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OKJIMC EKCITPEC 400 mg rpaHy.iu 3a niepopajieH pa3tBop B camle /
uGynpoden (xaTo HOynpodpen L-aprusun) e L -

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

[IpoyeTeTe BHUMATEIHO HAJIATA INCTOBKA, MPEIH Ja 3204 HETE 1a NpHeMaTe ToBa JEKapCTBo,

THil KATO TH ChABbP:Ka BaxkHa 3a Bac uHdpopmanus.

Bunarn npuemaiite Toa JIeKapcTBO TOYHO KaKTO € ONMCaHO B Ta3W JIMCTOBKA HIH KAKTO Bu e kazan

Bauusa nexap wiM (apmariieBr.

- 3amnaseTe Ta3u JMCTOBKA. MoXe J1a ce HaJloXKH Jia s IPo4YeTeTe OTHOBO.

- AKO ce HyX/JaeTe OT JOMbJIHUTEIHA HH(POPMaLUs WK CHBET, nonuraiTe Bawus ¢papMauesnT.

- Ao cieql 3 JHH IPH FOHOLIW ¥ 4 JIHH MPH Bb3pacTHH HE CE TyBCTBATE no-a00pe Uiu
cheTOsSHHETO Bu ce Biomu, TpsOBa Ja NOTHPCHUTE JieKapCka MOMOLLL.

- AKO NOJIy4HTe HAKAKBH HEXEJIaHW PEaKluH, YBEIOMETE Bawus nekap wiu ¢papmauest. Tosa

BKJIFOYBA U BCUYKH Bb3MOXXHH HEKECJIAHH PCAKLIHH, HeOIuCaHH B Ta3Hu JIMCTOBKA. Buxre TOUKa
4,

KakBo ¢babpika Ta3H JHCTOBKA:

1. Kakso npexacraBnssa OKJIMC EKCITPEC 400 mg rpaHy:iu 32 riepopalieH pasTBop 1 3a KakBo cC
M3110J13Ba

2. Kakso TpsOBa aa 3HaeTe, npey Ja NpueMeTe OKJIUC EKCITPEC 400 mg rpaHy/u 3a
nepopajieH pa3TBop

3. Kak na npuemare OKJIMC EKCITPEC 400 mg rpaHy/iu 3a niepopaleH pasTBop

4. BB3MOXHH HEXeJlaHu peaKlUuH

5. Kak na cexpanssare OKJIMC EKCIIPEC 400 mg rpaHy/u 3a IEpOpaJIeH pasTBop

6. CobabpxaHue Ha ONAKOBKATa W JI0IIbIHUTETHA uHopMaLus

1. Kaxkso npeacraBassa OKJIMC EKCIIPEC 400 mg rpaHy.I4 3a nepopajieH pa3TBop H 3a
KAaKBO C€ H3M0/13B2

OKJIUC EKCITPEC 400 mg rpaHyJiy 3a nepopajieH pasTBop Chbbpxka aKTHBHOTO BEIECTBO
u6ynpoden (karo néynpoden L-apruHuH), KOHTO NPUHALIEKHN KbM rpymnara JiekapcTsa, Hape4eHH
HECTEPOM/IHU MPOTUBOBL3NATHTEIHH CPEACTBA (HCIIBC).

OKJIUC EKCITPEC 400 mg rpaHyJiy 3a MepopajieH pa3sTBop ce M3MoJ3Ba Mpu Bb3paCTHU 1 /1C1a Ha
14 rogvHM ¥ noBeye 3a CAMIITOMATUYHO JIEYEHUE Ha:

- Bwucoka Temnieparypa

. Jleka 10 yMepeHa 6onka, BKIFOYHTETHO r1aBobosne, MUrpeHa

- bBonku B MyCKyJINTE H CTaBUTE

- [TbpBuuHa aucMeHopes (bonesHeHa MEHCTpyaLus)

2. Kaxkso Tpsi6Ba 1a 3HaeTe, Npe/]H 1a NpHeMeTe OKJIUC EKCITPEC 400 mg rpany.iu 3a
nepopasieH pa3sTBop

He npuemaiite OKJIMC EKCIIPEC 400 mg rpany.iu 3a nepopajieH pa3TBOp, aAKO:
- CTe aNepry4yHu KbM NOYynpodeH Hin HAKOA OT OCTAHAIUTE CHCTABKH Ha OKJI
400 mg rpaHyJiy 3a rnepopajeH pa3TBop (u36poeHH B Touka 6). [Ipu3Haum Ha
peakiis KbM TOBa JIEKApCTBO, BKIIOYHTEIHO npo6ieMu ¢ IHIIAHETO, MOIYB

MLETO M WHsATa (aHrHoeseM), 601Ka B FbpUTe, ca CboO1IaBaHH MPH uoyn




[Ipexparere HezabaBHO ynoTpedara Ha OKJIUC EKCITPEC 400 mg rpaHynH 3a nepopajcH
pa3TBOP M ce CEhpxeTe He3abapHO ¢ Balllus nexap UM noTbpLeTe He3a6aBHO crieniHa
MEIHIIMHCKA MOMOLI, aK0 3a0enexuTe HAKON OT TE3H NPH3HALN,

_  MMaTe TexKo yepHoaApoOHo win 6bOpeuHo 3a00nsBaHE.

- HMaTe WIH CTe MMAIH Bh3NaleHue Ha CTOMAaxXa WY KbpBeHe 0T ABaHANCCeTONPHCTHHKA MITH
cTe UMK Nepdopaliis Ha XPaHOCMHIATEIHATa CHCTEMA,

- MOBDBIUIATE KPBB;

- |MaTe YePHM UINpaXHEHHA WIH KbpBaBa JHapHi,

. PMare aKTHBEH MO3ZBYHO-CBHIOB KPbBOH3NHB HIIM XPYro aKTHBHO KbPBCHE,

. HMare HapylleHHs Ha KPBROCHCUPBAHETO HIIM IPHEMATE JIEKAPCTRA, KOUTO BIMAAT BBPXY
KPbBOCHCHPBAHETO. AKO € HeoOX0HMa €THOBPEMEHHA ynorpeba Ha HOyMpodeH ¢ TaKbB THI
feKapcTBa, BauuAT nekap ke U3BbPLIH HYXXHUTE U3CICBAHNA,

.  HMAaTe TeXKa Chpjc4Ha HeXOCTATHHHOCT;

- CTpajaTe OT TexKa AeXHApaTalys, IPHYHHEHA OT MOBPBILAHE, THAPHA HIIH HEeZOCTaThUCH
NpHEM Ha TEUHOCTH,;

- CTe B nocnegHuTe 3 Mecela Ha DpeMeHHOCTTA.

IIpexynpexaenns H Npeanas’Hy MEPKH

Koscyarupaiite ce ¢ Bamus nexap win ¢papMalesT, Npeau 1a npuemere OKJIMC EKCITPEC

400 mg rpaHyJH 33 nepopaneH Pa3TBOP, NPH CICAHATE CHCTOSHAR:

- AKO MMaTe OTOIH (3abpiKaHe Ha TEYHOCTH);

- AKO CTe CTpala/iM WK cTpagare OT CBPACHHO 3a6onsABaHe WM XUNEePTOHUA (BHCOKO KPbBHO
HanaraHe);

- AKo cTpafare OT aCTMa H/TH ApYro peCnpaTopHO 3abongBaHe;

. Axo nexysare uHbekms, Toi karo OKJIMC EKCIIPEC 400 mg rpaHy&iv 3a NepopalieH pa3TBOp
MO3Ke J1a MacKHpa BUCOKATa TEMIIEPATYPa, KOATO € BaXKEH NPH3HAK NP HHpeKLHUATa (BHXKTE
JHHpeKuuu" no-101y);

