b. JUCTOBKA



JIncroBka: HHpoOpMaLHA 32 NALHEHTA

PuBapokcaban-YHaiikagapma 15 mg puamupann raderku
Rivaroxaban-Tchaikapharma 15 mg film-coated tablets
PuBapokcaban-YHaiikadapma 20 mg puiamupanu TablieTkn
Rivaroxaban-Tchaikapharma 20 mg film-coated tablets

puBapokcabaH
rivaroxaban

IIpoueTeTe BHHMATEIHO HAJIATA JHCTOBKA, IPEAH 12 3al0YHETe 1a IPHEMaTe TOBA JIEKAPCTBO,

Thil KaTO TS ChAbPKA BaxkHa 32 Bac ungopmanus.

- 3ama3sere Ta3u JMCTOBKA. Moe a ce HaJI0XkKH Ja i NPOYETETe OTHOBO.

- AKO MMaTe HAKaKBM JIONbJHUTE]HH BbIIPOCH, nonuTaiTe Bawusa nekap uam gapmallesnT.

- ToBa nekapcTBO € npeanucaHo Ju4HO Ha Bac. He ro npeorcrbnsaiite Ha Apyru xopa. To Moxke J1a
WM HaBpeJlH, He3aBUCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3a00/1gBaHe ca chlluTe KaTo Bawmure.

- AKO noJsiyyuTe HAKaKBH HeXKellaHH peakuuH, yBeaomere Bawuus nekap wiu ¢gapmauest. Tosa
BKJIFOYBA H BCHYKH Bb3MOXHH HEXKeJIaHU peaKliy, HEONUCAaHH B Ta3H JIMCTOBKA. BukTe To4kKa 4.

KakBo cbabpiKa TasH JHCTOBKA:

. Kako npeacrasnsiBa PuBapokcaban-YaiikadgapMma u 3a Kakpocey
2. Kakso Tps6Ba aa 3Haere, npeau aa npuemere PuBapokcaba fu A JTHA AT EHUW M0 NEKAPCTBATA
3. Kak na npuemare PuBapokcaban-Yaiikadapma ﬁucmﬁxa ﬂpummm 2
4. BB3MOXHHM HEXENaHH peaKkLuH e o ,//0,;//9
5. Kak na cexpansBare PuBapokcaban-Yaiikagapma wcss ot oLl b oo ot
6. CobabpikaHHe HA ONAKOBKAaTa W AOMbJIHUTENHA HHPOpMaLUpPaspewasHue Ne
BG/MA/MP - }'26% / ..... ‘z ................................
1. Kaxkso npexcraBasBa PuBapokcaéan-Yaiikadapma n 3a38KE6E ianoms *_:/

PuBapokcaban-Yaiikadapma cbabpka akTHBHOTO BELLIECTBO pUBapoKcadaH U ce M3MoJi3Ba Mpu

Bb3PacTHH 3a:

- npeana3BaHe OT 0Opa3yBaHe HAa CbCHPELM B MO3bKa (MHCYJIT) U B IPYI'H KPbBOHOCHH ChJI0BE HA
T10TO BH, ako UMaTe elMH BHJ ChpAe4yHa apuTMHSA, HapeYeHa HEeKJIanHO NpeAChbpAHO MbXKEHE.

- JleYeHHe Ha CbCUPELH BbB BEHUTE Ha KpakaTa Bu (ab10oka BeHO3Ha TpoM003a) U B KPbBOHOCHHUTE
¢bJ10Be Ha Oenute Bu apoboe (OenoapodeH emM00H3bM) U 3a Npena3BaHe OT MOBTOPHOTO UM
oOpa3yBaHe B KPbBOHOCHUTE CbhJ0BE HA KpakaTa W/WiH B Oenure qpodose.

PuBapokcaban-Yaiikadapma npuHaniexku KbM rpyna Jiekapcrsa, Hape4eHH aHTUTPOMOO3HH CpeCTBa.
Ypes aelicTBHETO cH TO# O10KHpa eaAnH (PaKkTOp Ha KpbBOCHCUPBAHETO ((akTop Xa) U 110 TO3U HAYUH
HaMaJsisiBa CKJIOHHOCTTa KpbBTa J1a 00pa3yBa CbCHPELH.

2. Kaxkso TpsiOBa aa 3Haere npeau aa npuemere PuBapokcadan-Yaikadapma

He npuemaiire PuBapokcaban-YHaiikagapma

- @Ko CTe aJIeprH4yHH KbM pHBApOKCcabdaH MJIM KbM HAKOSl OT OCTAHAJIUTE CbCTABKU HA TOBA
JIeKapcTBO (M30pOEHH B TOUKA 6);

- aKO MMaTe CHJIHO KbPBEHE;

- ako umare 3aboJisBaHe MJIM CbCTOSSHHE Ha OpraH B OpraHM3Ma, KOeTo NMOBHILIABa PUCKA 3a CEPHO3HO
KbpBeHe (Hanp. CTOMalllHa S3Ba, HApaHsSBaHe UJIM KPbBOU3JIMB B MO3bKa, CKOPOLLIHA Orepa

MO3bKa HWJIM OYUTE);
- aKo npHeMare JeKapcTBa 3a npeanasBaHe oT 00pa3yBaHETO Ha ChbCHpELH (Hanp. Bapd
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- aKo cTpajaTe OT YepHOAPOOHO 3a00/MABaHe, KOETO BOAU A0 MOBUILEH PHCK OT KbPBEHE - aKko
cre OpeMEHHA HITH KbPMUTE.

