TNncToBka 3a nauveHTa

BEXTRA®
BEKCTPA®

Valdecoxib 40 mg

Mons, npoyememe eHUMamesiHO Hacmosaw.ama fucroeka ripedu Oa 3ano4yHeme
fpueMarenio Ha Moea Jiekapchiso.

3anaseme masu nucmoska. Moxe da umame Hyxda da 51 npoyemeime omHoso.

AKo umame OonbAHUMENHU 8bnpocy, Moss 00epHeme ce KkbM Bawusa nexap unu
ghapmayesm.

Tosa nekapecmeo € npednucaHo u4Ho Ha Bac u He mpsibea Oa 2o dasame Ha Opyau
xopa. To moxe 0a um Haspedu, Bopu ako mexHUme onfiakeanus ca Colliume Kamo
Bawume.

Kaxeo cudbpxxa masu fucmoska;

Kaxso e BEXTRA® 1 3a kakeo ce n3nonsBa

Kakeo TpsiGea fa 3HaeTe npesuw Aa usnonssare BEXTRA®
Kak aa nanonasate BEXTRA®

BL3MOXHYM HEXEeNaHW peakLmu

Kak fia chxpaHssate BEXTRA®

DonbanurenHa nHpopmauma

S dkwh

BEKCTPA® 40 mg curimmupanmn Tabnetku

Valdecoxib

JlexapcTBeHOTO BELLECTBO B BEXTRA?® e valdecoxib /ranaekokcn6/.
BEXTRA® dhunmupaty Tabneti chabpkat 10 mg valdecoxib.

[pyrute cbCTaBKM Ca JIaKTo3a MOHOXMAPAT, MUKPOKpUCTanHa Lenynosa,
NpeXenaThHU3NPaHO HULLecTe (LapeBUYHO), HaTPUeBa CoNn Ha Kpockapmernosa
MarHesnes creapar. O6BUBKaTa Ha TabneTkata CbAbpXa TUTaHues guokeng (E171),
xunpomeriosa (E464), makporon, nonucoptat (E433), xenT XeneseH okeng (E172).

MpuTexaTen Ha paspelueHKueTo 3a ynorpeba:
Pharmacia-Pfizer EEIG, Hillbottom Road, High Wycombe, Buckinghamshire HP 12 4PX,
United Kingdom

MpouzsoanTern:
Pharmacia Limited, Whalton Road, Morpeth, Northumberland NE61 3YA, United
Kingdom

Heinrich Mack Nachf. GmbH & Co., KG, Heinrich-Mack-Str. 35, D-89257, lllertissen,
Germany

1. KAKBO MNPELCTABISIBA BEXTRA® U 3A KAKBO CE U3MOJ3BA?

KakBo npegcTaBnsaga BEXTRA®?




Baweto TAM10 npovaBexga seLllecTsa, HapeyeHn npocTarnanavHi. Hakon
npocTarnaHaMHn npegnserKeaT 6orka Y 0ToK, JOKaTo APYrv Npeanassar nurasvyara
Ha cromaxa. BEXTRA® geiictea ypes3 HaMansBaHe Ha KONWYCTBOTO NPOCTarsiaHanHR,
KOUTO NMpepnasrKsat 0ofika 1 oTok 6e3 ga Hamansea KonM4ecTBOTO Ha
npocTarnaHionHnuTe, KOUTO NpearaseaT croMaxa.

BEXTRA® nekysa Gonka 1 sbananexue. BEXTRA® MPUHaANEXM KbM Fpyna nekapcTea,
HapeyueHN KoKCHUdN, KOUTO ASACTBAT Ypes NoTUCKaHe Ha LMKnookeureHasa-2 (COX-2).
dunmupaduTe TabneTkun BEXTRA® ot 20 mg ca 6ern, ¢ chopma Ha ceaMOBIbITHUK,
MapKupaHu oT egHata cTpaHa ¢ “40”, a oT gpyraTa ¢ “7815".

dunMmnpansnTe TabneTku BEXTRA® moxete 0a HamepuTe B criefHUTe ONaKkoBKY;

- Grnivcrepn ¢ 2 1 5 dounmvpann TabreTky;

- ByTvnka c 300 n 500 hrnmupaHn TabneTku.

BBb3aMOXHO € Aa He ce MpoJaBaT BCUUKA BUJOBE OHaKOBKM.
3a Kakeo ce uanosizea BalleTo jiekapcTso

OcTeoapTpuUT U peBMaTOUACH apTPUT

BEXTRA® ce M3roriaea, 3a Aa obnekuu 6onkata v ga Hamanm 0ToKa, MPUYNHEHN OT
OCTE0apTpUTa U PEBMaTOUAHUS apTPUT.

