JACTOBKA



JucToBka: aHpOpMANHS 33 Nal

ETopikokcub

Roticox 30 mg film-coated tablets
Roticox 60 mg film-coated tablets
Roticox 90 mg film-coated tablets
Roticox 120 mg film-coated tablets

Etoricoxib

IIpouerere BHHMATENHO NWJIATA JIHCTOBKA, NPEAH 2 3aNI0YHETE A NPHEMATE TOBA JEKapPCTBO,

ThH KaTo TE CLALPXKA Baxkna 3a Bac nndopmanns.

- Janasere Ta3j AMCTOBKA. Moke [1a C¢ HAJIOKH Aa 31 MPOYETETE OTHOBO.

- AKO ¥MaTe HIK4KBH JOITBJIHHTEIHH BENPOCH, nonuTaiire Baums nexap win ¢gapmaliesr.

- Toea nekapcTBo € npeamicaHo nuyHo Ha Bac. He ro npeotcThneaiite Ha npyru xopa. To Moxe
Aa UM HaBpEOH, HE3aBHCHMO OT TOBA, Y€ NPHU3HALIMTE HAa TAXHOTO 3a00/9BaHe Ca CHIIHTE KATO
Bamwre,

- AKO MOJNYYHTE HIKaKBH HEXKENAHH JIEKAPCTBEHH PeakLMH, yBeaoMere Bamus nexkap wim
¢papmauenT. ToBa BKIOYBA H BCHUKH BH3MOKHH HEKEIaHH PEakiMH, HEOMMHCAHH B Ta3H
JTHCTOBKA. Brkre Touka 4.

KaxkBo chabpKa TR NHCTOBKA

Kakso npencraBngea PoTHKOKC H 3a KaKBO ce M3MON3RA
Kaxeo Tps0Ba na 3Haete, npeau Aa npuemere PoTHkoke
Kak ga npuemare Potukokc

BB3MOXHH HEXKEAaHH peaKiHH

Kak aa cexpansBare PorHkoke

ChabpKaHHE Ha ONaKOBKATa H AOIBIHHTEIHA HHOpMaLis

A e

1.  Kaxso npeacrabassa POTHKOKC B 32 KAKBO C€ H3IZ0A3BA

3a xaKBo ce H3m013Ba PoTHKOKC

. POTHKOKC CBABPKa AKTUBHOTO BEUISCTBO €TOPHKOKCHO. POTHKOKC NpHHAINEKH K'BM IpyTIaTa
Ha JieKkapcTea, HapedeHH COX-2 uHxnbGnTopH. Te npHHaIeKAaT KbM CEMEHCTEO 1eKapCTBa,
HapPEYCHH HECTEPOMAHM NMPOTHROBL3NAIMTENHH cpeacTea { HCIIBC).

3a kaxkBo ce H3noa3ea Poraxoxce?

» PoTukoke noMara na ce Hamamu Gonkata M OTOKa (BB3NAJIEHHETO) B CTABHTE H MYCKYJIHTE Ha
XOpa Ha BB3PAcT 16 ro/AlHM ¥ [0-BB3PACTHH € OCTCOAPTPHT, PEBMATOUACH APTPUT,
AHKHJI03Upalll CTIOHAMITHT H NOJarpa.

. PoTHKOKC CBINO ¢e M3NOJI3BA 33 KPATKOCPOUHO JIeYeHUWe Ha ymMepeHa Gonka cren 3b0Ha
Onepalys NpH Xopa Ha Bb3pacT 16 TOQHHH H O~BL3PACcTHH.

KaxBo npeacTaBisiBsa oCTe0apTPATHT?
OcreoapTpuTsT ¢ 3a00nsaBane Ha crapuTe. To Ce pa3BHBA B PE3YATAT HA NOCTENECHHOTO
Ha Xpyllsia, KOHTO NOANNATABa Kpas Ha KOcTHTe, ToBa NMPHUHHABA OTOK (BB3MANIEHHS
YYBCTBMTEIHOCT, CKOBAHOCT U 00e3aBIKBAHE.

!
Kakso npeacrasansa peBMATORARAAT apTpaT? k



PeBMaTOMIHMAT apTPHT € NPOAWDKHTEIHO BE3MaaHTeNnHo 386ong98ane Ha crapure. [prunnaea Gonka,
CKOBaHOCT, OTOK M HApacTBaIla 3aryda Ha JBIDKEHHE B 3aCErHAaTHTE cTaBH. Mose ¢huno Taka na
NPpHYHHA BH3NAUICHHE U B IPYIrA 4aCTH Ha OPraHM3Ma.

Kakso npeacrasiasa nozarpara?
INonarpara e 3a0on19Bane ¢ BHE3aNHU U NOBTAPALIH ¢€ NPUCTBIIM HA MHOTO GOJIE3HEHO BHANAJICHHE M
3a4yepBABaHe Ha cTaBuTe. [IpHuHHABa Ce OT OTNaraHe Ha MHHEPAIHH KPHCTAIM B CTABHTE.

KaKBO NpeacTaBinBa AHKAIOHPAMMST CIOHIRINT?
AHKWIO3MPALMAT CTIOHAMJINT € BB3MATHTENHO 3a60/98aHe Ha rpbGHAUNMTE NPCLUICHH ¥ OIICMHTE
CTaBH.

2.  Kaxso Tpz6Ba 18 3uacTe, npegu a3 npuemere Porakoxe

He npremaiiTe PorAKkoke:
- aKo CT¢ anepriHH (CBPbXYBCTBHTEIHH) KbM €TOPHKOKCHO HIIM KbM HAKOA OT APYTHTE
* CBCTABKH Ha TOBA JIeKapcTBO (M36POEHH B TOUKa 6)

- 4Ko CTe aNepruHU KbM HECTCPOUAHH NPOTHRORB3NANMTENHH Nekapcrsa (HCTIBC),
BKIIOYHTENTHO aueTUncannuunosa xkucenusa u COX-2 unxuburopn (BIKTE ,,BE3IMONKHH
HEXKEIaHU pEaKIMK™, TOUKA 4)

- aKO MMATE aKTHBHA CTOMAIIIHA A3Ba HIH KBPBEHE OT CTOMAaXa H 4yepBara

- aKO MMATE TeXKO yepHOAPoOHO 3ab0isBane

- aKo HMaTe Texko 6s6peuno 3abonaBane

- aKo cTe GpeMeHHa WK MOXe 1a 3abpeMeHeeTe, win KbpMUTE (BHKTE ,,BpeMEHHOCT, KbpMEHe
H dpepTHIUTET™)

- aKO CT¢ Ha BB3pACT 1104 16 roapum

- aKkO HMATe BB3MANUTENHO YpeBHO 3a00isBane, Kato Sonect Ha KpoH, ynuepo3eH KOJIUT WK
KONUT

- KO HMaTe BHCOKO KPBBHO HANATAHE, KOETO HE Ce KOHTPONHpA ¢ JicdeHHE (NPOBEPeTE Npy
Bauws nexap WM MeZMIMHCKA CECTPa, aKO HE CTE CHTYPHM 3a TOBa NayiH Bamero kpeBHO
HAIATAHE € aNeKBAaTHO KOHTPOJIHBPAHO)

- aKo BaumHaT nexap € AHarHoCTHUHPaT Ipo0IeMH CbC CHPLETO, BKIIFOYHTEIHO CHPACYHA
HEAOCTATBYHOCT (yMEPEHA HJIH TeXKa), CTeHOKapaud (rpuaHa 60JKa)

- aKko cTe npexxusenn uHdapkT, oneparma 3a 6atinac, nepudepHa aprepuansa 6onect (omwo
KPbBOCHaOAsBaHE HA KpakaTa WIH CTHIIANATA NOPaJH CTECHABAHE HIIH 3aIylIBaHe Ha
apTepHUHTE)

- aKo0 CTe NpeKapaii HAKAKBE HHCYAT (BIUIOYHTENHO MHHH HHCYIIT, IPEXOJHA UCXEMHYHA aTAKa
wiH ITHA). EtopukoxcnG Moxe ieko a noBuiiy npH Bac pucka oT HE$ApKT ¥ MHCYAT
MopaaH TOBa HE TpADBa la Ce M3NOA3BA OT TE3H, KOUTO Beue Ca MMANTH MPpoGIeMH CBC CHPIETO
WK HHCYAT.

AKO MHCJIMTE, Y€ HAKOH OT TE3H YCIOBHA OTroBapa Ha BallieTo CbCTOSHHE, HE B3eMaliTe
TalJIETKHTE, NIPEAH Aa Ce& KOHCYITHPATE ¢ JleKap.

Ilpexynpexnenus u npeanasny MepKH
I'oBopere ¢ Bamus sekap win papmanest, npenu fa npuemere POTHKOKC, ako;

- HMATe aHAMHE34d 3a CTOMANIHO KbPBEHE HIIH 1384
- Bue cre aexunpatupany, HanpUMep MOPafy MPOABIDKUTENHO MOBPHLIAHE MK SHAPHS
- HMaTe OTOLH JIOPAJH 3AAPEKKA Ha TEYHOCTH

- MMATE aHAMHE3a 332 BUCOKO KPBEBHO Ha/LaraHe. POTHKOKC MOXe Na NOBHILIM KPBBHA
NPy HAKOH X0pa, 0co0eHO BB BHCOKH A03H ¥ Bammar nexap me ucka nepHoIudE
NpoBepsBa CTOMHOCTUTE Ha KPBBHOTO BN Hansarane

- MMaTe aHaMHe3a 3a YepHOoAPoOHO WK 6EGpevHo 3a6019Bane



- NPOBEKIATE NEUCHHE Ha HHPeKUHA. POTHKOKC MOJKE Z1a MACKHPa HIIH A4 TIPHKPHE
TEMIIEPATYPATA, KOATO € MPU3HAK 32 MH(EKIMS

- UMaTe qHabeT, NOBHUIIEH XONECTEPON WIH CTe Nyiua4. Te Morar sa rnosumar Bamma puck ot
CBPACYHO 3a00nABaHe.

- Bue cte sxeHa, KOATO ¢ ONUTBA Aa 3abpeMeHee.

- Bue cTe Ha BB3pacT Hax 65 roguHH.

AKO HE CTe CUT'YPHH AaJIH HAKOE OT ropensOpoeHHTe YCI0BHs ¢e OTHacs 32 Bac, koRcyaTapaiite ce
ChC CBOA JIEKAp, npeAn Ja npHeMere POTHKOKC, 32 Ja BUAHTE JalH TOBA JIEKAPCTBO € MOAXOAAIO0
3a Bac. |

PoTHKOKC AeicTBa eHAKBO A00pE NMpH NO-Bb3PACTHH M MIAJM BB3PACTHH MALMEHTH. AKO CT€ HaJ
65 roauny, Bamust nexap e ueka xa Bu npernexna peaosHo. He ce Hanara kopexkums Ha Jo3aTa 3a
MALFEHTH HA BBE3PAcT Hajl 65 roguHu,

lena n won0mM
He nasaifte TOBa JiekapCTBO Ha ACLIa M FOHOLIM Ha BB3pacT noa 16 roauHu.

Apyru nexapcrea u Porukoxe
Hudopmupaiite Bamua nekap wim dapMaleBT, aKko PHEMAaTe, HACKOPO CTE MPHEMATH HIH €
BB3MOXKHO JIa TIPHEMETE JAPYTH JICKapCTRa.

OcobeHo, ako B3emaTe HAKOE OT CIEAHUTE JIeKapCTBa, Baluar nexap Moske Ja HOMCKa Aa
KOHTPOHpa ChCTOAHHETO BH, 3a f1a ce yBepH, Je lekapcTBOTO AeicTBa 100pe, cliel], KATo 3aII0UHETE
na npuemate POTHKOKC:

- NE€KapCTBA MPOTHB CHCHPBaHE HAa KPbBTA (AHTHKOAIYNaHTH), KaTo BapdapHH

- prdaMminpH (aHTHOHOTHK)

- METOTPEKCAT (JICKAPCTEO 3a NIOTHCKAHE Ha HMYHHATa CHCTEMa H YeCTO H3MOJI3BAHO NPk
PEBMATONAEH APTPHT)

- LUHKJIOCTIOPHH WIH TAKpOJIUMYC (JIEKapCTBa, H3MOI3BAHU 34 NOTHCKAHE HA HMYHHATA CHCTEMA)

- JIATHH (JIeKapcTBO, H3MON3BAHO 34 JIeYEeHHe MPH HIAKOM BHAOBE Aenpechs)

- - JIGKapCTBa, U3NO/3BaHH 32 JICYEHHE HA BHCOKO KPLBHO HaJIATaHE H ChPACHHA HENOCTAThYHOCT,
HapeyenH ACE unxuburops it 6110KepH Ha aHTMOTEH3HH PELINITOPHTE, HATIPHMED CHAANpPHI H
PaMHTIpHIL, JIOCAPTaH H BaJICapTaH

- AuypeTHIN (TabNeTkH 3a OTAEeNSHE Ha BOAA)

- AUTOKCHH (JIEKAPCTBO 32 JICYCHHE Ha ChPASYHA HENOCTATLYHOCT H HEPEAOBEH CHPACYEH PHTHEM)

- MHHOKCHAMI (N€KAPCTRO 32 JIeYCHHE Ha BUCOKO KPhBHO HAJIATAHE)

- canibyramon TabneTKH WK nepopaleH pasTBOp (JIEKAPCTBO CPELLY acTMA)

- MPOTHBO3a4aTh4HH JIEKapCTBa (Ta3 KOMOHHALMA MOKE 1 YBEJINUM PHCKA OT HEXEJIaHH
peakuHy)

- XOPMOHO-3aMECTHTENHA Tepanu (Ta3sH KOMOMHaHA MOJKE J1a YBEIMYH PHCKA OT HeXeJIaHH
peaxkiyM)

- aueTHNICAINLHIOBA KHCENHHA. PHCKBT OT s13BH Ha cTOMaxa € mo-rojigM, ako B3eMate PoTHkoke
C alECTHWICATMUHWIOBA KHCEIHHA.

- AneTWicanHUIOBa KHCEIHHA 32 NPOPHIAKTHKA Ha ChpACYeH MHGAPKT HWIH MHCYAT:
Porrrokc MOKe Aa ce MpHeMa ¢ HUCKH 1034 alleTWICATHIIOBA KUCETHHA. AKO B3eMare
ALCTHJICAIHLIKIOBE KHCEJIHHA B HHCKA 032 3a MPoQHUNaKTHKA HA ChPAACHYCH HHDAPKT 1
HHCYJIT, He TPAOBa Ja NpeycTaHOBSABATE TIPHEMAHA HA aLIeTWICAIHLIUIOBA KHCETHHA
JAOKATO He ce KOHCyNTHpare ¢ Bamng nexap.

- AlIETHJICANTHLKIOBA KHCENIMHA ¥ APYTH HECTEPOKAHH NIPOTHBOBB3NATHMTE/IHH CPEACTRA
(HCIIBC): He npreMaiite BHCOKa 2022 AUSTHICANHLIHIOBA KHCEAMHA MM JIPYTH e
NIPOTHBOBB3MAIHTENHH JIEKAPCTRA, OKATO NpueMare PoTHkokc.

PorHkoKce ¢ Xpana 1 HAIHTKH
EdexrsT Ha PoTHKOKC MOXeE 12 € n0-0bp3, KOraTo ¢e mpHeMa Npeid XpaHeHe,

bpemenBocT, KbpMene H pepTHIRTET



bpemennocm

Potukoke Tabnerku He TpabBa Aa ce npueMar no BpeMe Ha GpeMeHHOCT. AKO ¢Te GpeMeHHa,
MHCIIHTE, 4¢ MOXe Na cTe OpeMeHHa wiH niaHupare GpeMeHHOCT, He R3eMaiiTe Te3n TabneTku. Axo
3abpeMeHeeTe, NpeyCTaHOBETE NPHEMAHETO Ha TablleTKHTE K ¢& KOHCYNTHpaifTe ¢ Bauus nexap.
Kotcyntupaiite ce ¢ Baums nexap, ako He ¢Te CHTYPHU WIH Ce HYXKIaeTe OT [OBEYE ChBETH.

Kvpmene

He e uzsecTHO nanu POTMKOKC € €KCKpETHpa B YOBEIIKATA KbpMa. AKO KbPMHTE WIH TUTAHHPATE A2
- KbPMHTE, KOHCYJITHpaiiTe ce ¢ Baims nekap, npeau aa B3eMere Potrkoke. Ako npuemare PoTukoke,
He TpabBa na KbpMHTE.

Depmunumem
PoTHKOKC HE ce MPenoppryBa NPH XEHH, KOUTO C€ ONKTBAT A4 3a0peMeHesT.

MHodupane u pabora ¢ MAIHHKE .

Hma crobimenus 3a 3aMagsHOCT H CHHIMBOCT ITPH HAKOM NALMEHTH, NpHeMany Porukoke.
He modwpaitte, axo nonyunTe 3aMaiiBane WA CTe CHHIHBH.

He paborere ¢ ypeayu unu MaliMHK, ako HONYUHTE 3aMaiiBaHe WIH CTE ChHIMBH.

3. Kax aa npuemare PoTHKOXC

ByHaru npremaiite TOBa JIEKapCTBO TOYHO KakTO B e xazan Bammsar nexap. AKO He CT€ CHIYDHM B
Helo, nonurayre Bamus nexap win dapmanesr.

He B3emaiire noseve or npenopbhumnrTensarta 3a Bamero cheroauue gosa. INepuoanuno BaumsT nexap
‘me 00cBkaa ¢ Bac neyenuero. BaxHo e na n3non3eare Hali-HMCKaTa 1032, ¢ KOATO MTOCTUrATe
KOHTpOJ BbpXy Oonkara Bun 1 He Tpa6Ba aa npuemare POTHKOKC NO-IPOABIDKHTENHO BPEME OT
'HeobxoaumoTo. ToBa ce Hanara NOpagH PUCK OT HHQAPKT WK HHCYIIT, KOWTO MOKE Ja ¢€ TOBHIIH
Cie NpOABJDKUTENHO ICUSCHHE, 0COOEHO ¢ BUCOKH [O3H.

OT TO3M fIEKApCTBEH NMPOAYKT HMa HAJIHYHH TabJeTKH ¢ PasiHIHO KOJHHMECTBO HA AKTMBHOTO
BELICCTBO M B 3aBHCHUMOCT OT 3abonspanero Bu. BawuaT nekapsar e Bu npeannine nogxoasmara
IO3HPOBKA.

IIpenopBLYMTEIHATA 1034, €

Ocmeoapmpum
Ipenopbunrennara fo3a € 30 mg eAMH NBT AHEBHO, MOBHIIIEHA 20 MAaKCHMYM 60 mg eHH BT
AHEBHO NPH HEOOXOAUMOCT. ;

Peemamouden apmpum
[IpenoprunTennara nosa e 60 mg eTopukoxcHb BeHLX AHEBHO. JIo3aTa MOXKE Aa ce MOBHIIM A0
MakCcHMyM 90 mg.

Anrxunozupawy cnonounum
IIpenopsuKTentara nosza e 60 mg eTOpUKOKCHG BeHBXK AHEBHO. [IpH HEOGXOAMMOCT, A03aTA
Ja ce NOBUIIM N0 MakCHMYM 90 mg.

Hevenue na ocmpa 6onka
ETopukokcn6 Tpsa6Ba aa ce M3M0N3Ba caMO B NIEPHO/IM Ha NPHCTHI Ha Gouka.

Hodaepd



IIpenopbunrennara fo3a ¢ 120 mg BeAHbK AHEBHO, KOSTO TPA6BA Ja Ce NpIJIAra CaMo B
NCPHOAH HA MIPHCTBHIL, KATO JI€UEHHETO € OTPAHHYECHO MAKCHMYM 110 8 nuu,

- Ilocmonepamuena 6oaxa cred 3v6Ha onepayus
[Ipenopruntennara a03a € 90 mg BeOHBK AHEBHO, KaTO JIEYEHUETO € OrPAHHYEHO MAKCHMYM
A0 3 IHH,

Xopa ¢ 9epHOAPOOHM TPod.IeMH

- Ako umare jieka ¢popma Ha 4epHOApoOHO 3aboiarane, He TPAGBa 1 B3eMaTe moBeye OT 60 mg Ha
JEH.

- AKO MMaTe YMepEHo TexKo HeproapobHO 3abonaeaHe, He TpaGea Aa npuemare noeede ot 30 mg
Ha JeH.

YuorpebGa npx Aena B OHOIIA
Tabnerkure PoTHrokc He TpaOBa fa ce IPHEMAT OT JI€11a M FOHOIIM HA Bb3PAacT NnoA 16 roAuHy.

Crapgecka Bb3pacT
He ce nanara kopekius Ha 103aTa IIpH NALHEHTH B cTapuecka pbapact. [Togo6Ho Ha apyrure
NeKapcTBa, TpAbBa fa ce MpunaraT BHUMATEIHO NIPH MALMEHTH B CTAPYECKa BH3PACT.

HauMn Ha npHIOKeHHEe

PoTHKOKC € 3a nepopanuo npunoxenue. Ipremaiite Tabnerkure Beabx AHEBHO. POTHKOKC MOXKE Na
ce npunara ¢ uiu 6€3 xpana.

AKO CTe NpHeIH NoBede 0T HeoDXoAuMATa J03a PoTukokc
Hukora He TpaGBa 1a npHeMate noseue TabaeTkn OT Npeanucanute By o nexaps. Ao npHeMere
npexaneHo MHoro Tabsnerku Porukokc, Hesabasno TpaGea Aa NOTEPCHTE MEAMILIMHCKS NIOMOII,

AKO CTe NpoNyCHAIH Aa NpHeMmeTe POTHKOKC

Baxkno e na npremate Potnkoxc kaxro Bu e npeanucan Bamusr nekap. Ako IIPONYCHETE N034,
NpOCTO NPOALIDKETE ¢ oOHYaliHaTa cxeMa Ha cnefpainua neH. He B3emaiire asoiina noza, 3a aa
KOMMEHCHUpaTe NpoIycHarara rabneTka.

AKO ¥MaTe HAKAKBH JOMBIHHUTEHH BBIIPOCH, CEbP3aHH ¢ ynotpebara Ha TOBa IeKapcTBO, NONHTakTe
Bamms nekap wiu gpapmaliesr.

4. BB3MOXHH ReXEIaHH PeAKIHH

KakTo BcHUKH JlekapcTBa, TOBA JIEKapCTBO MOJMKE Aa NPEAH3BHKA HEXXENIaHH PEeaKiiy, BHIIPEKH Y€ He
BCEKH TH MOJIy4YaBa.

AKo pa3BuerTe HAKO#H OT C/ICARHTE NPH3HAWH, TPAGBA Aa cnpere nprema Ha Porakokc H

He3abaBHO Aa yBenomaTe Bamns gexap (Buxkre ,, Kaxeo Tpadpa 1a 3macte, npean na npaemerte

Porakoxc*, Touka 2):

- 3a7yX, 60JIKa B rbpOHTE WK NIOAYBAHE Ha IIIC3eHa, HIH aKo T€ Ce BIIOILABAT

- NOXBITABAHE HA KOXKaTa M O4MTE (3KWITEHHLIA) - TOBA € MPOABA HA YepHOAPOGHH NpobleMH

- CHTHA WIH MPOTBILKHTEIHA CTOMANIHA Gonka 1wy ako Baumre H3npaxHeHUWs cTaHaT YSPHH

- anepruvuba peaxkums - MOXKe 1a BKIIOUBA KOXKHH IPOOJIeMH KATO S3BH WM MeXypuera, WIH OTOK
HA NMMUETO, YCTHUTE, S3HMKa Wi I'bPROTO, KOSTO MOXKE /12 3aTPYAHH JHILAHETO.

Hpyry HexxenaHH JICKapCTBEHH peaKliHH, KOHTO MOTaT Aa BL3HHUKHATIIO BpeME Ha JISUCHH
PoTHkoOKC: y

Mrozo uecmu (mozam da 3aceznam nosexe om 1 na 10 dyuu)
- Oonka 8 cTOMaxa *



Yecmu (mozam oa 3aceznam do 1 na 10 dymiu)

CYX anBEOJIHT (Bh3naneHue U 00MKa ciiel H3BaXAaHe Ha 310)

MOAYBaHe Ha KpaKaTa M/HIM XOAWIATa OPaAH 3aPEKKA Ha TEYHOCTH (OTOK)

3aMasHOCT, rapobonue

naIMuTauiy (6bp3 MK HENMpaBAJIEH CHPIACUEH PUTHM), HETIPABHIIEH CHPACUEH PHTEM
(apuT™MHA)

MIOBHINEHO KPBBHO HAIATAHE

CBMPKaM# XpHNOBE WM 3aayX (OpOHXOCIa3bM)

3anekK, ra3oBe, raCTpUT (Bb3NANEHHE Ha CTOMAIIHATA JIMTABHLA), KHCEITHHH, IHAPHs, HAPYIIEHO
XpaHocMUnane (IUCTIenchs )/cToMaImeH AHCKOM(OPT, rafeHe, HepasnonoxeHue (MOBPLINAHE),
Bb3MaNCHHE HA XpaHONPOBO/A, A3BH B YCTATa

NpoMAHA B KPbBHHTE H3CNEABAHMANA, CBHP3AHH ¢ YepHHA Apo6

KpBBOHACAAAHE

cabocT H yMOpa, TPHIIONOAO0HO ChCTOSHHE

Heuecmu (mo2am 0a 3aceznam 0o 1 na 100 dymu)

raCTPOSHTCPHT (Bh3N1aNCHHE HA CTOMALIHO-YPEBHHA TPAKT, KOETO BKJIFOYBA CTOMAXA U
THHKHUTE YepBa/ raCTPOCHTEPHT), HH(PEKIMA HA TOPHHUTE AUXATEIHH ITbTHILA, HHPEKIMA Ha
MUKOYHHTE THTHAIRA

MPOMEHH B 1aDOPATOPHHATE NMOK23aTETH (HaMaleH 6poii YepBeHH KPbBHH KIETKH, HaMaJleH
Opoii 6 KPBBHH KNETKH, HaMalleH 6poii TpoMGoLHTH)

CBPBXYYBCTBUTENHOCT (ATEPriFiHA PeaKLlii, BKIIOUHTEITHO YPTHKAPHS, KOSTO MOXKE 1d €
AOCTa CEpHO3HA H Jia H3HCKBa He3a0aBHAa MeHLIMHCKA TTOMOIIL)

NOBHINCH Wi HAMANICH aneTHT, NOBUIIABAHE HA TErJIOTO

TPEBOXKHOLT, JAENMPECHA, MOHKEHA MHACJIOBHA CTIOCODHOCT, BIbKIaHe, YyBAHE WK yCellaHe Ha
HEIUa, KOHTO HE CHINECTBYBAT (XaJIIOLAHALHH)

NpOMAHA HA BKYCa, O€3CHHHE, H3TPBIIBAHE HIH MPaByUKaHe, CHHAMBOCT

3aMBIIIEHO 3PEHHE, APAa3HEHE B OKOTO U 3a4E€PBABaHE

3BBHSAM IIYM B YIIUTE, CBETOBBPTEXK (YCCLIAHE 3a BHPTEHE HPH HEMOABHKHO CECTOAHHME)
HapyLIicH ChpPACUEH PUTHM (TIPEACHPAHO MBKACHE), YUECTEH CHPASUEH PHTEM, Chp/ACUHA
HEe1I0CTaThYHOCT, YYBCTBO Ha CTATaHe, HaNpPE;KeHHE WIH TEXECT B I'bPAHTE (CTCHOKApAHA),
HH(apKT

3a4epeaBaHe Ha JIMLETO, MHCYNIT, MUHH HHCYJT (TIpexoaHa HCXeMHYHA 4TaKa), CHIHO
NOBHINARAHE HA KPHBHOTO HANATAHE, BH3MAJICHHE HA KPBBOHOCHHTE CHADBE

KallLTHLIA, 3a1yX, KbPBEHE OT HOCA

noaysane Ha CTOMaxa WIH YepBara, IPOMEHH B UpeBHaTa MPOXOAMMOCT, CyXOTa B YCTaTa,
CToMallHa s3Ba, BE3MaJeHHe Ha CTOMAIIHATA JIAFABMLIA, KOETO MOXKE /1A CE YCIIOXKHH H MOXKe
Aa AoBeNE 0 KbPBEHE, CHHAPOM Ha pasapasHeHOTO 4epBo, BB3NAJICHHE Ha f1aHKpeaca
NOAYBaHe Ha JIMLETO, KOIKEH OOPHB WK ChpOeK, 3auepRaBaHe HA KOKATA

MYCKYJIHH KpaMITi/CTIa3MH, MYCKyJ1Ha Donka/cXBaniane

BHCOKH HHBA HA KAJTHH B KPBBTA, [IPOMEHH B KPLBHHTE HIH H3CIICABAHHATA HA YPHHATA,
CBbp3aHH ¢ Baumre 6u6penn, ceprosnu 61b0peunu npobaemu

Oosika B repauTe

Peoxu (mozam oa 3aceziiam 0o 1 na 1 000 oyuiu)

AHTHOEAEM (aJICPrHyYHa peakuus ¢ NOAyBaHe Ha JIMLETO, YCTHHTE, €3HKa, H/WIH I'bPIOTO, KOSTO
MOKE Jla TPHYHHH 33yX WIH TPYAHO NPEribiiaHe, KOMTO [a CTAHAT A0CTA CEPHO3HM H A3
H3HCKBAT He3a0aBHA MEARIMHCKa NOMOIN)/ aHabHIAK THYHI aHaPUIAKTOHIHHA peaKliiH,
BKIIIOYHMTEJIHO WIOK (CEPHO3HA alePrutiHa peaxis, KOATO U3HCKBA He3a0aBHA MEAHLMHCKA
MOMONI) ==
obbpraHOCT, Be3nokoHcTBO
uepHoapobHU npodaeMu (xenaTur)
HUCKH KpBbBHH HHBA Ha HaTpHii |
YCPHOAPOOHA HEAOCTATHUYHOCT, NOKBJITABAHE Ha KOXKaTa W/HIH OYATE ()KBITEH
TEXKH KOYKHM PEaKiHu | |




Crodmasane HA HeXKENAHH PEAKIEH

AKO MONYYHTE HAKAKBH HEXKENAHN JIEKAPCTBEHH peaKuuy, yeeiomere Baima nekap wiv GapMalesT.
Topa BK/IIOYBA BCHYKH Bh3MOXHH HEONHCAHM B TA3H JTMCTOBKA HEXEIAaHH peakuuu. MoxeTe ¢hlo aa
CHODIIHTE HEKENAHH PEAKLIMK JHPEKTHO Ype3

HsnesiruTENHa areHIMA IO IeKapCTBaTa

vit. ,,Jlaman I'pyes” Ne 8, 1303 Codus,

TeJL.: +35 928903417,

yeOcaiiT: www.bda.bg.

Kato cr00maBate HexelaHH peakiii, MOKETe Aa JaASTe CBOS MNPHHOC 38 TIONYIABAHE Ha NOBEYES
MH(pOpMalLus OTHOCHO 6e30MaCHOCTTAa Ha TOBA JIEKAPCTRO,

5. Kaxk na coxpansBate Porukoxce
Ha ce cexpansBa Ha MACTO, HEZOCTBITHO 33 fena.

He n3nosspaiite TOBA JEKapCTBO Cllef CPOKA HA FOHOCT, 0THEAA3aH BHPXY KAPTOHEHATA ONAKOBKa
cnen ,.EXP/T'onen 10:”. CpoKbT Ha rogHOCT OTTrOBaps Ha NOCHEAHHA J€H OT OCOUEHHS MeCell.

Tosn JICKAPCTBE MPOAYKT HE H3UCKBA CNICHAJTHH YCJIOBHA Ha ChXPaHEHHE,

He usxpppnsiiTe JekapcTara B KaHATM3A1MATA Wi B KOHTEHHEPa 32 JOMAUIHKA OTIANbLH.
[lonuTaire Banmna dapManerT Kak Aa H3XEPISATE NEKAPCTBATA, KOWTO Beye He Hanon3eare. Tesn
MCPKH L€ CIOMOrHaT 32 ONa3BaHe Ha OKOJIHATA Cpeaa.

6. CoabpaxanAe AA ONAKOBKATA A AOWLIHHTEINA andopmManns

Kakso chabspxa PoTHKOKC
AKTHBHOTO BEHIECTBO € €TOPHKOKCHO (etoricoxib).

Beska prnmupana tabnerka chaspaixa 30 mg, 60 mg, 90 mg win 120 mg etopukoxcub
(etoricoxib).

- JApYTHTe CRCTABKH Ca: MHKPOKPUCTANHA Lielyno3a, Oe3soieH Kannpes xuaporeHpocdar,
KPOCKapMesio3a HaTpHii, HaTpHeB cTeapwidymapar, KoJOHAEH 6e3B0AeH CIIHLIHEB THOKCHAI B
APOTO Ha TabNeTkaTa ¥ MONHBHHMIOR ANKOX0J1, THTaHoB auokeun (E 171), makporon 3000,
TAIK, JKBIT 2&Kee3eH okcHn E172 (6 mabremrxume 60 mg) v uepsen xenesen oxkcun E172 (s
mabnemxume 90 mg u 120 mg) BpB GUIMOBOTO MOKPHTHE.

Kak m3rnexna POTHKOKC H KAKBO ChABPAKA ONAKOBKATA

Potikokc puamupanu TabneTky ca HATHYHY B YETHPH JO3HPOBKH:

30 mg ¢unmupann Tabnerku: Genn mo NoyuTH GelK, KPLIH (AHAMETHP: 6 Mm), 1eXO ABOHHO
H3ITbKHAJIH, PUAMHPAHH TaGNETKH CBC CKOCEHH PLiOBE.

60 mg punmupany TabneTkn: 6i1eno KadeHHKABO-KBITH, KPBIIH (AMaMeThp: 8 mm), BoiHO
H3NTBKHANH, PHIMHpPaHH TabeTKH Cbe CKOCEHH pBOOBE, ¢ penedHo 0bo3HaueHne “60” OT eaHaTa
CTpaHa Ha Tabnerkara.

90 mg ¢punmupany TabneTKH: PO30BH, KPBIIH (AHAMETHP: 9 mm), ABOHHO H3TBKHANH, GHIMHPaHH
TabneTku ¢be ckoceHu prbose, ¢ penedHo 0603HaueHNe “90” OT eHaTa cTpaHa Ha TablleTKaTa.
120 mg dpunmmrpanu Tabnetkn: kadaso-yeprenn, Kppraun (auamersp: 10 mm), neko ABoliHO |
H3MBKHAIM, GUIMHPAHH TaONETKH ChC CKOCEHH prO0BE, C CTIMTENHA YepTa OT eHATA CTpAHa Ha
rabnetkara. [lennrennata yepTa He € NpeAHasHaueHa 3a CUyNBaBe Ha Tabnerkara.

30 mg punmupanu mabremxu

[Ipennarar ce kytHu cc 7, 14, 28, 30, 56, 60, 84, 98 wiu 100 Tabnerku B Gnucrepn.
60 mg punmupanu mabremxu
IIpennarar ce xyrus cbe 7, 14, 20, 28, 30, 50, 56, 60, 84, 98 unn 100 Tabnerku B 611 |
90 mg dhunmupanu mabnemxu "
[peanarar ce xytun ¢ 5, 7, 14, 20, 28, 30, 50, 56, 60, 84, 98 uay 100 TadneTkH B 611




120 mg punmupanu mabaemsu
IIpeanarar ce kyruu ¢ 5, 7, 14, 20, 28, 30, 56, 60, 84, 98 unu 100 Tabnerku B GnucTepu.

He Bcuuky BHAOBE ONAKOBKH Morat Aa GbJat MycHaTH B npoaaxsa.

IIpurexarena Ha pa3pemieHHeTo 38 ynoTpeba
KRKA, d.d., Novo mesto, Smarjedka cesta 6, 8501 Novo mesto, CioBeHus

IlponiBoanTen
KRKA, d.d., Novo mesto, émarjeéka cesta 6, 8501 Novo mesto, CnopeHus
TAD Pharma GmbH Heinz-Lohmann-Str. 5 D-27472 Cuxhaven, ['epmanus

To3n JexapcTBeH HPOAYKT AMA paspelienHe 32 ynorpeda B cieanuTe cTpann-wienky ia EHO
00J cAeSHATE HMEHa:

Hma na cTpanara-wienka HmMe Ha JICKapPCTBEHBA OPOAYKT
Bnarapuas Poruxoke 30 mg punMupany TabneTky
Porukoke 60 mg ¢punmupanu TabneTku
Poruxokc 90 mg punmMupasn Tabnerxu
Pornkokc 120 mg ¢punMupanu Tabnerku

Yurapnas Roticox 30 mg
Roticox 60 mg
Roticox 90 mg
Roticox 120 mg
benrns Etoricoxib Krka 30 mg filmomhulde tabletten

Etoricoxib Krka 60 mg filmomhulde tabletten
Etoricoxib Krka 90 mg filmomhulde tabletten
Etoricoxib Krka 120 mg filmomhulde tabletten
XbpBaTns Etoxib 30 mg filmom obloZene tablete
Etoxib 60 mg filmom obloZene tablete
Etoxib 90 mg filmom obloZene tablete
Etoxib 120 mg filmom obloZene tablete
Penybanxa Yexus Roticox 30 mg
Roticox 60 mg
Roticox 90 mg
Roticox 120 mg
Hanns Etoricoxib Krka 30 mg
Etoricoxib Krka 60 mg
Etoricoxib Krka 90 mg
Etoricoxib Krka 120 mg
Ecronun Etoxib
PunIangAs Etoricoxib Krka 30 mg kalvopiillysteinen tabletti
Etoricoxib Krka 60 mg kalvopiillysteinen tabletti
Etoricoxib Krka 90 mg kalvopdtllysteinen tabletti
Etoricoxib Krka 120 mg kalvopiillysteinen tabletti
T'epmanns Etoriax 30 mg Filmtabletten
Etoriax 60 mg Filmtabletten
Etoriax 90 mg Filmtabletten
Etoriax 120 mg Filmtabletten
Hpnauann Etoricoxib Krka 30 mg film-coated tablets

- Etoricoxib Krka 60 mg film-coated tablets
Etoricoxib Krka 90 mg film-coated tablets
Etoricoxib Krka 120 mg film-coated tablets
Henangua Etoricoxib Krka 30 mg
Etoricoxib Krka 60 mg
Etoricoxib Krka 90 mg




Etoricoxib Krka 120 mg

JInTRa Bericox 30 mg plévele dengtos tabletés
Bericox 60 mg plévele dengtos tabletés
Bericox 90 mg plévele dengtos tabletés
Bericox 120 mg plévele dengtos tabletés
JiaTensn Bericox 30 mg apvalkotas tabletes
Bericox 60 mg apvalkotas tabletes
Bericox 90 mg apvalkotas tabletes
Bericox 120 mg apvalkotas tabletes

Hopserns Etoricoxib Krka
Iloama Roticox
Ilopryraans Etoricoxib Krka 30 mg
Etoricoxib Krka 60 mg
Etoricoxib Krka 90 mg
Etoricoxib Krka 120 mg
Pymuuanan Roticox 30 mg comprimate filmate

Roticox 60 mg comprimate filmate
Roticox 90 mg comprimate filmate
Roticox 120 mg comprimate filmate

Caopaxns Roticox 30 mg

Roticox 60 mg

Roticox 90 mg

Roticox 120 mg -
Cnosenuns Roticox 30 mg filmsko obloZene tablete

Roticox 60 mg filmsko obloZene tablete
Roticox 90 mg filmsko obloZene tablete
Roticox 120 mg filmsko obloZene tablete
Hcnanna Etoricoxib Krka 30 mg comprimidos recubiertos con
pelicula
Etoricoxib Krka 60 mg comprimidos recubiertos con
pelicula
Etoricoxib Krka 90 mg comprimidos recubiertos con
pelicula
Etoricoxib Krka 120 mg comprimidos recubiertos con
pelicula
IliBenna Etoricoxib Krka 30 mg filmdragerade tabletter

| Etoricoxib Krka 60 mg filmdragerade tabletter
Etoricoxib Krka 90 mg filmdragerade tabletter
Etoricoxib Krka 120 mg filmdragerade tabletter
Obennaeno KpajcTeo Etoricoxib Krka 30 mg film-coated tablets

- Etoricoxib Krka 60 mg film-coated tablets

Etoricoxib Krka 90 mg film-coated tablets
Etoricoxib Krka 120 mg film-coated tablets

HaTa Ha nocaeAHO HpepasrIeKIaHe HA JHCTOBKATA




