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OJIAMEKCHH 20 mg npax 3a ngpopajieH pasTBop. .. ................. s S
FLAMEXIN 20 mg powder for oral solution o )

NMUPOKCUKaM (piroxicam)

IIpoyereTre BHHMATE/IHO UAJATA JHCTOBKA NpPeAH [Aa 3al04HeTe 1a NpHeMaTe TOBA JIEKAPCTBO,
TbH KATO TH ChAbPXKa BaXXHa 3a Bac Hudopmanus.

- 3anasere Ta3M JMCTOBKA. MOXKe [1a ce HaJIOXKHM Aa s [POYETETE OTHOBO.

- AKO MMaTe HAKAKBH JIOMbJHUTE/IHH BLIIPOCH, MonuTaiire Bawus nekap wim ¢papmauesT.

- Tora nekapcTBO € npeanycaHo JM4HO Ha Bac. He ro npeorcTbnBaiite Ha Apyrd xopa. 1o Moxe
Jla UM HaBpeJH, HE3aBUCHMO OT TOBAa, Y€ MPHU3HALIMTE HA TAXHOTO 3a00JIsiBaHE €A CHLIUTE KATO
Bawure.

- AKO noOJIlyYyuWTe€ HSAKAKBH HEXEJlaHW JIEKapCTBEHHW peakuuu, yBeaoMere Baiuus jekap WM
¢apmaueBt. ToBa BK/IHOUYBA M BCHYKH BB3MOXHHM HEXEJAHW peakLMW, HEONUCaHH B TasW
nUCTOBKA. Buxkre TOuKa 4.

KakBo cbaAbpka Ta3H JHCTOBKA

Kakso npeacrasnasa ®JIAMEKCHH u 3a kakBo ce u3nosnssa
KakBo TpsabBa na 3Haere, npeau aa npuemere ®JIAMEKCHUH
Kak na npuemare ®JIAMEKCHUH

BBb3MOXHH HEXEJIaHU peaKLiUu

Kak na cexpanssare ®JIAMEKCHH

CbabpkaHUe Ha ONAKOBKaTa W JAONbJIHUTE/IHA UHPOpMaLIUA
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1. Kakso npeacrasiassa @PJIAMEKCHH u 3a KakBoO ce H310/13Ba

OJIIAMEKCHH 20 mg Tabaerkn 1 ®JIAMEKCHUH 20 mg npax 3a nepopaneH pa3TBop CbAbpKaT
AKTUBHO BELIECTBO, HApe4eHO nupokcukaM. [lupokcukamM npuHaLIEKH KbM rpynara Ha
HECTEPOHAHHUTE NPOTHBOBB3MNAJIMTE/IHU U AHTUPEBMATUYHHU CPE/ICTBA.

OJIAMEKCHH ce u3non3sa 3a o0JiekyaBaHE Ha HAKOUM CHUMIITOMH, KATO MOAYBaHE, CKOBAHOCT W
CTaBHM OOJIKM TpU OCTEoapTpUT (apTpo3a, AEreHepaTHBHW CTaBHU 3a00JisIBaAHWSA), PEBMATOMJEH
apTPUT U aHKWUJIO3Upalll CIOHAMUJIMT (peBMaTu3bM Ha rpbOHa4YHUs cTh0). Tol He JieKyBa apTpuTa, a
MOBJIMSIBA CUMIITOMMTE U L€ BH nOMOrHe camo 10KaTo npoab/pkKaBare Jia ro npyemMare.

[lpeau na Bu npeanuiuie nupokcukam, Bauwuar nekap e npeueHU roJizata oT MpHIIOKEHHETO Ha
TOBA JIEKAPCTBO CIPSAMO PUCKA OT €BEHTYAJIHO Pa3BUTHE HA HEXKEJIAHH JIEKAPCTBEHH PEaKLIHH.

2. Kakso TpnabBa aa 3naerte, npeau aa npuemere PJIAMEKCHH

He npuemaiite ®JIAMEKCHH:
- aKko cre OoneayBaiM OT CTOMAalllHA WIM HMHTECTHHA/IHA A3Ba M CT€ MMaJIM KbpPBEHE HWIIH
nepdopaums;
- aKo B MOMEHTa MMAaTe CTOMalliHa WM UHTECTHHAJIHA A3Ba C KbpBEeHEe WM nepdopa
- axko Bue wnu uneH Ha Bawero ceMelMcTBO uUMare MJIM CT€ MMaJili B MHMH
raCTpOMHTECTHHAJIHM  3a00JiiBaHUs  (Bb3Majl€HUsT Ha CTOMaxa WM
npeapasnojiaraT KbM KbpBE€HE, KaTo YJlepo3eH KoJMT, 6onect Ha KpoH, ra




- aKO [Mnpuemare ApYyrM HECTEPOMIHH TMPOTHBOBB3INMAJIMTEIHH CpPEACTBA, BKJ. CEJIEKTHUBHH
MHXHOUTOPH HAa €H3UMa LMKJIOOKCHI€Ha3a-2, WK alETU/ICAIMLMIIOBA KHCEJIHHA - JIEKAPCTBEHO
BEIIIECTBO, KOETO C€ Cpellla B CbCTaBa Ha MHOIO OOJIKOYCITOKOSABALIK H TEMIIEPATypONoOHHKaBalllH
JIEKapCTBa:

- aKo MpWeMaTe aHTHKOAaryJlaHTH, KaTo Bap(papuH, 3a MpeaoTBpaTIBaHE Ha KPbBOChCHPBAHETO,
aKO B MMHAJIOTO CT€ UMaJIM CEPUO3HHU AJICPrUYHM JICKAPCTBEHHU PEaKLUH KbM NMUPOKCHKAM, APYTH
HCIIBC u npyru nekapcTBa, 0COOEHO CepHO3HH KOXHHU peakuuH (0e3 3HayeHHUE OT TEKECTTa UM,
KaTO HanpuMmepeKkc(osIMaTHBEH AepMaTHT (3HAYMTEJIHO 3a4Y€pPBABAHE HA KOXKaTa C M3JIIOLBAHE Ha
[JIaKH W CJIOEBE), BE3UKYJI0-0y103HH peakuuu (CUHApOoM Ha CTUBBHC — /KOHCBH — CbCTOAHME,
XapaKTEPU3Upalll0 Ce CbC 3a4YepBeHa, pa3paHEeHa, KbpBAllla WIM Ha KPYCTH KOXKa) M TOKCHYHA
enuaepMasiHa HeKpoJiu3a (3a00sBaHe ¢ MosBa Ha KOXKHU METHA U U3/IOLLBAHE HA TOPHHUSA CJIOW Ha
KOXara).

AKO rnojiyuute OOpHB WJIM KOXHM CHUMIITOMH, TpsAOBa He3abaBHO Ja crnpere rnpHeMa Ha

MMPOKCUKAM, Ja NMOTbPCUTE MEIMUMHCKA MOMOLL M Ja Kakere Ha Baluus Jiekap, Y€ rnpuemMare
TOBa JIEKApCTBO;

- @Ko CTpajaTe OT TEeXKKa ChpJe4Ha HEeJ0CTAaTbYHOCT (CbhpAEYHO-CHAOBO 3a00JisiBaHE, KOETO MOXE
na JOBEAE /10 1eCHa YMOPAEMOCT, 3aAyX, NOAYBaHE Ha IJIE3€HUTE U 11p.);

- aKO UMaTe TeXKa YepHoApoOHa U ObOpeUHa HeOCTAaTbYHOCT;

- He npuemaiite DJIAMEKCHH, ako cre B nocneanure 3 Meceua ot OpeMeHHOCTTa, ThH KaTo TOBa
MOXK€ Ja YBpeAM Iulojla WiIM Aa NpUYMHM npobsieMd npu paxaaHero. Moxke Ja nMpHYHHH
O0bOpeuHH W chbpAeYHH npolJieMH npH ome HepoaeHoTo Bn 0ebe. Moke na moB/iHsie HA
Bamara cjoHHOCT H Ta3H Ha Bamero 0efe xbM KbpBeHe H MOXKe 1a 0ObAe NMPHYHHA,
paXkJAaHeTo [a 3amo4He NMOo-KbCHO HJIH [a 0bJe MO-NpPOABb/UKHTEJNHO OT O4YakBaHoTo. He
tpadBa ga npuemate DJIAMEKCHH npe3 nbpBuTe 6 Meceua or OpeMEHHOCTTa, OCBEH aKO HE €
a0COIIOTHO HEOOXOAMMO H MO Npenopbka Ha Bamus jgekap. AKO ce Hy»X/1aeTe OT JIeYEHHE Mpe3
TO3M MEPHOJ1 HJIM 10KaTO Ce OnUTBaTe Aa 3adpeMeHeete, TpAOBa J1a U3noa3BaTe HaH-HUCKaTa 103a
3a Bb3MOXKHO Haii-kpaTko Bpeme. Ot 20-ara ceamuua Ha OpemenHoctra PJIAMEKCHH moxke
Aa NpHYHHH 0bLOpeuHH Npob/ieMH nNpH ome HepoaeHOTO Bu Oebe, ako ce mpuema nmoBeye OT
HAKOJIKO /IHH, KOETO MO’Ke /1a 10Be/le /10 HAMAJIEHO KOJIHY1eCTBO HA OKOJIOIJIOAHATA TeYHOCT,
KOSITO 3a00uKkajisn 0e0eTo (0OJIMrOXHAPAMHHOH). AKO Ce HYKJaeTe OT JieYeHHe NMO-AbJro ot
HAKOJIKO JHH, BamuaT Jlekap Moxe Ja npenopb4a J0NbJAHHTEIHO NPoc/ieisiBaHE.

