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JUCTOBKA: HHO®OPMAIIUS 3A HOTPEBI/ITEJISI

APKOKCHA 60 mg; dbunMupanu tabiaetku
ARCOXIA 60 mg film coated tablets

Etopnxoken6 (Etoricoxib)

IIpoyeTeTe BHHMATEIHO NAIATA JTHCTOBKA NpPEIH 12 3aN0YHETE 1A NPHEMATe TOBA JIEKAPCTBO.

* 3ana3sere Ta3M JUCTOBKA. MoxKe /1a Ce HAJIOKH /14 5 [IPOYETETE OTHOBO.

*  AKO MMaTe HAKaKBH JOIBJIHUTETHH BBIPOCH, OOBbpHETE ce KbM Baiums siekap win GpapmaresT.

e Tosa nekapcTBo € nmpeanucaHo JM4HO Ha Bac. He ro mpeorcronsaiire Ha apyru xopa. To Mosxe
Jla IM HaBpeJlH, HE3aBHCHMO OT TOBA, Ye TEXHUTE CUMIITOMH Ca ChIIUTE KaTo Barnure.

¢ AKO HAKOS OT HEXEJaHHMTE JIEKAPCTBEHH PEaKLMH CTaHE CePHO3Ha, WM 3a0eseXuTe APYTH,

. HEONHCAaHW B Ta3H JIMCTOBKA HEXENAHH pEaKLHH, MO/ yBelomere Bamus Jjekap WiH

cdapmarenT.

B Ta3n aucroBKa:

Kaxso npencrasnsssa APKOKCHSI u 3a kakBo ce U3noJ3sa
IIpenu na npuemere APKOKCHA

Kak na npuemare APKOKCHUI

BB3MoXxHH HexxeNaHu peakuun

Kax na cvxpanssare APKOKCHUA

HonbnHurensa nHGopMamsa

SNk LN =

1. KAKBO ITPEJCTABJISIBA APKOKCHUSI M 3A KAKBO CE CE U3I10JI3BA

e APKOKCHS npuHamiexxd KbM rpynara Ha jekapctBata HapedeHn COX-2 unxuburopu. Te
NPUHAIEXAT KBM CEMEHCTBOTO JIEKapCTBa, HApPEUEHH HECTEPOMAHU TMPOTHBOBB3MAIHTEIHM
cpeactea (HCIIBC)

e APKOKCHA nomara na ce Hamanu 6oskaTa M OTOKA (BB3MATIEHUETO) B CTABMTE U MYCKYJIMTE Ha

' X0pa ¢ OCTEOAPTPHT, PEBMATOUCH APTPHT, AHKWIO3UPALL CIIOHAWINAT U ToJarpa.

Kakso npeacraBasiBa octeoapTpurbT?

OcTeoapTpuThT (HapH4aH H OCTEOapTpo3a) € 3abOoNsBAHE Ha CTABUTE, KOETO BOAM A0 MNOCTENEHHO
paspyliaBaHe Ha XpywLisia, KOMTO € pasMoiokeH B KOHTAKTYBauUIUTE Kpauiua Ha KOCTHTE U YJIECHSBA
JNBWXEHHETO WM. PesyntarsT e Bw3masieHue, Oo0Jika, YYyBCTBMTETHOCT HA CTaBaTa, CKOBAHOCT M
o6e3IBHKBaHe.

Kakgo npeacraBisiBa peBMaTOHIHHAT apTPUT?

PeBMaTonaHUAT apTPUT € NPOIBIKUTENHO Bh3MAIUTENHO 3a00IABaHe Ha cTaBuTe. B pe3ynTar Ha ToBa ce
nosiesiBaT OONKa, CKOBAHOCT, MOJAyBaHe W MOBMIEHa 3aryba Ha [BH)KEHHE B 3aCETHATHTE CTaBH.
Bob3nanurenHusT npouec Moxke Aa o6XBaHe U IPYrd OpraHu B TAIOTO.

KakBo npeacraBiasBsa nogarpara?
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HonarpaTa 5] 336OJI$IBaHC, KOETO C€ XapaKTepHu3upa C BHC3AIIHU U MOBTApALINA C€ NPHUCTBIIK Ha MHOTO
00JIE3HECHO BBINAIEHUE U 3a4YepBsABaHEC Ha CTaBUTC. HpPI‘II/IHFIBa ce € OoTJlaraHe Ha MMHCpa/IHH KPUCTAIA B
CTaBHUTC.

Kakgo MNpeacCTaB/JIABA AHKH/I03HPANHAAT CHOH}.IPUII/IT?
AHKPUIO?)PIpaHII/IHT CIIOHOAWJINT € BB3NAJIMTCIHO 3a0oisBaHe Ha l"p”I:6Ha'-IHI/ITe NpeieHd U TOJICMHUTE
CTaBMU.

2. TPEIU JA IIPUEMETE APKOKCHS

He npuemaiite APKOKCHA

e aKo cTe ajepruyH (CBPBXYBCTBMTENHH) KbM €TOPHKOKCHO WM KbM HAKOS OT OCTaHAINTE
cberaBku Ha APKOKCHS ( BrkTe AOMbIHMTEHATa HHOOPMALHA, TOUKA 6)

e  aKo CTe aIepru4HH KbM HECTEPOMIHH NPOoTHBOBB3MaIuTeNHO cpeactea (HCIIBC), Brmo4uTeHO

acpud 1 COX-2 MHXHOUTOPH (BrkTe BB3MOXKHH HEKENaHU PEaKLMH, TO4Ka 4)

aKO MMaTe aKTHBHA A3Ba HAa CTOMAxa MM KbpBeHe OT CTOMaxa WIIK YepBaTa

aKo UMaTe TEXKO YepHoApoOHO 3abomnsBaHe

aKo MMate TexKo OBOpeUHo 3a0onsIBaHe

aKko cTe GpeMeHHa MM € BB3MOXHO Ja 3a0pemeHeere WM KbpMuTe (BX. ‘Yrnorpeba mpu

OpeMEeHHOCT U KbpMEHE’)

aKo cte oA 16 roquHu

aKo MMarTe BB3MATHTEIHO YpEBHO 3a00nsBaHe, kaTo 6onecT Ha KpoH, A3BEH KOJIMT WM KOJIUT

e ako Bammar nexap € IUArHOCTHUUMPAT1 CHPACYHH IIPOOJEMH, BKIIOUMTEHO CBPACYHA
HeJOCTAaThYHOCT (YMEpeHa WM TeXKa), aHrHHa (rpbaHa Oonka) WM ako CTe IMpeKapau
ChpIeUueH NpUCTHI, Gaiinac onepauys, , 3a00/sBaHe Ha NepHQepPHUTE apTEPHATHH CBAOBE (JIOLIO
KpbBOCHaG/11BaHe Ha KpakaTa MopajJy CTECHSBAHE MIIM 3allylIBAaHE APTEPUH) WIHM BCIKAKbB THII
MHCYIT (BKJTIOYMTETHO MUKPO MHCYIT WM MPeXoaHa ucxemudHa kpusa uiu TIA). Etopukoken6
Moxe cnabo Ja ysenudd pHcka mpu Bac oT chbpaedyeHa Kpusa MM UHCYINT, NOpagv TOBa HE
Tpa6Ba 12 Ce U3MO0JI3Ba OT X0Pa, KOMTO ca MMaJli ChPAEYHH NPOoOIeMH WK Ca NPeKapatd HHCYIT

e  aKO MMAaTe BUCOKO KPbBHO HAJISAIAHE, KOETO HEKOHTPOIMPAHO C JieueHue (nposepere npu Baius
JIeKap WM MeIMLMHCKA CecTpa, ako He CTe CHUTYPeH 3a ToBa Jaid Baiueto KpbhBHO HalAraHe €
aJIeKBaTHO KOHTPOJIMPAHO)

AKO cMsTaTe, e UMaTe HAKOE OT Te3M 3a6onsaBaHus WIH MPoOJIeMH, He B3uMaiiTe TabJeTkuTe Npeau aa
CTe ce KOHCY/ITHpaay ¢ Ballus nu4eH nekap.

OO0bpHeTe cenuaJHo BHUMaHHe npH ynorpeda Ha APKOKCUS
APKOKCUSI moske 11a ce OKaxe HEMOAXOAAIIO 3a Bac uiim Moxe [a ce HaJlOXH PerysispHO HabsmoeHue,
ako Bainero cheTosHHE CHBIA/A C HAKOE OT CJICIHUTE YCJIOBHS:

Hmate aHamMHe3a 3a CTOMALIHO KbPBEHE WIIH A3B4
O0e3BOHEH CTE — HAPUMep MOPaIH MPOJBJLKHTE/ICH IPUCTBRII HA TIOBPBINAHe WIH Auapus

Hmate oTonn nopaau 3aIpbKKa Ha TCYHOCTH

MmaTe aHaMHe3a 3a Chp/IEYHa HEIOCTATHYHOCT, ChPAEYHA KPH3a WM APYro ChpAeuHO 3a001BaHe
Hmate anamHesa 3a mosuuieHo kpbBHO HamsiraHe. APKOKCHS moxe na nopuimi “KpBBHOTO
HaJIAraHe MpH HAKOM XOpa, 0cOOEHO BBB BUCOKH 03U H BALMAT JIEKap LUe cha rlﬁp éézmtmo zIa
MpoBepsBa CTOMHOCTHTE Ha KPBBHOTO BH Hansaraue. :
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. Hmarte anaMHe3a 3a UHCYJIT WK MHKPO HHCYJIT
Hwmare anamHesa 3a 3abonsaBaHe Ha GLOpeLrTe WIK HA YepHUS APO6

. [Ipoexxnane neyenve na wuHpekumn APKOKCUS moxe ma mackupa wiM Ja NPUKpPHE
TEMIEPATYPHO CHCTOSHUE, KOETO € NMPoABa Ha UH(EKLHU

. Bue cTe xxeHa, kosTO ce onuTBa 12 3a0peMeHeeTe

. Hmare nuaber, MOBHIIEH XOJIECTEPOI WM CTe IMylIady. BCHUKM Te3u ChCTOAHUSA NMOBHINABAT PHCKA

OT CBPACYHH 3abonsBaHms .

AKo He cTe CUT'YPHH JalTh HAKOE OT T€3H YyCJIOBHUA CHOTBETCTBA ha Batrero CbCTOAHHC, KOHcyHTﬂpaﬁTe

ce cbC cBOs J1eKkap npeau na npuemere APKOKCHSI, 3a na BuauTe 1anu ToBa JI€KapCTBO € MOAXOAAIIO
3a Bac.

APKOKCHSI pefictBa enHakBO JoOpe NpH BB3pacCTHM M MJIaAM HAlMEHTH. AKO CTe B HaIpeJHasa
BBE3PACT (T.€. Hag 65 rogunM), Bammsar nekap e uMcka Aa BM Tperiex/ja 1o moaxojsin HaumH. He ce
HaJiara KOpeKLHs Ha J03aTa 3a NMAalUMeHTH B HANpeaHaIa Bh3pacT.

IIpnem Ha ApYrH JeKapcTBa
Mons nHbopmupaiite Bamms nekap win ¢papMaleBT, ako NpHeMaTe WM HACKOPO CTe MPUEMATH JIPYTH
JIEKapCTRA, BKIIOUUTEIHO U TAKMBA, OTITYCKaHU O€3 peLenTa.

OcobeHo, ako Bue Bzemare HsikOe OT ClleJHHUTE JIEKAPCTBa, BallMAT Jiekap Lie MOHWCKa MO-CTPUKTHO
HabmofeHue, 3a Ja Ce yBepH, ue JEHCTBUETO Ha Te3H JiekapcTBa e ehMKacHO M CJIEH KaTo 3alloyHeTe Ja
npuemare APKOKCHA:

. IIpotuBOCHCHpBAaILK NeKkapcTBa(@aHTUKOAryIaHTH) kato Warfarin
Rifampicin (aHTHGHOTHK)

. Methotrexate (JlekapcTBO, KOETO Ce H3MOJ3Ba 3a MMOTUCKAHE Ha MMYyHHATa CHCTEMa M YECTO ce
IpHIara 3a JIeYeHHe Ha peBMAaTOUIHUA apTpHT)

. JIEKapCTBA U3MOI3BAHM 32 JIeYeHHE Ha BUCOKO KPBBHO HAJIAraHe U Chple4Ha HEJOCTAThYHOCT,

HapevyeHH ACE nHxuburopu 1 6710kepy Ha aHTHOTEH3HH PELENITOPUTE, HAIIPUMED eHAIanpii U
PaMHUIIPUI ¥ JIOCAPTaH U BaJICapTaH

Lithium (nekapcTBeH NPOAYKT, KOMTO Ce U3MOJI3Ba 3a JIEYEHHE Ha HAKOHM BUIOBE JIeTipecs)
auypetuuy (06e3BoAHSBALIN CPEICTBA)

Cyclosporin unu Tacrolimus (JiekapcTBa, KOUTO Ce U3MOI3BAT 32 IOTHCKAHE HA HMYHHATa CHCTEMA)
Digoxin (JiekapcTBO, KO€TO ce mpuiiara fpu ChbpAeYHa HEAOCTaTHYHOCT U abCOMIOTHA apUTMHKSL)
Minoxidil (iekapcTBeH MpOAYKT, KOHTO ce Mpunara Mpyu BUCOKO KPbBHO HaAraHe)

Salbutamol — TabneTku WM pa3TBOP 3a OPATHO NMPUIOKEHHE (JIEKApCTBO, KOETO ce Mmpuiiara npu
acTMa)

Xar4era NpoTUB 3a0peMeHsBaHe.

. X OpMOHO 3aMECTHUTETHA TepaIus

. ACIHpUH, PUCKBT OT S3BH Ha CTOMaxa € mo-rojiiM, ako s3emare APKOKCHSI ¢ acnupun

BBB BHCOKa Jo3a 3aeqHo ¢ APKOKCHA.
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BpeMeHHOCT H KbpMeHe

APKOKCHS, Tabnetku, He TpabBa ja ce npHeMar 1o BpeMe Ha OpeMEHHOCT. AKO ChC CHTYPHOCT CT€
GpeMeHHa WM CMATATE, Ue MOXE Jia CTe, KaKTO H aKo IUIaHHpaTe GPEMEHHOCT, He MPOBEXIIAHTE JIeHeHHe
¢ Te3n TabneTku. AKo 3abpeMeHeeTe 10 BpEMe Ha JIEUEHHETO, peKpaTeTe NpueMa Ha TabJeTKUTe H ce
KOHCYNTUpaiiTe ¢ TM4HUs B siekap, mochBeTBaiiTe ce ¢ Bamms nexap npeau ynorpebara Ha KOSTO U J1a €
JIEKapCTBO.

He ce 3nae gamn APKOKCHS ce exckperupa B KbpMmaTa Ipu Xopa. AKO KbpMUTE, WM NpaHupaTe Aa
KbPMHTE, KOHCYJITUpAiTe ce ¢ JIMYHMS CU Jexap mpeau na ce sekyBate ¢ APKOKCHI. Ako B3emare
APKOKCHSI, ne TpsabBa na KbpMHTE.

Mlodupane u padora ¢ MAIIUHA

Hsxou oT mauueHTuTe, Kouto ca nposexaand jedenne ¢ APKOKCHS, cpobmasar 3a 3aMasHOCT U
cBHIMBOCT. M36arBaiiTe na modupare uid 1a paboTuTe ¢ MaUIMHY, KO UMATE OIUIAKBAHHMs OT 3aMastHOCT
W CHHJIHUBOCT.

