JIncroBka: nndpopmanus 3a norpebuTeNn

Bokcaban 15 mg pnaimupann TabieTkH
Voxaban 15 mg film-coated tablets

puBapokcaban (rivaroxaban)

[IpouyereTe BHHMATE/NHO HS./1aTA JIHCTOBKA, NPe/H A2 3aN04YHeTe 1a NPHEMAaTe TOBA JIeKapCTBO,
ThH KaTO T ChAbpPKa BaxkHa 3a Bac undopmanus.

- 3ana3sere Ta3H JIMCTOBKA. MOXKe /1a ce HaJIOXKH J1a 1 NpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH [I0ITbJIHUTEIHH BBIIPOCH, NMonuTaiTe Bawius nekap uau ¢papmMauesrt.

- ToBa nekapcTBO € NpeanucaHo eAMHCTBEHO W JWYHO Ha Bac. He ro npeorcTbnBaiite Ha apyru
xopa. To MO>Ke 1a UM HaBpeH, He3aBUCHUMO Y€ NMPU3HALIUTE Ha TAXHOTO 3a00JisBaHe caChlUTe
kato Bauuwure.

- AKO MOJIy4YHTe HAKAKBH HEXKEJlaHH peakuuH, yeaomere Bawus nekap unu dapmauent. Tosa
BKJIIOYBA H BCHYKH BB3MOXXHH HEXEJIJaHH peaKkLMH, HEONMCAaHH B Ta3H JIMCTOBKA. Buxkre
TO4Ka 4.
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KBO CbABPAKA TA3H JIHCTOBKA!
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6.  ChbabpkaHHe Ha ONAKOBKaTa M JIOMbJIHUTENHA HHpopMalms  — ~ v |
1. KaksBo npeacraBiasaBa BokcabaH H 3a KAKBO ce H3M0J13Ba

BokcabaH cbabpika akTHBHOTO BELLIECTBO pHBapoKcabaH W Ce M3MoJI3Ba NPH Bb3PaCTHH 3a:

- npeanaspaHe oT oOpa3yBaHe Ha CbCHPELM B MO3bKa (MHCYJIT) M B IPYrH KPbBOHOCHH Ch/I0BE Ha
TUI0TO BH, akOo MMare eauH BHA CbpJeyHa apUTMHsA, HapeyeHa HEKJIanHO MpeACbPAHO
MBbKJIEHE.

JIeYeHHe Ha CbCHpPELIM BbB BEHHTE Ha Kpakata Bu (abnboka BeHO3Ha TpomMb03a) U B KPbBOHOCHHTE

cbaoBe Ha Oenure Bu apobose (OenoapobeH eMOOIM3BM) H 3a npeana3BaHe OT MOBTOPHOTO MM

oOpa3yBaHe B KPbBOHOCHHUTE CBHAOBE Ha Kpakata W/uiau B Oenurte npobose. BokcabaH ce u3nosnsBa

Mnpy aeua H roHowH noa 18 roaunu u ¢ renecHo terno 30 kg unu noseuve 3a:

- JIEYEHHE HA KPbBHH CbCHPELIM H Mpeana3BaHe OT MOBTOPHO 0OpazyBaHe Ha KPbBHH ChbCHPELH
BbB BEHUTE WJIH KPbBOHOCHHUTE Cb/J0BE Ha Oenute apoOoBe cjiel HAYaJIHO JIEYEHHE OT HaM-
MaJKO 5 JHHM C JIEKapCTBa, KOMTO C€ MHKEKTHPAT, M3MOJI3BAHM 3a JIeYeHHE HAa KPbBHH
CbCHPELH.

BokcabaHn npuHauie)ku KbM rpyna JiekapcTBa, Hape4eHH aHTUTPOMOO3HHU cpeacTBa. Upes aeHcTBHETO

CH TOH OsiokHpa enuH (akTop Ha KpbBOCbCHpBaHeTO ((dakrop Xa) MU MO TO3M HAYHH HaMaisaBa

CKJIOHHOCTTa KpbBTa Jla 00pa3yBa CbCHPELH.

2. Kakso TpabBa 1a 3HaeTe, npean 1a npueMerte Bokcaban

He npuemaiite Bokcaban
- aKo CTe aJlepru4HH KbM pUBapoKcabaH MM KbM HAKOS OT OCTaHAJIMTE ChbCTABKK HaTOBA
N1eKapcTBO (M30pOeHH B TOYKaA 6); P
- aKO UMATe CHJIHO KbpPBEHE; /N
- ako umare 3a00JIiBaHE WM CBCTOSHHE Ha OpraH B OpraHM3Ma, KOeTo MOBHILIABA Qgﬁ@_aa_
CEPHO3HO KbpBEHE (Hamnp. CTOMalllHa A3Ba, HApaHsBaHE WIH KPbBOM3JIMB B MO3bKa fcntgpom'ua
ornepaLms Ha MO3bKa HJIH fme) .
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- aKo lpHeMarte JIeKapcTBa 3a lpeana3BaHe oT oOpa3yBaHETO Ha CbcHpeud (Hamp. BapdapuH,
naburaTtpat, anukcabaH MM XeMnapHH), OCBEH KOraTo MPOMEHATE aHTUKOAryJaHTHOTO JIeYeHHE
HJIK J10KATO MNoJiy4yaBaTe XernapHH Ipe3 BEHO3€H WIH apTepHaJICH KaTeTbp, 3a /1a ro noaabpkare
OTBOPEH,

- aKo cTpajaTte OT 4epHOAPOOHO 3ab0nsBaHe, KOETO BOJAM 10 MNOBHLIEH PUCK OT KbPBEHE;

- aKo cte OpeMeHHa WK KbpPMHTE.

