JIncroBka: mEopManus 3a norpeduTENIN

OKJINC EKCIIPEC 400 mg rpany./id 3a nepopajieH pa3Teop B camie
HOynpogeH (xaro ubynpoden L-apranuH)

OKLYS EXPRESS 400 mg granules for oral solution in sachet
ibuprofen (as ibuprofen L-arginine) -

IIpodeTeTe BEAMATEAHO NEJIATA JHCTOBKA, IPEJH 1A 3aN0YHETE A2 NPHEMATE TOBA JIEKAPCTBO,
ThH KATO TH CHABPXKA BaXxna 3a Bac andopManng.
BrHaru npremaiiTe TOBa IeKapCTBO TOYHO KaKTO € ONMMCAHO B Ta3M JIMCTOBKA MITH KaKkTo BH € Kazan
Baiuug nekap uay ¢apmManesT.
- 3arnazeTe Ta3u JIMCTOBKA. MOXe [a ¢¢ HAMIOXKHU A S Npo4eTeTe OTHOBO.
- AKO ce HyXaeTe OT AOMBJIHUTENHA HHPOPMAILIMS WIH CBBET, NonuTanTe Bammnug cbapmauen"r
- AKo c¢siesl 3 JHU NPH KOHOLUY M 4 JHU NPH BB3PACTHH HE Qe-~HyBerRare-fo-Robpe

cheTOAHUETO Bu ce Baomu, Tpabea na norepcUTe Jieka
- AKO MOJYYHTE HAKAKBH HEXENAHH peakiliy, yeeaoMetTe Phomatacfsprowmm@apManiesT. 10Ba

BKJTIOYBA ¥ BCHYKH BB3MOXHH HEXENaHH peakiiiy, HeonNcaH PL“T%H JIACTOBKA. B@WWZ?@Z 6‘

4,

KakBo CHABPHKA TA3H JHCTOBKA:

1. Kakso npeacrasnssa OKJIMC EKCIIPEC 400 mg rpanyns
U3MON3Ba

2. Kakso TpabBa na 3naere, npean ga npueMmere OKJIMC EKCIIPEC 400 mg rpany.u 3a
nepopasieH pa3sTBop

3. Kak nga npuemare OKJIMC EKCITPEC 400 mg rpaHyiH 3a mepopancH pasrsop

4, Bb3MOXKHU HEXeJIaHH peaKLIHH

5. Kak na cexpanasare OKJIMC EKCITPEC 400 mg rpaHynu 3a nepopancH pa3srsop

6. CpaspxkaHHe Ha OIMAKOBKATA H JOITBIHHTENHA HHPOpMaLHa

1. Kaxkso npeacrasiaspa OKJIMC EKCIIPEC 400 mg rpany./iH 3a NepopaJicH PR3TBOP H 34
KAKBO ¢e H3N0J/13BA

OKJINC EKCITPEC 400 mg rpaHyu 3a nepopajieH pasTBOp ChAbpPKa aKTHBHOTO BELIECTBO
ubynpodeH (kato ubynpodeH L-apruHuH), KOWTO NpHHAJIEKH KbM FpynaTa JIieKkapcTBa, Hape4eHH
HecTepouaHHU NpoTuBoBb3nanurennu cpeacrea (HCIIBC).

OKJIMC EKCITPEC 400 mg rpanynu 3a nepopajieH pa3TBOP C€ H3MOA3Ba NPH Bh3PACTHH H J1€L1a Ha
14 rogMHU ¥ NOBEYE 38 CHMITTOMATUYHO JIEYEHHUE Ha!

- Bwucoka Temneparypa

- Jleka no ymepeHa 60aka, BRIIOYHATEIHO IaBoOONHe, MUIpPeHa

- bonxH B MyCKYJIHTE H CTABHTE

- [IbpBHYHa gucMeHopes (Done3HeHa MEHCTpYaLHs)

2. Kakso Tpa0OBa aa 3uaere, npeau Aa npueMere OKJIMC EKCIIPEC 400 mg rpany/a 3a
nmepopajien pasTBop

He npﬂemaﬁ're OKJIMC EKCIIPEC 400 mg rpany.,in 3a nepopaJies pa3
CTE aNlCpru4HHM KbM HOYNIpOdEeH WIH HAKOA OT OCTAHANUTE CHCTABK
400 mg rpaHyny 3a nepopaneH pasTBop (M30pOeHH B TOUKa 6). Hp
peakilis KbM TOBa JIEKapPCTBO, BIUTIOMHTEITHO MPOOIEeMH ¢ IHILIAHE
JIMLETO M uaTa (aHruoeneM), 605ka B repauTe, ca ¢cboOLIaBaHH npk

ndsdepddbed bud mm“-"m“mm-“._.m..




[Tpexparere HezabaBHO ynorpebara Ha OKJIMC EKCITPEC 400 mg rpaxynu 32 nepopaieH
pa3TBOP H Ce CBbpXeTe He3abaBHO ¢ Balnws nekap unu norbpcere He3abaBHO CrEIIHA
MEULIMHCKA MOMOIL, ako 3abesexuTe HAKON OT TE3H NMPH3HALIH;

- HMMAaTe TeXKO YepHoApoOHO unu 61OpeuHo 3abonspane.
-  KBMAare Wik CT€ HMajH BB3MAICHHE Ha CTOMAaXa WM KbPBEHE OT ABAHAAECETONPBCTHHKA WIH

CTe UMany nepdopanua Ha XpaHOCMHUJIATEITHATA CUCTEMA;

- NOBPBILATE KPbE;
-  HMaTe YepHH HU3MPaKHEHHS WIH KbpBaBa XUapHs,

MMaTe aKTHBEH MO3bYHO-CHIOB KPbBOU3IHB WIH APYrO aKTHBHO KbpPBEHE,;

HMMaTe HapyLIEHHA Ha KPbBOCHCHPBAHETO WM IIPHEMATE JIEKAPCTBA, KOUTO BIIHAAT BBPXY
KPBLBOChCHPBaHETO. AKO € HeoOxoauma enHoBpeMeHHa ynotpeba Ha HOyNpo(PeH ¢ TaKbB THI
NeKapcTRa, BalvaT nekap e H3BbpUIKM HY>KHHUTE U3CedBaHHS;

- HMAaTEC TCXKKA CbpA€YHA HEAOCTATBYHOCLT,
- CTpajJare OT TCXKKa ACXHAparauui, NIpUMdHEHa OT ITOBPBIIAHC, AHADHA HIH HEAOCTAaTh4CH

NMPpHEM Ha TEYHOCTH,

- CTe B MocnegHuTe 3 Mecella Ha OpeMEHHOCTTA.

[Ipeaynpexaenusd H Npeana3sHE MEPKH

Koncyarapaiite ce c Bamug nexap nau papmanesT, npeau aa npuemere OKJIMC EKCHPEC
400 mg rpany./n 3a DepopajieH pa3TBop, PR CIEIHATE ChCTOAHA:

AKO BMaTe OTOLM (3aAbPKaHE HA TCUHOCTH);
AKO CTe cTpajaliv WM CTpajare OT ChbpACYHO 3a0on49BaHe HITH XUINEPTOHHA (BUCOKO KPBBHO
HandaraHe);

AKO CTpajiaTe OT aCTMa WK JIPYro pecnupaTopHo 3abosBaHe;

Axko nexkypare HH{pekuud, ol kato OKJIMC EKCIIPEC 400 mg rpaHynM 3a nepopajeH pa3TBop
MOJKE J1a MAaCKMpPa BUCOKATA TEMIMEPATYPA, KOATO € BAXKCH NPH3HAK NPH HHPEKIUATA (BIKTE
2AHPEeKLHH" 10-a0JTY);

Ako nmate 6u6peuno win yepHoapoOHO 3abonsaBaHe; ako cTe Haj 60 roquHM, ako € HeoOXoAUMO
JIa TIpHEMaTe TOBA JIEKAPCTBO 3a MO-MPOABIDKUTENHO BpeME (MoBeye OT |-2 CeAMHLIH),

AKO cTpajaTe OT 3HaAYMTEJIHA 3aryba Ha TeYHOCTH (BCACACTBHUE HA MOBPbLIAHE, KHApHS,
HEZOCTATHYEH NIPHEM HA TEYHOCTH), IPHEMETE IOMIAMO KOJIKWYECTBO TEUHOCTH H CE€ CBBPKETE
He3abaBHO ¢ Bamuus nekap, Thid KaTO NpUeMbT Ha HOYNPOdEeH B TO3H KOHKPETEH ClTydald MOXe Ja
nosene 10 6bOpeyHa HeJOCTATHYHOCT B pe3YyJITAT HA OEXUAPATALMSA;

AKO UMaTe S3Ba WIH CT€ pa3BHIM KPBBOHIIMB WIH [epopalya Ha CTOMaxa HIIH
ABAHAAECETONPBLCTHHKA, NPOSBABAILM C€ KaTO CHJIHA WM NOCTOAHHA O0J1Ka B KOpeMa WK THMHH
U3NPKHEHUR, UIH J0pH 6€3 a cTe HManH CHMITTOMM NpeJiH TOBA.

To3u pUCK € Mo-BUCOK, aKO JIEKapCTBOTO € U3NOI3BAHO BbB BUCOKH JA03H U 3& NPOAB/DKHTETHO
NeYeHHe Ha NMalHEeHTH ¢ aHAMHECTHYHH JaHHU 33 NMENTHYHA A3Ba U NIPH NaLHEHTH B CTapYecKa
BB3pacT. B Te3n ciyuan Baluar nexap Moxe a NpeUeHHd Bb3MOXKHOCTTA Aa By npeanwie
NEKapCTBO 32 APEAna3BaHe Ha CTOMAaxa,

AKO npreMaTte eAHOBPEMEHHO APYTH JICKAPCTBEHH MPOAYKTH, KOHTO BIIHAAT BHPXY
KPBBOChCHPBAHETO, HATIPUMEP NEPOPATHU AHTUKOATYJIAHTH, JIEKAPCTBA, MOTHCKALILH
TpOMOOIIMTHATA arperaluia OT BUAA Ha aleTUICATULIIOBATA KHCETHHA. BaxkHo e fa ce orbenexu
CBILIO TaKa, Y€ ynorpebara Ha APYrH JICKAPCTBCHH MPOAYKTH MOXKE Aa MOBHLIK PHCKA OT
KPBBOMITUBM, HATIPUMEP KOPTHKOCTEPOUIH H CEIEKTHBHH HHXHOUTOPH Ha oOpaTHOTO
3aXBalllaHE Ha CEPOTOHHHA,

Axko crpanare ot 6onect Ha KpoH (xpoHuuHO 3abonsgBaHe Ha yepsara, NPosBABALLO Ce C
BBL3NATICHUE, KOETO OOMKHOBEHO BOAH A0 KbpPBaBa JUAPHA) WIH YILIEPO3€H KOJIHT;

AKO npHeMaTe AHYypeTULIH, Thii kaTto Bawuus nexap Tpsabsa na npocnensasa 6b0peunaTta Bu
byHKLMA;

AKO cTpajaTe OT CHCTEMEH JTYITYC epUTeMaTo3yc (XpoHU4HO 3adonABaHe, *-
HMYHHATa CUCTEMA, HEPBHATA CUCTEMA, KPBBOHOCHHTE ChJIOBE, KOXKaTa, CYRE
YU3HEHOBAKHHU OPraHH), ThH KATO MOXE 13 Bb3HUKHE ACENTHYEH MEHHHME
MEHHHIHTE (MO3BYHHTE OOBHBKH), KOETO HE € PUYHHEHO OT Dakrepus)
AKo cTpajaTe OT ocTpa HHTepMHTEHTHA nopdupua (MetadonutHo 3a60
Bu, xoero Moxe Aa NPpUYHHHA CUMITTOMH KaTO YepBEHHKaBa YPHHA, KPHB )
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yepHOIpoOHO 3abongBaHe), 3a ia C€ MPELIEHH AATH JIEUEHHETO ¢ HOYNpodeH € noaxoaAwo;

- AKo cTpanare oT riaBodosine ciiesl NPOAb/DKHTENCH NPHEM Ha uOynpodeH, He Tpabsa na
npueMare Mo-BUCOKM JO3H OT JIEKAPCTROTO;

- AKO NoJIyYHTe 3pHTE/IHH HAPYILIEHUA N0 BpeME Ha JICUCHHETO ¢ HOynpodeH, NpeKparTere ro 4 ce
KOHCyTHpakre ¢ Bawus nexap 3a oTanmMoNoruieH npernen;

-  Ilpu ynorpebara Ha ToBa IeKapCTBO MOTAT J1a C€ NOABAT allCPru4Hu peaklmu, Jleuenuero tpadea
114 ce MPEKPATH aKo C€ MOSBH 3aUCpPBSBAHE WM NMOJYBaHe Ha KOXKAaTa,

- Bamusar nexap we Bu Habaronaea no-BHUMATENHO aKo mpueMare ubynpodeH cien rojnsama
ofiepaLus;

- IlpenmopbuMTENHO € 1a HE MPUEMATE TOBA JIEKAPCTBO, aKO HMATE BapHUena.

BaxxHO e na npremare Hal-HUACKATa 1032 32 HaM-KPaTKUa Nepruoj OT BpeMe, HeoOXoauM 3a
obnekyaBpaHe Ha BalwiHre CHMITTOMH.

He ce npenopruBa aa npuemare TOBA JiekapcTBO eqHOBpeMeHHO ¢ apyrd HCIIBC, skirounTenHo
uuookcuredasa-2 (COX-2) uHxubuTopH.

Hudekunn

OKJINC EKCIIPEC 400 mg rpaHynu 3a nepopajieH pa3TBOp MOXKe 1a CKpHE ITPU3HAUNTE Ha
HH(pEeKLUHH KaTo TeMneparypa U 6oska. [lopaau Tazu nputuHa e 8p3MoxxHo OKJIUC EKCIIPEC
400 mg rpaHyJid 2a nepopajieH pasTeop Aa 3a0aBH NOAXOAALOTO JICYCHHUE Ha MHPEKUUATA, KOETO
MOXK€E 112 JOBEE A0 MOBHUILEH PUCK OT YclokHeHHA. Tora ce Habmoaasa npu fakrepuanHa
NHEBMOHMA U DaKTepHasiHHU KOXHK HHOEKLMH (BapHLena). AKO NpHEMaTe TOBa JIEKapCTBO, A0KATO
MMaTe HHPEKLHA H CHMOTOMHUTE Ha MHPEKLHATA NPOAB/DKaBaT MIIM CE BJlolIaBaT, TpiaOBa 1a ce
KOoHcynTupaTe HezabaBHO ¢ nekap.

O0bpreTe cnennanno sBauManne npH ynorpedba Ha OKJINC EKCIIPEC 400 mg rpanyan 3a
NEpPOPAJIEH PA3TBOP

CepHO3HHM KOXKHH peaklliH, BKIIIOUYHTENHO eKC(POTHATHBEH AEPMATHT, EPUTEMA MYJTTHPOPME,
cHHApOM Ha CTUBBHC-/DKOHCEHH, TOKCHYHA eNUACPMATHA HEKPOJIM3a, IEKapCTBEHA peaKLHA C
eo3nHounua M cucteMHd cuMnToMH (DRESS), ocTpa redepanusnpasa ex3anTeMaTo3Ha mycTyJio3a,
ca cboOIaBaHU BbB Bpb3Ka ¢ JleueHueTo ¢ ubynpoden. Ilpekparere ynorpebara Ha OKJIUC
EKCITPEC 400 mg rpaHynu 3a Nepopaji€H pa3TBop U He3abarHO NOTHpCceTe MEAHLIMHCKA MOMOIILL, KO
3abenexuTe HAKOH OT CUMITTOMHUTE, CBBP3aHH ChC CEPHO3ZHUTE KOXHH peakiiuy, ONUCaHU B TOUKa 4
B13MOXKHH HEXETaHU PpeaKLUH.

IIpeanazng MepKH NPH NANHEHTH B CTAPYECKA BbB3PACT

[lanueHTHTE B cTapyecka BL3PacT HMAT 10-BHCOKA YECTOTa Ha Hexkenanu peakuud kbM HCIIBC, karo
Hai-4eCTO Te3u peaKUMy OHBAT CTOMALIHO-YPEBHO KbPBEHE U nepdopaums, KOUTO MoraT aa Obaar
¢daTanHu.

IIpeanazan MepKH, CBLP3AHHA CbC CHPACYHOCLAOBATA CHCTEMA

JlexapceTeenu npoaykTH kato OKJIMC EKCIIPEC 400 mg rpaHynu 3a nepopajieH pa3sTBOp MOraT Aa
OBbJAAT CBbP3aHH C YMEPEHO NMOBHKIIIABAHE HA PHCKA OT ChpZicYeH HHPAPKT Wnu UHCYIIT. TO3U pHCK e
[10-BepPOATEH, KOraTo JIEKapCTBOTO CE M3MOJI3Ba BHB BUCOKH 103 M MPH MPOAL/DKUTENIHO JieueHue. He
HaJBHLLIABAKWTE MPENOPBUYHATEIHATA 1034 HIIH NPOIBIKHTETHOCT Ha JICUYCHHE.

Tpabea na ce koHCyATHpaTe ¢ Bamus nekap win ¢papManeer, npeay aa npueMere OKJIMC
EKCIIPEC 400 mg rpaHy/d 3a nepopaieH pasTBop, ako:
- uMate NpobeMH CbC ChbPLETO, BKIIOYHTEIHO ChPACYHA HEAOCTATHUHOCT U CTEHOKApAHs
(rpbana O05iKa), WK CTE NpeThprend ChpAcueH KHPApKT, onepalitd 3a OCTABAHE Ha
Gaiinac, nepudepHa aprepuanta 6onect (BAoLISHA HHPKYNallia B KPaKaTs M X
Nnopaad CTECHCHHME WIH 3aIMyLIBAHE HA APTEPHHTE) HIH AHAMHECTHYHH J
MHCYNT (BKIIOUMTENHO MHKPOMHCY/IT HIH NPEXOAHA HCXEMHUHA aTaK)
- MMAaTe BUCOKO KPhBHO HaJIgraHe, [uader, BUCOK XosecTepot, haMul
cbpAe4HO 3abosigBaHe, WNH CTe MyILay. |
Colil0 Taka TOBA JIEKAPCTBO MOKE Ja MPEIU3BHKA 33 AbPKAHE HA TEYHOCTH, O




ChC ChplieYHA HEOCTATBYHOCT U/MIIM BUCOKO KPBBHO HAIATAHE (XHIIEPTOHHA).

HaxaTe/lHH RAPYNICHHS

H6ynpoden TpaGBa Ja ce npHeMa ¢ BHUMaHHE NpHU NALMEHTH, KOHTO UMAT WM €& HMaIH OpoHXHalHa
acTMa, XpPOHHYEH PHHHT WIH aJICPrHM, Thil KaTo € choblIaBaHo, 4¢ ubynpoden NpHUnHABA
OpoHxocnazbM, OOpHB WIH aHTHOeAEeM (TeXKa ajiepriuHa peakuus, KOSTO NPHYHHABA NOAYBaHE Ha
JHLETO WIH MBPAOTO) NPU T€3U NTALUEHTH.

eua B IOHOIIHA

Cal1ecTBYBa pUcK 0T OBOpedHO yBpexAaHe NpH ACXHUIAPATHPAHHU IOHOLIH.

OKJIUC EKCITPEC 400 mg rpaHynu 3a riepopaseH pasTBop He TpaOBa aa ce npyuemMa OT Jiela Ha
BB3pacT noa 14 roguHu, Thi KaTo Ao3aTta HOynpodeH, CbabpiKallla ce B HETO, HE € MPENOPbYHTENHA
33 Ta3H BbL3PacToBa rpyna.

B3anmoaelicTBHE ¢ ARAJIHTHYHE TECTOBE

Axo Bu ce Hanara ga U3BBbpUIBATE JUATHOCTHYHH TECTOBE (BKJIIOUMUTENIHO KPBBHH TECTOBE, TECTOBE
HA YpPHHaTa, KOXKHH TECTOBE, MPU KOUTO CE€ H3TION3BAT AJEPreHH H T.H.), yBeaomere Baluus nekap, 4e
nprueMate OKJIMC EKCIIPEC 400 mg, Thit KaTO TOBA EKAPCTBO MOXKE [a OKaXKe RIIMAHHE BbPXY
pPE3YJITATHUTE.

HApyra aexapceria B OKJIMC EKCITPEC 400 mg rpanysn 3a nepopaJieH pa3iTBop
Tpabra na kaxxere Ha Baums nexap unu papMaLeBT, aKO IIPHEMATE, HACKOPO CTE NPHEMANH HITH €
BL3MOXHO A3 TpUeMaTe APYrH JeKapCTBa.

OKJIMC EKCITPEC 400 mg rpaHyy 3a rnepopajieH pasTBOP MOXE Na [OBJIHAE WiH JEHCTBHETO MY
na Obae nOBJAMSAHO OT APYIH JIEKapCTBa:
e JlekapcTBa ¢ MPOTHBOCHCUPBALLO ACHCTBHE (AHTHKOATYJIAHTH), U3MON3BAHH 32 ,,pa3peKIaHe” Ha
KPBBTA KATO ALETUICATHLUKNOBA KUCENTHHA, BApdapHH, THKJIOMHIMH;
e« JlekapcTBa, KOMTO MOHIKABAT BUCOKOTO KpbBHO Handrane (ACE MHXHOHUTOpPH KaTO Karronpwn,
Oeta-O/IOKepH KaTO aTeHOMOJI; aHTaroHMCTY Ha aHruoTeHsuH Il peuenrTopa xaro nocapraH).

JlekapcTBEHHTE NPOAYKTH, U30pOEeHH NO-A0JTY, MOTAT Aa OKAKAT BIMSHHE H CIICIOBATEIHO He TpAOBa
na ce npuemar ¢ OKJIMC EKCITPEC 400 mg rpaHynH 3a nepopajieH pasTBop, 0e3 npeaBapHTelHa
KOHCyJITauMs ¢ Bamus nekap:

e  ALETHICATHLIUAOBA KUCEIHHA WIH APYTH HECTEPOUAHH NPOTHBOBBINAIMTEIHHA WIH aHAIIMeTHUHH
CpPEICTBA, Thit KATO Cce yBeNMYaBa pUCKa OT CTOMALLUHO-YPEBHH A3BH H KbPBEHE;

e  ANTHXMIEPTEH3UBHH NekapcTBa (Oeta-Onokepu, ACE uHXHOUTOPH, aHTarOHUCTH Ha
aHrHoTeH3HH |l peuenTopa) 1 JuypeTHLHM (JIeKapCTBa 3a YBEIIHYABAHE OTAC/IAHETO HA YPHHA):
HCIIBC morat ga noHwxat edeKkra Ha JIHYPETHLMTE B APYTUTE AHTHXHICPTEH3UBHU JIEKapCTRa.
EnnoBpemeHHarta ynoTpeba Ha nOynpogeH ¢ KalMii-ChbXpaHaBally JUYPETHLIH MOXE 1a
MPUYHHK XHIIEPKAJIMEMHS Y [a NMOBHILIH PHCKA OT HE(PPOTOKCHUYHOCT.

e TpombOUHUTHH aHTHarperaHTH {NpeJOTBpPATABAT 00pa3yBaHEeTO Ha TPOMOU/ ChCHpPELIH B
KPBHBOHOCHHTE CBAOBE) KATO TUKIONHAHUH;

*  AHTMKOAaryJlaHTH (JIEKapCTBa, H3MIOI3BAHM 34 ,,pa3pexaaHe’ Ha KpbBTa) KaTo BapdapuH;

o JluTHii (JlekapCcTBO, M3MON3BAHO 34 JICUEHHE HA AenpecHs). Bawyar nekap MoxXxe a KOpHTHpa
103aTa Ha TOBA JIEKapCTBO;

e Merorpekcar. Bammar nexap MoxXe Ja KOpurapa A03ara Ha TOBa aHTUMETaDOIMTHO JIEKaApCTBO
N0 ChOTBETHUA HaYMH (TO 3a0aBs pacTexa Ha HAKOU KIETKH, NMPOH3BEXAAHH B OPraHu3Ma),

e MmudenpuctoH (3a npexbcBaHe HA OPEMEHHOCT);

e JIuroxcus WY ChPIASHHM INIMKO3UAH (M3MON3BaHHK 32 JICUSHHE Ha ChpleuHH 3ab0naBanns);

e  XWIAHTOHMHH KaTO PeHUTOUH (M3IOJI3BAHHK 32 JICUCHHE HA SIIUNEIICHA );

GakTepUasiHU HHPEeKUUM);
e KoOpTHKOCTEPOMAH KaTO KOPTH3OH M MPEeaHU3ONOH;
 [lenrokcudunux (nepucepeH BazoAUIATATOP);
» [Ipoberenm (M3NON3BaH NPH MALUEHTH C NTOAATPA WIIH 3a€HO C IICHH




*  AHTMOHOTHLH OT rpynara Ha XHHOJIOHHTE, HAIIpUMEP HOP(JIOKCALIUH;

 CynduHnupasoH (npy nojgarpa);

 CyndaHwtypeiiHd NpOAYKTH KaTo TOAOYTaMHU WK WHCYIHH (TIpH 1HabeT), 1o3aTa MoXe Ja
OBae KOpHrHpaHa;

e Hakou aHTHAENPECAHTH (CENEKTHBHY HHXHOMTOPH Ha OOPATHOTO 3aXBalllaHe Ha CEPOTOHUHA);

 TakponmuMyc WK LHKIOCTIOPHH (M3NON3BAH [IPH NALMEHTH C OpPraHHa TPAHCIUTAHTALUA C Ue
NpefOTBPATABaHE OTXBBPJIAHE HA OPraHa);

 3uzoByauH (NMPOTHBOBUPYCEH JekapcTBed npoaykT npu CIIMH);

* TpoMOoauTHLM (NE€KapCTBa 34 pa3TBAPAHE HA KPBBHH ChCHPELIH);

e  AMMHOIIUKO3HUAHH aHTUOHOTHLM (KATO HEOMHLIKH ),

 PacTurenHu excTpakTH: ekCTpakT OT [ niko bunoba;

e  CYP2C9 uuxuburopu (OTrOBOPHH 32 MeTaDOIM3MPAHETO HA Pa/IMYHH JIeKapCTRA B
yepHHUA Apo0), KaTO MIYKOHA30/A H BOPHKOHA30M (Ae4YeHHE HA MOHYHM HHPEKLIHH);

Hsakou apyru JiekapcTBa ChILIO MOraT Aa MOBJAMAAT HA MU Ja OBJAT NOBNUAHH OT JIEYEHHUETO ChC
OKJIMC EKCIIPEC 400 mg rpanynu 3a nepopaneH pa3teop. [lopagy Toea, Tpa6Ba BuHary ga ce
¢bBeTBaTe ¢ Bams nexkap unu dapmanest, npeau aa uinonssare OKJIMC EKCIIPEC 400 mg
rpaHyny 3a rnepopaieH pa3reop B KOMOMHALMA C JpYI'H JIEKapCTBa.

OKJIMC EKCIIPEC 400 mg rpanyJid 3a DepOpAJIi€H PASTBOP ¢ XpaHa, HAMHTKH H AJIKOX0/I
[Tpenopwuurento ¢ OKJIMC EKCIIPEC 400 mg rpanynu 3a nepopalieH pa3TBop Ja ce NpHeMa
3a€1HO ¢ BOJAa WM JApyra Te4HOCT.

[Tpuema ce caMoCTOATENHO MK ¢ XpaHa. Hali-001110 ce npenopbUBa JIEeKapCTBOTO Ja C€ NPHEMa 10
BpEMe Ha XpaHeHe WIH BeJHara ciel XpaHeHe, 3a Ja €€ HAMAJIH Bb3MOXKHOCTTA OT CTOMALUHO-YPEBHH
HEXKEJIAHW PeaKLIHH.

KoHcyMaluaTa Ha anKOX0a 0 BPpEME Ha JICYCHHETO MOXKE [a YBEIMYH PHCKA OT CTOMAIIHO-YPEBHH
HEXEIaHH PEaKLIUH,

bpemMennrOCT, KbpMeHe H PepTHIAHTET
AKO cTe OpeMeHHa WIH KLPMHTE, CMATATE, ue MOxe Ja cTe OpeMeHHa WiH Tuianuparte OpEMEHHOCT,

ochBeTBalTE ce ¢ Bawuna nexap uiaM dapmanest, npead ynorpebara Ha TOBa JIEKAPCTBO.

bpeMeHHOCT
He npuemaitre OKJIMC EKCITPEC 400 mg rparynu 3a nepopaneH pa3TBop, ako CTE B NMOCASAHUTE 3
Mecella Ha OpeMEHHOCTTA, Thil KATO MOXKE Ja MPHYMHH YBPEKAAHE HA IN10Aa WK NpoOleMH NpH

paxaaHe. Moxe aa npuunHH 6B0peuHH U chpaeyuHH npobnemu Ha Baulero HeponeHo 6ebe. Tora
MOXKe Ja noenuse Ha Bauara u Ha 6ebeto By CKIOHHOCT KBM KBPBEHE 4 Ka NPHYUHH 3abaBeHO WK

no-IbJIro OT o4akBaHoTo pakaaHe. He Tpabea aa npuemare OKJIMC EKCITPEC 400 mg rpadynu 3a
nepopaneH pa3TBop Mpe3 IMbPBUTE 6 MeceLla OT OPEMEHHOCTTA, OCBEH 4KO HE € KATCTOPHYHO
HeOOXOIMMO M NMpENoOpbYAHO OT Bamus nekap. AKO ce€ HY>KAaeTe OT JeUEHHUE MNpe3 TO3U NEPUOI WK
OKaTO ¢ce OnuTRaTe 1a 3abpeMeHeere, TpAOBa a U3NON3BATE HAW-HHUCKATA 4034 332 B3MOXKHO HaH-
KPaTbK NEPHOA OT BpeMe. AKO ¢ce npueMa NMoBeye OT HAKOJKO AHM OT 2(-Ta ceAMULIA Ha
SpemenHocTTa HaraTek, OKJIMC EKCIIPEC 400 mg rpadyny 3a nepopaneH pa3TBop MOXe Ja
npHuuHU npobaemMu ¢ 6uO6penuTe npu Baluero HepoaeHo 6ebe, KOETO MOXKE Ja AOBEAE 10 HUCKH HUBA
Ha aMHHOTHYHATA TEYHOCT, KOATO 3a00uKkans 06ebero (OMHroXuapaMHHOH) WIH CTECHABAHE HA
KPbBOHOCEH CbJ (AYKTYC apTEpPHO3YC) B ChpLETO Ha OebeTo. AKO ce HyxaeTe OT JIeUeHHE 3a [oBeYe
OT HAKOJIKO JHH, BaluuAaT ekap Moxe aa npenopbya JOMTBJIHUTETHO HAOIOAEHHUE.

KnpMene
BounpexkH ye camMo MallKi KOJMYECTBa OT IEKAPCTBOTO MOMAaZaT B KbpMaTa, [IPENOPLYUTEIHO € 1a HE
npuemare OKJIMC EKCIIPEC 400 mg rpanynu 3a nepopajieH pa3TBOP NPOXbIIKHTE DN
KbpPMHTE.

beprinureT ")
[To oTHOWEHHE HA NALIMEHTKHTE B JETEPOAHA Bb3PacT € HeoOX0aHuMOo 1a ce i“ﬁ e

NEKApPCTBEHU NPOAYKTH, chabpxkaliM ubynpodged (kato OKJIMC EKCITPEC 4403
NepopasieH pa3TBOP) WK APYTH JIEKAPCTBA OT Ta3H rpyna, ce CBbp3BaT ¢ HAMa/NBY




cnocobHocTTa 3a 2a0peMeHaBaHe.

Illopmrpane B paboTa c MAINHHA

He Tpabea aa wodupare 1 ga paboTHTE C MalIMHH, AKO MMATE HEXKe/1aHH PEaKIMK KaTo 3aMasHOCT,
CHHIIMBOCT, CBETOBBPTEXK HIH 3puTenuu Hapywlenus cneg npueM Ha OKJIMC EKCIIPEC 400 mg
rPaHYJIH 3a MepopaneH pasTBop. AKO IPHEMETE €AHOKPATHA 4034 H/TH M3M0JI3BATE JIEKAPCTBOTO 34
KpaTKO BpeMe, OOMKHOBEHO He ce Habmonarar edekTH BbpXy cnocofHocTTa 3a wodupane 1 padora
C MallIHHH.

OKJINC EKCITPEC 400 mg rpanynd 3a NepopasicH pa3sTBop ChALPKA acHapTaM H 3axapo3a
OKJIMC EKCITPEC 400 mg rpaHyny 3a nepopajieH pa3TBOp ChAbPKA acnapTaM, KOHTO € H3TOYHHK
Ha (peHunanaHuH. Moxxe 1a e BpeieH 3a Xopa, CTpaJallid OT QEeHWIKETOHYPHS.

OKJIMC EKCITPEC 400 mg rpaHyd 3a nepopajicH pa3TBOp ChbAbpiKa 3axapo3a. Ako Bammar
nexap Bu e Ka3ai, ue UMaTe HENMOHOCHMOCT KbM HAKOH 3aXapH, MOCHBETBAWTE Ce C HETO Mpeay 1a
B3€METE TO3U MPOIYKT.

To3u nekapcTBeH MPOAYKT ChAbPka HaTpHil, mo Manko ot 1 mmol (23 mg) Ha no3a, T.€.
NpPaKkKTUYECKU HE ChABLPIKA HATPHH.

3. Kak aa npuemarte OKJIMC EKCIIPEC 400 mg rpasyJin 3a nepopajeH pa3TBop

BuHaru nprueMaiiTe ToBa JIEKapCTBO TOYHO KAaKTO € ONHCAHO B Ta3H JIMCTOBKA MJIK KakTo BU e Ka3an
Bawmar nekap Uind apMauneBT. AKO He CTe CUTYPHM B HELLO, nonuraiTe Baluus nekap niy
dapMaLeBT.

OKJIUC EKCITPEC 400 mg rpaHynu 3a nepopajied pa3TBOp ce npuemMa npe3 ycrara. Micunere
CBhABPKAHMETO HA CAIETO B MOJIOBHH Yalua BOAA U pa3sObpKaifTe.

Baxkno e 1a npueMare Hali-HHCKAaTa 71032 3a Hali-KpaTkus nepHoj oT BpeMe, HeoOXoauM 3a
obaekyaBaHe Ha Baiure CHMITOMU. AKO HMaTe HH(EKIHA, KOHCYITUpalTe ce He3abaBHO ¢ Bamusa
J€Kap, aK0 CUMITTOMKTE (BHCOKA TeMMneparypa ¥ 6oka) npoab/DkaBaT WIH Ce BIIOLLABAT (BHIKTE
Touka 2 Kakso Tpa6Ba na 3naere, npeau aa npuemere OKJIMC EKCITPEC 400 mg rpanynm 3a
nepopaieH pa3Tsop).

Bn3pacTHH H I0BOIMHA HAN 14 roamnn

[TpenopruMTenHa 4032 38 BE3PACTHH H IOHOWIH Ha BB3pacT oT 14 1o 18 roaunu ¢ 1 cawe (400 mg) Ha
BCEKH 6 Ro 8 yaca, B 3aBUCHMOCT OT TEKECTTa Ha CbCTOAHUETO U OTTOBOPa KbM JICUEHHETO. B HiKOH
CTy4aHd € Bb3MOXKHO A2 ca He0OXOZAHMH NMO-BUCOKH JI03H, HO NPH BCHYKH CITy4YaH C€ Mnpenops4sa na He
ce MpeBHINaBa MaKCMManHaTa qHesHa qo3a ot 2 400 mg npH Be3pacThH 1 | 600 mg npH oHOWIH Ha
Bb3pacT ot 14 1o 18 roauHu.

Ynorpeba npH fena H IHOIIH
OKJINC EKCITPEC 400 mg rpaHy/iu 3a nepopaiieH pasTsop He TpaOBa Aa ce rpHeMa OT Aelia H IOHOIIH
Ha BB3pacT noj 14 roauHu, ThiH KaTo Ao3aTa HOYNpodeH He € Noaxoasdia 3a Ta3u Bh3pacToBa rpyna.

ITanHenTH B CTApPYECKA BH3pact
AKo cTe Ha BB3pacT Haa 60 roaunu, Bamuar nekap moxke Ja By npeansiue no-HHCKa 103a OT
obuyaitHaTta. B TO3M ciiyyai npuemanTe TOUHO NpeArnKrcaHaTa qo3a.

IManpenTn ¢ 6x6peano u/uan 9epuoapobuo 3abonsgBane
Ako cTpanate ot Os6peuHo W/unu yepHonpobHO 3abonasane, BamaT nekap moxe na BH npeanuue
Mo-HHUCKa A03a ot odbuyaiHara. B To3u ciy4ai npueManTe TOUHO NMpeanucaHara o3




AKko cTe npHen nosede ot HeobxoaamaTa ao3a OKJIAC EKCIIPEC 400 mg rpanyas 3a
nepopaien pa3TBop

B cayuaii Ha rpeno3MpaHe WK CITy4aidfHO MorTbliaHe, He3a0aBHO ce KOHCYaTUpaitTe ¢ Baiuus nekap
WK dapMaLieBT, WIH noceTeTe Hail-6mi3kaTa GonHMLA 32 NpEeLIeHKA Ha pUCKA WIH 34 [a NOYyYHTe
CBHBET 3a JCHCTBUATA, KOHUTO J1a MPEATNIPHEMETE.

CuUMNTOMHTE Ha NPea03UpPaHe MOraT Ja BKIIOYBAT rajcHe, CromMaliiHa Oonka, NoBpbLIaHe (C KPbB),
CBETOBBPTEXK, CMA3MH, XUIIOTOHHSA (HUCKO KPBBHO HAIAraHe) Wi HaManeHo HHBO Ha Ch3HAHME,
rnasoOonue, IyM B yluuTe, o0 bpkBaHe U CIIOHTAHHH ABHKEHMA Ha ouuTe. IIpH BUCOKH 0O3H ce
cHOOIIAaBa 3a CLHIMBOCT, 60NKH B I'bpAMTE, ChpLeOueHe, 3aryda Ha Ch3HAHUE, KOHBYJICUH (TTaBHO
MpH Jiena), cadoCcT U OTNAAHANOCT, KPbB B YPHHATA, CTYACHH TPBIIKH H 3aTPYIHEHO AHILAHE,

Psinko MOrar ja ce nosBat no-CepHO3HM CUMITTOMH KaTO CTOMALLHO-YPEBHO KbpPBEHE, HUCKO KPBBHO
HangraHe, rbpYOBE M AHXATENIHH HapyllleHHd. B ciy4yan Ha Texka HHTOKCHKaLMA MOXKe Aa Obae
HACTBLIH OBOpEYHA HEAOCTATHYHOCT H YEPHOAPOOHO YBPEXKIaHE.

B ciyuaii Ha mornbluaHe Ha FrosfieMy KouvecTBa TpaOBa 1a ce NpUnoKu aKTHBEH BbrieH. M3npassane
Ha CTOMAIIHOTO ChABPKHUMO MOXKE J1a C€ H3BBPILUU aKO €A MOMbJIHATH 3HAYHTEIHH KOJIMYECTBA U B
paMkuTe Ha 60 MUHYTH Cllel NOTTBIUAHETO.

Axo cre nponycHain na npHeMeTe OKJIHC EKCIIPEC 400 mg rpanyJin 3a nepopajieH pa3Tsop
He B3emaiiTe ABOHHA 1034, 3a 1a KOMIICHCHpATE NPOITyCHATaTa n03a. AKO NPOIMYCHETE A03aTa CH,
B3IEMeETE A1, BEIHAra [{OM CH CIOMHHTE. BBIOpeKky TOBA, aK0 BPEMETO Ha CJIEBAILOTO XpPaHEHE € MHOT'O
61M3K0, NPOITyCHETE A03aTa M B3EMETE CIeABallaTa 1o3a B 0OHUaWHOTO BpEME.

AXO UMaTe HAKAKBH JIOTBbJIIHMTENHH BBIPOCH, CBBP3aHH C ynoTpebara Ha TOBA JIEKapCTBO, NOMHTAHTE
Bainus nexkap unau papMaLesT.

4. BBL3MOXHRA HeXeIAHH PCAKIIHH

KakTo Bcuukn nexapersa, OKJIMC EKCIIPEC 400 mg rpadyns 3a nepopaneH pasTBOp MOXe Ja
NpeAU3BHKA HEXKEIAHH PEaKLMH, BBNPEKH Y€ He BCEKU I'M noiry4yasa. HexenanuTe nekapCcTBeHH
peaKLHH Ca MO-YeCTO CPEIaHH MIPH NMalMEHTH Ha Bb3pacT Haj 65 roauHd. BeposaTHocTTa 3a nodBa Ha
HeXKeJJaHH PEaKLMM € I0-HUCKA NpH ynorpeda 3a KpaTbK NEPHO M KOraTo JHEBHATa J03a € Mo-HHCKa
OT MpenopbhUYHTEIHATA MAKCUMAITHA 1034,

IlpexpateTte ynorpebara aa OKJIMC EKCIIPEC 400 mg rpany.in 3a nepopajieH pa3sTBop H
ne3abaBHo DOTHPCeTe MEIAMRACKA HOMOI, aKO 3a0€/IeXKHTE HAKOH OT CIIEIHHTE CHMITTOMH:
® YepBEHHMKaBH IUIOCKH, MOXOOHHM HA MHIIIEHA WIH KPBIJIM NIETHA N0 TOPCA, YeCTO C MEXYPH B
LleHThpa, OeneHe Ha KOXKATA, A3BH B YCTAaTa, I’bPAOTO, HOCA, TEHUTANIMUTE U OYHUTE. Te3H
CEPHO3HM KOXHH oOpHBH Morar Aa Obaar npe/iluecTBaHd OT NOBHIICHE TEMIEPATYpPa H
IPHIIONOA00HM CHMIITOMH [ekconHaTHBEH AepMATHT, EpUTEMa MYJITH(POPME, CHHIIPOM Ha
CtuBbHC-/DKOHCHH, TOKCHYHA €NUASPMAJIHA HEKPOIU3a];
¢ IHPOKO Pa3npOCTpaHeH OOpHB, MOBHILIECHA TENIECHA TEMIIEPATYPA H YBEJIMUYEHH JIHM(PHH
Bb3nM (DRESS cunapom);
® YEpBEH, JIIOCIIECT, LIKPOKO Pa3NpOCTPaHEH OOPHB ¢ NOAKOKHU NOAYTHHH U MEXYDH,
NPHAPYXKEH OT NOBULICHA Temneparypa. CUMIITOMUTE OOHKHOBEHO C€ NOABABAT B HAYATIOTO
Ha JleueHHeTo (OCTpa reHepaln3HpaHa €K3aHTEMAaTO3Ha ITyCTyJ103a).

YecToTaTta Ha npeACTaBeHHTe 10-A0JY HeXKEIaHH PEaKLMY € ONpeiefieHa KaKTo clieBa: MHOI'O YECTH
(>1/10); uectu (=1/100, <1/10); neuectu (=1/1 000, <1/100); peaxu (= 1/10 000 no <1/1 000); mHoro
peakH (<1/10 000); c Heu3pecTHa YecTOTa (OT HATHYHUTE JAHHMU HE MOXKE Aa Ob/Jie HallpaBeHa OLICHKA).
HaOnioaaBar ce CACAHHUTE HEXKENIAHU PEaKLHH:

Hudexknun 4 aaPecTAINH
Muozo peoxu: o6oCTpsiHe Ha Bb3MaNeHus, CBbP3aHU ¢ HHPEKIUH (Hanp. HeK
KoeTo c¢hBnaga ¢ yrnorpebara Ha HCIIBC




HapymeHns BHa KPHBTA # JAMPHATA CHCTEMA

Peoxu: annacTudHa aHeMus (CHJIHO HaMansBaHe Ha Opos Ha KPbBHHTE KISTKH, KOSTO BOIH A0
cnabocT, NosABa Ha CHHHHH WIH YBEIHYE€HA BEPOATHOCT OT Bb3HHKBAHE Ha HH(EKLMA)

Muozo peoxu: HamansBaHe Ha 6pos Ha TpOoMOOLIMTHTE, HaMalsBaHe Ha Opos Ha BenuTe KPBBHH
KJIETKH (MOX€ Ja ¢e NMPOABH ¢ YeCTH MH(PEKLHH C BHCOKA TEMIIEPATypa, BTPHCAHE HITH BB3IMANICHO
rbPo), HAaMANIBaHE Ha Opos Ha YepBEHHTE KPBBHH KJIETKH (MOXE [a Ce NpOosBHU Che 3aAyX u Onena
KOXa), MOHMKEH OpOoH Ha rpaHyaouuTHTe (BUI O€/IU KPBBHH KJIETKH, YUHTO HENOCTHI MOXKE JAa
Npeapa3noa0XKu OpraHu3Ma KbM HHMEKIHH ), TAHUATONEHKA (HEAOCTHI HA NEBKOLIMTH, EPUTPOLIUTH H
TpoMOOLMTH B KPbBTA), arpaHYJIOHKTO3a (CWIHO HAMATABaHE Ha Opos Ha onpeAcncHH DeNH KpbBHU
KIIETKH, KOETO YBETHWYABA BEPOATHOCTTA OT Bb3HUKBAHE HA HHEKIMH), XEMOSUTHUHA aHEMUA
(npexcaeBpeMEHHO pa3pylllapaHe Ha YepPBEHHTE KPbBHU KIETKH). [IbpBHTE CHMITTOMH Ca: NMOBHLLEHA
TeMneparypa, 00JIKH B I'bPNOTO, TOBBPXHOCTHH S3BH B YCTATa, rpUNIONOAOOHH CUMITTOMM,
M3KJIIOUXTETHA YMOpa, KbPBEHE OT HOCA H KOXXHH KPbBOMIIIHBH. Y IBIKEHO BPEME Ha KbPBEHE,

Hapymenas Ha HMYHHATA CHCTEMA

Heuecmu: anepruyHa peakiuns, peakL¥ Ha CBPbXYYBCTBUTEIHOCT ¢ 0OpUB U Chpbex, KaKTo U
ACTMATHYHU MPUCTBITH (BB3IMONKHO € a Ce NPOABRH €AHOBPEMEHHO C MOHWKABAHE HA KPBBHOTO
HAIAraHe)

Peoxu: anadunakcus (reHepanu3vpaHa ajlepru4Ha peaxius)

Mnozo peOxu: TexXKH peakUMH Ha CBPBXYYBCTBHTEIHOCT (MOrar Aa C€ XapaKTepu3HpaT ¢ OTOK Ha
JHLETO, €3HKA, JIADUHKCA, OPOHXOCNA3EM, JUCITHES, TAXHKAPAUA U XHAOTOHUA, KOMTO MOraT aa Onaar
MHBOTO3aCTPALLABALIIH )

IlcHXEYHH BAPYINEHHNA

Hevyecmu, 6e3cbHHE, TPEBOXKHOCT, 0€3MOKOHCTBO

Peoxu: ncUXOTHYHA peakLMs, HEBPOTH3bM (TPEBOKHOCT H €MOLHOHAIHA HECTAOWITHOCT),
pPa3Apa3sHHTE/IHOCT, JAeNpechHa, 0OBPKAHOCT, Ae30pHeHTalMA

Hapymenus HA RepBHATA CHCTEMA

Uecmu: yMopa, rnaBobonme, HepasnonokeHne, CBETORbPTEX

Hevecmu: 6e3cbHue, Bb30yaa, pa3aApa3HUTEIHOCT

Peoxu: napecresnsa (M3TPBIIBaHE, MPaBYUYKAHE MO KOXATA HA PbLIETE H KpaKaTa)

Mnozo pedxu: acenTHUYeH MEHUHTHT (BBH3TIAJICHHE Ha MCHUHTHTE (MO3bYHHTE OOBHBKH), KOETO HE €
npHYHHEHO OT 6akTepua). B noBeuero cityyan, B KOUTO ce CHOOILARA 32 aceTHYEH MEHHHTHT [IPH
ynotpebara Ha HOynpodeH, nalMeHTHTE CTPAAaT OT HAKAKBA (POpMa Ha aBTOMMYHHO 3aDoJiABaHe
(HanpHMep, CUCTEMEH JTYITYC EPUTEMATO3YC WM APYTd 3a00/IABaHUA HA CHCAUHHUTEIHATA ThKaH),
KOETO € NMpeACTaBIaBaATO PUCKOB (hakTop. CMMITTOMM Ha aCENITHYEH MEHHHIUT Ca CKOBAHOCT HA Bparta,
rnasofonue, rajieHe, MOBpblliaHe, NOBULIEHA TEMIIEPATYPa WIH AC30OPHEHTALHA.

HapymeHnsus HA ouHTE

Hevuecmu: 3pUTeNHU HapyLLIEHUS

Peoxu: aHOPMAJIHO WIH 3aMBIVICHO 3PEHHE

C neuszgecmnua uecmoma: nanwieneM (Bb3naieHue Ha OUHUA HEPB)

Hapymenns Ha YXO0TO H JaDHpHHTA
Hecmu: CBETOBBPTEXK

Heuecmu: 1iyM B yluuTe

Peoxu’ HapylieHHA Ha CliyXa

CohpaedHE HAPYIEHEN
Jlekapcrna karo OKJIMC @OPTE 400 mg rpaHynu 3a nepopaneH pa3TBop MOrapaa-rE
aCOLMHpaHH ¢ MOBHLUEH PHCK OT MOfBa HA ChbPACUYCH YIap HIH HHCYJIT. &N
Mhnozo peoxu: cvpuebuese, cbpacyHa HEFOCTATBYHOCT g‘s ATip e
C neuzgecmua wecmoma: CopACYEH apecT, cHHApoM Ha KyHHC (Oonka B Iofialy, 388N .
cbplLeOyieHe B CJICACTBHE HA CEPHO3HA aJICpruyHa peakis) 59
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OToi4, NOBHINIABAHE HA KPBBHOTO HAaNAraHe U M0ABA HA CHPACYHA HEAOCTATBYHOCT CBHLIO ¢a OWIH
HaOmonaaBaHu npu npuem Ha ubynpoden (karo OKJIMC EKCITPEC 400 mg).

Mnozo peOxu: NOBULIEHO KPBEBHO HaJAraHe

C neuzgecmna yecmoma. aprepualHa tpombo3za

PecHUpPATOPHH, IPHAHH B MEJHACTHHAJIHH HAPYLUCHH S
Hevecmu: actma, ofocTpsaHe Ha acTMa, OpoHXocna3zbM, JHCITHE (3a0yX)
C neuzsecmna wecmoma: Opa3HEHE B IbPIIOTO

CromMamBo-9peBHH HAPYIICHHS

Haii-uecTo cpelaHuTe HexXenaHH JieKapcTBeHHW peaKkliy Mpu npueM Ha aekapcetea karo OKJIAC
EKCITPEC 400 mg rpanynu 3a nepopajieH pa3TBOp €a CTOMAIIHO-YPEBHHTE HAPYLUCHHUSA . CTOMALIHH
A3BH, KbPBEHE OT CTOMALLHO-YPEeBHUA TPAKT, nepdopauuu (B HAKOM cayyau daTanHH), 0coOeHO npH
MaUMEHTH B CTAPUYECKA BH3pacT.

Yecmu: ctoMallHO-4YpeBeH AUCKOM$OpT (KHMCEaUHH, pedaykce), DOaKmM B kopeMa, rajieHe, NOBPbIYAHE,
NoXyBaHe, AUAPHS, 3alleK H JIEKO CTOMALIHO-YPEBHO KbPBEHE, KOETO B H3KITIOUMTEIIHM ClyYaH MOXe
Jla JOBEIE A0 aHEMHs

Hevecmu: cTOMAILIHO-YPEBHU A3BH C NTOTEHLIHANHO KbPBEHE M nepdopaliMs, YIUEPATUBEH CTOMATHUT
(Bb3MaeHHE HA JIMTABULIATA HA YCTATa C A3BH), 0DOCTpAHE Ha KONMT U 6onect Ha KpoH, MeneHa (KpbB
B M3MpaKHEHUATA), FaCTPHUT

Peoxu: noBpBLIAHE HA KPBB

Mnoeo peoxu. sb3nanenHye Ha XpaHoNpoBOJa, BL3NAJCHHE Ha 3aACTOMALUHATA JKJ1e3a, YpEBHA
HEMTPOXOAUMOCT

C neuzeecmna vecmoma. aHOPEKCHA

XenaroOuIHAPHR HADYIUEHHS
Peoxu: yBpexaaHe Ha YEpHHA ApoD, XENaTHT, HAPYHIEHHA B YepHOApOoOHaTa QPYHKLHA U XXBIITEHHLIA

Hapymenns HA KOKATA H NOAKOKHATA THKAH

Yecmu: xoxen obpus

Heuecmu: 3aviepBaBaHe, csp0eX WIH NOAYBaHE HA KOXKaTa, Imypnypa (3abo/geaHe ¢ MHOXKECTBO
MAJIKd KPBBOU3JIUBH 10 KOXATa)

Peoxu: anaduIaKTHMHH peakiivM

Mnozo peoru: Texxu koxHH Hexenanu peakiud (SCAR) (BRITIOUMTENHO epUTEMa MYNTHHOPME,
ekconMaTUBEH N1epMaTHT, CHHAPOM Ha Stevens-Johnson M TOKCHYHA eNKHIAcpMaTHa HEKpoaH3a). B
PEIKH CITy4daH M0 BPEME Ha BapHUIIENia MOTaT A4 BE3HUKHAT CEPHO3HH KOXKHHU HHPEKUHUH U
YCIOKHEHMS Ha MEKMTE ThKaHHU.