Baxna nadopManus OTHOCHO HsAKoH 0T cbetaBkuTe Ha APKOKCHSA
APKOKCHSI chaspika nakro3a. AKo 3HaeTe OT CBOS JIEKap, Y€ UMAaTe HEMOHOCHMMOCT KbM HAKOH 3aXapH,
KOHCYysITHpaiite ce ¢ Bamius nekap ripefu Aa NpHEMETe JIEKapCTBOTO.

3. KAK JA TIPUEMATE APKOKCHAA

Bunaru npuemaiite APKOKCHS touHo kakTo Bu e kasan Bamms nexap. AKO He CTe€ CUTYPHH B HEILIO,
nonuTaiiTe Bawuus nexap uian hapMaresT.

APKOKCHS] TabneTku He TpsbBa a Ce IIpUEMaT OT el WIH TOJPacTBAllM Ha Bb3pacT NMoj 16 roguHH.

ITpuemaiite APKOKCHUS, Tabnetku, npes ycrara Beausx gHesHo. APKOKCHS moxe na 6bae npreman
Ha IJIaJHO WM ¢ XpaHa.

He HajBuuiaBaiiTe mpemopbyBaHarTa A03a 3a JiedeHne Ha Bamero 3abonssane. Ilepuomnuno BamusT
nmexap uie o6cwrxaa ¢ Bac nedenwero. BaxHo e 1a u3mossBaTe Hai-HMCKaTa 7032, ¢ KOSTO MOCTHIAaTe
KOHTpOJ BBpXY Oosikata cu u He TpsdBa na mpuemare APKOKCHS no-npoab/ukuTeNHO BpeMe OT
HeobxoauMoTo. ToBa ce Hanara Nopajd pUCKa OT ChpAEYEH IPUCTBI WM YyAap, KOHTO MOXE Oa ce
MOBUIIH cJIe]] MPOABDKUTENHO JIeUeHHe, 0COOEHO C BUCOKHM J03H.

Ocmeopampum
IIperopbuBanaTa 103a € 30 mg eWH BT JHEBHO, MOBUIIEHA 10 MAaKCUMYM 60mg €1H NBT JHEBHO.

Pesmamouden apmpum
[MpenoppuBanara n03a € 90 mg BeIHBXK Ha JEH.

Hooazpa
[penoppyBanara po3a 120 mg BeaHBX Ha JeH, KaTo TpAOBa Ja ce U3IO0JI3Ba CaMo Mo BpeMe Ha rfepuona
Ha TIPUCTBIT, KAaTO JIEYEHUETO € OrPAHHUEHO 10 MAKCUMYM 8 JHH.. ’
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Aunxunozupawy cnowounum
[penopruurenHara n1o3a e 90mg eauH BT JHEBHO

Xopa ¢ yepHOAPOGHM HPOGIEMH
* Axo umare jieka GopMa Ha 4yepHOAPOOHO 3abonsABaHe, He TpsOBa a B3emarte moseye oT 60 mg
JHEBHO.

* AKO MMaTe cpelHO TeXKKO0 4epHOApoOHO 3abossBaHe He TpsaGBa na B3emaTe nosede oT 60 mg
npes aeH win 30mg Ha IeH.

AKO npnemerte noBe4ve oT HeoGxoaumara q03a APKOKCHS
Huxora He TpsabBa na npuemare moeede TabieTKu OT NpeanucaHute Bu or sekaps. Ako npHeMeTe
npekaneno MHoro Tabnetkn APKOKCH S, HezabaBHO TpsOBa Aa MOTHPCUTE MEAMLIMHCKA TIOMOLL.

Axo nponycrerte 1a npuemere APKOKCHUS

Baxno e na npuemare APKOKCHS kakto e npeanucan Bauus Jekap. He B3emaiite qBoitHa 103a, 3a 1a
KOMITEHCHpaTe npolycHaTara Tabnerka. Bb3cranoBere oOnuaiiHMA cH JleuebeH pexXMM Ha ClieABallks
JIEH.

AKO MMaTe HAKaKBH AOMBJIHUTEIHN BBIIPOCH, CBBP3aHH € yroTpebaTa Ha TO3H MPOAYKT, MOJIst MOTTMUTAKTE
Bammis nekap unu dapmarnierT.

4. Bb3MOKHH HEXXEJIAHU PEAKIINNA

Kakro Bcuuku nekapcersa, APKOKCHSA moxe na mpeayv3BUKa HEXeNaHH PeakiMH, BBIIPEKH Y€ HE BCEKH
'Y MIOJTy4aBa.

Axo 3alelexnTe HKOA OT CJIeAHHTe NPOSBH, TpsAOBa nAa cnpere mpuema Ha APKOKCHUS n
He3a0aBHO 1a yBeAOMHTE CBOsI JeKap:
e 3anyx, 6oska B rbpJHUTe WK NOJyBaHe Ha rJie3eHa WU NP BIOLIABAHETO UM
e JloxxeaTsABaHE Ha KOXKATa U O4UTE (KBJITCHMLIA) — TOBA € [IPOABA HA YEPHOAPOOHH MpobdaeMu
e CuiHa ¥ POAB/DKUTEIHA CTOMAIIHA OO/IKA MM YE€PHH U3IIPasKHEHUE
e Anepru4Ha peakuus — MOXKe Ja BKITIOUBA KOXKHH MPOOIEMH KaTo S3BU HIIM MEXYypUeTa, I OTOK
Ha JIMLIETO, YCTHUTE, €3UKa WM I'bPJIOTO, KOETO MOJKE [1a 3aTPYAHH JAHILIAHETO.

ITpu neyenne ¢ APKOKCHS mMorat fa ce MOABST CIEAHUTE HEXKENaHN PeaKiMu:

Yecmu (npu nogeue om 1 na 1000 u no-manxo om 1 na 10 oyuiu)

Cnaboct u ymopa, 3amaiiBaHe, rpumno-nonogo6HO 3aGonsBaHe, Auapus, ra3oBe, HapyLIEHHA B
XPaHOCMWIAHETO (Auciencus), auckoMdopT wiM Oonka B cTOMaxa, YyBCTBO Ha MapeHe (KHUCETHHH),
NpoOMsHA B KPBBHUTE M3CJICBaHMs CBBP3aHU C YEPHHUS ApoO, rafeHe, raBobonue, NoyBaHe Ha KpaKkaTa
WK XOIMiaTa Mopaay 3afpbKKa Ha TeYHOCTH (OTOK) M [OBHIIEHO KPHBHO HajIAraHe, MaJIHTaLUH,
KpbBOHACALAHE.

Heuecmu (npu noeeue om 1 na 1000 u no-manxo om 1 na 100 oywin)
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YPUHHHM U3CII€[BAHHS CBBP3aHy ¢ OBOpeLHTe, NIPOMEHH B YPEBHATA IPOXOAUMOCT, BKITIOYHUTEIHO 3aICK,
CYXOTa B yCTaTa, 38U B YCTaTa, IPOMSIHA Ha BKYca, FACTPOEHTEPHT, FACTPUT, CTOMAllIHa 1383, Jowo Bu e
(moBpbLIaHE), CHHAPOM Ha pa3fpa3sHEeHUTE YePBa, Bb3MajleHHe Ha XpaHONPOBO/A, 3aMBIJICHO BUKAaHE,
Jpa3HEeHe B OKOTO U 3a4epBsBaHEe, KbPBEHE OT HOCA, 3BBHSLL LIYM B YUIUTE, CBETOBBPTEXK, NOBUIICH WK
HaMaJleH afeTyUT, IOBHIIABAHE HA TETJIOTO, MyCKY/IHM KPaMIIH/CIIa3MH, MyCKYyJTHa 60Jika/cXBallaHe,
HapyLLIEH ChbH, CHbHIINBOCT, TPBITHEHE WIHM MPaBYUYKaHe, TPEBOXKHOCT, AeNpecus, MOHWKEHa MHUCIIOBHA
CIIOCOGHOCT, 3a/yX, KALLTHIA, TOyBaHe Ha JIMLETO, 3a4ePBsIBaHe Ha JIMLETO, KoXKeH 0OpHB MK ChpOex,
H“HQeKLMs Ha UKOYHUTE TbTHILA.

Peoru (npu noseve ot 1 va 10,000 u no-mauko ot 1 na 1000 gymu)
Hucku KpbBHM HHBA Ha HATPUH

Mmuozo peoku

Anepriuyny peakiuu (KOUTO MOrat Aa GbIaT JOCTAThYHO CEPHO3HH, 32 Ja M3HCKBAT He3abaBHa JieKkapcka
Hameca) BKJTIOUMTEIHO YPTHMKapus, OTOK Ha JIMLETO, YCTHHTE, €3HKa, H/HIHM IbPJOTO, KOETO MOXe Ja
TNpeAM3BUKA 3alyX HIH TPYAHO MpErTbIUAHE, CBUPKALIM XPUIIOBE MM 3a1yX (OpOHXOCNA3bM), TEKKH
KOXXHH pE€aKlyH, Bb3MajieHHe Ha CTOMAllHATa JIMraBMLA WIM CTOMAIHMU $3BH, KOWTO Moratr jaa ce
YCIAOKHAT M 1a KbpPBAT, NpoOieMd ¢ uepHust Ipob, cepuosHu OnOpeuHH Mpobsiemu, CEpuoO3HO
yBEJIMYEHHE Ha KPBBHOTO HajsiraHe, OObpKBaHe, BIDKIAHE, YyBaHE WM yCelllaHe Ha Hellla, KOUTO He
CBIIECTBYBAT {XATIOLMHALHH).

AKO HAKOS OT HEXEJIAHMTE JIEKAPCTBEHH PEaKLMU CTaHe CePUO3HA WITH 3a0esIeKUTe APYrH, HEOIIMCAHU B
Ta3M JIMCTOBKA HEXEJIaHH Peakiuu, Moiisl yBeoMeTe Baius nexap win papmalesT.

5. KAK JA CBbXPAHABATE APKOKCH

CexpaHsaBaliTe Ha MICTO, HEAOCTBIIHO 32 AeLia.

He msnomspatite APKOKCHS cien cpoka Ha rogHoct oTOess3aH BbpXy onakoBkata. CpoKbT Ha TOTHOCT
OTrOBaps Ha NMOCJEIHUS ACH OT MOCOUEHHUs MECELL

Bytunku: ChxpaHsBaiiTe B IUTPTHO 3aTBOPEHA ONAKOBKA, 32 JIa NPEANAa3|Te OT BJara.

Bnucrepu: CoxpaHsBaiiTe B OpUIMHAIHATA ONAKOBKA, 3a Ja IIPEINa3uTe OT BJiara.

JlexapcTBara He TpsOBa J1a ce U3XBBPJAT B KaHAIHM3aLMATA MIIM B KOHTEHHEpa 3a JOMAIIHK OTNaAbLH.
[Monuraiite Bamms QapmaleBT kak [Ja YHMILIOXKUTE HEHyXHHTe Bm jiekapctBa. Tesn Mepku Iue
CIIOMOTHAT 3a Ola3BaHe Ha OKOJHATA cpefa.

6.  JOIBJIHATEJHA HHOOPMALMS

Kakgo chabppaxa APKOKCHUA
e  AKTHBHOTO BEIIECTBO € eTOPHKOKCHO. Besika dunmMupana tabiieTka cbabpxka 60mg eTepoKoKcHO.

e Jlpyrure ChCTaBKH ca.
Covpyesuna na mabremxkama: xanuues xugpored gocdar (6e3BojeH), Kpo Kgpmenosa, H'aTbi&u
MarHe3MeB CTeapar, MUKPOKPHUCTAIHA LETYJI03a. . S
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Obsuexa na mabremxama: NHeNeH BOCHK, JIAKTO3a MOHOXH/PAT, XHUIIPOMEJO33, THUTAHUEB
nuokeun (E171), puanerux

Tabnerkure ot 30, 60 1 120 Mr chbIIO Taka ChALPXKAT CHUIO KBIT xeneszeH okcua (E172) u
mHauro kapmus (E132).

Kak m3rnexaa APKOKCHS 1 kakBo ¢bIbprka 0NaKoBKATA

Ta6bnerkata APKOKCHS 60 mg e TbmMHO 3enena, ¢ ¢gopma Ha A0DBiIka, GUKOHBEKCHA, QHIMHMpaHa
Tabnerka ¢ Haxmuc ‘ARCOXIA 60’ Ha exHara cTpana # ‘200’ Ha gpyrara cTpaHa,.

OnaxoBka: AsTyMUHHEBH GJIMCTEPH B KAPTOHEHA KyTHS
KonnuecTBo B enHa onakoBka: 7, 14 u 28 Tabnerku 3a 60 mg

IlpuTexares Ha pa3pelIeHHETO 32 YHOTPeGa H MPOH3BOANTEI
. Mepk llapn u [loym Briarapus EOO/.,

byn. H.Banuapos 55, EKCITO 2000,

Er.1, m3touno kpuio, cekropu b1 u B2, Codus,

boarapus

Ilponssoguren:

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

P.O. Box 581, 2003 PC Haarlem
Xonangus

To3u JekapcTBeH NPOAYKT € pa3pelneH 3a ynorpeba B crpanute-4ieHks Ha EEO nox cnexnunre

HMECHA:

AscTpus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg-Filmtabletten

benrus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg, comprimés pelliculés
bovarapus ARCOXIA

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

Kunsp Arcoxia 30, 60, 90, 120 mg

JlaHus Arcoxia

Ecronus Arcoxia

Ounnanaus Arcoxia 30, 60, 90 ja 120 mg tabletti, kalvopéillysteinen
OpaHuums Arcoxia 30 mg, comprimé pelliculé

I'epmanus ARCOXIA 30/60/90/120 mg Filmtabletten

I'sprius ARCOXIA 30mg, 60mg, 90mg,120mg film-coated tablets
YHrapus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg filmtabletta

Hcnanpus Arcoxia

Wpnangus Arcoxia 30, 60, 90 or 120 mg film-coated tablets

Hranus Arcoxia 30, 60, 90, 120 mg compresse rivestite con fil
JlarBus Arcoxia 30 mg, 60 mg, 90 mg un 120 mg apvalkotas tablets
Jlutea Arcoxia 30, 60, 90, 120 mg plévele dengtos tabletés
JlrokcemOypr Arcoxia 30 mg, 60 mg, 90 mg, 120 mg, comprimés pelliculés
Mairra ARCOXIA 30, 60, 90 or 120 mg film-coated tablets
Xonauaus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg
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Hopgerus Arcoxia

INomwa ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg tabletki powlekane

ITopryranusa ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg comprimidos revestidos por pelicula
PymbHHES ARCOXIA 60 mg, 90 mg, 120 mg, comprimate filmate

CrnoBakus ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg

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

Hcnanus Arcoxia 30, 60, 90 y 120 mg comprimidos recubiertos con pelicula

IBenus Arcoxia 30 mg, 60 mg, 90 mg och 120 mg filmdragerade tabletter

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

Z[aTa Ha 1oCJIEAHO OIIOGpCHHC Ha JIUCTOBKATa.

© Merck Sharp & Dohme Limited 2001. Bcuiku npasa 3amna3eHu.
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HoaarpaTa € 3360H$IBaHe, KO€TO C€ XapaKTe€pusupa € BHE3allHKM U IOBTapALIMA €€ IMIPHUCTBIIKM HA MHOTO
GOJIE3HEHO Bh3NaJieHHe U 33a4EPBABAHEC Ha CTaBHTE. Hpnqn}msa €€ € OTJIaraHE Ha MHUHCPAJTHU KPUCTAJIH B
CTaBHTE.

KakBo npeacraBasiBa aHKHJI03HPAIMAT COOHIUIAT?
AHKMIO3UpALMAT CIOHAWIMT € BB3MaIUTeNHO 3abojisiBaHe Ha TPbOHAYHUTE NPEULIEHH U TOJEMHTE
CTaBH.

