b. JUCTOBKA



JlacToBKa: HAPOPMANHANA 33 NARHEHTA

Pasapoxcaban-Yaiixapapma 15 mg pramuapanda rabaerkn
Rivaroxaban-Tchaikapharma 15 mg film-cogies (ARt »

Pasapokcaban-Yaiikadapma 20 mg uimappas-sa0apsn
Rivaroxaban-Tchaikapharma 20 mg film-¢oated tablets
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" WINA

vToau JIEKAPCTBEH NPOAYKT NMOMJIEKH HA JONBIHHTEIHO Ha0moneiatt

yCTaHOBSBaHE Ha HOBAa HH(opMaLug oTHOoCHO BezonacHocTTa. MoxkeTe na najgere CBosA IPHHOC KaTO
CHLOOLIUTE BCAKA HEXXeNaHa peakUmia, KOATO CT¢ NONYYMIH. 3a Ha4yKHA Ha ChOOLIABAHE HE HEXKETaHH
peaKLMy BHKTE Kpas Ha TOuKa 4.

[IpovuereTe BHAMATENHO HN/IATA JIHCTOBKA, IPelH A4 3AN09HETE A3 NPHEMATE TOBA JIEKAPCTBO,

ThH KaTo TS CHABPXKA BAXKHA 32 Bac nadopmanus.

- 3anasete Ta3d JHCTOBKA. MOXe Aa ce HAMIOXKH [a A NpOYETETE OTHOBO.

- AKO HMaTe HAKAKBH JOITWIHHTENHH BHIIPOCH, nonuraitre Bamuns nexap unu ¢papManesrT.

- Topa nekapcTBO € npeanucaHo JiMyHo Ha Bac. He ro npeorcrensadre Ha apyru xopa. T'o Moxke na
MM HaBpeIH, HE3aBHCHMO Ye MPU3HALMTE Ha TAXHOTO 3abonaBaHe ca chiMre KaTto Batuure.

- AKO NOJIy4HMTe HIKAKBH HEXeJlaHH peakUHH, yBeaoMeTe Bamusa nekap wiu papmanest. Tosa
BIUTIOYBA ¥ BCHUKH BB3MOXKHH HeXeNaHH Peaxiyy, HEOMUCAHU B Ta3M JHCTOBKA. BrokTe TouKa 4.

KakBo cpabpka Ta3H JHCTOBKA:

Kakso npencrasnsasa Pusapokcaban-YalikadapMa H 3a Kakso € H3NON3Ba
Kaxso Tpa0Ba na 3naete, npean na npuemere Pusapokcaban-Yaiixagapma
Kak na npueMmare PuBapoxcaban-Yaiikagapma

B13MOXEH HexXenaHH peakilHu

Kak na cexpaHasare Pusapoxcaban-Yaiikagapma

CobabpkaHie Ha ONMAKOBKATa H JONWIHMTEIHA HHpOpMaLHA

Al

1. Kaxpo npeacrasassa Papapokcaban-Usalikadapma | 32 KaKBO ce H3N0J/13B3

PuBapokcaban-YatlikadapMa cbabppxa aKTHBHOTO BELUECTBO pHBapokcaban U ce H3noa3Ba npy

Bb3PACTHH 34.

- npeanaspaHe ot oOpa3yBaHe Ha CHCHPELM B MO3bKA (MHCYJIT) U B [PYrH KPbBOHOCHH ChJOBE Ha
Tanoro Bu, ako KMaTe eHH BHA ChpAEYHA APUTMHA, HApeYyeHa HEKJIANHO MpeachpAHO MBXICHE.

- JIedeHHe Ha CHCHpELM BhB BEHHTE Ha KpakaTta Bu (apnboka BeHO3Ha TpoMO03a) H B KPBBOHOCHUTE
cbioBe Ha Oenute Bu apobose (benoapodbex eMOONU3LM) d 32 npeAnasBaHe OT OBTOPHOTO HM
oOpa3yBsaHe B KPbBOHOCHHTE CBhAOBE Ha Kpakara wuinu B Oenure apobose.

Purapokcaban-Yaiixadapma npuHaniexkH KbM rpyna J1€eKapcTBa, HapedeH! aHTUTPOMOO3HH CPEACTBA.

Upes nelfcTBueto cu ToM Onokupa enuH GaKTop Ha KpbBOCHCHpBaHeTO (pakTop Xa) M 10 TO3M HAYKH
HaMangBa CKJIOHHOCTTA KPbBTa Aa 00pa3yBa ChCHPELM.

2. Kaxso Tpu0Ba aa 30aeTe npean Aa npaemere PaBapokcaban-Ualikadapma

He npuemaiiTe PuBapokcaban-Yaiikapapma
- 8KO CTe aJlepruYHH KbM PHBAPOKcAOAH WK KM HAKOSA OT OCTAHAJINTE ChCTaBKH

nekapcTBo (M30poeHH B TOUKA 6);
-  8KO UMaTe CUWIHO KbPBEHE;




aKko uMare 3a00/1BaHe WIH CHhCTOAHME HA OpraH B OpraHu3Ma, KOeTo ITOBHILABA PUCKA 3a CEPHO3HO
KbpBeHe (Hanp. CTOMalluHa 384, HAPAHABAHE WM KPbBOM3IHKE B MO3bKa, CKOPOILIHA ONEpaLya Ha
MO3BKA HIH OYHTE);

aKO MMPHEMATE JIEKAPCTBA 33 NMpeAnasBaHe oT oOpa3yBaHETO Ha cbcHpel (Hanp. Bapdapus,
naburarpan, anukcabaH Wiy X€napuH), OCBEH KOraTo [TPOMEHATE aHTHKOAryJIJaHTHOTO JICUCHHE
HJIX AOKATO f10JIy4aBaTe XENapuH Mpe3 BEHO3€H HIH apTEPHANICH KATETHP, 3a /13 I'd NOAAbPKATE
OTBOPCH;

aKO cTpagare OT yepHoaApoOHO 3abonasaHe, KOETO BOAM 0 MOBHINEH PHCK OT KbPBEHE - aKo
cTe OpeMeHBHa HWIH KbPMHTE.

He npremaiite PrBapokcaban-Usaiixagapma n andopmupalite Bamus aexap, ako HAKOE OT TE3H
obcrogrencTea ce oTHacs 3a Bac.

Hpenynpexaendas H NpeJua3nH MEPKH
I'oBopere ¢ Bainusa nekap win ¢papmaueer, npeay na npuemere Pusapokcaban-Yaiikagapma.

O06npaeTe cnenuanHO BHEManHe npH ynorpebara na Prsapokcaban-Halikagapma

aKO MMAaTe NOBHUILEH PUCK OT KBPBEHE, KAKHBTO MOXe 1a Obae clyvuadrt, HarpuMep, NpH:

" TexKo 6bOpeuHo 3abonseane, noHexe OpOpeuHaTa Bu pyHkMa Moxke 1a NMoeMge Ha
KONHYECTBOTO OT JIEKAPCTBOTO, KOETO AeHCTBa B opraiu3iMa Bu

" @Ko NpHeMaTe ApYTH JIEKapcTBa 3a Npeana3saHe oT 00pa3yBaHeTO Ha ChCHpeLH (Hanp.
BapdapuH, fabUraTpaH, anukcabaH WK XCMIApHH) KOraTo MPOMEHATE aHTUKOAry/1aHTHOTO
JeyeHHe WIM JOKATO NMOJY4YaBaTe XenapuH [pe3 BEHO3EH WIH apTepHalieH KaTeThp, 3a 4a o
noaaAbpXa OTBOpeH (Bxk, Touka “Ipyrd nekapctea # PuBapokcaban-Yaiikadapma”);

" HapyilueHMd, CBbP3aHM C KbpPBEHE;

" MHOIO BHCOKO KPBBHO HajlsAraHe, HeOBNaJaHO ¢ MCIUKAMEHTO3HO JICUECHHE,

* 3300a9BaHHA HA CTOMAaXa WIM YepBaTa, KOUTO MOXE Ja JOBEAAT A0 KbpPBEHE, Hamp.
BB3NAJIEHHE HA CTOMAXA WM YEpBaTa WIHM Bh3NAICHHE HA XPAaHONPOBOAA, IH/KAILO Ce HA HAfp.
Ha ractpo-e3odareanna pedaykcHa bonect (3abonspase, Npu KOETO CTOMALLIHATA KUCENTHHA
OTMBA HArope B XpaHoNnpoBOaa);

* npodneM ¢ KPbBOHOCHHUTE ChAOBE Ha OYHHTE AbHA (PETHHONATHS );

» Henoapobro 3abonspaHe, NpH KoeTo HpoHxuTe BH ca pa3mupeH ¥ U3ITBIHEHH ¢ rHOM
(bpoHxHeKTa3HH) WIH KbpBEHE OT Oenud Apod B MUHANOTO.

aKO HMAaTe ChpJCUHA KJIalHa NpoTe3a,

aKo 3Haerte, ue UMare 3abonasaHe, Hape4eHO AaHTRPOCPONUMNUACH CHHAPOM (HapYLIEHHE Ha

MMYHHATa CHUCTEMA, KOSTO NMPUYHHABA NOBULIEH PUCK OT 00pazyBaHe Ha KPbBHH ChCUPELIH),

KaxkeTe Ha Baumns nekap, KOHTO 1LIe B3eMe pelIeHHe 32 HEOOXOAUMOCTTa OT NPOMAHA Ha

NEYECHUETO;

ako Bammat nekap ycraHOBH, Ye KpbBHOTO Bu Hansrane ¢ HecrabunHo, WM ¢e IUIaHupa Ipyro

JeYeHHE WIM XUPYPrU4Ha npoueaypa 3a OTCTpaHsABaHe Ha CheHpek oT Oenure Bu npobose.

AKo0 HEKOE 0T Te3H CHCTOSHAA ce 0TRAacd 33 Bac, rosopere ¢ Bamusa aekap, npesu Aa NpHEMETE
Pusapokcaban-Yaiikadpapma. Bamuar nekap we pemv nans 1a Bu nexysa ¢ ToBa nexapcrso B TpaOea
nu na Opnere HaGmonaBpaHu NNO-BHUMATETHO.

