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JIMCTOBKA: HHOOPMAIIUS 3A TTOTPEBNTEIDT

APKOKCHA 90 mg; dpunMupaHy Tabraetku

Pagpewenus Ne ... L. L0 A Lt

ARCOXIA 90 mg film coaleghtablgtso A .........oovvrrcrrvcnn... Sovrrorerennsinsrennas —

Eropuxokcub (Etoricoxib)

IIpo4eTeTe BHMMATE/IHO US/IATA IMCTOBKA NPEIH 1A 3al04HeTe 12 IPUEMATe TOBA JEKAPCTBO.

e 3anasere Ta3u JIMCTOBKA. MOXe [a ce HAJIIOXKH /1 s IPOYETETE OTHOBO.

*  AKO MMaTe HAKAaKBH JOITBIHUTENIHU BBIPOCH, 00BPHETE ce KbM Bauius siekap uim
¢dapMmaleBT.

* Tosa nekapcTBo € npeanucano JH4YHO Ha Bac. He ro npeorcronBaiite Ha apyru xopa. To
MOXeE Jla UM HABPEIH, HE3ABMCHUMO OT TOBA, Y€ TEXHUTE CHMITOMH ca ChLIUTe KaTo Bamure.

®  AKO HAKOS OT HEeXeJIAHHTE JIKapCTBEHH PEaKLIMU CTaHe CepHO3Ha, WK 3a0eNexure IpyrH,
HEOIHUCAHM B Ta3H JIMCTOBKA HEXKE/IaHU peakivy, MoJis yBenoMere Bawms nekap wiau
¢dapmarnesT.

B Ta3u aucroBka:

Kakgo npencraenssa APKOKCHSI u 3a kakBo ce H3nonssa
IIpean na npuemere APKOKCHA

Kak na npuematre APKOKCHS

BB3MOXHH HEXENaHH peaKIUH

Kak na cvxpanssate APKOKCHA

JonbaHurenHa nHbopMaIus

1. KAKBO IPEJCTABJISIBA APKOKCHS 1 3A KAKBO CE M3II0JI3BA

e APKOKCHS npuHaiexxu KbM rpynata Ha Jiekapcrsara HapedeHr COX-2 unxuburtopu. Te
NPUHAUIEKAT KbM CEMEHCTBOTO JIEKAPCTBA, HApeUeHH HECTEPOMIHHU MPOTHBOBBIMATUTETHH
cpenctea (HCIIBC)

¢ APKOKCHA nomara aa ce Hamany 60sKaTa M OTOKa (BB3TAJICHUETO) B CTABUTE U MYCKYJTHTE
Ha XOpa C OCTE0apPTPHT, PEBMAaTOUICH apTPHUT, aHKHJIO3HpAaLl CIOHIWIIUT U NIoj1arpa.

KakBo npeacrasasBa ocreoaprpurbT?

OcTteoapTpuThT (HapHUaH M 0CTe0apTpo3a) € 3a00IsABaHe Ha CTABHUTE, KOETO BOAM 0 TIOCTENIEHHO
paspyllaBaHe Ha XpYIlsiia, KOHTO e pa3lofio)keH B KOHTAKTYBAIUTe Kpanilia Ha KOCTUTE M YJIECHsBa
JBH>KEHHETO UM. Pe3ynTaTsT e Bp3nanerue, 601Ka, YyBCTBUTEIIHOCT Ha CTaBaTa, CKOBAHOCT H
00e3IBIKBAHE.

Kaxso npeacraBisiBa peBMaTOMIHUAT apTpHUT?

PeBMaTOMIHMAT apTPUT € NPOABIDKUTENHO Bh3NaJMTEIHO 3a00sBaHe Ha ctaBuTe. B pesynrar Ha
TOBA C€ MOABABAT 60JIKa, CKOBAHOCT, [MOyBaHe ¥ MTOBHILCHA 3aryba Ha IBH)KEHHE B 3aCECHATHTE
CTaBy. BB3nanuTenHuaT npouec Moxke qa 00XBaHe M APYTH OpraHH B TSIIOTO.

Kakso npeacrasiinBa nogarpara?

ITonarpara e 3abonsBaHe, KOETO Ce XapaKTepU3Hpa ¢ BHE3aHH M MOBTAPSALIH CE MPUCTHITA HA MHOTO
Gose3HEHO Bh3MaTIeHHE U 3a4epBsiBaHe Ha cTaBuTe. [IpUuKHsiBa ce € OT/IaraHe Ha MHHEPATHH
KPHCTaJIM B CTaBHTE.

Kakeo NpeacTraB/jigBa aHKHJIAOZHPAINMAT CIIOHIAMJIAT?

CTaBH.
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2. IIPEAA JA TIPUEMETE APKOKCHS

He npuemaiite APKOKCHS
e  aKo CTe anepru4Hy (CBPHXYBCTBUTEIHH) KbM ETOPHKOKCHO WM KbM HSKOS OT OCTaHAJIMTE
cweraskn Ha APKOKCHS ( Bukre JlombaHUTeIHATA HHPOpMAaLK, ToUKa 6)

e  aKO CTe aIepruyHH KbM HECTEPOHMAHH pOTHBOBB3MamUTeHO cpeactea (HCIIBO),
srotrounTenHo acnupud 1 COX-2 nuxubuTop (BHXTE Bb3MOXKHHM HEXKENaHH PEaKLMH, TOYKa
4)
aKO MMAaTe aKTMBHA A3Ba HA CTOMAaxa WM KbPBEHE OT CTOMaxa HITH HYepBara
AKO MMATe TEeXKO 4epHOIpoOHO 3ab0ssBaHe
aKO MMaTe TexKo OBOpeuHo 3abomnsBaHe
aKo cTe GpeMEHHa HIIM € BB3MOXKHO /ia 3abpeMeHeeTe Wi Kbpmute (Bx. “Ymorpeba npu
OpEeMEHHOCT ¥ KbPMEHE’)
ako cre 1o 16 roguHH
aKO MMaTe BB3MAJUTETHO YpeBHO 3abomsBaHe, KaTo 6osecT Ha KpoH, A3B€H KOJUT WM KOJIHT
e  ako Bammst Niekap € AMaArHOCTHLHMPAT ChPAEUHM NPOOIEMH, BKIIOYMTETHO ChpeyHa

HEJIOCTATBYHOCT (YMEPEHA WIH TEXKa), aHTHHA (rpbAHa OONKa) WK aKo CTe IpeKapaiu

ChpJIeYEH NPUCTHII, Gaiinac onepanus, , 3a60/19BaHe Ha NEPUPEPHUTE apTEPHATHH ChIOBE

(0110 KpHBOCHAOAABAHE HA KPaKaTa [Opajay CTECHABAHE M 3aMyLIBaHe apTepuu) K

BCAKAKBB THIT HHCYJIT (BKITIOYMTEITHO MUKPO MHCYJIT M/IM NIPEXOHA UCXEMUYHA KpH3a WK

TIA). Eropuxokcu6 Moxe ciiabo 1a yBeaudH pucka npu Bac ot cepredeHa kpuza Wid

HHCYJIT, TOpaI TOBA He TpsIOBa Ja ce U3MO0JI3Ba OT XOpa, KOUTO Ca MMaJIN ChbPICYHH

npobIeMHy WK ca MpeKapanyd HHCYIT
®  aKO MMaTe BMCOKO KPbBHO HalIAraHe, KOETO HEKOHTPOJIMPAHO C JIeYeHHe (NPOBEPETe NPH

Bauus jekap WM MeIMUMHCKA cecTpa, aKo He CTE CHI'YPEH 3a TOBa Jany Bauiero KppBHO

HaJIsTaHe € aJeKBaTHO KOHTPOJIHMPAHO)

AKO cMATaTe, de MMaTe HAKOE OT Te3H 3a00IIsBaHud WK NpobrieMu, He B3uMaiite TableTKUTe NIpeau
Jia CTe ce KOHCYJITUpany ¢ Bamus nuyeH nekap.

