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Eropuxokcu6 Tesa 60 mg dpuamsp Taﬁ.l'leTI{H} 1303 Iulﬂ l
Etoricoxib Teva 60 mg film-coatefFaBIE~ ' oo A

Eropuxokcub (Etoricoxib)

IIpoveTreTe BEAMATETHO NAJIATA JHCTOBKA, NPEAH A2 3AN0YHETE Ja IPHEMATE TOBA JEKAPCTBO,

ThH KATO TA CHALPKA BaXKHA 32 Bac nadopmanns,

- 3anasere Ta3H JMCTOBKA. Moxke fa ce HANMOXKH Aa A IPOUETETE OTHOBO.

- AXO HMaTe HIKAKBH JOITBIHATEIHH BBIPOCH, NONHTAlTe Balmua siekap Hid QapMalieBT.

- ToBa eKapcTBO € NpeanucaHo MuuHO Ha Bac. He ro npeorcTenBaiite Ha Apyr# Xopa. To Moxe
13 MM HaBPEH, HE3ABHCHMO, Ue TIPH3HALIMTE Ha TAXHOTO 3aboisBaHe ¢ca ChInHTe Kato Bawmyre.

- AKO NMOMYYHTE HAKAKBH HEXENaHH ICKAPCTBEHH peaKiiy, yeegomeTe Bamusa nexap unu
¢dapManeBT. ToBa BKIIOYBA H BCHYKH BE3MOKHH HEXKETIaHH peakUHH, HeOTIHCAHH B Ta3H
nucToBKa. Brskre To4uKa 4.

KakBo cpabpxa Ta3d JIACTOBKA

. Kakpo npeacrasnsea ETopuxokcu®d Tepa H 3a KAKBO Ce H3MO/M3BA
Kakeo tps6Ba na 3macre, npeau na npueMere Eropukokcub Tesa
Kak na npuemare Eropukokcnd Tera

BBaMoxkHH HeXKeNaHH peaKiii

Kak ma cpxpaHapare ETopuxokcut Tepa

CboppxaHHe Ha OMAKOBKATa H JOITKWIHUTEIHA WHPOPMAaLHs
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1. Kakpo npeactapnaBa ETopakokcnt Tesa i 3a KaKBO ce H3O0JI3BA
Kakpo npeacrasiaasa Eropakokcnt Tena?

» Eropuxokcut Tera ¢RABPKA AKTUBHOTO BELIECTBO €TOPUKOKCHD. Eropukokcut Tera
NpHHAMJIEXKH KBM IpYyTIaTa Ha JiekapcTea, HapeueHn COX-2 unxudurops. Te npuHaaiexar

KbM CeMeHCTBO NeKapCTBa, HAPEYECHH HECTEPOUAHH NIPOTHBOBB3NAHTEIIHH CPEACTRA
(HCIIBC). '

3a xakBo ce¢ m3n0a3Ba ETopuxoxkcnd Tepa?

o Etopukokcu6 Tepa noMara fia ce HaManu Oonkara H oToKa (Bb3NAICHHETO) B CTABHTE H
MYCKYJINTE Ha XOpa Ha Bb3pacT 16 roJUHM M NTO-BB3PACTHU € OCTEOaPTPHT, PEBMATOMACH
aApTPHT, AHKHIO3MpaLl CIOHIMIHT U NTOJarpa.

. Etopuxokcn6 Tepa chIo ce M3MNON3BA 33 KPATKOCPOYHO JIEUSHHE Ha YMEPEHa OonKa cien
3p0Ha onepalda Ipy Xopa Ha Bb3pact 16 roaMHy U No-BE3pacTHH.

KakBo npeacTaBIgBa 0CTEOAPTPHTHT?

OcreoapTputsT € 3ab0maBade Ha cTapuTe, Pe3ynTar e oT MOCTENEHHOTO pasrpaxAaHe Ha Xpyllidna,
KOMTO moamiaraBa Kpas Ha kocTute. ToBa NpHUYHHABA OTOK (BB3NaNcHMe), 00JIKa, YyBCTBHTEIHOCT,
CKOBAHOCT H HHBAJIMAHOCT.

KakBo npeacTaB/IfaBa PpeBMATOMTHHEAT apTpHT?
PeBMaTOMIHHAT apTPHT € NPOABDKHTEIHO Bh3MaMTeNHO 3abonapane Ha craBuTre. Tol npuunHaBa
CKOBAHOCT, NTOJYBaHe ¥ HAPACTBAIA 3aryba Ha MOABWKHOCT B 3aceTrHaTHTE CTaBH. Moike
IpeAM3BHKA BB3MAJICHHUE M B IPYTH YaCTH Ha OpraHH3Ma. -
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KaxBo npeacTaBigBa nogarpara?