Axo Ba npeacron onepanus

Jdena H WHOINH

MHoro ¢ BaxkHo Aa npuemare Pusapokcaban-Yaiikadapma npeau H cnea onepauuara TOYHO BLB

BPEMETO, OnpeneneHo oT Baius nekap.

AKO OnepaLMaTa BKIOYBA OCTABAHE HA KATETHP WiIH HIDKEKLMA B rpbOHaunus cTenb (Hanp.

3a eNMUAYpaJHa WIM CIIMHANHA ynoiika, WM 3a HaMaiiBaHe Ha bonka):

= Mmuoro e BaxxHO aa npueMare Pusapokcaban-YalikadapMma npeau U cies HHXeKLMA
OTCTPAHSABAHETO HA KATETHPA, TOUHO KOraTo By e ka3an Bauiuart nekap

» Kaxere Ha Baius jiekap BeaHara, ako YCETUTE U3TPBIBAHE WIH cnabocT B Kp
MpoOIEMH ¢ YepBaTa WIKM MMKOYHUA MEXYP, Clie] Kpasd Ha ylnonkara, Thit KaTo
CIellHa rPHKa.




Pusapokcaban-Yaiikadgapma Be ce npenopb4i8a NpH NANHEHTH Ha Bb3pacT noA 18 roannn. Hama
AOCTaTHYHO HH(pOpMauua 3a ynotpebara My NpH Je1a U IOHOIIH.

Hpyra nexapcrea 1 Prsapokcaban-Yailikadpapma
Tpsabpa na xaxkere Ha Baiuudg nexkap unu gapMauesT, ako IpHEMaTe, HACKOPO CTe NPHEMANIH WIH €
BE3MOXKHO /14 NpUeMaTe IPYrH JIEKapCTBa, BKTIOYHTE/HO JIEKApCTBa, OTIycKaHu 6e3 peuernra.
- AKO npmemare
" HAKOH JIEKapCTBa 32 rbOMYHH MHPEeKUHH (Hanp. uTyKOHA30/1, UTPaKOHA30JI, BOPHKOHA3011,
NOCakoHAa3071), OCBEH AKO ¢a caMo 32 PUIOKECHHE BhPXY KOXKATa,
® KeToKoHAa30J1 Tabnerku (M3n0N3BaHH 32 IeYSeHME HA CHHIOPOM Ha KYLIMHr - KOrato opraHu3MbT
NPOH3BEXKA UMLK OT KOPTH30);
" HAKOH JIEKAPCTBA 3a GaKTepHaIHy HHPEKUHH (HanpuMep KNapUTPOMMLMH, EPUTPOMULIUH);
" HIKOH npotusoBupycHn nekapctsa 3a HIV/CIINH (nanp. puronasup);
" NpYr'H IEKAPCTBA 3a HAMA/IABAHE HA KPBBOChCHPBAHETO (HANP. eHOKCANIapHH, KIONKHAOIPEN WIH
aHTaroHMCTH Ha BHTaMHH K, kaTo BapdapuH u alleHOKymMapon);
" [POTHBOBBL3NAIMUTEIHM H OOJIKOYCNOKOABAILH JIEKapCTBa (HANp. HAMIPOKCEH WM
aNeTWICATHLWIOBA KHCEIMHA),
* JPOHEAAPOH, JICKAPCTBO 3a JICYEHUE Ha HEMPABHIIEH ChPIAEUYEH PHTEHM;
" HAKOM JIEKAPCTBA 34 JIeYeHUE Ha aenpecus (CeNeKTHBHU HHXUOMTOpU Ha 0OpaTHOTO 3aXBaliaHe
Ha cepoToHHHA (SSRI) 1 nHxuOMTOPU Ha OOPATHOTO 3aXBall[aHE HA CEPOTOHHHA H
HopenuHedpHrHa (SNRI)).

Ako aaKoe ot Te3d obcTosTencTea ce orHacs 3a Bac, nrdopmapaiite Bamuas Jexkap, npeau 1a
npuemere PuBapokcaban-Yaiikadapma, nosexe egexTeT Ha PuBapokcaban-Haiikagapma Moxe aa
Obae 3acuneH. Baunar nekap we peluM nand aa Bu nekysa c ToBa nexapcreo 4 TpsaOBa nu 1a Onaere
HaOmonaBaHM NO-BHUMATEJHO.

Axo Bawpar nekap cMATa, Y€ UMaTe MOBULUEH PUCK 38 PA3BUTHE HA CTOMALLHH WM YPEBRHH 438U, TOH
MOXe 1a Ha3Ha4YH NpOPUNAKTUYHO JIEYECHHUE 3a A3Ba.

- AKO opuemarte
" HYKOM IeKApCTBAa 38 ieYeHHe Ha enuiencHa (QeHurouH, kapdamazenuH, deHodbapduran);
* XBAT KaHTapuoH (Hypericum perforatum), pacTHTENEH NPOAYKT, U3MOA3BAH 32 [JENpecus;
* pudaMnHuuH (AHTHOHOTHK).