2.IIPEJU XA IIPUEMETE APKOKCHUSA

He npuemaiite APKOKCHS

® aKO CT€ ajlepruyHd (CBPBXYBCTBUTENHH) KbM CTOPHUKOKCHO WM KbM HAKOS OT OCTAHAIIUTE
cberaBki Ha APKOKCHUA ( Bukte mombanurenHara HHQopManus, Touka 6)

®  aKO CTe aJIEPrHYHU KbM HEeCTepOHIHHU poTHBOBB3NanuTeNHO cpeactsa (HCIIBC), prmountento

acnipuH ¥ COX-2 naxubuTopH (Bikre Bh3MOXKHH HEXETaHH peaKLyy, TouKa 4)

aKO MMaTe aKTHBHA S3Ba Ha CTOMAaxa WM KbPBEHe OT CTOMAaxa WK YepBaTa

aKO MMaTe TeXKO YepHoApoOHo 3abomnsBaHe

aKo MMate TeXKO OBOpeyHo 3abonsaBaHe

ako cre OpeMeHHa WIM € BB3MOXKHO na 3a0peMeHeeTe WM KbpMmHTe (BK. ‘Yrnorpeba mpu

OpeMeHHOCT U KbpMeHe’)

aKo cTe 1oj 16 roauHu

*  aKO MMaTe BB3MATIHTEHO YPEeBHO 3abonsaBaHe, karo Oonect Ha KpoH, I3BeH KOIUT WY KOJIUT

e axko BammsAT Jsnekap e [OMATHOCTHLMpPan CBHPIACYHH TNPOONIEMH, BKJIIOYUTENHO ChpACUHA
HEeNOCTaThYHOCT (yMepeHa WM Texka), aHrHHa (rpbAHa OoNka) WM aKko CTe NpeKapain
ChpJIeueH NPUCTHII, Galinac oneparys, , 3a6ongBaHe Ha nepudepHUTe apTepHATHH ChOBE (JIOLIO
KpbBOCHaOJsiBaHE HA Kpakara MopaJy CTeCHSIBaHE WM 3aIlyLUBaHe apTepuH) WM BCAKAKBB TUI
HHCYAT (BKJIIOUHUTETHO MUKPO MHCYIT WM NpexofHa ucxemuyHa kpusa unu TIA). Etopukokcn6
MOXe c1abo Ja yBeau4M pUcka mpu Bac OT cbpaeveHa Kpusa WJIM HHCYIT, MOPajy TOBa He
TpsbBa J1a ce U3MOJI3Ba OT XOpa, KOUTO Ca UMATH ChPACYHH MPOOJIEMHU HITH Ca NpeKapaid HHCYIIT

*  aKO MMaTe BHCOKO KPBBHO HaJfraHe, KOETO HEKOHTPOJIMPAHO ¢ JedeHHe (nposepeTe npu Bamms
JIeKap MJIM MEIULUHCKA CeCcTpa, ako He CTe CHMTYpeH 3a TOBa AalH BameTo KpBBHO HajsAraHe €
a7eKBaTHO KOHTPOJIHPAHO)

Axo CMATATC, Y€ HMATE HAKOE OT TC3HU 3a00JI9BaHUS UIH HpOGHeMI/I, He B3uMaiiTe TabiaeTkuTe npeau aa
CT€ CC€ KOHCYJITHUPAJHU C Bamusa nuuen JICKap.

O0BbpHeTe cienua HO BHEMAaHHE NpH ynorpedta Ha APKOKCHUSA
APKOKCHJI moxe na ce okaske HEMOAXOAAIO 3a Bac Mtk Moske /1a ce HajoxkKU PeryispHO HabloneHHe,
ako Baiiero cbcTOsHME CHBIIA/A C HAKOE OT CICIHUTE YCIIOBHS:

HmaTte anamHe3a 3a CTOMAIITHO KbPBEHE WIH S3Ba
OG6e3BOHEH CTE — HAPUMEp MOPaH MPOABHKUTENECH IPUCTHI Ha MOBPBIIAHE WIN THApHs

Hmate oTonu nopany 3aapbkka Ha TEYHOCTH

Hmate anamHe3a 3a cbpieyHa HETOCTATHYHOCT, ChpEYHA KpU3a WK JPYro chpAeqHo 3abosaBaHe
Hmarte anamHe3a 3a noBuiieHo KpbBHO HaysiraHe. APKOKCHSA moxe na TOBMIEHT- “KPBBHOTO
HaJIAraHe NMpH HAKOU XOpa, 0cOOEHO BBHB BUCOKH JO3U M BAalIMAT JIEKap LIe HcKa rtepﬁén' GHO 13
npoBepsiBa CTOMHOCTUTE Ha KPBBHOTO Bu nansirane. :
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OGeBpoHLe Ne rveeeveeeaverein, Y A f
JINCTOBKA: THOOPMAIIUSI 3A IOTPEBUTEJIA

APKOKCHS 60 mg; punmupaHu TabreTkH
ARCOXIA 60 mg film coated tablets

ETtopuxoxcub (Etoricoxib)

IIpoyeTreTe BHUMATE/IHO HSJIATA JIMCTOBKA NPeIH 12 3aN0YHETE 1A NPHEMAaTe TOBA JIEKapCTBO.

e 3anazere Ta3W JUCTOBKA. MoXKe Jla ce HaJI0XKH Ja 51 NPOYETETE OTHOBO.

e AKO MMaTe HAKAaKBH JOMBJIHUTEHU BbIIPOCH, 0OBpHETE ce KbM Baruus Jiekap Wik papMauesT.

e ToBa nekapcTBO € mpeAnKcaHo JM4Ho Ha Bac. He ro npeorcrsnsaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIy, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CHMIITOMM Ca ChUIMTE KaTo Bamure.

e AKO HAKOS OT HEXEJAHWTE JIEKapCTBEHH PEeaKIMM CTaHe Cepuo3Ha, WM 3abesexuTe IpYry,

. HEONMCAHHM B Ta3W JIUCTOBKA HEXENaHW peaklMH, MOJii yBeJOMeTe Baluma nekap win

¢dapmareBT.

B Ta3n aucroBKa:

Kakgo npeacrasinssa APKOKCHSI 1 3a kakBo ce U3I1013Ba
Ilpenu na npuemere APKOKCHA

Kak na npuemare APKOKCHA

BB3MOxHH HexxeaHu peakuuy

Kak na cexpanssate APKOKCUS

JonsnHuTeHa vHPOpMaLHs

RN

1. KAKBO ITIPEACTABJISIBA APKOKCHSI U 3A KAKBO CE CE M3IIOJI3BA

e APKOKCHS npunansiexd KeM rpymnara Ha JjekapctBara HapeueHM COX-2 unxubutopu. Te
NpPHHAJJIEKAT KbM CEMEHCTBOTO JIeKapCTBAa, HAPEYEHH HECTEPOMIHM IPOTUBOBB3MNAIUTEIHH
cpeactea (HCIIBC)

¢  APKOKCH nomara na ce HaManu 60ikaTa ¥ OTOKa (Bb3MAJIEHUETO) B CTABUTE U MYCKYJIUTE Ha

‘ XOpa ¢ OCTEOAPTPHUT, PEBMATONIEH apTPUT, AHKWJIO3MPALll CTIOHAWJIMT M NI0Aarpa.

Kakgpo npeacraBiasisa 0cTe0apTpUTHT?

OcreoapTpuTsT (Hapu4aH W OCTe0oapTpo3a) ¢ 3aboJisBaHe Ha CTAaBUTE, KOETO BOAM A0 IOCTEMEHHO
paspyllaBaHe Ha Xpyuisja, KOMTO € pa3NoiokeH B KOHTAKTYBAllMTE KPaulla Ha KOCTHTE M YJIECHsSBa
IOBIDKEHHETO WM. PesynrarsT ¢ Bb3MajieHHe, OO0JKa, YyBCTBUTEJIHOCT HA CTaBaTa, CKOBAHOCT H
o0e3IBIKBAHE.

