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

Ipouerere BHAMATE/IHO USIATA THCTOBKA, HPEH 12 3alI0YHETE 12 IPHEMATE TOBA JIEKAPCTBO,

Thil KATO T8 ChbAbpPkKa BakHa 3a Bac undopmanns.

Bunaru npuemaiite ToBa 1eKapcTBO TOYHO KAKTO € OMMCAHO B Ta3H JUCTOBKA MM KakTo BH e kaszan

Baumsa nekap wiu papmauesr.

- 3anasete Ta3u MMcTOBKA. MOsKe 1a ce HAIOKH Ja s MpodYeTeTe OTHOBO.

- AKO ce HYXK/laeTe OT 10TbAHUTENHA MHOPMALIKMA WK ChBET, NnonuTaiite Bauus dpapmaresr.

- AKO cJie/l 3 IHH NPH KOHOWIH U 4 JIHW NPH BH3PACTHH HE Ce YyBCTBATE 110-100pe WiK
CbCTOsHUETO BH ce Biowm, Tpa6ea 1a NOTHPCHTE JieKapcka NOMOIIL.

- AKO NOJIy4H1Te HAKAKBU HEKENAHU peakiuH, yBeaomere Bawns nekap uiu papmanest. Toa

BK/IIOYBA W BCHYKH Bb3MOJKHH HEXEJIAHU peakLMH, HEOMHUCaHH B Ta3H JIMCTOBKA. BHKTe Touka
4.

Kakso CbLAbPAKA Ta3H JIHCTOBKA:

1. Kaxso npencrasnssa OKJIMC ®OPTE 600 mg rpaHy.1 3a niepopasieH pasTBop H 3a KaKBO ce
M3n0J13Ba

2. Kakso TpsGsa na 3naere, peau aa npuemere OKJTUC GOPTE 600 mg rpanyau 3a nepopaneH
pasTteop

3. Kak na npuemare OKJIMC ®OPTE 600 mg rpaHy;iu 3a nepopasieH pasTsop

Bb3MOXKHH HeXKeNaHu peakiuu

Kak n1a cvxpaunssate OKJIUC ®OPTE 600 mg rpasyu 3a nepopaneH pasreop

CbabpikaHHe Ha ONAKOBKATA W IOMBJIHHUTENHA HHDOPMALHs

i

1. Kakso npeacrasasisa OKJIMC ®OPTE 600 mg rpany.in 3a nepopajien Pa3sTBOP H 32 KAKBO
ce H3M0J13Ba

OKJIMC ®OPTE 600 mg rpamy.in 3a nepopaJieH pa3TBoOp ChbpPia aKTHBHOTO BEIIECTBO ubynpoden
(xato HGynpoden L-aprutun), KOHTO NMPHHAUIEKH KbM rpynaTa 1eKapcTBa, HapeueHH HECTEPOUIHH
NpoTHBOBB3NanHTeNnHU cpeactea (HCTIBC).

OKJIMC ®OPTE 600 mg rpaHy.iu 3a nepopajieH pa3TBop ce H3non3ea npH Bb3PacTHH M Jieua Ha 14
FO/IMHM U MOBEYE 32 CHMIITOMATHYHO JIEUEHHE Ha:

- Bucoka temneparypa

- Jleka 1o ymepeHa GoJika, BKIIIOUHTEHO 71aBOGOIME, MHTPEHa

- bonku B MyckynuTe u cTaBuTe

- IlbpeHuHa nucmeHopes (GosesHeHa MeHCTpyalus)

2. Kakso TpadBa 1a 3uaere, npean aa npuemere OKJIMC ®OPTE 600 mg rpasy.Jid 3a
nepopaJieH pa3TBop

He npuemaiite OKJIMC ®OPTE 600 mg rpany.iu 3a nepopaJien pa3rop, aKo:
- CTe ajleprudHu KbM HOYynpodeH WITH HAKOS OT ocTaHanuTe chetasku Ha OKJIUC dOP
600 mg rpanyau 3a nepopasieH pastop (M30poenu B Touka 6). [Ipu3nanm Ha ajiepru
peakuus KbM TOBA JIEKAPCTBO, BKJIKOYHTEIHO NPOGIEMH ¢ IHILIAHETO, MO/1yBaHE B O
JULETO W WKATA (aHrHOoeAeM), 6osKa B Tbp/IUTE, ca ChOOIAaBaHK NpH n6ynpod3eﬂ.!




Ilpexpatere nesabasuo ynorpebara va OKJIMC OOPTE 600 mg rpaHynu 3a nepopaneH
pa3TBOp H ce CBhpxeTe HedabaBHO ¢ Balnd iekap Wik noThpceTe He3abaBHO CRellHa
MeAHLIMHCKA TIOMOLY, aKo 3abenekuTe HAKOM OT TE3H NPH3HALY;

MMATE TEXKKO 4epHOApoOHO Wi 6BEOpeuHo 3a6onssaue.

HMAaTe MK CTe WMAJIH Bb3NaleHHe Ha CTOMAXa HiIH KbPBEHe OT ABaHANECETONPLCTHHKA KK
CTe MMAHK Nepopaliig Ha XPaHOCMILTATENIHATA CHCTEMA,

MOBpPBILATE KPLB;

- HMMAaTe YEPHH HINPAKHEHHA WM KbPBaBa JHApHS,
- HMATE aKTHMBEH MO3BYHO-CH/IOB KPbBOHAIHB MITH APYTO aKTHBHO KbPBEHE;
- HMAare HapyIIeHHA Ha KPBHBOCHCHPBAHETO WITH PHEMATE JIEKAPCTRA, KOHTO BIHAAT BEPXY

KPBBOCHCHPBAHETO. AKO € HeoOX0/uMa enHOBpeMeHHa yrioTpeGa Ha uGynpodeH ¢ Takba TUn
nekapcTea, BawuaT nexap 1e H3RBPHIA HYKHHTE W3C/IEIBAHUA;

- HMATE TCXKKA ChPACYHA HEAOCTATHYHOCT;
- CTpaAaTe OT TEKKA ASXHAPATAHA, TIPHYHHEHA OT NMOBPBIHAHE, QHAPHA HITH HEJOCTATRYEH

MPHEM HA TEYHOCTH;
CTe B TIOCIEIHHTE 3 Mecela Ha GpeMEHHOCTTa.

IlpenynpexxkreHns U IPEXNA3HH MEPKH

Koncyirupaiite ce ¢ Bamua exap uau papmanest, npean aa npaemere OKJIMC ®OPTE
600 mg rpany.in 3a mepopaJieH pa3TBROp, NPH CAeXHHTE CHCTOSHHNA:

Ako uMaTe oTOUM (3aAbPIKAHE HA TEYHOCTH);
AKO CTe CTpajany WM CTpafate oT ChpAEHHO 3a60nABaHe HIH XHIIEPTOHHS (BUCOKO KPBBHO
HANgraHe);

AKO CTpajiaTe OT acTMa WK APYro PecriMpaTopHo 3aGonsBaHe;

Ako niexysate uHbek1ys, Thit kato OKJIMC ®OPTE 600 mg rpanyny 3a nepopasneH pasTeop
MOX€ 1a MackHpa BUCOKATa TeMIepaTypa, KOATO € BaXKEH MPH3HAK NPH HHPEKLHATA (BIOKTe
»wAHbexumu* mo-gony);

Axko umate 6b0peuno nn yepHonpobHo 3a6onseane; ako cre Hag 60 rOAMHM, aKO € HEOBXOIHMO
Aa npuemaTe TOBA JIEKAPCTBO 3a NO-MPOAB/DKMTENHO Bpeme (TIoBede ot 1-2 ceaMHun);

AKO CTpajaTe OT 3HauHTeNHa 3ary6a Ha TEUHOCTH (BC/IEACTBHE HA TIOBPLIIAHE, HAPHS,
HEOCTATHYEH NMPHUEM Ha TEMHOCTH), PHEMETE rONAMO KOTHYECTBO TEHHOCTH H CE CBBPIKETE
He3abaBHO ¢ Bamus nekap, Thi kaTo IpHEMBT Ha HEYMPobeH B T03M KOHKPETEH CITydail Moxe aa
noseae 10 6uOpeyHa HEZOCTATHYHOCT B PE3YIITAT HA AEXHIPATALIHS,

AKO HMaTe A3Ba WIH CTe Pa3BWIM KPbBOW3IHME WK Nepdopala Ha CTOMAxa Wi
ABaHANECETONPBCTHHKA, NPOABABALIH C& KATO CHIHA WIH NOCTOAHHA GoNKa B KopeMa WiH ThMHH
H3NPAKHEHAA, LK AOPH 6€3 Ja cTe HMaltH CUMITTOMH NIPEAH TOBA.

To3u prck e N0-BHCOK, aKO TEKAPCTBOTO € U3MON3BAHO BHB BUCOKH A03H H 33 NPOXBIKHTENHO
JleueHne Ha NAUHMSHTH ¢ aHAMHECTHYHH NaHHH 3a MENTHYHA 73Ba U 1P NalMeHTH B cTapYecKa
BB3pacT. B Te3n cayuan Bawmar nekap Moxe Ja NpeLieHH BB3MOXHOCTTA fa Bu npeanuwe
JIeKapCTBO 3a MPEANazBaHe Ha CTOMaxa,

AKO npHEMaTe eAHOBPEMEHHO APYTH JICKAPCTBEHH NPOAYKTH, KOUTO BIHAAT BHPXY
KPBBOCECHPBAHETO, HAPHMED [IEPOPAIHH AHTHKOATYIIAHTH, JIEKAPCTRA, TIOTHCKALLH
TPOMOOUMTHATA arperauys OT BHAA Ha ALETHICATHLIMIOBATA KMCEeNHHA. BaxHo e aa ce ot6esexu
CHLUO TaKa, Ye yNoTpebaTa Ha APYTH IEKAPCTBEHH NPOTYKTH MOXE /12 TIOBUHIH PHCKA OT
KPBHEOH3/HEH, HANPHMEP KOPTHKOCTEPOMAH H CENEKTHBHH HHXHGHTOPU Ha 06paTHOTO
3axBalllaHe Ha CEPOTOHHHA;

Axo ctpanare ot Sonect Ha Kpon (xpornyHo 3a6onsBane Ha uepBaTa, NPOSBABALLO CE ¢
BBE3NAIEHHE, KOSTO OOHKHOBEHO BOIM 10 KbPBABA THAPHA) HIIH YJILIEPO3€EH KOIHT;,

AKo npHeMate JUypeTHUM, Thit kaTo Bawnsa nekap Tpsa6ra 1a npocneaspa 6n6peunara Bu
bYHKLHA;

AKO cTpazaTe OT CHCTEMEH JIyMyC ePHTEMATO3YC (XPOHHYHO 3a00/15BaHe, KOETO 3aCAra
HMYHHAaTa CHCTeMd, HEPBHATA CHCTEMA, KPEBOHOCHHTE ChAI0BE, KOXATa, CTABHTE U JIPYrH
KH3HEHOBAXXHH OPraHH), ThH KATO MOXE [a BL3HHKHE aCelTHIEH MEHHHTHT (Bh3naieHHe
MEHHHTHTE (MOIBYHHTE OGBHBKH), KOETO HE € NPHUYHHEHO OT GakTepus);

AKO CTpanarte OT OCTpa HHTEpMHTEHTHA NOpdHPHs (MeTaboMHTHO 3abonsBane, 3acara
Bn, KoeTo MOe a NPHYMHH CHMNITOMH KATO YepBEHMKABa YPHHA, KPbB B yPHHATA




uepHoipobHo 3a60naBaHe), 3a 1a ce TIPELIEHH fanu TedeHueTo ¢ ubynpodeH e NoaXoAsIo;

- AKo cTpagate oT rnaBoboIHE CAER NPOIR/DKHTENEH NpHeM Ha ubynpoden, He Tpsbea aa
NIPHEMATE TIO-BHCOKH JO3M OT NEKAPCTBOTO;

- AKO NOMy4YHTe 3pPHTETHH HapyIEHHA 1O BpeMe Ha JedeHHeTo ¢ ubynpodeH, npekparere ro u ce
KOHCYIITHpaHTe ¢ Bamius nexap 3a opTanMoIOrHieH npernea;

- Ilpun ymotpefara Ha TOBa IeKapCTBO MOTaT Ja Ce FIOABAT aJleprHYHH peakumu. JleueHneTo TpsadBa
Aa ce TIPEKPATH aKo ¢ TIOABH 3a4ePBABAHE HITH [O/lyBaHe Ha KOXATa;

- Bawmsr nexap we Bu nabmonasa no-eHuMatento ako npuemare HGynpodeH cien roaama
ornepatHs;

- IlpenopwuurenHo e 1a He NpHEMAaTe TOBA JIGKAPCTBO, aKO UMATE BAPHLIENA.

BaxmHo € na npuemate Hafi-HUMCKaTa 1033 32 HAH-KPATKHA [IEPHOA OT BpeMe, HEOOXOAKM 3a
ofbnexkuasade Ha Balure cHMITOMH.

He ce npenoptyea na npuemare ToBa JlekapeTso eaHoBpemeHHO ¢ fpyrk HCTIBC, sxmouuTenHo
unknookcurenasa-2 (COX-2) uaxnburopm.

Hudpexkuuu

OKJTHC ®OPTE 600 mg rpadyn 3a nepopajieH pasTBop MOKE a CKPHE TIPHIHALKMTE Ha HHpEKIHH
karo Temneparypa u Gonka. [fopanu Tasu mpu4una e peamoxHo OKJIIMC GOPTE 600 mg rpaky:u 3a
NMepopaieH pa3Tsop Aa 3abaBH MOAXOAAWOTO NeYeHHE HE HHDEKLUATA, KOETO MOXKE Aa JTOBEIe 0
MOBHLIEH PUCK OT YCA0KHeHus. Tosa ce Habmonasa npu GakTepHaiHa MHEBMOHUA M GaKTePHATHH
KOXKHH MH(ekuuu (Bapuuena). AKo NpUeMare TOBA JIEKAPCTBO, HAOKATO HMATE HHDEKIHS W
CHMITTOMHTE Ha HH(eKUHATa NPOILIKABAT WIH Ce BAOLIABAT, TpAGRa 4 ce KOHCYTUpaTe He3abaBHO
C JIeKap.

O6vpreTe cnennaano BEMManne UpH ynoTpeGa na OKJIMC ®OPTE 600 mg rpany.iu 3a
nepopaJjen pa3TBop

Cepro3HH KOXHH PEaKLIHK, BIITIOUUTETHO €KCOTHATHBEH IEPMATHT, EpHTEMa MyITH(hOpME,
CHHAPOM Ha CTUBBHC-IKOHCHH, TOKCHYHA eMHASPMAIHA HEKPOIM3a, EKAPCTREHA PeaKLua ¢
€03HHOOHIHA ¥ CHCTeMHH cHMITTOMH (DRESS), ocTpa reHepanusspata ex3aHTeMaTo3Ha MyCTy103a,
ca cboOiaBaHyu BBB Bph3Ka ¢ NedeHHeTo ¢ Hoympoden. [Tpexparere yrnotpe6ata Ha OKJIMNC ®OPTE
600 mg rpanyH 3a nepopaneH pa3rBop i He3aGaBHO NMOTHPCETE MEMIMHCKA MTOMOLL, AKO
3abenexuTe HAKOH OT CHMOTOMMTE, CEBP3aHH ChC CEPHOIHHTE KOXHH PEaKLMH, OITACEHM B TOUKa 4
B13MoxH#K HexKeNnann peakuH.

IlpexnasHn MepKH NPH NAOACATH B CTAPIECKA BH3PACT

[TauuenTiTe B CTapyecKka BLIPACT HMAT MO-BHCOKA YECTOTA HA HexeNaHH peakiiu koM HCTIBC, kato
HaH-4eCTO Te3H peakLHH OHBRAT CTOMALIHO-YPEBHO KBPBEHE H Mepdopauua, KOHTo Morar aa Gsaar
daranam.

IIpeanaine MEePKH, CBLP3aHHA ChC CHPACTHOCHA0BATA CHCTEMA

JlexapcTeenn nponykT kato OKJIHC ®OPTE 600 mg rpaHy/i 3a nepopaneH pa3Top MOrar Aa
OBAT CBbP32HM C YMEPEHO TIOBHILIABAHE HA PHCKA OT ChpeYeH HH(APKT WK HHCYAT. To3u PHCK e
TI0-BEPOATEH, KOTaTo JNEKAPCTBOTO C€ H3MO/I38a BHB BUCOKM JIO3H H NPH NPOLBL/DKATENHO Jeuenue. He
HAJBHIIABANTE NPENOPHYMTENHATA 1032 HITH POAB/DKUTENRHOCT Ha JIEYeHHe.

Tps6Ba na ce koHcynrupate ¢ Bamus nexap wiu hapmauest, npeau na npuemere OKJIMC GOPTE
600 mg rpaHynH 3a niepopalieH pa3TBop, aKo:
- MMate npoSieMu Che CHPLETO, BKIIOYHTENHO ChPACYHA HEIOCTATERHOCT H CTEHOKAPIHA
(rpbana Gonka), WK CTe MpeThpreny ChpeueH HHMAPKT, ONepaLMs 3a MOCTABAHE Ha
Gaiinac, nepudepHa aprepuanta 6onect (BnouseHa LMPKYIaLMs B KpakaTa HIA XOAWIaTa
Nopajy CTECHEHHE WIH 3aMyILIBAHE Ha APTEPHMTE) HIIH AaHAMHECTHYHH JaHHH 33 MOIbYE
MHCYAT (BKIIOUHTEHO MHKPOHHCYIT WIH PEXOJHA HCXEMHYHA aTaKa);
- HMaTe BHCOKO KPBBHO HanArase, 1uabet, BHCOK xonectepon, GaMuiHa aHAMHe3a
ChpaeuHO 3abonABaHe, WIH CTe ITyluay.
CrIno Taka TOBa NEKAPCTBO MOXKE Aa NPEIMIBHKA 3aIbKAHE HA TEYHOCTH, 0COBEHO np
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CbC CHPAEYHA HEAOCTATHUYHOCT H/HJIH BHCOKO KPBBHO HajlAraHe (XUIEPTOHHA).

JHXaTeTHH HApYIIeHHS

H6ynpoden TpaGsa na ce npieMa ¢ BHUMaHHE NPH NALHMEHTH, KOMTO UMAT KITH ca HMAIH GpoHxMantHa
acTMa, XpOHHYeH PHHHT WM aNepriH, Thi KaTo e chobimasaHo, 4e HoynpodeH npuukHsBa
OpoHXOcHazLM, OOPHB WITH aHTHOEAEM (TEXKKA AllepriyHa peaxius, KOATO PHYMHABA MI0yBaHe Ha
JTHIETO WITH MbPAOTO) NPH TE3H NALIHEHTH.

Jleua H W0HOIIH

CouiecTByBa puck oT 6b6peuHo yBpexaaHe Npy AeXHAPATHPAHH FOHOLLMH.

OKJIUC ®OPTE 600 mg rpaHysiH 3a nepopaneH pa3rsop He Tpa6Ba 1a ce NpueMa oT felia Ha
BB3PAcT 1104 14 roauHHu, Thi KaTo Ao3ata HOynpodeH, ChabpiKalla ce B HEro, He € NPeNnopbYMTEIHA
3a Ta3¥ Bb3pacToBa Ipyna.

BsaumopeiicTBHE ¢ AHAJJHTHUHHE TeCTOBE

Axo Bu ce Hanara 4a M3BBpLIBATE JHAFHOCTHYHH TECTOBE (BKIIOUMTETHO KPBBHH TECTOBE, TECTOBE
HA YPHHATA, KOXKHH TeCTOBE, MIPH KOWTO C€ H3MO0/I3BAT AIepreHy H T.H.), yBeoMeTe Baiuusa nekap, ue
npuemare OKJIHC ®OPTE 600 mg, Toii KaTo TOBa JIEKAPCTBO MOXKE 14 OKAXE BIHAHHE BBPXY
pesynTaTure.

Apyra sekapersa B OKJTHC ®OPTE 600 mg rpanysu 3a nepopaieH pa3rBop
Tpabea na kaxere Ha Baila nexap win apManerT, ako NpHeMare, HACKOPO CTe NIPHEMATH WM €
BB3MOXHO J1a IPHEMATE APYTH JieKapCTBa.

OKJIMC ®OPTE 600 mg rpatyny 3a nepopajieH pasTBOp MOsKe Aa NMOBNKMAE MK AEHCTBHETO My Na
Obe NOBIHAHO OT IPYTH NEKapCTBa:
* Jlekapctsa ¢ npoTHBOCHCHPRAILO ACHCTBHE (AHTHKOAIYNIAHTH), H3MON3BAHM 33 , pa3pekaaHe™ Ha
KPBBTA KATO ALETHICATHLIIIOBA KHCETHHA, BapdapyH, THKIONHINH,
* JlekapcTBa, KOHTO MOHHXABAT BUCOKOTO KPBBHO HaArane (ACE uHXHGHTOPH KATO Kammonp,
GeTa-Grokepy KaTo aTE€HONION; AHTATOHHCTH Ha aHrnOTeH3HH 11 peuenTopa Kato nocapTas).

JlexapcTBenuTe npoxyKTH, H3GpOeHH NO-10/TY, MOTAT Jia OKAJKAT BIHAHHE K CJIeIOBATE/IHO He TpAGBa
na ce npuemar ¢ OKJIMC ®OPTE 600 mg rpany.n 3a nepopalieH pasteop, Ge3 npeaBapHTeIHA
KOHCYNnTalMA ¢ Bawus nekap:

¢ AueTHICANHLIWIOBA KHCETHHA WIH APYTH HECTEPOHIHH IPOTHBOBE3NATHTE/HH WIH aHAITeTHYHH
CPEACTBa, ThH KATO CE YBE/IHYABA PHCKA OT CTOMAIIHO-YPEBHH A3BH U KbPBEHE;

*  AHTHXHNEpPTEH3HBHH NekapcTea {BeTa-6nokepn, ACE HHXUOHTODH, aHTArOHMCTH Ha
aHrHoTeHsuH Il peuenTtopa) u nMypeTHIM (nekapcTsa 3a yBeaudaBaHe OTAE/SHETO HA YPHHA):
HCTIBC morart aa noHWKaT eekTa Ha JHYPETHLMTE | APYTHTE aHTHXUIEPTEH3UBHH JIEKApCTBA.
EnsoBpemennara ynorpeba Ha HGynpodeH ¢ Kanuii-chxpausiBallii JUYPETHLH MOKe 1a
MPHYHHH XHIEPKAIIHEMUR W Ja MOBKUIH PHCKA OT HehPOTOKCHYHOCT.

* TpomBouuthu aHTHarperanTH (NpeoTBpaTABAT 0GpasyBaHETO Ha TPOMOH/ CHCHPELIH B
KPBBOHOCHHTE Ch/I0BE) KaTO THKJIOTHIHH;

* AHTHKOAryNaHTu (1eKapcTBa, H3NON3BAHH 33 ,,paspekiaHe’ Ha KPBBTa) KaTo BaphapH;

* JluTHii (nekapcTBO, H3MO3BAHO 34 EUEHHE HA ienpecHs). BaluusaT nexkap Moxe fa KOpUrupa
J1034Ta Ha TOBA JIEKapCTRO;

* Merotpekcar. BanaT nexap Moxe 1a KOPHTHpa 103aTa HA TOBA AHTHMETAO0OIMTHO JIEKAPCTBO
M0 CHOTBETHMS Ha'4HH (TO 3a0aBs PacTeXa HA HAKOH KIETKH, IPOH3BEXKIAHH B OPraHuIMa);

* Mudenpucton (3a npexscsaHe Ha GpeMeHHOCT);

*  JIMroKcHH WM ChpAe4HH MTHKO3HAH (M3MOI3BaHH 32 JIGYEHHE Ha ChpaeyHM 3a6onapaHna);

*  XHUAaHTOMHH KaTO GeHHTOHH {H3MIO/M3BAHH 32 TeICHHE HA eTTWIETICHA);

»  Cyndamuam kaTo cyndhaMeTOKcasom ¥ KO-TPHMOKCA30)1 { M3TI0/I3BaHH 32 JICYEHHE HA HAKOM
6akTepHallHE HHOEKUHH); .

* KopTHkocTeponau KaTo KOPTH30H U IPeIHH3070H; ,\h "y ,,ﬁ\
* Ilenrokcupunun (nepudepen Bazogunararop), POy




*  AHTHOHMOTHLM OT rpynaTta Ha XHHOJTOHHTE, HAPUMEP HOPPIOKCALMH;

*  CyadunnupasoH (npu noaarpa);

+ CyndanunypeiiHu NpoXyKTH KaTO TONGYTAMHA Wik MHCYHH (ipy AHaber), 103aTa Moke 1a
6bl1e KOPHTHpaHa;

* Hiakou aHTHzAEnpecaHTH (CeEKTHEHH HHXHOHTOPH Ha OOPATHOTO 3aXBallaHe HA CEPOTOHHHA);

* TaxponMMyc WK UHKIOCTIOPHH (M3TIONZBaH fpH MALMEHTH C OPraHHa TPAHCILTAHTALMS C LN
NpeIOTBPaTABAHE OTXBbJIAHE HA OPraHa);

*  3HA0BYAMH (MPOTHBOBHPYCEH NEKapcTBeH nposykr npu CITHH);

* TpombGonuTHLH (NekapcTBa 3a pa3TBAPsHE HA KPBBHH ChCHPELIM);

*  AMMHOITIMKO3HJAHH aHTHOHOTHLM (KaTO HEOMHLIHHY;

* Pacturennn excTpakTH: ekcTpakT ot ['uHko Bunoba,

* CYP2C9 unxuburops (OTTOBOPHH 32 METaGONH3HPAHETO HA PA3HYHH JIEKAPCTBA B
yepHus apob), KaTo GyKOHA30/ H BOPHKOHA30J {/IEUEHHUE Ha MbOHYHK HHPEKLHK);

Hsixon apyry nekapcrsa chillo MOraT Aa NOBIHSAT HA KITH 2 6BJaT NOBNKAHH OT JIEYEHHETO Che
OKJIUC ®OPTE 600 mg rpauynu 3a nepopaieH pastsop. [lopaau Tosa, TpsGBa BUHATM f1a ce
cheTBaTe ¢ Bawusg nekap win dapmauest, npeas na uanoasate OKJIMC OOPTE 600 mg rpanynu
3a NIepOpalieH pasTBOp B kOMOHHALIHA C APYTH JIEKapCcTea.

OKJIMC ®OPTE 600 mg rparyan 3a nepopajies pasTsop ¢ Xpana, HAIHTKH 0 ATKOX0
Hpenopeaurento e OKNIUC ®OPTE 600 mg rpany.u 32 nepopaieH pasTeop Aa ce TpHeMa 3aeIHO ¢
BOJAa WIH ApYyra TEYHOCT.

IIpuema ce camocTosTenHo uH ¢ xpaHa. Haii-o6mo ce npenopbysa 1ekapcTBOTO [1a ¢ NpHEeMa [o
BPEMC Ha XpaHeHE WK BEAHAra CJIC/l XpaHeHe, 3a 1a ¢e HAMAITH Bb3MOXKHOCTTA OT CTOMAIIHO-YPeBHH
HeXEJIAHH peakLidM.

KoHcyMaliisTa Ha alkoXon no BpeMe Ha JICYEHHETO MOXE [a YBEJIHYH PHCKA OT CTOMAIIHO-UPEBHH
HeXeMaHH PeaKLiH.

BpemennocT, KbpMeHe | ¢pepranaTeT
Ako cte GpeMeHHa UITH KbPMHTE, CMATATE, e MOXE /ia CTe GpeMeHHa WM IIaHHpaTe GpeMeHHOCT,
noceBETBakTe ce ¢ Bamus nekap win apmauenT, npenu ynorpeara Ha ToBa IEKapcTBO.

BpemedHocT
He npuemaitre OKJTUC ®OPTE 600 mg rpaHynu 3a nepopaneH pasTBop, KO CTe B NOCIELHHTE 3

Mecena Ha GpeMeHHOCTTa, Thit KaTo MOXKe Ja MPHYHHH YBPEXK/IaHE Ha IL10/14 WIH NIPoGIeMH MpH
paxzaaHe. Moxe na npuuunn 6s6peuns u copaeutu npobiemMu Ha Bawero nepoaeno Gebe. Tosa
MOe N1a noBnKse Ha Bamara u Ha 6e6eto Bu CKAIOHHOCT KbM KbpBEHE M 1a NIPUYMHKEH 3a0aBeHO WK
No-ABLIFO OT 09aKBaHOTO paxaate. He tpabsa aa npuemare OKJTMC ®OPTE 600 mg rpaHysd 3a
NnepopaneH pa3TBop Npe3 MbPBHTE 6 Mecella OT GPEMEHHOCTTA, OCBEH KO HE € KATEropHYHO
HEO0XO0AHMO H MpenopL4anHo ot Bailks nekap. Ako ce HyXKIaeTe OT NIeYeHHE Npe3 TO3H NEPHON HIH
AoKaTo ce onuTBaTe Aa 3abpeMeHeeTe, TPAGBA Ja H3NO/I3BATe HAM-HHCKATA 1033 33 BL3MOXKHO Haii-
KpaTBbK NepHoI OT Bpeme. AKO ce NPHEMa TIOBeYe OT HAKONIKO AHH oT 20-Ta ceaMHLA Ha
GpementoctTa Hatatsk, OKJIMC ®OPTE 600 mg rpaHyam 3a nepopaiied pasTBOp MOKE 48 NPHYHHH
npobnemu ¢ 6b6peLire npu Bamero HepoaeHo Gebe, KOETO MOXE Ja I0Bee A0 HHCKH HUBA Ha
aMHHOTHYHATA TEYHOCT, KOATO 3a00uKkans Ge6eTo (ONMroXMapaMHHOH) MM CTECHABAHE Ha
KPBBOHOCEH CbJ (AYKTYC apTEPHO3YC) B CBPLETO Ha GeBeTo. AKO Ce HyXKaeTe OT IeYeHHE 32 NOBeYe
OT HAKOJIKO JHH, Baiuat niekap Moske Aa npenopbya AOMBAHHTENIHO HabmoaeHu e,

Knpmene
Bbrpeku ue caMo Manku KONHYECTBa OT JIEKAPCTBOTO MONAJAT B KbpPMATa, IPENOPbYHTENHO € JIa He

npuemate OKJIMC @OPTE 600 mg rpaHynu 3a nepopaneH pasTBOP NPOILLKHTENHO BpeMe, aKo
KbpMHTE.

Deprununrer
[lo oTHOIIEHHE Ha NALUMEHTKHTE B JETEPOIHA Bb3PAcT € HEOBXOIHMO A2 ce obbpHe BHH

NEKapCTBEHH NPONYKTH, ChAbpxkalH HOynpoteH (kato OKJIHC ®OPTE 600 mg rp
NnepopaieH pa3TBOp) WM IPYTH NIeKapCTBa OT Ta3H IPyIa, C& CBLP3BAT ¢ HAMAIABAHE H




crniocobHOCTTA 32 3a0peMensaBake.

Hlio¢upane 1 paGora ¢ MAIIHAN

He tpab6sa aa wodupare u Ja paboTHTe ¢ MAILMHK, aKO IMATE HEKENAHH PEaKliMH KaTo 3aMasHOCT,
CBHJIMBOCT, CBETOBBPTEIK WIH 3PHTENIHU HapywieHHs ciea npuem Ha OKJIMC ®OPTE 600 mg
IPaHyJTH 33 MEpPOpaJieH pasTBOp. AKO NpHeMeTe eJHOKPaTHA 1034 WK H3MO/I3BaTe JAEKApPCTBOTO 38
KpaTko Bpeme, 0GHKHOBEHO He ce HabnonaBaT edeKTH BBPXY CnocoGHOCTTa 3a wodHpane H paboTa
€ MallIMHY.

OKJIMC ®OPTE 600 mg rpany/a 3a nepopajieH pasTBop ChABPXKA ACNAPTAM H 3aXapo3a
OKJIUC ®OPTE 600 mg rpaHyni 3a nepopasieH pa3TBOp ChABbPXKA ACTAPTaM, KOHTO & H3TOYHHK Ha
dennnanannn. Moxe Ia e BpesieH 32 Xopa, CTpaJalii oT QeHHIKETOHYHA.

OKJIKUC ®OPTE 600 mg rpaHyu 3a nepopajieH pa3TBOp ChAbPKA 3aXapo3a. Axo Bawuar nexap
By e kasan, ye HMaTe HENOHOCHMOCT KbM HAKOM 3aXapH, MOCHBETBANTE Ce C HEro NMpelH Ja
B3EMETE TO3M MPOAYKT.

Tosn nekapcTBeH IPOAYKT CHABPHKA HATPHH, NO Manko ot 1 mmol (23 mg) Ha no3a, T.¢.
NPAKTHYECKH HE ChIbPKA HATPHH.

3. Kak aa npaemate OKJTHC ®OPTE 600 mg rpany.iu 3a nepopajien pasrsop

BuHarn npuemaiite ToBa IEKapCTBO TOYHO KAKTO € OTIHCAHO B Ta3H JIMCTOBKA WM KakTO Bu e kazan
Bawrat nexap unu dapmalert. AKO He CTe CHIYPHH B HELLO, NonHTaiiTe Baiua nekap wiu
¢dapmanesT.

OKJTUC ®OPTE 600 mg rpasynu 3a nepopaieH pasTBOp ce npuema npe3 yctarta. Hacunere
CBABPKAHMETO Ha CAllETO B MTOJIOBHH Yalla BoAa i pas0bpKaiire.

BaxHO e na nipuemare HaH-HMCKaTa 203a 33 Hali-KpaTKus IEPHOJ OT BpeMe, HeoBXoaum 3a
obnekuapane Ha Bamnte cumrromu. Ako umaTe HHEKLHS, KOHCY/ITUHpaiiTe ce HezabaBHo ¢ Bawns
Jiexap, ako CUMITTOMMTE {BHCOKa TeMnepaTypa H 60/1ka) Mpoab/KABAT KM Ce BIOMIABAT { BIDKTE
Touka 2 Kakso Tp:a6sa na 3xaere, npenv na npueMete OKJIUC OOPTE 600 mg rpanyau 3a
NEpOpasIeH pasTBOpP).

BuipacTaa m wHomH saa 14 ronann

Hozata TpaGpa 1a ce KOpPHrHpa B 3aBHCHMOCT OT TeXKecTTa Ha 3a60/19BaHeTO M CHCTOSHHETO Ha
nauuenTa. [IpenopbunTenHa n03a 3a BB3PACTHH Y IOHOIIM Ha BL3pacT ot 14 10 18 roawnw e 1 came
(600 mg) Ha Bceku 6 10 8 waca, B 3aBUCHMOCT OT T€XKECTTA HA CHCTOAHHMETO M OTTOBOPA KbM
NeveHHeTo. B HAKOM CiTyday € BhIMOXHO /1 ¢a HeOOXOAMMM [10-BHCOKM 103K, HO TIPH BCHYKH CTY4aH
Ce NpenopbYBa a He ce NPeBHINAaBA MAKCHMAaJTHATa JHEBHa fo3a ot 2 400 mg npu BB3pacTHU K

1 600 mg npu 1oHOWH Ha BB3pacT oT 14 g0 18 rogunm,

Ynotpe6a npH Jena H oHOMIH
OKJIUC POPTE 600 mg rpady;u 3a nepopaies pasreop He TpabBa Ja ce NPHEMA OT JeLia H IOHOWH
Ha BB3pacT Mo 14 roauHH, THi KaTo Ao3ata KOyNpodeH He e MOAXOIANIA 3a Ta3K BB3PAcToBa rpyrna.

INannenTH B cCTapYecKa BB3paCT
AKo cre Ha BB3pacT Hap 60 roguuM, Bawnat Jiekap Moxe Aa Bu npeammue mo-uucka no3a or
obuuaitHara. B To3u cyuaii mpueMalite TOYHO NpeanucasaTa no3a.

IlanrenTH ¢ 6u0peuno w/man yeproapoGHO 3aGonnBane
Axo ctpagate ot 686peuno Wunn yeproapobHO 3abonaBate, Bamuar nexap Moxe na Bu npeanuie
Mo-HUCKa 1034 oT obu4aiinara. B To3H ciyuail npuemaiite TOUHO TpeanKcaHaTa J03a.




AKo cTe OpHEJIH NoBede oT Heobxoaumata 103a OKIMC ®OPTE 600 mg rpanyna 3a
HIepopaIeH PAa3TBOP

B ciyuait Ha npenosupane win cnyuaiino norneinaxe, He3abaBHO ce KOHCYATHpaltTe ¢ Bawua nekap
WK (GapMaLeBT, Wi noceTeTe Hal-6nn3kaTa G0MHHLA 3a NIPelleHka HA PHCKa WIH 3a J1a TIONyHHTe
CBBET 3a ACHCTBHATA, KOMTO Aa NpeATnpHEMeETe.

CumMriToMHTE Ha Npeo3HpaHe MOTaT a BKTIOYBAT aJieHe, cToMaiuHa 60ka, NoBphilase (¢ KPbB),
CBETOBBPTEIK, CMA3MH, XHIIOTOHHA (HHCKO KPBBHO HANATAHE) HIH HAMAMEHO HHBO HA Ch3HAHHE,
r1asofonue, WyM B yinuTe, OGBPKBAHE H CIOHTAHHH ABIOKEHHs Ha oumte. [TpH BuCcOKH 103K ce
cbob1asa 3a CbHIMBOCT, GONKH B IEPAHTE, ChpliebHeHe, 3aryba Ha Ch3HaHHe, KOHBYJICHH ([/1aBHO
npu Aeua), c1abocT W OTNATHANOCT, KPB B YPHHATA, CTYEHH TPHIKH H 3aTPYIHEHO JMIIAHE.

Pszko MOrar fia ce NOSBAT No-CEPHOIHH CHMITTOMH KATO CTOMALLIHO-YPEBHO KbPBEHE, HHCKO KPBBHO
HajdraHe, rep40OBe H IHXATC/THH HapylieHHsa. B cnyyau Ha Texkka MHTOKCHKalMsa Moke 1a Obe
HAcThIIK 6B6peYHa HENOCTATHYHOCT U YEPHOAPOGHO YEpEXaaHe.

B cayyali Ha normbluane Ha roneMu KonudecTea TpaGea 1a ce NPUIOKH aKTHBEH BbIVIeH. Manpaszpane
Ha CTOMAIIHOTO ChABPKHMO MOXE A C€ H3BBPILH aKO Ca MOTBJIHATH 3HAYMTETHH KOJIHYECTRA K B
pamMkuTe Ha 60 MMHYTH clea NOrTHIIAHETO.

Axo cTe nponycaans aa npuemere OKJIMC ®OPTE 600 mg rpany.in 32 nepopaien paiTeop
He B3emaiite nsoiina n03a, 3a Ja KOMIEHCHPATE MPONYCHATATA 1033, AKO MPOITYCHETe A03aTa CH,
B3EMETE A, BEIHAra LLIOM CH CIIOMHHTE. BBIIpeKH T0Ba, ako BPEMETO Ha CNIEIBALIOTO XPAHEHE € MHOIO
Gnuzko, nponycHeTe Jo3aTa M B3EMETE CleBALIATA 032 B 06MHaltHOTO BpeMe.

AKO HMaTe HAKAKEW JIOITbJIHHTEIHA BBIIPOCH, CBBP3aHK ¢ ynoTpefaTa Ha TOBA JICKAPCTBO, NOMHTAHTE
Bamns nexap nau (apmauent.

4. BB3IMOXKHH HeXeJAaHH PeAKNHAH

Kakro seuikn nekaperra, OKJIMC ®OPTE 600 mg rpanynu 3a nepopanex PasTROp MOXKE Ja
NPEJM3BHKA HEWE/IAHH PEAaKLHH, BBIIPEKH Y€ HE BCeKkH i nomy4asa. Hesxenanure nekapcTreHu
PEaKLMH Ca MO-YeCTO CPELIaHH NIPH NALIKEHTH Ha BB3pacT Hax 65 roguHu. BeposTHocTTa 3a nossa Ha
HEXEJIaHH PeaKiiHH € NO-HHCKA NpH ynoTpeba 3a KpaThK MEpHOA H KOTATO AHEBHATA 1033 € MO-HHUCKa
OT NIPENopbYHUTENHATA MaKCHMANHA 1034.

IIpexparere ynorpe6ara na OKJIMC ®OPTE 600 mg rpanyau 3a mepopaJiel pasrsop u
He326aBHO MOTBPCETE METHRHACKA NOMOII, aKO 3a0€eNeXKHTE HAKOH OT CJICIHHTE CHMITTOMH:
® YepBEHHKABH IUIOCKH, NOJOGHH HA MHINEHA HWTH KPBIUIH NETHA RO TOPCa, YeCTO ¢ MEXYPH B
UEHTBPA, feeHe Ha KOXKaTa, A3BH B YCTaTa, MbPJIOTO, HOCA, FCHHTATHHTE M O4HTe. Te3u
CEPHO3HM KOKXHH 0OpHBY Morat Aa 6bAaT npeliieCTEAHH OT NIOBUILIEHA TEMNIEPATYPa H
rpUNONonoGHK CHMITOMH [eKCOTHATHBEH NEPMATHT, EPUTEMA MYIITH(HOPME, CHHAPOM Ha
CruBbHC- [DKOHCHH, TOKCHYHA EMUAEPMATHA HEKPOJH3a);
®  IIHPOKO pasnpocTpaHeH o5pHB, IOBHILIEHA TENIECHA TEMIIEPATYPA U YBEJIHYEHH THMBHH
ep31H {DRESS cunapom);
®  4YEpBeH, JIIOCTECT, ILHPOKO pasnpocTpaHeH OOPHB ¢ NOAKOKHH NIOAYTHHH H MEXYPH,
ApHIPY3KEH OT NOBHIUEHa TeMreparypa. CHMITOMHTE OOHXHOBEHO CE NOABABAT B HAYAIOTO
Ha IeYEHHETO (OCTpa reHepaTH3HPaHa eK3aHTEMAaTO3Ha MyCTYN03a).

YecToTaTa Ha NpEACTaBEHHTE NO-A0NY HEXXEAHU PeaKiMi € ONPENEIeHa KAKTO CleQBa: MHOTO YECTH
(=1/10); uectn (=1/100, <1/10); newectn (=1/1 000, <1/100); peaku (= 1/10 000 ao <1/1 000); MHOro
peaxu (<1/10 000); ¢ HemaBecTHa 4ecTOTa (OT HANHYHHTE JaHHH He MOXe 1a Obe HaMpapeHa OLIeHKa),
Habmonasar ce cneqHHTe HeXenaHu PpeakuHH:

Nndexunu n nndectanun
Mnozo pedxu: 060CTpAHE Ha BB3NANCHHA, CBBP3AHH C HHDEKUMH (HAMD. HEKPOTH3HpALL tac
KoeTo chrenana ¢ ynorpebara Ha HCTIBC



Hapymennd Ha KPbBTa H TAMQRATA CHCTEMA

PeOku: annacTHYHa aHeMHA (CIIHO HaMansBaHe Ha 6pPos Ha KPHBHUTE KJTETKH, KOETO BOJM 0
c1aboCT, NOABA HA CHHMHM HITH YBE/THHEHA BEPOATHOCT OT BB3HHKBAHE HA MHGEKUH)

Mhrozo peoxu: HaManssane Ha 6pos Ha TPOMGOLIUTHTE, HaMansABaHe Ha 6post Ha GenHTe KPHBHH
KJETKH (MOXKeE Jia Ce MPOABH C 4eCTH MHGEKLMH C RBHCOKA TEMNEPATYpa, BTPHCAHE WIH Bb3MANEHO
rBpIIO), HaMa/lABaHe Ha (pod Ha YepBeHHTe KPHBHH KIETKH (MOXe 1a ce TIPOsBH ChC 3a1yX u Gnesa
KOXa), NOHIDKeH Gpoif Ha rpaHyounTHTe (BUA OeNM KPBBHH KINETKH, YHHTO HEJOCTHT MOXE 1a
NPEeApasnoNoNKH OPraHH3Ma KbM HHQEKLMH), TAHUHTONEHNA (HEROCTHT Ha ICBKOLIMTH, EPHTPOLHTH 1
TPOMGOLIMTH B KPBBT2), arpaHy/IoUKMTO3a (CHITHO HaMansBaHe Ha GPOs Ha ONpeNie/ieHH GelTH KPhBHH
KJIETKH, KOETO YBEIHYaBa BEPOATHOCTTA OT Bb3HWKBAHE Ha HHPEKLIHH), XEMOTHTHYHA AHEMHS
(npexxaeBpeMeHHO pa3pylliaBaHe Ha Y€PBEHUTE KPHBHH KJIETKH). [TLPBHUTE CHMNTOMM Ca; NOBHIIEH
Temniepatypa, 60JKH B I'bpP/IOTO, IOBbPXHOCTHH A3BH B YCTATA, IPHTIONOAOGHH CHMITTOMH,
M3KIIIOYATE/HA YMOPA, KBPBEHE OT HOCA M KOXKHH KPBBOHIMBH. Y AB/DKEHO BPEME Ha KLpBEHE.

HapymeHds Ha HMyHHATA CHCTEMA

Heuecmu. aneprivna peakting, peakUHH Ha CBPBXHYBCTBHTEITHOCT ¢ OGPHB H ChpGex, KaxTo U
4CTMATHYHH MPHCTBITH (Bb3MOXKHO € Aa Ce NPOABH €IHOBPEMEHHO C MOHIKABAHE HA KPBLBHOTO
HalAraHe)

Pedxu: anadunakcus (reHepaTu3¥paHa ANEPruyHa peaKins)

Mro20 pedxu: TexKN peakUHH Ha CBPBXUYBCTBUTENHOCT (MOTAT [1a CE XapaKTePHIUpaT ¢ OTOK Ha
JIMUETO, €3UKa, NapHHKCa, GPOHXOCNAZbM, JHCITHES, TAXHKAP/IHA H XHMIIOTOHHA, KOMTO MOraT Aa 6baaT
KHBOTO3ACTPALIABALIIH)

IlcHXHYHA HApYmEHHR

Hevecmu: GeacbHune, TpeBOXKHOCT, 6e3N0KOHCTBO

PeOxu: NCHXOTHYHA peakuyd, HEBPOTHIBM (TPEBOXKHOCT H EMOUMOHANTHA HECTABHIHOCT),
pa3apasHHTEHOCT, AENPecHs, 00BPKAHOCT, Je30PUEHTaLHMSA

Hapymenus ra HEpBHATA CHCTEMA

Yecmu: ymopa, rnaBoGo/ne, HepasonokKeHHE, CBETOBLPTE

Heuecmu: Gescbrne, Bp36yaa, pasApazHUTENHOCT

Peoxu: napecresus (M3TpBNBaHe, MpaByUKaHe 110 KOXATA Ha PLIETE M KpaKaTa)

Mro20 peoxu: acenTHYEH MEHHHTUT (BB3NA/ICHHE HA MEHHHTHTE (MOBYHHTE 0OBUBKH), KOETO He €
ApHYKHEHO OT OakTepHn). B noBeyeTo cryyau, B KOMTO ce cboOLIABA 38 ACENTHYEH MEHHHIHT npy
ynoTpebara Ha HGynpodeH, TaLHEHTHTE CTPAJAT OT HAKaKBa (hOpMa Ha ABTOMMYHHO 3a60nABakHe
(Hanpumep, CHCTEMEH JTYITyC EPHTEMATO3YC WM APYTH 3a60/19BaHHA HA CheIMHHTE/HATA THKaH),
KOETO € MPeACTaBABAN0 PUCKOB (hakTop. CHMIITOMH Ha acenTHYEH MEHHHIHT ca CKOBAHOCT Ha BpaTa,
rnasofonue, rageHe, NOBPbILAHE, OBHIIEHA TEMIEPATYPA WIH AC30PHEHTALMS.

Hapymenns Bna ouHTe

Heyecmu: 3putenHy HapyllleHUs

Pedxu: aHOPMAITHO WIH 38MBIJIEHO 3peHHe

C weuseecmna vecmoma: nanwuieneM {Bb3naJeHUe HA OYHHUS HEPE)

Hapymiends Ha yX0TO B 1a0HpHATA
Yecmu: cBETOBBPTEN

Hevyecmu: mym B yiumre

Pedxu: HapyleHus Ha ciTyxa

Cohpaednd HApYIIeHHS

Jlekapctea kato OKJTMC ®OPTE 600 mg rpanynu 3a nepopaiex pasTBOp Morart Ja ObaaT
4COLUHHPAHH C MOBHIICH PHUCK OT MOABA HA ChPACYEH Yaap KITH HHCYT.

Mhnozo peoxu: cepuebuene, ChpAeYHA HEIOCTATBYHOCT

C neussecmua wecmoma: cvpiieyeH apect, cMHApom Ha Kyruc (6onka B rbpauTe, 3a0yX H
chpuebHeHe B CIGICTBHE Ha CEPHO3HA ANEPrHYHA PEakiHA)

CobaoBR Hapymenns




Oroww, noBHIuaBaHe Ha KPbBHOTO HAJIATAHE H NOABA HA ChP/EHHA HEJOCTATHYHOCT CHIIO ¢a Guiu
HabJwonaBany npu npreM Ha uGynpotex (kato OKJIMC ®OPTE 600 mg).

Mno20 pedxu’ NOBRIIEHO KPLBHO HAJIATAHE

C neuszéecmua vecmoma: aprepuanta TpoMbo3a

PecnupaTopnn, rpLAHE B MeJHACTHHAJIHN HApYmeHRs
Heuecrmu. actma, oboctpsHe Ha acTMa, GpPOHXOCTIa3bM, AUCTIHES (zanyx)
C neussecmra yecmoma: npasHeHe B IbPOTO

CroMamRo-upeBHH HAPYIIEHAA

Hali-yecTo cpelannTe HexenaHH NekapcTBEHM peakiiMM NIPH NPHEM Ha JekapeTia kato OKJIUC
@OPTE 600 mg rpaHyH 3a nepopasieH pasTBOp ¢a CTOMAIHO-YPEBHHTE HapyLIEeHHUA: CTOMAIIHH
#A3BH, KbPBEHE OT CTOMAILHO-YPEBHHA TPAKT, NepdopaLuH (B HAKOH cilyyar haTanHu), ocobeno npu
MaHEHTH B CTapHecKa Bh3pacT.

Hecmu: croMawHo-upeseH TuckoMbopT (kncenunn, pedrykc), 60KH B Kopema, rajeHe, NOBpbLIAHE,
nonysaHe, [HapHs, 3aMeK H JIEKO CTOMALIHO-YPEBHO KbPBEHE, KOETO B H3KIIOUHTENHH CYHaH MOXKe
Ja AoBenie 0 aHeMHA

Heuecmu: cTOMAILHO-YPEBHM A3BH C NOTEHUHANHO KbPBEHE M NeppOpaliA, yIILEPATHBEH CTOMATHT
(BBb3naneHHe Ha TMraBHUATA Ha YCTaTa C A3BM), 0GOCTPIHE Ha KONKT H 60necT Ha KpoH, menena (kpee
B H3NPaKHEHHATA), FACTPHT

Pedxu: nosprllaHe Ha KPbB

Mnozo pedxu: Bp3nanenue Ha XpaHONIPOBOAA, Bh3NAIEHHE HA 3aNCTOMANIHATA JKe3a, YpeBHa
HEMPOXOAHMOCT

C neusgecmua vecmoma: aHOpeKCHa

XenaToOHTHADHA HApYIMIeHHA
Peoxu: yBpexane Ha YepHHA Ipos, XENATHT, HApYIIEeHH B YePHOAPOGHATA GYHKLHMSA M KBIITEHHIIA

HapymieRnsa Ha KOXKATA R NOAKOKHATA THKAH

Hecmu. koxxeH 0OpHB

Heuecmu: 3aueppaBane, chpbexk wnM NOAYBaHe Ha KOXKATA, mypitypa (3aonaBaHe ¢ MHOXECTBO
MAaJIKH KPEBOH3JIHBH 10 KOXKATA)

Peoxu.: anapi1akTMYHH peakiny

Mrnoz0 pedxu: Texxm KoxHH Hexelanu peakuni (SCAR) (BkarounTenso epuTeMa MyAaTH(OpMe,
eKC(IO/IHATHBEH IEPMATHT, CHHIPOM Ha Stevens-Johnson u TokcHtHa emuaepMaIHa Hekponusa). B
penku ciay4au No BpeMe Ha BapHLEIA MOTAT A2 Bb3HAKHAT CEPHO3HH KOKHH HHPEKLMH H
YCIIOKHEHHA HA MEKHTE ThKAHH.

C neussecmna vecmoma: NeKaPCTBEHA PEAKLHSA ¢ COSHHOPHIIMSA B CHCTEMHH CHMITTOMH (DRESS
CHHPOM), OCTpa reHepaH3HpaHH eK3aHTeMaTo3Ha mycTyno3a (AGEP), uyBcTBATEIHOCT Ha KOXKATa
KbM CBETIIMHA

Hapymenus Ha 6b0peunTe B NHKOYHATE MBTHIIA

Peoxu: xemaTypus (KphB B ypHHaTa)

Mhnozo pedxu: otouu (npusHak, koo Moxe fa GbIe nokasaren 3a 6v6peuno yepexaane,
BIHOYHTE/HO OBOpedHa HENOCTATBYHOCT), MIANKWIAPHA HEKPO3a (YBpeXaaHe Ha 6BuOpeuHHTE Manwin),
MOBHLIEHH CTOHHOCTH Ha MHKOYHA KUCEIMHA B KPBBHATA IUTa3Ma

B®3 ocHoBa Ha OnKTa ¢ HECTEPOHIHHTE NPOTHBOBBIMATMTEAHH CPEACTBA, HE MOTAT 1a GhaaT
H3KIIOYCHH ¥ ClTy4ad Ha HHTePCTHUHAIEH HepHT, HepPOTHYEH CHHAPOM 1 6B6peuna
HEJOCTATLYHOCT.

O6mu HapymieHHs ¥ e)eKTH Ha MECTOTO HA OpPHIOKEeHHe
Mro20 pedxu. OGOCTPAHE Ha BE3NAICHHATA 110 BpeMe Ha WH(EKIIMO3HM NPOLIECH
C weussecmna vecmoma: oTok

Hacrensanns
Peoxu: npoMenn B TecToBeTe 3a YepHOAPOOSHa byHKIMs
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C neuzeecmna wecmoma: IpoMeHH B TecToBe 3a OEOpeuHa dyHKIHs

Ho MoMeHTa He ca chobuaBaHH CEPHO3HH AlTEPrHYHH PeaKUWH NpH ynotpe6a Ha OKJTUC GOPTE
600 mg rpaHy/iH 3a nepopaneH pasTBOP, BLIPEKH TOBA T HE MOTAT 42 OBAT HIKHOYEHH. Ipossure
Ha TO3H BHJ peaKiliH MOTAT Ja BIJIIOYBAT: TPECKA, KOXEeH 00pHB, GOJKH B KOpPEMa, CHITHO
riaBoGonue, ranexe, NoBpeiaKe, aHruoeeM (NoMyBakHe B 06NACTTa Ha JHLETO, LIMATA, €3MKA U
IbPIIOTO), 3a1yX, ACTMA, ChpLebHeHe, XHIIOTOHNA (TIOHKKABaHEe HA KPBBHOTO HAJLAraHe) WK LIOK.

AKO Ce NOSBA HAKOA OT CJICZIHHTE HEXKENAHH PEAKLIMH, CIIPETe JCYEHHETO U He3abaBHoO ce obbprerte
KkbM Bawig nekap:

- AICPTHYHM PEAKIHH KaTO KOXKHH OOPUBH, NIOAYBAHE HA JIHLIETO, XPUITOBE B IbPIHTE WIH

3aTPYNHEHO OHIIAHE

- NOBPBINAHE HA KPBB

- KPBB B H3NPOKHEHMATA MAH KbPBaBa AMAPHA

- cuiHa 6onka B croMaxa

- Mexypu wiH fenese Ha KoxaTa

- TeXKO MM NOCTOSHHO riapoGonue

- JKbITEHHLA

- TPH3HALH Ha CBPBXHYBCTBHTEIHOCT (BiK. [10-TOpE)

- [OJyBaHe Ha KPaHHHILMTE, OTOLM B PBLETE HAM KpaKaTa

- 3PHTEIHH CMYLUEHHS

AKO NOJ1y4nTe HAKAKBH HEXENAHH JEKapCTBEHH PeaklHH, yBeaoMeTe Baimus JieKap HnH dpapMauesT.
ToBa BKTIO4BA BCHYKH BE3MOXKHH HEOTIMCAHH B Ta3M JTMCTOBKA HEXENaHH peakiyu. MoxeTe ChIIo 1a
ChOOLINTE HEXKETAHKM PEAKLIMK THPEKTHO Ypes:

H3nbnnraTenna Arenuns no Jekapcrsata

Cotusa 1303, yn. Jamsau Ipyes 8
Ten.: +359 2 8903555; daxc: +359 2 8903434

e-mail bda@bda.bg

Karo croBiuapate Hexenann peakiuu, MoxeTe [1a aneTe CBOS MPHHOC 3a NoNy4yaBaHe Ha NOBeYe
WH(OPMAaLHs OTHOCHO 5€30MacHOCTTa Ha TOBA JIEKApCTRO.

5. Kak aa cexpanssare OKJIMC ®OPTE 600 mg rpanysin 3a mepopanen pasTBoOp

Ha ce chxpaHABa Ha MACTO, HEAOCTBITHO 3a JELA.

Ma ce cexpansba noa 30°C. CbxpahssaiiTe caiueTara B KAPTOHEHATA OIIAKOBKA, 3a 1a ¢e MpeArnasy or
CBETJIMHA W BAA&ra.

He vsnon3gaiite ToBa nekapeTso cilea cpoka Ha rogHOCT, oTOenssan BbpXY KAPTOHEeHATa ONaKOBKa
cnen “T'ogeH 10:“. CPOKET Ha rOAHOCT OTTOBAps Ha MOCNEIHHA JAeH OT OCOYEHHA MECELL

He m3xpbpiisiite nexapcTsara B kaHATM3ALMATZ WIM B KOHTeHHepa 32 AOMAIIHH OTIIAXBIIM,

[onwuraiite Bawua dapMauesT kak 1a H3XBbPAATE IEKAPCTBATA, KOMTO BEYe He M3NON3BaTe. Te3u
MEDKH Ille CrIOMOTHAT 33 Ona3BaHe Ha OKOJIHATA CPeaa.

6. Cuabpkanse HA OMAKOBKATA A A0MbJAHHTEIHA Hadopmanua

Kaxgo cuanpxa OKJIUC ®OPTE 600 mg rpaHyQid 3a Nepopajien pa3TBop
AKTHBHOTO BellecTBo € WGynpoder. Beako cawme cuappska 600 mg ubynpodeH (karo HEYTIpo
ApPTHHHH),

Jlpyrute cecTaBku ca: apriHuH, acriapram (E-951), saxaposa, HaTpHeB GuxapboHar, 3axap
HaTpHeB JIaypHn Cyadar, MEHTOIOBA eCEHLHS, MEHTOBA eCEHLIMA.
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Kax msraexaa OKJIMC ®OPTE 600 mg rpany.u 3a nepopaien pa3TBop H KaKBO CHIBPAA
ONaKoBKATA

OKJIMC ®OPTE 600 mg ca Genu 10 noutH Geun rpaHyTH ¢ MEPHC Ha MEHTA, OTIAKOBAHHM B calleTa
OT XapTHSA/ATyMUHHH/TIONHETHIIEH.

[pennara ce B kapToHeHH KyTuu ¢ 10, 20, 30 1 40 cawera.

He Benuxy BunoBe onakosky MoraT a 6bIaT mycHath B nponak6a.

IlpuTexarten Ha palpemenneTo 3a ynorpeba n npon3BozRTE]

IIpATexaTe)1 HA paspemeHueTo 32 ynoTpeba

Xeren ®apma bearapus EOOJ]

*.K. Cotus Iapk, 6n. 118, an. 1, 1766 Codus, Brirapus

IpousBoautenn

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

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

HJata na nocienno npepasraexaane Ha JACTOBKATA:




