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APKOKCHA 30 mg; dpunmupanu Ta6neTRﬁ
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Etopnkoxceut (Etoricoxib)

- 3anaseTe Ta3u JIUCTOBKA. MoXe 1a Ce HAJIOXKH 12 5 IPOYETETE OTHOBO.
- AKO MMaTe HAKAKBH JOMbJIHUTENHH BBIIPOCH, 06BPHETE ce KbM Bawuns nekap win dapmanesT.

- Tosa nekapcTro € npeanvcano nnuHo Ha Bac. He ro npeotcreneaiite Ha apyru xopa. To Moxe aa
UM HaBpe/H, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CUMITTOMH ca ChILNTE KaTo Bammure.

- AKO HAKOA OT HEXENAHHTE JIEKAPCTBEHH PeaKLMH CTaHE CEPHO3HA, WK 3abesiexuTe IpyrH,
HEOTIMCAHM B Ta3H JINCTOBKA HEXKEJIAaHH PeaKUMH, MOJis yBelomeTe Bawms siekap win dapmauesT.

B Ta3u JxcTOBKA:

Kakgso npencrasnssa APKOKCHS u 3a kakBo ce u3nonssa
Ipean na npuemere APKOKCHA

Kak na npuemare APKOKCHA

Bb3MoxHM HexenaHu peakuun

Kak na cexpansare APKOKCHS

JonsnHutenna undopMaums

SANAIR ol

1. KAKBO IIPEJCTABJIABA APKOKCHS 1 3A KAKBO CE U3I10JI3BA

* APKOKCHJI npunaanexy keM rpynara Ha jekapersara HapedeHd COX-2 unxuburopu. Te
NpUHANEKAT KbM CEMEHCTBOTO JIEKapCTBa, HAPEYEHH HECTEPOHIHH NTPOTHBOBB3NAINTETHH
cpeactea (HCIIBC)

* APKOKCHSI nomara na ce Hamanu 6onkara H 0TOKa (BB3MANCHUETO) B CTABUTE M MYCKYJIMTE Ha
XOpa ¢ OCTEOAPTPUT, PEBMATOMIEH aPTPHT, aHKHJIO3HpaL CIIOHWINT ¥ TI0Jarpa.

KakBo npeacrap/isBa 0cTe0apTPHTHLT?

OcTeoapTpuThbT (HapH4aH ¥ 0CTE0apTpo3a) € 3a60JIsIBaHe Ha CTABUTE, KOETO BOAM O NOCTENEHHO
paspyluaBaHe Ha XpyLus/ia, KOUTO € pasMoioKeH B KOHTAKTyBaLHTE KPaHLa Ha KOCTHTE H YJIeCHABA
JIBHXKEHHETO UM. Pe3ynTaTsT e Bb3nanenue, 60Jika, YyBCTBHUTEHOCT HAa CTaBaTa, CKOBAHOCT M

obe3aBHIKBaHE,

KakBo npeincras/igsa PEBMATOHIAHUAT aprpar?

Pesmatonanusr apTPHUT € NPOAB/NKHUTC/IHO BB3NATUTE/IHO sabosisiBaHe Ha cTaBuTe. B pe3yarar Ha TOBa C¢
noaBsaBar 6OJ'lKa, CKOBAHOCT, NMNOAYBaHE H MOBHILIICHA 3ary6a Ha ABM)KCHHUEC B 3aCCrHATHUTE CTAaBH.
Bb3nanuresiHuaT MpoLuec MOXe na oOxBaHe M APYTH OpraHy B TAJOTO.

KakBo npeacraBasea noaarpara?

ITonarpara e 3a6onsaBane, KOETO ce XapaKTepH3Hpa C BHE3AIHK U MOBTAPSIIM CE MPUCTBIM HA MHOTO
Oone3HeHo Bh3MaleHne M 3adepBsBane Ha cTaBuTe. [IpHunHABa ce € OT/araHe Ha MMHEPATHH KPUCTAJH B
CTaBHTE.

Kakso NpeACTaBAABA AaHKHJIO3HDAINMAT CHOHAHJIAT?
AHKHJ’IOC{I’IpauU/IﬂT CNOHAWINWT € Bh3NaJIUTENHO 3a0011BaHe Ha Fp’b6Ha‘lHHTe npe
CTaBH.
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2. [IPEJU JA IPUEMETE APKOKCHSL

He npuemaiire APKOKCHSI

- aKo CTe anepruyHH (CBPbXYBCTBUTE/IHU) KbM €TOPUKOKCHO WM KbM HSKOSI OT OCTaHAIMTE
cbeTapk Ha APKOKCHS ( BHTe AOMBIHMTENIHATA MHPOPMALMS, TOUKA 6)

- aKo cTe ajlepruvHu KbM HECTCPOU/IHU IPOTUBOBB3NAIUTEIHH CPEACTBA (HCIIBC), BKIIOYHTEITHO
acrupus U COX-2 unxuburopu (Brire B3MOXKHH HEXENAaHH PEAKLIMH, TOHKA 4)

- aKO MMaTe aKTHBHA A3BAa HA CTOMAaxa WM KbpBEHE OT CTOMaxa Wi HepBata

- aKo MMaTe TeXKO 4epHOApOOHO 3a6onsBaHe

- aKo uMarte Texko ObGpedHo 3abonsaBaHe

- aKo cTe GpeMeHHa Wik € BE3MOXHO /12 3abpemeHeeTe Wil KbPMHTE (Bx. ‘Ynorpeba npu
6pEMEHHOCT U KbpPMeEHE’)

- aKo ¢te no 16 rofivHu

- aKO MMaTe Bh3NANMTEIHO UPEBHO 3abonsBaHe, kato 6onecT Ha KpoH, S3BeH KOIMT MK KOJMT

- ako Baiuuar jiekap e AMarHoCTHLMpail ChpAeUHH NPOOIEMH, BKIIOUHTEIHO ChpAeHHa
HeJIOCTATbYHOCT (YMEpeHa WK TeXKa), aHruHa (TpbAHa 6oJka) MM aKo CTe MpeKapain CbpAcHeH
npucTb, Gaiinac onepauus, , 3abosBaHe Ha nepuQepHUTe apTepHAIHU Ch0BE (10O KpbBOCHabAABaHE
Ha KpakaTa Mopajil CTECHABAHS WM 3aIyLIBaHe apTepyH) WK BCAKAKBB THIl MHCYIT (BKTHOUHTENHO
MUKPO MHCYJIT WM NIPEXO/IHA HCXEMHYHA KPH3a WiIH TIA). Etopukokcu6 Moxe cnabo 1a yBeuuu pucka
npu Bac oT chpeyeHa Kpu3a M HHCYIT, IOPAJH TOBA HE TpabBa Ja ce W3No/3Ba OT XOpa, KOUTO ca
MMAJIM ChP/IEYHU NPOOIEMHU WilK Ca NpeKapaay HHCYIT.

- aKO MMaTe BHCOKO KPBbBHO HANAraHe, KOETO HE € KOHTPOIMPAHO C JICUCHUE (nposepeTe NpH
Baiuus Jiekap Wik MeIULUHCKA CECTpPA, aKO He CTE CUTYPEH 33 TOBa JIaj1 BaieTo KpbBHO HajlraHe €
a/IeKBATHO KOHTPOJIMPAHO)

AKO CMATATE, Ue UMaTe HAKOE OT Te3u 3a00/19BaHus WK pobaeMu, He B3UMalTe TabneTkuTe Npejiy 1a
CTe ce KOHCYNITHpany ¢ Baniusa 1uueH jexap.

O6bpHeTe CHeNUAIH0 BHUMaHHE OpH ynoTpeda HA APKOKCHAA
APKOKCHSI Moxe Ja ce okaxke HeMmoAXoAAwo 3a Bac uin Moxe J1a €€ HaJIOXKH peryasapHoO HabmoaeHue,
ako Balero cbCTOSHHE CHBMAJA C HAKOE OT CJ/IEIHUTE yCI0BUs:
. HiMaTte aHaMHe3a 3a CTOMALLHO KbpBEHE WM A3Ba
O6e3BojiHEH CTE — HANPUMEP MOPAJH NMPOALILKUTENCH MPUCTHI HA NOBPbILAHE Wik IMapHi
HMare OTOLM MOpajiy 3aApbxKa Ha TEYHOCTH
Mmarte aHaMHe3a 33 ChPAEUHA HEIOCTATBUHOCT, ChPAEUHA KPH3a U1K APYro ChPACHHO 3abonsBaHe
HMMaTe anaMHe3a 3a NoBHLIEHO kpbBHO Hansrave. APKOKCHS moxe na nosuiuu KpbBHOTO
HasIraHe fpH HAKOM XOpa, 0COGEHO BbB BUCOKU 1031 W BALLIKAT JIEKAp L€ HCKA NEPHONHHO Ad
MpoBepsABa CTOWHOCTHTE Ha KPbBHOTO Bu HandraHe
Hmare aHaMHe3a 32 HHCYJIT WM MUKPO HMHCYJIT
. HmaTte aHamHe3a 3a 3a6onsBaHe Ha GuOpeLTe Wik Ha YepHUs Apod
. TIpoeexare neuenue Ha uidexuu APKOKCUS mosxe 1a Mackupa WK 1a npukpue
TEMIEepaTypHO CHLCTOSHHE, KOSTO € NPOABA Ha HH(EKLHA.
Bue cTe xeHa, KOATO ce OMUTBa Ja 3abpeMeneere
HUmate nualer, NOBULIEH XOECTEPOI WM CTe Mylau? BCHuKy Te3H ChCTOAHMS NOBUIABAT PUCKa
OT Chp/iedHH 3abonaBaHus . = e
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AKO He CTe CHI'ypHM JaJli HAKOE OT T€3H YCJIOBUS ChOTBETCTBA Ha BalueTo CheT
ce che cBod Jiekap npenu xa npuemere APKOKCHSL, 3a 1a BuaMTE Jaju TOB
3a Bac.
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APKOKCHS neiicTea enqHakso 100pe NPy BH3PACTHH H MJIAW MALIMEHTH. AKO CTe B Hanpe/JHana Bb3pacT
(T.e. Haa 65 roauHu), BaumsaT nekap e KcKa Ja BK peryexia no noaxoasu Haunt. He ce nanara
KOPEKLMSA Ha J103aTa 3a NNALMEHTH B HarnpeiHasa Bb3pacT.

IIpnem na apyru aexkapcrsa
Mons undopmupaiite Baluus siekap vin ¢gapMauesT, ako npUeMare Wi HaCKOpO CTe NpUEMaii ApyTH
neKapcTBa, BKIIIOMMTEIHO M TAKMBa, OTIMyCKkaHu 6e3 peuenra.

OcobeHo, ako Bue B3eMare HAKOE OT ClIeAHUTE JIeKapcTBa, BaluaT jiekap 1e noucka no-CTpHKTHO
HaGMIOACHHE, 3a 1a CE YBEPH, Y€ AeHCTBHETO Ha TE3H JIEKAapCTBa € €HUKACHO M C/Ie/l KaTo 3aMovHeTe 1a
npremare APKOKCHI:

. TpoTHBOCHCHpPBALIK JleKapeTBa (AHTHKOATrYJIaHTH) KaTo BapdapuH
prdaMniuuH (aHTHOHOTHK)

. METOTpeKCaT (JIEKAPCTBO, KOETO C& M3M0/I3Ba 32 MOTUCKAHE HA HMYHHATA CHCTEMa U YeCTO Ce
TIpHJIara 3a ieYeHHe Ha PeBMaTOH/IHHA apTPHT)

. NIeKapcTBa U3MNON3BaHH 32 JICYEHHE Ha BUCOKO KPBBHO HaJIsraHe Y Cbp/iciHa HEJI0CTaTh4HOCT,

napeuenn ACE nHXuGuTOpH 1 G110KEpH Ha aHTHOTEH3HH PELENITOPHTE, HANPUMEp EHAJIANpPUI U
pPaMMITPHII M JIOCApTaH M BajlcapTaH

. JIUTHI (1€KAPCTBEH MPOLYKT, KOWTO Ce H3I0JI3Ba 34 JICUEHHE HA HAKOW BMIOBE JeTpecHs)
AnypeTHLM (06e3BOAHABALLH JIEKAPCTBA)
LMKIOCTIOPHH WM TAKPOIMMYC (/1€KapCTBa, KOMTO C€ M3MOI3BAT 3a MOTHCKAHE HA IMyHHATa

cHcTEMA)

* JAMTOKCHH (JIEKapCTBO, KOETO C& MPHIIara Npy ChpaeyHa HEAOCTATYHOCT H HEMPABHIIEH ChPACUEH
pPHUITBM)
MMHOKCHAMN (IEKApPCTBEH MPOAYKT, KOHTO CE NMpuiara NpH BHCOKO KPBBHO HajsraHe)

. canGyramon — TabJIETKH WK Pa3TBOP 3a OPATHO NPHIIOKEHHE (lexapcTBO, KOETO C€ MpHara npH
acTMma)

° XanuieTa npoTHB 3abpeMeHaBaHe

XOpMOHO 3aMeCTHTETHA Tepanys
AcCnHpUH, PUCKBT OT A3BH HA CTOMAxa € Mo-roJisiM, ako B3eMaTe APKOKCHA ¢ acnupun

APKOKCHUS Mosxxe /1a ce B3UMa C HUCKH J103H aClIUPHH (alleTHICATIMLUMIIOBA KHUCEMHA). AKO B3eMaTe
aCTIMPHH B HUCKA 71034 (ALETWICATNLIMIIOBA KHCETMHA) 32 IPO(HIAKTHKA Ha Cbp/eYEH WHGAPKT H
MHCYJIT, TPA6Ba /1a IPEeYCTAHOBUTE NPUEMAHETO MY JIOKAaTO HE CE KOHCYJITHPATE ChC CBOA JIEKap.

He Tps6Ba na ce npueMar NpOTHBOBL3NAIUTEIHN CPEACTBA WK aCTIMPUH (aLeTHICATHIIWIORA KHCEIMHA)
BBLB BHCOKa 103a 3aeano ¢ APKOKCHS.

BpemenHocT H KbpMeHe

APKOKCHS, tabnetku, He TpabBa a ce npyemMar Mo BpeMe Ha GpeMEHHOCT. AKO CbC CHIYPHOCT CTe
GpeMeHHa WM CMATATE, Ye MOXKE /1a CTe, KAKTO H aKo MyiaHupare GpeMEeHHOCT, He NIPOBEXKAANTE JICUEHHE
¢ Te3n Tabnetku. Ako 3abpeMeHeeTe Mo BpeMe Ha JIeUeHHETO, IPeKpaTeTe npuema Ha TabieTKUTe U ce
KOHCYyNTHpaiiTe ¢ nin4Hns Bu nekap. IocneeTaite ce ¢ Bawusa nekap npeau ynorpebaTa Ha KOETO U Jia €
JIEKapcTBO.

He ce 3nae nanu APKOKCHS ce exckpetrpa B kbpmara npu xopa. Ako B3emate APKOKCHJI, e tpabea
Ja KbpMHTE.

AKO KbPMHTE, WK NUIaHUpaTe 1a KbPMHTE, KOHCYJITHpaiTe Ce C JIMYHMS CH JIeKap MpeaH 1a Ce JIeKyBaTe
¢ APKOKCHA. ﬂé‘f“;}\%\
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Ilodupane n paéoTa ¢ MAIHHH

HskoM OT HauMeHTHTe, KOUTO ca nposexaanu Jeyenue ¢ APKOKCHA, crobiapar 3a 3aMasHOCT U
cbHAMBOCT. M30sreaiite na wodupate unu aa paboTure ¢ MallMHM, aKO UMATE OMJIaKBaHUS OT 3aMasHOCT
U CHHJIMBOCT.

Baxua undopmanus oTHOCHO HAKOH OT cbeTaBkuTe Ha APKOKCHUSA
APKOKCHS chabpika nakro3a. AKo 3HaeTe OT CBOA JIeKap, Y€ UMaTe HEMOHOCHMOCT KbM HAKOM 3axapH,
KOHCyATHpaiite ce ¢ Bawms nekap npeau qa npuemare JIEKapCTBOTO.

3. KAK A ITIPUEMATE APKOKCHsI

Bunaru npuemaiite APKOKCHUS touno kakro Bu e kazan Bauins nexap. AKO He CTe CUTYPHH B HELLO,
nonuraiite Bauiuns nekap unu ¢apMaLeBT.

APKOKCHS Tabnetku He Tpsa6Ba Aa ce mpUEMAT OT Aela WM NMOJPACTBALIM HA Bb3pacT Noj 16 rojanHu.

Tpuemaiite APKOKCHUS’, Tabnetku, npes ycrara BeaHbk aHeBHo. APKOKCHS moxe na Ob/1e npuemMaH
Ha TJIaJIHO WJIH C XpaHa.

He Haapuinapaiite npenopbuBaHaTa j03a 3a neyeHue Ha Bawero 3a6onssane. [lepuoanuno Bawusr
nexap uie o6cmraa ¢ Bac eyenuero. BaxkHo € 1a M3Mon3BaTe Haii-HUCKATa 1033, C KOATO NOCTUraTe
KOHTpON BbpXY GoskaTa cu U He Tpa6sa aa npuemate APKOKCHUS no-npoas/iKUTeHO BpeMe OT
Heo6xoaumoTo. ToBa ce Hajara nopaji pyucka OT ChpAeUeH NPUCTHI WK yAap, KONTO MOXe na ce
NOBMILH CJie]{ IPOAB/DKUTENHO JieueHHe, 0COOEHO C BUCOKM JI03H.

Ocmeopampum
TIpenopbuBaHaTa 103a ¢ 30 mg eaMH BT AHEBHO, NOBUIIECHA I0 MAKCUMYM 60mg euH BT AHEBHO.

Pesmamouden apmpum
Ilpenopbupanara ao3a e 90 mg BeAHBK Ha ACH.

Hooazpa
[NpenopbuBanara 103a e 120 mg BeAHBX Ha JEH, KaTo TPAOBa Ja Ce U3M0Ji3Ba CaMo [0 BpeMe Ha nepuoaa
HA MPUCTBII, KATO JIEYEHHUETO € OrPaHHUYEHO 10 MAKCUMYM 8 JIHH.

Anxunozupawy cnonounum
IIpenopbunrennara no3a e 90mg e MH MBT THEBHO.

Xopa ¢ yepHOApOOHH Npobiiemu

Ako umate neka hopma Ha yepHOApoGHO 3abonsaBaHe, He TpAOBa 1a B3eMaTe nopeye oT 60 mg AHEBHO. -
AKO MMaTe CpeIHO TEXKO YepHOAPOOHO 3abonsBaHe He TPsAOBa na B3eMaTe noseye ot 60 mg npes dex
uny 30mg Ha aeH.

Axo npuemere noseue or neo6xoxumara nqo03a APKOKCHIA
Huxora ne TpHGBa Aa npyueMare nopeue TabJjeTKH OT npeanycaHuTe Bu or nexkaps. Ako npueMeTe

Axo nponycHere 1a npuemere APKOKCHUS AR
- R caell
Baxwo e na npuemare APKOKCHUSI kakto e npeanucan sawus nexap. He Bzema egglsouﬁa;ﬁ
KOMIIEHCHpATe MpOMycHaTaTa TabneTka . Bu3craHoBeTe oGuyaiinus cu euebeH Peiu
T

JiCH. A
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AKO MMaTe HAKAaKBHU JI0ITBIHHTE/IHY BBIIPOCH, CBBP3aHHM C YIIOTpeGaTa Ha TO3H HPOXYKT, MOJIS TIONUTANTE
Bawnsa nekap win ¢papmanesr.

4. Bb3MOXHH HE)XEJIAHU PEAKITNA

Kakto Bcnukn nekapersa, APKOKCHS moske 1a Npean3BHKa HEXeETaHH PEaKUHH, BBIIPEKH Y€ HE BCEKH
'l NoJly4aBa.

AKo 3a6enexunTe HIKOA OT CIIGAHUTE NpoABM, TPAGBA Na cnpeTe npueMa Ha APKOKCHS u HesaGaHO Ja
YBEIOMHUTE CBOS JieKap:
* 3anyx, Gosxa B Mbp/IMTE WK NOJyBaHE HA IVIE3€HA HIIM NPH BJIOLIABAHETO UM
* TloxbiaTsBaHe Ha KOXKaTa ¥ OUNTE (KBITEHHLA) — TOBA € NPOSIBA HA YEPHOAPOGHH npobneMu
e CuiHa ¥ MpOABMIKMTENTHA CTOMAILHA GOJIKA MITH YEPHH H3NPaKHEHHE
* AnepruuHa peakLus — MOXe Ja BKJIIOUBA KOKHHM NpOBGIEMH KAaTo A3BH WK MeXyp4era, HIH OTOK
Ha JINLETO, YCTHHTE, €3HKA HJIH I'bPJIOTO, KOETO MOXE A1 3aTPyAHH JUILAHETO.

I1pn neuenne ¢ APKOKCHS morat a ce NOSBST ClIEHNTE HEXENAHH PEaKLIHH:

Hecmu (npu noeeue om 1 na 100 u no-manxo om 1 na 10 oywin)

Cnaboct u ymopa, 3amalisane, rpuno-nonofoGHo 3aGonABaHe, MapHs, ra30Be, HapyLIEHHs B
XpaHOCMMIIAHETO (aucrencus), AuckompopT unH 6oNka B CTOMAaxa, 4yBCTBO Ha napeHe (KHCEIMHH),
NpOMAHA B KPBBHHUTE W3C/IC/IBAHUS CBBP3aHH C YepHHs Apob, rajexe, rnasobonue, NoAyBaHe Ha Kpakara
W/WITW XOAWNaTa NOpajH 3aPkKKa Ha TCYHOCTH (OTOK) M MOBHIIEHO KPHBHO HAJIATaHe, MAHTALHH,
KpbBOHAcsAaHe.

Heuecmu (npu noseve om 1 na 1000 u no-manxo om 1 na 100 oywiu)

[lonyBane Ha cromaxa nin uepsara, 60/1Ka B I'bpAHTE, ChPACHHA HEAOCTATBYHOCT, ChPAEYEH TIPHCTBIT,
YyAap, MHHH yaap (IpexoJeH HCXEMHUYEH NIPUCTD), HAPYLIEH ChPACHYEH PUTHM (IPEACHPAHO TPENTEHE),
MHGEKUMA HA FOPHHTE JMXATEIHH ITbTHLIA, BUCOKH HHBA Ha KaJIMii B KPBBTA, IPOMEHH B KPBBHHTE WIH
YPHHHH H3CIIeABaHMA CBBP3aHH ¢ OpOpeLmTe, MPOMEHH B UPEBHATA MPOXOAUMOCT, BKJIIOUHTEIHO 3alleK,
CyXOTa B yCTaTa, 1384 B yCTaTa, IPOMSIHA Ha BKYCa, FTACTPOCHTEPHUT, FaCTPUT, CTOMALIHA A3Ba,
npuiioLaBane (NOBPbIIAHE), CHHAPOM Ha Pa3fpasHEeHHUTE YepBa, Bh3alieHHEe Ha XPaHOIPOBO/a,
3aMBIJIEHO BHXK/aHe, JPa3HEeHe B OKOTO W 3aU€pBABaHE, KbPBEHE OT HOCA, 3BBHALL [IYM B YUIUTE,
CBETOBBPTEXK, MOBULIEH WIK HAMAJIEH alleTUT, MOBHLIABAHE HA TEIVIOTO, MYCKYJIHHA KpaMITH/CIIasmH,
MycKynHa Gosika/CXBallaHe, HapyIIeH ChH, CbHINBOCT, TPBITHEHE WK MPaByYKaHe, TPEBOXKHOCT,
ACTIPECHsl, NOHMXEHA MUCJIOBHA CMIOCOOHOCT, 3a/yX, KaulTHLa, NOAYBaHe Ha JIMLETO, 3aUepBsIBaHe Ha
NULETO, KOKeH OOPHB MK Chpbex, HHEKLNS Ha NTHKOYHHUTE ITBTHILA, HAMalleH GPOM KPBBHH KJIETKH —
4YePBEHH U GestM KPbBHH KJIETKH U TPOMOOLIUTH.

Peoku (npn nopeve or 1 na 10,000 1 no-manko or 1 na 1000 aywn)
HHCKHM KpbBHH HMBa Ha HATpHi

Mnuozo peoku (npu no-manxo om 1 na 10 000)
Anepriunn peakuuy (KOUTO Morar ia GBaT JOCTaThYHO CEPHO3HH, 32 /la H3UCKBAT He3abaBHa Jiekapcka
Hameca) BKJIFOYHTETHO YPTHKApHs, OTOK Ha JIMLETO, YCTHUTE, €3MKa, W/WIH IbPJIOTO, KOETO MOXe Aa
Npeau3BHKa 3a/lyX WK TPYAHO NPEThILAHE, CBUPKAIH XPUIIOBE MITH 3ayX (OpOHX0OCNa3bM), TEXKH
KOXKHH peaKiM, Bb3MaJeHHe Ha CTOMallIHATa JIMTaBHLIA HIH CTOMAIIHY S3BH, KOUTO MOTaT Ja ce
YCTIOXKHSAT U 1@ KbPBAT, NPOOJEMH ¢ YepHHS Apob, cepHo3HH 6b0peuHH npobiieMH, CepHO3HQ yBeNHIeHHE
Ha KPBBHOTO Hansirane, oGbPKBaHe, BIXIAHE, UyBaHe WM YCEILaHe Ha Hell@, KOUTO e Gk BY:
(xamounHauun).
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AKO HIKOS OT HEXEJIAHUTE JIEKaApCTBEHHM pEaKLIMU CcTaHe CepHUO3Ha HITH 3abenexure ApYyru, HEOIMCaHHU B
Ta3u JIMCTOBKA HEXEJIaHU peaKlUH, MOJId YBEAOMETE Baiuus nekap win QoapmaueBT.

5. KAK JA CbXPAHSIBATE APKOKCHS

CobxpaHsBaiiTe Ha MACTO, HEOCTBIHO 32 JIeLia.
He wsnonseaiitte APKOKCHS cnen cpoka Ha rOAHOCT oTOeIs3aH BbpXY ONaKkoBKaTa. CpOKbT Ha FOJHOCT
OTroBaps Ha MOCNEAHHS J€H OT NOCOYSHUA MeCeLL.

Bytuiku: ChxpansiBaiite B IITbTHO 3aTBOPEHA ONAKOBKA, 32 ia MpPeArna3uTe OT Bjara.
Baucrepu: ChxpaHsBaiiTe B OpMrMHAIHATA ONAKOBKA, 3a J1a PEANasuTe OT Bjara.

JlexapcTBata He TPsAGBa 1a ce U3XBBPJIAT B KAHAIM3ALMATA MM B KOHTEHHEPA 32 IOMALIHH OTHAABUH.
[onuraiire Bawus hapMalieBT Kak /ia yHHILOXKUTE HeHyHHTe Bu nekapcTsa. Tesu Mepku e
CIIOMOrHAT 3a OIMa3BaHE Ha OKOJIHATA cpeAa.

6. JOII'BJIHUTEJIHA UHO®OPMAIIAS
Kakso cbabpxa APKOKCHSL
e AKTMBHOTO BELIECTBO € ETOPUKOKCHE. Besika QuiMupaHa TabneTka cbabpxa 60mg eTepoKOKcHO.

e JIpyrure CbCTaBKH ca:
Copyesuna na mabremxama: kanuues xuapores docdar (6e3soaeH), Kpockapmenosa HaTpuii, MarHe3uen
cTeapar, MUKPOKpPHCTAJIHA LIETy103a.
Obeusxa na mabaemkama: NYEieH BOChK, JaKT03a MOHOXM/PAT, XUIIPOME03a, THTAHMER IMOKCHIL
(E171), TpuaueTuH.

Tabnerkure ot 30, 60 1 120 Mr ChIHO TaKa ChABPMKAT CHLIO XKbIT KENEIEH OKCHA (E172) u unauro
kapmuH (E132).

Kak usraexaa APKOKCHS u kakBO ChbAbPXKA OHAKOBKATA

Ta6nerka APKOKCHSI 30 mg e cuHbo-3es1eHa, ¢ hopma Ha 16biika GHKOHBEKCHH TabeTKH C HAANKC
101’ Bbpxy eanuara crpata U ‘ACX 30’ Bbpxy apyrara cTpaHa.

OnaxoBka: AlyMHHUEBH OJUCTEPH B KAPTOHEHA Ky THS
KonuyecTBo B eJHa onakoska: 7 U 14 tabnerku 3a 30 mg.

IlpuTexaTes HA pa3pelieHHETo 32 ynoTpeda B NPOH3BOAHTEN
Mepk Ilapn u Joym bearapua EOO/L,,

Byn. H.Banuapos 55, EKCIIO 2000,

Ert.1, ustouno kpuio, cektopu b1 u b2, Codus,

Bbarapus

[IpouzBoauren:

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

¥ /_\\4‘_. .
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P.O. Box 581, 2003 PC Haarlem

Xonanans

Unwu

Frosst Iberica, S.A.
Via Complutense, 140,

28805 Alcala de Henares, Madrid

HUcnanus

To3u siexapersen npoaykr e paspewen 3a ynorpeba B crpannte-wienkn Ha EEO noa caeannte

HMEHA:
ABcTpus
Benrus
bparapus
Yexus
Kunsp
Hanus
EcTonus
Ountanauns
®paHums
epmanus
IMbpuus
VYHurapus
HUcnanaus
Hpnanaus
Hramus
JlatBus
JlnTea
Jlrokcembypr
Martra
Xonauaus
Hopserus
IMTonwa
Hopryranus
PymbHUs
CnoBakus
CnoBenus
HUcnanus
[HIBeuus

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, kalvopaillysteinen

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

O6ennneno Kpancreo  ARCOXIA 30, 60, 90 or 120 mg film-coated tablets

Aara Ha nocneano onobpenne Ha anctoekara: 9 Okromepu 2008
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2. IPEAA JA IPUEMETE APKOKCHSL

