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PuBapokcatan G.L. 15 mg TBbpAH KancyJin
Rivaroxaban G.L. 15 mg hard capsules

PuBapokcaban G.L. 20 mg TBbpAH KancyJiu
Rivaroxaban G.L. 20 mg hard capsules

puBapoxcadaH
(rivaroxaban)

HPDHETETE BHHMATE/JHO UAJATA JJHCTOBKA, NPEAH a4 3aNIOYHETE [1a H3NM0JI3BATE TOBA JIEKAPCTBO,
Thil KATO TH CbABPAKA BaxKHa 32 Bac unpopmauus.

- 3amnaserte Ta3M JUCTOBKA. MOXe /ia ce HaJlOXKU Ja A NPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JION'bJIHUTEIHH BbIIPOCH, nonuTaiTe Baiuus nexkap uinu ¢papmauesr.

- ToBa nekapcTBO € npeanyMcaHo JUYHO Ha Bac. He ro npeorcrenBaiite Ha Apyru xopa. To Moxe
Jla UM HaBpeIH, He3aBUCHUMO Y€ MPHU3HALMTE HA TAXHOTO 3a00JigBaHe ca ChlUIMTE KaTo Bawure.

- AKO NOJYYHTE HAKAKBH HEXKeJIJaHH peakuuH, yBejgomere Bamus nekap win papmaneBt. Toa
BKJIFOYBA U BCHYKH Bb3MOXHHU HEXKEJJaHW peaKl MU, HEeONMCaHHU B Ta3H JUCTOBKA. BuxkTe To4ka 4.

KakBo ¢bAbLpPKAa Ta3H JHCTOBKA

L. KakBo npeacrasnsBa PuBapokcaban G.L. u 3a kakBO ce u3nos3ea

.5 KakBo TpsOBa J1a 3Haere, npeau aa uinosseare PuBapokcadban G.L.

3. Kak na wsnonsare PuBapokcaban G.L.

4. Bb3MOKHHU HEXKEJIaHU peakluu

3. Kak na cexpansBare PuBapokcadan G.L.

6. ChbabpixaHHe HA ONAKOBKATa U JOMBIHUTEIHA HHPOPMALIUA

1. Kakso npeacraBiasBa PuBapokcatan G.L. u 32 KakBO ce H3110J13Ba

Puapokcaban G.L. cbabpka akTHBHOTO BELIECTBO pUBapOKcadaH U ce U3MOoJI3Ba NPU Bb3PacTHH 3a:
e [IpearnasBaHe OT 0Opa3yBaHe Ha CbCHMpPELH B MO3bKA (MHCYJIT) M B IpPYT'H KPbBOHOCHH CbJI0BE Ha
TA70TO BH, ako UMare eauH BHJ ChbpAeYHa apUTMHSA, Hape4YeHa HEKJIAIMHO MPeAChPAHO MBXIEHE.
® JIeYEHHE Ha CbCHPELH BbB BEHUTE HA Kpakara Bu (absi00ka BeHo3Ha TpoMOO34a) U B
KPBbBOHOCHHUTE Ch0Be HA Oesniute Bu apobdose (0enoapoden em001M3bM) H 3a Npena3BaHe oT
[MOBTOPHOTO UM 0Opa3yBaHe B KPbBOHOCHUTE ChA0OBE Ha Kpakara W/ujiu B Oenurte aApodoBe.
Pusapokcaban G.L. ce u3nonssa npu aeua v 1oHowwM noa 18 roguHu u ¢ TenecHo tero 30 kg wiu
MmoBeve 3a:
e JIeYEeHHEe Ha KPbBHHU ChCUPELIM U Ipe/ria3BaHe OT IMOBTOPHO 00pa3yBaHe Ha KPbBHHU ChCHPELIH
BbB BEHUTE HJIM KPbBOHOCHHUTE ChA0BE Ha DenuTe ApoOOBe clie]l HA4YaIHO JIeYeHHE OT HalMaJIko
5 JIHH C JIEKapCTBa, KOUTO CE€ MHIKEKTHUPAT, U3I10/13BaHH 3a JIeYeHHE Ha KPbBHU ChCHPELIH.

Pusapokcaban G.L. npuHannexxu kbM rpyna jiekapcTsa, HapeueHH aHTHTpOMOO3HH cpescTBa. Upes

L= -—_-'. :
JIeHCTBUETO CH TOM OJIOKKMPa eIMH (aKTOp Ha KpbBOChCHpBaHe ((akTop Xa) U 1Mo TO3U HaWF HgMe 1B
criocoOHOCTTa Ha KpbBTa Ja 00pa3yBa CbCHPELIH. S"“ /”(‘;ﬁ&'




2. Kaxso Tpa0Ba na 3HaeTe, npean Aa ninoaisare PHBapokcaban G.L.

He npuemaiiTe PuBapoxcabaun G.L.
- aKO CTe aJleprHiHM KbM pHBapokcabaH WM KbM HAKOA OT OCTAHAIMTE ChCTABKU Ha TOBA
NeKapcTBO (M30POEeHH B TOUKa 6)

- aKO MMATe CHJIHO KbPBEHE
- aKo MMare 3abonsBaHe HJIH CbCTOAHKE HA OPraH B OpraHu3Ma, KOETO [IOBHIIABA PHCKA 32 CEPHO3HO

KbpBeHe (Hanp. CTOMALIHA %3Ba, HAPAHABAHE MM KPLBOU3IJIHMB B MO3bKa, CKOPOILIHA OnepaLus Ha
MO3bKa WIH OYUTE)

- aKo [pHeMare JieKapcTba 3a npeanassaHe ot o0pa3yBaHe Ha CbCHpeliH (Hamnp. BapgapHH,
RaburarpaH, anukcabaH UM XenapHH), OCBEH KOraro MpoOMEHATE aHTHKOArylaHTHOTO JIeYEHHE HITH
NI0KATO MOJIy4aBaTe XeNnapHH Mpe3 BeHO3€H WM apTepHalleH KATEThP , 3a Jia 10 NOATbpXKare
OTBOpEH

- aKo CTpadare oT YepHoApobdHO 3abonaBaHe, KOETO BOAM AO MOBHLIEH PHCK OT KBPBEHE -  aKo CTe
OpeMeHHa WU KbPMMTE.

He npuemaiite PuBapokcaban G.L. u nHopMHpaliTe Bamus nexap, ako HAKOE OT TE3H 0OCTOATENICTRA Ce

oTHacs 3a Bac.

IIpeaynpexaeHHs H NpeANasHH MePKH
ToBopere ¢ Bauiug nexap nwiu dapmaiest, npeay na npueMetrePusapokcadban G.L.

O0bpHeTe cNeNHATHO BEHMAHHE Opu ynoTpebaTta Ha PuBapokcaban G.L.
- aKO UMAaTe MOBHUILEH PUCK OT KbpBEHE, KAKBBTO MOXKE 12 Obie CIydanT, HallpUMEp, IPH.
O YMEpEeHO WK TeKKO O0L0pedno 3abongpane, noHexe ObOpeyHaTra Bn PyHKIHA MOXe na
NOBJIUSAEC HA KOJMUECTBOTO OT JIEKAPCTBOTO, KOETO ACHCTBA B OpraHyi3Ma Bu
© aKo NpHEMAaTe APYTH JIeKapCTBa 3a Npeana3BaHe oT 00pa3yBaHeTO Ha CheHpelH (Hamp.
Bapdapul, gaburarpaH, anukcadaH UIH XEMAapHH), KOTaTo MPOMEHATE aHTHKOAIYIaHTHOTO
JIeYeHUE UK JOKATO NOTY4aBaTe XenapuH Mpe3 BEHO3EH HIIM aPTEPHANICH KAaTEThP, 3a Ja
ro nNoAabpIkare oTBopeH (BxX. Touka “JIpyru nekapcTea 1 PuBapokcaban G.L.”)
O HapylWeEHHUA Ha KPbBOCHCUPBAHETO
© MHOIC BHCOKO KPBBHO HajlsiraHe, HEORNAAAHO C MEIHKAMEHTO3HO JIeueHue
o 3aboNsgBaHHs Ha CTOMaxa WIH YepBaTa, KOUTO MOXKe Ja JOBeAar A0 KbpPBEHe, Hamp.
Bh3MalICHHE HA CTOMAXa WM YepBaTa UJIH Bb3MajleHHe Ha XPaHOMpoBOAa, IbJIKALLUO Ce Ha
Hanp. Ha racrpo-e3ogareanta peduykcHa dbonect (3abonsBaHe, NMpy KOETO CTOMAIIIHATA
KMCEJIHHA OTHBA HArOpe B XPaHONPOBOJA), HIKM TYMOPH, Pa3NoJI0XKEHHN B CTOMAaXa HiIH
YepBaTa, WIH MCHUTAJHUA TPAKT, HIH YPHHAPHHS TPAKT
© 1npobieM ¢ KPLBOHOCHHTE CHAOBE HA OYHHUTE JbHA (PETUHONATHA)
o ©OemoapobHo 3abondBaHe, NpU Koero OpouxuTe BH ca pasiuHpeHH H H3NBJIHEHH ¢ FHOH
(bpoHxuexTasun) U KbpBeHe OT Oenusg Apod B MHHANIOTO
- aKo UMare Chbp/ievyHa KJanHa npoTe3a
- ako 3HaeTe, ye uMare 3abonsBaHe, Hape4eHO aHTHPOCHONMUNMASH CHHAPOM (HApYLIEHHE Ha
UMYHHaTa CHCTEMA, KOETO MPHYUHABA NOBHLUIEH PUCK OT 06pazyBaHe Ha KPBBHH CHCHPELH),
KaxeTe Ha Baiuus nexap, Ko#To 1ie B3eMe pelicHUE 32 HeOOXONHMOCTTa OT NPOMAHA Ha
NEYEHHETO.
- axo BauruAr nekap yCTaHOBH, 4€ KpbBHOTO Bu HansraHe ¢ HeCTabWIHO, UJIH Ce TUIaH




AKO HAKOe 0T Te3H CLCTOSHHSA ¢¢ OTHAcH 3a Bac, roBopere ¢ Bamas gexkap, npeau Ja npueMere
Pueapokcadad G.L. Bamust nekap e pemn aanu aa By j1ekyea ¢ ToBa 1eKapcTBoO H TpaOBa I Aa
ObaeTe HAO/ONABAHH TO-BHHMATEJIHO.

Ako BH npencTon onepauHsn

- MHoro e BaxHO Aa npueMare PuBapokcaban G.L. npeiu U cien onepauHATa TOYHO BB BpEMETO,
onpeneneHo oT Bamus nexap.

- AKO IJIaHHpaHaTa XMPYpPrudyHa onepalus Ipeanonara NoCTaBiHe Ha KATEThP WIH HHXEKIHUA B
rppOHayHKA Bu kaHan (Hamp. 3a endaypainHa WiH CIIHHAIHA aHeCTEe3HS UIIH 34 HaMaJIABaHEe Ha
Oonkara):

© MHOIO € BaXHO Aa npueMere PuBapokcadan G.L. To4HO B yaca, npeanucad Bu ot Baiuus
neKap

© HH¢$popmupaiite Bamng nexap Beasara, ako NOYyBCTBaTe HITPHNBAaHE HIH cnabocT B
KpaKaTra Wik npobieMu ¢ 4epBara WM NHKOYHHUA MeXyp ClIell Kpas Ha aHeCTe3HATa,
MOoHexXe ca HEOOXOAUMHM CIELIHH MEPKH.

Hela H IOHOIUH
Kancynute PuBapokcaban G.L. re ce npenopnusaT npn gena ¢ reaecno rerio noa 30 kg.

Hama noctarsuHo HHQopMaLud 3a yrioTpedara Ha puBapokcabaH Ipy Jeua U IOHOLIH IIPU MOKAZAHHMATA
33 Rb3PacTHH.

