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JIucTOoBKA: HH(l)OpMﬂll,Hﬂ 38 NMNALHCHTA

Kcanupsa 15 mg puamupanu rabaetku
Xanirva 15 mg film-coated tablets
Kcanuppa 20 mg puamupann radaerku
Xanirva 20 mg film-coated tablets

puBapokcabaH
(rivaroxaban)

IMpoyeTeTe BHHMATE/AHO UKJIATA JIMCTOBKA, IPEAH A2 3aN0YHETE 12 NPHEMATE TOBA JIEKAPCTBO,

Thit KaTO TH ChAbPXA BaxHa 32 Bac nudopmanus.

- 3ana3zere Ta3u NTUCTOBKA. MoOsKe na ce HasloXH 1a A MpOYETETE OTHOBO.

- AKO MMaTe HAKAaKBH AOMbIHUTENHM BEIPOCH, MonyTaiTe Bamusa nekap, nnin gapMauesT.

- Tosa nekapcTso e npeanucaHo MuyHo Ha Bac. He ro npeorcrsneaiite Ha apyru xopa. To moxe
Aa UM HaBPEIH, HE3ABHCHMO Y€ MPH3HALMTE Ha TAXHOTO 3abonsBaHe ca chuMTe KaTo Bawute.

- AKO MONy4YHTE HAKAKBH HEXKENAHH JICKAapCTBCHM peakiuH, yseaoMere Bawus nekap, niu
¢apmauent. ToBa BKIIOUBA ¥ BCHYKH BE3MOXKHH HEXKENAHN PEAKUHMH, HEOMTHCAHU B Ta3M
nuctoska. Byxre Touka 4.

KakBo chAbpxKa Ta3H IHCTOBKA:
KakBo nipeactapnssa KcaHHpBa M 3@ KaKBO CE H3MOJ3BA [ Aucactus - Mpund 2

l.
2. KakBo TpsA0Ba aa 3Haere, npeau Aa npuemete Kcanupsa Yo Y
3_ Kal{ aa ane:MraTe KcaHHpBa m m- Ne ....._12- ...... 9—....“ ...... m‘i.(_(l:..t..".......
4. B13MOXKHH HEXENAHN PCAKLIHH Paspeussue M 0§ -02-
5.  Kak na cexpanssate Kcanupsa _ 6 FH/F "‘% _________
6. CbabpXKaHHC HA ONAKOBKATa M JOMBAHKTENHA HHPOPMAL|s . T / o '
000t vemssraiseasensarirasssrserad vrrsmmsssenssressessres —
| Kakso npeacrabiasga Kcanupsa i 3a KakBo ce H3M0.13BA

Kakpo npeacrasassa Kcanupsa

KCHHHPBH CbAbPXKA AKTHBHOTO BCINECTBO pHBapOKcaGaH H CC HU3I10M3Ba [IPDH Bb3PAaCTHH 34

° npeana3BaHe oT 00pa3yBaHC Ha CbCHPELM B MO3BKA (HHCY/IT) M B IPYTH KPbBOHOCHK CBAOBE HA
Tam0To BH, ako MMaTe ¢AMH BUI ChpPACYHA apUTMHA, HAPCYCHA HEKIIAMHO NPEACHPAHO MBXKACHE.
. JIe4YCHHE HAa CHCUPELM BbB BEHHTE Ha KpakaTa Bu (apnboka BeHo3Ha tpomOo03a) U B

KPBBOHOCHHTE CbA0Be Ha Oennte Bu apobose (benoapodben embonnsnMm) u 3a npeanasBaHe oT
MOBTOPHOTO UM 0Opa3yBaHe B KPLBOHOCHUTE CBAOBE Ha KpakaTa H/MiH B benure apobose.
KcauupBa ce u3nonssa npy acua ¥ roHow noa 18 roanmnu U ¢ tenecHo terno 30 kg 1 noseue 3a:
. JICYEHHE HAa KPLBHU CHCHPCUH M MPEANa3BaHe OT NOBTOPHO 00pa3yBaHe Ha XPLBHH ChCHPEUH
BbB BEHHTE HJIHM KPbBOHOCHHMTE CBIOOBE Ha OGenute apoboBe cne HA4anHo ACYEHHE OT HaH- MAJIKO 5
JIHH € JIEKAPCTBA, KOUTO CE MHXKEKTHPAT, H3M0JI3BAHM 32 JICUCHHE HA KPLBHH CHCHPELH.

KcauupBa npHHafIexks KbM rpyna J1€KapcTBa, HAPCYEHH aHTHTPOMOOTHYHH cpeacTsa. Upes
NCHCTBHETO CH TOi 610KMpa eaMH (PakTOp Ha KPbBOCBCHPBAHETO ((akTop Xa) ¥ MO TO3M HAYMH
HaMaJIfBa CKJIOHHOCTTA Ha KpBbBTa 13 obpa3zyBa ChCHPELH.

2. Kakso Tpsa6Ba na 3HaeTe, npea Aa npueMere Kcanupna

He npuemaiite Kcanupsa

* aKo CTe AIEPrHiHH KbM pHBapoKcabaH MM KbM HAKOS OT OCTAHANIMTE ChCTAKAY
nekapcTBo (M30poeHH B ToUKa 6)M

e dK0O HMATC CHJTHO KBPBCHCM

MIMLHNTEANA ATEHLIRR N0 AEXKAPCTBATA



o aKo UMare 3ab0sBaHe HIN ChCTOAHHE HAa OpraH B OpraHU3Ma, KOeTO MOBHLIABAa PHCKA 32
CECPHO3HO KbpPBEHE (Hanp. CTOMALLIHA A3Ba, HapaHABAHE HITH KPBBOHM3IHB B MO3bKa, CKOPOLLIHA
oricpallMa Ha MO3bKa WIH OYHTE )M

. aKo MPHEMATE JICKAPCTBa 3a NMpeAna3BaHe oT 00pa3yBaHe Ha CbCUpELH (Hanp. BappapHH,
naburarpad, anukcabal WK XenapHH), OCBEH KOraTo POMEHATE aHTHKOATYJIaHTHOTO JICUCHHE WIIH
JOKAaTO MOJYyYaBaTe XeMapHH Npe3 BCHO3CH WK apTEpHANIEH KaTeThp , 32 Ja I'o NOAIBbPKATE
OTBOPEHM

o aKo cTpagate OT YepHoApobHO 3abongBaHe, KOETO BOAM A0 NOBHLIEH PHCK OT KbPBEHEM

o aKko cTe OpeMeHHA UITH KBPMHTE.