AKoO HAKO€ OT Te3H 00CcTORTEICTBA ¢e 0THACA 3a Bac, HHpopmMupalTe Bamns rexkap, npeay na
npuemere Puapokcaban-Yaiikadapma, noHexe epexrsT Ha PuBapokcaban-Yaiikadapma Moxe na
6nae HamaneH. Bamuar nekap we peiy ganu na Bu nexysa ¢ PuBapokcaban-Uaiikagapma u tpabsa
nu aa Obaere HaGMIORABAHH NO-BHHMATEHO.

BpeMeHHOCT H KhpMeHe B QepTHIBRTET

He npuemaiire Pusapokxcaban-YalikadgapmMa, ako cte OpemeHHa Wiy KbpMUTE, AKO HMa BEPOATHOCT
na 3abpemeHeeTe, H3NON3BANTE HAAEKIHO KOHTPALENTHBHO CPEACTBO, JOKATO PHEMATE
Pusapokcaban-Haiikagapma. Ako 3abpeMeHeeTe, JOKATO NMPUEMATE TOBA JICKAPCTBO, HH(OpMHpaiTe
Baiuns nexap He3a6aBHO, KOHTO HIe penin Kak TpaOBa aAa Objere neKyBaHa.

Mlopupane u paboTa c MADIAHA

Pusapokcaban-Yakikadapma MOXxe 1a NPUYMHH 3aMasHOCT (4ECTa HEXENAHA PEaKLys) HilH
npUnagxbUH (HedecTa HeKenaHa peakumsa) (BIoKTe ToUuKa 4, ,,.BB3MOXHH HexeNlaHH peakuun™). He
modupalite 1 He M3NON3BAKTEe HUKAKBH MALIIMHM, aKO UMATE T€3HU CUMIITOMH.

Pasapokcaban-Haiikajapma cbabpika J1aKT032 H HATPHH
Axo Bamusar nekap Bu e kazan, ye uMare HeIMOHOCHMOCT KbM HAKOHM 3aXapH, NOCHBETB
npeny ga MpUEMETE TO3H J1EKAPCTBEH NPOIYKT.

ToBa JiekapcTBO ChAbPKA No-Manko oT 1 mmol HaTtpuit (23 mg) Ha Tabnerka, T.€. MO
Ye NPaKTHYECKH HE ChABPXKA HATPUH.



3. Kak na npaemare Prsapoxcaban-aixadapma

Bunaru npuemaiite ToBa 1€KapcTBO TOYHO KakTo Bu e kasan Bawuar nekap. AKo HE CT€ CHIyPHH B
HeLo, nonKTalite Bawua nekap win ¢papMaLenT.

Tpabea na npuemare PuBapoxcaban-Yaiikagapma 3acaHo ¢ xpaHa,
['nnraiiTe Tabnerkara (Tabnerkure) 3a npeanoyMTaHe ¢ BOIA.

AKo ce 3aTpynHsaBarTe Aa NorbiaHere Tabrerkara Lsia, nonuraire Bauua nekap 3a Apyrv HaYHHH Aa
npuemare Pupapokcaban-Yaiikagapma. Tabnerkara Moxe aa ce HaTpoLIH M pasMECH C BOAa HiIn
A0BJIKOBO MIOPe HEMOCPEACTBEHO Npenu Aa s npueMere. BeqHara cnen tasu cmec Tpabsa ga npuemere
xpaHa. Axo e HeoOxoaumo, Bamuar nexap moxe Aa Bu nane Harpourera rabnerka Pupapokcaban-
Yatikadapma cbIR0 H Ipe3 CTOMALIHA COHAA.

Kakpa no3a aa npueMare

- 3a npeanasBaHe OT ChCHPEL B MO3bKA (MHCYNT) H APYI'MTE KPbBOHOCHH CHAOBE B TAIOTO By
[IpenoprurTeHaTa 1033 ¢ eqHa Tabnerka Pusapokcaban-Yaiikadapma ot 20 mg eaus muT
IJHEBHO.

Ako cTpanare or 6b6peuny npobneMu, 103aTa MOXKE Aa ce HaManu 1o enHa Tabnerka Pusapokcaban-

Yaiixajgapma ot 15 mg equH NbT JHEBHO.

AKO ce HyxaeTe OT NpoLeaypa 3a Je4eHHe Ha ONOKUpaHHUTE KPHBOHOCHH ChJ0OBE Ha ChbPLETO
(HapeuyeHa nepKyTaHHa kopoHapHa HHTepBeHUHs — [IKH ¢ nocrassane Ha CTeHT), MMa OrpaHHYCHH
JA0KAa3aTeNCTBA 32 HAMAIABaHE Ha N03aTa Ao eAHa Tabnerka Pupapokcaban-Yaiikagapma 15 mg
BeAHBXK JHEeBHO (MnK 10 eana Tabnerka Pupapokcaban-Hatikagapma 10 mg BeaAHbXK AHEBHO, B
cyyaii, ye samuTe 6n0penH He QyHKLUHOHHPAT MPABUIHO) B AOMBJIHEHHE KbM aHTHTPOMOOLHTEH
IEKAPCTBEH MPOAYKT KaTo KIOMUAOIPe.

- 3aJjeyeHHe HAa ChCHUPELM BLB BEHUTE Ha KpakaTa Bu M Ha CHCUPELIM B KPRBOHOCHUTE CBAOBE HA
Oenure Bu aqpobose u 3a npeanazsase oT nosTOpHO oOpasysaHe Ha CHCHPELIM

[IpenopbuuTenHara a03a ¢ eaHa tabnerka Pupapokcaban-Yatikadapma ot 15 mg ABa MbTU AHEBHO

npe3 mepBUTE 3 CeAMHLM. 3a JICUCHHETO CJIeR TPETATa CEAMMLUA NPEenopbYMTEIHATA 1034 € €HA

tabnerka Pusapokcaban-Yatikagapma or 20 mg eaus mbT AHEBHO.

Cnen Hali-MaJIKo 6-MeCe4HO JIeYeHHE Ha CheHpelt BaiinaT nekap Moxe a pelld Aa IpoAbIDKHTE

NIeYeHHeTo HWIH ¢ eaHa Tabnerka or 10 mg eauH nsT AHEBHO, WM ¢ e4Ha TabneTka oT 20 mg equH IbT

JHEBHO.

Axko cTpanare ot 60peuny npobneMu H npuemare eaHa tabnerka Pusapoxcaban-Yaiikadapma eaun

ObT ZHEBHO,

Bawiuar nekap Moxe Aa pelld Aa HaMaslH 034Ta 3a JISYEHMETO CNEeA TpeTaTa CeAMHLA A0 eAHa

tabnerka PuBapokcabaun-Yatikadapma ot 15 mg egun NbT AHEBHO, aKO PUCKBT 3a KbPBEHE € [M0-BHCOK

OT PHCKa 32 MOBTOPHO 00pa3yBaHe Ha CbCHPEK.

Kora na npaemare Pasapokcaban-Uaidixadpapma

IIpuemaiire Tabserkara (TabneTknuTe) BCEKH AcH, Aokaro Bamusar nexap Bu kaxe na capere.
ITocrapaitre ce na npuemare Tabnerkara (Tabnerkure) nNo aHO M ChLIO BpeMe BCEKH JEH - TOBA LIe
Bu noMorne aa He 3abpasare.

Bammus nexap 1ie pemn KOJKO ALIro Tpabea Aa NpOab/LKATE JIEYUEHHETO.

3a na ce npenorBpaTH 00pa3yBaHETO Ha KPLBHH ChCHPELM B MO3BKA (MHCYNT) U APYTH KPBBOHOCHH
chAOBE BB BallieTo T410: oo

Ako cepaeyHara Bu aefiHoct TpaOBa na Obae Bb3CTAHOBEHA 10 HOPMAJIHO ChCTOSHHE Ype
npoLEeAypa, HapeueHa KapAHoBepcHi, B3uMaiiTe PuBapokcaban-Yaiikagapma BeB Bpe
Kaxe Bawusar nexap.

AKo cTe npHENH NOoBe1e OT HeoOxoaEMATA J03a PRBapokcaban-Halkadapma




He3abaBHO ce cBbpaere ¢ Bamus nekap, ako cre npuenu noseye tadbnerku Pusapoxcaban-
Yaiixadapma ot HeobxoaumoTo. [IpuembT Ha noeeuye Tabnetkn Pusapokcaban-Yatikadapma ot
HeoOXO0AUMOTO NOBHUIUABA PUCKA OT KbPBCHE.

AKko cTe nponycaain Aa npaeMere Pusapokcaban-HaMkadapma

- Axo npuemare eiHa Tabnerka or 20 mg unu 15 mg eaMH NBT Ha AEH U CTe MPOITYCHANM €lHa 1034,
pUEMETE A BeJHara oM ce cerure. He npuemaiire noseye ot egxa Tabierka 3a equH 1€H, 3a 13
KOMIEHcHpaTe nNponmycHarara ao3a. IIpuemere cnensamara rabnerka Ha cneaBalnys A€H H ClIek
TOBA MPOABILKETE /12 MPUEMATE M0 €2HA TabNeTKa euH MbT JHEBHO.

- Ako npuemare eiHa Tabnerka ot 15 mg aABa T Ha 1€H U CTE NPONYCHANH €AHA 1033, NPUEMETE
1 BeHara uom ce certure. He npuemaiiTe nosede oT Ase Tabnerkd oT 15 mg 3a euH AeH. AKO CTe
NpOITYCHAIM [1a B3EMETE €/1Ha 1034, MOKE N2 B3eMeTe ABe Ta0JeTKU OT 15 mg eJHOBPEMEHHO, 32
na crare obmara a03a ase Tabaerxu (30 mg) 3a eaun aeH. Ha cneasamus aeH rpabsa aa
NPOABLIDKHUTE Ja B3eMaTe 1o eaHa tabaeTka otT 15 mg aBa nbTU JHEBHO.

AKo cTe cnpesin npueMa Ha PaBapokcaban-YUalikadpapma
He cnupaiite npuema Ha Pusapokcaban-Haiikagapma, 6€3 na cre ce noceBeTBanu ¢ Bawus nekap,
noHexe Pupapoxcaban-Yaiikadapma n1exysa ¥ npeanassa OT HAKOK CEPUO3HH 3abonspaHng.

AKO MMaTe HIKAKBY JOITbJIHUTENHH BBIIPOCH, CBEP33aHH C ynoTpebaTa Ha TOBA JIeKapCcTBO, nonuTaiire
Baiua nexap nnu papmanesr.