. Ako nMare 6u6peano wiu yepHoapoOHO 3abonsABaHe; aKo CTE Hall 60 rouHy, ako e HeobxoaUMo
7ia TIPHEMATE TOBA JICKapCcTBO 33 NO-NPOABKUTEIHO BPEME (nopeue oT 1-2 ceAMHLN);

. AKO cTpajaTe OT 3Ha4HMTeNHa 3aryba Ha TeYHOCTH (BCIEACTBHE HA MOBPBIIAHE, ANapHs,
HeJIOCTATHYEH MPHEM HA TEYHOCTH), IPHEMETe roJIAMO KOJMHECTBO TeHYHOCTH H C€ CBBPAKCTC
gesabaBHo ¢ Bauusg nexap, Thi KaTO MPUEMBT Ha ubynpodeH B TO3M KOHKPETEH CiTy4alt MOXe Jia
nosene 20 6p0peuHa HEAOCTATEYHOCT B pE3yJITaT Ha AEXUIpaTallui,

. AKO MM&TE f3Ba WIH CTe Pa3BWix KPHBOM3IHE WIH nepgopallud Ha cToMaxa Hiln
[BaHANECETONMPLCTHHKA, MPOABABALIM C€ KaTO CHJIHA WK NOCTOAHHA foJika B KopeMa HIIH TBMHH
M3MpKHEHUA, UK AopH 63 Ja cTe HMany CUMNTOMY NPEIH TOBA.

To3H PHCK € MO-BHCOK, AKO IEKAPCTBOTO € HINONI3BaHO BBB BHCOKH 103U M 34 NPOABJDKUTETHO
eqeHue Ha MaluMeHTH ¢ aHAMHEeCTHUHM JJaHHM 3& NIENTHYHA 4382 W PH NAlMCHTH B CTapiccKa
pb3pacT. B Te3u cmyyan Bamuar nekap MOXKe 18 NPELCHH BE3IMOXHOCTTE na Bu npeanuine
IEKAPCTRO 3a NpeAna3sBaHe Ha CTOMAxXa;

- AKO IpHeMaTe eXHOBPEMEHHO APYTH NeKapCTBEHH IPOKYKTH, KOUTO BIUART BLPRY
KPBHBOCHCHPBAHETO, HANPHMEP NepPOpaHH aHTHKOATYaHTH, IEKApCTBa, NOTHCKAIIH
TpoMOOLMTHATA arperalHs OT Bi/Ja Ha alleTWICATHIAIOBATA KHCETHHA. BaxHo e aa ce oTbenexu
CBHILO TaKa, 4e ynorpebaTa Ha APYTH NEKAPCTBEHN NPOJYKTH MOXeE 1a NOBHIUA PHCKA OT
KpPbBOMIMBH, HAIPHMEDP KOPTHKOCTEPOHIH H CEICKTHBHH HHXHOMTOPY Ha 06PaTHOTO
3aXBalllale Ha CEPOTOHNHA;

- Axko ctpazare ot 6osect Ha KpoH (XPOHMHO 3a0onsBaHe Ha YepBaTa, MpoABABAalLlo Ce C
Bh3NaTeHne, KoeTo OGMKHOBEHO BOAM 0 KbPBABa AHAPHA) HITH YIILEPO3EH KOJIHT,

- AKo npHeMmarte JUypeTHIH, ThH karo Bauus nexap rpa6Ba Ja npocnenssa 616peunara By
by HKUMA,

- AKO cTpasiate 0T CUCTEMEH JIyyC €pHTEMATO3YC (xpoHH4HO 3abondBaHe, KOCTO 3aC
MMYHHATa CHCTEMA, HEPBHATA CUCTEMA, KPBBOHOCHUTE CHAOBE, KOXATA, CTABKTE
>KH3HEHOBAXHM OpraHu), Thit Karo MoXe 1a BB3HHKHE aceNTHYEH MCHUHTHT (
MeHUHIATE (MO3bYHHMTE OOBUBKH), KOETO HE € NPUINHEHO OT DakTepus);

- AKo CTpajiaTe OT 0CTPa HHTEPMHTEHTHA MOpQHpHs (MeTabonuTHO 3ab0oN%BaH
By, K0eTO MOXE 1a MPUYMHE CHMIITOMH KaTO YepPBEHHKABA yPHHA, KPBB B yp
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yepHOApo6HO 3a60%BaHE), 32 Ja C€ NPELICHH JalH JIEUSHUETO C nOynpoden ¢ noaxoasilo;

- Axo cTpazare oT rnapofosme cjiel TPpOAB/DKHTENICH NPHEM HA ubyrpodeH, He TpabBa Ia
MpUeMaTe MO-BUCOKH 03U OT JIEKapCTBOTO,

- AKO NOJYYMTE 3PUTEJIHY HAPYIUEHHUA [0 BPEME Ha JICUCHHETO C ubynpodeH, npexpaTeTe ro u ce
KoHCy/ATHpaliTe ¢ Bamuna nexap 3a oQTaIMONOrH4eH npernea;

- Tlpm ynorpeGaTa Ha TOBa AEKAPCTBO MOraT /ia C€ MOABAT aNeprutiHu Peakiini, Jleuenneto TpaOBa
a ce MPEeKpaTy ako ce MOABH 3a4YepBABaHe WIH NIOLYBAHE HA KOXAaTa,

- Bawuar nexap we Bu nabmosaBa no-BHEMATE/IHO aKO NPHEMATE nbynpoden cnex roniMa
onepaum,

- [TpenopbuHTeNHO € Aa HE MpUEMaTe TOBA JIEKapCTRO, ak0 HMATE BapHIE/a.

BaxkHo € [ja IpHeMaTe Hal-HUCKaTa 4032 32 Hal-KpaTKuA NIEPHOJ OT BPEME, HeoOX0auUM 32
ofnexyaBaHe Ha BaluuTe CHMITTOMM.

He ce npenops4Ba fa NpyeMare TOBa A€KAapCTBO €AHOBPCMEHHO € IpYTH HCTIBC, BKMOYUTETHO
nuirookcurenasa-2 (COX-2) HHXROUTOPH.

HudekxIIHH

OKJIMC EKCITPEC 400 mg rpaHy/ 3a fiepopajieH pa3TBOp MOXE 1a CKpPHE NIPU3HALIATE Ha
uHMEKIUHM KATo Temneparypa 4 6onka. [lopaax Tasu NpHYHHA ¢ BIMOXKHO OKJIUC EKCTIPEC
400 mg rpaHyJu 3a nepopaieH pasTBop Aa 3a6aBy TIOAXOASIOTO IeUeHHe Ha HHEKUHATA, KOETO
MOJce 13 JOBe/E A0 TIOBHIIEH PHCK OT ycloxHenHa. ToBa ce Habmoaasa npy baxTepuanua
MHEBMOHMA H DaKTepHATHI KOXKHN HHQEKIHH (BapHLena). AKO NpHeMaTe TOBA JIEKapCTBO, 10KATO
UMatre HHpeKUUa ¥ CHMIITOMUTE Ha uadexUaTa IPOLBIDKABAT HIIH CE BIOLLIABAT, TpAOBa Aa ce
KOHCYNTHpaTe He3abarHo C nexap.

OfnLpHeTe cnienHalHo BHHMaHHe NpH ynotpe6a na OKJIHMC EKCHPEC 400 mg rpany. 3a
nepopaJjen pasTeop

CepHO3HH KOXKHH PeaKkiHi, BKITIOUHTENHO excoNHaTHBEH AEPMATHT, EPHTEMA MYNTH(OPME,
cuuApoM Ha CTHBBHC-JDKOHCHH, TOKCHYHA erMAcpManHa HeKpoin3a, IekapcTeea peakiivil C
eosuHOGUMMA H cucteMun cumnToMu (DRESS), ocTpa renepaiusipana ek3aHTeMaTosHa nycTy034a,
ca choBIIaBAHM BbB BPB3Ka ¢ JledeHHeTo ¢ ubynpoge. l1pekparere ynotpebara Ha OKJIMC
EKCIPEC 400 mg rpanyniu 3a nepopalieH pasTBOp H He3abaBHO MOThPCeTe MEANLMHCKA TOMOI, aKO
3a6eeKHTe HAKOH OT CHMIITOMHTE, CBhpP3aHH ChC CEPUO3HHTE KOXKHH PCAKLIHH, OITHCAHH B TOUKA 4
Bu3MOXHE HEXENAHH peaKlvu.

INpeana3Hu MEPKH NPH NAIHEHTH B CTAPECKA BBIPAcT

[laupeHTHTE B CTApUECKA BH3PACT MMAT MO-BUCOKA YECTOTA HA HEXENAHH PCaKul KbM HCIIBC, karo
Hail-yecTO Te3H peakLuy OHUBAT CTOMALIHO-YPEBHO KbPBCHE H nepdopanys, KOMTO Morar aa Obaar
¢gaTanHu.

[Ipeana3sHs MepKH, CBLP3AHH ChC ChP/CTHOCH0BATA CHCTEMA

JlexapcTpenH npoxykru kato OKJIUC EKCITPEC 400 mg rpaHyix 3a [IepopalieH pa3TBOp MOrar Aa
6BJIAT CBBP3AHH C YMEPEHO NMOBHILIABAHE HA PHCKA OT ChPACHCH uH$apkT WK HHCYAT. To3m puck €
110-BEPOATEH, KOTATO JICKAPCTROTO €€ H3IO/3Ba BbB BUCOKH JI03H M NIPH NPOABDKUTENTHO feyenue, He
HaJBHINaBaiiTe IPENOPBhUNTENHATA 033 WIH MPOSB/DKHTETHOCT Ha ICHCHUC.

TpabBa ga ce KOHCyATHpaTe ¢ Bamus nekap 1 dapmauesT, npeau aa npuemere OKJIHC
EKCITPEC 400 mg rpaHy/H 3a NIepopalncH pa3sTeop, ako:
- KMaTe NpobneMH ChC CHPLETO, BIIIOUHTENHO ChPACYHA HEAOCTATEIHOCT U CTCHOKAPpHA
(rpbada 6onka), UM CTe NpeTbpIeny ChpAEUCH HHOapPKT, oniepalys 3a nocTas
Gaiinac, nepHdepHa aprepuanda 6onect (BoueHa UPKylalld B KpakaTa o
nopajny CTECHEHHE WIH 3aryIlBaHe Ha apTepHHTE) HAH AaHAMHECTHYHH
HHCYAT (BKMIOYHTETHO MUKPOHHCYJIT WIH NIPEXOHA HCXEMHIHA aTaKa);
- HMaTe BHCOKO KPBBHO HansAraHe, uaber, BUCOK XonecTepon, hamuina
chpAeqHO 3abongsane, M CTe Myilay.
ChILO TAKA TOBA JIEKAPCTBO MOXKe Aa NMPeAH3BUKA 3aAbPXKaHe HA TCTHOCTH, ocobe




CbC ChpACYHA HEAOCTATHYHOCT /MK BUCOKO KPBBHO HajlAraHe (XHNEepTOHHUA).

JINXaTeIHH HAPYHIEHHA

U6ynpoden tpa0Ba a ce npHeMa ¢ BHUIMAHHE NPH NAUKEHTH, KOHTO HMAT Hild ¢a HMaJlH OpoHxHaNHa
acTMa, XpOHHYEH PUHHT MM anepruy, Thi KaTo ¢ cpobmaBano, ue noynpodes npuYHHABA
6poHX0CNa3bM, OGPHB HIM aHTHOeeM (TEKKa anepruiHa peakis, KOjTo MpHiHHABA NOyBaHe Ha
NIULETO MY I'bPJOTO) NPH TE3H NAUEHTH.

ena ¥ 1OHOINH

CruiecTBYBa PUCK OT OBbOpedHO yBpexkaaHe Npl ACXHIApaTHPaHH OHOIIH.

OKJIUC EKCITPEC 400 mg rpaHy/H 3a nepopajieH pa3TBop He TpAOBa ia C€ npHeMa OT Zelia Ha
pb3pacT noj 14 roMHH, Thi KaTO A03aTa ubynpodes, ChALPKAINA C€ B HETO, HE € NPENOPBHYNTENHA
3a Ta3H BB3pacToBa I'pyna.

B3aumoneiicTeHe ¢ AHAJHTHYIHH TECTOBE

Axo Bu ce nainara ia n3pbpLIBATE AUATHOCTHYHM TECTOBE (BKIIOYHTEIHO KPBBHA TCCTOBE, TECTOBC
HAa ypMHATa, KOXKHH TECTOBE, IPH KOUTO C€ HINOI3BAT ANICPIeHH H T.H.), yBefomere Bamns nekap, 4e
npuemate OKJIVIC EKCITPEC 400 mg, Thi KaTO TOBa JIEKAPCTBO MONE /12 OKAKE BIIHAHMUC BBPXY
pe3yJITaTuTe.

Ipyrn aexapersa B OKJIMC EKCIIPEC 400 mg rpaHy./H 3a nepopajieH pa3TBop
Tpa6Ba ia kaxerTe Ha Baunis nexap Wiv GpapMalieBT, aKO NpHEMATe, HACKOPO CTe pHUEMatH Kl e
BBL3MOXKHO J1a IpHeEMaTe JpyrH NeKapcTea.

OKJIMC EKCITPEC 400 mg rpaHyH 3a [lepopaleH pasTBOp MOXE A2 HOB/IHAEC HIIN ACHCTBHETO MY
1a Obe MOBJIHAHO OT APYTH JIEKapCTBa:
» JlexapcTBa ¢ MPOTHBOCHCHPBAILO ACHCTBHE (AaHTHKOArynaHTH), H3MON3BAHH 33 , paspexaHe” Ha
KPBBTA KaTO alleTHICATHIUIOBA KUCENHHA, BapdapiH, THKTONHIHH,
e JlekapcTBa, KOHTO MOHIDKABAT BHCOKOTO KPBBHO HANATAHE (ACE uHXuOUTOpH KaTO KanTOIpPHII,
Geta-6lI0KEpH KATO ATEHONOSI;, aHTATOHKHCTH Ha aHrnoTeHsnH 1] peuenTtopa karo OCApTaH).

JlekapCTREHHUTE MPOAYKTH, H3OPOSHH [MO-J0ITy, MOTaT Ia OKAXAT BIIMAHHE H ClIeIOBATEHO He TpAOBa
na ce npuemat ¢ OKJIMC EKCITPEC 400 mg rpaxyiy 3a repopaieH pa3Teop, 0e3 npeaBapHTEIHA
KOHCy/Tauua ¢ Baumns nekap:

o  AlETWICATHIIAIOBA KHCEIHHA WK JPYTH HECTEPOHAHH NPOTHBOBL3NATHTENHH HIIH QHANITCTHHHH
cpeCcTBa, Thit KaTo ce yBenn4aBa PUCKa OT CTOMAUIHO-YPEBHH A3BH M KbPBCHE,

e  AHTHXHMNEpTEH3WBHHM NekapcTsa (6era-Gnokepu, ACE MHXUOWUTOPH, AHTArOHUCTH Ha
aHrHoTeH3uH 11 pelieniTopa) ¥ AKYPETHLM (JIEKapCTBa 32 YBE/INYABAaHE OTAC/IAHETO Ha YPHHA):
HCIIBC moraT a noHuwxar edekra Ha AMypeTHUMTE U JAPYyruTe aHTHXUNICPTCH3NBHH JICKapCTha.
EnnorpeMenHara ynorpe6a Ha uOynpogeH ¢ KatHi-ChbXpaHABALIA JHYPCTHLH MOXE Aa
NPHYMHH XUNEPKATHEMHUA H 12 NOBHMIUH PUCKA OT HePpOTOKCHYHOCT.

e TpoMGOUMTHH aHTHArperaHTH (MPeAOTBPaTABAT 00pa3yBaHETO Ha TpoMOK/ chCHpeLH B
KPBBOHOCHHTE ChJOBE) KaTO THKIIOMHIHH;

e AHTHKOAryJIaHTH (IEKApCTBA, H3MON3BAHH 3a ,,paspexaHe” Ha KpBBTa) KaTo BapdapHi;

e Jluthii (nekapcTBO, H3MOJA3BAHO 32 TEUCHNC HA aenpecus). BaunaTt nekap MOXe a KopHrapa
j103aTa Ha TOBa €KapCTRO;

» MeroTpeKcaT. BausT exap MOXe Aa KOpHrHpa J103aTa Ha TOBa aHTHMEeTAa0OIUTHO NEKAPCTRO
no ChOTBETHMA HAUUH (TO 3a6aBg pacTe)xa Ha HAKOH KJICTKH, IPOH3IBLIKAAHH B OpraHH3Ma),

e MudenpHcToH (3a npeKbcBaHe Ha OpeMEHHOCT);

e JIMrOKCHH MM CHPACHHH IMHKO3KAH (M3NON3BAHY 32 JIEUCHHE HA ChPACHHH 3a60NnABaHHA),

e XuAaHTOMHH KaTo (PeHUTOUH (M3MONIBAHH 33 NIeYCHNHE HA eNmHIeTNCHA );

e Cyndamuau xato CynpamMeTokcason # KO-TpPUMOKCa30 (M3MON3BAHM 3a JICYSHHUE H
faKkTepHalIHH HHOEKIHKH);

e KopTHKOCTEpOHIH KaTO KOPTH3OH M MPEAHH3OJNIOH,

e [lenToxcudunH (nepudepeH BasoAUNATATOP);

« [Ipo6eneuna (M3MON3BAH NMPH NALKEHTH C MOJArpa WK 3a€1HO C NCHUIHANE




e AHTHOMOTHLM OT Ipynara Ha XMHONOHMTE, HATPUMEP HOPPIOKCALIHH;

« Cynduanupa3oH (IpH nogarpa),

e CyndaHunypeliHd NpOIYKTH KaTo ToNBYyTaMU WIH HHCYIHH (IIpH guadeT), no3ata MOXe Aa
ObIe KOpUIrHpaHa;

» Hsaxou anTHaenpecanTH (cenekTHBHY HHXWOHTOPH Ha 0OpaTHOTO 3aXBallAHE HA CEpOTOHHHA);

e TakponHMyc WIH UHKJIOCTIOPHH (M3TION3BaH NpY NALUEHTH ¢ OPraHHa TPaHCTUIAHTALHA ¢ LeT
MpeJOTBPATABAHE OTXBBPJIAHE HA OPraHa);

»  3upoByauH (POTHBOBHpPYCEH NekapcTseH npoaykr npi CIIUH);

« TpomGonuTaiH (eKapcTBa 33 pa3TBApAHE Ha KPHBHH CHCHPELIM);

e  AMWHOIIMKO3HIHU aHTHOHOTHEM (KaTO HEOMHIWH);

» PacTUTe/NHM eKCTPAaKTH: eKCTpakT oT I'unko bunoba;

e CYP2C9 uuxuburop (OTTOBOPHH 3a MeTabONU3HPAHETO HA PA3IHYHM JIEKAPCTBA B
yepHHA JPoB), KaTo (IYKOHA30M U BOPHKOHA30] (JieyeHHe Ha FOHHH MHPEKINH);

Hsxou Ipyrd J€KapCTBa ChLIO MOraT Ja MOBIMAAT Ha WK f1a Ob/IaT MOBNHAHH OT JIEYEHHETO ChC
OKJTUC EKCITPEC 400 mg rpanynH 3a nepopaneH pa3teop. [lopaau ToBa, Tpa6Ba BHHArM 1a ce
cbBeTBATE ¢ Bamus nexap win apmauent, npeau aa manompare OKJIMC EKCIPEC 400 mg
rpaHy/H 3a IEpOpaeH pa3TBOp B KOMOHHALMSA C IPYTH IEKApCTRA,

OKJIAC EKCHPEC 400 mg rpany.d 3a nepopaieH pa3’Tsop ¢ XpaHa, HAMUTKH H aJIK0X01
IMpenopwuntento ¢ OKJIMC EKCITPEC 400 mg rpanyns 3a nepopajeH pa3TBop Aa C€ pHeMa
3aeJHO ¢ BOJA MIIM Xpyra Te4HOCT.

IpueMa ce caMOCTOATENHO MK ¢ XpaHa. Hali-ob1o ce npenopbysa JiekapcTBOTO ia C¢ NPHEMA M0
BpeMe Ha XpaHeHe WM BeHara Clie/l XpaHeHe, 32 [1a ce HaMajli Bb3MOXKHOCTTa OT CTOMAIIHO-4PCBHH
HeKeJIaHH pEakLuH.

KoHCyMalMsiTa Ha anK0XOol 110 BPEME Ha JICYSHHUETO MOXKe Ja YBEJIUIH PHCKa OT CTOMAIHO-4PCBHH
HeXXeAaHH peaklHy.

BpeMeHHOCT, KbpMeHe H PepTHABTET
AKoO cTe SpeMeHHa WM KbPMHTe, CMsITaTe, 9e MOXe Jia cTe OpeMeHHa WK IUTasupaTe GpeMEHHOCT,
nochBeTBalTe ce ¢ Bawms sekap niu dapMalesT, npeaH ynorpebara Ha TOBA 1EKapCTBO.

BpeMeHHOCT
He npunemaiite OKJIMC EKCIIPEC 400 mg rpaHynu 3a nepopaieH pasTBop, ako CT¢ B MOCICAHHTE 3

Mecena Ha GPeMEHHOCTTa, Thil KaTo MoXe [ia IPHYHEY YBpeXXAaHe Ha IUI0la WM npobieMu npH
paxcaaHe. Moxe aa npuaunu 656pevHu K cppAeyHH npodieMH Ha Bameto Hepoaero 0ebe. ToBa
MOXe 12 MOBIHAe Ha Bamara u Ha 6e6eTo BH CKIOHHOCT KbM KbPBECHE H JIa IIPHYMHH 3a0aBEHO HITH
[0-TBAF0 OT OYakBaHOTO paxaaxe. He tpatea na mpuemare OKJIMC EKCITPEC 400 mg rpaHyn 3a
[epopANEH PasTBOp Ipe3 UBPBUTE 6 Mecela OT OPeMEHHOCTTa, OCBEH KO He € KaTeropHiHo
HeoOX0AMMO M NpenopruaHo oT Baiius nekap. AKO ce HyKAAeTe OT NEUCHUE Npe3 TO3H [IepHOA WK
JIOKATO ce ONMTBaTE Ja 3abpemeHeeTe, TpAGBa Ja M3MO3BATE Hall-HUCKATA 1032 32 BB3MOXKHO Hai-
KpATHK NEPUO OT BpeMe, AKO ce IpHeMa MOBeYE 0T HAKOMKO AHAK OT 20-Ta CeAMHMLA HA
6pemennoctTa Hatatbk, OKJIMC EKCITPEC 400 mg rpanyn 3a nepopajieH pasrBop MOXe 1a
npHaMHHM nipobremu ¢ 6u6pennTe npy Baleto HepoaeHo bebe, k0ETO MOXE 1A NOBEAE 10 HUCKA HHBA
HA aMHHOTHYHATA TEUHOCT, KoATO 3a06uKkani 6ebero (ONMMroXHAPaMHHOH) HITH CTECHABAHEe Ha
KPBBOHOCEH ChJl (IYKTYC apTepHO3yC) B ChpLETO Ha bebeTo. Ako e HyXKAaeTe OT IEYEHHE 3a MOBEHE
OT HAKOIKO JHHM, BaiuaAT Nexap MOxe Ja npenopbya AOMbIHHTENHO HabmoaeHue.