JApyru sexapcrea B PaBapoxkcaban G.L.
Tpabra ga kaxeTe Ha Bamma nexap Unu gapMalnesr, ako [IpHeMare, HaCKOpO CTe MPUEMANTH WIH €

Bb3IMOXHO a MpHEMAaTE ApPYIrya AeKapCTBa, BKMTIOYHTCIIHO JICKAPCTRA, OTIIYCKAHH 0e3 PELLCIITA.

- AKO npHeMarTe
O HAKOH JIEKapCcTBa 3a rbOMYHU HHPEeKUHH (Hanp. (IyKOHA30, HTPAKOHA30J, BOPHKOHA30J,
MOCAaKOHA30J1), OCBEH aKO HE €a CaMO 3a KOXKHO MPHAOKEHHE
O KETOKOHA30J TableTKU (M3MON3BaHH 3a JICUEHUE HA CHHAPOM Ha KYILHHT - KOraro
OpraHH3MbT NPOH3BEXKAa UINTHLUBK OT KOPTH30)
HAKOH JIeKapCTBa 3a bakTepHalHH HHPEKIHH (HalpUMep KIapHTPOMHLMH, EPHTPOMHMIIHH)
HAKOM NpoTUBOBUPYCHU NekapceTia 3a XUB / CIIUH (nanp. putoHaBHp)
O ApPYIH JIEKapCTBa 3a HaMaJIIBAHE HA ChbCHPBAHETO HA KPBBTaA (Halp. eHOKCAlapHH,
KJIOMHAOIPeJ WIH aHTArOHUCTH Ha BUTAMHH K, xXaTo BappapuH H akeHOKYMapoi)
O IIPOTHBOBB3NAIUTENHU U OONKOYCNOKOABALIU NeKapCcTBa (HAIP. HAIIPOKCEH MITH
allETAJICATMUIHIIOBA KUCEITHHA)
APOHEIAPOH, IEKAPCTBO 32 JICYCHHE Ha HENPaBHJIEH CbPACYCH PUTEM.
HAKOH JIEKapCTBA 3a JIEYEHHE Ha Aenpecus (CeNeKTHBHH HHXHOUTOPY HA 00paTHOTO
3axsalifaHe Ha cepoTtoddHa (SSRI) 4 uHXHOUTOPH Ha 0OpaTHOTO 3aXBalllaHe Ha
CEpPOTOHHHA M HOopenuHedpuHa (SNRI))

O O

O 0

AKO HAKO€ OT Te3H 00CTOHTE/ICTBA ce OTHACH 332 Bac, sropmupaiire Bamms nexap, npeau
na npueMere PuBapokcaban G.L., Tbit kato edpexrbT Ha PuBapokcaban G.L. moxe 1a Op1e

3acujieH. BammaT nekap e pelud nany za Bu nekyBa ¢ ToBa nekapctBo M TpsOBa H
HabmoaaBaHy MO-BHHMATEITHO.




Ako Bamuar nekap cMiTa, Ye HMare NOBHLISH PHCK 33 pa3BHTHE Ha CTOMALLIHH WU YPEBHH
A38M, TOH MOXe J1a Ha3Ha4YH NMPoQHIIAKTHYHO JICYeHHE 3a A3BH.

- AKO npueMare:
© HAKOHW JIEKapCTBa 3a JicueHHe Ha enunencus ((peHNTouH, kapbdamasenut, peHodbapduran)

o XbaT KaHTapuoH (Hypericum perforatum), (pacTHTeNIEeH NPOAYKT, U3MON3BaH 3a
JICPECHS ),
o pubaMnuuxy (AHTUOUOTHK)

AKo HAKoe OT Te3n 006cToATe /ICTBA ce oTHAcHA 32 Bac, nndgopmupaiite Bamnas nexap, npeau aa
npuemeTe PuBapokcadan G.L., Tl karo edexTsT Ha PuBapokcaban G.L. Moxe na Obae HaMalleH.

Baiwmsat nexap wie pewin ganu aa Bu nexysa ¢ Pueapokcadan G.L. u Tpsba nu na 6saete Habnronasanu
MO-BHHUMATENHO.

BpeMeHROCT H KbPMEHE
He npuemalite PuBapokcaban G.L., ako ¢cte fpeMeHHa Hny KbpMHUTE. AKO HMa BEPOATHOCT Ja

3a0peMeHeeTe, H3NON3BANTE HANEKAHO KOHTPALIENTHBHO CPEACTBO, 40KATO nnpuemare PuBapokcaban

G.L. Axo 3abpeMeHeeTe, A0KATO [PHeMare TOBa JIeKapcTBO, HHpopMHupakiTe Baiuua nekap He3abasHo,
KOHTO LIe pell Kak Tpsa0dBa na Obpjaere JieKyBaHa.

lllopupane u pabora ¢ MALLIHHYE
Purapokcaban G.L. MOXe fa NpUYUHHK 3aMasHOCT (MeCTa HeXkeJlaHa peaklys ) Wik Npunaxbk (Hedecta

HEXKENAHa peakuus) (BIoKTe Touka 4, ,,Br3MoxHu Hexenanu peakuuu). He wodupaiite, He xapaiite
KOJIENIO H He M3NOM3BANTE HUKAKBH HHCTPYMEHTH MJIM MAIUMHH, aKO HMAaTe Te3U CHMIITOMH.

PuBapokcaban G.L. cpAbpKa 1aKTO32 MOHOXHAPAT (BHA 3aXap) H BATPHH

AXo nekapaT Bu e kazain, ye uMare HEMOHOCUMOCT KbM HAKOH 3aXapH, NOChBETBANTE ce ¢ HEro Mpean
npremMa Ha TOBA JIEKapCTRO.

Topa nekapcTBO ChABPKA No-Make 0T 1 mmol Hatpuit (23 mg) Ha TabneTka, T.e. MOXe A Ce Kaxe, 4ye
MPAKTHUYECKHU HE ChABDXKA HATPHH.

3. Kax 1a npaemate Pusapokcabau G.L.

BuHaru npuemaiiTe ToBa JIEKapcTBO TOYHO KakTo By e kazan Bawusr nexap. AKo He CT€ CHIYPHH B
HEIIo, monuTakte Bamus nekap uiM ¢apMalesT.

Tpabea na npuemare Pupapoxcaban G.L. 3aeHo ¢ XxpaHa.
['snTaliTe Kancynata (KancynuTe) 3a NpeaAnovMTaHe ¢ BOJA.

AKo ce 3aTpyaHsaBare Ja MMOCbAHETE Kancyara uana, nonuraite Balys nekap 3a Apyrd Ha4HHH A4
npuemare Pusapoxcaban G.L. CeappxHMOTO Ha KaIcyaTa MoOXe Ja ¢e pa3MecH ¢ BoAa HIH A0BJIKOBO
MIOpe HENOCPEACTBEHO NPeAH Aa A pHemere. BeaHara cnea Tasu cMec TpsOBa Aa pHeMeTe XpaHa.

Axo e Heobxoanumo, BamusaT nexkap Moxke 1a Bu najne pasrpoinena kancyna Pusapokcabau G.L.
[pe3 CTOMAalllHA COHJA.




KaxBa n03a 7a npHeMaTe

0 BubipacTHH

¢ 3a npeanasBaHe OT CHCHPENH B MO3bKa (HACYJT) H APYFHTE KPLBOHOCHH CBHAOBE B THJICTO
Bn
[penopbunTenHara qo3a € eaHa kancyna Pusapoxcaban G.L. ot 20 mg ea1¥H nbT JHEBHO.
AKko cTpanate oT O0pedny npobneMu, A03aTa MOXKe Ja Ce HaMalld J10 €Ha Kalcya
Pusapoxcaban G.L. oT 15 mg elUH IbT JHEBHO.

AKO ce HyXIaeTe OT NpoLeaypa 3a JieueHue Ha OJIOKHpaHUTE KPbBOHOCHH CBIOBE HAa ChPUETO
(Hape4yeHa NepKyTaHHa KopoHapHa uHTepBeHUuA — [IKU ¢ nocraesaHe Ha CTEHT), HMa
OorpaHM4eHH AOKA3aTeNICTBA 3a HamalliBaHe Ha [03ara 0 e€aHa kancyna Pusapokcaban G.L. 15
mg BeAHBbXK AHEBHO (MK A0 efHa kancyna Puapoxcabad G.L. 10 mg BeaAHbk JHEBHO, B Clyuail,
ye BalIuTe 6bOpeuH He QYHKLHOHHPAT NPaBUJIHO) B AOMbIAHEHHE KbM aHTUTPOMOO3HO

JICKapCTBO KATO KJIOIIHUAOIrpE/.

e 3a JieyeHHe Ha CbCHPEIH BbB BEeHUTEe HA Kpakara BH 4 Ha ¢heHpenH B KPLBOHOCHHTE
c¢baoBe Ha Gesinre Bu Apoboe u 38 npeanaseaHe 0T HOBTOPHO 06pasyBaHe HA ChCHPENH
[IpennopbunTeNHaTa f03a € €AHA kancyna Pubapokcaban G.L. oT 15 mg ABa meTH JHEBHO Mpe3
TbpPBHTE 3 ceAMMUM. 32 ICUEHHETO ClIe] TpeTara CeIMHLA NPENophbUYHUTEHaTa 1032 € edHa
kancyna Pueapokcaban G.L. ot 20 mg eaMH ImbT AHEBHO.

Cren Halt-MalIKO 6-MeceUHO JieUeHHe Ha Cheupel BalMaT jexap MOxe Ja pellu aa
NPOAB/DKUTE JIEHEHUETO MM ¢ eAHa Kancyna Pupapokcaban G.L. ot 10 mg enus nuT AHEBHO,
HIIH ¢ eaHa Kancyia Pusapokcaban G.L. oT 20 mg equs mbT JHEBHO.

Axo cTpajare oT ObOpeunu npobnemMu U npueMara enxa karncyna Pupapokcaban G.L. eauH mer
IHEeBHO, BaluaT nekap MOXe Aa peluy Aa HaMajld J03aTa 3a JSUEHUETO ClIell TpeTaTa CeaMHLA
10 efHa kancyna PuBapokcaban G.L. or 15 mg enyH nbT AHEBHO, aKO PUCKBT 3a KbpPBEHE € M0~
BHCOK OT PUCKA 34 MOBTOPHO 00pasyBaHe Ha ChCHPEK.,

o ena v IOHOUIH
Hozara PuBapoxcaban G.L. 3aBHCH OT TENECHOTO TEMIO H 1Ie ObJe H3YHUCACHA OT JSKap4.

« [lpenoppuuTesHaTa A03a MPH Jella U IOHOLIH C TeJIeCHO Terno Mexay 30 kg u no-
mMaako oT 50 kg e eaHa kancyna Pusapoxcaban G.L. 15 mg eqns nbT JHEBHO.

» [lpenopbunTenHara Ao3a NpH Aelia U KOHOLIM C TeJiecHo Terno S0 kg uiny noseue e eqHa
karcysna PaBapokcaban G.L. 20 mg envH BT JHEBHO.

[Tpuemaiite Bciaka ac3a Pueapokcaban G.L. ¢ HanuTka (Halp. BOJa HIIH COK) MO BPEME Ha XpaHEHe.
[TpuemaiiTe KANCYNHTE BCEKH ACH NPUOMU3UTENHO MO €1HO H cbLIo BpeMe. [loMucaere na
HAaCTPOHUTE ajapMa, KoATo Ja Bu HanoMH4.

3a poaureny UM OonHorneAavd: Mo HabmoxaBaHTe NETETO, 3a 1a OCHIYPHTE NPHEM Ha Lid/1aTa

A034d.

Tsit karo gozara Pueapokcaban G.L. e 6a3upaHa Ha TENECHOTO TEMIO, BRXHO € Jla cria3sare
HACPOUYCHHUTE NOCELIEHUA NIPH JIEKAp, 3aUl0TO MOXe Aa € HeoOXoAUMOo [03aTa Aa Oble KOPHTH
ThH KaT0 TErJ10TO CE MPOMEHH.




Hukora He xopnrupaiite camn gozata Pusapoxcaban G.L. JlekapaTt e kopHrupa 103ara, ako
€ HeoOXOANMO.

He pasaensiite kancynara B OMUT Aa HabaBUTE 4acT OT 103aTa B KarncyJiara. AKo € HeoOxoauma no-
HHUCKa 1034, MOJIA, H3NoN3Balite ApyraTa Bb3MOXHA JIeKapcTBeHa opMa puBapoKkcadaH rpaHyIu 3a
nepopanta CyCreH3HHl.

[Ipy geua ¥ IOHOLIY, KOHTO HE MOTAT Ja MOorbUIAT KalCyIMTe UEeIH, MO, H3NoN3BakiTe
pHBapokcabaH rpaHyiiu 3a NepopanHa CyCcneH3us.

AKO HiMa HaJIHYHA NMEPOpATHA CYCNEH3NA, MOXKE Aia pa3sTPOILHTE Kancynara Pusapokcaban G.L. u
Ja 1 CMECHTE ¢ BOIa WK S0BJKOBO IIOPE HEMIOCPEACTBEHO TIpeAH NpyuemMa. [IpHeMeTe Manko XxpaHa
clle]l MpUEMA Ha Ta3u cMec. AKo ce Hanara, BaumusT nekap Moxe Aa BH nane pasTpolleHara
xarncyna Pusapokcaban G.L. u npe3 cToMalliHa cOHAA.

AKO H3MLII0ETE JO3ATA HJIH NOBbLPHETE
. no-Manko ot 30 MHHYTH clef KaTto cTe npuenu Pusapoxcaban G.L., B3eMere HOBa n03a.
. noBeue oT 30 MHHYTH cliell Kato cTe npuenu Puapokcabax G.L., He B3emaliTe HOBa 103a. B
TO3H Cllydall B3eMeTe ciaeapaiara ao3a PuBapokcabad G.L. B 00uyaiinoTO Bpeme.

CBbpXKETE CE ¢ JIeKap, aK0 YeCTO H3IIKOBATE 103aTa M MOBpBLUATe ciaeA npuem Ha PuBapokcaban G.L.

Kora na npuemate PuBapoxkcaban G.L.

[IpremaiiTe xamncynara BCeKH AeH, nokaro Baluusat nexap Bu kaxe na cnpere.

[TocrapaiiTe ce 1a mpHEMare Kancyiara no €HO U ChIIO BPEME BCEKH I€H — TOBA e By noMorxe na He
3abpaBiTe.

BaumuaT nexap me pelly KOIKe ABAro TpAdBa Aa Npoab/pkasa JIEHeHHETO.

3a Ja ce nNpeAoTBpaTH 00pa3yBaHeTO Ha KPbBHUA ChCHPELIH B MO3BKA (MHCYIT) H APYrH KPbBOHOCHH
CbIA0BE BbB Bauero T4n0:

Axo cepaevnaTta Bu getinoct TpabBa ga O6bjae Bb3CTAaHOBEHA N0 HOPMAIHO ChCTOSHHE 4UPeE3 MPOLIEaypa,
HapeueHa KapauoBepcus, B3uMaiite Pupapokcaban G.L. BbB BpeMeTo, KoeTo BH kaxe BamruaT nekap.

AKO CTe IponycHa/ 4 Aa npuemete PuBapokcaban G.L.

- Bb3pacTHH, J€La U FOHOLIH:
AKO npueMare €aHa karcyna ot 20 mg uiH 15 mg eABH O'bT Ha JA€H H CTE MPONMYCHAH €AHA 1034,

NpHEMETE 5 BEAHAara 1IoM ce ceTute. He npuemaliTe nosede OT €Ha Kalcya 3a /IMH AcH, 3a 1a
KOMIeHcHpare NponycHarara no3a. [IpuemMeTe cneaBalara Kancyia Ha ClIeAsallius JeH U ciel
TOBA NPOOBIKETE Aa NpHeMaTe No eJHa Kancyjaa €IHH NbT JHEBHO.

- Bh3pacTHu:
AKO MpHeMaTe €JHA Kancynia ot 15 mg ABa NbTH HA AEH U CTE NPONYCHAJIH €IHA 033, MPHEMETE 1
BeqHAara oM ce ceTute. He mpuemalite rosede OT ABe KancCyaH oT 15 mg 3a el ASH. AKO CTe
MPOMYyCHAIH Ja B3eMETE €lHa 0033, MOXe [1a B3IEMeTe JBE KalcCyaH oT 15 mg eAHOBpeMEHHO, 3a J1a
craHe obinara n03a Ase kancynd (30 mg) 3a enuH geH. Ha cnensaius nex tpabsa ga NpogbJDKHTE
nia B3eMate M0 €4Ha Kancysa oT 15 mg ABa NLTH JHEBHO. ‘




AKO CTe MPHeJH MoBede OT HeoOXonHMAaTa 1038 PuBapokcaban G.L.

He3abasHo ce cebpkere ¢ Bamms nekap, ako c¢Te npuend nopeve kancynd Pusapokcaban G.L. ot
HeobxoguMoto. [TpueMbT Ha noBeye kancynu PusapokcadaH G.L. oT HEOOX0OAMMOTO MOBHILIABA PHCKA OT
KbpPBEHE.

AKo cTe cnpead npHema Ha PuBapokcaban G.L.
He cnupaiite npuema Ha PuBapokcaban G.L., 6e3 na cre ce nochBeTBals ¢ Bawug nekap, Thit xaro
Pusapoxcaban G.L. npeana3ea oT pa3BHTHETO HA CEPHO3HO 3a00NsABaHE.

Axo MMare HIKAKBH JOIThJIHUTENHH BBIIPOCH, CBBP3aHH C yrioTpebara Ha TOBA JICKAPCTBO, NONUTalTe
Baums nekap uau dapMaleBT.

4. Bt3MOKHH HexeIAHH PeaKlnH

Kakto Bcnuku nekapcTBa, PuBapokcaban G.L. Moxe 1a NpeIu3BHKA HEXENAHH PEAKIIHH, BHIIPEKH Y€ HE
BCEKH I' OJTy4aBa.

Karo apyru nogoOHM JlexapcTBa 3a HaMassiaHe Ha 0Opa3yBaHETO Ha KPbBHH ChCHpENH, PuBapokcaban
G.L. MoXe fa JoBeAe 10 KPbBOH3INB, KOUTO Ja e NOTeHUHATHO XHBOTO3acTpainasan]. MHOro cUnHoTo
KbPBEHE MOXE ChLIO TaKa Ja JOBeLe A0 PA3Ko CMajaHe Ha KPBBHOTO HanAraue (1oK). B HAkoU cnyyau
KPBBOK3IIUBLT MOXE [1a HE € BUIAUM.

Undopmupaiite Bamng nexkap se3abapHo, ako npH Bac ce nposBH HAKOS OT CETHUTE HEXENaHH
peaKLHU:
. Ilpa3Hany HA KLPBEHE
- KPBHBOH3JHB B MO3bKa HJIH B Yepena (CHMIITOMHTE MOTAT Jia BKIIIOYBAT 71aBobonue,
eqHOCTpaHHa ¢1abocT, moBpellaHe, I'BPUOBE, HAMAJIEHO HHBO HA Ch3HAHHETO U CKOBAHOCT BEB
Bpata. CepHo3eH clewleH MeaULIMHCKH ciiy4qail. [Torspcete MeaunMHCka noMoll He3abaBHO!)
-  MPOOABDKUTENHO HIH MHOIO CUTHO KbPBEHE
- cuiHa cnaboct, yMopa, OleqHOCT, 3aMasHoOCT, IMapodboame, HEODACHNM OTOK, 3a1yX, O007Ka B
FBPIMTE UK CTEHOKAPAUS.
BamuaT nekap Moxe aa pelu Ja Bu Habnionasa mo-BHHMATEITHO MM 2 IPOMEHU JIEHEHHETO.

. [Ipn3Hany Ha TeXKKH KOXKHH peaKknHH

- pa3npOCTpaHABALl C€ HHTEH3UBEH KOXEH OOpHB, MEXYPH WY A3BH MO JIMraBHLIATA, HAIp. MO
ycrara Wil ouute (cuHapoM Ha CTUBBHC-/DKOHCHH/TOKCUYHA eNUaepMalHa HEKPOTH3a).

- JleKapCTBeHa peaKu M, KOSTO NpUYHHABA 00pHUB, MOBUILEHA TEMIIEPATYPA, BE3NAJICHHUE Ha
BbTPEUIHHTE OPraHH, OTKJIOHEHHA B KPbBHHTE [10KA3aTENHN M CUCTEMHO 3abomaBane (DRESS
CHHAPOM ).

YecToTara Ha Te3H HEXeNaHU peakliiy € MHOro paaka (a0 1 Ha 10 000 gyuu).

. Ipu3nan| Ha TEXKKH aJePrudHH peakuHH
- IOLyBaHe HA JTHLETO, YCTHUTE, YCTara, €3Uka WM IEPIIOTO; 3aTPYAHEHO NpemMbIIaHe; YPT
3aTPYXHEHO AHILAHE; BHE3AMHO CMaJlaHe Ha KPbBHOTO HasAraHe. YectoraTa Ha TeX
anepruyHy peaklMy € ,,MHOIo peaku” (aHaQWIaKTHYHH peakUuHH, BKIIOYHTETHO




110K, MOXe fa 3acerHar 70 |1 Ha 10 000 gymu) 4 ,,HeyecTH' (aHrMoeAeM H allepruyeH OTOK, MOXE
na 3acersar Ao 1 Ha 100 gymn).

O600U1eH cIHCBLK HA BL3IMOKHHTE HEXXeJIaHH PeaKIHH

YecTH (Morar ga 3acertHar ao 1 va 10 nywu):

Peaxu (Morar ga 3aceraar Ao 1 Ha 1 000 ayuin):

HaMaleHHe Ha Opos Ha YEPBEHHTE KPbBHH KNETKU, B Pe3yJITaT Ha KoeTo kokara BU Moxke fa ctaHe
Osiefa ¥ Ja JoBeae Ao ciaaboct unm 3apyx

KbPBEHE B CTOMaxa HJIH YepBara, KbpBEHE OT MHKOYO-IIOJIOBUTE OPraHH (BKIHOYHTENHO KPbB B
YpHHATa H 00HITHO MEHCTPYANIHO KbpPBEHE), KbpBeHe OT HOCa , KbpBeHE OT BEHUHTE

KbpBEHE B OKOTO ( BEJIOUHMTENIHO KBPBEHE OT OAJIOTO HA OYHTE)

KBPBEHE B THKAH WJIH KYXHHA Ha TAJIOTO (KPBEBOHACAAAHUS, CHHIUHH)

KbpPBAaBHU XpPauKH

KbpBEHE OT KOXaTa UJU MOA KOXKaTa

KbpBEHE CeA onepalus

CBJ3AIN0 KbPBEHE HJIM H3THYAHE HA TEYHOCT OT XUpPYpPruyHara paHa

OTOLHU MO KpaHHHIIHTE

Oonka B KpaiitHULIUTE

HapymeHa Ob0pedyHa pyHxiIMA (MOXKe a C€ YCTAaHOBH NIPH H3CNCABAaHMUS, HA3HAUYE€HHU OT Bauins
nexkap)

BHCOKA TEMIIEparypa

Gonku B crOMaxa, HapyWeHO XpaHOCMHIIAHE, raJIeHe U NOBPBILAHE, 3aleK, AHapHs

HHCKO KpBBHO HaJsiraHe (CbC CHMIITOMH, KATO YCelIaHe 3a 3aMasiHOCT WK NpUMAaJISBaHe IIpU
H3IpaBiHE)

HaMmaleHa obula cuna i eHEpru4yHoCT (caboct, yMopa), mapobonue, 3aMasHOCT, NPUNaabIH
oOpHB, CbpOex Mo KoKara

H3CNeIBaHUATA HA KPBBT& MOTaT Aa MOKAKAT NOBHIIABAHE HA HAKOH YE€PHOAPOOHH €H3IHMH

HeuecTn (Morar aa 3acerdar go 1 ga 100 aymn):

KPBLBOH3/IHB B MO3bKa UNHU B uepena (BUxTe ro-rope, [[py3HauH Ha KbpBEHE)

KPBBOU3/IMB B CTaBa, KOWTO Aa NpeAN3BUKBA O0NKa UIIA OTOK

TpoMbouMTONEHNs (HUCHK Opoii TPOMOOLMTH; TOBA €A KIIETKH, KOUTO IIOMAraT CbCHPBAHETO Ha
KPBBETA)

aNepruyHH peaKUurH, BKIIOYMTENHO KOKHH alIEprivHH peaKLHH

HapyllieHa YepHoaApoOHa QyHKUMNA (MOXKE 1a Ce YCTaHOBH, aKo JIEKapAT Bu HazHauy H3CiEaBaHuA)
H3CJieIBAaHMATA HA KPBRTA MOXKE Ja MTOKAXKaT NOBHLIaBaHe Ha OuaupyOuHa, Ha HAKOH
MAHKPEATHYHHU WJIM YePHOAPOOHH €H3UMH HIK HA Opod HA TPOMOOLMTHTE

PUNALBK

0010 HEPA3MOJIOKEHHE

YCKOPEH ChpAEYEH MyNC

CYX0Ta B ycTara

YPTHKApPUSA

KbpPBEHE B MYCKYII




- XOnecTasa (HaMaaeHO OTAESNSHE HA XUTHYKATA), XeNAaTUT BKII. XeNaToLenyaapHO YBPEXKAAHE
(BB3MajieH YepeH Apod, BRIIIOUKHTETHO YEPHOAPOOHO yBpEXKaHe)

- MOXBJITABAHE Ha KOXaTa U OUYHTE (KbATEHHLA)

- NOKATH3UPAHH OTOLM

- cpOUpaHe Ha KPbB (XeMaToM) B CTAOMHUTE KATO YCNOXKHEHHE OT ChpACYHA NPOLEaypa, NPH KOATO
e MOCTaBeH KaTeThp B apTepHus B Kpaka Bu (niceBnoaneBpuima)

Mmuoro peakn (Morar aa 3acerdar a0 1 #a 10 000 gyws):
- HaTpyNBaHe Ha €O3MHODUIH (rpaHy/IOLHNTH ), BUA D€ KPBBHH KIIETKH, KOUTO IPUHYHHABAT
Bb3nalicHHe B 6ennte ApoboBe (€03UHO(MHUITHA MTHEBMOHNA )

C HeH3BeCTHA 4eCTOTA (OT HATMYHHATE JaHHU HE MOKe Oa ObJle HampaBeHa OlIEHKA 3a YeCTOTAaTa)

- ObOpedHa HEAOCTATBHYHOCT CNEA TEXKO KbPBEHE

- HapyuleHve Ha OpOpeyHaTa QyHKUHMA, Bb3HHKBALLO NTPH aHTHKOATYIAHTHO JISYEHUE, [TOHAKOra C
HAJIMYHEe HA KPbB B ypHHaTa (HedponaTtua, CBbp3aHa ¢ aHTHKOATYJIAHTH )

- [MOBHIIEHO HAMPEKESHUE B MYCKYNIHTE Ha KPAKATA MIIH pPhblieTe Cle KbpPBEHE, KOETO BOAH 40 DOJIKH,
OTOK, TPOMEHEHA YyBCTBUTEIHOCT, U3TPBABAHE UJIH Napann3a (KOMIApTMEHT CHHAPOM clel
KbpPBEHE)

Hexe1aHH PCAKIIHH IIPH €02 H HHOIIH

001110 B3€TO, HEXKEIAHATE PEAKLUHA, HAONKOIABHY MPH Jela 4 I0HOWH, JekyeaHH ¢ Pusapokcaban G.L.,
ca noaodHu no BUJ ¢ T€3H, HabMIONABAHH NIPH BL3PACTHH, U ¢a OHIIM IPEAUMHO JIEKH 10 YMEPEHH 11O
TEXKECT.

Hexxenann peakiiuu, KOHTO ca OHMIM HaOMOXABaHH YeCTO NPH Jela W IOHOIIH:

Mmuoro yecTu (Morar aa 3acertar noseve or 1 va 10 gyimn)
- rnaBofoHe

- IOBULIICHA TEMIIEpaTypa

- KbpPBEHE OT HOCA

- MOBpBIIAHE

YeceTn (Morar aa 3acersar no | Ha 10 ayuiu)

- yCKOpeHa Chp/leuHa NeAHOCT

- H3CeIBaHUATA HAa KPbBRTA MOraT Ja NOKaKAT NOBHLUABAHE Ha OunupyOHHa (OKITbUeH THIMEHT)

- TPOMOOUUTONEHUs (HUCBK Opoil TPOMOOLIUTH, KOUTO NPEACTABAABAT KJICTKH, KOMTO CTIOMArar 3a
CBCUPBAHETO HA KPHBTA)

- TEXKO MEHCTPYAIHO KbPBEHE

HevyecTn (Morar na 3acerdar Ao 1 ga 100 gymn)
- H3cJIeBaHUATA HA KPBBTA MOraT Ja MOKaKaT NOBHILIABaHE HA eIMH NoaABUA HA OMIHpyOHHa
(nupexTeH OHAUPYOUH, XKIbYEH MTUTMEHT)




CpobuiaBaHe HA HeXe/1AHH PEAKIHH
AKO MOJTYYHTE HAKAKBH HEXE/TAaHU JIEKAPCTBEHHU peakiuy, yBenoMete Baluus nekap, papMauesT K

MeJHMLHHCKA cecTpa. ToRa BKJIIOYBA BCHYKH BE3MOXXHH, HEOMHCAHH B TA3Y JIUCTOBKA HEXENAHH PEaKLIUH.
MokeTe cblIo a8 CHOOIIHTE HEXeNaHH peakLUi JHPEKTHO 4pe3

H3nbJHHTEHA ATeHIHA 110 JCKApCTBRATA

Yia. daMmsad 'pyes Ne8
1303, Codus

Ten. +35928903417
YebcaliT: www.bda.bg

Karo cpobinaBaTe HexxenaHu peakliii, MOXKeTe Na JaaeTe ¢BosA NPHUHOC 3a N0Jy4YaBaHe Ha IOBEYE
nHpopMalKsi OTHOCHO 0€30NaCHOCTTA Ha TOBa JIEKApCTBO.

S.  Kak na coxpansBate PuBapokcaban G.L.

Jla ce cpXpaHsABa Ha MACTO, HEAOCTBHIIHO 32 Jela.

He u3nos3paiiTe TOBA NEKAPCTBO CIEA CPOKA Ha MOJHOCT, 0TOENA3aH BhpXY KapTOHEHaTa OllakoBKa U
onucrepa cnen “FoaeH no:”. CpoxeT HA FOOHOCT OTroBapsA Ha MOCHeAHUA AeH OT NOCOYEHHA Mecell.

Topa JEKAPCTBO HC H3NCKBa CIICHHAJIHH YCJIOBHA 34 ChXPaHCHHC,

ChABPXHEMOTO Ha KamncyJIHMTE € cTabHNIHO BLB BOJa HIH A0BIKOBO niope oo 4 yaca.

He v3xpppasiire n1eKapcTBATa B KAHAIM3AUMATA WM B KOHTECHHEpAa 3a IOMAIIHH OTNAABIIH.
[TonuraliTe Bamusa ¢papMaleBT Kak Ja U3XBLPIIATE IEKAPCTBATa, KOUTO BEYE HE
H3Moa3BaTe. Te3n MepKH 1Ie CNOMOTHAT 32 ONa3sBaHE Ha OKOJIHATA cpefa.

6. CorabpikaHHe HA ONTAKOBKATA M JONBJAHHTENIHA dHPOpMa A

Kakeo ¢babpxa PaBapokcaban G.L.

- AKTHBHOTO BellleCTBO € puBapokcabaH. Besaka kancyna ceabppxa 15 mg unu 20 mg puBapokcabaH.
- HpyruTe CbCTaBKH Ca:

KancynHo cbabpxuMo: HaTpueB naypuicyndar (E 487), naktoza MOHOXHAPAT, MUKPOKPHUCTAIIHA
uenyiosa (E 460), kpockapmenosa Harpull (E 468), xunpomenosa (E 464), marsesues creapar (E 470b);
OO6BuBKa Ha kancyJhara: xenaruH (E 441), xeat xenesen okcua (E 172) (camo B kancynure ot 15 mg),
YepBeH XkeneseH okcux (E 172);

MacTiio Ha Kancynara: mesiak riasypa 45% (20% ecrepuduuupana) B eraHon (E 904), yepeH xenesen
okcua (E 172), nponunenrnuxon (E 1520), amonuer xuapokcua 28% (E 527).

Kak m3ranexaa Papapoxkcaban G.L. H KakBO ¢bAbLPKA ONAKOBKATA




Pusapokcaban G.L. 15 mg: TBbpAY KeNAaTHHOBH KAICYJH € XBJITO TAJNO U OpaHXeBa Kanauka, C
otnevarasy 15 mg, ¢ pasMep Ha kancyiara Ne 4 (apmkuHa 14,3 mm), ceAbprxaLiiy 041 HIH NOYTH OAn
npax, Wik JIEKO YIUTbTHEHM arjiOMeparTh.

TeBpAHTE Kancyju ca onakoBanu B anymuuuii PVC/PVDC 6mucrepu.

Pupapoxcaban G.L. 15 mg e Hanuuen B onakosk# ot 3, 7, 10, 14, 15, 28, 30, 42, 45, 50, 56, 60, 90, 98

iy 100 TBBPAH Kancyu.

PuBapoxcaban G.L. 20 mg: TBpAY KENATHHOBH KAICYJIH C UEPBEHH TANO H Kanayka, ¢ oTriedyataHy 20
mg, ¢ pa3Mep Ha kancyJsara Ne 3 (nbkuna 15,9 mm), cbabpxamy 6501 iy noyury 641 mpax, Wik aexo

YIABTHEHH arjIOMEpaTH.
TeepauTe kancynu ca onakoraHu B airymuHuii PVC/PVDC 6auctepn,

PusapokcadbaH G.L. 20 mg e HanudeH B onakoBkH ot 3, 7, 10, 14, 15, 28, 30, 42, 45, 50, 56, 60, 90, 98
wik 100 TBbpAM Kancynu.

He BcHuUKH BHOBE OMAKOBKH MOTraT Ja ObAaT MyCHATH B npoaaxoa.

fIpurexaTes Ha pa3perieHHeTO 32 ynorpeba

G.L. Pharma GmbH
Schlossplatz 1

8502 Lannach
ABCTpUSA

IIpoH3iBoguTE U

Zaklady Farmaceutyczne Poipharma S.A.

Ul Pelplinska 19
83-200 Starogard Gdanski

[Tonma

(i.L. Pharma GmbH
Industriestrasse 1

8502 Lannach
ABCTpHA

ToBa JIeKaAPCTBO € pa3peieHo 3a ynorpe6a B AbpxaBaTe-4/1eHEKH Ha EBponelickoT0 HKOHOMHBYECKO
NPOCTPAHCTBO O] CleXHHTe HMeHa:

Hunepnanans: Rivaroxaban G.L. 15 mg capsules, hard
Asctpusa:  Rivaroxaban G.L. 15 mg-Hartkapseln
bwarapus: Pusapokcaban G.L. 15 mg TBbpaM Kancyau

Hunepnanauga: Rivaroxaban G.L. 20 mg capsules, hard
Asctpusa:  Rivaroxaban G.L. 20 mg-Hartkapseln
brnrapus: Pusapokcabau G.L. 20 mg tTeppau kancynu

HaTa Ha nocneano NpeparjcakKiaHe HA JHCTOBKATA

Despyapn 2025