He npremaiite Preapoxcaban-Uaiikagapma n undopmapaiite Baling Jekap, ako HIKoe OT Te3H
obcrogTeNncTBa ce 0THACH 3a Bac.

Hpeaynpexienud B NpeanasHH MEPKH
"'oBopere ¢ Bawus nexap wiu ¢papmaieBt, npeaH Aa npuemere Pusapokcaban-Yaiikadapma.

OO0bpHeTe CNeLHANHO BHEMaHHe NIpH yooTpebaTa Ha PEBapoxcaban-Yalkagapma

- aKO UMaTe TMOBHUIEH PHCK OT KbPBEHE, KAKBBTO MOXKe Ja Obje cnyyasT, HanpUuMeEp, NpH:

" Texxko 6p0peuno 3a60as1BaHe, noHexe ObOpeuHara BH QyHKLUUA MOXKE J1a NOBNIHsAE HA
KOJIHYECTBOTO OT JIEKAPCTBOTO, KOETO JAeHCcTBa B opraHnima Bu

"  aKo NpPHEMATE APYTH JIEKAPCTBA 3a NpeanassaHe oT 0dpa3yBaHETO Ha ChbCHPELIM (Harp.
papdapuH, paburarpas, anukcaban WiH XenapuH) KOraTo MPOMEHATE AHTUKOATYJIAHTHOTO
fieUeHHe HITH JOKATO MOIy4YaBaTe XeNapuH Npe3 BEHO3EH WIIK apTEpHANIEH KaTeThp, 3a Ja I'o
noAabpxa oTBOpeH (BXk. Touka “Jlpyru nekapctea # Puapokcaban-Yaikikadapma™);

= HapylleHHs, CBbP3aHH C KbpPBEHE;

* MHOI'0 BUCOKO KPBBHO HA/AraHe, HEOBIAAAHO ¢ MEAHKAMEHTO3HO NEYEHHE;

= 3300/14BaHHUd Ha CTOMAaxXa WIH YepBara, KOWTO MOXKe Aa NOBeJaT 10 KbpBEeHe, Hanp.
Bb3MajeHHe Ha CTOMaxa HJIM YEPBATa WIH Bb3NalleHHe Ha XPaHONPOBOAa, AbJKAIN0 C€ Ha HaMp.
Ha racTpo-e3odareansa penykcsa Gonect (3adonsapaHe, MMPH KOETO CTOMALKHATA KUCENHHA
OTHBA Harope B XpaHONpoBOa);

s npobsieM ¢ KPbBOHOCHHTE CbAOBE Ha OMHUTE AbHA (PeTHHONATHA );

= HenoapoOHO 3abonABaHe, NpH koeTo OpoHxuTe BH ca pasliMpeHH U U3ITBAHEHU € THOH
(OpoHXMeKTa3uH ) WIH KbpBeHe oT benud apod B MUHANIOTO.

- aKOo MMaTe ChpAEeYHA KJIalHA NPOTe3a;

- @Ko 3HaeTe, ye umare 3abonsgpane, HapeueHo aHTUPOCHONUITHACH CUHAPOM (HapyLUEHHE Ha
HMYHHATa CHCTEMA, KOETO NPUYHHABA NOBUILEH PHCK OT 00pa3syBaHe Ha KPbBHH ChCHUPELIY),
KaxeTe Ha Baliua niexap, KoHiTo Lie B3eMe pelieHHe 33 HeoOX0AUMOCTTa OT NPOMAHA Ha
NIEYEHHETO;

- axo Baluuar nekap ycTaHoBM, ue KpbBHOTO BH HangraHe e HecTaOUITHO, WK Ce IJIaHWpa BPpYro
nedYeHHe WK XUPYPru4uHa NpoLeaypa 3a OTCTpaHABaHe Ha Cbhcupek oT Oenure Bu apobose.

AKO0 HAIKO€ OT T€3H CLCTOSHEA Ce OTHacH 3a Bac, rosopere ¢ Bawug jexkap, npean aa npueMere
Pusapokcaban-Yaiikapapma. Bawnsat nexap e peliy aanu sa Bu nekysa ¢ ToBa 1ekapcTBO U TpaOBa
ny ga 6vaere HaOmM0JaBaHH NMO-BHUMATEIHO.

Axo BH npeacron onepanus
- Mpmuoro e BaxHo 1a npuemare PuBapokcaban-Yaiikadgapma npeay u cnea onepaunsaTa TOYHO BbE
BPEMETO, OfipelieNIeHO oT Balns nekap.
- AKO onepalusaTa BKIIO4Ba MOCTABIHE HAa KaTEThp HIIH HHXXEKLIKA B rppOHAaYHKS CTA0 (Hanp.
33 eNMKHAypalHa HJIH CIMHANIHA YIIOHKA, WK 3a HaMandBaHe Ha bonka):
= MHuoro e BaxHO Aa npuemare Pupapokcadban-Yailikadapma npeay u criell HHKeKLHATa HiH
OTCTPAHABAHETO Ha KaTeTbpa, TOYHO Koraro Bu € xasan Bawmuar nexap
s Kaxere Ha Bawins nekap BeJHara, ako yCETHTE U3TpPBIIBaHE HIH cJIabOCT B KpakaTa, Wiu
npobnemu ¢ uepsaTa MM MHKOUHHA Mexyp, Cjlell Kpasd Ha ynohkara, Tbi karo € HeoOxoauma
CrellHa IPUXa.

Jlema | 10HO0IIK
Pusapokcaban-Haiikagapma He ce npenopb98a NPH NARHEHTH BA BL3pacT noR 18 roanau. Hama

AOCTaTb4HO HHpOopMaLKa 3a ynoTpebaTa My NpH Aena H IOHOLIH.

Apyru gexapersa v PuBapoxcaban-Yalkadgapma
TpsabBa na xaxkeTe Ha Baluus nekap WM (papMaleBT, ako IIPHEMATe, HaCKOPO CTE NpH
Bb3MOXKHO Aa MPHEMATe JPYTH JIEKAPCTBAa, BIJIIOYUTENHO JIEKAPCTBA, OTIYCKaHH O3

- AKo npuemarte




"  HAKOM JIEKAPCTBa 32 rhOHuHY HHDEKLMH (HAnp. QIYKOHA30J, HTPAKOHA3OM, BOPHKOHA3011,
ocaKoHa30/), OCBEH aKO Ca CaMO 3a NMPUJIOKEHHE BbpPXY KOKATA,

*  KETOKOHA30J TAG/ETKH (M3MON3BAHH 3a JIEUEHHE HA CHHAPOM Ha KyWHHT - KOraTo OpraHu3MeT
MPOW3BENKIA UNHIULK OT KOPTH30M);

=  HAKOM JIeKapcTBa 3a GakTepHanny uHGekuun (HaNpHMED KIAPHTPOMULIMH, EPHUTPOMHLIHH ),

»  HSKOM NPOTHBOBHpYCHHM fekapcrsa 3a HIV/CIIMH (Harnp. pUTOHaBUP);

= Jpyrd AeKapcTBa 3a HAMaNBaHe Ha KPBOCECHPBAHETO (Hanp. eHOKCanapHH, KIOMMAOTpe WH
AHTArOHHCTH Ha BUTaMKH K, xaTo Bapdaprs H alleHOKyMapon);

* [POTHBOBB3MATHTENHH N DOIKOYCHIOKOABALIH JICKAPCTEA (Hanp. HaMpOKCEH WU
ALETHICATHLMIOBA KACEITHHA),

* POHENAPOH, JIEKAPCTBO 34 JIeYeHHEe Ha HEMPaBWICH CHPACHCH PHTEM,

* HAKOM JICKAPCTBA 3a JieYEHHE Ha Jenpecus (CENEeKTHBHH HHXMOMTOPH Ha 0OpPaTHOTO 3aXBAILAHC
Ha cepoToHuHa (SSRI) # HHXHOHTOPH HA OOPaTHOTO 3aXBAlIAHE HA CEPOTOHHHA H

HopenuHedpuHa (SNRI)).

AK0 HSKOE OT Te3H 00CcToATeICTBA c¢ oTHAacH 3a Bac, undgopmupaire Bamus nexap, npeay aa
npuemete PuapokcaGan-Yalikapapma, NoHexke edexTbT Ha Puapokcaban-Haiikadgapma MOXe na
Gbae 3ackneH. Batuar nexap wie petud Aanu Aa Bu nexysa ¢ TOBa JIEKAPCTBO 1 TpabGBa 1 pa 6pAcTe

HaOmonaBaHH NO-BHHMATENTHO.
Axo BalmsaT ekap cMATa, ue HMaTe NOBHILIEH PHCK 33 Pa3BUTHC HA CTOMALIHH WM YpPEBHH A3BH, TOH

MOJKE 12 HazHauH MpodWIaKTHYHO NeYeHHne 3a A3Ba.

- Axo npHEMATE
=  HAKOW JIEKAPCTBA 3a NIEUEHHE Ha eMUIENncHs ((PeHUTONH, kapbamazenuH, penobapburan);
» %BIT KaHTapHoH (Hypericum perforatum), pacTMTENICH MPOAYKT, H3NON3BAH 34 NETIPCCHA,
= pupaMIMLUMH (AHTHOMOTHK).

Ao HAKOE OT Te3H 0GCTOSTeICTBa ce oTaacs 3a Bac, undopmupaiite Bamus Jiekap, npeau 1a
npuemere PuBapokcaban-Yaiikadgapma, NOHEKE edexThT Ha Puapokcaban-Yatikagapma Moxe 1a
6bae HaMateH. BaluusT nexkap Lue peluH fanu Aa Bu nexysa ¢ Pusapokca6an-aiikacdapma K Tpabsa
¥ na 6paere HaboaaBaHyU MO-BHUMATEITHO.

BpeMenHOCT, KbpMeHe H PepTHIRTET
He npuemaiite Pusapokcaban-Yatikadapma, ako cre 6peMeHHa HAH KBPMHTE, AKO UMa BEPOATHOCT

Za 3a0peMeHeeTe, H3MON3BAiTE HAAEeKAHO KOHTPALEITTHBHO CPEACTBO, AOKATO MpUeMare
Pupapokcaban-Ualikadgapma. Axo 3abpemeHeeTe, IOKaTO PUEMATE TOBA JICKAPCTBO, uHopMHpaiiTe
Bammus nexap He3abaBHO, KOWTO L€ pely Kak Tps6Ba Ja ObaeTe JIeKyBaHa.

Mlogupane u pabora ¢ MALIHEH

Puapokcaban-Uaiikagapma MOXke Ja NPHIMHH 3aMaJHOCT (uecTa HexeNnaHa PEaKilua) Wix
npUNagbLUM (HeuecTa HexelaHa peakiins) (ByKTeE TOUKa 4, ,,BE3MOXKHH HEXKEAaHH peakuun®). He
wodupaiiTe ¥ He H3MO3BaTe HUKAKBH MAIUKMHH, aKO MMATE TE3H CUMITOMH.

Pupapokcaban-Yalikadapma ceabpika JAKTO32 H HATPHI
Ako BaumsT nexap By e kasai, u¢ HMaTe HENOHOCHMOCT KbM HAKOH 3aXapH, NOCHLBETBANTE CE& C HETO,

Mpeau Ja NpHeMeTe TO3M JIEKapCTBEH MPOAYKT.
ToBa JIeKapcTBO ChABLPXKA MO-MaIKo oT 1| mmol HaTpuH (23 mg) Ha Tabserka, T.€. MOXE Jia C& KaKC,
4ye MPAKTHYECKH He ChAbPXa HATPHH.

3. Kax na npuemate PuBapokcaban-Haiixadapma

Buuary npuemaiite ToBa 1eKapcTBO TOYHO KakTo Bu € kazan BawmsaT nekap. AKO HE
HewwLo, nonuTaiire Bammns nexap Wi ¢papMaLeBT.

Tpabsa na npueMare Pusapokcaban-Uakkagapma 3aeIHO C XpaHa.
["enTaiiTe Tabnerkara (Tabnerkyre) 3a npeanoYynTrale ¢ Boaa.
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AXO ce 3aTpyAHABaTe Ja NOorbjHeTe TabaeTkara ugna, nonurante Bauua nexap 3a Apyru HAUKWHHU Ba
npuemarte Pusapokcaban-Yaiikapapma. Tabnerxara Moxe Aa ce HaTPOIIK M pa3MECH C BOJa M
A0BIAKOBO MIOPE HENOCPEACTBEHO MPpeay Aa A npueMmeTe. BeaHara cnel tazu cmec TpaOpa Ja mpueMeTe
xpaHa. Ako € HeoOxoaumo, BawusT nekap moxke na Bu nane narpouiena tabnerka PuBapoxcaban-

YaiikadapmMa CbLUO M Npe3 CTOMALIHA COHJA.

Kaxsa 103a na npaemare

- 3a npeana3sBane OT CbCHPELH B MO3bKa (HHCYT) U APYTHTE KPbBOHOCHH Cb0BE B TA10TO BH
[TpenopbuKTenHata 103a e eaHa Tabnetka PuBapokcaban-Uaiikadapma or 20 mg eaun nbt
IHEBHO.

Ako cTpazare or 6v0peunH npobneMu, Jo3aTa MOXE 1a ¢ce HaManu 10 exHa tabnerka Pusapokcaban-

Yaiikadapma oT 15 mg eauH nbT AHEBHO.

AKO ce HyKAaeTe OT npouelypa 3a JieueHue Ha 610KHpaHHTe KPbBOHOCHH ChAOBE HA ChPLETO
(HapeueHa nepKyTaHHa KopoHapHa HHTepBeHLUA — [IKH ¢ nocraBaHe Ha CTEHT), UMa OrpaHHYEeHH
NlOKa3aTe/iCTBa 33 HaMa/IsMBaHe Ha Jj03aTa A0 eJHa Tabnetka PueapokcabaH-Yaiikadgapma 15 mg
BEJHBXK JHeBHO (MJIH Jo enHa TabneTka PuBapokcaban-Yaiikadgapma 10 mg BeIHbxK AHEBHO, B
cly4aii, 4e Baiture 6p0penuy He QYHKUMOHUPAT [IPABUIHO) B JOMBJHEHHE KbM AHTUTPOMOOLMTEH
JIEKAPCTBEH NPOAYKT KaTo KIOMUAOTpe.

- 3a eyeHue Ha CbCHPELUM BbB BEHUTE HA KpakaTa Bu ¥ Ha ChCHPELN B KPHBOHOCHUTE CbAOBRE Ha
oenute Bu apobose 1 3a npeanaseaHe OT NOBTOPHO 00pa3yBane Ha ChCUpEUH

[IpenoprunTenHara no3a e egHa tabnerxa Pupapoxcaban-Yaiikadapma ot 15 mg aBa nbTH JHEBHO

npe3 NbPBHUTE 3 ceAMULH. 3a JieYeHHEeTO ClIe] TPeTaTa CeAMHULIA TPENOPbYHTENIHATA 1032 € €Ha

tabnerka Pupapoxcaban-Uaiikadapma ot 20 mg eauH NbT AHEBHO.