4. Bp3MOKEHH HeXE/JIAHH PeaKknHH

KaxTo BcHuku nexkapcTBa, PuBapokcaban-Haiixagapma MOXKe na peIH3BHKa HEXKENaHH peakLiH,
BBIIPEKH Y€ HE BCEKH 'Y M0Ty4aBa.

Karo apyru nogo6um nexaperea (anturpoMboTunm cpencrsa), Puesapokcaban-Yalikadapma moxe na
JOBEAE A0 KPbBOU3JIMEB, KOKTO 8 € NOTEHIMAIHO )HUBOTO3acTpaluasawy, MHOro CWIHOTO KbpBEHE
MOKE CBLIO TakKa Ja A0BEAES A0 PA3KO CragaHe Ha KPBhBHOTO HanArane (oK), B Hakou cayyau
KpPbBOU3JIMBBT MOXKE 112 HE € BHAHM.

Bb3MOXKHA HEe)KEIAHE PEAKIHR, KOATO OHXA MOIVIH Aa A NPH3HAK 32 KbPBEeHe

Hagopmuapalite Bamusg aexap se3adbasno, ako npu Bac ce nposBu HAKOA OT CACAHHUTE HEXKCIIAHH

peaKLMH;

-  NPOAB/DKHTENHO WiIH MHOTO CHIHO KbpBEHE

- HeoDHuaiina cnaboct, yMopa, On1eaHOCT, 3aMagHOCT, raBofonue, HEOOACHUM OTOK, 3aayX, bonka B
rbPAMTE WIH CTEHOKapAUA, KOMTO MOI'AT jAa ca IIPHU3HALIM Ha KbpBEHE.

Bamuar nekap Moxe aa pewd na Bu HaOmionaBa no-BHHMATENHO WK Aa NPOMEHH JieueHHeTo Bu.

BniMOKHE BeXKeTaHH PeaKnud, KORTO MOrar Aa 0LJaT NPA3HAK HA TEXKKA KOXKHA peaKnuas

He3abaBno yBenomere Bamas aexap, aKo nOAy4YHTE KOXKHH peakliHMM KaTO:

- pa3npocTpaHABaLl C€ HHTCH3UBEH KOXEH 0OpHB, MEXYPH WIH A3BH MO JIMraBHLATAa, HaIp. 1Mo
ycTaTa WiH ouHrTe (CMHApOM Ha CTHBbHC-IDKOHCHH/TOKCHMYHA SNUASPMATHA HEKPOJIH3a).
YecToTara Ha Ta3u HExeNaHa peakiua € MHOro peaku (1o 1 Ha 10 000).

- JIeKapCTBeHa peaKUupsd, KOATO NpH4YHHABa 00OpHB, MOBHILECHA TEMIICPATYPA, BE3NAJICHHE Ha
BLTPELIHUTE OpPraHH, XeMaTOJIOTHYHH aHOMAJIHH U cHcTeMHO 3ab6onapane (DRESS cunapom).
YecToTara Ha Ta3Hd HExXENaHa peakuua € MHoro peaks (ao 1 va 10 000).

BbimMokHE HEXKETAHE PeAKNHH, KOHTO MOraT A2 OBJAT HPA3HAK HA TEXKKH AJIePravi

YBeaomere nezabapno Bamusg nexap, ako nolyuure HAKOS OT CAE€AHHUTE HEXeNaHH /

- MOAYBaHE Ha JIWLIETO, YCTHUTE, YCTATa, €3MKa WIHM IbPIOTO; 3aTPYJHEHO NPErTbilg
M 3aTpyJHEHO JHINaHe; BHE3ANMHO CnaJaHe Ha KPbBHOTO HamsraHe. YectoraTta Ha
peaKLMH € MHOro paika (aHa(pHIAKTHYHH peaKiuH, BIJIIOYHTENHO aHapHIaKTHYE ﬁ
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3acerde Ao 1 Ha 10 000 ayis) U HeuecTH (aHrMOEAEM H ANlepruyeH OTOK, MOXKE Aa 3acerHar 1o 1
Ha 100 qymu).

O600imen coACHK HA BL3IMOKHATE HEKENAHA PeaKIBEH

Yecrm (Morar pa 3acerHar o 1 Ha 10 aywun):

- HaMaJleHHe Ha Oposa Ha YepBeHMTE KPbBHH KJIETKH, B PE3YJITAT HA KOETO KOXKATA MOXE Ja CTaHE
Onena u na goBene Ao CiHadOCT WK 3a0yX;

- KbpBEHE B CTOMAaxa WM YepBaTa, KbpBEeHEe OT MMKOYO-[IOJIOBUTE OPraHH (BKIIOYHTENHO KPbB B
ypHHATa 4 OOWIHO MEHCTPYAIIHO KBPBEHE), KbPBEHE OT HOCA, KbPBEHE OT BEHLHUTE;

-  TpoMGouToneHus (HUCBHK 6poii TpoMOOLIMTH; TOBA Ca KJIETKH, KOMTO 110MAraT ChbCHPBAHETO Ha
KPBHBTA);

- KbpPBEHE B OKOTO (BKIKOUYHTENHO KEPBEHE OT OANOTO Ha OYUTE);