He npuemaiite Bokcaban n nudopmupaiite Bamusa nexkap, ako HIKoe OT Te3H 00OCTOSATENICTBA CE

oTHacs 3a Bac.

[IpeaynpexaeHHs H NpeANa3HH MepPKH
['oBopere ¢ Bawus nekap wid gapmauest, npeau aa npuemere BokcabaH.

O0bpHeTe cHenHaJIHO BHHMaHHe NpH ynorpedbaTa na Bokcaban

- aKoO UMaTe MOBHIIEH PUCK OT KbPBEHE, KAKBBTO MOXe Aa Obje ciyyasT, HanpuMep, NpH:

* TeXKO ObOpeyHo 3abonsiBaHe NpPH BBL3PACTHH M YMEPEHO HJIH TekKKO ObOpeuHo
3a00J11BaHe NpH Jela U IHOLIH, NoHexe ObOpeyHaTa Bu GyHKLMA MOXe 1a noBiIusie
Ha KOJIMYECTBOTO OT JIEKApCTBOTO, KOETO eHCTBa B OpraHu3ma Bu;

"  aKO MpuemMare JpYrd JieKapcTBa 3a npeana3sBaHe oT oOpa3yBaHETO Ha ChCHpeUM (Harp.
BapdapuH, naburarpaH, anukcabaH WK XenapuH) KOrato MpOMEHATE aHTHKOAryJJaHTHOTO
JICYEHHUE MJIK JIOKATO MOJIyYaBaTe XelapuH INpe3 BEHO3€H WM apTepHasleH KaTeThp, 3a Aa
ro nNojIbp>a OTBOpEH (Bx. Toyka *“*/Ipyru nexkapcrsa u Bokcaban”);

"  HapylleHUs, CBbP3aHH C KbPBEHE;

*  MHOIO BUCOKO KpPbBHO HajisiraHe, HEOBJIAIAHO C MEUKAMEHTO3HO JIeYEeHHE;

* 3300/BaHMS Ha CTOMaxa WM 4epBara, KOMTO MOXX€ Ja JOBeJaT 10 KbpBEHE, Harp.
Bb3NaJeHHe Ha CTOMaxa MJIM YepBaTa WK Bb3NaJleHHe Ha XpaHOINpOBOa, AbJDKALIO ce Ha
Hanp. Ha ractpo-e3odareanHa pedgaykcHa bonect (3abonsBaHe, NMpU KOETO CTOMAllIHATA
KHCEJIMHa OTHBA Harope B XpaHOIPOBOAA), WIKW TYMOPH, Pa3ojOKEHH B CTOMaxa WJIH
yepBarta, WM Nr€HUTAJIHUA TPAKT, WK YPUHAPHUSA TPaKT;

* npobsieM ¢ KPbBOHOCHHTE ChJ0BE HA OYHHMTE JbHA (PETUHONATHA);

*  OenoapobHo 3abongaBaHe, npu KoeTo OpoHXxHUTe BH ca pa3slIMpeHH U U3MbJIHEHH C FTHOH
(OpOHXHEKTa3uH) WK KbpBeHE OT Oenus Apod B MHHAJIOTO;

- aKO UMaTe Chbp/eYHa KJlalHa rnpoTesa;

- aKo 3Haere, 4e umare 3abossiBaHe, HapeyeHO aHTH(HOCHOIUNUAEH CHHAPOM (HapylleHHe Ha
HMYHHaTa CHCTEMa, KOETO NPUYHHABA MOBHLLIEH PUCK OT 0Opa3yBaHe Ha KPbBHH CbCHPELIH),
Kakere Ha Bawius nekap, KOHTO ule B3eMe pelieHHe 3a HeOOXOAMMOCTTa OT NMpOMSAHA Ha
JIeYEHHETO;

- ako BalumsT nekap ycTaHOBH, 4e KpbBHOTO BH HansraHe e HecTaOWITHO, WM Ce TUIaHUpa JAPYro
JIeYEHHUE WJIH XHpPYpPru4Ha npoueaypa 3a OTCTpaHsBaHe Ha CbCHpek oT benure Bu apobose.

AKO HSIKO€ OT Te3H CbCTOSIHHS ce OTHacH 3a Bac, roBopere ¢ Bamus nexkap, npeau aa npuemere
Bokcaban. Bawmsart nekap uie pewd aand aa Bu nekyBa ¢ ToBa JiekapcTBO U TpsAOBa M aa Obaere
HaO/101aBaHK MO-BHUMATEJTHO.

Axo Bu npeacron onepauus
- Muoro e BaxHO jaa npuemare Bokcaban npeau W cinea onepauusTa TOYHO BbB
BpEMETO, onpeesieHo oT Bawusg nekap.
- AKO onepalusaTa BKJIIO4YBa [10CTaBAHE HA KATEThP WM MHXEKLMA B rpbOHauYHMs CTbJ0 (Hanp.
3a €MUypajiHa WK CIIHHAJIHA YIIOHKa, WK 3a HaMalsiBaHe Ha 6onka):
= MHoro e BaxHo aa npuemare BokcabaH npeam M ciea HHXKEKUHMATA WM OTCTPAHABAHETO
Ha KaTteTbpa, TO4HO korato Bu e kazan Bawusat nekap;
= Kaxere Ha Baluus nekap BeHara, ako yCeTUTE U3TPbIIBAHE WIIM C1a00CT B Kpakarta, WM
npobaeMu ¢ 4YepBaTa WM MHKOYHHUA MeXyp, clie/l Kpas Ha ynoikara, Tbi Karo e
HeoOX0/AMMa crnelHa rpyxa. mm—

