JIncroska: madopManHs 3a NOTpedOHTEIA

OKJIMC ®OPTE 600 mg rpany.in 3a nepopajien pa3TBop B caine
abynpogen (kaTo néynpoden L-aprannn)

OKLYS FORTE 600 mg granules for oral solution in sachet
ibuprofen (as ibuprofen L-arginine)

IIpoueTere BHHMATEIHO NS.1aTA JIHCTOBKA, IPEJH A4 32I0YHETE A4 IPHEMATE TOBA JICKAPCTBO,

ThH KATO T CBILPXA BaKHA 3a Bac audopmanug.

BuHarn npremaiTe TOBa IEKAPCTBO TOYHO KaKTO € OMUCAHO B Ta3H JMCTOBKa WK KakTo BM e ka3zan

Bainusa nekap wiu ¢papMaLeBT.

- 3anazere Ta3u JUCTOBKA. MOoxe 1a ce HAOXKH Ja A MPOYETETE OTHOBO.

- AKO ¢€ Hy)KIaeTe OT JOIMBJIHUTENHA HHpOPMaLIUA WIH ChBET, nonutaite Bamug ¢papMalesT.

- AKoO cltel 3 IHM NPH IOHOLUHK U 4 HH NIPH BB3PACTHHU HE ce YYBCTBATe N0-J00pe WM
chCTOsIHHETO BY ce BiiowM, TpaOBa fa NOTHPCHUTE JIEKapeKa MOMOLL,

- AKO TOJIYYHTE HAKAKBH HEXEJaHH peakiliH, yBeaoMere Bauiua nexkap win ¢papmauest. ToBa

BKJTIOYBA H BCHYKH BB3MOMXKHH HEXECNTAHH pEaKLIHH, HCOIMMHCAHH B Ta3H JIMCTOBKA. Bokre Touka
4,

KakBo chALPKA TAIH JHCTOBKA:

1. Kakso npeacrasnasa OKJIMC ®OPTE 600 mg rpaHynu 3a rnepopalieH pa3TBOP U 3a KAKBO CE
U3MOJI3Ba

2. Kakso Tpabsa aa 3uaere, npeau ga rnipueMere OKJIUC GOPTE 600 mg rpaHynu 3a nepopasicH
pasTeop

Kak na npuemare OXJIMC GOPTE 600 mg rpavynu 3a nepopasiieH pa3TBop

BB3MOXHH HEXENaHH peaKkLiuu

Kak na ¢pxpaHasate OKJIMC ®OPTE 600 mg rpasynu 3a nepopaneH pasrsop

ChABbpKAHUE HA ONAKOBKATA H JOIMBIHHUTEIHA HHPOpMaLHS

SR e

1. Kaxkso npeacrasasasa OKJIMC ®OPTE 600 mg rpany.in 3a uepopajieH pa3TBop M 3a KAKBO
C€ H3MOJI3BR

OKJIMC ®OPTE 600 mg rpaHyny 3a nepopaleH pasTBOp CbhAbPyKa akTUBHOTO BEUIECTBO HOyNpodeH
(kaTo HOynpodeH L-apruinH), KOHTO NPUHALNEKHU KbM IPynara JIEKapCTBa, HApSeYEeHH HECTEPOUIHH
nporrposb3nanuTenHu cpeactea {(HCIIBC).

OKJIMC DOPTE 600 mg rpaHynu 3a nepopaieH pa3rBop ce
FOJMHHM H NOBEYEe 32 CHMITOMATHYHO JIEUYCHHE HA:

- Bwucoka TeMniepartypa

- Jleka o ymepeHa 60JKa, BKIKOUUTEHO MMAB0o00OaNE, MHUTT
- bONkKH B MYCKY/IHTE H CTaBHTE

- IIbpBuvHa gucMeHopes (Gone3HeHa MEHCTpyaLMs )
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2, Kaxso TpabBa aa 3naere, npean aa npaemere O
nepopaeH pa3TBop

He npneuanre OKJIMC ®OPTE 600 mg rpaHy/H 3a Aepopajien pa3TBop, aKo:
CTe aNepruyHy keM HOynpodeH wiM Hiakos OT octaHanuTe cberaBkH Ha OKJIMC POR
600 mg rpaHy/H 3a nepopaneH pa3Teop (M30poesH B Touka 6). IIpu3HauM Ha ang /
peaklisi KbM TOBA JICKapCTBO, BKJIIOYMTEIHO NpOoONeMH ¢ JHLIAHETO, NOAYBaH||



Ipexparere He3abasHO ynoTpebaTta Ha OKJIMC ®OPTE 600 mg rpaHynu 3a nepopajieH
PA3TBOP M Ce CBBpXkKeTe He3zabaBHO ¢ Bainua nexap wunu norspcere He3abaBHO CreHIHA
MEIULIMHCKA MOMOL, aKo 3a0eexuTe HAKOH OT Te3U MpH3HALM;

- HMMAaTe TeXKKO YepHoApPoOHO unu 6ubpeuno 3abongasane.

-  HMAaTe WIH CT€ MU BBE3MAJICHUE HA CTOMAaXa WK KbPBEHE OT ABaHANECETONPHCTHHKAE HIIH
CT€ HMaH nepdopalys Ha XpaHOCMHIATEIHATA CHCTEMA,

- NOBpPBLIATE KPHBE;

- YMaTe YEePHH HIANPAKHEHUS WIK KbpBaBa JHapHi;

-  MMAaTe aKTHBEH MO3bYHO-CHAOB KPBBOM3JIUB WIH JPYTrO aKTHBHO KbPBEHE;

- HMaTe HapyIleHHs Ha KPbBOCCUPBAHETO H/IH MPUEMATE JICKAPCTBA, KOHTO BIMAAT BHPXY
KPBBOCBCHPBaHETO. AKO € HeobxoauMa eTHOBpeMEHHa ynoTpeba Ha uOynpodeH ¢ Takbs THN
nekapcTea, Bawusar nekap e H3BbpLUIY HY)KHUTE U3C/ICABAHH,

- HMATe TEXKA Chpe4Ha HEOCTATBYHOCT,

- CTpaJaTe OT TEXKa ASXUIparaius, NPUYHHEHA OT NOBPBLUIAHE, AMAapHa WIH HEAOCTATHYEH
NMPHEM Ha TEUHOCTH;

- CTe B NOCNEeIHHUTE 3 Mecelia Ha OpeMEHHOCTTA.

IIPEIIYIIPMEHHH H IpeANlaZHA MEPKH

KoHcyaTupaiite ce ¢ Bamins Jexap nad ¢papmanesTt, npean ia npaemere OKJIMC ®OPTE

600 mg rpanyJin 3a nepopasieH pa3TBoOp, NPH CJIEAHATE CHCTOAHAA:

- Ako umaTe ool (3aabpkaHe Ha TEUHOCTH),

- AKO CTe CTpajalli WiH CTPajaare OT ChpASYHO 3a00/IIBaHE WIH XHNECPTOHUS (BUCOKO KPBBHO
HAJIATAHE);

- AKo cTpanare OT aCTMa WM APYro pecnHpaTopHo 3abonsasaHe;

- Ako nekysare HHdekuus, ot kKato OKJIMC QOPTE 600 mg rpaHynu 3a nepopajieH pa3TBop
MOJKE Ja MaCKHpa BUCOKATa TEMIIEPATYpa, KOATO € BAKEH NPU3HAK [Py HHPEKUHATA (BIDKTE
, AH(PEKIHH Mo-70y);

- Ako uMare OB0peuHO WM YepHOApoOHO 3a0onaBaHe; ako cTe Haf 60 ronuHH, ako e Heobxoaumo
Ia MpHeMare TOBA ACKAPCTBO 33 MO-IPOABL/LKHTEIHO BpeME (IToBeue oT | -2 CeMHLIM);

- Axo cTpanare OT 3HauMTe/HA 3aryba Ha TeYHOCTH (BCJAEACTBHE HAa NOBPBLIAHE, AHAPHS,
HEHOCTATbYEH ITPHEM HA TEUHOCTH ), MPHEMETE FONSIMO KOJIHUYECTBO TEHHOCTH H CE CBHPIKETE
He3abaBHO ¢ Balus nekap, Thil kaTo NpueMbT HA HOYTIPOJEH B TO3H KOHKPETEH CITy4al MOXe 1a
nosefe 1o 6L0peyHa HEJOCTATHLUYHOCT B PE3YJITAT Ha ACXUApPAaTaLH;

- AKO uMarTe f3Ba WIH CTE Pa3BWIH KPBBOHIIMB WIH Nepdopaliug Ha CTOMaxa WiH
NBaHAAECETONPHhCTHHKA, MPOABABALIH CE KATO CUIIHAa WM NOCTOAHHA D0JIKa B KOpeMa HIIH TbMHH
U3NpaKHEHUA, UK A0pHU 0e3 aa cTe MMaH CUMITTOMH NpeaH TOBA.

To3u prUck e MO-BUCOK, aKO JIEKAPCTBOTO € M3MOMA3BAHO BbB BUCOKH I03H H 34 NPOAB/DKUTEITHO
JleyeHHe Ha MALHEHTH ¢ AHAMHECTUYHY JaHHH 3a NMEeNTHYHA A3Ba Y NPH NALMEHTH B CTAPYECKa
BB3pacT. B Teau ciayvyan Bamuar nekap MoXe Ja NpeLeHH Bb3MOXKHOCTTa Ja B npeanuuie
JIEKapCTRO 34 fpeana3BaHe Ha CTOMaxa;

- AKoO NpHeMaTe €GHOBPEMEHHO APYTH JIEKAPCTBECHH NPOAYKTU, KOHTO BIIHAAT BbPXY
KPbBOCBCHPBAHETO, HANPUMEDP NEPOPAITHH aHTHKOAry/IaHTH, JIEKAPCTBa, MOTHCKAUIH
TpoMOOIIMTHATA arperalys OT BUa HA aueTWICATULMIIOBATA KHCcenuHa. BaxxHo e na ce orbenexu
CBLIO TaKa, ye ynorpedara Ha APYyry IeKapCTBEHH NPOAYKTH MOXE J1a NOBULIM PHUCKA OT
KPBBOM3/IMBH, HAIIPHMEP KOPTHKOCTEPOHIU M CEJIEKTHBHH HHXHOMTOpH Ha 0bpaTHOTO
3aXBallaHe Ha CEPOTOHHHA;

- Ako ctpaaare ot 6onect Ha KpoH (xpoHn4HO 3abongBaHe Ha uepBara, pOABABaLlO CE C
BE3NAJIEHHE, KOEeTO OOMKHOBEHO BOAM A0 KbPBAaBa AHAPHA) HITH YILEPO3EH KOJIHUT,

- AKO nphemaTe JUypeTHLH, Thil kato Baunus nekap tpadbsa aa npocnenssa 6bdpeuHaTa Bu
byHxums; =

- AKO CTpajaare OT CHCTEMEH JIYNYC epHTEMATO3YC (XpOHHUYHO 3aD0naBaHe, KOETO 3aceF?

KU3HEHOBAXHH OPraHH), Thbil KATO MOXE Ja Bb3HUKHE aCCITTHYECH MEHHHIHT (B]
MEHHHIHTe (MO3BbYHHTE OOBHBKH), KOETO HE € IPUYMHEHO OT DakTepHa);



yepHOAPoOHO 3a60/IABaHe ), 3a J1a CE MPELEHH JAH JICUSHHETO C HOYNPO(EH € NOAXOAALLO;

- AKko cTpaaare oT m1aBo6osie ciel NpoaAb/DKUTENEH NpueM Ha ubynpoden, He TpaOsa aa
npUeMare NMO-BHCOKH A03H OT JICKaPCTBOTO;

- AKO NMOJy4YHTE 3PHTETHK HApYIIEHHS N0 BpeMe Ha JieueHHeTo ¢ HOynpogeH, npekpareTe ro 1 ce
KOHCYJITHpaitte ¢ Ballug nekap 3a oQTajIMONOrHYEH Nperiea;

- Ilpu ynorpe6ara Ha TOBa JICKAPCTBO MOTAT Ja CE MOABAT aJlepruuHH peakiiui. Jleuennero Tpabea
Ia ¢ MPEKpaTH aKko ce NMOABH 3a4CpBIBaHE WM NOAYBAHE Ha KOXKATA,

- Bawmwusar nexap e Bu HaGnroaBa no-BHUMATENHO ako npueMare HbynpodeH ciel ronama
OnepaLy;

- IIpenopvuMTenHO € Aa He MPHEMATE TOBA JIEKAPCTBO, aKO HMATE BapHilea.

BaxxHo e aa npueMarte Hali-HHCKATa 1034 33 Hal-KpaTK{s NEepHOa OT BpeMe, HE0OX0oAUM 3a
obaexk4yaBaHe Ha Bauiure CHMITITOMH.

He ce npenopbysa Aa npuemare ToBa JekapcTBo eaHospeMeHHo ¢ apyrk HCIIBC, sxntounrento
uuxnookcurenasza-2 (COX-2) uuxuburopu.

Hudexumnu

OKJIUC DPOPTE 600 mg rpanyns 3a nepopaneH pa3TBOP MOXE a CKpUe NpU3HALMTE Ha HH(EKLHMH
kaTo Temneparypa H 6osika. [Topann Tazu npuurHa € Bb3M0oxHo OKJIMC O®OPTE 600 mg rpatynu 3a
nepopajieH pa3TBOp Aa 3a0aBy MOAXOIALLOTO JIEUEHHE HA HH(PEKIIUATA, KOETO MOXE Ad A0BEE A0
[IOBHLUEH PHCK OT yCNOXHeHHA. ToBa ce Habnoaasa npu 6akrepyanHa NHEBMOHUA W DakTepuanHu
KOXHH BH(eKLHH (BapHLeia). AKO NpUeMarte TOBa JIEKapCTBO, JOKATO HMaTe HHPEKLMS K
CHMITTOMHUTE HA HH(EKLIMATa MPOALKABAT WM Ce BAOLIABAT, TpAORa fa ce KOHCyTHpaTe He3abaBHO
C Jiexap.

O6uprere cnenqnanno suaManne npH ynorpeba na OKJIMC ®OPTE 600 mg rpanyn 3a
nepopalieH pa3rsop

CepHO3HH KOXKHH PeakLiiK, BKAIOUHTENIHO €KCPONHATUBEH IEPMATHT, EPHTEMA MYJITHHOPME,
cuHApOM Ha CTHBBHC-/DKOHCHH, TOKCHYHA eMHAEPMATTHA HEKPOJIH3a, JICKAPCTBEHA PEAKLIMA C
eo3uHOPINA U cucTeMHH cuMnromu (DRESS), ocTpa reHepanusnpaHa eK3aHTEMATO3Ha MyCTYII03a,
ca chOOLLABAHM BBB BPB3Ka ¢ jeyeHHeTo ¢ Hhynpoden. [Ipekparere ynorpebara na OKJIUC ©OPTE
600 mg rpaHynH 3a nepopasieH pa3TBOpP U He3abaBHO NOTHPCETE MEAULIHHCKA TTIOMOLL, aKo
3abeneXuTe HAKOH OT CHMIITOMHTE, CBBP3aHH ChC CEPHO3HUTE KOKHH peakLUH, OITMCaHH B TOUKA 4
B1b3MOXHH HeXeJIaHH PEeaKLIMH.

IlpeaAna3HA MEPKH NPH NANHMEHTH B CTApY€CKa BL3PACT

[TaumneHTHTE B CTapUeCKa Bb3PacT HMAT NO-BUCOKa YECTOTAa Ha HEXenaHHu peakunu KeM HCIIBC, karo
Hali-yecTO TE€3M PeaKLM{ OUBAT CTOMALIHO-YPEBHO KbpBeHE U nepdopalya, KOMTO Morat Ja 6baar
(haTasHM.

Ipeanazna MepKH, CBbPIaHH ChC CHPACIHOCHA0BATA CHCTEMA

JlekapctBenu npoaykri karo OKJIMC ®OPTE 600 mg rpaHynu 3a nepopaieH pa3TBop MOrart Aa
ObAaT CBbpP3aHH C YMEPEHO MOBHIUABAHE HA PUCKA OT ChpAcUeH HH(APKT WIH UHCYNT. TO3M PHCK €
MO-BEPOATEH, KOTATO JIEKAPCTBOTO CE W3MO/3BA BbB BUCOKH JIO3H M NPH MPOABDKHTENHO eyeHue. He
HaJBHILIABAKHTE NMPEnophUUTENHATA 4032 HITH NMPOABDKATENIHOCT HA ICUYEHHE,

Tpa6pa aa ce KOHCyATHpaTe ¢ Bawms nekap win ¢papmauesT, npeay na npuemere OKJIMC QOPTE
600 mg rpaHynu 3a rnepopajieH pasTBop, ako:
- UMaTe npobneMH Cbe CHPLETO, BRIKOUYHTENHO ChPACYHA HEAOCTATHHHOCT H CTCHOKapAUA

Oalinac, nepugepHa aprepranHa 6onect (BIOLIEHa LMPKY1aUus B KpakaTta HAHAORY
nopaji CTECHEHUE WK 3allyllIBAHE HAa apTEPHHATE) WIH AHAMHECTHYHH ﬂamﬂ//
MHCYAT (BIJTIOUMTEIHO MUKPOUHCYJIT HJTM TIPEXOAHA HCXeMHYHA aTaka), [/ W/
- MMaTe BHCOKO KPLBHO HAAraHe, AMabeT, BHCOK xoecTepo, GaMHITHA aHAMHPRY §
chpAeHHO 3adonaBaHe, WIIH CTe Myllay.
Chl10 TaKa TOBA JIEKAPCTBO MOXKE Aa NPeAN3BHKA 3a/1bpKaHe Ha TEYHOCTH, 0CODEHO




CBC ChPAEYHA HEAOCTATHLYHOCT W/HMJTH BUCOKO KPBBHO HAATAHE (XUTIEPTOHMUS).

JIHxaTe 1B BAPYIIEHHN

Hoynpogen Tpabea aa ce npHeMa ¢ BHUMaHHE NPH NALMEHTH, KOWTO HMAT WM ¢a HMaIH OpOHXHATHA
acTMa, XpOHHYEH PHHHUT WIH Aepru, Thil KaTo € ChOOLIABAHO, e UOynpodeH NpUYHHABA
OpoHx0CnazbLM, OOPHB HIIM aHTHOEAEM (TEeKKA anepriyHa peakuus, KOSTo MPpHYHHABA MOXyBaHe Ha
JAKRUETO WM MbPJIOTO) MPH TE€3H NALIMEHTH.

lena \ opomu

CrillecTBYBa pHCK OT O6BOpeuHo yBpexIaHe MpH JEXHAPATHPaHU IOHOUIH.

OKJIUC ®OPTE 600 mg rpanysin 3a nepopaieH pa3Teop He TpAOBa na ce npHema oT Jelia Ha
BB3pacT noa 14 rogudy, Thil KaTo Ao3ara uoynpodeH, chbabpaKkalia ce B Hero, He € NPEnophYHTE/THA
3a Ta3H Bb3pacToOBA rpyna.

BiaamoaeicTBHE ¢ AHAJITHTAYHH TECTOBE

Axo B ce Hanara na H3BBpLIBATE AHATHOCTHYHHU TECTOBE { BKIIOYHUTENHO KPbBHH TECTOBE, TECTOBRE
Ha YpHHATa, KOXKHH TECTOBE, MPH KOUTO CE€ U3MOJI3BAT AJICPTCHH H T.H.), yBeAoMeTe Baluus nekap, ue
npuemare OKJIMC ®OPTE 600 mg, Thit KaTO TORA IEKAPCTBO MOXE A3 OKaXKe BIIHAHHE BBPXY
pe3yJITaTUTE.

Apyra aekapcrea 1 OKJINC @OPTE 600 mg rpanyan 32 nepopafien pa3sTBop
Tpabpa na kaxkete Ha Bammus nekap win ¢apMalleBT, aKO IPHEMATE, HACKOPO CTE NPHEMATH WIH €
BB3MOKHO [a NPHUEMATE OPYrd IEKapCTBa.

OKJIUC OOPTE 600 mg rpaHynu 3a nepopaneH pa3TBOP MOXKE Ja MOBIHAE HIIH JSHCTBHETO MY J1a
Obae MOBIHAHO OT APYrH IEKapCTRa!
« JlekapcTBa ¢ IPOTHBOCHCHPBALIO ASHCTBHE (AHTUKOATYAAHTH), H3NON3BAHU 3a ,,paspexaAaHe™ Ha
KPBBTA KaTO aleTHICATUIIWIOBA KMCeNHHa, BappapuH, THINIONMHAHH;
e JlekapcTBa, KOUTO MTOHKXABAT BUCOKOTO KpbBHO HanAraHe (ACE HHXHOHTOpH KaTo KanTonpu.,
OeTa-0JIOKEPH KaTO aTEHONOJT, aHTArOHKCTH Ha aHrMoTeH3uH Il peuenropa kaTo nocapraH).

JlexapcTBeHUTE NPOAYKTH, H30POEHU NO-A0MY, MOTAT Ja OKAXAT BIAMAHUE U CICIOBATENHO He TPaOBa

na ce mpuemat ¢ OKJIMC ®OPTE 600 mg rpanynu 3a nepopaneH pa3Tsop, 0€3 npeasapurenHa

KOHCYJITauua ¢ Bamus nekap:

e  ALETHICANYLKIOBA KMCEJIHHA WK JPYTH HECTEPOUIHU NMPOTHBOBB3NAIMTENIHH HWIH aHAIIMeTHYHH
CpeCTBa, Thil KaTO ce yBenudaBa pHCKa OT CTOMALIHO-YPEBHH A3BH H KbPBEHE;

 AHTHXMNEPTeH3UBHH NexapcTBa (Gera-Onokepu, ACE nHxubuTopH, aHTaroHHCTH Ha
aHruoTensuH Il penentopa) v AMypeTHLM (1eKapCcTRa 3a YBE/IMYaBaHE OTACISIHETO Ha YpHHA):
HCHBC Morat aa noHwxar edeKra Ha AHYPETHLUMTE U APYyFrdTe aHTUXHIIEPTEH3HBHH JICKApCTBA.
EnnospeMerHaTta ynorpeba Ha uOyrnpogeH ¢ KalHH-ChXpaHsBalllH JHYPETHLH MOXeE 1A
MPUYHHK XUIEPKATHEMHS U Ja NIOBHILUYW PHCKA OT HE(PPOTOKCHYHOCT,

e« TpombGouMTHH aHTHArperanTH (peaoTBpaTABaT 0bpasyBaHeTo Ha TpOMOH/ ChCHpELM B
KPBBOHOCHHTE ChAOBE) KATO TUKIONUINH;

e  AHTHKOArynaHTH (JIEKApCTBa, H3MON3BaHH 3a ,,pa3peXXaaHe’’ Ha KpbBTa) KaTo BapdapHH,

e JluTnit (1exkapcTBO, H3MOM3BAHO 34 JiCUeHUE Ha JenpecHa). BaluuaT iekap MOXe Aa Kopurupa
1003aTa Ha TOBA JIEKAPCTBO,

*» Merorpekcar. Baluwar jiekap Moxe 1a KOPUripa 403aTa Ha TOBa aHTUMETabOJIMTHO JIEKAPCTRO
no CLOTBETHHA HayHH (To 3a0aBs pacTe’ka HA HAKOM KIETKH, NPOU3BEKIAHH B OpraHHu3Ma);

»  MudenpHncToH (32 NPEKbCBAHE HA OPEMEHHOCT);

e JIMroKCHH WIH ChbPACUHH INHKO3HAM (M3M0/I3BAHH 32 IeYeHHE Ha ChpPACUYHH 3a00NABaHHL e

e  XuJaHTOUHH KaTO (PeHUTOMH (M3MOI3BAHH 34 JIEYCHHUE HA CTIHIETICHA ); Nﬂﬂ

 CyadamMuau KaTo cyndamMeToKcasol H KO-TPUMOKCa30/ (M3I0N3BaHH 3a JICUCHHE HX RaRoH,
GakTepHATHH KHPEKIHK); *‘

 KopTHKOCTEpOHAH KATO KOPTH3O0H H IMPEAHH3OJNOH,

e TlentokcuhpunuH (nepudepeH BasoAUIATATOP);

 [lpobGeHeunn (M3M1013BaH NPY NALUMEHTH C TOAArpa WIH 3a€HO C NEHULAIHH MPKY




e  AHTHOHOTHUH OT rPyNnaTa Ha XHHOJIOHHTE, HANTPHMEDP HOP(IOKCALIHH;

 CynduunupasoH (rnpu noaarpa),

e CyndanuiypeiiHd NpoAYKTH KaTo TONOYTAMMA WIH UHCYJIHH (ITpH AnadeT), 103aTa MOoXKe 1a
Obe KOpUrupaHa;

» Hsakou aHTHIAENpEecaHTH (CETIEKTHBHM MHXUOHUTOPH Ha 00paTHOTO 3aXBalllaHe Ha CEPOTOHHHA),

e TakpoauMyc WIH UUKIOCTOPUH (M3MOI3BAH NPH NMALMEHTH ¢ OpraHHa TPaHCIUTAHTALHUA C L
NpeloTBpaTABAHE OTXBLPJISHE Ha OpraHa);

 3ugoByAHH (MPOTHBOBHPYCEH JiekapcTBeH npoaykr npu CITHH);

e TpoMmbonutui (JieKapcTBa 33 pa3TBapsHE HA KPbBHU ChCUPELH);

e  AMHHOTTUKO3MAHH AaHTHOUOTHLIM (KATO HEOMHULIMH);

e« PacTUTENHH €KCTPaKTH: excTpakT oT I uHko bunoba;

e CYP2C9 unxubutopu (0OTTOBOPHH 32 METADONM3IHPAHETO HA PA3IUYHHM JICKAPCTRA B
yepHud Jipob), kaTo GIyKoHa30J1 H BOPHKOHA30 (JieuyeHHe Ha rbOMYHH HHEKLIMH);

Hsakou Apyru JekapcTea Chulo MOraT Aa MOBIUSAAT Ha WIH Aa ObJaT MOBAHAHH OT JIEUCHUAETO CHC
OKJIUC ®OPTE 600 mg rpanynu 3a nepopayieH pa3teop. [lopaau Tosa, TpsabBa BUHArH 1a ce
cbBeTBaTe ¢ Bammus nekap win papmariiet, npeau na usnonssare OKJIMC OOPTE 600 mg rpaHynu
3a MepopasieH pa3TBOP B KOMOMHALMA C APYTH JIEKapCTRa.

OKJINC ®OPTE 600 mg rpany s 3a niepopalieH pa3TBOp ¢ XpaHa, HANATKH H AJIK0X0J1
[Tpenoppuurenno ¢ OKJIMC GOPTE 600 mg rpaHynn 3a rnepopajieH pa3TBOp Ja ce MpHeMa 3aeIHO ¢
BOJA WIM Jpyra TEYHOCT.

[IpHemMa ce camocToATENHO WM ¢ XpaHa. Hait-o6110 ce mpenopbusa nekapcTBOTO Aa C€ NpHUeMa o
BpeMe Ha XpaHEHE WIM BEAHAra clie/l XpaHeHe, 3a Ja C€ HaMaJid Bb3MOXXHOCTTA OT CTOMALIHO-YPEBHH
HeXXeJIaHW peaKLUH.

Koncymanuara Ha anKoxoJ Mo BpeMe Ha JIC4EHHETO MOXKE [1a YBE/IHYHY PUCKA OT CTOMALIHO-YPEBHH
HEMXEIAHU PeaKLyM.

bpeMeHHOCT, KbEpMeHe H GepTHIHTET
Ako cTe OGpemeHHa WK KbpPMMTE, CMATATE, Y€ MOKE 1A ¢Te OpeMeHHa WIH IUIaHHpaTe OpEeMEHHOCT,
nocvBerBaiiTe ce ¢ Bamma nekap uaum dpapMauesT, npeny ynorpedara Ha TOBa JIEKAPCTBO.

bpemeHHOCT

He npuemaiite OKJIUC ®OPTE 600 mg rpaHynu 3a nepopajieH pa3TBop, aKO CTE B MOCICAHHTE 3
Mecella Ha OpeMEHHOCTTA, Thii KaTo MOXE Aa MPUMHUHK YBPEXKAaHe Ha IU04a HITM NpobneMH INpH
paxcaane. Moxe z1a npudrHH 6b0peyHn ¥ cbpaeynH npobnemu Ha Bawero Heponeno 6ebe. Tosa
MOJKE Aa riosJuge Ha Baiuiara 1 Ha 6e6eTo BH CKIOHHOCT KbM KbpPBEHE W Ja MPHYHHH 3a0aBEHO WIH
o-ABJIToC OT O4YaKkBaHOTO paxiaHe. He Tpsa6ea na npuemare OKJIMC MOPTE 600 mg rpaHyiu 3a
nepopaieH pa3sTBop Npe3 ITbPBUTE 6 Mecela OT OpeMEHHOCTTa, OCBEH aKO HE € KATErOPHYHO
He0OXOMMMO M MPEnopbYaHO OT Bawua nexap. AKO ce HYXXJaeTe OT JICUEHHUE NPe3 TO3H NepHOo] HIH
IOKATO ¢e ONMUTBaTe Aa 3abpemeneeTe, TpadBa Aa U3MOA3BATE HAH-HUCKATA 1032 3a Bb3MOXHO Hakl-
KpaThK NEPHOA OT BpeMe. AKO Ce nmpuemMa rnoseyve oT HAKONKO AHH oT 20-Ta ceaMMIia Ha
opemenuocTTa Hatathk, OKJIMC ®OPTE 600 mg rpaHyu 3a nepopajieH pa3TBOp MOXe Ja MPHYHHH
npobnemu ¢ 60peunte npu Bawero HepoaeHo bebe, KoeTo MOXe 1a A0Be/e N0 HHCKH HHBA Ha
aMHHOTHYHATAa TEUHOCT, KOATO 3a00HKana 6ebeto (ONHroxXuapaMHHOH ) WIH CTECHABAHE Ha
KPBBOHOCEH CbJ (IYKTYC apTepHo3yC) B ChpLIETO Ha O0ebeTo. AKO ce Hy)KRaeTe OT JICHEHHE 3a MOBEYe
OT HAKOJNKO JHH, BallHAT Nekap Moxke 1a Npenopb4a AOMBJIHATENHO HabMIOAEHHE.

KnpmeHe
Bobnpekn ye camMO MAJIKH KOJHYECTBA OT JIEKAPCTBOTO TIONANAT B KbpMaTa, NPENOPBUYHTENHO € Ja He

KbPMMTE,

DepTUIUTET
1o oTHOLUEHHME Ha NALMEHTKHTE B ASTEPOAHA BBL3PACT € HEOOX0IHUMO aa ce 00BpHe| B

JeKapCTBEHH NPOAYKTH, chaAbpkalu uoynpogeH (karo OKJIMC QOPTE 600 mg




crnocobHocTTa 32 3abpeMeHABaHe.

IMlodnpane n pabora ¢ MAIIHAA

He Tpsbpa na modupare u Aa pabOTHTE C MALITMHK, 2KO UMATE HEXEJIAHU PEAKIIMH KaTO 3aMasHOCT,
CHHIIMBOCT, CBETOBBPTEK HNH 3pHTeNHH HapyweHus cnen npueM Ha OKJIMC ®OPTE 600 mg
rpaHy/iv 3a NepopajieH pa3TBop. AKO NMPHEMETE €XHOKPaTHA 1032 MJIM H3ITO/I3BATE JIEKAPCTBOTO 3a
KpaTko BpeMe, OOMKHOBEHO He ce Habmogarar eekTH BbpXy crnocofHOCTTa 32 wodHpaHe 4 pabora
C MALLMHH.

OKJIHC ®OPTE 600 mg rpanyJin 3a nepopajien pa3TBop CbALPKA acHAPTAM H 3axapo3a
OKJIC ®@OPTE 600 mg rpaHy/u 3a nepopaieH pa3TBOp CbAbPKA acnapraM, KOHTO € H3TOYHHK Ha
¢enunanadiH. Moxe na € BpeaeH 3a Xopa, cTpajaliy OT GEeHWIKETOHYpHA.

OKJIMC ®OPTE 600 mg rpaHy/u 3a nepopajeH pa3TBOp CbhAbpXKa 3axapo3a. AKo Balumar nekap
Bu e kazan, 4ye MMaTE HENOHOCHMOCT KbM HAKOM 3aXapH, NOCHBETBAHTE C€ C HEro Nnpeau aa
B3eMeTe TO3H INPOMAYKT.

To3Hu nekapcTBeH NPORYKT ChABPKA HAaTPHi, no mMaiko ot 1 mmol (23 mg) Ha no3a, T.e.
NPAKTHYECKH He ChAbPHKA HATPHH.

3. Kak aa npremare OKJIHC ®OPTE 600 mg rpany.n 3a nepopaJjien pasTBop

Buuary npuemaiiTe ToBa IEKapCTBO TOYHO KAKTO € OMMCAHO B Ta3H THCTOBKA WIIH KakTo Bu € Ka3an
Bainuar iekap uau apMaleBT. AKO HE CTE CHIYPRH B HELO, MOMHTaNnTe Bamms aekap WiH
¢dbapmalIeBT.

OKJIMC ®OPTE 600 mg rpaHyay 3a nepopaneH pa3TBop ce npuemMa npes ycrara. Macunere
ChIBPXKAHHETO Ha CAllIETO B NOJIOBHH Yalila BoJa W pa30bpKaitre.

BaxxHo e na npueMare Hali-HUCKATa 1034 3a Hali-KpaTKUA MepHoOJ OT BpeMe, HeoOXoauM 3a
obnekyasaHe Ha Bamure cuMoTOMH. AKO UMaTe HH(EKLIHA, KOHCYNITHpaiTe ce He3abaBHO ¢ Bawua
neKap, ako CHMITTOMHTE (BHCOXa TeMnepaTypa K 60nxa) Npoab/DKaBaT HIH CE BJIOIHABAT (BMXKTE
Touka 2 Kakso Tpabsa na 3Haere, npenu aa npuemere OKJIMC ®OPTE 600 mg rpanynu 3a
nepopaneH pasTsop).

BuipacTed B I0OHOM A HAA 14 ronuHA

Jfo3aTa Tpsabra na ce KOpUrKpa B 3aBUCHMOCT OT TEXKECTTA HA 3a00/I9BAHETO H CHCTOAHHETO Ha
nauueHTa. [IpenopprunTeHa A03a 32 BH3PACTHH M IOHOLIM Ha Bb3pacT oT 14 no 18 roaunwu e 1 caule
(600 mg) Ha BcekH 6 10 8 yaca, B 3aBHCHMOCT OT TEXECTTA Ha ChCTOAHHETO H OTTOBOPA KbM
NedyeHueTo. B HAKOH ClTyyau € BB3MOXKHO J1a ¢a HEOOXOOMMH IMO-BHCOKH J03H, HO MPH BCHUKH ClIy4aH
ce MpenophyBa [ia He Ce NpEeBUIlIaBa MAKCHMAanHaTa AHEBHA 0034 oT 2 400 mg npu BB3pacTHH U

1 600 mg npu HOLUU HA BB3pacT OT 14 1o 18 roauuu.

Yoorpeba npH aena H IOHOWIH
OKJIUC ®OPTE 600 mg rpady1H 3a nepopajieH pa3TBop He TpAbBa Aa ce¢ npveMa OT Aela U FOHOLUH
Ha BB3pacT noA 14 roguHH, Tbi KaTo A03ara uOYNpogeH He € MoAXOoAiLIa 3a Ta3H BR3pacTORa rpyna.

IIanHeHTR B CTAPYECKA BL3PACT
AKoO cTe Ha Bb3pacT Haj 60 romuHu, BamusaT nekap Moxe aa B npeanuilie no-HKCKa 403a OT
obnyaiinara. B To3u cnyyai npuemMaiiTe TOYHO MpeanycaHaTa ao3a.

IManrenTn ¢ 0b0peano W/AAR 9epaORPOOHO 3200/ IABANE
Ako cTpaaare ot OBOpeUHO W/WIH 4epHOAPOOHO 3abonapaHe, Bawmar nekap Moxe 1a
no-HKHCKa Ao3a oT obuyaidara. B T03M ciyyah npuemManTe TOYHO MpeAnHcaHaTa no3a




AKo cTe npue/in nopede ot Heobxoarmarta no3a OKJIHC ®OPTE 600 mg rpanyas 3a
NepopasieH pasTBop

B ciyuaii Ha peao3HpaHe WK CIydaiHo MOrTblLaHe, He3a0aBHO ce KOHCYITHpaliTe ¢ Baiung nexap
uny dapmaueBT, WM nocerere Hal-01H3KaTa OOIHMLIA 32 NIPELICHKA HAa PHCKA WIH 32 114 MOTYy4YHTe
CHBET 3a ACHCTBUATA, KOUTO Aa ApeaANpHEMETE.

CUMIITOMHTE Ha MMPeA03UpaHEe MOTAT Ja BKJIXOUBAT rajieHe, cToMallHa 0oKa, noBpbillaHe (C KPbB),
CBETOBBLPTEX, CTIa3MH, XMIIOTOHHSA (HHUCKO KPBBHO HAJIATaHE) WK HAMaJIeHO HUBO Ha Ch3HaHHeE,
rnasobosye, IyM B YIIHTE, 0OObpKBaHE U CNOHTAHHU ABHIKEHHS Ha oudTe. [1pH BHCOKHM N03H Ce
cb0o01IaBa 3a CHHIMBOCT, OONKH B rbpauTe, cChpuebuene, 3aryba Ha ch3HaHHE, KOHBYJICHH (TJIaBHO
MpH Aeua), c1abocT U OTNIaAHANOCT, KPbB B YPHHATA, CTYASHH TPBIKH H 3aTPyAHEHO JULLAHE.

Psaako Morar Aa ce NoSBAT MO-CEPHO3HH CHMITTOMH KATO CTOMALIHO-YPEBHO KbPBEHE, HUCKO KPBBHO
HaJiAraHe, rppUOBE H JUXATEJHH HapyLieHHd. B ciyyan Ha TexKka MHTOKCHKAUHA MOXeE /1a OBae
HaCTBNH OBOpeYHa HEJOCTAaTHYHOCT H YEPHOAPOOHO YBpeXaaHe.

B ciyuaii Ha nornbluaHe Ha rojieMH KojtuvecTsa TpabBa Jia ce NPUIOXKH aKTHBEH BbIVIEH. M3npasBaHe
HAa CTOMALIHOTO CHALPXKHMO MOJXKE 1A Ce M3BLPIIH aKO Ca NOrbJIHATH 3HAYHMTEIHH KONIHYECTBa H B
paMKHTe Ha 60 MMHYTHU clie]] IOTIIbLIAHETO.

Axo cre nponycHaiu Aa npuemere OKJIAC ®OPTE 600 mg rpany.is 3a nepopaJ/ieH pasTeop
He B3emaiite apoiiHa m03a, 3a Ja KOMIIEHCUpATE NMPOITYCHATATA A03a. AKO NPOITyCHETe A03aTa CH,
B3eMeTe A, BEAHAra 1IOM CH CIIOMHHUTE, Bunpekn TOBa, aKO BPEMETO Ha CJIEIBALIOTO XPaHEHE € MHOT'O
611M3K0, NMPOIYCHETE J03aTa M B3EMETeE CJICABaiaTa 103a B 00HYalHOTO BpeMe.

AKO UMaTe HAKAKBM JOITHJIHHTEIHH BBIIPOCH, CBBP3aHU ¢ ynotpebaTa Ha TOBA JIEKapCTBO, MONMTANHTE
Baiuus nekap Wi ¢papMaLIeBT.

4. Bb3MOXHE HeXKeNAHH PeAKKHH

Kaxro scuuky gekapersa, OKJIMC GOPTE 600 mg rpaHynu 3a nepopajieH pasTBOp MOXE 12
MPEAU3BHKA HEXKETAHK PEaKLiM, BLIIPEKM Y€ HE BCEKH I'M MoJiyyasa. HexelaHHTE JIEKapCTBEHH
pEaKIMH ¢a NO-YeCTO CPELIAHH APH MALMEHTH Ha BB3pacT Haj 65 roqunu. BepodarHocTTa 3a nosBa Ha
HEXeJIAHH PeaKilMH € Mo-HHCKa NpH ynoTpeba 3a KpaThK NEpHO M KOrato AHCBHATA [03a € MO-HHUCKA
OT NMpenopb4YMTEHATa MAaKCUMaJTHA 1034.

[Ipexparere ynorpebara aa OKJIMC ®OPTE 600 mg rpasynn 3a nepopajien pa3Tsop H
He3a0aBHO MOTHPCETE MEARNHECKA MOMOII, aKO 3abeNeXHTe HAKOM OT CIeAHHTE CUMITTOMU!
® YepBEHWKABH IUIOCKH, NOZOOHH Ha MHIlIEHA HJIM KPBIJIM M€THA 10 TOPCA, YECTO C MEXYPH B
LIeHTBpa, OejieHe Ha KoXaTa, A3BH B YCTaTa, MbpJIOTO, HOCA, FEHUTAITHHTE M O4HTE. Te3u
CEpUO3HU KOXKHM 0OpuBH MOraT aa 6baar nmpeauiecTBaHH OT MOBHLLIEHA TeMITepaTypa v
rpunonoJoGHu cuMroMH [ekconuaTHBEH AepMATHT, EPUTEMA MYITHHOPME, CHHAPOM Ha
CruBbHC-/DKOHCBH, TOKCHYHA EMUASPMATHA HEKPOIU3a],
¢ UIMPOKO pasnpocTpaHeH oOpHs, MOBHUILICHA TEIECHa TEMMEPATYPa H YBEIHUEHH TUMDHH
Bb3nK (DRESS cHHapoM);
®  YepBEH, IIOCIMECT, IUHPOKO Pa3npoCcTpaHeH OOPHB ¢ MOAKOXHH NOAYTHHH U MEXYPH,
NPUAPYKEH OT NOBHLIeH2 TeMnepaTtypa. CUMOTOMUTE OOMKHOBEHO Ce MOABABAT B HAYANIOTO
Ha JieyeHHeTOo (OCTpa reHepaM3HpaHa €K3aHTEMaTO3Ha ITyCTY103a).

YecToTaTa Ha NpEACTABEHUTE NO-A0NY HEXKEIAHU PeaKLHH € OTIPEAEICHA KAKTO CIiEBA: MHOIO HeCTU
(>1/10); uectn (=1/100, <1/10); neuectu (>1/1 000, <1/100); peaxu (= 1/10 000 ao <1/1 000); MHOFO
peaxH (<1/10 000); ¢ Heu3BecTHa YyecToTa (OT HATMYHHTE AaHHH HEe MOXKe 1a Obje HanpaBgHI-OHeHKA).
Habmonasat ce ClieJHUTE HeXKeNaHU peaKLHu:

Huajdexnnn 1 nHpecTANHH
Mnozo pedxu: 060CTpAHE Ha BB3NANEHHA, CBBP3aHH ¢ HHPEKUHY (HANp. HEKPOTH]
koeTo ¢hBriaja ¢ yriorpebara Ha HCIIBC




HapymeHns 5a KPbLBTA H TEMPHATA CHCTEMA

Peoxu: artacTHYHA aHEeMHUs (CHNTHO HAManaBaHe Ha Opos Ha KPBBHHTE KJIETKH, KOETO BOAH 0
cadocT, MogBa HA CHHWHK WIH YBEJIMYE€HA BEPOATHOCT OT BH3HHKBAHE Ha HHPEKLMA)

Mhuozo peoxu: HamangaBaHe Ha Opos Ha TpPOMOOUHWTUTE, HAMAIABAHE Ha Opos Ha GenuTe KPBBHH
KIETKH (MOXe Aa ¢e NPOSBH ¢ 4eCTH UH(PEKLUH C BUCOKA TeMIIepaTypa, BTpPHCAHE WlH BB3I1aJIEHO
bpAO), HaMangBaHe Ha 6pos Ha YepBEHUTE KPbBHH KJIETKH (MOXE a ¢ APOABU Che 3aayX K Onena
KoXa), MOHWKeH Opoii Ha rpaHyaoUHTHTE (BUI O€/IH KPBBHH KIIETKH, YUHTO HEAOCTHI MOXeE Aa
Mpeapasnoioky OpraHu3Ma KbM UH(EKLUH), NAaHUUTONEHHS (HEIOCTUI HA JIEBKOLIUTH, EPHTPOLIUTH U
TpoMOOLIMTH B KPBBTA), arpaHyJIOUHTO3a (CHJIHO HaMalsBaHe Ha Opos Ha onpeaesieHy OeiHM KPbBHH
KJIETKH, KOETO YBEJIHYaBa BEPOATHOCTTA OT Bb3HUKBAaHE HA HHQPEKLMH), XEMOJIUTHUYHA AHEMHS
(NpexkIeBpeMEHHO pa3pyLIABAHE HA YePBECHHUTE KPBBHH KJICTKH). [1bpBUTE CUMITTOMM Ca: MOBHIIIEHA
TeMNepaTypa, 60JKH B I'bPJIOTO, MOBBPXHOCTHH A3BM B YCTATa, IPUNONOZO0HH CUMITTOMH,
M3KTIOYHMTEIHA YMOP&, KbPBEHE OT HOCA H KOXKHH KPBLBOHUIMHUBH. Y IB/LKEHO BpEME Ha KbpPBEHE,

HapymeHHS HQ FMYHHATA CHCTEMA

Heuecmu: anepruvHa peakiius, peaklMi Ha CBPbXYYBCTBHTEIIHOCT ¢ OOPHB U CBPOEK, KAKTO U
ACTMATHYHH NPHUCTEIH (BB3MOXKHO € Ja C€ NPOSBH €JHOBPEMEHHO C NMOHWKABAHE Ha KPBLBHOTO
Ha/IfraLe)

Pedxu: aHapwiakcua (reHepaIn3MpaHa aJicpru4Ha peakiius)

MHnozo pedxu: TEXKH peakUyd Ha CBPBXYYBCTBUTENHOCT (MOTAT 14 C€ XapaKTepH3HpaT C OTOK Ha
JIHUETO, €3UKa, IApHHKCA, OpOHXOCNa3bM, AUCTIHESA, TAXUKAPAUS H XUITOTOHMS, KOUTO MOraT Aa Obaar
’KMBOTO3aCTpaliaBaliiy)

IICHXAYHHA HAPYIIEHHH

Heuecmu: 6e3CbHHAE, TPEBOXKHOCT, HE3MOKOHCTBO

Peoxu: NCHXOTHYHA peaKLlii, HEBPOTH3BM (TPEBOXKHOCT B €MOLMOHAIHA HECTaOWIHOCT),
pa3apasHUTENHOCT, AcnpecHus, OObPKAHOCT, AE3OPHEHTALIHS

HapymeHns Ha HEPBHATA CHCTEMA

Yecmu: yMopa, rlaBo0onue, HEpasnoOXKeHHE, CBETOBBPTEX

Hevecmu: 0e3cbHKeE, Bb30yna, pa3apasHUTEIHOCT

Peoru: napecre3ns (M3TPBIBAHE, MPaBYUYKAHE MO KOXKATa HA PBLETE U KpaKara)

Mno20 pedxu: acenTHYeH MEHUHTHT (Bb3NaJIEHUE HA MEHUHTHTe (MO3bYHHTE 0DBHBKH), KOETO HE €
npuurHEHO OT O0aKTepus). B nopeuyero ciyyau, B KOMTO ce ¢hod1i1aBa 3a aCEMTHYEH MEHHHIHT NPH
ynoTpedara Ha HOyTIpodeH, NaLHEHTHTE CTPAJaT OT HAKaKBa popMa Ha aBTOMMYHHO 3a00mgBaHe
(HanpuMep, CHCTEMEH JIYITyC EPUTEMATO3YC WIH OpYry 3ab0nsBaHUs Ha CHEAUHUTEIHATA TEKAH),
KOETO € NPEACTaRMABAIO pUcKoB (pakrop. CHMITTOMH Ha aCENTHYEH MEHHHIHUT Ca CKOBAHOCT Ha BpaTa,
rnapobosine, raicHe, NOBPbLIAHE, TOBHILIEHa TEMIIEPATYPA WM NC30pHEHTALIMAL.

HapymeHnnas HA OUHTE

Hevecmu: 3pUTENHHA HAPYLUICHHSA

Peodxu: aHOpMAITHO WIH 3aMBIJICHO 3PEHHE

C Heuzgecmua yecmoma. nananeneM (Bb3NAJICHHWE Ha OYHHA HEDPB)

HapymeHrs HA yXO0TO H JJaORpHHTA
Hecmu: cBETORBPTENK

Hewecmu: 1UIYM B YIIHUTE

Peoxu: HapywieHus Ha ciyxa

Cohpaednn HApYIIEHHS

aCOLMMPAHH C MOBHIUICH PUCK OT NOABA HAa ChpACYEH yIap WJIH HHCYIT.
Mnozco peorxu: cppueduere, copaeyHa HEAOCTATBYHOCT

cbpilebHeHe B CIEACTBUE HA CEpUO3HA allepriyHa peaKius)

Cba0BH HApPYUIEHHSA




OTtouy, MOBHLIABAHE HA KPLBHOTO HANAraHE U NOABA HA ChPAEUYHE HeJOCTATBYHOCT ChiO ca OWIH
HaOmoaasauu npH npueM Ha ubynpodgeH (karo OKJIMC GOPTE 600 mg).

Mrnozo peoxu: NOBULIEHO KPBBHO HANIAraHe

C neuzsecmua yecmoma: aprepHansa Tpombo3a

PecnHPATOPHH, IPLAHH H MEAHACTHHAJIHA HAPDYIICHHS
Hevecmu: actma, 000CcTpsaHe Ha acTMa, OpOHXOCIIazbM, AUCIHES (3aaYX)
C Heuzsecmna yecmoma.: Apa3HEHE B I'bPIIOTO

CToManmBo-9peBHE HAPYIICHAS

Haif-uecTo cpelliaHuTe HexeNnaHH JIeKapcTBEHH peakLMH NMpH ApueM Ha nekapcerea karo OKJIMC
DOOPTE 600 mg rpanyiu 3a nepopaneH pa3TBOp €a CTOMAIIHO-YPEBHUTE HAPYLIEHUS: CTOMALUIHH
13BH, KbPBEHE OT CTOMALIHO-YPEBHHS TPaKT, fepdopaiiuu (B HAKOU cay4au ¢aTanHu), ocobeHo npu
MAUMEHTH B CTApUYECKa BH3PacT.

Yecmu: cTomaliHO-upeBeH AUCKOM$OpT (KHCEIHHH, peduTyKc), OONKH B KOpeMa, rajcHe, NoBphLLIAHE,
NOAYBaHE, IHaPHA, 3aNeK U J1IeKO CTOMALIHO-YPEBHO KbPBEHE, KOETO B H3KITIOUHTENTHU CITYYaH MOXKE
Ja J0BeJE A0 aHEeMHUs

Heuyecmu. cToMallHO-YpPEeBHH A3BU C MOTEHLMAITHO KBPBREHE U Niepdopaumd, yILUECPAaTUBEH CTOMATHT
(BBb3naneHHe Ha JIMraBHLaTa Ha ycTaTa ¢ a13BH), obocTpsHe Ha konut U 6onecT Ha KpoH, MeneHa (kpbB
B W3MPAXKHESHUATA), FTACTPUT

Peoxu.: NOBPHILAHE HA KPLB

Mnoz0 peoxu: Bb3NalleHHe Ha XPaHOIIPOBOA, BE3NAJICHHE HA 3a/ICTOMALLIHATA XKi€3a, YpeBHa
HEMPOXOAHMOCT

C Heuzgecmua yecmoma. aHOPEKCHSA

XenatoonTHAPHH HADYIIEHHS
Peodxu: yBpexxnaHe Ha MepHHS Qpo0, XenaTHT, HapYLICHHS B YepHOApoOHara GYHKIHA H KBITCHHLA

HapymeRns Ha KOXKATA H NOAKOXKHATA ThKAaH

Yecmu: KoxeH OOpHB

Heuecmu: 3auepesiBaHe, chpOexk WIH MOJyBaHe HA KOXKATa, Mypnypa (3abonsBasne ¢ MHOXECTBO
MaJIKH KPBBOHJIHBH 10O KOXKATA)

Pedxu: aHaMNaKTHUHK peaKkLiUH

Mnuozo peoxu: Texkn KoxHH HexenanH peakuun (SCAR) (BKIIOUHTENHO epUTEMa MYITHHOPME,
ekc(oNMaTHBEH ACPMATHT, CHHAPOM Ha Stevens-Johnson U TOKCHYHA enmyuaepMaliHa Hekponusa). B
pelKH CITyday 1Mo BpeMe Ha BapHIIENa MOraT Aa Bb3HMKHAT CEPHO3HU KOXKHM HHPEKLIHM U
YCNOKHEHUA HA MEKHTE THKAHH.

C neuzsecmua vecmoma: NeKapcTBEHa peaklna ¢ CO3HHOMUIHA H cHCTeMHH cuMItroMd (DRESS
CHHAPOM), OCTpa r’eHEepPAJIM3UPaHH €K3aHTeMaTo3Ha myctyno3a (AGEP), uyBcTBUTETHOCT Ha KOXKATA
KbM CBET/IMHA

Hapymenns na 0b0penaTe H IRKOYHATE NLTHINA

Pedxu: xematypus (KpbB B ypHUHaTa)

Mnuozo peoxu: orouu (Npu3HaK, KOUTO Moxe Aa 6bae mokasaren 3a 6s0peyHO yBpeXIaHe,
BKJIIOYHTETHO ObOpeuHa HeqOCTATBHHOCT), NalWIapHa HEKpo3a (yYBpexkaaHe Ha ObOpeuHHTE Ianwiu),
MOBHILIEHH CTOMHOCTH Ha MHKOYHA KHCENNHA B KPBLBHATA IUIa3Ma

B13 OCHOBA Ha ONHTA ¢ HECTEPOUIHHTE NMPOTHBOBBL3NAIHTEIHH CPEACTBA, HE MOraT Aa Obnaar
H3KJIIOYEHH U ClIyYau HA HHTEPCTULIHANEH HeppHT, HePPOTHUEH CHHAPOM H 6B0peuHa
HEJOCTATBUYHOCT.

O6mu HapymeHns ¥ ePeKTH Ha MACTOTO HA NPHJIOKEHHE
Mnozo pedxu: 060cTpsHe Ha BE3NAJICHUATA 110 BpeMe Ha HH(PEKLIMO3HH TPOLIECH
C Heuzeecmna yecmoma. OTOK

Hicheasanng
PeOxu: MpOMEHH B TECTOBETE 3a YepHOApOoOHA QPyHKUMA




C neuzgecmua uecmoma: NpOMEHH B TeCTOBE 3a OBOpeuHa QyHKUUA

Ho MOMEHTa He ca cboOlIaBaHH CEepHO3HK allepruydHy peakuuu npu ynorpeda Ha OKJIMC OOPTE
600 mg rpaHyam 3a IrepopajieH pa3TBOP, BBIPEKH TOBa T HE Morat aa Obpaar U3KouYeHU. [lpossure
Ha TO3W BMJ peakLMH MOFaT [ja BKIIOUYBAT: TPECKA, KOXKEH OOpuB, O0IKH B KOpEMa, CUITHO
rinaobonue, raaeHe, MOBpbBUIAHE, aHrTHoeAeM (TOAYBaHE B 001acTTa Ha JIMLETO, LIIMATA, €3HKa U
I'bPJIOTO), 330YX, aCTMA, ChpUeOHeHe, XUMNOTOHUA (TTOHWYKABAHE HA KPHBHOTO HAJIATAHE) WIH LLIOK.

AKO ce MOABH HAKOA OT CJACAHHTE HEXKEIAHU peaKUuy, CpeTe JIeHeHUETO H HezabaBHO c¢ oObpHeTe
kbM Bauumg nekap:

- anepruvHH PeakLH KaTO KOXHH OOPHBH, NOAYBAHE HA NULETO, XPHIIOBE B MbPAKTE WU

3aTPYAHEHO AWLIAHE

-  NOBpPbLIAHE HA KPLB

- KpPbB B U3MPaXKHEHUATA WIM KbPBaBa JUapHA

- cHiHa 6oJiKa B cTOMaxa

-  Mexypu uwiH beneHe Ha Koxkara

- TEXKO WAH MOCTOAHHO I1aBobone

- XKBITEHHLA

- TMPHU3HALY HA CBPBXUYBCTBHUTEIHOCT (BX. MO-rOpe)

-  TNOXYBaHe Ha KpailHMIIATE, OTOLM B PBLETE HIM Kpakara

-  3pHTENIHH CMYLIEHHUS

AKO TOTyYHMTE HAKAKBH HeXKeNaHK JIEKapCTBEHH peakluH, yBeaoMere Bawima nekap wnu dapMauesT.
ToBa BKIFOYBA BCHUKH BH3MOXKHH HEOMHCAHH B Ta3H JIHCTOBKA HexXellaHW peaKuuHd. Moskere chLUO Aa
CBHODLIUTE HEXEJIAHH PeakLHH JUPEKTHO Ypes:

H3nbaauTenHa Arennns no Jlekapcersara
Codus 1303, yn. Jamsau I'pyes 8

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

Karo cbobluaBaTe HeXeEMaHH peakLMH, MOXeTe Aa AaZeTe CBOA IIPHUHOC 3a NOJy4YaBaHE HA NOBEYE
AH(pOpMAaLMA OTHOCHO 0€30MacHOCTTa Ha TOBA JICKapCTBO.

5. Kak aa chxpanssate OKJIMC ©®OPTE 600 mg rpanyian 3a nepopaJieH pa3irsop
Jla ce cbxpaHsaBa Ha MACTO, HEAOCTHITHO 32 ACLA.

Ha ce cexpanasa noa 30°C. CoxpaHaBaTe calieTaTa B KAPTOHEHATA OMAKOBKA, 34 Ja Ce NpeanasH ot
CBETJIMHA M BJara.

He w3nonaeaiite ToBa IeKapCTBO ClleJ CPOKA HAa MOAHOCT, OTOEA3aH BbPXY KAPTOHEHATA OMaKOBKa
cnen “I'onen no:“. CpoKBT Ha FrOAHOCT OTrOBapA Ha NOCAEAHUA AeH OT NOCOUYECHHS MeCeEL,

He u3xpbpagime nekapereata 8 KAaHANU3ALMATA WIH B KOHTEHHEpA 3a JOMALIHH OTNAaABbLA.
[TonuraiiTe Bammsa ¢papMaueBT kak Aa U3XBbPIATE JICKAPCTBATA, KOUTO BEYE HE U3NoJi3BaTe. Te3n
MEPKH 1Lile CIIOMOTHAT 3a Ona3BaHe Ha OKOJIHaTa cpela.

6. CpabpxanHe HA ONIAKOBKATA H A0NBJIHATEIHA HHPOPMALHA

Kakpo coaspxa OKJINC ®OPTE 600 mg rpanynn 3a nepopaJieH pa3TBop
AKTHBHOTO BelecTBo € ubynpoden. Besko caine cpappixa 600 mg ubynpoden {§
apruHuH). (
JIpyrure chCTaBKH ca: aprusuH, acnaptam (E-951), 3axapo3a, natpues OukapboHy
HATPHEB JIaYPUI Cy(daT, MCHTOJIOBA €CEHLMS, MEHTOBA €CEHLIMA.




Kak maraexaa OKJIMC ®OPTE 600 mg rpanyan 3a nepopajied pa3TBOp H KAKBO ChAbPiKa
ONAKOBKATA

OKJTUC ®OPTE 600 mg ca 6enn go nourH 6enu rpaHynd ¢ MUPUC Ha MEHTA, ONaKOBaHH B calleTa
OT XapTHS/ATYMBHHH/TIOJTHETUIICH.

[Ipegnara ce B xaproHenu kytuu ¢ 10, 20, 30 u 40 caiera.

He Bcu4ky BMOBE OMAKOBKH MOraT Ja OBAAT IMyCHATH B npojaxkoa.

IIpHTEXKATE HA pa3peHieHHeTo 3a YNOTpeda H NPOA3BOAHTE

IIpaTekaTen HA paspelIeHHETO 34 ynoTpeda
“Becta Men” EOQO/, va. “KpHuo Ckopuer” Ne8, 5350 Tpaeua, brarapus

IIpoM3BOXHTEIH

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

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

JTara Ha nocjieano npepasriaexkiaHe Ha JHCTOBKATA:




