KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHUA IMTPOAYKT

2.0 700 5
¢ X6 46 75 -0l

Ud~ LULJ

Eronun ®@opt 400 mg ¢wimupanu tabneTku
Etodin Fort 400 mg film-coated tablets

2. KAYECTBEH U KOJIMMECTBEH CBbCTAB
Bcska punmupana tabnerka cpabspxka 400 mg erogonak (etodolac)

[ToMo1IHM BeLleCTBA ¢ H3BECTHO JEHCTBHE:
JlakTo3a 6e3BoaHa: 146,50 mg

3a MBbJIHUA CITMCHK Ha MOMOIIHUTE BELECTBA, BUXKTE TO4Ka 6.1,

3. JIEKAPCTBEHA ®OPMA

OunMupaHa Tabnerka.
CBeTJIOp030BH NPOABJIroBaTH GUIMUpaHM TabJIETKHU C ACIMTENIHA YepTa OT €4HaTa CTpaHa U rpaBHpaH
Haanuc NOBEL ot apyrara.

4. KJIMHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHSA

EToann ®opt e nmokasaH 3a CHMITOMAaTHYHO JIEYEHHE Ha:

- peBMaTH4YHH 3a00JIIBaHUA KaTO IOBEHWIEH PpEBMATOMAEH apTPHUT, PEBMAaTOUEH apTPHUT U
aHKWJI03Upalll CIIOHAHJIUT

- apTpo3a ¢ 00Jika ¥ 3aTpyJAHEHHUA B IBUKEHHUETO

- KpPaTKOBPEMEHHO H MPOAB/DKUTEITHO JICYEHHE HAa OCTEOAPTPHUT

- 3a 00JieK4aBaHE Ha JIEKH U CpeHH OOJIKH (ITPH BB3NAJIEHHE HA MEKUTE ThbKaHH, MYCKYJIHH
oonku, 35000011 U NOCTONEpPaTHBHU CTOMATOJIOTMYHU HHTEPBEHLIMH, IUCMEHOpes, ri1aBodoiue)

4.2 Jlo3HpoBKAa H HAYHH HA NPHJIOKEHHE

Lo3upoBka
[Ipenoppumrennara aHeBHa no3a Eroaun @opt e 400-1200 mg.

Etonnn ®@opT ce npuiara 2 mbTH AHEBHO (CYTPHH M Be4ep) Mo eiHa TabieTka.
[Ipn octpu 00n1koBH cbeTOAHHUA ETOAMH POpT MOXKeE 1a ce npHeMa Ha 0-KbCH HHTEPBAJIM OT BpEMe.

MaxkcuManHara JHeBHa 103a € 1200 mg. [1pu nauuenTu ¢ tenecHo rerno 60 kg i no-masko,
obOmara aHeBHa 1032 Ha EToaun @opr He TpabBa aa npesuiasa 20 mg/kg.

[IpenopbunTeIHATAa JHEBHA /1034 NPH JICUEHHE HA FOBEHHWJIEH PEBMATOU/IEH apTPHUT IPH JI€1la Ha
Bb3pacT Mexay 6 U 16 rooMHM € KakTo clieaBa:

20-30 kg: 400 mg BeaAHBX JHEBHO
31-45 kg: 600 mg BeAHBXK JHEBHO
46-60 kg: 800 mg BeaAHBXK JHEBHO
>60 kg: 1000 mg BeaAHBXK AHEBHO

H]JH BBb3PACTHH MNALHEHTH HE CC€ HaJlara KOpPEKLHA Ha 1034aTa.




Hexenanute nekapCTBEHU peakiiMM MOTar J1a 0baT HaManeHH, ako KOHTPONHPAHETO Ha CHMIITOMHUTE
ce MTOCTHIA MPH BB3MOXKHO Hal-KpaTKoTpaitHo nevdenue (BIkTe 1.4.4).