- KbpPBEHE B ThKAH MY KYXHWHA HA TAIOTO (KPbBOHACSIAHMS, CHHHHH);

- KbpPBaBH XpaukH;

- KbpBEHE OT KOXKaTa WIH NOJ KOXXATa;

- KbPBEHE Cle/ OnepaLus;

- CBJ3€He Ha KPBB WM TEYHOCTH OT XHPYpPriuJecka paHa;

-  OTOLH NO KpaHHHULIUTE;

- Donka B KpallHULIUTE,

- yBpeneHa 6b6peuna GyHkuua (Moxke na 6bae BUASHO B U3C/IeABAHUATA, HAIIpaBEHU oT Bauug
nexap);

- BHCOKA TEMIEpaTypa;

- HaManeHHe Ha 6pos Ha YepBEHMTE KPBBHHU KJIETKM, B PE3YJITAT HA KOSTO KOXKATAa MOXKE 1a CTaHe
Onena u aa nosene A0 ¢naboCT WK 3anyX;

- OonkM B cTOMaxa, HapylLIEHO XpaHOCMUNAHE, raicHE WM NOBPbLUAHE, 3aMeK, AHAPUS;

- HHUCKO KpBEBHO HanAraHe (ChC CHMITTOMH, KATO YCEILZHE 33 3aMagHOCT WIH [MPUMAaJIABAHE IPH
H3NpaBAHE);

- HamaneHa obwa cuna H eHepruyHocT (caaboct, ymopa), rnasodb0nue, 3aMasHOCT;

- obpus, crpOex 10 KOKATA;

- H3CNeABaHHITA HA KPBBTA MOTAT [1a NOKAXAT NOBHIIABAHE HA HAKOU YEPHOAPOOHH eH3UMM.

HewecTn (Morar na 3acerHat 1o 1 va 100 ayiwu):

- KPBBOM3JIMB B MO3bKA WIH B Mepena;

- Xonecrta3a (HaMaNeHO OTAENAIHE Ha XJThYKATA), XeNaTUT BKJ1. XeNnaToLely/1apHO YBpexKaaHe
(BB3ManeH uepeH Apod, BKIMOYHTETHO YEPHOAPOOHO YBpekKaaHe);

- KpBBOM3JIHB B CTABa, KOKTO Aa Npeau3BHKBa OOJIKa U OTOK;

-  ajJepruydHM peaKuyH, BKIIOYHTENHO KOKHM alCPrudHe PeaKuuy;

- HapyieHa YyepHoaApoOHa pyHKUHA (MOXE A c¢ YCTAHOBM, aKo eKkapsT Bu Ha3HauHn u3cnenpanun);

- H3CNEABaHHATA Ha KPBBTA MOXKE 4 MOKAXKAT NOBUHIABAHE Ha OMNUPyOUHA, Ha HAKOM
NAHKPEaTH4YHH WIH Y€PHOAPOOHU CH3UMH WIH Ha Oposa Ha TpoMOoLIMTHTE;

~  MpPHUMAJIABAHE;

- o0wo "Hepa3nonoKeEHUe;

- YCKOPCH CBPACHYEH PHTDM;

- CYXOTa B yCTara,

- YpTHKapus.

Peaxn (Morat za 3acersar a0 1 va 1000 gywm):

- KBPBCHE B MYCKYJI;

-  [OOXDBITABAHEC Ha KOXKATA M OYKTE (OKbITEHHULIA);

- JIOKaJHU3HUpaH OTOK;

- cbOHpaHe Ha KPEB (XeMaToM) B ciabUHMTE Clel YCIONHEHHE OT ChpieyHa npoueaypa, n
¢ MOCTABEH KATETHP B aprepus Ha Bamua kpak (ncesaoaHeBpU3Ma).

C sen3BecTHA 9ecTOTA (OT HATHYHHTE JAHHH HE MOXKeE Aa Objie HanpaBeHa OLICHKA 3
- OBOpedHa HEAOCTATHLYHOCT ClIEA TEXKO KbpPBEHE;



- [OBHLICHO HANPEKCHHE B MYCKYJIMTE Ha KPAKATA WIH PBLETE ciie], KbPBEHE, KOETO BoAM 10 6oJiKa,
OTOK, IPOMEHEHA YYBCTBUTEIHOCT, H3TPHIBAHE WY Napanu3a (KOMIIAPTMEHT CUHIPOM ClEA
KbpBeHe).

Cro0maBane HA HEKENAHH PeaKNNH

AKO NOJIyYHTE HAKAKBH HEXKEJIaHHW JIEKAPCTBEHHN peakuuu, yeeaomere Baiua nekap wnn gapMaLeBT.
ToBa BKJIIOYBAa BCHYKH Bb3MOMHH, HEONHCAHH B TA3H JIMCTOBKA HEXKEJIAHHM peakuMy. Moxere cbLIo Aa
CHLOOLIMTE HEKENAHH PEaKLUU AUPEKTHO Ype3:

H3mbaHUTENIHA areHuu 110 IeKapeTsara

ya. ,,Jdaman I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yeOcaiit: www.bda.bg

Kato chobLiaBare HexKellaHH peakLiHH, MOXETE Aa JANESTE CBOA NIPMHOC 3a NOJIyyaBaHe Ha [oseye
uHdopMaLua OTHOCHO 6€30nacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak ga chxpagasate Pupapokcaban-Ualikagapma
Jfa ce cbXxpaHsaBa Ha MACTO, HEAOCTBIHO 3a AELa.

He w3non3Baiite TOBa JICKAPCTBO CIIEA CPOKA Ha FOAHOCT, 0TOE/A33aH BLPXY KapTOHEHaTa OaKoBKa
cien ,J oneH no:“ 1 Bbpxy BcekH Onmuctep wnM Oyrunka cnen ,, EXP“. CpokbT Ha rOOHOCT OTroBaps Ha

NoCJIeAHHA JCH OT NOCOYECRNA MECCILL.
To3u NEKAPCTBCH NMPOAYKT HE H3UCKBA CIICHHANHU YCJIOBHA Ha ChXPAaHCHHC.

He u3xpbpasire nekapcrparta B KaHANH3AUMATA HIK B KOHTCHHEPA 3a JOMAIHHY OTIIAAbLIH.
[onuTaiire Bamna dpapMaueBT KaKk Aa H3XBBPJATE JIEKAPCTBATA, KOUTO Beue He u3non3eare. 1e3un
MEPKH e CNOMOTHAT 32 OMna3BaHe Ha OKOJIHATa cpena.

6. CrpanpkaHHe HA ONAKOBKATA H J0NbJAHATEIHA HR(pOpPMANHA

Kakso cpabpxa Pasapokcaban-Uaiikadgapma

- AKTHMBHO BeulecTBo: puBapokcaban. Beaka Tabnerka coanpika 15 mg wid 20 mg pusapokcaban.

- [TomouiHu BelleCTBAa: XMNPOMEI03a. MUKPOKPHCTAIHA HEIyN103a, HATPUEB NaypHICY(aT, NaKkTo3a
MOHOXHJPAT, KPOCKApMeEio3a HaTpHil, Mmardezues creapar. Buokre Touka 2 ,,Pusapokcaban-
Ualikadapma ChIbpaKa NaKT03a U HATPUH™.

OunmoBo nokputHe: xunpomenosa 2910 (E 464), turanos auokcua (E 171), makporon 3350 (E

1521), xene3zen oxcua, 4epsel (E 172).

Kak nirnexna PuBapokcaban-Yalikadgapma B KAKBO ChABLPKA OOAKOBKATA

OuimupannTe Tabnerku PuBapokcaban-Haiixagapma 15 mg ca yepBeHH, KpBIIH, ABOHHOH3ITBKHAM,
O3HA4EHH OT €HATA CTpaHa c “15”, rmajky oT ApyrarTa cTpaHia ¥ ¢ AHaMeTbp npudnusurenHo 6,1 mm.
Pusapokcaban-Yaiikagapma 15 mg ¢puimupann tabnerku ca onaxopanu B PVC/amyMunuepu
OnucTepl. BancTepure ca onakoBaHH B KAPTOHEHH KyTHH o 14, 28, 42 unn 98 punMupanu

TabDJIeTKH.

OunmupanuTe Tabnerku Pusapokcaban-YHaiikagapma 20 mg ca kapsaso-4epBEHH, KPbIIH,
ABOMHOM3MBKHAIH, O3HAYEHH OT €AHaTa cTpaHa ¢ 207, rnaaku oT Jpyrara CTpaHa H ©
npubauzurenyto 6,1 mm.

Pusapokcaban-Yaiikadapma 20 mg punmupanu tabnerku ca onakosann B PVC/any
OnMcrepd. BaMcrepyuTe ca ONakoBaHH B KAPTOHCHH KYyTHH No 14, 28 wna 98 q)mmnp ;

He BcHukH BHAOBE OMAKOBKHM MOTaT Aa 6bAaT mycHaTH B npoaaxba.
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IprTexaren HA pa3pemeHHETO 34 ynoTpeba H IPOA3IBOAUTEN
. daiikadapma BucokokauectBenure Jlekapcrea” Al

Oyn. ”I". M. dumurpos™ Ne 1,

rp. Codpua 1172, briarapus

Ten.: +359 2 962 54 54
¢akc: +359 2 9603 703
e-mail: info@tchaikapharma.com

JlaTa HA NOC/IeAH0 NpPEPasraekIaRe Ha JACTOBKAaTa: Anpaa, 2025.

Jpyra B3TOMHHNH HE HEQOpPMANHS

[Ionpo6na u akTyanuzupaHa HHPOpMaLMA 3a TO3H JICKAPCTBEH NPOAYKT € HATHYHA Ype3 CKaHHpaHe
cbe cMapTdon Ha QR ko7a, BKIIOYEH B TUCTOBKATA M KAPTOHEHATA ONAKOBKA: E .

[=];
Ha yeOcaifra Ha Yalikadapma BucokokayecTeerure JlekapcTsa: www.tchaikapharma.com, KakTo H Ha
yeOcaifra Ha U3nbJIHUTENHA areHUMA 10 AeKkapersara: www.bda.bg.

Cobinata vrdopMauus ¢ HanuyHa U Ha cnegaus URL agpec: tch.bg/riva20),