MNepBRrYHa aucMmenoped (MeHcTyparHa Bonka 1 cnasmu)
BEXTRA® ce uanonsea 3a nevyeHue Ha MeHcTpyanHaTta forka 1 CTasmu.
2. MPEQRV OA U3MON3BATE BEXTRA®

He mznosizBaiite BEXTRA®, ako:

+  MMaTe CBPbX4yBCTBUTESTHOCT (CTe aneprivnn) kM valdecoxib unm Hakoe ot
MOMOLLHNTE BeLLlecTBa B BEXTRA®:;

+  CTE UMaiy B MUHASOTO anepriyHa peakums KeM aLeTUncanumunoBara KucennHa
(acnnput) vnu Apyry HeCTEpoOUaHN NPOTUBOBL3NANUTENHN NeKapeTea (Hanp.,
udympoden) uin kem COX-2 nHxnbutopu. Peakyuute moraT ga BKNIOUBAT Xpunose
(EBporxocnassm), sanyLlueH Hoc, chpbex No koxara, odpuB 1K nogysaHe Ha
TUUETo, YCTHUTE UMK e31Ka, APYIA anNepriuHi peakuum unu Honunu B Hoca cneg,
rpuem Ha Tesn nekapceTsa;

+  CTE UMany anepriyHa peaxkUusl KbM rpyna Nekapctsa, HapeveHa cyndoHamnsan
(Hanp., HAKOW aHTUBKUOTIL, N3NoN3BaHM 3a NevYeHNe Ha HgekUnn);

+  MMarte 5383 Ha CTOMaxa Wy ABaHafeceTonpbCTHUKE MU KbPBEHE OT
XpaHocMuniaTenHaTa cucTema;

+ MMaTe Bb3naneHue Ha vyepeaTta (ynueposeH konuTt unv Gonect Ha Crohn);

+ MMATe TEXKA ChpaeYHa HEOOCTATBYHOCT;

¢ MMaTe TeXKo vYepHoapobHo 3abongeaHe;

+ ako cre bpemeHHa Hag 6 Mecels;

+  ako KepmuTe,

PasrosapsiiTe ¢ Bawms nekap npeam na npuemere BEXTRAS,

Mpenu ynotpe6a Ha BEXTRA® ce yBepete, ue BammsT nekap 3Hae, ue:




¢+ uMarTe s13Ba, KbpBeHe unu nepdopaling Ha racTPOUHTECTUHAITHUA TPAKT,

+  umate npobnemu cbe CbpLEeTo, Yeprns Apod nnn SubpeunTe;

+  MMaTe NoBULLEHO apTepuanHo Hanaraxe, npeacron Bu cbpheyHa onepaumvs uin
CTe NpeKapany UHCyIT,

+  YIMaTe 3afpbiKKa Ha TeYHOCTY (OTOK, Hanp. NoAyTu rMeseHV K cTenanay;

¢ CTe Aexuapatvpati, Hanp. nopagu sabonsieaHe, puapus um ynotpeda Ha
Aunypetnun,

+  M3Mnon3Bare NekapcTsa, NOTUCKALUY CLCUPBaHETO;

+  UMETE VHGEKLMNS, Thit KaTO NEKapPCTBOTO MOXE Aa 3amblTn TpeckaTa (KosTo e
Bener Ha uHgekuuaTa) u aa By sabnypy, ye cTe no-gobpe unu Ye nHpeKkumaTa He
€ CepuosHa;

+ Cce onuTeaTe fa sabpemeHeeTe;

+ cTe DpemeHHa.

Bnusie nu ce npuemMbsT Ha BEXTRA® ot XpaHa N Te4YHOCTH
BEXTRA® moxe aa ce npuema ¢ urv 6es xpana.
BpemMenHu vnn KepMeiuy xeHu

Kakro v npn ynoTpebara Ha Apyrk NekapcTaa, BRAYWTENHO acnvupuy unn gpymm
HeCTepPOVAHN NPOTUBOBb3NaNMTENHN FIEKapCTBa, ako cTe OpemeHHa nin
Bb3HamMepaBaTe Aa 3abpemeHeeTe, nHhopMmupaiite Bailmsa nekap npegv ga npueMere
BEXTRA®. He nanonseaiite BEXTRA®, ako cre BbpemeHHa cnef, 6-us mecel. AKo
kepMuTe, Bue He Tpsifisa pa ynotpebasate BEXTRA®, 3alloTo He € U3BecTHO Aanu
valdecoxib npemuHaBa B Kbpmara.