O6bpHeTe ciennaaHo BHuMaHue npu ynorpeba Ha APKOKCHS
APKOKCHS Moxe 1a ce oKaxke HETTOAXOIAIIO 3a Bac uiuM Moxe Jla ce HaJTOXKH perysisipHO
Habmoaenue, ako Baieto crcTOSHHE CHBIIAAA € HAKOE OT CIICHUTE YCIOBUA:

. Hmare aHamHe3a 3a CTOMAIIHO KbPBEHE WM A3Ba

® OGe3BoaHeH CTE — HATIPUMEp MOpPaay NPOAB/DKUTENICH IPUCTDIT HA OBPBLIAHE WM AHApHS

. Hmare oTol nopaay 3aJpbiKKka Ha TEHHOCTH

. HmaTe anamHe3a 3a ChpeYHa HEIOCTATBYHOCT, ChPJEYHA KPH3a WM JIpyro ChpAe4YHO
3abonsBaHe

. HmaTe anamue3a 3a noeuieHo kpbaHo Hansrane. APKOKCH moxe na nosuuin KpbBHOTO
HaJIAraHe MpU HAKOHM XOpa, 0COOEHO BbB BUCOKH JI03H M BALIMAT JIEKAp 1€ HCKaA MEPHOIMYHO 1a
NpOBepABa CTOHHOCTHUTE Ha KpbBHOTO BH HansArane.

. Hmare anamHe3a 3a HHCYJIT WM MUKPO HHCYJIT

° Hmate aHamHe3a 3a 3a6os1aBaHe Ha ObOpeLMTE WK HA YepHUS Apod

. [Mpoeexnane neuenre Ha uHdeximu APKOKCHII moxe na Mackupa wid Ja NpuKpue
TEMNEPATYPHO CHCTOAHME, KOETO € MpOosiBa Ha HHQEKIIUS.

. Bue cre »eHa, KOATO ce ONMTBa ja 3abpeMeHeeTe S

JICKApPCTBO € NOAXOAALIO 3a Bac.
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APKOKCHS peiictsa eiHakBo A06pe NpH BH3PaCTHH U MIIaIM MalMEHTH. AKO CT€ B HanpeHaIa
BB3pacT (T.LL Haj 65 roanHu), Bamusr nekap 1ie Mcka a BU Iperiexia no noaxoadu Hadut. He ce
HaJlara KOpeKI[{s Ha JI03aTa 3a MalUeHTH B HallpelHalla Bp3pacT.

IIpnem Ha IpYrH JeKapcTBa
Mouis uHpOpMHpaiiTe Bamus nekap unm papmMaLeBT, aKo IIPUEMATE HIIH HACKOPO CTe NMPUEMATH
JPYIH JieKapCcTBa, BKJIIOUMTETHO M TAKHUBa, OTITyCKaHH 0e3 peuenTa.

OcobeHo, ako Bue B3eMaTe HsiKOe OT CJIe[IHUTE JIEKapcTBa, BammAr siexap 11e MouckKa rmo-CTPUKTHO
HaOJIIO[EHHE, 32 J1a C€ YBEPH, Y€ JSHCTBHETO Ha Te3M JIEKapCTBa € €QUKACHO U CJIE] KAaTO 3aNovHeTe

na npuemare APKOKCHT:

[MpoTHBOCHCHpPBAILH JieKapcTBa(aHTUKOAry1aHTH) kato Warfarin

° Rifampicin (aHTHOHOTHK)

J Methotrexate (JiekapcTBO, KOETO C€ H3TIOJI3BA 3a IOTHCKAHE HA HMYHHATa CUCTEMA M Y€CTO ¢
npuiara 3a JeyeH’He Ha peBMAaTOWAHHUSA apTpUT)

. JIeKapCTBa W3IOI3BaHH 32 JIEYCHHE Ha BUCOKO KPBBHO HAJIATaHE M ChPAEUHA HEIOCTaThYHOCT,

napeuenn ACE waxubutopu 1 GIIokepy Ha aHTHOTEH3HUH PELEIITOPUTE, HAIPHMED €HAIAIIPUA U
PaMHIIPHIT U IOCAPTAH U BAJICAPTaH

. Lithium (niekapcTBeH MPOXYKT, KOMTO ce M3MOJI3BA 3a JIeYeHUE Ha HAKOH BUJI0BE JIETIpecus)

. auypetuiy (06e3BOAHSBAIIM CPEACTBA)

. Cyclosporin unu Tacrolimus (JiekapcTsa, KOUTO Ce M3MOI3BAT 3a IOTHCKAHE HA UMyHHAT4
CHUCTEMA)

. Digoxin (JiekapcTBO, KOETO Ce Npusiara npu CbpeyHa HeIOCTaTBUHOCT U aOCOMIOTHA apUTMHUSA)

. Minoxidil (JiekapcTBeH HPOAYKT, KOWUTO ce Mpuiara pu BUCOKO KPBBHO HaJlAraHe)
Salbutamol — TabaeTku UK pa3TBOp 3a OpaJIHO NPHJIOKEHHE (JEKapCTBO, KOSTO Ce Mpujiara npu
actMa)
Xamuera IpoTHB 3abpeMeHsBaHe.

. XOpPMOHO 3aMECTHTEIHA Teparnus

. ACHUPUH, PUCKBT OT 3B Ha CTOMaxa e no-ronsm, ako Bzemate APKOKCHSI ¢ acimpun

APKOKCHS moxe na ce B3MMa ¢ HUCKH JJO3U aclMpUH (aLEeTWICUIHIIIIOBA KUCEIHHA). AKO B3eMarTe
acIHpHH B HUCKA 1032 (aLETHICATUINIOBA KUCEINHA) 32 MPO(UITaKTHKA Ha ChpAeyeH UHDapKT U
HHCYIT, TpAOBAa Ja NpeyCTaHOBHTE MPUEMAHETO My JOKATO HE C& KOHCYJITUPATe ChC CBOA JIeKap.

He TpabBa na ce npueMaT NpOTHBOBB3NAJIMTENIHY CPEICTBA WK aclIUpUH (AeTUICATULUIOBA
KMcearHa) BbB BHCOKa fo03a 3aeaHo ¢ APKOKCH .

BpemenHnocT H KbpMeHe

APKOKCHS, Tabnetkn, He TpsaOBa Aa ce npreMar Mo BpeMe Ha 6peMEHHOCT. AKO CbC CUTYPHOCT CTE
OpeMeHHa WIH cMATaTe, Y€ MOXe /1a CTe, KaKTO M aKko IUTaHupaTe OpeMeHHOCT, He [IpoBexaiiTe
JiedeHue ¢ Te3u TabiaeTku. AKo 3abpeMeHeeTe Mo BpeMe Ha JIEUEHHETO, NTpeKpaTeTe pHeMa Ha
TabJETKUTE U ce KOHCYNTHpaiiTe ¢ TuuHusa By nekap. nocpBeTBaiite ce ¢ Bamus nexap npeau
yrnorpebaTa Ha KOETO U Ja € JIEKapCTBO.

He ce 3nae namu APKOKCHSI ce exckpetipa B KkbpMaTa NpH Xopa. AKO KbpPMHTE, HJIH IUTAaHUpaTe Ja
KbPMHTE, KOHCYJITHPATE ce ¢ JIMYHUSA cH Jekap npeau na ce jJekysate ¢ APKOKCHA. Ako B3emare
APKOKCHS, He TpsabBa 1a KbpMHUTE.

IModupane n paﬁoTa ¢ MAIIHHA

CBHHJINBOCT.
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Baxxna nHdopmauns 0THOCHO HIKOH OT cheTaBKHTe HAa APKOKCHSL
APKOKCHA coabpika naktosa. AKO 3HAETE OT CBOA JIEKap, Y€ UMATE HEMOHOCUMOCT KbM HIKOH
3axapu, KOHCYJITUpaiTe ce ¢ Bauus ekap npenu aa npueMaTe J1eKapcTBOTO.

3. KAK JA ITPUEMATE APKOKCHSA

Bunaru npuemaiite APKOKCHSA TouHo kakTo By e kazan Bamms nekap. Ako He cTe CUTYpHH B
Hewlo, nonuTakite Bamus nekap nnn gpapmarnesT.

APKOKCHI Tabnerku He TpsabBa Ia ce mpueMaT OT Aela WM MOAPACTBALIM Ha Bb3pacT moj, 16
TOAMHH.

ITpuemaiite APKOKCHS, tabnetku, npe3 ycrata Benubx AHeBHO. APKOKCHSA moxe na 6bae
MPHUEMaH Ha ITaJlHO WK ¢ XpaHa.

He napsuiaBaiite npenopbuBaHarta 103a 3a jJedeHue Ha Bamero 3a6omnsaBane. [lepuoauuno Bammsr
Jekap we obcwxkaa ¢ Bac neuennero. BaxkHo e a U3nosnssaTe Hal-HACKATA 71033, C KOSTO [IOCTHraTe
KOHTpOJ1 BbpXY Oonkara cu u He TpsadOea na npuemare APKOKCHS mo-nipoasmoknTenHo BpeMe oT
Heobxonumoto. ToBa ce Halara mopajny pyUcka OT ChpACYEH MPUCTBII WIH yAap, KOWTO MOXKeE Aa ce
TIOBUILH CJIe] IPOABIDKUTENHO JIeueHHe, OCOOEHO ¢ BUCOKH JI03H.

Ocmeopampum
IIpenoppuBanaTa 103a € 30 mg eIMH TBT JHEBHO, MOBHILEHA 10 MakcUMyM 60mg eAuH BT AHEBHO.

Pesmamouden apmpum
IIpenopruBanara 103a e 90 mg BeAHBXK Ha JieH.

Ilooazpa
[IpenopbuBanaTa Ao03a 120 mg BeHBXK Ha JIeH, KaTo TpAOBa 1a ce U3MOoI3Ba caMo [0 BpeMe Ha
[epUOJa Ha MIPUCTBII, KaTO JIEYEHHETO € OrPaHH4eHO A0 MAKCUMYM 8 THH.

Auxunoszupawy chonounum
Ipenopvunrennara no3a e 90mg eavH BT JHEBHO

Xopa ¢ yepHOApOOHN NpoBJIEeMH
* Axko uMare Jieka hopma Ha 4epHOApoOHO 3abonsaBaHe, He TpsAOBa Ja Bemare rnopeye oT 60 mg
JHEBHO.
e AKO MMaTe CpPeaHO TeXKKO YepHOApoOHO 3abonaBaHe He Tps16Ba fa B3eMaTe Moseue oT 60 mg
npe3 oen v 30mg Ha eH.

Axo npuemeTe noBeue oT Heobxoaumara noza APKOKCHS
Huxkora He Tpsa6Ba na npuemare roeeye TabieTky oT NpeanucadnTe By oT nekaps. Axo npuemere
npekaiieno MHoro tabnetkn APKOKCHJ, HezabagHo TpsAOBa Aa HOTHPCUTE MEAMLMHCKA IIOMOII.

Ako nponychere 1a npuemere APKOKCHSI
Baxno e 1a npuemare APKOKCHI kakTo e npeanucan Bauius jiekap. He B3emaiire nsoiina Aosa, 33
Jia KOMIIEHCHpaTe NporycHaTaTa TabneTka. Br3ctaHoBeTe obHy4aiinus cu nedebeH pe)l(HM 1—1;1
CJIeABAILMS JCH.

AX0 UMaTe HAKaKBU JOITBITHATENHH BBIIPOCH, CBBbP3aHHU € yNoTpebaTa Ha TO3M np(myKT Mom
nonuTaiTe Baruuys nexap uiu gapMaLeBT.

4. Bb3MOXHHU HEXXEJIAHU PEAKIINN
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Kaxro Bcnuku nekapersa, APKOKCHU A moxe 2 IpeM3BHKa HEXETAHM PEAKIIMH, BHIPEKH Y€ He
BCEKH T'H NIONTyYaRa.

AKo 3a0e/IekKHTe HAKOH OT CJIeAHHTe NPOsiBU, TPaGBa Aa cupere npuema Ha APKOKCHSI n
He3a0aBHO 1a YBeJOMHTE CBOSl JIeKap:
e 3anyx, 60osKa B IbpIMTE WIH MOLYBaHe Ha [ie3eHa WK [IPH BIOLIABAHETO UM
e [loxbaTsABaHe Ha KOXKaTa U OYMTe (GKBITCHHIIA) — TOBA € MPOSIBA HA Y€PHOAPOOHH NpodaeMu
e CuiHa M IPOaB/DKUTENHA CTOMALIHA GOJTKA WK YePHH U3NPAKHEHUE
e AnepruvHa peakuus — MOXe [a BKIIOUYBa KOXHH NPOOJIEMH KATO A3BM WM MEXYPUETA, MM
OTOK Ha JIMIETO, YCTHHUTE, €3UKa HWIH I'BPJIOTO, KOETO MOXKE Ja 3aTPYAHHU IHUILAHETO.

ITpu neuenne c APKOKCHS morat aa ce nosgBsT ClieMHUTE HEXeETaHH PEaKLUH:

Yecmu (npu noeeve om 1 na 1000 u no-manxo om 1 na 10 oyuwiu)

CnabocTt u ymopa, 3amaiiBane, rpuno-nonoao6Ho 3aGossiBane, IHapus, ra3oBe, HapyLIEHHS B
XPaHOCMHJIAHETO (JIMCIIEIICHSA ), JUcKOoMGOpPT MK OoNKka B CTOMaxa, YyBCTBO Ha napeHe (KHCEIUHH),
MPOMSAHA B KPBBHHTE M3CJISABAHHUSA CBBP3aHH C YEPHHUA JIpod, raaeHe, rnaBoGorue, MoayBaHe Ha
KpakaTa W/ WM XouiaTa Mopaam 3aAphKKa Ha TEYHOCTH (OTOK) M MOBHIIEHO KPbBHO HANIATaHe,
NaINHATAIH, KPBBOHACAAHE,

Heuecmu (npu nogeve om 1 na 1000 u no-manko om 1 na 100 oyuiu)

[TonysaHe Ha cToMaxa WM yepBaTa, 60JKa B I'bPAMTE, ChpAEHHA HEJOCTATHUHOCT, ChpPACUCH
TIPUCTBII, yAap, MUHH y1ap (IIPeX0JeH UCXEMHUEH IPHCTHIT), HapyUIeH ChbpACYEH PUTHM (TIPeACHPAHO
TPENTeHe), MHQEKLUU Ha TOPHUTE AMXATETHH TPTUILA, BUCOKH HUBA Ha KaJIMii B KPBBTA, IPOMEHH B
KPBBHUTE WIH YPUHHU U3C/IEABAHUSA CBBP3aHU ¢ OBOpeLHTe, IPOMEHHU B YpPEBHATA POXOIMMOCT,
BK/TIOUMTEITHO 3aIleK, CyX0Ta B YCTaTa, sI3BH B YCTaTa, POMsHA Ha BKyCa, FacTPOCHTEPHUT, TaCTPHT,
CTOMAIlIHA 53Ba, JIOWIO BH e (roBpbiaHe), CHHAPOM Ha pa3fpa3HEHUTe YepBa, Bh3NaJleHUe Ha
XPaHOINIPOBO/A, 3aMBIJICHO BIDK/AaHe, Ipa3HeHe B OKOTO U 3auepBsiBaHe, KbpBEHE OT HOCA, 3BBbHAIL
ulyM B YHIMTE, CBETOBBPTEIK, IOBUIIEH U1K HAMAJIEH alleTUT, [TOBUIIIaBaHE HA TEJIOTO, MYCKYJIHU
KpaMITi/Cria3My, MyCKyJTHa 60JiKa/cXBaulaHe, HapylIeH ChH, CHHIMBOCT, TPBIIHEHE HIIH MpaByUKaHe,
TPEBOXHOCT, [CTIPECHS, IOHIKEHA MUCIIOBHA CIIOCOOHOCT, 3ayX, KallIMLA, TIOAyBaHe Ha JIHLIETO,
3ayepBABaHE Ha JULETO, KOXEH OOPUB HITH chpOex, HHGEKIHS Ha MUKOYHUTE ITBTHIIA.

Peoku (npu noBeue ot 1 na 16,000 1 no-manko ot 1 ma 1000 xymmu)
Hucky KpbBHY HUBa Ha HaTpUid

Mnozo pedku
AJIepru4HY peakiy (KOUTO Morar Aa ObIaT JOCTaThYHO CEPUO3HH, 32 1a H3UCKBAT He3abaBHa
JieKapcKa HaMmeca) BKJIIOYHMTEHO YPTHKAPHUs, OTOK Ha JIMLETO, YCTHHUTE, €3UKa, W/HIH I'bPIIOTO, KOETO
MO2Ke J1a TPeAN3BUKA 3ayX WM TPYAHO NperTbILaHe, CBUPKALU XPUMOBE WU 3ayX
(6poHxocnasbM), TEXKKH KOXKHHU peakLiH, Bb3MajleHHe Ha CTOMAallHaTa JUraBHLa WIH CTOMALIHU
SI3BH, KOUTO MOTaT J1a c€ YCJIOKHAT U Aa KbPBAT, NpobaeMu ¢ YepHUs Apob, cepuo3HH 6b0peuHn
npobeMH, CepHo3HO yBEIUYEHHE Ha KPBBHOTO HaJIsiraHe, o0bpKBaHe, BIXKIaHe, YyBaHe WIH ycelllaHe
Ha Hella, KOMTO He ChLIECTBYBAT (XaTIOLMHALIMH).

S. KAK JA CBbXPAHSIBATE APKOKCHA

CpraHs{BaﬁTe Ha MJACTO, HCAOCTBITHO 34 J€la.




ACX-EE/BG-20090335

He uznomzeaiite APKOKCHUS cien cpoka Ha rogHocT otbenssaH BbpXy onakoBkara. CpoKbT Ha
TOIHOCT OTroBaps Ha MOCJENHMS JA€H OT [IOCOYEHHS Mecell.

Bytuinku: ChxpaHsBaiTe B ILTBTHO 3aTBOPEHA OMNAKOBKA, 32 Jla IPEAINa3uTe OT Biara.
Baucrepn: CpxpaHsBaiiTe B OpUTHHAIHATA ONIAKOBKA, 32 J1a IpelIia3sire OT Bjiara.

JlexapcTBara He Tps6Ba Ja ce M3XBBPJIAT B KAHATU3ALMATA UIIM B KOHTelHepa 3a AOMAIIHH OTHAXbIH.
IMonuraiite Bamus GpapMalleBT KaK 1a YHHILOKHTE HeHYxHUTe Bu nexapctsa. Te3n Mepku e
CIIOMOrHAT 3a Ola3BaHe Ha OKOJIHATA Cpefia.

6. JONBJHUTEJIHA HHO®OPMAIINSA
Kaxkso cpabpxka APKOKCHS

e AKTHMBHOTO BEINECTBO € eTepoKoKcuO. Besika puiMHupana Tabnerka cbabpxa 90mg
€TEPOKOKCHO.

e Jlpyrure ChCTaBKU ca:
Cwpyesuna na mabnemxama: xanes xuaporeH docdar (6e3poaeH), Kpockapmenosa
HaTpuii, , MarHe3UeB cTeapaT, MUKPOKPHCTAITHA LETyJI03a. .
Obeuska Ha mabiemkama. M4eJIeH BOCHK, JJAKTO3a MOHOXH/IPAT, XMIIPOMEJI03a, THTAHHEB
nuokeun (E171), Tpuanerns

Kax marnexxaa APKOKCHSI n kakBO ¢bAbpa ONAKOBKATA

Ta6netkara APKOKCHS 90 mg e Gsna, ¢ Gpopma Ha 50bi1Ka, GUKOHBEKCHA QuaMHpaHa TabiieTka ¢
maanie ‘ARCOXIA 90’ Ha eanata cTpana 1 ‘202° Ha Apyrara cTpaHa.

OmnakoBka: AnmyMuHUEBH OIUCTEpPH B KAPTOHEHA KYTH
KonuuecTro B equa omakopka: 7, 14 u 28 tabnetku 3a 90 mg

IIpuTexaTe)1 Ha pa3pelieHUETO 32 ynoTpeba H MPOU3BOAMNTE/X
Mepk Ilapn u Joym benrapus EOO/L.,

Bbyn. H.Barmapoe 55, EKCITO 2000,

ET.1, usrouno kpuno, cekropu b1 u b2, Codus,

bearapus

Hpounssoguren:

Merck Sharp & Dohme B.V. Haarlem
Waaderweg 39, 2031 BN

P.O. Box 581, 2003 PC Haarlem
XomnaHgus

To3m NekapcTBeH NPOIYKT € pa3pelneH 3a ynorpe6a B crpanHTe-4wieHkn va EEO-fron cileanuTe
HMeHa: Py EEN

AgcTpus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg-Filmtabletten
Benrus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg, comprimés pelhcule
boirapus ARCOXIA

Uexus ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg

Kunsp Arcoxia 30, 60, 90, 120 mg

Janus Arcoxia

EcTtonus Arcoxia

Dunnanaus Arcoxia 30, 60, 90 ja 120 mg tabletti, kalvopaillysteinen



OpaHums
I'epmanus
I'vpuus
VHrapus
Hcnangus
Upnannus
Hranus
JlarBua
Jlutea
JIrokcemGypr
Maonra
Xoanaus
Hopserus
ITonma
Ioptyranus
pelicula
PymbHUs
CrnoBakust
CrnoBenus
Hcnanus
IIBenms
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Arcoxia 30 mg, comprimé pelliculé
ARCOXIA 30/60/90/120 mg Filmtabletten
ARCOXIA 30mg, 60mg, 90mg,120mg film-coated tablets
Arcoxia 30 mg, 60 mg, 90 mg, 120 mg filmtabletta
Arcoxia
Arcoxia 30, 60, 90 or 120 mg film-coated tablets
Arcoxia 30, 60, 90, 120 mg compresse rivestite con fil
Arcoxia 30 mg, 60 mg, 90 mg un 120 mg apvalkotis tablets
Arcoxia 30, 60, 90, 120 mg plévele dengtos tabletés
Arcoxia 30 mg, 60 mg, 90 mg, 120 mg, comprimés pelliculés
ARCOXIA 30, 60, 90 or 120 mg film-coated tablets
Arcoxia 30 mg, 60 mg, 90 mg, 120 mg
Arcoxia
ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg tabletki powlekane
ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg comprimidos revestidos por

ARCOXIA 60 mg, 90 mg, 120 mg, comprimate filmate
ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg

Arcoxia 30/60/90/120 mg filmsko obloZene tablete

Arcoxia 30, 60, 90 y 120 mg comprimidos recubiertos con pelicula
Arcoxia 30 mg, 60 mg, 90 mg och 120 mg filmdragerade tabletter

O6eauneno Kpaincreo ARCOXIA 30, 60, 90 or 120 mg film-coated tablets

Jata Ha nocieqHoO o100peHHe Ha JTMCTOBKATA:

© Merck Sharp & Dohme Limited 2001. Bcuyku npasa 3anaseHu.







ACX-EE/BG-20090335

2. IPEJU JA TIPUEMETE APKOKCHUS

He npnemaiite APKOKCHS

aKo CTe aJepru4Hu (CBPBXYBCTBUTENHN) KbM ETOPHKOKCHO WIIM KbM HAKOS OT OCTaHATUTE
cpcTaBku Ha APKOKCHSI ( srxre JlombnHuTenHara uHpopMariius, Touka 6)

4KO CTE€ aJIEprU4HH KbM HECTEPOUIHHM NMPOTUBOBB3NaIUTeNHO cpeactea (HCIIBC),
BKIIOYUTENHO acupuH © COX-2 nuuxubuTopH (BIkTe BB3MOXKHM HexXeNaHH peakUyH, TOUKa
4)

aKO MMaTe aKTHBHA A3Ba Ha CTOMAaXa WIIM KbPBEHE OT CTOMAaxa MM 4YepBaTa

aKO MMaTe TeXKO YepHoApoOHo 3aboaBane

aKo nMare Texko OsOpeuHo 3abonsBate

aKo cre 6peMeHHa WM € BB3MOXKHO Jla 3abpemMeHeeTe WK KbpMuTe (BX. ‘YroTpeba npu
6pEeMEHHOCT U KbpMeHeE”)

ako crte noj 16 roguHu

aKo MMaTe BL3MAIMTENHO YpeBHO 3abosBaHe, Kato 6osecT Ha KpoH, A3B€H KOIMT MIIM KOJIUT
ako Bauusar nexap € 1MarHoCTULUPA ChbPISYHH NPOOIEMH, BKIIKOYMTETHO ChPAEYHa
HEIOCTAaTBYHOCT (YMEpEHa KIIY TEXKa), aHTHHA (TphAHa GOJIKA) WK aKO CTe IpeKapally
ChpJIeYeH NPHCTHII, Oaitnac onepanus, , 3a00s11BaHe Ha nepubepHUTEe apTepUaTHHU ChIOBE
(oo xpbBOCHaOAABaHE HAa KpaKara [opaJyl CTECHSIBAHE WK 3allyliBaHe apTEPHHU) WK
BCAKaKbB THI MHCYJIT (BKJIFOUUTETHO MUKPO HHCYJT WIH [PeXOIHA HCXEMHYHA KPH3a HIIH
TIA). Etopuxokcu6 moxe ci1abo aa yBenuuu prcka npu Bac ot cbpaedena kpusa wiu
HHCYJIT, TOpaJd TOBa He TPsAOBa Ja ce U3II0JI3Ba OT XOpa, KOUTO ca UMAaJ¥ ChPASUHM
npo6JIeMHU WU ca TpeKapaii HHCYIT

4KO MMATEe BHCOKO KPbBHO HaJIAraHe, KOETO HEKOHTPOJIIMPAHO ¢ JieueHue (MpoBepeTe Mpu
Baius nexap wiam meaMuMHcKka cectpa, ako He CTe CHUTYPEeH 3a TOBa Aainu Banieto KpbBHO
HaJIITaHe € aIeKBaTHO KOHTPOJIUPAHO)

AKoO cmATare, 4e UMaTe HAKOe OT Te3u 3a00ssIBaHUs WM npobiieMu, He B3UMaiite TabJIeTKHUTE MIpean
Jia CTe e KOHCYATHpad ¢ Bamus nudeH nekap.

O6bpuere cienqua/IHO BHUMaHHe npH ynorpeda na APKOKCUS
APKOKCHA moxe na ce okaxke Hermoaxoasio 3a Bac niu Moxe 1a ce HAIOKH perysipHO
HaboeHne, ako Bauiero chCTosiHHE ChBIIaAA C HAKOE OT CISAHHUTE YCIOBHS:

AKO He CTe CUTYPHH Aaji HAKOE OT TE3H YCJIOBHS CHOTBETCrBa Ba Bainero CLCTosmue
KOHCYJITHpaliTe ce ¢be CBOA Jiekap npeau aa npuemere APKOKCHISL, 3a na: BPIIII/IT
JIEKapCcTBO € MOAXOAAIIO 32 Bac.

Hmate anamHe3a 3a CTOMAIIHO KbPBEHE WM A3Ba
O6e3BoIHEH CTe — HallpUMep NOpaIi MPOABIDKUTEIICH IIPUCTHI Ha MOBPBIIAHE WK JHAPHS
Hmare oToiw mopangy 3aJphiKKa Ha TEUHOCTH

Hmare anamHesa 3a chpleyHa HEJOCTATBEUHOCT, ChPACYHA KPH3a WK JIPYro ChPAEYHO
3abosigBaHe

Hmate anamHe3a 3a noeuieHo kpbBHO Hanarase. APKOKCHS mosxe fa moBHIM KPHBHOTO
HaJIAraHe MpU HAKOU X0pa, 0COOCHO BBB BUCOKH JO3U M BALIMAT JeKap Ilfe UCKA TIEPUOIHYHO 14
MPOBEPsSIBAa CTOMHOCTUTE HAa KPBBHOTO B Hansraxe.

Hmate aHaMHe3a 32 HHCYIIT UITH MUKPO WHCYJT

Hmate anamue3a 3a 3a6onsBaHe Ha ObOpeLTe WIK HA YepHUS Opod

IIpoBexknane neuenre Ha nadekuun APKOKCHS moxe na Mackdpa Wiy J1a IPUKPHE
TEMIIEPaTypHO CHCTOSHUE, KOETO € NMPosABa Ha HHPpeKLus.
Bue cte xeHa, KosSTO ce onuTBa Jia 3abpeMeHeeTe

pHCKa OT c1>pneqmd 3a00/19BaHU.
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§ Pggpowenue Ne o Lo L AT S
APKOKCHA 90 mg; Q)PUIMI/IP%HH TabIeTKH

ARCOXIA 90 mg film coafeghtablefsn N ..o

Eropukoxcub (Etoricoxib)

IIpouerere BHUMATE/IHO IAJIATa JINCTOBKA NPeIH 2 3alI0YHeTe Ja IpHeMaTe TOBA JIEKapCTBO.

e 3amasere Ta3u JIUCTOBKa. Moxe Ja ce HAJIOXKH J1a 5l IPO4eTeTe OTHOBO.

e AKO MMaTe HAKaKBM JOIBIHUTEIHH BENPOCH, 0OOBpHETE ce KbM Baiuus jekap niu
(hapmarneBT.

e ToBa J€KapCTBO € Mpeanucano Ju4Ho Ha Bac. He ro npeorcrenpaiite Ha apyru xopa. To
MOJKE 12 MM HABPE/IH, HE3aBUCHMO OT TOBA, Y€ TEXHUTE CUMIITOMH Ca ChlIMTe KaTo Bawure.

e AKO HAKOS OT HEXE/IAHUTE JIeKAPCTBEHH PEAKLIMM CTaHe CEpPHO3HA, MK 3a0€eNexHTe APYTH,
HEOTNMCAHM B TA3H JIMCTOBKA HEXEJIAHHU PeakiiH, MOJIs yBeoMere Baums sekap win
dhapMmaLeBT.

B Ta3u aucTOBKA:

Kakgo npencrasnssa APKOKCHA 1 3a kakBo ce U3non3Ba
Ipenu na npuemere APKOKCHA

Kak nga mpuemare APKOKCHA

BB3MOXKHH HEXXEMaHH peaKUu

Kak pga cexpanssare APKOKCHUA

Jombnnurenna uHGopmanus

QLB W

1. KAKBO ITPEJICTABJISIBA APKOKCHS U 3A KAKBO CE M3I1I0JI3BA

e APKOKCHS npuHapiexu KbM rpynara Ha jgexapcrsara Hapeuenu COX-2 unxuburopu. Te
TNIPUHAIEKAT KBM CEMEHCTBOTO JIEKapCTBa, HAPEUYEHH HECTEPOHHH NIPOTHBOBb3IATUTETHN
cpenctea (HCIIBC)

e APKOKCHJI nomara na ce Hamanu 0ofKaTa U OToKa (BB3MaJICHUETO) B CTABHTE M MYCKYJIHTE
Ha XOpa C OCTE0APTPHUT, PEBMaTOMIEH apTPHUT, aHKHJIO3UpAIIl CTIOHAWIUT U IToJarpa.

KakBo npeacraBisiBa 0cTe0apTpuThT?

OcTeoapTpUTHT (HapUYaH M OCTE0apTpo3a) € 3aboIBaHe Ha CTaBUTE, KOETO BOAHM /10 OCTENCHHO
pa3pyllaBaHe Ha XpyILusia, KOUTO € pa3fosioKeH B KOHTAKTYBAIUTE KPAaUilla Ha KOCTUTE U Y/IeCHABA
JBIDKCHUETO UM. Pe3ynTaTebT € Bp3nanenue, 60/ka, YyBCTBUTEIHOCT Ha CTaBaTa, CKOBAaHOCT H
obe3nBIDKBaHe.

KaxBo npeacraBiisiBa peBMATOHAHHAT apTPUT?

PeBMaTOMAHMAT aPTPHT € MPOABIDKUTENIHO BB3MATUTETHO 3a00/15BaHe HA CTaBuTe. B pesynrar Ha
TOBa Ce MOABSBAT 6ONIKA, CKOBAHOCT, TIOyBaHe W MOBHILIEHA 3aryba Ha JBIDKECHHE B 3aCETHATUTE
CTaBu. Bp3nanurenHuaT npolec MoXke 1a 0OXBaHE U APYTM OPraHu B TSAJIOTO.

KakBo npeacrasiasia nogarpara?

[Tonarpara e 3a60/1sBaHe, KOETO C€ XapaKTepU3Upa C BHE3ANHU U MOBTAPAIIH C€ NMPUCTHIIM HA MHOTO
GoJie3HeHO Bb3NaJleHNe U 3aUepBsiBaHe Ha cTaBuTe. [IpU4nHsABa Ce € OTIaraHe Ha MUHEPAJIHU
KPHCTAJIH B CTABUTE.

Kakso NpeaCTaB/IAB2 AHKHJI03HPAIUAT CHOH}IHJIHT"

CTaBH.
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Baxxna nadopmanus oTHOCHO HEKOM OT cheTaBkuTe Ha APKOKCHS
APKOKCHA chabpaxa nakroza. AKo 3HaeTe OT CBOS JIeKap, e HMaTe HENOHOCHMOCT KbM HAKOH
3axapu, KOHCynTUpaiTe ce ¢ Baims nexap npeau a npuemare jeKapcTBOTO.

3. KAK JIA IIPUEMATE APKOKCHSI

Bunaru npuematite APKOKCHSI Touso kakto B e kazan Bamus nekap. Ako e cre CHUT'YPHH B
HELLO, MoMHTaiiTe Baluus jgekap wiu gpapmariiest.

APKOKCHUI tabrnetku He TpsaGea j1a ce MpremMart oT AeLid WM I0APacTBAally Ha Bb3pacT nox 16
TOAMHH.

Ipuemaiite APKOKCHS, tabnetky, rpes ycrara seaubx qAHeBHO. APKOKCHA moxe na 6bae
[IpYeMaH Ha IMagHo Wi C XpaHa.

He naxeunaBaiite npenoppuBaHaTa 103a 3a JiedeHHe Ha Bauteto 3abonsBane. [leproauuno Bammsr

JeKap e obchxaa ¢ Bac nedennero. BaxkHo € na u3non3sare Hall-HHCKAaTa 1034, C KOSTO MIOCTHraTe

KOHTpOJI BbpXY GonkaTa cu 1 He Tpsibpa ja npuemare APKOKCHUS no-npoasiokuTeiHo BpeMe oT .
HeobGxoumoTo. ToBa ce Hatara nopaay pucka OT ChpJEUeH MPUCTHIT HIH YAap, KOHTO Moxe Ja ce

TIOBHIUM CJIE] IPOLBLKUTENHO JIeYeHHe, 0COOEHO ¢ BUCOKH JIO3H.

Ocmeopampum
IIpenoppuBanara 1o3a e 30 mg eIUH BT JHEBHO, MOBHILIEHA 10 MAKCUMYM 60mg €aMH BT JHEBHO.

Pesmamouden apmpum
IIpenopbuBanara no3a € 90 mg BeIHBXK Ha JIEH.

Iooaepa
ITpenopbuBanara no3a 120 mg Bequbk Ha JeH, KaTto TpaOBa a ce H3I0N3Ba CaMo 110 BpeMe Ha
NIEPHOJA Ha MIPHCTBIT, KATO JIeUeHHETO € OrPaHUYeHO IO MAKCHUMYM 8 nHU.

Auxunozupawy cnonounum
IIpenoprunTenHata no3a e 90mg enuH BT AHEBHO

Xopa ¢ yepHOAPOGHH MPOGIEMH
e Ako umarte jeka ¢popMa Ha YepHOapoOHO 3abonsBaHe, He TPsAOBa a B3emare moseue ot 60 mg ‘
IOHEBHO.
®  AxO MMaTe CpeJHO TeIKKO UYepHOAPOOHO 3a00sBaHe He TPIOBa [a B3emare MoBeue ot 60 mg
npe3 Oen vnu 30mg Ha neH.

AKo0 npnemere noseve ot HeobxogumaTa 103a APKOKCHUSI
Hukora e Tps6Ba na npuemare noeeye TabieTku ot npeanucanure Bu ot sekaps. AKo npuemere
npexaneno Muoro tabnetkn APKOKCHS, Hezab6aBHO TpAOGBa Ja MOTHPCUTE MEAULIMHCKA TTOMOILL.

Axo nponycnere a npuemere APKOKCHS
Baxno e na npuemate APKOKCHA kakrto e npennucai Baums jekap. He Bzemaiite ,[IBOI/IHa 71033, 32
/ia KoMIeHcUpate nporycHaTaTa Tabnetka. BracraHoBete 06u4aiinus cu sevebeH pexum -
cleIBalyA AeH.

nonurtakre Bawuus nekap uiu ¢apmalesT.

4. Bb3AMOXKXHHU HEXEJIAHM PEAKIIUN
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APKOKCHS neiicTea eqHaKBo 106pe npy Bb3paCTHH M MITajlM NaLKeHTH. AKO CTE B HaNpeaHana
BB3pAcT (T.1I. Haj 65 roAMHH), Baluuar jiekap Lie Mcka Aa BU MPETJIEX/a 1o MOAXOAALL HA4H1H. He ce
Hajlara KOpeKLHs Ha J03aTa 3a MallMEHTH B HanpeIHala Bb3pacT.

IIpuem Ha Ipyru jJeKapcTsa
Mons uadopmupaiite Baius nekap wiM papmalleBT, ako MPHEMaTe WM HACKOPO CTe NPUEMATTH
JPYTH JIEKAPCTBA, BKJIKOYNTETHO U TAKKMBA, OTIyCKaHH 6e3 perenta.

OcobeHo, ako Bue B3eMaTe HAKOE OT CJI€IHHUTE JIeKapcTBa, Bauar nekap 1e noucka rno-CTpUuKTHO
HaGII0/IeHHeE, 33 []a Ce YBEpPH, Y€ JEHCTBUETO HA Te3H JIEKAPCTBa € EQUKACHO H ClIe]l KaTO 3aM01HETe
na npuemare APKOKCHS:

] ITpoTHBOCHCHpBALIM JIEKAPCTBA(AHTHKOArYTaHTH) KaTto Warfarin

o Rifampicin (aHTHOHOTHUK)

. Methotrexate (JlekapcTBO, KOETO C€ U3IMON3BA 3a IOTHCKAaHEe HA HMYHHATa CHCTEMA U YECTO Ce
npuara 3a JieueHue Ha peBMaTOMIHUSA apTPHT)

. JIEKapCTBA M3IIO/I3BAHH 32 IEYCHHUE Ha BUCOKO KPBBHO HAJIAraHe U Chpe4Ha HENOCTaThUHOCT,

Hapedenn ACE MHXHOUTOPH U GJIOKEPH HA AHTMOTEH3HH PEUENITOPUTE, HANPHUMEp €HAJANpHII K
PaMMIIPHII M JIOCAPTaH U BajICapTaH

. Lithium (nexapcTBeH NPOAYKT, KOWTO ce M3MO0JI3BA 3a JISYCHHE HA HAKOU BHIOBE JETPECH)

. JIypeTHuy (00e3BOAHABALLH CPECTBA)

. Cyclosporin wiu Tacrolimus (JiekapcTBa, KOMTO Ce HU3II0JI3BAT 32 MIOTUCKAaHEe HA MMyHHaTa
cHUcTeMa)

. Digoxin (JlekapcTBO, KOETO ce Tpuiiara Npy ChbpAeYHa HEAOCTATBYHOCT M aGCOMIOTHA APUTMHUA)

. Minoxidil (JiekapcTBeH NPOAYKT, KOWTO Ce MpuIara npx BUCOKO KPbBHO HaJATaHe)

. Salbutamol — TabeTKH WK Pa3TBOP 3a OPATHO NPUIOKEHHUE (JIEKapCTBO, KOETO Ce IpH/Iara mpu
acTtMa)

. XarnyeTa MpOTHB 3a0peMEHsABaHe.
XOpMOHO 3aMeCTUTEIHA Teparlus

. ACTIMpHH, PUCKBT OT A3BH Ha CTOMaxa e Mo-roism, ako szemate APKOKCHJI ¢ acrimpun

APKOKCHSI Moxxe 1a ce B3MMa ¢ HUCKH 71034 acUpHH (ALETHICATULMIOBA KUCEIHHA). AKO B3eMaTe
ACTIHpPHUH B HUCKA [032 (ALETHICATTMLIMIOBA KUCETMHA) 32 NPOQHIAKTHKA Ha ChpJeUeH HHAAPKT 1
HHCYJT, TpAOBA Aa NMpeyCTAHOBUTE MPHEMAHETO My JOKATO HE CE€ KOHCYJITHPATEe ChC CBOSL JIeKap.

He Tpa6Ba ja ce mpreMaT NPOTHBOBB3MATUTEIHH CPEICTBA WIIM aCTIUPUH (aLETUIICATULMIOBA
KHCEJIMHA) BBB BUCOKA A03a 3aeaHo ¢ APKOKCHL

BpemennocT 1 KbpMeHe

APKOKCHS, TabneTky, He TpsaOBa aa ce NpueMaT ro BpeMe Ha OpeMEHHOCT. AKO ChC CHT'YPHOCT CTe
OpeMeHHa WK CMATATe, Y€ MOXe /1a CTe, KaKTO M aKo MiIaHupate OpeMEHHOCT, He MPOBeXAalTe
JiedeHue ¢ Te3u TabneTku. AKo 3abpeMeHeeTe 110 BpEMe Ha JIEUEHHETO, IPeKpaTeTe npheMa Ha
TabJIETKUTE U Ce KOHCYJITUpaiiTe ¢ auuHus Bu sekap. moceaeTBaiite ce ¢ Bawuus siekap npeau
ynoTpebaTa Ha KOETO H [a € JIeKapCcTBoO.

He ce 3nae nanu APKOKCHS ce exckpeTupa B KbpMaTa npH xopa. AKO KbpMHUTE, WK IUIaHUpaTe Jia
KbPMHTE, KOHCYJITUpATE Cce ¢ IMUHUS cH Niekap npeau aa ce nexysare ¢ APKOKCHS. Ako Bzemate
APKOKCHSI, He TpsaOBa 1a KbpMUTE.

Illopupane n paﬁora C MAIIHHH

CBbHJIMBOCT.
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He usnonspaiite APKOKCHSI cien cpoka Ha rogHocT otOes3aH BBPXY ornakoBkaTta. CpoKbT Ha
IOJTHOCT OTTOBAps Ha [OCAEAHUS AEH OT [IOCOUYEHHUS MECELL.

ByTI/IJIKI/IZ C’bXpaHﬂBaﬁTe B IUTBTHO 3aTBOPE€HA OIMAKOBKA, 324 J1a NPEeANa3sHuTe OT Bjara.
EJ'II/ICTepI/II CBXpaHHBaﬁTe B OpUI'MHa/THATa OINNaKOBKa, 3a Ja Npearna3uTe OT BJiara.

JlekapcTBata He TpAOBa Ja ce H3XBBPIIAT B KAHAIM3ALMATA UJIM B KOHTEHHEpPA 3a JOMAIHH OTIAIbLH.
llonwuraiite Bamus dapmaleBT kak Ja YHHILOXHTE HeHyxHuUTe By nekapcTra. Tesu Mepku e
CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpeaa.

6. AOIIBJIHUTEJIHA UHOOPMAITUS
Kaxso ceabpxa APKOKCHUSA

® AKTHBHOTO BELIECTBO € eTepOKOKCcHO. Besika gunMupana tabnerka cpaspika 90mg
€TEPOKOKCHO.

e Jlpyrure ChCTaBKH ca:
Crvpyesuna na mabremxama: xaiueB xuaporeH docdar (6e3BoaeH), Kpockapmeosa
HATpHil, , MarHe3ueB cTeapar, MUKPOKPHCTANTHA LIeTyI03a. .
Obeusxa na mabremxkama. M4EJIEH BOCHK, JIAKTO3a MOHOXHIPAT, XMIIPOMEII03a, THTAHHEB
avokeua (E171), Tpuanerun

Kax mraexaa APKOKCHSI u kaxBo chabpKa ONAKOBKATA

Tabnerkata APKOKCHA 90 mg e 6su1a, ¢ hopma Ha s6b1ka, GuKOHBeKCHa huMupaHa tabierka ¢
Hagmue ‘ARCOXIA 90’ na eqnata ctpanda u ‘202 Ha apyrata cTpaHa.

OnakoBka: ATyMUHHEBH OJIMCTEPU B KApTOHEHA KYTH
Konnuectro B enna onakoBka: 7, 14 u 28 tabnetku 3a 90 mg

IIpuTexxaTen Ha pa3pelieHHETO 3a yNOTpeda H NPOU3BOAUTE
Mepk Hlapno u Jloym bearapus EOO/I.,

byn. H.Banuapos 55, EKCITO 2000,

Et.1, n3touno kpuio, cektopu b1 u b2, Codus,

Brirapus

IIponsBoguren:

Merck Sharp & Dohme B.V. Haarlem
Waaderweg 39, 2031 BN

P.O. Box 581, 2003 PC Haarlem
Xonanaus

To3n JekapcTBeH NPOAYKT € paspelleH 32 ynorpeda B CTpaHHTe-4JIEHKH Ha EE()wrmzl c.ﬂezmnTe
HMeEHa: y '

ABcTpus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg-Filmtabletten
Benrus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg, comprimés peilmufe :
brarapus ARCOXIA

Yexus ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg

Kunep Arcoxia 30, 60, 90, 120 mg

Janus Arcoxia

Ecronus Arcoxia

PunHnanaus Arcoxia 30, 60, 90 ja 120 mg tabletti, kalvopdillysteinen
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Kaxkto Bcuuku nekapetsa, APKOKCHS Moxxe 1a npenn3BiKa HeXEJaHK PEaKUMH, BBIIPEKH 1e He
BCEKHU T'Yl [TOTy4aBa.