Kakso npeacraBisBa peBMAaTOMIHHAT apTPHT?
PeBMaTOMAHUAT apTPHUT € MPOAB/DKUTETHO BB3MAIUTENHO 3a00/BaHe Ha cTaBuTe. B pesysirar Ha ToBa ce
nosiBsBar 0OJKa, CKOBAaHOCT, MOJAYyBaHE W MOBMIIEHAa 3aryda Ha JBK)KCHHME B 3aCECHATUTE CTaBH.
Br3nanurenHusaT npouec Moxe ga 00XxBaHe U ApYTH OPraHHU B TAJIOTO.

Kakso npeacras/siea nogarpara?
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bpemennoct u kbpMeHe

APKOKCHA, tabnetku, He TpsabBa ma ce mpHeMar 10 BpeMe Ha OPEeMEHHOCT. AKO CbC CHTYPHOCT CTe
OpeMeHHa MM CMATaTe, 4e MOXKe Aa CTe, KAKTO U aKo IUIaHMpaTe GPEMEHHOCT, He POBEXKIANTE JIeUeH e
¢ Te3u TabneTkH. AKo 3abpeMeHeeTe MO BpeMe Ha JIEYEHUETO, MpeKpareTe Np1uemMa Ha TabIETKUTE U ce
KOHCYJITHpaiTe ¢ TM4YHUs By nekap, noceBetaiite ce ¢ Bamms nekap npeau ynorpebara Ha KOETO U Ja €
JIeKapCcTBO.

He ce 3nae manu APKOKCHS ce exckpernpa B kbpMara Npu Xopa. AKO KbPMHUTE, HJIHM NpaHUpaTe aa
KbpPMHTE, KOHCYJTHPAaNTE ce ¢ JIMYHHUA CH Jiekap npeau na ce jekyBare ¢ APKOKCHS. Ako Bzemare
APKOKCH], ne TpsabBa na kppMuTe.

Ilo¢upane n padora ¢ MmamnHu

Hsxou ot manmenTure, kouto ca mpoexaany neueHue ¢ APKOKCHUS, crobuiagar 3a 3aMasHOCT M
cbHIMBoCT. M30darsaiite na modupare wid 1a paboTHTE ¢ MAIIHHH, aKO HMATe OIUIAKBAHHUS OT 3aMasHOCT
Y CHHIHMBOCT.

Baxxaa uHdopManus OTHOCHO HAKOM OT cheraBkute Ha APKOKCHS
APKOKCHS cpappika nakToza. AKO 3HaeTe OT CBOSA JIEKap, Y€ UMaTe HEMOHOCHMOCT KBM HAKOU 3aXapH,
KOHCY/THpakTe ce ¢ Bamms nekap npeau Aa npreMeTe JIeKapcTBOTO.

3. KAK JA IIPUEMATE APKOKCUSL

Bunaru npuemaiite APKOKCHS Ttouno kakto Bu e kazan Bamms nekap. Ako He cTe CUTYPHH B HeIIO,
nonuraiire Bamus nekap umu dhapManesnT.

APKOKCHSI tabnetku He TpAOBa 1a ce rpuemar OT Jela WM I0ApacTBally Ha Bb3pacT 1o 16 rofauHu.

IIpuemaiite APKOKCHS, Tabnetkn, npe3 yctata Beanbk AHeBHO. APKOKCHS Moxe na O6pe npuemas
Ha FJIaJHO WM ¢ XpaHa.

He nagsuinaBaiiTe mpermopbyBaHaTa no3a 3a JiedeHWe Ha Bamero 3abonspane. [lepuomuuno Baumst
nexap uie obcwxkaa ¢ Bac nedenuero. BaxkHo e aa usmon3eaTe Hali-HUCKara /1033, ¢ KOSATO MOCTHraTe
KOHTpOJl BBpXYy Oonkata cu M He Tpsabea aa mpuemare APKOKCHS no-nponabiokuressHo Bpeme OT
HeoOxoauMoTo. ToBa ce Hanara mopajgM PUCKa OT CBbPJAEYEH IPUCTBII WM yJap, KOHTO MoXe na ce
MIOBHILM Cle/l MPOBDKUTETHO JIeYeHHe, 0COOEHO ¢ BUCOKH JO3H.

Ocmeopampum
IIpenopruBanaTa n1o3a e 30 mg eayH ITBT THEBHO, IOBUIIEHA A0 MakcMMyM 60mg eJIMH BT JHEBHO.

Peemamouoen apmpum
IIpenopruBanara 1032 € 90 mg BeAHBXK Ha JeH.

ITooazpa
[penoppuBanara no3a 120 mg BenH®BX Ha [eH, KaTo TpaOBa Ja ce U3MO0/3Ba CaMo M0 BpeMe Ha [iepuosa
Ha MPUCTBIT, KaTO JICYEHUETO € OTPaHHUUEHO 10 MAaKCUMyM 8 IHH.. :
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. Vmarte aHaMHe3a 332 HHCYJIT WM MUKPO MHCYJIT
. HMate aHaMHe3a 3a 3a00saBaHe Ha GbOpeLMTe WK Ha YEPHUS Apob
° IpoBexxnane seuenne Ha wuHbpexiun APKOKCHS moxe pa Mackupa Wid Ja TNpPHKPHE

TEMIIEPATYPHO CHCTOSHUE, KOETO € NPOosiBa Ha MH(EKLHS
Bue cre sxeHa, KOATO ce ONKTBA Ja 3abpeMeHeeTe

. Hmate auabeT, MOBUIIEH XOJIECTEPOJT WM CTe IMylay. BCHUYKH T€3U ChCTOSHHS IMOBUIIABAT pHCKa
OT ChpACYHHU 3a00JIABaAHUS .

AKO He CTe CHT'YPHHM /M HAKOE OT T3 YCJIOBHS CHOTBETCTBA Na BaweTo ChCTOsHKE, KOHCYATHPaHTe
ce ¢b¢ cBOos Jekap npean 1a npuemere APKOKCHSI, 3a na BuanTe najim TOBA JIEKapCTBO € MOAXOAAIIO0
3a Bac.

APKOKCHUS pneiicTBa eaHakBo a00pe TpH BB3PACTHM M MJIaAM TNMAlMEHTH. AKO CTe€ B HalpeqHasia
BB3pAcT (T.€. Haa 65 roaunu), Baumsar jexap e ucka Ja BU Npersiexnaa 1o Moaxoisul HayuH. He ce
HaJiara KOPeKI[|s Ha JI03aTa 3a MalMeHTH B HanpeHaia Be3pacT.

IIpuem Ha ApYrH JieKapcTBa
Monns uHbopMupaitte Bammus siekap Wik ¢papMaieBT, ako IPUEMaTe MJIM HACKOPO CTe IpHeMajii ApYTH
JIeKapcTBa, BITIOYUTEHO U TAKMBA, OTITyCKaHU 6e3 pelienTa.

OcobeHo, ako Bue B3emare HAKOE OT CCJHMTE JIEKapCTBa, BaluuAT Jiekap IEe IOMCKa IO-CTPUKTHO
HalOJIIoIeHHeE, 3a 1a Ce YBEPH, Y€ ACHCTBHETO Ha TEe3U JIEKapcTBa € eUKAaCHO M CJE] KaTo 3anovHeTe 1a
npuemate APKOKCHA:

. [IpoTuBOCKCHPBALIM JIEKAPCTBA(aHTHKOATrYIaHTH) Kato Warfarin

o Rifampicin (aHTHOHOTHK)

. Methotrexate (iekapcTBO, KOETO €€ W3MOJI3BA 33 MNOTUCKAHE HA MMYHHATa CHCTEMAa M 4eCTO ce
npuUniara 3a JiedeHHe Ha peBMATOUIHUS apTpHT)

. JIeKapCTBa U3MON3BAHH 32 JIeYeHHe HA BUCOKO KPBBHO HAIATaHE H ChpleYHa HeJJOCTATLYHOCT,

Hapeuend ACE HHXHOUTOpH U 6JIOKEPU Ha aHTHOTEH3UH PELIENITOPHTE, HAIIPUMEDP €HAJIANPHIT U
PaMHIIPUI U JIOCAPTaH U BajcapTaH
Lithium (JilekapcTBeH NPOAYKT, KOHTO CE U3MOJI3BA 3a JIEUEHHUE HA HAKOM BHIOBE JEMPECHs)
nuypetuim (06e3B0AHSBAILM CPEICTBA)
Cyclosporin unun Tacrolimus (JlekapcTBa, KOUTO Ce M3MOI3BAT 32 IOTHCKAHE HA HMYHHATa CHCTEMA)
Digoxin (iexapcTBo, KOETO C€ [puJiara MpH ChpAeYHa HEAOCTATUHOCT M aOCOIOTHA APUTMHS)
Minoxidil (lekapcTBeH NPOIYKT, KOUTO ce Mpuiiara Np1 BUCOKO KPHBHO HaJIATaHE)
Salbutamol — Ta6eTk WM pa3TBOpP 3a OPAIHO MPUJIOKEHHE (JIEKAPCTBO, KOETO C€ Mpuilara npu
acTtMa)
XarrieTa MpoTHB 3a0peMeHsBaHe.
. XOpMOHO 3aMeCTHTeTHA TepamnHs

ACIHpHH, PUCKBT OT A3BH Ha cTOMaxa e No-roisaM, ako B3emare APKOKCHJI ¢ acupun

APKOKCHA moxe na ce B3UMa ¢ HUCKH AO3M aCMUpHH (AUETUICATMIMIOBA KHUCEIMHA).- A.KQ Bsemare_
aCIIMpHH B HHCKAa 1032 (ALETWICATHIWIOBA KMCEIMHA) 32 NPOQMIIAKTHKA HA CHPAEUEH anbapK o
MHCYJIT, Tp6Ba Jla PEyCTAHOBHTE NIPHEMAHETO My JIOKAHO HE C& KOHCYJITHPATE ChC CBOLJIEKAp. ./

He Tps6Ba na ce' ipuemMaT NPOTHBOBB3NATUTEIHM CPEICTBA HIIH aCTIUPHH (aueTmcanmumoBa Kﬂcenmta)
BBB BHCOKa J103a 3aeaHo ¢ APKOKCHJIL.
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YPHHHHY H3CJIeIBaHMS CBBP3aHu ¢ OBOpeLnTe, IPOMEHH B UpEBHATA MIPOXOJMMOCT, BKIIOUYUTENHO 3aIlekK,
CYXOTa B yCTaTa, 3BU B YCTATa, IPOMSAHA HA BKYCa, FACTPOCHTEPHUT, FACTPUT, CTOMAIIIHA 1384, JIowo By e
(MoBpBILaHe), CHHAPOM Ha pa3JpasHeHUTE YepBa, Bb3MAIEHUE Ha XPAHOIPOBO/IA, 3aMBIJIEHO BUXK/IAHE,
ApPa3sHEHE B OKOTO M 3a4€PBABAHE, KbPBEHE OT HOCA, 3BBHALL LIYM B YIIWTE, CBETOBBPTEXK, NOBHUIUEH WIH
HaMaJIeH alleTuT, [IOBHLIABAHE Ha TEIJIOTO, MYCKY/IHU KpaMIIM/CHa3MH, MYCKY/IHa 60JIKa/CXBallaHe,
HapylleH ChH, ChHIMBOCT, TPBIIHEHE WM MpaBYyUYKaHe, TPEBOXKHOCT, JETPECHS, IOHMKEHA MUCIIOBHA
CIIOCOOHOCT, 3ayX, KallIMLA, [TOyBaHe Ha JIMLETO, 3a4epBsIBaHe Ha JIMLIETO, KOKEH OOPUB MITH ChpOex,
vHQEKUMA Ha MUKOYHUTE TbTHULIA.

Peoku (npu nosede ot 1 Ha 10,000 u no-mauxo ot 1 na 1000 xyun)
Hucku KpbBHY HHMBa Ha HATpUH

Mnozo peoxku

AJlepruynm peakuuu (KOMTO MOrar Ja 6bJaT JOCTaThUHO CEPUO3HH, 32 a M3UCKBAT He3a0aBHa JIeKapcKa
HaMmeca) BKJIIOYMTENIHO YPTHKapHs, OTOK Ha JHIETO, YCTHUTE, €3MKa, W/WIH I'BPJIOTO, KOETO MOXE Ja
NpeAn3BHKA 3ajyX HIM TPYAHO MperTbllaHe, CBUPKAILM XPUIOBE WIH 3aAyX (GpOHXOCHA3bM), TEKKH
KOXKHHM PeaKkiHM, BBb3MAJCHHE Ha CTOMalllHaTa JIMraBHI@ WIH CTOMAIHW #A3BH, KOMTO MOraT Ja ce
YCIOXKHAT W Aa KBbpPBAT, NpobieMH ¢ uepHUS JpoO, cepuo3HH OBbOpeyHH NpoOIIeMH, CEPHO3HO
YBEJIMYEHHE Ha KPBBHOTO HansAraHe, oObpKBaHe, BIDKJAHE, YyBaHE MM YCEILHaHE Ha Hela, KOUTO HE
CBILECTBYBAT (XaTIOUMHALIAH ).

AKO HAKOSl OT HEXeJIaHHTE JIEKAPCTBEHH PeaKldy CTaHe CepHO3Ha WU 3abeNeXuTe APYrd, HEOTTUCAHH B
Ta3M JIMCTOBKA HE)KeNNaHU peakuuy, Mo yBegoMeTe Bamus jekap uiu apmalieBr.

5. KAK JA CBbXPAHSBATE APKOKCHs

CobxpansBaiiTe Ha MACTO, HEIOCTBITHO 3a Jiella.

He usnonseaiite APKOKCHA cren cpoka Ha ronHocT oTOess3aH BbpXy onakoBkata. CpOKBT Ha FOAHOCT
OTroBaps Ha MOCJIEAHKA IEH OT MOCOYCHUS Mecell.

byrunku: CexpaHsBaiiTe B ILTBTHO 3aTBOPEHA OIMAKOBKA, 32 Jia MIPEANa3uTe OT Bara.
bmuctepu: CpxpaHsBaliTe B OpHUrHHAIHATA ONAKOBKA, 32 1a IPEANa3uTe OT BiIara.

JlexapcTBarta He TpsAOBa Aa ce M3XBBHPJIAT B KaHANHM3ALMATa WIM B KOHTeHHepa 3a JOMAILHHN OTTAgbIH.
HNonwuraiite Bamms QapmaneBr kak Aa yHHIIOKHUTe HeHY)XHHTe Bu nekapctBa. Te3u Mepku Lie
CTIOMOTHAT 34 ONa3BaHe Ha OKOJIHATA cpeaa.

6. JOITBJJHUTEJHA HTH®OPMAIIAA

Kakpo cpabp:xka APKOKCHUSA
*  AKTHBHOTO BeLIECTBO € eTOpUKokcuO. Besaka dunmupana tabnerka chabpxa 60mg eTepoKokcHo.

e Jlpyrure cbCTaBKH ca: L
Covpyesuna na mabremxkama: xanuues xujapored docoar (6e38oaeH), kpocKaphren
MAarHe3ueB cTeapaT, MUKPOKPUCTAIHA LTy 103a..
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AHnxunosupawy choHounum
ITpenopbunTtennaTa no3a € 90mg eAUH OBT AHEBHO

Xopa ¢ yepHOAPOOHHU NpobJIeMH
e Ako uMaTe Jieka dopma Ha uepHOAPOoOHO 3aboisBaHe, He TpsAOBa Ja B3emare nosede oT 60 mg
JHEBHO.
e AKO HMaTe CpelHO TeXKO 4epHOApobHO 3abosisiBaHe He TpabBa Ja B3emaTe nopede ot 60 mg
npes xed wik 30mg Ha JAeH.

AKo npuemeTe noseue ot HeoGxoaumara n03a APKOKCHA
Huxkora He Tps6Ba na npuemare moseve TabieTku OT npeanucanute Bu oT nekaps. Ako mpuemere
npekaneHo MHoro Tabnetku APKOKCH A, He3abasHO Tpsa0Ba 1a MOTbpCUTE MeTHULIMHCKA TOMOLL.

Axo nponycuere 1a npuemere APKOKCHSA

BaxHo e na npuemate APKOKCHA kakto e npeanucan samus jgexap. He B3emaiite nBoiHa 1033, 3a Ja
KOMIIEHCHpaTe TpolycHarara Tabierka. Bb3cTaHoBere obMuaiiHus cu jeuebeH peXuM Ha CrieBallis
IEH.

AKO MMarTe HAKAKBHU JOITbJIHUTENIHM BLIIPOCH, CBbP3aHH ¢ yroTpebaTa Ha TO3M MPOLYKT, MOJIA IONUTaiTe
Bamus nexap iy dapmalesT.

4. Bb3MOXXHHU HEXKEJJAHU PEAKIINN

Kakro Bcuuku nekapcrsa, APKOKCHSA moxe na npeIn3BUKa HeXKeIaHU PEAKLMM, BBIPEKH Y€ HE BCEKH
'Y MOJTyYaBa.

AKo 3alenexnrTe HAKOS OT ClAeIHHTE NPosiBH, TpsGBa Ja cnpere nmpuema Ha APKOKCHSA un
He320aBHO Ja YBEJOMHTE CBOSI JIeKap:
e 3anayx, 6onKa B I'bpAUTE WIH MOJYBaHE Ha IJ1€3€HA WIH MPU BIOMIABAHETO MM
e [loxbNTABaHE Ha KOXKaTa ¥ 04KTe (KBITEHHIIA) — TOBA € NPOsBa Ha YePHOAPOOHU MpobiieMu
e  CusHa ¥ NPOIBDKUTEHA CTOMAIIIHA O0JIKA MK YePHH U3IIPAKHEHHE
e AsepruuHa peaklds — MOXeE [a BKJIFOUYBA KOXHH NMPoOJIeMH KaTo S3BU WM MeXypUeTa, WK OTOK
Ha JIMLIETO, YCTHHTE, €3UKa WM I'BPIIOTO, KOETO MOXKE JIa 3aTPY/AHH AMIIAHETO.

IIpu neuenune ¢ APKOKCHS morart fa ce NOsBAT CACAHUTE HEXKENaHH peaKLiu:

Yecmu (npu nogeue om 1 na 1000 u no-manxko om 1 na 10 oymu)

Cnaboct M ymopa, 3amaiiBaHe, Trpuro-monoJoOHO 3abonsABaHe, OMapus, ra3oBe, HapylIeHHs B
XPAaHOCMMIIAHETO (IMCHENCHs), AUCKOM(OopT Wi Gosika B CTOMaxa, YyBCTBO Ha MapeHe (KHUCETMHH),
IpPOMSIHA B KPBEBHUTE W3CJIEBAHUA CBBP3aHH C YepHHS ApoO, rajaeHe, rnaBobole, NoyBaHe Ha Kpakara
WWIM Xoouiara Mopagu 3aJphKKa Ha TEYHOCTH (OTOK) M MOBMIIEHO KPBHBHO HajAraHe, IMallHTaLHH,
KpbBOHacAJaHe.

Heuecmu (npu nogeue om 1 na 1000 u no-manxo om 1 na 100 oymiu) T
MomyBaHe Ha CTOMaxa WK 4epBaTa, 6oJiKa B IbPAMTE, CbPACYHA HEIOCTATBYHOCT, ChPACUCH {Jp CLRI,
YAAp, MUHHU yIap (TpexofeH UCXEMUYEH TTPUCTBIT), HAPYLUEH ChPACYEH PHTHEM (npe;xcx,p,nﬂ(} Ipemeﬂe) )

HH(peKUU Ha FTOPHUTE AMXATE/IHH MTHTUIA, BUCOKH HHBA HA Kaaui B KPbBTA, IPOMEHH B rc;pbsﬂzn‘ e WK




ACX-EE/BG-20090335

Hopeerus Arcoxia

[omua ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg tabletki powlekane

Ioptyranus ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg comprimidos revestidos por pelicula
PymbHuSs ARCOXIA 60 mg, 90 mg, 120 mg, comprimate filmate

CroBakus ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg

CrnoBenus Arcoxia 30/60/90/120 mg filmsko oblozene tablete

Hcnanus Arcoxia 30, 60, 90 y 120 mg comprimidos recubiertos con pelicula

1IBerus Arcoxia 30 mg, 60 mg, 90 mg och 120 mg filmdragerade tabletter

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

Jata Ha nocneHO 0100peHNe Ha IMCTOBKATA:

© Merck Sharp & Dohme Limited 2001. Beuuku npaBa 3anaseHu.
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Obsusxka na mabaemxkama: TejJeH BOCBK, JAKT03a MOHOXHApAT, XHIPOMENo3a, TUTaHHWECB
quokcun (E171), puauetns

Tabnetkute ot 30, 60 u 120 Mr ChIIO Taka ChABPKAT ChHIIO XKBAT xKeeseH okeun (E172) u
uHauro kapmus (E132).

Kak miraexaa APKOKCHS] 1 kakBo ¢babpiKka OMAKOBKATA

Ta6nerkara APKOKCHSA 60 mg e TbMHO 3eneHa, ¢ popma Ha A0b1ka, OMKOHBEKCHA, (puiImMHpaHa
tabnetka ¢ Haanuc ‘ARCOXIA 60’ Ha eqnata ctpana u ‘200’ Ha apyraTa cTpaHa,.

OnakoBka: ATlyMHHHEBU OIHCTEPH B KAPTOHEHA KYTHA
KonndecTBo B eHa onakoBka: 7, 14 u 28 tabnetku 3a 60 mg

IlpaTexaTtesa HAa pa3pelIeHHETO 32 YHOTpeda H NPON3BOAUTE
. Mepxk llapr u loym bearapus EOOJ.,

Byn. H.Banuapog 55, EKCIIO 2000,

Et.1, n3rouno kpuio, cekropu b1 u b2, Codus,

brwarapus

IIpousBoanTen:

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

P.O. Box 581, 2003 PC Haarlem
Xonauaus

To3u JexapcTBeH NPOAYKT € pa3pelleH 3a ynorpeda B crpannTe-d1enku Ha EEO noa ciexnure

HMEHA:

AscTpud Arcoxia 30 mg, 60 mg, 90 mg, 120 mg-Filmtabletten

besrus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg, comprimés pelliculés
bruarapus ARCOXIA

Yexusa ARCOXIA 30 mg, 60 mg, 90 mg, 120 mg

Kunsp Arcoxia 30, 60, 90, 120 mg

Jauns Arcoxia

Ectonus Arcoxia

Ounanaus Arcoxia 30, 60, 90 ja 120 mg tabletti, kalvopééllysteinen
Opanuus Arcoxia 30 mg, comprimé pelliculé

Iepmanus ARCOXIA 30/60/90/120 mg Filmtabletten

I'bpums ARCOXIA 30mg, 60mg, 90mg,120mg film-coated tablets
VYHrapus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg filmtabletta

Hcnanmus Arcoxia

Wpnaugus Arcoxia 30, 60, 90 or 120 mg film-coated tablets

Hranus Arcoxia 30, 60, 90, 120 mg compresse rivestite con fil
JlarBus Arcoxia 30 mg, 60 mg, 90 mg un 120 mg apvalkotas tablets
JlutBa Arcoxia 30, 60, 90, 120 mg plévele dengtos tabletés
JIrokcemOypr Arcoxia 30 mg, 60 mg, 90 mg, 120 mg, comprimés pelliculés
Mauira ARCOXIA 30, 60, 90 or 120 mg film-coated tablets
Xomanaus Arcoxia 30 mg, 60 mg, 90 mg, 120 mg