MNomoneTte Baums nekap unv hapMalesT 3a CbBET fpeau Aa npuemeTe KakBoTo U pga
OuIto NexapcTeo.

WodupaHe ¥ paboTa ¢ MawWHy

AKko yyBCTBaTe 3amafiBaHe Mkt CTe YMOopeHW crned npuemaHe Ha BEXTRA®, ne
Wwothvipaiite 1 He paboTeTe ¢ MallMHK, AOKaTo He Ce NovyBCTBaTe OTHOBO No-fodpe.

BpyruTe nekapctea n BEXTRA®

Mons, nHdopmupalite Baluns riekap unu apmauesT, ako npuemare unm Hackopo cre

nprieManv Opyri fiekapcTea 0Py TakMBa, KoUTo ce oTnyckat bes pellenTa.

TlekapcTBaTa NoOHAKOra NOBNUSBAT SEUCTBUETO Ha APYrk fekapcTea.

Morke 4a ce HanoXy 4a HamanuTe fosata Ha BEXTRA® unu Ha ppyrute nexapcrea.

BawmsaT niexap we Bu nockBeTBa. YBeaomete Ballunsa niekap, ako npuemare HsKoe oT

CrnefHuTe NekapcTea:

+  ORyKOHa30M UK KeTOKOHa30MN (M3MoMn3BaHy 3a neyeHne Ha rbOu4HN nHdekunn);

+  ACE-nHxmbutopk (3a neyeHne Ha BMCOKO KPLBHO HanaraHe unu cbpaevHa
HEeAoCTaTBEYHOCT);

+  DuypeTnum (TabneTkun 3a SIEYEHNE Ha 3a8pbXKa Ha TEYHOCTU);

+ UukniocnopuH v Takponumyc (MOTUCKaT UMYHHaTa cucTema, Hanp. cnej
TpaHcnnaHTauus);

+ BapdapuH (u3nonsea ce Aa NPeLOTBPaTV ChCUPBAHETO Ha KPbETA),

+ Jiutwid (M3nonsBea ce 3a neveHne Ha fenpecust);

+  PudamnumH (M3non3ea ce 3a NeveHue Ha BaktepuanHn nHpekumn);

+  AHTMapWTMKUYHK NekapcTea (M3NoN3BaT ce NPY HapylleH ChpAsYEH PUTEM);

+  ®eHUTOUH MNK KapbamasenuH (Npy ennnRencus);




+ TeotunuH (3a actma);

+ MeToTpekcar (3a peBMaToMAEH apTpuT Y Pak);

+ Hesponentuuy (U3NON3BAT Ce 32 NEYSHNe Ha NCUX03N);

+ Omenpason (M3non3sa ce 3a NeYeHne Ha A3BU Ha cToMaxa U esodareaneH

pecbrykc);
BEXTRA® moxe Jia 6b4e vuanon3paHa B KOMBUHaLKA C HUCKAa A03a acnnpuH.

2. KAK OA U3MOJ3BATE BEXTRA®?

BuHarn npuemaiite BEXTRA® Taka, kakro Bawmsat nekap Bu e uHcTpykTupas. AKo He
CTE CUNYPHY, HanpaBeTe cripaBka ¢ Balunsa nekap vnu dapmauesT. AKo umare
BneyaTtneHme, Ye ethekrbT Ha BEXTRA® & MHOro cuiieH Un MHOFo criab, NoroBopeTe ¢
Bawwms nekap wnv hapmadesT.

lMpernopk4yUTEsiHa A03a
BEXTRA® & noaxopsiia camo 3a BbapactH. He ce ynotpebssa npu fella,

3a neueHue Ha OCTEOAPTPMT M peBMaToUAEH apTPUT fpenopbUunTentaTa gosa e 10
myg BegHBX gHerHo. Makcumannata gosa e 20 mg BegHBX HEBHO. BEXTRA® TpsbBa
na bppe npuemaHa Bceky Aex gotorasa, SoKoTo Baumar nekap By ro npegnucea.
BEXTRA® Hsima f1a usnekysa Batueto cbeTosiHMe, Ho tie By noMorHe Aa koHTponvpare
BorikaTa, 0ToKa U CKOBaHOCTTa.

3a nevyeHue Ha MeHCTypanHa 6onka npenopeyMTenHaTta gosa e 40 mg segHbX
AHeBHo fipu Hyxaa. Ha nepsaus aeH Bue moxe ga npremerte owe BeSHLXK 40 mg, ako
uma Hyxaa, [pes nbpBUS AeH OT NeyeHneTo Moxe ga npuemeTe obiio camo 80 mg,
cnep koeto camo 40 mg BeGHBX AHEBHO.

BaxHO e ga npuemare TabiieTKUTe Taka, kakTo By e nHCTpyKTMpan Bawmar nekap.
MaumMeHTn B HanpegHasna Bb3pacT

AKO cTe Ha nosede oT 65 roguHK 1 No-crieudranHo axko TexuTe nog 50 kg, Bue moxe ga
He oTCTpaHsiBaTe aocTaTeyHo Obp3o valdecoxib oT oprannama cu. Bawwmar fiekap moxe
4a 3anoyHe nevyeHneTo By ¢ Hall-HMCKaTa npenopbYniTenHa go3a.

Mp# npobniemu c YepHusi 4pob

Ako nviate yepHogpobHu npobremn, BalumaT rnekap Moxxke Sa 3anoyHe NeYeHUeTo Ha
OCTE0apTPUTa 1 PEBMaTONOHNS apTPUT C Hall-HuckaTa npenopbyuTenta fosa (10 mg
BeAHBLX SHeBHo). [losaTta npyu MbpBMYHa AucMeHopes He Tpsbsea ga Hapaxebprs 20 mg.

HApyru nekapctia:

BaumsiT nekap moxe na Bu npegnuiiie no-H1cka gosa BEXTRA®, ako npuemare 1
JiekapcTearta hryKoHasosn uim keTokoHason (Bx. pasgen "[pyruTe nekapcrea
BEXTRA®™).

AKO npnemeTe NO-ronsiMo OT NperrucaHoTo By KonuyecTso BEXTRA®,
TpsGBa BepHara aa ce oGagute Ha Bawws nexap, dhapmauest vnn GonkHn




Axo zabpasure fa s3eMeTe BEXTRA®

Ako 2abpasuTte fia B3emeTe gfHa TabneTka, NpueMeTe f Bb3MOXHO Hali-CKopo. AKO
Beye e Habrmkuno BpemMeTo 3a cheagallata Tabnertka, He npruemalite nporycHarara
TabneTka. o-HaTaThk HPOALMKETE Oa npuemare BEXTRA® cnopef NpennMcaHloTo oT
Bauus niekap. He npvemaiite aBoiiHa fo3a, 3a [Aa HaBakcaTe nponycHaTarta.

EdbekT npu cnupate Ha BEXTRA®

Bokato Bawmar nekag He Bu kaxke gz chipeTte NeYeHneTo, e BaxHO Aa npoabinKasara
ga ezumate BEXTRAS, kakte By e npepgnurcado oT nekaps.

3. Bb3MOXHW HEXEJAHW PEAKLIMNM

KaKTo Beyuku nekapctaa,  BEXTRA® Moxe Aa UMa Hexenakn peakuuit fipyu HsKou
xopa. AKC ce TPEBOXMTE 3a HexeriaHy peakuuu, norosopere ¢ Bawwing nekap, 3alloTo
HSIKOW OT TSIX MOraT a ObgaT AoCTaTbUHO CEepUo3HN 1 Aa U3uckeaT HesabaBHa
neKapecka nomoL.

Cnperte BEXTRA® u nidopmupaiite Bamums nekap HeaabagHo, ako:

+  uUMaTe anepruyHa peakuus — Hanp. KoxeH o0puB, 0TOK Ha NULETO, YCTHITE NNK
e3uKa, KOUTO MOraT Aa 3aTpyaHAT BULIaHeTo, UM nMaTte Xpunose,

+ @Ko ce NOoSBAT MeXypy Mo KoXxata Wi Koxara ce benu,

+  aKo UMaTe XbITeHnUa (KoxaTa 1 6a510T0 Ha OUUTe MOXLNTABAT);

+  aKo umate Genesu Ha KbpBeHe OT CTOMaxa WfW YepBaTa, Hanp. YepHn NI
NPUMECEHY C KPBB U3NPayKHEHWS UMW NOBPBLUAHE Ha KPBE.

Mo-yecTUTe HeXenNaHW peakuny, KOMTO 3acarat noeeve ot 1 Ha 100 YoBeka, ca
n36poeny No-gosy:

+ cTomaluna Bonka, NoLLo XpaHocMuiiaHe, Anapis, rageHe, YyscTso 3a noaysaHe Ha
kopewma, rasoBse;

+ cbpbex no koxaTa nrnu 0bpus;

+ MoJyBaHe HA Kpakata, rmeseHnTe, cThhanata (3afpbiKa Ha TEHHOCTH);

+  TMOBWLLUEHO KPBBHO HansraHe;

+  CyXoTa B ycTaTa;

+ cyxa anseona csrief 3b0Ha excTpakuvs;

¢ Kawnuua;
+  nogysBaHe Ha cUHycuTe, B'b3MNaneHo rbprio;
¢ aHEeMUS;

+  CBHJMBOCT UMK Npobnemy cbC CbHS;
+  YpUHapHN UHQEeKRLMN.

Flo-psgKo cpeliaHn HeXesTaHu peakuuy, KouTo 3acsrat Zo 1 Ha 100 woBeka, ca
n3bpoeHu fio-Aomny:

+ BrnoluaBaHe Ha KPLBHOTO HarnsraHe, saMmaliBaHe;

+  reHepanusKpaHa oTOYMHOCT Mo TANOTO, flogyBaHe HaloKono ouuTe, BrnolasaHe Ha
aneprus;

s XUPYPrMYHWTE PaHW MOTaT fa ce WHPeKTUpaT;




+  YBENMYEHO MYCKYNHO HanpexeHue, CKOBaHOCT;
+ NOJyBaHe Ha ycTata unu cToMallHaTa nurasuLia, KUCenuHW;

+  MannMTaummn — ycettlate 3a cepuebuenHe;

+  AATOAOMYHM CTOMHOCTW Ha hyHKUMOHanNHUTE YepHopobHy 1 6u6pevHn TecTose;
+  yBEAWMYEHUE Ha TENecHOoTOo Terno;

+  HaTbpTBaHUs;

+  HEepBHOCT, TPEBOXHOCT, 0OBPKaHOCT;

+  KonpueHa Tpecka (00puB KaTo OT KONpuBa);

+ TPOMEHM BLB BKYCa,;

+  3aMbIMeHo BWKAaHE;

+  Xpuriose;

+  nHBEKLMN Ha ropHUTE ANXaTenHN NbTULLE;

+  S3BMW UMM KbPBEHE;

+ CbpAeYHa HepoCTaTBYHOCT.

Pepnkn HexenaHy peakiinu, KOMTO acAraT no-mariko ot 1 na 1000 yoeeka, ca
n3bpoeHu no-gony:

+  anepruyHK peakuuu, Hanp. KoxeH o00puB, nogysaHe Ha IMLETO, YCTHUTE W e3MKa,
XpUnoBse, TPYAHO AULLIAHE UK MperibliaHe;

+ NoByBaHe, NosBa Ha Mexypu unu GenexHe Ha Koxara;

+ [pesrae rnac;

+  ofCTpYKUMS Ha XpaHoCMUNaTenHaTa cucTema;

+ HamaneH Gpol Genu kpBLBHY Ternla unKu TpoMBouuTK;

+  pernpecus;

+  YYBCTBUTENHOCT KbM CBETIINHE,

+  BBbanaseHue Ha 6bbpeuure;

+  MO3IBMEH YAap.

AKo ce 6e3MNoKOUTE 3a HEXENaHMTE PeakuMy Ky 3abenexmnTe HAEKOW HeXenaHn
peakuui, KOUTO He ca oThensasaHn B Tasn NMCToBKa, cbobLuyeTe Ha Baluma nekap nnu
hapmauesT.

2. CBbXPAHEHWE HA BEXTRA®

lasere NekapcTBOTO HA MACTO, HEACCTLINHO 3a Aela.
Hama crieliuantu ycnoBust 3a CbxpaHeHne.
He nanonseaiite dunmupaHuTe TabneTiun BEXTRA® criea ustiaHe cpoka Ha rofHocT,

oTGensizaH Ha kyTuaTa, dnucrepa wnm GyTunkara.
3. BONBLIHUTENHA UHOOPMALINA

3a BcsiKa [AONBIHUTENHE UHOPMaLUWs 3a TO3W fieKapcTBEH NPOAYKT, Mons obLpHeTe
CE KbM NOKanHua NpeacTaBuTen Ha MPUTEXaTers Ha paspelleHneTo 3a ynoTpeda:
T “Tchaizep H.C.P. KopriopeliwsH”, Cocus 1504, yni. Obopuwe 22

Hama Ha nocnedHa pedakyus Ha nucmoskama:




