JiacroBka: HndopmManng 3a norpebnrens

Tonnaexe 25 mg puaMHpaHH TabNeTKH
Topilex® 25 mg film-coated tablets
Tonunaexce 50 mg pnamapaun TabaeTkn
Topilex® 50 mg film-coated tablets
Tonunaexc 100 mg puaMHpaHH TADIETKH
Topilex® 100 mg film-coated tablets

tonupaMar (Topiramate)

VW Tosu nexapcTBeH IPOLYKT MOAIEKH HA IOITBIHUTENHO Habmonexue. Topa uie No3pow 61bp3oTo
YCTaHOBABAHE Ha HOBA HHpOpMalKa OTHOCHO Oe3omnacHocTTa. MoXeTe a AaieTe CBOSI IPHHOC KATO
chOOLIMTE BCAKA HEXKEJIAHA peakLyi, KOATO CTE MOYYITH. 3a HaYyHHa Ha cho0luaBaHe Ha HEeXKelaHu
peaKkLKH BIKTE Kpad Ha TO4YKa 4.

[Ipouerere BHEMATEIHO NAJIATA JIHCTOBKA, NPEIH AA 3aN0YHETE 12 NPHEMATE TOBA JIEKAPCTBO,
Thi KAaTO T9 ChAbLPAKA BAKHA 32 Bac undopmannsn.

- 3anazere Ta3zu aucToBKA. MOXKe Na ce HANOXM J1a A POYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOITLJIHUTE/IHM BBIIPOCH, NonuTaiTe Baiuua nekap wiu ¢papManesT.

- Tosa nekapcreo € NpeanUcaHo €AMHCTBEHO H THYHO Ha Bac. He ro npeorcrbnBaiite Ha apyry
xopa. To Moxxe a UM HaBpeH, HE3ABHCHUMO Y€ MIPH3HALIMTE HA TAXHOTO 3a00/1BaHE ¢a CHUIUTE
KaTo Baniure.

- AKO NOJTy4HTe HAKAKBH He)KeJIaHHU JIEKAPCTBEHH PeaKkLMH, yBexoMeTe Bamua nexap win
¢apMaiieBT. ToBa BKIIOYBA M BCHUKK BB3MOXKHH HEXKEJTaHH PEaKLIMH, HEOTIUCAHH B TA3H

JIUCTOBKA. BibkTe TOUKa 4.
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KakBo cbabpika Ta3H JIHCTOBKA

1. Kaxso npeactaBiapa TomHIEKC H 32 KaKBO € H3MOA3BA
2. Kakso Tpabsa na 3Haere, npeau ga npuemere Tonmaekc
3. Kak aa npuemare Tonmiekc

4. BB3MOXHH HeXXellaHH peaKLiMu
3.
6.

Kaxk na cexpanasare Tonunekc
ChaspaHHe Ha OMIAKOBKATa U AOMBJIHUTETHA HHDOpMAaLHS
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1. Kakso npeactaBasBa TonH/eKkc B 3a KaKBO ce H3NO0,213BA

Tonunexc NpHHAAJIEKU KBM rPpyIna JIEKapCTBa, HAPEHeHH ,,aHTHENTWIENTUYHH JiekapeTea”. M3znonsea
ce 3a:

J CaMOCTOATE/HO 32 JICUCHHE Ha eNWICNITHYHH MPHCTHIHK NPH BbL3PACTHH H Jiella Ha Bb3pacT Haj
6 rOIHHH

. CAHOBPEMEHHO C JIDYTH JIEKAPCTBA 32 JICYCHHE HA CIMIICNITHYHH TIPUCTHIIH MPH BH3PACTHU U
Aela Ha Bb3pacT Haj 2 rOOHHH

. 32 NPO(QHIAKTHKA HA MHTPEHO3HO TNIaBOOOHE [TPH BBH3PACTHH.

2. Kakso TpafBa na 3naere, npean aa npuemete Tonnmiekc

He npuemaiite Tonnnexc

» aKO CT¢ aJICPrHYHH KbM TOIMHMPAMAT WIH KbM HAKOHA OT OCTAHAIUTE ChCTABKH Ha TOMMWIEKC
(MOCo4YeHHu B TOUKA 6).




& [IpenoTBparsgBaHe Ha MUIrpeHa

- He tpabBa na usznonspare Tonunekc, ako cre OpeMeHHa.

- AKO CTe JKeHa, KOATO MO)Ke Ja 3a0pemeHee, He TpsaOBa na npuemare TONMMIEKC, OCBEH aKO HE
M3M0JI3BaTE BUCOKOE(EKTMBHA KOHTpauUenuus (KOHTPOJ Ha PpaxaaeMoCTTa) IO BpeMe Ha
neyeHuero. Buwxkre no-a0iy B ,,bpeMeHHOCT, KbpMeHE U (epTHIMTET — BaXkeH CHBET 3a JKEHH .

® JleyeHue Ha enuiencus
- He Tps#OBa na u3nonssare Tomnuiekc, ako ¢cre OpeMEHHa, OCBEH aKO HHUKOE JIPYyro J€4YeHHE He

OCUT'ypsiBa I0OCTaTb4€H KOHTPOJI Ha MPHUCTBITUTE.
- AKO CTe JKE€Ha, KOATO MOxe aa 3abpemeHee, He TpsiOBa aa npuemare TONUIEKC, OCBEH aKO He

M3M0J13BaTe BHUCOKOE(EKTUBHA KOHTpaLenuus (KOHTPOJ Ha pakJaeMOCTTa) MO BpeMe Ha
neyeHuero. M3kmodenre uma camo B ciydai ye HIMa Apyro jgedeHue ocseH Tonuiekc, koeto Bu

OCHrypsiBa JIOCTaThb4€H KOHTPOJI HAa MPUCTBIIMTE, W IUIaHUpaTe aa 3abpemeneere. TpsOpa ja
ropopute ¢ Bauuus siekap, 3a 1a cte CUrypHH, 4€ CT€ NOJYy4YHIM HHOPMALIKMS OTHOCHO PUCKOBETE
oT npuema Ha Tomunekc 1Mo BpeMe Ha OpPEMEHHOCT U PUCKOBETE OT MPUCTBLIM IO BpeME Ha
OpeMeHHOCT. BrxTe no-aoity B ,,bpeMeHHOCT, kbpMeHe U pepTHIHTET — BaXkeH ChbBeT 3a KeHH™ .

TO 3a NnalMucH
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3aelHO ¢ omakoBkara Ha Tonwiekc ce MnpeaocTaBs KapTra Ha MalMeHTa, 3a 1a B HanomHs 3a
PUCKOBETE 110 BpeMe Ha OpeMeHHOCT.
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AKO He CTe CHTYpPHHM JlaJli IOpHOTO ce OTHacs 3a Bac, ce nocbBerBaiite ¢ Bamms ekap unm
(papmaueBT npeau ynorpedara Ha Tonunekc.

[IpeaynpexieHns H npeanasHu MepKH

[loceBeTBaitTe ce ¢ Bawusg nekap npeau ynorpedara Ha Tonunekc, ako:

& nmare ObOpedHH NpodIeMH, 1O-CreLMaIHO KaMbHH B ObOpeLMTe WK ako cte Ha ObOpeyHa
auainza;

HMaTe aHaMHe3a 3a aHOMAaJIMM Ha KPbBTA U TEJIECHUTE TEYHOCTH (MeTabOIMTHA alMa03a);

UMarte 4epHOAPOOHHU NnpodJieMH;

Mmare 1po0JieMH ¢ OYMTE, MO-CTNELMATHO IJlayKoMa,

“UMarte npodJsieM ¢ pacTexa:;

CTE€ Ha JJM€TA C MHOIO Ma3HUHH (KETOreHHa JiMeTa);

CT€ JKeHa, KOATO MOXke /1a 3abpemeHee. Tonuiiekec MOXKe /1a yBpeJM HEPOJEHOTO JIETE, KOraTo ce
npueMa 1o Bpeme Ha OpeMeHHOCT. [lo BpeMe Ha JleueHHETO M Hal- MaIKO 4 CeaMHULM Cjien

nocneaHara o3a Tonuneke Tpsadpa na ce u3non3Ba BUCOKOe(PeKTHBHA KOHTpALENIHUa (KOHTPOJ
Ha pakaaemoctra). Biwkre Touka ,,bpeMEHHOCT M KbpMEHE™ 3a JOMbJIHUTEIHA HHPOPMALIHS.

