JIMCTOBKA



JIncToBka: HHPOpPMALHA 32 NALIHEHTA

AkJjiekca 100 mg TBbpAH Kancy iu
Axaekca 200 mg TBbpAH KaNCyJiu
LIEJIEKOKCHO

Aclexa 100 mg capsules, hard
Aclexa 200 mg capsules, hard
celecoxib

[IpoyeTeTe BHHMATE/IHO LA/IATA JIHCTOBKA, MPE/IH 12 3aN04HeETe 12 IpHeMaTe TOBA JIEKApPCTBO,

3a10TO TH ChAbPAKA BakHa 3a Bac unpopmauus.

- 3ana3ere Ta3y JUCTOBKA. MOXKE 1@ ce HAJIOKH J1a sl IPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOMbJIAHUTENHHU BbIPOCH, NnonutanTe Bawmus nexkap wau gpapmauesr.

- Tosa nekapcTBo € npeanucaHo AM4HO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To moxe
/1a UM HaBpE/H, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CUMIITOMH Ca ChllMTE KaTo Batuure.

- AKO MOJIy4YHTE HAKAKBH HEKEJIaHU JIEKAPCTBEHHU peakuMH, yeeaomere Bawus nekap uiu
¢apmaueBT. ToBa BKI1HOUBA BCHYKH Bb3MOKHH HEXKEJIAHHU PeaKLIMK, HEONMCAHH B Ta3H
nUCTOBKA. BHakTe TOUKA 4. — S O
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6. CbabpKaHHE HAa ONAKOBKATa U J10MbJIHUTEHA HH(OPMaLIHS

1. KakBo npeacras/isBa AKJ/IeKca H 32 KAKBO Ce H3M0./13Ba

AKJIeKCa MpHHAAJIEKH KbM rpyna JieKapcTBa, Hape4Ye€HH HECTEPOH/IHHU NMPOTHBOBB3MNAJIUTEIHH
cpeacrea (HCIIBC) v no-cneunanno noarpyna u3BecTHa Kato uMkjiookcureHasa-2 (COX-2)
HHXUOHUTOPU. BaluusaT opraHusbm nNpoUM3Bex/aa npocrarjiaHiH{, KOUTO MOrarT Jia Npe/iIM3BUKBAT
0oJika v Bb3naseHue. [Ipy cbeTOSHUS KaTO peBMATOMIEH apPTPUT U OCTE0apTPUT, BaluaT opraHuszsm
MPOM3BENkK/a MOBEYE OT TAX. AKJIEKCA AEHUCTBA Ype3 HAMaJIaBaHE MPOAYKLMATA HA NPOCTarjaH/1uHH,
Kato no TO3H Ha4YWH HaMasisgsBa 00JIKaTa U Bb3IMaJIEHUETO.

Moske 1a o4aKkBare JIEKApCTBOTO J1a 3arno4yHe Ja AeUCTBa A0 HAKOJIKO Yaca cJie/l IpueMa Ha nbpBara
110332, HO MOXE [1a HE U3MUTATE N'bJIHUA MY €PEKT 10 HAKOIKO /IHH.

AKJIEKCa ce M3I10/13Ba 32 00JIEKYaBAaHE Ha MPU3HALUTE H CUMITTOMUTE HA peBMATOH/I€H APTPHT,
OCTCOAPTPHT H AHKHJ/IO3HPAILL CNOHAHJIHT.

2. Kakso TpnOBa 1a 3HaeTe, npean Aa npuemMere AKJiekca
Axnekca Bu e npeanucad ot Bawus nekap. Cneanara uHpopmauud we Bu nomorve ga nonyuure

Hai-n00pUTE pe3yiTaTH ¢ AKinekca. AKO UMaTe HAKAKBH JOMbAHUTEHH BBIIPOC
Bawus nekap unmn papmanesnr.

He npuemaiire Axkjiexkca:

I'oBopere ¢ Bamus jexkap, ako HAKoe OT 10,1YH30pOeHHTe ce OTHACH 3
C Te3H CbCTOAHHS He OHBA 1a npHeMAaT AKJIeKca.

- aKO CTE€ aJICPrH4HHU KbM LICJIEKOKCHO UM KbM HAKOS OT OCTAHAIUTE
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nekapcTBo (M30pOEeHHU B TOUKA 6),

- aKoO CTe UMAaJlK aNepruyHa peakuHus KbM rpyna iekapcTea. HapeueHHU "cyadoHamuan” (Hanp.
HAKOH AHTHOMOTHUM, KOUTO C€ U3MOA3BAT 3a fIeYeHHE HA HHPEKLHHN).

- aKO B MOMEHTA MMaTe A3Ba Ha CTOMAaxa WM YepBaTa UM KbPBEHE B CTOMAXa UN YepBata

- aKO CJI€ APUEM HA aUETUICATMLUMIOBA KHCEJINHA MK PYTO NPOTHBOBBLIMANHUTENHO H
bonkoycnokosasawo cpeacteo (HCTIBC) cTte umann act™a, noaunu B HOCA, CHAHO HabbOBaHe
HA HOCHATA JIMraBulla WK anepriyHa peakuus Kato cbposiy KoxkeH oOpuB, NoayBaHe Ha
NHUETO, YCTHUTE, €3UKa HIH MbPAOTO, 3aTPYAHEHO AHLEAHE HITU XPUNTEHE,

- aKko cTe OpeMeHHa: ako CbhlIECTBYBA Bb3MOXHOCT 43 3abpemMeHeeTe No BpEME Ha JIEYCHHETO,
Tpabea aa obckanTe MPOTURBO3A4YATHYHHA METOAH ¢ Bawna nekap,

- aKO KbPMHTE,

- aKO UMATE TEKKO YepHOApoOHO 3adonsaBaHe,

- aKO MMaTte TekKO OBOpeyuHo 3abonasane,

- aKO MMaTe BbL3NANCHHE Ha YepBaTa KaTo yIUEpO3€H KOJHT UM DofiecT Ha Kpon,

- aKO MMATE ChPAEYHA HEAOCTATHYHOCT, YCTAHOBEHA HCXEMHUYHA 00NECT HA CBPLETO WM
MO3BYHOCHA0BA DOMECT, HAMp. CT€ UMaNU UH(DAPKT, HHCYIT UAH NPEXOAEH UCXEMHUEH
NpUCTLI (BPEMEHHO HAMAJIEHUE HA KPbBHUSE NOTOK KbM MO3bKa; H3BECTHO CBLIO
KaTO,,MUKPOHHCYT"), CTEHOKAPAHA UNTH 3aNYLIBAHE H2 KPhBOHOCHH Cbh/I0BE KbM ChPUETO HUITH
MO3bKa,

- AKO UMATEe WK CTe uManu npodsieMU ¢ KpbBOODpaLLeHHETO (NepHepHa apTepHanHa DonecT),
“uay ako Bu e npaseHa onepauya Ha apTEpPHUUTE HA NOJTHUTE KPaHHHULM.

IlpeaynpexaeHnsi H NpeINazHH MEpPKH

I'oBopeTte ¢ Bamus adekap nuan papmauesT, NIpeax 12 NPHEMETE AKJIeKCA:

- aKo Mo-paHo cTe HMAJH A3Ba WU KbpBEHE B cToMaxa unu yepraTta (He npuemaiite Aknekca,
aKO MOHACTONMIIEM HMATE A3BA MK KbPBCHE B CTOMAaxXa UJIM Yepsara),

- aKO NpUEMATE aLETHICATHLUHNOBA KUCENHHA (IOPH B HUCKA 1034 32 CbpACUYHA NPOPHIAKTUKA),

- aKO NpUEMaTe APYrH NPOAYKTH, ChAbpKallld TPOMOOLUTHU aHTHArPEraHTH,

- aKo nNpueMare JieKkapcTBa 3a HaMaiiBaHe Ha KphBOCchCUpBaHeTo (Hanp. Bapdapuu/BapdapuH-
nNOoA0OHH AHTHKOArYJAHTH WJIM HOBH NEPOPANHHM AaHTHKOAry1aHTH KaTo anuxcabax),

- aKo NpUMeMare JIeKkapcTea, HapeueHH KOpTHKocTeponau ( Hanp. [lpeaHn3omon)

- ako ninoassare Axknekca 3aeano ¢ apyrd HCIIBC, Hecbabpakay acnupUH, Hanp. udynpoden
unv aukiodenak. Ynorpebara Ha T€3U AeKapeTBa 3acaHO TpsaORa aa ce u3darea.

- aKo NMyLIWUTe, cTpajare oT AuabeT, UMaTe BUCOKO KPBBHO HAJIAraHE UJIK MOBULLEHHM HWBA Ha
XonecTepost,

- ako Bawurte cbpue, uepeH aApod Han 6b0peun He PyHKUHOHMpaAT A00pe, BallnMAT nekap Moke
Ia noxenae 1a Bu npaBu peA0OBHH NMPETNEIH,

- aKO MMaTe 3a1PbXKKa HA TEMHOCTH (KaTo MOAYTH INME3CHU WK X0AWa),

- aKko ¢Te 00e3BOAHEHH, KOETO C€ IbJKH, HAaNpHMep, Ha NOBPbLIAHE, AMapUs WM ynoTpebarta Ha
AHYypeTHLH (M3MON3BAHK 3a OTBOAHSBAHE),

- aKo CTE UMAJIH CEPHUO3HA AICPrutHa peaKlHs WiK CepUO3Ha KOXHA peaki(ii KbM HAKAKBU
NeKapcTBa,

- AKO Ce€ YyBCTBATE HEPA3MONOKEHHU NOpany HHPEKUNA KK CMATATE, Y€ UMATE NHPEKLUMUA, Thid
KaTO AKJIEKCA MOXE Aa MAaCKHPa TPeCKa WiK APYrH NPHU3HAUM HA HHPEKUMSA ¥ Bb3NAIEHHE,

- aKO CTE Ha Bb3pacT Haa 65 roannu, BawuaT ntekap Moxke aa noxenae aa Bu npocneassa
NEPUOARYHO.

- Ynotpebara Ha ankoxon u HCIIBC moxke 1a yBeanuu pucka OT CTOMAlEHO-YPEBHH
HapYUEHHA.

Kakro v ocraHanute HCIIBC (nanp. udynpodeH unu anknogeHak), Toea ne
N0 NOBHLIECHHE Ha KPBbBHOTO HajsiraHe U Baluuat nekap Moxe 1a noxenae
npocneassa Balero KpbBHO HaAraHe.

Hskon cnyuan Ha ocTpa yepHOApOOHa peakiua, BKJl. OCTPO YEPHOAPOOHO BB
yepHHa Apo0, YepHOAPOOHA HEAOCTATHLYHOCT {HAKOH C (PaTaNeH M3X01 HIIH U3



TPaHCIUTAHTALMA) ca CBOOWEHH ¢ ueaekokeud. Cpen cnyyanTe, CboOLIABALLM BpEME HA Bb3HHUKBAHE.
NOBEHETO OCTPH HEPHOAPOOHH peakUHH ca HACTBIH/K B PAMKMTE Ha eIMH Mecell €€/l 3ano4YBaHe Ha
NeYeHue,

AKNeKca MOXe 1a Hanpasu No-TpyaHo 3adpemeHsaBaHeTo. Tpadsa na undopmupare Bawuns nekap,
aKO JlIaHUpare 1a 3adpeMeHeeTe, WK ako uMaTe NpodaeMu cbe 3a0peMEHSIBAHETO { BUIKTE TOUKA
~DPEMEHHOCT N KbpMeHe').

JApyru JekapcTBa H AKJ1eKca

Mound, vagopmupaiite Bawuus nekap uad gpapmauesT, ako npueMare Wid HaCKOpO ¢Te NpHeMasiH

APYrH NEKapcTRa:

- HexcTpomeTopdhaH (M3Mn0/13BaH 3a J€UYeHHEe HA Kauiuua),

. ACE-uHXUOUTOpH WK aHruoTeH3UH [[-aHTaroHucTH, Bera-6aokepr U NUYpPETHLH (U3NOI3BAHH
3a JICYEHHE HA BUCOKO KPBBHO HAJIATAHE U CHPACUHHA HEAOCTATHYHOCT),

- ®iykoHa301 v pudaMnuuMH (M3MOI3BaHHU 3a JieueHHe Ha MLOUYHHM M DaKTepUaTHU UHGDEKUHHN),

- Bapgapun vnn apyrv BapdapuH-noaodHH fiekapeTsa (,,pa3pexaaluy KpbRTa" CpeacTBa, KOMTO
HaMaNABaT KPbBOCBCUPBAHETO), BKIIHOUHTEIIHO [MO-HOBH JIEKAPCTBEHH NPOAYKTH KaTo
anukcabaH

- JIuTHH (M3NON3BaH 3a JIeUeHWe HA HAKOW BUAOBE AENPECH),

- JpyrH NeKapcTBa 3a ISUEHHUE HA EMPECHs, PA3CTPOICTBA HA CbHS, BUCOKO KPbBHO HasisiraHe
HJIK HEPUTMHYHA CHPACYHA NCHHOCT,

- HepponenTHuM (M3N0N3BaHU 3a ICUCHNUE HA HAKOU NCUXHYHH 3abonsaBaHu),

- MeroTpekcaT (M3N03BaH 3a JJeYeHHE Ha PEBMATOWAECH apTPHT, NCOPHAZUC U IEBKEMHS),

- KapbamasenuH (M3n013BaH 3a NCYEHHWE HA EIMHACICUA/IbpUOBE U HAKOW GopMH HA DOJIKA HY
AenpecHs),

- bapOuTypaTH (M3N0N3BaHU 3a JICHEHHUE HA CMUICNCUN/TIPUITAABLUM U HAKOH Pa3CTPOHCTBA Ha
CbhHA),

- LIMKIOCNIOPHH K TAKPOUMYC (M3MO13BaHHU 33 NOTHCKAHE HA HMYHHATA CUCTEMA, HaNnpUMep
CJIeZl TPaAHCIUIaHTaLUMA ),

AKNeKca MOXe 14 ce NIPHEMA ¢ HUCKH Q03M aUeTHUICATHLKIOBA KHeeIMHa (75 mg uian no-
Masiko/aHeBHO). KoHcyaTupaiite ce ¢ Bawus nexkap npeay ynotpedara Ha ABETE N1EKAPCTBa 3a€IHO.

bpeMeHHOCT, KhbpMene H pepTHIAHTET
AKO CTE OpeMEHHA UM KbPMUTE, CMATATE, Y€ MOXKE Aa cTe OpEMEHHA WNH NMNaHUpaTe OPeMEHHOCT,
NOCbBETBANTE ce ¢ Bawmna nexap vau dapmauesT npeay ynorpedara Ha TOBa J1€KapCTBO.

bpemeHHOCT

Aknekca He TpAOBa Aa ce NMpUeMa OT KEHH, KOMTO ¢a OpeMeHHH WX Morart Ja 3abpemeHenr (T.¢€.
AKEHU B A€TEPOAHA BB3PACT, KOUTO HE M3MOJ3BAT a4€KBATHA KOHTPALIETLIHA) 1O BPEME HA JieYeHHUe.
A ko 3abpemeHeeTe 1O BpeMe Ha fieueHue ¢ Axiiekca, TpabBa na npekpaTuTe JIEYEHUETO H Aa Ce
CBbpKeTE ¢ Bawns sekap 3a anTepHaTUBHO JICYEHHE.

KbpMeHe
Axuiekca He Tps0OBa aa ce U3MOoJ3Ba N0 BPEMe Ha KbpMEHE.

deprunnrer

lllopupaune n padora c MAILIHHA

Tpsadbea na By e n3pecTHO Kak pearvpate Ha AKJeKca, nipead Aa wogupare
AKO yceuniaTte BUEHE Ha CBAT WK yMOpa cJied NpHeM Ha AKnekca, He LOhHN Pandtere
MALLIMHKU, JOKATO TE€3H PEAKLIMH HE M3UE3HAT. -\*%“..\_._ ofF




AKJIEKCA CHABLPKA N1AKTO32 H HATPHH

AKko Bawuat nekap Bu € ka3an, ue umare HENOHOCHUMOCT KbM HAKOH 3axapH, CBbpHKETE ¢e ¢ Baluus
NneKap, npeay aa NPUEMETE TO3HU JIEKAPCTBEH NPOAYKT.

ToBa AekapcTBO CbAbpKA NO-MaNiko OT | mmol HaTpis (23 mg) Ha kancyaa, T.€. MOXKE [a Ce KakKe, Ye
MPAKTHYECKH HE CbAbPIKA HATPHIA.

3. Kak na npremaTte AKJeKca

Bunaru npuemaiite Aknekca To4HO KakTo BH ¢ xazan Bawnart nekap. AKO He CTe CUTYPHH B HEILO,
nonutaiire Bawuus nekap nau papmanesT.

AKO MHUCAIMTE MM YyBCTBATE, Y€ ePEKTHT Ha AKJIEKCA € TBLPAE CHIEH WIK TBbPAE clad, roropere ¢
Bawiug nekap uau gapmallent.

BawusaT nexap we Bu kaxe kakBa n03a Tpabea qa npueMate. ThH KaTo pUCKBT OT HEXKelaHy
peakiMH, CBbP3aHH ChC ChPACHHH NPOOIEeMH, MOXKE Ja C€ YBEJIUYH C yBeMUYaBaHE HA 103aTa H
MPOABLKUTENHOCTTA Ha NEYEHUE, BAXKHO € Aa H3NOJ3BATE HAK-HUCKATAa 103a, KOATO KOHTPOIKpa
BawaTa 6onka U He TpadBa na ynoTpedasate AKiekca No-Abaro OT HeoOXOAUMOTO 32 KOHTPOHPaHE

Hd CHUHMIITOMHTC.

HauuH Ha MpuaoKeHHE

Kancyaure Axnexkca TpadBa aa ce noribmar e/ ¢ soaa. Kancynure Morat na ce npyemar no
BCAKO BpeMe Ha [ieHs, ¢ uau 6e3 xpaHa. Onuralite, obate, aa npueMaTe BCAKa 103a AK/IeKCa 10 €AHO
U CBLUO BPEME BCEKH [IEH.

Cebpxerte ce ¢ Bawnsa nekap, ako He yceware HUKakeo NogodpeHHe B paMKHUTE Ha ABE CEAMHLM OT
3aN04BaHE HA JIEYEHUETO.

[IlpenopbrunTENHATA A03a €!

3a ocTeOaApTPHT NpenopbuuTenHara a03a e 200 mg BcekH aeH, B cydai Ha HEOOXOAMMOCT MOXe 4a
ce yBenuuy oT Bauus nekap a0 makecamym 400 mg.

Jo3ata 0OMKHOBEHO €:

- eaHa karncyna ot 200 mg BeAHBXK AHEBHO WIH

- enHa kancyna oT 100 mg asa nbTH AHEBHO.

3a pesMaTOHACH APTPHT NpenophLuMTenHaTa 103a € 200 mg BcekH AeH, B cy4ail Ha HEOOXOAUMOCT
MOJKE Ja c€ YBeJMYM oT Bawima nexap a0 makcumym 400 mg.

Jo3aTta OOMKHOBEHO €:

- eaHa kancyna or 100 mg aBa NbTH AHEBHO,

3a aHKHJ03HpaLl CHOHANIHT NpenopbuMTeNHaTa 103a ¢ 200 mg BcekH AeH, B Cyuait Ha
HEODXOAUMOCT MOXeE N2 C€ YBEIHUH OT Bawuns nekap 1o makcumym 400 mg.

JlozaTa OOUMKHOBEHO €:

- enHa kancyna ot 200 mg BeAHBK AHEBHO HAHM

- eaHa kancyna ot 100 mg aga nbTH AHEBHO.

buOpeuny HAH YepHOAPOOHH NpodaeMH: YREepeTe ce, e BawuaT nekap 3Ha
YepHOAPOOHHK UK OBLOpeyuHU NpodieMH, ThH KaTO MOXKE 1a Ce HYXK/IaeTe OT

IIannedTH B HANpeAHAAA Bb3PacT, 0CODEHO TE3H € TerJio Mo-Maiko OT
Haa 65 roaMHun K ocodeHo, ako Texute no-manko ot 50 kg, Bawuar nekap
npociensapa Bauieto cbcTOAHME NO-yecTo.



MakcumanHa JHEBHA 1034a:
He Tpabea ga s3emate noseue oT 400 mg Ha aeH (4 kancyaun Axkaekca 100 mg wian 2 kancysm

Axnexca ot 200 mg).

A KO CTe HpPHe/IH NOBE4YE OT He00X0AUMATA 103a AKJIeKca

He Tpadea ga npuemare noBede Kancynu oT Tosa, Koeto By € kasan Bawuar nekap. AKo npuemere
TBBPAE MHOT'O KAancyJ/H, CBbPXKETE ¢ ¢ Bawmna nekap, papMaueBT Hnu DONHWLA U B3emeTe BameTo
nexapcTeo ¢ Bac.

AKO CTE IPONYCHA/AR 1A IpHeMeTe AK/IeKca
AKO cTe NponNyCHAMNH 1a MIPHEMETE KAaNcyna, NpUeMeTe s BeaHara wom ce cetute. He B3emaiite

ABOHHA A03a, 32 1a KOMIIEHCHUpATE NMpoITycHaTaTa g03a.

AKO ¢Te Cpe/d NpHeMa Ha AKJ/IeKca

BHezanHo cnupane Ha BaweTto neueHne ¢ Axiekca MoXke 1a 10Beje 10 BaollapaHe Ha Bawure
cumnToMu. He cnupaiite npuema Ha Aknexca, ocBeH ako Bawunat nexap He Bu e kazan aa ro
Hanpaeute. Bawuar aexap moxe Aa By kaxke Aa HAMATUTE A034Ta MNpe3 HAKONKO AHH npeau

OKOHYaTENHO CITUPAHE.

AKO UMATE HAKAKBH AOMBJAHWUTCAHHU BBLIIPOCH OTHOCHO ynoTpedaTa Ha TOBA JIEKAPCTBO, MOMUTANTE
Baluuns nekap wau gpapMauesT,

4. Bb3MOXKHH HEXKEJIAHH PEAKUHH

KakTo BCHYKH NEKApCTBA, TOBA JICKAPCTBO MOXE A MPEAN3IBHKA HEXENAHN PEAKLUHWH, BBNPEKH Y€ HE
BCCKH MM MoNy4asa.

AKO HAKOSA OT HEXKENAHWTE JICKAPCTBEHH peakuMU CTAHE CEPHO3HA, WK 3adenexuTe ApyrH,
HEOMHCAaHH B Ta3H JIMCTOBKA HEXEJIAHN peakuHH, MONa yeeaoMeTe Bawua nekap wind dapManesT.

Hexenannre peakuuu, H30poeHu no-10.y, ca HA0JKWAABAHH NPH NAIIHEHTH ¢ APTPHT, KOHTO ca
npueMann Axinekca. Hexerannre peakunu, 0003HaAUEHH CbC 3Be3agH4uKa (¥) H n30poeHu no-
A0JIy, €2 HACTBIIHJAH ¢ NO-BHCOKA MeCTOTA, OTKOJKOTO OHE3H, HACTLITHAH NPH NALHEHTH,
NpHEMATH AKJeKca 32 NpeBeHUHA HA MOJIHNH HA 1e0eJ10TO 4epBo B KJIHHHYHH NPOY4BaHHA.

[IanHeHTHTE B T€3H NPOYYBAHHA CA NPHEMAIH AKJIEKCA BbB BHCOKH /103H H 34 AbJI0 BpeMe.

AKO ce CIYYH Hello OT JOJAYH3OpPoeHoTo, CHpeTe PHeMAa HA AKJ/IeKCA H He3a0aBHO KAXKeTe HA

Bamusa nexap:

AKO umare:

- anepruyHa peakums KaTo KOXeH OOpHB, MNOYBaHE Ha JIMLETO, CBUPKALLO WK 3aTPY/IHEHO
JMLLIAHE,

- CbpAcYHHU NpodaeMH KaTo 0OJKA B IbpAUTE,

- CHJIHA CTOMAlLHA DONKa MM NPOSBH Ha KPbBOKM3IUB OT CTOMAXA HIIM HEPBATA, KATO H3X0XK/AaHe
Ha YEPHH WJIH MPHMECEHH C KPBB H3MPAKHEHHA WK NOBPBLUAHE HA KPBB; KOXKHA peakums, KaTo
OOpHB, MEXYPH HIIH JIIOLLIEHE HA KOXKATA,

- qyepHOAPOOHA HEAOCTATHYHOCT (CUMNTOMUTE MOTAT Aa BKJIKOUBAT ra ' TEHHULUA
(Bamara koxa u 6110T0O HA OYHTE H3TNEKAAT KDBIITH)).

MHoro 4ecTH: MOXe 1a 3acerHaT noBeue oT 1 Ha 10 aywn:
- BUCOKO KPbLBHO HAJIAraHe, BKJIKOYMTEIHO BAOLIABAHE HA ChIUECT

Hangrane®*,

YecTH: Moxke aa 3acernart Ao 1 na 10 aymmu:



- cCbhpagyeH yaap*,

- 3a4pbKKA HA TEYHOCTH C NOAYBAHE HA ME3E€HUTE, J0JHHTE KpalHHULUK W/ WK PbLETE,

- HHPEKUWH HA TMKOYHHUTE NbTULLEA,

- 3aayX*, CHHYMT (Bb3naneHHe Ha CHHYCHUTE, HHPEKLKA HA CHHYCUTE, 3anNyLUCHH WK BONE3HEHH
CHHYCH), 3aNYLIEH HOC WM Xpema, Bb3NAIEHHE Ha IMbPJIOTO, KauutHUA, HACTHHKA,
rpUNoOnogoOHU CUMIITOMM,

- CBETOBBLPTENK, NPODJIEMH CbC CbHA,

- nogpbulaHe*®, croMalHy OONKH, AHAPHA, HAPYLIEHO XPaHOCMHWIaHe, 00pa3yBaHe Ha ra3ose,

- 0Opus, cbpoex,

- MYCKYJ/IHa CKOBaHOCT,

- 3aTPYAHEHO MNMperibliaHe®,

- rnapobonue,

-~ rajeHe (MNo31BY 3a MOBPBILIAHE),

- OONE3HEHOCT HA CTABHUTE,

- BIIOLLARAHE HA ChLIECTBYBALUH ANIEPTHH,

- BHE3aMHU TPaBMH.

HeuecTn: Moxke aa 3acernar g0 1 1a 100 gymu:

- MHCYAT™,

- CbpASYHA HEAOCTATbUHOCT, cbhpledHeHe (yceluaHe Ha YAapUTe Ha ChpLETO), NOBHULLEHA
CbpAEHHA 4YECTOTa,

- NPOMEHH B TADOPATOPHUTE U3CEIBAHKUSA, OTPa3ABaLLH QYHKLHATA HA YepHHUS APOD,

- NpoMeHn B NabopaTopHUTE U3C/eBaHHA, OTpa3aBaLly hpyHKLHATA HAa OBOpeumTe,

- aHeMHA (IPOMEHH B YCPBEHUTE KPBbBHU TE/111a, KOUTO MOraT Ja MPUUYUHAT YMOpa U 331yX),

- TPEBOXKHOCT, AENPECHS, YMOPAESMOCT, CbHIWBOCT, YCEUIAHE 32 H3TPBNBAHE (MITTHUYKH U
MpaBy4KaHe),

- BUCOKH HMBA HA Kalui B JaDopaTOpHUTE U3CNEABAHMSA HA KPBBTA (MOXKE Aa NMPHUHUHAT
MoBpbUlaHe (MO3UBH 3a NOBPBLIAHE), YMOpA, MYCKYJIHA cTadOCT UK ChpLEDHEHE),

- HaMaJlleHO WK 3aMbIJIEHO BHM(IAHE, UIYM (3BBLHEHE) B yiiuTe, D0JIKa U paHH Ha yCTara,
HaMaleH Cnyx™,

- 3anekK, XbJlLaHe, Bb3NaNeHUE Ha CToMaxa (CTOMALLHO pa3cTPOMCTBO, CTOMALIHHM DOAKH UK
MOBPbLLUAHE), BNOLIABAHE HA BBL3MAJIEHUE HA CTOMAXA WM YEpPBaTAa,

- KpaMmiH (CXBallaHUs) Ha JOJHUTE KpaHHULIK,

. H3NBKHA CHPOaL oOpuB (ypTHKaApHs),

- Bb3Ma/IEHHE Ha O4HUTE,

- 3aTPYJHEHUS B AULLIAHETO,

- NpOMSAHA B LBETA Ha KOXKaTa (CHHHHU),

- Donka B rppauTe ( reHepanMiupaHa 00aKa, KOSTO He € CBLP3aHa CbC ChPLIETO),

- NoAYyBaHe Ha JIMLETO.

Penxn: moxe na 3acernar 1 ua 1 000 ayuin:

- 9384 (KbPBCHE) B CTOMAXa, XpaHOMPOBOAa MK YEPBATA; pyNTYypa Ha YepBaTa (MOXe na
Mpean3BHKA CTOMALIHK BONKK, TPECKa, raJeHe, NOBPhLUAHE, 3aMyluBaHe Ha YepBaTa), TbMHH
HJTW YEPHH HU3MPaXKHEHHUA, Bb3NaleHHe Ha NaHKpeaca (MOXKe Na AOBEAE A0 CTOMALUHH OONKH),
Bb3NalleHHe Ha XpaHonpoBoaa (e3odaryca),

- NOHWXEHO HHBO HA HATPHI B KPBbBTA (CHCTOSHHE, HAPEYEHO XHITOHATPHE

- HamaJsieH Opoii 6enu KPpbBHH KJIETKH (KOWTO CMOMArar 3alMrara Ha T
TPOMOOLIUTH (YBEIUUEH PUCK OT KbPBEHE UJIM HACUHSBAHE),

- 3aTPyJAHEHA KOOPAHHAUKA HA MYCKYIHUTE [IBHXKEHUA, | , S
. 4YyBCTBO HA OOBPKAHOCT, NPOMEHH BbB BKYCOBUTE BBHINPHATHA, fr ? : ) ‘E ‘1
- YBEJIMYEHA 4YBCTBUTEAHOCT KbM CBETIIHHA, .

- KOoCcONnaj,

- XaNKOLHHALHH,

- OYHH KPbBOH3/HUBM,
- OCTpa peakLus, KOATO MOXe Na Aoseae no denoapodbHo BbinanekHue,



HENpaBUIEH CbPAEYEH PHTHM,
3a4EPBABAHE,

KPbBEH CLCHPEK B KPBBOHOCHHUTE ChAOBE Ha ApodoBeTe. CUMNTOMMUTE MOrarT 4a BKIKOUBAT
BHE3aMNeEH 3a0yX, OCTpU 0OAKH MPH AULLAHE UK KOXANC,

KbpPBEHE OT CTOMAXa WK Ye€pBaTa (MOXKE /13 IOBEAE A0 KbPBABH H3NPAKHEHHUA UOH TEKKO
Bb3MAJIEHHE Ha YepHH: Apod (xenaTtuT). CHMNTOMHUTE MOTaT Aa BKIXOUBAT raacHe (NMO3HUBH 3a
NOBPBLUAHE), AHAPHS, XKBATEHULA (KBATO OUBETABAHE HA KOXKATa U OANOTO HA OUUTE),
NOTBLMHABAHE HA YPHUHATa, OJIEAH U3NPAXKHEHKS, TIECHO KbPBEHE, ChpOeX HIH BTPUCAHE,
ocTpa ObOpeUHa HENOCTATLYHOCT,

MEHCTPYaIHH HapyLUEHUSA,

OAYBAHE HA JIMLETO, YCTHUTE, YCTATA, €3MKA UU CbPJOTO HITH 3aTPYAHEHO NPErabLUAHE.

Mmuoro peakn: morart aa 3acernar 30 1 na 10 000 aymmu

C Hen3BeCcTHA 4ECTOTA: OT HAJIMYHHUTE 1aHHH He MOKe 1a Ob/e HanpaBeH

B KIHHHYHEK NPOYYBAHHA, KOHTO HE €A CBLP3AHH ¢ APTPHT HJIH ]
KB/AETO AKJeKca € npueMan B 1034 oT 400 mg/nHeBHO 10 3 roann
JONBJIHHTE/THH HEXETAHH PEaKIHH:

Yecrn: 3acaramn ot 1 10 10 na 100 aymmu:

CEPHO3HH ANIEPrUMHH PeaKLIK {BKTHOYHUTEIHO NOTEHUHANHO (paTaneH aHaduIakTHUYEH LOK),
CEPHO3HU KOKHH peakuMH, KaTo CUHAPOM Ha CTHBBHC-IKOHCBH, eKChOoNHATHBEH AEPMATHT H
TOKCHYHA EMMHAEPMATHA HEKPOIK3a (MOXKE 1A MPHYUHK OOpUB, MEXYPH HAH JIOLLICHE Ha
KOXATa) K OCTPpa reHepanuivpaHa €K3aHTEMHa NyCcTya03a (3aYyepBeHa noayra odnacr ¢
MHOMECTBO MAJIKU FTHOHHH NMBLITYHLIN),

anepruvHy peakuuu ¢ Bb3MOXHHU CUMNTOMH Kato 0OpUB, NOAYBAaHE Ha JIMLETO, TPECKA,
YIOIEMEHH KJ1€3H U OTKJIOHEHUSA B 1aDOpaTOPHH U3CaeaBaHUA (HANp. Ha YepHus ApoD,
KPBLBHUTE KIIETKH (€03HHOUINUSA, YREAHUYEH OPOH Ha onpeaeneH BUI O6eNn KPBBHKU KIETKH)),
MO3BUEH KPBBOU3IUB, KOUTO MOXE Aa AOBEAE OO CMbPT,

MEHUHIHUT (Bb3naneHue Ha OOBUBKHTE Ha IJIABHUA U rPbOHAYHHS MO3DbK),

YepHOAPOOHA HEAOCTATBYHOCT, YEPHOAPOOHO YBPEXKAAHE U TEXKKO YEPHOAPOOHO Bb3NaneHue
(pyAMHUHAHTEH XeNaTHT) (NoHakora aTtalHd WAK Hajlaraly YepHoapoOHa TPaHCTUIAHTALHA ).
CyUMOTOMMTE MOraT Ja BKJIKOUBAT rajeHe (MO3MBH 3a NOBPbLUAHE), AHAPHA, KBJITEHHLUA (OKBITO
OUBETABAHE HA KOXKATa WK OAJIOTO HA OUUTE), MOThbMHSABAHE HA YPUHATA, OAeAH H3NPpaKHEHHA,
NECHO KbpBEHE, CbpOEK WITH BTPUCAHE,

4YepHOAPOOHH HapylleHuUd ( HAaTIPUMEP XOJEeCTa3a UNKU XONECTaTUYEH XENMATHT, KOUTO MOTAT /a
Obaat NpHUAPY#EHH OT CHMIITOMH KaTO NPOMSAHA B LIBETA HA H3NPAKHEHUATA, MaJcHe U
[MO>KBATABAHE HA KOXKATA H D4710TO Ha O4HTE),

ObOpeyYHO Bb3NaneHUe UK ApYryu npobiemMu ¢ 6b0peunTe (kaTo HanpHMep HedpoTHYEH
CHHAPOM WJIH DONECT HA MHHMMATTHHTE H3IMEHEHUSA, KOUTO MOraT Aa ObaaT NPUAPYIKEHH OT
CHMIITOMH KaTo 3a/1pbxKKa Ha BOJA (EAEM), MsIHA B YPUHATA, YMOPAEMOCT M 3aryba Ha aneTuT),
BJIOLIABAHE HA ENUNENCHUSA (BB3MOXKHHU Ca MO-YECTHU W/ WIK TeXKH NpUnaabid),

OnoKaaa Ha apTepUd WIH BEHA B OKOTO, BOAELIO A0 YaCTHYHA WM IThJIHA 3ary0a Ha 3peHue,
Bb3MaICHHE HA KPbBOHOCHUTE ChAOBE (MOXKE Aa NPUUMHH Tpecka, Donka, NypnypHH NneTHa no
KOXaTa),

NOHWXEHHE Ha OpOs Ha 4EePBEHMTE KPbBHH KIIETKH W OEIUTE KPbBHH KJIETKH UITH KPLBHUTE
IUIOUHLUH (MOXKE Aa MPHYHHH YMOPSEMOCT, JIECHO HACHHABAHE, YECTO KbPBEHE OT HOCA H
NOBHULUEH PUCK OT Bb3HUKBAHE HA MHPEKLHN),

MYCKYaHH OONKH U cnabocr,

HapyleHO 00OHAHUE,

3ary0a Ha BKyca.

[npHEeMa Ha JCKapCTBOTO.

CbpAEYHH NPODAEMK: CTEHOKapaua (rpbaHa bonka),



- CTOMALUHHK NpOoO/eMHU: CHHAPOM Ha pa3apa3HEHOTO YepBO (MOXKE 1a BK1KOUBA DOMKH B CTOMAaXa,
AWapHA, CTOMALLIHO pa3CTPONCTBO, ra3oae),

- KaMbHU B Ob0peunTe (KOUTO MOraT Aa NPpUYHHAT BOJKK B CTOMaxa MM rbpda, Kpbe B
YPHHATA), 3aTPYAHEHHE NPH YPUHHPAHE,

- YBEMHYEHO TENNO.,

HeuecTn: 3acaramu ot 1 10 10 na 1 000 gymn:

- Abnboka BEHO3HA TPpoMDO3a (KPbBEH ChCHPEK ODUKHOBEHO B Kpaka, KOWTO MOXKeE /1a NPHUYHHMU
00JiKa, MOAYBAHE U1K 3a4EPBABAHE HA Npaceua WK NpobaeMu Npu AulLaHe),

- npobsieMH CbC CTOMAXa: CTOMALUHA HHPEKUNSA (KOATO MOXE [a NMPHUKMHH Bb3NAJICHUE WU A3Ba
Ha CTOMAaxa ¥ 4epBara),

- CUyNBaHE Ha N10/ICH KpPaHHHUK,

- Xepnec 30CTEP, KOKHA MH(PEKLMA, eK3eMa (CyX chpOaLl 06puB), MHEBMOHHUS (HHPEKUMA Ha
CpbAHUS KO (BH3MOXHA KallfiMUa, TPeCKa, 3aTPYAHEHO AHLLAaHe)),

- NJIABALUK YACTHUH B OKOTO, NMPHYUHABALLN 3AMBIJIEHO HAH NOHWXKEHO 3pEHUE, 3aMaiiBaHe,
ABLIKALLO C€ HA NPOBIEMH HA BLTPELIHOTO YXO, DOJIE3HEHU, Bb3M1ANEHW NN KbPBALILY BEHIIH,
paHH B yCTara,

- MPEKOMEPHO YPUHHUPAHE Npe3 HOLTA, KbPBEHE OT XEMOPOUIH, HECTO XO/EHE M0 rojiaMa Hy»K/a,

- MacTHH DYUKH MO KOXKaTa WU Apyraae, raHrndoHu (6e300MAHO NoaYyBaHE MO UK 0KOJ0
CTABHTE M CYXOXH/IMATA HA PBLUETE WM Kpakara), 3aTpyAHEH roBOp, aDHOPMEHO W/IH MHOTO
TEXXKO BarMHaIHO KPbBOTEHYEHHE, ODONKHN B MbpAMTE,

- BMCOKH HMBA HA HATPHH OT KPbBHH HU3CIEXBAHHA.

Cho0maBane HA HEXEJIAHH PeAKIHH

AKO NONYUHUTE HAKAKBH HEXEAHU JIEKAPCTBEHU peakliuu, yseaomeTe Bawuwa nekap nnu apmanesr.
Tosa BkNrOUBA BCHYKH Bb3MOXHH HEOMHUCAHHU B Ta3H JIMCTOBKA HEXKEAHU peakuud. Moxerte Chulo aa
CHOOLUUTE HEXETAHH PEAKLIMK AHPEKTHO 4pe3

HU3nbaHWATENHA areHuMa no JiekapcTeaTa

yn. Jdamau ['pyes™ No 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiT: www.bda.bg

Karo cbobuiarate HeXeslaHH peaKkUUy, MOXKETE Aa JAAETE CROA NMPHHOC 3a NOJy4YaBaHE Ha MOBeUe
HHOpMaLIMA OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKAPCTRO.

3. Kak na cboxpansiBate AKJiekca
CbxpaHsBaiTe HA MACTO, HEAOCTBIHO 32 AelA.

He u3non3BaHTe TOBA JIEKAPCTBO CNE/A CpOKa Ha rOAHOCT, OTOEJIA3aH BbPXY KAPTOHEHATA KYTHS K
Oiancrepa caea ,J'oaeH 00”. CpokbT HA FOAHOCT OTrOBaps Ha MOCJEAHHAA AEH OT MOCOUEHHUA MeceL.

Ha ce cvxpansasa nopn 25°C.

——

JlekapcTBaTa He TpsAOBaA 4a Ce U3XBBLPJIAT B KAHATH3ALMATA WK B KOHTEHHCHS | TH&I[’I:-I.I'.PI
y i

[TonuTaiiTe Bawuva apMauesT Kak 4a YHHULOXKATE HEHYKHUTEe BU nekag o

CMOMOTHAT 3a Ofla3BaHE HA OKOJIHATA cpea.

6. CoabpxKande HA ONAKOBKATA H JONLJHNTEIHA HHpopmana

KakBo cbanpxa AKiexkca
- AKTHUBHOTO BELIECTBO € uenekokcHod (celecoxibj.
Beaka 100 mg Tebpna kancyna ceasvpxka 100 mg nenexokcud,



Besika 200 mg TBbpaa kancyJia cbabpka 200 mg uen1ekokeuo.

- Jlpyrute cbCeTaBku (noMouHM BeuecTra) Ha 100 mg TBbpaa karcyna ca: jakTo3a MOHOXHU/parT,
noBu10H K30, Kpockapmeso3a HaTpHH, HATPHEB JlaypHJIcyadart U marHe3ues creapar (E470b) B
/IPOTO HA KarcyJiata v »enaTuH v TuTaHoB auokcua (E171) B kancynaHaTa oOBuBKa.

- Jlpyrure cberaBku (nomowHM Bewlectsa) Ha 200 mg TBbpaa KancyJa ca: J1JakTo3a MOHOXHMApar,
nosuaoH K30, kpockapmenosa HaTpui, HaTpUeB Jaypuiacyadar u marHesues creapat (E470b) B
A/POTO Ha Karicyjara u »eaaTuH, THTaHoB AHOKCHA (E171) nkbaT xene3eH okeua (E172) B
KarcyJiHaTa OOBHBKa.

Kak n3riexaa AK/JIeKca H KAaKBO CbAbpPKa ONAKOBKATA

Tanoro u kanaveto Ha 100 mg TBbpAM KancyJiv ca Oesik, Kancyjaure ca ¢ Ab/kuHa 15,4 mm —
16,2 mm. Kancyaure cbabpkaTt 081 UM 1oyTH 051 rpaHynar.

Tsanoro v kanayero Ha 200 mg TBBPAH Kancy/au ca kapeHUKABO-KbJITH, C 1b/DKHHA 18,9 mm —
19,7 mm. Kancyiure cbabpKaT 051 UM 1oYTH OsJ1 rpaHyJiar.

100 mg u 200 mg kancyqu ce npeanarat B kytuu ot 10, 20, 30, 40, 50, 60, 90 u 100 kancynu B
OJTUCTEPH.

He BcMukM BHOBE ONMAKOBKK MOrar aa ObJart nycHaTH Ha nasapa.

[IpuTexares HA paspenIeHHeTO 32 ynoTpeda
KRKA, d.d., Novo mesto, SmarjesSka cesta 6, 8501 Novo mesto, CiioBeHus

[IpousBoauTenn: ]
KRKA, d.d., Novo mesto, Smarje$ka cesta 6, 8501 Novo mesto, CnoBeHus
TAD Pharma GmbH, Heinz-Lohmann-Str.5, 27472 Cuxhaven, ['epmanus

Tosa JiekapcTBO € paspenieHo 3a ynorpeda B AbpKaBHTe - WieHKH Ha EBponelckoTo
HKOHOMHYECKO NpocTpancTBo H B O0eanHenoTo kpajcTeo (Cesepua Upsanaus) noja cjieJHATE
HMeHa:

AbpxaBa Mme HA JIeKAPCTBEHHH NMPOAYKT
bbarapus AxJiekca

Ectonus, Jlutea, CnoBenusa, Cinosakus, Helika Aclexa
PenyOauka, [Tonwa, YHrapus, PymMbHus

['epmaHus Celecoxib TAD
Ucnanus, [lopryranus, /lanus, LlBewus. Celecoxib Krka
Ounnanaus, Upaanauws, bearus, Huaepnanaus

DpaHuus CELECOXIB HCS
O6eaunneHo kpancteo (CesepHa Mpnanaus) Celecoxib

JlaTa HA MOCJIeAHO NMpepasriexaaHe HA JTHCTOBKATA
01 FOnm 2024

[loapobHa nHpoOpMaLHa 32 TOBA JIEKAPCTBO € NMPEAOCTaBeHa Ha yel
no nekapctBara (MAJ]) http://www.bda.bg.
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