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APKOKCHS 120 mg; punmupanu TableTku
ARCOXIA 120 mg film coated tablets

ETtopuxokcut (Etoricoxib)

IIpoYerere BHHMATE/IHO USJIATA JIHCTOBKA NPEAH A2 3aN09HETE 12 IPHEMaTe TOBA JIEKapPCTBO.
e 3amasere Ta3H JUCTOBKA. MoOXe Ja ce HAOXH Ja S IPOYETETE OTHOBO.
e AKO HMaTe HAKaKBH JOMBIHHTENHA BHIIPOCH, oOBbpHETE ce kbM Bamus nekap uia GpapManesT.
e ToBa jeKkapcTBO € MpeanucaHo MuyHO Ha Bac. He ro npeotcThnsaiite Ha apyru xopa. To Moxe
14 UM HaBpeJii, HE3aBUCHMO OT TOBA, Y€ TEXHHTE CUMITTOMH Ca ChIUTE KaTo Bawmure.
e AKO HSKOS OT HEXENAHHTE JEKAPCTBEHH PEaKUUM CTaHE CEpHO3Ha, WM 3abenexute Apyrd,
HEONMCAHH B TA3U JIMCTOBKA HEXEAHH peakuyy, MoJis yBefoMmete Bamus nexap uiiu ¢hapMaLesT.

B Ta3u nucTOoBKAa:

Kaxso npencrasisisa APKOKCHJI u 3a KakBO ce H3Moa3Ba
Ipenu ga npueMere APKOKCHA

Kak na mpuemare APKOKCHA

BB3MOXXHH HEXENAHH pPeaKiud

Kak na cexpanssate APKOKCHA

JomsnautenHa negopmalus

I

1. KAKBO IIPEJICTABJISIBA APKOKCHS Y 3A KAKBO CE U3IIOJI3BA

e APKOKCHS npuHannexu KbM rpynara Ha Jekapcrsata HapedeHu COX-2 uaxubutopu. Te
NPHHAJNENAT KbM CEMEHCTBOTO JiekapCTBa, HApeueHH HECTEPOHIHM NPOTHBOBBINATHTEIHH
cpeacta (HCIIBC)

e APKOKCHS nmomara aa ce Hamaiy 60oikaTa ¥ OTOKa (Bb3NAIEHUETO) B CTABATE U MYCKYJIUTE Ha
X0pa ¢ OCTE0APTPHT, PEBMATOHIEH apTPHT, AHKUIIO3UPALIl CIIOHIMIIMT U 110Aarpa.

KaxBo npeacTaBJisiBa 0CTe0aPTPUTHLT?

OcTeoapTpuThT (HapHYaH M OCTe0apTpo3a) € 3aGoisBaHe Ha CTaBHTE, KOSTO BOAH /O MOCTENEHHO
paspylllaBaHe Ha XpyILsina, KOHTO € pasNoJioXeH B KOHTAKTYBALUTE Kpauilla HA KOCTHTE H yJiecHsBa
IBUXKEHHETO MM. PesynTarbT e Bb3majeHue, Gonka, YyBCTBUTEJIHOCT Ha CTaBaTa, CKOBaHOCT H

o0e3ABIKBAHE.

KaxBo NMpPEeACTABJSIBA PEBMATOUAHHUAT ap'rpn'r?
PeBMaTOMAHUAT ApTPHUT € NPOABJIKUTCIHO BB3NAIUTENHO 3a001BaHe HA CTABHUTE. B pe3yJITaT Ha TOBa C€
nosABsBaT Gonxa, CKOBAHOCT, MOJYBaHC H IMIOBHINCHA 3ary6a Ha JBH)KEHHE B 3aCETHATUTC CTaBH.

Br3nanutenHuaT mpouec MoXe 1a obxBaHe U JpPYTrH OpraHy B TSJIOTO.

Kakso npeacras/isiBa nmojarpara?
[Moparpara e 3a6onABaHe, KOETO C€ XapaKTEpu3upa C BHE3ANHH W MOBTApAIIM Ce MPUCTHIM Ha MHOTO
GoJle3sHEHO Bh3NANEHNe U 3auepBsiBaHe Ha craBute. [IpuuuHsBa CE € OT/IaraHe Ha MUHEPATHH KPUCTAH B

CTaBHTE.

Kakso NnpeacTaBJjasiBa AHKHJIO3HPALIHAT CHOH}.IHJIHT? o
AHKHAJIO3UpAYAT CIHOHIMIIUT € BB3MANUTENHO 3a0onsBaHe Ha I"p’L6Ha‘-IHI/ITe npeumgﬁu

CTaBH.
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2. ITIPEJU JA TIPUEMETE APKOKCHS

He npuemaiite APKOKCHSI:

aKo CTe ajepruyHu (CBPBHXYBCTBHTENHH) KbM ETOpHKOKCHO WM KBM HSKOsi OT OCTaHAIUTE
cecraBk Ha APKOKCHS ( BiokTe IOMBbIHATENHATA HHpOpMalLus, Touka 6)

aKo CTe aJlepriyYHy KbM HeCTepOHAHH MpoTHBOBB3NaNIuTeNHO cpeacTa (HCIIBC), BrimounTenHo
acmaprl 1 COX-2 uHxubuTopH (BHXKTEe BH3MOXKHH HEXKENaHH peaKkLuH, TOUKa 4)

aKo ¥MaTe aKTHBHA 53Ba HA CTOMaxa WM KbpBEHE OT CTOMAaxa HJIH yepBara

aKo uMare TexKo HepHOApPOOHO 3ab0MsBaHe

aKo BMare TexKko 6n0peyHo 3abonsaBane

ako cre OpeMeHHA MM € BB3MOXKHO Aa 3a0peMeHeere WM KbpMHUTe (BX. ‘Ymorpeba mpu
O6peMEHHOCT U KbpMeHe”)

ako cre noj 16 ronunn

aKko UMaTe BB3NAINTENHO YpeBHO 3a00iABaHe, kaTo 6osnect Ha KpoH, s3BeH KOJIUT HIIH KOMUT

ako Bamuar nekap € JAHArHOCTHLHpPaN CbpIAEYHH NpoONieMH, BKIIOYHTENHO CBHPACUHA
HEJOCTaTBYHOCT (YMepeHa WM Te)kKa), aHrdHa (rppaHa Oo/ka) WM aKo cTe NpeKapann
ChpA€UeH NPUCTHII, Oaiinac onepauns, , 3a6ons1BaHe Ha nepH(EPHUTE apTEPUATIHH ChAOBE (JIOLIO
KpPBBOCHA0IBaHE HA KpaKaTa MOPaJN CTECHsBAaHE MMM 3alyllIBaHE apTEpHH) MJIHM BCSKAKBB THII
HHCYNT (BKJIIOYMTENHO MUKPO MHCYNIT HJIM NpEXOAHa HcxeMuuHa kpu3a unn TIA). Etoprkokcn6
MOXxe cnabo Aa yBenuud pHcKa npu Bac oT cepiedeHa KpH3a HIH HHCYNIT, MOpagd TOBA HE
TpsAOBa Jia ce U3MON3Ba OT XOPa, KOMUTO Ca MMaJIH ChPICYHHU NPOOIEMH WK ca NIpeKapalyd UHCYIT
aKo MMaTe BUCOKO KPHBHO HAJIATAHE, KOETO HEKOHTPOJIHPAHO C IeyeHHue (MpoBepeTe NpH Bamms
JeKap MM MeIUIMHCKA CECTPa, ako He CTe CHTYpPEH 3a TOBa Jany BameTro KpEBHO HaJAraHe €
ajIeKBaTHO KOHTPONUPaHO)

Axo CMATATEC, Y€ UMATC HAKOC OT TC3H 3a00BaHUS UITH Hp06J'ICMPI, He B3UMaiiTe TableTKuTe npeay ga
CT€ CC KOHCYJITHPAJIA C Banms nuuen JICKap.

