JHCTOBKA




JIncToBKa: HHPOPMAUHSA 32 NANHEHTA

Porukoke 30 mg puamupann tabnerkn
Porskoxe 60 mg puamupann Tabaerks
Porukoxke 90 mg duamupann tabaeTkx
Potuxoxc 120 mg dpuamupann Tabierkn

ETOPHUKOKCHO

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

[IpotieTeTe BHHMATEIHO UAIATA JIACTOBKA, IPEIH 14 3AMOYHETE 12 NPHEMATE TOBA JIEKAPCTBO,

Thil KATO TH ChALPKA BaxXKHA 3a Bac nudopmanns.

- 3anazere Ta3u AUcTOBKA. MOXE a c€ HANOKHK Ja 1 NPOYETETE OTHOBO.

- AKO ¥MMAaTe HAKAKBH AOMBJIHHTEIHH BLIPOCH, NonuTainTe Baluya nekap win gpapmMaLesT.

- Toa nekapcTBo e npeandcaHo nu4Ho Ha Bac. He ro npeorcTbhneaitte Ha apyry xopa. To moxe
/1a UM HaBpEOH, HE3aBHCHMO OT TOBA, Y€ NPH3HALMTE HAa TAXHOTO 3a00JABaHe Ca CbLUHUTE KaTO
Bawwure,

- AKO NONYYHUTE HAKAKBH HEXKENAHHM NEKAPCTBEHH peaKkLIUK, yBeaomeTe Bailius nexap HaH
¢apmaueaT. ToBa BKIIOYBA H BCHYKH Bb3MOXKHH HEXE/TAHW PEAKLIMH, HEONHCAHH B Ta3H
nucToska. BukTe Touka 4.
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N3MbAHWTENHA ATEHUNS 110 NEKAPCTHATA

flucmoBxa  Mpurowenue 2
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KakBo ¢cbaAbLp:Ka TA3H JHCTOBKA
KakBo npencrasisasa POTHKOKC M 33 KaKBO ce H3NON3Ba N T S e :
Kakso Tpabsa na 3HaeTe, npeau aa npuemere POTUKOKC |
Kak na npuemate POTHKOKC

Bb3moxHH HexeNlaHH peakLHH

Kak na cbxpanssare PoTuxokc

CbabpxaHHe Ha OMaKOBKATAa M AOMb/IHHTEIHA HHPOPMaLUs

S R

1. Kaxso npeacraBasasa POTHKOKC H 33 KAKBO ¢¢ H310,13B3

3a xaKkBo ce H3noa3ea Poruxokc
. POTHKOKC CbabpKa aKTHBHOTO BELUECTBO €TOPHUKOKCHE. POTHUKOKC NMpHHAANEkH KbM rpynara

Ha nekapcTea, HapeueHH COX-2 uuxuburopu. Te npuHaAneXaT KbM rpyna neKapcTaa,
Hape4eHH HECTEPOUIHH NPOTHBOBBL3INAIUTENHU cpeacTea (HCIIBC).

3a kaxkBo ce H3noa3Ba Porukokc?

o PoTukokc nomara aa ce Hamanu onkara v OTOKa (Bb3MNANEHHETO) B CTABUTE H MYCKYJIUTE NPH
Xopa Ha Bb3pacT 16 roaMHM U No-Bb3IPACTHHU C OCTEOAPTPHT, PEBMATOUEH APTPHT,
aHKWJIO3Wpalll CNOHAWIMT M fnojaarpa.

. POTHKOKC CBILO Ce H3NOJI3Ba 33 KPAaTKOCPOYHO JIEYEHHUE HA yMepeHa bosika cae 3b0Ha
Onepauua Npy xopa Ha Bb3pacT 16 roaMHH H NO-BBL3PACTHH.

Kakpo npeacraBasBa oCTE0APTPHTLT?
OcTteoapTpuThT € 3abonaBaHe Ha cTaBuTe. TO ce pa3BUBA B PE3Y/ITAT HA MNOCTENEHHOTO pasrp
Ha XpYLIAAa, KOWTO NoaNnIaTaABa Kpas Ha KOCTHTE. T0Ba NPHYKHHABA OTOK (BbL3NaeHHe), Donk
4YBCTBHUTEHOCT, CKOBAHOCT M 00E30BHKBAHE.




KaxBo npeacraBngBa peBMATOHAHHAT apTPHT?

PeBMATOHAHHAT apTPHT € NPOABIKHTENHO Bb3NATUTENHO 3aDonsBaHe Ha cTaBuTe. [1pHunHsgBa Douika,
CKOBAHOCT, OTOK H HapacTBallla 3aryba Ha ABHXKE€HHE B 3acerHaTnTe cTaBH. Moxe ChLLo Taka aa
NMPHYHHH Bb3NAIECHHE H B IPYTH YaCTH Ha OpraHuima.

KakBo npeacrasiasasa nogarpara?
[Nonarpata e 3abonaBaHe C BHE3aNHHU M MOBTAPALLM €€ NPUCTBNH HA MHOTO DONE3HEHO BL3NAIEHUE H
3ayepBABaHe Ha cTaBuTe. [IpHUMHABA C€ OT OT/AraHe Ha MUHEPANTHHU KPHUCTANH B CTRBHUTE.

