KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

Eropenamar darexkou 100 m g g ren
mate Phagecon 100 mg/g gel

Lo

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

N3TTHNHNATENNA ATEHUMA NO NEKAPCTBATA
KD&ITIKE XApSNMEOUCIIUKE Ha NDOGYXITE -
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Bceeku rpam Etodenamar ®arexon 100 mg/g ren cbabpxka 100 mg eropenamar (etofenamate) kato

AKTHBHO BELICCTBO.

3a MbJHUA CIHCBLK HA MOMOUIHHTE BELLEeCTBa BHXKTE TOouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

['en
XOMOreHeH, 10/1ynpo3pavcH, 051 10 noOUTH 05 rell.

4. KIJAHUYHHN JAHHH

4.1 TepaneBrHuHN NOKAZAHNS

Eroderamar darekoH e Noka3aH npH Bb3pacTHH 3a JIOKATHO JIEYeHHE Ha:

e JIEKH /10 yMepeHn O0JIKM B MYCKYJINATE,
¢  HATLPTBAHUA:

e mocTIpaBMaTHuHa DOsIKA:

&

JleKa /10 ymepeHa pesmarnina 6osika (0cTeoapTpo3a/ocTe0apTpuT);

NeKa 10 YMepeHa crasHa 00J1Ka:

MOKATHO NCUCHHE H CHHOBUT, (HEMH(EKLIMO3EH) apTPUT, OY PCUT, TEHACHHMT;

® YMEpeHO Bb3NajieHie 0T MyCKY/IHO-CKEIETEH MPOU3XOA, MO-CNeLrHalIHO OT NOCTTpaBMaTHYCH

WA PEBMATHUEH NPOH3XO/L.
4.2 Jlo3upoBKa H HAYHH HA NPWI0KEHHE

[o3upoBKa

Etodedamar darekon Tpsdsa 1a ce npuiara TpH A0 YETHPH MbTH AHEBHO, B POAB/KEHUE Ha 14 1HH,
KATO /103aTa. KOATO TPAOBA 14 Ce MPHUI0/KH, CbOTBETCTBA Ha 2,5 10 5 ¢m red.

B cayuail Ha pesMaTiyuii Hapy LWeHs:, Py No-AbJrM NEpUOAK Ha JieueHHe, OpOAT Ha MPHIOKEHHATA

TpAOBa Ja C¢ HaMaIn 10 B¢ WKW TPH NPUI0KEHHUS THEBHO.

ErodeHamar (ParekoH He 1psidBa j1a ce npunara nopeye ot 14 AHU npH yBpexKAaHUA HA MEKHTE
ThKAHU W/HJI1 PEBMATU3LM, WK 10Beve oT 21 AHKM Npu apTPUTHH OOJIKH, OCBEH aKo HE €

npenopbyaHo OT JICKAp.

[Mpu ynorpeda Oe3 JieKapeKo pearnncaiie nauueHTsT TpsibBa [a MOTHPCH JieKapcka MoMoLL, aKo CJIEA
7 AHKW HE Ce Uy BCTBA N0-100pe WM ChbCTOSHUETO MY C€ BJIOLLH.

ErodenaMar ParekoH Bbpxy KOKaATA.




Vnorpebara na Erodenamar ParekoH npu nauMeHTu ¢ 6s0pevHa uim yepHoapoOHa HEA0CTATbYHOCT
TpsOBa Aa Ce MpouCiie/ABa BHIMATETHO MOPALK Bb3MOKHOCTTA 33 KOKHA abcopOuMst Ha aKTHBHOTO
BELLIECTBO eTo(eHamar.

[Teouampuyiia nonyaais
Vnorpebara Ha Etodenamar darekon He ce npenopbyisa npH aeua, ThH KaTO HAMaA CrieLHaJIHH
Nnpoy4BaHHUA.

HauuH Ha npi1okeHne

To3u JIeKapC 1 BeH MPOAYKT ¢ PEAHA3HAYCH 3a NpUlaraHe BbpXy Koxara C JIGKH MacaxHH ABIKCHUA
3a no-100pa adbcopOums B 3acerHarara o01acT.

4.3 [IporusBonoxkasaHus
ErodeHamar darekoH e 1poTHBONOKA3AH NPH CIEAHUTE CUTYALMH:
e  CBPB\UYBCTBHTENHOCT KbM €TO(EHAMAT WIH KbM HAKOE OT NOMOLUHHTE BELLCCTBA, H30pOEHH
B TOUKa 0.1
e eK3eMal03HH NOBLPXHOCTH. OTBOPEHHU paHH, 00J1acTH € A3BH HJIH C HApaHsABAHHA.
4.4 Cheunaj Hu npeaynpeiIeHHs U Npeana3Hi MepKH NpH ynorpeda

Erodenamar darexoH He TpsAOBa 1a ce npujara BbpXy JHIaBULMTE HIH B OYHTE.

CBPbXUYBCTBHTEIHOCT [OPAAH PUCKA OT KPBCTOCAHA PEaKLKs ¢ ApYTH NPOTHBOBBL3NATHTCIHH
CpeAcTBa.

Puck oT KoH TakTHa (pOTOAICpris, Taka de Tpadpa aa ce n30srea u3naraHe Ha CbHLE Ha MACTOTO Ha
npunoxkenue Ha Etodenamar ParekoH.

Thil KATO € Bb3MO¥HA KOKHA abcopOuMs HA aKTHBHOTO BELLIECTBO Ha Etothernamar Parekor
eToeHaMar. He MOJKe 1a Ce U3KIK0UN Bb3HHKBAHETO HA CHCTCMHH edekT. PUCKBT OT Bb3HUKBAHE HA
TakuBa epeKTi 3aBUCH OCBEH OT ApYruTe (PaKTOPH M OT EKCMOHUPaHaTa MOBbPXHOCT, MPHAMKEHOTO

KOJIMYECTBO i BPEMETO Ha eKkcnosuums. [lopaan Tasu npuyinHa Tpsi6Ba 1a ce BHUMaBa 0COOEHO MHOIO

pY MPUIKECHHETO NPH MaunenT ¢ ObOpeuHa WK yepHoApoOHa HEOCTATbYHOCT.

Be30onacHochi Hda HeCnmepotoHume npomuco6s3naIumenHu cpeocmea no omHouleHue Ha
Bb3HUKBAHEN U U KOWIHU PCARIUU. (CepHO3HHU KOXKHH pE€aKUHH, HAKOH OT KOUTO JICTAJTHH,
BKJIIOUMTENHO ¢KCOJIHATHBEH JIepMaTHT, CHAHAPOM Ha Stevens-Johnson ¥ TOKCHMYHa enuacpMaiHa
HEKPOJIM3a Ce CboOLLaBaT PsAKo BbB BPb3Ka C ynoTpedara Ha HCIIBC (Bx. Touka 4.8). [lauueHTure
W3rUIeskna €a W3/107KeHH Ha Hall-BUCOK PUCK OT Te3H PEakLMK Ha paHeH eTarl Mo BpeMe Ha JICHEHHETO,
KaTO HACTBIBAHETO HA peakunsTa ce HadaK0AaBa B MOBEYETO CllyHan B pAMKHMTE Ha MMbPBHUA MECCLL OT
neuenuneto. Erodenamar darekon tpadsa 1a 6bae CrpsH NpH MbpBa MosBa Ha NMPU3HALK HA KOKCEH
06pu6. MUraBIYHK A€3HI WKW APYTH 1POABH HA CBPBbXYYBCTBHTCIHOCT.

4.5 B3ammoaeiicTBHe ¢ APYIH JeKapcTBEHH NPOAYKTH H APYrH pOpMH HA B3aHMoOJeHCTBHE

Ynorpebara ra Erodenamar darekoH 3aeaHO ¢ EHOKCanapuH MOXKE a 3aCHIIH XeMoparu4Hus eQekxT.
[pu ynotpeha ¢ XHAPOXIOPTHAZHIL MOKE 1a HAMATH AHY PETHHHOTO My NEeNCTBUE H
AHTUXUMEPTCH3MBHATA MY €(PHKACHOCT.