O0bpuere cnennaHo BHUMaHHe NpH ynorpe6a Ha APKOKCHs
APKOKCHYSA Moxe fa ce oKaxke HETTOJXOAII0 3a Bac WK MOXe Aa ce HaJIOXKH PeryiaspHO HabMioneHHE,
ako BaweTo cbcTOsSHHE CHBNIA/IA C HAKOE OT CICAHUTE YCIOBHSL:

HMate aHamMHe3a 3a CTOMAIIHO KbPBEHE UIH A3Ba
OG6e3BotHEH CTe — HANpUMEP NMOpagy NPOABIDKUTENCH IPHCTBIT HA MOBPBILIAHE WK THAPHS

Hwmare oTonu nopaay 3aipbxka Ha TEHHOCTH

HMare aHaMHe3a 3a ChpJeUHa HEJOCTATHYHOCT, ChPAEYHA KpH3a HJIH JPYyro chpie4yHo 3abomsiBane
Hmare anamHe3sa 3a moBumeHo KpbBHO Hamsrane. APKOKCHS Moxe Ja NOBHIIH KPBBHOTO
HaJIAraHe MpU HSIKOM XOpa, 0OCOOEHO BHB BUCOKH JO3H M BALLHAT JICKAp HIE HCKA NEPHOAMYHO A2
npoBepsBa CTOHHOCTHTE HAa KPbBHOTO By HansArane

Hmare anamHe3a 3a UHCYAT HIH MHKPO HHCYIT

Nmare aHamHe3a 3a 3a0oJisiBaHe Ha GB0peluTe MM HA YepHUS Apo6

IMposexaane neuenne Ha wuHpekuud APKOKCHA Moxe na Mackupa WM Ja npm(pne
TEMIIEPATYPHO CHCTOSIHHE, KOETO € NPosABa Ha HHGEKIHU. e
Bue cte xeHa, KOSTO Ce ONUTBA Ja 3abpeMeHeeTe o
Hmare quaGet, MOBHLIEH XOJNECTEPON HIH CTe NMymad. BcHuku Te3u CECTOSHHS ILGBHHIaB _T pnelca
OT ChpaieYHH 3a00IBaHU4. : o
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AKO KbPMHTE, UM LI npaTe Ja KbPMUTE, KOHCYITHpaliTe ce C JIMYHHs CH JIeKap IIpeli Ja Ce NeKyBare
¢ APKOKCHHL.

Ilo¢gupane u pabora ¢ MANIHHA

Hsxou oT mauueHTtHre, xomTo ca nposexaand nedenne ¢ APKOKCHS, crobmiaBar 3a 3aMasHOCT H
CHHJIUBOCT.

H36sareaiite na urodupare wid ga paboTuTe ¢ MAUIMHH, aKO HMaTe OIUIaKBaHMS OT 3aMasHOCT H
CHHJINBOCT.

Baxna uHpOpMAaLHs (' HOCHO HIKOH OT cbeTaBKHTe HA APKOKCHSL
APKOKCHSI cuabpika ‘1akT03a. AKO 3HaeTe OT CBOA JIEKap, Y€ UMaTe HEMOHOCHMOCT KbM HSIKOH 3aXapH,
KOHCYNTHpaliTe ce ¢ Ba::ius gexap npeau aa npueMere JIEKapCTBOTO.

3. KAK JIA TIPU::MATE APKOKCHS

Bunaru npuemaiite AP COKCUSI Touno kakto Bu e kazan Bawms nexap. Ako He CTe CHTYPHH B HEIIO,
nonuraiite Bamus nex: > un hapMaiesT.

APKOKCHSI TabneTku ic Tps6Ba Aa ce IpUeMar oT Aelia HIIK [IOAPACTBAIM Ha Bb3PACT NOA 16 rOAMHY.

IMpuemaiite APKOKCY! I, TabieTky, mpe3 ycrara BEAHBK AHEBHO. APKOKCHSI moxe na 6bae npueMan
Ha IJIagHO WM ¢ XPaHa.

He nagpuumasaiite Ipc :0opbuBaHATA A03a 3a JeueHHe Ha Bawero 3abonsBane. Ilepuonnuno Bammst
nexap me ofckiaa ¢ | c JiedenneTo. BakHo € /12 M3non3BaTe Hal-HHCKATa 033, C KOATO MOCTHraTe
KOHTpOJ BbpXy Ooika.:. CM M He TpsaGBa Na NMpHEMaTe APKOKCHS no-npoABIKHUTENHO BpeEME OT
Heo6xomumoro. ToBa ¢: Hajara MOpall PHCKa OT ChPACYEH NMPUCTBI WM yAap, KOHTO MOXe Ja ce
TIOBHIIH CJIe MPOIBIIK! I TETHO JIeueHHe, 0COGEHO C BHCOKH JIO3H.

Ocmeopampum
ITpenopbuBanara 1o3a ¢ 30 mg eIMH BT AHEBHO, [IOBUILEHA 10 MAKCHMYM 60mg enuH BT AHEBHO.

Peamamoudern apmpum
TIpenoppuBanara 1o3a ¢ 50 mg BEAHbX Ha JCH.

Ilooazpa
IpenopsuBaHata 1032 |20 mg BeAHBXK Ha JIeH, Kato Tpsi6Ba Ja Ce M3M0/3Ba CaMo 10 BPEME Ha NIEpHOAd
Ha [PHCTBIL, KaTo JIeYer: 1eTO € OrPaHHIEHO 10 MakCHMyM 8 JHH.

AHKUn03upawy CnoHOUR 17
IIpenopsuuTenHara fo- « ¢ 90mg eAuH MbT AHEBHO

Xopa ¢ 4epHOXPOOHH 1. podyieMH
e AKoO uMare JieK: (popMa Ha YepHOAPOOHO 3a0ONABaHE, HE Tpsi6Ba Aa B3eMare noseue or 60 mg

JIHEBHO.
e AKO MMaTe Cpc 10 TeXKKO YepHONPOGHO 3aoisiBane He TpAOBa 1a B3eMmare II

npe3 Oex WM 3°::ng HA IeH.

oBeHs o 60 ™g

AKo npHeMeTe noBeve HT He00XOAHMATA /1032 APKOKCHA
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AKO He CTe CHTYPHH JIali HSKOE OT Te3H YCIOBHsA CHOTBETCTBA Ha BaleTo ChCTOAHHE, KOHCYATHpajiTe
ce ¢hC CBOA JIEKAp MmpeaH Ja npueMeTe APKOKCHS, 3a 1a BHAUTE JajH TOBA JIEKapCTBO € MOAXOAAIO
3a Bac.

APKOKCHS neiicTBa eiHaxBo 106pe NpH BH3pacTHH M MJIaJH NAIACHTH. AKo cTe B HanpeaHaja Bb3pacT
(T.4. Hax 65 rofuHK), BamusT sekap e ucka Ja BH Mperiexia no noxxoasu HayuH. He ce Hamara
KOPEKIU Ha [03aTa 32 NAlMEeHTH B HaNpeaHala Bb3pacT.

Ilpuem Ha APYTH JIeKaApCTBA
Mosns undopmupaiite Baius nekap uin dapmatieBT, aKO IPHEMATE HIIM HACKOPO CTE MPHEMAIH JIpyru
NeKapcTBa, BKIIOUNTEIHO H TAaKUBA, OTIYCKaHH Oe3 peuenra.

