JJMCTOBKA: HHOOPMALUSA 3A NIOTPEBUTEJIA

Tpombexe 75 mg puamupann radaerkn
Trombex 75 mg film-coated tablets

Knonuaorpes/clopidogrel

[1poveTeTe BHMMAaTRNHO UAJaTA JTHCTOBKA NPeaAH N2 3aN0YHETE 1a NPAEMaTE TOBA J1€KAPCTBO,

Thil KaTO TR ChABLPXKa BAKHA 32 Bac nndopmanns.

- 3amazeTe Ta3d AMcToBKA. MoJKe Ia imaTe HyXKda 1a s TpoYeTeTe OTHOBO.

- AKO HMaTe HAKAKBU ACIBIHUTE/IHH BBNPOCH, MOTTUTANTE

Bamusa nexap uau papmauesT.

- Tora nekapcTBo € mpeAnHcaHo eUHCTBEHO H JIMUHO Ha Bac. He ro mpeoTCThIBanTE HA APYTH
xopa. To Moxe 1a MM HaBpeIH, HE3ABUCHMO OT TOBA, 4€ MPH3HALMTE HAa TAXHOTO 3a00/19BaHE ca

CRIIUTE KaTo Bawure.
- AKO NIOJTYYHMTE HAKAKBY HEXKEJIAHH JIEKAPCTBCHH PEaKIIHU

, yBenoMete Baiuun nekap vin

¢apmauesr, ToBa BKTIOUBA U BCUYKH BE3MOXKHHM HEXETAHH PeaxuHH, HEONMHCaH! B Ta3H

JuCcToBka. Bk touka 4.

KakBo ¢cbAbpAKA Ta3H JHCTOBKA:

N3TTLTHITENHA AFEHLAS N0 REXKAPCTBATA

fluemoBxa pusoxweiiue 2

l. Kakeo npencrapnspa TpomOeKC H 3a KakBO c€ H3M0/13Ba ? o / 7\7

2. Kakeo Tpadsa 1a 3naete npeau oa npuemete Tpomdeke |, pas pp L 2C. t;' 0 ........................................
3. Kak na npuemare TpomGexc ,

4.  BB3MOXHU HEXENAHH PEAKUUH  PaspeussHue - C296/ 11-08- 2073
5. Kak na cexpanssare TpomGexc BOMAME e i
6.  Cobabpxanue Ha ONAaKOBKAaTa M JONMbJIHUTENHA uucbopmaupijioﬁp%ue Y A

1. Kakso npeacrapaaBa TpomOeke U 3a KAKBO e H3I0.13B2

TpomOekc, chabpka KIOMUAOrPEN H NPUHAUIEKH KbM IPYNAaTa NeKapcTsa, HapeueHH
AHTHTPOMOOUUTHH JeKapCTBEHH MpoaAyKTH. TpoMOOUMTHTE €4 MHONO MAJIKU KPBBHH EICMEHTH,
KOMTO C€ CIIeNBaT €IHH C ApYT npd 00pa3yBaHeTO HAa KPbBHH ChecHpeud. Ypes npeoTBpaTsIBaHe Ha
TOBA CJICNBAHE, TPOMOOLIMTHHTE aHTHAIPETAHTH HAMANARAT PUCKa OT 0Opa3yBaHe HA KPbBHU

CBLCHpEUH (TTpoLec HapeueH TpoMOo3a).

TpomBekc ce Npuema OT BB3PacTHH 34 Npeanassane oT 00pa3yBaHeTo Ha KPBBHH ChCHpEUX (TPOMOH)
B YILTbTHEHUTE KPBBOHOCHHU CHI0BE (APTEPHH), POLIEC WIBECTEH KATO aTEPOTPOMO03a, KOETO BOAM
10 ATEPOTPOMOOTHYHH HHLMIEHTH (KAaTO MO3bUYEH Yaap, ChbpAeUeH MPUCTDIl, HAH CMBLPT).
[Ipennucan By e Tpombexc 3a npenoTeparsBane 00pa3yBaHETO HA KPHBHH CHCUPEUH W HAMAIABAHE

PHCKd OT TC3H CCPHO3HH HHUWACHTH, 34110TO.

- Bue UMaTe chCTOAHIE HA YINTbTHABAHE HA apTepHUTE (M3BECTHO ChLIO KATO aTepockiieposa), v
- Bue umate npeaxokaall Copae4eH NpUCTBIL, MO3bUEH yaap, WK UMATE CHCTOSHHE H3BECTHO

KaTO NMepudepHo apTepyanio 3adoiaBaHe, WIN

- Bue cre umanu texka rpepaHa 0onka, ChCTOSHME H3BECTHO KATO “HeCTAOWIIHA CTEHOKApANS

WIH “"MHOKapiaeH uHpapkT (ChpaedeH yaap). 3a eYeHue

Ha TOBA CheTogHME Banudat nexap

MO’KE 12 TOCTABH CTCHT B OJI0KHpaHaTa WY CTECHEHATA apTepHs 33 Ja Bb3CTaHOBH
edekTuBHUA KpbBeH NOTOK. Moxke na By Gbe npeanucaia ¥ aleTHICATMUKMI0BA KHCEIIHHA
(BEILECTBO, CHABPKALLO C€ B MHOTO JIEKAPCTRA W3NON3BAHK KaTO 00€30019BaLUM H

MOHWAKABAUIH TEMITEPATYpPara, KAaKTO U NIPeA0OTBPATABALLH
neKap.

ChLCHPBAHETO HA KPHBTA) OT Bawius

. Bue cTe HMATH CUMIITOMY Ha MO3bYeH HHCYIT, KOUTO ¢a NpeMUHANU B PAMKHTE Ha KPaTBK
nepuo OT BpeMe (M3BeCTEH ChUIO KATO MPeX0AHA UCXEMHYHA aTaKa), WM HCXEMHYCH MO3BUCH
MHCYJIT C JIEKa CTEMEeH Ha TexkecT. Moxe aa Bu Obae npeanucana H aueTUNCANHMUMIOBA ol ="~

KMCEIMHA OT Baluns ekap, ApHeMbT Ha KOATO A3 3aIl0YHe B PAMKUTE Ha MbpPBHTE 24
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(aHTaroHUCTH Ha BUTaMMH K), KOHTO npeaoTBpaTasaT 0b6pa3yBaHETO W HAPACTBAHETO HA
KpBBHU Cheupel. Tpadpa na snaere, de NepopanHUTe aHTHKOAryJaHTH ca No-eQUKACHH 0T
ANEeTUIICATULIMNOBATA KMCETHHA HIM KOMOHHUpanaTa yrmoTpeda Ha TpomOeke
ALETHNCATULIN/IOBA KHCEIHHA NPU TOBA ChCToAHKE. Bawmar nexap tpsadsa na By npeanuiie
TpoMOexc ¥ aueTHICANMLUMNOBA KMCENHHA, KO HE MOXKETE 114 [IPHEMATE “MepopaHu
AHTHKOAryJTaHTW W 32 Bac HAMa pUCK 0T MAaCHMBHO KbpBEHE,

2. Kakso Tpa0sa 1a 3naere, npead aa npuemete Tpombekc

He npuemaiite Tpombekc:
- aKO CTe aJIeprUYHU (CBPBXYYBCTBUTEIHH) KbM KAONMKIOTPEN HAK KbM HAKOA OT OCTAHAJIMTE
CBhCTaBKM Ha TOBA JIEKAPCTBO ( M30pOSHH B TOuUKa 6).
- aKo cTpagate oT 3a00MABaHe, KOeTo NOHACTOAUIEM IIPHYUHABA KbPBEHE, HAIPUMED CTOMALIHA
1384 WIH KbPBEHE B MO3LKA.
- aKo cTpajare OT TEeKKO 4epHoApoOHO 3adonsaBaHe.
AKO cMATaTe, Y€ HAKOW OT Te3H ¢ OTHACAT 3a Bac, niv uMaTe HAKAaKBH CEMHECHHS, KOHCYJITHPAHTE Ce
¢ Bawmsa nexap npeau neyenuero ¢ Tpombekce.

Ilpenynpexnenua 4 npexnasHH MepKH
'oBopete ¢ Bamus nekap nnu dapmaueBT npeau aa npueMerte TpoMbekc:
. aKO CT€ M3JIOMKEH HA PUCK OT KbPREHE KaTo:
- 3abonseane, koeTo BH H3/ara Ha PHCK OT BHTPEUIHO KbPBEHE (KATO CTOMAILIHA 3B3).
- HMMATE HAPYLUCHHA B KPbBTA, KOWTO BH IpaBAT CKIOHHH KBM BBTPELIHH KPbBOM3IHEBY
(KbpBeHE B TEKAHWTE, OPraHKTE WM CTABUTE HA TAN0TO BH).
- CKOpOWIHA TE¥XKKA TpaBMa.
- CKOpOUIHA XHPYPrHYHA UHTEPBEHLMA {BKIIOYHTENHO CTOMATONIOTHYHA).
- NpeAcCTOAlLa XHPYPruYHa HHTEPBEHUMA { BKIHOYNTETHO CTOMATONOTHYHA) Mpe3 CEABALIHTE
CeneM JHH.
J aK0 CT€ UMAJIM ChCUPEK B MO3bUHA apTepus (MCXEMUUECH yAap) Bb3HMKHAN NPe3 NOCICAHUTE
7 OHH.
axko uMmare 0uOpedHo WK yepHoapoOHO 3a00IsIBAHE,
. aKo CTe UMaJIH aI€Pryua WK peakUUsa KM HAKOE OT JISKapCcTBata, H3MOJI3BAHM 3a JICUCHHUE Ha
Bauieto 3abonasane.
. aK0 B MHHAIOTO ¢TE MMAJIH HETPABMAaTH4YEH MO3b4Y€H KPbROW3MMB.

Mo Bpeme Ha ynortpebara Ha Tpombexc:

- Bne tpabsa na undopmupaTe Bauiua nekap, ako rutlaHHpaTe XMpy prudaia HHTEPBEHLUA
( BKIFOUMTENHO CTOMATONIOTHYHA).

- Bwe Tpabsa cbuio HesabGaBHO Ja HHPopMHpaTe Baus fiekap, ako pa3BueTe CbCTOAHHE
(M3BECTHO OLIE KATO TPOMOOTHYHA TpoMboTiuToneHu4Ha nypmypa win TTI1), koeto BKoUBa
[MOBHIUICHA TEMNEPATYPA W CHHUHH MO KOKATA, KOUTO MOTaT J1a ce NPoABAT KaTo MAJIKK
YEPBEHU TOUKH, ChC UITH 0e3 HeoOACHHMA TIpeKOMEPHA YMOPAEMOCT, OOBPKBAHE, MO BITABAHE
HA KOXATa WM OUMTEe (KBIATEHHUA) (BIKTE Touka 4 “Bb3MOKHM HEKEJTAaHH Peakumu’).

- AKO ce nopexeTe WIM HapaHHTe, MOXKe 1a OTHEME MaJKkQ MoBeYe 0T 0OUHAWHOTO BpeMe 3a J1a
Cnipe KbpBEHETO. TOBa € CBBP3aHO ¢ HAYMHA HA AeHCTBHE Ha NEKapCTBOTO Ja NpeaoTBpaTsIBa
00pa3yBaHETO HA KPbLBHK CbeHpeud. [1pn Maiku nopsa3BaHus U HApPaHABAHUA, KATO HATID.
[OPA3BAHE MO BpeMe Ha OphcHeHe, ToBa € 00HKHOBEHO e 0e3 3HadeHHe. AKo 00a1e KEPBEHETO
Bu 6e3nokon, TpsOea ga ce cebprkere HesabapHo ¢ Bawus nekap (BuxkTe Touka 4 “Bu3MoXKHM
HEXEJTAHU peaKLHH ).

- BawmwuaT nexap Moke 0a Ha3HAYHM W3CI€ABAHUS HA KPBBTA.

Jleta H IHOWH
He nasaitte TOBa nekapcTrO Ha Aela, 3all0TO HAMA eeKT.




Apyru aexkapetsa n Tpomoekc

Hudopmupaitte Bauiug nekap unu dapMaLieBT, ako IpUeMaTe HiIH HACKOPO CTe MPHEMay, HIH €
Bb3IMOMKHO 1a NPUEMETE APYIH JIEKAPCTBA, BKAIOUHTETHO U TAKUBA OTITY CKaHH 0€3 pelenTa.
Hskow nexapcTBa MOTaT /la OKaXKaT BIHSHUE BBPXY JeiicTBHEeTO HA TpPOMOEKT H 00paTHO.
TpsaOBa 3aabmkuTenHO qa AHQOpMupaTe Bammsg nekap, ako ynorpedasare

- JICKApCTBA, KOMTO MOTAT A4 MOBKHILAT PUCKA OT KbpPBEHE, KATO:

. MepopaniHi aHTHKOAryIAHTH, IEKAPCTRA M3N0/138aHH 34 HAMAIABAHE CbCHPBAEMOCTTA Ha
KpPhLBETA,

* HECTEPOHAHH MPOTHBOBBL3NANUTEMHH CpeaCcTRa, 0OHYANHO M3MOI3BAHY 34 JICUCHHE Ha
Oone3HeHH H/HNKU BL3NAJIUTEIHH ChCTOAHIS Ha MYCKYJUTE HAH CTABHTE.

° XeNapMH UKW KAaKBOTO K A € APYT0 HHXEKUMAOHHO JIEKAPCTBO 33 HAMAJIABAHE
CBCHPBAEMOCTTA HA KpBLBTA.

. THKITOIMIIMH, WY IPYrH AHTHArperaHTHH /IEKapCcTBa.

. CEJCKTHBHU HHXUOHTOPH HA 00PATHOTO 3aXBallaHE Ha CEPOTOHHMHA ( BKIIOYHTENHO, HO

He caMo dUTyOKCETHH Uny Ty BOKCAMHH), IEKApCTBA, KOUTO OOUKHOBEHO €& U3NON3BAT
3a ICYEHHE HA RENPECHA.
. prHdaMITHUKH (H3NOT3BAH 33 NeYeHHe Ha TEXKKH HHPEKIHH).
- OMENPa3oll KWIH €30MENPa30)l, NeKapcTBa, H3M0/I3BAHH 3a JCYEHHE Ha PA3CTPOCH CTOMAX.
- (Y KOHA301 NITH BOPHKOHA30/1, JIEKAPCTBRA 3a JieueHHe HA MbOMUHY HHpEKIHH.
- edaBUPEHL, WK IPYTH aHTUPETPOBHPYCHM J1IeKapcTBa (H3M0/13BaHH 32 neyenue Ha HIV
HHPEKLHH),
- KapDaMazenuH JEKApCTRO 3a JIEYEHHE HA HAKOH (QOPMHKH HA SITUIIETICHS.
- MOKIIOOEMU, JIEKAPCTBO 3a JIEYSHUE HA IeNPECHS,
- penariiMHuA, JIEKAPCTBO 32 JeueHHe Ha nuaber.
- NAKJIHTAKCEN, JIGKAPCTRO 3a JISYSHHE Ha paK.
- ONMMOUIH: JOKATO ¢ AeKyBaTe ¢ KIonuaorpes, Tpabea na ysenoMure Bammus nekap npelu na
Bu Obe npeanucal onuoua (M300JI3BaH 3a JeUeHue Ha cuiiHa Oonka).

AKO CTE MPEXHBE/H TEXKA MPbaHa H0ska (HecTabMIHa CTEHOKAPAKA HWIM MHOKApAEH HK(apKT),
MpeXo/Ha HCXEMUUHA aTaKa WIH HCXeMHYEH MO3bYeH HHCYIIT ¢ JIEKA CTENEH Ha TexecT, Moxe J1a Bu
Obae npeanucal TpoMOeKC B KOMOHHALHNS ¢ aUETHICAIHLHIIOBA KHCE/IMHA, BEUIECTBO, CHABPKALLO €€
B MHOI'C JICKAPCTBA MO/I3BAHU KaTQ 00e300/1A8alH U MOHUWXKABAIH TEMIIEPATYPATA. HHuuneHTHa
ynoTpeba Ha aLeTUICANHLMITIOBA KHceNTMHa (He noeeue ot 1 000 mg Ha 24 yaca) He OH
NpeCcTaRIABANA NpodneM, HO NPONLIDKUTENHATS yIoTpeOa TpH Apyru oOCTORTENCTRA TPADBa fa ce
o0cwau ¢ Bauus nekap.

Tpombekc ¢ XpaHa U HANHTKH
TpomOexc Moke aa ce npuema ¢ uian Oe3 xpaHa.

bpemeHHOCT, KbpMeHe B PepTHANTET

3a mpeanovYHTaHe € 1a He ce MpHEMa TO3M JICKAPCTBEH MPOOYKT 110 BpeMe Ha OPEMEHHOCT.

AKo cTe OpeMeHHa WIH nmofo3uparte, 4e cre OpeMeHHa, TpsabBa na yeeaomure Baliua yiekap Wi
t(hapmauesT npeu na npuemete Tpombekc. Ako 3abpemeneere no BpeMe Ha npueMa Ha Tpombeke
BEJHAra ¢€ NOChBETBANTE ¢ Bawlmua nexkap, Thit KaTo He ce NpenopbyBa ynoTpedara Ha KNonHIorpe
[0 BpeMe Ha OPEMEHHOCT.

He TpsOBa Aa KbpMUTE, 1O0KATO [IPpHEMATE TOBA JIEKAPCTBO. AKO KbPMHTE WK [UTAHUPATE 13 KbPMUTE,
roeopete ¢ Bautug nekap, npeau ga B3eMeTe TOBA JIEKAPCTBO.

IMockBeTBaliTe ce ¢ Bawms nekap niav ¢papmauesT npenH ynotpedara Ha KOETO H 14 € JIeKapCTRO.

Llopupane 1 padora c MAmMHHH
Tpombekc € ManKo BEpOATHO Ia 3acerHe crnocodbHocTTa Bu 1a odHpaTe HIH H3IT0J3BATE MALUKHH.

Tpomlekc cbABPIKA JIAKTO3A.
AKO cTe yBEIOMEH 0T Bawns jjekap, 4€ KHMATE HEMOHOCHMOCT KbM HAKOH 3aXapH, CBbpKeTZRe
npeay aa npHeMETe TO3H JIEKAPCTBEH NPOAYKT. A5 T




Tpombexkc chabpxka XHAPOreHHPaHo PHIHHOBO Mac/i0. ToBa MOXe 1a IPCAM3BHKA CTOMAUIHO
HEPa3MOJOKEHHE WITH ArapHs.

3. Kak na npuemare Tpombeke

Bunaru npuemaiiTe T0Ba JIEKAPCTBO TOUHO KakTo BH e ka3zan Bauud nekap wiv papMauest. AKO He
CTE CUTYPHH B HEWWO, nonuTaite Bawmns nekap ui ¢gapMauesT.

[IpenopbuuTenHata 103a, BKJIIOUHTETHO 3a NAlUEHTH CbC ChCTOAHNE, HAPEYEHO |, TPEACHPAHO
MBXACHE (HEPUTMHUYHA chpacuna Aefinoct), € enna Tabnetka o1 75 mg Tpombeke na ae,
KOATO ce IIPHEMa npe3 yCTaTa ¢ Uik 0e3 XpaHa, H 1o €JHO U ChILO BPEME BCEKH ACH.

AKO CTe€ UMaH CHJIHA rpbaHa Gonka (HecTabHITHA CTEHOKApAHA WM MHOKapaeH UHPapKT),
Batuuar nexap moxke 1a Bu gage 300 mg win 600 mg Tpombeke (4 nnu 8 tabnerku ot 75 mg)
BEHBK B HAYANIOTO Ha JedeHHeTo. Cliell ToBa, MpenopbsyaHara 1032 € elHa TadieTka oT 75 mg
TpoMOexc RHEBHO, KAKTO € NOCOYEHO Mo-rope.

AKO CT€ MMaJIM CUMIITOMH Ha MO3bUYEH HHCYJIT, KOUTO ca IPeMHHATH B PAMKHTE HA KPAaThK NEpHOM
OT BpPEME (M3BECTEH ChLUO KaTO NPEXOIHA UCXEMHMYHA aTaKa), WK HCXEMHPYEH MO3BUEH HHCYIIT €
neKa cTeneH Ha texecT, Bawusar nexap Moxe na Bu npennume 300 mg TpomGekce (4 TabneTku ot
75 mg) BeMHBX B HAYANOTO Ha JieueHueTo. Ce/ ToBa penopbUuHTENIHATA 03d € eAHa TabJeTKa OT
75 mg Tpombekc HA OEH, KAKTO € OMHUCAHO MO-rope, U AU THICATHUNIOBA KUCETHHA B
NpoaBmKeHne Ha 3 ceaMuuu. Cnen Toga AekapaT we npeanuie TpomOeke caMmocTOATEIHO HITH
AUCTHJICATIMIIUIIOBA KHCE/THHA CAMOCTOSTENHO.

Tpadea na B3emare JIEKAaPCTBEHHA NMPOAYKT A0KaTo Bawuar nekap Bu ro npeanucea.

AKO cTe pHe/IH NOBeYe 0T HeoOXoAHMAaTa 1032 Tpombekc
CebpiKeTe ce BeaHara ¢ Baluus neKkap HIM OTHIETE A0 CIEIIHOTO METHUHHCKO 3BEHO B Hal-01M3kaTa
OonHHLA Mopanu yBelMUYeH PUCK OT KbpBeHe,

Axo cTe nponycHann aa npueMerte Tpombexe

AKO CTe npomyCHanU Aa B3eMete go3ata TpoMOeKe, HO CH CIOMHUTE B PAMKHTE HA CJIEIBALIHTE

12 yaca cnen obudaiinoTo BpeMe, BeaHara BIeMeTe TabeTkaTta CH, a [oce NpreMeTe CIeNBallaTa B
0bUuaHHHA Yac.

AKo cTe 3adpaBniy 3a nosede oT 12 yaca, NpOCTo B3eMeTe Ce/IBALIATa €AMHUYHA 103 B 00OMYaHHOTO
Bpeme. He B3emaliTe n1BoiHa 1033, 33 Ja KOMIIEHCUpATE NpolycHaTaTta TadneTka.

AKo ¢Te COpesaH npuema na Tpombexe

He cnupaiite netuennero, ocBex ako BawnaT nekap He Bu nocbheeTsa. CebpikeTe ce ¢ Bauius nekap
HJIN (papMaLIEBT TNPedy 13 r'0 HalpaBUTE.

AKO NMaTe HAKAKBH JOMBIHUTEIHU BBIIPOCH, CBBP3AHH ¢ yroTpedaTa Ha TO3H NPOdYKT, MOJIA
nonuraiite Bamms nexkap wim gapMauest.

4. BB3MOKHR HEKENAHU PCAKUNHK

KakTo BcHUkKH JICKAPCTBA, TOBA JICKAPCTBO MOXKE 14 NPCAHM3BHKA HCXKECIIAHA PCAKLHH, BBIIPCKK Y€ HC
BCCKH I' [10JIYUAaRBA.

Muadgopmupaiite Bamina tekap He3abaBHO AKO HMATeE:
- TPECKa, MPHU3HALH HAa HHPEKUUA HIH NpekaneHa ymopa. e Morar na ce IbaxaT Ha pAIKos-

MOHWXKaBaHe CTOMHOCTHTE HA HAKOH KPBBHH KIETKH. / “,f e \,‘_, - N
- [IPU3HALN HA YePHOAPOOHH ITPOGIEMH, KaTO NOXB/ITABAHE Ha KOXKATa W/ HIIN OUYHUTE !( PRI i A \
(3XBJITCHULIA), HE3ABHCHMO OT TOBA AaH Ca CbIIBTCTBAHHU OT NOAKOMHH KPbBOU3/IHBHY; KO {H:e : | as
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MPOSABABAT KATO MAJIKH YepBeHH TOUKH W/ WY 00bpKBane (BHXTe Touka 2 “[lpenynpexneHus u
npeanasHu Mepku’).

- MOy BaHe HA YCTATA WIH HAPYIICHHS Ha KOXaTa KaTo 0OpHBY M chpOeKH, MEXYDH M0 KOXKATA.
Toea MOXe Aa ca CHMOTOMH Ha aJIEprUvHa peaKums.

Haiji-uecTo chLoGIIABAHATA HEXENAHA JEKAPCTBEHA PEAKUHSA 32 KIONHIOIpea (AKTHBHOTO
BELIECTEO HA JIEKAPCTBEHHA NPoAYKT [poMbOekc) € kbpBeHe. KbEpBeHe MOKE 14 ¢€ CpeUIHe KaTo
KBPBEHE OT CTOMAaxXa UM YepRaTa, HAThPTBAHE, XeMaTOM (HeoOHHalHHO KbpBEHE WM HATHPTBAHE MO
KOXaTa), KbpBEeHe OT HOCA, KPbB B YpHHATA. B MaTbk Opoii cimyuan cblio ce chobulasa 3a
KPBBOU3JIMBH B OKOTO, B uepena, Oenus opod UM CTaBHTE.

AKO HMATE NPOTBEKNTENHO KhPBEeHe KOorato npuemate Tpombdexe

AK0 ce MopekeTe WM HAPAHUTE, MOXKE Ja OTHEME MaJIKQ IoBeYe OT ODMMAHHOTO BpeMe 32 1a CTIpe
KbpBeHeTo. TOBA € CBBP3aHO ¢ HAUKWHA Ha NeHCTBHE Ha JIEKAPCTBOTO Aa NpeloTBpaTaea 0bpa3yBaHeTo
Ha KPBBHH CuCHpeuu. [Ipn Mankn nopsa3BanyA M HAPAHABAHHA, KATO HAMNp. IOpA3BaHe IO BpEME Ha
6pbcHeHe, ToBa 0OUKHOBEHO € 6€3 3Hauenune. Ako obade kppBeHeTo Bu Gesnokown, Tpsadea na ce
CBBpPETE He3abaBHO ¢ Bawus nexap (Buxte Touka 2 “TlpesynpexaeHus ¥ Opeanas’du MEPKU™).

Apyrn HexenanH JeKapcTEeHH peaKuHH BKIWOUYBAT
YecT HexenaHu peakuuu (Moxe aa 3aceriar o 1 Ha 10 mauueHTy):
Huapua, kopeMHa DoNKa, OO XPAHOCMHIIAHE HITH KHCETTVHH.

Heuectu Hexenanu peakuun (Moxe aa 3acerHat 10 1 va 100 maunentn):
I’ naBobonure, cToMallHa A3Ba, rafeHe, IOBPBLIAHE, 3aMEK, YBEJIMYEHO KOJIHUECTBO Ha ra30Be B
CTOMAXa KU uepeata, 00pusH, Coplek, 3aMasdHOCT, YCELIAHE 33 H3TPBIIBAHE K MPABYUKaHE.

Penxu Heskenanu peakunu (Modxe n1a sacerHat go | wa 1 000 naureHTn):
CBETOBBPTEK, YTOIEMABAHE HA MbPAUTE TIPH MBXKE.

MHOT0 penky HexenaHd peakiii (Moske ga 3acerHar go 1 Ha 10 000 nauneHTH):

JKBJITEHUUR; CHITHA KopeMHa DoJika ¢bC Win Oe3 Gonka B repda; Tpecka, 3aTPyAHEHHA B IHILAHETO,
MOHAKOI'a NPH/IPYXKEHH C KALWINNA;, OO AlepriYHi peakuudy (HanpuMep, o010 yeeaHe 3a
3aTOMVISHE C BHE3aNHO 00110 Hepa3NoNoKeHHEe 10 NPUMNaAbK); OTOK Ha YCTaTa, MCXYPH M0 KOXara,
alIePrudHy KOXKHH Peakiyy; Bb3MaJeHHe Ha YCIaTa (CTOMATHT); NOHIKABAHE Ha KPBBHOTO HANATAHE,
0O0BpPKBAHE; XaMOUMHALKK, CTABHA OOJIKA;, MYCKYJIHa 00nKa; NpoMsaHa BbB BKyca WIH 3ary0a Ha BKyca
Ha XpaHarta.

Hexenanu peakuuy ¢ HEM3BECTHA YECTOTA (OT HANMYHUTE JaHHN HE MOXe /12 Obae HaNpaBpeHa
OLEHKa):

Peakuuu Ha CBPBXUYBCTBUTENHOCT ¢ 00JIKA B I'bpPAKTE UK KOPEMA, CHMIITOMH HA ITOCTOAHHO HUCKA
KpBBHA 3axap.

(OceeH ToBa BamusT nekap Moxe 1a YCTAHOBH [IPOMEHHU B ITOKAa3aTeIHMTE NPH U3CISIBAHUATA HA
KPBBTA HIIK YPHHATA.

CohofmaBane Ha HEKEINAHH PeaKNHHA

AKO NOITyYHTE HAKAKBH HEKEITAHH JIEKAPCTBEHH PEaKUMH, YBeaAoMeTe Baulus fexap Wiv papmauest.
Topa BKAOYBA BCHYKH BE3MOXKHH HEOTIMCAHH B Ta3H JIHCTOBKA HEXeNaHH peakuuH. Moxere Cbllo 1a
CHOOLUMTE HEXKENAHH PEAKUHH AUPEKTHO upe3 U3MbIHUTEMHA areHUMA 10 JekapeTata yiL. ,Jlamsu
I'pyer” Ne 8, 1303 Codmusa, Ten.: +35 928903417, yebeaiit: www.bda.bg. Kato cpobitapare HexenaHu
peakiinu, MOXKETE J1a JafeTe CBOS MIPHHOC 3a NOMYyYaBaHe HA TOBeUe HHPOPMAaLIUA OTHOCHO
6e30nacHOCTTA Ha TORA JIEKAPCTBO.

5. Kak aa cexpanapate Tpombeke




Jla ce cbXpaHaBa HA MACTO, HETOCTBITHO 34 JeLa.

He vanom3eaiiTe TOBa JEKAPCTBO CIIEA CPOKA HA FOAHOCT OTOENA3aH BbPXY KApPTOHEHATA OTNIAKOBKA H
omucTepa, cnen ,,l'oneH 10:”. CpoxbT Ha MOJHOCT OTIOBAPS HA MOCIEAHKA 1€H OT NOCOYEHHA MECELL.
CTekeHa OvTuaka

Jla ce cexpa#ABa B OpHTHHAIHATA ONAKOBKa, 32 13 Ce Npeana3H ot Biara.

Cren oTBapAHE MOJKE a CE M3MONI3BA B PAMKMTE Ha 3 Mecelld, ako ce cbxpaHasa nola 25°C.

PVC/PVDC/AnyMuHueB Onucrep

Ha ce cpxpanasa noa 30°C B opurnHagHaTa 0MaxkoBKa, 3a Aa ce NpennasH oT pnara.

He u3nonssaiite TOBA NEKAPCTBO, aKO 3a0enekKuTe BHANMH OS/Ie3U Ha HAPYIIaBaHE HA KAUECTBOTO HA
MPOIYKTA.

He w3xebprdiite nexapcTBaTa B KaHATU3aLUKMATA WK B KOHTEHHEPA 3a 1OMALIHN OTNAAbLH,.
[MonuTtaiite Bamua dapMaleBT Kak Aa H3XBLPIIATE JIEKAPCTBATA, KOMTO Beue He ninonssare. Tesu
MEPKHM LLE CIIOMOrHAT 33 0Na3BaHE Ha OKOJIHATA Cpela.

6. CoanpxaHne HAa ONAKOBKATA H JORLJIHKATENAHA HHOpPMANHA

Kakgo chabpxa Tpombexe

AKTHBHATa CbCTaBKa € Kromigorpen. Beaka rabnerka chabpska 75 mg knonuaorpeit (karo
XuaporeHcyngar).

Hpyrute cheTaBKy ca: MaHHTon (E421), xMaporeHHpaHo pUOHHOBO MAC/I0, MUKPOKPHCTATHA
neynoza, Mmakporon 6000 1 Hucko cyOCTHTYHpaHa XHAPOKCHITPONIHILENYJ103a B SAPOTO, H NTAKTO33
(MIeuHa 3axap), xunpomenosa (E464), tpuatetus (1518), ueppen xenesen okeua (E172), Turanos
avokcua (E171) u kapHayOGCKH BOCBK B OOBHBKATA.

Kak n3rnexna TpoMoeKe H KAXBO CbAbPKa OMAKOBKATA

Tpombekc ca Kpbriu, IBOHHO-U3MBEKHAIA, PO3OBH, PUIMUpPaHH TalJleTKu ¢ TPaBUpaHO YHCIOTO “75%
Ha eQHATa CTpaHa | YuciIoTo “1171” Ha apyrarta ctpana. TpoMOeKe ¢€ 10CTaBd B KAPTOHEHH KyTHH
chabpxkamu 7, 14, 28, 30, 84, 90 u 100 tabnerku, 8 PVC/PVDC/amymunuii O1iucTepH HITH 28. 30 u 90
tabneTkd B KadsaBu cThkneHu OyTiwiky ¢ Os1a HDPE BiHTOBa Kamauka CbhC CYIIHTEN.

He BcHUKY BHOOBE ONTAKOBKY MOrat aa ObAaT nycHaTh B nponaxoa.

[IpuTexaTe,n HA paspelIEeHNETO 3a yRHoTpeda:

ZENTIVA, ks,

U Kabelovny 130,
Dolni Mé&cholupy
102 37 Prague 10,
Yewika Perrybinka

lponzBoanTenn:

ZENTIVA, k.s.,

U Kabelovny 130,

Doni Mécholupy 102 37,
Prague 10,

Yewka PemyOnuka

Sanofi Winthrop Industrie,
1 rue de la Vierge,
Ambares et Lagrave,

33565 Carbon Blanc cedex,

P panLun




H

S.C.Zentiva S A.,

B-dul Theodor Pallady nr. 50 , Sector 3,
Bucharest, cod 032266,

PymMbHUA

To3n NekapceTBen NPOAYKT € paipemnen 3a ynorpeda B crpannte wienku na EUII nox creanure
HMEHA:

Yemrka Penyoanka: Trombex

CaoBamka Penybiauka: Trombex 75 mg filmom obalené tablety
IMoama: Trombex

Jlarsua: Trombex 75 mg apvalkotas tabletes
JInrea: Trombex 75 mg plévele dengtos tabletes
Ectonna: Trombex 75 mg

Yurapna: Trombex 75 mg filmtabletta

Pymbuna: TROMBEX, 75 mg, comprimate filmate
bruarapuas: TpoMmbeke 75 mg ¢uaMupanu TableTku

JAara Ha moc/ieaHO NPepasraexKiaHe HA JHCTOBKATA:
08/2023




