JIMCTOBKA



JIncroBka: undopmauus 3a norpedburens

Cenebpexc 100 mg TBbpan Kancy.iu
Celebrex 100 mg hard capsules

Cenebpexc 200 mg TBbp/AH KANCY/IH
Celebrex 200 mg hard capsules

LIeJIEKOKCHO (celecoxib)

[IpouereTe BHUMATEIHO UAIATA JIHCTOBKA, PE/IH /1A 3aNI04YHETE /1a IPHEMATE TOBA JIeKAPCTBO,

ThH KaTo TH CbhAbpPAKA BakHa 3a Bac undopmanusn.

- 3anasere Ta3u JMcToBKa. Moxe /1a ce HaJIOXKH J1a sl poyeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOITbJIHUTEIHH BbIPOCH, nonuraiTe Bawus nekap wiu dgapmanesT.

- Tosa nekapcTBo e npeanucano aMuHo Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To moxke
J1a UM HaBpe/iH, HE3aBUCUMO Y€ NPU3HALMTE HA TAXHOTO 3a00/gBaHe ca chluuTe KaTo Baure.

- AKO MOJTy4YHTe HAKAKBH HEXKEJIaHW peaklnH, yseaomere Bawuus nekap wim papmanest. Toa

BKJIKOYBA H BCHYKH Bb3MOKHH HEC)KCJ/IAHH pE€aKlLIMH, HCOINMHUCAHH B Ta3H JIMCTOBKA. BuxkTe TOYKa
4.

KakBo chbabpika Ta3u JIHCTOBKA
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1. KakBo npeacrasiasBa CesieOpekc H 3a KaKBO ce H3M0J/13BA

Cenebpekc npuHaUIeKH KbM rpyna JiekapcTBa, HapeuyeHH HeCTEPOU/IHH NMPOTHBOBb3MNAIUTE/THH
cpeactea (HCIIBC) u no-cneunanHo noarpyna, u3BecTHa KaTo LiMKJI0okcHreHasza-2 (COX-2)
HHXHOUTOPH. Balumsat opraHn3bM Npou3Bex/ia npocTarjiaiiiHu, KOWTO MOrarT J1a Npeau3BUKBAT
Oosnka u Bp3nasenue. [Ipy cbCTOSHUS KAaTO peBMATOM/AECH apTPUT H OCTEOApTPHT, Baluuar opraHuzbm

[MPOH3BEXKIA IMOBCYE OT TAX. CE‘HEGPEKC JIEUCTBA HpE3 HAMAJIABAHE MNMPOAYKLUHATA HaA NnpocTarjlaHJnHH,
KaTo Mo TO3H HAYMH HaMmangaBa OoJsIKaTa U Bb3MNaJleHHETO.

Cenebpekc ce U3noJi3Ba Nnpy Bb3pacTHH 3a 00JieKyaBaHe Ha NMPU3HALIUTE U CUMITTOMMUTE Ha
peBMATOH/IEH APTPHT, OCTCOAPTPHT H AHKHJIO3HPAI CIIOH/IHJIHT.

Moske 1a oyaKkBaTe JIEKapcTBOTO Jla 3aroy4He Ja AeHCTBa /10 HAKOJIKO Yaca cjiejl IpHeMa Ha ITbpBarta
71038, HO MOXKE J1a He U3MHTaTE IMBJIHUA MY e(PeKT U 10 HAKOAKO AHU. Tpabsa na rosopute ¢ Bauius
JIeKap, aKko He ce NnovyBcTBaTte 1no-a0o0pe cnea 14 aHm.

2 Kakso TpsOBa 1a 3naere, npeau n1a npuemere Cenedpekc

Cenebpekc Bu e npeanucan ot Bawus nexap. Cneanara uudopmaums e Bu no
Hail-100puTe pesyataTtu cbe Cenebpekc. AKO UMaTe JOIMBJIHUTEIHH BBITPOCH
Bawimns nekap wau papmauesr.

He npuemaiite Cenebpekc



['oBopeTe ¢ Bauns nekap, ako HAKOE OT LONYH3OpOEHUTE Ba)ku 3a Bac, Thil KATO NaLMEHTH ¢
nofoOHH cbCTOAHKMS He TpsOBa na npuemar CenelOpexc:

- aKo CTe anepruyHM (CBpBLXUYBCTBUTENHH) KbM LIENIEKOKCHO MW KbM HAKOS OT OCTAHAIHUTE
CbCTABKH Ha TOBA ieKapcTBO (M36poeHH B Touka 6)

- aKO CTe HMaJld ajiepruyuHa peakLus KbM rpyrna JIeKapcTsa, HapeueHu “cyndoHamMuan’™ (Hanp.
HAKOX AHTHOHOTHLIM, KOWUTO CE M3MO3BAT 32 NeYeHUe Ha HHPEKLNH)

- ako B MOMEHTA MMAaTe A3Ba HA CTOMaxa WM uepBaTa, HNH KbPBEHE B CTOMAXA WM 4yepBaTa

- aKo cjiefl MpUeM Ha aueTHICANHLMIOBA KHCEIHHA (aCMIMPHH) UK APYTO NPOTHBOBL3NAIHTENHO
H bonkoycnokoasawo cpeacteo (HCIIBC) cte umanu actMa, moaunM B HOCA, CHIHO HabBOBaHe
HA HOCHATa JIMraBHLIA WM AJIEPruyHa peakiuus kaTo cbpO4il koxeH oOpHB, MOAYBaHE Ha
JIHUETO, YCTHHTE, €3UKa WIH I'bPJIOTO, 3aTPYAHEHO JHLIaHe WK XPUITTEHE

- aKo ¢Te OpeMeHHa. AKO ChLUECTBYBA Bb3MOXHOCT Aa 3a0peMeHeeTe 110 BpeMe Ha JIEHEHHETO,
Tpabsa fa 0bcbaAUTE NPOTHBO3aYaTLYHK MeToAH ¢ Baluusg nexap.