OcobeHo, ako Bue B3emaTe HAKOE OT CIEJHHMTE JCKapCTBa, BammsaT JeKap e MOHCKa TO-CTPHKTHO
HabIOIeHKe, 32 Ja Ce YBEpH, Ye JEHCTBUETO Ha TE3H JeKapCTBa € e(HUKACHO H CJeJl KaTo 3alo4HeTe a
npuemare APKOKCHA:

. TIpoTBOCHCHPBALIH nexapcTBa(aHTHKOATYJIaHTH) KaTo Warfarin
Rifampicin (aHTHOHOTHK)
. Methotrexate (JIekapcTBO, KOETO CE M3MON3BA 33 NMOTHCKaHE HAa MMyHHaTa cHCTeEMa M 4eCTO Ce
Tpuiara 3a JeueHue Ha peBMaTOMHUS apTpHT)
. JIeKapCTBa M3TION3BAHH 32 JIeYeHHe Ha BHCOKO KPBBHO HaJlAraHe H ChpIevHa HEZOCTaThYHOCT,
napedyenr ACE uHxuGuTOpH 1 OJIOKEPH HA QHTHOTCH3MH peLENTOpHUTE, HaNpUMep CHaNapHL 1
PaMHITPHI H JIOCApTaH 1 BaJICApTaH
Lithium (JlekapcTBEH NPOAYKT, KOHTO Ce M3NON3BA 32 JICHCHNE HA HAKOH BHUJIOBE JIETIPECHS)
auypetunH (06e3B0HIBAIIM CpencTBa)
Cyclosporin wiu Tacrolimus (;1ekapcTBa, KOUTO CE H3MONI3BAT 3a MOTHCKAaHe Ha MMYHHATa CHCTEMA)
Digoxin (JiekapcTBO, KOETO Ce NpHiara npH chpAciHa HEJOCTATHYHOCT M aGCOINIOTHA apHTMHS)
Minoxidil (JlekapcTBeH NPOAYKT, KOHTO Ce MpAyara fNpx BUCOKO KPbBHO HaJATaHe)
Salbutamol — TaGNETKH WK pa3TBOP 3a OPajiHO NPHIOKEHHE (n€kapcTBO, KOETO Ce Mpujara npH
acTMa)
XamyeTa IpoTHB 3a0peMeHsBaHe.
XOpMOHO 3aMECTHTENHA Tepanusl
ACTHpHH, DUCKBT OT S3BH Ha CTOMaxa € N0-TOJISM, aKO B3EMaTe APKOKCHA ¢ aciipHH

APKOKCHUS Moxe fa ce B3MMa C HMCKA O3H acHPHH (aUCTHICATMIUIOBA KUCenHMHa). AKO B3eMare
acnMpMH B HHCKa 1032 (QUCTHICATAIUIOBA KHCEJINHA) 32 Mpo(HIAKTHKA Ha ChPACHEH uHdapkT H
MHCYAT, Tps6Ba /a PEyCTAHOBATE NPUEMAHETO MY JIOKATO HE CC KOHCYJITUpATe ChC CBOS JIEKap.

He tpsi6Ba Ja ce IpHEMaT NPOTHBOBB3NANIMTENIHY CPEACTBA WM aCTHpHH (aLleTHICATMIIMIOBA KHCENIMHA)
BBLB BHCOKA 032 3aexHo ¢ APKOKCHSL.

BpeMeHHOCT H KbpMeHe

APKOKCHS, Tabnetku, He TpsOBa na ce NpueMar mo BpeME Ha 6peMeHHOCT. AKO CbC CHTYPHOCT CTC
GpeMeHHa WK CMATATE, Y€ MOXE Jia CTe, KaKTO H ako niaHupaTe GPEMEHHOCT, He MPOBEXK/ANTe JIeUeHHe
¢ Te3u TaGeTky. AKo 3a0peMeHeeTe O BpeMe Ha JIEUCHHETO, MpeKpaTeTe npuema Ha TabNETKUTE U Ce
KOHCyNTHpaiiTe ¢ JM4Hus By jexap, nochBeTRaliTe ce ¢ Bamus nekap npefu ynorpeGara Ha KOETO  Aa €
JIeKapcTBo.

He ce 3tae namu APKOKCHUSI ce exckpetHpa B KbpMaTa IIpu XOpa. AKoO B3eMare APKO/KCI/‘IQ,'f\He
TpsOBa fa KbPMHUTE. . e
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Hukora He TpsbBa ¢ npHemare noBede TabIeTKH OT NPEANUCAHHTE Bu ot nekaps. AKO NpHEMETE
npexaneHo Muoro tabr ~tu APKOKCH], He3a0aBHO TpaOBa Ja NOTEPCUTE MEIUIIMHCKA ITOMOIL.

Axo nponycrere aa n iiemere APKOKCHA

Baxuo e na npuemare APKOKCHS kakTo € nmpeanucai Balius jeKap. He BzemaiiTe aBoiiHa 034, 3a Ja
KOMIIEHCHpaTe MpoIy« :17aTa Tabnetka. Be3ctaHoBETE obuuaiiHus cu neuebeH peXHUM Ha ClieBallus
JIeH.

AKO MMaTe HIKAKBH J1C: bJHHTENHH BHIIPOCH, CBBP3aHH C YIIOTpebara Ha TO3H MPOAYKT, MOJIA ONHTalTe
Bamus nexap uinu ¢ap - aLeBT.

4. BB3MOXKHY !iKEJJAHU PEAKIIUM

Kaxro Bciuxy nekapet ca, APKOKCHS Moxe Na Npefu3BHKa HeXENaHA PEakuyH, BEIPEKH 1€ HE BCEkH
T4 NONy4aBa.

Axo 3a6ejie)KHTe Hsl )5l OT CAeIHATE NpOsiBH, Tpsi6Ba na cupere npuema Ha APKOKCHS u
He3a(aBHO 2 YBeOM ic CBOSI JJeKap:
e 3anyx, Gonka1 ~»UTe WIH NOLYBAHE HA [J1e3¢Ha WK NPH BJIOIWIABAHETO HM
o TIOXKDBITSBAHE ;. <OXKATA M O4HMTE (KBITCHHUIA) — TOBA € POsBA HA YePHOAPOGHH [IPoGIeMH
e CulHa ¥ MpoA" PKUTENHA CTOMAaIIHA 60JIKa MIIH YepHH H3NPOKHEHUE
e  AJepruusa pe:.:uus — MOXe [ BKIIOUBA KOXHH NPOGIEMH KaTo S3BH MM MCXypPUeTa, HIIH OTOK
Ha JIALETO, YCT'i1Te, €3HKa HIIM I'bPIOTO, KOETO MOXE /12 3aTPYAHH THIIAHETO.

Ipu nevenue ¢ ARCO "I/ Morar na ce MosBAT CCAHUTE HEXENIAHH PeaKilnu:

Yecmu (npu noseue o.: i ia 1000 u no-manxo om 1 na 10 oywiu)

CrmaGoct M yMopa, -\\aiiBaHe, IpHIO-TIONONOOHO 3a0onfABaHE, NMAapus, TrasoBe, HApYICHUd B
XPaHOCMHMAHEeTo (muc: =ricust), AuCKomdopT Kid Goinka B CTOMaxa, YyBCTBO Ha NMapeHe (KrCenuHn),
TPOMSHA B KPBBHHUTE 1 C/eABAHUS CBBP3aHH C YePHUs ApOD, rajicHe, riaBofoiie, NOAyBaHE HA KpakaTa
/WM XOAMNIaTa Topa, | 3aJpbXKKa Ha TEYHOCTH (OTOK) M MOBHIIEHO KPHBHO HAJLTaHE, NAllATAlkH,
KPBBOHACSIAHE.