® cre OpemenHa. Tonuiekc MoXe J1a yBpean HEPOJEHOTO JieTe, KOrato ce MpHeMa Mo BpeMe Ha
OpeMeHHOCT.

AKO He CTe CHUIypHH Halli HAKOe OT M30poeHHTe Mmo-rope ce oTHacs 3a Bac, koHcyaTupaiite ce ¢
Baiuus nekap, npeau na uznonssare Tonuiekc.

AKO HMMaTe eNnuJiencus, BaXXHO € Jla HE CIHMpaTe MNMpUeMa Ha JIeKapcTBOTO, 0e3 MbpBO Ja ce
KOHCyJITUpaTte ¢ Baiwuus nekap.

Cbmio Taka TpsiOBa ga ce KoHcynTupate ¢ Bamms nekap npeam ynotpe6ata Ha JIeKapcTBo,
CbhABPAKALLO TONHMpamart, KoeTo Bu ce gaBa kato anrepHaruBa Ha Tonuiekc.

Manka 4acT oT Xopara, JIEKYBaHW C AHTHENWICNTHYHH JIEKAPCTBEHH cpeiacTBa kaTo Tomwiekc ca
HMajli MHCJIM 3a CaMOHapaHsBaHE WJIH CaMOYOMHMCTBO. AKO MO HAKOE BpeMe Ce IOSABAT TaKUBa,
He3a0aBHO ce 0ObpHeTe KbM Bammus nekap.




Tonunexc TabneTkn MOXe Aa NpeU3BUKA CEPHO3HH KOXKHH peakLMH, YBeAoOMeTe He3abaBHO Barus
JIeKap, aKo ce NOABAT KOXeH OOpHB W/HIH MeXypH (BIDKTE CblO H TOUKa 4. “BB3MOXKHU HEXKEIaHH

PEeaKkLHH’ ).

Ternoro Bu Moxe na ce MoHHKH, ako npueMate Tormieke M 3aToBa TpAOBa fa c€ H3MEDPBA PEIOBHO
rnpy ynorpedara Ha TOBA JIEKAPCTBO. AKO 3arybuTe MpeKaneHO MHOTO TErIo WM ACTE, MPUEMALI0
JICKapCTBOTO, HE HAAaBa AOCTAaTHYHO Ha Terno, TpadBa na ce KoHcyTHpare ¢ Baurus nekap.

B penku cioydan Tomwiekc Moxke Ja NpUYYMHK NOBHMIUIABAHE HAa HMBOTO HAa aMOHSIK B KpBBTA

(HabmomaBa ce mNpH KPHBHH HW3CICABaHWA), KOETO MOXKe Ja JAOBEAe JO MNpoMAHAa BBHB

(hyHKUHOHMpaHETO HAa MO3bKa, OCOBEHO aKko MpueMaTe €XHOBPEMEHHO M JICKapCTBO, HAPEYEHO

BAJIMPOEBa KHCEJIHHA WM HATPHER BaInpoar. sl karo ToBa Moke 73 OBJe TEKKO ChCTOAHHE,

HHpOpMHpaiiTe He3abaBHO Baiwmsa nekap, ako ce MOABH HAKOH OT ClEIHMTE CHMITTOMH (BXK. T. 4.

BB3MOXHH HEXeJIaHH peaKLivm);

- 3aTpYAHCHHE B MHCJICHETO, B [IPHIIOMHSHETO HA HHQOpPMAlMA WIH B pa3pelllaBaHETO Ha
npobnemu

- HaAMAaJIeHO BHUMAaHHE/OyTHOCT HIH OCBEIOMEHOCT

- CHUJTHO YYBCTBO Ha CBHJIHBOCT M JIMIICA HA EHEPrHYHOCT

PHCKBT 3a pa3sBHTHE Ha Te3H CHMITTOMH MOXE [a ce NMOBHMIIH NpU npuiaraHeTo Ha Tonwinekc B mno-
BUCOKH JO3H.

Jldena H IOROIH

AKo JleTe, neKyBaHO ¢ Tonmiekc, Ha HaJnaBa JOCTATHYHO Ha TETNO, TPAOBa A8 C& KOHCY/ITHpaTe ¢
aexap.

Apyrn aexapcersa u Tounsexc

Mons uHdopmupakiTe Baluus nexap, Wi ¢dapMalleBT ako NpHeMmare, WIH HacKOpo CT€ NMpHEMalH
ApYrH JiekapcTBa. TonMiekc W HAKOU OPYrH JNEKApCTBa MOXKE Ja ¢H B3auMogekcTear. [ouskora ce
Hajara KopurupaHe Ha [03aTa Ha HAKO€ OT APYTHTE JIeKapcTBa, KOMTO NpHEeMaTe, WM Ta3H Ha
Tonuneke.

o-cneunanno nugopmupaiite Baumus nekap uim GpapMaueBT, ako npHUeMare:

. ApYTH JIEKApCTBa, KOWTO BAMAST BEPXY WIH HaAMansBaT MHCIOBHHUSA B npolec,
KOHUCHTPALIMATA WIH KOOPAHHALIMATA HA MYCKYJIMTE (Harp. IENPeCalTH Ha LeHTpajIHaTA
HEpBHA CHCTEMA KATO MHOPEJIAKCAHTH H YCIIOKOABALIH);

. XOPMOHAJIHH KOHTpauenTHBH. Tonunexkce Moxe 1a HaMalnu epeKTHBHOCTTA Ha XOPMOHARTHHTE
KOHTpauenTHBH. Tpa0dBa na ce Hanos3Ba AOTBNHUTENEH OapHepeH METOA HA KOHTpPALICTILIMSA
KaTo npezepBaTHB WM necap/aHadparma. Tpabsa na roeopure ¢ Baluug ekap 0THOCHO Hail-
MOAXOOALLHMA METOM Ha KOHTpalenlHs, KOHTO Aa U3NOM3BaTe, AOKATO npueMarte Toruiexc.

Tpabsa na xaxcere Ha Baluna nexap, ako MeHCTpyasTHOTO B KBpBeHe ce MPOMEHH, JOKATO IIPHEMATE
XOPMOHAJIHH KOHTpauenTusy ¥ Tonunekc. Moxke Ja ce NosBH HEPEOOBHO KbpBeHe. B 103K ciayyaii
POAB/DKETE IpHeMa Ha XOPMOHAITHMTE KOHTPAUCIITHBY U HHPOpMHpaiiTe Bainud nekap.

Bonere ¢u cnuchbK Ha BCHUKM JIEKapcTBa, KOMTO ynorpebsasate. [Tokassalite ro Ha Bamus JAeKap 4
¢apMalieBT npeax Aa 3allOYHETE Ja IPHUEMATE HOBO JIEKapCTBO.

/lpyru nexapcTsa, kouro TpAOBa ma obcpaure ¢ Bawmua siekap wid ¢GapMaLeBT BKIIOYBAT APYrH
AHTHETTHJIENITUYHA CPEICTBA, PHUCICPHAOH, JIHTHH, XHAPOXJIOPOTHA3HI, METHOPMHH, NMUOTJIMTAZOH,
raMOypull, aMHTPHITTUWIHH, IPONPAHOIO, AMWITHA3EM, BEHIA(aKcHH, GyHapasuH, SKBIT KAHTAPHOH
(Hypericum perforatum) (pacTureneH npoaykT, H3MOM3BaH 3a JeYeHHe Ha JAenpecus), Bapdapum,
H3MOJI3BaH 34 pa3pe)KIaHe Ha KPLBTA.




AKO HE C¢T€ CUTYPHH Jajld HAKOE OT FOpenocOouUcHUTE ce OTHACA 3a Bac, nocobBeTBadTe ce ¢ Bamus
neKap Wik ¢apMaueBT npeau ynorpebara Ha Torunekc.

Hpuem na Tonaaekc ¢ XpaHa, HAMHTKH H AJTKOX0/1
Moxe na npuemare Tonuwnekc cbec WM Oe3 xpana. [IpuemMaiite MHOrO TEYHOCTH mIpe3 JeHS, 3a Ja

npenorepaTuTe oOpasyBaHeTo Ha kaMbHH B OBOperre 1o speme Ha ynorpedara Ha Tomwiekc.
Tpsbra na usbareare ynorpedara Ha aJIkOXOJ, JOKATO NpHeMarte Tormnexc.

BpeMeHHOCT, KbpMeHe H QepTHIAHTET

bpeMeHHOCT

BaxeH ¢hReT 32 XKeHU, KOHTO MOraT aa 3abpeMeHEsT

Tonuneke MOXEe a HaBpeaHM Ha HEPOACHOTO JeTe. AKO CT€ XXEHa, KOATO Moxe Na 3abpemeHee,
KOHCYJITHpaHTe ce ¢ Bamnd nexap 3a apyru Be3MoxHH JedeHHA. [locemasaitre Bawuus nekap, 3a ga
peoLIeHHU JeUeHHETO BH U 1a 00CHAHTE PHCKOBETE, IOHE BEAHBX IOIHIIHO.

11 pedomspameane Rd Mucpena.

» [Ipu murpena He Tpsadsa na n3nonzpare Tonwieke, ako cTe OpeMeHHA.

» [Ipu murpeHa He Tpsa6sa ga usnonspare Tonwieke, ako CTe KEHA, KOATO MOXKe Jia 3a0peMeHee,
OCBEH aKO HE H3NOI3BATE BHCOKOSPEKTHBHA KOHTpALICIUA.

o Ilpenu 3ano4yBaHe Ha jeueHHeTo ¢ Tonunekc TpadBa Aa ce HampaeH TecT 3a OpPEMEHHOCT NpH
KEHA, KOATO MOXKE Ha 3abpeMeHee.

Jevenue na enunencun.

o Ilpu emunencus He Tpabsa na m3nonssatre Tomnuneke, ako cTe OpeMeHHA, OCBEH aKO HUKOE
OPYTO JieYeHHEe He OCUTYpsABa JOCTATHYEH KOHTPOJ HA NPHCTHIIHTE.

o [lpy enunencus He TpsbGBa na u3nomsBare Tommwiekc, ako CT€ XKeHA, KOATO MOXe 2
3abpeMeHee, OCBEH aKO He M3MON3BaTe BUCOKOe(eKTHBHA KoHTpauenuua. UskioueHue uma
camo B CiIyvall Y€ HAMa ApYyro JeueHde ocBeH TonMieke, koeto B ocMrypsBa moctarpyeH
KOHTPON H2 NPUCTRIIHTE, H IL1aHupare ga 3abpemeHeere. Tpabpa Aa roeopuTe ¢ Bainus
JIEKap, 3a Ja CTe CUrYPHH, Y€ CTe MOMYUYHITH HHPOPMALIUSI OTHOCHO PHCKOBETE OT NPHEMA HA
Tonmunekc no BpeMe Ha OPEMEHHOCT M 32 PHCKOBETE OT MPHUCTHIIM MO BpeMe HAa OpeMEeHHOCT,
KOHUTO MOTaT Aa H3noXkat Bac win Balero HepoaeHO AeTe Ha pHCK.

 [lpenu sanouBaHe Ha JneueHHeTo ¢ Tonwiexkc Tpsa6Ba ha ce HArNpPaBH TECT 32 OPEMEHHOCT NpH
KEHa, KOATO MOXE Ia 3abpeMeHee.

Puckogeme om monupamam, Ko2amo ce npuema no epeme Ha bpemeHHOCm (He3a8ucumo om
3abonseanemo, 3a KOEmMo ce U3NOA3IBA MonUpamam);

ChlnecTByBa PHCK OT YBPEKAAHE Ha HEPOAEHOTO JeTe, ako TOMMIEKC ce M3Inon3Ba O BPEME Ha
OpemMeHHOCT.
» Ako npueMmare Tomunekc mo BpeMe Ha 6peMeHHOCT, Balero nere ma no- BHCOK PHCK OT
BpoJicHH JicekTH. [IpH %EHH, KOHTO NPHEMAT TOMHpaMar, okoo 4-9 neua Ha Bcexku 100 we
HMaT BPOACHH ACPEKTH B cpaBHeHHe ¢ 1-3 deua Ha Bceku 100, poneHH OT XKeHH, KOHTO
HAMAT CHOWICIICHA M HE [MpPHEMaT AHTHENWICNTHYHO JeueHHe. [lo-crieumanHo ca
HabmonaBaHM LieMKa Ha YCTHara (3aellka YCTHA) M LeNKa Ha Hebuero (BbiIua ycTa).
HoroponeHnTe MOMYETa MOTaT Aa UMAaT W MaijopMmauds Ha neHdca (xunocnagus). Tesu
Ne(peKTH MOraT J1a Ce pa3BHAT B Ha4YalIoTO Ha OpPEeMEHHOCTTa, AOpH Tpeay aa pazbepere, ue
cre OpeMeHHa.
o AKO npHemare Tomunekc no speme Ha OpeMeHHoOCT, Baimero aere moxe na uma 2- no 3-
KpaTHO MNO-BHCOK PHCK OT pa3CTPOHCTBA OT AayTHCTHUHUSA CHEKTBP, HHTEJEKTyaJHM
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3ATPYAHCHHUS HIH XUMECPAKTHBHO Pa3sCTPOMCTBO ¢ AeHUUMT HA BHUMAHHETO B CPaBHEHHE C
JeLara, poeHH OT )K€HH C €ITHIETICUA, KOUTO HE MPUEMAT aHTUEITHIISITTHLH JIEKAPCTRA.

» Ako mpHemare Tonwiekc no BpeMe Ha OpeMEHHOCT, AeTeTo By MoXe Ja e NOo- MaIKO Ha PBCT
1 TEri0 OT OYakBaHOTO MpH paxaaHeTo. B enHo mpoyusaHe 18 % oT menata Ha Maliky,
[IpHEMAaJI® TOMHUpaMAaT mo BpeMe Ha OpeMEHHOCT, ca OMIM MO-MaJIKM Ha PBCT H TErIO OT
OYaKBaHOTO IMPH paXKIaHETO, JOKATO 5 % OT Jeuara, pOACHH OT KeHH 0e3 enunerncHs, KOUTo
HE Ca MPHEMAIH aHTHEITHIENTHYHO JIEKapCTBO, ca OWIH NMo-MajIKH Ha PBCT M €4 TEXKAJH Io-
MAaJIKO OT OHAKBEHOTO NPH PAKAAHETO.

o KoncysTupaitre ce ¢ Baums aekap, ako HMaTe BBIPOCH OTHOCHO TO3H PUCK IO BpEME Ha
OpeMEHHOCT.

» Moske na HMa APYrH JIEKapCTBa 3a JieyeHue Ha Bamero 3abondaBane, npu KOUTO MMa MO-HUCHK
PHMCK OT BPOJEHH Ne(EeKTH.

Heobxooumocm om xonmpayenyus npu scenu, Koumo mozam 0a 3abpemeneam:

¢« AKO CTe )KE€Ha, KOATO MOXe Ja 3abpeMeHee, KOHCYITupaiite ce ¢ Bamusa niekap 3a Apyru
Bb3MOXKHH JieueHHs BMecTo Torunexc. Ako pellludTe na H3MoJ3Bare Tonwneke, TpabGea aa
M3M0JI3BaTE BHCOKOS(EKTHBHA KOHTpALENLMA IO BpEeME Ha JICUEHHETO M Hali-Maiko 4
CEAMHLIH CNe] nocneaHara go3a Tonunexc.

» Tpabsa na ce H3MNOI3Ba €NHA BUCOKOES(EKTHBEH METOA 3a KOHTpaLenius (Kato BETPEMATOHHO
YCTPOHCTBO) HAM JBa AOITHJBALLM €& KOHTPALENTUBHH METOHd, KaTO MPOTHBO3a4yaTb4YHH
XarnyeTa 3aeHO ¢ OapHepeH MeToA 3a KOHTPOJ Ha pakAaeMoCTTa (KATO Ipe3epBaTHB WIH
necap/nuadparma). Koncynrupalire ce ¢ Bamins ekap xoif MeToa 3a KOHTpalEnUUA € Hali-
noaxoasiua 3a Bac.

¢ AKO TIpHEMATE€ XOPMOHANHM KOHTPaUENTHBH, CBIISCTBYBA BB3MOXKHOCT 38 HAMAJIEHA
€(PEeKTUBHOCT HA XOPMOH&JIHHA KOHTpALENTHB OT Tomupamar. [lopagu ToBa TpabBa Aa ce
H3MOJI3Ba AOMBAHUTENEH OapHepeH KOHTpalenTHBeH MeTon (KaTo mpe3epBaTHB KM
necap/auagparma).

» Tpabsa na kaxete Ha Ballmsa nekap, ako HMaTe HEPEAOBHO MEHCTPYATHO KbPBEHE.

Ynompeba na Tonunekc npu momuvema.

AKO CTe poAMTEST WK JIHLE, KOETO C€ MPIKH 38 MOMHYE, JJeKyBaHo ¢ Tonunekc, Tpabpa He3abaBHO na
CE CBBPIKETE C HErOBMA JICKap, cief Karo aAsiueps Bu momyuw mepBara cH MEHCTpYyalus (MeHapxe).
JlekapsaT e BH HHPOPMHpa 3a pUCKOBETE 32 HEPOJEHOTO J€Te NOpaJH SKCNO3HLKA Ha TOMHPaMar Mo
BpeMe Ha OPEeMEHHOCT ¥ HEOOXOAUMOCTTA OT H3NOI3BAHE HA BHCOKOE(PEKTHBHA KOHTpALleNIMA.

Axo acenaeme oa zabpemeneeme, Ookamo npuemame Tonunexc:

» YroBoperte cpema ¢ Bawus nekap.

 He cnupaiite na usnonspate Bawara KoHTpauenmuusa, 1oKato He ofchauTe TOBa ¢ Baims
nexap.

e Ako mpuemare Tommnekc 3a emwiencus, He crnypaiite MpHema, AOKATO HE OGCHIOUTE TOBA C
Baiuus nekap, T kato 3abonasanero Bu Moxke aa ce BIIOLIH.

o BawmaT nekap inte NpeoLteHH jeueHHeTo BU U 1ie NpeLeHH ATTEpHATHBHHTE BH3MOXKHOCTH 3a
nevenue. Jlekapsar me Bu mochbBeTBa OTHOCHO pHckoBeTe OT TOMWIEKC MO BpeMe Ha
OpeMeHHOCT. Tok/Ta MOoXke ¢HINO Ha BH HACOYH KBM APYI CIICLIHAJIMCT.

Ako cme 3abpemenenu uru cmamame, ue Modice 0a cme bpemenna, doxamo npuemame Tonunexc:

» Yrosopere cnewHa cpeilia ¢ Bamus nekap.

» Ako npuemate Tomunexkc 3a NpeaoTBpaTiBaHe Ha MHIPEHa, He3abaBHO CMpeTe MpHeMa Ha
JIEKAPCTBOTO H C€ CBBpKeTe ¢ Bamms siexap, 3a na NpeueHd Oalld HMAaTe HYXJAa OT
aJITEPHATUBHO JIEYEHHE.

» AKO npueMaTe TONWIEKC 38 ENHICTICHA, He CIIUpAiTe MpHeMa Ha TOBA JIEKAPCTBO, JOKATO He
oO0cerauTe TOBa ¢ Bawma nexap, Teii kaTo TOBa MOKe Aa BiOMM 3aConABaHeTo Bu.
Browaeanero Ha Baiata enunencus Moxke fia H310XH Ha puck Bac unu Baieto neponeHo
aeTe.



e Bawuar nekap e npeoleHu JeyeHneTo BU U 11e npeleHy anTepHaTUBHUTE Bb3MOXKHOCTH 34
neyeHue. Jlekapar we Bu nocwhBeTBa OTHOCHO puckoBeTe OT Tonuieke no BpeMe Ha
OpeMeHHOCT. Toi/Ta MOXe ¢bl1Io Ja BM HacO4YM KbM JIpYT CNELIHAIUCT.

e Axko Tomnmnekc ce wu3non3Ba no Bpeme Ha OpeMeHHOCT, Bue me Obaere HabmomaBaHu
BHUMATEJIHO, 3a /1a C€ MPOBEPH Kak ce pa3BuBa BalueTo HepoaeHO aere.

YﬂepeTe ce, 4e CTe Mpote/M PHKOBO/CTBOTO 34 MALMEHTA, KOETO Lle NOJydHTe OT BalllHH JieKap WJIH
3aeqHO ¢ omakoBkata Ha TOMHIEKC ce npeﬂoc:Taﬂﬂ KapTa Ha naunema 3a na BH HAMOMHS 3a
PUCKOBETE 110 BpeMe Ha OPEMEHHOCT.

KbpMeHe
AKTHBHOTO BewlecTBo B Tonunekc (tonupamar) npemuHaBa B KbpMmarta. [Ipu GeGera, KbpMeEHH OT

JIEKYyBaHH MaMKH, ca HaO/M0/1aBaHU €(eKTH, KaTO JAHapHs, CHHJIMBOCT, Pa3Apa3HUTEIHOCT H JIOLIO
HaJJaBaHe Ha Teryio. 3aroBa, Bawwmar siexkap TpsabBa ma obcbau ¢ Bac manu na npeycraHoBuTE
KbpMEHETO WM Je4YeHHeTo ¢ Tomwiekc.Bawuar Jjekap 1ie B3eMe MNpeaBH]l BaXKHOCTTa Ha
JIEKapCTBOTO 3a MalKaTa U pucka 3a 6ebero.

Ma#kuTe, KOUTO KbPMAT MO BpeMe Ha ynorpedara Ha Tonwiekc, TpsaOBa na uHdopMHUpaT Jekaps
KOJIKOTO € Bb3MOXKHO I10-CKOPO, ako npu 0e0eTo ce nosBy Hello HeoOuYaiHo.

[TocweerBaiite ce ¢ Bamus nexap wiu gapmauesT rnpeau ynorpedara Ha TOBa JIEKapCTBO.

lHlopupane u padbora ¢ MAIIHHHA

[lo Bpeme Ha sieyeHuero ¢ Tomuyiekc MOXKe Ja ce MOABAT 3aMasHOCT, yMOpa M NpOOJEMH CbC
3peHreTo. He modupaiite u He u3non3BaiTe HUKAKBM MHCTPYMEHTH WIM MalUMHHM 6€3 MbpBO 1a cTe
ce rnochBeTBav ¢ Bamms nekap.

BaxxHa uHpopManms OTHOCHO HAKOU OT ChbCTaBKUTE Ha Tomnuiiekc

Tonuaekc (25 mg, 50 mg) cbabpxa JaAKTO3A.
Ako Bawusar nekap Bu e kazaji, ye UMaTe HENNOHOCHMOCT KbM HIKOM 3aXapH, NOChBETBANTE ce C Hero,
[peIK J1a B3EMETE TO3HU JIEKAPCTBEH MPOIAYKT.

Tonunekc (camo Tabaerkn 100 mg) cbabpxka ousBeTHren (a30-6arpuiio) Cohucer xbiaro (E110),
KOHTO MOK€ Jia MPEeAU3BHKA aJIEPrUiyHH PEaKIIHH.

ToBa nekapcTBO chabpka no-mainko or | mmol Hatpuii (23 mg) BBB Bcska Tabnerka, T.e.
MPaKTHYECKH HE ChABPXKA HATPUH.

3. Kak aa npuemarte Tonunjexc

BuHaru npuemaiite TOBa JIEKapCTBO TOYHO KakTo Bu e kasan Bawmst nekap. Ako He CTe CHI'YpHH B
Hewlo, nonuranre Bawus nekap uinu papmanesr.

MomMHueTa ¥ )KEHH, KOUTO MOraT Jia 3a0peMeHesT:

Jleuenuero ¢ Tonmmexkc TpsabBa na 3amouHe M Ja ce HAGMIOAaBa OT JIEKAP C ONMT B JICYCHHETO HA
enuiencus wiu murpexa. llocemasaiite Bawus nekap, 3a na npeoueHu JieueHHeTo By, rnoHe BeaHbBXK
FO/IMLIIHO.

® OO6ukHOBeHO BawusAT sekap uie 3anouse jeyeHuero Bu ¢ Hucka no3a Tonuieke ¥ nocTeneHHo
1€ s yBeJIM4YaBa, O0KaTo JOCTUTHE onTHMaJsiHaTa 3a Bac no3a.
o Tonunexc Tabnerku ce nornbaT uenu. M36sareaiite na apBuere TabaeTkuTe, 3aM10TO GUXa

MOTJIM Jla OCTaBAT rOPYMB BKYC B yCTara.



. Tonmuaexke MOXe 1a ce NpUeMa Npeau, no BpeMe Ha WK ciael XpaRa. [IpuemMaiite MHOIO
TEeYHOCTH Mpe3 JeHA, 38 Aa NPEAOTBpaTUTE 00pa3yBaHeTO HA kKaMbHH B OB0peLiHTe Mo BpeMe Ha
ynorpebara Ha Tonmnekc.

AKO CTe IpHEH nOBedYe OT HeobdXoxuMaTa K034 TonHIekc

. HeszabaBHo nocerere nekap. Hocere ¢ Bac onakoBkaTa Ha JIeKapcTBOTO.

. Moxe na ce IMOYYBCTBAaTe CHHEHH, YMODEHH WIH ¢ MNOHKeHa OYyOHOCT, ¢ HapyuieHa
KOOpAMHAUMA; JAa HMMaTe HapyUICHHA Ha peuTa WiIHM KOHLCHTpALMATa; Ja HWMaTe ABOMHO
BHXKJlaHe WJIH 3aMBITIEHO 3pEHHE; Ja ce MOYYBCTBATE 3aMasAHH TI0PaIH HHCKO KPBBHO HAIATAHE;
la ce MOYyBCTBATE MOTHCHATH WIM BB30YyJeHH; na umate OOJIKH B KOpeMa WIH NPHMaabUH
(NpuUcTHLOH).

BB3MOXHO € npeto3upaHe, ako npueMare ApyrH JeKapeTea eAHOBpeMeHHo ¢ Tormuiexe.

AKO ¢Te nponycHa/IM Aa npueMeTe Tonanexc

. AKO CTe NpOMyCHAIX Aa IpUEMETE N03a, HANPABETE TOBA, BEJQHAra LIOM ce ceTHTe. AKo obaue
Beye MMOYTH € CTAaHajI0 BpeMe 3a cieasawara Bu go3a, npomycHeTe mMpomycHaTaTa A03a M
NpoaAL/DKeTe No oOuvaiiHaTa cxemMa. AKO MPOITYyCHETE Na MPHEMETE JABE WIH IOBEYE JJO3H, Ce
cBepkeTe ¢ Bamuua nekap.

. He B3emaliTe qBofiHa 103a (1BE AO3H €IHOBPEMEHHO), 3a Ja KOMIICHCHPATE MpOITyCHATaTa A03a.

AKo cTe cupean npuema Ha Tonmjaexc

He criupaiiTe npHeMa Ha ekapcTBOTO, OCBeH ako He Bu e ka3aHo oT Bawwmar nekap. Cumnromure Bu
MOJXKe J1a ¢ BB30OHOBAT. AKO Bamuar iekap pemu fa npeyCTaHOBH JIGMEHHETO ¢ TOBA JIEKAPCTBO,
Jo3ara Bu Moxe ga ce HaMallH NOCTENEHHO B MPOABL/DKEHHE Ha HAKOIKO AHHU.

AKO HMaTe HAKAKBH JOITBbIHHTENHM BBIIPOCH, CBBP3aHH ¢ YoTpebaTa Ha TO3H IIPOAYKT,
MoJId nonuradte Bamusg nexap unu ¢gapMaliesr.

4. Bb3MOXKHH HeXeJIAHH PEeAKNHH

KakTo BCHYKH JIEKAPCTBA, TOBA JIEKAPCTBO MOJXKE Aa NPENU3BUKA HEXENAHH PEaKLMH, BBIPEKH Je He
BCEKHM I'd TIOJTy4aBa.

Kaxere Ha Bamusg Jexap Hin He3a0aBHO NOTHPCETEe MEAHMMHCKA MOMONI, AK0O HMATE CJIeJHHTE
HeXKeIAHM peaKnHH:

MHuoro yecTH HeXke/IAHH peakuHH (MoXxe 2a 3acerdar nosede ot 1 na 10 naunenTa)
- llenipecHs (HOBOTIOSBINIA CE WIH BJIOIIABAHE HA CHLICCTBYBALIA)

YecTH (Moxke a2 3acerHar no 1 Ha 10 nanuenTa)

- Ilpunagsuy (MpHCTBITH)

- TpeBoXHOCT, pa3aApasHHTENHOCT, MPOMEHHU B HACTPOSHHETO, OOBPKAHOCT, J€30PUCHTALMA

- Ilpobnemu ¢ koHUEHTpaUKATa, 3a6aBEHO MHCIIEHE, 3ary6a Ha naMeT, npobieMH ¢ maMeTTa (HOBO
Hayajilo, BHE3allTHa MTPOMSAHa WiIH MTOBHUICHA H3PA3E€HOCT)

- Kambhu B 686peumTe, yecto nnu 6onezneHo ypuHUpaHe

HevecTd (Moxke aa 3acerrsar go 1 Ha 100 nannenTa)

- [loBuiIeHO HHBO HA KHCETHHA B KPBBTa (MOXKE 3 NPEIH3BHKA 3aTPYIHEHO JHIIAHE,
BKJTFOYMTENTHO HEAOCTHT Ha Bb3yX, 3aryda Ha areTHT, raJeHe, MoBphl{aHe, MHOI'O CHITHO
H3pa3CHa yMOpa H YCKOPEHa WIH HEpaBHOMEpPHa ChbpAcYHA JeHHOCT)

- Hamaneno unm oTcucTBALIO W3NOTABaHE (0COOEHO MPH MAJIKH AeLid, KOMTO ¢a M3NIOXKEHH Ha
BHCOKH TEMITEPATYPH)




Hanuyue Ha MHCJIH 32 CCPHO3HO CaAMOHapPaHABAHC, OIIAT 3a H3BbPUIBAHC Ha CCPHO3HO

CaMOHApaHABAHE
3aryfa Ha 4acT OT 3PHUTEIIHOTO I10JI€

Peaxn ( Moxe aa 3acersart a0 1 ua 1000 nanuenra)

[ maykoMHO ONOKHpaHe Ha TEYHOCT B OYMTE, KOCTO MPEAW3BHKBAa NOBHINABAHE HA HAJIATAHETO B
OKOTO, OONKA WIIH HAMAIICHO 3pEHUE

3aTpyOHEHHE B MHCJIEHETO, B NPHNOMHAHETO Ha HMHOOpPMAalMA WIH B pa3pellaBaHETO Ha
npobneMy, HaMaJICHO BHUMAaHUE/OYHOCT KM OCBEJOMEHOCT, CHJIHO YYBCTBO Ha CHHIIMBOCT H
JIAIICA Ha EHEPrHYHOCT — TE3H CHMITTOMU MOXe fa 6baaT Oener 3a NOBHMUICHO HHBO HA AMOHSK B
KpbBTa (XUNEPaMOHHUEMHS), KOATO MOXKE Na JOBeAe A0 NPOMEHH BbB (YHKLMOHMPAHETO Ha
MO3bKa (XHIIEpaMOHHEMHYHA eHLedanonaTus)

Tesxku KOXKHH peakLuH, KaTo CHHAPOM Ha Stevens-Johnson M TOKCHYHA eNHAepMAallHA HEKPOTH3a
— TE3M peaKlidd MOraT Ja ¢e NPOABAT KATO KOXXHH OOpHBH, cbc WM Oe3 MexypH. JIpasHeHe Ha
KOXaTa, BE3NATCHHE WM NOLYBAHE HA YCTATA, IbPJOTO, HOCA, OUMTE H OKOJIO TEHHTATMHTE.
Koxxuure 0OpHBH MOXe 1a NPEMUHAT B CEPHO3HU OOLIMPHHM HapYIIEeHUS HA KOXKATa (JIOIIEHE Ha
enuaepMuca M NOBBPXHOCTHHTE MeMOpaHH Ha IMraBMLATA), C KHBOTO3acTpaLlaBally
NOCNEACTBUA.

C HeH3BeCTHA 4eCcTOTA (YECTOTATA HE MOME A ¢¢ ONPEeNEJR OT HAJTHYHHTE JAHHNA)

Br3naneHde Ha OKOTO (yBeHT) CHC CHMITTOMH KAaTO 3a4CPBABAHEC Ha OYUTE, 50.1'[[{3,
HYBCTBHTCIIHOCT KbM CBCTIINHA, CHII3CHE HA OUHUTE, BHAKAAHE HAa MaJIKH TOYKH WIH 3aMBIIICHO

3peHUe

JAPpYru HexeJIRHH PEAKIHH BKIIOYBAT CJICAHATE HOKEIAHA peaKliui. AKO Te CTAHAT CEPHO3HH,
MOJIfl Aa roBopHuTe ¢ Bamns Jekap nian ¢papManesT.

MHoro 4ecTH HEKeIaHH peakKHR (MoXe Aa 3acerHaT nosede or 1 Ha 10 nauHeHnrTa)

3amylueH HOC, XpeMa MM BB3MIAJICHO I'bpo

TpenTtene, O0nka W/iIH BUCTICHEHOCT HA PA3IHYHHU YaCTH HA TAJIOTO
CBHIMBOCT, YMOpa

3aMasgHOCT

["'aneHe, nuapus

3aryba Ta Terno

HecTn (Moxke aa 3acerHart x0 1 ua 10 mannenTa)

AHeMmus (HaManeH Opoi KpBBHM KIIETKH)

ANCpruiHM peaKuHH (KaTo KoxeH 00pHB, 3auepBaBaHe, ChpOeK, MOAYBAHE Ha JIMLUETO,
YPTUKAPHA )

3ary0a Ha aneTUT, HaMaJIeH aneTHT

Arpecusi, Bb30yha, rHaB, aBHOPMHO NoBeacHHE

3aTpyAHEHO 3aCITUBAHE UIH TPYAEH ChH

[IpobsieMu ¢ roBOpa WK FOBOPHH HApYIIEHHA, HEWIEHOpA3AeiHa pey

TpomaBOCT WIH JIMIICA Ha KOOPAWHALMA, YyYBCTBO HA HECTAOWIHOCT NIPH XOHEHE

HamaneHna criocoOHocT 3a 3aBbpllBaHe HA PYTHHHH 3aJa4H

Hamanenue, 3ary0a Win OTCBECTBHE HA BKYC

HeBomHO noTpenBaHe u TpenepeHe; Hbp3u, HEKOHTPOJIHPYEMH IBIKEHHUA HA OYHTE
BuzyallH{ HapYWIEHHS, KATO ABOHHO BHXKIAHE, 3aMbITICHO 3pEHHE, HAMAJICHO 3PEHME, TPYIHO
(HhOKYCHpaHe

HyBCTBO Ha CBETOBBPTEX (BEPTHIO), LIYM B YiIHTe, 60/IKa B yuIHTe

Henocrur Ha 8Bp3ayXx

Kaunuia

KbpBeHe oT HOCa

Tpecka, 4yBCTBO Ha Hepa3NonoKeHHe, cnadocT

[loBptinane, 3anek, OONKH B kopeMa WIH AMCKOM(OPT, HAPYLIEHO XpaHOCMIUIZHE, CTOMAIIIHA WITH

YpeBHA HH(peKLHA
Cyxora B ycrara




Koconan
Cupbex
CraBHH OONKH HIM MOAYBaHe, MYCKYJIHH CITa3MH HJIH KOHBY/ICHUHM, MYCKYJIHH O0NKH WK cnabocT,

Oonka B rppAHHA KOILI
HaagnapaHe Ha Terno

HeuecTn (Moxe ga 3acersHar 20 1 na 100 naguenra)

Hamanssane 6pos Ha TpoMOoUMTUTE (KPBBHY KIIETKH, KOMTO NIOMAraT 3a CIHpaHe Ha KbpPBEHE),
HaMmajsaBaHe O6pos Ha JICBKOLIMTHTE (KJIETKH, KOUTO BW noMarar Aa ce nasure ot HHpEKIHH),
HaMansABpaHe Ha HUBOTO Ha KaJIUid B KPBBTa

[lopuiaBaHe Ha YepHOAPOOHUTE €H3UMH, NOBKILIABAHE HA €03HHOQMIKTE (BHUI KPBBHH KII€TKH) B
KpbBRTa

IToayBaHe Ha BB3JIM HA LIKUATA, [TOAMHUILHHULIMTE WK CNAOHHUTE

[Toruiien aneTur

[loBMILIEHO HACTPOCHHUE

UypaHe, BIXKJaHe WIH YYBCTBAHE HAa HELUa, KOUTO HE NMPUCHCTBAT HA TOBA MACTO, TEXKKH
NCUXHWYHM HapYUIEHUS (NCHX03a)

[Toxa3zpaHe W/HIK OTCBCTBHE HA EMOLIMA, HEOOHYaHHA TIOAO3PHTENHOCT, MAHUYECKH ITPHUCTHITH
[IpobaeMu ¢ 4eTEHETO, FTOBOPHM HapYIIeHUA, ITPpOOIIEeMH ¢ THCAHETO

HecnokolicTBo, XHNEpakTHBHOCT

3abaBeH MUCJIOBEH NpoLEC, HaManeHa OAUTENHOCT WK ObP3UHA Ha peaKLMUTe

HaManeHHd Wi 3abaBeHH NBHKCHHMS HA TAIOTO, HEBOJIHH HCHOPMAJIHM WIIH MOBTAPALIM CE
MYCKYHH JABUXCHUS

[ IpwiolnaBaHe

HeHopManHO 4yBCTBO Ha AONHP; HAPYIIEHO ycellaHe 3a JONHP

HapyiileHO, H3KPHBEHO WIH JUNCBauI0 0OOHAHME

Heobu4yaitHo 4yBCTBO WM yCEUIAHE, KOETO MOXe Aa MPEALIECTBA MUTPEHa IWIH ONpeiesieH BUA
MpHNaIbUA

CyxoTa B O4YMTE, YYBCTBUTEIIHOCT Ha OUUTE KbM CBET/IHHA, MOTPEINBaHE HA KiIeTNa4yMTe,
CBHJI3JIMBOCT Ha OYHTE

Hamanenue wm 3arydba Ha ciyx, 3aryfa Ha clTyX Ha eJHOTO yXO

3abaBeHa WIM HEPUTMHYHA ChpIEYHA JeHHOCT, YYBCTBO Ha ChpuebHeHe B rPhIHHA KOLU

Hucko KppBHO HanaraHe, HUCKO KPBBHO HaJAraHE B H3NPABEHO MOJIOXKEHHE, BCISACTBHE HAa KOETO
HAKOM XOpa B3eMalld TOMWIeKe MOXKE Aa C¢ YyBCTBAT OTMAJHANN, 3aMasiHH HWJIH Jia 3aryosT
Chb3HAHHE IIPH BHE3AMHO CTaBaHe MIIH CAAaHe

3ayepBABAHE HA JIMLIETO, YYBCTBO HA TOILTHHA

[laHkpeaTHT (BB3NAJICEHHE HA MMTAaHKPEeaca)

HM3nyckaHe Ha MHOTO Ta30Be, CTOMALIHH KHCEIUHHM, UYBCTBO Ha ITBJIHOTA B KOPEMA H TIO[yBaHe Ha
Kopema

KbpBeHe Ha BeHLMTE, IOBHILIEHO CIIOHOOTAEIAHE, MAPEHE B YCTATA, JIOWI ABX B YCTATa

IIpreM Ha MHOTO FOSIMO KOJIHYECTBO TEHYHOCTH, KAXKIA

Obe31BeTsABaHE Ha KOXKAaTa

CKOBaHOCT Ha MYCKYJ1MTE, OOJIKH

Kp®B B ypHHaTa, HHKORTHHCHLIMA (HecnocoOHOCT 3a 3aabpXaHe Ha ypHHa), 60sika B XBN60Ka WK
O6nOpeka

3aTpyAHEHMA MPH MOTyYaBaHe U NOATBPXKAHE HA epeKLHs, HAPYLICHHE Ha CEeKCyanHaTa QyHKLUA
['punonoxodbHH cUMITTOMH

CTyeHH NpBCTH HA TOPHHTE M NOJTHUTE KpaifHULIY

HyBCTBO HA ONTHAHEHHE

Hepb3MOXKHOCT 38 YUYCHE

Peaxn (moxe ga 3acernar a0 1 ma 1000 nanuenra)

HeHopManHO NOBHLUEHO HACTPOESHHE

3aryba Ha Cb3HaHHE

Cnenora Ha eIHOTO OKO, MPEXOAHA CJIENIOTA, HOLHA CJIENOTa
MBP3EITHBO OKO

[loaysane Ha ourTe H 00/1aCTTa OKOJIO OUHTE




- BbesuyBcTBEeHOCT, TPBIIHEHE U NPOMEHU B LBeTa (0411, CHH, Clle] KOETO YepPBEH) Ha MPBCTUTE HA
FTOPHUTE U JONHHTE KpaHHULIK NPH K3TaradHe Ha CTy

-  Bwm3nanesue Ha yepHUA aApod, uepHOAPOOHA HEAOCTATHHHOCT

- CuHapoM Ha Stevens Johnson, NOTeHUMaNHO )KMBOTO3ACTPAILIABAIIO CHCTOSHUE, KOETO MOXKE 1a
CE M3pa3H C A3BH HA MHOIQ JIMraBULIM (KaTO JIMTaBULATA HA YCTaTa, HOCA H OUKTE), KOXEH OOpHB
U 1OABa Ha MeXypH

- HeHopmaneH KoKeH MHpPHC

- JIuckoM(dpopT B TOPHHUTE U JOTHK KpaHHHI{H

-  bnOpeuHu HapyuieHUA

C HeH3BECTHA YeCTOTA (MeCTOTATA HE MOKe 1A ce oNpeJe)iH OT HAJTHYHHTE TaHHH)

- Makynonarus e 3abo/siBaHe Ha MaKyaTa, MIKO IETHO B PETUHATA, KbAETO 3PEHHETO € Hai-oCcTpo.
Tpabea na yseoomute Bamms nexap, ako 3abenexure npoMsiHa HIM HAMAICHHE HA 3PEHHETO

- [logyBaHe Ha KOHIOHKTHBaTa (Ha OKOTO)

- ToxkcHyHa enuaepMaiia HEKpOaU3a, 3acTPallaBailo KHUBOTA ChCTOSHHE, CXOAHO €, HO MO-TEXKO OT
CHHApOMa Ha Stevens Johnson, koeTo ce xapakTepH3Mpa ¢ LIHPOKO PasNpOCTPRHEHH MEXYPH TIpH
KOETO FOPHMAT CJION Ha KoXaTa ce OTAeNd (BXK. pe/IkM HEXENaHHU peaKlvH)

Jdeua A WOHOIH

ObBHKHOBEHO HEeXKENAHUTE peakiHy NMpu Acla ca nogodHU Ha Te3n HaOMOAaBaHH NIPH Bb3PaCTHH.
Hsakou Hexkenanu peakumu obave ce HabmogaBaT no-4ecTo W/ WIH MOke Ja ObaaT Mo-TexXKO H3Pa3eHH
pY Jela OTKOMKOTO MPH Bb3PACTHM.

- Ilpobnemu ¢ KOHUEHTpaLHMATa

-  TloBHilIEHH HHBA Ha KHCEJIHMHA B KPbBTa

- Hanuuue Ha MHC/IH 3a CEPHO3HO CaMOHapaHsABaHe

- ¥YMopa

- HamaneH Hid NOBHILEH aMeTUT

- Arpecus, aDHOpMHO NOBEICHHUE

-  Hapymeno 3acnuBaHe

- YyscTBO Ha HECTAOWIHOCT NIpU XOJIEHE

- YyBCTBO Ha Hepa3MOJIOKEHHE

- TloHmxaBaHE Ha HUBOTO Ha KaJlUii B KpHBTA

- [Ipossa unu 4yBCTBO Ha Oe3paznHune

- IloBuuieHo cBa3eHe

- 3abapeH MJIM HEpABHOMEPEH CBPACUECH PUTHM

IIP}’]"H HCXCITAHH pCAKIIMKH, KOUTO MOXKE Aa CC MTOABAT NpH OACLA.

YecTn (Moxe na 3acerHat 10 1 Ha 10 nanHenra)
- YcemaHse 3a 3amaiiBaHe (CBETOBBPTEXK)

- IlospbruaHe

- lloBullleHa TeMnepaTypa

HeuecTu (MoKe aa 3acerdar a0 1 aa 100 nanuHenTa)

- YBenuuaraHe Ha Opos Ha eosuHouiuTe (BUA 6eNTi KpBBHH KNIETKH) B KPBBTA
- IloBuieHa aKTHBHOCT

- YyBCTBO Ha TOILUTHHA

- HecnocobHocTt 3a yueHe

CrobmaBaHe HA HeKeJIRHH PEAKIAH

AKO MOJTy4HTEe HAKAKBH HEXENIaHH JICKapCTBEHH peaKkUuWH, yBeoMere Bawms nekap wiu gapManesr.
ToBa BKITIOYBZ BCHUKH BBL3MOXKHH, HEONIHCAHH B Ta3H JTHCTOBKA HEXKENAHH peakiMu. MoxeTe chilo aa
choOLINTe HeXeNaHH DPeakiMH AMPEKTHO 4Ype3 V3MBIHHTENHATa areHUMS N0 JIEKapcTBaTa, YiI.
»Jamald I'pyes’” Ne 8, 1303 Codus, ten.: + 359 2 8903417, yeGeaitr: www.bda.bg. Kato cnobmasare
HE)KeJIaHH peaKLuK, MOXETE [1a NaaeTe CBOA MPHHOC 33 NOMy4YaBaHe Ha MoBedYe HHPOpMALHs OTHOCHO
De3onacHOCTTA HAa TOBA JICKAPCTRO.
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5. Kak na cexpansBarte Tonuniaekc
CobXpaHsiBalTe TOBA JIEKAPCTBO HAa MACTO, HEJIOCTHITHO 34 Jela.
Bnucmep 25 mg, 50 mg: He ce M3UCKBAT CrieLIMaJIHU YCIIOBUS 3a ChbXPaHEHHUE.

baucmep 100 mg: a ce cvxpanssa noo 30 C.
Myamuoozoe konmeunep: He ce M3UCKBAT ClIeLIMAIIHH YCIOBHUSA 32 CbXPaHEHHE.

He wusnos3saiite TOBa JIEKApCTBO CJIel CPOKAa Ha roAgHOCT, orOens3aH BbpXy eTukera. CpoKbT Ha
FOAHOCT OTroBaps Ha MOCJeHUS €H OT MOCOYEHHs MeCelLl.

He wu3xBbpsisiiite JjiekapcrBa B KaHajlM3auusaTa Wik ¢ OutoBure otnaabud. [lonuraiite Baiuus
(hapmMaLIeBT KaK /J1a U3XBBPJIMTE JICKAPCTBATA, KOUTO MOBeYe HE W3MoJ3BaTe. Te3u MEPKH Ie MOMOrHaT
3a OIna3BaHe Ha OKOJIHATa cpeja.

6. CopabpkaHHe HA ONAKOBKATA H A0NbJIHHTE/IHA HHpOpMaANIHSA
KakBo ¢cbabpka Tonuiaekce

AKTHBHOTO BELIECTBO € TonupaMmar. Bedka tabnerka Tormineke ewabppka 25, 50, 100 mg Tonupamar.

Jpyrure ¢bCTaBKH ca:

Cwvpyesuna na mabaemxkama: MHUKpPOKpPUCTAJIHA LI€TyJI03a, MAHUTOJI, HATPUEB HMIIECTEH IJIMKOJIAT
(tunm A), npexenaTuHusMpaHo Huwecre L.M, KkpocnoBUOOH, MOBMIOH, MarHe3WeB CTeapar,

KapHayOCKHM BOCHK.

[Tokpumue: XWArpoMesio3a, JIJakTo3a MOHOXHpaT (caMo 3a TabsieTku ot 25 mg, 50 mg ), makporos 4000
(camo 3a Tabsietku ot 25 mg, 50 mg), Tank (camo 3a Tabserku ot 50 mg u 100 mg), NpONHIEHIJIMKON
(camo 3a Tabsietku ot 50 mg u 100 mg), TutanoB auokcua (E171), xunomuuoso xwiaro (E 104) (camo
3a Tabnetku ot 50 mg), CvHcer xbaTo (E 110) (camo 3a Tabnerku ot 100 mg).

Kak u3riiexxaa Tonujeke H KaKkBoO ChAbPAKA ONAKOBKATA

Tabnremxu 25 mg: 6enu, Kpbriv GpUIMHpaHH TabJIeTKH

Tabnemku 50 mg: *XbATH, KPbIIH GUIMHPAHH TAOJIETKH

Tabnemku 100 mg: opaH>KeBH, TPOABJITOBATH (PHIMHUPAHH TaOIETKH

Bunose onaxkosku: 28, 30 u 60 tabnerku B 6auctep unu 60 Tabnerku B HDPE konreiinep, B koiito e
[I0OCTaBEHA TOPOMYKA CbC CYLUHUTE]I.

He BCHuKkH BUIOBE ONMAKOBKH MOrar Ja ObJaT MycHaTH B npo/iaxkoa.

Jpyra H3TOMHHIH HA HHPOpMAHSA

[Ipurexares HA paspelIeHHeTO 32 ynorpeda

G. L. Pharma GmbH, Schlossplatz 1, 8502 Lannach, AscTpus

IIpousBoanTe/in
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G.L. Pharma GmbH, Schlossplatz 1, A-8502 Lannach, ABctpus

Pharmathen S.A., 4, Dervenakion Str., 15351 Pallini, Athens, ['spuus

Pharmathen International S.A. Industrial Park Sapon, Street Block 5, 693 00 Sapes, prefecture of
Rodopi, I'spLms

To3n nexapcTBen NPOAYKT ¢ pa3pellicH 3a ynorpeba B crpanure wieHkH Ha EUII che caaeanute
HMeHAa:

Janus: Maritop 25 mg/50 mg/100 mg/200 mg filmovertrukne tabletter

ABCTpHA: Topilex 25 mg/50 mg/100 mg/200 mg Filmtabletten

bearapus: Topilex 25 mg/50 mg/100/mg ¢punmMupany TabneTku

Yewka pennybnuka:  Topilex

PyMBHHSA: Topilex 25 mg/50 mg/100 mg comprimate filmate

CnoBakus: Topilex 50 mg/100 mg

Hcenanus: Topiramato Qualigen comprimidos recubiertos con pelicula 25 mg/50
mg/100 mg/200 mg

JaTta Ha mo¢JieAHO HpepasrieKaaHe HA JHCTOBKATA
anpwi/2024

12



Kapra Ha nauueHnTa
Kaprta Ha naumMeHTa 3a TONMUJIEKC — 3a )KEHU U MOMHYETA, KOUTO MOrar jJa 3a0peMeHesT
KoHTpauenuus 4 npeana3zsaHe oT OpeMeHHOCT

Kakpo TpsOBa na 3Haere

. Tonunekc e ekapcTBO 3a EMUIIETICUS U 3a NMPEeA0TBPATABaHE HA MUTPEHO3HO IJ1aBOOOJIHE NPH
Bb3PaCTHH.

. Tonunekc Moxke CEepHO3HO Aa YBpeAM HEPOACHOTO [ETe, aKO Ce€ MpHeMa [0 BpeMe Ha
OpPEMEHHOCT.

KakBo TpsiOBa 1a HanpaBuTe

. [Ipenu ynorpeba npouyerere BHUMATEIHO JIMCTOBKATA U PLKOBOJICTBOTO 3a MAallHEHTA.

. H3non3saiite BUCOKOE(PEKTUBHA KOHTpALIEIILUA 110 BpeMe Ha JIEYEHHETO ¢ TONMpaMaT U Hai-
MaJIKO 4 CeAMHIM CJie/l MmocJjieiHaTa /J03a TondpaMar. Bamusart nekap me Bu nocbBeTBa KOM € Hai-
NOAXOAALIMAT 3a Bac MeToa.

. [locewaBarre Baluus sekap, 3a J1a nNpeoLeHH JieueHMeTo BH, NoHe BeIHBK MOAMIIHO.

s AKoO cmsTare, 4ye cre OpemMeHHa, He3abaBHO ce KOHCyITupaiTe ¢ Bamus nekap.

o AKO MHC/IMTE [la MMare JIeTe, He CIIMpalTe Aa M3M0JI3BaTe KOHTpauenuus, Npead Ja cre
roBOpHJIK ¢ Baiwus nekap.

. AKO UMaTe CNUJICIICHs, HE CITUpanTe yrnoTrpedaTa Ha TonupaMmar, OCBEH ako BaumsaT nekap He

Bu ka)ke, ThbH KaTO CHCTOSSHUETO BU MOXKe J1a ce BJIOLLH.

Lo

.
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3anasere Ta3u Kapra.
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