Crnepn nHaii-Manko 6-MeceuHo JIEUEHHE Ha ChCHpeld BaluuaT Jexkap Moxe Ja peliy Ja NpOAb/IKUTE

nevyeHHeTo UM ¢ eaHa TabneTka ot 10 mg enn NbT JHEBHO, AU C eana TabneTka ot 20 mg eAHH NbT

IHEBHO.

Axo cTpazare ot 666peunn npobnemu u npueMarte eana tabnerka Pupapokcaban-Hailixadapma eaun

MbT AHEBHO,

BainusTt nekap MOxe 1a pellld Aa HaMaTH A03aTa 3a JICYECHHETO Cell TpeTaTa CeAMHLA RO eHa

tabnetka PuBapokcabaH-Uaiikagapma oT 15 mg eaMH NbT ZHEBHO, aKO PHCKBT 3d KbPBEHE € NO-BUCOK

OT PHCKA 3a [TOBTOPHO 00pa3yBaHe Ha ChCHPEK.

Kora aa npuemate Pupapokcaban-Haiikagapma

[Tpuemaiite TabneTkara (Tabnerkure) BCeKK AeH, A0KaTO Bawuat sekap Bu kaxe na cnpere.
[Tocrapaiite ce na npuemare tTabnetkara (TabneTKUTE) MO €IHO H CHINO BPEME BCEKH AEH - TOBA LUE
Bn nomorse na He 3abpapare.

Bamudar nexap e peuid KoJako Abaro Tpadea 1a NpoabmKUuTEe TEYEHHETO.

3a Ja ce npenoTBpary oOpa3yBaHeTo Ha KPhBHH ChCHPELH B MO3bKa (MHCYJIT) U APYTH KPbBOHOCHH
cbaoBe BbB Baulero Tano:

Axo cppae4HaTa Bu geiiHocT TpaOBa Aa Obe BB3CTAHOBEHA A0 HOPMAJIHO CHCTOAHHE Ype3
npoueaypa, HapeueHa KapAHOBepcHs, B3uMaiiTe PuBapokcaban-Yatikagapma BbB BpeMeTo, KoeTo Bu

kaxe Bamusr gekap.

AKO cTe npHeaH NoBeve OT HeobxoAEMAaTa 1032 PuBapokcaban-aiikagapma

He3abaBHo ce ¢cBbpxeTe ¢ Bawus nekap, ako ¢re npHenH nopeye Tabnerku Pusapokcaban-
Yaiikacgapma ot HeoOXoauMoTo. [IpueMsT Ha noBeve TabneTkH PuBapokcaban-Halikadgapma ot
HeOoOXOAUMOTO MOBULIARA PUCKA OT KbPBEHE.

AKo cTe nponycHanu aa npuemere Pusapoxcaban-Haitkagapma

- Ako npremare eaHa TabneTka oT 20 mg unu 15 mg €WH 0BT Ha JEH K CTE MPOMNYCH
pHeMeTE 9 BeJHara oM ce cetute. He npueMalite noseye or enHa rabnerka 3a e
KOMIIEHCHpaTe fponycHarara gosa. [IpieMere cneasainara tabaeTka Ha CleBallH
TOBA NMPOABIXKETE 1A lpHeMare Nno eiHa TablieTKa €AUH BT AHEBHO.
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- Ako npueMare egHa TabneTka otT 15 mg ABa NbTH HA AEH U CTE NMPOMYCHAIH eHa 1034, IPHEMETE
51 BeJHara oM ce cetute. He npuemaiite noeeue ot ape Tabnetrku oT 15 mg 3a eAuH OeH. AKO cTe
NPONyCHANMH Ja B3eMeTe ellHa 103a, MOXKE J1a B3eMeTe ABe TadneTku oT 15 mg eTHOBPEMEHHO, 3a
na crade obinara nosa aee tabnerxu (30 mg) 3a eaus aeH. Ha cneapaimug aeH TpadBa na
NPOAbLJDKUTE 1A B3eMaTe No eAHa TabneTka oT 15 mg npa MbTH QHEBHO.

Axo cTe cnpe.u npuema Ha PuBapokcaban-Yaiixkadapma
He cnupafite npremMa Ha PuBapokcaban-Halikadapma, 6e3 aa cre ce nocheersany ¢ Bawus nexap,

nouexe PuBapoxcalaH-Yaiixadapma nexysa H npeanassa OT HIAKOX CEPHO3HH 3a00N1BaHuA.

AKO UMaTe HAKAKBH JOITBJIHMTENIHU BBNIPOCH, CBBP3aHH ¢ ynoTpebaTta Ha TOBa ieKapcTBO, nonuTaiite
Bawins nekap uiau papMaLeBT.

4. B1L3MOXKHA HeXKeJIaHR PeaKnun

KakTo BcHykd nekapcTBa, PuBapokcabaH-YalikadapMa MoXe 1a Npeau3BHKa HEXENaHH PeaKLIMH,
BBIPEKH Y€ He BCEKH 'M MOITy4aBa.

Karo apyru noaobuu nexkapctea (aHTUTpOMOOTUYHH cpeacTBa), PuBapokcaban-Hakkadapma Moxe aa
NOBEIE O KPbBOH3/MUB, KOMTO A4 ¢ NOTCHUHWAIHO KMBOTO3acTpaluasaill. MHOTO CHIIHOTO KbpPBEHE
MOYKe CbIIO TaKa Aa AOBEIEe 00 PA3KO CMafaHe Ha KPpbBHOTO Hangrane (1ok). B wakon cayyan
KPbBOMITHBBLT MOXKE 14 HE € BUAMM.

Bb3MOKHE HEKEJIAHH peaKiluy, KOHTO OHXa MOIIH 14 ¢a NPH3HAK 34 KbpBeHe

Hndopmuapaiite Bamng Jiekap ae3afaBHo, ako npy Bac ce nposgBH HAKOS OT CNEAHUTE HEXENAHU

peaK1Hum:

- MNPOABIDKHUTENHO WX MHOINO CUNHO KbpBEHe

- HeoOuualina cnaboct, yMmopa, 6neqHocT, 3aMasHOCT, rnaBodonue, HeoOACHUM OTOK, 3aayX, 60Kka B
FbPAMTE HIH CTEHOKAPAMS, KOUTO MOFaT Ja ¢a NPU3HAalUM Ha KbPBEHe.

BawiaT nexkap MoXe aa pewid aa Bu Habnionaea no-BHUMATENHO WAH A4 NPOMEHHU JIeUeHUETO Bu.

Bb3MOXHA HEXKENAHH PEAKIHH, KOHTO MOraT A2 0bAaT NPA3ZHAK HA TEXKKA KOXKHA PeaKIHs

He3zabasno0 yBeaoMere Bamua exap, ako MONy4uTe KOXKHH PEakUHH KaTo:

- pasnpoCTpaHsBall c€ HHTEH3UBEH KOXKEH 0OPHUB, MEXYPH HITH 43BH MO JUraBULATa, HATP, 10
ycTaTa Bian odnte (CHHIpoM Ha CTuBbHC-J[KOHCHH/TOKCHYHA enUAepMaTHa HEKPOJIn3a),
YecroTara Ha Ta3u HeXenana peakuua e MHOro peaxku (zo 1 Ha 10 000),

- NeKapCTBEHA peaKlins, KOATO NPpUUHMHABA OOpHB, MOBULIEHA TEMTIEpATYpa, Bb3NajieHHe Ha
BbTPELIHUTE OPraHHi, XeMaTOJOrMYHM aHOMATHH M cucTeMHo 3abonaBade ( DRESS cunapom).
UecToTara Ha Ta3H HexenaHa peakuus € Maoro peaku (ao 1 va 10 000).

BL3MOKHH HEKEJIAHH PEAKIHH, KOHTO MOTaT 1A O0BLAAT NPH3HAK HA TEKKH AJIePrHvHH peaKuHH

YBegoMmere nesabasno Bamuga jexap, ako NOJy4YHUTE HAKOA OT CIEAHUTE HEXXENAHU PEaKlUH:

- TOXyBaHE HA NHULIETO, YCTHUTE, YCTATA, €3UKA UK MbPAOTO; 3aTPYAHEHO NPErNbliaHe; yPTRKAPUA
H 3aTPYAHEHO JMLIAHE; BHE3aNHO CrajlaHe Ha KPBbBHOTO HaNAraHe, Yecrtorata Ha TE€3H HEXETaHH
peakiiii € MHOTO pajika (aHapuIaKTHYHH peakLHH, BKIOYUTEITHO aHaQuIaKTHUYEH LIOK, MOXKeE Ja
3acerde ao 1 Ha 10 000 gywu) v HevecTH (AHTHOEAEM H AIEPrUYEH OTOK, MOXKE Ja 3acerHar Ro |
Ha 100 aywmn).

O6o6uien cNHECHK HA BE3MOXKHHTE HEXXeJJAHH PEAKIHH

YecTn (MoraT aa 3acerHat ao 1 va 10 gyuu):

- HaMaJIeHHE Ha OpPOs Ha YEPBCHUTE KPHBHH KJIETKH, B PE3Y/TaT Ha KOETO KOXKATa MOXeE
Onena u Ja AoBeae Ao ¢aboCT WM 3aayX;

- KbpBEHE B CTOMaxa WJIM YepBaTa, KbPBEHE OT MHKOYO-TNIOJIOBUTE OPraHy ( BKJIKOUUTEN
ypuHarTa 1 OOHIHO MEHCTPYANHO KbPBEHE), KbPBEHE OT HOCA, KbpPREHE OT BEHHUTE;




- TpoMmbouuToneHus (HUCHK Opoil TpoMOOLMTH; TOBA Ca KNETKH, KOUTO NTOMaraT ChCHPBAHETO Ha
KpbBTA);

- KbPBEEE B 0KOTO (BKIIIOYHTEHO KbpPBEHE OT O4J10TO Ha 04HTE);

- KbpBEHE B ThKaH WK KyXWHa Ha TANOTO (KpbBOHACSJaHUS, CHHUHK),

- KbpBaBM XpaykKH;