AKO KOeTo U aa € oT U30poeHUTE no-rope ce oTtHacs A0 Bac He TpsaOBa na npuemare NMPOKCHKAM.
HezabaBHo cboOlieTe Ha BawusaT nekap.

O6bpHeTe cienHaJIHO BHHMaHHe npu ynorpebara na ®JIAMECKHH
Tpsabea He3zabaBHO na npeycraHoBuTe npuema Ha ®JIAMEKCHH u na cprobmure Ha Bawudar nekap,
aKO MOJIyuyMTe HSAKAKBa ajlepruyHa peakuus, KaTo HarpyuMep 3ayepBsiBaHE Ha KoxKaTa, MnojlyBaHE Ha
JIMLETO, 3ayLIaBaHE WM 3aTPYAHEHO JIMLLIAHE.

Tpsabea HezabaBHO na npeycraHoBute npuema Ha HCIIBC u pa cbobwmure Ha Bawug nekap, ako
noyyBcTBaTre OOJIka B CTOMaxa, WIM HAKAKBM MPU3HALM HA KbpPBEHE B CTOMaxa M 4epsara, KaTo
HarnpuMep U3X0XKJAaHe Ha YEPHHU MJIM C METHA OT KPbB U3INPAXKHEHHUA, HIIH NMOBPbLIAHE HA KPbB.

AKo cte Ha Bb3pact Haa 70 r. Bawuar iekap Moxe J1a MpeueHy M Ja HaMajli NpoaAb/DKUTE/IHOCTTA Ha
JeyeHue, Kakto 1 Aa Bu HabnroaaBa no-4ecro, J0KaTo rnpMeMarte MUpOKCHKaM.

AKO cre Ha Bb3pacT Haa 70 r., wiM npueMare JAPYrd JIEKapcTBa KaTo KOPTHKOCTEPOHUIH, HAKOH
JIEKapCcTBa 3a JIeYEHHWE Ha JIeNpecHs, HapeYeHH CEJIEKTUBHHM MHXMOMTOpPM Ha 0OpaTHOTO MOEMaHe Ha
ceporoHuH (SSRI), auerwicanuuunoBa KuceauHa 3a IpeAOTBpaTABaHE Ha KPbBOCHCHPBAHETO,
Bawusat nekap moxe na Bu npeanuwe @OJIIAMEKCHH eaHoBpeMeHHO ¢ JI€KapCTB
Npe/anasBar cToMaxa U YepBara.

He TpsOBa na npuemare ToBa JIEKapCcTBO, aKO CTE NMO-Bb3pacTHH OT 80 roauHH.
HCIIBC morar aa Obaar cBbp3aHM C JIEKO MOBHUIUEH PHUCK OT CbpAeYEH HHLHJ
MH(}ApKT ) WK UHCYIT. BCEKH PUCK € NMO-BEPOATEH NPH BUCOKH J103H U NMPOABIIKH
NpeBUILAaBaNTE MPErnopbYaHUTE J03H H MPOAB/DKHUTEIIHOCTTA Ha JICYEHHETO.

AKO uMare npobieMH CbC ChPLETO, NMPEeKapaH HHCYJT WM MUCIIUTE, Y€ 3a Bac Mox




PUCK OT NosiBaTa UM (Hanpumep, ako UMaTe BUCOKO KPBBHO HajiAraHe, A4adeT, MOBUILIEHM
CTOMHOCTH Ha XOJIECTEPOJI MJIM CTe MyLuay) TpsAabBa aa oOcbauTe ieyeHUueTo ¢ Baius nekap

WK papmaleBT.
Mous, o0bpHeTe ce kbM Bawuud jiekap npeau aa npuemere OiaMeKCcHH, ako UMare:

® CTOMAlIHA 53Ba WIK KbpPBEHE;

e yepHOAPOoOHO WK OBbOpeuHo 3abonsaBaHe;

® KbPBEHE WM HApYLUEHHUSA B KPbBOCHCHPBAHETO;

® acTma.
B Te3u cnywam, no npeueHka Ha Bawus nekap MOXe Aa C€ HalOXH KOpPHUrHpaHe Ha J03ara WM
MPOBEXJaHe Ha MEPUOJIMYEH KOHTPOJ HAa ONpe/AEsIeHH MOoKasarejd, OCOOEHO TpH NMPOAB/DKHTENHO
npyUeMaHe.

[TupokcUKkaM MOXe 1a NOHWXH €(PEKTUBHOCTTA HA BETPEMATOYHUTE CIIUPaAJIH.

AKO HMaTe HAKAKBM 3paBOCJIOBHH NMpoOJIEMH WUJIM aJIEepru4yHH peakLUMH, HIIH aKO HE CT€ CHUI'YPHH, Ye
moxkere jaa npuemare DJIAMEKCHUH, mons cbobuiere Ha Bawusg nekap npead jaa 3anoyvyHeTe
ynotpebara Ha TOBa JIEKapCTBO.

CpobiaBa ce 3a rnoTeHLUHaTHO )KHBOTO3acTpainaBaud koxxHu oopueu (DRESS cunapom, cuHapom Ha
Stevens-Johnson, TokcH4Ha enuaepmasHa HEKpOJIK3a) Npu ynorpeda Ha MUPOKCHKaM, NMpOosABSABALLM Ce
KaTo 3a4epBsaBaHe, oOOpa3yBaHe Ha MeXypH U ekconrauus (M3JTIOLBAHE HA KOXKAaTa).

IIpuem uHa apyru aekapcersa 1 ®JIAMEKCHUH

Moas undopmupalite Bamus Jiekap ako npHemMare HJH HACKOpPO CTe NpPHEMAJIH [ApPYrH
JIeKapcTBa, BKJIKYHTE/JIHO H TAKHBA, OTNyCKaHH Oe3 peuenta. BawusaT jiekap MOXe 1a OrpaHH4H
ynotrpebaTa Ha HIKOM JieKapcTBa, WM Moxe Ja Bu npeanuiine paznuuHo neyeHue. OcodeHO BaXKHO €
na ce uHdopmupa Jekaps, ako npuemare acnipuH uiau apyru HCIIBC karo OonkoycnokosiBaiuu
CpeACTBa; aKO NpUeMaTe KOPTHKOCTEPOHAH, KOMTO CE€ M3IOJ3BAT 3a JICHEHHETO HA MHOIO ChCTOSHMA,
KaTO aJjieprus Wid XOpMOHaJleH AucOanaHc; ako mpuemMare aHTHKOaryJjaHTH, Karo Bap(apHH, 3a
[peloTBpaTaBaHe 00pa3yBaHETO Ha KPbBHU CbCHPELM; aKO MPUEMAaTe HAKOM JIEKapCTBa 3a JIeYEHHE Ha
JeNpecHs, HapeYeHH CeNeKTUBHH WHXHOMTOpM Ha 0OpaTHOTO moeMaHe Ha cepoToHHH (SSRI); ako
pyeMare JieKapcTBa KaTo acnMpMH 3a MNpeJoTBpaTsBaHe Ha arperauusara (CJEnBaHETO) Ha
tpobMoumTure. HCIIBC, Mexay KOMTO M NMUPOKCHKAM MOrat aa NMOHWXKAT Je4eOHMAT e(eKkT Ha
AHUYPETHULH W AHTHUXHUNEPTEH3WBHHM JICKApPCTBA, Ja MOBUILIAT TOKCHUYHOCTTA HA JIMTUEBUTE COJIM H
HMYHOCYNpeCcOpUTe (JIEKapCTBa, MOTUCKALLM MMYHHATa CUCTEMA) NPU €IHOBPEMEHHAaTa UM ynorpeoa.
AKO K0eTO H Aa e oT H30poeHHTe mo-rope ce orHaca A0 Bac, cboOmere na Bammusa Jjexap

He3a0aBHO.

DOJIAMEKCHH c¢ xpaHa, HAIIHTKH H AJIK0XO0J1
EnHoBpeMeHHaTra yrnorpeba ¢ ajKoxXOJl MOBHUIIABA PUCKa OT HEXEJIlaHH peakuuH OT CTpaHa Ha
CTOMAlLIHO-YPEBHUA TPaKT, ObOpeuunTe U yepHus Apod.

bpeMeHHOCT, KbpMeHe H PepTHIAHTET
Ynorpebara Ha JieKapCTBEHMA TMNPOAYKT € TMPOTHBONOKAa3aHa B Cliy4yaM Ha YCTaHOBEHa MWJIH

npeanosiaraemMa OpeMeHHOCT, M0 BpeMe Ha KbpMeHe U npu aeua. [lopaau ornensiHe B MAWYHHOTO
MJISKO, YNoTpebarTa Ha TO3H JIEKapCTBEH MPOAYKT HE Ce Mpenopbysa B EPHOJIA Ha KbPMEHE.

llopupane u pabora ¢ MAIIHHH
JIekapcTBOTO MOXKE /1@ MOBJIMSE€ aKTHBHOTO BHUMaHHE /10 TaKaBa CTelNeH, 4ye wodupaHeTo U paborara
C MalllMHHU, KOUTO M3UCKBAT OBbpP3M peakuMM MOrar ja ce BJoLiar.

Baxxna nudopManus oTHOCHO HAKOH OT cbeTaBkuTe HAa PJIAMEKCHUH

OJIAMEKCHUH npax 3a nepopanen pasrBop cbabpxka 50 mg acnapram
AcrnaptaM € M3TOYHUK Ha (eHunanaHuH. Moxxe na Bu HaBpeau ako uMare peHu




reHeTHYHO 3a00J19BaHE, NMPH KOETO C€ HaTpynBa (pEHWIAIaHUH, Thii KATO OPraHM3MbT HE MOXE 1A ro
OT/eJ1 NPaBUJTHO.

ToBa nekapcTBO Chabpxka 2,7 rpama copOuTosl BbB BCAKO caiule. COpOMTONBT € HM3TOYHHUK Ha
¢pykro3a. Ako Bawmsat nekap Bu e kaszan, yve Bue wnu Bawero nere mmare HEMOHOCHMOCT KbM
HAKOM 3axap¥ WiM Bu e nmocraBeHa aMarHo3a HacieACTBEHa HENMOHOCHMOCT KbM (ppykTo3a, pAaKoO
reHeTHYHO 3a00JigBaHe, NMPH KOETO XopaTa He MOorarT Ja pasrpaxaar ¢pykro3ara, ropopere ¢ Bammus
nekap npeau Bue unu Bauero aere na npuemere win na Bu Objie NpUIoXKeHO TOBA JIEKAPCTBO.

OJIAMEKCHH T1abs1eTKH CbAbPXKAT MAJIKO KOJIMYECTBO JiakTo3a. Ako Bawwmar nekap Bu e ka3saun,
4ye MMaTe HENOHOCHUMOCT KbM HSAKOM 3axapd, MOCbBETBAWTE C€ C HEro Mpeau /Jla B3€METE TO3H
npoaykT. ToBa nekapcTBO ChabpxkKa no-Mainko ot | mmol Harpwii (23 mg) Ha Tabnerka, T.e. MOXe J1a
Ce Ka)ke, Y€ MNPaKTHYECKH HE ChAbpKa HaTPHH.

3. Kak na npuemare ®JIAMEKCHH

Bunaru ynorpeb6sapaiite ®JIAMEKCHUH TouHo, kakTo Bu e npeanucaH or jekaps. AKO He CTe
CHUI'YpHH B Helllo, Bue TpsaOBa na ce koHcyaTupare ¢ Bamus sekap wiu ¢papmMauesT.

BawusaT nekap uie Bu HazHauu penoBHu HabmoaeHUs, 3a Aa Bu ocurypu npMeM Ha onTHMaliHa /103a.
BamusaT nekap uie anantvpa JieUeHHETO KbM Hal-HUCKaTa 71033, MPH KOATO Ce MojiyvyaBa Ha-100bp
KOHTPOJI BbPXY CHMNTOMHUTE Ha 3abonsBaHeTo Bu. [Ipy HMkakBH 00CTOSITE/ICTBA HE MPOMEHIHTE
no3ara 0e3 npeBapUTE/IHO J1a A cbriiacyBaTe ¢ Bauius jiekap.

Bb3pacTHH H NallHEHTH B CTap4YecKa Bb3pacT

Makcumannara aHeBHa ao3a € 20 mg ®JIAMEKCHH (eaHa Tabnerka uiaM €1MH npax 3a nepopalseH
pa3TBOp), KaTO €HOKpaTHa JHEBHa J103a. [Ipyemaiite 1ekapcTBOTO ¢ BOJA, MO BH3MOXKHOCT 110 €HO M
CBLIO BpeMe Mnpe3 ACHA.

AKo cre Ha Bb3pact Haa 70 roauHu, BawusaTt nekap moxe aa Bu npeanuiue no-HUMCkKa 103a WK Ja
HaMaJIM NMPOABL/DKUTEIHOCTTA Ha JieYeHUeTo. 3a Ja pa3jaenuTe Tabierkara, TpsaOBa 1a s NOCTaBUTE Ha
[JIOCKA MOBBPXHOCT C AEJIMTE/IHATA YyepTa Harope. YUpes ek HaTUCK C mnajell T ce pas3jieis Ha JiBe
€HAKBH MMOJIOBHHKH. [IpH M3non3BaHe Ha npax 3a nepopasieH pa3TBop, 4pe3 OTBapsAHE Ha calleTo no
yeprara ‘“‘noJIOBMH 103a” ce nony4ana jo3a oT 10 mg. Upe3 oTBapsHe no yeprara “usia nosa ce
nojiyyasa ao03a ot 20 mg.

Bawusar sekap Moxe aa Bu npeanuiue NUpOKCHKaM €IHOBPEMEHHO C JIpYyro JIEKapCTBO, KOETO
npeana3ea CToMaxa M 4epBara OT Bb3MOXKHHU HEXelaHU e(eKTH.

He noBumaBaiiTe qo3ara. AKO Mo4yyBCTBaTe, 4e JIEKAPCTBOTO HE € MHOro €()eKTUBHO, BUHATH CE€
KOHCYJITUpaiTe ¢ Bauius nekap.

AKoO cTe npHe,iH noBeve oT HeoOxoaumara n03a PJIAMEKCHH
B ciyyau Ha npeno3upane ¢ OJIAMEKCHUH e nokazano nogabpixamio ¥ CUMITOMAaTHYHO
JICHCHHC.

Axo cTe nponycHan aa npuemere ®JIAMEKCHUH
[Ipuemere ®JIAMEKCHH BeaHara wom cu cnoMHuTe. AKO BeYe € NOYTH BpeMe 3a clieiBallarTa 103a,
He NMpHeMaiTe MponycHaraTa J03a, a MPOoCTO NMpUEeMETE Clie/iBallara 403a B YCTaHOBEHOTO Bpeme. He
B3€MaMWTe ABOMHA 11034, 3a J1a KOMIIEHCHpaTe NponycHarara.

AKO MMaTe KAaKBUTO M Ja OWJIO ApYyrd BBNPOCH OTHOCHO ynorpedara Ha TOBa JIEKapCTBO, MOJA
oObpHeTe ce KbM Baluusg nekap wiu gpapmauesT.

4. Bb3MOXKHH HEXKeJIaHH peaKiHH

Kakro Bcuuku nekaperea, DJIAMEKCHUH Moxe na npeaussuka HexxenaHH peak
BCEKH I'M MOJyyaBa.




GJIAMEKCHH ce noHacs no-go0pe ot 00MKHOBEHHS, HECBBP3aH B KOMIUIEKC ¢ OeTa-LUMKI0AeKCTPHH
MUPOKCHKAM, 3allOTO MO - KPaTKOTO MPUCBHCTBUE HA AKTHBHOTO BELLECTBO B CTOMALUIHO - YPEBHMS
TPaKT NOHW)XaBa PUCKA OT Apa3HEHE, MPUUUHABAHO OT JAUPEKTHHUSA, MPOAB/IKUTEIEH KOHTAKT.

YecTH HEXelaHM JieKapcTBeHM peakuuu (Moxe naa 3acerHar ao | Ha 10 gywmw):
HaMaJIsBaHe Ha Opos Ha YEPBEHUTE KPbBHHU KJIETKH, IPOMEHH B YEPBEHUTE KPbBHHU TEJLA, KOETO MOXE
na AoBeJe 10 HeOOMYaMHO KpbBOHACAJAHE WJIM KbpPBEHE, MPOMEHHU B O€/IMTE KPbBHHU KJIETKH, KOETO
MOXKE Jla JIOBEAE 0 MOBHMIIEH PUCK OT MH(eKLUMUH, 3aryba Ha aneTuT, NMOBHLIABaHE HAa HUBATa Ha
KpbBHaTa 3axap, BUEHE Ha CBAT, IN1aB000JIMe, CbHJIMBOCT, LIYM B yUIMTE (THHUTYC), 3aMaidBaHe (BUEHE
Ha CBAT), KOpeMeH AUcKoMdopT, OonkH B KOpema, 3anek, amapusa, AMCKoMpopT UM 0oJika B cTOMaxa,
METEOPHU3bM, rajZieHe, MOBpbllaHe, HapylIeHO XpaHOCMUJIaHe, KOJKeH OOpHUB, cbpOex, NnoayBaHe Ha
KpakaTa, pbLETE WM JAPYrH YacTH Ha TAJOTO (OTOK), NOBHIIABAHE HA 4YEPHOAPOOHUTE EH3UMM,
NOBUIIIABAHE HA TErJIOTO.

HeuecTn HexenaHu peakumu (Moxe aa 3acersar a0 | Ha 100 gymm):
3aMBIJIEHO 3peHHe, OHWXKEHO / HUCKO HUBO Ha KpbBHATA 3axap, Obp30 WJIM CUJIHO CbpLeOueHe, 00JIKH

B yCTaTa Y / WKW YCTHHUTE.

Peakn HexxenaHu peakuuu (Moxe aa 3acersar Ao 1 Ha 1 000 qywu):
Bb3MaJieHWe Ha ObOpeurTe, 0bOpeUHa HeIOCTaTLYHOCT, YBpEXKAaHe Ha ObOpeLHTe, NPOMEHH B LIBETA
WJIK OTAEJISHETO Ha ypHHa, 00sKU B ObOpeuuTe, Hau kopemHa 0o0JiKa.

MHoro peakHn HexesiaHu peakumuu (Moxe na 3acersar a0 | Ha 10 000 gyum):

Texkun koxxHH O0OpHUBM CbC 3auepBsBaHe, oOpa3yBaHe Ha MeXypH M H3moliBaHe Ha koxkarta (DRESS
CUHIpPOM, CHHApPOM Ha Stevens-Johnson, TOKCHYHa enuaepmajiHa HeKpoJsiv3a, ekcdoiMaTHBEH
JAEPMATUT, MYJTU(POPMEH EPUTEM ) (BHXKTE T. 2).

HexenaHu peaknHMH, 4eCTOTaTa Ha KOMTO HE MOXe Ja Obae oOlleHeHa OT HaJUYHUTE JaHHHU (C
HEUW3BECTHA 4€CTOTa): HEeMH(EKUHMO3eH MEHUHIMT, OTKJIOHEHUS B KPbBHUTE [10KA3aTe/ld, HarpuMmep
HaMaJieH XEMOrJ00MH, 3aApbXKKa Ha TEYHOCTH, BHE3alHU XPHUIOBE, 3aTPyAHEHO [HIlIaHe, TPecCKa,
[MoJyBaHe Ha KJienauyuTe, JIMLETO WJIM YCTHHUTE, OOpUB MM chpOex (MmoHAKora 3acsraill UsjoTO THJ10),
AenpecHus, HapyLUEeHHs Ha CbHA, XallOUMHAUMM, MNPOMEHH B CbHA, OOBpPKBaHE, NPOMEHH B
HaCTPOEHHUETO, HEPBHOCT, U3TPBIIBAHE HAa KpPaMHMLMTE, Bb3MaJICHUE HA OYHUTE, MOJyBaHE Ha OYMTE,
BJIOILIABAHE HA CJlyXa, BHCOKO KPbBHO HaJifiraHe, Bb3IaJICHUE Ha KPBbBOHOCHHUTE CbJOBE, 3aayX,
OpPOHXOKOHCTPHKLIMS, KbPBEHE OT HOCA, Bb3MaJI€HUE HA CTOMALLIHATA JIMraByLa (raCTpMT), CTOMAaLIHO-
YpeBEH KPbBOMU3JIUB, BKJIKOUUTE/IHO MOBPbBLIAHE HA KPbB H YEPHH M3IMPAXKHEHHS, Bb3NaJICHHE Ha
naHkpeaca (KOeTo Moxe /1a J0Be/ie 10 CH/iHa Oo/Ka B ropHara 4acT Ha Kopema WM repba), croMallHa
3Ba, CTOMALLHO pa3CcTPOMCTBO, KOCOMa/, aJIepru4uHu peakllMM, BKJIKOYBALLH JIMJIaBH METHA 110 KOXKaTa,
OOJIKM B CTaBUTE, ODOJIKM B KOpema U OBOpeyHa HeA0CTaTbYHOCT, OOPHBH, PUKCHpaHA JIEKapCTBEHA
epynuus (MOXe J1a M3rJexAa KaTo KPbIJIW WM OBAJIHM IUIAKHM 3a4€pPBEHA W MMOJAYTa KOXa), MEXYPH
(KonpuBHaA Tpecka), CbpOeXK, YBpeXkKIaHE HAa HOKTUTE, MOBHUIUEHA YYBCTBHUTE/IHOCT HAa KOXAaTa KbM
C/lbHYeBa CBeTIIMHA ((OTOYYBCTBUTEIHOCT), OOLIO HEPA3MnoJOKEeHHE, OONKH MO LAJIOTO TAJIO,
HaMaJlIsBaHe Ha TerJoTo, MOXBJITABAHE HA KoXarta U OsJI0TO Ha OuMTE (OKBJITEHHULA), Bb3NajleHHEe Ha
yepHusa Apo0 (Xxenarur).

Ynorpebara Ha sekapcTBeHH npoaykth karo ®JIAMEKCHH (ocobeHO BBB BHCOKH /103U H TIPH
MPOAB/DKUTEIHO NMPHIIOKEHHUE) MOXKe Aa Obae CBbP3aHO C JIEKO MOBHMILIEH PUCK OT CbpAe4YeH yaap
(MHDapKT HAa MMOKap/1a) WK UHCYIT.

Cbho0maBaHe HA HEXKeJIAHH PeaKIHH
AKO MOJIy4YUTE HAKAKBU HEXKEJIAaHM JIEKAPCTBEHU peakLMH, yBeaomeTre Baiuus ek
Tora BKJItOUBA BCUUKH BBb3MOXXHU HEOMMWCAHU B Ta3H JIMCTOBKA HEXKEJIAaHU peaKLH
CbOOLIMTE HEXKEJITAHH peaKLMH JUPEKTHO Ypes:

HU3nbaHuTeNnHA areHuus no Jiekapcraara
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Karo cpobiiaBare HexeslaHH p€aKUuHH, MOXKETE Na AaacTe CBOsA NMPHHOC 34 MNOJy4aBaHC Ha INOBCHC
HH(I)OPMHLIHH OTHOCHO 0€30MacHOCTTa Ha TOBa JICKApCTBO.

5. Kak na cexpanaBare ®JIAMEKCHH

CbXpaHsBalTe Ha MACTO, HEAOCTBITHO 32 JeLia.

He w3non3saiite nekapcTBOTO c¢lea CpoKa Ha FOAHOCT, OTOeNsA3aH BbPXY KapTOHEHaTra OIaKOBKa.
CpOKBT Ha NOJIHOCT OTrOBapsA Ha MOCJEAHHUA I€H OT MOCOYEHUSA MECELL.

He ce u3ucKBaT creuMasiHy yCJI0BUA Ha CbXPaHEHHUE HaA JIEKAPCTBEHHUS NMPOAYKT.

JlekapcTBaTa He TpsaOBa J1a ce U3XBBPJIAT B KAHAIM3ALMATA WM B KOHTEHHEPA 3a JOMAIHH OTNaJbLIM.
[lonuraiite Bawusa dapmaueBT Kak aa YHMIIOKHTE HeHykHUTe BM nexkapcrBa. Te3u Mepku e
MOMOrHAT 3a Orna3BaHe Ha OKOJIHATa cpea.

6. CbabpkaHHe HA ONIAKOBKATA H JONBbJHHTEIHA HHPOpMAHS

Kakso coabpka ©JIAMEKCHH

O®JITAMEKCHH 20 mg TabaeTKH _

Bcaka Tabnerka cbhbabpka aKTHBHOTO BELIECTBO NMUPOKCHKaM Oerta- uwMKIOAEKCTpHH 191,2 mg
(ekBUBaJICHTEH Ha nupokcukam 20 mg). [loMowHK BeluecTBa ca: j1akTo3a, KpOCMOBHUAOH, HaTpPHEB
HULLIECTEH TIJIMKONAT, KOJIOMJAEH O€3BOAEH CHJIMLUMEB JIHOKCHI, TMPEXKENATHHU3UPAHO HHILIECTE,
MarHe3ueB cTeapar.

OJIAMEKCHH 20 mg npax 3a nepopaJieH pa3TBop
Besko caiie (¢ aenurenHa yepra) CbAbprKa aKTUBHOTO BELIECTBO MUPOKCHKAM OeTa- UMKIOAEKCTPHH
191,2 mg (exkBuBajleHTeH Ha nupokcukam 20 mg). [lomMowHM BewecTBa ca: cOpOUTOI, LIUTPYCOB

dpoMart, acrnapram, KOJOHIACH 0€3BOJIEH CHJIMLIUEB JJHOKCHU.

Kak nm3riiexaga ®JIAMEKCHH 1 kakBoO ¢bAbpKa 0NAKOBKATA
®JIAMEKCHH 20 mg TabJieTkun
KaproneHna kytus ¢ 10 unu 20 Tabnerku

®JIAMEKCHH 20 mg npax 3a nepopaJjieH pa3TBop
Kapronena kytus ¢ 10 unm 20 cawera

IlpuTexare) HA paspelleHHETO 3a ynorpeoda
Chiesi Pharmaceuticals GmbH, Gonzagagasse 16/16, 1010 Vienna, ABctpus

IIponszBoauTe.

®JIAMEKCHH 20 mg TabsieTkn
Chiesi Farmaceutici S.p.A., Via S. Leonardo 96, 43122 Parma, Utanusa
Fine Foods & Pharmaceuticals N.T.M. S.p.A., Via Grignano, 43, 24041 Brembate, HUTan

OJIAMEKCHH 20 mg npax 3a nepopaJjieH pa3TBop
Chiesi Farmaceutici S.p.A., Via S. Leonardo 96, 43122 Parma, Utanus




3a QONbJHHTE/HA HHPOPMALHA OTHOCHO TO3HM JIEKAPCTBEH NPOAYKT, MOJI CBbpXkKeTe Ce C
NpeACTABHTES HA NPHTEXKATE/IS HA pa3pellieHHeTo 3a ynorpeda B brarapus:

* Kuesu bvarapus EOO/”

buznec LlenTvp Cepaunka — oduc 104

Ya. “T'roeweBo™ 83

1000 Codwus, bbarapus

Ten: +359 2 9201205

,Ilara Ha NOCJICAHO NMpepasrjickKiaHe Ha JTHCTOBKATA
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