He npremaiite Kcanuppa u undopmupaiite Bawns gexap, ako HIKoe OT Te3H 00CTOATENCTBA Ce
OTHacs 3a Bac.

[IpeaynpexaeHHs H Npeana3Hd MepKH
[oBopete ¢ Bamus nekap wim gapmauest, npeau na npuemere KcaHupsa.

O6bpHeTe CIENHAJTHO BHUMAaHHe NpH ynorpebara Ha Kcannpsa
* aKO MMaTe MOBHILECH PUCK OT KbPBCHE, KAKbBTO MOXKE Aa bbae crnyvast, HanpHMep, Npu:

—  TexKo 6B6peyHo 3a6019BaHe MPH BL3IPACTHH M YMEPEHO MIIK TeXKO 0n0peyHo 3abonsasane
IpH ACUA U FOHOLIY, NoHexe 6bbpeuHaTa Bu pyHKINA MOXKE ka NOBIHUAE HA KOJIHYECTBOTO OT
NIEKapCTBOTO, KOETO ACHCTBA B oprainimMa Bu;

— aKo mpHeMare ZPYTH JICKAPCTBA 3a Mpearna3BaHe 0T 00pa3yBaHETO Ha ChCHpPELH (Harp.
papdapuH, naburatpan, anMkcabaH WK XeNapHH), KOrato NpoMeHATE aHTUKOary/laHTHOTO
NICYCHUE HIIK JOKATO NOJyHaBaTE XENapUH NMpe3 BEHO3EH HIH apTepHANCH KaTeThp, 3a Ja Io
roaabpXate OTBOpeH (Bx. Touka “Jlpyru nekapcrsa u Kcanupsa™);

— HapyUICHHA, CBBP3aHH C KbPBCHE,

— MHOI0 BHUCOKO KPbBHO HAIATAHC, HCOBNAAAHO C MEHKAMEHTO3HO JICYCHHE,

— 3abongBaHHA HAa CTOMaxa MJIM Y¢pBaTa, KOHTO MOXE [1a 1OBEAAT IO KbpPBEHE, HAMP.
Bb3IaNCHHE HA CTOMaxa WK YepBatTa Uiy BB3NAJICHHE HA XpaHONPOBOAA, IL/IXKALIO CE Ha
Hanp. Ha ractpo-¢3odarcania pedaykcHa 6onect (3abonsBaHe, NpH KOETO CTOMALIHATA
KHCEJMHA OTHBA HArope B XpaHOIPOBOAa) HIM TYMOPH, Pa3lofoKEHH B CTOMaxa, HiIH
yepBara, WK FCHUTATHUA TPAKT, HIH YPHHAPHHA TPaKT,

— npobneM ¢ KpEBOHOCHHTE ChJ0BC Ha OYHHMTE IbHA (PCTHHONATHA),

— BenoapobHo 3abonaBaHe, npy koeTo 6poHxuTe By €a pastMpeHn U H3ITLIHEHH C THOH
(OpOHXHEKTa3uH) UAN KBPBCHS OT Gennd apod B MHHANOTO,

. aKo MMaTe ChbpACHHA KNanHa rnporesa,

* aKo 3Haete, ye uMare 3abonnpaHe, HapeueHo aHTHHOCHOMUITMAECH CHHAPOM (HapylUICHHE Ha
HMYHHATa CHCTEMA, KOETO MPUYHHABA NOBULLICH PUCK OT 00pa3yBaHe Ha KPBBHH CLCHPELIH), KaXKETE
Ha Bawing nexap, koHTO 11 B3CMC PELICHHE 3a HCODXOAHMOCTTA OT NPOMSHA Ha NIEYEHHUETO,

o axo BauuAT nekap ycTaHOBH, Y€ KPbBHOTO By HandraHe ¢ HecTabDHAHO, M Ce€ [U1aHHpa XpYro
NCYCHHE WM XMPYPrUdHa MpOoLCAYpa 32 OTCTPAHABAHE HA ChCHPCK OT Ocnure Bu apobose.

AKO HAKOE OT Te€3H CLCTOAHMA ce OTHACH 3a Bac, rosoperte ¢ Bamusg nexap npeau 12 npuemere
Kcannpsa. Bamusr nexap ue pewn ganu na Bu nexysa ¢ ToBa nexkapctso M Tpsbsa nu 1a Obaere

Haba1aBaHN [IO-BHUMATEIHO.

Axo Bu npeacrou onepauns

. MHOI'0 € BaXXHO Aa npHemare KcaHuppa npeau M ciie onepauuaTa TOYHO BbB BPEMETO,
onpeacneHo ot Bawus nekap.
* AKO OTEpalHMATa BKJIIOYBA NOCTABAHE HA KaTEThP HIIH HHXEKLUHA B rPbOHAYHHA CIbRD

3a COMAYPAIHA HIH CIIMHANIHA YIIOiKa, WK 3a HaMansaBaHe Ha 6onka):
- MHOro € BaxHO Ja npucMmate KcanupBa npean U ciel HHXEKUHATa
Ha KaTeTbpa, TOYHO Korato By e kazan Bammst nexap
- KaxeTte Ha Baiius fickap BeAHara, ako YCETHTE HITPBIBAHE HITH C
npobeMn ¢ YepBaTa WK MHKOYHNA MEXYP, CJIEI Kpas Ha YINOHWKa
HeoOXoaUMa CICHIHA TPHXKA.



