JIHCTOBKA



JlncToBKka: HHpOPMALHA 332 NANNEHTA

Aknexca 100 mg TBBEpAN Kancyan
Axnekca 200 mg TREPAH Kancy/H
uenexokcud

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

IIpoveTeTe BHHMATENHO IA/1ATA JHCTOBKA, HPEIH Aa 3aN0YHETE 14 NPHEMATE TOBA JECKAPCTBO,

3a10TO TH ChALPXKA BaxkHa 3a Bac undopmanaan.

- 3anasere Ta3u nuMcToBKa. Moke na ce HANOXKH Na % NPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JOMBIHHTENHH BLIPOCH, NonuTaiTe Baiug nekap MM dpapMaLesT.

- Tosa nexapctso e npeanucaHo JiuHo Ha Bac. He ro npeotcTsneaiite Ha apyru xopa. To moxke
Jla UM HaBpe[H, HE23aBHCHMO OT TOBa, Y€ TEXHHTE CHMITTOMM €a ChillMTe KaTo Bawuute.

- AKO 10OAY4HTE HAKAKBH HEKEJaHH NIEKAPCTBEHH PEAKLIMH, yBeaomeTe Baus nekap unu
tapmauesT. ToBa BKNIOYBA BCHHKH Bb3MOXKHH HEXKENAHH PEAKLWH, HEOTIHCAHH B Ta3H
AuvcroBka. Buxre Touka 4.

W3MLAHNTENHA ATEHLIAR NO NEKAPCTBATA

TucmoBxa  [Tpusowenua 2
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1. Kakpo npeacTasnsBa AKNeKca H 34 KAKBO ¢€ H3NM013Ba

AK/eKca NpUHALNeXH KbM Ipyna IeKapcTBa, HapeueHH HECTEPOMAHH TIPOTHBORBINAIHTENHH
cpeactsa (HCIIBC) 1 no-cneunanHo moarpyna H3BecTHa KaTo LHKII0OKCHreHasa-2 (COX-2)
HWHXHOUTOPH. Bamuar opraHiin3sM npou3sexkaa NpocrarfaHMHH, KOHTO MOTaT 43 NMpeAW3BHKBAT
fonka u Bb3nanenue. I1pH CbCTOSHUA KATO PEBMaTOUAEH APTPHT H OCTEOApTPHT, Bawuat opraHnseM
NIPOM3BENK/IA MOBEYE OT TAX. AKIeKca AeiiCTBa upe3 HaMansBaHe MPOAYKLUUATA Ha NPOCTArIaHAHHH,
KaTo Mo TO3H HAYHH HaMansgea 6onkaTa H BE3NANEHHETO.

Moxe na OuakBaTe 1eKapcTBOTO Aa 3anouHe 42 OEHCTBA 10 HAKOJKO Yaca cliell MpHeMa Ha [FbpBaTa
1033, HO MOXKe A2 He M3NUTATE MBIHUA MY eeKT JO HAKONKO AHH.

AKsieKca ce H3MOU3Ba 33 06IeKYABAHE HA NIPYU3HALMTE U CHMNTOMHUTE HA peBMATOHAEH APTPHT,
OCTEe0APTPHT H AHKHJIO3HPall CIORH/IHT,

2. Kakro TpafBa na 3uaere, npean Aa npueMeTe AKjiexca

Axnekca Bu e npeanucan ot Bawna nekap. Cneanara ungopmauus we Bu noMorne aa nonyunte
Bawna nexap unu papmaueeT.
He npuemaiite Axnexca:

l"onopeTe ¢ Baminsa JIEKap, AK0 HHKO€ 0T ﬂOJ'IYI:BﬁpOCHHTe €€ OTHACH 3a Bac, b
¢ TelH ChCTOAHHA He OHBA Aa NnpHEMAT Aknexca.




aKO CTe aJIePprH4HH KbM LIEeKOKCHO HIH KbM HAKOA OT OCTaHAIMTE CbCTABKH Ha TOBA
NekapcTBo (M30poeHH B TouKa 6),

4KO CTe HMaNW ANepruyHa peakuHs KbM Ipyna JiekapcTea, HapeyeHH "cyndonamMuaun” (Hanp.
HAKOM aHTHOMOTHUH, KOHTO C€ M3MOA3BAT 33 IeHeHHE HA HHeXUKH),

aKo B MOMEHTa HMaTe A3Ba Ha CTOMaxa WK YepBaTa H/IH KkPBEHE B CTOMaxa H/lH YepBaTa
aKo CNell NPHEM Ha ALETHICATHLXIOBA KHCENHHA WK APYTO NPOTHBOBL3NATHTENHO H
Honkoycnokxosgaiuo cpeactso (HCIIBC) cre umanu actma, nonunu B Hoca, cuaHo HaGbLOBaHe
Ha HOCHATA NIMTABHLA HJIH ANePrUYHA peakumnsa kaTo cbpbaLy koxkeH oOpuB, nonysaHe Ha
JIHLETO, YCTHHTE, €3HKA WIIH I'bPJIOTO, 3aTPYAHEHO THILAHE WK XPHUNTEHE,

ako cTe OpeMeHHAa; aKO ChLUECTBYBA BL3MOKHOCT Aa 3abpeMeHeeTe Mo BpeMe Ha JIeHEHHETO,
Tpabea na o6cuANTE NPOTHBO3a4aTEYHH METOAH ¢ Bawna nexap,

aKO KbpMHTE,

aKo MMaTe TexKo yepHoApobOHo 3abonaBaHe,

ako umare Texko OuOpeuno 3abonssane,

aKo MMaTe Bb3NajleHHE Ha YepBaTa KaTo yALepo3eH KonuT uiu 6onect Ha KpoH,

aKO HMATe Cbp/IEHHA HEIOCTATBYHOCT, YCTAHOBEHA HCXEMHYHA 60NIECT Ha ChPLIETO MU
MO3bYHOCHAOBA BONECT, HAMD. CTE UMaNH HHGAPKT, MHCYAT WK NpeXodeH HCXEMHYEH
APUCTBN (BpEMEHHO HAMaJleHHE Ha KPbBHHA NOTOK KbM MO3BKA; H3BECTHO CHILO KATO
»MHKPOHHCYJIT®), CTEHOKAPAMA HIH 3aMyLIBaHE HA KPbBOHOCHH CHAOBE KbM CBPLETO HITH
MO3bKa,

aKo HMare WIH cTe HManu npobiaemy ¢ kpbeoobpaluenueto (nepudepHa aprepranya Gonecr)
MY ako By e npaseHa onepatius Ha apTepHHTe Ha AONHHTE KPaHHHLA.

