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JIncroBka: HHPOpMALHH 32 NOTPeOHTE IS JJ WAVE AoV X

OKJIUC ®OPTE 600 mg rpany.in 3a nepopaJjien pa3TBOp B camie oy =
Hoynpoden (karo uOynpoden L-aprunun) ~ 66 ?3'7/ 05 -11- 1074

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

[IpouereTe BHHMATEIHO ISJIATA JJHCTOBKA, NPE/IH /12 3aN04HETE 1a NPHEMAaTe TOBA JIEKAPCTBO,

Thil KATO T ChAbPKA BakHa 3a Bac undopmanus.

BunHaru npuemaiite ToBa JIEKAPCTBO TOYHO KAKTO € ONMCAHO B Ta3H JIMCTOBKA HJIM KakTO Bu € ka3au

Bamus nekap uiau apMaLieBT.

- 3anazere Ta3u JUCTOBKA. MOXe /1a ce HAJIOXKH /J1a sl MPOY€eTeTEe OTHOBO.

- AKO ce HY>XJIaeTe OT JIOITbIHWTETHA HHDOPMaLIMS UK CbBET, nonuraire Bawms ¢papmauesr.

- AKO ciie/1 3 IHM TIPH IOHOIIM U 4 THU NPH BB3PACTHH HE Ce YYBCTBATE 10-100pe Wiu
cbCeTOSHMETO BH ce Bioiy, TpAdBa 1a NOTHPCHTE JIeKapcKa MOMOLL.

- AKO NMONTYYUTE HAKAKBH HEXEJIAHH peakLyH, yBeaqomere Bawus nekap wim papmauent. Tosa
BKJTFOUBA U BCHYKH BBb3MOKHH HEXKEJJaHH PeaKkLMMi, HEOMUCAHHU B Ta3M JIMCTOBKA. Bykre TOouka

4.

KakBo ¢chAbpKa Ta3H JIHCTOBKA:

1. Kakso npeacrasnsea OKJIMC ®OPTE 600 mg rpanyv 3a nepopajieH pa3TBop H 3a KaKBO Ce
U3I110J13Ba

2. Kakso Tps6Ba na 3Haete, npeau aa npuemere OKJIMC ®OPTE 600 mg rpany/iu 3a nepopaJsieH
pa3TBOP

3. Kak na npuemare OKJIMC ®OPTE 600 mg rpaHynu 3a nepopajieH pa3TBop

4. BBb3MOXKHH HEXEJIAaHU peaKL UM

5. Kak na cexpanssare OKJIMC ®OPTE 600 mg rpaHy/iu 3a nepopajieH pa3TBop

6. Copabp)kaHue Ha ONIAKOBKATA W JAOMBJIHUTEIHA HHOpMALIHS

1. Kaxso npeacrasiassa OKJIMC ®OPTE 600 mg rpany.n 3a nmepopaJjieH pa3TBOp H 32 KaKBO
ce H3Mo0J/I3Ba

OKJIUC ®OPTE 600 mg rpaHy.iu 3a rnepopajieH pa3TBOp ChAbprKa aKTHBHOTO BEILECTBO HOynpogeH
(kaTo ubynpodeH L-apruHuH), KONTO NPHHAIEKH KbM I'pyliara JiIeKapcTBa, HApe4eHU HECTEPOHIHH
npotuBoBb3nanuTesHu cpeacrsa (HCIIBC).

OKJIUC ®OPTE 600 mg rpany.Jiu 3a nepopajieH pa3TBOp Ce M3M0J13Ba IPH Bb3PacTHH U JAella Ha 14
FOJMHH U MOBEYEe 32 CUMIITOMATHYHO JIEYEHHUE Ha:

- Bwucoka remneparypa

- Jleka no ymepeHa Oonka, BKJIIOUMTEIHO I71aB000/IME, MUTPEHA

- bOJKH B MYCKYJIUTE H CTaBHTE

- ITepBuyHa qucMeHopes (6one3HeHa MEHCTpyalus)

2. Kakso TpaOBa na 3Haere, npean xa npuemere OKJIMC ®OPTE 600 mg rpany.n 3a
nepopaJjieH pasTBop
i : "::":'-':?r‘.
He npuemaiite OKJIMC @®OPTE 600 mg rpany.,u 3a nepopaJjieH pasTBop, ako:" .. *f e
- CTe aJIepruyHU KbM HOYNpodeH Wik HAKOA OT OCTAHAJIUTE ChbCTABKH Ha KIHAC. OOPTE ¢
600 mg rpany.u 3a nepopaieH pasteop (M36poerH B Touka 6). [TpusHaliy HA anepruuHa

peakiiis KbM TOBA JIEKAPCTBO, BKJIFOYHTEIIHO MPOOJIEMH C JUIIAHETO, l{loj:{ytaﬂe B o0nacTta H \‘
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IIpexparere He3abarHO ynotpedata Ha OKJIMC OOPTE 600 mg rpanynu 3a nepopaneH
pa3TBOP H ce CBhpkeTe He3abaBHO ¢ Baing nexap win norspcere He3abaBHO cnelHa
MeZHLIMHCKA MOMOIL, aKo 3a0eeKHTE HAKOK OT Te3H MPHU3HALH,

- HMaTe TeXKo YepHoaApoOHOo uin 6s6peuro 3abongBaHe.
-  HMare WM CTE€ HMaJIH BB3NANeHHE Ha CTOMAXA HTM KbPBEHE OT JIBAHAJECETONPBCTHHKA WIH

cTe UMaJIH nepdopalHa Ha XpaHOCMWIATEIHATA CHCTEMA,

-  MOBPBILATE KPhHB;

-  MMATe YepHH H3NpPaXHEHHA WM KbpBaBa JHapHs;

- HMAaTe AKTHBEH MO3BYHO-CHAOB KPBBOH3NUB HIIH APYro AKTUBHO KbPBEHE,

-  MMAaTe HapYWEHHA Ha KPhBOCHCHPBAHETO WIH NIPHEMATE JIEKAPCTBA, KOUTO BIIUAAT BLPXY

KPBBOCHCHPBAaHETO. AKO € HeoOxoAuMa efiHOBpeMeHHa ynorpeba Ha ubyrnpodeH ¢ Takss THIN
NexkapcTha, BallMAT nekap 1€ H3BBPIIK HYKHHTE H3CJICABAHKA,

- HMAaTC TeAKKa ChpacvHa HEQOCTATBYHOCT,
- CTpaaaTe OT TCKKA ACXHUAPATALIMA, IPHYHHCHA OT MOBPBIIAHE, AHAPHA WIH HEAOCTATBYCH

NIpYeM Ha TEYHOCTH;

- cTe B nocjaeaHuTe 3 Mecela Ha OpeMeHHOCTTA.

IIpenynpexieHns H NIpeANa3IHH MEPKH

Koucyarapaiite ce ¢ Bamus jsexap nan papmanest, npead 1a npaemere OKJIHC POPTE
600 mg rpanyasa 3a nepopajieH pa3TBOp, IPH CJIEAHRHTE CbCTORHAS!

AKO umMaTe oTouM (3aTbpXKAHE Ha TCUHOCTH);

AKO CTE CTpanain WIH CTpazgaTe OT CbpAe4HO 3a00nsiBaHe HIH XMITEPTOHHS (BHCOKO KPBBHO
HaAraHe);

AKo cTpajare OT acTMa WM JPYro PECHpaTOPHO 3ab0sABaHeE;

Axo nexynare uHpexima, Thii kato OKJIUC ®OPTE 600 mg rpadynu 3a nepopajieH pasTBop
MOJKE /1a MaCKHpa BHCOKATA TeMIIepaTypa, KOSTO € BaKeH NPU3HAaK MPH KH(PEKUHUATa (BHKTE
»HPEKIHH" 11o-101y);

Axo umarte 6BOpeuno win yepHoapoOHOo 3aboiABaHe; 8K cTe Haa 60 roaMHH, ako € HEOOXO0AMMO
1a IPHEMATe TOBA JIEKaPCTRO 3a MO-MPOABJDKHTEIHO BpeMe (MoBeye oT 1-2 ceAMHLIM);

AKO cTpazaTe OT 3HaYHTe/IHA 3aryda Ha TeUHOCTH (BCJIEACTBUE Ha MOBPBIIAHE, AUapH,
HEeJOCTAThYEH IIPHEM HA TEYHOCTH), IPHEMETE MOJIAMO KOJTHYECTBO TEYHOCTH H C€ CBHPKETE
HeszabasHo ¢ Bammmg nexap, Teit kaTo npueMbT Ha HOYNPOQEH B TO3M KOHKPETEH ClTy4ait Moxe Ha
nosesie 1o Op0peyuna HeNOCTaTBYHOCT B pE3YyJITAT HA ACXHApATALUs;

AKO ¥MAaTe A3Ba WJIH CT€ Pa3BWIM KPBROHIIHE WK nepdopatig Ha CTOMaxa WiH
IBAHAIECETONPBCTHHKA, MPOABABALIM Ce KATO CHJIHA WIH HOCTOSHHA DONKa B KopeMa WiH ThMHH
H3MpaKHEHHU, WK JopH Oe3 Ja cTe HMAIH CHMITFOMH MpeaH TOBA.

To3K pHCK € NO-BUCOK, aKO JIEKAPCTBOTO € W3MON3BAHO BbB BUCOKM JO3H H 3a MPOABJDKHTEIIHO
feyeHHe HA NALMEHTH ¢ aHAMHECTHYHH JaHHH 32 NEITHYHa 9384 U MPH NALHEeHTH B CTapyecKa
Bh3pacT. B Te3u cinydyan BammaT nekap Moxke Aa npeLeHH Bh3MOXKHOCTTA 12 By npeanuiue
NIeKAPCTRO 3a Npeana3saHe Ha CTOMaxa,

AKO NpHeMaTe €AHOBPEMEHHO APYTH JEKAPCTBEHH MPOAYKTH, KOHTO BIHAAT BHPXY
KPBEBOCBCHPBAHETO, HATIPHMEP NEPOPATHH aHTHKOAry/IaHTH, JIEKAPCTBA, MOTHCKALILH
TpoMOOLIHTHATA arperaums OT BHa Ha aUeTHWICANHLIMIOBaTa KucenHHa. BaxHo e aa ce orbenexu
CBIIO TaKa, ye ynorpedara Ha Apyry JEKApCTBEHH MPOAYKTH MOXKe [1a NOBUILIM PHCKA OT
KPBEBOM3/IMBH, HATIPUMEP KOPTUKOCTEPOUIH U CEIEKTHBHH HHXUOHTOPH Ha 0OpaTHOTO
3aXBallaHE Ha CePOTOHUHA;

Axo crpazgare ot 6onect Ha Kpou (XxpoHn4Ho 3abonsBaHe Ha YyepBara, MPOsABABAIIO CE C
BL3NAJIEHHE, KOSTO OOMKHOBEHO BOJH IO KbpBaBa AHAPHA) WIH YILUEPO3EH KOIMT;

AKo npHeMaTe JHYPETHIM, Thit kato Bauius nekap Tpadea na npocieassa 6b0peuynara Bu
QyHKLHA;

AKO cTpaziaTe OT CHCTEMEH JIYITYC €pPUTEMATO3YC (XpOHHYHO 3abonsBaHe, KO
MMYHHATA CHCTEMA, HEPBHATA CHCTEMA, KPBBOHOCHUTE CBHIOBE, KOXKATA, CT
YKHIHEHOBAXHH OPraHH), ThbH KaTO MOXKE A4 BB3HHUKHE 4CENTUYCH MEHHHT i %)
MEHHHTHTE (MO3BLYHHTE OOBHBKH), KOSTO HE € NPHYHHEHO OT DaKkTepHs); .": = f .o i

AKO cTpajiaTe OT OCTpa MHTepMHUTEHTHa nopgupHs (MeTaGonuTHO 3a6oABRHe, qacnramo Rp‘bn
BH, koeTo MOXe 18 IPHYHHH CUMITTOMM KaTO 4Y¢pBeHUKaBa YpPHHa, KPBHB B ypuu,a*ra HIY:
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yepHOApoOHO 3aboiABaHe), 3a Ja ce NPEUCHU AajH JICUSHHETO ¢ UOYTpogeH e noaxXoaaIwo;

- Ako cTpagare ot rnapobonue cnea npoIL/DKUMTENEH pHeM Ha ubynpodeH, He TpaOBa Ja
nNpHEMaTe MO-BUCOKH AO3H OT JIEKAPCTBOTO;

- AKO MOJYYHTE 3PHTEITHH HApYILIEHUS MO BpeMe Ha JieueHHeTo ¢ HOyTpodeH, npekpaTeTe ro U ce
KOHCYATHpaltre ¢ Bamua nexap 3a 0QTaIMONOTHYEH MPErNen;

-  TIlpu ynorpe6aTa Ha TOBa JIEKAPCTBO MOraT Ja € NOABAT aJICpPru4uHM peakuiuu, JleueHueTo Tpadea
I1a ¢€ MPEeKPAaTH aKo Ce MOsBH 3a4epBIBaAHE WIH MOAYBaHE Ha KOXKara;

- Bammsar nexap e Bu HabmoaaBa rno-BHMMATEIHO ako npueMare HOynpodeH ciel roisma
orepanus;

- IlpenopbuMTeHO € 1a HE MPUEMATE TOBa JIEKAPCTBO, 8KO HMAaTe BapHLIEA.

BaxxHo e /13 mMpHeMaTe Hali-HACKATa 034 3a Hal-KPaTKHA NEPHOR OT BpeMe, HeoOxoaum 3a
obnexuyasaHe Ha Banipre CHMITTOMH.

He ce npenopbyBa aa npieMaTe ToBa ieKapcTBO eaHoBpeMeHHO ¢ apyrd HCIIBC, sxnounrenno
unKIookcurenasa-2 (COX-2) uaxuburopu.

Hudexuuu

OKJIUC ®OPTE 600 mg rpaHynH 3a nepopajieH pa3TBOP MOXKE Aa CKPUE NPU3HAUNTE Ha HHPEKIIUU
KaTo Temrneparypa u Sonka. [lopangu Ta3zu npuyrHa € Be3MOXHO OKJIMC GOPTE 600 mg rpanynu 3a
rnepopajieH pa3TBOp JAa 3abaBu rOAXOAALIOTO JieyeHHe Ha HHeKLHATa, KOETO MOXKe Jia IOBee 0
NOBHILEH PHCK OT YCAOXKHeHus. ToBa ce Habnmogaea npl GakrepyHanHa MHEBMOHHA H OaKTepHalHH
KO>XHH HH(PEKLIMH (BapHilena). AKO NpUeMare TOBa JEKapPCTBO, JOKATO KMaTe HH(EeKIHA H
CHMITTOMHTE Ha KH(EKIHATA APOIL/DKABAT WK Ce B/IOIIABAT, TPAOBA /1a ce KOHCYITHpaTe He3abaBHO
C JIeKap.

Ob6npHeTe cnenHaino BaumManne npH ynorpeba Ha OKJINC ®OPTE 600 mg rpanynn 3a
nepopajieH pasreop

CepHo3HH KOXHH PeaKl[MH, BKIIOYHTETHO eKC(ONMATHBEH ACPMATHT, epHTeMa MYJITH(QOpPMe,
cHHApoM Ha CTHBRBHC-J/DKOHCHH, TOKCHYHA EITHAEPMAIHA HEKPOJIH3A, IEKAPCTBEHa peaKilui ¢
eo3uHo¢unus U cucreMHd cuMnToMH (DRESS), octpa renepanusupata ek3aHTEeMaTO3Ra MyCTYNo34a,
ca cho0mIaABaHU BBB BPB3KA ¢ ieueHUeTo ¢ ubymnpoden. Ilpexparere yriotpedara Ha OKJIMC OOPTE
600 mg rpaHyny 3a nepopaneH pa3TBOp M He3a0aBHO NOTHPCETE MEANLIMHCKA TOMOLL, aKO
3a0enexxure HAKOH OT CHMITTOMMTE, CBEP3aHH ChC CEPHO3HHATE KOXHH PEaKLUKHU, OITHCAHH B TO4Ka 4
BB3MOXKHH HEXEIAHH peaKilHuH.

Ilpeana3nA MEpPKH NPH NANIHEHETH B CTApPYecKa Bb3pacT

[lanpeHTHTE B CTAPYECKA BB3PAcT HMAT TI0-BHCOKA YECTOTA HA HEXenaHu peakimd xpM HCIIBC, xaro
Hak-4eCTO TE3H peaKUHH ODUBAT CTOMAUIHO-YPEBHO KbPBEHE H neppopalikg, KOUTO Morat aa Obaar
thaTanuu.

IIpeanazaH MepKR, CBLP3aHH CbC CHPACYHOCHAOBATA CHCTEMA

JlekapcteeHn npoaykTH karo OKJIMC ®OPTE 600 mg rpaHyiu 3a nepopalieH pasTBOp MOrar Ja
OBbAaT CBBP3aHU C YMEPEHO MTOBHLIABAHE HA PUCKA OT CHPACUEH HHPAPKT WIH HHCYAT. TO3U pUCK €
NO-BEPOSTEH, KOraTo JIEKAPCTBOTO C€ M3MO0J3Ba BbB BUCOKH AO3H H NPH NPOIBIDKUTENIHO JleyeHue. He
HaJBHHIIABaWTe MPENOPBUKTENHATA H03a WIH NPOIB/DKHTETHOCT Ha Jle4eHHe.

Tpabsa na ce koHcyTHpaTe ¢ Bamusg nekap Wi dapMaiesT, npeau aa npueMere OKJIMC OOPTE
600 mg rpaHyaH 3a NEpoOpalieH pa3TBOP, aKo:
- HMaTe NpobAEMH ChC CHPIIETO, BKIIOYHTENIHO ChpPACYHAa HEAOCTATBYHOCT U CTeHOKAp AU

Oaiinac, nepnd)epﬂa aprepuanHa fonect (BioleHa uupxynauﬂu B Kpaka HXE
NMopany CTECHEHHE WIH 3aIlyliBaHe HA apTEPUMTE) WM AHAMHECTHYHH AgANA u‘dwﬁaﬁg
HHCYIIT (BIJTIOUHTE/THO MHKPOMHCYJT HITH IIPEXOHA HCXeMHUYHa aTaka)y’ i) ; 3 |

- MMaTe BHCOKO KPBBHO HajArane, auaber, BUCOK Xonectepod, GpaMiiHa iﬂmﬁ&?.a 33 . j

o
CbhpAeYHO 3a00NgBaHe, WIM CTE ITyHay. A
ChlLO TaKa TOBA JICKAPCTBO MOXKE 12 NPEAN3BHKA 3aTbPXKAHE HA TETHOCTH, Ocoﬁeuo I‘[pH “WEH[‘I%& I
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CHC CHPICYHA HEAOCTATBYHOCT WM BUCOKO KPBBHO HaNAraHe (XMnepToHus).

J(ExaTe/NHH HAPYIICHHSA

HU6ynpobeH TpabBa fa ce MpHemMa ¢ BHUMaHue NpH MaUKMEHTH, KOMTO UMAT WM ca MMy OpOHXHATHA
ACTMa, XpOHHYEH PHHHT WIH aJepriy, Thi karo e chobillasano, 4e uhynpodeH npuinHIBA
6poHXOCTa3bM, OOPHUB WK aHrHOENEM (TEXKa aepravHa peakiis, KOATO NPHYKHABA MOLYBAHE Ha
NMULETO WIHK I'BPJIOTO) IIPH TE3H MALMEHTH.

llena ¥ WWHOIH

ChbiLecTBYBA PHCK OT 6BOpeuHo yBpeXKIaHe Npy AeXHAPaTHPaHK IOHOLIH.

OKJIUC ®OPTE 600 mg rpanyad 3a NnepopaicH pasTBop He Tpsa0Ba Ja ce npueMa OT AeLa Ha
pB3pacT Mox 14 roaMHu, Tei kato fo3aTa HOYNpodeH, ChabpXKallla Ce B HEro, He ¢ NPeHopbLYHTEHA
33 TA3W BB3PACTOBA IPya.

BiaamoaeHicTBAE ¢ AHANATHIHH TECTOBE

AKo BH ce Hanara J1a H3BBpIIBATE JHATHOCTHYHK TECTOBE (BKJIIOYHTENIHO KPBBHH TECTOBE, TECTOBE
Ha YpHHAT4, KOXHH TECTOBE, IPHU KOMTO C€ M3IO/I3BAT AJIePreHH ! T.H.), YBEIOMETE Bamms nekap, ue
npuemare OKJIUC GOPTE 600 mg, Th# KaTo TOB2 IEKAPCTBO MOXKE Aa OKAKE BIMAHUE BHPXY
pe3yTATHTE.

Ipyra Jexapcerea 8 OKJIHC QOPTE 600 mg rpanysn 3a nepopajieH pasrsop
Tpa6pa na xaxere Ha Bauns nexkap win $papMaUeBT, aKo NPHEMATE, HACKOPO CTe MPHEMAH WK ©
BBL3IMOXKHO Jia IpUeMaTe JpyTH JIEKapCTBa.

OKJIUC ®OPTE 600 mg rpaHy/IH 3a IEPOPAICH pa3TBOP MOXKE Jia NOBJIHAEe WIH NACHCTBHETO My Aa
OBbJie MOBNHAHO OT APYTH JICKapCTRa.
e JlekapcTBa C IPOTHBOCHCHPBAILO fekcTBHE (AHTHKOArY/IAHTH), H3MOI3BAHH 32 »paspexgane” Ha
KpbBTa KAaTO alECTHNCATHLIWIOBA KHCEIHHA, BapdapHH, THKIONHAHH,
o JlekapcTBa, KOMTO MOHWKABAT BUCOKOTO KpbBHO HasAraHe (ACE HHXHOHTOPH KaTO KalTONpHIL,
GeTa-GIOKEePH KAaTO ATEHOJION; AHTATOHHCTH Ha aHrHoTeH3uH [1 peuenTopa Karo JiocapTaH).

JlexapcTBEHHTE MPOXYKTH, H3OPOEHH NO-A0TY, MOraT 12 OKaXKaT BAHAHHE K CIEAOBATCITHO HE TpadOBa
na ce npuemar ¢ OKJIMC ®OPTE 600 mg rpaHy/H 3a nepopasieH pasrsop, Oe3 npeasapHresiHa
KOHCyNTalysA ¢ Bawna nexap:

e  ALETHICATUIWIOBA KUCEIMHA WIH JAPYTH HECTEPOUIHH MPOTHBOBB3MAIHTEIHH KK AHAITETHIHH
CpeCTBa, Thi KATO C€ yBe/IMYaBa PHCKA OT CTOMAIITHO-YPEBHH A3BH H KbPBCHE;

e  AHTHXHIIEPTCH3HBHH jiekapcTRa (Geta-Onokepu, ACE MHXHOHTOpH, aHTATOKHCTH Ha
anruoreH3uH I penenropa) 1 AMypeTHIM (JIeKApCTBA 33 YBEIHYABaHE OTACAAHETO Ha YPHHA):
HCIIBC moraT Aa nOHWKAT e(eKTa Ha JUYPETHLIMTE H IPYTHTe 8HTHXHINCPTCH3WBHH JICKapCTBa.
EnHoBpeMeHHaTa ynotpeba Ha HOyNpodeH ¢ Kaluk-ChbXpaHaBalll AXyPETHLIH MOXKE ia
NPHYHHH XUNIEPKATHEMHS U J1a TIOBHILH PUCKA OT HEPPOTOKCHIHOCT.

e TpoMGOLMTHH AHTHArPEraHTH (MPEAOTBPATABAT OOpa3yBaHeTO HAa TPOMOH/ CHCHPEIM B
KPbROHOCHHTE CHIOBE) KATO THKITOMHIHH;

e  AHTHKOAryJlaHTH (JIeKapcTBa, H3NON3BAHHM 32 ,,pasperkaHe’ Ha KphBTa) KATO Bap(apHH;

e JIuTHii (IeKapcTBO, M3NON3BAHO 32 JIeHEHHE Ha AcNpecHs). BaluaT nekap MoXe Aa KOpUrupa
7103aTa Ha TOBa JIEKapCTBO;

» MeroTpekcar. Baniuar jiekap Moxe a KOPHIHpa J03aTa Ha TOBa aHTUMETabOoMTHO JIEKapCTBO
[0 CHOTBETHHA Ha4MH (TO 3a6aBa pacTexa Ha HAKOH KNETKH, NPOH3BEXKAAHH B OpPIaHH3Ma);

« MudenpucToH (3a NpeKeCBaHe Ha OPEMEHHOCT),

e  JIHrOKCHH WIM ChPAEYHH IIMKO3UAM (M3MON3BAHH 33 JIEYEHHE Ha ChPACYHH 3a00N1ABaHuA ),

e XHOAHTOMHHM KaTO (PEHUTOHH (M3NON3BAaHH 32 JICUEHHE Ha CTIMNIENICHA ),

Ty
 CyndaMuay Kato CynpaMeToKcasos H Ko-TPHMOKCA30) (M3MO/I3BAHH 32 NEUCHAE HAMABON. N
OakTepHaHH HHPEKLHH); o - ’fi%
: YColP R, ' T
e KopTHKOCTEPOKIM KATO KOPTH3OH H NPSAHH30JIOH, i At FATEraNg
o [lenroxcudunus (nepudepeH Ba30WIATATOP); N B

e TTpo6eHeLa (M3MON3BAH NPH NALMEHTH ¢ TIOJArPa WK 3ae/IHO ¢ NEHHLM{THE Hpi HHdeKiii)



e  AHTHOHOTHLM OT rpynaTta Ha XMHONOHHTE, HAMPHUMEP HOpQIOKCALIMH;

 CyndunnupasoH (mpu noaarpa);

» CyndaunnypeiHy NpOAYKTH KaTo ToNGYTaMHI WIH HHCY/IMH (NpH AHa0eT), fo3aTa MOXe Aa
ObJC KOPHTHpaHa,

e Hsaxou aHTHAENpecanTH (CENEKTUBHH HHXUOMTOPH Ha 0OpaTHOTO 3axBalllaHe Ha CEpOTOHHHA),

e TakponuMyc WIH HMKIOCTIOPHH (M3MON3BAaH NPH NMalHEHTH ¢ OPTraHHa TPAHCIUIAHTALIUA C LIS
NpeJoTBPaTIABAHE OTXBHPJISHE Ha OpraHa);

e 3upoByIuH (IPOTHBOBHpPYCEH JiekapcTBeH mpoaykT npu CITMH);

e TpombonuTHLHM (JiekapcTBa 3a pa3TBapAHE Ha KPbBHHA CHCHPEILIH),

e  AMUHOTJIHKO3HAHH aHTHOMOTHLM (KaTO HEOMMLHH);

» PacTuTeNnHH €KCTPAaKTH: eKCTpakT oT I HHKO bunoba,

e CYP2C9 unxuburopH (oTroBopHHU 3a MeTabOIHM3UPaHeTO Ha Pa3IHYHM JIEKapCTRa B
qepHHs Apo6), KaTo (UIyKOHA30J H BOPHKOHA30M (fleyeHHe Ha rbOMYHM UHPEKUHMK);

HsikoH Apyry ieKapcTBa ChIO MOTAT 4 MOB/IHAAT Ha WIH Ja OBAAT MOBIHAHH OT JICYEHHETO ChC
OKJIMC ®OPTE 600 mg rpaxynu 3a nepopaneH pasrsop. [lopaau ToBa, TpsOBa BUHArH aa ce
cbBeTBaTe ¢ Bamua nekap niu ¢papmatenT, npenu aAa usnonisare OKJIMC OOPTE 600 mg rpanynu
3a NepOPAaCH pa3TBOp B KOMOHHALMA C APYTH JIEKApCTBA.

OKJIIC ®OPTE 600 mg rpanyan 2a nepopaJien pa3Tsop ¢ XpaHa, HANATKE H aJIK0X0J1
[Tpenopwuurento € OKJIMC ®OPTE 600 mg rpaHy/x 3a nepopaneH pasTBop Aa Ce NpHema 3a8/{HO C
BOJA HJIM ApYra TeYHOCT.

[Tpnema ce caMOCTOSTEIHO WM ¢ XpaHa. Hali-001110 ce mpenopbuBa 1€KapCTBOTO Ja ce MpHeMa no
BpeMe Ha XpaHeHe WIIH BeHara cJicll XpaHeHe, 3a Jla ¢ HaMallH Bb3MOXKHOCTTa OT CTOMAILHO-YPEBHH
HeXeNaHH peaKLMHu.

KoHcyMallHATa Ha ajIKkOXOJi M0 BpeMe Ha JICICHHETO MOXKE /18 YBEIHUH PHCKA OT CTOMALITHO-YPEBHH
HEXeJTAHH PeaKLIHH.

bBpeMeHRHOCT, KbpMeHe H QepTHAHTET
Axo cre OpeMeHHa WIH KEPMHTE, CMATATE, U€ MOJKE J1a cTe OpeMeHHa WM IU1aHHpaTe OpeMeHHOCT,

nocueerBaire ce ¢ Bammsg nekap wiu dbapMaleBT, NpeaAM ynorpedara Ha TOBa JIEKAPCTBO.

bpemenHocT
He npuemaiire OKJTHC ®OPTE 600 mg rpaHy.H 3a NEPOpaIEH pasTBOP, aKO CTe B NOCIEAHHTE 3

Mecelia Ha 6PeMeHHOCTTa, Thif KATO MOJKE [1a IPHYHHU YBpeXKIaHe Ha IU10Aa WiH npoOreMH NpH
paxxaaHe. Moxe n1a npuuuHu 6BOpedHH U chpaeuHH npobnemu Ha Bawero Heponeno 6ede. Topa
MOXe 1a oBnuse Ha Bamara u Ha 6e6eTo B¥ CKIOHHOCT KbM KbPBEHE M [1a NPHYHHH 3a0aBEHO UK

O-IBJIrO OT OYaKBaHOTO paxkaaHe. He Tpa6sa na npuemare OKJINC MOPTE 600 mg rpanynu 3a
epopajicH pa3TBop Mpe3 ITbpBUTE 6 Mecela oT BPeMEHHOCTTa, OCBEH 4KO HE € KATETOPHYHO
HeOOXOHMMO U NIPENOpbUaHo OT Baillns iekap. AKO ¢e HYXKIAaeTe OT JICUCHHE MNpe3 TO3H NEPHO HiTH
A0KATO ce OnuTBaTe Aa 3abpeMeHeeTe, TpAOBA Ja H3MON3BATE Hall-HHCKATa K034 34 BE3MOXKHO Hai-
KpaThbK MePHOA OT BpeMe. AKO ce MpxeMa nosede OT HAKOJIKO AHM oT 20-Ta ceAMHMILIA Ha
6pemennoctra Hatathk, OKJIMC ®OPTE 600 mg rpaHysiH 3a riepopaieH pasTBop Moxe Aa MPHIHHH
npobnemu ¢ 6p6peLure npu Batieto HeposeHo 0ebe, koeTo MoXe 1a AoBeae 10 HUCKH HMBA Ha
AMHMOTHYHATA TSYHOCT, KOSTO 3a00HKans 6edero (ONUroxuapaMH1uOH) KK CTECHABAHE HA
KPBEBOHOCEH ChJ (IYKTYC apTepHo3yc) B ChpLETO Ha 6e6€eT0. AKO C€ HyXKAaeTe OT ieUueHHE 3a NOBeUe
OT HAKOJIKO JHM, BaHIMAT Nekap Moxke Aa npenopbya ACIBIHUTENHO HabmoaeHHe.

KbpMeHe
Benpeku ue caMO MallKH KOJIHMECTBa OT JEKapCTBOTO NONazaT B KbpMarTa, npenopwmenuo e a He
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[Mo OTHOMIEHHE HA MALMEHTKUTE B AETEPOJHA BB3PACT € HEOOXOMMMO Aa ce ofbpH HHHM&HH@, ’qé ™
NIEKapCTBEHH NPOAYKTH, Chabpxaly nbynpoden (karo OKJIMC ®OPTE 600\m% : aHyJH 3a .f f‘ /
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crocobHocTTa 3a 3a0peMeHABaHe.

Mlodupane B pabora ¢c MAMAHA

He tpaGra na wodupare ¥ n1a paboTHTe C MallIMHH, AaKO HMATE HEXKEJIAHH PEaKUMH KAaTO 38MasHOCT,
CBHJIMBOCT, CBETOBBPTEK MM 3puTenHU HapyuieHus ciuel npueM Ha OKJIMC QOPTE 600 mg
rpaHyJiM 3a NepopajeH pa3TBop. AKO NpueMeTe €NHOKpaTHA 1033 WIM M3MI0J3BaTe JIEKAPCTBOTO 34
KpaTKO BpeMe, OOHKHOBEHO He ce HalnoaaBaT ePekTH BLpXY CrocobHOCTTA 3a modupaHe U paboTa
C MAIIKHH.

OKJINC ©®OPTE 600 mg rparyan 3a nepopajeH pasTBOp ChAbpPAa ACHAPTAM H 3axapo3a
OKJIUC ®OPTE 600 mg rpaHysid 3a nepopalieH pa3TBOp ChbAbpKa acnapraM, KOHTO € U3TOUYHMK Ha
dennnananuy. Moxe f1a € BpezieH 3a xopa, cTpajalily OT GEeHWIKETOHYPHA.

OKJIUC ®OPTE 600 mg rpaHyi 3a nepopaneH pa3TBop ChAbPKaA 3axapo3a. Ako Bamuar nexap
Bu e kazan, ue UMaTe HEMMOHOCHMOCT KbM HAKOU 3aXapH, MOCHBETBANTE cE C HEro IpeaH aa
B3EMETE TO3H MPOOYKT.

To3u nexapcTBeH MPOAYKT CHALPXKA HATPH, No Manko ot 1 mmol (23 mg) Ha no3a, T.€.
NPaKTUYIECKH He ChABPXKa HATPHH.

3. Kax aa npaemare OKJIMC ©@OPTE 600 mg rpanyan 3a nepopaJjien pa3TBop

BuHarn npremMaite TOBa IEKAPCTBO TOUHO KAKTO € OIIMCAHO B TAa3H JIMCTOBKA HWIH KakTo BH e ka3an
BamuaT nekap unu ¢papMaleBT. AKO HE CT€ CHT'YPHH B Hello, nonuraire Bauwiums nekap wiu

dapmauenT.

OKJIMC ®OPTE 600 mg rpaHynn 3a nepopaicH pasTBOp ¢ npueMa npes ycrara. Uacunere
CBHIBPXKAHMETO Ha CAHIETO B NOJIOBMH 4alla BoJa U pazdspkaiire.

BaxHo e a2 npueMate Hail-HMCKaTa 4034 3a Hal-KpaTKUA NEPHOA OT BpEME, HECOX0AUM 34
obnexkuaBane Ha Bainre cuMoToMH. AKO HMaTe MH(pEKLHA, KOHCYJITHpaidTe ce HezabaBHO ¢ Baiius
JeKap, ako CHMIOTOMHMTE (BHCOKa TeMIepaTypa H O0sKa) Npoab/LKaBaT Wi C€ BAOLIABAT (BIDKTE
Touka 2 Kakeo Tpabsa na 3Haete, npeau za npuemere OKJIMC @OPTE 600 mg rpanynu 3a
NIEpOPaJICH Pa3TBop).

Bu3pacTHd ¥ ORHOIIR HAA 14 rogunn

JlozaTta TpaOBa Na ce KOpUrupa B 3aBUCUMOCT OT TEXKECTTa Ha 3a00JIMBAHETO K CHCTOAHUETO Ha
nauneHTa. JIpenopsunTenna 103a 3a Bb3pacTHU H IOHOWIH Ha Be3pacT oT 14 no 18 roaunu e 1 cawe
(600 mg) Ha BcexH 6 g0 8 4aca, B 3aBUCHMOCT OT TEXKECTTA Ha ChCTOASHHETO H OTTOROPA KbM
Je4eHHETO. B HAKOH cly4yad € BE3MOXKHO Ja ca HeOOXOOUMH NO-BHCOKH J03H, HO MIPH BCHUYKH CITyYaH
ce IpenopbYBa a HE Ce NPeBUILaRa MaKCHMaIHaTa JHeBHA 103a oT 2 400 mg 1npH BB3PaCTHH M

1 600 mg npu OHOIWH Ha BBE3pAcT oT 14 a0 18 roauuwu.

Yunorpebda npH nena € I0HOIIH
OKJINC QOPTE 600 mg rpanyau 3a nepopalieH pa3TBop He TpiaOBa Ja ce rpHeMa OT Aela H FOHOMIH
Ha Bb3pacT 104 14 roguHH, Thi kaTo ao3ata HOYNIpodeH HEe € NOAXOAALLIA 34 Ta3H Bb3pacToBa Ipyra.

INanHenTH B cCTapuecka Bb3pacT
AKoO cTe Ha Bb3pacT Haa 60 rogunn, BawusT rexap Moxe Aa Bu npeanuiue no-HUCKa 1034 OT
obuuaiinata. B To3u cnydal npuemaiiTe TOUHO NIPEANKMCaHATa J034.

IaunrenTH ¢ 0L0pevHo B/MAH yepHoaApoOHO 3abonaBaHe N

Ako ctpagate ot OB0peuHo W/unu uepHOAPOOHO 3a00nsaBaHe, BaluaT nexap Moxe e’ jr.\
no-HHUCKa Ao3a ot obuyaittara. B To3u ciyuali npueMaiTe TOYHO NPEANHCAHATA :
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AKko cTe npueB nopege ot neobxoaamata ao3a OKJIAC ®OPTE 600 mg rpany.na 3a
nepopasjieH pa3Teop

B ciyyaii Ha npeno3upaHe WM ciy4aiHo NorobillaHe, HezabaBHO ce KOHCYnTHpaiiTe ¢ Baurus jJekap
UK (papMaLeBT, WIH noceTeTe Hali-61H3KkaTa O0/IHHNA 3a NPELICHKA HA pUCKA WM 32 1a NOTYYHTe
CHBET 3a ICHCTBUATA, KOUTO Ja NpeanpHeMeTe.

CHMOTOMMTE Ha NpeRO3UpaHe MOTAT Ja BKIIOYBAT rajeHe, croMamHa 60Ka, noppaliaHe (¢ KpsB),
CBETOBBPTEXK, CMIA3MH, XMITIOTOHMA (HHCKO KPBLBHO HaNAraHe) WiIH HaMa/ICHO HHBO Ha Ch3HAHME,
rnaBobosHeE, IIYM B YIIHTE, O0BLPKBaHE M CNIOHTAHHH ABHXKEHHA Ha o4uTe, IIpH BUCOKH A03H ce
cp0o0inaBa 3a CHHIMBOCT, GOJIKM B IbpIUTE, ChpLiebUeHe, 3aryba Ha Chb3HAHHE, KOHBYJICHH (TJIaBHO
NpH AeLia), ¢1abocT H OTNAAHAIOCT, KPBB B YPHHATA, CTYACHH TPBIIKH U 3aTPYAHCHO AUILAHE.
Psiako Morar Aa ¢e NOABAT NO-CEPHO3HH CHMITTOMM KaTO CTOMAIIHO-YPEBHO KEPBEHE, HUCKO KPBBHO
HaJATaHe, bPYOBE M JUXATEIHH HapyileHud. B cydan Ha Teskka MHTOKCHKALMA MOXKe Ja Obae
HacThIIH OBOpeYHa HEAOCTATEMHOCT K YEPHOAPOOHO YBpeXAaHe.

B ciryuaii Ha NOMTHILAHE HA FOJIEMH KOJTHYECTBa TPAOBaA a e NPWIOXKH aKTHBEH BhrieH. M3npassaHe
Ha CTOMAIHOTO CBABPIKUMO MOKE a ce U3BBPIIM aKO CA MOrbJIHATH 3HAYWTC/THH KOJIUYECTBa H B
pamkuTe Ha 60 MUHYTH el MOTTbIIAHETO.

Axo cte nponycaaan aa apaemere OKJIMC ®OPTE 600 mg rpany.au 3a nepopaJ/ies pa3Trsop
He B3emaiire ABOMHA 1034, 32 A2 KOMIIEHCHpATE MPOITYCHATaTa 103a. AKO NMPOMyCHETE N03aTa CH,
B3eMETe f, BEAHAra oM CH COMHHTE. BLNpeKH TOBa, aKO BPEMETO Ha CAEABALIIOTO XPaHCHE € MHOIO
6nM3Ko, NPOMYCHETE A03aTa U B3gMeTe ClleABaliaTa 103a B 00uuaifHOTO BpeMe.

AKO MMATE HAKAKBU JOITBIHUTEIHH BEIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBa JIEKApCTBO, MTOMMTANTE
Batug nexap wid ¢apMaLeBT.

4. BL3IMOXHA HeXeJIaHH peaKinH

Kakro Bcuuku aexapetsa, OKJIMC ®OPTE 600 mg rpaHynu 3a nepopajieH pasTBOp MOXe Aa
MpeIv3BHKA HEXXENIaHH PeaKiluH, BhIIPEKH 4€ HE BCEKH I NoNTyuasa. HexenaHHTE JIEKapCTBEHH
pEaKLMK Ca M0-UeCTO CPElIaHK NPH NaliMeHTH HAa BB3PACT Hax 65 roaAvHH. BeposTHOCTTa 32 MosABa Ha
HEXCJIAHH PEaKLMH € IO-HHCKA MPH yrorpeda 3a KpaThK MEePHO U KOraTo JHEBHATA 4034 € M0-HHCKa
OT NpeNnOpBUYMHTEIHATE MAKCHMATHA 034,

Ipexparere ynoTpebara aa OKJIHC ®OPTE 600 mg rpany/in 3a nepopajicH pa3Tsop H
He3a6aBHO MOTHPCETE MEARNHACKA MOMOM, aKO 3a0eIeXKHUTE HAKOW OT CIEAHHTE CHMITTOMM:
¢ YepBEHMKABH IUIOCKH, NOAOOHK HA MHILEHA HJIH KPBIJIH NETHA IO TOpCa, 4€CTO C MEXYPH B
eHTBpa, GeleHe Ha KOXAaTa, A3BM B yCTara, MbploTO, HOCA, FCHHTAIIMMTE H o4uTe. Tesu
CepHO3HK KOXKHHY 0OpHBH MoraT a 6bJaT npeAlleCTBaHH OT NOBKIIEHA TEMIIEPaTypa U
PPHMONONCGHH CHMITTOMH [exchONHATHBEH fepMaTHT, epHTeMa MynTiudopMe, CHHIPOM Ha
CtuBbHC-/PKOHCHH, TOKCHUHA enujiepMallHa HEKPOJH3a);
® LIHPOKO PasnpocTpaHeH oOpHB, HOBHILIEHA TEECHA TEMIIEPATypa H yBEIHYEHH TMMPHH
pp31H (DRESS cuHapom);
® YepBeH, JIIOCTECT, LLHPOKO Pa3sNpOCTPAHEH OOPHB € TIOAKOKHU MOAYTHHH U MEXYPH,
MPUAPYKEH OT NOBHILEHa TeMneparypa. CHMIITOMHTE OOHKHOBEHO Ce MOABABAT B HAYAJIOTO
Ha JIe4eHHeTO (OCTpa reHepanu3HpaHa eK3aHTEMaTo3Ha TyCTyi03a).

YecToTaTa Ha MPEACTABEHUTE 10-J0JY HEXKEJaHH PeakiliM € Ompe/ie/ieHa KaKTo CNeABa: MHOTO YECTH
(>1/10); uectn (>1/100, <1/10); meuectn (=1/1 000, <1/100); peaxn (= 1/10 000 o <1/1 000}); mMHoro
peakH (<1/10 000); ¢ HeusBecTHa yecTOTa (OT HATHUHHTE JAHHH HE MOXe fa Obe HarpaBeHa OLIeHKa).
HaGnonaBaT ce CNETHHTE HEXENaHU peaKLUH: ,

Hndexnnn 4 HHPecTANHA
Miozo pedxu: 060CTpAHe HA BB3NANEHHA, CBBP3aHH ¢ HHOEKUMH (Hanp. HEKPOT
KOeTO chBnaja ¢ ynorpedara na HCIIBC i



Hapymenus HA KPLBTA H JHM(HATA CHCTEMA

Pedxu: annacTH4YHA aHeMHd (CHUTHO HAMaJIABaHe Ha Opos Ha KPBLBHHMTE KIETKH, KOETO BOJH 10
cnabocT, nogBa Ha CHHUHH WIH YBETHYEHa BEPOATHOCT OT BB3HMKBAHE HA HHEKLIHA)

Mnoz0 pedxu: HaMansBaHe Ha 6pos Ha TPOMOOUHTHTE, HaMansBaHe Ha Opod Ha OeJTHTEe KPbBHH
KJIETKH (MOXKe J1a c€ MPOSBH C Y€CTH HH(PEKLHH ¢ BUCOKa TEMIIEpAaTypa, BTPHCAHE HIH BB3MAJICHO
rLprio), HaMalsBaHe Ha 6pOs Ha YepBEHUTE KPBHBHH KIETKH (MOXeE Ja Ce MPOSBH ChC 3aXyX H Onena
KOXa), MOHIDKEH Opoii Ha rpaHyolMTHTE (BHA Oe/M KPBBHH KIETKH, YHHTO HEAOCTHT MOXKE I3
NpEAPa3NONOKH OPraHH3Ma KM HH(EKIMM ), TAHUWTONEHHA (HEAOCTHT HA JIEBKOLMTH, €PHTPOLIMTH H
TpoMOOLIMTH B KPbETa), arpaHyIOLMTO3a (CHTHO HaMallsiBaHe Ha Opos Ha onpenesieHH Oelu KpbBHH
KJIETKH, KOETO YBE/IHYaBa BEPOATHOCTTA OT BE3HHKBaHE Ha HHEKUHH), XEeMOJIHTHYHA aHeMHA
(MpexaeBpeMEHHO pa3pylliaBaHe Ha YUEPBEHHTE KPBBHH KICTKH). [IbpBHTE CHMITTOMH Ca! OBHILICHA
TeMneparypa, 60JIKH B I'bPJ0OTO, NOBLPXHOCTHH A3BH B yCTaTa, TPUNONOAOOHH CHMIITOMH,
M3KJIIOYHTENHA YMOPa, KbPBEHE OT HOCA ¥ KOKHH KPBBOH3ITHBH. Y IBJDKEHO BpEME Ha KBPBCHE.

Hapymesns HR HMYHHATA CHCTEMA

Heuecmu: aneprudHa peaxkums, peakiMi Ha CBPBXYYBCTBHTEIHOCT ¢ OOPHB H ChPOEK, KAKTO H
aCTMATHYHH MPHCTBIIH (BH3MOXHO € 118 ce MIPOIBH €IHOBPEMEHHO C MOHIDKABAHE HA KPBBHOTO
HangsraHe)

Pedxu: anadunaxcus (reHepanH3vpaHa alepruyHa peaxiiys)

Mnozo peoxu: T€XKU peakiiii Ha CBPbXUYBCTBHTEIHOCT (MOrar ia ¢ XapaKTepH3upar ¢ OTOK Ha
JIKLIETO, €3HKa, JIAPUHKCA, GPOHXOCNA3bM, AMCITHESA, TAXMKAPAMS H XHIIOTOHHS, KOMTO MOTaT Aa Obaar
>KMBOTO3aCTpalIABALIIH)

IIcHXHYHH HAPYIICHASH

Hevecmu: 6e3chbHHE, TPEBOXKHOCT, O€3MOKOHCTBO

Pedxu: TICHXOTHYHA PEaKLM, HEBPOTH3ILM (TPEBOXKHOCT H €MOLIHOHAHA HECTaOHIHOCT),
pa3apa3sHUTENHOCT, Aenpecus, 00BPKAHOCT, H€30PHEHTALMA

HapyimieHds HA HEPBHATA CHCTEMA

Yecmu: ymMopa, rnaBofonne, Hepa3rnoloKeHHE, CBETOBBPTEXK

Heyecmu: 6e3coHpe, Bb30yNa, pa3apasHUTEITHOCT

Peoxu: napecte3us (M3TPBIBaHE, MPaBYYKaHe MO KOXATa Ha PHLETE H KpaKaTa)

Mnozo pedxu: aCeNTUUEH MEHHHIHT (Bb3NANIEHHE HA MEHHHIHTE (MO3BYHHTE OOBMBKH), KOETO HE €
NpHYUHEHO oT GakTepus). B noredeTo cirydan, B KOMTO ce ¢h00OIIaBa 3a aCeMTHYEH MEHHHIHT MpH
ynorpebata Ha HOynpod)eH, NALMEHTHTE CTPaAAT OT HAKAaKBa GopMa Ha aBTOUMYHHO 3a00/IABaHe
(HanpUMeEp, CHCTEMEH JIYITyC EpHTEMATO3YC WIH APYrH 3a00NdBaHHA Ha CheIHHHUTE/IHATA THKaH),
KOETO € NpeACTaBIABATIO PUCKOB (akTop. CHMITTOMH Ha acerTHYeH MEHMHTHT ¢a CKOBAHOCT Ha BpaTa,
rinasobonue, rajeHe, NOBpbiliaHe, MOBHILIEHE TEMIIEPaTYpa WIH Ae30pHEHTALIHA.

HapymeHRs BA OUHTE

Hevecmu: 3puTeHHA HapyllI€HHA

Peoxu: aHOPMaNAHO WIH 3aMBIJICHO 3pEHHE

C neuzeéecmna yecmoma. nanuaeeM (BbanajieHHe Ha OUHHs HEPB)

HapymenHs Ha YXO0TO H Aa0HPHATA
Hecmu: CBETOBBPTEX

Hevyecmu: myMm B yliure

Peoxu: HapyliicHUA Ha CIIyXa

Chbpaevunn HAPYMEHHASA
JlexapcTsa karo OKJIMC ®OPTE 600 mg rpaHy/u 3a nepopaieH pa3sTBop Morar aa 0w,
ACOL{HUPAHH C NOBHILIEH PHCK OT MOSABA HA ChpPAEYEH YAAp WNH HHCYT. .
Mrnozo pedxu: copliebheHe, chpedHa HEROCTATBYHOCT ORI o7 Nt
C neuzgecmua wecmoma: CbpAeveH apect, cuHApoM Ha Kynuc (6onxka B rbpnme,& H‘f’ '
chpuchHreHe B CIEACTBHE HA CEPHO3HA AJICPTUYHA PeaKLIHA) B

CbaoBH HApYIICHHUS




Oro114, MOBHILIAB2HE HA KPHBHOTO HAJIATAHE H [10ABa Ha ChPACYHA HEAOCTATHYHOCT CBIIYO Ca OMIK
HaOmoxaBaHu npH npyueM Ha udynpodeH (karo OKJIMC ®OPTE 600 mg).

Mrnozo peoxu. NOBHILIEHO KPBBHO HANIATAHE

C neuzsecmna wecmoma: aprepuanHa TpoMOo3a

PecnBpaTOpHH, rPLAHM B MEAHACTHHAIHE HADYIICHAN
Hevecmu: actma, 060CTpsiHE Ha acTMa, OpoHXOCTIa3BLM, JUCITHEA (3a1YX)
C neuszgecmua wecmoma: Apa3HEHE B IbPIIOTO

CroMamHO-YIPEeBHHE HApPYNICHHS

Haii-4ecTo CpeIaHHTE HEXEAaHM JIEKAPCTBEHH PeaKiMy Npy nipueM Ha nekapctsa kato OKJIMC
OOPTE 600 mg rpaHyiu 3a nepopalieH pa3TBop ¢a CTOMAIIHO-UYPEBHHUTE HapYILIEHHUS: CTOMAIIIHH
S3BH, KbPBEHE OT CTOMALIHO-YPEBHUA TPakT, nepdopalmu (B HAKOM cydau daranuu), ocobeHo npH
MaleHTH B CTAPYECKA BB3pAacT.

Yecmu,: cTOMAIIHO-9PEBEH JUCKOMPOPT (kucenuHu, peduryke), 601Kkn B KopeMa, rajieHe, NOBpbiaHe,
NnoAyBaHe, JHAPHA, 3aleK U JIEKO CTOMAIIHO-YPEBHO KbPBEHE, KOETO B H3KIIOYHTETHH CNYyYaH MOXE
Ja JOBe/e IO aHEMHA

Hevecmu: cTOMALIHO-YPEBHH A3BH ¢ NOTEHLMAIHO KbpBeHe U nephopauus, yIUEepaTuBEH CTOMATHT
(BB3NalleHHe Ha JIMTaBUIIATA Ha yCTaTa C A3BH), 000CTpsAHE HAa KOMMT U OostecT Ha KpoH, MeneHa (KpbB
B M3NPAXKHEHUATA), TACTPHT

Peoxu: nopprillaHe Ha KPEB

Mhozo pedxu: Bp3TNIAIEHHE Ha XpPaHOTIPOBOa, BB3NAJIEHHE Ha 33ICTOMALLHATA HJie3a, YpEeBHA
HEMPOXOIUMOCT

C neussecmua yecmoma.: aHOPEKCUS

XenaToORIAHAPHE RAPYHICHHAS
Peoxu: yBpeXaaHe Ha YepHHUA Apo0, XeNaTHT, HapylLIeHHs B 4epHOApoOHaTa (PYHKLHA H KHJITCHHLA

HapymeHas HA KOKATA R NOIKOKHATA THKaH

Yecmu. koxeH oOpus

Heuecmu: 3auepBaBaHe, chpOex HIH NOAYBAaHE Ha KOXaTa, Mypnypa (3adonsgsane ¢ MHOXKECTBO
MAaNIK{ KPbBOHTUBH 110 KOXKATa)

Peoxu: aHabHIAKTHYHU PEAKLUH

Mnozo pedxu: TexKu KoxHU Hexe1aHH peakumu (SCAR) (BKIIO4UHTENHO epHTEMa MYITHDOPME,
eKC(hONMATHBEH JEPMATUT, CHHAPOM Ha Stevens-Johnson ¥ TOkCHYHA eNUASpMasHa Hekpoin3a). B
PeaKH CIIYYaH 110 BpeMe Ha BapHIie/ia MOraT 1a Bb3HUKHAT CEPHO3HH KOXHH UH(PEKLHH H
YCJIOKHEHMA HA MEKHTE ThKaAHHU.

C nHeuszgecmua Yecmoma. NEKAPCTBEHA PpeaKUHA ¢ CO3HHOPUIUA U CHCTEMHM cHMITOMH (DRESS
CHHIPOM ), OCTpa FEHEepaNU3upaHH eKk3aHTeMaro3Ha myctynosa (AGEP), uyBcTBHTEIHOCT Ha KOXaTa
KbM CBET/IMHA

Hapymenns Ba 050penaTe B 1HKOYHATE OIHLTHILS

Peoxu: xemarypus (KpbB B YpUHATa)

Mhuozo peoxu: oToun (npU3HaK, Koito Moke 1a Obae nokasaren 3a 6uOpeyHo yBpexaaHe,
BKJTIOUMTENHO OBOpeYHa HeJOCTATHYHOCT), NANKWIapHa Hekpo3a (YBpexxaaHe Ha Ob0peuHHTe nanunu),
NMOBHIIEHH CTOHHOCTH Ha NMHKOYHa KMCEJIHHA B KPbBHATA IJ1a3Ma

B13 ocHOBa Ha ONMMTA ¢ HECTCPOHAHHTE MPOTHBOBBANATHTENHM CPEACTBA, He MoraT aa Obaar
M3KJHIOYEHHU H CITy4aHd Ha HHTEPCTHLMANEH He(pUT, HePpOTHHEH CHHIPOM K OB0OpeyuHa
HEAOCTATbYHOCT.

O0mne napymenns H epeKTH HA MACTOTO HA NPHJIOKECHHE
Muozo peoxu: o60CTpiHE Ha BB3MAJICHUATA NO BpeMe HA HHPEKIIHO3HH MPOLIECH”
C neusgecmna wvecmoma: OTOK fi 75

Hicnensanusg
Peoxu: npoMeHH B TECTOBETE 32 YEPHOAPOOHA PYHKLIUSA




C neuzgecmna vecmoma. NPOMEHH B TECTOBE 3a ObOpedHa PyHKLMA

ITo MOMEHTa He ca CHOOLIAaBaHH CepHO3HH aleprudHy peakuuu npu ynotpeba Ha OKJIMC QOPTE
600 mg rpaHy/IH 3a NEPOPaIEH PasTBOP, BLIPEKH TOBA TE HE Morar Aa Ovaat uskmoueHu. [Ipospure
Ha TO3H BH/ peaklM¥ MOTAT Ja BKJIKOUBAT: Tpecka, KoxeH o6puB, D0JkU B KOpeMa, CUNHO
riaBobonne, rajieHe, NOBphillaHe, AHTHOEAEM (fIoAyBaHe B 00/1aCTTa Ha JTHLETO, WINATA, €3HKA H
IBPJIOTO), 33/1yX, aCTMA, ChplieOueHe, XUMOTOHUSA (NOHIKABAHE HA KPBbBHOTO HAJIATAHE) WIH LHOK.

AKO Ce TIOABH HAKOR OT CHIEAHHKHTE HeXelIaHUd peaklHH, CIIPETe JICHSHHETO U He3abaBHO ce 0ObpHeTe
KbM Baiiiug nexap:

-  aneprudHy PpeaKkLHH KaTo KOXKHH OOpHBH, NOAyBaHe HA JIMLIETO, XPHIIOBE B FEPAUTE HIH

3aTPYAHECHO JUILIAHE

- TOBPBUIAHE HA KPEB

- KpbB B U3MIPRKHEHUATA WIH KbpPBaBa JHapHs

- CHJIHa Dolika B cTOMaxa

-  Mexypu und HeneHe Ha Koxara

- TEXKO WM NOCTOAHHO rMapobonue

- JKBJITCHHULA

- TPH3HALH Ha CBPBXYYBCTBUTEIHOCT {(BXK. IO-TOpe)

-  MOOyBaHE HAa KpaHHWUWTE, OTOLM B PHLIETE WIIH KpakaTa

- 3PHUTEJIHH CMYIUCHHA

AXO NOJYYHTE HAKAKBH HEXKEJIaHHM JIEKAPCTBEHU PeakiUyH, yBeaomere Batuus nekap un papmailent.
ToBa BKIKOUBa BCHYKH BB3MOXKHH HEONHCAHH B Ta3H JIMCTOBKA HeXeNaHHu peakmd. Moxere cblio aa
CHOOHIMTE HEXKENaHH PEaKLIMM JUPEKTHO Ype3:

H3nbsauaTe A AreHnusa no Jlexapcereara

Codua 1303, yn. Jlamsas I'pyes 8
Tes.: +359 2 8903555; daxc: +359 2 8903434

e-mail bdal@bda.bg

Kato choOlliaBaTe HEXETAaHH peaKlMH, MOXeTe Aa AaACTE CBOS MPHHOC 3a NOTYdaBaHe Ha MOBCUC
HHGOpMaUHs OTHOCHO 0€30MacHOCTTa Ha TOB2 JIEKAPCTRO.

5. Kak ga exxpanseate OKJINC ®OPTE 600 mg rpanyns 3a nepopaJjieH pa3TBop

Ha ce cpxpaHaBa Ha MACTO, HEAOCTHITHO 34 cHA.

Ha ce cpxpanssa nof 30°C. Crxpansapaiire caierara B KapTOHEHaTa OIAKOBKa, 3a Ja Ceé npeanasH ot
CBETJIMHA H BJIAra.

He m3non3saifte TOBA JIeKapCTBO CE CPOKA HA MOJHOCT, OTOENA3aH BbPXY KAPTOHEHATA ONAKOBKA
cnen “T'omen mo:“. CpOKBT Ha rOAHOCT OTTOBAPA HA NMOCJCAHHS JCH OT MOCOUECHHS MecCell.

He u3xBopisiite NexkapcTBaTa B KAHAIH3aLHMATA WIH B KOHTeHepa 3a IOMaLIHH OTNABLIM.

[Tonuratite Baiitua dapMalieBT kak Aa U3XBBPASTE JICKAPCTBATA, KOUTO Beue He Hinosnpare. Tesn
MEpKH ILlie CTIOMOTHAT 3a Ofla3BaHe Ha OKOJIHATA Cpela.

6. CobabpxkaHAe Ha ONAKOBKATA R AONBLJAHHTEIHE HAPOpDMANHSA

Kakso chabpxa OKJIMC @OPTE 600 mg rpanyin 3a nepopajies pa3Tsop _
AKTHBHOTO BellecTBO € ubymnpodeH. Beako caite ceappixa 600 mg ubynpoden (Rﬂ,‘t’ﬁ
APrUHHH). -' ‘j ORI g '-‘.-;-'4_
Jipyrure CBCTABKH ca: apruHuH, acnapraM (E-951), zaxapo3sa, HatpHeB 6HkapOoHar, mapHH-H ?.H; %
HATpPHEB Naypui cyndar, MCHTOJIOBA €CEHLIMA, MEHTOBA ECEHLIMA. T &

“H'ln_.. e _,..-ll‘""




Kaxk nmaraexaa OKJIMC ©OPTE 600 mg rpanyans 3a nepopajieH pasTBoOp H KaKBO CbALpXKA
ONAKOBKATA

OKJIUC OOPTE 600 mg ca Genu o noutu Oenu rpaHyn ¢ MUpUC Ha MEHTA, ONIAKOBAHH B CalUETa
OT XApTHA/ATyMHHHI/ IONMETHIICH.

[TIpensara ce B KapToHeHH KyTHH ¢ 10, 20, 30 u 40 cawera.

He BcyuxH BUIOBE ONMAKOBKH MOraT Aa 6baaT ImycHaTd B npojaxkoOa.

IIpETe’KATE]] HA pa3pelieHAETO 38 YHOTpeHa H NPOH3IBOAHTET

IIpaTexaTen HA pazpeleHHETO 3a YHOTpeha
“Becra Men” EOQO/, yn. “KepHuo Ckopues” Neo8, 5350 Tparna, buiarapus

Ilpon3BoOAHTEIH

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

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

JIaTa Ba mocJjieAHO Npepasraexaane HA JJACTOBKATA:
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