He nipuemaiite APKOKCHA

- 4KO CTe anepruynu (CBpbXyBCTBHUTENHH) KbM ETOPHKOKCUO Ml KbM HSKOSA OT OCTaHAJIMTE
cbetaBki Ha APKOKCHUSA ( BuxKTe A0MbAHKMTENHATa HH(OpPMALKSA, TOUKa 6)

- aKO CTe aepriu4Hu KbM HECTEPOH/HU NPOTHBOBB3NAIMTEIHYU CPENCTBA (HCTIBC), BKIIOYMTENHO
acnuprH ¥ COX-2 uHxubuTOopH (BHXKTE BB3MOXKHH HEXEaHU PEAKLMK, TOUKA 4)

- aKo MMaTe aKTHBHA 43Ba HA CTOMAaXa WM KbPBEHE OT CTOMaxa WK YepBarta

- aKo MMarTe TEeXKKO YepHOAPoOHO 3abondsane

- aKo MMaTe TeXKo O0bOpeuHo 3abonsBaHe

- aKo cTe GpeMeHHa HIIK € Bh3MOXHO fia 3abpemeHeeTe Wil KbpPMHUTE (BX. “Vrnotpeba npu
6peMEHHOCT U KbpMeHe”)

- ako cte noj 16 roauHu

- aKO UMarte Bb3MaJMTeNHO upeBHO 3abosBaHe, kKato 6onect Ha KpoH, s13BeH KOIMT UM KOTUT

- ako Baumuar nekap e AMarHoCTUUMpPa CbpAeYHH NpobieMu, BKIIOYHTETHO ChpAeHHa
HEJ0CTATbYHOCT (YMEPEHA WK TeXKa), aHrHHa (rpbaHa 60/1Ka) UIIH aKo CTe NpeKapaii CbpacUeH
npucTsn, Gaiinac onepaums, , 3a6onsasaHe Ha nepudepHUTE APTEPHATHU CHIOBE (JIOWIO KpbBOcHabasBaHE
Ha KpaKaTa NOpajy CTECHABAHE WM 3alyllBaHe apTepHH) WM BCAKAKBB THII MHCYIT (BKIFOUMTENHO
MMKpO MHCY/IT WK NpexoHa ucxemuyHa kpusa unu TIA). ETopukokcubd moxke cnabo n1a yBejauuy pucka
nipu Bac oT chp/ieueHa kpu3a WM MHCYIIT, IOPa/IM TOBA He TPAOBA /1a Ce M3MO/3Ba OT X0pa, KOUTO ca
HMAJTH ChpeYHU NMPoOIEeMH WM Ca NPEKAPaTH HHCYIIT.

- aKO MMaTe BUCOKO KPbBHO HAJIATaHE, KOETO HE € KOHTPONMPAHO C jiedeHue (poBepeTe npu
Baruus nekap Wik MEJUMLMHCKA CECTPa, aKo He CTe CHUIYpEeH 3a TOBa Jaiu Balero kpbBHO Handrase e
a/IEKBATHO KOHTPOJNUPAHO)

AKO CMSATATE, Ye MMaTe HAKOE OT Te3M 3a60ABaHUs WK NpobIeMH, He B3uMakiTe TabneTk1Te NpeaH aa
CTe ce KOHCYJITHpasiv ¢ Banivs nuueH yiexap.

O6mpHeTe cIENHAIHO BAUMAaHHE NpH ynoTpeda na APKOKCUSA

APKOKCHS moske 1a ce OKaxe HeMoAXoAALIo 3a Bac niik Moxe Ja ce HaloXH peryisapHo Hab/ioeHue,
ako Baiuero cbCTOsHUE CbBMAJA C HAKOE OT CIEAHUTE YCIIOBUSL:

. HMate aHaMHe3a 3a CTOMALIHO KbpPBEHE WM A3BA

. O6€e3B0AHEH CTE — HANPUMED TIOPAAH MPOXB/LKUTENEH NPUCTBI1 HA MOBPBLUAHE WK MapHs

. HiMate oTouM nopajay 3aApbxKa Ha TEYHOCTH

. MMate aHaMHe3a 33 Chp/I€UHA HEAOCTATLYHOCT, ChPAEUHA KPU3a WK APYro Chp/ieuHo 3abos1BaHe

. Hmate anamHesa 3a nosuileHo KpbBHO HansraHe. APKOKCHUJSI mosxe na noeuiiy KpbBHOTO
HaJIAraHe MpH HAKOM XOpa, 0COOEHO BbB BUCOKHU 03U U BALUMAT JIEKAp L€ MCKa NEePUOAUHHO Aa
MpoBepsiBa CTOWHOCTHTE Ha KPbBHOTO Bu Hairane
Hmare aHaMHe3a 32 HHCYIT WIM MUKPO UHCYJIT
Hmate aHamHesa 3a 3a6onsaBane Ha 6BOpeUMTe WIH Ha YEPHHS Apo6

° [Tposexnare neuenue Ha undexru APKOKCHSA moxe na Mackupa WM Aa Nprkpue
TeMIepaTypHO ChCTOSHUE, KOETO € MPOosiBa Ha HHpEKLHUS.

. Bue cre jxeHa, KOATO ce onuTBa Ja 3abpeMeHeeTe

. HMimate nuabet, nOBUILIEH XONECTEPON WK CTe Mylua4? BCUYKH TE3H ChCTOSHHUS NOBMHABAT PUCKA
OT Chp/eYHH 3a60NIBAHNUS . 2N 1 PN

N

3a Bac.
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APKOKCHA 30 mg; dpunmupanu Ta6nerki;rj 2
ARCOXIA 30 mg film coated tablets ..

B HE !’Us?,:../ ..................... Uq ?m[]

P’

¢lﬂaDCTBD.../.,... ........................

- 3anazeTe Ta3u IMCTOBKA. Moxe Ja ce HaJloXy Ja A IPOHETETE OTHOBO.
- AKO NMaTe HAKAaKBH JOMBJIHUTENIHA BBIIPOCH, 00bpHETE ce KbM Bawuus nekap win gapmaiiesT.

- Toga nekapcTBo € npeanucano auuHo Ha Bac. He ro npeorcrensaiite na apyru xopa. To moxe ga
MM HaBpeaH, HE3aBUCHMO OT TOBA, Y€ TEXHUTE CHMITOMH Ca ChIIUTE KaTo BawuTe.

- AKO HSKOSl OT HE)KEJIAHUTE IEKAPCTBEHH PEaKLMH CTaHe CEPHO3HA, WK 3a0enexHre Jpyry,
HEOTMCAHH B TA3M JIMCTOBKA HEXEJIaHH peaKlUy, MOJA yBeJomeTe Bamms iekap nam papMalesT.

B Ta3u ancroBKa:

Kakgpo npencrasinssa APKOKCHA 1 3a xaxBo ce H3Mo/13Ba
[Mpenu na npuemere APKOKCHA

Kak na npuemate APKOKCHA

Bb3MOXHH HEXeTaHU peakumu

Kax na cexpanasare APKOKCHA

Honbanurenna nagopmanns

A .

1, KAKBO ITPEACTABJISIBA APKOKCHS M1 3A KAKBO CE H3I10JI3BA

e APKOKCHSI npuHaaiexu kbM rpynara Ha jekapcreara HapeueHH COX-2 unxubutopu. Te
MIPUHAJIEKAT KbM CEMEFICTBOTO JIEKApCTBA, HAPEYEHN HECTEPOHAHHM NPOTHBOBBH3NAIUTEIIHH
cpeactea (HCIIBC)

o APKOKCHS nomara aa ce HamaiH GoJIKaTa ¥ 0ToKa (BB3MaJIEHUETO) B CTABUTE U MYCKYJIHTE Ha
XOpa ¢ OCTe0apTPHUT, PEBMATOH/ICH apTPUT, aHKWJIO3UPalll CIIOHWINT U MojJarpa.

KakBo npeacrap/sBa 0CTE0APTPUTHLT?

OcTeoapTpuThT (HapuuaH H OCTE0apTpo3a) e 3abonaBaHe Ha CTABUTE, KOSTO BOJAM 10 MOCTENEHHO
paspyluaBaHe Ha XpyLusia, KOWTO € pa3noJioykeH B KOHTAKTyBAalUMTE KpaHLlia Ha KOCTHTE H YJIeCHABA
JABHKEHHETO WM. Pe3ynTaThT € Bb3najneHue, 60Jka, YyBCTBUTEIHOCT Ha CTaBaTa, CKOBAHOCT H

00e31BHIKBAHE.

KakBo npeicraB/isiBa PeBMATOHJAHHAT APTPUT?

PeBMaTOMIHUAT apTPHUT € NPOABIDKUTENHO BB3NATUTENHO 3a00/aBaHe Ha cTaBUTe. B pesynTar Ha ToBa ce
nosssABaT 60/1Ka, CKOBAHOCT, MOyBaHe U NOBHIIIeHa 3ary0a Ha JIBHXKEHHE B 3aCETHATUTE CTaBH.
Bb3nanure HUAT npouec Moxe Ja 06XBaHe U APYTH OPraHu B TAJIOTO.

KakBo npeacrasjasiBa noaarpara?

[MTonarpara e 3aGonsBaHe, KOETO C€ XapaKTEPHU3Hpa C BHE3AITHH M NIOBTAPAINH C& NPHCTBIH HA MHOTO
60JIE3HEHO Bb3NAJIEHHE W 3auepBiABaHe Ha cTaBUTe. [IpHYHHABA Ce € OT/IaraHe Ha MUHEPAJTHHA KPUCTAJIU B
CTaBHTE.

KakBo npeacTap/isiBa aHKH/103HPAMHAT CHIOHIHIAT? ATE
AHKMJIO3UPAILMAT CIIOHAWIUT € Bb3MAIUTENHO 3a60048aHe Ha rpbOHAYHUTE Npe e}m} uToneKmfe/O
CTaBH.

S
o
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Ilo¢gupane u pabora ¢ MamHHK
Hsxon ot naimeHTHTe, KOUTO ca nposexaanu neueHde ¢ APKOKCHS, chobinasar 3a 3aMasHOCT

CBHIMBOCT. M3bareaiite na wodupare uix aa paboTHTE C MAIUMHU, aKO MMATE OIUIAKBAHMS OT 3aMasHOCT
U CHHJIMBOCT.

Baxxna undopmManusi 0THOCHO HSIKOM OT cheraskutTe Ha APKOKCHSI
APKOKCHSI cbabprka 1akTo3a. AKO 3HAETE OT CBOS JIEKAP, Y€ MMATE HEMOHOCHMOCT KbM HAKOM 3aXapH,
KOHCy/ATHpaite ce ¢ Bamus siekap npeay aa npuemare AeKapcTROTO.

3. KAK IA TIPUEMATE APKOKCHS

Bunaru npuemaiite APKOKCHS touno kakto Bu e kazan Bawus nekap. Ako He CT€ CHI'YPHHM B Hello,
nonuraiite Bawus nekap unu papmauent.

APKOKCHS tabnerku He TpsOBa Aa ce mpueMart OT Aela WK NOApaCcTBaLM Ha Bb3pacT rnof 16 roguHu.

[Mpuemaiite APKOKCHSI’, Tabnetku, npe3 ycrata Beanbx AHeBHO. APKOKCHS] mosxe na 6bae npuemaH
Ha INIaJHO WIM C XpaHa.

He HagBuiuaBaiite npenopbuBaHara 103a 3a JieueHue Ha Baiuero 3a6onssane. [lepyoanyuno Bawmsar
nexap uie oberxa ¢ Bac neuenuero. BaxHo e Aa u3nmon3Bare Hail-HUCKATa 1034, C KOATO NOCTHIaTe
KOHTpPOJI BbpXY GosKaTa cH W He Tpsaoea na npuemate APKOKCHS no-npoas/ukuTesHo Bpeme oT
HeoOxonumMoTo. ToBa ce Hanara nopaju PUCKa oT ChbpACUEH NPUCTBI WIK YAAp, KOUTO MOXe J1a ce
MOBHILH ClieJl TPOABJLKUTENHO JieueHue, 0cOOeHO C BUCOKH J03H.

Ocmeopampum
INpenopbuBaHara 103a e 30 mg eAuH MBT JHEBHO, MOBUILIEHA 10 MAKCUMYM 60mg €1KH T AHEBHO.

Peemamouden apmpum
IlperopruBanara n03a e 90 mg BeAHBLXK HA JEH.

Ilooazpa
[IpenoppuBaHarta n03a € 120 mg BeaAHBXK Ha JieH, kKaTo TpAOBa Ja ce W3IM0A3Ba CaMO N0 BpEME Ha nepHoaa
Ha MPUCTBIL, KATO JICUEHUETO € OrPaHHUEHO 10 MAKCHMYM 8 JHH.

Auxunozupawy cnonourum
Ilpenoprunrentara no3a ¢ 90mg eauH BT AHEBHO,

Xopa ¢ yepHOAPOOHH MpoGIEMH

Axo umare sieka ¢opma Ha YepHoApoOHO 3abossiBaHe, He TpAOBa Ja B3emare noseye ot 60 mg gHEBHO. -
AKO MMaTe CpeIHO TeXKKO UepHOApoOHO 3abonsaBaHe He TpaOBa Ja B3eMarte nosede ot 60 mg npes oen
wm 30mg Ha JeH,

Axo npuemere noBeue oT HeoGxoaumara goza APKOKCHUS
Hukora He Tpa6Ba fa npueMare nopeue TabneTku ot npeanucanute Bu ot nekaps. Ako npuemete
nipekaneHo Muoro tabnerku APKOKCHS, nezabaHo Tpsabsa [ja NOTbPCUTE MEAMLIMHCKA JIOM-OLLL,

Axo nponychere aa npuemere APKOKCHSI
Baxho e na npuemate APKOKCHS kakro e npeanucan aius ekap. He Bzemaij q:maouﬁaaﬁésaa
KOMIICHCHpaTe npomycHaTaTa Tabnetka . Br3cranosere oOuuaitHusa cu jeuebeH x‘édpa ¥

JIEH.
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APKOKCHS neficTsa eaHakso AoGpe NpH BB3PacTHH ¥ MIIaJ MALMEHTH. AKO CTe B HaNpeaHana Bh3pacT
(T.e. Haa 65 roavHK), BammaT nekap e Heka Aa BU MPEriexkia rno noaxosul HaiH. He ce nanara
KOPEKLMs Ha 03aTa 3a NalWeHTH B HaNpeaHana sb3pacT.

IIpueM Ha APYIH JIEKAPCTBA
Mons nadopmupaiite Bamus nexap win GapMaLesT, ako NPHEMaTe Wik HACKOPO CTe NpHEMak I1pyr1
NIeKapCTBa, BIIIOUNTEIIHO H TaKKBa, OTITyCKaHu Oe3 peuienTa.

OcobeHo, ako Bre B3emaTe HAKOE OT C/IEIHATE JIEKApCTBa, BaumsT fiexkap we no1cka no-CrpukTHO
HaGNIoJIeHHe, 3a a ce YBEpH, ue IHCTBUETO Ha TE3H JIEKapCTBa € eHKacHO U Clle/l KaTo 3aMoUHeTe /ia
npuemare APKOKCHA:

[poTHBOCHCHpBALIHK JIEKApCTBA (aHTHKOAryJIaHTH) KaTo BapdapuH
pudaMnuLyH (aHTHOMOTHK)

L4 METOTpPEKCAT (IleKapCTBO, KOETO Ce M3MOJI3Ba 3a MOTUCKAaHe HAa UMYHHAaTa CHCTEMa H HECTO CC
npuiara 3a JI€YCHHUC Ha pesMaTONIHHSA aprI/IT)
L4 JleKapCTBa N3MOJA3BaHH 3a JICYCHHUE HA BUCOKO KPBBHO HAJIATAHE U ChpACHYHA HEAOCTATHYHOCT,

napeuear ACE uHXHGHTOPH M GIOKEpH Ha aHTMOTEH3HH PELIENTOPHTE, HANPUMEp €HAIANPIT H
pPaMHMpPHI U oCapTaH v BajicapTaH

NATHI (leKapcTBEH NPOAYKT, KOHTO C€ M3M0JI3Ba 33 JIEYCHHE HA HAKOH BHI0BC Jenpecus)
auypeTuiy (06€3B0HSABALIH JIEKAPCTBA)

. LIMKJIOCTIOPHH MM TAKPOJIMMYC (JIEKapCTBa, KOMTO €€ MU3MOJI3BAT 3a MOTUCKAHE HA HMYHHATa
cHUCTEMA)

. JMIOKCHH (1€KapcTBO, KOETO Ce TIpHIiara MpH ¢bpAe4Ha HEAOCTATHYHOCT H HEMPABWICH CHPICHEH
pHUTBM)
MUHOKCHIMJ (JIEKapcTBeH NMPOAYKT, KOWTO Ce MpHjiara npx BUCOKO KpbBHO HaATaHE)

. canbyTamon — TabNeTKH WK PasTBOP 32 OPaHO NPUIOKCHHE (flekapcTBO, KOETO CE MpUjara npu
acTMa)

. Xanuera NpoTHB 3a0peMeHsABaHe
XOpMOHO 3aMeCTHTEJIHA Tepanus

. ACTIMpHH, PUCKDBT OT A3BK HA CTOMaxa € M0-T0JIAM, aKo B3eMare APKOKCHA ¢ aciupuH

APKOKCHS Moxe 1a ce B3UMa ¢ HUCKH J103H aCTIHPUH (ALIETUIICATHIIMIOBA KUCEMHA). AKO B3eMare
ACTIHPHH B HHUCKA /1032 (ALETWICATHULIMIOBA KHCENMHA) 32 MPOGHIAKTHKA HA ChPACHeH WUHGAPKT H
MHCYNIT, TpAGBA /1a PeyCTaHOBHTE NIPUEMAHETO MY IOKATO HE C€ KOHCY/ITHpATe ChC CBOA JICKap.

He TpaGBa Ja ce npueMar NpOTHBOBB3NATNTENTHH CPEICTBA WK aCHPHH (aLETHIICATIMLMIOBA KACE/IUHA)
BBB BHCOKa J103a 3aeaHo ¢ APKOKCHAL

BpemMeHHOCT H KbpMeHe

APKOKCHSI, TaGnerky, He Tpa6Ba Ja ce mpUeMar 1o BpeMe Ha 6peMEeHHOCT. AKO ChC CHTyPHOCT CTe
GpeMeHHa WK CMATATe, Y€ MOXKE J1a CTe, KaKTO H aKo IU1aHupaTe GpeMeHHOCT, He MPOBEXIanTe JIeHCHNE
¢ Te3n TabneTkH. Ako 3abpeMeHeeTe No BpeMe Ha JICUEHHETO, MPEKPATETe NPHeMa Ha TabNEeTKUTE H CE
KOHCynTHpaiiTe ¢ AnuHus Bu siekap. ITocweeTsaiite ce ¢ Baiuus nekap npeaun ynorpebara Ha KOETO U J1a €
JICKapCTBO.

He ce 3nae nanu APKOKCHS ce ekckpetrpa B KbpMaTa IpH Xopa. AKO B3emaTe APKOKCHJI, He Tpabea
Ja KbpMHUTE.

AKO KbPMHTE, WM TJIaHUpaTe [a KbPMHTE, KOHCYJITHPAHTE Ce C JIMYHKS CH JIeKap NPpe/in [a Ce JIeKyBaTe
- St
¢ APKOKCHAL. RN
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AKO HSIKOA OT HEeXeNaHUTe JICKapCTBEHHU p€aKUMU CTAaHC CEPHUO3HA HIIH 3abenexxure ApPYyru, HCONUCaHU B
Ta3d JIMCTOBKA HEXKCJIAHU peaKLUU, MOJIA YBEAOMETE Batuns JICKap Win cbapmaueBT.

5. KAK JJA CBXPAHSABATE APKOKCHUSA

CoxpaHsBaiiTe Ha MACTO, HEOCTBIIHO 33 ACLA.
He usnonspaiite APKOKCHJI caen cpoka Ha FoAHOCT 0T6eNs3aH BbpXy OnakoBkata, CpOKbT Ha FOAHOCT
OTroBaps Ha MOCIEAHUS ACH OT MIOCOUEHHS MECELL.

BYTI/I.IIKPIZ ChxpaHaBaﬁTe B IUTBTHO 3aTBOPEHA OINAKOBKA, 3a Aa NnpeAana3yTe ot Bjara.
BHHCTepl/lZ CbXpaHHBaﬁTe B OpUrvuHajiHaTa OnakoBKa, 3a Ja nNpeanasvuTe OT BJlara.

JlexapcTBata He Tps6Ba a ce M3XBBPJIAT B KAHAIM3ALMATA WM B KOHTEHHEPA 3a JIOMALIHH OTHAIbLIH.
[Nonuraiite Baims ¢apmaueBT Kak Ja yHULIOKUTE HEHYKHUTE Bu siekapcTpa. Te3n Mepkw Lite
CIOMOrHAT 34 ONa3BaHE Ha OKOJIHATA CpeAa.

6. AOIIBJIHUTE/THA HH®OPMAILIUA
Kakso csabppxa APKOKCHS
®  AKTHBHOTO BELLECTBO € eTOPHKOKCHO. Beska dunmupana tabnetka ceabpxa 60mg etepokokeu6.

e Jlpyrure chCTaBKM ca:
Crvpyesuna na mabremkama: xanuues xunporen gocdat (6e3roaeH), KpockapMeno3a HaTpHid, MarHe3ues
cTeapaT, MUKPOKpUCTalTHA LEJTyJI03a.
Obeuexa Ha mabremxama: MYEIEH BOCHK, JJAKTO3a MOHOXH/PAT, XUIIPOMESI03a, TATAHHEB JMOKCHA
(E171), TpmaueTuH.

Tabaetkute ot 30, 60 1 120 Mr chLI0 TaKa ChABPAKAT CHLIO XKbAT xKene3eH okcua (E172) u unauro
kapmuH (E132).

Kax mraexxaga APKOKCHS u kakBo ChABPKA OMAKOBKATA

Tabnetka APKOKCHA 30 mg e cuHbo-3e51eHa, ¢ hopMma Ha A6biika GMKOHBEKCHH TabJETKH C HAAMMUC
‘101° Bbpxy enHara ctpava u ‘ACX 30’ BppXy Apyrata cTpaHa.

OnakoBka: ATyMUHHEBH GIMCTEPU B KAPTOHEHA KYTHs
KonudectBo B eaHa onakoeka: 7 u 14 tabnetku 3a 30 mg.

IlpuTexkares Ha paspelleHHETO 32 yNOTpPe6a H NPOH3BOANTEI
Mepk Ilapn u Toym Buarapus EOO/I.,

byn. H.Banuapos 55, EKCITO 2000,

Er.1, ustouno kpuno, cekropu b1 u B2, Codus,

boarapus

IlpouzBoauren:

Merck Sharp & Dohme B.V. Haarlem
Waaderweg 39, 2031 BN
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AKO MMaTe HAKAKBU JOIBIHUTEIHH BHIIPOCH, CBBP3aHH C yNoTpe6GarTa Ha TO3U MPOMAYKT, MOJIsA TOTHTaHTe
Bawuws siekap Win papMalesT.

4. BBb3MOXHH HEXKXEJIAHH PEAKIINN

KakTo Bcnuky nekapcrsa, APKOKCHS moxe aa Npefn3BHKa HEXENAHN PEaKLMH, BBEIIPEKH HE HE BCCKH
W nosyyasa.

AKo 3a6eneskuTe HAKOA OT ClIeAHUTE NposBy, TpsiGBa Aa cnpere npuema Ha APKOKCHA n He3abaBHO Aa
yBEOMHTE CBOS JIEKap:

3anyx, Gosika B rbpAHTE WK NOTYBAaHE Ha [J1€36HA WK MPH BJIOLIABAHETO M

[ToXbITABAHE HA KOYKATA W O4YNTE ((KBATECHHIIA) — TOBA € NPOsiBa Ha YepHOAPOoGHH mpoliemMu
CHiHa ¥ MPOXb/DKUTENHA CTOMALIHA 00MKa WIIH YEePHH U3NPaXKHEHHE

ANepruyHa peakiys — MOXe Jia BKII04Ba KOXHH NMpoG/ieMH KaTo A3BH MITH MEXYPHETa, HIH OTOK
Ha JIMLETO, YCTHUTE, €31Ka WM MbPJI0TO, KOETO MOXE /i 3aTPY/IHH IMLIAHETO.

[Tpu neuenne ¢ APKOKCHS morat aa ce noABAT CEJHNTE HEXKEaHH peakLu:

Yecmu (npu noseue om 1 na 100 u no-manxo om 1 na 10 oymu)

Cna6ocT n ymopa, 3amaiiBaHe, rpurno-nonoao6Ho 3abonssane, AMapus, ra3ose, HapyLICHUA B
XpaHocMuNaHeTo (aucnercus), anckomdopt win 6osika B CTOMaxa, YyBCTBO Ha MapeHe (xucenrHu),
NPOMAHA B KPbBHHMTE H3C/IEABaHNS CEBP3aHH ¢ YepHHs 1po6, raneHe, r1aBobosue, nojlysaHe Ha Kpakata
W/VMITV XOWIaTa NOPaJIH 3aAPbXKKa Ha TEYHOCTH (OTOK) M MOBHIICHO KPBBHO HaJAraHe, NaJINMTALMH,
KpbBOHAcAAaHe.

Heuecmu (npu noseve om 1 na 1000 u no-nanxo om 1 na 100 oywmw)

[onysane Ha cToMaxa Wi uepBata, 60/IKa B FbpAMTE, ChPACYHA HEJOCTATEHHOCT, ChPAEUEH MPUCTR,
YAap, MHHK Yap (PeX0/ieH HCXeMHUYEH NPUCTB), HAPYLIEH ChPAEUEH PUTBM (MPEACHPAHO TPENTEHE),
MH(DEKIMA HA TOPHUTE AWXATE/IHH ITHTHIIA, BACOKH HMBA HA KaJMA B KPBBTA, POMEHH B KPBEBHUTE WIN
YPHMHHH M3CJIEABAHHS CBbP3aHH ¢ ObOpeNHTe, NPOMEHH B YPEBHATA IPOXOJMMOCT, BIJTIOUHTENIHO 3aIIeK,
CyXOTa B yCTara, 1381 B yCTaTa, IPOMAHA Ha BKYCa, FaCTPOCHTEPHT, raCTPHUT, CTOMAIIIHA A3B4,
npwiowmasane (MOBPbLIAHE), CHHAPOM Ha Pa3/ipa3sHEHNTE YepBa, BB3MAJICHHE HAa XPaHONpPOBOA,
3aMBIJIEHO BHKAHE, IPA3HEHE B OKOTO M 3a4Y€PBABAHE, KbPBEHE OT HOCA, 3BBHALL IIYM B YIINTE,
CBETOBBPTEX, NOBHLIEH WM HAMAJIEH aNleTHT, MOBHUIABAHE HA TEIJIOTO, MYCKYJIHH KPaMITH/CNia3mHy,
MyCKynHa GoJika/CXBallaHe, HapylIeH CbH, ChHJIMBOCT, TPBITHEHE WIM MPaBYiKaHe, TPEBOXKHOCT,
Jenpecus, NOHWKEHa MUCJIOBHA CIIOCOGHOCT, 3alyX, KallluLia, MOlyBaHe Ha JIMLIETO, 3a4epBaBaHe Ha
JIMLETO, KOXKEH OOPHB WM chpOexk, MH(EKLM Ha MHKOYHHTE MbTHULNA, HamalleH 6pOH KPbBHH KIIETKH —
uepBeHH 1 GeNiv KPbBHHU KIETKH H TPOMOOLMTH.

Peoxu (npu noseve ot 1 na 10,000 1 no-masko ot 1 Ha 1000 xymm)
Hucku KpbBHH HMBa HA HATPW

Mnozo pedku (npu no-manko om 1 na 10 000)

AJlepriyHH peakiiuy (KOUTO MoraT Aa GbaT JoCTaThuHO CEPHO3HY, 3a /1a M3NCKBAT He3abaBHa Jiekapcka
HaMeca) BJTIOUHTETHO yPTHKApHsl, OTOK Ha JIMLIETO, YCTHHTE, €3UKA, W/WIIH IBPJIOTO, KOETO MOXE J1a
MpeM3BHKA 3ayX WIH TPY/HO NPETTbLUaHe, CBUPKALIH XPHIIOBE WK 3a/lyX (OpOHXOCHA3bM), TEXHKH
KOXHM PEAKLMHM, Bh3NAJICHHe Ha CTOMAIHATA JINTaBHLA I CTOMAIIHY S3BH, KOMTO MOTaT Jia e
YCJOXKHAT U J1a KbPBSAT, NpoBIIeMH C uepHus Apo6, cepruosHu 6bGpeuHH NpobieMH, CepHO3HO_YBETHYECHHE

(xanoLUnHauK1H).
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ACX-EE/BG-20090335

P.O. Box 581, 2003 PC Haarlem

XomnaHaus

Hn

Frosst Iberica, S.A.
Via Complutense, 140,

28805 Alcala de Henares, Madrid

Hcnanus

To3u AekapcTBeH NPOAYKT e pa3pelieH 3a ynorpe6a B crpannTe-4/enkn Ha EEO nmoa caeannre

HMeHa:
ABcTpHs
Benrus
bwvarapus
Yexus
Kunsp
Hanus
EcTonus
(ONRERRIZE]
®paHums
I"'epmaHus
[Mbpums
YHrapus
Hcnanaus
Hpnanams
Hrtanns
JlaTBus
JIutea
JlrokcemOypr
Manra
Xonanaus
Hopsgerus
[Tonmua
Hoptyranus
PymbHus
CrnoBakus
Crnosenus
Hcnanus
Iseuus

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, kalvopaallysteinen

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

O6eaunneno Kpancteo ARCOXIA 30, 60, 90 or 120 mg film-coated tablets

Hara Ha nocyeaHo ogoOpeHune Ha aucToBkarta: 9 Oxromepu 2008
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