JIncroBka: HHpopManus 3a NANMUEHTA

TuaoopacTua 60 mg puamupann TadaeTkn 5’/ “'?72 7 L2 é
Tilobrastil 60 mg film-coated tablets

TUkarpenop (ticagrelor) = ; J }'72 / LZ. 4/-/9,2._!'#
LA -ér_é/j’ Ug =UZ= 1040
IIpoueTeTe BHHMATE/IHO LSJIATA JIHCTOBKA, NP/ 1a 3aNI04HETe 1a NIpHeMaTe TOBA/JIeKapcTBo,

Thil KATO T8 ChAbPKa BaxkHa 3a Bac nndopmanus.

- 3anasere Ta3u JUCTOBKA. MoXe 1a ce HaJI0XKH Jia s MpoYeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JIOITbJIHUTEIHH BBIIPOCH, NMonuTaire Bauius nekap uiau ¢papmaliesT.

- ToBa j1€KapcTBO € MpeAnMcaHo eAUHCTBEHO M JIMUHO Ha Bac. He ro npeorcrbnBaiTe Ha
apyry xopa. To Moxe 1a UM HaBpe/I1, HE3aBUCHUMO, Y€ NMPU3HALMTE HA TAXHOTO
3a00/1gBaHe ca chlUMTe KaTo Bawure.

- AKO NoJIy4MTe HAKAKBM HEXEJIaHH peakliuu, yBeaomere Bauus nexap wiu ¢papmauest. Tosa
BKJIFOYBA U BCUMYKH Bb3MOXKHHM HEXEJIaHH PeakLiMy, HEONMCAHU B Ta3H JIMCTOBKA. BHkTe TOUKa

4.

KakBo ¢bABbpka Ta3H JIHCTOBKA

KakBo npeacrasnsBa TunoOpacTui v 3a KakBO C€ M3I10/13Ba
KakBo Tpsa6Ba na 3Haete, npeau aa npuemere TunodpacTui
Kak na npuemare Tunobpactun

B1b3MOXXHU HEXKEJIaHH peaKLuU

Kak na cexpanssare TuwioOpacTun

CpabprkaHHe Ha OMAaKOBKAaTa M OMbJIHUTEIHA HHPOpMaLUs

SN L B Sl B

1. KakBo npeacraBisiBa THI00pacTH I H 32 KAKBO Ce H3M0/13Ba

Kakso npeacrasisBa TuiaobpacTui
TunoGpacThi ChabpIKa JICKAPCTBEHO BEUIECTBO, HAPEUEHO THKarpesop. To npuHaiiexy KbM rpyra

JIeKapCTBa, HAPEUYEHHU aHTUTPOMOO3HH JIeKapCTBa.

3a kakBo ce H3noJ3Ba TuiaodbpacTu

Tuno6pacTua 60 mg duamMupaHu TabIETKH:

TunobpacTui, B KOMOMHALIMS C ALIETUICAIMLIMIOBA KMCEIMHA (ApYro aHTUTPOMOOTHYHO CPEJICTBO), €
npe/Ha3Hau4eH 3a ynorpeda eIMHCTBEHO NpU Bb3pacTHU. ToBa siekapcTBo By € 1aaeHo, 3amoro cre
npeKapasiu:

® Hudapkr npeau noseye ot 1 roguHa

Toit HamMansiBa BEpOATHOCTTA J1a HACTBIHU JAPYr HHPAPKT UJIK MO3BYEH UHCYIIT, UJIK CMBPT OT
3a00J19BaHe, CBBP3aHO ChC CHPLETO WK KPbBOHOCHUTE BH chl10BE.

Kak nelicrea TuiobpacTu

TunobpacTun aelcTBa Ha KIIETKH, HAPEUYEHH ,,TPOMOOLIMTH " (OLle HAPEYEHH ,,KPBBHH IIJIOYHMIK ™).
Te3u MHOro MaJIKM KpbBHH KJIETKH ITOMAarar 3a CliipaHe Ha KbpPBEHETO, KaTo Ce CJIeNnBaT U 3amnyLuBar
MaJIKH MOpA3aHU WJIK YBPEJIEHH YYaCTbLH OT KPbBOHOCHHTE Ch/IOBE.

TpomGouuTHUTe 06aue MoraT aa oOpa3yBaT U CbCUPELIM BbTPE B OOJIHM KPbBOHOCHHU Ch/I0OBE HA

ChPLETO U MO3bKa. ToBa MOXe J1a Ob/1€ MHOI'O OINacHO, 3all0TO:

® CBHCHPEKBT MOXE JIa [IPEKBbCHE HAIbJIHO KPbBOCHA0/ISBAHETO — TOBA MOXeE J1a IPUYMHHU ChPACYEH
yaap (MHOKapaeH HH(APKT) UJIK MO3BYEH y/1ap, WK

® CBHCHPEKBT MOXE J1a 3aMyIlM YaCTHYHO KPbBOHOCEH ChJl HA ChPLETO — TOBA HAMaJIABa
KPBbBOCHAOABAaHETO HA CHPLIETO U MOXKE Ja NMpeAU3BHKA IpbaHa 00JIKa, KOATO Ce
OT3By4aBa (TakKa Hap. ,,HecTaOu/IHa CTEHOKapAus ™).




2, Kaxpo TpabBa na 3HaeTe, IpeaH Aa npaeMete THI00pacTH

He npuemaiite Tunobpacrai, ako:
® CTe aJiePrHYHH KbM THKArpeJiop WIM KbM HAKOA OT OCTAHAJIMTE CHCTABKH Ha TOBa JIEKAPCTBO
(136pocHH B TOUKA 6).
HMAaTe KbpBEHE B MOMEHTA.
CTe UMaJIH MO3b4€EH yIap, NPUYHHEH OT KPbBOH3IIMB B MO3bKa.
HMAaTe TE€XKKO YepHoApoOHO 3abonaBaHe.
npueMaTe HAKOE OT CIICIHHTE JIEKapCTBa:
- KETOKOHAa30J (M3M0JI3BaH 3a JICUCHUE HA MbOMYHU UHOEKIIHH )
-  KIapHTPOMMLIMH (HM3M0J3BaH 3a JIeHEHHE HA OakTepHaIHU MHDEKLIUH)
- HedaloaoH (AHTHACTIPECAHT)
- PHTOHABHp W aTa3aHaBHp (M3MOa3BaHM 3a neueHue Ha HIV undexums u CITHMH).
AKO HIKOe OT H30poeHUTe ce oTHAcA 0 Bac, He npuemaiite Tunobpactrn. Ako He CTE CHI'YpHH,
roBOpETE ¢ JiekapA Wiu ¢papMaLieBTa CH, MPeaU Ja 3al0YHEeTe Ja IPUEMATE TOBA JIEKapCTBO.

IIpeaynpexaenHs H NPERNAIHA MEPKH
IIpenu na 3anouHere Aa npuemare TunoOpacTun, roropere ¢ Bamus nexap unu gpapmMaliest, ako:
e HMMaTe NOBUILEH PUCK OT KbPBEHE MOPaJM:
- CKOpOLIHA TeXKa TpaBMa
- CKOpOIIHA XUPYPru4yHa HHTEPBECHUHMA ( BK/IKOYUTEIHO CTOMATOIOrHYHA MaHUITy nalLius,
nonuraiTe Bamus ctomMaronaor 3a ToBa)
- CBCTOSIHHE, KOETO 3acira CbCHpPBAHETO Ha KpBBTa
- CKOpOLUHO KbPBEHE OT CTOMAaxa WM yepBaTa (KaTO HAlIpUMep OT CTOMAIIIHA A3Ba WIH
LTIOTHUNKH B AeOeIoTO YepBo)

s Ako Bu npeacTou XHpypriudHa HHTEPBEHLUHA (BKIIOYMTEIHO CTOMATONOIHYHA MAaHUITY 1aLIHA )
MO KOETO M Ja € BpeMe, Aokato npremare Tunobpacrun. [IpuuuHarta 3a ToBa € NOBUILIEHUSAT
PHCK OT KbpBeHe. BammsT fekap MOKe J1a pelly Ja CTIIpeTe IPHEMA Ha TOBA JIEKAPCTBO 5 AHH
npeal XUpYPruyHaTa HHTEPBEHLMA.

e Axo cppaedHara Bu uecrora € HeoOuuaitHo HUCKa (0OMKHOBEHO NMO-HUCKA OT 60 yaapa B
MHHYTA) H BCE OLIE HAMATE NMOCTAREHO YCTPOHCTBO, KOETO peryiupa ChpAcUHHus B pUTHEM
(meficMEHKEP).

e Hmare act™a wim Apyry 6enoapobHu npobneMu, Hiau 3aTPYAHEHO AULLIAHE.

e JluinaHero BH cTaHe HepaBHOMEPHO, HAIPHUMEDP YCKOPEHO, 3a0aBeHO WJTH OHILAHE Ha KPATKH
MHTEPBAIU. BaluuaT Jiekap Lue pelIH JaIM KMATe HYX/a OT JOITLbJIHUTE/IHA OLIEHKA.,

e AKO cTe MM&TH NMpoOJIEMH C YEPHHUA CH Apod WM NpeaH TOBA CTE npeKapaiy 3adonsasane,
KOETO MOXe Aa € 3acerHano yepHus Bu apod.

e Axko Bu e HanpaBeH KpbBEH TECT, KOHTO € MOKa3ai ChAbPKAHUE HAa NMOBEYE OT OOMYaHHOTO
KOJIMYECTBO NMHKOYHA KUCETUHA.

AKo HAKOe OT H30poeHuTe ce oTHAcA A0 Bac (MM ako HE CTE€ CUIypHH), roBOpeTe ¢ Balliug nekap Win
¢apMaLIeBT, peay Aa [pHeMeTe TOBA JIeKapCTBO.

AKO npueMare ¢JHOBpEMEHHCO TUnobpacTin U XenapuH:
¢ Bamnar nexap Moxe Ja H3KMCKA KpBBHA Npoda 3a AUArHOCTHYHH TECTORE, aKO MOJ03UPaA PANKO
HapyIIeHUue Ha TPOMOOLIMTHTE NPUYHHEHO OT XenapHH. BaxxHo € na vadopmupare Bauius
nexkap, 4e npuemare TrwioOpacTiul M XenapuH, Thil Kato TunoOpacTHn MOXe a NMOBJHAE
JHarHOCTHYHMS TeCT.

Jlena H IOHOIMHA
TunobpacTiit He ¢€ NpenopbBYBa 3a AL U KOHOLIY noa 18 roauHm.

Apyra aexkapcrea 1 TwiobpacTaa
Hudopmupaiire Bawms nexap unu dapmanesT, ako npyeMare, HaCKOpO CT€ NpueMall; % ‘
BBb3MOXKHO Jia MpUeMaTe ApYrd nekapcrTea. Ilpuunnara 3a ToBa e, ue TwioOpacThi Mg X

" 'i
Ha AefCTBHETO HA HAKOM JIEKAPCTBA, KAKTO M HAKOH JIEKAPCTBA MOTAT [1a MOBJIMAAT HE ,r_% A ‘h‘w

[ ]
Tunobpactu.
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VeenoMmere Bauiug fekap wi dapMaileBT, ako IpUeMare HAKOE OT CJICAHMTE JIEKapCTBa:

¢  pPO3yBACTATHH (JIEKAPCTBO 32 JIEYeHHE Ha BUCOK XO/ecTepo);

e noeeue or 40 mg AHEBHO CUMBACTATHH WM JIOBACTATHH (JICKAPCTBA, H3MO/I3BAHH 32 JICUYECHHE
Ha BUCOK XOJI€CTEPOIT)
pruthamMnuLuH (aHTHONOTHUK)
dbenuroun, kapbamasenuH u penoGapOuran (M3NON3BAHU 38 KOHTPOI Ha MIPHITAABLIH)
AMIOKCHMH (M3NO03BaH 32 JieYeHHe Ha ChpAcYHa HEAOCTAaThYHOCT)
HUIJTOCTIOPHH (M3MO0N3BaH 3a OTcabBaHe Ha 3allMTATa HA OpraHu3Ma)
XHHHIHH ¥ JWITHA3eM (M3I10/13BaHH 3a JiedeHue Ha aGHOPMEH ChpAeYeH PHTHM)
6eTa-6IOKEpH H BepanaMil {H3M0N3BaHH 3a 1IeHeHHE Ha BHCOKO KPBBHO HAJLIraMe)
MOP®HH ¥ APYTH ONMOKIM (M3MO/3BAHH 32 JICYCHME Ha CHITHA Donka)

VeenoMere Bamusa aexap wix papMaueBT, 0CODEHO aKko NMPHEMATe HAKOE OT CICAHUTE JIEKAPCTBa,
KOHTO MOBHLIABAT PHCKA OT KbPBEHE:
¢ MIEPOpPAJHH aHTHKOATYJaHTH, YeCTO HapHYaHH H ,,JICKAPCTBA 3a paspexaHe Ha KPBBTA',
KOHWTO BK/TIOYBAT BapdapHH.
®  HECTepOMJHM NMPOTHBOBB3MANUTENHH cpeacTBa (chkpareHo kato HCIIBC), qecro npueMany
kato 0be36oaaBalM KaTo HOYynpodeH U HaNIPOKCEH.

®  CeleKTHBHM MHXHOMTOPU Ha 0OpaTHOTO MoemMaHe Ha cepoTOHHHA (ChKpaTeHO KaTo SSRIs),
PYEMAaHH KaTO aHTHACTIPECAHTH, HANPHUMEP NapOKCETHH, CEPTPAITHH W LIHTAJIONpam.

*  JIpYIH JIEKapCTBA KATO KETOKOHA30JM (M3MON3BaH 3 JICYCHHE Ha MbOHYHU UH(EKLHH),
KJIapUTPOMALIMH (M3II0/I3BAH 3a JledeHHe Ha OaKTepHanHu HHGEKLHH), He(azoA0H
(AaHTHMZENPECAHT), PUTOHABHP W aTazaHaBHP (M3MON3BAaHH 33 feveHre Ha HIV undexuns u
CITHUH), uMsanpu (M3n013BaH 3a JIeYeHHe Ha KHCETHHH), EProajkaionan (M3MoI3BaHH 3a
NeucHHe Ha MUTPEHA U IriaBodonue).

CBUI0 Taka KakeTe Ha Bammns nekap, ye Tl kaTo B3eMate THioOpacTu1, MOXKe 1a MMATE MOBHUILICH
PHCK OT KbpBeHeE, B cITy4aii 4e nexapaT By nane pUOpHHONMTHIM, YECTO HapW4aHH ,,JIEKapCTBa 3a
CTOMSABAHE HA ChCHPELIM ', KATO CTPENTOKMHA3a HITH aJITeIL1asa.

bpeMeBEHOCT H KbhpMeERE

ITpuemtT Ha TunoGpacTin He ce MpenopbYBa, aKO CTe OpeMeHHa WM UMa BEPOATHOCT Aa
3abpeMeneete. JKeHure Tpabpa fa U3NON3BAT NOAXOMAILNA KOHTPALCNITHBHU CPEICTBA, 34 Ja C€
npeanasar or 3abpeMeHsBaHE JOKATO IPHEMAT TOBA JIEKAPCTBO.

AKO KbpMHTE, TOBOPETE C JIEKaps CH, NPead Ja 3aro4yHeTe Aa NpHeMaTe TOBa JeKapcTo. Bamuar
nexap uie o6cuad ¢ Bac non3ute U puckoBeTe 0T npdemMa Ha TunoOpacTHN Mpe3 TO3H NMEPHOA.

AKO cTe HpeMeHHa HIIH KbPMHTE, CMATATE, U€ MOXe Jia CTe OpeMeHHa Wi [U1aHupaTe OpeMeHHOCT,
nocuBeTBatiTe ce ¢ Balug nekap wid gapMaleBT npeau ynorpebdara Ha TOBa JIEKAPCTBO.

Hlodnpane 1 paboTa ¢ MAIIHAHH

Tuno6pacTii € Manko BEPOATHO Aa MoBNUsAe cnocobHocTTa BU 1a modupaTe Wik Aa paboture ¢
MaIMHH. AKO Ce TTOYYBCTBAaTe 3aMasiHH WIH 06bpKaHH, JOKATO IpPHMEMaTe TOBa JIEKApCTBO, ObeTe
BHHMATEJTHH, KOrato wodupare Wik paboTure ¢ MallIMHH.

Tuao6pacTua ChAbPXKA HATPHEH
ToBa nekapcTBo ChABLPKaA no-Manko or | mmol Hatpuii (23 mg) Ha TabaeTka, T. €. HA NPaKTHKa HE
ChABPXKa HATPHH.

3. Kaxk na npremare Tuniaodpacrui

Bunaru npyeMaiite TOBa JIEKAPCTBO TOYHO KakTo BM e kazan Bawus nekap. Axo
Hewo, ronuTaiite Bamws nekap win papMaLeBT.




3a na orBopuTe GyTHakaTa: Kanaukara ce OTBUHTBa M KOHTEHHEpa C€ OTBaps CaMO KOraTo
3all[MTEHATA CPELLy OTBapAHe OT AeLa Kana4ka ce NPUTHCHE HAoNMy U CE 3aBbPTH 10 N0COKA Ha
CTpeJiKara.

Koaxo 1a npEeMaTe
. O6uuaiinaTa O3UPOBKa € eHa TabneTka oT 60 mg aBa T AHeBHO. llpoabmkaBanTe fa
npuemare THIOGpacTHI TONKOBA ABIrO, KOMKOTO BH € MOCHBETBA Baniuar nexap.
. [IpremMaliiTe TOBa IEKAPCTBO M0 €AHO H CBILO BPEME BCCKH IeH (HanpuMep, eqHa TabneTka
CYTPHH W €JIHa BeYep).

IIpuem Ha THaoGpacThA ¢ APYTH JIEKAPCTBA, HOBIASBAME KPLBOCECHPBAHETO

O6ukHOoBeHO BaiumsaT nekap liie Bu nocbBeTBa Aa NpydeMaTe U aluCTHICATHLHIOBA KHCC/THHA. Tosa e
BEIECTBO, KOETO MPHCHCTBA B MHOTO JIEKAPCTBA, MU3MI0JI3BAHH 32 NPEROTBPATABAHE HA
KpHBOChCHpBaHeTO. BammaAT nekap iue Bu kaxe KOJIKO Aa NprueMare (oOukHOBeHO Mexay 75-150 mg

IHEBHO).

Kak na npaemare TraolOpacTana
. Moske fa npdeMere TabneTkaTta cbC MM 0€3 xpaHa.
. Moske 12 POBEPUTE KOra cTe npHelu nocnennara rabnerka TunoOpacTn, KaTo norieaHeTe
6nucrepa. Ha Hero uma cirbHLE (3a CyTPUHTa) M JTyHa (32 BeUepTa). ToBa e By nokaxe
1A CTe TIPHENU 103aTa CH.

AKO HMATe 3aTPyAHEHHS NPH NperJbilaHe HA TadIeTKaTAa
AKO MMaTe 3aTpyJHEHHS MpH NperTbllaHe Ha TableTkaTta, MOXeE J1a s CTpUETE H [id i CMECHTE C BOJA,

KaKTO Cle/Ba:
e crpuiiTe TabneTkara Ha QUH npax.
¢ H3CHIIETE Mpaxa B MOJIOBHH 4ailia Boja.
e pa30bpKaiiTe H HINUATE BeAHAra.
® 133 Ja CTE CUI'YPHH, Y€ HE € OCTAHAIO JIEKapCTBO, M3IUIAKHETe Npa3HaTa Yalla ¢ Ole NOJIOBHH

yaiua BoJa U 1 H3NHHTE.
AKo cTe B GonHuLa, Tabnerkara Moxke Aa Bu Obae JaneHa, cMeceHa ¢ MaJIKO BOJa M MPHIOXKEHaA pe3

COHIA npe3 Hoca (Ha30-TacTpanHa COHAa).

AKO CTe npHe/iH BoBedYe 0T HeofxoquMAaTa 1034 THiI00pacTHI

AKO CTe npHeny Noseye oT Heobxoaumara no3a TunobpacTin, He3abaBHO Ce CBHPXKETE C JIEKapA CH
WK OTHOeTe B 60MHHMLA. B3eMeTe onakoBKaTa Ha JIEKapCTBOTO Che cebe CH. Bue Moxe na cte
MANTOXKEHM Ha MOBMIIIECH PUCK OT KbPBEHE.

AKo cTe nponycHa/M Aa npHemete THI00pacTRA
¢ AKO CTe MPOMyCHANH [a NpHUEMETE [103aTa CH, B3EMETE CJIEJBALIaTa KAKTO OOUKHOBEHO.
e He B3uMaiiTe NBOIHA 032 (IBE 103W €AHOBPEMEHHO), 3a /1a KOMIICHCHPATE NpOITycHAaTaTa 1034.

AKoO cTe cnpesid npaeMa Ha TanobpacTan

He cniupaiite npuema Ha Trio6pacTui, 6€3 aa CTe C€ NOCHBETBAIH C JICKAps CH. Banmaiite TORA
NIEKapcTBO PEJOBHO AOTOraBa, A0KaTo BamuaT nexap By ro npeamucea. AKO CrpeTe Aa npremare
Tuno6pacTii, TOBAa MOXeE Aa MOBHLIM PUCKA A2 MOTy4HTE APYT MHOKAapJICH MHPAPKT WX MO3bYECH
yIap, WM CMBPT OT 3a60/1sBaHe, CBBP3aHO ChC CHPIETO M KPBBOHOCHHTE BH ChHOBE.

AKO MMaTe HIKAKBH JOTBIHHTEIHH BLIPOCH, CBBP3aHU ¢ yrnoTpedaTa Ha TOBa JIEKAPCTBO, NOMUTANUTE
Bauiug nekap wim ¢papMaLeBT.

4, B13MOKHH HeXKeTaHH peaknHH




peaKLHK:

Tukarpeaop MoBIHABa KPHBOCHCHPBAHETO, TAKA HE MOBEUETO HEXKENAHH e)eKTH Ca CBBP3aHH C
kbpBeHe. KhpBeHe MojKe Ja Bb3HHKHE BbB BCAKA 4acT HA TANOTO. HAkou BHAOBE KbPBEHE CA 4ECTH
(KaTo MoABa Ha CHHHHH H KBbpBEHE OT HOCa). TEKKOTO KbPBEHE HE € YECTO, HO MOXKE 11a Obae

’KHBOTO3acTpallaBallo.

AKo 3afe1exaTe HAKOI OT CJIETHHTE CAMOTOMH, TpAGBa He3abaBHO Aa ce 00bPHETE KbM JIeKap —
MOJKeE /12 Ce HyKJAaeTe OT CIEeImMH0 JeYeHHe:
e Mo3bueH WIH BbTpPeUuepenel KPLBOH3IIHB € HEYECTA HeXKe/IAHA PeaKknns, H MoXe 12
npeJH3BHKA NPH3HALH HA MO3bY€H HHCYNT KaTO:
- BHE3aMHO M3TPBIBaHe WK cnabocT Ha Bamara pbka, Kpak WK JIHLE, 0COOEHO aKo € CaMo
OT €JHaTa CTpPaHa Ha TAIOTO
- BHEe3anmHo OOBPKBaHE, 3aTPyAHEH rOBOP WM pa30dMpaHe Ha OKOIHUTE
- BHe3amHa IofBa Ha 3aTpy/AHeHHe IIPH XOACHE, HApYILLICHO paBHOBECHE HITH

KOOPAHHALINA
- BHE3aNHO 3aMaiiBaHe WK BHE3ANHO CHIHO r1aBoboaue ¢ HedCHa NpUYHUHA

o [Ipa3BanH HA KbpBeHeE KATO!
- KbpBeHe, KOETO € TEXKO, WIH KOETO He MOXKETe J1a KOHTPOITHpaTe
- HEeOYaKBaHO KbPBEHE WIH KBPBEHE, KOETO Tpae NPOABLDKHTCIHO BPEME
- PO30Ba, YEPBEHA WK KasBa ypHHA
- MOBpBLIAHE HA YePBEHA KPLB WM MOBPBILAHE C BUJ Ha ,,CMJISHO Kade®
- YepBEHH WM YePHH H3NPaXKHEHHs (NPWIHYAILM HA KaTpaH)
- KalulsHe WIX [IOBPhIaHEe Ha KBPBABH ChCHPELU

o Ilpunanane (CHHKOI)
- BpeMEHHa 3aryba Ha Cb3HaHHE NMOPaJAK BHE3ANMHO HAMAJIABAHE HA TIPHTOKA HAa KPbB KbM

MO3EKa (YECTH)

e Ilpu3ranu Ha Npob.ieM cbC CHCHPBAHETO HA KPBLBTA, HAPEICH TpoMObOTRYHA

TpomGousTonennana nypnypa (TTII), karo:
- BHMCOKa TEMMNEPATypa H MypIypHH NeTHa (HapeueHo MypITypa) Ha KOXATa WM B YCTaTa, CbC
WK 6e3 NOXKBITABAHE HAa KOXKATA WM O4YHTe (XKBJITEHHLIA), HEOOACHUMO H3TOLICHHE WIIH

00OBPKAHOCT

Obcbaere ¢ JIEKAPE CH, aK0 3a0e/1eKHTE HAKOH OT CJIeJHATE CHMIOTOMH!

¢ YysCcTBO HA HEAOCTHI Ha Bb3AYX — TOBA € MHOI'0 9ecT0o. MOoXe N1a C¢ IbJ/DKH Ha ChPACHHOTO
Bu 3a6onsBaHe WiM Ha ApyTa NPUYKHHA, WIM MOXe Aa OGbe HexkeslaHa peakliua Ha TunobpacTtun.
CBBP3aHUAT C THKArPENIop 3adyX € JI€K H C€ XapaKTepH3Hpa C BHe3aneH HeOYaKBaH HEIOCTHT Ha
BB3IyX, OOMKHOBEHO BL3HHKBALL NPH NOKOH, KATO MOXe /13 ce NOABH Npe3 MbPBUTE CEAMHLH Ha
JleYeHHE K TIPH MHOTO X0pa MOXe 1a H34e3He. AKO UyBCTBOTO B 3a HEAOCTHI Ha BB3OYX C€
BJIOIIABA WIH NPOIBIKABA ABJITO BPEME, YBEIOMETE JleKaps ¢H. BawunaT nekap e pelid nanu
TOBA U3KUCKBA JIEYEHHE WIH JONBIHHATENHY H3CICABAHHA,

JIpyra BL3MOXKHH HOKEJIAHH PEAKNHH

Muoro uecrn (Morar aa 3acergar noseve ot 1 ma 10 fymn)
¢ BHCOKO HHBO Ha ITIHKOYHA KHCE/IMHA B KpbBTa Bu (ycTaHOBSBA C€ C TECT)
e KLpBEHE, IPHYHHEHO OT HapyLICHHA Ha KPbBTA

Yecrn (Morar aa 3acernart ao 1 sa 10 aymmn)
® CHHHHH

® r1aBoOONIHE
¢ YyyBCTBO HA 3aMAasHOCT WIHM YCEUlaHe, Ye CTanTa ce BhPTH
P

AUapHs WIH JOLIO XpaHOCMHIIaHE




NO3HBH 34 NOBpHIaHe (raaeHe)

3areK

obpus

cppbexk

CHHa 60nKa U nNoayBaHe Ha CTABMTE — TOBA Ca MPU3HALIM HA rnojlarpa

YyBCTBO Ha 3aMafHOCT UJIH CBETOBRBPTEK WIH 3aMBIIIEHO 3pEHHE — TOBA Ca MPH3HALMK Ha

HHUCKO KPbBHO HAATAHE

KbPBEHE OT HOCA

® KBLPBEHE C/Ie XUPYPrudHa HHTEPBEHLMA MK OT MOpA3BaHMA (HanpuMep npu OpBCHEHE) U paHH
NO-CHJIHO OT HOPMAITHOTO

® KbpPBEHE OT CTOMAILIHATA JIMraBHLiA (A3Ba)

® KbpPBALIH BEHLH

Heuectn (Morar aa 3aceraar o 1 ma 100 xymn)

® aJepruyHa peakuMs — oOpHUB, ChPOEK WK OTOK Ha JIMLIETO, WIH OTOK Ha YCTHHUTE/€3UKa
MOTAT J1a Ca MIPH3HALM HA aJIepruyHa peaxkuus.

e 0OBpKBaHE
3pUTEJIHH NPOoOIeMH, IPUYHHEHH OT HATHYHETO HAa KPBB B OKOTO

® BArvHAJIHO KbPBEHE, KOETO € NMO-TEXKKO WIH Ce CIYYBa 10 BpeMe, pa3jIMiHO OT HOpMa/THOTO Bu
(MEHCTPYANTHO) KBPBEHE

® KbPBEHE B CTABMTE H MYCKYJIHTE, MPEAM3BUKBALLO OONEe3HEHO NOAYBAHE
KPBB B YXOTO

® BLTPElLlEH KPBEBOH3/IHEB, TOBA MOXE 1A NPEAU3BHKA 3aMasHOCT WIH CBETOBbPTEXK

C Hen3BecTHA 9eCcTOTA (OT HAIMYHHTE JaHHH He MOXe Ja Ob/ie HapaBeHA OlleHKA Ha
YeCTOTATA)
e Heobuuaiino 6aeeH nync (0OukHOBEHO NoO-Manko oT 60 yaapa B MHHYTA)

ChobmaBaHe HA HEXENAHA PEAKIHH

AKO NOTyuMTe HAKAKBU HEXKEJIAHM JIEKAPCTBCHHU peakLMM, yBeaomere Bamns nexkap unu papmauepr.
Tora BkmouBa BCHYKH BB3MOXKHH HEOMMCAHH B Ta3H IHCTOBKA HEXENAHH peakLMH. MoxeTe ¢blio oa
CBHOOLLHMTE HEXKETaHU peakLMK JUPEKTHO YPEe3 HALWMOHAIHATA CHCTEMA 3a ChoDImaBaHe:
HambaHMTENnHA areHuMs no aexkapersara yi. ,Jlaman ['pyes” Ne 8, 1303 Codua, yebeaitr:
www.bda.bg. KaTo ¢crobinaBaTe HexenaHu peakUMy, MOXKETe J1a JajeTe CBOA MPHHOC 3a NONy4aBaHe
Ha noeete HHPOpMaLMg OTHOCHO D€30MAaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a coxpansgeate TaaobpacTana
Ia ce ¢pXpaHsBa Ha MACTO, HEIOCTBITHO 32 Jela.

He n3non3paiite TOBa JEKApCTBO ClIe CPOKA Ha FOOHOCT, OTOENA3aH BbpXY O/IHCTepa M KapTOHEHATa
ONaKoBKa ¢nex ..l 'oneH Ao:*“. CpokbT Ha rOAHOCT OTrOBapA Ha MOCIEAHHS ASH OT MIOCOYEHHUS Mecell,

ToBa JEKAPCTBO HEC U3UCKBA CIICLHHAIHH YCIIOBHA HA ChXPAHCHHC.

He u3xpBpisiTe JeKapcTBaTa B KaHATM3aLMATA WIH B KOHTEHHEPA 3a IOMaliHH oTnaasuy. [Tonuratite
Baius ¢papMalLEeBT KakK Ja H3XBBLPJIATE JIEKAPCTBATA, KOUTO BEYE HE W3MO3BATe. 1€34 MEPKH Ll
CIIOMOTHAT 3a Of1a3BaHEe Ha OKOJIHATA CpeAa.

6. ChabpKaHHe HA ONAKOBKATA H A0N'b/JIHHTENHA HHPoOpMANAS

Kakpo cuaspxka TanodpacTan

¢  AKTHBHOTO BELLECTBO € THKAIPEIOP.
Bceaka gpunmupana tabnerka ceaspaka 60 mg Tukarpenop.




e Jlpyrure ChCTaBKH ca.
Hdpo va mabnemxama: mauuton (E421), kanuues xuaporengpocdar AMXHAPAT, LAPEBUUHO
HUILECTE, HUILIECTE, NIPEXETaTHHH3IHpaHo (llapeBruHO), TasK (E5353b), HaTpHeB cTeapun

¢ymapar.

Dunmoso noxkpumue: nonu (BuHWIOB ankoxon) (E1203), tank (E553b), THTaHOB JHOKCHA
(E171), ruLepo/iOB MOHOKANPUIOKAIIpaT, HATPHEB Jlay pHICYI(daT, YepBeH Jkesle3eH OKCH/
(E172), uepeH xkene3zeH okcug (E172).

Kaxk n3riaexiaa TriaoOpacTan B KAKBO CHABPKA ONAKOBKATA
dunmupasa Tabnerka (Tabnerka): TabneTKUTE ca KPBITIH, JBOHHOU3MMbKHAIH, PO30BH Ta0JIETKH, C

o3HaueHne ,,60° oT eaHaTa CTpaHa M IMaJKH OT ApyraTa, ¢ aAaMeTsp 8,6 mm £ 5 %.

TunobpacTun ¢e npeanara B:

. cTaHAapTHH 6aHcTepH (Che WK (€3 CHMBOJIH CIIBHLIEC/TYHA) B KAPTOHERH OMAKOBKH OT 56, 60
n 168 rabneTku

. KasieHapHU 6nucTepu (Cbe WIH 6€3 CHMBOMY CITBHLE/TYHA) B KAPTOHEHH ONAKOBKH OT 14, 56
v 168 TabneTku

* rpynosa OnakoBKa, chabpxkaua 180 (3 onakosku no 60) Tabnerky B craHAapTHH OAKMCTEPH
(¢ceC WK 6€3 CHMBONH CTBHLIC/TTYHA)

. rpynoBa ONakoBKa, chabpakania 168 (3 onaxkoBkH no 56) TabneTky B KaneHAApHH OUcTepH
(cbe wiH 0€3 CHMBOJIM CITEHLIE/TTYHA)

. 6yTHAKH OT nonueTHieH ¢ Bucoka rbTHOCT (High Density Polyethylene (HDPE)), 3arsopenu

¢ noaunponuneHoBa kanavka (PP) ¢ LDPE nokpurye, 3ailuMTeHa Cpelry OTBapAaHe OT Aeua,
ceabpkami 30, 60 wiu 250 tabnerxw.

He BcHUKHM BH/IOBE OMAKOBKM MOrar fa 0bJaT ITyCHaTH Ha Ia3apa.

IIprTeKaTes HA pa3pelleHHETO 3a ynorpeda

Sandoz d.d.
Verovskova 57, 1000 Ljubljana
CnoBeHHs

IlpouzBoanTeH

PharOS MT Ltd,

HF 62X,

Hal Far Industrial Estate,
Birzebbugia, BBG 3000,
Manra

Lek Pharmaceuticals d.d.
Verovskova Ulica 57

Ljubljana 1526
ClnoBeHNA

To3u JexkapcTBeH NPoaAYKT € oao0peH B crpannTe-11e¢HKH HA EHII 1 OfeanHenoTo KpajicTBo
(CeBepna Hpaasang) ¢be ClIeIHATE HAHMEHOBAHHA:

Huneprnanaus Tilobrastil 60 mg, filmomhulde tabletten
bbnrapus Tunobpacrun 60 mg dunMupanu TabneTkn
EcToHus Tilobrastil

XbpBaTHa Tilobrastil 60 mg filmom obloZene tablete




UInTBa Tilobrastil 60 mg plévele dengtos tabletés
JlaTBus Tilobrastil 60 mg apvalkotas tabletes
[Tomma Tilobrastil

ICnoBeHus Tilobrastil 60 mg filmsko obloZene tablete

JlaTa HA MOCJIEAHO NpepasriexIaHe HA JTHCTOBKATA

MMATIT