Tloparpara e 3a0o/Bae ¢ BHE3AHH U MOBTaPALIH CE€ MPHCTHITH Ha MHOTO 60/€3HEHO BB3MAJICHHE H
3a4epBsBaHe Ha craBuTe. [IpyUHHABA C€ OT OTJIaraHe Ha MHHEPAJTHH KPHCTAITH B CTABHTE.

Kaxkpo npecTaB/IABA AHKAJIO3HPANHAT CHOHARIAT?

AHKHIO3HPAIHAT CTIOHAMNKT € BE3NATMTENHO 3200/19BaHe Ha rpbOHAYHMS CTHIO H FOJIEMHTE CTABH.

2. Kakso Tpatpa ga 3aaeTe, upean Aa npuemere ETopuxokcud Tesa

He npremaiite ETopakokxcnd Tepa:

. AKO CTE AJISPrHUHH KBM €TOPHKOKCHG HIH KBEM HAKOS OT OCTAHAIHTE CHCTABKH Ha TOBA
JneKapceTBO (M30poeHH B TOUKa 6)
. aKO CTE aepTMYHH KbM HECTEPOKMAHH NPOTHBOBB3NaNHTeNHM cpeacTtea (HCIIBC),

BKJTIOYMTEHO alleTWICATHIIMIOBA KHCcenuHa {acTiHpiH) 1 COX-2 HHXHOUTOPH (BHKTE TOYKA

4, BE3MOXKHH HEKEJIAHH PEAKLIHH)

aKO HMaTe aKTHBHA CTOMAIIIHA 93Ba MJIM KBPBEHE OT CTOMAaxa H UepBara

aKo MMAaTe TeXKKO 4epHoApoOHO 3abo/apane

aKo UMare TexKo 0sOpeyHo 3ab0naBane

axo cTe OpeMeHHA )T MOXKe Ia 3abpeMeHeeTe, Wi KbpMUTe (BHKTE bpeMEHHOCT, KEpMEHE H

PEPTUIHTET)

aKo cTe Ha Bb3pacT noa 16 romuHu

. aKo MMaTe BB3MAIMTENHO YpeBHO 3abo/maBane, KaTo Gonect Ha KpoH, ynmiepo3eH KOJHT HIH
KOIUT

. AKO HMATE¢ BHCOKO KPBBHO HAJIsiraHe, HEKOHTPOJIMPaHO C JieueHHE (ITpoBepeTe NpH Baumis
JeKap WIH MeRHIHHCKA CECTPa, aKO HE CTe CUTYPHH 3a TOBa AajH BalleTo KpEBHO HansdraHe €
AICKBATHO KOHTPOIHPAHO)

. ako Bamuar iekap e AMATHOCTHIIHpPAN NPOOIeMH ChC ChPLETO, BKIIIOYHTENIHO ChpPACYHA
HEJAOCTATHYHOCT (YMEpeHa WK TeXKa), CTeHOKapAua (rppaHa GoNKa)

. aKo CTe Mpekapaii HH}APKT, onepars 3a Gaiinac, nepudepHa aprepranda Sonect (Jrouo
KpBBOCcHaGAsBaHe Ha KpaKaTa [OopaJH CTECHABAHE MU 3aIfyliBaHE HA aPTEPHHTE)

. aKO CTe IpeKapald Mo3b4eH yaap (BKIOUYHTENHO MHHH YAap, TPAH3HTOPHA HCXEeMHYHA aTaKa
uin THA). Etopuxokcrf MOXe MAJTKO Aa NOBHIMH MpH Bac pucka oT HHapKT H MO3BUCH
yaap, H MOPAJi TOBA HEe TPAORA Ia e W3MON3BA OT MHIIA, KOUTO ¢4 UManu poliieMH ¢Be
CBHPIETO WIH ¢a MpeKapalii MO3BYEH yap.

AKo cyHTaTe, e HAKOH OT Te3H YCIOBHA OTroBaps Ha Bameto cherosHHe, He B3eMaifTe TabneTkure,
Npeas Ja ce KOHCYJITUpaTe ¢ Bailiua fiekap.

HpeaynpexaeHns H HpeINa3zHHd MepKH
T'osopere ¢ Bawus nexap win (papMalesT npeau aa npueMere Etopuxokcud Tepa, ako:

HMATE AHAMHE3Aa 33 CTOMALIHO KEPBEHE WIH A3BAa.
Bue cTe aexuaparupasu, HANPAMEP NMOPagH NMPOALIDKHTEIHA JHAPHA HIIH MOBPBILAHE.

MMAaTe OTOLH [IOPAH 3aJIPBXKKa HAa TCUHOCTH.