KakBo npeacTaBifiBa AHKHJI03HPAINHAT CIOHAHIHT?
AHKHIO3UPALIUAT CNOHAWIWT € BL3NATHTENHO 3abonasaHe Ha rpbOHAYHHTE NPELLIEHH H FONIEMHTE
CTaBM.

2. Kakpo Tpabsa aa 3naerve, npeau na npueMere PoTukoxc

He npuemadite PoTuxokc:

- aKO CTE€ AICPrUiHH (CBPbXYYBCTBUTEIHH) KbM €ETOPHUKOKCHO HIIH KbM HAKOA OT APYrHTE
CbCTABKH HA TOBA JIEKapcTBO {M30pOEHH B TOUKaA 6)

- aKO CTE aleprHYHHA KbM HECTEPOHAHH NpoTUBOoBbLINanuTenHu sekapersa (HCTIBC),
BIUTNIOYHTETHO aueTHacannuniosa kuceantna u COX-2 uuxubutopu (BHxre TOuKa 4
»Bb3MOXKHH HEXKETAHU peakuuu™)

- AKO UMAaTe aKTHBHA CTOMALLHA A3Ba WJIH KbPBEHE OT CTOMaxa W 4epsara

- aKO HMAaTe TEKKO uYepHOapoOHO 3ab0nsBaHe

- aKo MMaTe TexKko 6LOpeuHo 3abonapaHe

- ako cte DpemeHHa Wi Moxe aa 3abpemeHeere, UK KbpMHUTE (BHXKTE ,.bpeMeHHOCT, KbpMeHe
H depTunnTeT™)

- aKo CTe Ha Bb3pacT noa 16 roanHu

- aAKO MMAaTe BBLINAIMTENHO YpeBHO 3abonsBaHe, kato bonect Ha KpoH, ynaueposeH Konut niu
KOJIUT

- AKO HMATE BHCOKO KPbBHO HAIANaHE, KOETO HE C€ KOHTPOJIHPA © NIe4eHHe (NpoBepeTe ApH
Bawins nekap wiv MeAHLIMHCKA CECTPa, aKO HE CTE€ CUIYPHH 3a TOBa AanH BauieTo KpbBHO
HansraHe € aaeKBaTHO KOHTPOAHPAHO)

- ako BauwrnsaT nekap € nHarHoCcTuuMpan npod/eMH ¢bC ChPLETO, BKIKOYHTENHO ChpASUYHa
HeAOCTATLYHOCT (YMEPEHA UM TEXKA), CTeHOKapaHa (rpbaHa 0o/1ka)

- aKO CTe NpexKHUBENH HHGAPKT, UMaTe onepauuda 3a dadnac win nepudepHa aprepuanHa dosnect
(noWwo KpbBOCHAOAABaHE HA KPaKaTa WM CTHNANATA NOPaayx CTECHABAHE WJIM 3anylUBaHE Ha
apTepHUTE)

- aKO CT€ MPEXHBENH HAKAKbB HHCYAT (BKIKOYHTEIHO MHHH HHCYJIT, NPEX0AHA UCXEMHYHA
ataka unu [THA). ETopukokcnd moxe neko ga nosuiun npu Bac pucka ot HHPApPKT H HHCYNT
H NOpajiH ToBa He TPADBA Aa ce U3MO0A3Ba OT TE3H, KOMTO BeUe ca HMaH NpobIeMH Cbe
CbPLIETO WIH HHCYAT.

AKO MHCJIHTE, 4€ HAKOH OT TE3H YCNOBHA OTTOBaApA Ha Baiuero cheTOsIHHE, HE BIemaiiTe
TabJETKHTE, NnpciH a CC KOHCYJATHPpATC C ACKap.

IpeaynpekaeHHs H OPEANATHH MEPKH
['osopeTe ¢ Bauusa nekap win dapmauesT, npeau aa npuemere Porukoke, ako:

- HMaTE aHaMHE3a 3a CTOMAWHO KbpBEHe HNH 23Ba
- Bue cTe aexuapatrHpaHu, HAPHUMED NOPAAH MPOABLIKHTENHO MOBPBLLUAHE KW AHAPUA
- MMaTe OTOLH MOpaaH 3aAPbAKKA HA TEHHOCTH

- HMAaTE aHAMHE3a 33 ChPACUHA HEAOCTAaTHYHOCT WM HAKAKBA Apyra GopmMa Ha CbpAEHHO
3ab0NABaHEe




- HMaTe aHaMHE3a 3a BUCOKO KPbBHO HanaraHe. POTHKOKC MOXE 1a MOBHLUK KPbBHOTO HanAraHe

| [pyM HEKOM Xopa, 0coDEHO BbB BUCOKH 003K U BallnAT nekap we “ecka nepHOAHYHO Aa
npoBepsBa CTONHOCTHTE Ha KPBBHOTO By HansaraHe

- HMaTe aHAMHE3a 3a 4epHoApoOHO MK 6bOpeuHo 3abongpane

- MPOBEXaTe NeueHHe Ha HHekUHa. POTUKOKC MOXKE 1a MaCKHpa HIIW 1a NPUKPHE
TeMnepaTypara, KOSITO € MPU3HAK 33 UH(PEKLUS

- HMaTe A1abeT, MoBHLLIEH XOAEeCTEPON WK cTe nyway. Te morat aa nosuwat Bawunsa puck ot
CbhpAe4HO 3ab0isBaHe.

- Bue cTe xeHa, Ko4TO ce OnuTBa Aa 3abpemeree.

- Bue cTe Ha Bb3pacT Hald 65 roauHu.

AKO HE CTE€ CUIYPHH JalH HAKOE OT ropen3zdpoeHnTe YCNOBHA C¢ OTHAcA 3a Bac, KoucyarupainTe ce
CBC CBOS J1eKap, npead 1a npuemere POTHKOKC, 32 /12 BUAUTE AW TOBA EKAPCTBO € NOAXO0AALIO0
3a Bac.

PoTHkoOKC aAeAcTBa eaHAKBO A0Dpe Npyu NO-Bb3PACTHH H MJ1aAH Bb3PACTHH NAUHEHTH. AKO CTE Hal
65 roanHu, Bamuar nexkap we ucka na Bu npernexaa peaosBHo. He ce Hanara Kopekuusa Ha 003aTa 3a
NaLMEHTH Ha Bb3pacT Hal 65 FOAUHH.

Hena H WWHONIH
He nasadTe TOBa NeKapCTBO Ha Jelia M IOHOLWK Ha Bb3pacT noa 16 roauHm.

JApyru anexkapersa 1 Porrkoxe
HUndopmupaiite Baiuus nekap unu gapmMauesT, ako npHeMaTe, HACKOPO CTe NPHEMAalH WK e
Bb3MOXHO 12 NPHEMETE APYIH JIEKAPCTBA.

OcobeHo, ako B3eMaTe HAKOE OT CIECAHUTE IEKapCTRa, BaluuvAT iekap MOXKe Na NOKCKa Aa
KOHTPONHpa cheToAHHETO BH, 3a 1a ce yBepH, ue nekapcTBOTO AcHcTBa 100pe, cnel KaTo 3ano4YyHeTe
na npuemare POTHKOKC:

- JIEKAPCTBA MPOTUB ChCHPBAHE HA KPbBTA (AHTUKOANYJIAHTH ), KaTO BapdapuH

- pudaMnUUHH (AaHTHOHOTHK)

- METOTPEKCAT (JIEKApCTBO 33 MOTHCKAHE HA UMYHHATa CHCTEMA H YECTO H3NON3BAHO NPH
pEBMAaTOHAECH apTPHT)

- LIMKJIOCTIOPHH WKW TaKpOJIHMYC (1€KapcTBa, H3MON3BAHK 32 NOTUCKAHE HA HMYHHATA CHCTEMA)

- JTATHUH (JIEKapCTBO, H3MOJ3BAHO 34 JIEYEHHE NPH HAKOH BUAOBE JENPECHs )

- JIEKAPCTBA, H3MON3BAHH 3a JIEYEHHE HA BUCOKO KPLBHO HAISTaHE Y CbhpAEYHA HEAOCTATLYHOCT,
HapeueHH ACE wHxHOUTOpPH H OIOKEPH HA AaHTHOTEH3UH PEUENTOPHUTE, HANPHMEDP €Halanpwi
paMHNPH, A10CAPTaH W BaJcapTaH

- OHypeTruuH (TabJIETKH 3a OTAEASHE Ha BOJA)

- OHNOKCHH (N1eKapCTBO 3a JIeHEeHHE HA CbpAeYHA HEAOCTATbYHOCT H HEPEAOBEH ChPAEUEH PHTDHM)

- MHHOKCHANA (IEKapCTBO 3a JICYEHHE HA BUCOKO KPbLBHO HaNATaHe)

- canbyramon TabneTkn AU nepopaneH pazTBop (IEKAPCTBO CpeLLy acTMa)

- MPOTHBO3a4aTbYHH JIEKAPCTBA {Ta3uW KOMOUHALMA MOXE 14 YBETHYH PHCKA OT HEXETaHH
peaKkLHH)

- XOPMOHO-3aMeCTHUTENHA Tepanus (Ta3H KOMOWHALIMA MOXE 13 YBEAUYH PUCKA OT HEXENaHu
peaKLHH)

- aUCTHUNCATHLMIOBA KHCENUHE. PUCKBT OT A3BH HA CTOMAXa € No-roffiM, axo siemare PoTnkokc
C ALETHJICANTHLIMNOBA KHCETHHA.

- ALETHNCANHLHIOBA KHCENHHA 3a NpO(PHNAKTHKA Ha ChpaeUueH HHDAPKT UK HHCYNT:
POTHKOKC MOX€ 1a CE€ MPHEMA C HUCKH 103H aUETHACATHUMAOBA KHCEIHHA. AKO B3eMaTe
aUECTHICATHLHIOBA KUCEIHHA B HUCKA 1032 38 NpOPHIAKTHKA HA CbpacueH HH(pAPKT H
HHCYAT, He TpabBa na NpeyCcTaHOBABATE MPHEMAHA HA ALETHICANHUKIOBA KHCETHHA
JOKATO He ce KOHCYyANTHpaTe ¢ Bawns nekap.




- AUETHICANHUHAOBA KMCEIKHA K APYIH HECTEPOHAHH MPOTHBOBLINANUTE/IHH CPEACTBA
(HCTIBC): He npuematTe BHCOKA 1038 AUETHICATHLIAIOBA KHCEJIMHA HIIH ApPYTH
MPOTHUBOBBLINANHTESHH IEKAPCTRA, A0KATO NpHeMarte PoTHKokc.

POoTHKOKC ¢ XpAHA H HAMMHTKH
EdektTbT Ha PoTHKOKC MOXke Aa € no-Obp3, KOrato ce rnpuema NpeaH XpaHeHe,

bpeMeHHOCT, KbpMeHe H PePTHHTET
bpevennocm

Porukokc Tabnetku He Tpabea na ce npuemart no Bpeme Ha bpeMeHHOCT. AKO cTe DpeMeHHa,
MMCIINTE, Y€ MOXe Ja cTe OpeMeHHa UK rnaHupare OpeMeHHOCT, He B3eManTe Te3H TabneTkH. Ako
3abpeMeHeeTe, NpeyCcTaHOBETE MPHEMAHETO Ha TabAeTKHUTE U ce KOHCynTupaiiTe ¢ Bawnsa nekap.
KoucyntupauTe ce ¢ Baluus nekap, ako He CTe CHrypHH MUK Ce HY»KJaeTe OT NOBEYE ChBETH.

Kvpmene

He € u3BecTHO nanu POTUKOKC ce eKCKpeTHpa B HOBELIKATA KbpMa. AKO KbPMHTE WIH I1aHUpaTe aa
KbPMMUTE, KOHCYNITHpaKTE ce ¢ Bawna nexkap, npean aa szemere Potukokc. Ako npuemare POTUKOKC,
He TpabBa 1a KbpMmHuTe.

Depmurumem
POTHKOKC He Ce npenopbyBa NPH KeHU, KOUTO ce ONHUTBAT Aa 3adpeMeHenT.

lllopupane u paboTa ¢ MALIHHH

Mma cboblueHns 3a 3aMasHOCT H CHLHAUBOCT NMPH HAKOW MNALUMEHTH, npreMann PoTukokc.
He wodupaiire, ako nomy4uTe 3aMaiBaHe MK CTE ChHIHBH.

He paboTtere ¢ ypeau WiK MallinHHK, aKo MNONYUYUTE 3aMarBaHe WIH CTE ChHIIYBH.

PoTHKOKC CHLABPXKA HATPH i
Tosa nekapcTBO cbabpxa No-Manko 0T 1 mmol HaTpuit (23 mg) Ha TabneTka, T.€. MOXE Ja ce Kaxe,
4€ MPAKTHUYECKH HE ChAbPKA HATPHH.

3. Kax 1a npuemare Porukokc

Bunaru npveManTe TOBa JIEKAPCTBO TOYHO KakToO Bu € kazan BawuaTt nexkap. AKO HE CT€ CUIyPHH B
Hewlo, nonuTtaitte Bawus nekap unu ¢papmMauesT.

He B3emaiiTe noseuye oT NpenopbuHTENHAaTa 3a Bawero chetoaHne aoza. [lepuoanuso BawusaT nekap
we obcwbxaa ¢ Bac neuenunero. BaxkHo € Aa Hinonspare Hal-HHUCKATa 1033, C KOATO MOCTHraTe
KOHTpO BbpXy Oonkara Bu W He TpaOBa aa npuemate POTHKOKC NO-APOABLIKHTENHO BpeMe OT
HeobxoaumoTo. ToBa ce Haara nopaau puck OT HHPAPKT WKW HHCYNT, KOWTO MOXE Aa Ce NOBUILH
cnea NpOABIKHUTENHO NedeHHe, 0CoOEeHO ¢ BUCOKH N03H.

OT TO3M JEKApPCTBEH NMPOAYKT HMA HATMYHU TabJIETKH ¢ pa3IM4HO KOJIHYECTBO Ha aKTUBHOTO
BELLECTBO Y B 3aBUCUMOCT OT 3a0oassaHeTo BH. Bawnsat nekapat we By npeanuuwie nogxoasauiara

AJO3HpPOBKA.

[lpenopbyHUTENHATA 103A €:

Ocmeoapmpum
[lpenopbunrenHara qo3a € 30 mg eanH NbT AHEBHO, NOBHLIEHA 10 MaKCHMYM 60 mg eanH
AHEBHO NPH HEOOXOOHUMOCT.




Pesevamouoen apmpum
[lpenopbunTenHaTa a03a € 60 mg eTopukokcHb BeaHBXK AHEBHO. [fo3aTa MOXe 1a Ce MOBHLLH A0
MakcumyM 90 mg.

ArKuI03upawy croHowIum
[TpenopbunTenHaTa ao3a ¢ 60 mg eropukokcHb BeaHbxk AHEBHO. [1pu HeoOxoanMMOCT, A03aTa MOXKe
[a ce MoBHWIIU A0 MaKCHMYM 90 mg.

Jlevenue na ocmpa 60.1xa
ETopukokcub Tpabsa na ce H3Moa3Ba caMo B NEpHOIM HA NPUCTBN Ha DOoNKa.

- fooaepa
[IpenopbunTennara no3a e 120 mg BeaAHBK AHEBHO, KOATO TPAOBA Ja C€ NpHiara caMo B
NEPHOAU HA MPHCTDBIT, KATO JIEHEHHETO € ONPAaHRYEHO MAKCHMYM 10 8 HH.

- ITocmonepamuena 60.1xa c1e0 36Ha onepayus
[TpenopvunTenHara no3a € 90 mg BeaHBLAK AHEBHO, KATO JIEYEHHETO € ONPAHHUYEHO MAKCHMYM
10 3 NHM.

Xopa ¢ yepHoIpoORE npobaeMHu

- AKO umare neka ¢popmMa Ha YepHoapodHo 3abonseane, He TpsbBa na B3emare noeeue or 60 mg Ha
JEH.

- AKO ¥MaTe YMEPEHO TEXRKO0 YepHOApOoOHO 3abonasake, He TpaOBa Aa npHemare noseue ot 30 mg
HA JeH.

Yoorpefa npa nena B I0OHOWH
Tabnetrkure PoTukokc He TpaOBa Ja ce npHeMaT OT A€Lla H FOHOLLIH HA Bb3PACT NoA 16 ronuHM.

Crapyecka Bb3pacTt
He ce Hanara kopexuus Ha ao3aTa npd NMaUMEHTH B cTapuecka Bb3pacT. [logobHo Ha apyrure
NeKapcTsa, TpAOBa Aa ce npunaraT BHUMATE/NHO MpY MALUMUEHTH B CTapyecka Bb3PAacT.

HayuH Ha MPHI0XKCHHUC

PoTukokc e 3a nepopanHo npunoxeHue. [Ipuemaiite Tabnerkure seaHbk JHEBHO. POTHKOKC MOXe na
ce npunara ¢ win 6e3 xpana.

AKo cTe OpHeaH noBede or neobxoanmara n103a Porukokc
Hukora He tpadpa na npuemare noeeue TabNETKH OT NpeaAnHcaHnTe By oT nexapa. AKO MpHeMeTe
npekaneHo MHoro tabnetkn PoTHKkoke, He3abasHO TpAOBA Ja MOTHPCHTE MEAHLHHCKA NOMOLLI.

AKo cTe ponycHANH A4 npaeMeTe PoTHKOKC

BaxkHo e Aa npuemate POTHKOKC KakTO Bu ¢ npeanucan BawuaT nekap. AKO nponycHeETe 103a,
npocTo NpoabmKeTe ¢ obuyaiiHaTa cxema Ha cneasawua aeH. He Biemaiite aBoiina no3a, 3a na
KOMNEHCHpaTe nponycHarara Taberka.

AKO HMaTe HAKAKBH JONMBbAHKTENIHH BLNPOCH, CBBP3aHH C ynoTpedara Ha To8a fieKapCcTBO, NONUTANTE
Bawins nexap unn papmauest.
4. BL3MOXKAH HeXe/IaHH peaAKIIHH

KaKTo BCHUKH JIEKAPCTBA, TOBA NEKAPCTBO MOXKE /14 MPEAH3BHKA HEXENAHH PEaKLUHH, BbI
BCEKM MM NOJyYaBa.




AKO paiBHeTe HAKOH OT CJICIHHTE NPH3HANH, TPAOBaA Na cnpeTe npuema Ha POTHKOKC H
He3a0aBHO 1a yBeaomuTe Bamns nexap (Buxre Touka 2 ,Kaxkso TpabBa 1a 3naerte, npean 1a
npuemetre PoTHKOKC™):

3aayXx, 00/IKa B IbPANWTE WK NOAYBAHE HA rNe3eHa, WK aKo Te ce BioLlasaT

NOXKL/ITABAHE HA KOXKaTa M ounTe (XbITEHHLA) - TOBA € NPOosABa Ha YepHOAPoOHH npobiieMu
CHJTHA HJIH NPOABMKHUTENHA cToMAalHa fonka win ako BawuuTte ninpaxHEHHA CTaHaT YepHH
alepruuHa peakuus - MOXKe 1a BKJTKOUBA KOXHHU NpobaeMH KaTo A3BH HIH MeXypueTa, HNH OTOK
Ha JIHULIETO, YCTHHTE, €3MKA WM MbPA0TO, KOETO MOXKE A 3aTPyAHH AHLUAHETO.

Ipyru HexenaHu IEKapCTBEHH peakLUHH, KOHTO MOTAT a Bb3HHKHAT MO BPEME HA NCUEHHE C
POTHKOKC:

Mnuozo wecmu (mozam oa 3acezuam nogeue om I na 10 oyumu)

©oonkKa B cToMaxa

HYecmu (mozam oa 3aceznam oo I na 10 oyuu)

CYX anBeosUT (Bb3naneHue H 60nKa ciea W3BaXIaHe Ha 310)

NodyBaHe Ha KpakKaTa W/ WKW XOAW/AaTa NopajH 3aapbXKKa Ha TEYHOCTH (OTOK)

3aMAagHOCT, rnasodonue

naanuTaumu (ycelaxe Ha cOOCTBEHHTE yaapy Ha CbPLETO), HENPABHICH ChPACYEH PHTBEM
(apyUTMHA)

NOBHIIEHO KPBBHO HaNAraHe

CBHPKAIUH XPHIOBE WK 3aayX (bpoHxocnaibm)

3anek, ra3oBe, racTPUT (Bb3NAJICHHE HA CTOMALIHATA JINraBHLUA), KUCEIHHH, IHapHi, HApYyLLIEHO
XpaHocMHaHe (Aucnencus)/cToMalueH AMCKOMGOpT, raacHe, Hepa3noJIokKeHUe (MOBpPLLIAHE),
Bb3NAaJICHAE Ha XpaHONpOBOAA, A3BH B YCTaTa

MPOMSHA B KPLBHUTE H3CNEABAHMA, CBbP3aHH C YEPHHUA Apod

KPbBOHACA1aHE

cnabocT W yMopa, rpunonoaodHoO CLCTOAHHUE

Hevuecmu (mozam oa zaceznam oo I na 100 oywun)

raCTPOEHTEPHT (Bb3NMaleHHe Ha CTOMALLHO-YPEBHUA TPAKT, KOETO BK/I10YBA CTOMAaxa W
TBHKHTE 4epBa/CTOMAIHH nNpobiieMn), HHdEeKLHns Ha FOpHHUTE AXXATENHH NbTHLUA, HHPEKLHA
Ha NUKOYHHUTE NbTHLIA

npoMeHH B nabopaTopHuTe Nokasarend (HamaneH 6poil YepBeHH KPbBHH KIETKH, HAMAJIEH
Opoii 6enun KpLBHHU KJ1€TKH, HamaneH 6po# TpoMOOLIHMTH)

CBPbXHYBCTBHMTENHOCT (aI€pruyHa peaxkums, BKIIOUYHTENHO YPTHKAPHA, KOATO MOXE a €
A0CTa CEPHUO3HA M Aa U3UCKRA He3abaBHA MEeAHWLMHCKA NOMOLL)

MOBHUIUEH HJIH HAMAJEH aneTHT, MOBHILABAHE HA TErMOTO

TPEBOXKHOCT, IENPECHA, MOHHKEHA MUCIIOBHA CITOCOOHOCT, BHK/AaHE, HYBAHE WIH YCELLAHE Ha
HELla, KOMTO HE ChLUCCTBYBAT (XANIOLIMHALIMH)

NPOMAHA Ha BKyca, 0e3cbHMe, H3TPBNBAHE HIIK MPaBYYKaHe, CbHIUBOCT

3aMBINCHO 3PEHUE, IPA3HEHE B OKOTO H 3a4yepsaBaHe

3BBHALL WYM B YLIHUTE, CBETOBBPTEXK (YCELIaHe 32 BbPTEHE MTPH HENOABWXKHO ChCTORHHUE)
HapyLIeH CbpIeUeH PUTHM (NPEACHPAHO MBXKIEHE), YUECTEH CbpACUEH PUTBM, Chpac4HHa
HEJOCTaTBhHYHOCT, YYBCTBO HA CTAraHe, HAMPEKEHHE HWIH TEXKECT B IbPAUTE (CTEHOKApAHA),
HHDAPKT

3a4YEPBABAHE HA TUUETO, HHCYAT, MHHH MHCYT (NPEXOAHA HCXEMHYHA aTaKa), CHJTHO
MOBHLIABAHE HA KPbBHOTO HANACAHE, Bb3NANEHHE HA KPbBOHOCHHTE CbAOBE

KalWAKLA, 3a4YX, KbpBEHE OT HOca

MoJYyBaHE HA CTOMAaXa WK YepBaTa, NPOMEHH B YpEeBHATA NPOXOAHMOCT, CYX0Ta B yCTaTa,
CTOMAlLIHA A3Ba, Bb3MaN€HUE HA CTOMAIIIHATA JIMFABHLA, KOETO MOXKE 14 CE YCI0XKHH U MOXKE
A1a A0oBeAE N0 KbpPBEHE, CHHAPOM Ha pa3apa3HEHOTO YEpPBO, BbINAICHHWE Ha NaHKpeaca
NOJyBaHEe HA NHLETO, KOXKeH OOpPHB WIH cbpOeX, 3auepBABAHE HA KOXKATA
MYCKY.IHU KpaMnu/cnazMy, MycKyJiHa Gonka/cxpaliaHe




- BUCOKH HUBA HA KAJTUM B KPBLBTA, MPOMEHH B KPbBHHTE HIIK H3C/I€ABaHHUATE HA YPUHATA,
cBbp3aHu ¢ BawnTte 6uOpeun, ceprnoznn 6B0peunn npobnemu
- Oonka B rbpauTe

Peoxu (mocam 0a 3aceznam oo 1 na 1 000 oyuu)

- aHrvoeaeM (anepruyHa peakuus ¢ NoayBaHE HA NHLIETO, YCTHHUTE, €3MKa, H/WIH MbpioTo, KOATO
MOXKE 13 NPUYHHH 330YX HIH TPYAHO NperibliaHe, KOUTO Aa CTAHAT 10CTa CEPHO3HH H 113
H3UCKBAT He3abaBHA MEIMLIMHCKA NOMOLL )/ aHAPHNAKTHYHH/aHAQUNAKTOHIHH PEaKLIUH,
BK/IIOYHTENHO WOK (CEPHO3HA anepriiHa peakilns, KOSTO H3UCKBa He3abaBHa MEULIMHCKA
ITOMOLL)

- 0ObpKaHOCT, OE3INOKOHCTBO

- YyepHOAPOOHHK npobieMH (XenaTuT)

- HHCKH KPbBHHX HHUBA Ha HATPHH

- yepHOAPOOHA HEAOCTATBYHOCT, MOXCHATABAHE HA KOXKATA H/ UK OUHTE (3KBATEHULA)

- TEKKH KOXKHHU peakuuu

Cro0maBaHe HA HEXKEJIAHH PeAKUHH

AKO NOJYUYHUTE HAKAKBH HEXKENAHHU JIEKAPpCTBEHM peaKLMH, yBeaoMeTe Baluuns nexap niu gapmatesr.
ToBa BK1HOMBA BCHUYKH Bb3MOXKHH HEONKCAHK B Ta3H JIMCTOBKA HEXeNaHu peakuuu. Moxere cbllo na
CLOOLIMTE HeXeSlaHH peakUHH AUPEKTHO Hpe3

H3nbaHWTENHA areHuuWs no iekapcreara

yn. ,.Jiamau I'pyes” Ne 8,

1303 Codms,

Tes.: +359 2 890 3417,

yebcaT: www.bda.bg.

Karo cvobiuasate HexxenaHd peakuuy, MoXeTe fa NafAeTe CBOA NPHHOC 3a MONYYaBaHE Ha NOBEYEe
HHOpMaUUR OTHOCHO D€30NMaCHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak aa cexpanaBate PoTukoxc
Ila ce cbxpaHsBa Ha MACTO, HEAOCTBLITHO 3a AcLa.

He n3non3saiiTe ToBa NeKapCTBO cliea CPOKa Ha roaHocT, o1dens3an Bbpxy ONakoBKaTa ciea
~EXP/T'oaen no:”. CpoKbT HA rOAHOCT OTrOoBapsA Ha MOCAEAHHUR A€H OT NOCOUYEHUA MECell,

Tozu JCKAPCTBECH NPOAYKT HC H3UMCKBA CIICUHHANHH YCIO0BHA HA CHXPAHCHHAC.

He n3xpbpagiiTe nekapCcTeara B KAHANU3ALHATA WIH B KOHTEHHEpa 3a AOMAaLLHH OTNadbUMH.
[lonuTaiite Baiuya gapManesT Kak 4a HIXBPIATE IEKAPCTBATA, KOKMTO Beye HE Hinonasare. Tesu
MEPKH 1€ CNOMOTHAT 3a Ona3BaHe Ha OKOJIHATa cpea.

6. Chabpxkatne HA ONAKOBKATA H JONBLJIIHHTEINA HHPOpMANHS

Kakpo cuabpika PoTukoke

- AKTHBHOTO BELLECTBO € ETOPUKOKCHO (etoricoxib).

Bcaka ¢dwnmupana tabnerka cbaspxka 30 mg, 60 mg, 90 mg wan 120 mg eropukokcund
(etoricoxib).

- Jpyrure CbCTaBKH Ca: MUKPOKPUCTAHA LENYN03a, KaiuueB xuaporeHdocdar, kpockapmenosa
HaTpHH, HATpHEB CcTeapuadyMapar, KolonaeH 6e3B0JeH CUAHLIHES AHOKCHA, B AAPOTO HA
TabneTkara ¥ nonu(BUHKUNIOB) ankoxod, TiraHoB Anoxkcua (E 171), makporoa 3000, Tank, xbat
xeneseH oxcua E172 (6 Pomuxoxc 60 mg ¢purmuparu mabiremxu) n YepBeH xene3eH OKCcH
E172 (¢ Pomuxoxc 90 mg u 120 mg ghurmuparnu mabremxu) BbB GUIMOBOTO NOKPUTHE.
TO4KA 2 ,,POTHKOKC CbAbPIKA HATPUIA™.




Kak #3rrexna PoTHKOKC H KAKBO CHABPKAR ONAKOBKATA

PoTrxokc puamupanmn TabIETKH Ca HANTHYHH B YETHPH SO3IHPOBKH:

Potukokc 30 mg dunmupanu tabaetku: 6enn oo nodutu 6enn, Kpuvrian (anaMersp: 6 mm), neko
ABOMHOHM3NbKHANH, dHUNIMHpaHK TaDNETKH ChC CKOCEHH pbbOBE.

Potukokc 60 mg dunmupanu TabaeTku: 61eao kaQeHUKaBO-XKbATH, KPLIUIH (AnameTbp: 8 mm),
NBOWHOM3NBKHANH, HUIMHpaHH TaONeTKH ¢bC CKOCEeHHU pBOOBE, ¢ penedHo odozHaueHne *60” ot
eaHara cTpaHa Ha TabneTkara.

Potukokc 90 mg ¢pramupaHy TabaeTKH: po30BH, KPBIIM (AMAMETBHD: 9 mm), ABOMHOW3NBKHANH,
¢uaAMHpaHn TabNETKH CbC CKOCEHU pBbOoBE, ¢ penedHo 0603Ha4veHue “90” oT eaHara cTpaHa Ha
TabJieTkaTa.

Potukokc 120 mg ¢punmMupanu TabaeTku: kadgapo-yepBeHH, Kpbrid (anaMmeTsp: 10 mm), neko
ABOMHOM3ITbKHANY, GUIMHUpPAHH TabNeTKH CbC CKOCEHH pbOOBE, ¢ Ae/IHTENHA YEPTA OT €AHaTa CTpaHa
Ha TabneTkara. Jlenutennara yepra He € npeaHa3Ha4eHa 3a cyynpane Ha rabnerkara.

Pomuxoxc 30 mg dwrvuparu mabaemxu

[Ipenpnarar ce kytum cue 7, 14, 28, 30, 56, 60, 84, 98 nuau 100 tabnerku B 6aucrepu.
Pomuxoxkc 60 mg puwimupanu mabiaemxu

[Ipeanarart ce kyTuu cue 7, 14, 20, 28, 30, 50, 56, 60, 84, 98 vsun 100 Tabnerkn B bnucrepd.
Pomuxoxc 90 mg ¢hurvuparnu mabremsu

[Ipennarar ce kytnu ¢ 5, 7, 14, 20, 28, 30, 50, 56, 60, 84, 98 uau 100 tabnerku B GnucTepu.
Pomuxoxc 120 mg gpurmupanu mabiemru

[lpennarat ce xkytun ¢ 3, 7, 14, 20, 28, 30, 50, 56, 60, 84, 98 uaun 100 TabaeTku B OnnucTepwm.

He BcHuKM BHAORE ONAKOBKH Morar Aa dvaar MYCHATH Ha fa3apa.

[IprTecaresn HA palpelIcHHETO 32 YNOTpeHa
KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, ChoBeHuns

[Ipon3soauTenn
KRKA, d.d., Novo mesto, Smarje§ka cesta 6, 8501 Novo mesto, CnoeeHus
TAD Pharma GmbH Heinz-Lohmann-Str. 5 D-27472 Cuxhaven, ['epmanus

ToBa J1leKapcTBO € pa3pellieno 3a ynorpeda B AppkKaBRTe — 4YaeHkH #a EsponelickoTo

HKOHOMHA9ECKO npocTpancTteo ¥ B Obeanuenoro kpancreo (Cepepna Hpaanans) moa ciieannre
HMEHA:

MMa Ha CTpAHATA-W/ICHKA MMe Ha JieKaPCTBEHHA NPOAYKT
Buarapus Porukoxc 30 mg dunmupann Tabnetku
Potukokc 60 mg ¢punmupanm Tabnertku
Potukoxc 90 mg punmupann Tabnetku
Potukokc 120 mg ¢puamupanu TabnetTku

Yarapus Roticox 30 mg
Roticox 60 mg
Roticox 90 mg
Roticox 120 mg
bearas Etoricoxib Krka 30 mg filmomhulde tabletten

Etoricoxib Krka 60 mg filmomhulde tabletten
Etoricoxib Krka 90 mg filmomhulde tabletten
Etoricoxib Krka 120 mg filmomhulde tabletten
XbpBaTHA Etoxib 30 mg filmom obloZene tablete

Etoxib 60 mg filmom obloZene tablete

Etoxib 90 mg filmom obloZene tablete

Etoxib 120 mg filmom obloZene tablete
Yemka penybanka Roticox 30 mg

Roticox 60 mg

Roticox 90 mg




Roticox 120 mg

Jdanua Etoricoxib Krka 30 mg
Etoricoxib Krka 60 mg
Etoricoxib Krka 90 mg
Etoricoxib Krka 120 mg
Ectonns Etoxib
DHRIAAHAHA Etoricoxib Krka 30 mg kalvopiillysteinen tablett:

Etoricoxib Krka 60 mg kalvopiillysteinen tabletti
Etoricoxib Krka 90 mg kalvopéillysteinen tabletti
Etoricoxib Krka 120 mg kalvopéillysteinen tablett

I'epmaHusn Etoriax 30 mg Filmtabletten
Etoriax 60 mg Filmtabletten
Etoriax 90 mg Filmtabletten
Etoriax 120 mg Filmtabletten

Hpnaaunann 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

Hcenanaun Etoricoxib Krka 30 mg
Etoricoxib Krka 60 mg
Etoricoxib Krka 90 mg
Etoricoxib Krka 120 mg
JIuTBa Bericox 30 mg plévele dengtos tabletés

Bericox 60 mg plévele dengtos tabletés
Bericox 90 mg plévele dengtos tabletés
Bericox 120 mg plévele dengtos tabletés

JlarBus Bericox 30 mg apvalkotas tabletes
Bericox 60 mg apvalkotas tabletes
Bericox 90 mg apvalkotas tabletes
Bericox 120 mg apvalkotas tabletes

Hopgerns Etoricoxib Krka
Ilomma Roticox
IHopTyranus Etoricoxib TAD 30 mg
Etoricoxib TAD 60 mg
Etoricoxib TAD 90 mg
Etoricoxib TAD 120 mg
PymMbuHA Roticox 30 mg comprimate filmate

Roticox 60 mg comprimate filmate
Roticox 90 mg comprimate filmate

Roticox 120 mg comprimate filmate

CaoBakus Roticox 30 mg
Roticox 60 mg
Roticox 90 mg
Roticox 120 mg
CroBeHHA Roticox 30 mg filmsko obloZene tablete

Roticox 60 mg filmsko obloZene tablete
Roticox 90 mg filmsko oblozene tablete
Roticox 120 mg filmsko oblozene tablete

Hcenanun 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




conpelicula

LlIBeuns Etoricoxib Krka 30 mg filmdragerade tabletter
Etoricoxib Krka 60 mg filmdragerade tabletter
Etoricoxib Krka 90 mg filmdragerade tabletter
Etoricoxib Krka 120 mg filmdragerade tabletter
Oo6eanueno kpaiicro (Cesepua | Etoricoxib Krka 30 mg film-coated tablets
Upaaunun) Etoricoxib Krka 60 mg film-coated tablets
Etoricoxib Krka 90 mg film-coated tablets
Etoricoxib Krka 120 mg film-coated tablets

JlaTa Ha NOC/IeIHO NpepasrjieK/1aHe HA JIHCTOBKATA:
01 Anyapu 2024

[Toapobua uHdopmanms 3a TOBa JICKapCTBO € npeaocTaBeHa Ha yeObcaiita Ha U3nbiiHuTeNHa AreHuus
no Jlekapcreara (MAJI) http://www.bda.bg.