Jlena 1 HOMH /S
Bokcaban ne ce mpemopbuBa npH aena ¢ TeJsiecHo Tersio. Hama nocrarbyHO H?(d)ppmanuﬂ 3a..
ynorpebara My MNpH Aeua U IOHOLIH MPH NMOKa3aHHUATA 32 Bb3PACTHH. | _
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JApyru nekapcrBa H Bokcaban

Tpabsa na kaxere Ha Bawusa nekap uau ¢gapMmaleBT, ako NpUeMaTe, HACKOpO CTe NMPHEMAaH WM €
Bb3MOXHO J1a MpHEMaTe JAPYrH JIeKapcTBa, BKJIIIOUYUTETHO JIEKapCTBa, OTIYCKaHU 6e3 peuenra.
- AKO npuemare:
"  HSKOHM JIEKapcTBa 3a rbOMYHK UHPEeKUHH (Hanp. (iyKOHA305, HTPAKOHA30J1, BOPUKOHA301,
MOCAKOHa30J]1), OCBEH aKO ¢a CaMo 3a NPUJIOKEHHE BbPXY KOXKaTa,
"  KEeTOKOHa30J1 TabJIeTKH (M3M0I3BaHH 3a JIeYeHHe Ha CHHAPOM Ha KyLuMHr -KoraTo
OpraHM3MbT MPOU3BENK/1A U3JTHLIBK OT KOPTH30.1);
"  HAKOM JieKapcTBa 3a OakTepHaIHd HHPEKUHMH (HaNpHUMEpP KIapHTPOMHLIHH, EDHTPOMHMLIMH);
*  HAKOM NpOoTHBOBHpPYCHH siekapcTBa 3a HIV / CITUH (Hanp. puToHaBup);
" Jpyrd JIEKapcTBa 3a HaMaJsSBaHE HAa KPbBOCHCHPBAHETO (HArp. €HOKCAanapHH,
KJIOMUAOIPeJl WK aHTarOHUCTH Ha BUTaMHuH K, kaTo BapdapuH HaueHOKymapoJ)
"  [IPOTHBOBB3NAJIMUTEIHH U OOJIKOYCNOKOSBALLM JIEKapCcTBa (Hanp. HaMPOKCEH WK
aLETUWICATMLIMIIOBA KHCEJIUHA);
"  JpOHENapOH, JIEKapCTBO 3a JIeYeHHE Ha HEMPABWUJIEH CbPAEYEH PUTBM;
"  HSAKOM JIEKApCTBA 3a JICYEHHE Ha Jenpecus (CeIeKTUHBHH HHXHOMTOPH Ha 0OpaTHOTO
3axBallaHe Ha cepoToHMHa (SSRI) U wHXMOWTOPH Ha OOpaTHOTO 3axBalljaHe Ha
cepoToHHHA U HopenuHedpuHa (SNRI)).

AKoO HfAAKOe OT Te3H 00cTOofTE /ICTBA ce OTHAcH 3a Bac, nHpopmupaiite Bamus saekap,
npeau na npuemere BokcabaH, noHexe edpekTbT Ha Bokcaban Moxe na Obae 3acuiie.
Bawusat nekap uie pewid aaad na Bu nekyBa ¢ ToBa J1ieKapcTBO U TpsAOBa au aa Obaere
HabJ1r01aBaHH 110-BHUMATEJTHO.

Axko BawmsaT nekap cMaTa, 4e UMaTe NOBUIUEH PHUCK 3a Pa3BHTHE HAa CTOMALUHH HJIH YPEBHH
13BH, TOM MOXeE /1a Ha3HA4YH NPOPHIAKTHYHO JIeYEHHE 3a A3Ba.

AKO npuemare:
"  HAKOM JIEKapCTBa 3a JieYyeHUe Ha enwiencus (peHuTouH, kapbamaszenus, peHobapburan);

" KBAT KaHTapuoH (Hypericum perforatum), (pacTuTeneH NpoAyKT, H3MOJ3BaH 3a Aenpecus);
* pudaMnuUHH (AHTHOHOTHK).

AKO HfIKOe OT Te3H 00cTOfiTE/ICTBA ce OTHAcH 32 Bac, undpopmupaiite Bamus nexap, npeau
na npuemere BokcabaH, noHexe edpexTbT Ha Bokcaban mMoxe na 6bae HamaneH. Bawusar nekap
e pewid aanu na Bu nekysa ¢ Bokcaban v TpsaOBa 1u n1a 6baere HabnonaBaHH NO-BHUMATEJTHO.

bpeMeHHOCT H KbpMeHe

He npuemaiite BokcabaH, ako cre OpeMeHHa MM KbpMHTE. AKO MMa BEpOATHOCT Ja 3abpeMeHeere,
M3I10J13BaNTE HAJIEK/AHO KOHTPALENTUBHO CPEACTBO, 10KaToO npuemarte Bokcaban. Ako 3abpemMeHeere,
JI0KaTo npvemMare ToBa JieKapcTBO, HH(opMHUpaliTe Bawius ynekap He3abaBHO, KOWTO 1€ pelld Kak
TpsaOBa na ObaeTe NeKyBaHa.

[llojpupane u pabora ¢ MAIIHHH

BokcabaH Moxxe 1a NMpUYMHM 3aMasHOCT (YecTa HeXKejlaHa peakuus) WiIM npunaabld (HeyecTa
HeXKeJlaHa peakuus) (BHxKTe Touka 4, ,.Bb3MOXHH HexkenaHu peakuuu™). He wodmupaiite, He kapaiite
KOJIEJIO M HE W3MNOJI3BAHTE HUKAKBH HHCTPYMEHTH HJIH MallIMHH, aKO UMATe TE€3H CHMITTOMH.

BokcabaH cbabpka HaTpHH

ToBa nekapcTBO cbabpka no-mMajako or 1 mmol HaTpui (23 mg) Ha TabneTka, KOETO MO CHIIECTBO
O3HayaBa, 4€ ,,He CbAbpKa HATPUHL .

3. Kak a1a npuemarte Bokcaban
7 _

BuHaru npuemaiite ToBa JIeKapcTBO TOYHO KakTo BM e ka3zan Bawmusar nekap. Ako He cTe ;.ut‘yprm B
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Tpsabsa na npuemate BokcabaH 3ae/1HO ¢ XpaHa.
['bTaiiTe Tabnerkara (TabaeTkure) 3a NpeAno4YMTaHe ¢ BOAA.

AKO ce 3aTpyaHsABaTe Aa norbjHere tabnerkara usia, nonuraire Bauwus nekap 3a Apyrd Ha4MHH Aa
npuemate Bokcaban. Tabnerkata Mo)ke na ce HaTpPOLIM M pa3sMecH C BOjJa WIH AOBJIKOBO Miope
HEeNoCpeACTBEHO NpeaH aa s npueMere. Beanara cnen tasu cMmec TpsaOBa 1a npueMeTe XpaHa.

Axo e HeoOxoaumo, Bawusar nekap Mmoxke 1a Bu nane HatpolueHa tabnaerka BokcabaH cbuio U npes
CTOMAllIHA COHJA.

Kaksa 103a na npHemMaTe

e Bwb3pacTHu

- 3a npeana3paHe OT CbCUPELIM B MO3bKa (MHCYJIT) U APYTHTE KPbBOHOCHH CbhJ10BE B TSJ10TO BH
[IpenopbunTenHaTa a03a e eaHa Tabnerka Bokcaban 20 mg eauH mbT AHEBHO.
Axo cTpaaate ot Ob0peyHH npobaeMu, 103aTa MOXKeE /1a C€ HaMaJli 110 e/1Ha TabneTka
BokcabaH 15 mg eauH mbT JIHEBHO.

AKO ce HyXJaeTre OT Ipoueaypa 3a JIeYeHHe Ha OJIOKHpaHUTe KPbBOHOCHH Cb/IOBE Ha ChPLETO
(HapeyeHa nepkytaHHa kopoHapHa uHTepBeHuuss — [IKHM ¢ nocrassne Ha creHT), MMma
OrpaHMYEHH JI0KA3aTelICTBa 3a HaMmasisiBaHe Ha jJo3ara A0 eaHa tabnerka Bokcaban 15 mg
BEHBXK AHEBHO (MaM 10 eaHa Tabnerka Bokcaban 10 mg BeaHbK AHEBHO, B Cly4yaH, ue
BaluuTe ObOpEeLH HEe PYHKLIMOHUPAT MPAaBUIIHO) B JOMBJIHEHHE KbM aHTHTPOMOO3HO 1€EKaApCTBO
KaTo KJIOMHAOrpell.

- 3a leyeHHe Ha CbCUPELIH BbB BEHHTE Ha KpakaTta BM W Ha CbCHpeLM B KPbBOHOCHHUTE Cbh0OBE Ha
Oenure Bu apobose M 3a npeanasBaHe OT MNOBTOPHO oOpa3yBaHe Ha CbCHPELH
[IpenopbuMTenHara ao03a e eaHa Tabnerka Bokcaban 15 mg aBa mbTH IHEBHO Npe3MbpBUTE
3 ceaMMLH. 3a JIeHEHUETO Clle]l TpeTaTa CeIMULIA NMpenopbYMTEeIHATA 1034a € €/1Ha Tabnerka
Bokcaban 20 mg eauH mbT JAHEBHO.

Cnen Hai-malko 6-Mece4yHO JieyeHHe Ha cbCcHpeud Bawumst nekap Moxe Ja pewd Ja
NMPOABL/DKUTE JICHEHHETO WIH ¢ eaHa TabneTka ot 10 mg eaAuH mbT AHEBHO, WK C eaHa TabneTka
ot 20 mg e1HH IMbT JHEBHO.

Ako ctpaaare ot 6b0peyHu npobiemu U npuemara eaHa tabnerka BokcabaH e1MH NbT AHEBHO,
Bawuat nekap Moxke aa peluu 1a HaMaJsld J103aTa 3a JIe4eHUEeTO clie]l TpeTara ceAMHULIA 10 e/lHa
Tabnetka BokcabaH ot 15 mg eauH mbT AHEBHO, aKO PUCKBT 3a KbPBEHE € MO-BUCOK OT PHUCKA
3a NOBTOPHO 00pa3yBaHe Ha CbCHPEK.

e Jlena H IOHOIUH

Jlo3ara BokcabaH 3aBUCH OT TEJIECHOTO TErJI0 U L1e Obae U3UUCIIEHA OT JIeKaps.

- [IpenopbuMTenHaTa 103a NMPH A€La W IOHOLLHU C TeJiecHO Ter 10 Mexay 30 kg u mo- MaJIko ot
S0 kg e enna Tabnerka Bokcaban 15 mg e1HH MbT AHEBHO.

- [IpenopbumnTesHaTa 1033 NPH Jlela U IOHOWH C TejiecHO Tersio S0 kg wiau noBeue e eaHa
TabneTka Bokcaban 20 mg eauH NbT AHEBHO.

[Ipuemaiite Bcsaka no3a Bokcaban ¢ HanuTKa (Hanp. BoJa WM COK) Mo Bpeme Ha xpaHeHe. [Ipuemaiite

TabNeTKUTE BCEKHU AEH NMPUOIM3UTEIHO MO €AHO U cbllo Bpeme. [loMucnere na HacTpouTe ajlapma,

KOATO J1a Bu HanomHs.

3a poauTenu wau OonHorneaayu: mons HabnwoaaBaMTe AETETO, 3a Ja OCUTYPHUTE MPHEM Ha usiaTa

103a.

Tvii kaTo pno3ara BokcabaH e 6GazupaHa Ha TENECHOTO TErjo0, BAXXHO € Ja Crna3BaTe HaCpOYEHMTE

MOCELIEHHUS NPH JIeKap, 3al10TO MOXeE 1a € HEOOXO0AMMO J103aTa /1a Oble KOPUIrHpaHa, ThH KaTo TErjaoTo

Ce NMPOMEHS.

Hukora He kxopurupaiite camu ao3ara Bokcaban. Jlekapar e kopurupa jgosara, ako €

HE00X0AHMO.

He paznensiite Tabnerkara B onuT 1a HabaBHTe YacT OT J03aTa B Tabserkara. e N
Moxe na pasrpownre Tabnerkara BokcaGan M na s cmecuTe ¢ Boja WM SOBIKOBE #iope \
HENnocpeACTBEHO npeau npuema. [Ipuemere Maiko XpaHa cnej npueMa Ha Ta3u cMec. AKO q'ff safara, . R\
Bawusat nekap moxe na Bu nane pasrpowenara tabnerka Bokcaban v npes cromaiuna conjga. ™ ' %) "
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AKO H3ILII0ETE A03aTa H/IH TIOBBLPHETE
2 no-manko ot 30 MHHYTH CJIC1 KaTO CTC INPHEJIH BOKCHGHH, B3EMETE HOBA 1034.

*  noseue oT 30 MHHYTH ciiea KaTo cte npHenu BokcabaH, He B3emaliTe HOBa 103a. B TO3u ciyyai
B3emeTe cie/Baulara 103a Bokcaban B 00M4aitHOTO BpeMe.

Cebpkere ce ¢ Bawmusg nekap, ako 4ecTo HW3IUIIOBaTe J03aTa WIH MMOBpbLIATE Clie]l NPHEM Ha
BokcabaH.

Kora na npuemarte Bokcaban

[Ipuemaiire Tabnerkara (TabneTkure) BCEKM JAeH, aokato Bawmst nekap Bu kaxe na cmpere.
[locrapaiite ce na npuemare tabnerkara (TabaeTKUTE) NO €1HO M CHILO BpeMe BCEKH J1€H — TOBA L€
Bu nomorue na He 3abpassre.

BawumsT nekap e peuy Koako auiaro Tpsadsa a npoab/HKUTE JI€HEHHUETO.

3a na ce npeaoTBpaTH 0Opa3yBaHEeTO Ha KPbBHH ChbCHPELIM B MO3bKa (MHCYJIT) U APYT'H KPbBOHOCHH
cbJ0Be BbLB Bauero T10:
Ako cbpaeyHara Bu pediHoct TpsabGBa na Obae Bb3CTaHOBEHa [0 HOPMAJHO CBHCTOSHHE 4pe3

npoueaypa, Hape4deHa KapaudoBepcus, B3umauTe BokcabaH BbB Bpemetro, koeto Bu kaxe Bammst
JeKap.

AKO cTe nponycHaJin 1a npuemere Bokcaban

- Bb3pacTHH, AeLa H IOHOLLH:

- Ako npuemare eaHa tabnerka ot 20 mg win 15 mg eaAuH NMbT HA JIEH U CTE MPONYCHAIH e/Ha
n03a, NMpUEMETe g BeaHara oM ce cetute. He npuemaiite noeue ot eaHa TabieTka 3a eIMH
JIeH, 3a Jla KOMNEeHcHpaTe npomnycHarara ao3a. [Ipuemere cneasauara tabnerka Ha cleaBalys
JIEH W cJie]l TOBA NPOABJIKETE Ja Npuemare no eaHa TabsieTka e/IMH ITbT JHEBHO.

- Bb3pacTHu:
Axo npuemare eaHa Tabnerka or 15 mg ABa MbTH HA A€H W CTe MPONYCHAJIH €JHa 1034,
npuemere s BeaHara uom ce ceture. He npuemMaiite noseye ot ase tabaetku ot 15 mg 3a equH
J€H. AKO CTe MpOIyCHA/IM J1a B3EMETE €/lHa [103a, MOXe J1a B3eMeTre ABe TabneTku oT 15 mg
€/IHOBPEMEHHO, 3a J1a cTaHe oOuiara no3a ase tabserku (30 mg) 3a eauH ned. Ha cneasaius
neH TpaOBa 1a NpoAb/DKUTE 1a B3emMaTe no eaHa tabnerka ot 15 mg aBa NbTH IHEBHO.

AKO cTe npHeJH noBeyYe oT HeoOXxuaAuMAaTa 103a Bokcaban
Bennara ce cebpxkere ¢ Bawuus nekap, ako cre npuenu Tebpae MHoro tabnerku Bokcaban. ITpuemsbr
Ha TBBpE roJisMo KoanyecTBo XBokcabaH noBuinaBa pucka OT KbpBEHE.

AKo cTe cnpesin npuema Ha Bokcaban
He cnupaitte npuema Ha BokcabaH, 06e3 na cre ce nocbvBerBasiv ¢ Bawms nekap, noHexe Bokcaban
JIEKYBa M Mpe/anas3Ba OT HAKOH CEPHO3HHU 3a00aBaHMS.

AKO UMaTe HAKAKBH JOITbJIHUTE/IHH BBIIPOCH, CBbP3aHH ¢ yrnorpebara Ha TOBa JIEKapCTBO, MOTMUTANTE
Bawus nekap wau dpapmauesr.
4. Bb3MOKHH HeXKe/IAHH peaKlHH

KakTo BCHYKH JICKApCTBa, Bokcaban Moxe JAa NMPEAU3BHKA HEXKEJIAHH pEaKLIHH, BBITPEKH Y€ HC BCEKH
'K MoJiyyasa.

Karo apyru nonobHu nekapcrsa HamajasBaHe Ha oOpa3yBaHETO Ha KpbBHH CbcupeliM, Bokcabau

MOXKE J1a N0BE€AC 10 KPBbBOHU3JIMB, KOHTO Ja € INMOTEHLHAIHO AKHUBOTO3aCTpallaBalil. MHoro CHJIHE}TG **** — '-7"“‘*-...\

KbpPBEHE MOXXE CbHIUO Taka Ja JoBejae 10 PA3KO CrajaHe Ha KPbBHOTO HansraHe (IUOK). B{Hﬂﬁon'

C/Iyvau KPbBOHM3JIMBBLT MOJXKE /1a HE € BUIHM. /&

!.Jr ._ -~ f,’

I:"‘-

.f-

Hudopmupaiite Bamns sexap HezabaBHo, ako npu Bac unu npu Baiuero nere ce npontm am /
OT CJI€JIHUTE HEXKEJIAaHH PeaKLIUH: \\ &\ Vi
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e [lpu3Hanu HA KbpBeHe

- KPbBOM3/IUB B MO3bKa WJIM B uepena (CMMNTOMMTE MOrar Ja BKJIKOYBAT TrjaBobosue,
€HOCTpaHHa
cnabocT, NoBpbLUIAHE, M'bPYOBE, HAMAJIEHO HUBO Ha Chb3HAHUETO U CKOBAHOCT BbB Bpara.
CepHoO3eH crnielieH MeAHLIMHCKHU ciyyai. [loTbpcere MeanIMHCKa noMolll He3abaBHO! )

- MPOJAbJ/IKUTETHO HJIH MHOIO CHJIHO KbPBEHE;

- HeoOHuyaiHa cnaboct, yMopa, O11€1HOCT, 3aMasHOCT, rJ1aBo0O0IME, HEOOSCHHUM OTOK, 3aayX,
00/Ka B I'bpJIMTE WK CTEHOKAP/IHA.

BawusT nekap Moxe 1a pelud 1a By HabimonaBa no-BHUMATEIHO WJIH 1a POMEHH JieYueHUeTOo Bu.

e [IIpH3HAIH HA TEXKKH KOXKHH pPeaKIHH

- pa3npoCcTpaHaBalll c€ HHTEH3HBEH KOXKeH OOpHUB, MEXYPH WJIH A3BH M0 JIMraBHLaTa, Harp. 1no
ycTaTta Wi oyuTe (CHHAPOM Ha CTUBBHC-/[PDKOHCHH/TOKCHYHA enUIEpMaiHa HEKPOJIH3a);

- JIeKapCTBEHAa peakuUMs, KOATO NpUYHMHABA OOpHB, MOBHLIEHA TeMIepaTypa, Bb3MajleHHe Ha
BbTPELIHHUTE OpPraHH, OTKJIOHEHHS B KPbBHHMTE MOKa3aTeau U cucteMHo 3abonssaHe (DRESS
CHHAPOM).

YecToTaTa Ha T€3H HEXEJIAHU peakuuH e ,,MHOro peaku™ (10 1 Ha 10 000 aywm).

[Ipn3Hany HA TEXKKH AJIEPrHYHH peaKIHH

- MOJAYBaHE Ha JIMLIETO, YCTHUTE, YCTaTa, €3UKa WIH I'bpPJOTO; 3aTPYAHEHO MNperjibllaHe;
YPTHKApHs H 3aTPYAHEHO JAMILAHE; BHE3AMMHO CrajlaHe Ha KPbBHOTO HaJIAraHe.

YecroTara Ha TEXKHTE aJle€priyHH peakuHH € ,MHOro peakH” (aHaHIAKTHYHH PpeakLMH,

BKJIIOYMTEIHO aHadHWIaKTH4YeH LIOK, Moxke Aa 3acerHat Ao 1 Ha 10 000 gywwM) v ,HeyecTH"

(aHrHoe1eM M aJiepruyeH OoToK, Moxe ja 3acersar a0 | Ha 100 aywn).

O000meH cCNHCBKHA Bb3MOXKHHTE HEXKeJAHH P€AKIIHH, YCTAHOBCHH IIPDH BB3PACTHH, €A H
HHOIIH

YecTn (Morar aa 3acerHar a0 | Ha 10 aywn):
- HaMaJleHHe Ha Opos Ha YepBEHWTE KPbBHH KJIETKH, B pe3yJITaT HA KOETO KOYKaTa MOXKe /1a CTaHe

6nena u na nosejae A0 ¢aabocT WM 3aayX;

- KbpBEHE B CTOMAaxa WM YepBaTa, KbPBEHE OT MMKOYO-IOJIOBUTE OPraHH (BKJIIOYHTETHO KPbB B
ypHHATa H OOMJTHO MEHCTPYATHO KbPBEHE), KbPBEHE OT HOCA, KbPBEHE OT BEHLIUTE;

- TPOMOOUMTONEHUS (HUCHK Opol TPOMOOLIMTH; TOBa ca KJIETKH, KOUTO MOMarat CbCUPBAHETO
Ha KpbBTa)

- KbpPBEHE B OKOTO (BKJIFOUHMTESIHO KbpBEHE OT OAJ10TO HAa OUYHTE);

- KbPBEHE B TbKAH WM KYXHHA Ha TAJI0TO (KpbBOHACSA1aHUSA, CHHHHH);

- KbpPBaBH XPauKH;

- KbpPBEHE OT KOYKAaTa WM M0J] KOXKaTa,

- KbpPBEHE CJie/] ONepaLus;

- CbJI3€HE Ha KPbB HJIM TEHHOCTH OT XHPYpPru4ecka paHa;

- OTOLIM 10 KPAaHHHULIUTE,

- Oosika B KpaiHULIMTE;

- yBpe/jieHa Ob0peuHa QyHKUMs (MOXe 1a Objie BUASHO B W3CJI€1IBAHUATA, HanpaBeHU oT Baluus
neKap);

- BHCOKa TeMIIeparypa;

- HaMaJleHHe Ha Oposi Ha YEpPBEHHUTE KPbBHHU KJIETKH, B pPe3yJiTaT HA KOETO KOXKaTa MOJXKE /la CTaHe
Osiena W na nosene a0 ¢aabocT WK 3aayx

- 00JIKH B CTOMaxa, HapyLUE€HO XpaHOCMHUJIaHe, raJIeHe WK NMOBPbLIAHE, 3anekK, qHapus

- HUCKO KpPbBHO HaJiAraHe (CbCCUMINTOMH, KaTO yCEllaHe 3a 3aMasHOCT WJIM NPUMAaJISBaHE TPy
H3MpaBsHE),

- HamaJieHa obuia cuia U eHepruyHocCT (cnaboct, ymopa), rinaBobosine, 3aMasHOCT;

. oOpHB, cbpOex no Koxara;

- M3C/IeIBAaHUATA HA KPbBTA MOraT /1a MOKaXkaT MOBUILIABAHE HA HAKOH YePHOAPOOHH EH3HMH.

HeuecTn (Morar na 3acersar a0 | Ha 100 qywn): !, X/
- KPbBOU3JIMB B MO3bKa WM B Yyepena; (BHKTe no-rope, [Ipu3Halu Ha KbpBeHe) i &2'f

1, J

- XoJiecTa3a (HaMaJleHO OTAEJISHE Ha XJIbYKaTa), XEeNaTHT BKJI. XenaTouesyJiapHO lyszual.}l(,uaue
(Bb3nasieH yepeH ApoO, BKIKOYHTEIHO YepHOAPOOHO YBpexK1aHe) \
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- KPbBOHU3/IMB B CTaBa, KOMUTO /1a NpeAM3BHKBa O0JIKa U OTOK;

- aJIeprHYHH PeaKLHH, BKIIIOYHTETHO KOXKHH QJIEPrHYHH PEaKLIMH;

- HapylueHa yepHoapoOHa GYHKLMS (MOXKE J1a C€ YCTAHOBH, ako jiekapaT By Ha3zHauM
H3CJ1e1BaHHA );

- U3CJIeIBAHUATA HA KPbBTA MOXeE /1a NOKaXKaT NoBHIIaBaHe Ha OMaIHpyOHHA, HAa HAKOH
MAaHKPEATHYHH WK YEPHOAPOOHH €H3UMH WK Ha Opos Ha TpPOMOOLMTHTE;

- npUMasisiBaHe,

- 001110 HEPa3NOJIOKEHHE,;

- CyXOTa B ycTara;

- YCKOPEH Cbp/€UY€H PHTHM;

- CyXOTa B ycTara;

- yPTHKapHs.

Peakn (Morar na 3acernar a0 1 Ha 1000 qyn):

- KbpPBEHE B MYCKY/I;

- NMOXbJITABAHE HA KOXATa U OYMTE (OKBJITEHHULIA),

- JIOKaJIM3UpaH OTOK;

- cbOMpaHe Ha KpbB (XeMAaTOM) B CJ1aOUHUTE Cclie]] YCIIOKHEHUE OT ChpAevHa npoueaypa, npu
KOATO € NOCTaBEH KaTeThp B apTepus Ha Baluus kpak (nceBaoaHeBpH3Ma).

Mmuoro peaku (morar aa 3acersar a0 1 Ha 10 000 gywu):
- HaTpynBaHe Ha €03MHOMUIIN (rpaHyJIOUUTH), BUJ O€/IH KPBBHH KIETKH, KOWUTO NMPUYHHABAT
Bb3najeHue B 6enure qpobose (€03MHOPUIHA MHEBMOHMSA )

C HeH3BecTHA 4ecTOTA (OT HAJIMYHUTE JJAHHHU He MOXe na Obae HanpaBeHa OLEHKaA 3a YecToTara):

- ObOpeyHa He10CTaTBLYHOCT CJIe/l TEXKO KbPBEHE,

- MOBULIEHO HAIpeXKEHHWE B MYCKYJIMTE HAa KpaKaTa WJIH pbLUETe Clie[l KbpBEHE, KOETO BOAHW 10
Oonka, OTOK, MPOMEHEHA YYBCTBUTEIHOCT, H3TPBIIBAHE WK Napasiu3a (KOMNapTMEHT CHHAPOM
cle/l KbpBEHE).

Hexe1aHH peaKlHH NPH JeNa H IOHOIIH
OO0wo B3eTO HexenaHWTe peakuud, HaO/OJaBHH MpPH Jela M IOHOLUM, JieKkyBaHH ¢ Xarelto, ca

noaoOHHU NMo BUJ ¢ Te3H, HAOJIKO1aBaHU NMPH BB3PACTHH, H ca OWIM NMPEIUMHO JIEKH /10 YMEPEHH MO
TEXKECT.

Hexenanu peakumu, KOUTO ca Hab01aBaHK MO-4€CTO MPH JIella H IOHOLLH:

Muoro wecTn (Morar ja 3acersar noeeue ot | Ha 10 gyn)

- rnaBo0oJIHe

- NMOBHIIIEHA TEMIepaTypa

- KbpBE€HE OT HOCa

- NMOBpPbLIAHE

YecTn (Morar aa 3acersar a0 | Ha 10 gyun)

- yCKOpeHa ChpAeYHa JEHHOCT

=~ M3C/I€IBAaHMATA HA KPbBTA MOTaT /a NOKaXKaT NoBHLIaBaHe HAa OWIKMPYyOHHA (AUTbYEH NMUIMEHT)
- TpoMOOLMTONEHHUA (HUCBK Opol TPOMOOLIMTH, KOUTO MPEACTaBIABAT KJIETKH, KOUTO CrioMarar
. 3a CbCHPBAHETO HA KPbBTA)

- TEXKKO MEHCTPYalHO KbpBEHE

HeuecTn (Morart aa 3acersar a0 | Ha 100 ayium)

- H3CJIeIBAHUATA HA KPBBTA MOrarT /ia IOKaXkaT NOBULLIABAHE HA €/1MH NOoABU/ Ha OMIMpyOUuHa

- (AupeKkTeH OUIUPYOUH, HKITbYEH MTUTMEHT)

Cbo0maBaHe HA HeKeJIAHH pPeaKlHH

AKO NOJIy4YHUTE HAKAKBH HEXEJIAHH JIEKAPCTBEHH peakuHH, yBenoMeTe Bamus nekap wau gapmauest..

ToBa BKJIIOYBA BCHYKH BB3MOXKHH, HEOTIHCAHHU B Ta3H JIUCTOBKA HEXeJIaHH peakUnn. MoxeTe chuio fia -

ChOOLIMTE HEXKENAHH PEaKLUMH JMPeKTHO Ha ManbiHuTenHa areHums no jaekapcyBata (MAJI): 75\
// r;,; [ AR Z\
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Ten. +359 2 8903417
es1. nowa: bda@bda.bg
yebcaiit: www.bda.bg

Kato cbobuiaBare HexenaHH peaklMH, MOXKeTe Ja JajeTe CBOS MPHHOC 3a MoJjyvyaBaHE Ha MoBede
HHGOpMaLIMA OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKapCTBO.

S. Kak na cuoxpansBate Bokcaban

Jla ce cbxpaHsBa Ha MACTO, HEAOCTBITHO 3a Jeua.
Jla ce cbxpaHsBa B OpUrMHaJIHaTa ONakoBKa.
Jla ce cbxpansBa noza 30°C.

He wu3non3Baiite TOBa jekapcTBO cliel CpOKa Ha TOAHOCT, OTOe/Ns3aH BBbPXY KapTOHEHaTa
onakoBka/Onucrepa/eTukera, cnea ,,J'oaeH no:*. CpokbT Ha rOAHOCT OTrOBaps Ha MOCJIEAHHUA J€H OT
MOCOYEHHs Mecell.

He H3XBBPJIATE JICKAPCTBATA B KAHAJIM3allUATa HJIH B KDHTBFIHBP& 3a JoMallHK otniaabuM. Ilonuraiire
Bamus c])apmauesT KaK Ja H3XDBPJATE JICKApCTBaTa, KOUTO BE€YEC HE H3IMOJI3BATE. Te3u MCPKH 1€
CIMOMOTI'HAT 3a Ola3BaHE€ Ha OKOJIHATAa Cpea.

6. ChabpxaHHe HA ONAKOBKATA H A0NbJAHHTEHA HHpOpMaHA

Kakso chabpxa Bokcaban

- AKTHBHO BellecTBO: puBapokcabaH. Beska Tabnerka cbabpka 15 mg puBapokcabaH.

. [ToMowiHH BeLlEeCTBA:
Anpo Ha Tabnerkara: MaHHTOJ1, KpOCKapMeso3a HaTpHi, XHAPOKCHITpOnu MeTuauenyJiosa (ES
LV Prem.), HatpueBs naypuiacyndat, MUKpOKpHCcTaiHa uenyno3a PH 102, marte3ues creapar.
OUIMOBO TNMOKPHUTHE: XHITPOMEJIO3a, MAKpoOroJ, »xeJsje3eH okcua, yepseH (E 172), turaHoB
nvokeua (E 171).

Kak n3rsiexkaa Bokcaban H KakBO ¢bAbpKa ONAKOBKATA
Bokcaban 15 mg ¢punmupanu TabneTku ca YepBeHH, KPbIJIM, H3MTbKHAIH, ONAKOBaHW B OJIMCTEPH.
Eaun Oaucrep cbabpxa 14 Tabnerkm.

BuaoBe 0nakoBKH:
28 punmupanu tabnerku (2 6amucrepa)
42 punmupanu tabsetku (3 6aucrepa)

IIpuTexkaTe,1 HA pa3pemieHHETO 32 ynorpeba H NPOH3BOAHTE.
HOBEJI ®PAPMA EOO/]

Oya. “buarapua™ Ne 109

Codwus 1404, buarapus

Jdata Ha mocJieiHO npepa3riexaane Ha gucroskara: 04/2025