4.3 [IIpoTHRONOKAZAHER

CBpPBXYYBCTBHTENHOCT KbM €TOAOJIAK WIH KbM HAKOE OT MOMOUIHHTE BEILECTBA, H3OPOEHH B TOUKA
6.1.

[Topaau BE3IMOXHOCT OT pa3BHTHE Ha KPBCTOCAHA PEakLius, €TOAO0MAK He TpAOBa Aa ce mpunara v Npu
NMAlMEHTH, KOUTO PA3BHBAT aCTMA, PHHMT WIH YPTHKAPHA 1O BpEME Ha JICYCHUE C aCITHPHH WIH ApYrH
HECTEPOHAHH NPOTUBOBB3INaNMTENHM cpeactsa (HCIIBC).

4.4 ChnendajlHH OpeAynpexAeHHd H NpeAna3HA MEPKH NPH YHOoTpeOa

Kaxrto apyrute HCIIBC, etononak Moxe Aa noarucHe tTpomOoLmnTHaTa PyHKunA. OcobeHo
narMeHTH, NOTY4aBallH aHTHKOAryJIaHTHa Tepanus, TpaOBa 1a ce npocnenssar 3a
raCTPOMHTECTHHATHH CHMITTOMY H JIeUeHHETO TPAOBA [a ce MpEKpaTH, aKo ¢ NOABH KBpBEHE.

[Tpy MauMEeHTH CbC ChplieyHa HEAOCTATLUYHOCT, LHPO3a WIH HE(PPUT, IPH TAKHBA, KOUTO YNIOTpeOARaT
OHYPETHLH, MPU MallHEeHTH ¢ XpoHHuHa 0L6peuHa u yepHOAPOOHa HEAOCTATHYHOCT M 0COOEHO NpH
BB3pacTHH xopa, 6s6pevuHaTa u yepHoapoOHaTa $pyHkuHa TpabBa aa 6baaT MpocieaeHH B HAYAIOTO
Ha JIEYEHUETO.

He ce npenopb4Ba NMpH KEHH, KOUTO NPABAT OIMUTH 12 3a0pEMEHEAT, 3aLL0TO €TOA0JIaK HHXHOHpa
MPOCTArTIAHAMHOBHA CHHTE3 M MOXKe la foBene Ao ofpaTUMo MOTHCKaHe Ha (PepTIUTHTETA.

HexenaHuTe TeKapCTBEHH peaklun Morar aa 6baT HaMaeHH, KaTo 3a KOHTPONIMpaHe Ha
CUMITTOMHUTE C€ YNoTpe6sARa Bb3MOXKHO Hal-HICKaTa e(eKTUBHA 4033 33 BE3IMOXXHO Hall-KpaThK CPOK
oT BpeMe {BIXKTE T.4.2 U 1T0-A0NY NOCOUEHUTE FACTPO-UHTECTHHANHU B CHPAEYHO-CBHAOBH PHCKOBE).

Crpae4HO-CBHIOBH H MO3BUHO-CHI0BU €QeKTH:
Heobxonumo € ga ce oCHrypu noaxoadino Had/moaCHHE 3a MAUUCHTH ¢ aHAMHE3a 32 XHIIEPTOHUSA
W/HIH JieKa 10 YMEpPeHa KOHIeCTHBHA ChpedHa HENOCTaThUHOCT, Thil KATO HMa ChOOIICHHMA 32 OTOLH

M 3aBpXKaHe Ha TEYHOCTH, CRbp3ann ¢ nevennero ¢ HCIIBC.

KOTHHWYHM MpOy4BaHUA H eNHASMAOIOTIMHE JAHHHU MMOKa3Bart, ue ynorpedata Ha Hakou HCIIBC
(ocoGeHOo BBB BHCOKH J03H H NTPU NMPOIBDKHTENHO NPWIOKEHHE) MOXke 1a Obe CBbP3aHa ¢ JIEKO
MOBHLIEH PHCK OT apTepHaNHy TPOMOOTHUHH CEONTHA (HanpUMep MHOKapaeH HHOAPKT UK HHCYAT).
Hsama 1ocTaThMHO JAHHH, 38 JA C€ H3KMOMH TAaKbB PUCK ITPH €TO0JAK.

[TanMeHTH ¢ HEKOHTPOJIHPaHa XUITEPTOHHA, KOHT€CTHBHA ChpPACYHA HEAOCTATLIHOCT, YCTAHOBEHA
HcxeMudHa 60IeCT Ha ChplueTe, 3a00N4BaHe Ha NEpUEPHATE apTSPHH K/ NIIM MOIBYHO-CBAOBA OoMnecT
TpsOBa J1a ce IEKYBAT C €TOA0JIaK caMO cJiel BHUMaTelHO oOMuciaHe. Takosa oOMucnaHe Tpabea aa
ce NMpaBH TIPEAH 3aN0YBaHE HA JHITOCPOYHO iEYeHHE Ha MALMEHTH C PHCKOBH (PaKTOPH 3a CBPAETHO-
CBHAOBH CHOHTHA (Hanp. XUNIEPTOHHUA, XHIIEPIHITHAEMHA, 3aXapeH auaber, TIOTIOHOMYEHe),

IlauneHTH ¢ peaKH HaCHEACTBEHH Npo0JIeMH Ha FAJIAKTO3HAa HEMOHOCHMMOCT, Lapp nakra3eH aepHuuT
WK ITIOK030-TaIaKTO3Ha ManabcopOuua He TpabBa Ja mpueMaT ToBa JIEKapcTRO.

4.5 B3aHmoaeACTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYrd ¢opMa HA B3aEMoAelicTRHE

Toil kaTo eTomonak ce CBBP3Ba B IoJiiMa CTCNCH € TUIRAMCHHATC IIPOTCHHHA, HeobXonMa ¢ KOPCKIINA
Ha NO3IHPOBKATa HAa OPYITHTC CbBMCCTHO ITPHIIOKCHH MCOAHKAMCHTH (HHTHKDE[YJIEHTH), KOHTO ChlIO

HMAT BHCOKA CTCIICH HAa CBBbP3BAHE C MNAIMCHHUTC ITPOTCHHA.

® EToaonax MOXe Ja NOTeHIUHpa edeKTHTE Ha IEPOPAIHATE QHTHKOATYJIaHTH U XENapHHa,
Npeau3BUKBARKH KbpPBEHE.

® ETononax Moxe Ja NpEeRU3BUKA 3aCUNBaHe HA XHMITOTTIHKEMHYHHUTE ¢EeKTH Ha Cynd




® Twit kaTo eTonONAK MOXE Ja HHAYLMpPA MOBUIIABAHE HA KOHUEHTpalLWATA Ha IMTHHA B IU1a3Mara,
[10 BpEME Ha ChBMECTHO MIPUIIOKEHHE Ha TE3H JIBA MEIMKAMEHTA [UIa3MEHOTO HUBO Ha JIMTHH
TpadBa 13 ¢& MOHMTOpPHpA.

® Etomonak MOXe /1a yBEJIMUH XeMATONOTMYHATA TOKCHYHOCT HA METOTPEKCaT.,

® Erononak Aa Hamand epeKTHBHOCTTA Ha AHYPETHLIMTE.

Eroaonak npeaM3BHKBa afuTHREH edeKT, KOoraTo ce npuiara ChBMECTHO ChC CIEIHHNTE

MEIHKAMEHTH:

- YBennvaBa aHTHAIperaHTHOTO JAelCTBHE Ha THKIIONHAMH BBpPXY TpoMOouuTHTe. [Ipn
ChBMECTHO NpHIOKeHHE TPpAOBaA /1a ce MpOCNeaaBa BpeMeTo Ha KbpBEHe.

- Koraro ce npunara CbBMECTHO € APYI'H HECTEPOMIHH NMPOTHBORBLANAIUTE/IHN CPEICTBA, PUCKBT
OT A3Ba H XEMOparui ce YBeJIHYAaBa.

- Eroponax moTeHuMpa JSHCTBHETO HA (PEHHTOHH.

- Jlpu onpenenaxe konudecTBoTO Ha OMHpYOUA ¢ peaxtHpa Ha Erlich Morar aa ce nomyvar
¢ammMBO NONOXATE/THH PE3YIITATH (HaM4YHE HAa QEHOMHN MeTaboIATH Ha eTo0IaK B
YpPHHATa).

4.6 @DepTRARTET, OPEMERROCT H KbpMeHe

IIpoyuBaHusa ¢ OpeMEHHH JKUBOTHH NMOKA3BAT, & MEAUKAMEHTH, KOUTO NNOATHCKAT
MpOCTArNIAHAHHOBATA OHOCHHTE3a MOTaT Aa NPEeAH3BUKAT AHCTOLHA (3aTPYAHEHO paXXaaHe) HITH
3a0aBCHO paxIaHe.

JoKka3aHO e, 4e HAKOU HHXHOHUTOPH Ha NpocTariaHIMHOBaTa OMOCHHTE3a C€ HAMECBAT B 3aTBAPAHETO
Ha ductus arteriosus (botanosus npoTox).

HaMa ganHM OTHOCHO O€30MacHOCTTa Ha eTOA0NAK NpH OpeMEeHHOCT IPH XOpa.
Etonur @opr He Tpadea Aa ce mpwiara no ppeMe Ha 6peMeHHOCT.

besonacHoCTTa Ha €TOOOMAK MO BpEME Ha KBpPMEHE He € TPOYHYEHa M HETOBOTO NMPUIOKEHHE NPH
KbPMELIH MAHKHK TPsAOBa fa ce u3barsa,

4.7 EdexTn BBPXY cnocobnocTTa 32 modupane n pabora ¢ MAMHAHE

He ca npoBexiany NMpoOy4YBaHUA 3a €PEKTHTE HAa ETOA0NAK BBPXY CMOCOOHOCTTA 3a 1odHpaHe U
pabora ¢ MAIIMHM.

4.8 HexelanH JeKapcTBEHH pPeaKIHE

CmomMawino — 4peari HapYIeHUA:
Moxe ma ce HaOmoaaBat rageHe, 6oNka B eNMUracTpuyMa, AnapHs, NoAyBRaHe Ha KopeMa i 3anek. Te3n

edexTH 0OMKHOBEHO Ca JIEKH U NpeXofHu. Moxe na ce HabmogaBa pa3BUTHE Ha A3Ba H/IWIH
racTPOHHTECTHHANHO KbpBEHE.

Peaxyuu na cepexuysecmgumennocm.
Hapywenus na xoocama u nodkoxcuama mexar (KoxHy obpuBH, chpOex, ypTHKApHS)

Pecnupamopnu, 2pe0nu ¥ Meouacmunaniu Hapyuienus (aCTMaTHMHH OPHCTBITH TIPH
NaLHeHTH ¢ aCTMa; AIEPruYeH PHHAT)

® [lauueHTH, pa3BWIH aNeprudHu peakuyy kpM acnupud Wi apyra HCIIBC

Xenamo-bunuapru HapyweHus.
Moxe ga ce MOABAT NEKH U NPEXOJIHH MOKaYBaHUA HA CEPYMHMTE TPAHCAMHMHA3H,

Hecwxuunu napyuwienus:
Moxe na ce HabmonaBsa rnaBodoTHE, 3aMaAHOCT H JIECHA YMOPAEMOCT.

Cvpoeunu u cv008U HAPYVIIEHUA.




KNuHIMHA NpOYYBaHKA U €NMMAEMHONOrHYHH AaHHH NOKA3BaT, e ynorpedbata Ha HaKon HCITIBC
(ocobeno BBB BHCOKH A03H H NPH NPOAB/DKHTENHO NPHIOKECHHE) MOXE f1a ¢€ CBBPXKE € JICKO
NOBHILEH PHCK OT ApTEPHATHH TPOMOOTHYHH ChOMTHA (HanpUMep MROKApACH HRPAPKT HWIH HHCYNT)
(erxre 1.4.4).

Mma cproblneHus 3a OTOLHM, XUIIEPTOHRHA H ChpACYHa HEIOCTATEHYHOCT, CBBP3aHH € ynoTpedaTa Ha
HCIIBC.

Crofmanane Ha HeXKESIAHE PEAKIHE

AKO TOJIYMHTEe HAKAKBH HEXENaHH PeakliH, yseaoMeTe Bamms nexap wim gapmauest. Toba
BK/IIOYBA BCHYKH BRhIMOXKHH, HEOIIMCAHN B Ta3H JIMCTOBKA HEXENaHM peakiud. MoxeTe ChIUO Aa
cHOOIMTE HeXeJIaHH peakliMe AUPEKTHO Ha MambiHuTenHa areHima no nexapcrsata (MAJ):

BBJITAPHUA, Codnusa 1303, yn. Jamaun I'pyes 8
Ten. +359 2 8903555

en. nowa: bda@bda.bg

yebGcaliT: www.bda.bg

Karo crofimapare HeXeNaHy peakuiH, MOXeTe 1a laJieTe CBOA MPHHOC 33 NOJYy4YaBaHe Ha NoBeye
HH(popMaLIA OTHOCHO $€30NnacHOCTTAa Ha TOBA JIEKAPCTBO.

49 Ilpenonpane

[pu ycraHOBeHO NMPENO3NpaHe HAa ETOXONAK C& MPEIH3IBHKBA NOBPBINAHE H/HIH Ce NPaBH CTOMalIHa
npomubka. Ilpunara ce axTuBeH periieH. Crassar ce NPHHUMNHTE Ha o0IiaTa NoJUThpaKalila Teparms.

5. ®APMAKOJOI'HUHH CBOUCTBA
5.1 OapmakoIRHAMHYHENA CBOHCTERA

‘DE]JMHKHTCP&HEBTH‘IHE rpyna: HECTCpPpOHICH MIPOTHBOBB3INAIHTCIICH MPOXVKT OT I'pyniata Ha
[MPpOH3BOIAHH Ha OLCTHaTa KHCCIIHHA.

ATC xon: MO1ABOS8
ETofonax npHTe)XaBa NPOTHBOBB3IMAAHTENHO, AHANINCTHIHO H aHTUNTHPETHYHO NeHCTRHE.

ETononax mMoATHCKa CHHTE3aTa Ha MpOCTArlIAHAKHUTC BhE BHINAJICHHATC ThKaHH. [To To31 HauuH

HaMamaBa H NpCAOTBpaTaABa Y¥YBCTBHTCIIHOCTTZ HA bonkoBHTE pPE€LENTOPH KbM MEAHATOPHUTEC HA
BB3NANICHHETO, KATO XHCTAMHH, CCPOTOHHH H I'YHHHH.

EToponax noaTHCKA eH3MMa LIMKITOOKCUreHa3a (IpocTarjaHiiH CUHTeTa3a) M peOTBPATABA

CHHTEC3aTa Ha NPOCTAINIAHAHHH OT apaxHaoOHOBaATa KUCCIIMHA.
Kato nonsaneHne, eTroaonax NMPHTCAKABA YPHKOIYPHYHA aKTHBHOCT.

52 @apMakoKHHETHYHH cBolicTBa

IIpn nepopanuo NPAROXKEHHE eToAoNaK ce abcopbupa nobpe ¥ T0CTHra BRPXOBA NNa3MeHa
KOHLIEHTpalua 3a 0koJio 1 yac.

Heropara BspxoBa I1a3MeHa KOHLIEHTpalma € 18 pg/ml.

