JIncroBka: nndopManus 3a naﬂfleHTﬂ /Jaz J O /6}

Eaomen 10 mg/ml + 3 mg/ml nudy3nonen pasrsop
napauneramMoJ/ubynpoden -6 2y/’ 07 -0Z- 2025
Elomen 10 mg/ml + 3 mg/ml solution for infusion
paracetamol/ibuprofen

IIpoueTeTe BHHMATE/IHO HSAJIATA JHCTOBKA, IPe/IH Aa 3aNI0YHETe a IPpHeMAaTe TOBA JIEKAPCTBO,

ThbH KaTO T4 ChABbPKA BakHa 3a Bac undopmanus.

- 3anasere Ta3u JIMCTOBKA. MoOXe /1a ce HaJIOXKHM /1a A MpoyYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOITbJIHUTEIHH BbNPOCH, NnonuTaiTe Bawus nekap uiau gapmauesr.

- Tosa nekapcTBo € npeanucaHo JiIM4HO Ha Bac. He ro npeorcrenaiite Ha apyru xopa. To Moxe
J1a UM HaBpeaM, HE3aBUCUMO Y€ MPU3HALIMTE Ha TAXHOTO 3a00/sBaHe ca cbhluuTe KaTo Baluure.

- AKO MOJyYUTE HAKAKBH HEXKEJIaHH JIEKAPCTBEHHU peakuuu, yBeaomere Bamusa nekap uim
¢apmaueBT. ToBa BKJIHOYBA U BCHYKH Bb3MOXKHH HEXKEJIaHW peaKlLIMK, HEOMTUCAHH B Ta3H
nUCTOBKa. BrkTe TOUKA 4.

- He TpsabBa na npuemare ToBa J1€KapCTBO NMoBeYe OT 2 JIHM.

KakBo ¢bAbpKa Ta3H JIHCTOBKA!

KakBo npeacranssa EnoMeH W 3a KakBO ce H3M0J13Ba
KakBo Tpsa0Ba na 3Haere, npeau aa npuemere EnomeH

Kak na npuemare Enomen

Bb3MOXHH HEXEJITaHU peaKLuU

Kak na cvxpanssare EnomeH

CbabpkaHHe Ha OMAaKOBKaTa U JIONMbJIHUTENIHA HHpOpMaLus

SRS e L) B9 (e

1. Kakso npeacrasisiBa EjloMen H 3a KaKBO ce H310/13Ba

EnoMeH chbabpika akTUBHMTE BellecTBa napaueramos U uoynpoden. MOynpoden npuHapienu KoM
rpyna JieKkapcTsa, HapeueHH HeCTEPOHAHHU NMpoTHBOBB3NanuTelHH cpeactsa (HCIIBC). [Tapaueramon
AeHcTBa 110 pa3/IHyeH Ha4YuH OT HOyrnpodeH, HO U IBETE JIeKapcTBa 3aeAHO HamansaBat OoJikaTa.

EnoMeH ce u3non3Ba npy Bb3pacTHH 3a KPATKOCPOYHO CUMITTOMATHYHO JIEYEHHE Ha OCTpa yMepeHa
OoJika, NPU KOUTO € HeOOXOIMM MHTPABEHO3€H MbT Ha NPHJIOKEHHE W/WIIH KOraTo APYry MbTHIlA Ha
NMPUJIOKEHHE HE Ca Bb3MOXCHH.

r A KakBo TpaOBa aa 3HaeTe, npeau aa npuemerte Ejlomen

He npuemaiite Enomen

® aKo CTe ajlepruyHu kbM akTuBHUTE BewecTsa, Apyru HCIIBC wamn kbM HAKOs OT
OCTAHAJIMTE CbCTABKH Ha TOBA JIEKapcTBO (M30pOeHH B TOUKa 6);

®  aKo CcTpajare OT TEXKa Chbp/eYyHa HEe10CTAThYHOCT, YEPHOAPOOHA HEAOCTATBYHOCT
WK ObOpeyHa HeJ0CTaTbYHOCT;

®  aKoO PelOBHO IMHUETE roJIEMH KOJIMYECTBA aJIKOXOJI;

® aKO MMAaTe acTMa, YpTHKapus WIH peaKklMH OT aJlepruyueH THII CJie[] TPUEM Ha
auetTuicanuuuiaona kuceauna uim apyru HCIIBC;

® aKO MMaTe aHaMHe3a 3a CTOMALHO-YPEBHO KbPBEHE WK nepgopaius, CBbP3aHH C
npeaxoxaama repanus ¢ HCIIBC;

® aKO UMATC aKTHBHa WJIH pC€UHAHUBHpaAllla NErTH4Ha sA3Ba (Hﬂl‘lp. CTOMAllH A3Ba Ha

AO0Ka3aHO pa3ia3BABAHC HJIH I{'preHe);
® aKO UMATc MO3bYECH KPBEBOHU3/THB (MO3’b'—IHO-C‘bﬂ,OB0 K’prEHe) HJ1
KbpPBECHEC,
® AaKO UMmartce HPOGJ]F.:M C KPBBOCBHCHPBAHETO HJIK NMOBHLICHA CKJIOH



®  aKO MMAaTe TeXKa Aexuaparalud (MpHUMHEHa OT NOBpELIaHe, 1HapHud WIN
HEAOCTATHYEH MPHEM HA TEYHOCTH);

aKoQ CTe B MOCACAHUTE TPH Mecela Ha OpeMeHHOCTTa,
axo CT¢ Ha Bu3pacT noj |8 roauHy.

IIpeaynpexaeHus B NpeINAIHE MEPKH

3a na u3bernere pucka OT Npelo3vpane,

- Tp=abBa Aa npoBepHTe JAH APYTH NEKAPCTBA HE ChABPIKAT NapaLeTaMol

- He HaJBHLIABaiTe MAKCHMANHHUTE NPENOPBHYUTEIHH J03H ( BKTE TOUKA 3).

Hexenanure peakuyu Morart aa 6bpaar cBeieHH 10 MHHMMYM KATO ¢e H3IM0/13Ba MMHHMATHATA
epeKTHBHA 1034 3a Hali-KpaTKHA NEPHOJ OT BpeMe, HeOOX0AHM 3a KOHTPOJIHpaHe Ha cuMmromuTe. He
H3non3eakire EnoMeH nmoeeuye oT 2 JHH.

['oBopere ¢ Bawins nekap WiIH MEAHLIMHCKA CeCcTpa, Npeau Aa npHeMere EnoMeH, ako:

NpHeMaTe KakBHTO U f1a 610 Apyry nekapcTBa, ChABPXKALIM napaleTamo, HoynpodeH
WIH HAKakBU Apyry npotHBoRb3nanutes iy (HCIIBC) 6onkoycnokogsamy n1ekapcTBeHH
cpeacrsa (c uen Aa usberHere pucka Ot Npeao3HpaHE);

MMAaTe ChpAc4HH NMpobaeMu, BKIIOUHTENHO ChPACYHA HEAOCTATLYHOCT, CTEHOKApAUA
(rpbana 60nKa) KM aKO CTE UMANIHM ChpJEYEH yaap, Oaltnac onepalms, nepudepHa
apTepHajiHa bonect (HeaOoCTATLYHA KPbBHA LIMPKYJIalMs B KpakaTa HAM XOAKNaTa rnopaau
CTECHEHH MIIH 3aMTyLIEHH apTepHH) WM KAKBBTO U 13 € MO3BUYECH HHCYAT (BKIHOUHTENHO
»MHKPOMHCYJIT® WIH ITPEXOAHO HapylUleHHEe Ha MO3BLYHOTO KPbBOOOpALICHHE);

MMaTE BUCOKO KPBBHO HajdraHe, auaber, BUCOK xosecTepos, GaMwiHa aHaMHe3a 3a
ChpACYHO 3a00NgBaHE HIH MO3bYEH HHCYNT, M aKo CTe Nyniay;

UMare yepHoapobHO 3abonasaHe, xenatut, 6OpeuHo 3abonABaHe WK 3aTPYAHEHO
yPHHHUpaHE;

uMaTe HHEKLUA B HACTOALUMA MOMEHT; EloMeH Moxke na NpHKpHe CHMITTOMHTE WIH
IpU3HALMTE Ha HHpeKUHUA (BHCOKA TeMIiepaTypa, fo/ka WIH NoAyBaHe);

HUMATE WIH CTE HMAITH KHCEIIHHHU, HAPYLLIEHO XPaHOCMMIIAHE, A3B& HA CTOMAXa WM APYTH
CTOMALIHH NpobJieMH;

HACKOpPO CTe HMAIH WIH IUIaHUpaTe onepanms;

uMmaTe UHGekiua (prxTe 3arnasue ,Mupexunu® no-goy);

HMMAaTe acTMma;

AEXHApATHPaH CTE WK UMATE JUAPHS,

uMarte npodiemMH ¢ TEHKHTE HepBa WIH 1e6efloTo HepBO KaTO yAuepo3eH KONHT Wi Gonect
Ha KpoH;

HMAaTe HACJIEACTBEHO NEHETHYHO WIH NPUIOOUTO HapyLlIEeHHE Ha OTIPEACNACHH €H3HMH,
KOETO ¢€ NPOSBABA ¢ HEBPONIOTHYHH YCIOXKHEHHUA WIH NIpodIeMH ¢ KoxKaTa, WIH MOHAKOra
M C ABETE, T.€. NOPPUPHA;

HMaTe aBTOMMYHHO 3ab0/saBaHe KaTo JYTyC epHTEMATO3YC WIH APYTH 3a60NnABaHHA Ha
CheJHHHTEIHATa ThKaH, Thi KATO MOXE [1a € HAJHLIC NOBUIIEH PUCK OT acelTUYEH
MEHHHIHMT (Bb3NaneHne Ha 3amuTHaTa MemMOpaHa, oOBHBalla MO3bKA);

CTpafaTe OT CCHHA XpeMa, Ha3alHH MNOJIMNHA WIK XPOHHYHH OOCTPYKTHBHH PECTIHPATOPHH
3abongBaHus, Thil KATO MOXKE 132 HMA NOBHLIEH PHCK OT alleprHyvHH peaKkLMH;

cTe OpeMeHHa WM TaHUpaTe 6peMEeHHOCT (BHXKTE TOUYKA ,,PPEMEHHOCT, KEPMEHE H

depTinuTeT™).

Cvpoeunocv0oe puck
[1poTHBOBB3INANIHTENHHTE/OONKOYCNIOKOABALIMTE IeKApCTBa Kato HoynpodeH Morat na Gruar

JIEHCHHETO.




Cmomauno-upesHu cumnmomu

Hma cp061meHns 3a cCepHo3HH CTOMAULIHO-YPEBHH HEXKeJIaHH peaKkLiyH (3acaralll cToMaxa M ueprara)
npu ynorpebara Ha HCIIBC, smovnTenHo ubynpogeHn. Te MoraT 1a HacCTHIAT CbC WIH Oe3
NpeayTnpeaAUTeIHH CHMITTOMU. PUCKBT OT Te3H HeXeNaHH peakiiMH € NO-BUCOK MPH NMalHEeHTH ¢
aHaMHe34a 3a SA3BH Ha CTOMaxa WM vepBara, ocobeHOo ako € UMano KbpeeHe Wiu nepdopaius.
IaupeHTHTE B CTApYECKA BH3PACT ¢a C NOBHLIECH PUCK OT CTOMALUIHO-YPEBHH HEXEIIAHH PEaKLMH.
Tpabra na 0b6cbAUTE BCHUKH AHAMHECTHYHH JAaHHH 33 CTOMAILHO-4YpeBHH NpobiieMH ¢ Baluna nexap u
Jla ocTaHeTe OAUTENHH 32 BCHYKH HeoOuYaliHH KOpeMHM CHMITTOMH, BIJTFKOYHTENIHO raicHe,
MOBpPBLIAHE, HAPHA, 3aNEK, HAPYLUCHO XpaHOCMWIaHe, KOpeMHa 00oJiKa, nogo6HH Ha KaTpaH
M3NPAKHEHUS WIN NOBPBLLUAHE HA KPBB.