- aKo KbpMHTE

- aKo MMare TeXKe YyepHoapoOHo 3abonsBaHe

- ako umarte Texko 6b6peuHo 3abonsBane

- aKO MMAaTe BBH3NAJEHHE HA YepBATa KAaTo Y/LEpo3eH KonuT unu bonect Ha Kpou

- aKO MMAaTE ChpPACUHA HEAOCTATBYHOCT, YCTAHOBEHA HCXEMHYHA 6ONECT HA ChPLIETO WIH
MO3BYHOCBHA0Ba 60MecT, Hanp. cTe HMaTK HHAPKT, MHCYNT WK NPEXOAHA UCXEMHYHA aTaKa
(BpEMEHHO HaMANABAHE HA KPBbBHHA NMOTOK KbM MO3bKa, H3BECTHA ChILO KATO ,,MHKPOHHCYIIT ),
CTCHOKapAHs W/H 3aNyllBaHE H8 KPBBOHOCHH CbAOBE KbM CHPLETO HWIIH MO3bKa

- aKO MMaTe WK CTe HManH npobnemu ¢ kpbeoobpateHueTo (nepudepHa aprepuanHa 6onecr)
Wi ako Bu e npaBeHa onepalus Ha apTepUUTE HA RONHUTE KpaiHHULH.

[IpeaynpexaeHus W npeanasHH MepKH
["'oBopete ¢ Bamna nexap wiv ¢papMauest, npeau aa npueMerte Cenebpekc:

- aKo Mo-paHo CTe HMAIH A3Ba WIH KbpBeHe OT ctomaxa Wi ot yepBaTa (He npuemaiite
Cenebpexc, ako NOHACTONAIIEM UMATE 4388 HIH KbPBEHE B CTOMAaXa WM YepBaTa.)

- aKO NnpHeMaTe aleTHNCATHLIMIOBA KUCENHHA (acTiMpyH) (AopH B HUCKA 032 3a ChpleyHa
npoduiaKTHKa)

- aKo NnpHeMare ApYrH MPOAYKTH, ChAbPXKALUH TPOMOOUMTHH aHTHATPETaHTH

- aKo fIpHEMATE IEKapCTBa 3a HaMaNABaHE Ha KPLBOCLCHpBaHeTo (Hanp. BapdapuH/ BapdaprH-
nogoOHH aHTUKOAryJIaHTH UM HOBH NEPOPAITHU JIEKAPCTBA 33 HAMANABaHE Ha
KpBBOCBCHPBAHETO, HAMp. anMkcabaH)

- aKO M3MON3BATE JICKAPCTBA, HAPEUEHH KOPTHUKOCTEPOUAH (HAIp. NPEIHH3O0H)

- axko u3nonssate Cenebpexc 3aeano ¢ apyru HCIIBC, HechbabpkaLM acnupyH, Hamnp.
ubynpodeH unu auiodenak. Ynorpebara Ha Te3u nekapcTea 3aeaHo Tpabsa na ce u3barsa.

- aKo MyLIWTE, cTpanarte or fvaber, HMaTe BUCOKO KPbBHO HANAraHe WK NOBULLIEHA HUBA Ha
Xonecrepot

- ako Bawure cnpue, yepen apob win 6u6peuy He GpyHKUHOHUpAT nobpe, BaluuaT nekap Moxe
na noxenae Aa Bu npaBu peAOBHH nperienu

- aKO HMaTe 3aJpbAKa Ha TEYHOCTH (KATO NOAYTH I/1€3eHH WM XOAHNa)

- aKo cTe 00€3BOIHEHH, KOETO Ce AbJDKH, HRNPHMEP, HA MOBpPbILaHe, AHApPHS WK ynoTpebaTa Ha
AUYPETHLM (M3NON3BAHU 38 OTBOAHABAHE)

- aKO CT€ HMAJIM CEPHO3HA aNEpPruyHa peakUUa WK CepHO3HA KOXHA PeaklMa KbM HAKAKBH
JaexapeTaa

- aKo Ce YYBCTBATE HEPA3NOJIOKEHH NOpaaH HHPEKUHA WY CMATATE, Y€ HMATE H
kato Cenebpekc Moxe fa Mackdpa Tpecka WK Apyry Npu3Hali Ha HHdeKL

- aKo CTe Ha Bb3pacT Haa 65 roguuH, Baumar nekap e noxenae na Bu np
[ePUOINUHO

- ynorpebara Ha ankoxon 1 HCTIBC Moxe na nosuiny pucka oT cToMalll




Kakro u ocrananure HCTIBC (Hanp. ubynpogeH wnu auxnogeHak), ToBa IeKapeTBO MOXKE fa OBEE
A0 NOBHMIUEHHE HA KPBBHOTO HansAraHe v BawusT nexap moxe na noxxenae nepuoAMUHoO Aa
npocieassa Bawero KpbBHO HanAraHe.

Hskon cnyuau Ha ocTpa 4epHOAPOOHa peakums, BIJI. OCTPO 4epHOAPOGHO Bb3naneHue, YyepHoapobHa
yBpea, YepHOAPOOHA HEAOCTATHYHOCT (HAKOM ¢ (haTaneH U3XOI HIIH HIMCKBALIM YepHOApOGHa

TPAHCIUIAHTaUMA) ca chobleHH ¢ uenekokeub. Cpes cnyyauTe, Npu KOUTO ce cboblilaBa BpeMe Ha

BB3HUKBAHE, [TOBCHETO OCTPH ‘IEQHOQEOGHH PEAKLINY Ca HACTHITWINW B pAMKHWTE Ha €AHH MECeLl Cliej
3anCHYBRAHC Ha JICYCHME.