IIpenynpexneHns ¥ npeaAna3HH MepKH
I'oBopeTe ¢ Bawna nexap nian papmanesT, Npedn Ja NpueMeTe AKIeKca:

Kakro 1 ocrananure HCIIBC (Hanp. ubynpodes win nuknodeHax), ToBa nekapeTso M
J0 NOBHLUEHHE HA KPBBHOTO HanAraHe U BaluuaT nekap Moxe 1a noxenae nepHoauy
npocieassa Bawero kpLBHO HANATAHE.

aKo MO-PaHO CTe HMAJH A3Ba WIK KbpPBeHE B cToMaxa Hnu uepeaTta (He npuemaiiTe Axnekca,
aKo MOHACTOAINEM HMATE A3BA HIH KbPBEHE B CTOMAXA WIIH 4epBara),

AKO [PHEMATE aLETHICANMLMIOBA KHCENHHA (IOPH B HUCKa 1034 33 ChpaeyHa npoduIaKTHKa),
AKO MNPHEMATE APYTH NPOAYKTH, ChIbLPXALIH TPOMOOLMTHHY aHTHArPEraHTH,

aKo NMpHEMATE JIEKApCTBA 32 HaMaNABaHE Ha KPLBOCHCHPBAHETO (Hanp. sapdapun/Bapdaput-
nono6HH aHTHKOAry/1aHTH WM HOBU NEPOPAIHH aHTHKOAryJ1aHTH KaTo anukcabax),

aKo NpHUeMaTe JIEKapcTRa, Hape4eHH KOPTHKOCTEPOMAHM (Hanp. NpeAHH30/10H)

axo n3nosnseare Ariekca 3aeqHo ¢ apyrd HCIIBC, necbabpxaniu acnupuH, Hanp. HoynpodgeH
HH JukiodeHak. Ynorpebarta Ha Te3H NekapcTBa 3aeaHo TpsabBa na ce u3barea,

aKo MyLHTE, CTpajgare oT Auader, MMaTe BHCOKO KPhBHO HANATAHE WIH MOBHLICHH HHBA Ha
XonecTepon,

axo Batuunte copue, yepen apob wnn 6u6peun He dyHkuHOHHpaT nobpe, Bawuat nexap Moxe
Ia noxenae 1a Bu npaBH peaoBHun nperneau,

ako MMare 3aipbKKa Ha TEHHOCTH (KaTo NOAYTH INe3eHH WK X0aWia),

aKko cte 00€3BOIHEHH, KOETO CE IbJIKH, HANpUMep, Ha NOBPbLLAHe, IMapusa WK ynoTpebara Ha
AHYPETHLH (M3MION3BAHH 33 OTBOAHABAHE),

aKO CTe HMANK CEPHO3HA AISPrHYHA PEaKLHA HIIH CEPHO3HA KOXKHA peakLMi KbM HAKAKBH
TieKapcTRa,

aKo Ce 4yBCTBAaTE Hepa3NoAMmKeHH NOpaaAH HHGEKLUS UK CMATATE, Y€ HMaTe HHOEKLHS, Thif
KaTo Ar/leKca MOoxe 1a MacKkHpa Tpecka WIH APYrH NpH3HALH Ha HHEKUH K Bb3NajieHue,
aKo CTE HA BbL3PAacT HaA 65 ronuHu, BalnkaT nexap Moxe 1a noxenae ga Bu npocnesnssa
AEPHOAHYHO.

Vnotpe6Gara Ha ankoxon  HCTIBC moxe na yBenyum prcka OT CTOMALLHO-UPEBHH
HapyLUeHHs.




Hsikou cnyuan Ha ocTpa YepHOApoGHa peakutis, BKI. OCTPO YePHOAPOOHO Bb3NaneHHe, YBpexKaaHe Ha
uepHus Apob, YepHoapoOHa HEAOCTATBYHOCT (HAKOH ¢ (haTaleH H3XO HIH H3HCKBALIK YepHOoApobHa
TpaHcnnadTauus) ca cboblieHu ¢ uenekokcHb. Cpen cryvanTe, cbobluaBalliy BpeMe Ha Bb3HUKBAHE,
MOBEYETO OCTPH YepHOAPOOHH peakuMy ca HaCTBIIUAY B PAMKHTE Ha €AHH MECEL CNEA 3aN0YBaHE HA
NeyeHHe.

Joknaaeanu ca cepro3HH KOXKHH PeakLMH BbB BPb3Ka ¢ ieueHHeTo ¢ Aknekca. Cripete ynoTpebara
Ha AKNleKca H noTbpceTe He3abaBHO MeAMLIHHCKA NOMOLL, ako 3abeneskxHTe CHMNTOMH Ha CEPHO3HH
KOXCHH pEaKllHy, OMHCaHK B ToHKa 4 ,,BL3IMOKHH HexeNaHH peakLuH™,

AfuieKca MOXKe a HanpaeH No-TpyaHo 3abpeMenssareto. Tpabea na undopmupare Bamua nexap,
aKko NnaHHpate aa 3abpeMeHeeTe, HIH aKo UMaTe MpodaeMH cbe 3abpemMeHABaHETO (BHXKTE TOUKa
»BPEMEHHOCT M KbpMeHe™).