[laumexTHTE B cTapUecka Bb3pacT TpAOBa MbpBO Aa 0OCHAAT IEHEHHETO ¢ eKap. Te ce HaMHpaT B 10-
roJIAM PUCK OT HEXENaHW peakuuH, 0cobeHO KbpBeHe H nepdopaluya Ha XpaHOCMUWIATENTHHA TPaKT.

Koowcnu peaxyuu

Cwvobuiara ce 3a CEpHO3HM KOXKHH PEaKIIMH, CBbp3aHH ¢ JieueHHe ¢ ubynpodeH. Tpadsa na kaxere Ha
Batnus nekap iy MeAHLIMHCKa cecTpa He3abaBHO, aKO pa3BHETE HAKAKDBB KOKEH OOpHB, JIE3HH Ha
JIMraBMLIMTE, MEXYPH WIH APYTH NPH3HALK Ha ajleprus, Thi KaTo Te MOorar Ja 6naart mbpBH NpH3HALM
Ha MHOIO CEpHO3HA KOXKHA peaxuua. Biokre Touka 4.

Hugpexyuu

EsnoMen MOXe na NpUKpHE NPU3HALK Ha HHPEeKUHMH KaTo BUCOKa TeMMnepaTypa H Oonka. ETo 3amo e
Bb3MOKHO Enomen aa 3a6aBu nozxoasioro neueHue Ha HHPEKLMA, KOSTO MOXe Aa JOBeE [0
NOBUIUEH PHUCK OT yCJIOKHEHHA. ToBa ¢ HabmoaaBaHo npy THEBMOHKA, NPHYHHEHa OT OakTepuu H
faxkTepHaiHi KOXHH HHOEKUMH, CBbP3aHH ¢ BapHiiesia. AKO TOBa ieKapcTBo Bu 6be npuioxkeHo
JOKATO UMATE MHGPECKLMA H CHMITTOMHTE Ha HH$pEKLHA NMPOALDKABAT WITH Ce B/IOLLABAT,
KOHCYJITHpaiTe ce He3abaBHO C nexap.

IIpoovaxcumenna ynompeba na 60nkoycnokoseauju 1exapcmeeru cpeocmea

Axo ynorpebaBate 60NKOYCNOKOSBALIM JEKAPCTBEHU CPEACTBA B0 BpEME, TOBA MOXKE 1 NPUYHHH
rnaBobonue, koero He Tpsibra fa 6bae NeKyBaHo ¢ noBevue SOMKOYCNOKONBALUH. AKO MHCIHTE, Ye
TOBa C€ OTHaca Ao Bac, rosopete ¢ Bawnus nexap wiu ¢apmauesnr.

IIpobnemu cvc 3penuemo
Axko 3abenexure HAKakBU NpobneMH che 3peHHeTo cH cnen ynorpeda Ha EnoMeH, cnipere ynorpebata
Ha JICKAPCTBOTO U MOCETETE JIEKAp.

Jlena B WHOMEA
EnoMeH He e npeaHa3HayeH 33 ynorpeba npy aenia M KOHOUM Ha Bb3pacT noa |18 roguns.

Apyra nexapcTea B Enomen
Tpabsa na kaxere Ha Bauiua nekap WK MEOULIMHCKA CECTPa, aKO NPHEMaTe, HACKOPO CTe NpHemMany
HJIH € Bb3MOXKHO 13 MpHEMaTe JpYTH JeKapCTBa.

BuHaru kaseaiite Ha nexyealuua Bu nekap, ako npHeMare pyry JIEKapCTBa, ChAbPKALLH
napaueramo, Hbynpogex unu apyru HCIIBC 6onkoycnoxosialiii, BKJIIOYHTETHO TE€3H, KOMTO
MoeTe Aa cH 3aKkynHTe 6e3 peuenTa. [To To3H HauKH 1le U30erHeTe pHCKa OT Npefo3ypaHe.

Enomed Moxe na nopause WK aa O6bae NoBNHSH OT HAKOHW ApYTH Aekapcrea. Hanpumep:

- aUeTUNCATHUWIOBa KUCEeNHHa, cannunati wid apyru HCTIBC (sxkmountento COX-2
HHXHOUTOPH KaTo LeAeKOKCHO WM eTOPUKOKCHD);

- JIeKapCTBA 3a JieyeHHe Ha 3a0ongaBaHus Ha ChpUETO (HANp. AMrOKCHH Win Oera-b

- KOPTHKOCTEPOMAH KATO IMPEAHH3OH U KOPTH3O0H;

- JIeKapCTBa, KOUTO Ca AaHTHKOAryNaHTH (T.€. paspexaaT KpbBTa/mpeanasear ot
Hamnp. alueTHICATHLWIOBA KUCENHHA, BapdapHH, THIJIOTHUAHH);




- JIEK&pCTBa, KOWTO NMOHMKABAT BUCOKOTO KpbBHO HamsAraHe (ACE-uHxuOHTOpH KaTo Kamronpui,
Bera-DnokepH KaToO aTEHONONOBH NEKAPCTBA, aHMHOTEH3HH-II peLenTOpHH aHTArOHHCTH KATO
nocaprauy),

- JIEKAPCTBA 34 ICYEHHE Ha eMWICNCHA WIK NpUnansuM (Hanp. eHuTonH, peHobapbuTal,
xapbama3senuH);

- JIEKapCTBa, U3MON3BAHM 34 JIeUCHHEe Ha MaHHA (Harp. JIMTHI);

- JIEKapcTBa, U3MOJI3BAHH 34 ICUCHHE Ha JeNpechs, Hallp. CEJIEKTHBHH HHXHOUTOpH Ha 06paTHOTO
3aXBalllaHe HA CEPOTOHHHA;

-  npobeHeuMn (JIEKapCTBO, U3MOJI3BAHO 3a JIeUeHHe Ha Nnoaarpa);

- OUYPETHLM (JIeKapCTBa, H3ITOJI3BaHH 3a YBENHYABaHE HA OTACISHETO Ha ypHHa);

- METOTpeKcat (JIekapCTBO, H3NOA3BAHO 34 NCYCHHE HA apTPHT H HAKOH BUAOBE PaK);

- TAKpOJHMYC WIH LMKIOCTIOPHH (MMYHOCYNPECUBHM JICKAPCTBA, H3MTOA3BAHH CAle] OpraHHa
TPAHCIUTAHTALIMA );