Cenebpekc MOXe fla Hanpasu 3abpemeHsaBaHeTo no-TpyAHo. TpaGsa na nHgopmupare Baiuua nekap,
aKko rnaHupare Aa 3abpeMeneere WM ako HMaTe npobnemu cue 3abpeMeHsBaHeETO (BXK. TOHKA
,»DPEMEHHOCT, KbPMEHE H dhepTHaNTET”).

Apyrn nexkaperea B Cenebpexc

Tpabea na kaxere Ha Bawuua nexap wnn gapmauesT, ako npUeMaTe, HACKOPO CTE NMPHEMAH, WITH €
BbL3MOXHO Jla IPHEMATE JIpYTH IeKapCTRa:

¢ [lexcTpoMeTopdaH (M3noM3BaH 3a IcUeHHe HA KallinKia)

o ACE-nuxuburopu, anrnorensus Il-aHtraroHucTH, 6eta 6110kepy ¥ AMypeTHLH (M3NON3BAHM 32
BHCOKO KPBBHO HANATAHE Y ChpACYHA HENOCTATBYHOCT)

o (QnykoHa3on ¥ pupaMnHLUKH (M3M013BaHH 3a NeUYeHHe Ha rbOKUHM W GakTepHanHyu HHPEKLMH)

e Bapgapun unn apyru sapdapHH-noaobHy nekapeTsa (,,KpbBopaspexaamin’ ¢peacTsa, KOHTO
HaMasiaBaT KpbBOCHCUPBAHETO), BKII. [TO-HOBH JIEKAPCTBA KATO anukcadbaH
JInTuH (M3M0/13BaH 32 le4yeHHe HA HAKOHW BHAOBE Aenpecus)

¢ Jlpyrv nexapcTpa 3a JICYEHHE Ha JENPECHS, pa3CTPOMCTBA Ha ChbHA, BHCOKO KPbBHO HANIAAHE WY
HEPHTMHUHA ChpjieyYHa JeHHOCT

e Hesponentuuu (13n013BaHH 32 TEYEHHE HA HAKOM NCHXHUYHH 3a00onABaHuUA)

¢ Merorpexcar (M3N0/13BaH 3a JieUeHHUE HA PEBMAaTOUAEH apTPHT, NICOPHA3HC H JIEBKEMHS)

e Kapbamazenus (M3no138aH 3a JeueHHE Ha eMUNENcUA/IbPYOBE U HAKOM GopMHU Ha GOJIKa MK
aenpecus)

e bapburypatu (u3non3BaHH 3a leveHHe HA eMWISTICUA/TIPHUINIABLM U HAKOH Pa3CcTpoicTBa Ha
CBHHA)

¢ [{HKIOCNOPHH H TAKPOJHMYC (M3MON3BAHK 3a NOTHCKAHE HA HMYHHATA CHCTEMA, Hanp. cnel
TpaHCIUIAHTAUMA)

Cenebpexc MOxe 1a ce npHeMa ¢ HHCKH 034 aLEeTUICATHUWIOBA KHcenHHa (75 mg Win no-Manko
aHeBHo). KoHcynTupaiite ce ¢ Bauua nekap npean ynorpebara Ha qBeTe ieKapcTBa 3aeaHO.

bpemMeHHOCT, KXbpMeHe B pepTHIINTET
Axo cte OpeMenHa HIH KbPMHTe, CMATATE, Y€ MOXE Ja cTe OpeMeHHa MK M1aHupaTe OPeMEHHOCT,
nocbBeTBaiiTe ce ¢ Bauiua nekap uiu gapmauest npeau ynorpedara Ha TOBa JIEKAPCTBO.

BpeMeHHOCT
Cenebpekc He TpsaOBa Aa ce npHemMa OT XKEeHH, KOMTO ¢a OpeMEHHH WKW Morat aa 3abpeMeHenT (T.e.
KEHH B IETEPOAHA BBL3PacT, KOUTO HE U3MON3BAT a/IEKBATHA KOHTPAUEIILIHA) MO BpeMe Ha JIeUeHHe.
Axo 3abpeMeHeeTe no Bpeme Ha neueHue cbe Cenebpekce, Tpabea za npekpaTuTe JICUEHNETO H 13 Ce
cBbpxeTe ¢ Bawiug nekap 3a anTepHaTUBHO NIE4EHHE,

KnpmeHe
Cenebpekc He TpadBa ga ce M3NO3Ba MO BPEME Ha KbpPMEHE.

depTUNHTET




HCTIBC, sxmountenso Cenebpeke, Morat /1a Hanpasat 3abpeMeHaBaHeTo no-tpyaHo. Tpabea na

rosopuTe ¢ Baiunsg nekap, ako iaHupate OpeMeHHOCT, WY ako uMare npobnaeMy cue
3abpeMeHABaHETO.

lHlo¢pupane H paboTa ¢ MALLIHHA
Tpabsa na yzxaete kak pearnpare Ha Cenebpexc, npeau na wodupare wiu paboTHTe ¢ MauIMHU. AKO

yCelaTe BUEHE Ha CBAT WK yMopa ciieq npueM Ha Cenebpexc, He wodupaiite v He paborere ¢
MAIUMHH, JOKATO TE3H PeaKLHM He H3YE3HaT.

Cenebpexc coanpxa JaKTO3A
Cenebpekc chabpKa JakTo3a (BUA 3axap). Ako Bawuunar nexap Bu e kazan, ye umaTe HENOHOCUMOCT
KbM HAKOH 3aXapH, NOCHBETBANATE Ce C HEro, NPEaH Ja B3eMaTe TO3U NPOAYKT.

Cenebpekc chabpKa HATPRIR
ToBa nexapcTBo cvabpka no-manko ot 1 mmol HaTpuit (23 mg) Ha kancyna, T.e. MOXe 1a ce Kaxe, 4e
NMPaKTHYECKH HE CbAbPXKa HATPHH.

3. Kak aa npuemare Cenebpexe

BuHaru npuemaiite TOBa JIEKapcTBO, TOMHO KAakTo By e ka3zan BamuaT nexap win dapmauest. Ako He
CT¢ CHIYPHH B HEllO, NOoNHTaiTe Batus nexap unu papMaueBT. AKO CMATATE, Ye ePeKTbT OT
Cenebpexc e TBbpAe cuneH uny Tebpae cnab, roeopere ¢ Baluus nexap wiu dapmatiesT.

BaumsT nekap we By kaxe kakBa 103a TpaOea na npuemare. Thii KATO PHCKBT OT HEXENAHH
peakuUMH, CBHP3aHH CbC CHPACHHH NPobaeMy, MOXKE A3 Ce YBE/IHYH C yBEIHYaBAHE HA 103aTa
MPOAB/DKHTENHOCTTA HA JICYEHHE, BaXKHO € Aa MU3NON3BaTe Hali-HUCKATA 1033, KOATO KOHTPOAHpa
Bawara 6onka u He Tpsabpa na ynorpebapare Cenebpexc no-awiro oT HeoOX0AHMOTO 34
KOHTPOJIUPAHE HA CHMITTOMMTE.

HauuH Ha NnpuioxeHue

Kancyanre Cenebpexc ca 3a nepopansua ynorpeba. Kancynure Morart aa ce npuemar no BCako
Bpeme Ha eHs, Cbe WK Oe3 xpaHa. OnuTaiite, obaue, na npueMare Bcaka ao3a Cenebpekc no eaHo u
CHLIO BpEME BCEKH JIeH.

AKO M3MHTBATE TPYAHOCT fIPH NPETTbLUIAHETO HA KATICY/IHTE:

LlanoTo chAbpKkAHHE Ha KancynaTta Moxe aa 6be HICHNAHO B PABHA YAEHA JIbXKHYKA C OXJIAAEHO HITH
Ha cTaitHa TeMnepaTtypa A0BAKORO MIOpe, OpHIOBa Kallla, KUCEIo MAAKO Wik 6aHaHoBO mope u tpiabsa
ha 6bae usnuro seaHara ¢ npubansurenHo 240 ml sopa.

3a na OTBOPHTE KaNCYJIMTE, 3aXpHKTE KaNcyauTe H3NPaBEHH, TaKa He rpaHyHTe Aa OCTAHAT Ha
ABHOTO, CJ1el KOETO BHUMATE/THO CTUCHETE FOPHOTO Kalaye U 3aBbpTeTe, 3a Aa [0 OTCTPaHHTE, KaTo
BHHMAaBaTe Ja He pa3cHreTe CbabpxKaHHeTo Ha kancynaTta. He cabBkBaiiTe H e cuykpaiite

rpasyJiHre.

Cappxere ce ¢ Bawua nexap, ako He ycelate HUKaKBO rnoJofpeHue B paMKUTE Ha Be CEAMHULIM OT
3aM04YBaHe Ha JIEHEHHETO.

[IpenopbyBaHaTa 1032 €

HeoOXOAHMOCT MOXKe Aa ce yBenHuu ot Bauma nekap no Mmakcumym 400 mg.
Jlo3aTa 0OMKHOBEHO €:

* eaHa kancyna ot 200 mg BeaHBXK AHEBHO; HITH

* ¢nHa kancyna ot 100 mg nea mbTH AHEBHO.




3a pesmaToHAeH apTpHT o6MyaiiHaTa npenopbunTenta ao3a ¢ 200 mg BcekH AeH, B cayyail Ha
HEOOXOAUMOCT MOXeE Aa ce yBenuuu ot Bawng nekap 1o Makcumym 400 mg.

Ho3ata 06uKHOBEHO €:

»  ¢aHa Kancyna ot 100 mg aBa nbTH JHEBHO.

3a anxnI03HpaIm cOOHAKART oOHuaiiHaTa npenopbuMTenHa no3a € 200 mg Bcekn neH, B Ciayuyaii Ha
HeoOX0JUMOCT MOJXKE Aa ce yBenuud oT Bawua nekap no makcumym 400 mg.

Jlo3aTa 06HKHOBEHO e:

= egHa xkancyna ot 200 mg BeaAHBK AHEBHO; HITH

* enua Kancyna ot 100 mg asa nkTH OHEBHO.

br6peunu HaH YepHOApoOHE npobsiemu: yBeperte ce, ue BaluMaT nekap 3Hae, ako HMATE
yepHoapoOHH WiHn ObOpeunu npobnemu, Thit KATO MOXe /1a ce HYIKIAeTe OT MO-HUCKA 103a.

IlanseHTH B cTapiecka BL3PacT, 0coleHo Te3H ¢ Terso no-manko ot 50 kg: ako cTe Ha BB3pacT
Han 65 roaHHH U 0cobeHo ako TexuTe no-Manko ot 50 kg, BaiuuaT nexap Moxe Ja Hcka aa Bu
NpocieaiBa BHUMATENHO.

He tpsbBa na r3uMare noseye ot 400 mg Cenebpekc Ha aeH.
Ynorpeba npn aena: Cenebpekc € camo 3a Bb3pacTHH, He TpabBa n1a ce ynorpebsBa oT neua.

AKo cTe npHean noseye oT HeobxoaumaTa no3a Cenebpekc

He tpabea na npreMare nopeye Kancynu ot ToBa, KoeTo Bu e kazan Baluusr nekap. Ako npuemere
TBBPAE MHOTO KANCYNH, CBBPXKETE ce ¢ Batuus nekap, dpapmauest unu 6onnuua v Bzemere Bawero
nexapcTso ¢ Bac.

