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IpoueTeTe BAHMATEIHO ONJIATA JHCTOBKA, IPEAH Aa 3al0YHEeTe A2 NPHEMAaTe TOBA JIEKAPCTBO, Thi

KaTo TH CBABPKA BAXKHA 32 Bac undopmanns

- 3amnaszete Ta3W NHCTOBKA. MoJXKe 1a € HaJIOXKH Z1a 2 npouyeTere OTHOBO.

- AKO HMAaTe HSKaKBH JONBJIHHTENHH BENPOCH, nonuTaiTe Bamus nekap vy gpapMaLieBT.

- Tosa nekapcTBO € npeanucaso TM4HO Ha Bac. He ro npeorcreneaiire Ha apyry xopa. To moxe aa UM
HaBpEIH, HE3aBUCHMO, Y€ MPH3HALMTE Ha TAXHOTO 3abongBaHe ca chlHTe KaTo Bamure.

- AKO NOJY4YHTE HAKAKBH HEXEJIAHH JIEKAPCTBEHH PEaKliMK, yBeaomere Balliua nekap uny GapMaLesT.,
Toea BKIIOYB2 H BCHUKH BE3MOKHH HEXKEIaHH PEaKLMK, HEOMHCAHH B Ta3H JIMCTOBKA. BHXKTE TOYKa 4.

KaxBo CBABPKA TA3H JIRCTOBKA

1.

ANl

Kakso npencrasnssa Ouekcreraa 800 mg » 3a KakBO ce H3MON3BA
Kaxso TpabBa na 3Haere, npeau aa npuemere Guexcucran 800 mg

Kak na npremare @aekcucran 800 mg

B13MOXKHH HEXKEITAHH PEaKLIMU

Kak aa cexpanasare ®nekcucran 800 mg

CrabpkaHHe Ha ONAKOBKATA M JOMTBIHUTEIHA HHpOpMaLMA

1. KakBo npeacrapiaasa ®aexkcacran 800 mg n 3a xakso ce H3N0/13B4
®nekcucran 800 mg mpeacraBngBa MPOTHBOBL3MANKTENHO H OONKOYCIOKOABALIQC JIEKapCTBO (HECTEPOUIHO
NMPOTHBOBB3NAIMTENHO CpeAcTBO). PnekcHcTal ce H3NOA3Ba 33 CHMIOTOMATHYHO JedeHRe Ha 6oakara H

BB3IINAJIEHHETO NPH:

OcTpo BBb3NaAJIEHHE HA CTABHTE (OCTBP APTPHT ), BKIIOMMTENHO NPUCTHNM HA MOAArpa;

XPpOHHYHO BB3NAJEHHE HA CTABHTE (XPOHUYEH APTPHT), OCOOEHO PEBMATOMACH apTPHT /XPOHHYEH
OOJIHAPTPUT/;

aHKWIO3Hpall cOHAWIHKT (OonecT Ha bexTepeB) U Apyry BB3NATHTEIHO-PEBMATOMAHH 3a009BaHHUA
Ha rprOHaka;

BE3NAJIMTEHN ChCTOSHHUA NPH JereHepaTHBHH CTaBHHM H rpbOHa4YHU 3a00NABaHUA /OCTE0apTPO3H H
CIIOHAMNAPTPO3H/;

BB3NATUTEIAHNA DPEBMATHUYHM 3a00N9BaHHA HE MEKHUTE ThKaHH;

OONIE3HEHH OTOLM H Pb3NaNeHHA clell TPAaBMH H HapaHABaHHA.

2. KakBo Tpa0Ba 1a 35aeTe, npean na npuemate Oaexcucraa 800 mg
He npaemaiite Paexcuacran 800 mg, ako:

- CT€ CBPBbXYYBCTBHTEJIHH KbBM aKTHBHOTO BELLIECTBO WK KBM HAKOE OT NOMOLIHUTE BELISCTBA Ha
TOBA JIEKapcTBO (M306poeHH B TOuKa 6);

- aKO HAKOra CTe MMM 3aTPYAHEHO AWllaHe (BpoHXocna3bM), MPUCTBLIIM HA ACTMA, Bh3NAICHHE
Ha HOCHATA JIKFABHMLA MNH PEeakiMH Cjel NMpHEeM Ha alleTHICATHIAIOBA KHCEJIHHA WM JAPYTH
HECTEPOMAHH MPOTHBOBL3NAIHTENHH NIEKAPCTBA B MHHAIOTO;

-  aKo MMaTe aHaMHesa 3a peHHIMBHpalla A3Ba Ha CTOMAxa /[BaHaneceTONPBLCTHMKA (MNernTHYHa

- aKO CTPaJaTe OT HEM3ACHEHH CMYILICHHA Ha XEMOMoe3aTa /KpbBoobpa3yB:

- 2KO CTpajare OT CTOMAallHO-4YpeBHO KbpPBEHE WIH nepdopalnd, CBbp3aH;
¢ HECTEPOHIHH NpoTHROBB3NANHTEIHH cpeacTea (HCIIBC);

- ako cTpajgare OT uepebposacKynapHH (MO3BUHO-CHIAOBM) WIH ApyrH 3
/KkbpBEHE/;

- [PH TEXKA ChPAECYHA HEJAOCTATHHHOCT (MHOKAPHA HCXEMHKA);



- B MOCJIEAHOTO TpUMeceuue Ha OpeMEHHOCTTA;
- TIpM Aela M IOHOWH noja 15 roauHu.

Ilpeaynpexnenns H NpeAna3AE MePKH

Koncyarupaiite ce ¢ Bamng Jiexap nid papmanesr npean Aa 3anodHeTe Aa npaemare OJeKcHCTAA.
H36poeHHTE NO-10/1Y CHCTOARUA OMUCBAT Kak MOXe Aa npuHemate MDnekcHcTal NpH ONpEeAciCHH YCJIOBHA €
NOBHILEHO BHHUMAHHE H NPEeANa3IUBOCT (Npe3 NO-AWIrM UHTEPBAIH MEXIY OTAENHHTE NO3HWHIH HaMaleHa
103a H MoK Jekapcky koHTpod ). Ilonckakite cbBeT 0T Baiung nexap. ToBa ce oTHacH ChLIO, aKO CTE UMAIH B
MHHAJIOTO HAKOE OT H3OPOEHHTE CHCTOAHUA.

[Ipu3Hany Ha anepruyHa peakids KbM TOBa JIEKapCTBO, BKIIOUHTENHO NpobneMH ¢ AUILAHETO, OXYBAHE B
o0OnacTTa Ha NKLETO ¥ IMATa (aHruoeneM), 6onka B repanTe, ca crobwasaHy npu noynpoden. Ilpexparere
He3abGaBHO ynorpedara Ha DIeKCHCTa H ce CBhpxeTe He3abaBHO ¢ Bamni nexkap wiv norepcere He3adaBHO
CTIELIHA MEOHLIMHCKA MOMOLL, aKo 3abenekHTe HAKOH OT Te3d NpPH3HALIM.

I'oBopeTe ¢ Bamina jexap nin gapManeBT, AK0 HMAaTe HHQEKIRA — BK. 3ariasuero ,Mapexknun™
no-10JTY.

Hadexknuu

dnexcrcTan Moxe 1a CKpHe NpH3HaLHUTe HA HHOEKLIMK, HaMTpUMeEp NOBHILIEHA TeMIiepaTypa U Ooka.
[Topanm ToBa e Bp3MOKHO DnekcucTaz aa 3a0aBy NOAXOAALLIOTO ICUEHHE Ha UH(EKLIMATA, KOETO MOXKe Ja
IOBeIe A0 MOBHIIEH PHCK OT yCIIOKHEHHA. ToBa ce HabnioAaBa NMpYU NHEBMOHHS, MPHYHHEHA OT DakTepHH H
OakTepHaIHK KOXHH UH(EKLIHH, CBbP3aHH C BapHliena. AKO NpUeMaTe TORA JICKapCTBO, JOKATO HMATE
MH(EKLMS U CHMITTOMMTE Ha UH(eKUMATA IPOAB/DKABAT WIK C¢ BIIOINABAT, TPAOBa Aa €€ KOHCYATHpATE
He3abaBHO ¢ Jiekap.

