHne
TpsAOBa [1a ce KOHCYNTHpATE ¢ JeKap, NpeiHd 1a NPEKpaTuTe NeHEeHHETO.

4. BBh3MOMKHH HEXKEJTAHH PEAKIHH

Kakro BCHUKHK NeKkapcTBa, TOBA JIEKAPCTBO MOXKE a MPUYMHHU HEKEJIAHH pPeakLHH, BLIIPEKH Y€ HE
BCEKU I'H MOJIY4aBa

Hakou HexxenaHM peakuuM MOrar 1a ObJaT CEpHO3HY,

Cnpete na w3nonssare Haknoden ayo v kaxkere Ha Bawuuna nekap, ako 3abenexmure:

° Jlekn cna3Mu U YyBCTBHTEIHOCT B 00/1aCTTa HA KOPEMA, 3aN0oYBally MaJIKO C/I€[] HAYATOTO Ha
neuenueTo ¢ HaknodeH 1yo W nocneaBaHU OT PEKTAIHO KbPBEHE MJIH KbpPBaBa AMapuA, OOMKHOBEHO B
pamkuTe Ha 24 yaca oT nosieata Ha 6ONKH B KOpeMa (UecTOoTaTa He € H3BECTHA, HE MOXe na onae
OLIEHEHA OT HAJIMMHHUTE JaHHH).

. bonka B rbpauTe, KOATO MOXKE 12 € MPH3HAK HA NOTCHLHATHO CePHO3HA aIEPrHyHa peakLims,
HapeuyeHa CHHAPOM Ha KyHwuc.
¢ Cepuro3Ha aepruyHa KOXHa peakuus, KOATO MOXE Aa BKJIIOYBA MOJNIEMH, LIHPOKO

pa3npoCTPAHEHH YePBEeHH /WK TbMHHU NETHA, MOAYBAHE HA KOXKATA, MEXYPH H Chpbex
(reHepanu3upaH Oyno3eH QUKCHPaH JIEKApCTBEH OOpHB).

- Yecmu (moorce da 3acecwam 0o 1 na 10 oywu): ranene, anapus, kopemsa 6onka, qucnencus

(7IOLIO XPAaHOCMHNAHE), METEOPH3bM, I1aBoGoNHe, 3aMaliBaHe, NOBHLUEHA AKTHBHOCT HA-— """~y
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- Pedxu (mooice 0a 3aceznam 0o I na 1000 oyuu): xvpBeHe, 1384, nepdopauus, ) 1R f”’“ Vg
HapylUeHUs Ha yepHoApoOHaTa PyHKUHSA (ACUMIITOMATHYEH XEMATHT, OCTBP xenatit, . . .,m, ;! !‘

XPOHHYEH AKTHBEH XEMAaTHT), HapylWleHHE Ha HOPMAJTHHA NOTOK HA XJTb4YKa OT HEPHHA apos .
\ . e




KbM uepBaTa (xoJiecTa3a), CbHAWBOCT, ymopa, Ob0peuHa HeA0CTaThUYHOCT, KPBB B ypHHATa
(xeMaTypni), KONPHBHA TpecKa (YPTHKap#Ha), peakudH Ha CBPBXYYBCTBHTEHOCT
(bpoHxocnazbM, aHruoeaeM, aHapHNaKTHYEH LIOK), 3aAPHXKKA HA TEMHOCTH (OTOK), HapyILeHHUs
Ha avwaHeTo (acTMa, JUCNHER ).

- Mnozo peoxu (moxce oa 3aceznam oo I na 10 000 oywu): npomeHH B 6pod Ha KPBBHH KITETKH
(aHeMmus, TPOMOOLIMTONEHHA, NEBKOMEHHA, arpaHyJIOLMTO32), NOAYBAaHE Ha JIHLETO
(aHrHOHEBPOTHUEH €IeM), JE30PHEHTALHNS, AENPECHS, HapYLIEHHA Ha ChHA (De3chHue),
KOLUMAapPH, pa3apa3HHUTENHOCT, NCUXOTHYHO PA3CTPOHCTBO, HAPYLUEHHE HA YCELAHETO
(napecTe3uns), HapyLUEHHUA HAa NAMETTA, FbPUOBE, TPEBOKHOCT, TPEMOP, ACENTHUEH MEHUHTHT,
BKYCOBH HapylLUEHHS, MO3bYHOCHA0B HHUHMAECHT, HAPYLIEHHUE HA 3pEHHETO, 3aMBIIEHO
BHXKJAAHE, ABOHHO BYKAAHE (AUANONMA), LIYM B YLIHWTE, YBPEAEH ClYX, aHOMAJTMWA Ha myJica
(nannuraunmu), rpbaHa 6onka, cbpaevHa HEAOCTaTBYHOCT, MHOKAPAEH HHPAPKT, BUCOKO
KPbBHO HalAraHe, BbL3MajJeHHe HA KPbBOHOCHHUTE CbaoBe KU HenoapobHaTa ThKaH, Bb3naieHue
Ha ne6enoTo Yepao (HecneuuPUUeH XeMOparuyeH KOJIMUT, PELIHAHBH HITH BJOLLIABAHE HA
yaUepo3eH KoJuT uiu bonect Ha KpoH), 3anek, CTOMaTUT (BKIKOUYHTENHO YJILICPO3CH
CTOMATHT), Bb3Naj€HHE HA €3UKa (INTOCHT), €30(arHaiHo pa3CTpPOHUCTBO, Bb3MaleHHE Ha
JIWraBMLATA HA CTOMAaXa, NAaHKpeaca W YEPBHK CTPUKTYPH, YEPHOAPOOHK HApYLUEHUS
(QyIMHHAHTEH XenaTHT, YEpHOAPOOHA HEAOCTATBYHOCT H HEKPO3a), NMKOYHWUTE NbTHLIA
(vHTepcTHUMANEH HedpUT, HEPPOTHHEH CHHAPOM, NANKWIAPHA HEKPO3A, NPOTEHHYPHA),
Oyno3uM peakuuH, BKJIIOYUTENTHO CHHAPOM Ha Stevens-Johnson (Texxbk 0OpuB, KoitTO 3acsira
KOXAaTa, yCTaTa, OUMTE H reHHTaIHaTa 061acT) H TOKCHYHA eNTMAEPMaHA HEKPOJIU3a (TEXKKBK
obOpuB, KOHTO 3acara OOLIMPHYA YACTH C MEXYPH M JIIOLIEHE Ha KOXaTa), Koconas,
4YBCTBHTENHOCT KbM CIITbHUYEBA CBETIMHA ((POTOTOKCHYHH PEAKLHH ), YEPBEHH WIH JIWJIABH

OLIBETABAHHUA BLPXY KOaTa (mypmypa), ¢bpdex (npypHTYC).

- C neuzsecmua yecmoma (vecmomama He Modxce 0a bvoe oyeHena om HATUYHUMeE OAHHUY) .
00BPKAHOCT, XaAloUUHALIMK, 00U AHCKOMGPOPT (HEPA3NONOKEHHE ), AIEPrUUHA KOXKHA peaKL1s,
KOATO MOXE Aa BKIIOYBA KPbIJIH WK OBa/iHH METHa CbC 3aUepBABaHe H NOJYBaHe Ha KOXKATa,
oOpazysaHe Ha MexypH H cbpbexk (dHkcHpaH nexapcTeeH 06puB). Moxe na ce noseu M
MOTHLMHABAHE HA KOYKATA B 3acerHaTuTe 0ON1acTH, KOETO MOXKE 1a OCTaHe clell H3JIEKYBAHETO.
DUKCUpaHHAT NeKapcTBEH OOpUB 0OUKHOBEHO ce MOABABA OTHOBO Ha ChIUOTO(HTE)
MECTO(MECTa), aKO JIEKapCTBOTO C€ MU3MO0J3Ba OTHOBO.

KNHHWYHY MpOYyYBaHHA K €MTHAEMHONOTHYHK JaHHH NOCIEA0BATENIHO COUaT, Ye ynorpebara Ha
avknodeHak HaTpuii, 0coGeHO BLB BUCOKH A03H (150 mg AHEBHO), H NPH MPOABDKHTENHO JICYEHHE,
MOraT na ObAaT CBbp3aHH C NOBHMLIEH PUCK OT apTEPHAIHH TPOMOOTHYHH CHLOHTHS (HANPHMEpP PHCK
OT UH(APKT HA MHOKapAa WiH HHCYAT).

Cpo0OiaBaHe HA HEXKENAHH PEAKIHH

AKO NONYyUYHTE HAKAKBH HEXKEIaHHU TEKApCTBEHH peakLUHH, yBeaomere Baluus nekap uin gapmauest.
ToBa BKJIKOYBA BCHUKH BB3IMOXKHH HEOTIHMCAHM B Ta3U JIMCTOBKA HEAKENAaHHW peakUund. Moxere cbuio aa
ChOOLIMTE HEXKENAHU peakUUd JUPEKTHO Ype3

HanbaHUTENHA arcHUUA 110 JIEKapcTBaTa

yn. ,,Jdamsan ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGcaitT: www.bda.bg

KaTo cbhoOlaBare HexXenand peakurH, MOXETe Aa JaJeTe CBOA MPHHOC 3a NoAyvaBaHe Ha MoBeue
HHopMaLHs OTHOCHO DEe30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa ebxpanasate Haxstoden ayo

Ja ce cbxpaHsBa Ha MACTO, HEAOCTBITHO 3a Aeua.




He u3non3saiiTe ToBa JIeKapCTBO CJIe/l CPOKA Ha rOAHOCT, OTOE/IA3aH BbPXY KapTOHEHATa OMnaKoBKa
cnen .JJ'oneH 10:”. CpOKbT HA OAHOCT OTroBaps Ha MOCJEAHHA AEH OT NMOCOYEHHUS MeECeELl.

Jla He ce cbxpansBa Haa 30°C. [la ce cbxpaHsiBa B OpUrHHa/iHaTa ONnakoBKa, 3a /la ce npeanasu ot
BJj1ara.

He u3xBbpiagiiTe JleKapcTBaTa B KaHa/IM3aLUMUATa WK B KOHTEHHEpa 3a JOMAalllHH OTNaAbLH.
[Tonuraiite Bawus papmaueBT Kak 1a U3XBBbPIIATE JIEKAPCTBAaTa, KOUTO BEYE HE W3no/3Bare. le3u
MEPKH LLIE€ CMOMOrHAT 3a Orna3BaHe Ha OKOJIHaTa cpeja.

6. ChabpKaHHe HA ONAKOBKATA H 10Nb/JIHHTEJIHA HHPopMaHA

KakBo chabpxka Hakinoden ayo

- AKTHUBHOTO BeLIECTBO € AuKIopeHak HaTpui (diclofenac sodium)

- [ToMolLLIHKTE BELLECTBA ca 3axapo3a, XMAPOKCHUITPOITHII LIeJyJ103a, XHITPOMEI03a, TEKbK
MerHe3ueB KapOOHaT, CbMOJMMEp HAa METaKpHJIOBa KUce/uHa-eTuaakpunar |:1.aucnepeus 30
[NpOLIEHTAa, TPHETHJI LMTpAT, TajIK, THTAaHOB AHOKcHA (E171), kapmenosa HaTpuH, MakporoJ
6000, HaTpHeB XHUAPOKCH/1, AMOHHUEB METAKpHUJIaT cbloaumep (Tun A v B) B cbpueBuHaTa Ha
kancysara, u TutaHoB AHokcua (E171), unaurorun (E132) v xkenatuH B OOBMBKaTa Ha
karcyJsara. Buwxkre Touka 2 ,,Haknogen 1yo cbabpika 3axaposa™,

Kak n3raexaa Hakiiodpen 1yo H KAaKBO CbABPKA ONAKOBKATA

Bcesika kancyJia ¢ i3MeHeHO 0cBoOOXK/1aBaHe chabpka 75 mg aukiaogeHak HaTpui (25 mg noa
¢opmaTa Ha CTOMALIHO-YCTOHYUBH nesieTH U 50 mg — noa popmara Ha MejeTH ¢ yAb/DKEHO
ocBoboxnasane). [Ipeanara ce B onakoBkH oT 20 Kancy/m ¢ M3MeHeHO OCBOOOX1aBaHe B OJIMCTEPHH
onakoBkH. Kytusita cbabpxka 2 6aucrepa no 10 kancyau. Kancyaure ¢ U3MEHEHO 0CBOOOK/1aBaHe ca

OLBETEHH B /1Ba LIBATA — TAJOTO HA KaricyJjiata € 0s/1a CbC CMHbO Karnade. Te ca mbJiHu ¢ 6eau 10
KpeMaBH MEJIETH.

[Ipou3BoaANTE I H MPHTEXKATE HA pa3pelleHHeTO 3a ynorpeda:
KRKA, d.d., Novo mesto, SmarjeSka cesta 6, 8501 Novo mesto, CnoBeHus

Jlara HA MOCJ/IeIHO NMpepasr/iexIane Ha JIHCTOBKATA
| CenTemBpu 2025

[Moapo6Ha nHdopmMaums 3a TOBa JIEKapCTBO € NpeocTaBeHa Ha yebcakTa Ha U3nbanuTenHa AreHums
no JlekapctBara (MAJI) http://www.bda.bg.
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