Jpyru nexapersa H Axiekea

Mons, nndopmupalite Bawiug nekap uau GapmaueBT, ako NPHEMATE HAH HACKOPO CTE NPHEMAITH

JAPYTH JIEKapCTRA:

. Hexcrpomeropdan (M3n0N3BaH 32 AeUcHUE HA KaLLTHLA),

- ACE-uHxu6UTOpH HITH aHrHoTeH3HH ll-aHTaronncTH, GeTa-6nokepy U AHYpETHIM (M3NON3BAHH
3a fleyeHHe Ha BUCOKO KPbBHO HANAraHe H CbpAeyHa HEROCTaThYHOCT),

. ®nykoHaszon u pudaMnuuuH (MU3N0N3BaHH 32 NeveHue Ha MbOMYHK K Bakrepuanuy UHdeKkUHn),

- BapdapuH win apyru BaphapHH-NoaoOHU EKapCTBa (,,pa3pexaalii KpLETa” CPEACTBA, KOHTO
HaMaJIaBaT KPbBOCHCHPBAHETO), BKIIIOYHTENHO NO-HOBH JICKAPCTBEHH NPOAYKTH KaTO
anukcaban,

- JluThii (M3MOI3BaH 33 NEYEHHE HA HAKOH BUAOBE AETIPECHS),

- Jpyru nekapcTsa 3a eyeHye Ha JENPECHA, Pa3CTPOHCTBA HAa ChHA, BHCOKO KPBBHO HANIATAHE
HITH HEPUTMHYHA cbpleyHa AeHHOCT,

- HeBponenTHuM (#3N013BaHH 33 JIeUeHHe Ha HAKOH NCHXHYHH 3a0onaBaHkg),

- MetorpekcaT (W3N0N3BaH 3a leYeHHWe Ha peBMAaTOMAEH apTPHT, TICOpHA3HC H IEBKEMHA),

- Kapbamasenun (M3n0/138aH 3a NeHeHHe Ha enwiencus/rbpyioBe H HAKOH dopMH Ha Bonka Han
INENpecHs),

- BapbuTypaTH (M3n013BaHH 32 fleUEHHE Ha EMUIENCHA/NPHNAABLM H HAKOH pa3CTpo¥cTBa Ha
ChHA),

. LIMKIOCNOPHH W TakpONMMYC (H3MON3BaHH 33 TIOTHCKAHE HA KMYHHATa CHCTEMA, HanpuMep
cllell TpaHCILIAHTaLMSA ).

AKJlekca MOXe J1a Ce NPHeMa ¢ HHCKH 103H alECTHACATULIMIOBa KHcenuHa (75 mg WM no-
manko/aHesHo). KoHcynTupatite ce ¢ Bawna nekap npeay ynorpebata Ha ABeTe ieKapeTBa 3a¢HO.

BpeMenHocT, KbpMeHe M GepTHIMTET
AKo cTe GpeMeHHa WM KbPMHUTE, CMATATE, Ye MOXe 2 cTe OpeMeHHa WK NtaHupate GpeMeHHOCT,
noceBeTBaiiTe ce ¢ Bawna nekap unn dapMauerT npead ynotpedata Ha ToBa NeKapcTBO.

Bpemennoct

AKNekca He TpaGBa [1a € MPUEMA OT XKEHH, KOUTO ca OpeMeHHHW WK Morar Ja 3abpeMeHeAT (T.e. KeHd
B AETEPOAHA Bb3PACT, KOMTO HE U3NO0N3BAT a1€KBATHA KOHTPALIENLIMA) MO BPpEME Ha JleueHHe. AKO
3abpemeHeeTe No BpeMe Ha NedeHue ¢ Akekca, TpaOBa 1a NpeKpaTUTe NEYEHHETO H Aa Ce CBLPIKETE C
Bawima nekap 3a anTepHaTHBHO JieYeHHE.

KnpmeHe —
Axnekca He TpaOBa 1a ce H3NON3BA MO BPEME HA KbpMEHE.

depTuaureT
HCIIBC, BkntouuTenHo Aknekca, MoraT fa AoBeaart Ao npobnemu cbe 3abpemMeHsB

YBCOOMHTE Baiuna JICKap, aKO nlaHupare 6pemeHHocr HAH HMAaTe npoGnemx ChC 3al




lodupane n padoTa ¢ MAIIAHY

Tpabsa na Bu e u3pecTHO Kak pearupare Ha Aknekca, npeau Aa wodupate wid paboTuTe ¢ MaLLIMHK.
AKO ycellaTe BHEHE Ha CBAT WJIH YMODa C/lel NpHeM Ha AKiiekca, He wodupaiite n He paboTeTe ¢
MAalllMHH, 10KaTO TE3H PEaKLHM HE H3YE3HaT.

AKJIEKCA CHAbPAKA JAKTO3A H HATPHH

Axo Bawwusar nexap B e kazan, ue HMaTe HEMOHOCHMOCT KbM HAKOH 3axapH, cBbpxeTe ce ¢ Bawua
Nlexap, Npeay Aa MPUEMETE TO3H JIEKAPCTBEH NPOAYKT.

Toea nekapctso chabpxa no-manko o7 1 mmol vatpuii (23 mg) Ha kancyna, T.e. MOXKe a Ce Kaxe, ue
NpaKkTHYECKH He ChAbpika HaTpHH.

3. Kak na npuemare Akiekca

BuHaru npuemaiite Aknekca TouHO KakTo BH e kazan Bamuar nekap. AKO He CTe CHIYPHM B HELIO,
nonurafite Bawus nekap unu dapmauesr.

AKO MHCIIHTE WM YYBCTBaTe, 4e¢ edeKTbT Ha AK/IEKCa € TBBbpAE CUieH Wik TBbpae ciab, roBopere ¢
Bamus nexkap wan gpapMauceT.

BawwusaT nexap ue Bu kaxe kaksa no3a tpadsa na npuemare. Tbil KATO PUCKBT OT HeXeJIaHH
peaKLiHH, CBBbP3aHH ChC ChPAESYHH NpoONeMH, MOXKE /1a C¢ YBEJIHYM C YBEIHYaBaHE Ha [103aTa H
NPOABLHKNTENIHOCTTA HA JIEHEHHE, BAXCHO € N2 M3MON3BaTE Hal-HHCKATa 1033, KOATO KOHTPOJIHpa
Bamara 6osika 1 He Tpa6Ba aa ynotpe6aBare AKneKca nNo-Abaro OT HeoOX0AUMOTO 32 KOHTPOHpaHe
Ha CHMIITOMMUTE.

HauuH Ha NPpHIIOKEHHE

Kancyante Axntexca Tpa6Ba 1a ce norasmar ueiH ¢ Boga. Kancynure Morar na ce npHeMar no
BCAKO BpeMe Ha fend, ¢ wid 6e3 xpava. Onuraiite, obaye, 1a npHeMaTe BCAKa A03a AKJIeKca 1o eaHo
H CBIIC BPEME BCEKH JIEH. '

CB1>p>Ke're ce ¢ Bawnsa NEKap, ako He yYCeliaTe HHKaKBO no,uoﬁpenﬂe B PAMKHTEC Ha ABC CCIMHLH OT
3arno4BaHe Ha JICHCHHLTO,

IIpenopbunTenHaTa no3a e:
3a ocTeoapTPHT NpenopbyUTENHaTa 033 € 200 mg BcekH AeH, B clyyail HA HeOOXOAMMOCT MOXeE O3

ce yBenu4H oT Bauua nexap Ao makcamym 400 mg.
Josarta oOuKHOBEHO e:

- eaHa kancyna oT 200 mg BeHBK AHEBHO UNH
- enna kancyna ot 100 mg aga nbTH AHEBHO.

3a peBMAaTOHIEH APTPHT NpenopbUMTeNHaTa 103a e 200 mg BeekH AeH, B Clydait Ha HeoGX0AUMOCT
MOXe a ce yBeaHuH oT Bamusg nekap mo maxcamym 400 me.

Jo3zata 00MKHOBEHO €:

- eaHa kancyna ot 100 mg ABa NbTH AHEBHO.

3a aHKRJI03HPALl CHORIMJIHT NPENOPbYHTENHATA 1033 ¢ 200 mg BeekH Aewn, B cayuail HA
HeoOXOIHMOCT MOXKE Ja ce yBenuyy oT Baiuus nekap o maxkcamym 400 mg,
Ho3zata o0MKHOBEHO €:

- enxa kancyna ot 200 mg BeaHBXK AHEBHO HITH

- eaHa kancyia ot 100 mg nBa nbTH NHERHO.

BnOpedunn niu yepHoapoGnu npodaemn: ysepere ce, ue Bawuar nekap zHae, ako
4epHOApOOHH WK 6BOpeuHn NpoGieMu, ThH KaTO MOKe Ja Ce HYKIaeTe OT N0-HUC



ITaiHeHTH B HANPEIHANA BL3PacT, 0coGeHO Te3H ¢ Ter/10 no-mMaiko ot 50 kg: ako cre Ha Bb3pacT
Hax 65 roAHHM M 0coBeHO, ako TexHTe No-Manxo ot 50 kg, Bauiusr nekap moxke Aa noMcka aa
npocnenssa BaweTo chCTOAHKE NO-YECTO.

Ynorpeba npu gena: Axiekca € camo 3a BL3pacTHH, He TpabGea aa ce ynoTpedspa oT feua.
Makcumanna sHeBHa no3a:

He tpatea na s3emare noseue oT 400 mg Ha aeH (4 kancynu Axknekca 100 mg wnm 2 kancynu
Axnexca ot 200 mg).

AKo0 cTe npHeaH noBeYe oT HeobxogamaTa Ao3a Axnekca

He Tpadea 1a npuemare noseue KancylH oT ToBa, koeTo By e kazan Bawmar nekap. Ako npueMete
TBBPAE MHOIO Karncy/4, cebpxkeTe ce ¢ Bawus nekap, gapmauert win 6on1Huua H B3emeTe Bawero
nexapereo ¢ Bac.

AKO CTe NponycHaNH 1a NpHeMeTe AKJeKca
AKo CTe NpomycHanu Na pHeMeTe Kancy/a, IpHeMere s BeJHara oM ce ceTute. He B3emaiite
NBoiiHa 71032, 32 2 KOMIIEHCHPATE NPOMYCHATATA A03a.

AKo cTe cnpe/id IpHeMa Ha AKJeKca

BresanHo cnupade Ha Baluero neueHue ¢ Akiekca Moxe 1a AoBeJe A0 BAoluasaHe Ha Bamunre
cumnTomu. He cnupaiite npuema Ha Axniekca, oceeH ako Bamuar nekap He Bu e ka3zan na ro
HanpaeuTe. Baungar nexap mMoxke aa Bu kaxe 1a HaManure 103aTa Npe3 HAKOKO JAHH Npeau
OKOHYETE/THO CITHpaHe.

AKO WMaTe HAKAKBH AOMbIHMTENHH BBNPOCH OTHOCHO ynoTpefara Ha TOBa NeKapCTBO, NIOMHTANTE
Baiuusa nekap wnu papmanest.

4. BB3MOXKHH HeXeJIAHH PEaKnHH

KakTo BcHUKH JICKapCTBa, TOBa NCKApPCTBO MOXKE A NPEIH3BHKA HCXKENMAHH peakKLHH, BBIIPEKH Ye HE
BCCKH I'H nony4aea.

AKO HAKOSA OT HEXKENAHHTE JIeKapCTBEHH pCakKUHH CTaHe CEpHO3Ha, UK 3abenexure APYrH,
HEOMHCAHH B Ta3H THCTOBKA HCXKCNAHH pCaKUHH, MOJIE YBEAOMETE Barus JICKap Wi d;)apmaueBT.

HemesanuTe peakiui, H36poenu no-10.1y, ca HAb1101ABAHH NPH NANMEHTH ¢ APTPHT, KOHTO ca
npuemann Axiekca. Hexenanure peakuHs, o603HaMeHH Che 3Be3aHuKa (*) H u3bpoeHHn no-
A0.JTy, A HACTHLINJIH € N0-BHCOKA Y€CTOTA, OTKOJKOTO OHE3H, HACTHLIHIH NPH NANHEHTH,
NpEEMAJIR AKIEKCA 33 NPEBeRIAA HA HONRIH A2 Ae0e/10TO YepBo B KIHHHYHH OPOYUBAHHS.
ITaureHTHTE B TE3H NPOYYBAHHA €A NPHEMAJH AK/IeXca BLB BHCOKH J03H H 33 IBJIT0 BpeMe.

AKO ce CJIY4H Hello 0T A0IYHI0poeHOTO, cripeTe NPpHEMA HA AKJICKCA H He3a0ABHO KaXeTe HA

Bamun aexkap:

AKO nMare:

- anepruyHa peakiHs Karto KokeH oOpHB, NOAYRaHE Ha JTHUETO, CBHPKALILO HITH 33TPYAHEHO
anuiane,

- CbpaevHH npobneMH KaTto GONKa B rbpPIOHTE,

- CHJIHa cToMallHA §0/ka MK NPOABH Ha KPbBOM3IIHMB OT CTOMAaxa WK YepBara, K
Ha YEPHH HIH NPHMECEHH C KPbB W3NPAKHEHHS HAH NOBPBLUAHE Ha KPbB, KOX
oGpHB, MEXYPH WIH NIOLLEHE HA KOXKATA,

- 4yepHOAPOOHA HEJOCTATBYHOCT (CHMIITOMHTE MOTaT Aa BKAKOYBAT raaeHe, aua
(Bawara koxa v 0AN0TO HAa OUHTE U3TNIEHKIAT KBJATH)).




MHuoro yecTi: MoKe aa 3acerHaT nosede or 1 na 10 gymn:

BHCOKO KPBBHO HANArAHE, BKIKOUHTENHO BIOIIABAHE HA ChLILECTRYBALLO BUCOKO KPBBHO
HanaraHe*,

Yeern: Moxe 12 3acerHat 1o 1 ga 10 aymm:

cbpleyeH ynap*,

3a/IPBKKA HA TEYHOCTH € MNOJYBAHE HA ME3EHUTE, NOJHHTE KPAHHHLIM WHIHY pBLETE,
MHGEKLMH Ha THKOYHHUTE MBTHILA,

3ayx*, CHHYMT (Bb3NaNEHHE Ha CHHYCHTE, MHOEKLHA HA CHHYCHTE, 3anyLueHn unn Sone3HeHu
CHHYCH), 3aMyIIEH HOC WK XpeMa, Bb3NajeHHe Ha MbpAOTO, KalUUIHUA, HACTHHKA,
rpunonoAcOHH CUMITTOMH,

CBETOBLPTEXK, NPOBIEMH CBC CLHA,

noBpbLlaHe*, CTOMAHY GONKH, AHApHA, HAPYLIEHO XPaHOCMHIIaHE, 0Opa3lyBaHe Ha razoee,
o0puB, cbplex,

MYCKYJTHA CKOBAHOCT,

3aTPYIHEHO NpernbiuaHe™,

raasoboJiue,

raaeHe (MO3MBM 32 NOBPBIUAHE),

O0NEe3HEHOCT Ha CTABHTE,

B/IOLLIABAHE HA ChIUECTRBYBAIIH ajlcpPriH,

BHE3aMNHH TPaBMH.

Heuectn: moxe aa 3acersat ao 1 na 100 aymn:

HHCYNT*,

cbpleuHa HeOCTaThUHOCT, chplebHeHe (ycellaHe Ha yapHTe Ha CbpLETO), MOBHILEHA
Cbple4Ha YecToTa,

NpOMeHH B NabOpaTOPHUTE H3CAEABAHNS, OTPa3ABALUIH PYHKLMATA HA YEPHHA APOD,
NPOMEHH B N1abOpaTOPHHTE H3CNEABaHHA, OTpa3ABaLH PyHKUHATA Ha 6bOpeunTe,

aHemus (MPOMEHH B YEPBEHUTE KPbBHH TeNLa, KOWTO MOTaT a NPHUYHHAT YMOpa K 3a0yX),
TPEBOXKHOCT, ACTPECHS, YMOPAEMOCT, CHHJIMBOCT, YCEIIAHE 33 H3TPLNBaHE (HINHYKU U
MpaByiKaHe},

BHCOKH HMBA Ha KaJlHit B 1a0opaTOpHHUTE H3CACIBAHHA HA KPBBTA {MOXKE A2 NPHYMHAT
noBpsilane (IIO3MBH 3a NOBPbLUAHE), YMOpa, MYCKYNIHA cnabocT WK chpueOHenE),
HAMANIEHO WJTH 3aMBIJIEHO 3peHie, LIyM (3BbHEHe) B YLIMTE, 60NKa W paHH Ha ycTaTa, HaMaleH
cnyx*,

3amMeK, XbIUaHe, Bb3NAJIEHHE Ha CTOMaxa (CTOMAIIHO pa3cTpoficTBO, CTOMALUHK BONKH HAU
MIOBPBLIAHE), BJOLIABAHE HA Bb3NATEHHE HA CTOMAaXA I YepBara,

KpaMIiH (CXBawaHKA) Ha JOMHHTE KpaiHHL,

H3MbKHAT cbpOALl 0OpHB (YpTHKapHa),

Bb3MAICHUE HA OYMTE,

3aTPYAHEHHA B AHLUAHETO,

NpoMsAHa B LIBETA Ha KOXaTa {CHHHHH),

fonka B repauTe (reHepanHzdpaHa 60Jxa, KOATO HE € CBLP3aHa ChC ChPLETO),

noayBaHe Ha NTHLETO.

Peaxn: moxe aa 3acersart 1 wa 1 000 aymn:

A3BH (KbpBEHE) B CTOMAxa, XpPaHONPOBO/IA HIIH YepBaTa; pyNTypa Ha Yepeara (Moxe Ja
npenH3BUKa cToMalHu 6onky, Tpecka, raaeHe, NOBPbILAKE, 3aMyLIBAHE Ha YepBaTa), TbMHH
WIH Y€PHH H3NPOKHEHHA, Bb3NATIEHHE HA NIaHKpeaca (MoXe 1a 0BeNE A0 CTOMALIKH
Bb3naleHue Ha XxpaHonposoaa (e3odaryca),

MOHMKEHO HUBO Ha HaTpHH B KPbBTA (CHCTOSHHE, HAPEYEHO XUIMOHATPHEMHA),
HamaieH 6poit 6enn KPBBHHU KIETKH (KOMTO CIOMarar 3all{TaTa Ha TAIoTO OT
TPOMOOLIMTH (YBENHYEH PUCK OT KbPBEHE WM HACHHSABAHE),

3aTPYAHEHA KOOPAHHALIMA HA MYCKYJIHHTE ABIDKEHHS,




YYBCTBO Ha OOBPKAHOCT, MPOMEHU BbB BKYCOBHTE Bb3MPHATHA,

YBeJIH4EHA HYBCTBHTENHOCT KbM CBETIIHHA,

Kkoconag,

XaJIlOUHHALMY,

OUYHH KPbBOH3JIHBH,

OCTpa peakLns, KOATO Moke aa aoBene Ao GenoapobHo Bb3NaneHHe,

HeMpaBWieH CbPAEYEH PHTHM,

3auepBABAHE,

KpbBEH ChCHPEK B KPBBOHOCHHTE CbR0BE Ha JpoboBeTe: CHMNTOMHTE MOraT Aa BKJAIOYBaT
BHE3aneH 3aJyX, OCTpH GONKH NMPH OMIIAHE WK KOJIANC,

KbPBEHE OT CTOMAXa WK 4YepsaTa (MOXKe Aa JOBENE A0 KbpBaBH H3MPAXKHEHHS HIH TEKKO
Bb3NaNeHHE Ha YEPHHA Apo0 (XEMaTHT): CHMITOMHTE MOTAT fa BKNIOYBAT rajieHe (No2HBH 3a
noBpbLIaHe), HaPHA, XKBITEHHLA (HKbITO OLBETABAHE HA KOXKAaTa U BAN0TO Ha ouuTe),
NOTbMHABAHE HA YPHHATA, GienH M3NPAKHEHHA, 1eCHO KbpBeHe, Cbpbex WK BTpHcaHe,
ocTpa GbOpeyHa HeaOCTaTBYHOCT,

MEHCTpPYATHH HapyLLEHHUA,

roayBaHe Ha JIMLETO, YCTHUTE, YCTaTa, €3HKa WIH MbpioTO HIH 3aTPYAHEHO NperTbLIaHe.

Ma=aoro peaxn: Morat Aa 3acersat Ao 1 ua 10 000 aymn

C HeH3BeCTHA YeCTOTA: OT HAJIHYHHTE JAHHHA He MOXe 1a Obae HampaBe¢HA ONEH

CEPHO3HH ANIEPrHiHH peakii {SKIIOYHTENHO NOTEHUHANHO daTaineH aHadWIaKTHYEH LLIOK),
CEpHO3HH KOXKHH peakUHH, KaTo cHHApoM Ha CTuebHC-JDKOHCHH, ekcdonuaTHBeH IepMATHT H
TOKCHYHA eMHJepMaiHa HEKpoK3a (MoKe Ja NPHYHHH OOpHB, MEXYPH HIIM JIIOLLEHE Ha
KOXATa) H OCTpa reHepaiu3HpaHa €K3aHTeMHa NyCcTyio3a (3auepBeHa nonyta obnacrt ¢
MHOMKECTBO MAJIKH FHOMHH MbMYALM),

AIEPrHYHH PEAKLHH C BbIMOKHH CHMIITOMH KaTO OOPHE, MOLYBAaHE HA JIMLIETO, TPECKA,
YroJIEMEHH XJIE3H H OTKIIOHEHHS B 1abOpaTOPHU M3cneABaHHA (Hanp. Ha YepHHus aApod,
KpPbBHHTE KIETKH (eo3uHodunna, yeenudeH Opoi Ha onpeaeneH By 6K KPBBHH KNETKH)),
MO3BbYEH KPbBOM3JIME, KOHTO MOXeE Aa 1oBefe A0 CMbPT,

MEHHHIMT (Bb3nanteHHe Ha OOBHBKHUTE Ha IMIABHHA W IPHOHAYHKA MO3BK),

4epHOAPOOHA HEJOCTATBYHOCT, HEPHOAPOOHO YBpeXkaaHe B TEXKO YePHOAPOOHO Bb3naleHHe
(dbynmunanTeH xenaTvT) (MOHAKOra PaTanHK HAH HUTaramM YepHoApoOHa TpaHCIUIaHTaLUUa):
CHMIITOMHTE MOrAT Ja BKJIKOUBAT rafeHe (MO3HBH 33 NOBpbLIAHE), AHAPHA, K bITEHHLA (3KBITO
OuUBeTABaHE Ha KOXKaTa WM OAN0TO Ha OuKTe), NIOTbMHABAHE HA YPHHATa, 611eH H3NPAKHEeHHA,
7IeCHO KbpBEHE, CbpOek HAH BTPHCaHE,

YyepHOAPOGHH HapylueHHA (HanpHMEP XOJECTa3a HIH XOJIeCTaTHYEH XENATUT, KOHTO MOrar Aa
ObOaT NPHAPYKEHH OT CHMITTOMH KaTo MPOMAHA B LBETA HAa H3NPLKHEHHATA, TafieHe H
NOXBJTABAHE Ha KOXaTa M OA0TO Ha OuuTe),

61.6peuno Bb3nanenre uny Apyru npodaemu c Gubpente (Kato Hanpumep HepoTHUEH
CHHAPOM MM GONecT Ha MUHUMATHKTE H3MEHEHHA, KOMTO MOoraT 4a 6bJaT NpHAPYXKEHH OT
CHMNTOMH KATO 3a/lpbiKKa Ha BOAa (€4eM), MAHA B YPHHATA, YMOPAEMOCT H 3aryfa Ha aneTHT),
BJIOLIABAHE HA EMUENCHA (BB3MOXHH €a MO-4ECTH W/HIIH TEXKH NPUNagbLy),

6nokana Ha apTepHs WM BeHa B OKOTO, BOAELLO A0 YaCTHYHA WIIH Mb/HA 3ary0a Ha 3peHne,
Bb3NANEHHE HA KPLBOHOCHHTE CHAOBE (MOXE Aa NPHYKHHH Tpecka, 6osKa, MypypHH RETHA MO
KoKara),

MOHWKEHHe Ha Bpos HA YEPBEHUTE KPBBHH KNETKH K OenuTe KPbBHHY KIETKH WIH KPLBHUTE
IUI0YULH (MOKE Ba NPHUHHH YMOPAEMOCT, JIECHO HACHHABAHE, YECTO KbPBEHE OT HOCA W
MOBKILIEH PUCK OT Bb3HHKBAHE Ha HHGEKLIMH),
MYCKYJHH 6onxu 1 cnabocr,

HapyLleHo 00OHAHHE,

3aryba Ha BKyca.

NMOHHIKEH d)epTunum [IPH KECHH, obHKHOBEHO 06paTHMO CBCTOAHHE NPH MNpe
npHeMa Ha nEKapCcTBOTO,



- APYTH CEPHO3HK KOXKHH CHCTOAHMSA, KaTo PUKCHpaH KoXeH 0OpHB (OTNIHUUTENTHA KOXKHA
anepruyHa peakuus, KOATO 0OMKHOBEHO C€ MOABABA HA CBILOTO (MTE) MACTO/MECTA MPH
MOBTOPHO M3/1AraHe Ha JIEKApCTBOTO H MOXKE N2 CE NPOABH KATO KPLIVIH HIH OBATHH 3a4€PBEHH
YUACTBLM W NOAYBAaHE Ha KOkaTa, oOpasyBaHe Ha MexypH (00pHB), cbpbex) U reHepanu3upaH
6ynosen BprkcHpaH nekapcTeeH oOpHB (MOXKE [1a BKITIOUBA LIMPOKOPA3MPOCTHPALLH C& KOXHH
peakuHH}.

B KJHHHYHA NPOYYBAHHSA, KOHTO He CA CBBP3AHH ¢ ADTPAT HJIH APYTH APTPHTHH CHCTOAHHUS,
KbeTo AKJeKca ¢ npHeMana B 7o3u o1 400 mg/aneBHo Ao 3 roanHH, ca HAGAI0AABAHH CIETHHTE
AOI'bLJIHHTE/IHH HEXEJTAHH PEAKIHH:

Yecrn: 3acarams ot 1 a0 10 na 100 aymn:

- cbpaeuHM npobnemu: cTeHokapaus (rpbana bonka),

- CTOMALLIHH Npo6ieMH: CHHAPOM Ha pa3pa3HeHOTO YepBO {MOXeE Ja BKIKOUBA HONIKH B CTOMAaXa,
AMApHi, CTOMALIHO Pa3cTPOHCTBO, razose),

- KaMbHH B ObOpeLnTe (KOUTO MOraT Aa IPUYHHAT GONKH B cTOMaxa uny repba, Kpne B
YPHHATAa), 3aTpyAHEHHE NPH YPHHUpPaHe,

- YBEJIHYEHO Terno.

Hevectu: 3acarams ot 1 o 10 ma 1 000 aymn:

- Abnboka peHo3Ha TpoMGo3a (KpbBEH ChCHPEK OOHKHOBEHO B KpaKa, KOHTO MOXe 02 NPHYMHH
Oonka, mogyBaHe WM 3a4EpRABaHe Ha Npaceua UAW NpobieMH NpH autiaHe),

- npoGieMH CbC CTOMaxa: CTOMaLiHA HHpeKUHS (KOATO MOKe a2 NPUYHHH Bb3NaneHHe uix 13ea
Ha CTOMAXa W YepBara),

- CYYTIBAHE Ha A0JIEH KpafiHHK,

- Xeprnec 30cTep, KoXHa HHpeKLni, ekdeMa (cyx cbpbain o6puB), NHeBMOHUA (MHeKUHs Ha
TPBAHKA KOW (BB3MOXKHA KALINHUA, TPECKA, 3aTPYAHEHO AHLIAHE)),

- TUTaBallK YacTHLH B OKOTO, MPHYHHABALIY 3aMbITIEHO WIH MOHMKEHO 3peHHE, 3aMaiiBaHe,
ABIDKALLO ce Ha NpobneMy Ha BLTPELHOTO yX0, 60Ne3HeHH, Bb3NANEHH HIH KbPBALLH BEHLH,
paHu B ycTaTa,

- NPEeKOMEPHO YPHHHpaHe Npe3 HOLUTA, KbPBEHE OT XeMOPOH/IH, YECTO XOACHE MO roNaMa HyXaa,

- MacTHH OyukH NO KOXKaTa Win Apyraje, raHrm{oHH (6e306uaHO NogyBaHe MO WITH OKONO
CTABHTE H CYXOXH/IHATA Ha PBLLETE WK KPaKaTa), 3aTpyaHeH roBop, abHOPMEHO WM MHOTO
TEXKO BarHHANHO KPbBOTeUeHHE, OONKH B rbpauTe,

- BHCOKH HHBA Ha HATPHI OT KPLBHU H3CNEABAHMA.

