JIucroBka: nHpopMalHs 32 NANHEHTA

Tusno6pacrna 90 mg puamupann TabaeTkn / r /v I3 ¥
Tilobrastil 90 mg film-coated tablets
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IlpoyeTeTe BHHMATE/IHO USJIATA JIHCTOBKA, NPeIH /12 3aN09HeTe /1a IPHEeMATe TOBA JIEKAPCTBO,
ThH KaTo TH ChAbPrKa BaxKHa 3a Bac nudopmanus.
- 3amna3zere Ta3u JUCTOBKA. MOXKe [1a c€ HAJIOXKH Jia a1 NpoYeTeTe OTHOBO.
- AKO UMare HAKaKBH JOMbJIHUTE/THH BIIPOCH, NonuTaiTe Baluus sexkap uiu papMauesrT.
- ToBa nexkapcTBO € NpeANUCcaHo €IMHCTBEHO M JIMYHO Ha Bac. He ro npeorcTenBakTe Ha

Apyru xopa. To MOXe J1a UM HaBpe/H, HE3aBUCUMO, Y€ MPU3HALIUTE HA TAXHOTO

3a00J1BaHe ca ChlMTe Kato Bawwure.
- AKO NOJIy4YUTE HAKAKBH HEXeJIaHU peakluH, yBeaomere Bawus nekap win dapmauest. Tosa

BKJIFOYBA M BCUUKH Bb3MOXKHH HEXKEJIAaHU PeaKLIMH, HEONTUCAHHU B Ta3H JIMCTOBKA. BHxKTe TO4Ka

4.

KakBo cbabpxka Ta3H JIHCTOBKA

KakBo npeacrasiisBa Tuio0pacTril M 3a KaKBO €€ M3I10J/13Ba
KakBo Tps0OBa na 3HaeTe, npeau aa npuemere TunodpacTui
Kak na npuemare Tunobpactun

Bb3MOXHH HEXKEJIaHU peaKLMH

Kak na cexpansBare Tunobpactun

CoabprkaHMe Ha OMIAKOBKAaTa M JIONMbJIHUTEIHA UHPOpMaLIUS

Gh A e M B =

1. KakBo npeacrasisia THI00pacTHII H 3a KAKBO Ce H3M10/13BA

KakBo npeacrasisaBa Tuio0pacTu.
TunobpacTui CbabpIKa JIEKApCTBEHO BELIECTBO, HAPEUYEHO TUKarpesop. To npUuHaIeKu KbM rpyna
JeKapcTBa, Hape4YeHU aHTUTPOMOO3HH JIEKapCTBa.

3a kakBo ce H3noJs3Ba TuiaodpacTu.

Tunobpactuna 90 mg puamMupanu TabneTKu:

Tunobpactun, B KOMOMHALIMA ¢ aUETHIICAJIMLIMJIOBA KUCEJIMHA (JIpYro aHTUTPOMOOTHUYHO CPEACTRO), €
npeaHa3sHayveH 3a ynorpeba eIMHCTBEHO NpHU Bb3pacTHU. ToBa nekapctBo Bu e naneHo, 3amoro cre
npeKapasiu:

s HUudapkr, win

® HecTaOMIHA CTEeHOKApAUA (CTEHOKAapAMs WIM rpbHa 00JIKa, KOSTO HE c€ KOHTpoJiupa 106pe).

Toit HamangBa BEpOATHOCTTA J1a HACTBIU APYTr HHPAPKT UJIM MO3bYEH UHCYIIT, WIH CMBPT OT
3a00JIIBaHe, CBbP3aHO ChC CHPLETO WM KpbBOHOCHUTE BU cbaoBe.

Kak aelicrta Tuiobpacrul

TunobpacTun aelcTBa Ha KJIETKH, HAPEYEHH ,,TPOMOOLIUTH™ (OLE HAPEUYEHH ,, KPBBHH TJIOUMLIK™).
Te3n MHOrO MaJIKM KPbBHM KJIETKHM MOMAarar 3a CliipaHe Ha KbpPBEHETO, KaTO CE€ CJIeNBAT M 3aIlyllBaT
MaJIKH MOpPA3aHU WJIH YBPEIECHHU YUYaCTbLUH OT KPbBOHOCHHUTE Ch/10BE.

TpoMmGouuTuTe 06aue MmoraT ga 0Opa3yBaT U CbCUPELIM BbTpe B OOJTHU KPbBOHOCHH ChA0BE Ha

ChpLETO U MO3bKa. ToBa Moke J1a Ob/1€ MHOIO OIMAacHo, 3allo0To:

® CBLCHPEKBT MOXE JIa MPEKbCHE HAITBJIHO KPbBOCHA0ABAHETO — TOBA MOXE J1a IPUYHHH ChPACUYEH
yaap (MHOKapaeH HH(APKT) UM MO3BbYEH y/1ap, WK

® CHCHPEKBT MOXE Jia 3aMyIIH YaCTHYHO KPbBOHOCEH Ch/1 HA ChPLIETO — TOBA HaMaJl
KPBbBOCHA0ABAHETO HA CHPLIETO MU MOJKE /1a MpeAM3BHKaA IpbAHA 00/Ka, KOATO C
OT3BYyuaBa (TakKa Hap. ,,HecTabuiHa CTEeHOKapaus‘ ).

TunobpacTun nomara aa ce cripe cjiernBaHeTo Ha TpoMOouuTUTe. [10 TO3M HAaYMH ¢
BEPOSATHOCTTA Ja ce 0Opa3yBa KpbBEH CbCHPEK, KOWTO MOXKE /1a HaMalld KpbBOCHA



2. Kakso Tpa6Ba 1a 3HaeTe, npean Aa npuemere TuaodpacTua

He npuemaiite THaoOpacTai, ako:
® CTe allepruuHH KbM THKArpeaop Wik KbM HAKOA OT OCTAHAJIMTE ChCTABKH Ha TOBA JIEKAPCTBO
(n36poeHH B TOUKa 6).
yMarTe KbpBEHE B MOMEHTA.
¢Te HMAJIH MO3BYEH yAap, NPUYMHEH OT KPbBOH3IHB B MO3bKA.
MMaTe TEXKO YepHOAPOOHO 3abonsaBaHe.

MpHeMare HAKOE OT CJIEIHMTE JIEKApCTBa:

- KeTOKOHAa30J1 (M3M0/I3BaH 34 JieyeHrne Ha rbOMUHH HHDEKUHH)

- KJIAPMTPOMHUHMH (M3MOI3BaH 3a JieueHHe Ha 6aKkTepHanHi HHPEKUMH)

- wedazonoH (aHTHAENPECAHT)

- PHTOHABMP M aTazaHaBup (M3non3Banu 3a neueHue Ha HIV undexuns w CIIMH).

Axo HAKOe OT u3bpoeHHTe ce oTHaca a0 Bac, He npHeMaiiTe TunoOpacTii. AKO HE CT€ CHTYPHH,

roBopere ¢ Jiekaps Wiu dapMauienTa cu, IIPEH ia 3alOUHETe 1a MPHEMATE TOBA JIEKapCTBO.

Ipenynpexacans | NpeANa3HH MEPKH
TIpeau aa 3anounere aa npueMarte TuioGpacTun, ropoperte ¢ Balums siekap wan ¢papManeBT, ako:
e HMmare NopMilieH PUCK OT KbpPBEHE IOPAH:
- CKOpOIlIHA TEXKA TpaBMa
- CKOpOILUHAa XMPYPru4Ha MHTEPBEHUMA (BKJIOYHTENHO CTOMATONIOTHYHA MaHKITY NaLMA,
nonuraiite Bamusa cromarosnor 3a Tosa)
-  CBCTOSHME, KOETO 3acAra ChCHpPBAHETO Ha KPbLBTA
- CKOPOLIHO KbpPBEHE OT CTOMaxa WM YepBara (KaTo HalpHMep OT CTOMAIHA A3B3 HIH
Joonunu B aebesioTo 4epBo)

e Ako Bu npeactou xupypradyHa MHTEpPBEHLMA (BKTIOYHTEIHO CTOMATONOMHYHA MAHUITY IALHA)
10 KOeTO U Aa € BpeMe, nokaro npueMare Tunobpactun. Ilpuusnara 3a ToBa € NOBUILIEHHAT
PUCK OT KbpBeHe. BaluuAT nexap MOXe a pelliy ia CrpeTe nNpreMa Ha TOBa IEKapeTBO 5 THH
Npeay XUpYPrui4HaTa HHTCPBEHIIHA.

e Axo chpAeuHaTa Bu yectora e HeobuuaitHo Hucka (0OMKHOBEHO No-HUcKa OT 60 yaapa B
MHMHYTA) H BCE Ol HAMATe MOCTABEHO YCTPOHCTBO, KOETO PEryHpa ChbpAe4HUA Bu puTHM
(NeHCMENKDD).

e MHmare actma Wik apyru 6enoapo6Hu npobaeMH, WIH 3aTPYAHEHO NHILAHE.

Tumanero By crane HepaBHOMEPHO, HAPHMEP YCKOPEHO, 3a0aBEHO MJIH AMILIAHE Ha KPATKH
MHTEPBAIH. BallWAT NeKap 1ie pelld AaTy UMaTe HYXKAa OT JOMbIIHMTENHA OLICHKa.

¢ AKO cTe MMATH MpoblieMH ¢ YepHHUs CH Apo0 WK Npeax TOBa CTe npekapaiu 3abonsbake,
KOETO MOXE /1a € 3acerHano uepHusa Bu apob.

e Axo BH e HanpaBeH KpbBEH TECT, KOWTO € MoKa3aj ChAbPKaHHE Ha NoBeYe 0T OOHYAHHOTO
KOJIMYECTBO MMMKOYHA KHCEIHHA.

Ako HAKOe oT W36poeHnTe ce oTHacA 10 Bac (Wy ako He cTe CHIypHH), roBopeTe ¢ Bawms nekap win
dapMaLIEeBT, peH a NpHEeMETE TOBa JIEKAPCTBO.

Axo npHeMaTe eTHOBpEMEHHO THN00pacTHII H X€NMapHH:

e BamusaTt nekap MOXe aa M3UCKa KpbBHA NMpo0a 3a AHArHOCTHYHH TECTOBE, aKO MOJ03Hpa PAaKO
HapyLIeHHe Ha TPOMOOLINTHTE NPUYHHEHO OT XenapvH. BaxxHo € na nHGpopMupaTe Batis
nexap, 4e npuemare TuobpacTun H xenapuH, Tei KaTto TuioOpacTiit MOXe 12 NOBINAC
IUArHOCTHYHHA TECT.

ena H IOHOINH
Tuno6pacTiiI He Ce NPernopbYBa 3a ACLA K IOHOIIH oA 18 roAuHy.

Hpyru nexkapersa B TriaobpacTai
HUndopmupaitre Bamns nekap wnn ¢apMaLeBT, aKO NpHeMare, HaCKOpo CTE NpuUe
BB3IMOKHO JIa IpHeMaTe apyru jiekapcersa. [IpyunHara 3a ToBa €, ye THaoOpacT
Ha AeHCTBUETO HA HAKOH JIEKAPCTBA, KAKTO M HAKOH JIEKAPCTBA MOTaT Jia MOBJI



TrnobpacTun.

VeenoMere Balua nekap Wik hapMaLEBRT, aKO NIPHEMATE HAKOE OT CJIETHHTE JIEKapCTBa!

®  pO3YBACTATHH (JIEKApCTBO 3a JIeYEHUE HA BHCOK XONIECTEPOI);

e noseue oT 40 mg AHEBHO CUMBACTATHH WIH JIOBACTATHH (JICKAPCTBA, H3NOA3BAHH 32 JICYCHHE
Ha BUCOK XOJIECTEPOI)
pudaMNUUHH (RHTUOUOTHUK)
deHuTONH, kKapbaMazenuH H dpeHobapOUTaNT (M3M1013BAHH 32 KOHTPOJI HAa IPHNIAABLH)
IOUTOKCHH (M3ITON3BAH 33 JIEUEHHE Ha ChpAEYHA HENOCTATBYHOCT)
LIMKJTOCTIOPHH (M3TION3BaH 3a oTc/1abBaHe Ha 3alIMTaTa Ha OpraH13Ma)
XUHHIHH M JWITHA3eM (M3M0/I3BAHH 32 JIeHeHHUE Ha aDHOPMEH CHpIeUeH PUTEM)
GeTa-0110KEpH M BepanaMui (M3M0A3BaHHU 32 JIEUEHUE Ha BUCOKO KPbBHO HAJIATAHE)
MOP(HH B ApYTH OMHOKMAM (M3NON3BAHM 33 JIEYEHHE HA CHIIHA DOlKa)

VYeenoMere Bamus aekap win papManesT, OCOOSHO aKo IMPHEMATE HAKOE OT C/IEIHHTE JIEKAPCTBa,
KOMTO MOBHILABAT PUCKA OT KbPBEHeE:!

e , NEpPOpPATHU aHTHKOAryJaHTH", 4eCTO HapH4YaHH M ,,JIEKapCTBa 3a Pa3speXkIaHe Ha KPbBTA'™,
KOWTO BKJIIOYBAT Bap¢apuH.

®  HECTEPOWIHH NMPOTHBOBB3NANMTENHH cpecTBa (cbkpareHo kaTo HCIIBC), yecTo npueMaHH
kaTo obe3bonaBauiM KaTo uOYnpodeH U HaNpoKCeH.

¢  CeJIEKTMBHH HHXMOMTOpPH Ha 0OpaTHOTO NOEMaHe Ha CepoTOHHHA (CBKpaTeHO kaTo SSRIs),
NMpHEMAaHN KaTO aHTHACIPECAHTH, HAIIPUMEP NMAPOKCETHH, CEPTPAIHH H LIUTAIONPaM.

e JpYId IEKapCTBa KaTO KETOKOHA30J (M3MON3BaH 3a JICYEHUE HA IbOMUHH HH(EKIHH),
KJIAPHUTPOMHLMH (M3M0I3BaH 3a JieYeHHE Ha DakTepHalHH HHpEKUUH), HePa300H
(aHTHEMpPECaHT), PHTOHABHP M aTa3aHaBUp (M3MON3BaHHM 3a JeyeHHe Ha HIV undexkuns u
CITUH), uuzanpua (M3N0/13BaH 3a JIeYeHHE HA KMCENNHU ), €proankalouay (M3MON3BaHH 3a
JleyeHHE Ha MUTPeHa U rnapofonue).

Cri[o Taka KakeTe Ha Balling nekap, 4ye Thi Karo B3eMate THIoOpacTHI, MOXE 2 UMAaTe NOBHUILIEH
PHMCK OT KbpBEHE, B clTyyait ue nekapat Bu naae pUOPHHOIHTHLIM, YECTO HAPHYAHH ,,JICKAPCTBA 34
CTOMABaHE HA ChCHPELH , KATO CTPENTOKHHA3a WIH &JITeruiasa.

bpeMenHOCT H KBPMEHE
[TpuemsT Ha TunobpacTHi He ce NpenopbYBAa, aKO CTE OPEMEHHA WM HMa BEPOATHOCT Jia

336PCMGHEBTB. Kenurte TpHﬁBa A4 U3NOoNA3BaT NOAXOAALIH KOHTPpALCITTHBHHA CpECACTRA, 34 4a CC
MpeAras3saT oT BEGPCMCHHBEIHE AOKATO NPpHUHCMAT TOBA JICKApCTBO.

AKO KbPMHTE, TOBOpETE C JIEKapd CH, NIPeaH Aa 3alo4yHeTe Aa PHEMATe TOBa JICKapcTBO. Batmar
nekap e o6¢han ¢ Bac monsure u puckoBeTe oT npueMa Ha THnoOpacTi npe3 To3d NepHoA.

AKko cTe 6peMeHHa WIH KbPMHTE, CMATATE, Y€ MOXKe J1a cTe OpeMeHHa WM IUTaHHpaTe OpeMEHHOCT,
nochseTaiiTe ce ¢ Bamma nekap wnu gapmaueBT npeau ynorpedaTa Ha TOBa JIEKapCTBO.

Modupane B padoTa ¢ MAIIHHH

Tuno6pacTin € MaJIKo BEpOSTHO Aa nosnuse cnocobHoctTa Br aa moduparte wim na paborure ¢
MAalLMHU. AKO C€ MOYYBCTBATE 3aMadsHH WM 00bpKaHH, JOKATO NTPUEMATE TOBA JIEKapCTBO, ObaeTe
BHHMATEJIHH, KOraTo modHpare wid paboTuTe ¢ MallUHH.

TuaobpacTaa chaAbpkKa HATPHEH
ToBa nekapcTBO Chabpxa no-Manko ot 1 mmol Hatpuit (23 mg) Ha TabieTka, T. €. HA NPAKTHKA HE
ChABPIKA HATPHH.

3. Kak 1a npremarte Tuao0pacTun

BuHaru npuemaite TOBa JIEKapCTBO TOYHO KaKTO BH € kazan Bamusg sexap. Ako




Helllo, NonMTaiTe Balusg nexap win ¢gapMaLesT.

3a na oteopure OyTHiKkaTa: Kamaukara ce OTBMHTBA M KOHTeHHepa ce OTBaps CaMO KOTaTo
3alMTEHATa Cpellly OTBapAHE OT JeLa Kanayka ce MPUTHCHE HaJI0Ty M ce 3aBbPTH MO MOCOKA Ha
CTpeJikaTa.

Kouaxo na npaeMare

e IInpronauanHata 1032 e ABe TabIeTKH eOHOBPEMEHHO (HaToBapBawa ao03a ot 130 mg).
O6uKkHOBEHO Ta3M ao3a e Bu 6bae nanexa B OONHHUIIA.

e  Cnepn Ta3u MBPBOHAYAIHA A03a o0MyaiiHaTa A03UPOBKa € eiHa TabseTka oT 90 mg apa mbTH
JIHEBHO, B MPOAB/DKEHHE Ha He ToBeye oT 12 Mecela, ocBeH ako BawmuaT nekap He Bu
[MOCHBETBA APYro.

e  [Ipuemaiite TOBa JEKAPCTBO MO €IHO W CHLIO BpeMe BCEkH JieH (Hanpumep, eiHa TadneTka
CYTPHH U €IHa Beuep).

[Ipaem aa TRao6pacTHI ¢ APYrH JeKAPCTBA, NOBIHABAIIH KPbLBOCHCHPBAHETO

O6HKHOBeHO BamusaT nexap me By mochbBeTBa Aa NpHEMaTe H alleTHICATHLMIIOBA KHCeNHHa, Toea e
BELIECTBO, KOETO MPHUCHCTBA B MHOTO JICKapPCTBAa, M3TON3BaHH 3a NIPCAOTBPATABAHE Ha
KpbBOCHCHpBaHETO. BamusT nexap e By kaxe konko aa nmpremare (00ukHoBeHO Mexkay 75-150 mg

IHEBHO).

Kak 1a npuemate Tuaobpacran
e  Moxe na npHeMete TabneTkara ch¢ WM O€3 XpaHa.
. Mooke Aa IPOBEPHUTE KOra cTe MpUesn nociaeanara tabnetka TwioGpacTi, Karo norneaHere
6nucrepa. Ha Hero uMa cibHUE (3a CyTpHHTa) M yHa (3a BeuepTa). Tosa e Bu nokaxke
AaJIH CTE MPUEITH 103aTa CH.

AK0 HMaTe 3aTpy/HEeHHd NPH Operabinane Ha TA0JETKATA
AKO MMaTe 3aTPYAHEHHS TIPU NperTbiiaHe Ha TabieTKaTa, MOXE Jia 4 CTPHETE H Ja i CMECHTE C BOAa,

KaKToO C/I¢ABa:
e cTpuiiTe Tabnerkara Ha ¢HH npax.
® H3CUMETE Mpaxa B NOJOBHH Yallla BOAA.
e pa3bbpKaiiTe U U3NMIITE BEQHAra.
® 133 J1a CTE CUI'YPHH, Y€ HE € OCTAHATIO JIEKAPCTBO, U3IUTAKHETE Npa3HaTa Yallia ¢ OLIE NMOJIOBUH

yaiiia BOAa U 1 U3IHUTE.
Ako cre B 6onuuna, Tabnerkara Moxe ga Bu 6bae nanena, cMeceHa ¢ MaJIKO BOJa H NPUIIOKEHA Ype3

COHJIa npe3 Hoca (Ha30-racTpajiHa COHJA).

AKoO cTe npHeJH NOBeYe OT HeobxoguMaTa 103a THN0OpacTH

AKO cTe NIpMENH NoBede OT HeoOXxoauMara ao3a TunobpacTun, He3abaBHO Ce CBBPXKETE C JieKaps CH
WK oTHaere B OomHHLA. BieMere onakoskaTa Ha JIEKapcTBOTO ¢bC cebe cH. Bue Moxe n1a cre
H310KEeHH Ha MOBHILICH PHCK OT KbPBEHE.

AKo cTe nponycHann Aa npaeMere TuaodpacTaa
e AKO CTe NPOIyCHAJIM Ja MpUeMeTe Jo3aTa CH, B3EMETE CIIC/IBAlllaTa KakTO OOHKHOBEHO.
e He B3umaiire qBoiiHa Ao3a (ABe NO3H €JHOBPEMEHHO), 3a [la KOMIIEHCHpATe NpOoMyCHaTaTa 03a.

AKoO cTe cnpeyn npueMa Ha TuixobpacTan

He crniupaiire nprema Ha TunoGpacthn, 6¢3 Aa cTe ce NOCHLBETBANM ¢ NIeKaps cH. B3umanTe ToBa
JIeKapCTBO PEAOBHO JOTOraBa, Aokato Bawusat nekap Bu ro npeanucea. AKo cnpeTe ga npyemare
TunoGpacTil, TOBAa MOXE A2 IOBUIIH PUCKA [1a NONyYMTe APYT MHOKapAeH HH(PAPKT WX MO3bY€EH

Baiums nekap und gapMaLeBT.



4. BL3MOKHH HeXXEJIAHH PEAKIHH

KakTo BCHUKHM JEKapCTBA, TOBA JICKAPCTBO MOXKeE Ja IPEIN3BUKA HEXKETAHH PEaKLMM, BBIIPCKH He He
BCEKM I noyyasa. [Ipy npreMa Ha TOBA JIEKAPCTBO MOTaT ia ce Hab/IoAaBaT ClIEJHATE HEXKENMaHN

peaKiHUH:

THKarpeop NOBJIHABA KPEBOCHCHPBAHETO, TaKa HE MOBEYETO HEXENaHH ePEeKTH Ca CBbP3aHH C
knpeeHe. KbpBeHe MOse 1a Bb3HMKHE BbB BCAKA YacT Ha T10To. HAKon BUIOBE KbpBEHE Ca 4eCTH
(kaTO MOABA HAa CHHHHH U KbPBEHE OT Hoca). TexKOTO KbPBEHE HE € YeCTO, HO MOXE J1a Obae

;KHBOTO3acTpAallIaBalllo.

AKo0 3abeiexnre HAKOH OT CIeIHATE CHMIITOMH, TPAOBa He3a0aBHO A4 ce¢ 00bpHETE KbM JIeKap —
MOMe 1a ce HYXK/12€eTe OT COelIHO JIeYIeHHe:
e Mo3bueH HIH BhTPEUEpeneH KPHLBOHIJIHB € HEYECTA HEOKENAHA PEAKIHE, H MOKE 13
npeXH3BHKA NPHIHANH HA MO3BLYCH HHCYJIT KATO:
- BHe3allHO M3TPBNBaHe WK c1abocT Ha Bamata pbKa, kpak Wi JIMLE, OCODEHO aKo & caMo
OT €[1HaTa CTpaHa Ha TAJIOTO
- BHE3aNnHo oObpKBaHe, 3aTPYAHEH FOBOP WIH pa3bupaHe Ha OKONHHTE
- BHe3alHa MoABa Ha 3aTPYAHEHHUE MPU XOOACHE, HAPYLIEHO PABHOBECHE HITH
KOOpAHHALHA
- BHe3anHO 3aMaliBaH¢ WK BHE3AMHO CHIHO riaBobonue ¢ HeACHa MpUYNHA

¢ [Ipn3Hanm HA KbPBEHE KATO:
- KBpPBEHE, KOETO € TEXKKO, WIH KOETO HE MOXKETe 18 KOHTPOJIMPATe
- HEO4YaKBaHO KBbPBEHE WIH KbPBECHE, KOETO Tpae NMPOAL/DKHTENHO BPpEME
- poO30Ba, YEpBEHa UM KadsaBa ypHHa
- TOBpBIIAHE HA YEPBEHA KPbB WM NMOBpPbILAHE C BUI Ha ,,CMIIAHO Kade™
- yepBEHM WIM YepHH M3NpakHeHW: (NPHIMYALUM HA KaTpaH)
- KalUIAHE WIH NOBpbUiaHe HA KbpBaBH ChCHPELH

e [Ipanaaade (cHEKON)
- BpeMeHHa 3aryfa Ha Cbhb3HaHME NOpPaH BHE3ANHO HAMANIBAHE HA MPHTOKA HA KPBB KbM
MO3bKa (4eCTH)

o ITpu3nana Ha npo6.ieM ¢h¢ CHCHPBABETO HA KPbLBTA, HAPEWeH TPOMOOTHYHA
TpombonuTonennuna mypnypa (TTII), karo:
- BHCOKAa TEMIIEpaTypa H MypIypHH NETHA (HapeyeHo mypnypa) Ha KOXKaTa WK B YCTaTa, Che
WK 63 NMOXKBITIARAHE Ha KOXKATA WIH OYHTE (KBITEHHLA), HEOOACHUMO H3TOLEHHE HITH
0OBpPKaHOCT

Ob6cbaeTe ¢ Jexapa cH, ako 3abe1exKHTe HAKOH OT C/lIeAHATE CHMITOMMA:

¢ YyncTBO HA HEAOCTHT HA BB3AyX — TOBA € MHOI0 4ecTo. Moxe 1a ce Ib/DKH Ha CHPACHHOTO
Bu 3a60/1BaHE WK Ha pyra IpHYNHA, WK MOXKe aa Obae HexenaHa peakuua Ha TunobpacTun.
CBBp3aHHAT ¢ THKArpesop 3aiyX € JIeK M C€ XapaKkTepH3Hpa ¢ BHE3alleH HEOYAKBAH HEJOCTHI Ha
BB3/yX, OOMKHOBEHO BB3HHMKBAILl [IPH MOKOH, KaTo MOXKeE 1a C€ NMOABH MPE3 MbPBHTE CEAMMLIH Ha
JICYCHHUE H NMPH MHOTO XOpa MOXE Aa H34e3He. AKO YyBCTBOTO BH 3a HEAOCTHI Ha BB3/YX CC
BNOIIABA WIH MPOARDKABA JABJIO BPEME, yBeIOMETE JieKaps CH. BaluuaT Jiekap e peurs naiu
TOBa H3HCKBA JICUSHUE WM AOITBAHHUTETHH H3CJICABAHUA.

JApYra Bb3MOXKHH HEKEJIAHR PeaAKIAH

Mpu=oro 9ecTH (MOraT Ja 3acersat nosede oT 1 Ha 10 aAymn)
® BHCOKO HHMBO Ha MHKOYHA KHCEINHA B KpbBTa BH (YCTAHOBABA CE C TECT)

¢ KBPBEHC, NPHYHHCHO OT HApYLUCHHA HA KPpbBTa

Yectn (Morar na 3zacersar Ao 1 na 10 xymn)




CUHHUHHU

rnabpobonue

YyBCTBO Ha 3aMasgHOCT MJIH yCelllaHe, Y€ CTaATa Ce BbpTH

OUApHA HJIM JIOLIO XPaHOCMHIIAHE

NO3MBH 3a TOBpbLUaHe (raJeHe)

3anex

obpus

cbpbex

cunHa OonKa ¥ MogyBaHE HA CTAaBUTE — TOBA Ca MPpHU3HALIM Ha nojarpa

YyBCTBO Ha 3aMasHOCT WIH CBETOBBPTEK WIH 3aMbITIEHO 3pEHHE — TOBa Ca MPU3HALM Ha

HHCKO KPBBHO HAJIAraHE

KbPBEHE OT HOCA

® KBbPBEHE CJIe)] XUPYPruvHa HHTEPBEHLMA WIH OT NOPA3BaHMA (HanpUMep NpH OPBCHEHE) U PaHu
MO-CHJIHO OT HOPMAJIHOTO

® KBPBEHE OT CTOMALIIHATA JIMraBHLA (A3Ba)

¢ KbpPBALIHU BEHHH

Heuectn (Morar na 3acernat a0 1 ma 100 nymn)

® anepruyHa peaxuusa — oOpuB, chpbex WIH OTOK Ha JIHLIETO, W OTOK Ha YCTHHTE/e3HKa
MOraT Ja ¢a NMPU3HaLH Ha aepruyHa peakifHs.

e obObpKBaHe
3pUTENHH NPOOIEMH, MPHYHHEHH OT HAJTHUMETO Ha KPBB B OKOTO
BarMHAJIHO KbPBEHE, KOETO € MO-TEXKKO WIIH CE CITy4sa 110 BpeMe, pa3auvHO OT HOpManHoTo Bu
(MEHCTpPYaJIHO) KbPBEHE

® KLpBEHE B CTABHTE U MYCKYJIHTE, IPEAU3BHKBALIO DOIE3HEHO NOAYBaHe
KpbB B YXOTO

® BELTPElUIEH KPBBOM3NHUB, TOBA MOXKE Aa NpeJH3BHKaA 3aMaSHOCT WIH CBETOBBPTEK

C Hen3BecTHA 4€CTOTA (0T HAJIHYUHHTE JAHHH He MoXke N1a Oble HanpaBeHa ONeHKA Ha
YeCcTOTATA)

¢ Heobuuaitno 6apeH mysic (0OHKHOBEHO MO-Mayko oT 60 yaapa B MUHYTa)

Cro0maBane HA HEXKEJIAHH peaKHH

AKO MONYUYHTE HAKAKBH HeXeNlaHH JIEKApCTBEHH peaKiiMH, yBeaomeTe Baluus iekap unu papmauesr.
ToBa BKJIFOUBA BCHUKH Bh3MOXKHH HEONUCAHH B Ta3H JIUCTOBKA HEKE/AaHM peakln. Moxere Chilo Aa
chOOLIMTE HEKENaHU peakliMi AUPEKTHO Ype3 HalMOHAIHaTa CHCTEMa 3a ChodlliaBaHe:
UansnaATEIHA areHus Mo JekapeTsara yi. ,,JamaH ['pyes” Ne 8, 1303 Codus, yebeair:
www.bda.bg. Kato chobllaBaTe HexeTaHu peaKkLHH, MOXKeTe Ja AaieTe CBOs NPHUHOC 32 MOTy4YaBaHe
Ha noseye HHpOPMaLMa OTHOCHO 6e30MaCHOCTTa Ha TOBA JIEKApCTBO.

S. Kak na coxpanaBare TH100pacTun
Jla ce cuXpaHsBa Ha MACTO, HEAOCTHITHO 3a AeLa.

He uznonzeaiiTe TOBa IEKapCTBO Cllell CPOKa Ha rOAHOCT, oTOenA3aH BbpXy OsiMcTepa U xapToHeHaTa
ornakoBka ciaef ,,J onen 70:*. CpoKbT Ha FOJHOCT OTTOBapA Ha MOCICIHUA I€H OT MOCOUYEHHA Meceil.

Tosa nexapcTBO He H3IUCKBA CMICLHAIHH YCIOBUA HA ChXPaHEHHE.

He u3xXBBbpafgiiTe NeKapcTBaTa B KAHAUIM3ALMATA WIM B KOHTEHHEpa 3a JOMAILHH OTNAa/IT
Baiuusa ¢papManeBT Kak /1a U3XBbPJIATE JICKAPCTBAaTa, KOUTO BEUE HE HINon3pare. Te3
CIIOMOrHAT 3a Ora3sBaHe Ha OKONHATA cpeja.

6. CorabppKaHAe HA OMMAKOBKATA H A0NbIAHATEIHA ARQPOPMANHSA



Kaxkpo ¢cuabpxka Tunob6pacTaa

AKTHBHOTO BEIECTBO € THKArpeJop.
Beaka duniMupana tabnerka ceabpxa 90 mg THKarpenop.

JIpyrure CbCTaBKH ca:
SAopo na mabremxama: Manuton (E421), kanuues xuaporeHdocdar AUXHAPAT, HAPEBHIHO
HUILECTE, HUIIECTE, MPEeXKeTaTHHH3UpaHo (1apeBH4HO), Tk (E553b), HaTpues creapu

dymapar.

Duimoso noxpumue: nonu (Buuunos ankoxon) (E1203), tank (E553b), THTaHOB AHOKCHA
(E171), raMueposioB MOHOKAITPHIOKAIPAT, HATPHEB JIaypHIICY (AT, XKEACICH OKCHI XKBAT
(E172).

Kaxk mriaexaa Tano6pacTHI H KAKBO CHALPXKA ONAKOBKATA
dunimupana Tabnerka (Tabnerka): TabneTkuTe ca KPBIUH, ABOMHOH3ITEKHAIH, JKBIITH TabJIETKH, C
o3HaucHUe ,,90% OT eHATa CTpaHa M rajKH OT Apyrara, ¢ AHaMeTsp 9,6 mm £ 5 %.

TunoOpacTun ce npegnara B:

cTaHAapTHH GaKcTepH (CbC WK 6€3 CHMBOMH CITBHLE/TyHa) B KAPTOHEHH ONAKOBKH OT 36, 60
v 168 Tabnerku

KaneHaapHH 6HCcTepH (Che WAH 6e3 CHMBOJIH CIIBHLE/TYHA) B KADTOHEHH ONAKOBKH OT 14, 56
u 168 TabneTku

rpynoBa onaKoBkKa, chabpxkaiia 180 (3 onaxkoskH 1o 60) Tabnerku B cTaHAAPTHU OJIHCTEPH
(cbc win 6e3 CHMBOTH CITBHLE/TyHa)

rpynosa OMaKoBka, CbAbpxaia 168 (3 onakosku no 56) TabneTkH B KaneHAapHU OanCTepH
(cbe wn 6e3 CUMMBOJIM CITBHLE/ TyHA)

nepdopUpaHH €THON030BH ONUCTEpH B KapTOHEHHU onakoBKH OT 100x1 TabneTkn

OyTHikM ot nonueTHneH ¢ Bucoka wisTHocT (High Density Polyethylene (HDPE)), sarsopenu
¢ nonunpornmwieHora kanauka (PP) ¢ LDPE nokpHTHe, 3allIHTeHa Cpelly OTBapsHe OT Aelia,
chabpxaily 30, 60 unu 250 Tabnerkn.

He Bcuuky BHOOBE OMAKOBKH MOTaT Aa OBJaT MycHaTH B IpoAakoa.

IIpATexkaTeN HA pa3pelleHHAETo 32 ynoTpeda

Sandoz d.d.
Verovikova 57, 1000 Ljublyana
CnoBeHus

IIpoA3BOAHTE/IH

PharOS MT Ltd,

HF 62X,

Hal Far Industrial Estate,
Birzebbugia, BBG 3000,

Marnra

Lek Pharmaceuticals d.d.
Verovskova Ulica 57

Ljubljana 1526
CnoBeHns

To3u NekapcTBeH NPOAYKT e 0J00peH B cTpanuTe-wienkn Ha EMIL 1 O6eannen
(Cepepua Hpaasanas) che CJICAHATE HAHMEHOBAHHA:

Hupepnanaus |Tilobrastil 90 mg, filmomhulde tabletten
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brirapus - [TunoGpactin 90 mg dunMupanH TabneTkn
EcTOHMA Tilobrastil

XnpBaTHA Tilobrastil 90 mg filmom obloZene tablete
Hiyy:t] Tilobrastil 90 mg plévele dengtos tabletés
UlaTBua Tilobrastil 90 mg apvalkotas tabletes
[Tonma Tilobrastil

CrnoBeHus Tilobrastil 90 mg filmsko obloZene tablete

JaTa Ha NOCJeTHO NPEePAIrIeKAAHE HA JTHCTOBKATA

MMIITT