O0BLpHeTe cIeNHAJIHO BHHMAHHEE NPH yHOTpeOa Ha DiiekcHeTaAA:

CepHoO3HH KOXKHM peaKilHH, BKIIOMHTENHO €KCHONHATHBEH AEPMATHT, ¢pUTEMa MYNTH(OpPME, CHHAPOM Ha
CtuBbHC-/DKOHCBH, TOKCHYHA €NUAEpMaHa HEKPOJIN3a, JIEKAPCTBEHA peaKlua ¢ €03UHO(WINSA M CUCTEMHH
cuMmrroMH (DRESS), ocTpa reHepannampaHa ex3aHTeMaTO3Ha MyCTyJi03a, ¢a ChbOOLIABAHM BB BPb3Ka C
neyenueTo ¢ ubynpoden. Ilpexparere ynorpedbara Ha Dnexkcucraa H He3abaBHO NOTbHPCETE

MeJHIIHHCKA MOMOIL, aKO 3a0eNnexxuTe HAKOH OT CUMITTOMUTE, CBBP3aHH ChC CEPHOZHUTE KOXKHH PEaKLIMH,
ONMCAHHK B TOUYKA 4.

CromMamBo-upeBBH 3a6019BaHAA

TpabBa pna ce wu3darea eAHOBPEeMEHHOTO mpHeMaHe Ha DnexkcHcTaa ¢ APYrH  HECTEPOHIHH
npotusoBb3nanurenHa cpeacrsa (HCIIBC), BkmouMTeNnHO K T.Hap. HHXUOMTOPM Ha LMKIOOKCHI€HA3aTa
(COX-2 unnaxubutopH). HexenaHure peakLHH HACTBLIBAT MO-PAAKO, KOraro C€ M3MoON3Ba Hal-HMCKara
eheKTHBHA 1032 32 HAH-KPAaThK NIEPHOA OT BpeMe, HEOOXOAHM 32 KOHTPOJIHpPaHe Ha CUMITTOMHTE.

IIanHeHTH B CTAPYECKR Bh3PACT

[Ipy naLMeEHTH B CTapyYecka BB3pACT YeCTOTATA HA HEXKEJIAHUTE PEakLHMH, 0OCOOEHO KbPBEHE OT CTOMAIHO-
ypeBHHA TPaKT H nepdopalma € No-BHCOKA, KATO IMOHAKOra TE3H HEXEJAaHH PEaKUMH TMPH MAlLMEHTH B
cTapdecKa Bb3pacT MOxe Aa 6baar ¢aranHu. 3aToBa NALMEHTH B Tasu Bb3pacToBa rpyna Tpabea aa Obaar
BHHMATEIHO NPOCICIABAHH.

KbpBeHe 0T cTOMAIIHO-YPEBHEA TPAKT, 3B B Nnepdopanns
KBpBeHe OT CTOMAIIHO-YPEBHHUA TPAKT, A3BH U nepdopauys, B HAKOH CJIy4yaH (aTajHH ca AOKIaJABaHH IPK
ynoTpeba Ha HCIIBC. Te3u peakuu Morat aa Bb3HMKHAT MO BCAKO BPEME 10 BpEME HA JICYEHHETO, C WIH
0e3 npegynpeANTEIHH CHMITTOMM UJIH aHAMHE3a 32 CEPHO3HO CTOMALIHO-4YpeBHO 3adonsgx '

PHCKBT OT cTOMAIIHO-4YPEBHO KbDPBEHE, £3Ba U nepdopalusd € NO-BHCOK NPH IOBH
NalHeHTH, OoNeayBajM OT s3Ba B MHHAMOTO, OCOOEHO A3Ba, MPOTEKIAa C YCIWAg
nepdopaums (Biwkre Touka 2 ,,He npuemaiire Pnexcucran’”) M NpH NaLKEHTH B
nalHeHTH TpAOBa Ja 3anO4YHAT NeYCHHE ¢ Hali-HHUCKaTa epeKTHRHA J103a.
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IlaupeHTH, Ha KOHTO € MPEANHMCAHO JICYCHME C HMCKa 11033 alleTUICATHLMNOBA| KBOCHIRIbailN C
NIeKapCTBa, 338 KOHTO € H3BECTHO, Y€ MOraT Zia NPE/R3BHKAT CTOMALLHO-YPEBHH H3 yﬁl (A, Tpﬂ% ce
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OOMHCIIH eNHOBpPEMEHHO T[IpHeMaHe M Ha IMPOTCKTHBHHU JICKApCTBa (KAKBUTO Ca MHCOMNPOCTON WM
MHXMOHTOPH Ha MPOTOHHATA MTOMIA).

AXO CTe HMal¥ B MHHAJIOTO HEXeJIAHM peaklHH OT CTpaHa Ha CTOMAlIHO-YPEBHHUI TPAKT, 0COOEHO aKo cTe
B HanpeAHana BB3pacT, TpAOBa 1a AokiaaBaTe BCHYKH HeoOH4alHH aDOOMHMHAIHM CHMITTOMH (HarpuMep
KbpBeHe), 0COOEHO aKo ca ce NOSBHIM B HAYANIOTO HA JICUEHUETO.

Ako Bue npuemare egHOBpeMeHHO ¢ (DneKCUCTal APYrd NEKApCTBa, KOMTO MOTaT Ja YBEJIMUYaT PUCKA OT
fA3Ba WIH KbPBEHE, KAKBHTO Ca MEPOpATIHUTE KOPTHKOCTEPOUIN, AHTHKOAryJIAHTH (JIEKapCTBa, HaMaIsABalllH
KPbBOCHCHPBAHETO, KaKbBTO € BapdapuH), CENeKTHBHH HHXHOMTOpH Ha OOpaTHOTO 3axBalllaHe Ha
CEPOTOHHH (M3NOJ3BaHM 33 JICYCHHE HA AICNPECHs W APYrH NCHXHWYHU pa3CTPOWCTBA) WIH HHXHOHUTOPH Ha
TpoMOOIIMTHATA arperauMs (HanpuMmep AaLUCTHICATMLWIOBA KHCenWHa), Bamusar nekap Ttpabsa na
KOHTPO/IMpa peAOBHO MOKA3ATEIINTE Ha KPBBOCHCHPBAHE , 3a fa ce u3berHe noteHuManeH npobaem (BHKTe
Touka 2 ,,JIpyru fiekapcrBa ¥ drexkcucran’).

JleueHueTo TpsabBa na ce nmpeycTaHoBH, ako Bue paisuere CTOMAIIHO-YPEBHO KHPBEHE WIM A3Ba MO Bpeme
Ha neyeHMeTo ¢ Onekcucran,.

HCIIBC Tpabea aa ce U3NOA3BAT C MOBHLICHO BHUMAHHE NPH NALMEHTH ¢ CTOMALIHO-YPEBHU 3a0019BaHNA
WIHM TIPH CbMHEHMA 3a CTOMALIHO-YPEBHH S3BH WM IPH XPOHHWYHH BBLINAJICHUA Ha YepBaTa (A3BEH KOJHT,
6onect Ha KpoR) (BHakTe TOuka 4. , HexxenaHu JekapcTBeHH peakilMH).

CspaeyHO-ChAOBA H LICHTPANTHA HEPBHA CHCTEMA
JlekapcTBa xaTo Pnekcucran Morar aa OB-AaT CBBP3aHHM C JIEKO MOBHILEH PUCK OT ChpAeUueH HHUMAEHT

(,,MHOKapAeH HHODAPKT ) WIH HHCYNT. BCEKH PHCK € NO-BEPOSTEH NPH BHCOKH J03H U NPOXBIDKHTEIHO
neuyeHue. He npepuiaBaiTe npenopb4yaHUTE JO3H H NMPOABDKHTEIHOCTTA HA JIEYEHHETO.

Ako uMarTe nmpobieMH CbC CHPLETO, IIPeKapaH HHCYJIT KM MHCIIHTE, 4e 3a Bac MOke 1a HMa pHCK OT
roABaTa UM (HanpuMep, aKo KMaTe BUCOKO KPBBHO HaniAraHe, nxader, rnoBvlleHH CTOMHOCTH Ha XOJECTEpOn
WM cTe nyiay) Tpadsa aa oOcuaMTe ieueHneTo ¢ Baus nexap wix ¢apMaLesT.

KOXKHH peakiliyu
Coobiiasa ¢e 3a CEPHO3HH KOXKHH peakliMM, CBbp3aHH ¢ JieueHHe ¢ Onekcucran. Tpadea aa cnpere npuema

Ha PnekcucTan M He3abaBHO Aa NMOTHPCUTE NeKapcKa MOMOIL, aKOo pa3BHeTe KOxeH OOpHMB, JIe3UM Ha
JIMFAaBHLIATE, MEXYPHU WIH APYTd NPH3HALM Ha aleprus, Thil KaTo TOBa MOXE /a ¢a IThPBHUTEC NpH3HAUM Ha
MHOI'0 CEPHO3HA KOXKHa peakuui. Bukre Touka 4. PHCKBLT OT TakMBa peaklidi € No-roisM B Ha4yalQOTo Ha
JICYEHHUETO, KATO Te3H PeaKkLiiH B MOBEYETO CJIyHau HaACTHNBAT B TLPBUS MECELL OT 3a0UBaHe Ha NEUCHHUETO.

[Ipu mbepBM NpH3HALK HA KOXEH OOpHB, JIe3UM Ha JIMraBULWTE (HApYIIEHHS HA JIMFaBULIATA) MU APYTH
NpH3HALH Ha peaKUus Ha CBPBbXUYBCTBHTEITHOCT, TpA0Ba Aa cnipere BeaHara npueMa Ha dnekcucraa u aa ce
KOHCYyJITHpaTe ¢ Bauus nekap.

[To Bpeme Ha GonexyBaHe OT BapuLuesna, He TpaAbOBa na npueMaTte DexcHeTan.

Apyra ungopmaus

Mnekcucran TpﬂﬁBa Aa CC I[IpHEMa CaMO CICA BHHMATCIHA OLUEHKA HA BB3MOXHHTC I10J13H H NOTCHUHAIHATC
PHCKOBC NPH IIallHCHTH C.

- ONpeleNeHH BPOACHH HapylLIeHHUs B KPLBHOTO opMHpaHe (0cTpa HHTEPMHUTEHTHA nopdupus)

-  HAKOM AaBTOMMYHHM CMYIIEHMS (CHCTEMEH JIYIYC epuTeMaTolec R cMeceHa ¢QopMa Ha
KOnareHo3a)

BHEMATEAHO Hﬂﬁﬂlﬂﬂeﬂﬂe e HeobxonEMoO npH:

- MpH NALMEHTH C CTOMALHO-YPEBHM 3a0019BaHUA WNK NPH CHEMHEHKUA 3a IO RPN B H
WK IIPH XPOHHUHH BB3NMAJICHUS Ha YepBaTa (3BeH KonuT, bonect Ha Kk :

- apTepHanHa XHNepToHus (MOBUIIEHO KPbBHO HAMAraHe) W/HIH ChpAcH
- HacKoOpo cle]l rojieMyd XHpypruuHH HHTEPBEHLIMH



- aKo ¥MaTe aneprus (HampHMep KOXKHHM peakLMH, CBbp3aHM ¢ ynoTpebara Ha ApYTH JIEKapCcTBa,
acTMa, KONpHBHA TpecKa), XpOHHYEH OTOK Ha HOCHATa JMraeHua (HOCHH MOJMMH), XpPOHHYHH
oOCcTpYyKTUBHH 3a00NaBaHHA HA AUXATETHHTE ITHTHLIA

- TEXKO YBpeKaaHe Ha Ob6peyHaTa Wi YepHoapoOHaTa pyHKUMA

MHoro paako ca HabmonaBaHK TEKKH PEaKLIHM HA CBPbXYYBCTBHTENHOCT (HANpPHMeED aHAPUNAKTUYEH LIOK).
[Ipu mbpBH NpHU3HALIM HA TEeXKKA peaKiiis Ha CBPBXYYBCTBHTEITHOCT clie]l MpHeM Ha DeKcUcTal, NeHeHHEeTO

TpaOBa fna crnipe. B 3aBUCHMOCT OT TeXeCTTa CUMIITOMMTE, JICUCHHETO TpadBa aa ObAE NpEaNnpHETO OT
CTIELIHAJTUCT.

HoynpodeH, akTUBHOTO BellecTBO Ha (DiekcHcTal, MOXE a HaMaJlH KpbBHATa TPOMOOLIMTHA arperauys
(kppBOCBCHpBaHETO). TlalMeHTH CBC CMYLIEHHA B KpbBOCBhCHpBaReTO TpabBa za ObIaT BHHMATENHO
HaOMIONaBaHH.

[TponbmxurenHoTo JeucHHe ¢ Drnekcuctan 800 mg H3MCKBA PEryNapeH KOHTPON Ha udepHoApoOHaTa d
OBOpeunH PyHKIIHH, KAKTO H HA KPBbBHATA KAPTHHA.

KoHcynTupaiTe ce ¢ nekyBauius By nekap Wnu AeHTaneH nekap, ako ¢re npuemanu OnexkcHcTaa npeau
XHPYPru4yHa HHTCPBCHLHA.

HPOR'LJDI{HTBJ'IHOTD IIPHEMAHC Ha BHCOKH HO3H OT GOJIKOYCHOKOHBMHH JCKAQpPCTBCH IIPOAYKT MOXKC [a
npcan3BHUKa I'J'IEBDﬁDJIHG, KOE€TO HE TpHﬁB& Aa CC JICKYBa C YBCIHYCHH OO3H HAa TOEA JICKApPCTBO.

PenoBHOTO H3nos3BaHe Ha OONKOyCNokOsBaIlK, OCODEHO, KOrato c¢e MNMPUEMAT HAKOJKO AHAJINeTHKAa B
KoMOHHalMA, MOXXE Aa AOBeAE A0 TpaifiHO yBpekaaHe Ha On0peunre ¢ puck ot OLOpeuHa HEROCTATHYHOCT
(HedponaTHa, HHAYLIMPAHA OT AHAJINETHIIH).

[Ipuemanero Ha uOynpoeH, KaTo BCAKO JIEKAPCTBO, MOTHCKAIO IPOCTArnaHAMHOBATA CHHTE3a, MOXE Ja
3aTpyAHH HacThNBAHETO Ha OpeMeHHOCT. B cityuail Ha nogoOHU nNpobneMu WK ako fIaHUPATe HPEeMEHHOCT,
uHpopmuparTe Bamus nexap.

[IpoTuBOBB3INANHUTENHUTE /OONKOYCNOKOSBAINUTE AeKapcTBa KaTo MOynpodeH MOorat ga ca CBbp3aHH ChC
cnabo yBeJIHYaBAHE HA PUCKA OT CbPACYEH HH(PAPKT WIH HHCYIT, 0cODEHO KoraTto ce ynorpedsBaT BhB
BUCOKH A03H. He npeBumasaiite npenopbYHTENHATA AO3HPOBKA HIIH NPOIBIDKHTEIHOCTTA HA IEYEHHETO.

Tpabea na obcvbaure neuyeHuero ¢ Bawua nekap MM (papMaueBT NMpead ha 3aMOYHETE Oa NpPHEMAaTe
dnexcucTan;

- @Ko HMaTe CBhpPHEHHH NpOoONeMH BKIIOUHTENHO ChpPAEYHA HEAOCTATBYHOCT, CTCHOKApAMSA
(rppana O0JIKa) WM CTe MpEThPINENH ChpAcYEH HH(QAPKT, OnepalMA 3anocTtaBAHe Ha Oaiinac,
nepudepHa aprepuanHa Oonect (BIOLIEHA UUPKYJalHA B KpakaTa WIH XOAUNATa, nopaau
CTECHeHH HJIH 3allylieHH apTepHH), WIM KaKbBTO H fAa € BHA HHCYNT (BKJIOUYMTETHO
MUKPOHHCYNT HJIH NpeXoaHa HCXeMHUYHa aTaKa)

- aKO HMAaT€ BHCOKO KPBBHO HAaJIAI'aHE, nuader ,» BUCOK XOJECTEPOIL, q}aMHﬂHﬂ dHAMHE3a 34
CbhPACHHO 3abongpaHe WIH HMHCYJIT, HJIIK aKO CTC ITyinay.

Jena B wHOMHA

Heua u oHOomM noa 135 roauHu He TpaOBa ma m3noaspar <DIEKCHCTal, ThH KATO CBAbPKAHHETO HA
JEKApCTBEHOTO BEMICCTBO € TBBPAE BHCOKO 3a TasH BB3PacToBa Ipyna. 3a Ta3H BB3pacTOBa rpymna ca
NOAXOAAIH ApYrd ¢OpMH C HaMalleHa KOHUEHTPAlUA Ha JIEKapCTBEHOTO BElECTBO.

DIeKCHCTAL CHABPKA HATPRIA,
ToBa nekapcTBO chabpka no-Manko ot 1 mmol Hatpui (23 mg) Ha Tabnerka, T.
[IPAaKTHYECKH HE CHAbPXKA HATPHIA.



JApyra sexapersa H DiekcrCeTaj
HUndopmupaiite Bamns nexap nnu dapMalieBT, aKO NPUEMATE, HACKOPO CTE NPHEMAJTH HJTH € BE3MOXKHO a4

npUeMeTe NPYTH JIeKapcTaa.

deKCHCTAX MOXKe I8 NOBJAHSE HA HIH Aa Obe NOBJIHAH OT HAKOH JAPYIH JEKaApCTBa.
Hanpamep:
- JlekapcTBa € NPOTUBOCBHCHpBALIO [ACHCTBHE (T.€. pa3pexaaT KpbBTa/ TMpeAOTBpPaTABAT
ChCHPBAHETO, HANPHMEP aCMPUH/aLIETWICATHLIWIOBA KHCENHHA, BapdapHH, THKIIONHUAWH );
- JlekapcTBa, KOMTO NOHWKABAT BUCOKOTO KpbBHO Hansrae (ACE wHxnburopu xaro karrronpun,
GeTa-00KepH, IEKapCTBa ChABPAKALIY 2TEHOJOJ, AHTArOHHCTH Ha PELICNTOPA 3a aHrHOTEH3HUH 11
KaTo J10CapTaH).

EnnoBpemMennuaT npuemM Ha PIeKCHCTad ¢ AMrOKCHH (NEKApCTBO, M3MOI3BAHO 3a 3aCHIIBAHE Ha CHPLIETO),
(eHHTOHH (aHTHMKOHBYJICHBHO JIEKApCTBO) WIH JIHTHA (JIeKapcTBO 3a JieYeHHe Ha MaHHAKaIHH YMCTBEHH
pascTpoiicTBa) MOXe na JoseAe [0 TNOBHIIABAHE HAa CepyMHaTa KOHLIEHTpallHd Ha Te3H
nekapcrBa.Heo6xoauM € MOCTOAHEH KOHTPOJ Ha HHBATa Ha JIMTHA B KpbBTa. [Ipenopeusa ce KOHTPON Ha
HUBATA HA IMIOKCHH M (PEHHUTOUH.

Onexcucran 800 mg moxe ga HaManu ACHCTBHETO HAa AMYPECTHUH K aHTUXHIIEPTCH3HBHH JIEKapCTBa
(06e3poaHABaIH TabNeTKH H MOHKABAIH KPLBHOTO HAIATaHE JIEKapCTBa).

dnexcucrax 800 mg Moxe na Hamanu ackicTBueTo Ha ACE unxubutopute (M3NOI3BaHM 3a JIEYSHHE Ha
ChpJIEUHA HEIOCTATEYHOCT H BUCOKO KPBBHO HANATAHE).
EnHoBpeMEHHOTO NpWIaraHe Ha TE3W JIeKapCcTBa MOXE Ja YBEIH4YH PHCKa OT yBpekIaHe Ha 6bOpeunarta

QYHKLHA.

EnHoBpementnoTo npunaraHe Ha Onexcucraa 800 mg U kamHi-cbXpaHsBaluy 00€3BOAHABALLH TabneTky
(HAKOH IOHYPETHLIM) MOXE Ja JOBEAE OO XHNEepkanueMus (yBEMHYaBaHE KOHLIEHTpalHATa Ha KajluH B

KPbLBTA).

EnHoBpemeHHoTO mNpunaraHe Ha @nexcuctan 800 mg W IpyrHM HeCTEpOMAHM MPOTHBOBBLINAIUTENHH
CPEACTBA HIM IIIOKOKOPTMKOMIW YBE/IM4Y4aBa PHCKA OT CTOMAIHO-YPEBHO KbpPBEHE H f3Ba (BWXK T.4
“Bb3MOXHH HEXENAHH PEakUKH).

Nuxuburopy Ha TpoMOOLMTHATA arperalys W ONpPeAesICHH aBTHACNPECAHTH (CENEKTHBHH WHXHUOUTOPH Ha
oOpaTHOTO 3axBalllaHe Ha cepoTOHHH /SSRIS) MOXe na yBeIUYaT PUCKa OT CTOMALIHO-YPEBHO KBPBEHE.

ExcnepuMeHTaNiHM JaHHH coyar, 4ye HOynpodeH MOXKE Aa MOTHCHE ACHCTBHETO Ha aleTHICATULIMNOBA
KHCEJIMHA B HUCKH JO3H BBLPXY TpoMOoLMTHaTa arperanus. JlaHHUTE 3a TOBa Ca OrpaHUYEHH H HE MOKE OT
TX Aa Obe HanpaBeHO TBBHPAO 3aKJIIOYEHUE 33 pelloBHATa yrnorpeba Ha UOymnpodeH M TaKbB KITHHUYEH
edekT e Manko BepoaTeH. Koncysrrupaiite ce ¢ Bawus nexap npeau aa 3anoyHere Aa npyemMare Onexcucran
H alleTHICANHUIIWIOBA KUCE/IMHA B HUCKH JA03H KaTO MPOTHBOCHECHPBAILIO CPEICTBO.

[Tpunaranero Ha ®Onexkcucraa 800 mg B pamkuTe Ha 24 yaca mpeaH H cnej NMpHEM Ha METOTPEKCAT MOXe Ja
AOBEAEe A0 YBeNWMAaBaAHEC Ha KOHLEHTpALMATA HA METOTPEKCAT M MO Ta3n MpPHUMHA A0 YBeJHYaBaHe Ha
TOKCHYHHA e(EKT Ha METOTpEKCaTa.

EnHOBpeMEHHOTO H3NOJ3BAHE HA HAKOM HECTECPOMJIHMA MPOTHBOBBINAIMTENHH NIEKAPCTBA YBEMHYaBa PHCKa
OT yBpexaaHe Ha OBOpeuUTe OT UMKIOCTIOPHH (MEKApPCTBO H3MOJI3BAHO 3a MpeAna3BaHe OT OTXBbpJIAHE Ha
TPAHCIUIAHTAT, KAKTO H 34 JICYCHHE HA PEBMATHYHH ChCTOSHHA). TO3H edekT Baxku ChILO H 33 KOMOHHaLMATa
Ha UHKJIOCTIOpHH ¢ HOynpogeH.

[TpomyxTH, chabpXkaiiy npodeHeuna unn CyipUHNUpa3oH (1eKapcTBa, H3NoI3 s TPU £ e WT Na
3abaBaT u3nbuBaHeTo Ha Ubynpoden. Tosa Moxe na noBeAe A0 akyMmyhaHpahy Bl HOVEHMEEE B
M30CTPAHE Ha HETOBHTE HEXKE/IAHW PEAKLIMH. L. o



CobluecTBYBaT €AHHHYHU ChoOlleHus 3a BiaumoacicTBua Mexay daexkcucran 800 mg ¥ aHTMKOAryJiaHTH,
Hanpumep BapdapiuH. KpbBochcHpBaHeTo TpsiDBa 1a c€ KOHTpPOJIHpA, KOTaro npHeMare eAHOBPEMEHHO ¢
HOynpodeH U aHTHKOAaryJIaHTH.

KNIMHHYHH NpOyYBaHHUA MOKA3BaT B3aUMOZCHCTBHEC MEXIY HECTEPOHIHH NMPOTHBOBB3NAIHTCAHH JICKapCTBA
1 cyndouunypeiiin npoaykTy (nepopaiHy NPOTHBOAHAOCTHH NPOAYKTH). Bhipeky, ye HAMa Bpb3Ka MEXKIY
noynpodeH U cyndbOHWITYPEHHH NPOAYKTH, € ChOOIIABAaHO, Y€ NAUMEHTH, NTPHEMALlH eMHOBPEMEHHO /1BaTa
NpOAYKTa, TpAOBa 1a KOHTPOITHPAT KOHLICHTpALMATAa Ha IIOKO3aTa B KPBBTA, 33 Aa W30erHar NOTeHLHANHH
YCIOKHEHHA.

Takpoammyc: ViMa NoBHIIEH PHCK OT HEPPOTOKCHUYHOCT, KOraro HOYNmpodeH H TaKpoOAUMYC C€ Mnpuiarar
€ JHOBPEMEHHO.

3uposynmn: [Ipu XVB no3uTHBHH NauMeHTH ¢ XxeMO(WINg HMa NO-ToJIIM PUCK OT XEMApTpo3a H XEMaTOM
NMpH €AHOBPEMEHHO NpHJIAraHe Ha 3WAOBYAUH H HOYNpodeH.

Hskou ApyrH leKapcTBa ChlIO MOTAT Aa NMOBIHAAT HA MK Aa ObAaT NOBJIHAHH OT JIEUEHHETO ¢ DJIEKCHCTAN.
3aToBa BMHAry npeau aa uznonssare Onekcucran ¢ Apyr I€KapcTBa, TpaOBa 1a ce CHBETBATE C JeKaps WiK
¢apmaneBTa cu.

deKcHCTAA € AJIKOX0
Hakmouere ankoxona no speme Ha aeueHue ¢ Ouexcucran 800 mg.

bBpeMeHHOCT H KLpMeHe
AKO cTe OpeMeHHa WIH KbpMUTE, CMATATE, Y€ MOXKE 21a CTe OpeMeHHa WU TU1aHupaTe OpeMeHHOCT,
nochLBETBANTE ce ¢ Baluua nekap unu gapMaueBT npeau ynorpebara Ha TOBa JE€KapCTBO.

bpemenHoOCT

HE IIPHEMAMNTE T0Ba JIeKAPCTBO Npe3 Noc/IeAHATE TPH Mecena oT GpemennocTTa. Moxe aa
NnpEYHEH npobaeMH ¢ 6x0pennrTe B cLpuUETO NpE Bac HepoaeHo Oede. ToBa MoXke Aa NoBJIHLE AA
BAIIATA H HA BameTo Oefe CKJIOBHOCT KbM KbpBeHEe H A2 NPHYHHH PRXKIAHETO A € NO-KbLCHO HJAH I0-
ABJATO OT 09AKBAHOTO.

HE ITPUEMAMTE 10Ba 1eKapcTBO Ope3 ILPBATE MIECT MECENa OT GpeMEHAOCTTA, OCBEH AKO

BamnpaTt aexap e Ba ¢ nochbBeTBAS APYro.
AKO MMaTe HY)KIa OT JIeYCHHE TNpe3 TO3H MEePHOA WIM JOKATO Ce ONKTBaTe Aa 3abpeMeHeere, Hali-HHCKaTa

no3a TpsdBa Jia ce M3N0J38a 3a Bh3MOXKHO HaH-KpaTko BpeMme.

AKo ce npHeMa nopeye OT HAKOAKO AHM OT 20-Ta ceaMHUa OT OpeMeHHOCTTa HaTaThK, DICKCHCTa] MOXE Ja
npy4HHH 6B0peunu npobnemu Ha BaweTo HepoAeHO AeTe, KOETO MOXKE J1a BOBEAE 1O HUCKH HHBA Ha
AMHHOTHYHA TEYHOCT, KOATO 3a00HKajA 6ebeTo (OMMroXuapaMHHOR) WIH CTECHEHHE Ha KPBBOHOCEH ChA
(AYKTYC apTepHO3yC) B CHPLETO HA 6ebeTo. AKO ce HYXKIAeTEe OT JICYCHUE 38 NOBEYES OT HAKOJIKO JHH,
BauusaT nexkap Moxe npenopbyaiTe AOIMWIHHTENHO HabmoaeHuHe.

Ako 3abpemeHeere no BpeMe Ha npueMane Ha Dnexkcucran 800 mg, ceppxeTe ce ¢ nexkypaumusa Bu nekap.
Bue moxe na npuemare ®nexcucran 800 mg npe3 mupBHTE 1IECT Mecenia Ha GpeMeHHOCTTa caMO cnen
KOHCYJITALMA ¢ JIeKyBallus BH nekap.

dnexcucrag 800 mg He TpaOBa Na ce W3MON3Ba B MOCACAHOTO TPUMeEceune Ha OpeMEHHOCTTA Nopaau pUCK
OT YCIIO)KHEHHA 33 MaKaTa U AETETO.

Axko 3a0pemeHeere o BpeMe Ha npHemaHe Ha ®nexcucrax 800 mg, ceREpXKETE CE € e AT R
Bue moxe na npuemare ®nekcucraa 800 mg npe3 mupBHTE MIECT Mecela Ha O srar-ea il
KOHCYNTauMs ¢ nekyBalius Bu nekap.
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Kspmene

Manku konuuyectBa oT MOynpodeH (aKTHBHOTO BELIECTBO) M HETOBHTE META0ONMTH €€ €KCKpeTHpaT ¢
Maliuugoro Miafgko. TeH KaTo N0 MOMEHTa He Cca HW3BECTHH HETaTHBHM NOCACAMUM 3a KbpMAYETATa, 3a
KPaTKOBPEMEHHO TNpHEMaHE Ha JEKAPCTBOTO He € HeoDXOOMMO TmpeKbcBaHe Ha KbpMeHeTo. [lIpw
ABLJroBpeMeHeH npueM o0ade, KaKTO W/HJIM NpH BHCOKO JO3HpPAHE HA JIEKAPDCTBEHHA NPOAYKT, €
HeoOX0AHMO KBPMEHETO 2 Ce NPEYCTAHOBH.

[odupane 1 pabora ¢ MAMUNHA

[Mpunaranero Ha Pnexcucran 800 mg BLB BHCOKH AO3HM MOXE Aa JOBENE N0 CMYIIEHH] B LCHTpaIHaTa
HepBHA CHCTEMa KATO YMOpa K CBETOBBPTEXK, M MO TO3M HA4YMH Aa nosiuse cnocobHocTra BH 3a modupaxe
Ha MOTOPHH MPEBO3HH CPSACTBA W/UNH cnocoOHocTTa BH 3a pabora ¢ Mawinam.

B pesynrar Ha ToBa Bue Hama aa MOKeTe fa pearHpare Ha HEOYAKBAHM HWIH BHE3allHH MHUMWACHTH
NOCTATHYHO OBbP30 M BHHMartenHO. Bue He TpaOBa na yrnpamisBaTe Kojia WIH APYro MOTOPHO TNPEBRO3HO
cpeacrBo. He TpabGea pa paborure ¢ enekTpruecku ypeau Wn¥ MaumivHM. He tpabea na paboture 6e3
CHTYpPHa onopa.

3. Kak na npaemate ®aexcacraz 800 mg

Bunaru npuemaiitTe ToBa JIeKapCTBO TOUHO KakTo Bu € kazan BammsT nekap wnu ¢papMauesT. AKO HE CTe
CHUI'YPHH B HELLO, Nonuraite Baiums nekap wix ¢apMauerT.

Ho3HpaHe H HAYHH HA HPHJIOXKEHAE, NPOAL/KHATEIHOCT HA TEPANIHATA

Te3u MHCTPYKIIMH BaKaT caMO ako BaluuaTt niekap He € npeanucan Apyro fno OTHOLUEHHUE Ha AeKapCTBOTO
®dnekcrctan 800 mg. Mona, cnasBaiTe T€3H HHCTPYKLIMH 3a NPWIOKEHHE WIH YKa3aHMATA Ha JIEKYBallius
Bu nexap 3a edextHBHO M He3onacHo neueHHe ¢ Onekcucran 800 mg.

Haii-nuckara edexTHBHRa A03a TpaOBa Aa ce H3NOJ3BA 3a BB3MOXHO HAW-KpAaTKOTO BpeMe, HeoOXoauMo 3a
o0JicKuaBaHe Ha CHUMIOTOMHTE. AKO uMare udH(peKUMA, He3abaBHO C€ KOHCYNTHpalTe C AeKap, ako
CHMITTOMHTE ( HATIp. MOBKILICHA TEMIIEPAaTypa U 00Ka) IMPOAB/DKABAT WIM C€ BJIOLIABAT (BX. TOUKa 2).

KaxBo konauecTBO puinimMupasn Tabiietkn @aexcucraa 800 mg TrpabdBa na npHEMATE B KOJIKO 9€CTO
3a JeYeHre Ha PEeBMAaTHYHH 3a009BaHHA H Bb3NaNIEHUA

_HbynpodensT ce 103Hpa B 3aBUCUMOCT OT TEJIECHOTO TETNIO.

[lpenopruuTenHara AHEBHA Z03a 3a BL3pacTHH € Mexnay 1200 u 2400 mg ubynpodeH. MakcuManHara

eQHOKpaTHa 1033 He Tpabpa Aa npesuitiasat 800 mg HOynpogeH.
l B‘m:acr Eannadns 2034 ] I O6ma nuesHa n03a |
Br3pacTun 1 dunmupaHa rabnerka 2-3 ¢unmMupaHH TabneTkn
(cvoTBeTrcTBama Ha 800 mg (cvoTBeTCTBANIA Ha 1600 mg -
_ HOynpodeH) | 2400 mg ubynpogen) |

HagaH Ha npANOKenHe
[Tornbiaitre Tabnerkure ¢ AOCTATHYHO KONMHYECTBO TEYHOCTH (HanpUMep vallia BOAA) U CJIe]] XPaHEHE.
AKO MMaTe YyBCTBHTENCH CTOMAX, npueMaitre DAEKCUCTAA MO BpeMe Ha XpaHeHe.

IIpoaAb/IKATETHOCT HA JIe9eHHETO

ITpu pesmaTHuBM 3a00nsiBaHuA NeueHUeTo ¢ Onekcuctan 800 mg Moxe na NPOABILKHM NMO-AbNBI NEPUOI OT
BpeMe. 3a NPOABDKHTEIIHOCTTA Ha ICUCHHETO LUE PeLlH NeKyBalyar By nexap.

[Mpuemaiire Onexcucran 800 mg kakTo e npeanucaHo oT Bauug nexkap W/WiM cnaspaiTe yKa3aHUETO Ha
Ta3# JIMCTOBKA. AKO oDnekueHueTo Ha Oonkara ¢ HeaaekBaTHO, Bue He TpabBa na yBenuuaBaTe A03aTa 1o
CBOE YCMOTPEHHE, a a ¢€ KOHCYNTHUpaTe ¢ Baiuusa aekap.

AKO cTe NpHEJIA NoBe4e oT HeoOxoanmaTa 7033 Paexcacran 800 mg

BunHaru npuemaiite TOBa JE€KapcTBO TOYHO KakTO BM e xazan Baumsar nekap.Axo Y
JIEKapCTBOTO HE € JOCTAaThYHO CWICH 3a JAa ofnexyn Oonkara, He YBed # v’
Koucynrupaiite ce ¢ Bawung nexap.

CuMITTOMHM Ha MNpEeAO3HpaHe MOTAT J1a BKJIIOYBAT CMYIIEHMA B LECHTPAIHATa
ranaBobosiHe, CBETOBBPTEXK, 3aMasHOCT M 3aryba Ha ¢b3HaHHe (NMpU AeuLa ChIUO H



KakTo ¥ abgoMuHanHa (cToMainHa) 6o5ka, rajeHe U nospellade. [lauueHTUTE MOraT Aa nojayy4aT CTOMallHO-
YpEeBHO KbPBEHE M CMYilleHHs BBB QYHKUMATA HAa YepHH] Apob U ObOpeunTe. ENHO npenosnpaHe Moxe aa
JOBEe H 0 cnajiaHe Ha KPBBHOTO HAJIAraHe, MOTHCKAHE Ha TUINAHETO U CHHKaBO/YEPBECHHUKABO OLBETABAHE
Ha KOXKATa W JIMraBuUMTe (L1IHaHO3a).

JIuncea cneuM@H4cH aHTHOT.

AKoO ce cpMHABaTe 3a npenosnpane Ha Pnexcucraa 800 mg, HezabasHO ce koHcyaTHpaHTe ¢ Bawmsa nekap,
KOMTO B 3aBHCHMOCT OT CTEMNEHTA Ha OTPABAHeE IIle PELln Janu Aa ce NpeanpHeMar ClielupHYIHH MEPKH.

Axo cre npueny Onekcrcran noseue ot HeobxoanMaTa 1032 WM aKO JIEKAPCTBOTO CiTyuaitHo € OMno
NPHETO OT fielia, BUHATH ce CBbp3BaiiTe c jekap Wi Hal-OiiM3kaTa OONHKLA, 33 [a MOTyYHTE MHCHHE 34
PHCKA W CHBET 3a AeHCTBHE, KOETO TpabBa Aa ce MpeRnpHeMe.

CHMITTOMHTE Ha Mpeo3HpaHe MOraT Aa BKIIOYBAT rajeHe, O0Ka B CTOMaxa, NoBphillaHe (MMPHMECEHO C
KPbB), CTOMALIHO-YPEBHO KbPBEHE (BXK. TOUKa 4 MO-A0JY), NHApHd, rnasobone, 3BbHTEHE B YIINTE,
oOBpKaHOCT H GBP3H H HEBOJIEBH ABHXEHMA Ha ounTte. ChINO Taka MoXe Ja ce HabmoaaBa npepL30y AeHOCT,
CHHITMBOCT, A€30pHEHTAanMd nnu KoMma. [ToHskora nauueHTHTE NoTy4Yasar repuose. [1pH BHCOKH J03H €
NOKJIa[BaHO 33 CHHIMBOCT, rpbaHa 0oska, cepuebueHe, 3aryba Ha cb3HaHUe, IbpUOBE (IV1IABHO MPH Aela),
obma cnabocT 4 3aMasHOCT, KPBB B YPHHATA, HUCKH HHBA HA KalUii B KPbBTa, YcelllaHe 3a CTyI ¥ npobieMH
¢ gumadero. ChIlo TaKa € Bb3MOXKHO npoTtpoMOHHOBOTO BpeMe /INR 1a 6bae yaABDLKEHO, BEPOSTHO NOpaaH
B3auMOJieiicTBHE ¢ (PAKTOPHTE HAa KPbBOCHhCHPBaHeTo.OcTpa O1L0OpetHa HEQOCTaTBYHOCT M YBPEXKIaHE Ha
uepHua npob Moxke aa HacTbNU. Bu3MoxkHO € obocTpsHe Ha acTMa NpH acTMaTULM. HHUCKO KPBBHO HaIsraHe
1 3aTPYAHEHO JUIIAHE MOTaT Aa HACTHIMIT.

AKo cTe nponycHaJH Aa npaemeTe Paexcucran 800 mg
He mriemaifre asoiiHa 1034, 3a Ja KOMIIEHCHpaTe MpolycHaTaTa ao3a. [Ipoabinkere nedeHUeTo ChOOpa3HO
HHCTpYKLMHTE B T.3 “ Kak na npuemare ®Onexcucran 800 mg™.

AKO HMaTe HAKAKBH AONLJAHHTEJHH BBIPOCH, CBbLP3aHH ¢ ynorpebaTa Ha TO3H HPOAYKT, MOJN
nonATaiTe Bamus Jexkap aan ¢apManesT.

4. Bb3MOXXHH HEXeJ/IAHH PeaKIHH
Kato BCHUKH JexkapcTBa, DNeKCHCTAA MOXKe A4 NPEAH3IBHKA HEXeJAHH peaKmHH, BLOPEKH, 9¢ He
BCEKH FB NOJTY92BA.

IlpexpaTeTre ynorpedbara Ha HOynpojden B He3a0aBHO NOThLpPCETe MeAHIHHCKA MNOMOHOI, AaKO
3a0ej1e2kHTE HAKOMH OT ClIeJHHTE CHMIOITOMA:
¢ Y¢PBECHHKABH IUIOCKH, NOJO0OHH HA MHIICHA HJIH KPBLIJIM NETHA MO TOPCA, YECTO ¢ MEXypH B
HeHTLpa, OesieHe HA KOXKATa, A3BH B YCTATA, FbPJ0OTO0, HOCA, TEHHTAIHHTE H O4YHTe. Te3nm
CepHO3HH KOXXHH OOpHBEH MOrat aa 0nLJIaT NpPEeAMECTBARH OT HOBHINCHA TeMOEpATYpa H
rpanonogodnn cAMNTOMA (ekcOoNHATHBEH AEPMATHT, epHTEeMa MYJTHGOpME, CHHAPOM HA
CraBbEC-[X0HCHE, TOKCHYHA eNHAEPMAJIHAA HEKPOJIH3A);
* mMHPOKO Pa3npOoCTPaHEH OOpHB, NMOBHINEHA TEJCCHA TEMIEPATYPA H YBe/HYEeHH JAMpEN
Bb31H (DRESS cHHApOM);
* YepBEH, JIOCHECT, INHPOKO pAa3NpocTpaHeH OOPHB ¢ NOAKOXKHH NOZYTHHH H MeEXYpH,
NPHAPYXAKEH OT NOBHIIEeHa TemmepaTrypa. CHMIOTOMHTe 00HKHOBEHO C¢ MOABABAT B HAYAJIOTO
HA JledeHAeTO (OCTPA reHePANEIHPAHA eK3AHTEMATO3HA NYCTYJ1034).

HBSPOEHH HCHXEJTAHH JICKADCTBCHH PCaKIIHB 0OMKHOBEHO ca A0303aBHCHMH H MOTraT Ja Ca pa3jIHyHH TIpH
OTRCIIHHUTC MNALIHEHTH.

Haji-yecTo HaOMIODaBaHUTE HEXKENAHM PEaKLMM Ca CBBp3aHU CHC CTOMALLHO qpeﬂﬂm Tpa )
A3BH WIH A3BH Ha ABaHAJCCETONPBCTHUKA (NMEMTUYHU A3BH), Nepdopauys WIH CTOMALL
noHsKora ¢aranHo, c€ NOABABAT MNPEAMMHO NpPH MNAaHUEHTH B CTapyecka mp
HSpeaynpexaeHHs W mnpeanasHd Mepku“).CnenHuTe peakuMn ca Habmozaar
ubynpodeH: raaeHe, NoppellaHe, 3aMe€K, METCOPU3IBLM, HapyllleHO XpaHOCMUNaHE,
H3NPAXHEHUs, NMOBPHLIAHE HA KPEBB, BH3NAJICHUE HA YCTaTa, C N0ABA Ha yilepauyH
BAOILIIABAHE Ha KONMHUT M Omstectra Ha KpoH (BuwxkTe Touka 2 , Ilpeaynpexxaenus u

TOMAIlITHH




pPAAKO ce Habmonapa Bb3NAJICHUE HAa cToMaxa (racTput). PHCKBT OT CTOMALIHO-4YPEBHO KbPBEHE 3aBUCH OT
N03aTa U NPOABDKUTEIHOCCTA Ha JIeYeHHE.

JlekapcTBa kato Pnekcucran &00 mg morar ga O6bIaT CBBpP3aHM C JIEKO MOBHILIEH PHCK OT ChbpACYEH
MHUMAEHT {,,MHOKapAeH HH(pAPKT") WIH HHCYIIT.

Muoro 9ectn (Moxke Ja 3acerfsaTt noseae oT 1 ma 10 nanAenTa)
-  CTOMALIHO-YPEBHHM ONNAKBAHHUA KAaTO CTOMALUHM KHCEIWHH, cCcToMalmiHa ©Oonka, rapaese,
NOBpPBIUAHE, AUAPHSA, 34NEK, KAKTO U ¢Nabo CTOMALIHO-YPEBHO KBPBEHE, KOETO 10 H3KMIOYCHHE
MOKE Ja AOBede A0 aHEMUS.
AKo ce mosBM cuaHa Ooska B ropHara 4acT Ha KopemMa WIM NOBpPBUlAHE Ha KPbB, KAKTO WHIM
KbPBAaBH/KATPAHEHO YEPHH M3NpaKHEHUsA, cnpere npHema Ha Onexcucranx 3800 mg H cnewHo ce
KOHCYJITUpAHTE € JIeKap.

YecTn (Moxke Aa 3acerdat ot 1 5a 10 nanuenTn):
- HapylleHHA Ha LIEHTpaJlHaTa HEPBHA CHCTEMA - INaBo0o/IMe, BUEHE Ha CBAT, OeachHue, B30y A,
pa3apasHUMOCT B YMOpa.
- CTOMAUIHO-YPEBHA WIK AYOJEHANHA A3Ba C KbpPBEHE /WM nepdopauys B OTACTHM CIIYHaH,
BB3NANEHWE Ha YCTAaTa C A3BHUKH (YJILIEPO3€H CTOMATHT), BJIOLIABAHE HA KOJHT K 60/1ecTTa Ha
KpoH.

AKo ce nosBuM cuaHa Oonka B ropHara 4acT Ha KOpEMAa WIH TNOBPBLIAHE Ha KPbB, KaKTO M/WIH
KbPBAaBH/KaTPAaHEHOYCPHH M3NpPaXKHECHWA, cnpere npvema Ha Onexcucran 800 mg wm cnemHO ce
KOHCY/NITHpaATE C JIeKap.

HegecTn (Moxe aa 3acergat ot 1 na 100 nanuenTR):
-  peaKuMH Ha CBPBbXYYBCTBUTENHOCT C KOXKHH ODPHBH M KOXKHH CBHPOEXKH, KAKTO H aCTMarH4HH
NPHCTHIH (C Bb3MOXHO MOHKKABAHE HA KPLBHOTO HANISTAHE)

B T03u ¢iiyuail BeaHara noTspcere iekap U npexparere npueMa Ha Pnexcucraa 800 mg.

- CMYILUEGHHS B 3pEHHETO

-  TIOBHLIEHA 3aApBhKKA HAa TEYHOCTH B ThKaHHTE ¢ GopMHUpaHEe HA OTOLM (emeMm), ocobero mnpH
MAUMEHTH C apTepUaHa XMNEePTOHHA WM OBOpeyvHa HeaoCcTaTb4HOCT, HE(PPOTHUYEH CHHAPOM
(3agbpKAHE HA TEYHOCTH B TAJIOTO — OTOK H 3HAUHTENHO NPOTEHMHOBO OTACINHE YPE3 YpHHATA),
BB3NanuTenHO O616peuno 3abonaeaHe (MHTEPCTHUHANECH HeQPHWT), KOETO Moxe za Obae
NpHIAPYKEHO OT ocrpa OBOpeyHa HenocraThMHOCT HamaneHoTo ypHHHpaHe, 3aApH)KKATa Ha
TEYHOCTM B TANOTO (eaeM) W oOLO Hepa3nooKeHue Morat aa Obaar uspas Ha OBOpeuHo
yBpexJaaHe 10 cTeneH Ha Op0peyHa HeIOCTATHYHOCT.

AKO T€3H CHMITTOMH C€ CpeL{HAT WM BNOLIAT, cripere npHeMbT Ha Drekcucran 800 mg ¥ cnewiHo ce
KOHCYJITHpaTe C AeKap.
AKo ce nosBM cwiHa OoNka B ropHata 4acT Ha KOpEMa WIM TNOBPBLIaHE HA KpPbB, KaKTO HW/WIH
KbPBAaBW/KATPAHCHOUEPHH M3npaxHeHUs, cnpere npuemMa Ha Ouekcucraa 800 mg u cnemHo ce
KOHCYJITHpPAHTE ¢ eKap.

Mmoro peaxkn (Moxe aa 3acernat or 1 Ha 10 000 nanuenTH)
- WIYM B YLIMTE, HAMAJICHHE HA ClTyXa
- ycellaHe Ha COOCTBEHHA PUTBM Ha CBPLETO (NANnMTalMu), eaema (3apbpiKaHe Ha TEYHOCTH B
OpraHu3Ma), CbpACsHA HEZOCTATLYHOCT, HHPAPKT
- CMYILIEHHA B KPBBHOTO (opMHpaHe /aHEMHA, NECBKOTICHUS, Tpouﬁoumone
arpaHynouuTo3a/. IIepBH NpH3HALIM HA TAKOBA CBHCTOAHHE €A YMG e
MOBBPXHOCTHHU PaHHU Ha YCTATa, FPUNIONOACOHH CHMITTOMH, KbPBERE C /
AKO T€3H CHMITTOMH C€ CPCLIHAT WIH BJOLIAT, CIIpeTe NpUeMbT Ha DIEKCHCTAR:
KOHCynTHpa#Te ¢ nexap. He tpsbBa aa nexyBaTe Te€3u CUMITTOMM C JIEKApCTBA 32
NEKapCcTBa, MPpEOHa3HauYeHU 3a xpema H ¢(ebpunHu cbeTosgHusa. Ilpu npoxnt
PEAOBHO Jia CE€ NPABAT M3C/EABaHHsI HA KPBBTA.

BRRLOINECHHA,




-  Bb3NaJ€HHE HAa XpPaHOMPOBOJA NMaHKpeaca (MAHKPEaTuT); oOpasyBaHe HA CTECHEHHA B TbHKHUTE
yepBa U AeOenoTo yepeo (auadparmo-noA0OHH CTPHKTYPH)

Ako ce nogBH cuiaHa Oojika B ropHaTta 4acT Ha KOpE€Ma HJIM MNOBPBIIAHE HAa KPBB, KAKTO H/HIIH
KBPBaBH/KATPaHEHOUYEPHH W3NpaXHEHHA, cnpere npHemMa Ha Onekcucraa 800 mg M cnemHo ce
KOHCYJNTUPAHTE ¢ NeKap.

- yBpexaaHe Ha OwnOpedyHaTa TbkaH /Hekpo3a Ha OBOpeunure nanwm/, ocobeHo npu
NPORBIDKMTENHO JedyeHHe. [loBuileHM HMBA Ha MHKOYHATa KMCelMHa B KpbBTa. IloHMxkeHo
obpa3zyBaHe Ha YPHHA, 3albpXKaHe Ha TEYHOCTU B OpraHHiMa (eaema) U npuiolliaBaHe- TOBa ca
npu3Haiy Ha 6Bs0peuno 3ab6onaBsane, 1opy OBLOpeYHa HEAOCTATHYHOCT.

AKO HAKOM OT Te3H CHMIITOMH CE NMOABH WIH C€ BJIOLIH, C€ CBbpXeTe ¢ Batung nexap.

-  TeXkH GOpPMH Ha KOXHHU peakUMH KATO KOXHHM PaHUUKH CbC 3a4epBsABaHE M MexXypueTa
(epureMa MynTHQOpMe, cUBApoM Ha CTHBBHC-/DKOHCHH, TOKCHYHA €NHASPMa/IHA HEKPOJIH3a,
cuHapomM Ha Jlaiin, koconan). B MHOro peaku cirydan MOXKE Ja HaCTBITH TEXKKA KOXKHA peaKLMA
WIH YCTIOXKHEHHS MPH ChINECTRYBAILA HHOEKLUA ¢ BaApUIIETa.

- B €AHHHYHH CIy4Yau ce choOllaBa 3a BioiaBaHe Ha HHPEKLUHO3HO 00YCNOBEHHUTE Bh3MNANCHHA
(Hanp. pa3sBHBaHE HA HEKPOTU3UpALL (aCUMHT - Bb3MAJICHHE HA CheIHMHHTEIHO ThbKAHHATA
MYCKYJIHa 0OBMBKa) BbB Bpb3Ka ChC CHCTEMHOTO H3ION3BaHE Ha CneLMPHYHH
MPOTHBOBB3NAJIHWTEAHH JIEKAPCTBA (HECTEPOHAHH NPOTUBOBL3NAJIUTEIHH NMPOAYKTH. AKO HAKOH
OT T€3H CHMIITOMH C€ CPELIHAT WM BAOLUAT, cripete rmpuema Ha Onekcucran 800 mg ¥ cneniHo
ce KOHCYNTHpalTe ¢ Jiekap.

- CMMIITOMH Ha aCEeNTHYCH MEHHHIUT (Bb3NalieHHEe Ha MeKaTa MO3b4Ha OOBMBKA) ChC CXBalliaHe
Ha BpaTa, n1aBobonMe, rajeHe, NOBpLIAHE, CBLCTOAHHA C IOBHIIEHAa TEMIEparypa HIH
CMYILIEHHA B Cb3HaHHeTO. TIpeaApa3nonoxeHu ca NauMeHTH ¢ aBTOMMYHHU 3abonapaHus (SLE -
CHCTEMEH JIYITYC epHTEMATOIEC, CMeceHa BOnecT Ha CheAHHUTENHATA ThKaH).

-  BHcoko kpBBHO HansiraHe (apTrepHaliiHa XMINEpPTOHHA )

- TexXKH oOlIM peakLMH Ha CBPBbXYYBCTBUTENHOCT. Te Morar jJa ce U3pas3fiBaT B: eAcM (OTOK) Ha
aduero, HabbOBaHe Ha €3HMKa M JJAPHHKCA, OTOK HAa JIApHMHKCA ChC CTECHABAHE HA JHUXATE/IHHTE
NbTHIIA, ChpueOHeHe, cnanaHe HA KPBBHOTO HaJIAraHe A0 TOYKATa Ha )KHMBOTO3acTpallaBalll
LIOK.

AKoO HAKOH OT T€3¥ CUMIITOMH Ce MOABH HWIH €€ BNIOLIM, CE€ CBBpXKETE ¢ Baluug nexap.

- yBpeXJaH¢ Ha uepHHa Opob, ocobeHO NpPH NPOABDKHUTENIHO JIEYEHHE, YepHOApOOHa
HeAOCTATBUHOCT, BbinaneHHe Ha uvepHHua aApod (xenatur). [IpH NpPOOBDKUTENHO JIEYCHHE
peaoBHO TpabBa ga ce H3cneaBaT YSpHOAPOOHHTE EHIUMA.

-  TICHXHYHH PeaKLMH, JenpecHun

C HeH3IBeCTHA YeCTOTA:

- JlekapcTBeHa peaxkuus ¢ €O3HHOPWINA H CHCTEMHHK CHMITTOMM:!

Moxe na HacTHIIM TeXKKAa KOXHA peakiys, u3BecTHa kato DRESS cunapom. Cumnromure Ha DRESS
BKITIOUBAT: KOXKeH oOpMB, NMOBHILEHA TeMMepaTypa, NoAyBaHe Ha JUMGHHUTE BB3IIM U IOBHILIABAHE Ha
eosuHouInTe (BUA Benu KpbLBHU KIETKH);

- Yeppen, mocnect, oOXpaliall rojaaMa MOBBPXHOCT OOPHB € W3XYTHHH MO KOXKATa H MEXYPH,
JOKANIU3HPaH IIABHO MO KOXHHTE I'bBHKM, TUIOTO M TOPHMUTE KpalHMLH, NMPHIPYKEH C BHCOKA
TeMIIepaTypa NpH 3anoYBaHETO Ha JieueHHe (OCTpa reHepanu3vpaHa eK3aHTEMaTo3Ha MyCTyi03a);

- Koara cTaBa UYyBCTBHTEJIHA KbM CBETIIHHA;

- bBonka B repauTe, KOSTO MOMXE O3 € MPH3HAK Ha MNOTEHHHATHO CEepHO3Ha ajliepruyHa peaxiimd,
HapeueHa CHHAPOM Ha KyHuc.

Crnipere ynotpebara Ha DIeKCHCTal, aKO pa3BUETE Te3U CUMITTOMH, H He3abaBHO MOTHPCETe MEAMLIMHCKA
nomoiil. Bibkre CBIo TOUKA 2.

CrobmanBaHe Ha HEXKEJAHH PeaKlHH
AKO NONy4YHTe HAKAKBH HEXEJIAHH JIEKAPCTBECHH peakliMy, yBeaoMere Ballina neka
¢apmalieBT. TOBa BKIIOUBA BCMMKH BB3MOXKHH HEONMCAHH B Ta3H JIMCTOBKA HE
CBIIO Aa ChOOIHMTE HEXEIAHH PCAKLHH AUPEKTHO Upes:
H3mbIHUTENIHA areHLMA NO JICKapCTBaTa

yi. ,Jdamaun ['pyes” Ne 8
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Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Karo cwoOuiapare HexenaHH peakliHH, MOXKETE Ja JaJeTe CBOS NPHHOC 3a MOJyvYaBaHE Ha MNOBeue
HHJopMalua OTHOCHO §€30NacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na chxpansBate ®aexcucrajg 800 mg

Ila ce ceXpaHABa Ha MACTO, HEAOCTBITHO 3a JeLa.

He u3non3eaiiTe TOBa NEKAPCTBO CJie CPOKa Ha FOAHOCT, 0TOENA3aH BbPXY KapTOHEHaTa Onakoeka. CpoKbT
Ha FOJHOCT OTTOBaps Ha MOCAEAHUA ACH OT NOCOYEHHA Mecell,

He u3xpbLpnaiiTe nekapcTBaTa B KaHalM3aUMATA WIM B KOHTeHHEpa 3a AoMaiunk omnaabum. Ilonwrakre
Baiuus ¢apmalieBT KaK J1a H3XBBLPIATE JIEKApPCTBaTa, KOUTO BeYe HE H3MoN3BaTe. Te3u MEPKH L€ CNOMOTrHaT
33 OIa3BaHe Ha OKOJIHATa cpena.

6. CrabpKaHHE HA ONAKOBKATA H JOULJHETEIHA HHGOPMANRS

Kaxgo chabpxa ®aexcacran 800 mg

AKTHBHOTO BELLECTBO €: HOynpodeH.

1 punmupana Tabnetka crabpka 800 mg nbynpodeH.

[TOMOILHH BEllIECTBA Ca: MarHe3HEB CTeapaT, LapeBHYHO HHUILECTe, KapOOKCHMETIIILIETY/103a HATPUH,
XHAPOKCHNIPOMUAMETH Lienyno3a, makporon 400, makporon 6000.

Kakpo cpanpxa onakoskata Ha @JIEKCHACTA/] 800 mg
OpuruHanna onakoka ¢ 20, 50 u 100 dunmupanu Tabnetku

TIpaTexATEN HA pa3pemeHHETO 38 ynoTpeda:
STADA Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel, ['epmanus

IlpoH3BoaHTE :
Hemopharm GmbH
Theodor Heuss Strasse 52

61118 Bad Vilbel
I'epMaHus

JIaTa Ha NOCeAHO NPEPAINJIKAAHE HA JHCTOBKATA:
10/2024