Jlena 1 IOHOIUH

TabneTknte Kcanupsa 15 mg He ce nmpenopsyBaT NpH aeua ¢ reaecHo terso moa 30 kg, Kcannpsa
20 mg tabneTkH He ce nipenopbYBAT 3a Acua ¢ TenecHo terno noxa 50 kg. Hama nocratsuno
uHPopMalLua 3a ynotpebara Ha puBapokcabaH npu Acla H FOHOLUH 32 NMOKA3aHHUATA NPH BB3PAacTHH.

Apyru nexapcrea H KcanupBa
Tpabsa na xaxere Ha Bawius nekap wnu papMaLeBT, ako NpHeMaTe, HaCKOPO CTE NIPHEMATIR HIH €
BB3MOXKHO [1a IPHCMaTe ApYIru JICKapcTea, BKIIOYUTENIHO JIEKApCTBa, OTIYCKaHH 0e3 peuenra.

* AKO npuemare

- HAKOW JieKapcTBa 3a rbOMuHH MHekunH (Hanp. ¢yKkoHa3om, HTPaKOHa30J1, BOPHKOHA30J1,
MOCAKOHA301), OCBCH aKO €a CaMo 3a NPHI0KECHHE BbPXY KOXaTa;

- KETOKOHa30J TabNeTKH (M3N0N3BaHM 33 IeYeHHE HA CHHAPOM HAa KymuHr - xorato
OpraHH3MaT MPOH3BEK/Aa HITHINBK OT KOPTH3ON);

- HAKOM JICKapcTBa 3a DaktTepuanHu HRGPEKUHH (HanpUMep KNapHTPOMHIIMH, EPHTPOMHLHH ),

- HAKOW npoTHBOBHpYCHH Nekapctia 3a HIV / CITMH (Hanp. puronasup);

- IpyrH AcKapcTBa 332 HaMaligBaHE Ha KPbBOCBCHPBAHETO (HAMp. €HOKCANAapPHH, KI0MHI0rpen
WIM aHTaroHHCTH Ha BUTaAMHH K, kato BapgapuH ¥ alleHOKYMapoJ1, Ipacyrpei H THKarpesaop
(BHkTe TOuka “[IpenynpexacHua H Npeana3Hyu MEpkH));

- MPOTHBOBBL3INANKTCAHY U DONKOYCNOKOABALIM IEKAPCTBA (HAIp. HAaNPOKCEH HIIH
aueTHICATHLHIOBA KHCEIIHHA),

- JpOHEAAPOH, ICKApCTBO 3a JICYCHHC Ha HCIPABHIICH ChPACHEH PHTHM,

- HAKOH JICKapCTBa 3a JICYCHHUC Ha AcnpecHs (CEeNeKTUBHY MHXUOUTOPH Ha 0OpaTHOTO
3axBalllaHe Ha cepoToHUHA (SSRI) n nHXHMOHTOPY Ha 0OpaTHOTO 3aXBalaHe Ha CEPOTOHHHA H
Hopenuuedppuna (SNRI)).

AKO0 HAKOe 0T Te3H obcTosTe/IcTBA ce 0OTHACK 32 Bac, nndopmupanre Bamns aekap, npeau
na npueMere Kcanupsa, nosexe epekTbT Ha Kcannpsa Moxe aa Obae 3acuned. Bawmsar nekap we
pewwy ganu ja Bu nekysa ¢ ToBa nekapcTBo U TpaOBa nu na 6baeTe HabmogaBaHu MO-BHUMATEHO.
AKo BamusT nekap cMATa, Y& KMATE MOBMILCH PUCK 33 PA3BUTHE HA CTOMALIHH W/IH YPEBHH S3BH,
TOM MOXE Ja Ha3Ha4YH MpOPHUNAKTUYHO JNCYCHHUE 3a A3Ba.

- AKO npueMare

- HSAKOH JICKApCTBa 3a JICUCHUC Ha enuiencusa (peHuTorH, kapbamasenuH, gpenodbapburan)

- XBAT KaHTapuoH ( Hypericum perforatum), pacTHTENEH NPOAYKT, H3II0A3BaH 3a ACNpECHs]

- pudaMnuuHH (aHTHOMOTHK)
AKO HAKO€ OT Te3H 06cTosATeICTBA ce OTHACH 3a Bac, undopmupaiite Bawus aexap, npean
na npuemere Kcanupsa, noHexe edexTbT Ha KcanupBa Moxe 1a Obae HamaneH. BaluuaT nexap e
pewn ganu aa Bu nekyea ¢ Kcannpsa v tpabea nu aa 6naete HabnaonaBany o-BHUMATENHO.

bpeMeHHOCT # KbpMEHe

He npuemaiite Kcannppa, ako cre OpeMeHHa HIH KbpMHTE. AKO MMa BEPOATHOCT Ja 3a0peMenecre,
H3MOM3BAHTE HANCKAHO KOHTPALCNTHBHO CPEACTBO, A0KaTO npyuemare Kcanupea. Ako 3abpeMeHeere,
JI0KaTO NMPHECMATE TOBA JICKAapCTBO, He3abaBHo nHdopmHpaiTe Batuivs nekap, KOHTO LUE PEUIH KaK
TpaOBa Aa OvaerTe nexyBaHa.

Illo¢dupane u pabora ¢ MAMMHU
Kcannpea MoXxe Aa NPHYHHH 3aMasHOCT (MECTa HEXKeE/aHa peaKUuus) WIH MpUNagbiH (HedecTa

HEeXKeNaHa peakuus) (BHXKTE TouKa 4, ,,Bb3Moxun Hexenanu peakuun™). He wodupaiire, He kapaiite
KONENO HIIH HE H3NO0N3BaATEe HUKAKBH HHCTPYMEHTH WIH MalllMHH, aKO UMATE TE3H CHMITTQ)

Kcanupsa 15 mg k 20 mg cbaAbpXa JaKT03a MOHOXHAPAT (BHA 3aXap) H Ha
Ako Bauiuat nekap By e ka3an, ye HMaTe HENOHOCHMOCT KbM HAKOH 3aXapH, 14
npeay Aa rpueMeTe TOBA JIEKapCTBO.
ToBa nekapcTBO ChAbPXa 10-Manko oT 1 mmol HaTpui (23 mg) B TabneTka, 14
ChObpXKa HATPHH.



3. Kax 1a npuemarte Kcanupsa

Bruary npreMaiiTe ToBa IEKapCTBO TOMHO KakTo BH e ka3an Bawmar nekap. AKo He CTe CHTYPHH B
Hewo, nonurtaite Bawna nexap win gapmMauesT.

Tpabea na npuemare Kcanupea 3aeaHo ¢ xpaHa. ['vnraitte tabnerkara (TabneTkure) 3a npeanoyHTate
C BOAa.

AKO CC 3aTpyAHABaTE Ja NOrbiaHeTe Tabnerkara wana, nonutanTe Balus nekap 3a Apyru HauMHH Ja
npueMate Kcanupsa. Tabnerkara Moxe [a ce pa3TpoLUH ¥ pa3MecH ¢ BoJa HWIH A0b/1K0BO Miope
HEMOCPEACTBCHO MpeaH Aa A npHeMeTe. Beanara cien tasu cMec TpAbBa Ja NpHEMETE XpaHa.

Axo e Heobxoaumo, Bammat nekap Mmoxe aa Bu nage pasrpomena rabnetka Kcanupsa csuio v npes
CTOMAlLLIHA COHAA.

Kaksa 103a 1a npuemare
. BnipacTHH
- 3a npeana3lBaHe OT CbCHpeUHd B MO3ILKA (HHCYJ/IT) H APYFrHTe KPLBOHOCHH CHLAOBE B
TAN0T0 BH
[IpenopbuntenHara go3a ¢ eaHa Tabnerka Kcanupsa ot 20 mg eAMH 0BT QHCBHO.
Axo ctpanare ot 6s0peunn npobneMy, 103aTa MOXeE a3 ce HamanH o enHa tadbnerka Kcauunpsa
oT 15 mg ¢aHH ITbT AHEBHO.

AKO ce HyXJaeTe OT npotleaypa 3a JicdeHUEe Ha ONOKUpaHHTE KPBBOHOCHH CHAOBE Ha CHPUETO
(HapeyeHa nepkyraHHa kopoHapHa HHTepBeHlUMs — [IKH ¢ nocTaBsHe Ha CTEHT), HMa
OrpaHMueHH J0Ka3aTeICTBA 3a HAMANABAHE HA fl03aTa Jo exHa TabneTka Kcanupsa 15 mg
BEIHBXK AHEBHO (MH no eaHa tabnerka Kcanmpra 10 mg BeAHBK JHEBHO, B CIy4YaH, Y€ BALUMTC
OBOpeLH He PYHKLIMOHUPAT NIPABUIHO) B JOMBJIHCHHE KbM aHTHTPOMOOIMTHO JICKapCTBO KaTo
KJIONMAOTPEI.

- JleyeHHe Ha ChCHpElM BLB BeHHTE HA KPaKATa BH H Ha CbCHpellH B KPBEBOHOCHHTE
cbA0Be Ha OestuTe Bu npoboBe ¥ 3a npeanaiBaHe oT NOBTOPHO 00paiyBaHe HA ChLCHPELH.
[Ipenopbunrenyara no3a € eaHa tabnerka Kcanupsa ot 15 mg ABa mbTH AHEBHO Npe3 IMbPBHUTE
3 ceaAMHLM. 32 JICYCHHETO CIE/ TPETaTa CEIMMLA NpEenopb4YUTEIIHATA 4033 € ¢Ha TabneTka
Kcanupsa ot 20 mg eMH TbT AHEBHO.
Cnen Hail-mManko 6-MeceyuHo NeHCHHE Ha CheHpeUud BalHaT nekap Moxe aa peius na
APOABDKMUTE JICHEHHETO WM C €Ha TabneTka ot 10 mg eavH NbT AHEBHO, MIIH ¢ ¢1Ha TabneTka
oT 20 mg eaAHH (1T JHEBHO.
AKo cTpaaare ot 666peunn npobneMu ¥ npuemara eaHa tabnerka Kcanupsa eqHH NMbT JHEBHO,
Bawmat nekap Moke Ja pelud Aa HaMasy J03aTa 3a JICMEHHETO CAC TpeTaTa CCAMMLA 10 €1Ha
tabnerka Kcanupera oT |5 mg eaAnH nbT AHEBHO, aKO PHCKDBT 3a KLPBEHE € M0-BHCOK OT PHCKa
33 NOBTOPHO 0Opa3zyBaHe Ha ChCUPEK.

. Jleua W WOHOLIH

Jo3arta KcarupBa 3aBHCH OT TCJAECHOTO TETNIO ¥ 1I¢ OBAC H3UNCIEHA OT JIeKap4.

- [IpenopbynTE/IHaTa 1032 NPH €A M IOHOLIM C TeJlecCHO Ter/1o Mexay 30 kg n nmo-
ManaKko oT 50 kg € eqna tabnerka Kcauupsa 15 mg eaus neT AHEBHO.

- [IpenopwunTenHaTa 403a NPH ACLA K IOHOLIM ¢ TeJaecHo Terno S0 kg uawn noseye ¢
cqHa T1abnerka Kcannpsa 20 mg eauR nbT AHEBHO.

[psiemaiiTe Bcaka no3a KcanupBsa ¢ HanuTKa (Hamp. BOJA HIIH COK) M0 BPEME Ha XpaHeHe.

[Ipuemaitte TabneTkHTe BCEKH OeH NPHONH3NUTENHO MO €AHO H CbIIO BpeMe. g

HacTPOMUTE anapMa, KoATo Aa B HanmoMHs. VS"'“W o

3a poaurenu nau GonHornegaum: Mona HabmozgasaiTe AeTeToO, 3a Aa OCH 28

ussaTa a03a.