AKo 3a6e/1eKUTe HAKOS OT CJIeIHHTE NPOSIBH, TPAGBa Ja cnpeTe npuema Ha APKOKCHS 1
He320aBHO 1a YBeOMHTE CBOSl JIeKap:
e 3anayx, 60oska B IbpANTE WIH MOAYBaHE HA [VIE3€HA MM MPH BJIOIIABAHETO UM
o TloXBITABaHE HAa KOXATA U OYUTE (AKBITEHHMIA) — TOBA € [POSABA HA YePHOAPOOHM npobaemu
e CuiHa M MPOIBDKUTENHA CTOMALIHA 00JIKa WK YePHH U3NPasKHEHHE
e AnepruyHa peakis — MOXe Jia BKJIIOUBA KOXKHH TPOOIEMH KaTO S3BH WIH MEXypUeTa, WiH
OTOK Ha JIMLETO, YCTHHTE, €3UKa WIH [bPJIOTO, KOETO MOXe J1a 3aTPyAHH JTUILIAHETO.

ITpu euenue ¢ APKOKCHSI mMorat na ce noABaAT CieaHUTE HeXENaH peaKlMH:

Yecmu (npu noseue om 1 na 1000 u no-nanko om 1 na 10 oymun)

CnabocT u ymopa, 3amaiiBase, pUNO-NONoxo0HO 3ab0MABaxe, AUapus, ra3sose, HapyLUIeHHUS B
XPaHOCMUJIAHETO (McTIencHs), AMcKoMdOpT 1tk GoJIKa B CTOMAXa, 4yBCTBO Ha MapeHe (KMCeHHHM),
POMSiHA B KPBBHMTE M3CJeBAHUS CBBP3aHHU C YepHHUs JIpoO, rajieHe, riapobosue, MofyBaHe Ha
KpaKaTa WHJIM XOMIATa [OPaM 3aAPHKKa Ha TEYHOCTH (OTOK) ¥ IMOBHIIEHO KPHBHO HalIAraHe,
HaJINMATALUY, KPBBOHACAAHE.

Heuecmu (npu noseue om 1 na 1000 u no-manxo om 1 na 100 oywu)

INoxyeane Ha cTOMaxa WIH YyepBaTa, 00JIka B IbPAMTE, ChPAEYHA HEJOCTATHYHOCT, ChPACHEH
NIPUCTBII, YAAP, MMUHK yaap (IIPeX0[eH KCXEMUUEH [IPUCTHIT), HapyIIEeH ChPeYeH PUTHM (TIPEACHPAHO
TpenTeHe), HH(EKIMS Ha TOPHUTE AMXATeHH MBTUILA, BACOKH HMBA HA KAJIMHA B KPHBTA, MIPOMEHH B
KPBBHUTE WM YPUHHU M3CTIeBaHHS CBBP3aHH ¢ ObOpeLHTe, IPOMEHU B UPEBHATA IPOXOAUMOCT,
BKJIIOYUTE/IHO 3alleK, CyXO0Ta B YCTaTa, 13BH B YCTaTa, IPOMsAHA Ha BKYCa, FTaCTPOCHTEPUT, TaCTPHT,
CTOMaIIIHA A3Ba, J01H0 By e (moBpbillaHe), CHHAPOM Ha pa3[pa3HEHUTE YePBa, Bh3NaJICHHEe Ha
XPaHOIIPOBO/IA, 3aMBIVICHO BIDK/IaHe, Ipa3sHEHe B OKOTO M 3aUePBABAHE, KbPBEHE OT HOCA, 3BBHSAUI
UIyM B YIIUTE, CBETOBBPTEXK, IOBUIICH WKW HaMaJIeH alleTUT, MOBUIIABAHE HA TEMJIOTO, MYCKYJTHU
KpaMIIK/criasMH, MycKysiHa GoJika/cxXBailjaHe, HapyilleH CbH, CbHIMBOCT, TPBIIHEHE WIIK MpaBy4KaHe,
TPEBOXKHOCT, AETIPECHs, IOHMKSHA MUC/IOBHA CHOCODHOCT, 3a1yX, KallTMIIa, OyBaHe Ha JIULETO,
3ayepBsBaHe Ha JHLETO, KOXKEH OOpHB WIH chpOeX, HH(EKLHMSA HA TMKOYHUTE ITHTHINA.

Peoxu (npu nosedye ot 1 na 10,000 u no-manko or 1 na 1000 xymmu)
Hucku kpbBHUM HUBa Ha HATpUH

Mnuozo peoku

Anepruyny peakimu (KOUTo Morar Aa GbAaT JOCTATBYHO CEPHO3HM, 3a JIa H3UCKBAT He3abarHa
JIEKapCKa HaMeca) BKJIIOYMTENTHO YPTHKAPHs, OTOK Ha JIMIETO, YCTHUTE, €3HKa, W/UITH I'bPJIOTO, KOETO
MO>Ke J1a TTPeAN3BUKA 3a1yX WIH TPYAHO NperTbllaHe, CBUPKAIK XPUITOBE MIIH 3a1yX
(6poHXOCMa3bM), TEXKH KOXKHH PEaKllMy, Bh3MAJICHHE Ha CTOMALIHATA JIMFraBMUA JIH CTOMALIHH
A3BH, KOMTO MOTAT JIa C€ YCJIOMKHAT U J1a KEPBAT, IPoOIeMH ¢ YepHUs Apob, cepro3nu 6s0pedHu
npo6ieMH, CepUO3HO YBEJHYEHHE HA KPHBHOTO HaJIAraHe, OObPKBaHe, BIKIAHE, TyBaHe WM ycellaHe
Ha Hellla, KOMTO HE ChLIECTBYBAT (XaTIOLUHALIMK).

AKO HSKOS OT HeKENaHUTE JIEKAPCTBEHU PeaKLMK CTaHe CepUO3HA WM 3a0eexKHTe, APYrH,
HEOMMCAHHU B Ta3H JIMCTOBKA HEXEIAHH PEaKLMH, MOJIs yBeomere Bamus nexap uis-dapm

5. KAK JA CHbXPAHSIBATE APKOKCHA

CBXpaHSIBaﬁTe Ha MAACTO, HCJOCTBITHO 34 AclA.







®pasuus
I'epmanus
'bpuus
YHrapus
HUcnanaua
Hpnanaus
Hranus
JlaTBus
Jlutea
JlrokceMbypr
Manra
Xonauaus
Hopserus
INomma
Iopryranus
pelicula
PymbHus
Crosakus
CioBeHus
HUcnanuns
IBeuus
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Arcoxia 30 mg, comprimé pelliculé
ARCOXIA 30/60/90/120 mg Filmtabletten
ARCOXIA 30mg, 60mg, 90mg,120mg film-coated tablets
Arcoxia 30 mg, 60 mg, 90 mg, 120 mg filmtabletta
Arcoxia
Arcoxia 30, 60, 90 or 120 mg film-coated tablets
Arcoxia 30, 60, 90, 120 mg compresse rivestite con fil
Arcoxia 30 mg, 60 mg, 90 mg un 120 mg apvalkotas tablets
Arcoxia 30, 60, 90, 120 mg plévele dengtos tabletés
Arcoxia 30 mg, 60 mg, 90 mg, 120 mg, comprimés pelliculés
ARCOXIA 30, 60, 90 or 120 mg film-coated tablets
Arcoxia 30 mg, 60 mg, 90 mg, 120 mg
Arcoxia
ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg tabletki powlekane
ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg comprimidos revestidos por

ARCOXIA 60 mg, 90 mg, 120 mg, comprimate filmate
ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg

Arcoxia 30/60/90/120 mg filmsko obloZene tablete

Arcoxia 30, 60, 90 y 120 mg comprimidos recubiertos con pelicula
Arcoxia 30 mg, 60 mg, 90 mg och 120 mg filmdragerade tabletter

O6eauneno Kpancteo  ARCOXIA 30, 60, 90 or 120 mg film-coated tablets

IIaTa Ha IToCJICAHO on06pe1me Ha JIMCTOBKAaTa:
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