Crhodmarane HA HEKEIAHA PeAKIHA

AKO nony4HTe HAKAKBH HEXKENAHH JIEKApCTBEHH peakulH, yeeromeTe Baurns nekap wnu gapmauest.
Tosa BKTIOYBA BCHUKH Bb3MOXXHH HEOMHCAHH B TA3H IMCTOBKA HEXKeNaHH peakurH. MoxeTe cbulo aa
cbOOLIMTE HeXKeNaHH peakUdH AUPEKTHO upe3

H3nbaxuTenHa areHUHA Mo JieKapcTBaTa

yn. Jlamau Cpyes” Ne 8

1303 Codua

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

Karto cbobmaBare Hexxenany peakuvH, MOXeTe 1a AafleTe CBOA NMPUHOC 3a NMONy4YaBaHe Ha NOBEYe
HHOPMALIHA OTHOCHO GE30MacHOCTTa Ha TOBa JIEKapCTRO.

. Kak na cexpausipate AKJaexkca

C'I:XpaHﬂBaﬁTe Ha MACTO, HENOCTBLIIHO 3a Acua.
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He n3nonzeaiite ToBa NTeKapCTBO CJiEl CPOKA HA FOAHOCT, OTOENN3aH BbPXY KapT ﬁld‘%’_ A G
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Ha ce cuxpaussa nop 25°C.

JlekapcTBaTa He TpACRa Aa Ce M3XBbPJIAT B KAHATH3ALMATA WK B KOHTEHHEpa 3a JOMALIHH OTNAbLH.
IMonuTaiite Bawwa gapMauesT kak na yHHRIOKHUTE HeHyxHUTe By nekapcrea. Tesn Mepku e
CMOMOTHAT 32 ONa3BaHe Ha OKONHaTa cpena.

6. CouabpxkanHe HAa ONAKOBKATA H JONBJIHHTEIRA HRGOpMANHA

Kakgpo cbI1bpxa AKIeKca

- AKTHMBHOTO BELLECTBO € LIENEKOKCHD (celecoxib).

Besaka 100 mg TBepaa kancyna cbabpka 100 mg uenekoxcubt.
Bcaka 200 mg Tebpaa xancyna ceaspxa 200 mg uenekokeHt.

- Jpyrute cheraBkd (MoMoLtHH BeliiecTa) Ha 100 mg TBbpaa kancyna ca: NakTo3a MOHOXHAPAT,
noBuaoH K30, kpockapMenosa HaTphii, HaTpHER naypuncydaT H MarHesues creapaT (E470b) B
AApOTO Ha KancyaaTa M xenaTiH W TutaHos avokcHa (E171) B kancynHara obaneka.

- Jpyrure cberasky (noMowHH BeulecTa) Ha 200 mg TBbpAA Kancyna ca: naKTo3a MOHOXHAPAT,
nosuaoH K30, kpockapMmenosa HaTpuii, HaTpHeB naypuncyndar u marvesnes creapat (E470b) B
AApOTO Ha Kancynara H »xenartiH, THTaHos aHokcua (E171) u sxbnT xenesen okeuag (E172) B
KancynHarta oGBHBKA.

Kak m3raexaa AKIeKca # KAKBO ChABPKA ONAKOBKATA

Tanoto u kanaueto Ha 100 mg TBBPAH Kancyau ca 6enu, KancynHTe ca ¢ AbMkHHa 15,4 mm-—
16,2 mm. Kancyaure cbabpkar 641 Wid noutu 6an rpaHynar.

Tanorto u kanavero Ha 200 mg TBLPAM KANCYNH ¢a kKaeHHKABO-KbITH, C IbDkHHA 18,9 mm-
19,7 mm, Kancynure cuabpxar 641 uni novrn 6an rpaHynar.

100 mg u 200 mg xancynu ce npemnarar 8 kytau ot 10, 20, 30, 40, 50, 60, 90 1 100 kancynu B
6nucrepH.

He Bchukn BHAOBC CMNAaKOBKH MOrar ja 61>,ua1' NyCHATH Ha nasapa.

IlpaTexares Ha pajpemicHHETO 3a ynorpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Croeerus

Ipon3BoaHTE H:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioeHus
TAD Pharma GmbH, Heinz-Lohmann-Str.5, 27472 Cuxhaven, 'epmanus

Tosa JexkapcTBo e pa3pemeno 3a ynorpeda B IbpxaBHTe - 4ienKH Ra Erponelickoro
HKOHOMHYeCKO npocTpasceTBo H B O0equnenoro kpancteo (Cesepna Hpianans) noa cieannre
HMeHa:

Jdnpxana HMe HA JeKADCTBEHHSA NPOAYKT
bwarapusa AKlleKca

Ecrouna, Jlutea, Cnosenua, Cnosakus, Yewka Aclexa

penyOavika, [Tomua, Yurapua, PyMbHHA, ManTa

I'epmanua Celecoxib TAD

Hcnanuus, Mopryranus, Janus, Llsewus, Celecoxib Krka

Quunaugua, Upnanaua, bearnsa, Hupepmawanwa | =" -
®panuna CELECOXIB HCS

Qb6eanneHo kpancteo (Cesepra Upaanaus) Celecoxib

}Iam HAa NOCJICAHO NPEePArIeKIAHC HA JHCTOBKATA
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[MoapoGHa vH(opMalks 3a TOBa IEKapcTBO € NpelocTaBeHa Ha yebcaiTa Ha M3nbinuTena AreHuus
no nekapcteara (MAJ]) http://www.bda.bg.