- 3HAOBYJAHH (JIEKapCTBO, U3MON3BaHO 3a JedeHne Ha HIV (BHpycobT, koiTo npuuunsesa CIIHH));

- cyndaHWwTypeHHH iexapcTsa (JIEKAPCTBA, H3MOJI3BAHH 32 JieueHHe Ha quaber);

- BHJ aHTHOHMOTHLIM U3BECTHU KATO XHHONOHOBH aHTHOHOTHLIM (Hanp. uMnpodnoKcaluHH);

- BHJ @8HTHOROTHLM M3BECTHH KATO AMHHOI/THKO3KAH (HANp. FEHTAMHLIMH, CTPENTTOMHLHH);

- xjopaMpeHnkoa (AHTHOHOTHK, H3NOA3BAH 3a NeYeHHe Ha HHOEKLMH Ha YILIATE H OYHTE),

-  OpOTHBOrbOWYHM JIEKAPCTBA KaTO BOPUKOHA301 WIH (bITyKOHA301m,;

- JleKapcTBa, H3NMON3BAHH 3a ICUCHHE Ha TYOepKy103a, KATO H30HHa3HA H pu(aMULIMH;

- MubenpHCTOH (JIEKAPCTBO, MU3MOJI3BAHO 3a MEAHILIMHCKO NPEKbCBaHe Ha GpeMEHHOCT);

- HAKOM PacTHTEJIHH JIEKAPCTBA KaTO M'MHKO 6unoba (MOHAKOra H3NOA3BAHO NPH AEMEHLINS ) HITH
XBIIT KAHTApHOH (Hypericum, NOHAKOra H3NOJI3BaH MPH NieKa Aenpecusn);

- (GnykiokcaudanuH (aHTHOHOTHK), ThH KATO CHLIECTBYBA CEPHO3EH PHCK OT OTKJIOHCHMA B
KPBBHHTE MOKA3aTENH H AJKAITHO-KHCEJIHHHOTO paBHOBecHe (MeTaboHTHA almMao3a ¢ ronama
AHHOHHA pallIHKa), KOETO M3UCKBa CMELIHO NE€YEHHE H MOXE Aa ¢ ITPOABH OCOOEHO npH
NalMEHTH ¢ TeXKa cTeneH Ha 610peuHo yBpexaaHe, cencHe (Korato 6aKTepHH H TEXHHTE
TOKCHHH €a NMONajHalIH B KpbBOOOpaLIEHHETO, KOETO BOJAH A0 YBPEXAaHE HA OPraHHTE),
HENOXPaHBaHE, XPOHHYEH AIKOXOJIHIBM H NPH ynotpeba Ha MakKCHUMaIHATA AHEBHA 1034
napaueTamMonl.

Hsaxou apyru nekapcTsa MOTaT ChINO A4 MOBIMAAT UK Aa 6BAAT NOBNHAHH OT JicueHHeTo ¢ EnoMeH.
Ero 3amo Bue Tpabsa sBHaru aa ThpcuTe cbBeT OT Bawus nekap, MeaHLMHCKA CecTpa HIH
¢dapMaleBT, IPpeAH Ja NpHEMETe KAaKBHTO U Aa OHWI0 APYTH JIeKapCTea.

AKo e HeoOX0AHMO ia ocTaBuTe Mpoba OT KPBB WIH YPHHA 38 aHaiu3, TpaOBa Aa kaxere Ha Bains
neKap, 4e NMpUEMATE TOBA JIEKAPCTBO, Thif KATO TO MOXE Ja Ce MOBJIMAE Ha Pe3yJTATHTE OT
H3CNICABAHHATA.

EnomMen ¢ aj1xoxo.J
He nuifre ankoXonHMA HAMMMTKH, AOKATO CE JIEKYBATe ¢ TOBA JeKkapcTBo. KoMOMHMpaHeTo Ha ankoxon ¢
EnoMeHn MOXe Ja JOBEAE A0 YBPEXKIAHE Ha YyepHHa Apob.

bpeMeRHOCT, KbpMeHe H PepPTHIAHTET
Ako cre HpeMeHHa HTH KbPMHTE, CMATATE, Y€ MOXeE Ja cTe OpeMeHHa WIH Iu1aHupaTe OpeMeHHOCT,

NocCLBETBANTE C¢ ¢ Bawuus nekap Win MeaAULIMHCKA cecTpa npeay ynoTpebata Ha TOBa JIEKapCTBO.

bpemennocm
He npuemaitre EnomMen, ako cre B nocneanure 3 Mecella ot OpeMEeHHOCTTa, Thil KATO TOBA MOXE A4
YBPEAM TU104a WIH Ja NPUUUHM NpobiieMH NpH paxaaHeTo. Moxe aa npuunHH 66OpevuHH W ChbpaeyHH

Bawero 6ebe kbM KbpBeHe M aa 6bae NpHUKHA PAXKAZHETO Aa 3aMOYHE MO-KbCHO M
NPOAB/DKHTENHO OT O4akBaHoTO. He Tpabsa na npuemMare EnoMeH npe3 mbpBUTe 6

AKO ce HyXXXaeTe OT JISYEHHE NMpe3 TO3H NEPHOA UK JOKATO CE OITHTBATE 1
TpabBa na H3nom3Bare Hak-HHCKATa 103a 3a Bb3MOXKHO Hal-KpaTKO BpeMeE.




Ot 20-aTa ceamuiia Ha GpemeHHOCTTA HaTaTHK ENOMeH MoXke aa npHuKHHH 61L0peuHHn npodnaemu npu
ole HepoaeHoTo Bu 6ebe, ako ce npueMa noseye OT HAKOJIKO JHH, KOETO MOXKE Za AOBeae A0
HaMalleHO KOJIHYECTBO Ha OKONOIUIOAHATA TCYHOCT, KOSTO 3a00ukans bebero (onuroxmapaMHUoH)
MJIX CTECHABAHE Ha KPBbBOHOCEH ChA (ductus arteriosus) B chpiteTo Ha 6ebeTo. AKO ce Hyxkaaere OT
Ne4E€HHE NO-ABAro0 OT HAKOJAKO IHM, BaLUHAT leKap MOXKe J1a Mpenopbya AOMbAHHTEIHO

NpOCNEAABAHE.

Kvpmene

CaM0 MankH KOJTHYECTBA napaueTaMon H HOynpodeH NpeMHHABAT B KbPMaTa. T0Ba JIEKapCTBO MOXKeE
na 6bAie npunaraHo No BpeMe Ha KbPMEHE, aKo ce ynoTpedsBa B NpernopbUHTENIHATA 1032 H 38
BH3IMOXKHO Hal-KpaThK NMepuoa.

Depmurnumem
To3ur NnpoayKT MOXE 18 HAMATTH XXCHCKHUA (GEPTHIMTET U He CE MPENopbUBAa MPH KEHH, KOUTO ¢
ONUTBAT Aa 3aueHar. Tosa AelicTeHe € OOpPAaTHMO NPH CrIMpaHe Ha JIEKAPCTBOTO.

Ilodpnpane 1 paboTa ¢ MAIIAHHA
Hexxenanu peakumu kato 3aMaiBaHe, CHHIMBOCT, YMOPA H 3PHTE/IHH HapYLUICHHS Ca Bb3MOXKHH cliell
npueM Ha HCTIBC. Axo ToBa ce ciyud He Tpabsa aa wodupare win paboTHTe ¢ MallIHHH.

EjJioMeH cHLAbLPXKA BATPHH
EnomeH cpabpxa 35 mg HatpHit (OCHOBHA CHCTABKA HA MOTBAPCKATA/TPAaNe3HaTa CoJi) BbB BCEKH

100 ml. Topa konMuecTBO € eKBUBaIEHTHO Ha 1,75% OT nNpenopbYMTENHHI MAaKCUMATEH RHEBEH
XpaHHWTeJIEH NMPHUEM Ha HaTpHi 38 BL3pacTeH.

3. Kak aa npaemate EnoMen

Enomen e Bu 6bae npuioxeH oT MEAHLIMHCKH CIIELMAHCT Ype3 HHY3Us BBB Balua BeHa.
Hupy3uara Tpabea Aa ce nmpunara B NpoAL/DKEHHE Ha 15 MUHYTH.

ToBa siekapCTBO € NpeaHa3sHAYeHO caMo 33 KPaTKOCpo4YHa ynorpeda ot MaKCHMYM 2 JHH.

IIpenopbaATeaHATA 2032 €:
3a gv3pacmuu, koumo mexcam nogexe om 50 kg: 1 GnakoH Ha BCeKH 6 4aca, criopes

HEODXONHMOCTTA.

MaxkcumManHaTa JHEBHa 1032 € YeTHPH (riakoHa, KoeTo ¢ paBHO Ha 4 000 mg (4 g) napaueraMon H
1 200 mg nbynpodeH.

Axo meocume 50 kg uru no-manxo, 8 cmapuecka 8b3pacm cme Uiu umame 4epHoopobru unu
b6vbpeunu npobremu: BallvAT nekap MOXe Aa peLiy Aa HaMalH no3aTa By WiH na yBesIMuH BpeMeTo
MEXAY DO3UTE NMOopaaH NMOBHILNEHUA PUCK OT HEXKEJIaHH PeaKLIHH.

ITo-BHCOKa R03a OT NpEnopbYHTENHaTa He yBenu4aBa obesbonapaiina edekT; BMECTO TOB& MOXKE Ja
AOBEAE A0 CEPUO3HH PUCKOBE (BHIKTE CHILO TOYKA ,,AKO €Te NpHEJIH N0BedYe 0T He0OX0AHMATA 1033
Enomen*). Hali-uuckara edextuBHa n03a Tps6Ba na 6bae npuiaraHa 3a Hali-KpaTKHA NepHo],
HeoOxoauM 3a 00eKkuaBaHe Ha CHMITTOMHTE. AKO HMaTe HHEKLMA, He3abaBHO ce KOHCYATHpaiiTe ¢
nexap, B Cliyyail ue CHMIITOMMTE (KaTo NOBUILICHA TeMIiepaTypa 4 60J1Ka) NpoabJKaBaT WM ce
B/IOL1aBAT (BHXKTE TOYKA 2).

-
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AKoO cTe npHeAH N0Bev¢ OT HeobxoauMaTta 1034 Enomen
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He3a6aBHO Ce CEBPXKETE C JIEKap WIH MEIHLIMHCKA CECTPa, aKo JOMYyCKaTe, dye € 3MOKuciaTNio, - \\
na Bu e naneHo TBBpae MHOro ot ToBa NekapeTso. Hanpasere ro, 10pH ako ce v m
Tora e Taka, 3aL0TO TBBPAE MHOTO NapaLleTaMoNl MOXKEe Aa MpUYKHH 3a0aBeHo, cap lé




4yepHOAPOOHO YBpEXIaHe, KOETO B HAKOH ciy4au Aa 6bae ¢aranno. Jopu ako HaMa Genesu Ha
AuckoM$opT wiK orpaBiHe, BHe Moxe 11a ce HyXaaeTe OT CNEeLIHH MEAHLIMHCKH IPHXKH.

C uen u3barsaHe Ha yepHoApoOHO yBpexaaHe, OT OCHOBHO 3HAYEHHE € 1a MOJYyUHTE MEIULIMHCKO
JieYeHHE KOJIKOTO MOXe Mo-paHo. KonkoTo no-KpaThk € HHTEPBATLT MEXIY NMpHEMa Ha JIEKapCTBOTO
H 3aM04YBAHETO HA JICYEHHETO C aHTHIOT (T.€. BB3IMOXHO HaH-MaJIKO 4acoBe), TOJAKOBA NMO-To/IAMa €
BEPOATHOCTTa YEPHOAPOOHOTO yBpekAaHe Aa Obae NpeaoTBpaTeHo.

JONBIHUTENHO, CHMITTOMUTE HA MPEA03UpaHe MOraT J1a BKIIIOUBAT raaene, 601ka B ctoMaxa,
NOBpPBINAHE (BH3IMOXHO € HAJTMYHUE Ha CNeAM OT KPbB), I1aBodonue, 3BbHTEHE B yIIMTE, 0ObpKBaHE H
HEBONIEBO ABMXKEHHUE Ha ouHTe. [IpH BHCOKM 103H € ¢hoOIaBaHo 3a CHhHIMBOCT, 60/1Ka B rEPAUTE,
cbpuebuene, 3aryba Ha Cb3HaHHKe, r'bpHOBe (OCHOBHO NPH Aeua), ¢1abocT K 3aMasHOCT, KPbB B
ypHHaTa, HUICKH HUBA Ha KalnHii B KpbBTa BH, ycelaHe 3a ctya ¥ npobneMs ¢ JUIIAHETO.

4. BBb3MOKHH HeXKeJIAHH PeAKIHH

KakTo BCHUKH IEKApCTBa, TOBA JIEKAPCTBO MOXKE Aa NPEAH3BHKa HeXeJaHH peaKlMH, BbIIPEKH Ye He
BCEKH I'H MOTy4aBa.

Cnpete ynorpebaTa Ha EnmoMeH ¥ ne3abaBno ysegoMere Baluus nekap Wiy oTUAETE B CHELIHOTO
OTACNCHUE Ha Hai-6nu3kara 1o Bac GonHuua, ako npH Bac Bb3HUKHE HAKOSA OT CIEAHUTE HEXENaHH

peaKLMH:

Hevecmu:
® MOBpbBIAHE Ha KPbE WIH MaTepHs, KOATO H3rlexa KaTto yraiika ot kade;
® KbpPBEHE OT aHyCa, YEPHH JICNKABH H3MTPAXHCHHA WIM KbPBaBa JHapHs;
e [0JYyBaHe Ha JIULIETO, YCTHHTE MM €3MKa, KOETO MOXeE Aa NMPHYHHH 3aTPYAHEHHA NIPH
NperabLIaHe WM AULIAHE.

Mnozo peoxu.

®  acTMa, XpHIOBE, 3aayX;

® BHE3aNeH WK CHIEH ChpOex, koxkeH OOpHUB, YPTHKapH;

* TEXHK OOPHB ¢ MEXYPH M KbPBEHE OT YCTHHTE, OYMTE, YCTATA, HOCA H FEHHTANUUTE (CHHAPOM
Ha CtHBBbHC-[DKOHCHH). CHo0LIaBaHH ca MHOTO PEOKH CITYYaH HAa CEPHO3HH KOXKHH PEaKLHM.

® BJIOIIABAHE HA CBUICCTBYBALIM TEXKH KOXXHU HHpeKuun (Moxe aa 3abenexure obpus,
MEXYPH H 00e311BeTABAHE Ha KOXKATA, IOBHILIEHA TEMMNEPaTypa, CbHIUBOCT, AMapHa U raieHe)
WIH BJIOWIABAHE HA APYTH HHMEKUWH, BKIIOYHTEIHO BAPHIIENA HIH XEPNec 30CTEP, HIH TEKKA
MH(pEKUHsA C HapylllaBaHe Ha LEJIOCTTa Ha MOAKOKHATa ThKaH U MYCKYJIK (HeKpo3a),
oOpa3yBaHe Ha MEXYPH U OeIeHE Ha KOXaTa,

¢ MOBHILCHA TeMNEpaTypa, od10 Hepa3nonoXkeHHe, rajeHe, 6onka B cromaxa, rimasobosne H
CXBaHaT BpaT (CHMIITOMMU Ha aCeNTHYEH MEHUHIUT, Bb3TajleHHe H8 MO3bYHHTE OOBHUBKH).

C neuzgecmua ywecmoma (om nanruynume OaHKU He Modice 0a bvOe nanpasena oyenka).
® MOXE 11a HACTBITH TEIKKA KOXKHa peakuus nisecTHa kato DRESS cunapoM. CHMITTOMHTE Ha
DRESS Bkmousat: koxeH OOpHB, NOBHILICHA TEMIEPATYPA, NOAYBAHE HA JIMM(PHHTE BB3JIH H
NnoBHLIABAHE HA €03UHOGHUNUTE (BHA OeNlU KPBBHH KIIETKH).

®  YEPBEH, JIOCNECT, 0OXBaLIALL IMO/IMA MOBBPXHOCT OOPHUB ¢ NOXYTHHHU NOJ KOXKATA H MEXYPH,
Pa3NoOIOKEHH IMI&BHO 1O KOMHHUTE M'EHKH, TOPCA H NOPHUTE KPalHHLUK, NPHAPYHKEH OT

mycTynosa). Buxre cbiio Touka 2.
JApyra cTpanEYHE epeKTH, KOHTO MOTAT A4 HACTLOAT:

Yecmu (mo2am oa 3aceznam oo 1 na 10 oywu).
® aJCHE WIH NOBPBLUIAHE;




3aryba Ha aneTHT;

KHCENTMHH WiIH O0/ka B ropHaTa 4acT Ha CTOMAaxa;

Cria3MH, ra3oBe, 3areK WiH HapHi, 1eKa CTOMALIHO-YPEeBHa KpbBo3aryda;
KOXHH 0OpHBH, CbpOex Ha KoKaTa,

ri1aBobonKe;

3aMAasHOCT;

4YBCTBO 38 HEPBHOCT;

3BBHTCHE WM OpbMUCHE B YLIHTE;

HeoOHYaiHO yBeIHYaBaHE HA TErIOTO, NOAYBAHE M 3aAbpKaHe Ha TEUHOCTH, NOJYBaHe Ha
rNe3¢HUTE WK KpakaTa (OTOK).

Heuecmu (mo2cam oa saceznam oo I na 100 oywu).

HamaigBaHe Ha Opod Ha YEpPBEHHUTE KPBBHH KIIETKH, KbPBEHE OT HOCA M NMO-TEXBK
MEHCTPYAIEH UKL (MEHCTPYAJIHO KbpBEHE);

alepruyHy peaklvK — KoxXKeH 00pHB, yMopa, 6onka B craBHTe (Hanp. cepyMHa Gonecr,
CHHIPOM Ha JIYITYC epHTEMAaTo3yC, BacKynuT Ha Henoch-Schinlein, anrnoeaem);
yrojieMsaBaHe Ha ThKAHTa Ha MbPAUTE NIPH MbXe; HUICKH HMBA HA KPbBHA 38Xap;

Oe3cbHHE;

NMPOMSIHA B HACTPOEHHETO, HAIIp. AeTIpecHs, OObPKBAHE, HEPBHOCT;

MpobJIeMH ¢ OYHTE KATO 3aMBIMIEHO 3peHHe (00paTMO), Bb3NaneHH 3aUepBeHH O4H, ChpOex;
CIbCTABAHE HA CEKPETHTE;

CWIHA DOJIKa WIH YyBCTBHTEIHOCT B CTOMAXa; NENTHYHA/CTOMALIIHO-4YPEBHA A3B4;
BBH3NAJICHAE HAa YepBaTa U BIOLLIABAHE HA BB3MAICHHETO Ha AeesoTo 4epBo (KONHT)
XpaHOCMWIATENHHSA TpakT (Oonect Ha KpoH) # ycnoxHeHHa Ha AMBEPTHKYIH Ha aebenoto
yepBo (nepdopauns wiu pucryna);

HEBB3MOXKHOCT 33 HAITKJIHO H3MPa3BaHE Ha MMKOYHUA MEXYp (3aabpKaHe Ha YpUHA);

abHOpMHH pe3ynaTaTH OT NabopaTOpHH U3CAEABaHHA (pe3yNTaTH OT TECTOBE Ha KPbB M Ha
4epHOAPOOHH U 6BLOPEUHH EH3UMM).

Peoxu (mozam Oa 3aceznam oo 1 na 1 000 oywu).

H3TPBIIBAHE Ha PbLIETE U XOAMIIATA,

HeoOHUalHU CHHMULIA, NPHUBIDKIAHE HA Hella (XaMIOLHHALIHK);

yBpexaaHe Ha 6bbpeuna ThkaH (ocobeHo NpH NPOAB/DKHUTENHA yroTpeba);
BMCOKO HHBO Ha ITMKOYHATA KHCEJIMHA B KPBbBTa (XHMMEPYPHKEMH ).

Muozo peoxu (mozam oa zaceznam 0o 1 na 10 000 oywu):

CbrofmanaHe BA HeXe¢JIAHA PEAKNAH

HHCKHM HHBA Ha KaiTWH — cnaboct, yMopa, MyCKY/HH KpaMITH (XKBNOKANHEMHA ),
NIPU3HALIA H& AHEMHA KATO YMopa, rnaBofonue, HEQOCTHT Ha Bb3AYX H OJleQHOCT;
KbPBEHE WK 0Opa3yBaHe Ha CHHHHH, MO-JIECHO OT HOPMAaJIHOTO, YEPBEHHKABH WIH
MyTNPITYPHH NETHA NOJ KOXKaTa;

TEXKO WIH NPOIBLDKHTENHO raBofonue;

yCELUdaHE 38 CBETOBBPTEXK (BEPTHIO);

YCKOPEH HIIH HepaBHOMEPEH CHPACYCH PUTbM, HApPHUYaH ChpLebHeHe;
MOBHIIABAHE HA KPBBHOTO HANIATaHE H Bb3MOXHH ChpAEYHH Npobnemu;
Bb3MANCHHE HA XPAaHOIMTPOBOAA;

NOXKBITABAHE HAa KOXKATA H/WIH O4YHTE, HADHYAHO OLUE )KBITEHHLA,
yepHOApOOHO yBpexaAaHe (0cOBEHO NpH NPOAB/DKHTENHA ynoTpeba);
KOCONa,;

38CHJICHO H3NOTABAHE;

TMPH3HALH Ha YeCTH MM TPEBOXHH HHEKLIMH KATO NOBHIIIEHA TeMIIepa
BTPUCAHE, Bb3MalIEHO I'bP/I0 WM A3BM B YCTATa,

HE(PPOTOKCHUHOCT B pa3ziMuHH (POPMH, BKIIIOUUTETHO HHTEPCTHLIHAIEH
CHHAPOM H OCTpa U XpOHHYHa OHBOpeuHa HeAOCTATBYHOCT.




AKO NOJTyYHTE HAKAKBH HEXKEJIaHH JIEKAPCTBEHH peaKLMH, yBeaoMeTe Balua nekap wim gapMmauesT.
Tora BKIHOUBA BCHUKH Bb3MOXHH HEONHCAHH B TA3M JIMCTOBKA HEXENaHH peakLiMH. Moxere chlio Ja
CbOOLIMTE HEXKETAHH PEAKLIHK JHPEKTHO Ha:

H3rreHUTENIHA areHLMA N0 JIEKapCTBaTa

yi. ,,JJamsau ['pyes” Ne 8

1303 Codus

Ten.: +35928903417

yebcait: www.bda.bg

KaTto cho0luaBare HexenaHU peaklHK, MOXKETE & JlaNeTe CBOSA NPHHOC 3a NOMy4aBaHe Ha IOBEYe
HHPOpMAaLIHA OTHOCHO 6€30NacHOCTTA Ha TOBA JIEKAPCTBO.

5. Kax aa cexpansBate Enomen

Ja ce cbXxpaHaBa Ha MACTO, HEAOCTBITHO 33 AcLA.

Jla ce cpXxpaHsBa npH Temnepatypa noa 25°C. a He ce chXpaHsBa B XJIAZHITHHK WIH 3ampa3asa. Jla
Ceé CbXpaHsiBa B OPUIrHHANIHATA OMNAaKOBKA, 3a A4 C¢ NMPEANna3n OT CBET/IKHA.

He w3nomsBaiite TOBa N1€KapCTBO Clie CPOKA Ha FOOHOCT, 0TOeN1A3aH BbPXY KAPTOHEHATa ONaKOBKa H
BbpXY (hnakoHa cnen ,,J'onen no:*. CpoksT Ha FOAHOCT OTTOBaps Ha MTOCACOHHS ACH OT MOCOYCHHA
MECEL.

He u3nonssafite ToBa 1€KaPCTBO, aKO 3abenexuTe, Y€ ONAKOBKATa € pa3KbCaHa WK uMa Oene3n Ha
noanpassaHe. He uanonssaiire ToBa 1€KapcTBo, ako 3abenexure YaCTHLM WIH IIPOMAHA B L{BETA.

To3u npoayKT ¢ camo 3a eaHokpaTHa yrnotpeba. [IpoaykTsT TpAbBa ga ce H3nonssa HezabaBHO cnel
oTBapaHe. Heusnon3paHuAT pa3sTBop Tpadbsa 1a Obae U3XBBPIIEH.

HSXBLPHHFITE B CBOTBETCTBHE C MECTHHTC HIUCKBaAHHA.

6. CoabpkaHHe HA ONAKOBKATA H JONBIHHTETHA HROOPMATIHN

KakBo cpabpxka EnomMen

AxTHBHHUTE BellecTBa ca 10 mg/ml napaueramon u 3 mg/ml ubynpoden.

Hpyrure ChCTaBKH Ca UUCTEHHOB XUAPOXJIOPHA MOHOXMApaT, AMHaTpUeB docdaT AMXHAPAT,
MAHUTOJI, XJIOPOBOAOPOAHA KACEIHHA (38 KopeKuHa Ha pH), HaTpueB XuApoKkCcHA (3a Kopekuua Ha pH)
H BOJA 32 HHXKEKLHH.

Kak niriiexxaa EnoMeH H KakBo ¢baAbLpKa OMAKOBKATA

EnomeH e 6UcTbp Oe3liBeTeH HHPYIHOHEH pa3TBop Oe3 BUAUMH 4acTHLM. To# ce 10CTaBA B

npo3pa4yHH CTbKIEHH ¢aakoHH oT 100 ml, 3aneyaTanu cbe cuBa 6poMoOYTUNOBA rYMEHa 3armyLianka
W aJlyMHHHUeBa Kanauka. [Ipeanara ce B onakoska ot 10 ¢pnaxona.

IlpaTekaTe] HA pa3pemeHHETO 34 ynorpeba:
Medochemie Ltd., 1-10 Constantinoupoleos Str., 3011 Limassol, Kunsp

IIpou3BoanTeN:
S.M. Farmaceutici SRL, Zona Industriale, 85050 Tito (PZ), Utanus.

To3u nekapcTBeH NPOAYKT € paspelueH 3a ynorpeba B xbpxkasure wieHkH Ha EHI
HMeHa:

Crpana unenka Hme Ha npoaykT
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Bwarapus Enomen 10 mg/ml + 3 mg/ml uH}py3uoHeH
pa3TBop

EcTouus Paracetamol/Ibuprofen JED

Kunmbp Elomen

JIuTBA Paracetamol/Tbuprofen JED 10mg/3mg/mi
infuzinis tirpalas

JlaTBHA Paracetamol/Ibuprofen JED 1000 mg/300 mg/100
ml $kidums infuzijam

PyMLHuUA Elomen 1000 mg/300 mg solutie perfuzabila

Cnosakus Elomen 1 000 mg/300 mg infizny roztok

CnoeeHud Comboval 1000 mg/300 mg raztopina za
infundiranje

YHrapus Elomen 1000 mg/300 mg oldatos infuzié

XbpBaTHs Comboval 1000 mg/300 mg otopina za infuziju

Yewxka penybnuka Combogesic10 mg/ml + 3 mg/ml infuzni roztok

[Bennsa Paracetamol/Ibuprofen Vale

JaTs HA NOWIEXHO npepasraexaane gHa JacToskara: 09 anyapn 2025
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[ocouenara no-gony HHPOpMallua € NpeAHa3HauYeHa CaMo 32 MEIHLMHCKH CTICLHANTUCTH:

Enomen 10 mg/mi + 3 mg/ml uudy3uoner pasrsop

Ornepaire ENOMEH 3a HATHYHE Ha YACTHLM H NPOMAHA B LIBETA NMPEAH NPHWIOKEHHETO, BUHATH
KOTaTO pa3TBOPHT U (PJIAaKOHBT o NMO3BONABAT. AKO ce HabnoAaBaT BUAMMO HENPO3PAaYHH YaCTHLM,
NpOMsAHA B LIBETA WM APYTH YY)XXAH YaCTHLM, pa3TBOPLT He TpaOBa ja ce U3non3sa.

an JIMIICA Ha Npoy4BaHHA 3a CHbBMCCTHMOCT, TOB& NCKAPCTBO HE Tpaﬁna Aa C€ CMECBa C
Pa3pCaHTCIIH. AKO 38 eqHHH4YHA 034 € HCDﬁXOIlHMO no-MaJiko OT IMIBJICEH CbJIBKOH, TOHHOTO

KOJIHYECTBO Tpaﬁaa Aa CC BJIEC H OCTAHAJIMAT pa3TBOp Aa CC U3IXBDHPJIH.

Eauu ¢pnakon EnoMeH Tpabsa aa ce H3non3Ba caMo 3a €AMH NalMEeHT K CaMo 3a eIHO BNHBaHe. He
ChAbPKA aHTHMHKPOOEH KOHCepBaHT. Hen3non3saHHAT pa3TBop TPAOBa Na e H3XBBPIIH.

HauuH Ha NpHIOKEHHE
EnomeH 1pabBa na ce npunara xaro | 5-MMHyTHa HHTpaBEeHO3HA HHY3UA.

3a H3TErNAHE Ha pa3TBOpa, H3nomsBarkite urna ot 0,8 mm (Mrna ¢ pasmep 21 G) U BepTUKaAIHO
nepdopupaiTe 3anyliankara, B cCneuyanHo 06o3HaveHaTa ToUKa.

[Ipu naumeHTH ¢ Terno noa 50 kg, 3a kouTo He e HeoOxoauM mbieH dnakod (100 ml), Tpabea xa ce
BJ1IE€ TOYHOTO KOJIHYECTBO, 8 OCTAHANIMAT Pa3TBOP A4 C€ H3XBDBPJIH.

KakTo rpy BCHYKH HHPY3IHOHHH pa3TBOPH B CTHKICHH (iiakoHH, € Heobxogumo a ce
HM3HCKBa BHHMATE/IHO MOHHTOPHpaHE, 0COOEHO B Kpad Ha UH(Y3IHATA, HE3ABHCHMO
npunoxeHune. TakoBa HabmoaeHUe B kpas Ha HHPY3UATa € OT 0CcOOEHO 3HAYEHHE
LIEHTPAJICH BEHO3EH ITBT 38 HHQY3HA, C Liea Aa ce uiberne Bb3aywHa eMbonus.