- KBbpPBEHE OT KOXKAaTa WM MOJ KOXKATa,

- KbpBeHe Cliell OnepaLus;

- CBhJ3€HE Ha KPBB HJIH TEYHOCTH OT XUpYpruyecKa pasa;

- OTOLM 0O KpaWHHLHTE;

- 6oaka B KpaliHULUTE;

- yBpexneHa ObOpeuHa pyHKUMA (MOXe a Obae BUIAHO B U3C/IEeIBaHUATA, HanpaBeHH OT Bains
nekap);

- BHCOKa TeMmnepartypa;

- HaManeHHe Ha Opos Ha YepBEHUTE KPBBHH KJIETKH, B pe3YJITAT Ha KOSTO KOXaTa MOXKE JIa CTaHE
Onena ¥ na popeae Ao cnabocT WK 3aayX;

- 0O0JKH B CTOMaxa, HapYLUEHO XpaHOCMUJIaHe, rajleHe WK NOBPbUIAHE, 3afeK, JHapus;

- HHCKO KPBLBHO HajdraHe (ChC CHMITTOMM, KATO YCelllaHe 3a 3aMadHOCT WK NpUMansBaKe NpH
H3MPAaBAHE);

- HamaseHa o0Ina cuia u eHepruyeocT (¢n1abocT, yMopa), rnaBobonne, 3aMasHoCT;

- 00puB, CHPOEK MO KOKATA;

- M3CNe]BaHMATA Ha KpbBTAa MOraT Ja MOKAXKAT [TOBULLIABaHE HA HAKOU YEPROAPOOHH €H3UMH.

Heuecrn (Morar aa 3acersar a0 1 Ha 100 aywu):

- KPbBOU3JIMB B MO3bKa WJIH B yepena;

- xollecrasa (HaMajleHO OTAeSHE Ha XThYKATA), XEeNATHT BKJL. XENaToLeNyAapHO YBpekKAaHe
(Bb3najieH uepeH Apod, BKAIOYUTENHO YEPHOAPOOHO YBpEXKIaHe);

- KPBBOU3IUB B CTaBa, KOATO Ja MPEAN3BHKBA O0JKA H OTOK;

- aNepruyHy peaKluH, BKIAOUUTENHO KOXKHH aNeprutiHu peakuuy;

- HapylleHa YyepHoApoOHa (yHKIIHA (MOXKE 2 C€ YCTAHOBH, aKO JieKapaT By Ha3Hauu u3cne sanus);

- W3CJeJBaHHATA Ha KPbBTA MOKE Aa NOKAXKAT NMOoBHLUaBaHe Ha OUNHpPYOHHA, HA HAKOH
NaHKPEATHYHU UIIH YepHOAPOOHM eH3MMHU HIIH Ha 6pos Ha TpOMOOLIUTHTE;

- NpHUMaisBaHe;

- 0o0LI0 HEPa3NONOKEHHE;

- YCKOPE€H CBPACYEH PUTDHM;

- CyXOTa B YCTara;

-  YpTHKapH4.

Penxn (Morar fa 3acerHar a0 1 Ha 1000 qywn):

- KbpBEHE B MYCKYJI;

- MOXBATABAHE Ha KOXKATa U OUNTE (3KBJITECHHLA);

- JNOKaM3UpaH OTOK;

- ¢bOHpaHe Ha KpbB (XeMaToM) B cnabuHutre cnell yCNokHeHUe OT ChpAcUHA NPOUEAYpa, ITPH KOATO
€ MOCTABEH KaTeThp B apTepusA Ha Baluus kpak (nceBRoaHEBpU3Ma).

C reu3BecTHA 4ecTOTA (OT HANKYHUTE JAHRU HE MOXeE a ObJie HallpaBeHa OLUCHKA 3a YeCTOTAaTa):

- ObbpeynHa HEAOCTATHYHOCT CNEJ TEKKO KbPBEHE,

- TMOBHLIEHO HANPEXEHUE B MYCKYJIUTE HA KPaKaTa WM pbLUETE Clell KbpBeHe, KOeTO BoAH 1o Ooka,
OTOK, MTPOMEHEHA Yy BCTBHTENHOCT, H3TPBIIBAHE WIH Napain3a (KOMNapTMEHT CHHAPOM Cleq
KbpBEHE).

CrobuiaBane HA HEXKeIAHH peaKIHH
AKO NOJTyYMTE HAKAKBH HEXEJIAHH JIeKapCTBeHH peakLMH, yBenoMere Baluus nexap unu dap
ToBa BKJIIO4YBA BCHUKH Bb3MOXKHHU, HEOTTHCAHHU B Ta3H JIUCTOBKA HEXENAHH peakuuu. Mox
CHOOLIMTE HEXENAHU peakLdd AUPEKTHO ypes:
H3nbaHUTENHa areHuus no JIeKapcTsBara

yi. ,,JJaman ['pyeB” Ne 8
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Ten.: +35 928903417
yeGcaiit: www.bda.bg

Kato croblnaBaTe HexxeslaHd peakLiy, MOXKeTE Ja AaACTe CBOS MPHHOC 32 MOJTy4aBaHe Ha MOBEYe
H(pOpMAaLKA OTHOCHO 6€30MacHOCTTa Ha TOBA JISKAPCTBO.

5. Kak na coxpanasare PuBapoxcaban-Uaiikagapma

Ha ce cpxpaHsBa Ha MACTO, HEAOCTHIHO 3a Aeua.

He uznonssaiite ToBa J€KapCTBO CIIEH Cpoka Ha FOJHOCT, 0TOENA3aH BHPXY KAPTOHEHATa ONaKOBKa
cnen ,,JoneH 10 ¥ BLpXY BeekH Snuctep Wi Oyrunka cnen ,, EXP®. CpoksT Ha roAHOCT OTroBaps Ha
NMOCACARHA AEH OT NOCOUYCHUS MecCell.

To3u NneKapcTBEH MPOAYKT He H3MCKBA CMIELHAJIHH YCJIOBHA HA ChXPaHCHHUE.

He uaxpppasiiTe nekapcTBara B KAHAIM3ALMATA WIH B KOHTEHHepa 38 AOMALIHH OTNAAbLH.
[Tonuraifre Bauus gapMalieBT KaK [a H3XBBPIIATE JIEKAPCTBATA, KOWTO Beye He u3nonssare. Tesu

MEPKH L€ CTIOMOTI'HAT 3a OIIa3BaHe HAa OKOJHATA CPEAaa.

6. Cranpxanye HA ONAKOBKATA H JONBIMHTE/IHA HEpOPpMAIHSA

Kakso cbAbpka PrBapokcaban-Uaiixagapma

- AKTHBHO BelllecTBO: puBapokcaban. Beaka Tabnerka cvabprka 15 mg unmn 20 mg pusapokcadaH.

- TloMOILIHHM BeIuecTBa: XMNPOMEN03a. MUKPOKPUCTAIHA LiENy103a, HATPHEB NIaypHacCyndar, 1aKrosa
MOHOXHpAT, KpOCKapMeno3a HaTpuii, MarHesues creapat. Bikre Touka 2 ,,PuBapokcadaH-
YaifxadapMa CbABPKA IAKTO3a K HATPHHA.

dunMoBo nokputHe: xunpomenosa 2910 (E 464), turanoe avokcua (E 171), makporon 3350 (E

1521), xkenezeH okcup, yepsen (E 172).

Kak m3raexna Pusapokcaban-Halikadapma H KAKBO ChALPXKA ONAKOBKATA

®unmupanure Tabnetku PrBapokcaban-Yaiikadgapma 15 mg ca uepBeHHU, KpbIiIH, ABOHHON3MBKHANIH
c BABEOHATO penedHo o6o3HaUeHHe “15” OoT egHaTa CTpaHa H rMaaKy OT ApyraTa CTpaHa H ¢
auaMeTsp npubnusurento 6,1 mm.

Pusapokcaban-Yaiixadapma 15 mg ¢unmupanu Tabnerku ca onakosad 8 PV C/arymuHneBy
6rucrepu. BiHcTepUTE ca ONakoBaHH B KAPTOHEHH KyTHH no 14, 28, 42 nnn 98 punmupasn
TabNEeTKH.

Ounmupanure Tabnerku PuBapokcaban-Uaiikadapma 20 mg ca kadsaBo-4epBEHH, KPBIH,
ABOMHOM3MBKHANHK ¢ BIUTEOHATO penedHo 0603HaueHHe “20” OT eAHATa CTpaHa M rNaaKH OT Apyrara
CTpaHa ¥ ¢ AHaMeThp npudnusurenHo 6,1 mm.

Pusapokcaban-Yaiikadapma 20 mg punmupany Tabierky ca onakopanu B PVC/amyMuHueBH
GnucTepn. BaHCTEpHTE Ca ONAKOBAHHK B KapTOHEHHN KyTHH 1o 14, 28 unu 98 ¢punmupatin TabneTkH.

He BcHYKH BHIOBE OMIAKOBXY MOraT Aa ObAatr mycHaTH B mpogaxba.
IlpaTexaTes Ha pa3penIeHHETO 3a YNOTPeOa H BPOH3BOAHTE
,,Haikaapma BucokokauecrseHnte Jlekapcrea™ AR

oyn. ”T'". M. inmutpos” Ne 1,

rp. Codun 1172, brarapus

ten.: +359 2 962 54 54

dakc: +359 2 9603 703

e-mail: info@tchaikapharma.com

JlaTa Ha NOCJIeAHO BpepasTiIexaane Ha ancroskarta: ¥0un, 2026.

JApyra H3TOTHHIH HA HHPOPMALIRA




MonpobHa u akTyanusupaHa HHGOpMaLKs 33 TO3M IEKAPCTBEH NPOLYKT € HAJIMUHA YpE3 CKaHUpaHe
c¢be eMapTdoH Ha QR Kona, BKIOUEH B IMCTOBKATA H KapTOHEHATa OMAaKOBKa! E

=2
Ha yeOcailiTa Ha Yalikadapma BucokokadecTsenute Jiekapcrea: www.ichaikapharma.com, KakTo H Ha
yeOcaiita Ha M3nbiHUTENHA areHus no nexapcrsara: www.bda.bg.

Cobuiata nadopManua € Hann4Ha 1 Ha caenuns URL aapec: tch.bg/riva20,