KnpMmeHe
Brrpexu ue caMo MalKy KOJIHYECTRa OT JIEKapCTBOTO MOMNAaAaT B KbpMATa, NpenopLYMTEIHO € Ja He

npuemare OKJIMC EKCITPEC 400 mg rpaiynn 3a nepopalcH pa3TBOp IPOABIKATEIHO BPEME, AKC
KbpPMHTE,

DepTUTUTET
ITo oTHOLUEHUE Ha MALKEHTKHTE B JeTepoHa Bh3pacT ¢ HeoOXxoauMo aa ce oObpHe B i
'I ¥

JleKapCTBEHH NPOIYKTH, Chabpyaty ubynpoden (kato OKJIMC EKCIIPEC 400 mg
[lepopaneH pasTROp) I APYTH NeKapcTBa OT Ta3H TPyINa, Ce CELP3BAT C HaMansBaHe Y




criocoOHOCTTa 3a 3abpemeHABaNE.

Hlogupane 1 paborTa ¢ MAINWHH

He Tpa6pa na wodupare 1 ja paGoTHTe C MALIMHH, aKO HMaTE HEXKEAHH PCAKLMH KaTO 3aMadHOCT,
ChH/HBOCT, CBETOBBPTEX MIIH 3PUTE/IHY HapymieHHs cien npuem Ha OKJIHNC EKCIIPEC 400 mg
rpaHyJH 33 MlepopasieH pasTBoOp. AKO NPHEMETe EHOKPATHA 1033 WM H3NOJI3BATE JEKapCTBOTO 32
KpaTKo Bpeme, 0GHKHOBEeHO He ce HabmoaaBaT eekTH BbpXY cnocobnocTTa 3a modupane u pabora
¢ MAaUIHHH.

OKJIMC EKCHPEC 400 mg rpaHy/is 32 ¢popajieH pajTBop C»AbPiKa AcNapTaM H 3axapoia
OKJIUC EKCITPEC 400 mg rpasyay 3a mepopaieH pasTeop ChIbpXka acnapTaM, KOHTO € M3TOTHHK
Ha ¢eHunanaHud. Moxe Ja € BpejleH 3a X0pa, cTpajainy ot (peHHNKETOHY pHA.

OKJIUC EKCITPEC 400 mg rpasyn¥ 3a NepopajieH pasTBOp ChAbpXKa 3axapo3a. AKO BauIuAar
nexap Bu e ka3aJ, ue UMaTe HENMOHOCHMOCT KbM HAKOH 3aXapH, nochBETBANTE C€ C HEro mpeau aAa
B3eMeTe TO3H NIPOAYKT.

Tozu NekapcTBeH NPONYKT ChAbPKA HATPHH, O MaTIKO OT | mmol (23 mg) Ha no3a, T.¢.
NpaKTHYECKH He CHABbPIKA HATPUH.

3. Kaxk aa npuemare OKJIHC EKCIIPEC 400 mg rpany/i 33 n€popaicH paiTeop

BuHaru npueMaiiTe ToOBa JIeKapcTBO TOYHO KaKTO € OMMACAHO B Ta3H JIMCTOBKA HIIH KAKTO Bu e ka3zan
BaiuusT Jiekap Win ¢apMalesT. AKo He CTe CHTYPHH B HELIO, NONHTanTe Baius iekap KN

dapmaLeBT.

OKJIUC EKCITPEC 400 mg rpaHynu 3a nepopaieH pasTBop Ce mpreMa Ipe3 ycTata., Hicunere
ChIbpXKAHHETO Ha CAllleTO B NO/IOBHH 1allia BOAA K paz6LpkanTe.

BaxxHo e fa ipueMare Hali-HHCKATa 1032 33 Hal-KPaTKHA TICPHOJ OT BPEME, HeoOXOaMM 3a

o6 TexqapaKe Ha BalinTe cCHMIITOMH. Ao MaTe HH(EKLH, KOHCYNTHpaliTe ce He3abaBHO ¢ Balnus
fekap, aKo CUMATOMHTe (BHCOKa TeMnepaTypa H 00J1ka) MPOAB/DKABAT WITH CE BiOIIABAT (BHKTE
Touka 2 Kakpo Tps6Ba aa 3Haere, npeau aa npuemere OKJIMC EKCIIPEC 400 mg rpaHynH 3a
nepopajieH pa3Tsop).

Br3pacTHY ¥ I0HOMH HAJ 14 rognHH

[IpenopbYMTENHA 1034 32 Bb3PACTHH H I0HOLIN Ha Bb3PacT 0T 14 go 18 rogunu e 1 cawe (400 mg) Ha
BcekHd 6 1o 8 yaca, B 3aBHCHMMOCT OT TEXECTTA HA CBCTOSHHETO U OTTOBOPA KbM JICHCHULTO. B Hakou
CNyqaH € Fh3MOXHO /1a ¢a HeoGXOJHMH NO-BHCOKH JIO3H, HO NPH BCHYKH ClTyHaH C€ IpenopbHea Aa He
ce npeBHIIABA MaKCUMATHaTa SHEBHA Jo3a OT 2 400 mg NpH Bb3PACTHH H 1 600 mg npH IOHOLIH HA
Bp3pact oT 14 f0 18 rogunM.

Ynorpeba npu Aena H WWHOIMH
OKJIUC EKCIPEC 400 mg rpaHy:u 3a epopalieH pa3TBop He TpAOBa Aa Ce mpUeMa OT Jiella H FOHOLIH
Ha BB3pacT noa 14 roauny, Thi kato Ao3ara MOYNpodeH He € NOAXOAAINA 32 Ta3H BH3pacToBa Ipynd.

ManneATH B CTAPUYECK: Bh3PACT
AKO CTe Ha Bh3pacT Haj 60 roauus, Bamuat nexap Moxe 1a By npeanuine no-Hucka 103a oT
obudaltnata. B 1034 ciyuall npuemalite TOUHO NpeANHCaHaTa Ro3a.

Mauuents ¢ 6n6peuso wuiau yepHoapobuo 3abonsBaHe
AKo cTpajaTte 0T 650pedHO WHIH JepPHOAPOOHO 3abonsBaKe, BawuaT nekap Moxe Ja By npeanuue
[MO-HUCKE J103a OT obuyaliHara. B TO3M cilydail pHeManTe TOUHO MpeanuHcasara ao03a.




Axo cTe npHeau nosede ot neo6xoanmata no3a OKJIMC EKCIIPEC 400 mg rpanyn 32
nepopaJieH pa3TBop

B cnyqait Ha npeAo3upaHe WK Cy4aifHo NorrbllaHe, HezabaBHo ce xoHcynTHpalite ¢ Bamus nexap
Uy dapMaleeT, Wi nocerere Hai-0M3kaTa GONHHUA 32 IPELIECHKA Ha PHCKA WK 32 112 IOy THTe
chBET 3a AelficTBHATA, KOUTO Ja NpeanpHeMeTe.

CHMIITOMHTE Ha Npefo3upaHe MOFaT Ja BKIIOYBAT TajieHe, CToMalilHa 00/Ka, NOBPEINaHe (¢ xpBB),
CBETOBBPTEXK, CA3MH, XHITOTOHUA (HACKO KPHBHO HaMrane) WiH HaMaleHO HHBO Ha Ch3HAHME,
rnaBoboiue, LWyM B YIIHTE, o6bpKBaHe ¥ CIIOHTAHHH ABHXEHHUA Ha ouHTe. [1pH BHCOKHM 103H Ce
cbOGIIABA 33 CHHIMBOCT, GONKH B TBPIMTE, ChpLebUeHe, 3ary0a Ha Ch3HaHHe, KOHBYJICHH (TTIABHO
npH Jena), cnaboct ¥ OTNaAHANOCT, KpbB B YPHHATA, CTYACHH TPBIKH H 3aTPYAHEHO JTHIIAHE.
PsIKO MOTAT J1a € MONBAT [0-CEPHO3IHHA CHMIITOMH KaTo CTOMAlIHO-4YPEBHO KbPBEHE, HUCKO KPBBHO
Ha/araHe, FbpYOBE K AMXATENHH Hapyllenus. B ciyvan Ha TeKKa HHTOKCHKALHsA MOXKE Aa Obae
HACTBHIH GBOPEUHA HEAOCTATHYHOCT H YEPHOAPOOHO YBpeXaaHe.