Heuecmu (npu noseuc ;. I na 1000 u no-manxo om 1 na 100 oymu)

IozyBaHe Ha cTOMaxa i 4epBaTa, 60JKka B FrbpAHTE, ChPACHA HEAOCTATBYHOCT, ChPACHEH NPUCTDII,
yAap, MHHH yzap (1pe: icH HCXeMHUEH MPUCTDII), HAPYIIEH ChPACHCH PUTEM (NpeACHPAHO TPENTEHE),
rHQEKIHS Ha TOPHUTE = 1 XATEIHM TbTHLIA, BUCOKH HUBA HA KaJuil B KPBbBTa, IPOMEHH B KPHBHHUTE HITH
YPHMHHH H3CJie/IBaHH C./bp3aHH ¢ GBOpenuTe, NPOMEHH B YpeBHATa POXOAMMOCT, BKIIOUHTEIIHO 3amnex,
CYXOTa B YCTaTa, A3BH . yCTaTa, IPOMSHA Ha BKYCa, FACTPOCHTEPHT, FaCTPHT, CTOMAIIHA 3B, JIOLIO Bue
(MOBPBILAHE), CUHAPON: 11 Pa3PasHEHHTE YePBa, BH3MANCHHE HA XPaHONPOBO/IA, 3aMBIIICHO BIDK/AHE,
IpasHEHe B OKOTO M 3a -DissiBaHe, KbPBEHE OT HOCA, 3BBHSII LIYM B yLUHTE, CBETOBBPTEHK, NOBULICH WA
HAMAJIeH aNeTHT, [OBY ‘:saHe Ha TETJIOTO, MYCKYJIHH KpaMmu/cria3MH, MyCKyHa Gonka/cxBaliaHe,
HapyIlIeH ChH, CBHJIMB: 7, TPHIHEHE WIH MpaByYKaHe, TPEBOKHOCT, ICTIPECHS, TIOHHKEHA MUCIIOBHA
CIIOCOBHOCT, 3a/lyX, Ka /1111, IOAYBaHe Ha JMIETO, 3a4epBABaHe Ha JULETO, KOKCH o0puB UM CbpOEXK,
vH(EKUUS Ha TUKOYHY. > IbTHILA.

Pedku (npn noseue o' i 1a 10,000 1 no-maJko or 1 Ha 1000 xymmn)
Hucku KpBBHM HUBA H: 1a {pUH

Mnozo peoxu
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ANeprudny peakiuyy (KOMTO MOraT Ja ObJaT JOCTaThYHO CEPUO3HH, 3a fa H3UCKBAT He3a0aBHa JieKapcKa
HaMeca) BKJIIOYHTENHO YPTHKapHs, OTOK Ha JIHIETO, YCTHHTE, €3HKa, W/UIM THPIOTO, KOETO MOXE Aa
TNpefu3BHKa 3a1yX WIM TPYAHO NperiblijaHe, CBUPKAIA XPHUIIOBE HIH 3alyX (6poHxocnazbM), TEXKKH
KOXHH PEaKiliH, Bh3NajeHue Ha CTOMAIIHATAa JHIABHIA MM CTOMAWHU 53BH, KOWTO MOrar Jia c€
YCIAOXKHAT H 12 KbPBAT, IPOGIEMH C YepHHS APO0, CEPHO3HA 616peuny NpobiieMH, CEPUO3HO yBEITHICHHE
Ha KPBBHOTO HaJisraHe, OGBPKBaHe, BUXK/AHE, YyBaHe WM yCelllaHe Ha HEIllA, KOMTO HE ChLICCTBYBAT
(XaroLMHALUH).

AKO HSKOS OT HeXEJIAaHUTE JIEKAPCTBCHH PEaKIMY CTaHC CCpHUO3HA UIIH 3abenexure JApYyru, HEONMHCAHH B
Ta3M JUCTOBKA HEXKETAHH PeaKIiH, MOJIS YBEAOMCTC Baiuws siexkap niu (bapMaIICBT.

5. KAK IA CbXPAHSIBATE APKOKCHSI
ChbxpaHsBaiTe Ha MsCTO, HEIOCTHITHO 32 ELA.

He usnomBaiite APKOKCH S cnen cpoka Ha rogHOCT 0TheNs3aH BbpXy ONMaKoBKaTa. CpOoKbT Ha FTOAHOCT
OTrOBaps Ha MOCIeJHHUS JIEH OT OCOYCHHS MeCell.

Byrinku: ChxpansiBaiiTe B IUTTHO 3aTBOPEHA ONAakKOBKa, 32 /i MPENA3UTE OT Bliara.
Bimcrepn: ChxpausiBaiiTe B OpHIHHAHATA ONAKOBKA, 32 /1a IPEANa3uTe OT Biara.

JlekapcTBara He TpSOBa Jia Ce USKBBPIAT B KaHAIM3ALHATA MK B KOHTElHepa 32 NOMAIUHH OTHaJbLH.
IMonwraiite Bamms ¢apMauneBT Kak [a YHHIIOXKHTE HEHYXHHTC Bu nekapcrBa. TesH MeEpKH Lie
CIIOMOrHAT 32 ONa3BaHe Ha OKOJHaTa cpeja.

6. JOIMBJIHUTEIHA HTHOOPMALIMSA
Kakso cbabpska APKOKCHS

e AKTMBHOTO BEIIIECTBO € €TOPHKOKCHO. Besika duiMupana TablieTka Chabpxa 120mg eTopuKOKCHO.

e Jlpyrure CbCTAaBKH Ca:
Copyesuna na mabnemxama: KaJlMEB XUAPOreH docdar (6e3BoneH), KpockapMenosa HATpHil, ,

MarHe3HeB cTeapart, MUKPOKpUCTaIHA enynosa..
Obsusxa Ha mabnemkama: T4EJIEH BOCHK, JIaKTO3a MOHOXHJpAT, XHIIPOMEIO3a, THTAHHUCB

muoxcun (E171), TpuaneTnH
Ta6nerkute oT 30, 60 ¥ 120 Mr ChIIO Taka ChABPXKAT CBIIO XBIT KEICICH OKCHA (E172) u
uHauro kapmus (E132).

Kak wraexna APKOKCHS u KaKBO ChAbPKA ONaKOBKATA

Ta6nerkata APKOKCUS 120 mg e ceeriosenena, ¢ ¢opma Ha A6b1Ka, GHKOHBEKCHA (HIMHpaHA
ra6nerka ¢ Hagmiac ‘ARCOXIA 120’ Ha exnara ctpana i “204° Ha apyrara CTpaHa. T

OnakoBKka: ATyMUHHEBU ONHMCTEPU B KAPTOHEHA KYTHA

Komm4ecTBo B eiHa omakoBka: 7 u 14 Tabnertku 3a 120 mg
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TIpuTexaTes HA paspelieHHeTo 3a ynorpe6a i IPOH3BOAMTE]!
Mepx 1lapn u Jloym bbarapus EOO/L.,

Bya. H.Bammapos 55, EKCIIO 2000,

Et.1, H3TOYHO KPHUJIO, CEKTOPH B1 u B2, Codus,

brarapus

Ipon3soauTe.I:

Merck Sharp & Dohme B.V. Haarlem
Waaderweg 39, 2031 BN
P.O. Box 581, 2003 PC Haarlem

XonaHaus

To3u JeKapCTBeH NPOAYKT € paspelieH 3a ynoTpe6a B CTpaHHTE-YICHKH HA EEO nop cjaeasuTe

HMeHa:
ABcTpHs
Benrus
Brarapus
Yexus
Kumsp
Tauust
Ecronus
OuHIaHauA
Opanuud
TepmaHus
I'vpuus
Yarapus
Hcnangus
Hpnanpus
Hramis
JlatBust
JlutBa
JhroxcemOypr
Manra
Xonanaus
Hopserus
Tlomua
Tloptyramus
PymbHusA
CroBakus
CrnoseHust
Ucnanud
IlIBenys

Arcoxia 30 mg, 60 mg, 90 mg, 120 mg-Filmtabletten
Arcoxia 30 mg, 60 mg, 90 mg, 120 mg, comprimés pelliculés
ARCOXIA
ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg
Arcoxia 30, 60, 90, 120 mg
Arcoxia
Arcoxia
Arcoxia 30, 60, 90 ja 120 mg tabletti, kalvopd4illysteinen
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 pelicula
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

O6enuneno Kpancreo  ARCOXIA 30, 60, 90 or 120 mg film-coated tablets

Jlara Ha MOCNEIHO opo6peHne Ha IUCTOBKATA:

© Merck Sharp & Dohme Limited 2001. Bcnuks npasa 3ana3cHy.
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2. IIPEAM JA IPUEMETE APKOKCHSA

He npuemaiire APKOKCHSI:

aKO CT€ aNeprudHu (CBPHXYBCTBHTENHH) KbM ETODHKOKCHG MM KbM HSKOS OT OCTAHAIHTE
cberaBku Ha APKOKCHS ( BukTe qombanuTennara nadopManus, Touka 6)

KO CTE€ ANEPTUYHU KbM HECTEPOHAHM POTHBOBB3NAIHTENHO CPEACTBA (HCIIBC), BkmounTenHo
acnupuH H COX-2 MHXUOHUTOpH (BHXKTE BB3MOXKHH HeXeTaHH peakuuy, Touka 4)

aKO HMaTe aKTHBHA A3Ba Ha CTOMaXa WJI1 KbPBEHE OT CTOMAxa Hjli 4epBaTa

aKO UMare TEXKKO YepHOAPOoOHO 3a60sBaHe

aKo umare Texko 6s0peyHo 3a6osaBaHe

aKo cTe OpeMeHHa WM € Bb3MOXHO Aa 3abpeMeHeere WM KbpMHTE (BX. ‘YnorpeGa mpu
OpEeMEHHOCT U KbpMEHE’)

ako cte nog 16 roguun

4KO HMaTe BB3NMATUTENHO YPEBHO 3a60sABane, KaTo Gonect Ha KpoH, S3BeH KOJUT UM KOTUT

aKko Bammsar nekap € AMArHOCTAUMpAn CBPAEYHH NPOGNEMH, BKIIOYHTENHO ChbpIEeYHa
HEJOCTaTBYHOCT (YMepeHa WM TeXKa), aHrWHA (rphAHa GOJNKA) WIM aKo cTe IpeKapaiu
ChpAeveH NPUCTLN, Galinac onepauys, , 3a6o/sBane Ha epHEPHATE aPTEPUATHH ChIOBE (JIOWIO
KpBBOCHAG/BaHE HA KpaKaTa NOpPaJu CTECHSBAHE HIH 3alyILBaHe apTepHH) WIA BCAKAKHB THII
MHCYNT (BKJIOYMTE/IHO MHKPO MHCYNT HJIM MPEXOAHA HCXEMHUYHA Kpu3a uiH TIA). Etopukokcu6
Moxe cabo 12 yBenu4M prcka mpH Bac or chpmedena kpusa wim HHCYJIT, IOpaAd TOBa HE
Tp:GBa a Ce U3NON3BA OT XOpa, KOMTO Ca MMANTH ChPIEUHH POGIEMH WM ca NIpeKapaii HHCYJIT
4KO UMaTe BUCOKO KPBBHO HaJIATaHe, KOETO HEKOHTPONHPAHO C JieueHue (MpoBepeTe npH Bamms
JicKap WIH MEAMUMHCKA CECTPa, aKO He CTe CHTYPEH 3a ToBa Jaiu Baweto KpBLBHO HaJsraHe e
aJICKBaTHO KOHTPOJIHPAHO)

AKoO cMsTaTe, Ye UMAaTe HAKOE OT Te3H 3a60J9BaHMS HIH npobnemMu, He B3uMaiite TabaeTKuTe Mpeau aa
CTe Ce KOHCYNITHpany ¢ Bamus nmuden nexap.

OGbpuete cnenuaaHo BHHMaHKe NpH yHoTpeGa Ha APKOKCHSI
APKOKCHS moxe fia ce okaske HEMOAXOAAIO 33 Bac Hiiu Moke 1a ce HaoxKH peryispHo HabnoaeHHe,
aKko Bauiero chCTosHHE ChBIIAZA C HAKOE OT CIEAHATE YCIOBHS:

HWmate anamHe3a 3a CTOMAUIHO KbPBEHE HIIH S3Ba
O6esBoateH cTe — HanpuMep NOPaH MPOXBIDKATENEH IPUCTHI HA IOBPBILAHE HIH Iuapus

Hmarte oTouu nopanu 3aapekka Ha TEHHOCTH

Hmare anaMHe3a 32 chp/ieuHa HEAOCTATEYHOCT, ChPAEYHA KPH3a WJIH APYrO ChPAEYHO 3a60sBaHe
Wmate anamuesa 3a nosumeHo kpbBHO Hansrane. APKOKCHUS moxe na mosumH KPBbBHOTO
HAJIATaHE NIPH HAKOM XOpa, 0COOEHO BHB BHCOKH J03H H BAIIHAT JIEKap L€ HCKA TNEPHOANYHO A3
HpoBepsABa CTOMHOCTUTE Ha KPBEBHOTO By Hasirane

HMmare anamHe3a 3a HHCYNT HITH MHKDO HHCYJT

Hmarte anamHe3a 3a 3a6os1sBaHe Ha GbOpeLUTe MM HA YEPHHS APOO

Iposexnane newenwe Ha undexumn APKOKCHUS Moe na Mackkpa wWid fa MPUKpHE
TEMIIEPATYPHO CHCTOSHHUE, KOETO € TIPosiBa Ha HHQEKLHS.
Bue cte xeHa, K0sTO ce onuTBa Aa 3a6peMeHeeTe
HWmare nuaber, NOBUIIEH XONECTEPON MM CTe Mymuad. Beuuku Te3u CBCTOSHUS TIOBNABAT
OT CbpACYHHU 3a00IIBaHH.
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APKOKCHS 120 mg; ¢unMupany TaGIeTKH
ARCOXIA 120 mg film coated tablets

Eropukokcu6 (Etoricoxib)

TIpouerere BHEMATEIHO ISIATA JIHCTOBKA NPELH A2 3AMOYHETE Ja npHeMaTe TOBA JeKapcTBo.
e 3amazeTe TasM JUCTOBKA. MOXe 1a ce HAJIOXH Jia i IPOYETETE OTHOBO.
e  AKO HMaTe HAKAKBH JOIbIHATEIIHHA BbIIPOCH, OOBPHETE CE KbM Bamus nexap win papMauesT.
e ToBa JeKapcTBO € MPeANKCaHO THYHO Ha Bac. He ro mpeotcThnBaiite Ha Apyrd xopa. To moxe
]2 UM HaBPEH, HE3ABHCHMO OT TOBA, Y€ TEXHUTE CUMITTOMH ca cpIuTe Kato BammuTe.
e AKO HAKOS OT HEXENaHUTE JEKAPCTBEHH PEaKLMH CTaHE CEpHO3Ha, WA 3abenexuTe IpYIH,
HEOMHCAHHY B Ta3M JHMCTOBKA HEXENaH! PEaKUH, MOJIS yBEIOMETE Baumus exap win ¢papMaiesT.

B Ta3n 1uCcTOBKA!
1. Kakso npexacrasissa APKOKCHS 1 3a KakBo ce H3MOJ3Ba
2. Tpenu na npuemere APKOKCHS

3. Kak na npuemate APKOKCHA

4. BB3MOXHH HEXKETaHH Peakiui

5. Kax na cexpansisatre APKOKCHA
6. JlonbnHuTeHAa HHGOpMAIMS

1. KAKBO IIPEJICTABJISIBA APKOKCHS 1 3A KAKBO CE U3I10JI3BA

e APKOKCHS npuHajnexu KbM rpynata Ha JiekapcTBaTa HapeteHH COX-2 unxubutopu. Te
NpHHAJNEXaT KbM CEMEHCTBOTO JIeKapCTBa, HApEdCHH HECTEPOM/IHH MPOTHBOBB3NAIUTECIHU
cpencrsa (HCIIBC)

e APKOKCHS nomara jia ce Hamanu OoJkara 1 OTOka (BB3MANCHHETO) B CTABUTE M MYCKYJIHTC HA
X0pa C OCTE0APTPHUT, PEBMATOMEH apTPUT, aHKHIO3HPALll CHOHIWIINT U Hofarpa.

KaKBo NpeICTAB/SIBA OCTEOAPTPHTHT?
OCTeoapTpUTHT (HApHUaH H OCTE0apIpo3a) € 3a60/sBaHE Ha CTABHTE, KOETO BOAM [0 MOCTCHEHHO

paspyllaBaHe Ha Xpymisia, KOHTO € pasNoNioKeH B KOHTAaKTYBAlMTE KpaHlua Ha KOCTHTE H yNECHSBa
JBIKCHHETO MM. Pe3ynTaTsT € BB3NAJICHUE, GonKa, UyYBCTBHTENHOCT Ha CTapara, CKOBAHOCT H
00e371BHKBaHE.

Kakso npeacTaB.igBa peBMaTONIHHAT apTpur?
PeBMATOMIHHUAT aPTPHT € TPOAB/DKUTENHO BB3NATHTEIHO 3a60/ABaHe HA CTaBUTe. B pesynTar Ha ToBa ce

mosBsABaT 00JKa, CKOBAHOCT, NOJYBaHE H TMOBHIICHA 3ary6a Ha [BIDKCHME B 3aCCrHaTATE CTaBH.
Bb3NaHTeTHAAT POLec MOXe fa 06XBaHe H APYTH OpraHH B TAIOTO.

KakBo npeacTasisiBa mojarpara?
[Tonarpara e 3a60/IsBaHE, KOETO CE XapaKTepu3upa ¢ BHE3AMHMU ¥ MOBTAPALIA CE& NPHCTBHIIM HA MHOrO
Goe3HEHO Bb3NAleHHE U 3auepBsBaHe Ha ctapute. [IpuduHsBa Ce € OTarale Ha MHHEPAIHH KPUCTaJH B

CTaBHTE.

KaKBo NpeAcTaBJIABa AHKHJIO3NPAMAT CIIOHAMIHNT? e
AHKUJIO3HpPALIMAT CIOHIMIMT € BB3NATUTEIHO 3a60/15BaHe HA TPHOHAYHUTE MPEIICHN M FONEMHUTE

CTaBH.

-1-
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AKO He CTe CHIypHHM Jajl¥ HSKOE OT Te3H YCIIOBHSA ChOTBETCTBA Ha BallleTo ChCTOSHHE, KOHCYJITHpaiiTe
ce ¢he CBO Jiekap npean qa npuemere APKOKCHA, 3a na BuanTe Aand TOBA JISKAPCTBO € MOIXOAAIIO
3a Bac.

APKOKCHS peiicTba eIHakBO B0Gpe MpH BH3PACTHU U MM NAlMEHTH. AKO CTE B HanpeAHala Bb3pacT
(T.4. Haj 65 roaunu), BawuaT nekap Lie MCKa Ja BH Nperiexnia Mo NOAXoAsul HauuH. He ce Hanara
KOpEKI[HA Ha 103aTa 32 NAIMEHTH B HallpeJHaNa Bb3pacT.

IIpnem Ha ApYIH JieKapcTBA
Morist uHdopMmupaiite Baius nexap wid $apMaleBT, ako NpUEMaTe HIM HaCKOpPO CT€ NPHEMANH ApYrd
JIEKapCTBa, BKIIOYHMTEIHO U TaKUBa, OTIycKaHu Ge3 peuenta.

OcobeHo, ako Bue B3emaTe HAKOE OT CIEIHHTE JIEKapcTBa, Baliusar jexap mie NMOMCKa MO-CTPHKTHO
HaGIOZIeHHE, 32 J]a Ce YBEpH, ue JEHCTBHETO Ha Te3H JIEKapCTBa € eMKacHO U Clief KaTo 3aloyHeTe 1a
npremare APKOKCHA:

TIpOTHBOCHCHPBALIM JIEKAPCTBA(aHTHKOATYIaHTH) kaTo Warfarin
Rifampicin (aHTHOHOTHK)
Methotrexate (JlekapcTBO, KOETO Ce M3MOJ3BAa 32 NOTHCKAHE HA MMYHHAaTa CHCTEMAa M 4ECTO Ce
TIpHUJIara 3a JieueHHe Ha PEBMaTOUIHUSA apTPUT)
o JNIeKapCTBa M3TOJI3BAHH 34 JIeYeHHe Ha BUCOKO KPBBHO HaJTaHe M ChPACYHa HEAOCTaThIHOCT,
napeyen ACE nHXHOUTOPH U 61IOKEPH Ha aHTMOTEH3UH PELIENTOPUTE, HANPHMEP CHANANPHI U
PaMHUIIPUI U JIOCApTaH U BaJicapTaH
Lithium (1exapcTBeH NPOyKT, KOHTO CE M3MOJI3BA 32 ICYEHNE HAa HAKOU BUIOBE Jenpecus)
nuyperinu (06e3BOAHSABAILM CPEACTBA)
Cyclosporin wiu Tacrolimus (JiexkapcTBa, KOWTO C€ H3MON3BAT 32 NOTHCKAHE HAa UMYHHATA cucTeMa)
Digoxin (iekapcTBO, KOETO ce MpuJjara npH CbpAeYHa HEAOCTATBYHOCT U abCoIOTHA apUTMHUS)
Minoxidil (;lekapcTBEH MPOAYKT, KOKTO Ce mpHiara Np4d BUCOKO KPBBHO HafATraHe)
Salbutamol — TaGNETKH MM pa3TBOP 3a OPATHO MPHIIOKEHHE (JIEKapCTBO, KOETO Ce Mpuiiara rnpy
acTMa)
Xamyera MPOTUB 3a0peMeEHsBaHe.
XOpMOHO 3aMECTUTEIHA TEPATTUS
ACTIHpHH, PHCKBT OT SI3BM Ha CTOMAxa € Mo-rojiiM, aKko B3eMare APKOKCHA ¢ acnvpHH

APKOKCHS Moxe 1a ce B3uMa ¢ HUCKH JO3H AcTIMpHH (AleTHICAIMIHMIOBA KHCENHHA). AKO B3eMare
aCMpHH B HHCKA 032 (RUETHICAIMLMIOBA KHCE/MHA) 33 NPOQHIAKTHKA HA CbpAedeH nHbapKT 4
HHCYJIT, Tpsi0Ba /]a IPEYCTAHOBUTE IIPHEMAHETO My JOKATO HE CE KOHCYTHPATE ChC CBOA JIEKap.

He TpsabBa ia ce npHeMaT NPOTUBOBB3NANUTENHH CPEAICTBA M aClIHPUH (aueTHICATNLMIIOBA KHCEIHHA)
BB BHCOKa J103a 3aefiHo ¢ APKOKCHAL.

BpeMeHHOCT H KbpMeHe

APKOKCHS, tabnetky, He TpsOBa Ja ce MpueMaT 10 BpeMe Ha GPEMEHHOCT. AKO ChC CHTYPHOCT CTe
GpeMeHHA WM CMSTAaTe, Y€ MOXe Jia CTe, KaKTO U aKO IIaHHPaTe GpEeMEHHOCT, He NIPOBEX/IalTe JieueHne
¢ Tesn Tabnetku. Ako 3abpeMeHeeTe MO BpeMe Ha JISUeHHETO, IPEKpaTeTe npuemMa Ha TabNeTKHTe H Ce
KOHCYNTHpaiiTe ¢ Tu4nus By nekap, mockBeTsaiite ce ¢ Bamus nekap npenu ynoTtpebara Ha KOETO ¥ Jia €
JIeKapCTBO.

He ce 3nae namu APKOKCHSI ce exckpeTupa B KbpMaTa NpH Xopa. AKO B3eMare APK:OKCH}I,\‘HQ ..
Tps6Ba Ja KbPMHTE. el ;
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AKXO KbPMHTE, MM IINAii11paTe 12 KbPMHTE, KOHCYJITHpaiiTe Ce ¢ IMYHHS CH JIeKap Npeiyt Ja ce JIeKkyBaTe
¢ APKOKCHL.

Io¢upane u paGora ¢ MADIHHH

Hskou OT HAlWEeHTHUTE, KOMTO ca MPOBEKJANM JIEUeHHE C APKOKCHS, cpobmiasar 3a 3aMasHOCT U
CHHJIUBOCT.

WaGsreaiite ga wodupate nd Ja paboTure ¢ MAIUMHH, ako MMAte OIUIaKBaHMsA OT 3aMasHOCT M
CHHJIHBOCT.

BaxHa ungopManus ¢ 1HOCHO HIKOH OT CbCTABKATE HA APKOKCHA
APKOKCHS chabpixa /iaKTo3a. AKO 3HaeTe OT CBOS JIeKap, e NMare HEMOHOCHMOCT KbM HSKOH 3aXapH,
KOHCYNTHpaiiTe ce ¢ Bai:ius nekap Mpeu fa npueMeTe JIEKAPCTBOTO.

3. KAK JIA TIPU::MATE APKOKCHA

Bunaru npuemaiite AP {COKCHl To4HO KaKTo Bu e ka3zan Bamus nekap. AKO He CT¢ CHTYpHH B HeEIllO,
ronuTaiite Batuus jex: > Wiy GapMaresT.

APKOKCHS Tabnerky ¢ Tps6Ba Aa ce NpueMar OT Aela Hild MOApacTBalll Ha BB3pacT noza 16 roguHy.

TIpuemaiite APKOKCLZ, TabNeTKy, Npe3 ycTaTa BeAHBX AHEBHO. APKOKCHUS moxe Aa 6pae npHeMaH
Ha [IaJHO WK C XpaHa.

He namsumaBaiiTe mpec :0phbyBaHaTa 032 3a JICUCHUC HA Bamero 3aGonssane. [lepHoanyHo Bamust
nexap e obcwkaa ¢ 1 i nevenneTo. BaxHo € na H3nonssare Hali-HHCKATa [I03a, C KOATO MOCTUraTe
KOHTpOI BBpXy Oojika... CH H HE TpsibBa Ja mpueMare APKOKCHUS no-npoabbKUTEIHO BpEME OT
HeoGxomumoTo. ToBa c: Hanara MOpajd pHcKa OT CbPACHUCH MPHCTHIl MIH ynap, kolito Moxe ja ce
TIOBHINH CHEX IPOIBIIKI (TETHO JeYeHHE, 0COOEHO C BUCOKH J103H.

Ocmeopampum
TIpenopbuBanara 103a ¢ 30 mg eAMH MBT IHEBHO, MOBUILIEHA 10 MakcuMyM 60mg elMH BT JHEBHO.

Pesmamouden apmpum
TpenopbyBaHara 103a ¢ 70 mg BEAHbX Ha JICH.

Ilooazpa
Tpenoppusanara fo3a | 20 mg BEAHBXK Ha JCH, KaTo TpsbBa 2 ce H3MO/3Ba CaMo IO BpeMe Ha MepHoza
Ha IIPACTB, KATO JIEYel 1ETO € OrPaHHIEHO 10 MAKCHMYM 8 nuy.

AnKunosupaw, cnoHoun!: i1
IIpenopbunTenHara ao: . ¢ 90mg €auH BT JHEBHO

Xopa ¢ uepHoAPOGHH 1. p0G1eMH

e Axo uMarte jek: (opMa Ha 4YepHOAPOOHO 3a60JIABAHE, HE TpaGBa Ja B3eMare MoBede OT 60 mg
IHEBHO. i

e AKO MMaTe Cpc. 10 TeXKO 4epHOAPOGHO 3aGonsaBaHe He TpAOBa Ja BseMaTe_uoBé e 0T

'mg
npe3 Oe WM 3'-ng HA IEH. L

Axo mpueMeTe MoBeue HT HeoGX0UMATA 1032 APKOKCHs
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AJNeprauHy peakiuu (KOUTO MOraT Ja ObAaT AOCTaTHYHO CEPHO3HH, 3a J]a H3UCKBAT He3abaBHa JieKapcKa
Hameca) BKJIOYHMTEIHO YPTHKapHs, OTOK Ha JHLETO, YCTHHTE, €3HKa, H/HIH TbPJIOTO, KOETO MOXE 1a
NPeAN3BHKA 3ayX WM TPYAHO MperjiblUaHe, CBUPKAIYU XPUIIOBE HIH 3amyX (OpOHXOCHa3bM), TEXKH
KOXHH PpeaKkIi{, BB3MalieHNEe Ha CTOMAINHATa JIMTaBUla MJM CTOMAIIHH S3BM, KOHTO MoOrat jga ce
YCIOXKHAT U 12 KbPBAT, MPo0IeMH ¢ YepHus Apo0, cepHo3HH 6bOpeuHH NMpo6JIeMH, CEPHO3HO YBETHUEHHE
Ha KPBBHOTO Haisrane, oObpKBaHe, BHXXJaHe, YyBaHE MJH yCELlaHe Ha Hellla, KOMTO HE ChIIECTBYBaT
(XamouruHaLKH ).

AKO HSKOS OT HEXENaHUTE JICKapCTBCHHU PeaKlUU CTaHE CEPHO3HA HIIH 3abenexure AOPYTH, HCOITHCAHH B
Ta3u JUCTOBKA HEXCJIAHHU peaKMi, MOJISI YBEIOMETE Bamms JICKap HJIH (I)apmaueBT.

5. KAK JA CbXPAHSIBATE APKOKCHS
CoxpansBaiiTe Ha MsCTO, HEJOCTBIIHO 3a Jela.

He nsnonssaiite APKOKCHS cnen cpoka Ha rogHOCT OTGENA3aH BpXY onakoskata. CpOKbT Ha FOJHOCT
OTroBaps Ha MOCJEIHHS JEH OT IOCOUYECHHS MECELL.

B}’TI/IJ'IKI/II CBXpaHﬂBaﬁTe B IUTHTHO 3aTBOPCHA OIIaKOBKA, 32 Jia NPEANasuTe OT BJjara.
BHI/ICTepH: CBXpaHﬂBaﬁTe B OpMTMHAJIHATA ONAKOBKa, 3a Ja NpEANa3suTe OT BJara.
HeKapCTBaTa HE Tpﬂ6Ba Ja ce U3XBbPJAT B KaHalH3anusTa Wik B KOHTeﬁHepa 3a JOMAIIHH OTHnaablH.

Mommraiite Bawms dapManeBT Kak A2 YHUILOXHTE HeHyxHute Bu nekapcra. Tesu Mepku e
CIOMOTHAT 32 OTIa3BaHe Ha OKOJIHATA CPela.

6. JOIMBJIHUTEJIHA HHO®OPMAILINSA
Kakso ceabpxa APKOKCHA

e AKTHBHOTO BELIECTBO € ETOPUKOKCHG. Besika dpunmupana TabrieTka cbhabpxka 120mg €TOPHKOKCHO.

e Jlpyrute CbCTaBKH ca:
Cwpyesuna na mabremxama: Kaniues Xunpored docdar (6e3BozieH), KpOCKapMeno3a HaTpHi, ,

MarHe3ueB cTeapar, MUKPOKPHCTAIHA LeTys03a..
Ob6sugrka Ha mabremikama; TYeNeH BOCBK, JaKTO3a MOHOXMIPAT, XUMPOMENO33, THTAHHCB

muokcun (E171), TpuaueTix
Ta6nerkute ot 30, 60 u 120 Mr CcbIIO Taka ChABPXKAT CBHIXO XKBIT KEIC3CH OKCHI (E172) n

urauro kapmut (E132).

Kax mraexga APKOKCHS n kakBo CbXbpPrka OMAKOBKATA

Ta6nerkata APKOKCHS 120 mg e cBersoseneHa, ¢ ¢opma Ha s0biKka, GHKOHBEKCHA _Q)?mmnpaﬂa

ta6nerka ¢ Haamuc ‘ARCOXIA 120’ na eqnara crpana u ‘204’ Ha pyrara CTpaHa.

N

OnaxoBka: ATyMHHHEBH ONIHCTEPU B KAPTOHEHA KYTUA

KonuuecTso B enHa onaxoBka: 7 U 14 tabnertku 3a 120 mg
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Hukora ne TpsabBa A¢ npueMmare Mopeve Tabnerkd OT MpeanucaHuTe B OT jeKaps. Axo mnpueMeTe
TIpeKajieHo MHOTO TabJ Tk APKOKCUSL, nezab6aBHo TpsAGBa Ja NOTHPCHTE MEAULIUHCKA IIOMOLLL.

AKO IpPOIyCHETE [ia B /ilcMeTe APKOKCHsI

BaxHo e 1a npuemare A PKOKCHS xakro e npeanucall Bamms nexap. He B3eMaiite JBoiiHa 11033, 32 J1a
KOMIIEHCHpaTe Mpomy« ::17aTa TabneTka. BpicraHoBeTe obuuaitausa cu JeyebeH pexyuM Ha clieaBallisg
JieH.

AKO MMaTe HSKAKBH IO b/ [HATEIHH BHIPOCH, CBBP3aHHU € YNOTpebaTa Ha TO31 NPOAYKT, MOJA nonuTanTe
Bammus nexap wiy ¢ap - aueBT.

4. BB3MOXHL 1i:0KEJJAHU PEAKITUA

KakTo BeHukw Jekapct sa, APKOKCHS Moxe Ja npein3Brka HOXENaH! PeaKkiiiy, BBIIPEKH Y€ HE BCCKH
T'Hl TI0Ty4YaBa.

Axo 3a6ejeXHTe HH )5l OT ClIEIHMTe NPOsBH, TPAOBa 1a CHpeTe NpHEMa Ha APKOKCHA u
He3a0aBHO J1a yBeIOM ¢ CBOS JIEKap:
e 3amyx, 60jKa 1 i JUTE WM [IONYBAHE HA [JIE3CHA MM NIPH BJIOMIABAHETO UM
e TIoXBITSBAHE .. <OXaTa H OuMTe (KBJITEHUIA) — TOBA € NPOsBa Ha yepHOAPOoOHU NpoGIeMH
e CunHa ¥ IPOJX PKUTENHA CTOMAIIHA GOJIKa HIH YEPHH H3NPDKHEHUE
e AnepruyHa pe..:Lusl — MOXe Jia BKII04BA KOXKHH npo6ieMu KaTo SI3BH WM MEXYPUeTa, Ui OTOK
Ha JMLETO, YC1:111T€, €3MKa HIH IHPIIOTO, KOETO MOXE Jia 3aTPY/HH JIUIIAHETO.

Ipu neuerne ¢ ARCO “1/x Morar fa ce NOABST CICJHATE HeXeJaHU peaKIuu:

Yecmu (npu nogeue o.: i na 1000 u no-nanko om 1 na 10 oymu)

Cnaboct ¥ yMmopa, maiiBaHe, TPHIO-IIONOXOGHO 3abonsABaHe, JWapHs, Ia3oBe, HapylIeHUMs B
XPaHOCMHJIAHETO (JC :°riCHs), AMCKOMGOPT HiH GoKa B CTOMaxa, 4yBCTBO Ha NapeHe (KUCENHHH),
IIPOMSHA B KPBBHHTE 1'.C/ICIBAHUS CBbP3aHH C YEPHHUS Apo6, rafeHe, rnaBobonue, MOJAyBaHe Ha KpaKaTa
W/HTH XOMNATA T0pa - { 3a/ipBKKa HA TEYHOCTH (OTOK) M TOBHMILEHO KPBBHO HAJLAraHe, [aJIATALHH,
KpbBOHACAAHE.

Heuecmu (npu noeeuc ::: 1 na 1000 u no-manxo om 1 na 100 oywn)

TloayBaHe Ha CTOMaxa ':.iii “epBaTa, GoiKka B rbpAHTE, CHPACYHA HENOCTATLIHOCT, ChpAEYEH NPHUCTHIIL,
yZap, MHHH yaap (1pe: A1 MCXeMHMYeH IPHCTHIT), HAPYLIeH ChpACHeH PHTEM (npeACHPAHO TPENTEHE),
uHQEKIKS HAa TOPHUTE * 11XATETHA IBTHILA, BUCOKM HHBA Ha KaJuii B KPbBTA, IPOMEHU B KPHBHHTE HIIH
YPHHHH M3CTEBAHNS ¢ -bP3aHU ¢ GBOpeLnTe, NPOMEHH B YpEBHATA IPOXOAUMOCT, BKJIIOUHTEJTHO 3an€ekK,
CYXOTa B YCTaTa, f3BH ; YCTaTa, IPOMSHA Ha BKyCa, FACTPOCHTEPUT, racTpHT, CTOMalllHa 53Ba, Jomo Bu e
(TOBpBILAHE), CUHAPON {11 PA3APa3HEHHTe YepBa, BH3NANCHHE HA XPaHONPOBOA, 3aMBIICHO BIDKJAHE,
JIpasHeHe B OKOTO H 33 .'iisiBaHe, KbPBEHE OT HOCA, 3BBHSI LIyM B yLIHUTE, CBETOBBPTEIK, ITOBUIICH HITH
HAMaJIeH aNeTHT, OB 4 saie Ha TErJIOTO, MyCKYJIHH KpaMITH/Cra3MH, MyCKYyJHa 6onka/cxBaliage,
HApyIIEH CbH, CBHIUB: -7, TPBIHEHE WM MPaBYYKaHe, TPEBOXKHOCT, 1CTIPECHA, MOHIKEHA MUCJIOBHA
CIOCOBHOCT, 3aAyX, Ka ‘i.11ila, [I0AyBaHe Ha JIALETO, 334€PBABaHE Ha JILIETO, KOXCH 0GpHB WM CbPOEX,
MH(EKUMs Ha TAKOYHY: = ILTHINA.

Peoxu (npu noseue o i i:a 10,000 1 mo-Majko oT 1 1a 1000 gymm)
Hucku KpbBHH HHBA H: :a TpUH

Mnozo peoxu
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IIpuTexaTes Ha pa3peIeHHeTo 3a ynoTpe6a H NPOH3BOAKTE
Mepx Iapn u Jloym beirapus EOO[,,

Byn. H.Banuapos 55,
ET.1, U3TOYHO KPHJIO,

Boarapus

IIpousBoauTe:

EKCIIO 2000,
cextopu b1 1 B2, Codus,

Merck Sharp & Dohme B.V. Haarlem
Waaderweg 39, 2031 BN
P.O. Box 581, 2003 PC Haarlem

Xonauaus

To3u JieKapcTBeH NPOAYKT ¢ pa3perien 3a ynorpea B CTPaHHTe-"UICHKH HA EEO noj ciegHure

HMeHa:
ABcTpHd
Benrus
Boarapus
Yexus
Kunep
Hanus
EcTonus
OuHIaHIUA
®panHuus
I'epmanus
'espuust
Yurapus
Hcnanans
Wpnanaus
UUranua
JlaTBus
JIutBa
JIroxcemOypr
Manrta
Xonanaus
Hopserusd
Tlomuia
INopryranus
PymMbpHHA
Cnopakus
CroBeHus
Ucnanus
1lIBenus

Arcoxia 30 mg, 60 mg, 90 mg, 120 mg-Filmtabletten
Arcoxia 30 mg, 60 mg, 90 mg, 120 mg, comprimés pelliculés
ARCOXIA
ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg
Arcoxia 30, 60, 90, 120 mg
Arcoxia
Arcoxia
Arcoxia 30, 60, 90 ja 120 mg tabletti, kalvopéaillysteinen
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 pelicula
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

O6enuneHo Kpanctso ARCOXIA 30, 60, 90 or 120 mg film-coated tablets

)IaTa Ha NMOCJICOHO 0ﬂ06peHI/Ie Ha JIMCTOBKATa:
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