C Heuzgecmua yecmoma. NeKapcTBeHa peakuns ¢ eo3uHodunus U cucreMuy cumirroMu (DRESS
CHHAPOM), OCTpA reHepaIn3MpaHK eK3aHTeMaTo3Ha mycTyyio3a (AGEP), yyBCTBHTEAHOCT Ha KOXaTa
KbM CBETJIMHA

Hapymenns Ha 6b0pennTe H IHKOYHHTE NHTHINA

Peoxu: XxemaTypua (KpbB B ypHHaTa)

Mnozo peoxu: oroum (npH3Hak, KoHTO MOXKe aa Obae nokasaten 3a ObOpPEeUHO yBpEKIAHE,
BKMOYUTENHO OL0peuHa HeaocTaThYHOCT), NAaNUIapHa HeKpo3a (yBpexaaHe Ha OnOpeunure namunm),
NOBHIIEHH CTOHHOCTH HAa NHKOYHA KUCENMHA B KpbBHaTa ILU1a3Ma

Bb3 oCHOBA Ha ONHMTA ¢ HECTEPOUAHHTE NPOTUBOBLINAIUTENIHM CPEACTRBA, He Morar Aa 6b1aT
H3KITIOYMEHH H CITy4Yal Ha HHTEPCTHLUHMANEH HEQpHT, HePpOTHUEH CHHAPOM U ObOpeuHa
HEAOCTATHYHOCT.

O6mna Hapymenud 1 ¢PEeKTH RA MECTOTO HA NPHI0KEHHE
Mrnozo peorxu: obocTpaHe Ha Bb3MaNCHUATA 10 BpeMe Ha HHPEKLIMO3IHH MPOLE
C Heuszgecmnua wecmoma. OTOK

Hicnenpanus
Peoxu: npoMeHH B TECTOBETE 3a YepHOAPOOHA pyHKLUA



C newussecmna vecmoma: NPOMEHH B TecTOBe 33 Ob0peuHa hyHK1UA

JTo MOMEHTa He ca ChOOIIABAHY CePHO3HHU anepriuHH peakumu npu ynorpeda Ha OKJIMC EKCITPEC
400 mg rpaHy/iH 3a MepopaleH pasTBOpP, BLIPEKH TOBA T€ HE MOTAT Aa 6baar usKiIodeHd. Ilpossure
Ha TO3H BHJ pEaKLMM MOTaT Aa BKIIIOYBAT: TPECKA, KOXKEH 00puB, DOJIKH B KOpeMa, CHITHO
rnasobonue, raieHe, NOBpHIIAHE, AHTHOCACM (MOAYBaHe B 00/1aCTTa Ha JIMLIETO, LIIKATA, €3HKA H
[BPJOTO), 330yX, 2CTMA, ChpliebleHe, XMITOTOHMA (TOHKKABAHE Ha KPbBHOTO HAJISIFAHE) WITH LUOK.

AKO ce NMOsBH HAKOA OT CNEAHUTE HEXKETAHH PEaKLIMH, CIIpeTe JIEYEHHETO H He3abarHO ce 00bpHeTe
KbM Bamus nekap:

- aNnepru4yHH peakiliK KaTo KOXXKHH OOpMBH, NMOAYyBaHE Ha JIULETO, XPUNOBE B I'bPAMTE HIH

3aTPYAHEHO OUILaHe

- MOBpbBLUAHE Ha KPbB

- KP'bB B H3NPAKHCHUATA UM KbPBaBa JHapud

- cwiHa bonka B cTOMaxa

- MexypHd uaM OeleHe Ha KoXKaTa

- TEXKKO WM MOCTOAHHO riapobonue

- XKBJITCHHLA

- NpPU3HALM Ha CBPBXYYBCTBHUTEIHOCT (B3K. 110-TOpE)

-  NOAYBaHEe Ha KpallHULKTE, OTOLM B pPbLIETE WIN KpaKara

- 3PHUTENHH CMYLLUCHHA

AKO nonyyHTe HIKAKBH HEXKEJIAaHH JIEKAPCTBEHH peakliuu, yBegomete Bauma nexap unu ¢apMaLieBT.
Tosa BriIIOYBa BCHYKH BB3MOXHH HEOMHCAHH B Ta3H JIMCTOBKA HEXKENaHW peakUuuu. Moxere ¢pilo aa
chOOIIMTE HEXENaHU peakliMi AUPEKTHO Upes:

HinnanaTeina Areanas no Jlekapersara
Cooua 1303, yn. Hamad I'pyes 8

Tes.: +359 2 8903555; dakc: +359 2 8903434
e-mail bda@bda.bg

Kato cnoblasaTe HeXeNaHH peakUHH, MOXKETE Aa AaJeTe CBOs NMPHUHOC 3a NOJTyyaBaHe Ha MOBEYe
WH(OpMaLHA OTHOCHO 0€30MacCHOCTTA Ha TOBA JIEKAPCTRO.

5. Kak pa cuxxpaaasare OKJIMC EKCIIPEC 400 mg rpany/n 3a nepopaJieH pa3Tsop

Ha ce cbxpaHsBa Ha MACTO, HEAOCTLITHO 34 [CHA.

Ila ce cbxpanara noa 30°C. CoxpaHaBaHTe calleTaTa B KAPTOHEHATa ONAaKOBKa, 3a Ja ¢ NMpeaAnasy oT
CBETJIMHA K BJIara.

He u3non3BaifTe TOBa JEKAPCTBO ¢J/IeA CPOKA Ha FOJHOCT, OTOCNIA3aH BLPXY KapTOHEHATa OMaKOBKa
cnen “I'open 7o:*. CpoKbT Ha rOAHOCT OTrOBapA Ha MOCIEAHHA ACH OT NOCOYEHHA MECELL,

He u3xBbpnsAiTe 1EKAPCTBATA B KAHATTH3ALMATA WIH B KOHTCHHEpAa 32 IOMALLHA OTNAIbLH.

[Tonwraiite Bamusa apMalieBT Kak Ja H3XBBPJIATE JIEKAPCTBATA, KOUTO BeUE HE u3noassare. Telu
MEPKH 11ie CIOMOrHAT 34 Ona3BaHe HA OKOJIHATa cpeaa.

6. CbabpkanHe HA ONAKOBKATA H JONLIHETENHA HHPOPMALHSA

Kaxso cpabpxka OKJIHC EKCITPEC 400 mg rpany.id 3a nepopaJjieH p:
AKTHBHOTO BeulecTBO € HOynpodeH. Besko caine ceanpxa 400 mg ubynpoq
APrHHHUH ).
JlpyruTe ChCTaBKM ca: apruHMH, acnapraM (E-951), 3axaposa, HaTpues OHKapORHE
HATPUEB JIAYpWI CYJI(aT, MCHTOJIOBA €CEHLIMA, MEHTOBa €CEHLIHA.



Kaxk maraexaa OKJIUC EKCITPEC 400 mg rpanyJin 3a nepopajicH pa3TBop H KAKBO ChAbpPXKa
ONMAKOBKATA

OKJIMC EKCITPEC 400 mg ca 6enu 1o noyuryd 6€14 rpaHyId ¢ MUPUC HA MEHTA, ONAKOBAaHH B
calileTa OT XapTHA/aTyMUHHIA/TIOIHETUIEH.

[Ipennara ce B kKaproHenu KyTuu ¢ 10, 20, 30 u 40 camera.

He BcHUYKH BHAOBE ONAKOBKH MoraT Aa ObAaT mycHaTu B npoaaxoa.

[IpaTexkaTes HA pa3pelliecHHETO 32 YNOoTpebda A NPOA3BOARTE

[IpaTexare Ha pa3pemeHHETO 38 ynoTpeda
“Becta Men” EOO/I, yn. “KpHuo Ckopuen” Ne8, 5350 Tpasna, bwnrapus

IIpou3BOaHTEH

Toll Manufacturing Services S.L., C/Aragoneses 2, 28108 Alcobendas (Maapun),
Ucenanusn

LAMP S. PROSPERO S.p.A., Via Della Pace, 25/A, 41030 San Prospero (MO),
HUranus

Jara Ha NO0CJIeRHO NPepasraeKIaHe HA THCTOBKATA!