Axo cre nponycHaaun aa npuemerte Cenefpexc
AKO cTe MpoMycHaH Ja NPHEMETE Kancyna, NpHeMeTe A BeiHara oM ce cetute. He Biemaiite
ABOiiHa 034, 3a 1a KOMITIEHCHPATE MPONYCHATaTa 1034.

AKo cre cnpeau npuema Ha Cenebpexc

BhesanHo cnupane Ha Bawero neuenne ¢vc Cenebpekc Moxe aa JoBefie A0 BAOLIABAHE Ha
cumnrToMuTe. He cnupaiite npueMa Ha Cenebpekc, ocBeH ako Bammar nekap He Bu e ka3an na ro
HanpasuTe. Bamuar nekap Moxxe Aa By kaxe aa HaManuTe 103aTa npe3 HAKOAKO AHHW npeau
OKOHYATENHOTO CIHpPAHE.

AKO HMaTe HAKaKBH JOMBIAHUTENHHN BBIPOCH, CBbP3aHH ¢ ynoTpebaTa Ha TOBa NE€KapCTBO, MO
nonurante Bamng nekap MU gpapMaLesT.

4, Bu3MoXkHH HeXKeJIAHH PeaKUHH

KakTo BcHYyKkH JICKApCTBa, TOBa JICKAPCTBO MOXKE 1a NMPEAH3BHKE HEXKCIAHK pCaKUKHH, BLITPCKH 4YEC HE
BCEKH ' NOJTyHaBa.

Hexenanute peakuun, u3dpoeHn no-30.y, ca Ha61101aBaHH NPH NALNHEHTH ¢ APTPHT, KOHTO CA
npuemain Cenebpexc. Hexenanunre peaknun, o6o3nadens ¢ne 3se3anyka (*) ca HACTHLIHIH €
No-BHCOKA J€CTOTa, OTKOJKOTO OHE3H, HRCTHIHUIH APH NanueHTH, npHemMaiun Cenebpexc 3a
NpeBeHUHN HA MOJHIH HA JebenoTo vepBo. [lanneHTHTE B Te3H NPOyUBAHUSA €A NPHEMATH
Cenebpexc BB BHCOKH J03H H 33 ABJTbI NEPHOA OT BpeMe.

AKo0 ce CJIyYH Hemlo 0T A0ayn30poeHoTo, cnpere npuema Ba Cenefpexe B He3afARHY

Bamus nexkap: §
AKO HMmare: =
- aNepryyHa peakLMs KaTto KoXeH oOpuB, NOAYBaHE Ha JIMLIETO, 3aTPYAHEHY % u
XPHUIITEHE @\
‘%# .
\‘%f?}m_mﬂ B



- ChpAeuHH npobneMu, kaTo BONKa B rbpaHTe

- CHJIHA CTOMALIHA OOJIKa KM MPOABH Ha KPBBOM3JIMB OT CTOMAaXa WIIH YepBaTa, KaTo
M3X0XK/1aHe HAa YePHH WIH NPUMECEHH C KPBB M3NPAXKCHEHHS, HNH NOBPBLUAHE HA KPBB

- KOXHA peakLms, kaTo oOpuB, MEXYPH HIIH JTIOLUIEHE Ha KOXKAaTa

- yepHOAPOOHA HEAOCTATHYHOCT (CHMITOMHUTE MOTAT Ja BKAKUBAT rajeHe (0o3uBH 3a
MOBPBLIAHE), AMapH4, xKbaTeHHUa (Bawara koxa Wiy 6an0To Ha ounte Bu usrnexaar
MBIITH)).

MHuoro yecTn: Morar Aa 3acerHaTt noseye or 1 Ha 10 axymn

* BHCOKO KPBBHO HanAraHe, BKJIOYHTENHO BIOLIABAHE HA CHLLECTBYBAIIO BUCOKO KPBBHO
HansaraHe*

HecTn: moraT aa 3acersar 40 1 na 10 gaywws

CuvpaeueH yaap™
3anpbKKa Ha TEHHOCTY C MOAYBAHE HA INIE3EHUTE, NOJHUTE KPAHULIM WK PbLETE
Undekunyu Ha NUKOYHUTE MbTUILA

3aayx*, Bb3anaNeHUE HA CHHYCHTE, HHBEKLHA HA CHHYCHTE, 3aMylUeRd WK 60Ne3HEHH
CHUHYCH (CHHY3HT), 3anylUeH WK Teuall HOC, Bb3NalleHHE Ha MbPJIOTO, KalILTHIIE, HACTHHKA,
rpynonoaoOHU CUMITOMH

CeeToBbpTEXK, NpobiieMH ChC ChHHA

[loBpbuiane®, cromawny 601Ky, AMapuA, HAPYLIEHO XpaHOCMHUNake, 00pa3yBaHe Ha ra30Be
O6pus, cbvpbex

MyckynHa CKOBAHOCT

3aTpyaHeHo npernbiiaHe®

'narobonne

["apene (No3uBH 3a MOBPDHLUAHE)

bone3sHeHU cTaBH

BrnowasaHe Ha chllecTBYBAaLM al€pruH

CayuaiiHO HapaHsaBaHe

HeuecTn: MoraT aa 3acernar 10 1 ua 100 aymmn

e KpbBoH3UB B MO3bKA (MHCYAT)™
CopaeuHa HeoCTaTbHMHOCT, chbpuebueHe (ycelnaHe Ha yaapuTe Ha CbpLEeTO), NOBULIEHA
ChpACYHA YeCcToTa

[IpoMeHn B naboparopuure H3cnenBaHus, oTpassBalll PYHKLHATZ HA YepHUS Apo6

[Tpomenu B nabopatopHuTE M3cnenBaHHA, OTpa3sBaild PyHKUHATA Ha 6BOpeurTe

[IpoMeHH B uepBEeHHTE KPbBHH TE/ILA, KOUTO MOraT Aa NMPUYHHAT yMopa H 3aayX (aHemMua)