Tsit kaTo go3aTta KcaHupsa e 6a3upasa Ha TENECHOTO TErI0, BXKHO € 1a

NOCELICHHUA NIPH IEKap, 3aI0T0 MOXKE Aa ¢ HeobxoauMo no3arta aa owae

TErJ0TO C€ POMEHS.




Hukora ne kopnrupaiite camu go3ata Kcanupsa. JlekapsT e kopurupa 103ata, ako €
HeoO0X0AUMO.

He paznensiite TabnerkaTta B onuT Aa HabaBUTE 4acT OT ao3aTta B TabneTkara. AKo €
HeoOXxoaMMa NO-HUCKa 103a, MOJIA, M3NOA3BANTE Apyra Bb3MOXKHA JIeKapcTBEHa popma
puBapokcaban rpany/M 3a rnepopaiHa cycreH3us.

[Ipyu geua M HOLWK, KOMTO HE MOTAT Aa NOrThINAT TabAETKHTE LUEIH, MOJIS, H3NON3BaNTE
Kcanunpsa rpasysid 3a nepopasnHa CyCrneH3ns.

AKO HAMA HaJIM4YHa NEPOPANIHA CYCNICH3UA, MOXE Aa pa3TpoiunTe Tabnerkara Kcanupsa u na s
CMECHTE ¢ BOAa WM 10BJKOBO MIOPE HEMOCPEACTBEHO Npeau npuema. [IpueMere Manko xpaHa
Cliell IPUEMa Ha TazH cMec. AKO ce Hasnara, Bawnat nekap Moxe na By naae pastpolieHara
tTabnetka KcaHHpBa M npe3s cToOMaLiHa COHAA.

AKO H3IILII0ETE J03aTA HJIH NOBLPHETE

. nno-manko ot 30 MHHYTH cnel Kato cTe npuenu Kcanupsa, B3eMETE HOBA 103a.

. noseue ot 30 MUHYTH crielt KaTo cTe npueny KcaHupsa, He B3eMaWnTe HOBa 103a. B To31 cayyva#
B3EeMeTe caeaBaulaTa A03a Kcanupsa B 06H4aiiHOTO BpeMe.

CebpKeTE €€ € JIeKapa, aKo YeCTO U3ILUTIOBATE 103aTa WK NMOBpBUIATE ciied npHeM Ha Kcanupsa.

Kora 1a npuemarte Kcanupsa

[Ipuemaiite Tabnetkara BcekH A¢H, n0kaTo Bawusat nekap Bu kaxe ga cnpere.

[TocTapaitte ce na npuemare TabneTkara No €4HO H CHILO BPpEME BCEKH N¢H — TOBa e Bu noMorHe aa
He 3a0paBATe. BalwuaTr nekap uie pelr KOnko Abaro Tpadsa ga npoab/KaBa JICUCHHETO.

3a npeana3BaHe oT 00pa3yBaHC HAa CHCHPELH BbB BEHHUTE CIIEH ONepanus 3a CTaBHO NPOTE3HPaAHE Ha
TazobeapeHaTa WM Ha KOJISHHATA CTaBa:

AKo cppaeyHaTa Bu aefiHocT TpabBa qa 0bA¢ BL3CTAHOBCHA K0 HOPMATHO CHCTOSHHE YpE3
MmpoLeaypa, HapeueHa KapJMoBepcHs, B3uMaitte Kcanupea BbB BpemeTo, KoeTo Bu kaxe Bamusar

nexap.

AKO cTe NPHETH NoBeYe 0T Heobxoaumarta no03a Kcanupsa

Hezabaeno ce cabpkere ¢ Bawna nekap, ako cte npueny noeeue tabnerku Kcanupsa ot
HeoOxogumoTo. [IpreMbT Ha moBeue Tabnerky KcaHupea 0T HE0OX0AUMOTO MTOBHILIABA PHUCKA OT
KbPBEHE.

AKo cTe nponycHaan na npuemere Kcannpsa

e Bi3pacTHu, Aclad H IOHOWM:
Ako npueMare eaHa tabaeTtka ot 20 mg unu enHa tabnerka ot 15 mg eAMH BT Ha ACH M CTC

MpONYyCHaNK €1Ha 1032, IpUcMeTe s BegHara oM ce cernte. He npuemaiite noseye oT eaHa
TabneTka 3a eIMH JIeH, 3a Ja KOMIIEHCHpaTe nIponycHarara go3a. [Ipuemere cneasamara
tabsieTKa Ha creABaulHs ACH W Clie TOB2 NPOXBLJDKETE Aa MpHEMaTe Mo eHa TadncTka eauH
BT AHCBHO.

e Bu3pacrHu:
AKo npveMarte eaHa TabneTka oT |5 mg aABa ITBTH HA ACH K CTE NPONYCHaNH ¢Ha 1034,

npHeMeTe A BeaHara oM ce ceture. He npuemaiite noseve ot ABe tabneTkH oT 15 mg 3a eann
AeH. AKO cTe NPOMNyCHAIK Aa B3¢METE ¢AHa A03a, MOXKE a B3eMeTe aAse T1abneTkH ot 15 mg
¢ZIHOBPEMEHHO, 32 Ja cTaHe obiuara 1o3a ase tabnetku (30 mg) 3a equH acH. Ha caeasamus
AcH TpabBa 1a NpoabIHKUTE Aa B3eMate Mo eaHa tabnerka oT 15 mg aBa bTH AHE

AKo cTe cipesu npuema Ha KcaHHpBa
He cnupaiire npuema Ha Kcanupea, 6€3 aa cte ce nocbBeTBany ¢ Bamns nekap
mpeana3sa oT pa3BUTHETO Ha €IHO CEPHO3HO 3a0015BaHE.

AKO MMaTe HAKAKBU AOMBJIHUTEIHH BHIIPOCH, CBbP3aHK ¢ ynotpebara Ha ToBa
Bamua nexap unu dapmauesr.



4. BBL3MOKHH HEXXEJTAHH PEAKIHH

KakTo BCHYKH JICKAPCTBA, TOBA JICKAPCTBO MOXKE HJa IPCAN3IBHKA HEXKCMAHHN PEAKLIMH, BEIIPCKH 4C HC
BCCKH I'M ITONTYHABA.

Karo apyru nogofHu nekapcrTsa 3a HamansBaHe o0pa3yBaHETO Ha KPbBHU ChcHpelH, Kcanupsa Moke
Jla noBeI€ A0 KPBBOHM3INB, KOWTO Ja € MOTCHUMAIHO XUBOTO3acTpaluaBalll. MHOro CHIHOTO KBPBEHE
MO€ CBILO TaKa Aa A0Bee A0 PA3KO cllaJaHe Ha KPLBHOTO HanAraHe (LIoK). B HAkou ciaydau
KPBBOH3THBBT MOXKE Aa HE € BUAHM.

Hudopmupaitte Bamusa nexap HezabasHo, ako npu Bac unu npu Balleto geTe ce NPoABH HAKOA OT
CNEIHUTE HEKENAHU PCakLUUu;
. [Ipu3Hauu HA KEpBeHe
-  KpPBBOHM3JIMB B MO3BKA WIH B 4epena (CUMNTOMHTE MOTaT a BKIIOYBAT riasobonue,
eQHOCTpaHHA C1adoCT, MOBPBILAHE, I'bPUYOBE, HAMAJICHO HHBO HAa Ch3HAHUETO M CKOBAHOCT BB
Bpara.
CepHO3eH cneleH MEAULUHCKH cy4yaid. [loTbpceTe MenuuMHCKa oMol He3abaBHO!)
- MPOABLKUTEHO WIKX MHOI'O CHITHO KbPBEHE
- HeoOuuyaiHa cnaboct, yMopa, O11€IBOCT, 3aMAfHOCT, rIMaBobone, HEOOACHUM OTOK, 3aaYX,
00JIKa B IbpJUTE WM CTCHOKAPMSL.
BamusT nexap moxe ga pewrd 1a Bu HabnogaBa no-sBHUMATEHO MM Aa NPOMEHH NIEYEHNETO Bu.

. IIpH3HAH HA TEXKKH KOKHH PeaKIHH
-~ pa3npOoCTpaHsBalll € HHTEH3KUBEH KOXKEH 00pHB, MEXYPH HJIH S3BM NO JIMFaBHLIaTa, Hanp. 1o
ycTaTa MK ounTe (cHHApoM Ha CTHMBRBHC-JDKOHCBH/TOKCHYHA ENHACPMAaTHA HEKPOJIM3a).
- JIEKapCTBEHA PEaKLMs, KOATO NPHUYHHABA 00pUB, NOBUILIEHA TEMIIEPATYPA, Bb3IAJICHHE HA
BBTPEIIHUTE OPraHH, XeMAaTOJNOTHYHH aHOMaNuM M cucTeMHO 3abonasane (DRESS cunapom).
UecToTaTa Ha TE3M HEXKENIAHHM peakuun € MHoro peaku (ao | na 10 000 gyum).

. INpuzHauH Ha TeXKH AJIePrUYHH peaKluH
- MOAYBaHE Ha JIMLETO, YCTHUTE, YCTATa, €3MKa WIH FBPJI0TO; 3aTPYAHEHO IPETTTBILANE,
YPTHKapHUs U 3aTPYAHEHO AUILAHE; BHE3AMHO CMajaHe Ha KPBBHOTO HaJATaHE.
UecToTaTa Ha TEXKHUTE AJICPrUYHU PEAKLMHU € ,,MHOIO peaKkHn” (aHaPpUNAaKTHYHH pEaKLIHH,
BK/IKOYHTEIHO aHA(PUNIaKTHYEH LIOK, MOXKe da 3acerHar go | Ha 10 000 aymu) v ,,HeuecTH™
(aHrHOEAEM M ANIePrUUeH OTOK, MOKe Aa 3acerHart ao | Ha 100 aywmm).

O0606men cCMHCHK HA BH3MOXKHHTE HEXKEIAHH PEAKIIHH, YCTAHOBEHH IPH BH3PACTHH, A€La U
IOHOLLIM

Yecrn (Morar aa 3acersar ao | Ha 10 gymumn):

- HaMajlIeHHe Ha Opos Ha YCPBEHUTE KPBBHH KIIETKH, B PE3YJITAT HA KOETO KOXKATa MOXKE Jla CTaHe
Onena u ga noeeae 10 ¢nabocT UNM 3anyx

- KbPBEHE B CTOMaxa WM YyepBaTa, KbPBEHE OT MUKOYO0-IIOJIOBUTE OPraHH { BKIIIOYHTEIHO KPLB B
ypHHaTa U OOMJIIHO MEHCTPYalHO KbPBEHE), KbPBEHE OT HOCA, KbPBEHE OT BEHLIMITE

- KBPBEHE B OKOTO (BKIHOYHUTENHO KEPBEHE OT O410TO Ha OYHTE)

- KbPBCHC B ThKaH UJIM KYXHHa Ha TANOTO (KpbBOHACANAAHHS, CHHHHH)

- KbPBABH XPayuKH

- KBPBEHE OT KOXaTa MY NOJ KoXata

- KbPBCHE ClIe] ONepanus

- CBI3EHE HA KPBB MIIK TEUHOCTH OT XUPYpPruyecKa paHa

- OTOLX [10 KpaHHUUUTE

- O0OnKa B KPANHHIATE

- HapyleHa 6b0peyuna dyHkuus (MoXe na O0bae BUAKHO B U3CIAEABAHUAT
neKap)

- BHUCOKA TEMIIEpaTypa




- DOMIKK B CTOMAaXa, HAPYIIEHO XpaHOCMHIIaHe, FaficHe KM [OBPbIIAHE, 3aNeK, JHapHs

- HHCKO KPbBHO HanAraHe (CbC CHMIITOMH KaTO yCeIllaHe 3a 3aMassHOCT MITH MPHMAISBAHE [1pH
H3NpaBsHE)

- HaMaJicHa o01ua cua u enepruutoct (cnaboct, ymopa), rnasobonue, 3aMagHOCT

- obpus, cupbex nNo Koxkarta

- M3C/ICABAHMATA HA KPBBTA MOTaT Ja MOKAXAaT MOBUIIABAHE Ha HAKOW YEPHOAPOOHH CHIUMH

HevecTn (Morar aa 3acersar go 1 Ha 100 aymn):

- KPBLBOHW3JIMB B MO3bKa HIIH B Ycpena (BHXXTE NO-rope, MPH3HALIM Ha KbPBCHE)

- KPBLBOH3JIMB B CTaBa, KOKTO Ja Npean3BHKBa 00/Ka M OTOK

- TpoMOoUuHTONEKHUA (HACHK Bpoit TpoMOOLMTH; TOBA Ca KNCTKY, KOMTO MIOMAarat CbCHpBaHETO Ha
KpBbBTa)

- ANCPrHYHH PEaKLHH, BKIOYHTEIHO KOXKHH AIEPrHYHH PEAKLINH

- HapyuueHa yepHoapobHa GyHKUHA (MOXKE Aa c€ YCTAHOBH, aKo NekapiaT By HazHa4yu
H3CNneaABaHHUA)

- H3CTIEIBAHKATA HA KPBBTA MOXKE /14 [I0KAXKAT MoBHILaBaHe HA OUnupyOHHa, Ha HAKOH
MaHKPEATHYHHU WIK YEpHOAPOOHH eH3MMH WM Ha Bpos Ha TpoMOOLIMTHTE

- IPHUMAaIBaHE

- 00O HEPA3ZNOIOKECHHE

- YCKOPEH CbPACYEH PUTHEM

- CyXOTa B ycTata

- YPTUKApHUS

Penaxn (Morar na 3acerHar Ao | Ha | 000 ayuu);

- KbPBEHE B MYCKYJI

- xojecTasa (HAMaICHO OTACMAHE Ha XJIbYKA ), XCNMAaTHT BKJI. XENaTOUENYAapHO YBpPEKIaHE
(BB3nasicH YepeH Apod, BKIOUUTENHO YepHOAPOOHO YBPEXKIAHE)

- MOXBJATABAHEC HA KOXKATa M QUUTE (XKBJITCHULA)

- JIOKJIH3UPaH OTOK

- chOupaHe Ha KPBB (XeMaTOM) B C/TA0MHHUTE Clic YCIIOXKHEHHE OT Chplic4UHa Npoueaypa, 1pH
KOATO € MOCTaBEH KAaTEThp B apTepHsa HAa Banms kpax (11ceBoaHeBpH3Ma)

Mmuoro peaku (Morat aa 3acerHat ao 1 Ha 10 000 aywun):
- HATPYNBaHE HAa €03HHOPHU (IPAHYAOLHUTH), BUA O€NH KPLBHH KASTKH, KOUTO MIPUUHHABAT
Bb3nancHue B 6enurte apodose (€o3uHOMHIHA NTHEBMOHHA)

C HeM3BeCTHA 4ecTOTA (OT HATMYHUTC JaHHH He MOXKE Aa Ob/Ac HanpaBeHa OLCHKA 33 YeCTOTaTa):

- OBOpeUHa HEIOCTATHHHOCT CNE TEXKKO KbPBEHE

- KbpBeHE B OBOpeuyTe, NOHAKOra ¢ HATHYHE Ha KPBB B YPHHATA, BOJACILO A0 HecnocobHOCT Ha
OnOpeuurte na paborar npasrunHo (HedponaTua, CBbP3aHa C AHTHKOATY1aHTH)

- MOBHIUECHO HAIPEXKECHUE B MYCKYJIMTE Ha KPaKaTa WK PBUCTE CAEI KbPBCHE, KOETO BOIH A0
OoJiKa, OTOK, IPOMEHEHA YYBCTBHTENHOCT, M3ITPBIIBAHE HIIH NMapany3a (KOMIapTMEHT CHHIPOM
ciel KbpBEHE)

Hexe1aHH peakiiMi IPH Jela U IOHOLIH
O01110 B3€TO HEXENMAHHTE peakUHUH, HabMI0JABaHH PH JCLa M IOHOLIH, JICKYBaHH ¢ puBapokcalaH, ca

noaoOHH Mo BUA ¢ Te3y, HabIOAABaHH [MpH Bb3PaCTHH, H Ca Onnu MpCINMHO JICKH 10 YMCPCHH IO
TCHKCCT.

Hexenanu PE€AKIIHH, KOHTO Ca Ha0MKONaBaHHU MO-4ECTO [1pH ACLIA H FOHOUIH,

Muoro yecTH (Morar zaa 3acerHart noseye oT | Ha 10 ayuu)
- rirasobonue

- NOBUIICHA TEMNEpaTypa

- KbpPBEHE OT HOCA

- HOBPBIIAHE




YecTH (Morar aa 3acerHar ao 1 Ha 10 gyuu)

- YCKOpPEHa ChbpAcyuHa AEHHOCT

- H3cNeIBAHMATA HA KPBBTA MOTaT J1a NTOKaXaT NOBUIIaBaHe HA OunupyOHHa (KTbYCH MUTMEHT)
- TpoMOOLHTONEHUS (HUCHK Bpoil TpPOMOOLIMTH, KOMTO NPEACTAaBNABAT KJIETKH, KOUTO cnoMarat
3a CbCHPBAHETO HA KPbBTA)

- TEXKO MEHCTPYAITHO KbPBEHC

Heuectn (Morar aa 3acerHart o | Ha 100 oywu)
- M3CACABAHUATA HA KPBBTA MOTAT [Ia MOKaXXaT MOBUILABAHE HA €IMH NOABHA HAa OunmpyOuHa
(aupexTeH OMMpYOUH, XKITBUCH TUTMEHT)

CoofiaBaHe HA HeXKeJIAHH peaKlHH

AKO NOAYYHTE HAKAKBH HEXENIaHM JICKapPCTBEHHU peaklnM, yeeaomere Bawna nnun ¢papmauesT. Tosa
BKJIIOYBA BCUUYKH Bb3MOXHH HEONTHCAHH B Ta3M JIMCTOBKA HEXEAAHH peakUMu. Moxere chllo aa
CHOOLIMTE HEXXENTAHK peaKLMK IUPeKTHO upes U3nbauuTenHa areHuMs 1o AekapcTeara, yiu. Jlamsan
'pyes" Ne 8, 1303 Codmus, Ten.: 02 8903417, yebcaitt: www.bda.bg. Kato crodiuaeare Hexenaiu
peaKiHKX, MOXETC Aa AaAeTe CBOA MPHUHOC 3a No/1YyYaBaHe Ha NoBeYe HHPOpMaLUsi OTHOCHO
Oe3omacHOCTTa Ha TOBA JICKApPCTRO.

5. Kak na chxpanspare Kcanuppa

,[[a CC CbXpaHABA HA MACTO, HEQAOCTBHITHO 3a AcLaA.

He n3non3saiite TOBa 1€KAapCTBO CNEa CPOKA HA FOAHOCT, 0TOENA3aH BbpXY KapTOHCHATa ONAKOBKA M
dnuctepute cnen “l'oaeH a0:”. CpOKBT HA FOAHOCT OTIOBapsA Ha NMOCIEAHRHS OCH OT NMOCOYEHHUA MECEIL.

ToBa nekapcTBO HE U3UCKBA CTIELIHATIHHA YC/IOBHA 33 CbXPAaHECHHE

He m3xBuprndiTe nekapcTBaTa B KAHAIM3ALMATA WIHM B KOHTEHHEpa 3a JOMALUHH OTHaABLIH.
[TonuTafite Bawuns ¢apMaleBT Kak Aa H3XBLPIATE NCKAPCTBATa, KOUTO Beve HE H3Non3parte. Te3u
MEPKH LLe CIIOMOTHAT 33 OMa3BaHe Ha OKOMHATa Cpeaa.

6. CupabpxaHHe HA ONAKOBKATA H ZOMbJAHHTETHA HHPOPMALIHA

Kakso chabpxka Kcanuppa

. AKTHBHOTO BCHICCTBO ¢ pHBapokcadbaH. Besdka tabnerka ceaspxka 15 mg vnn 20 mg
prBapokcabaH.
. [ToMOLI{HH BCLLIECTBA:

- Adpo na mab.remxume: NakT03a2 MOHOXHAPAT, MUKPOKPHCTAIHA LIETYA03a, KPOCKApMEI03a
HaTPHH, XMUIIPOMENI03a, HATPHCE NTaypHiacyndaT, MarHe3nes cTeapar.

- Purvoso nokpumue: XUNPOMENO3a, THTAHOB AHOKCHA (E171), Makporon, xkene3eH OKCHA,
yepseH (E 172).

Kak H3rnexaa KcanupBa ¥ KakBO CHAbPKA ONMAKOBKATA

Kcanupea 15 mg ¢unmMupanu Tabnerky ca 4epBeHH, KPbIUIH, ABORHON3IbKHAIH, PUIAMHDAHH
tabnetku (¢ AMaMeTsp npubausurento 9,5 mm), ¢ u3nbkHaNo penedHo ozHadeHue " 15" ot eaHaTa
CTpaHa U rMajgKy OT Opyrara.

Kcanupsa 15 mg ce npeanara B onakoBku ot 10, 14, 28, 30, 42, 50, 98 uau 100 punmupanu
TabJieTKH.

Kcannpsa 20 mg ¢punmMHpaHu Tabnerku ca yepBeHO-Ka(ABH, KPbIUIH, ABOHH(Q
Tabnetku (¢ npubansurenexH avamMersp 10,5 mm) ¢ BanwubHaTO penedHo 03HE
CTpaHa ¥ rMAaJKH OT ApYyTraTa.

Kcauupea 20 mg B onakoeku ot 10, 14, 28, 30, 50, 98 u 100 ¢punmupanu Talyemoss ‘: *?I

.




He BCHYKH BHAOBE OMAKOBKH MoraTt aa 6b4aT nycHaTy B npojaaxoa.
IpuTexaTte/ HA palpellieHHETO 3a ynoTpeda

Zentiva k.s.,

U kabelovny 130,

Dolni Mé&cholupy,
102 37, Prague 10,

Yewka penybnuka

Ipoussoauren
S.C. Zentiva S.A.,
Bulevardul Pallady Theodor nr. 50, Sector 3,

322 66 Bucharest,
PyMbHMSA

H

Pharmadox Healthcare Ltd.,
KW20A Kordin Industrial Park,
Paola,

PLA3000,
ManTta

Toea 1eKapcTBO € pazpeuieHo 3a ynorpeba B AbpxKaBuTe YieHKH HA EBponefckoTo
HUxonomuuecko Mpocrpancreo u O6ennneno Kpaacrso (Ceepua Hpaanaus) non ciieAHHTe
MMeHA:

brarapus Kcauupsa 20 mg ¢punmupany 1abiaeTkH
EcTouns Xanirva
JIntBa Xanirva
JlaTBus Xanirva
[Tonwa Xanirva
Yerka penybiuka Xanirva
PyMBbHHA Xanirva
Cnosakus Xanirva
O6GenuncHo Kpancteo  Xanirva
(Cesepna Hpnaunus)

[Mpuus Xanirva

JaTa na nocjeAHo npepasrijexiaHe Ha JHCTOBKATA
27.08.2024 r.