[Mpu enHoBpemeHHa yrnoTpeba ¢ AMTHI MOKE 1a MOBULLH HeroBaTa TOKCUYHOCT.

[py HOBPCMEHHO PUIOAKEHHE ¢ TPHAMTEPEH MOXKE [1a HaMaJlW HErosara e)MKacHOCT M J1a
Mpean3BUKa HEPPOTOKCHUHOCT.

- JluypeTuii. HHXHOUTOPH HA AHTHOTEH3MH-KOHBEPTHpALLKA CH3UM (ACE-uHXxuOHTOp
anrnotensun |l antaronnctu (AllA): HecrepouIHUTE NPOTHBOBB3NAIMTENHN CPEACT
2




MO’KE 1a HaM a1 T ¢(PeKTHBHOCTTA HA MY PETHLUM U APYTY aHTUXHIEPTCH3UBHU JIEKapCTBa. [Ipn HAKOM
MaLMeHTH ¢ napyuieHa 6uopeyna GpyHkuus (Hanp. AeXuaApaTUpaHy MauveHTH UK MalueHTH B
cTapuecka BL3pacT ¢ HapyiieHa Obopeuna (pyHKLKs) eIHOBPEMEHHOTO MPHJIOKEHHE Ha ACE-
uHxuouTopy nin ATIHA 1 HHxuOUTOPH HA UMKIOOKCHreHasaTa MOXKe Aa A0BEIC 10 Nporpecus Ha
BIIOLLIABAHETO HA OBLOpetHATa (DY HKLLA, BKIOUMTENHO Bb3MOXKHA 0CTpa ObOpeUHa HEAOCTaTBYHOCT,
KOATO OOMKHOBEHO ¢ oOpaTiva. Bb3HMKBAHETO HA T€3H B3aUMOACHCTBHA TpsAOBa 1a ce uMa NnpeaBua
NpH NALMEHT i, Mpuaarat eroderHamar, 0coOeHO BbPXY roieMu 00s1aCTH OT KOXKara M 3a
MPOABLIKHUTE 1HU Neproar, B komOuHauus ¢ ACE-MHXHOUTOPH HITH AllA. CnenoBareHoO Ta3u
nekapcTBeHa komOuHaumns TpsOBa aa ce rnpujiara BHUMATenHo, 0co0eHO NnpH NMaUMeHTH B CTapyecKa
Bb3pacT. [laienTure TpAadsa 1a ObaaT 100pe XMapaTHpaHH 1 Tps0OBa 1a ce aHa/Iu3upa
HEOOXOAMMOCTTA OT npoc/ieassaHe Ha ObOpeuHaTa GyHKUM Clie 3an04BaHETO HA ChMBTCTBALIATA
Tepanus U NepHoaniHoO C1e/1 TOBa.

4.6 @epruanrter, OpeMEHHOCT H H KbPMeHe
bpemeHHOCT

HsiMa aocTatbuHi AaHHK 01 ynorpedarta Ha eTodeHamar npy OpeMeHHH JKEHH.
ErodeHamar darekoH He ce rpenopbsa 3a ynorpeda no BpeMe Ha OpeMEHHOCT.

KbpmeHe

: L W i

Erodenamar darekoH Moske j1a ce npuiara fnpy KbpPMeLILH XeHH, TbH KaTO Mpoy1BaHUATa NPU XOpa
HEe M0Ka3BaT CKCKPECLiMs HA cTO(eHamar B Kbpmara.

Qepruaurer

[TpoyuBaHHUsTa NPH KHBOTHH C JTOKAIHO NPUIIOKEHNE HA eroeHaMaT He NoKa3BaT (PETOTOKCHUHOCT
MW TepaToreHeH noreHunat. Hama nidopmauns OTHOCHO MOTEHUHATIHH HEXKC/1aHH e(eKTH BbPXY
dbeprunureTa (BK. Touka 5.3). [TOTCHUHATHUAT PUCK MPH XOpa HE € U3BCCTCH.

4.7 Edexkin Bbpxy cnocodHocTTa 32 wodHpaHe n paboTa ¢ MAUIHHHA

He ca npoBekaaHin NpoyuBaHmns 3a eekTa Bbpxy crnocoOHocTTa 3a wodupaHe U padboTa ¢ MaLIKWHH.
Bce nak, nopaau (pakTa, 4e TOBA € HECTEPOUAHO NPOTHBOBB3NAIUTEIHO CPEACTBO 3a NpHJIaraHe
)eHamar MarekoH na nosiyse Bb3MOXHOCTTA 32

wodupane 1 padora ¢ MALLNHH,
4.8 Hexeann jJekapciBeHH peakunu

HesxenaHuTe peakiin ¢a JaAeHH 10o-10y, H30DPOEHH M0 CUCTEMO-OpraHeH Kilac u HeCToTa.
KaTteropuure 1o vectora ca AeuHupaHy KaTo:

Muoro yvectii (= 1 10)

Yectu (= 1/100 a0 < 1/10)

Heuectu (= 1/1 000 go < 1/100)

Peaku (= 1/10 000 10 < 171 000)

Muoro peakii (<= 1/10.000)

C HeW3BeCTHA YecToTa (OT HAAUYHITE 1aHHH HE MOXe Aa Obje HanpaBeHa OLEeHKa)

B pamMKHTE Ha BCsKA TPy (1d N0 4eCTOTa HeXKEJTAHUTE PEaKLMH ca MpeACTaBeHH B HU3XO0AALL pex Mo
OTHOLLIEHHE Ha TAXHATA CCPHO3HOCT.

Hﬂpyll_IEHHS Ha KOoKaTta u NOJAKOKHATA ThKAH!

Yeeru (= 1/100 10 < 1/10)
- Tlpypuryc

- Epurem

- JlokanHo npasHeHe
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Peaxu (= 1/10 000 a0 < 1/1 000)
- KoHTakTeH aepmarnt
- Anepruuch aepmaruT
- (DoTOoYyBCTBHTENEH AepPMATHT

Mmuoro peakxn (< 1/10,000)

- Yprukapis

- By/I03HHM peakiinit, BRJIKOUATEHO CHHAPOM Ha Stevens-Johnson
- ToKCHYH enuaepmMaiHa HEKPOJIK3a

Cpo0i@aBaHe Ha 110103UpaHit HeKeIaHn peakunm

CboGLI@ABAHCTO HA 110103HPAHN HEKENAHW peakLdK Clejl pa3peluaBaHe 3a ynorpeda Ha JIeKapCTBeHHUs
MPOAYKT € BikHO. 1 0Ba Nn03B0/14ABa Aa NPOABIKH HabJ1I0IEHUETO HA ChOTHOLLIEHNETO MOoJI3a/pUCK 32
nekapcTBeHHs NpoayKT. OT MEAMUHHCKUTE CICLHATHCTH Ce U3MCKBA a cboOlaBaT BCAKa
Mofo3MpaHa Heskelana peakuns upes M3nbiHuTesHaTa areHuus no nekapersara, yii. ,,JJamaH ['pyes™
Ne 8, 1303 Codusi. ten.: +339 2 8903417, yebeaiit: www.bda.bg..

4.9 [Ilpeaosupane

Hsama cpoOuicHm caydan Ha npeao3npaHe.

5. ®APMAKOJIOI'MYHU CBOUCTBA
5.1 ®apmMakoJIHHAMHYHH CBOHCTBA

dapmakoTepanesTHiHa rpyna: [1poTHBOBBL3NAIMTENHH NpenapaTru, HECTCPOHIHH 3a JIOKAJTHO
npunoxkenne. ATC koa: MO2ZAAQG.

[ConemusaT o1t OT ynorpedara Ha eTogeHamar 3a npuiaraHe BT:PX KOXaTa, KaKTO W HarpaBeHHUTE
pasjiMiHUA NPOYYBaAHUA NOKA3BAT euKacHOCTTA HA E'l:ﬁﬁléh T DareKoH rnpu JICHEHUWETO Ha

PEBMATHYHM HApPYLIEHHA, KAKTO W MPH 3aTBOPEHH U MyCKYJIHH TPaBMH. HanpaBeHnute npoy4BaHHs
Moka3paT 10,100peHe B OlCHABAHUTE NoKa3aTesy 3a eukacHoCT (00nekyaBaHe Ha bonkara,
MOABHUKHOCT M HAMAIABAHC HA OTOKA).

Erodenamar darekoH nva MexaHn3Ma Ha AefCTBUE Ha HECTEPOHAHNTE MPOTHBOBBINATHTETHH
cpe/cTBa Ypes MHXHMOMPaHe Ha LIMKI00OKCHIeHa3aTa ¢ Mmoc/ieBallo HaMailiBaHe Ha
npocTarJaHlitHNTE H HHXHOHPAHEe Ha JTUITOKCUIeHasaTa. [To To3u HaYMH TOH UHXMOHpA
OCBOOOM AABAHETO HA XHUCTAMHUH OT MAaCTHUTE KJIETKH.

5.2 @®apMakOKHHETHYHH CBOHCTBA

[Tpu HanmpaBcHUTE MPOYUBAHHS MPHU XOpa ce N0Ka3Bsa, 1e erodeHaMar e JiekapcTBEH MPOLYKT, KOHTO
ce abGcopOupa 100pe KaKTo MpH NepopasHo MNPUI0KEHHE, TaKa W NpH NpUJIaraie BbpXy KOXarTa, C
rojasiMa TEHACHUMA 3a crnetn@riuHo KymyaupaHe BbB Bb3NaJi€HaTa ThbKaH. Cnen npui0XXeHHUE BbPXY
KOXKaTa U nopain ¢/iabust MeTado/1M3bM ThKaHHHTE KOHUCHTPALUNH Ha etoeHamar, akTHBHOTO
gelecTBo B Frodenamar ParekoH. CbOTBETCTBAT [NTABHO HA HHTAKTHATa MOJICKYIa.

Abcopoyua: Cliel NPHUIOKEHHCTO Ha CTO(EeHamaT noa dopmaTa Ha res BbpXy Koxara Ha rbpba npu
X0pa B KOJMM'CCTBO 6 rpama (CKBHBAWICHTHH HA MPUI0KEHUETO Ha 300 mg erodeHaMaT) MaKCUMAJIHHA
miasMeHu KoHueHTpaunu 150 ug/l ce ycraHoBsiBaT Clieq Ba 4aca, KOETO CbOTBETCTBA HA oCTaTb4Ha
KOycHa abcopOLLMs. B CpaBHEHHUE C MAKCUMATTHUTE NJ1a3MEHY KOHLCHTpallHH 10 mg/l cnen nepopanHo
MPHUJIOKEHHC HA ChlarTa 103a.

Pasnpedenenue: Chea KoAnara adcopOums eropeHamar nokassa siBHa TEHACHLMA 33
KYMYJIHPAHE BLE Bb3lajeHata ThbKaH B HEMPOMEHEH BUA, KaTO Oens3aH eToeHamar
CUHOBHAJIHATA TCHHOCT.
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211 IEPOPATHO NPHIIOKEHHE e okoulo 1,6 4aca, a ciel MpUIoKEHHE BbPXY KOXKaTa

[TonyKUBOTLT MY C.
3.3 vaca.

)
- IPUOIM3HUTE IHO 3.3

MematGonuszv v Etodenamar ce metabosn3upa B yepHus Apob 10 ¢y peHaMHHOBA KUCETHHA, KOATO
ChLLO UMA NPOTHBOBL3MNAIHTC/THO ,-.IEIT:[C'I'HI‘.I'C.

Enumunupance. EAMMHHNPAHETO HA eTO(eHaMaT ce OChLIECTBABA IV1aBHO Ype3 OBOpeuuTe oLle npe3
MbPBHs AEH Clle/d NPUIoKEeHNETO. B paMKuTe Ha NBYAHEBEH NEPHOA ENHMHUHHPAHETO Hamanssa 10-
kpaTHo. Cymara Ha BCHUKN MeTabo/uTH B ypuHara, ciell NEpHOA OT TPU HH, C/IE/l NEPOPaTHO
npuaoKeHHe Ha etoderamar ¢ 335 % = 4.2 %.

5.3 [lpear.inHUYHH AaHHHK 32 0€30NAaCHOCT

Hek/1HHUYHIL ¢ 1aHHH OTHOCHO JOKATHOTO MPUIOKEHHE Ha eTodeHamMaT He MoKa3BaT 0COOEH PHCK 3a
xopa Ha 6a3a1u Ha KOHBCHLMOHATHHUTE POYUYBaHHs 32 TOKCHYHOCT NPH MHOTOKpPaTHO MpHJlaraHe,
FeHOTOKCUYHOCT, KAHUEPOreHeH NoTeHunan, GeTOTOKCHYHOCT U TEPAaTOreHHOCT.

[TpoyuBaHUs TA 3a JOKAIHA NOHOCHMOCT MPH 3aiLl1 NMOKa3BaT oOpaTUMH HeXXelnaHU ePeKTH Ha
MSICTOTO Ha [1PHA0KEHNE, YHATO TEKECT Ce yBenvaBa MpH NpUI0KEHHE BbPXY YBPEACHA KOXa.

6. GOAPMAULEBTHYHHU JAHHH

6.1. Cnucui HA NOMOLLHHTE BelLeCTBA

M3onponuiaos ajkoxo!

[‘nuuepon

Tponamuu

Kapbomepwu

[Tpeuncrena soaa

6.2 HecbnMecTumMocTH

Henpuioxunmo

6.3 Cpok Ha roanocI

,,

3 rOAWHH

Cren nmbpBOHAUAAHO OTBAPsiHE M3M10/3BaliTe IEKApCTBEHNA MPOAYKT 33 MEPHO OT MAKCUMYM

6 meceua.

6.4 Cnew oM YCJA0BHH HA CbXPAHEHHE

To3m AeKapc 1 BeH NPoAY KT HEe M3MCKBa ClEUHAIHN TeMNepaTy pHH yCa0BHA Ha CbXPaHCHHE.
Jla ce cbXpaiisBa B OPUIHHAIHATA ONAKOBKA, 3a Aa Ce npeanast oT CBETJIHHA.

6.5 BHA W CbAbLPKAHNE HA ONAKOBKATA

AnymuHuesit 1y0oun 50 g nan 100 g ¢ BbTPELIHO ernoKcH-QeHOIHO 3/1aTUCTO JIAKOBO MOKPHUTHE M Osina
Kanauka Ha CHHT OT MOJHETIICH ¢ BUCOKA MITbTHOCT, CHabieHa C OCThP BPbX 3a MpoOHBaHE Ha
anyMUHHEBa a MeMOpaHa BLPXY I'bp0TO Ha TyOara.

He BCHUKM BI1I0BE ONAKOBKH MOrar Aa ObAaT MyCHATH Ha nasapa.

6.6 Creunajann npeanasHi MEPKH NPH H3XBbPJsiHe H padoTa

Hsima crneum: i U3MCKBaHMs,




y MPUTEIATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

US Pharmacia Sp. z 0.0.
ul. Ziebicka 40. 50-507 Wroclaw. Tlo:ua

8. HOMEP(A) HA PASPEIUEHHUETO 3A YINOTPEBA

Per. Ne 20230094

9, JTATA HA I1BPBO PA3PEILIABAHE/MMOAHOBSBAHE HA PAZPEILIEHHUETO 3A
YINIOITPEDBA

Jlata Ha mbpso paszpewasane: 11.05.2023

10. JATA HA AKTY AJIMU3BUPAHE HA TEKCTA