TpeBoXHOCT, AenpecHs, YMOPSEMOCT, CbHIIMBOCT, YCELLIAHE 38 HITPBNBAHE (UITTHYKH)

Bucoxy HHBa Ha kanHit B nabopaTopHrTe H3CIE€ABaHHA Ha KpbBTa (MOXe 1a NPUUMKUHY rajeHe,

yMopa, MYCKYJ/Ha ¢1abocT Win cbpuedbuene)

¢ HapyuieHo unu 3aMbrIeHO 3peHue, WyM (3BbHEHE) B yluuTe, 60Ka U paHy Ha yCTaTa,
HaMa/eHHe Ha cnyxa®*

¢ 3anek, OpMrBaHe, Bb3MaleHue Ha cToMaxa (HAPYLWEHO XpaHOCMHIaHe, CTOMAIHH G0/KN WK

MOBPBIUAHE), BIOLIABAHE HA BL3NAN€HHE HAa CTOMAaxa WK uepBarta

MycKynHH cnasmu (CxXBallaHus) Ha JONHHATE KpaiHHLIM

UanrbkHan cepbsau 06pus (ypTHKapus)

BbinaneHue Ha ouMTe

3arpyaAHeHO OHLIaHe

[IpoMaHa B LBeTa Ha KOXATa (CHHUHHU)

'ppana Gonka (ob11a, HecBBpP3aHA ChC CHPLETO)

[TonysaHe Ha nHUETO




Peakn: morat aa 3acernar Ao 1 ua 1 000 aymmnu

e Jlzsu (kbpBEHE) B CTOMAXA, XPAHONPOBOAA WIIH HEPBATA; Ppa3KbCBAHE HA ThHKHTE uepBa (MoXe
Na NpHYUHK CTOMAIUHH OONIKH, TPECKA, racHe, MNOBPhIaHE, 3aAbPXKaHe HA ChILPKHMOTO B
yepBaTa), TbMHH WIH YePHH M3NPaXKHEHHS, Bh3INMANICHHUE HA 3aJCTOMAILIHATA XKie3a
(maHKpeaTHT) — MOXKe Aa AOBEAE A0 CTOMALUHH GOKH, Bb3NANEHHE HA XPAHONPOBOAA
(e3otarur)

* Hucku cTOMHOCTH Ha HATpHE B KPBbBTA (CHCTOSHHE, U3BECTHO KATO XHMIIOHATPHEMHS )

Hamanex Opo#t Ha 6enuTe KpLBHH KIETKH (KOMTO NOANOMAraT Mpeana3BaHeTo Ha OpraHHIMa

OT HH}EKLMA) HNH Ha TPOMOOLKUTHTE (NOBULIEH PACK OT KLPBEHE WIHM MOABA HA CHHUHHM)

3aTpy/HEHa KOOPAUHALMA HA IBHXEHUETO HA MYCKYJIHTE

HyBCTBO Ha 00BPKAHOCT, MPOMSHA BbB BKYyCa

YBenuueHa HyBCTBUTENHOCT KbM CBET/IMHA

Koconag

XanouMHaLuH

KvpBeHe B 0koTO

OcTpa peakuus, kOATO MOXKE Aa NMPHYMHU Bb3naneHue Ha Oenute Apobose

HepaBHoMepeH chpleuyeH pUTHM

3auepraBaHe

CBCHpEK B KPpBOHOCHHTE ChOBE Ha Oenuns Apo6. CHMITTOMHTE MOTaT Aa BKAIOUYBAT BHE3aMHa

3ary0a Ha Bb3yX, ocTpa 6onka npu AHILIAHE WIH KOJanc

o KupseHe oT croMaxa WM ThHKHTE uepBa (MOXe f1a N0Bele J0 KbPBABH M3TPAXKHEHHA WU
MOBPbBIUAHE), Bb3NAJIEHUE HA TBHKUTE WK AebenoTo uepso

¢ Texko Bb3naneHue Ha yepuus apod (xenatuTt). CUMNTOMMKTE MOTAT Ja BKAIOYBAT rajeHe
(mo3uBY 32 NOBpLLIAHE), AUAPHA, XK bATEHULA (OLBETABAHE B JKBJITO Ha KOKATa WM OAnoTo Ha
O4MTE), NOTBMHABAHE Ha YpHHaTa, Onean U3NpaxXHEHHS, JIECHO KbpBeHe, chpbex unu
BTPHCaHE

¢ Octpa 6b0peyHa HEAOCTATHHHOCT
MeHCeTpyanHH HapylleHUs

o [loayeane Ha NHUETO, YCTHHTE, YCTAaTA, €3MKA HNH MbPIOTO WIH 3aTPYAHEHO NperabliiaHe

Mnuoro peakn: Morat ga 3acersar a0 1 na 10 000 aymn

¢ (CepHO3HH anepruyHM peaKUMHy (BKNIOUUTENHO MOTEHLMANHO 3aCTpallaBall aHahunaKkTHueH
LIOK)

e CepHO3HH KOXKHH peakLMH KaTo TaKaBa, 3acAralia UAJoTO TAI0, ¢ OOpHBH NO KOXaTa H
JIUraBRUMTE U MEXYPH [0 koxaTa (cHHApoM Ha CTUBRBHC-I[P)KOHCBH), Bb3NaneHHe Ha KOXaTa
CBC 3a4epBABaHe U JolleHe (ekcPOoNHATHBEH AEPMATHT) H OTACNAHE HA MOBbLPXHOCTHHUA CIOWH
Ha Ko)KaTa (TOKCHYHA eNMAEPMAIHA HEKPOIX3a) U 3auepBeHa noayTa o0nacT OT KOXKATa C
MHOXECTBO MAITKH FHOMHK MbNYKLM (OCTpa reHepau3upaHa eK3aHTEMHa NYCTY03a)