KMATe aHAMHE3A 32 ChpAeYHA HEJIOCTATHLMHOCT HWIH HAKaKBa Apyra ¢opMa Ha CHPACUHO
3a00NABaHE

. HMMAaTe aHaMHe3a 33 BHCOKO KPBBHO Hayisrate. ETopukokcnd Tesa MoXe Zla NOBHIIH KPEBROTO
HAATaHe NMPH HAKOH Xopa, 0COOEH0 BBB BUCOKH A03W ¥ Bammsar nekap 1me.u
Ja MpOBepARa CTOMHOCTHTE HA KPEBHOTO BH Hansarane. i
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. npoBexaare JeueHue Ha HHgpexnms. Eropuxokcnb Tesa Moxxe Ja MacKHpa WM Jia IpUKpHe
TEMIIEPaTYPHO CHCTOAHHE, KOETO € MpodaBa Ha HH(pEeKLHs.

. HMaTe qHabeT, MOBHIIEH XOMeCTepON WK mymHTe. Te Morar Ja NMOBHILIAT PACKA OT CHPACYHO
3abogBaHe.
Bue cre xeHa, KOATO ce OIUTBA J1a 3abpeMenee.
Bue cTe Ha Bb3pacT Haa 65 roJIHHH.

AKO HE CTE CUTYPHH JaNy HAKOE OT Te3# yCIOBMs CHOTBETCTEA HA BamieTo ChCTOsNHNE,
KOHCYJATHpAlTE ce ¢ Bamusa nexap npean aa npueMere Eropuxokcnd Tesa, 3a 1a BHAHTE JaTH
TOBA JIEKAPCTBO € MOAXOAALLO 3a Bac.

Eropukokcub Tepa feiicTea enHakBo Jo0pe npH BH3pacTHH U MJIaJi MALIMEHTH. AKO C¢T¢ Han 65
roasHH, Bamuar nekap e ucka aa Ba npernexkaa peaosHo. He ce Hanara KOpeKiHs Ha 103ara 33
NalMEeHTH Ha BB3pacT Haj 65 roaMHH.

Jlena v 10HOIIH
He nagpaitte TOBa I€KapCTBO HA JieLla M KOHOLIM HA BE3PACT NOX 16 roHHM.

Apyru aexaperea 1 ETopakoxkcud Teea
Hudgopmupaitre Bamua nekap 1M papMaLEBT, ako PHEMATE, HACKOPO CTC MPHEMAIH HIIH €
BB3MOXHO /Ia MPHEMETE IPYTH NCKAPCTRA, BKIIOYMTENHO W TakWBa, OTIIyCcKan# Oe3 perenTa.

OcobeHo ako B3eMaTe HIKoe OT CACAHUTE Jiekapera, BaluuaT nekap 1€ HCKa 1a KOHTPOIHpa
CHCTOAHHETO BH, 32 N1a ce yBepH, 4e lekapcTBOTO JAeficTea n0bpe, ciel KaTo 3amoYHeTe 1a mpHeMare
Eropukokcut Tesa:

JIEKapCTBAa NPOTHB CHCHPBaHe Ha KPHBTA (AHTHKOAryJIaHTH), KATO BapapuH

prudaMnHIEH (AHTHOHOTHK)

METOTPEKCaT (JIEKapCTBO 3a OTHCKAHE HA HMYHHATA CHUCTEMA M YECTO M3MOJ3BAHO MPH
PEBMATOHACH apTPHT)

IMKJIOCTIOPHMH MITH TAKPOTHMYC (JIEKapCTBa, H3IOJI3BAHH 32 MOTHCKAHEe HA HMMYHHATa CHCTEMA)
JMTHI (JIEKapCTBO, H3TIOJ3BAHO 34 JIEYeHHe MMPH HAKOH BHAOBE ACTIpECcH )

JICKapCTBa, H3MOI3BAHH 34 JISYeHHe Ha BUCOKO KPBBHO HAJIATAHE H ChP/ICUHA HENOCTATHYHOCT,
Hapeuenn ACE urxuOuropu 1 ONI0KSpH Ha aHTHOTEH3MHOBHTE PELIENTOPH, HATIPHMED

eHaNlANPHJ1 K PAMUIIPWI, H JIOCAPTaH W BaJICAPTaH

. AUypeTHLM (TableTKH 3a OTBOAHABAHE)

. JAMIOKCHH (JIEKapCTBO 3a JIEYEHHE HA ChPACYHA HEAOCTAThYHOCT H APHTMHUH)

® MHHOKCHAMA (IEKAPCTBO 34 JIEYEHHE Ha BHCOKO KPBBHO HalATaHE)

L caifyTamon TaGeTKH WK MIEPOPaiCH pa3TBRop (JICKAPCTBO 33 aCTMA)

. XarJeTa NpoTHE 3abpeMeHABaHe (Ta3H KOMOHMHALIMA MOXE J1a YBEIHYH PHCKA OT HEXKEIaHH
pPeaKLMH)

. XOPMOHO32MECTHTEITHA Tepanus (Ta3n KOMOHHALIAA MOXE [a YBEJIHYH PHCKA OT HeXKeNnaHu
peakiL|H)

. aleTHICATHIIIOBA KHCEJIMHA (aCIHpHH). PHCKET OT A3BH Ha CTOMAaXa € NO-ro/isiM, ako B3eMare
Eropukokcid Tepa ¢ alleTHNCANHIMIIOBA KHCETHHA.

- AUSTWICATHIMIOBA KUCEJIHHA 33 IPO(HIAKTHKA HAa ChPACYCH MHPAPKT AIY HHCYIIT:
Eroprrokcu® Tesa Moske a ce TIPHEMA ¢ HHCKH A03H allETIWICATHIIMIOBA KHCEJIMHA. AKO
B3EeMaTe alCTHICAIHIMIOBA KACEIIMHA B HHCKA 71032 33 NpogHIaKTHKA Ha ChpAeteH HHpApKT U
MHCYIIT, He TpAOBa 1a NpeyCTaHOBABATE NMPHEMAHETO H JOKATO HE C& KOHCYLH -

JICKAp. e N

- AUCTWICATHLIAIOBA KHCENTHHA K APYTH HECTEPOMIHHA POTHBOBH3IIAJIHT, ?ﬁ

(HCHBC): lf %_‘ i
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HE IPHEMAWTE BHCOKA 1034 aLCTWICATUIIUIOBA KUCEIIMHA WIH APYTH IPOTHBOBBINAIHTEIHH
nexkapcTBa Tokato npuemMare Eropukokcud Tepa

BpeMeHHOCT, KbpMene H PepTHIHTET

bpemennocm

Eropukoxcud Tepa ne TpabBa aa ce npreMa o BpeMe Ha SpEeMEHHOCT. AKO ¢Te OpeMeHHa, CMATATE,
ye MOJKe Ja CTe OpeMeHHa Wil [UIaHHpaTe OpeMEHHOCT, He B3eMaiiTe Te3H TabneTku. AKO
3abpeMeHeeTe, NpeycTaHOBETE PHEMAHETO Ha TA0IETKHTE B ce KOHCYITHpa#Te ¢ Bamma nexap.
[TocwrBerraiite ce ¢ Baiuus nekap, ako He CTE€ CHI'YPHH UM C€ HY>KIAETE OT JOITBIIHHTENICH ChBET.

Kvpmene

He e B3BeCTHO JaIH eTOPHKOKCHD ce eKCKpeTHpa B KbpMaTa IpH Xopa. AKO KbpMHTE HIH IUTaHHpaTe
A3 KbpMMTE, KOHCY/ITHpaiiTe ce ¢ Bawms nekap, npean aa zemere ETophkokcHO Tepa. Ako
npueMare Eropuxokcus Tesa, He TpsaOBa aa KbpMHTE.

Depmunumem
Etopuxokcn6 TeBa He ce IpenopbyBa NpH XKeHH, KOWTO Ce ONATBAT Aa 3a0peMeHenT.

Illodpupane n pabora ¢ MAIMHBNA

Hma ¢robimeHHa 3a 3aMasHOCT H CPHIHBOCT NPH HAKOH nanueHTH npueMand Etopukokcnb Tepa.
He modmupaiire, ako nonyunre 3aMasHOCT HIIH CTE€ CHHJIHBH.

He pabotere ¢ ypean Wik MallliHH, KO TIOTYYHTE 3aMasHOCT WIH CT€ CHHJIHBH.

3. Kak aa npremate ETopakokcud Tesa

BuHaru npueMaiite ToBa JEKapcTBO TOYHO KakTo BH € xa3an BammsT ekap. AKo He CTe CHIYPHM B
Helo, nonuTaiite Bamua nexap wiu papmMaueeT.

OT TO3H JICKAPCTBEH NPOAYKT HMAa HAUTHYHH TabNeTKH ¢ pa3sNMYHO KOJIHYECTBO HA AKTHBHOTO
BEIIeCTBO H B 3aBUCHMOCT OT 3a0onaBadero By, Bamuar nexap me BH npenmiine noaxoasiara
TadIeTKA.

TIpenoppunuTEenHaTa 1034 e:

Ocmeoapmpum
IlpenoprunTentara a03a € 30 mg eAHH BT JHEBHO, MOBHLICHA A0 MAKCHMYM 60 mg €uH 5T
JHEBHO MpPH HEOOXOAHUMOCT.

Pesmamouden apmpum
IMpenmoprunTenyaTa 103a € 60 mg equH BT JHEBHO, MMOBHLLIEHA A0 MAKCUMYM 90 mg eZiuH st
JHEBHO NPH HEOOXOAHUMOCT.

AHKWIO3UP QLY CROROUAUM
ITpenoprurrennara ao3a € 60 mg equH NbT AHEBHO, NMOBHIICHA 10 MakCHMYM 90 mg eaun st

JHCBHO IIPpH HeoOXOAUMOCT.

Cwvcmonnus na ocmpa 6onxa
Etropukokcut TpaOBa la ce H3I10/I3Ba CaMo B TIEPUOAM HA MPHCTHN Ha 00JIKa.
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llooazpa
[IpenopruurenHara A03a ¢ 120 mg BeaHEXK AHEBHO, KOATO TpAOBa Ja ce IMpHiIara caMo B
TNIEPHOMH Ha MIPHCTHII, KATO JIEYEHHETO € OTPAaHHYEHO MAKCHMYM J0 8 JHH.

IHocmonepamuena 6onxa creod 3v6Ha onepayus
[TpenoppunTenHara 103a e 90 mg BeIHBK AHEBHO, KaTO JICMCHHETO € OTPAHMYeHO MAKCUMYM

J0 3 AHH.

Xopa ¢ 9epHOApOoOEE NpobiemMu

. Axo Hmarte neka GopMa Ha yepHOApoOHO 3abonsaBaHe, He TpaOBa Aa B3eMaTe nosede ot 60 mg
Ha AEH,

* AXO HMaTe CPEAHO TEXKO YepHOApoOHO 3a6ongeaHe, He TpaGBa qa npueMare noeede ot 30 mg
Ha AcH.

He B3emaiiTe oBeue oT npenopbUHTENIHATA 3a Bamero cseroanue aoza. IlepuonyyHo Bamusar nekap
e 0b6crxIa ¢ Bac nedenmero. BaxkHo € ga H3nonssarte Hal-HUCKaTa J03a, ¢ KOSTO NOCTHTaTe
KOHTPOJ BEPXY Oonkata cH 4 He Tpa0OBa aa npuemare Eropuxokcnd Tesa mo-npoXbDKHTENHO BpeMe
oT HeoOxoauMoTO. TOBa ce Hanara nopagy pUCK OT HHPAPKT WK yaap, KOKHTO MOoXe 13 Ce [IOBHUIH
cliell IPOSBIDKUTENHO NeueHue, 0coBeHO ¢ BUCOKH AO3M.

Ynorpe6a npa aena H OHOIH
Etopukokci6 Tesa He Tpa0Ba Aa ce mpHeMa OT AeLA ¥ IOHOIIHN Ha BB3pacT MoA 16 roauHy.

CTapuecka Bb3pacT
He ce Hasara KOpeKUMA Ha J03aTa IIpH NalHeHTH B HanpeaHana su3pact. [lono6Ho Ha ApyruTe
neKapeTsa, TPAOBA Ja Ce MPWIAraT BHHMATENHO TIPY BE3PACTHH MAMEHTH.

HauMH Ha npHiIOXKeHHE
Eropukokcu® TeBa € 3a nepopaliHa yniorpeda.
Bsemere TabneTkuTe BeAHBX AHeBHO. Eropukokcu6 Tepa Moxe Ia ce npsara cbe Wi 6e3 xpaHa.

AKO CcTe IpHeIH noBeve oT HeodxoauMaTa 103a ETopaxokcn6 Tesa

Huxora ue TpsaGsa aa npueMaTe moBede TabNeTKH OT NpeanmeicaHuTe B OT JeKapsa. AKO MpHEMETE
npekaneHo MHoro Tabnetky ETopukokcnd Tera, nezadaBHO TpAOBa Aa NOTEPCHTE MEAMITHHCKA
MOMOLL.

AKO cTe nponycHAJH aa npaeMeTe ETopakokcnt Tesa
Baxk#o e qa nmpueMare Etopukokcub Tepa kakro e npeamucan Bamuar rekap. Ako nponycHeTe 103a,
NPOCTO NMPOABILDKETE ¢ HOPMATHATA CXEMA Ha CIISABALIMA JCH.

He B3emaiiTe nBoiiHa 034, 3a Ja KOMIIEHCHPATE IIpOMycHaTara TabJeTka.

AKo0 MMaTe HAKaKBH JOITBIHUTENIHA BIIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBA JICKAPCTBO, MMOMMMTANATE
Bainmus nexap win (papManesT.

4, BBL3MOXKHE HeXe1aHH PEAKINHA

BCEKH I'M ITOy4YaBa. ,/’
Ako 3a0e1eKHTe HAKOA OT CJACAHNTE NPOSBH, TPA6BaA A2 cOpeTe nesaﬁannnr
Etopukoxcent Tesa u aa yseaomnare Bamns gexap (Bmxre Touka 2 I{algr%‘!f
opean Aa npuemete ETopakoxcrd Tesa®):
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3a7yx, 6oNKa B IBPAKNTE WK NOAYBAHE HA [NIE3CHUTE, M NPH BIOIHABAHETO HM
MOCBATABAHE HA KOXKATA H OUHTE (AKBJITEHHIA) - TOBA € NPOsABa Ha YepHOAPOOHH mpobneMH
CHJIHA H MPOXB/DKHTEIHA CTOMALIHA O0MKa WIH MepHH H3NPaKHEHHA

aJleprHYHa PEaKLHs - MOXKe J1a BKIIOYBA KOXHH Npo0IeMi KaTo A3BH WIIH MEXypyeTa, HIH
OTOK Ha JIMIIETO, YCTHUTE, €3MKa WIH I'bPJIOTO, KOETO MOKE A4 3aTPYIHH AHIIAHETO

ClienHHTe HeKeNaHH JIEKapCTBEHH PEaKIIMH MOTAT Ja CE MOABAT NpH JieueHKHe ¢ Eropukokcud Tesa:

Mnozo yecmu (Moxe fa 3acersat nosede ot 1 Ha 10 qymm)

OolKa B cTOMAxa

Yecmu (Moxe aa 3acerdar Ao 1 Ha 10 gymm)

CyX anBeonuT (Bh3NaleHue u 60JIKa cien H3BaKAaHe Ha 350)

MojyBaHe Ha KpaKaTa HW/HIH XOZU1aTa opaay 3aApbxKKa Ha TEGHOCTH (OTOK)

3aMafsHoOCT, r1aBofoIHe

nannuTauMy (ChpuecOHeHE), HeMPaBUISH CHPACUEH PHTEM (apHTMHES)

MOBHIIEHO KPHBHO HANATAHES

CBHPKALIHM XPHIIOBE WK 3a1yX (OpoHxocna3bm)

3areK, ra30Be, TACTPHT (Bb3NaleHHe Ha CTOMAIIIHATA JJMraBuLla), KHCETHHH, AHapHA, HapyIICHO
XpaHOCMEJIaHe (IKCIIENCHA)/CTOMAalleH qUckoMopT, raacHe, MoBphillaHe, Bb3NaiCHHE Ha
XpaHOIIPOBOMA, A3BH B YCTATa

NpOMAHA B KPBBHUTE H3CNIEABaHKUA CBBP3aHH C YepHHAA pod

KpBBOHACI aHe

c1aboCT ¥ YMOpa, FPHIIONONOOHO CBCTOSHHE

Heuecmu (Moxe pa 3acerHat A0 1 Ha 100 qymn)

DE/H/5031/002/MAH transfer

racTPOSHTEPHT (BB3NAJICHHE HA CTOMALIHO-YPEBHHA TPaKT, KOETO BKIFOYBA CTOMAXA M THHKHUTE
yeppa), HHGeKIUA Ha TOPHUTE AHXATENHH NHTHINA, HHPEKIMA Ha NHKOYHATE ITHTHINA
NpOMEeHH B NTabopaTOpHHTE NoKasaTelin (HamaieH Opoii uepBeHr KPBBHH KIIETKH, HAMAJIEH
Opoii 6eM KpBBHH KIETKH, HaMalieH Opoii TpoMOounTH)

CBPBXYYBCTBHTEJIHOCT (€pryvHa peaklns, BKITIOUHTEHO YPTHKAPHA, KOSATO MOXE /1a € 0CTa
CEpHO3HA M Ja H3HCKBA He3a0aBHAa MeIHLIMHCKA TIOMOIN)

TIOBHINEH MIX HaMall€H aleTHUT, NOBHILABAHE Ha TerJIOTO

TPEBOKHOCT, JENpecHs, IIOHIKEHa MHCTIOBHA CTIOCODROCT, BIKAHE, YYBAHE HIIH YCEIAHE Ha
Hella, KOMTO He ChIIEeCTBYBAT (XaTIOLHHALIMN)

IIPOMAHA Ha BKyca, Oe3ChbHHE, H3TPBIIBAHE HIM MPAaBy4YKaHe, CHHIHBOCT

3aMBITICHO BIDKIAHE, APA3HEHE B OUHTE H 3a4CpBIBaHe

3BBHALL LIYM B YIIHTE, CBETOBBPTEXK (YCEIIAHE 3a BbpTEeHe IIPH HEMOABHKHO ChCTOSAHHE)
HapyllleH ChpAe4eH PUTHM (NIPeAChPAHO MEXKAECHE), YUYECTEH ChPACUYEH PHTEM, ChbpAeYHA
HEAOCTATHUHOCT, UYBCTBO HA CTATAHE, HATIPEKEHHE WIH TEXKECT B MEPAUTE (CTEHOKAPHA),
UH}apKT

3aYepBABAHE HA JIWIIETO, MO3BYEH yaap (MHCYIT), MHHH yJap (TpaH3HTOPHA ACXEMHMYHA aTaka
THA), v3pazeso nopHIlaBaHe Ha KPLBHOTO HaJIAraHe, BB3NajieHHe Ha KPbBOHOCHHUTE ChAOBE
KalllJI|liA, 3ayX, KbpBeHe OT Hoca

TNOyBaHe HA CTOMAaXa WIIH YepBaTa, IPOMEHH B YpEBHATA NPOXOAUMOCT, CyXOTa B yCTaTa,
CTOMALIHA A3Ba, BE3MNAICHHE HA CTOMAIIHATA JTHraBHIIA, KOETO MOXKE Aa Ob/1e CEpHO3ZHO U
MO3Ke J1a JOBeJie A0 KbpBEeHe, CHHAPOM Ha pa3sApazHeHOTO YEpBO, Bh3MalieHHe Ha namcpeaca
NOAYBAHE HA JIHIIETO, KOXeH OOpHB WM ChpOexK, 3a4cpBABAHE Ha KoXKaTa -
MYCKYJIHH KPaMITH/CrIa3MHK, MYCKYSIHA Qolka/cxpalijane

BHCOKH HUBA Ha K/IMii B KPBBTA, IPOMEHH B KPHBHUTE WIH YPHHHH H3CHE)
6u6peiTe, cepuo3HM 60peunH npoGieMu [f &




. Oojka B IEpAWTE

Peoxu (Moxe na 3acerdar 1o 1 va 1000 gymm)

° aHrHoeAeM (aJIepruvHa peakiis ¢ NOAYBaHe Ha JTULETO, YCTHHTE, €3MKa, H/AIH MBPIOTO, KOATO
MO2Ke 1a PHYHHM 33TyX WIH TPYIHO MperibinaHe, KOUTo Aa OBJaT 10oCTa CEpHO3HE H 13
M3UCKBAT He3abaBHA MEIMIIMHCKA NOMOILN)/aHa(prIaKTHYHW aHAQHWIAKTOMIHHA PEAKIHH,
BKJIFOUHTENHO OK (CEpHO3Ha aJICpriyHa peaKiis, KOATO H3HCKBA He3a0aBHA METHIIMHCKA
TOMOILY)

0OBpKaHOCT, 06€3M0KOHCTBO

yepHOAPOOHH npobiaemMH (XenaTHT)

HWACKH KPbBHHU HUBA Ha HATpHUH

yepHOAPOOHa HENOCTATHYHOCT, MOXKHITABAHE Ha KOXKaTa H/HIHM OMHTe (OKBJITeHHLIA)

TCAKH KOXKHH pCaKLIHH

Cro0maBane HA HEXeJAHH PeAKNAH

AKO MOJTYYHTE HAKAKBH HEeXeNaHH JIEKApCTBEHH peakuuy, ypexoMeTe Bainma jiexap win papManesT.
Topa BKTIOUBA BCHUKH BH3MOXKHH HEOIMHCAHH B Ta3H JINCTOBKA HEXKEJIaHH peakiivi. Moxere ¢hmo aa
CHOOIIATE HEKETAaHH PEAKIMH JUPEKTHO upe3 U3sneasnTeNiHa areHIH: 10 JIeKapeTBara, yil. ,,JdaMsH
['pyes” Ne 8, 1303 Codus, Temn.: +359 2 8903417, yebcaiit: www.bda.bg. Karo csobmabare

HeXeaHH PeakiliH, MOXKETE 1A afcTe CBOs NPHHOC 3a MoTydapaHe Ha 1oBede MHGOpMarys
OTHOCHO 0€30IIaCHOCTTA Ha TORA JIEKAPCTBO.
5. Kak aa cexpansBate ETopukokend Tena

Ila ce cexXpaHABa Ha MSCTO, HEAOCTHITHO 34 OCUA.

He m3non3palitTe ToBa JIEKapcTBO CASH CPOKA HA FTOOHOCT, oTOeI3aH BEPXY KapTOHEeHaTa OaKOBKa H
Oaucrepa cnen “I'oaen go”:. CpokbT Ha TOAHOCT OTrOBApsA Ha NOCICAHNA OCH OT NOCOYCHHSA MECell,

CexpaHaBaifTe B OPMTHHATIHATa ONIAKOBKa, 3a J1a ce NMpeAna3y OT CBCT/IMHA.

He usnom3BaiiTe ToBa IKApCTBO, ako 3abesnexure BHAMME [IPOSEH HA BJIOLIABaHE.

He u3xBepigiiTe IeKapcTRAaTa B KAHAMM3ALMATA WM B KOHTeHHepa 33 JOMALIHH OTIAaIBIH.
Monuraiire Bamus dapMalieBT Kax 1a H3XBBPIJIATE JIEKAPCTBATa, KOUTO Beve He H3Mos3paTte. Te3n

MEPKH IIle CIIOMOrHAT 32 ONAa3BaHEe Ha OKOJIHATA cpela.

6. CrpabpxanHe HA ONAKOBKATA H JONBJIHHTENHA HHOpMANHS

KakBo cpabpka ETopakoxcud Tesa

AKTHBHOTO BEHIECTBO € eTopukokchb. Besaka dpunvupana tabnerka cbabpika 60 mg eTOpHKOKCHO.
. JpyruTe ChCTaBKH ca:

Crprenrna Ha TabeTkaTa: Kaxnuee xuaporeHdocdat (Ge3BogeH), KPOCHOBHACH (THI A),

MHKPOKPHCTAIHA LIeJTyno3a, IoBHaoH K235, Marnesues creapar.

OO6BuBKa Ha TabneTKaTa: XHITPOMEIO3a, XUAPOKCHITPONANLETY03a, TAJIK, CPSAHOBCPIKHH

TPUCTAIEPUAY, THTRHOB puokeHn (E171), uaanro kapmun anymuanes nak (E132), 6p
amymunues nak (E133), skenesen okcun sxuat (E172), skenezen okcua yeper (E172).
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Kax m3rjexga ETopukokcend Tepa H KAKBO ChABpAKA 0NAKOBKATA

60 mg TEMHO 3eJIeHa, KpbIJia ABOHHO H3TbKHAIa GruiMHpaHa TabnerTka, ¢ BIUTOHATO penedHo
os3Hauenme "60" OT egHATA CTpaHa ¥ IMaJKa OT Apyrara.

OnakoBKH:
OPA/Al/PVC / Al Gnuctepu B ONakoBKH, ChAbPKaLIOM 7, 14, 20, 28, 28x1, 30, 50, 98, 100
dunmmpanH TabneTku

He BCHYKH BHIOBE OMAKOBKHM MOrar fia ObaT ImycHaTH B mpogaxda.

IIpaTexaTe 1 HA pa3penieHHETO 38 YNOoTpeda H NPOA3BOAHTE
Teva B.V.
Swensweg 5, 2031 GA Haarlem

Hunepnanaus

Ilpon3BOAHTEIR:
Pharmadox Healthcare Ltd.
KW20A Kordin Industrial Park,

PLA 3000 Paola
Manta

Teva Gyogyszergyar Zirt.
Pallagi ut 13

H-4042 Debrecen,
YHrapus

TEVA PHARMA S.L.U.

C/C, n. 4, Poligono Industrial Malpica
50016 Zaragoza,

Henanug

Teva UK Ltd,

Brampton Road,
Hampden Park,
Eastbourne, East Sussex,
BN22 9AG,

ObeauneHo Kpanctso

PLIVA Hrvatska d.o.o. (PLIVA Croatia Ltd.)
Prilaz baruna Filipovica 25,

10000 Zagreb,

XbppBarus

Teva Operations Poland Sp z.0.0,
ul. Mogilska 80,

31-546 Krakow

Tonma

Merckle GmbH
Ludwig-Merckle-Strafie 3,
89143 Blaubeuren
['epmanua
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Teva Nederland B.V.
Swensweg 3,
2031 GA Haarlem,

Hunepnanaus

Teva Pharma B.V.
Swensweg 5,
2031 GA Haarlem,

Hupepnasaug

Teva Czech Industries s.r.o.
Ostravska 29, c.p. 305,

74770 Opava-Komarov,
Yemka PenyOmuxa

To3H JlekapcTBen NPOIYKT € pa3peilieH 3a ynoTpeda B appxapnTte wieAkH a EHII noa
CJICAHHTEe HMEHA:

Bearapas: Eropukokcut Tera 30 mg, 60 mg, 90 mg, 120 mg dummupanu TabneTku
Xnpearcka: Coxeta 30 mg, 60 mg, 90 mg & 120 mg filmom obloZene tablete
Ecronna: Etoricoxib Teva

I'epmannn: Etoricox AbZ 30 mg, 60 mg, 90 mg & 120 mg Filmtabletten

Hpaanansa: Etoricoxib Teva 30 mg, 60 mg, 90 mg & 120 mg Film-coated Tablets
Hrammsa: ETORICOXIB TEVA

Jlarens: Etoricoxib Teva 60mg, 90 mg, 120 mg apvalkotas tabletes

JInTma: Etoricoxib Teva 30 mg, 60mg, 90 mg, 120 mg plévele dengtos tabletes
Maurra: Etoricoxib Teva 30 mg, 60 mg, 90 mg & 120 mg Film-coated Tablets
Ilonma: Etoricoxib Teva

Hopryraana: Etoricoxib Teva

Pymeauasa: ETORICOXIB TEVA 30 mg, 60 mg, 90 mg, 120 mg comprimate fimate
Cnosenns: Coxeta 30mg, 60mg, 90mg, 120mg filmsko obloZene tablete

HAcnanng: Etoricoxib Teva 30 mg, 60 mg, 90 mg & 120 mg comprimidos recubiertos con pelicula
EFG

HIsennn: Etoricoxib Teva 30 / 60 / 90 / 120 mg filmdragerade tabletter
Hupepnananna: Etoricoxib Teva 30 mg, 60 mg, 90 mg, 120 mg, filmomhulde tabletten
O6eqmueno kpaactTso: Etoricoxib 30mg, 60mg, 90mg & 120mg Film-coated Tablets

JlaTa HA NOCJEAHO pa3rjaekKiaHe HA JJHCTOBKATA:
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