ETomonak ce cBBbp3Ba 3HAYUTEIIHO ¢ IUTA3MEHHTE OETBIIM, KaTO CBOOOAHATA (PpaKkung BapHpPa MEXIY
1,2% u 4,7%. BuoHanHdnocTTa MY € 68 ig/ml/hr; cpeanoTO BpeMe Ha NMOMY)KHBOT € 7 yaca; obeMbT
Ha pasnpenenerue e 0,4 kg 1 nnasmeruaT KiHpeHC ¢ 41 ml/kg/hr.

BHOHAN{HMHOCTTA Ha €TOLONAK He Ce BJIHA€ OT XpaHa H AaHTHAUMAHH MCAUKAMEHTH.
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5.3 Ilpeaknuudtind JaAHA 33 bezonacHocT

HexMHUYHKTE JaHHHM HE II0Ka3BaT 0COOEH PHCK 3a Xopa Ha 06a3aTa Ha KOHBEHIHOHANHHATE
¢bapMaKoNIOrdYHH NMpoyYBaHHA 3a 6€30MacHOCT, TOKCHYHOCT NIPH MHOIOKPaTHO NpHiarane,
NeHOTOKCHYHOCT, KAPLMHOIeHEH MOTEHLHAN, PEMPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a
pPa3zBUTHETO.

6. GOAPMAHEBTHYHH JAHHH

6.1 Cunuchbk HA DOMONIHATE BEIMECTBA

O Ha Tabnerkara

JakTo3a, 6e3BOIHA

MHKpOKpHCTANTHA LIeTY103a
Kpockapamenosa HATpUH

Kononpgen 6e3BpoieH CHITHLMEB OAHOKCH]L
IToBUaOH

Marse3neB creapar

OWIMOBO NMOKPHTUE
Ionu (BMHWIOB) aJIKOXON

TuTaHOB IHOKCHA

X eneszcH OKCHI E€pBEH
Makporon

Tank

6.2 HecnLeMecTHMOCTH
Henpunoxumo.

6.3 Cpok Ha roanocr
4 roauuu

6.4 CnenmanAn YCIOBHS BRA CLXPAHCHHE

Jla ce ChxXpaHaBa Ha MACTO, HEAOCTBITHO 32 Jcla.
Ha ce ceXpaHapa B OPMIHHAJIHATA ONAKOBKA.
Ha ce cexpanara noxn 25° C.

6.5 BuaH CHLALPKAHHE HA ONAKOBKATA

PVC/anyMuHuer OmucTep.

Bunope ONakoBKH:

2 bunmupany Tabnerku / 1 6nucrep

14 ¢punmupanu tabnerxu / | 6nucrepa (14 punmupanu rabnaerku / dnucrep)
28 ¢punmupanu Tabnerku / 2 6nucrepa (14 punmupanu Tabnerku / Gnucrep)

6.6 CnensalnH NpeANa3HH MEPKH NPH H3XBLPIAHE

HensnosmsBaHuaT JICKAPCTBCH NMPOXYKT HNH OTMAABYHHTE MaTECPHAIIH OT HET'O Tpﬂﬁﬂa a C€ HIXBBPIAT
B CbOTBECTCTBHEC C MECTHHTC H3IHCKBAHHA.




7. IIPHTEXATEJI HA PASPELLIEHHETO 3A YIIOTPEBA
HOBEJI @APMA EOO[

6yax. ,,brarapusa” Nel09

Codua 1404, benrapna

8. HOMEP HA PASPEUIEHHUETO 3A YTIIOTPEBA

Perucrpaunones Ne 20070004

9. JATA HA IIBPBO PASPEILABAHE/TIOAHOBABAHE HA PAZPEUIEHHUETO 3A
YIIOTPEBA

JaTa Ha mepBo pazpeinaBane: 22.02.2007
IaTa Ha noaHOBABaHe Ha paspelleHHeTo 3a ynotpedba: 19.09.2012

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

01/2025 1.