® 3aKbCHANA &/1€PruyHa peakuus ¢ Bb3MOXKHH CHMITTOMH KaTo o6pKB, NooyBaHe Ha JINLIETO,
TPECKa, NOAYTH XKNE3H H OTKJIOHEHHS B 1abOpPaTOPHHUTE TeCTOBE (HEPHOAPOOHH, KPbBHY,
yBeJiuueH Opoit Ha onpeneneH BUA OeNd KPbBHH KNETKH (€03MHO(DWIHA))

o KpbBOMUIMB B MO3BKA (MHCYJT), KOHTO NPUYHHABE CMBPT

¢ BniananeHue Ha MO3bYHATA OOBHBKA HA raBHUA W rpEOHAYHHSE MO3BK (MEHHHIHT)

¢ YepHoapoOHa HEAOCTATLUHOCT, HEPHOAPOOHO YBpExKAAHE U TEXKKO YEpHOAPOOHO Bb3NaneHHe
(pynMUHAHTEH XenaTHT) (NoHsAKora ¢aTajHO WAY M3KMCKBALLO YepHoaApoOHa
TpaHcmaHrauus ). CHMITOMMTE MOraT a BKJIKOUBAT rafeHe (N03WBM 3a NOBPBLUAHE), JHAPHA,
KBJITEHHLA (MOXKBATABAHE Ha KOXKATA UNH BAT0TO Ha OYMTE), NOTbMHABAHE Ha
Oneau H3NpaXHEHHA, IECHO KbpBEHe, Chpbex WK BTpucaHe

¢ YepHoapoOHH yCNoXKHEHHS KaTO U3THYAHE HA XITbYKA OT AUTbYHHA MeX
(xonectasza) ¥ 4epHOAPOOHO yBpexaaHe (X0MecTaTUUEH XENaTHT), KO
MPUAPYKEHH OT CHMIITOMH KaTo OiieAn H3NpaXKHEHUA, rajieHe H NMoXb
OUMTE)




* Bwn3nanenune Ha 6bbpeunTe M apyry 6L0peuHn ycnoxHeHHs (KaTo HeGPOTHUEH CHHAPOM H
Gonect Ha MHHMMATTHHTE H3MEHEHMS, KOUTO MOraT Ja ca MPUAPYXEHH OT CHMIITOMH KaTo
3aPBKKA HA TeUHOCTH (OTOK), NAHA B YPHHATA, YMOpA M 3aryba Ha aneTur)

¢ Browasane Ha enwiencHs (Bb3MOKHH NMO-UECTH W/HITH TEXKH NPUNAbLH)

¢ biokupane Ha apTepHA WM BEHA B OKOTO, KOETO BOAM A0 HaCTHYHA WJH MbJHA 3aryba Ha
3PEHHETO

¢ Bwninanenu kpbBOHOCHH ¢bAOBE (MOXe Na MPUYHHM Tpecka, 60Ka, MypnypHH NeTHa Mo
KO»KaTa)

¢ Hawmanen 6poit Ha yepseHHuTE W Genure KPHBHH KAETKH H Ha TpoMOoumuTHTE (MOXE Ja
NMPUYHHH YMOPA, JIECHO NMOCHHABAHE, YECTO KbPBEHE OT HOCA U YBEJIHYEH PHUCK OT HHMDEKLIUK)

s MyckynHa 6onka u cnabocr

e HapyueHo oboHsaHHE

¢ 3ary0a Ha BKyca

C HeH3BeCTHA 4€CTOTA: OT HANNTHYHHTE AAHHH He MOXKe 1a Obae HANIpABEHA OLEHKA

¢ HamaneH pepTHauTeT npH xeHU, KoHTO 061KHOBEHO € 0OpAaTHM NpH NPEeKpaTABAHE HA
pUeMa Ha NeKapCTBOTO

B K1HHMYHH NPOYyYBAHHS, KOMTO He CA CBbP3aHH C APTPHT HJH APYrH APTPHTHH ChCTOSIHNA,
KbaeTo Cenebpexc e npaeman B 1031 ot 400 mg auesno a0 3 roannn, ca uabmnoxasaun
CJIeAHHTE NOMBbJIHHTENHHE HEXKEJIAHH PeaKIHHu:

Yecru: morat aa 3acerHar ao 1 na 10 aymn

o CbpaeuHu npobneMu: rpbaHa xaba (cTeHoKapana)

¢ (CTomMawHO-upeBHH NpobnemMu: CHHAPOM Ha pa3Jpa3HEHOTO YepBO (MOXe Aa BKIIOYBA 6ONKY
B CTOMAaxa, AMapus, HapyLIEHO XpaHOCMHNAHe, ra30Be)

e KambHH B 6B6peunre (xoMTO MOraT Ja NpUUKUHAT OONKH B KOpEMa WK rbpba, KpbB B
ypHHATA), 3aTPYAHEHUE [TPH YPHHUPaHE

®*  YBENHYEHO TEIIO

Heuvecrn: morar aa 3acernar a0 1 ua 100 aymn

¢ KpbBeH cheHpek OOHKHOBEHO B Kpaka, KOHTO MOKe Aa NpHYHHH OosKa, noayBaHe WK
3auyepBaBaHe Ha fnpaceua I npobieMu npu guwane (Abn6oka BeHO3HA TpoMbo3a)

o [IpobnemMu cbe cTOMaxa; ¢cToMallHa HHDeKLHUA (KOATO MOXE Aa MPUUHHH Bb3NaJeHHE HIH
A3Ba Ha CTOMAXA U YepBaTa)

s (CuynsaHe Ha JONEH KpaHUK

e Xepnec 30CTep, KOXHA HHPEKLHA, CyX cbpbiaw oOpue (ex3ema), HHPEKLMA HA IPBAHHA KOLI
C Bb3MOXHA KAULTHLA, TPECKAE, 3aTPYAHEHO AullaHe (THEBMOHUSA).

¢ [InaBamu 4acTHLH B OKOTO, NPUYHHABALLM 3aMbIJIEHO WM HapYyUISHO 3peHHe, 3aMaiiBaHe,
ABIDKALIO ce HA MpobeMH Ha BbTPELLHOTO YXO0, 60N€3HEHH, BB3NANIEHH WIH KbpPBALIH BEHLH,
paHH B ycrara

¢ [lpekomepHo ypHHHMpaHe Npe3 HOLUTA, KbPBEHE OT XEMOPOUIH, YECTO X0AeHEe NO ronama
HyAxaa

¢ MacTHu 6yuKkH no koxata unu Apyraae, 6€306MaHO NoAYBaHe NO WIK OKOMO CTABUTE H
CYXOXXWIHATA Ha pbLUETe WIM KpakaTa (FraHrTIMOHM), 3aTPYAHEH roBop, HeobnvaiiHo Win
MHOIO CHJIHO BATHHAIHO KbpBeHe, 6ONKH B FbpaHTE

e BHCOKH HHBA Ha HATPHHA OT KPLBHHU H3C/IeABAHHA

CrobmanaHe HA HEKeJIAHH PeAKIIHH
AKO NONny4yHTe HAKAKBH HEXENaHH JIEKAPCTBEHH peakLUUH, yBeaomeTe Bawuus ek
ToBa BK/IOUBA BCHYKH Bb3MOXKHH, HEOMUCAHHU B TA3X JIMCTOBKA HEXENIAHH peak

Ja cbobLMTe HeXenaHH peakUMH AMPpekTHO ype3 M3mbaHuTeMHA areHLIHA Mo fiexa
»~aMan I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiiT: www.bda.bg.
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Kato cro0iaBaTe Hexenany peakiuH, MoKeTe 1a AaAeTe CBOA MPUHOC 3a MOAYYaBaHe Ha NOBEYe
HH(pOpMaLMA OTHOCHO 6e30MacHOCTTA Ha TOBA JIEKAPCTBO.

3.  Kak ga cexpanaBate Cenebpekc

CoxpaHsaBalTe Ha MACTO, HEIOCTHLITHO 3a AeLa.

He u3nonasaiTe TOBA JIEKAPCTBO C/EA CPOKa HA TOAHOCT, OTOENA3aH BBPXY ONHUCTEPA B KaPTOHEHATa
onaxoBka. CpoKbT Ha FOAHOCT OTIOBAPS HA NOCAEAHHS JEH OT NOCOYEHUS MECell,

Jla ce cbxpaHaBa npH Temneparypa nog 30°C.

JlexapcrBaTa He TpaOBa Aa ce U3XBBPIAT B KAHANU3AUMATA UK B KOHTEHHepAa 38 JOMALIHH OTNAAbLH.
[Tonuraitre Bawns ¢apManesT Kak a U3XBBLPIATE 1eKapCTBaTa, KOHTO Beue He Hinonapare. Te3n
MEPKH L€ CIIOMOTHAT 33 0Mna3BaHe Ha OKOJIHATa cpeaa.

6. Coabpkanne Ha ONAKOBKATA H JONBLJIHHTEIHA HHpopManns

Kakso cpabpxa Cenebpexc

AKTHBHO BelLecTBO: uenekokcHO. Beaka kancyna ceanpxa 100 mg win 200 mg uenexokcud.

Jpyru cbCTaBKM: N1aKTO3a MOHOXUAPAT, HATpHEB naypun cyadar, nopuaon K30,
KpOCKapMeno3a HaTpHi, MarHe3ues cteapar. OOBUBKHTE Ha KancyJIHTE ChAbPXAT KENAaTHH, THTAHOB
avokcena E171. Mactunoro ebaspka uuaurotud E132 (100 mg xancyna) unu xenesed okeun E172
(200 mg kancyna), wesnnak, MPONMICHIIHKON.

Kak nrirnexaa Cenefpexc 1 xakBo ¢bAbpKa 0NAKOBKATA

Cenebpekc ce npeanara noa gopmara Ha Kancy/H.

Kancynute Cenebpekc 100 mg ca Henpo3spaunu, 6enu ¢ A1Be CHHH MBMLIA ¥ HAANHC“7767 n “100”.
Kancynure Cenebpexe 200 mg ca Henpo3pauHH, 6enn ¢ ABe 3NaTHU UBULM K Haanuc “7767” n “200”,

Kancynure Cenebpeke ca onakoBaHH B Npo3pavHu K Henpospaudd PVC 6aucrepu wnu anyMHHHEBH
bnucrepu.

Cenebpekc 100 mg kancynu, TRepaAH ce npeanara B onakoskk no 10, 20 n 30 kancynwu.
Cenebpexc 200 mg kancynu, TRLpAM ce rpeanara B onakoBku no 2, 5, 10, 20 u 30 kancyamu.

He BcuukH onakoBKM Morat Aa ObaaT MycHATH Ha nazapa.
IIpnTexaTes HA pa3pelicHHETO 32 ynoTpe6a H npousBoaAHTEN

[IpuTexxaTen Ha pa3peIleHHETO 33 yNo a

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Hunepnaunus
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IIpoH3BoaHTENIH

Pfizer Manufacturing Deutschland GmbH
Mooswaldallee 1

79108 Freiburg Im Breisgau

['epmanus

HJIIH

Mylan Hungary Kft.
Mylan utca 1
Komarom, 2900

YHrapus

HITH

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

76356 Weingarten (Baden)
['epMaHus

Hara Ha nocjeRHO npepasriekaane Ha JIMCTOBKATA:
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