JIMCTOBKA




JlucroBka: nupopmanus 3a norpedures

Cenedpexc 100 mg TBbpaAH Kancy./1H
Celebrex 100 mg hard capsules

Cenebpekc 200 mg TBLpAN KANCYJIH
Celebrex 200 mg hard capsules

nesiekokcuO (celecoxib)

IIpouereTe BHHMATE/IHO USA/IATA JIHCTOBKA, NPE/IH /1a 3aM04YHeETe /1a IPHEeMAaTe TOBA JIEKAPCTBO,

ThH KaTO TH CbAbPKA Ba)KHA 3a Bac nndopmanus.

- 3anasere Ta3u JUCTOBKA. MOKe /1a ce Hal0%KH J1a 5t IPOYETETE OTHOBO.

- AKO UMATE HAKAKBH JOIMBbJIHUTEHH BBIPOCH, nonutaiTe Bawuus nekap wim papmaiesr.

- Tosa nekapcTBo e npeanucaHo aMuHo Ha Bac. He ro npeorcrbnaite Ha apyru xopa. To Moxe
Jla UM HaBpe/IH, HE3aBUCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00JiBaHe ca cbliMTe KaTo Bawure.

- AKO NMOJTYyYHTE HAKAKBHU HEXKENaHHW peakllMu, yeeaomere Bawms nekap wam gapmauent. Tosa
BKJIKOYBA U BCHYKH Bb3MOKHH HEXkKeJ1aHW peaKllMK, HEONMUCaHH B Ta3u JUCTOBKA. Buxkre
TO4YKa 4.

KakBo ¢hIbpiKa TA3H JHCTOBKA H3ﬂbﬂHMTEJ’IHA AI'FHLI.HH o HEKAP'CTHATA

A B e me

KakBo npeacrasiapa CeneOpeke U 3a KaKBO Ce€ U3I10J13Ba flucmobia - Tpusonerie 2
KakBo TpsOBRa aa 3Haete, npeau na npuemere Cenedpekc
Kak na npuemare Cenedpekc

Paspeluerue Ne

;az;,m ‘ 19 na s

3b3MOXKHH HEXKE/IaHW pPeaKLMH
Kak na cbxpanspate CeneOpekc BG/MA/MP -
CbabprKaHHWe HA ONMAaKOBKAaTa W JIONbJAHUTEIHA HH(pOpMaLIKS

7% [ o T e

1. Kakso npeacrasiasaBa CejiedpeKc H 3a KAKBO ce H3I10J13BA

Cenebpekc npyHaAIeKHU KbM I'pyna jieKkapcTBa, HapeYeHH HECTEPOUHH NPOTHBOBB3MNAIUTETHH
cpenctea (HCIIBC) u no-cneunanHo noarpyna, M3BecTHa KaTo LHMKJIookcureHasa-2 (COX-2)
MHXUOMTOPH. BalumaT opranu3bm NpoU3Bex<1a NpocTarjiaiuH1A, KOUTO MOraT 1a NnpeJu3BUKBAT
00JiKa U Bb3rajieHHe. [1py CbCTOSAHUS KaTO pEBMATOMAEH apTPUT M OCTe0apTpUT, Baluuar opraHuzbm
npoussex/aa noseue ot Tax. Cenedpekc AeHCTBA Ype3 HaMasgBaHe NMPO/AYKLMATA HA NPOCTArJIaHAMHH,
KaTo o TO3M Ha4YuH HamasiBa 00J1KaTa U Bb3IaJIEHHUETO.

CeneOpeKc ce U3MoJi3Ba Nnpu Bb3pacTHH 3a 00JIeKYaBaHe Ha NMPU3HALMTE U CUMIITOMMUTE Ha
PeBMATOHAEH APTPHT, OCTEOAPTPHT U AHKHJIO3HPALIl CIIOHIHJIHT.

Moske na odakBarte JIeKapCcTBOTO [a 3aro4yHe Jia JercTBa 10 HAKOJIKO Yaca cjie/l NpyueMa Ha nbpBara
1103a, HO MOXKE /J1a He U3IMHUTATe MbJHUA MYy eeKT W 10 HaKoaKko AHU. TpsOBa na ropopute ¢ Baius
JleKap, ako He ce novyscTBarte no-ao0ope cinea 14 aumu.

7B Kakso TpsadBa 1a 3naere, npeau aa npuemere Cesredpekc

Cenebpekc Bu e npeanucan ot Bawusg nekap. Cneanara undopmauus uie Bu noMmorte na nosiyuure
Hal-100puTe pesynraTu cbe Cenedpekc. AKO UMaTe JOMbJIHUTEIHHA BbIIPOCH, MOJISi NONMUTaUTE
Baiuus nexkap wiu gapmauenr.




He npuemaiiTe Cennedpekc

["oBopere ¢ Bauins nekap, ako HaKkOe oT A0JyH3OpoeHHTe Baxku 3a Bac, Tbil KaTo naLWeHTH ¢
noaoOHHU cbCTOAHUA He TpAOBa aa npuemat Cenebpekc:

- aKO CTe EPrHuHU (CBPHXYYBCTBUTENIHH) KbM LIENTEKOKCHD KU KbM HAKOA OT OCTAHANKTE
ChCTaBKH Ha TOBA JieKapcTBo (M30poeHH B Touka 6)

- aKO CTE UMAJIM aNepruvHa peakiisa KbM rpyna JeKkapcTea, HapedeHu “cyngoHamMuan™ (Hamp.
HAKOH aHTHOMOTHLIH, KOUTO CE€ M3FION3BAT 32 IeueHHe Ha HHGEKLINK)

- aKO B MOMEHTA MMaTe A3Ba HA CTOMaxa WM YepBaTa, UM KbpBEHE B CTOMAaXa MWW YEpBaTa

- aKo cllefl NpHeM Ha aueTHICATHLMNIOBA KMCEeNUHa {(aCUPUH) WK APYro MPOTHBOBBL3MANNTENHO
u dbonxoycnokosasauo cpeactso (HCIIBC) cte umanu actma, nonunu B Hoca, cuiHo HabbOBaHe
Ha HOCHATA JIUraBMLA WK ATIEPrudHa peakuUuWs KaTo chplbaul koxeH oOpHB, NOoAyBaHe Ha
JIMLETO, YCTHUTE, €3KKA UK bPJOTO, 3aTPYAHEHO AXLLIAHE HAH XPUIITEHE

- aKko cTe OpeMeHHa. AKO CbhLUECTBYBA Bb3MOXKHOCT Jia 3abpeMeHeeTe No BpeMe Ha JIEYEHHUETO,
TpAOBa na 00CHLAWTE NPOTHBO3AYATLUHU METOAH ¢ Baluug nekap.

- aAKO KbPMHTE

- AKO UMATE TEHKKO YepHOAPOOHO 3abonaBaHe

- ako umare Texko 6wbpeuno 3abongarane

- aKO MMaTe Bb3NAJIEHUE Ha YepBaTa KaTo YJILEpo3eH KoauT uiu 6onect Ha KpoH

- aKo UMATE CbpAaevHa HeAOCTATBYHOCT, YCTAHOBEHA HCXEMUUHA BONECT HA CHPLIETO UAH
MO3bYHOCBHAOBA G0MECT, Hanp. cTe UMANU WHAPKT, HHCYIT UK NPEX0AHA HCXEMHYHA aTaKa
(BpeMEHHO HaMaliSBaHE HA KPBBHHA NOTOK KbM MO3bKa, H3BECTHA CbLLO KATO ,,MUKPOHHCYNT"),
CTEHOKapAXa MI/IK 3anyllBaHe Ha KPbBOHOCHH CHA0BE KbM CHPUETO HIIM MO3bKA

- aKo UMaTe WK CTe uMalu npobiemu ¢ KpbBooOpawenuneto (nepudepHa aprepranta 6onecr)
WK ako BM e npapeHa onepauus Ha apTepUHUTE Ha JOJHUTE KPARHHULUK,

IIpeaynpexaeHna H NpeAna3HH MEPKH
I'oBopete ¢ Bawua nexap unu dapmalest, npeau aa npueMete Cenedpekc:

- aKoO MO-PaHO CTe UMANH A3Ba WM KbpPBEHE OT cToMaxa Wiu ot deprarta (He npuemaiite
Cenedpekce, ako nOHACTOAEM UMATE A3BA UM KbPBEHE B CTOMAXa UK YEpBaTa.)

- aK0 npHeMare aueTHICAIHLMIOBA KucenrHa (acupyH) (JOpH B HUCKA 103a 33 CbpAcHHa
npo¢rnakTika)

- aKO NpHeMare Apyry NpOAYKTH, CbAbpKallM TPOMOOLIMTHH aHTHArperaHTH

- aKkO NpHEeMaTe NEKApCTBa 3a HaMaJIABaHE Ha KpbBOCHCUpBaHeTO (Hanp. BapdapuH/ BapdapuH-
nonoOHH AaHTUKOArynaHTH WM HOBH NEPOPANIHH IEKApCTBa 3a HaMaNaBaHe Ha
KpbBOCHCUPBAHETO, Hanp. anukcabaH)

- aKO M3N0JI3BaTe JeKAPCTBA, HApPEYEHW KOPTUKOCTEPOUAH (Hanp. NpeIHU30H)

- ako ninonspate Cenebpekc zaeano ¢ apyru HCIIBC, Hechabpxkalin acnupuH, Hanp.
nbynpogeH Win avuknodenak. Ynotpedbarta Ha Te3n nekapcTea 3aeaHo TpadBa na ce w3barea.

- aKO MyLUKTE, CTpanare oT A4aber, iMaTe BUCOKO KPbBHO HANAIAHE WM NOBHIUEHH HHBA HA
XO0JIECTEPOI]

- ako Bawute cbpue, yepeH apod nnu 6b0peun He pyHKkUuHoHHpaT aobpe, BawiuaT nekap Moxe
na noxeyae aa Bu npaBH pe1oBHU nperaeau

- aKO MMATE 33PbKKA HA TEUHOCTH (KaTO MOAYTH INe3€HH WK XOANNA)

- aKo cte 00e3BOAHEHH, KOETO CE AB/MKH, HATIPUMEDP, Ha NMOBPLILAHE, AXAPUA WK yroTpebara Ha
AMYPETHLH (M3N0N3BaHH 32 OTBOAHABAHE)

- aKO CTE UMaJIM CEPUO3HA allepriyHa peakUys WA CEPUO3HA KOXKHA PEaKLMA KbM HAKAKBY
NeKapcTBa

- aKo CE€ UYBCTBATE HEPA3MOJIOKEHH NOPaAAH UHPEKUMUA UIIM CMATATE, HE UMATE HH
kato Cenebpekc MoXe 1a MACKMpa TPECKA UM APYTH NpU3HALUK HA UH(EKLH

- aKO CTE Ha Bb3pacT Haa 635 roauHn, Bawunst aexkap we noxenae Aa Bu npo
MEPUOAUHHO

- ynotpebara Ha ankoxon v HCIIBC Moxe na noBuiiuM pucka OT ¢CTOMALUHO




Kakto u octananute HCIIBC (Hanp. nbynpoden unm auknodeHak), ToBa JIEKapCcTBO MOXKE /1a IOBEE
10 NOBHUIEHUE HA KPBBHOTO HalsAraHe U Bawuar nekap Moxke aa noxenae nepmoM4Ho 1a
npociaenasa BauieTo KpbBHO HanAraHe.

Hakou cnydan Ha octpa yepHOApoOHA peakuns, BKI1. OCTpO 4epHOApoOHO BB3naneHue, uepHoapobHa
YBPEAA, YepHOAPOOHA HEOCTATHLHHOCT (HAKOHW € PaTalleH U3XO0A WM H3INCKBALLM YepHOApoOHa
TPaHCIUIaHTaLUMs) ca cboOuleHH ¢ uenekokcHo. Cpel cayyauTe, NpyY KOMTO ce choOluapa BpeMe Ha
Bb3HUKBAHE, IOBEUYETO OCTPH YEPHOAPOOHH peakLMM ca HACTLIUAN B PAMKHTE Ha €1UH MeceLl ciel)
3aMOYBAHE HA JICYEHHE,

JoxnaasaHy ca CEpUO3HHU KOXKHH peaKUHK BBB Bpb3Ka ¢ nedeHueto ¢be Cenebpekc. Cripete
ynotpebara Ha Cenedpexc u noTbpeere He3abaBHO MEAMLIMHCKA MOMOLL, aKko 3abeNie)XUuTe CUMITTOMH
Ha CEPHO3HH KOXKHH peakLHUH, ONUCaHH B TOUKA 4 ,,BB3IMOMHH HEXKENAHHU peakLMu®.

CeneOpekc MOXe J1a HanpaBH 3a0peMeHsBaHETO NO-TpyAHO. Tpabsa na ungpopmupate Bawuua nekap,
ako [uaHvpare aa 3abpemeHeeTe WK ako UMaTe rnipobneMu cbe 3adpemeHIBaHeTO (BXK. TOUKA
.DPEMEHHOCT, KbpMEHE U QEepPTUIHTET ).

Apyrn nekapcrsa n Cete6pexc

Tpabra pa kaxerte Ha Bawus nexap uin gapMaueBT, ako npueMaTte, HACKOPO CTe NPUEMATTH, WU €
BB3MOXKHO Aa NpUeMate Apyry lieKapcTsa:

e JlekcTpoMeTopdaH (M3MoN3BaH 3a JieYeHUE Ha KalLJIMLa)

¢ ACE-nuxuburopu, aHruoreHsuH [l-aHtarouucTH, 6eta Onokepu U AHYypeTHLHK (M3NOA3BAHHM 34
BHCOKO KPBLBHO HAJIATAHE M ChPACYHA HEJOCTATLUYHOCT)

e PayKOoHa30N H pudaMNulIMH (U3MN0/3BAHYU 3a JieUeHHEe Ha rbOMUHM M DaKTEpHAIHH HH(PEKLHH)

¢ BapdgapuH unu apyru sapdapuH-no100HU nexapeTsa (,,KpbBopaspexxaalun’” ¢cpeacTsa, KOUTO
HaMaiABAT KPLBOCHCHPBAHETO), BKJI. MO-HOBH JIEKAPCTBa KaTo anukcabaH

e JlnuTuit (M3n0ON3BaH 3a JieueHHe Ha HAKOH BUIOBE NenpecHs)

e Jlpyrv nexkapcTsa 3a JieHEHHUE Ha JenpecHs, pasCTPONCTBA HA CbHA, BACOKO KPbBHO HaNAraHe HUiu
HEPHTMHYHA ChpacuHa AEHHOCT

e Hesponenruun (M3noN3BaHM 3a JleYEHUE HA HAKOM NMCUXUUHH 3abonaBaHwn)

¢ MeTtoTpekcar (M3M0A3BaH 3a NEUYEHHE HA PEBMATOUAEH apTPHT, NCOPHA3HC H NEBKEMHKS)

o KapbamazenuH (M3M03BaH 32 JIEUEHHUE HA ENUNENCUA/THPUOBE U HAKOU GOpMH Ha BONKa WK

nenpecusn)

e bapburypatH (M3NON3BaHH 32 NeHeHHEe Ha eNMUNENCHA/MPUNATbUA H HAKOW pa3CTpocTBa Ha
CbHS)

e [{MxiocnopHl ¥ TAKpPONMMYC (M3MOA3BAHU 32 NOTUCKAHE Ha HMYHHATA CUCTEMA, Hanp. cnen
TPAHCILIAHTALIVA )

Cenebpexc MOXe 1a ce NPHEMA C HUCKHU J03H aLETHICANTULIWA0BA KHcenrHa (75 mg HNK no-Majxo
aHeBHO). KoHcynTupakite ce ¢ Bawua nekap npeau ynotpebara Ha JBETE eKapcTBa 3a€AHO.

bpeMeHHOCT, KbpMene H GepTHANTET
AKko cTe OpeMeHHa WKW KbPMUTE, CMATATE, He MOXKE Aa cTe OpeMeHHa WU niaHupaTe OpeMEeHHOCT,
nockBeTBaiiTe ce ¢ Bawua nexkap unu gapmauest npeau ynotpedara Ha ToBa EKapCTBO.

bpeMeHHOCT
Cenebpekc He TpabBa Aa ce npremMa OT XKeEHH, KOUTO ¢a OpeMeHHM unu Morat aa 3abpemMeHes
*KEHH B AETEPOAHA Bb3PacT, KOUTO He M3MOJ3BAT aEKBATHA KOHTPALUENLIKA) MO BpeM / :
Ako 3abpemeneeTe No speme Ha nedeHue cbe Cenebpekc, TpabBa aa npekpaTure ae -

CBBLPIKETC C Bawus JICKap 3a aJITCpHATHBHO JICHCHHC,

KbpmeHe
Cenebpekc He TpaOBa Oa ce U3MOA3BA MO BPEME Ha KbPMEHE,



QepTUaureT

HCIIBC, sxmountenuo Cenebpekc, MoraT aa HanpasAaT 3abpeMensBadeTo no-tpyaHo. Tpabsa na
ropopute ¢ Bawuns nekap, ako nnanuMpare 6peMEeHHOCT, HAKU aKo MMaTe NnpobneMu ¢be
3abpeMeHABaHEeTo.

Illodupane u padbora ¢ MAlIHHA

Tpabsa na y3naere kak pearupare Ha CeneOpekc, npeau aa wodupare Uny paboTUTE ¢ MALLIUHK. AKO
yceware BUEHE Ha CBAT UAM ymopa cnea npvem Ha Cenebpekc, He wodupaiite n He paborere ¢
MallMHK, 10KATO TE3H peaKLMH HE H3YEIHAT.

Cenelpekc cbaAbLPKA JAKTO3A
Cenebpekc cbapp:xa J1akTo3a (BUA 3axap). Ako Bawumar nexkap Bu e kazan, ye iMaTe HEMOHOCUMOCT
KbM HSKOM 3aXapH, NNOCHLBETBAHTE CE C HErO, NPEAW 1a B3EMATE TO3H NMPOAYKT.

Cenebpekc chrABPKA HATPHH
Tosa nexkapctso cpabpxa no-manko ot 1 mmol HaTpwii (23 mg) Ha Kancyna, T.€. MOXe a Ce Kaxe, ue
IPAKTHUECKH HE ChABbPIKA HATPHIA.

3. Kax aa npuemare Cenebpexc

BuHard npueMamnTe TOBa NEKAPCTBO, TOYHO KakTO By e kazan BawmsaTt nekap vnu gpapmauest. Ako He
CTE CMT'YPHH B Helo, nonuTante Bawuna nekap unu gpapMauest. AKo cMATaTe, 4€ eheKThT OT
Cenebpekc € TBbpAe CHIIEH UM TBBpAE cnad, rosopete ¢ Bawus nexkap unu hapmanesT.

BawmusaT nekap e By kaxxe kakBa n03a Tpabsa na npueMarte. Thit KATO PUCKBT OT HEXKENAHH
peakuHH, CBLP3aHU ChC CbpAedHH NpodiieMH, MOXKE [a ce yBeJIUYH C yBelIMuaBaHe Ha 03aTa U
MPOAB/DKUTENIHOCTTA HA JIEYEHUE, BAXKHO € Aa U3MOJ3BATE HAM-HUCKATA 1033, KOSTO KOHTPOIHUpA
Bawara 6onka ¥ He Tpabea aa ynorpebsapare Cenebpexce no-abuaro ot HeoOXoaAUMOTO 32
KOHTPOJIMPaHE HA CHMIITOMMTE.

HayuH Ha NPUIIOKEHUE

Kancyinre Cenebpeke ca 3a nepopanna ynorpeba. Kancynure Morar na ce npMeMar o BCako
BpPEME HAa JIEHA, CbC WK Be3 xpaHa. OnuTaiTe 00aue na npuemMare Beaka no3a Cenebpeke no efHo v
ChLIO BPEME BCEKH JIEH.

AKO W3NUTBATE TPYAHOCT NPH MPErNbLIAHETO Ha Kancynure:

L{an0oTO chabpKaHKE Ha Kancysara MoXke 1a Obe H3CHNAHO B paBHA YAaeHa JILXKHUYKA ¢ OX1aAeHO WM
Ha cTaliHa Temnepatypa A0bJIKOBO NIOpe, OPHU30Ba Kalla, KUCEI0 MASAKO UKW 6aHaHOBO niope U TpadBa
J1a 6bAae w3nuTO BeaHara ¢ npubauszuTenHo 240 ml Boaa.

3a na OTBOpHUTE KafCyAUTE, 3aApbKTE KanCyJUTE WINpaBeHH, Taka ye rpaHyJIMTEe Aa OCTAHAT Ha
ABHOTO, Cledl KOETO BHUMATEAHO CTUCHETE FOPHOTO Kafaye H 3aBbLpPTETE, 3a 1a FO OTCTPAHUTE, KATO
BHHUMABATE J1a HE pa3CHIeTe ChAbPXKAHUETO Ha Kancynata. He capBKBaliTe B He cuykBaiiTe
PaHY/IHTE.

CebpKeTe ce ¢ Bawna nexkap, ako He ycewlate HUKakBo nNoaobpeHHe B paMKUTE Ha JIBE CEAMMLH OT
3aMoMBaHE Ha JIEUECHHUETO,

[TpenopnyBaHaTa 1033 €

3a ocTeoaprput obvuaiinara npenopbunTesiHa go3a € 200 mg Bceky aeH, B cayda
HeODX0AMMOCT MOXE Aa ce YBEIUUYU OT Baluua nekap 1o Makcumym 400 mg.
HozaTta obuKkHOBEHO e:

* enHa kancyaa ot 200 mg BeAHBK AHEBHO; WIH

" eada kancyaa ot 100 mg aBa NbTH AHEBHO.



3a peBMaTOHAEH apTPHT oOHUaiiHaTa rpenopbuuTeHa A03a € 200 mg Bceku aeH, B cliyyait Ha
HeOOXOAMMOCT MOXKE Aa ¢€ YBeaHyuMW oT Bawuna nekap no Makcumym 400 mg.

JlozaTta OOMKHOBEHO €:

® enHa karncyna ot 100 mg aga NbTH AHEBHO.

3a aHKHJ03upall cNOHAMAKT oOHyaliHaTa npenopbuntTenta ao3a € 200 mg Bceky AeH, B ciaydvai Ha
HeoOXOoAMMOCT MOXKE Aa ce YBeMuM oT Bawuuns nekap no makcumym 400 mg.

JlozaTa OOMKHOBEHO €:

* eaHa kancyna ot 200 mg BeAHDBK JHEBHO, HITH

= ¢aHa kancyna ot 100 mg apa NbTH AHEBHO.

bnOpeunn nan yepHoapodnn npobaemn: yeepere ce, ue Bawuar nekap 3Hae, ako umare
yepHoApoOHH WK 0bOpeUHH nMpobneMHu, Thil KATO MOXKe Ja Ce HY)KJAaeTe OT No-HUCKa A03a.

IlanneHTH B CTapYecKa Bb3pacT, 0c00€HO Te3H ¢ TerJo no-manuko ot 50 kg: ako cre Ha Bb3pacT
Haj 65 roauHH M ocobero ako Texkute no-mManko ot 50 kg, BawuaT nekap Moxke na ucka aa Bu
npocnenssa BHUMAaTEHO.

He TpabBa aa sanmare noseue ot 400 mg Cenebpexe Ha neH.
Ynotrpeba npy ena: Cenebpekc e camo 3a Bb3pacTHH, He TpabBa a ce ynotpebsBa oT Aeua.

AKO cTe npue/id noseve oT HeoOxoanumara ao3a Cenebpexc

He TpabBa aa npuemare noseue Kancynu oT ToBa, koero Bu e kazan BawmnaT nekap. Ako npuemere
TBbPAE MHOIO Kancysid, cebpxkeTe ce ¢ Bawus nekap, papmMauest uny SonHuua U BzeMete Bawero
nexapcerso ¢ Bac.

AKo cTe nponycHain aa npuemerte Cenedpexc
AKO CTe NPONyCHaAW la NpMeMeTe Kancyna, rpueMerte a BeaHara oM ce ceture, He Biemarite
JBOHHA A03a, 3a Aa KOMIIEHCHpaTe NponycHaTaTa ao3a.

AKO cTe cnipeqid nprueMa Ha CesteOpexc

BHeszanHo cnupade Ha BaweTo nedeHue cxe Cenebpeke Moxke 1a AOBEAE A0 BJIOILABaHE Ha
cuMnTomMuTe. He cninpaiite npuema Ha Cenebpekc, ocseH ako Bawuuar nexap He Bu € kazan ga ro
HanpaeuTe. BawuaT nekap Moxke Aa Bu kaxke 1a HaMaliuTe J03aTa Npe3 HAKOIKO IHHU Npeau
OKOH4aTENMHOTO CNHpaHE.

AKO ¥MaTe HAKAKBY AONBIHHTEIHU BBIPOCH, CBbP3aHH ¢ ynoTpebara HA TOBa NEKApPCTRO, MOJIA
nonuTaire Bawus nekap nnu dbapmauesrT.

4. BhL3MOKHH HEXKEJAHU PeaKUHH

Kakto BCHUKH NeKkapcTBa, TOBA IEKAPCTBO MOXKE 214 NpeAn3BUKa HEXKEJTAaHN PeakLiMH, BBIIPEKH Y€ He
BCEKU I'W NOTy4aBa.

Hexenanure peakiuMi, H30poesu no-goay, ca HabawaaBaHud NpH NANKEHTH ¢ APTPHT, KOUTO €A
npuemanu Cenebpexe. Hexxenanure peakiiuu, 0003HaUeHH ¢bC 38e3Hu KA (*) ca HACTBLORJIIA C
MOo-BHCOKA YeCTOTA, OTKOJKOTO OHE3H, HACTBHITH/IH NPH NAUUEHTH, npueMaan Cenebpekc 3a
NpeBeHIHA HA NOJAHIH HA Aebe10To YyepBo. [lanuenTHTE B T€3H NPOYYBAHHA Ca NPHEMAJH
Cenebpekc BbB BHCOKH 1034 H 32 AbJbI NepHOA OT BpeMe.




AKO ce CJIYUH HEelO OT 10/1YH30poeHoTO, cnipeTe npHeMa Ha Cenebpexc H He3abaBHO yBeOMETE

Bamus nexap:

AKO HMATE!

- allepriyHa peakuma KaTo KOxeH OOpHUB, NOAYBAHE Ha JIMUETO, 3aTPYAHEHO AULLAHE WK
XPHUITEHE

- CbpAe4HH Npobnemu, kato Honka B rbpaAnTE

- CWJIHA cTOMAaluHA 60Ka UK NpPOABH HA KPBBOU3/IHWB OT CTOMaxa WM YepBaTa, KaTo
U3X0XKABHE Ha YEPHU WIH MPUMECEHU C KPBB H3NPAXKHEHHUA, WK NMOBPBIUAHE HA KPbB

- KOXHa peaxkims, KaTo 00pUB, MEXYPH M/IH JIIOLLEHE HA KOXKATa

- yepHOApOoOHA HEAOCTATHLHHOCT (CHMITOMUTE MOTaT Aa BKNKOYBAT raaeHe (MO3MBH 3a
NOBpbLUAHE), AHApHA, X biaTeHHUa (Bawara koxa wian 6anoto Ha ounte By n3rnexnar

ACBIITH)).
MHuoro yecTH: Morart aa 3acersar nmoseue ot 1 na 10 aymn

¢ BHCOKO KPBBHO HanfiraHe, BKIIOYMTENHO BIOLLIABAHE HA CHUIECTBYBALLO BHCOKO KPBBHO
HansAraHe™

Yecru: morar aa 3acerdar Ao 1 na 10 aymn

CopaeueH ynap*
3a/1pbAKa Ha TEHHOCTH € NOAYBAHE Ha [IE3€HUTE, AONHUTE KpalHULY W/ WIH PbLIETE
MHDEKLUMH HA MMKOYHHTE MbTULLA

3anyx*, Bb3nageHHe Ha CHHYCHTE, HHPEKUHUA Ha CUHYCUTE, 3aNYLUEHH WK DONE3HEHH
CUHYCH (CHHY3HT), 3aMYLIeH UITH Te4alll HOC, BB3Ma/IeHHE HA MbPAOTO, KalTKLA, HACTHHKA,
rpUNonoaodH1 CUMNTOMHM

CBETOBBPTEXK, NPOONEMH CBC CHHA

[TospbluaHe™, cToMaLUHK OONKH, AMApKA, HAPYLLEHO XpaHOCMHU/IaHe, 00pa3yBaHe Ha Fra30Be
Obpus, cbpdex

MycKy/HA CKOBAHOCT

3aTpyaHeHO nperanulaHe™®

["'naBoGonue

["aneHe (MO3UBH 3a NOBPBILAHE)

bonesHeHH cTaBH

BrowasaHe Ha CbILUECTBYBALIH ANEPTrUH
CnyuailHO HapaHsBaHe

HeyecTn: morar aa 3acernart ao 1 Ha 100 aymu

e KpbBOM3NHUEB B MO3bKA (MHCYNT)™*
CbpacuHa HEAOCTATBbYHOCT, ChpluedHeHe (ycelllaHe Ha yAapHUTE HA ChPLETO), NOBULIEHA
CbpheyHa 4YeCToTa

[Ipomenu B nabopaTopHUTE HM3C/eaABaHKUA, OTPa3ABalUM PYHKLMATA HA YepHHUA ApoD
[Ipomenu B naboparopHuTe M3cneABaHWA, OTpa3aBaLlu (hyHKLUMATA Ha ObOpeLHTe
[lpomeHH B uepBEHUTE KPBBHHU TEN1LA, KOUTO MOraT Ja MpHYHHAT yMOpa U 3aayX (aHEMHA)
TperoxkHOCT, AENPECHA, YMOPREMOCT, CbHAMBOCT, YCelllaHe 38 U3TpbiiBaHe (MITTHUKH)

Bucoku HMBa Ha KaNui B NabopaTopHUTE U3CAEABAHHUS HA KpbBTa (MOXeE Aa NPUYMHHK rajeHe,
yMopa, MYCKyJIKa cnaboct WK cbpuebreHe)

o HapyuteHo unu 3aMbII€HO 3peHKe, WyM (3BbHEHE) B yluuTe, OoNika H paHW Ha yCTaTa,
HaMajieHHe Ha cnyxa®

® 3anex, OpHUIBaHC, Bb3NaaCcHHUC Ha CTOMaAx4d (HHPYI.I.IEHO XpPaHOCMHJIAHE, CT
IIDBP’bI.I.lElHE), BNoluiaBpaHC Ha Bb3INalICHHUE Ha CTOMAXAa WK YCpBaTa

¢ MycKynHH crna3Mu (CXBalLaHHA) Ha NOMHHTE KpakHHLM
¢ HanbkHan cbpbam obpus (yprukapus)
¢ Bb3naneHue Ha OYUTE




3aTpyaHEHO AuLlaHe

IpomsHa B UBETa HA KOXKAaTa (CHHUHH)

"pbaHa Oonka (oblla, HeCBbP3aHa CBC CHPLIETO)
loayBaHe Ha JIMLETO

Peaxu: morart aa 3acertart a0 1 Ha 1 000 aymn

A3y (KbpBEHE) B cTOMaxa, XpaHOMPOBOAA WM YEPBATA; pa3KbCBaHE HA THHKHUTE YepBa {MOXeE
N1a PUYUHN CTOMALLIHHK GOAKH, TpecKa, rafieHe, MOBPbLIIAHE, 3a0bPXKAHE HA CbAPHHUMOTO B
YEpPBaTa), TBMHU WIK Y€PHU U3NPAXKHEHKA, Bb3NaneHye Ha 3aACTOMalIHATA AUie3a
(naHkpeaTHT) — MOXE 1a 10BEAE A0 CTOMalLHK O0JKH, Bb3NANeHHe Ha XPAHONPOBO/A
(eaotarur)

Hucku ¢cTOHHOCTH Ha HATPHH B KPBbBTA (CbCTOAHHE, U3IBECTHO KATO XUNOHATPUEMMUSA )
Hamanen Opoit Ha OenuTe KpbBHU KNETKH (KOWTO NOANOMArar MpeAna3sBaHeTO HA OPraHu3IMa
OT UHPEKLUHSA) HiIM HA TPOMOOUHTUTE (MOBULLIEH PUCK OT KbPBEHE WM M098a Ha CUHHHH)
3aTpyJHeHa KOOpAWHALMS HAa ABHXXEHHETO Ha MYCKYITHTE

HyBCTBO Ha 00BPKAHOCT, NPOMAHA BLB BKYCa

YBenuueHa YyBCTBUTEITHOCT KbM CBETJIMHA

Kocoraa

XaaouHHauMu

KbpBeHe B OKOTO

OcTpa peakuus, KOATO MOXE a NPUIMHKM Bb3naneHHe Ha Oenute aApobobe

HepaBHOMEpEH CbpaeYeH PHTHM

3a4yepBABaHE

CbCHpEK B KPbBOHOCHHUTE CbAose Ha 6enua apod. CUMIITOMKTE MOraT 1a BKNIOYBAT BHE3anHa
3aryba Ha Bb3ayx, octpa 6onKa NpH AULLIAHE UAH KONAang

KbpBeHe OT cTOMaxa WM ThbHKHUTE Hepea (MOXKe Aa A0Beae A0 KbPBaBH M3MPakHEHHUs HIIH
NOBpbLLAHE), BB3NAIEHHE HA TEHKMUTE WU Ae0enoTo 4epBo

Texko pb3naneHue Ha yepHUa aApob (xenatut). CHUMATOMUTE MOTaT 18 BKJIKOMBAT rajicHe
(No3uBH 3a NOBPBIUAHE), AMAPHA, KbATEHULA (OLBETABAHE B XBIATO HA KOXKATA WK BAN0TO Ha
O4YMTE), NMOTLMHABAHE Ha ypWHAaTa, Oneau H3NPaKHEHMA, IECHO KbpPBEHE, ChpOex WK
BTPUCAHE

OcTtpa 6B6peyHa HeAOCTATBYHOCT

MeHcTpyannHH HapyLIEHUS

[TonyBaHe Ha NUUETO, YCTHUTE, YCTATA, €3MKA WIHK MbPA0OTO WM 3aTPYAHEHO NperibllaHe

Mmuoro peaku: morart aa 3acersar a0 1 na 10 000 gymn

CepHO3HU aNepryuyHy peakunH (BKIIOYMTENHO NOTEHMANHO 3acTpatluasall aHaUIaKTHYEH
LLIOK)

Cepro3HH KOXKHH peaKLMK KATO TaKaBa, 3aCAraina HaloTo TAN0, ¢ OOPUBH 10 KOXATa U
JIMraBULATE M MEXYPHU MO KOXKATa (CHHAPOM HAa CTHBRBHC-/DKOHCHLH), Bb3najieHHe Ha Ko)kaTta
ChC 3a4EPBABAHE M NIOWCHE (eKCHOMTUAaTUBEH AEPMATHUT) M OTAENAHE HA TTOBBPXHOCTHHA CNOH
Ha KO)KaTa (TOKCHUYHA enuaepmManHa HEKPOAU3a) K 3auepBeHa noayta 00JacT OT KOXKATA ¢
MHOXKECTBO MAIKH FTHOMHK MbNYHLUKY (OCTpa reHepanu3npaHa eK3aHTEMHA MYCTY103a)
3aKbCHANA AIEPrMYHa peakLMs ¢ Bb3MOXHU CUMNITOMH KaToO 0OpUB, NOAYBAHE HA TULETO,
TPECKa, NOAYTH XJIE3H H OTKJIIOHEHHUA B 1abOpPaTOpPHUTE TECTORE (UEPHOAPOOHH, KPBbBHH,
yBenindeH Opoi Ha onpeaesied Bua 6en KPpbBHU KN1eTKH (€03KHOPUNUA))
KpBbBOM3IHNB B MO3BbKA (MHCYANT), KOUTO MPUYHHSIBA CMBPT

Bb3naneHue Ha MO3bUHATA OOBUBKA HA MMaBHUA Y rPEOHAYHNA MO3BK (MEHHHIHUT
YepHoapobHa HeAOCTATHUHOCT, YUEPHOAPOOHO YBpEXkKAaHE U TEKKO UYEPHO
(bynamunanTeH xenatur) (MoHAKOra GaTanHO WK M3UCKBALLO YEPHOAP
TpaHcmnantauus). CUMITOMUTE MOTaT [la BKJIKOUBAT rajeHe (NO3WBH 3
KBIATEHUUA (MTOXBATABAHE HA KOXKATa Unx 01710TO HA OUUTE), NOTHMH
0Jiean U3NpaXKHEHHA, JIECHO KbpBeHe, CbpOeK WK BTPpHCAHE




¢ UepHOoapoOHH yCNOMHEHHA KATO U3THYAHE HA XNBUKA OT AUTbYHHA MEXYP KbM 4epBaTa
(xonecTasa) U UuepHOAPOOHO YBpEKAAHE (XONECTATUUEH XENAaTUT), KOUTO MOraT Ja obaar
NPUAPYKEHH OT CUMIITOMM KAaTO Dneam U3npaxxHeHus, raeHe U NoXbATABAHE HA KOXaTa MM
OYHTE)

e Bnananenue Ha OOpeumTe M Apyry 6BLOPEUHH yCTOXHEeHHs (KaTo HepOTHUEH CHHAPOM H
OonecT Ha MUHUMANHUTE U3MEHEHHA, KOUTO MOTaT 1a ca NMPUAPYKEHH OT CHMIOTOMH KaTo
3a7pbKKa HA TEHHOCTH (OTOK), NAIHA B YPUHATa, YMOpa M 3aryba Ha aneTur)

BrowaBaHe Ha eNUENCHA (Bb3MOXHHU MO-YECTH W/ MUK TEXKU NPUNAaabLH)
biokupaHe Ha apTepHa UM BeHa B OKOTO, KOETO BOAH A0 YaCTHYHA WAM MbJIHA 3aryba Ha
3PEHHETO

¢ BmniananeHu KpbBOHOCHM Cb0Be (MOXKE Aa NPHUKMHM TpecKa, 60nKa, NypnypHU NeTHa Mno
KOXKaTa)

¢ HamaneH Opo# Ha yepBeHuTe W OenuTe KPbBHHU KIETKH U Ha TpoMOouuTuTe (MOXKE Aa
MPHYHHK YMOPA, JIECHO NOCHHABAHE, HECTO KbpPBEHE OT HOCA W YBEITHYEH PUCK OT HH(pEeKLIWH)

¢ Myckynna 0onka u cnaboct

e HapyweHo oGoHaHHe

¢ 3aryba Ha BKYycCa

C HeH3BeCTHA YE€CTOTA: OT HAJTHUMHHTE NaHHH HEe MOXe Aa Obae HANPpABCHA OLCHKA

e HamaneH pepTUNUTET NpH XEHH, KOHTO 0OHKHOREHO € 00paTUM NpH NpeKpaTsBaHe Ha
npyemMa Ha JeKapCcTBOTO

e Jlpyru cepHO3HU KOXHH CbCTOAHHA, KaTO GUKCHpaAH KOXeH oOpHuB (OTJIMMHMTENIHA KOXKHA
anepruyHa peakuus, KoaTo 0OMKHOBEHO ¢€ MoABABA Ha CHLOTO(UTE) MACTO/MECTA MPH
MOBTOPHO H3jIaraHe Ha IeKapCTBOTO W MOXKE [a Ce MPOABH KaTO KPbijlK WK OBAJTHH
3a4epBEHH YUHaCTbLK W NOAYBAaHE HA KOXaTa, oOpasyBaHe Ha MexypH (oOpuB), cbpbex) v
reHepanv3vpan 0yno3eH (PMKCUpaH NeKapcTBeH 0OpUB (MOXKeE 1a BKIIOUBA
HEMPOKOPA3NPOCTHPALIY CE KOXKHU PEAKLIHU)

B KJIHHMYHH OPOYYBAHHSA, KOHTO HE CA CBLP3aHH C APTPHUT HJIH APYIrH APTPHTHH CHCTOAHHS,
kbaeT0 Cenebpexc e npueman B A03u 0T 400 mg AneBHO 10 3 roAuHK, ca HA0IIOAABAHH
CIAEAHUTE AONBLJAHHTETHH HEXKETAHH PEAKIHH:

Hectru: morart aa 3acersar Ao 1 na 10 ayun

o (Cobpaeunu npobnemu; rpbaHa xkaba (CTeHOKapaus)

e (CTOMalHO-4peBHH NTPoONEMU: CUHAPOM Ha pa3pa3HEHOTO YepBo (MOXe Aa BiUIkOHBa BOnkH
B CTOMAaxa, I1apHs, HapyllUeHO XpaHOCMHWJIaHe, ra3oBe)

e KaMbHH B OB0OpeunTe (KOUTO MOraT Ja NpUUKHAT OOJIKK B KOpeMma unu rppba, KpbB B
YPHHaTa), 3aTPYIHEHHE NPH ypuHUpaHe

e VYBeNHYEHO Terno

Heuecrn: Morar aa 3acernar g0 1 na 100 aymu

e KpbBeH chcHpex 0OMKHOBEHO B Kpaka, KOMTO MOKe Aa nNpuunHK Bonka, noaysaHe WK
3aUcpBSBAHE Ha fpaceua Wik npodaeMu npu auwane (awndoka seHo3Ha TpoMbo3a)

e [Ipobnemu cbec cToMaxa: ctomaliHa HHpeKUH (KOATO MOXKe Aa NPUYKHHA Bb3NalleHHe HIH
A3BAa HA CTOMAaxa ¥ Yeppara)

e (CuynBaHe Ha JONEH KpailHUK

o Xeprnec 30CTepP, KOXHA HHPEKLMA, CyX cbpOsaLL oOpuB (ex3eMa), UHDEKIIUA HA IPbAHHSA KOLII
C Bb3MOJXKHa KallliMua, TPeCKa, 3aTpyaHeHOo ArLlaHe (NHEeBMOHHNA) AN

¢ [InaBalliy 4acTHLM B OKOTO, MPHUYUHABALLH 3aMBITIEHO WM HapYLLEHO 3pe
ABKALLO c€ Ha NpoblieMHU Ha BBTPELLHOTO YXO, Done3HeHu, BbanajieHy
paHH B ycTaTa

e [lpekomepHO ypHHHpaHe Npe3 HOLUTA, KbPBEHE OT XEMOPOHAHM, HECTO X

HYXa




e MacThHM OyukH No Ko¥KaTa unu apyraje, 6€300MAHO NOjlyBaHe MO HIH OKONO CTaBHTE U
CYXOXKUIUATA HA PBUETE WK KpakaTa (FaHrNMHOHU), 3aTPYAHEH rosop, HeoOHUaiHO UK
MHOI0 CUJIHO BACMHAJIHO KbpBeHE, DONKHU B IbpaAnTE

e BHUCOKH HHUBA Ha HATPUK OT KPbBHH H3CNEABAHUSA
ChobmaBane Ha HeXKeJIaHH peaKunu
AKO NONYUYHTE HIKAKBHY HEXKEJTaHH JiIeKapCTBEHH peakumnH, yseaomere Bawus nekap nav dpapmauesT.

Tora Br/IIOUBA BCUUYKH BB3IMOXKHH, HEONMHCAHK B Ta3M JIMCTOBKA HEXENAHU peakuuH. MoxeTe collo
Aa cboOLIHMTE HEXKEJIAHH peakLIMK AUPEKTHO 4pe3 M3nbnHUTENHA areHLUMA 1O JieKapcTBarTa, yil.
»AamaH I'pyes” Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebeaiitT: www.bda.bg.

KaTo cnolLuapaTe HEXETaAHH peakliMK, MOXKETE Aa AAJETE CBOA NMPHUHOC 3a NOJYy4aBaHe Ha NOBeYe
KHPOpMALKi OTHOCHO 6€30MacHOCTTa Ha TOBa JIEKapCTBO.

5. Kak na coxpanapare Cenebpexc

CBXP&HH BalTe Ha MACTO, HEAOCTHLNHO 3a Aeua.

He v3nonipaiTe TOBA JCKAPCTBO CNEA CPpOKAa HA r'OAQHOCT, oTOens3ad BbhpPXY GJ'IHCTepﬂ H KapTOHCHAaTa
ONMaKOBKa. CPUI(‘BT HA F'OOHOCT OTrosapa Ha NOCIICAHHA ACH OT NMOCOUCHHA MECCLI,

Ha ce cbxpaHsaBa npu temnepartypa noa 30°C.

JlekapctBaTa He TpAOBa Na ce U3XBBLPJAT B KaHANU3aUMATA WK B KOHTEHHepa 3a AOMALUHU OTNAABbLH,
[MTonutaliTe Bawus gapmaueBT kak 1a U3XBbPASATE NE€KAPCTBATa, KOMTO Beve He u3nonisare. Tesu
MEpPKH LLIE CNOMOTHAT 3a ONa3BaHe Ha OKOMHATa cpe/a.

6. CobabpxaHHe HA ONIAKOBKATA H A0NbJHHTENHA HHPOPMALIHS

Kakpo cuanpxa Cenebpexc

AKTHBHO BellecTBo: uenekokcnd. Beaka kancyna csaspxa 100 mg unu 200 mg uenexoxkcud.

Hpyru CbCTaBKU: NaKTO3a MOHOXHMAPAT, HATPHEB naypui cyndar, noeuaoH K30,
KpocKapMesio3a HaTpuil, Mmardeaues cteapat. OOBUBKHTE HA KANCYNHTE CbAbPKAT KeNaTHH, THTAHOB
amokcna E171. MactunoTto cbabpika unanrotud E132 (100 mg xancyna) nin xkeneszen okcua E172
(200 mg kancyna), Wennak, MPONKUACHINHKOI.

Kak n3rnexna Cenebpexe 1 KaKBo ChAbLPKA ONIAKOBKATA

Cenebpekc ce npeanara noa ¢gopmara Ha KancyJu.

Kancynurte Cenebpeke 100 mg ca Henpo3pauHu, 6enu ¢ gBe CUHH UBHLUM W Haanuc “7767" u “100”.
Kancynute Cenebpexc 200 mg ca Henpo3pauum, besin ¢ iBe 3n1aTHH HBUUH M HAANHUC “7767" n “200”.

Kancynute Cenebpekc ca onakoBaHu B Npo3padvHH H Henpospaudu PVC Onukcrepy Hnu anyMHHHMEBH
bnucrepn.

Cenebpekc 100 mg kancynn, Teppam ce npeanara B onakoskx no 10, 20 u 30 kancynu.
Cenebpekc 200 mg kancynu, TBBPAM C€ Npeanara B onakoeku no 2, 5, 10, 20 u 30 xancynu.

He Bcuuku onakoBkM Morar aa 6baaT nycHaTH Ha nasapa.
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Ilpu'rema"re.n HA Pa3peli€CHHETO 3a yI'IDTp96EI H MPOH3IBOAHTEN

[IpuTexaTen Ha pazpelleHueTo 3a ynorpeda

Buarpuc EOO/]

odpuc crpaaa ,,Cepauka opucu
Oyn. CuTHakoBo Ne 48, eT. 7
1505 Codus

bbarapus

[TIpouzsoauTenu

Pfizer Manufacturing Deutschland GmbH
Mooswaldallee |

79108 Freiburg Im Breisgau

[‘epMaHua

HITH

Mylan Hungary Kft.
Mylan utca 1

Komarom, 2600
YHrapus

WK
Klocke Verpackungs-Service GmbH
Max-Becker-Str. 6

76356 Weingarten (Baden)

['epManHKg

laTa na moc/ieAHO Npepa3rIeKAaHe HA JIHCTOBKATA:
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