B cnydyail Ha NOTTLIAHE HA TONEMH KOMHYCCTRBA Tpa6Ba fa ce NPHIOKH aKTHBEH BurieH. Manpalsane
Ha CTOMALIHOTO ChALPKHMO MOXE 1a € H3BBPIIH aKO Ca MOTbIHATH 3HAYHTEHH KOJINICCTBA H B
paMKnTe Ha 60 MHHYTH CJied MOMTbINAHETO.

AKo cre nponycuaan aa npuemere OKTHC EKCIIPEC 400 mg rpaHy.au 3a NepopaJieH pasTeop
He BieMmaiiTe IBOMHA 1034, 32 A3 KOMIIEHCHpATE NPOITyCcHAaTaTa £03a. AKO NPOITyCHETE 103aTa CH,
B3eMeTe 5, BeJHAra IoM CH CIOMHUTe. BbIpeky TOBa, ak0O BpEMeTO Ha CIEABALlOTO XPaHCHE € MHOIO
6713K0, IPOITYCHETE 03aTa U B3eMeTe clie/BalliarTa 103a B 00HYaRHOTO BpEME.

AxO MMaTe HIKAKBH KOIMBIHHUTENHHA BHIIPOCH, CBBP3aHM ¢ ynotpebaTa Ha TOBa 1€KapCTBO, MOMMTAHTE
Bawus nekap uny papMauUeBT.

4. BbL3IMOXHHY HEXKENAHH peAKIIHH

Kaxro scuuks nexapersa, OKJIMC EKCITPEC 400 mg rpaHynH 3a NepopaieH pa3TBop MOXeE 1d
NpeAN3BHKA HEXENaHHN peakiiiy, BhIIPEKH Y€ HE BCEKH 'Y [10Ty4aBa. Hexenakure JickapCcTBEHH
peaKLHH ca M0-4eCTO CPEHIaHH NPH MMALUEHTH Ha Bb3pacT Hall 65 roauHH. BepoATHOCTTA 38 MOsBA HA
HeXeNTaHU peakliyy € No-H1cKa Nph ynorpeba 3a Kparbk NEpHOA ¥ KOraTo AHEBHATA 1034 € 10-HHUCkKa
OT NpenophuNTENHATa MAKCHMaNHa R03a.

IlpexpaTere ynorpe6ara na OKJIMC EKCIIPEC 400 mg rpa”Hy./H 32 nepopaieH pa3TBop H
He3a6aBHO NOTHPceTe MEAHIMHCKA NOMOII, aKO 3a0eseXXUTe HAKOH OT CIEAHUTE CHMIITOMM:

e YepBEHMKABH ILTOCKH, [TOACOHH Ha MHLIEHA WIH KPBIJIH I€THA 110 TOPCA, "HECTO C MEXYDH B
LeHThbpa, He/ieHe Ha KoXaTa, 131 B yCTata, MbpJIoTO, HOCA, FEHUTATHATE U OHHTE. Tean
CEPHO3HH KOXHH 00puBHY MoraT a ObAaT npeuIecTBaHK OT NOBHILCHA TEMICPaTypa K
rpHIonoAo0Hu cCUMITOMH [eKCHONMATUBEH ACPMATHT, CpUTEMA MYJATHQOpME, CHHAPOM Ha
CTuBbHC-DKOHCHH, TOKCHYHA eNUIEpMAlIHa HEKPONH3al;

® IIHPOKO pa3snpoCTpaHeH oOpHB, MOBHLIEHA TEJIECHA TEMIEPATYPa H YBEIHICHH nuMHY
sb3nn (DRESS cunapom);

® yepBeH, IOCMECT, IHPOKO PasNpPOCTPaHEH OOPHB C MOAKOXKHH MOAY THHH H MEXYPH,
NMPUAPYKEH OT NOBULIEHA TeMnepaTypa. CUMITOMHTE 0OMKHOBEHO Ce MOsABABAT B HAYAIOTO
Ha NleueHNETo (0CTpa reHepalu3upaHa eK3aHTEMATO3Ha TYCTY1034).

YecTOTATA Ha MPEACTABEHUTE NO-J0NY HEXENaHH PeaKLHH € ONpele/IeHa KaKTo C1eBa: MHOIO HECTH
(>1/10); yect (>1/100, <1/10); nevectn (1/1 000, <1/100); peaxu (= 1/10 000 no <1/1 000); MHOrO
peakH (<1/10 000); c Hen3BecTHA HecTOTa (OT HANMIHHTE TAHHN HE MOXKE J1a 6nJe HampapeHa OLUEHKA),
HaGmoaaeart ce CieTHHTE HEXENaHH PeaKIHH:

Hudexuun 1 AupecTAUNH
Mnozo peoxu: 060CTpIHE HA BB3NAJICHHA, CBBP3AHH C HHpeKUIHH (Hanp. HEKpOTH3
xoeTo chBnaja ¢ ynorpebara Ha HCTIBC




HapymieHHd Ha KPbBTA H JHMPHATA CHCTEMA

Pedxu: alacTH4Ha aHeMusd (CUTHO HaManABaHE Ha 6pos HA KPBBHHTE KJIETKH, KOETO BOAH 110
cabocT, MoABa Ha CHHYHH KM yBEAMYeHa BEPOATHOCT OT B3HHKBAHE Ha HHpEKLMA)

Mhnozo pedxu: HamasBaHe Ha 6pos Ha TPOMOOLIMTHTE, HaMalIABAHE HA Opos Ha OenuTe KPHBHU
K1eTKH (MOXe a ce POABH ¢ YeCTH HH(EKIHH C BUCOKA TeMNIEpaTypa, BIPHCAHE HilH BB3NAICHO
rbpIo), HamManaBaHe Ha Opod Ha YEPBEHUTE KPBHBHH KNETKH (MOXe J1a ce TIPOSiBH Chbe 3afyX M Onena
KoXa), IOHIKeH Gpoif Ha rpaHynouuTHTe (BUA O€IH KPBBHY KICTKH, qUIITO HEXOCTHT MOXE Ja
mpepa3nonoXu Opraii3Ma KbM HHGMEKIMK), NAHIUTONECHUS (HEROCTUT HA IEBKOLUTH, CPUTPOLIMTH H
TpOMOOLIMTH B KPBBTA), ArpaHy/IOLHTO3a (cHJIHO HaMaiABake Ha §pos Ha onpezeseHN OeH KphBHH
KJeTKH, KOEeTO YBeNHIaBa BePOATHOCTTA OT Bb3HUKBAHE HA uHdpEKHH), XEMONHTHIHA AHEMHA
(NpexIeBpeMEHHO pa3pyllaBaHe Ha YepPBEHHTS KPHBHH xinerku). [IbpBHTE CHMITTOMH Ca: HOBHIICHA
Temmepatypa, GoJK# B bpJIOTO, NOBBPXHOCTHM A3BH B yCTaTa, rPUMONOROOHH CHMIITOMH,
HIKTIOYMTENHA YMOpPa, KbpBEHE OT HOCA U KOXKHH KPBBOHITHEBH. V1B/KeHO BpeMe Ha KBPBEHE.

HapylmieHHd Ha HMYHHATa CHCTEMA

Heuecmu: aepruyHa peaKiya, peakluy Ha CBPBXTYBCTBUTETHOCT € obpuB 1 cbpOex, KakTo U
ACTMATHYHH NIPUCTHIH (BH3MOXHO € Ja ¢¢ POABH eTHOBPEMEHHO € TIOHNKABAHE Ha KPbBHOTO
HaNsTaHe)

Peoru: aHadunakcus (reHepajiusiupana anepriadHa peaxius)

MH020 peOxu: TEXKH PEaKLIMH Ha CBPBX1YBCTBHTE/IHOCT (MoOraT ja ce XapakTepH3HpaT ¢ OTOK Ha
NLETO, €3HKa, TaPHHKCA, GpOHXOCNA3bM, AUCTIHES, TAXUKApAUs 1 XUNOTOHUA, KOUTO Morar aa obaar
HBOTO3ACTPALLIABALIH )

IIcuxHYHY HAPYINCHAS

Heyecmu: 6e3ckHHE, TPEBOXHOCT, 6€3M0KOACTBO

Pedxu: ICHXOTHYHA peaxiiis, HeBpOTHU3bM (TPEBOKHOCT H CMOLMOHANHA HECTAOHMIIHOCT),
pasApasHUTENHOCT, AENpecus, 0ObPKaHOCT, IC30PHCHTALINA

Hapymenus Ha HePBHATA CHCTEMA

Yecmu: yMOpa, rasobosiie, HEpPasnoIoKEeHHE, CBETOBbPTEXK

Hevecmu: 6e3cbHHE, Bh30Yaa, pa3ipasHUTCIIHOCT

Pedxu: napecte3ds (M3TpBIBaHe, MpaByykaHe MO KOXKaTa Ha pbileTe H KpaKaTa)

Muozo pedxu:. acenTHYeH MEHHHIUT (BB3NANCHHE HA MEHUHIHUTE (MO3BYHHTE 0OBHBKH), KOETO HE €
npHuKHeHo oT fakTepus). B noeqeTo ciydaH, B KOUTO C€ chobliaBa 3a acenTHYeH MEHHHI'HT NPH
ynotpebara Ha HOYpodeH, MalMeHTHTe CTpalat OT HAkakba dopMa Ha aBTOMMYHHO 3abonaBaHe
(HaripHUMep, CHCTEMEH NTYITyC epHTEeMAaTO3yC WIH IpyTH 3a60NABaHUA HA ChEAMHUTENHATa THKaH),
KOETO € MPEACTaBAsBAI0 PHCKOB GakTop. CHMITOMY Ha aCENTHUCH MEHHHIUT Ca CKOBAHOCT HA BpPaTa,
riaBo6oITHe, rajleHe, NOBphiliaHe, MOBHLICHA TEMICPATypa UK IC30PACHTALNA.

HapyiuieHHS HA O4HTE

Hevecmu: 3pATENIHU HApYLICHHA

Pedxu: aHOpMATHO WIH 3aMBIIICHO 3DCHHC

C neusgecmna vecmoma: TanuieseM (Bh3naieHHe Ha O4HHs HEPR)

HapymeHMs Ha YX0TO H 1a6UpPHHTA
Yecmu: CBETOBBPTEXK

Heuecmu. LIyM B YIIHTE

Pedxu: HapyLICHHA Ha CITyXa

CLpieund HAPYIIEHHS
Jlekapcra karo OKJIMC ®OPTE 400 mg rpaHy /v 3a nepopacH pasTeop Morar Ja 6naar
ACOLIMMPAHH C MOBHIIEH PHCK OT NOSiBa HA CHPACHEH Yap Wik HHCYIIT.
Miuozo pedxu: copuebiene, cbpAeyHa HEOCTATBYHOCT

C neussecmud vecmomd: ChpACYEH apecT, CHHAPOM Ha KyHHC (6onka B repaUTE, 3
chpueOHeHe B CNEACTBHE HA CEPHO3HA AlICPrHHHA pPeaKins)

Cba0BM HApYLIEHNSA




Orouy, MOBMILABAHE HA KPHBHOTO HANArAHE M 0ABA HA CHPACYHA HEAOCTATBYHOCT CHILO ca OHITH
HaGmonaBaHl npHu npreM Ha ubynpodeH (karo OKJIUC EKCIIPEC 400 mg).

Mnozo pedxu: NMOBUILEHO KPBBHO HANATaHe

C neuzgecmna vecmoma. aprephansa tpombo3a

PecnUpaTOPHU, IPhAHH H MEIHACTHHAJIHH HAPYIICHHA
Hevecmu: acTMa, 060CTpAHE HA acTMa, OpOHXOCTa3bM, AKCIIHEA (3aXYX)
C neuzgecmna wecmoma. JpasHeHe B IbPIOTO

CtoMamtHO-4peBHH HAPYII¢eHHS

Haif-4ecTO cpelliaHuTe HexXeNaHH JIEKapCTBEHH PEaKIMH [IpH TPHEM HA JIEKapCcTBa KaTo OKJINC
EKCIIPEC 400 mg rpanynd 3a nepopaicH pa3sTBOp ¢a CTOMAITHO-4YPEBHHTE HAPYIMICHHA: CTOMALNHU
3B, KbPBEHE OT CTOMAIIHO-UPEBHHA TPAKT, Nepdopanny (B HAKOH CTydan daTanHn), 0CoOEHO NpH
NalHeHTH B CTApUYECKa Bb3PACT.

Yecrmu: cTOMallHO-upeBeH AMCKoMGopT (KucenuHy, peduiyke), 00/KH B KOpeMa, TajIcHe, NOBphlUaHe,
noAyBaHe, AHAPHA, 3aM€K H JIEKO CTOMAUIHO-9pEeBHO KbPBEHE, KOETO B H3K/IIOYHTENHH CITyaH MOXE
Ia AoBede A0 aHEMHA

Hevecmu: CTOMALIHO-YPEBHH A3BH ¢ MOTEHUMAIHO KbPBEHe W nepdopanus, yIuepaTHBEH CTOMATHT
(BB3NANCHHE HA IMTABHLATA HA YCTaTa C A3BM), 000CTpAHE Ha KOJNT U Oosnect Ha KpoH, MeneHa (KpbB
B M3MpaXKHEHUATA), FaCTPUT

Peoxu: NOBpHIIAHE HA KPBB

Mnozo pedxu: BE3NANICHUE Ha XPaHONIPOBO/A, BB3NANCHUE HA 3aICTOMALIHATA AU1E34, 1PEBHA
HEMPOXOAHUMOCT

C Heuzgecmua yecmoma.: aHOPEKCHA

XenaTobHanapHH HAPYINeHHSA
Pedxu: yBpexIaHe Ha YepHHs Apol, XenaTuT, HapyLIeHHs B YepHOAPOOHATA PYHKIMA U KBATEHHLA

HapymueHHS HA KOKATA K NOAKOKHATS THKAH

Yecmu. KOXKeH 0OpHB

Heuecmu: 3auepBaBaHe, chpOesk WiH NOLyBaHe Ha k0XaTa, Mypnypa (3abonsBaHe ¢ MHOXECTBO
MaJIK# KPbBOM3/IMBH N0 KOXKaTa)

Pedru: aHapuNakTUUHH peakluH

Mio2o pedxu: TEXKH KOXHH HexxenaHH peakUik (SCAR) (BIUHOUATEHO €PHTEMA Myntudopme,
excoNMaTHBEH AEPMATUT, CHHAPOM Ha Stevens-johnson H TOKCH4Ha enuAepMaHa Hekpon43a). B
peJIKM ClTy4au 1o BpeMe Ha BapHlie/sia MOraT a Bb3HMKHAT CEPHOSHH KOXKHH HHPESKUNH H
YCJIOXHEHUA Ha MEKHTE ThKaHH.

C neussecmua vecmoma: NeKapCTBEHA peakuya ¢ eo3HHOGMINA M cHcTeMHH cumnTomu (DRESS
CHHZIPOM), OCTPA reHepanu3upaHi eK3aHTeMaro3Ha myctynosa (AGEP), 9yBCTBHTEIHOCT Ha KOXaTa
KbM CBETIHHA

Hapyimenua Ha 6u0pennTe ¥ NHKOYHHTE MBTHINA

Peoxu: xeMarypus (KpbB B YPHHATA)

Mnozo pedxu: oTolll (TIpU3HAK, KOHTO MoXe Jia 6bae nokasaten 3a ObOpetHO YBpeXane,
BIUTIOYHTENHO 6bGpedHa HeIOCTaThYHOCT), AHIApHA HeKpo3a (YBpexaaHe Ha GLOpeuHATe NANKIH),
noOBHMUICHH CTOMHOCTH HA MMKOYHA KHMCETHHA B KPbBHATA IJIa3Ma

Bb3 OCHOBa HA OMHTA C HECTEPOHJHHTE NPOTHBOBBL3NATHTEIHH CPEACTBA, HE MOraT Ja ObaaT
H3KTIOYEHH ¥ CITYYaH HA MHTEPCTHIHANEH HedpHT, HedpoTHUEH CUHAPOM H OBOpeiHa
HEJIOCTAaTH4YHOCT.,

O6uix HapymeHHs H eQeKTH Ha MACTOTO HA NPHIOKCHHE
Mhno20 pedxu: 060CTpsHE Ha Bb3NaNeHAATa N0 BpeMe Ha MHPEKIHO3HY NPOoLeCH
C neuzgecmua vecmoma. OTOX

HicaeaBaHHA
Peoxu: TIPOMEHH B TECTOBETE 3a YepHOAPOOHa (PyHKUNA




C neuzgecmua yecmoma; TIPOMEHH B TecToBe 3a 650peuHa QyHKuUNA

Jlo MOMEHTA He ca chobiaBaHy CEPHO3HN anepriiHi peaKiii npH ynorpeba na OKJINC EKCIIPEC
400 mg rpaHy./i4 3a nepopaneH pasTBOp, BBIPEKH TOBA TE HE MOTAT na 6paat uamouekH. [1poasure
Ha TO3H BHJ PEaKL[MM MOTAT 3 BK/IO4BAT: TPECKA, KOKCH obpuB, 601KH B KOpeMa, CHITHO
rnapoGo/ne, rajaeHe, Noppblane, aHrHoeAeM (oY BaHe B obnacTTa Ha JIHLETO, INHATA, €3UKa H
['bPAOTO), 3a0YX, aCTMa, chbplebueHe, XHITOTOHHUA (rioOHIDKaBaHe HAa KPBBHOTO HansraHle) WM LIOK.

AKO Ce TIOABH HAKOA OT CEAHHTE HEXeNaHH peaKlMu, CpeTe JICYCHNUETO 1 He3abaBHO ce 0OBPHETE
kbM BawHg jiekap:

- aNepruvHiU peakifMH KaTo KOXHH 0GpHBH, MOAYBaHE HA TUIETO, XPUIIOBE B I'bPAUTEC HIIH

3aTPyAHEHO JHLIAHE

- TIOBpBINAHE HA KPEB

- KDPBB B H3NPAKHEHHUATA HIH KbpBaBa THApHA

- cunsa 6onka B CTOMaxa

- MexypH uiH OelleHe Ha KoxaTta

- TeXKO HJIH NOCTOAHHO rnapobonue

- XBJITEHHLA

- NpH3HALM HA CBPBXUYBCTBHTCIHOCT (BX. IO-TOpE)

. moayBaHe Ha KpaHHLHMTE, OTOLM B PHUETE WIH KpaKatd

- 3pUTE]HH CMYLICHUA

AKO TIOIYYATE HAKAKBH HEXeEJNaHH NeKapCTBEHU PEaKInH, yBEAOMETE Bawmus nexkap Wiy GpapMaLeBT.
Topa BKTIOUBA BCHIKH BB3MOXHM HEOTIHCAHH B Ta3¥ AHCTOBKA HEXKE/IaHH PEAKLHK. MoxeTe ChLIO A3
CLOBIMUTE HEXETIAHH PEaKIHH JHPEKTHO Ipes.

M3mbaHHTeHA AreHIHE N0 JlekapcTBaTa
Codus 1303, yn. Jlamsau 'pyes 8
TelL: +359 2 8903555; daxc: +359 2 8903434

e-mail bda@bda.bg

KaTo chobLIABATE HEXENAHY PeaKlUnK, MOXKETe 1a Iaaere cBoR PAHOC 34 1oJayvyaBaHe Ha [opeue
uHGpOpMALMA OTHOCHO Ge30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak aa cexpaaapaTe OKJAHC EKCIIPEC 400 mg rpaHy.Jiu 3a nepopajich pa3TBop

Ja ce chXpaHABa Ha MACTO, HEJOCTBITHO 32 JICLd.

Tla ce cbxpaussa noa 30°C. CpxpansBsaiTe calleTara B KapTOHEHaTa OMaKkOBKa, 3a Ja ce npeanasu oT
CBET/IHHA U RIIara.

He u3non3BaliTe TOBA JIEKAPCTBO Cliell CpoKa Ha rOJHOCT, oTOeNA3al BbpXY KapTOHEHaTa onakoBKa
cien “TozeH po:“. CpokbT Ha FOJAHOCT OTrOBapd Ha nocaeJHNUS JAeH OT NMOCOUEHHA MECCI.

He u3xpbpafiiTe NekapcTBaTa B KaHANM3AUMATA WK B KOHTei{Hepa 3a JOMALTHH OTIAIbLH.

[onurtalite Bawmus dapMaLeBT KaK Aa W3XBHPIATE JICKapCTBATA, KOHTO BEHC HC u3nosnspare. Ten
MEpKH LIe CIIOMOTHAT 3a ONa3’BaHe Ha OKO/HAaTa Cpela.

6. CobAbphkaHHE Ha ONAKOBKATA M NONBJIHHTEIHA uHpopMaNHA

Kakso csabpxa OKJIHUC EKCITPEC 400 mg rpaHya# 3a nepopajieH pa3TBop
A KTHBHOTO BellecTBo € Hympoden. Beako cauwe coappia 400 mg noymnpodeH (kg
apriuHUH).
JIpyruTe CbCTABKHM Ca: apruHHUH, acnapTaM (E-951), 3axapo3a, HaTpHCB oukapboH?
HATPHEB JIaypuJI Cysidar, MEHTOJI0BA ECEHLIHA, MEHTOBA eceHIIM.



Kax maraexna OKJIMC EKCIIPEC 400 mg rpaHyjH 3a nepopajieH pa3TBOp H KakB0 ChAbLpika
ONMAKOBKATA

OKJIUC EKCIIPEC 400 mg ca Genu Ko no4TH Oeny rpaHyid ¢ MHUPHC Ha MCHTa, ONIAKOBaHH B
callleTa OT XapTHA/any MHHHH/TIOTHETHIICH.

INpeanara ce B KapToHeHH KyTuH ¢ 10, 20, 30 n 40 cawera.

He Bcuky BHIOBE ONAKOBKA MOraT aa ObJar ycHaTH B npojaxba.
MMpuTexare] HA palpelieHHETO 38 YROTpeba H NPOHIBOAHTEN
MpHTeXATEN Ha pa3pemieHUeTo 33 ynorpeba

Xeren ®apma bearapus EOOJ

#.K. Codus Iapk, 6a. 118, an. 1, 1766, rp. Codusd, briarapus

IIpousBoauTERH

Toll Manufacturing Services S.L., C/Aragoneses 2, 28108 Alcobendas (Manpun),
Hcnanus

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

aTa HA MOCAEAHO NpepasriekAane HA JHCTOBKATA:




