JIncroBka: HHGOpMaNHs 32 NANHEHTA / J /D S », /
Pynaniakc 15 mg pnavupanu 1ad/ieTKH Z [ 7
Pynaniakc 20 mg puIAMHpPAHH TA0/IeTKH 4

Runaplax 15 mg film-coated tablets
Runaplax 20 mg film-coated tablets
puBapokcabaH (rivaroxaban)

IpoueTeTe BHHMATEIHO LSJ1ATa JHCTOBKA, NPe/IH a 3aN04HeTe 1a NpHeMaTe TOBa

JIeKapCTBO, Thil KATO TH ChABPXKA BakHa 3a Bac nndopmanns.
- 3anasere Ta3u JUCTOBKA. Moxke /1a ce HaJIOXKH J1a [ IpoYeTeTe OTHOBO.
- AKO MMaTe JOMBbJIHUTEHU BBIIPOCH, NonuTaiite Bauius nexap wiv apmaiesr.

- ToBa nekapcTBO € npeanyucaHo Ju4Ho Ha Bac. He ro npeorcTbnBanTe Ha pyry Xopa.
To MoXe 1a UM HaBpeaY, HE3aBUCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3a00J1sBaHe ca
chluMTe KaTo Bamwure.

- AKO NMOJTyuMTe HAKAKBU HEXKEJIaHW JIEKapCTBEHH peaklinM, yBeioMeTe Balus jiekap
wiu papmaneBT. ToBa BKJIIOUBA U BCHUKH Bb3MOXKHU HEXKEIaHW PEaKLMH, HEOMHCAHH
B Ta3u JIMCTOBKA. Brokre TOouKa 4.

KakBo cbhaABbpkKa Ta3H JIHCTOBKA
KakBo npeacraBnsBa PyHaruiakc U 3a KaKBO C€ W3I10J13Ba

.

2. Kakso Tpsa6Ba 1a 3HaeTe, Npeau Aa npueMeTe PyHaruiake

3 Kak na npuemare PyHariakc

4. Bb3MOXKHHM HEXEJTAaHH peaKLIMK

5 Kak na cbxpansaBare PyHaruiakc

6. ChabpKaHHE Ha ONAKOBKAaTa U JOITbJIHMTE/IHA HHOpMAaLHs

1. Kakso npeacrasisiBa Pynaniake H 3a KaKBo ce H3110/13Ba

PyHaruiake ¢hbbpKa akTHBHOTO BELIECTBO PUBapOKCcabaH M Ce W3M0JI3Ba MPH Bb3PaCTHH 3a:

- NMpefoTBpaTsiBaHe 06pa3yBaHETO HAa ChCHPELIM B MO3bKa (MHCYJIT) U B IpYTH
KpbBOHOCHHM CBJIOBE Ha TAJIOTO, aKO MMATE BUJI ChpeYHa apUTMHS, HApEYEHA HEKJTAMHO
NpeaChbpAHO MBXKIACHE.

- JleueHHe Ha ChCHPELIM BbB BEHUTE Ha KpakaTa (Ab100Ka BEHO3Ha TpoM0OO03a) H B
KPBHBOHOCHHMTE Ch0Be Ha GeruTe apobose (GenoapodeH eMO0IHM3bM) H 32
peoTBpaTABaHe Ha MOBTOPHOTO MM 0Opa3yBaHe B KPbBOHOCHHUTE CHJIOBE Ha KpaKara
W/wnu 6enure ApoOoBe.

PyHaruiake ce M3roJi3Ba MpH Aela v 1oHomH noa 18 roaunu u ¢ tenecto terno 30 kg uiu noseue
3a:

- JleyeHHe Ha KPbBHHM ChCHUPELIM M Mpeana3BaHe OT MOBTOPHO 00pa3yBaHe Ha KPbBHH ChCHPELIM
BbB BEHHTE WIH KPbBOHOCHHUTE ChIOBE Ha Oenute ApoOOBeE ciie/l Ha4yaaHO JieYeHHEe OT HaH- MaJIKo
S JIHH C JIEKapCcTBa, KOUTO C€ MHXKEKTHPAT, MU3M0JI3BaHHU 32 JIeUeHHWE Ha KPbBHH ChCHPELIH.

PyHannakc e OT rpyrnara jeKapcTBa, HapeueHH aHTUTPOMOOTHYHH CPE/ICTBA. Upes 1eHCTBUETO

cu To# 6110kMpa eMH (akTop Ha KpbBOChCUPBaHe ((pakTop Xa) U 1o TO3M Ha4YHH HamaJlsdBa
crocoOHOCTTa Ha KpbBTa J1a 00pa3yBa CbCHPELIU.

2. Kaxso TpsiOBa 1a 3HaeTe, mpean aa npueMere Pynamiakc

He npuemaiite Pynaniakc
- aKO CT€ aJIeprHYHU KbM pUBapOKcadaH MM KbM HAKOSA OT OCTAHAIMTE ChCT




TOBA NekapcTBo (M30pocHHM B TOuKa 6)

- aKO UMATE CWIHO KbPBCHE

- aKO MMAaTe 3a00NgBaHe WIH ChCTOSHHE HAa OpraH B OpraHH3Ma, KOeTO NMoBHIllaBa PHCKa
3a CepHO3HO KbpBeHe (Hamp. CTOMAllIHA 1382, HAPAHABAHE WM KPHBOU3/IHB B MO3bKA,
CKOPOILIHA OTIepaliisi Ha MO3bKa WM O4HTE)

- aKo MIPUEMATeE JIEKAPCTBA 3a NMPeJOTBPaTABaHe 00pa3yBaHEeTo Ha CHCHPELM (HArp.
paphapuH, faGuraTpaH, anukcabaH WM XenapHH), OCBEH KOTaTo NPOMEHsTe
aHTMKOAryJIAHTHOTO JIEYEHUE WIH JIOKATO MOMy4YaBaTe XCnapHH Nnpe3 BEHO3CH WIH
apTepHalIcH KaTeThp, 3a Ja ro NOAAbPKaTe OTBOPEH.

- aKo cTpajare oT YepHoApobHo 3abonspate, KOETO BOAU A0 NMOBHILEH PUCK OT KbPBEHE

- aKo cTe OpeMeHHa WM KbpMHTE

He npaemaiite Pysannakxe 1 arpopmupaiite Baniug Jiexap, ako HIKOE OT Te3H o0CTOATENICTBA
ce oTHacs 3a Bac.

Iipegynmpexends H NpeINa3HA MepKH
[oopete ¢ Bamus jekap Wik dapMalieBT, Ipeik 1a npHemeTe PyHamnaxe.

O6bpHeTe cOCHHAIHO BHAMAHBHE OPH YRoTpefaTa na PyRanaaxc
- aKO CTE€ M3JIOJKEHU Ha NOBHIIEH PHCK OT KbPBEHE, HAIPHMEDP B CACAHUTE CITyHaH.

. TexKKO 6BOpedHo 3a60/11BaHe NPH BH3PACTHH H YMEPEHO HIIH TEKKO OBOpEHHO
3a6GonsBaHe MpH JeLia U IOHOLIM, NOHeke 6b6peuHaTa Bu QyHKuMa MOXe 12
[IOBJIMAE HA KOJMMYECTBOTO OT JIEKapcTBOTO, KOETO AeHcTBa B opranusMa Bu;

. aKo MPHEMATe ApPYIH JIEKapCTBa 3a NpeAoTBpaTABaHe 00pasyBaHETO Ha
chCHpeLM (Hanp. BapgapuH, faburaTpaH, anvkcabaH HIH XenapuH), KOrato
[IPOMEHATE AHTHKOAryJJaHTHOTO JIeYeHHe WIH AOKATO [OTyYaBaTe XenapuH npes
BEHO3EH H/IH apTepHAICH KATETHD, 3a A I'o MOUTbPXKA OTBOPEH (BXK. TOUKA

“Ilpyru nekapcTsa u PyHamakc™),

. HapyllleHHs1, CBbP3aHH ¢ KbPBCHE;
. MHOT'O BUCOKO KPBBHO HAJNATaHE, HEOBNAJIAHO C MEIHKaMEHTO3HO JICYCHHE,
. 3a00/IABaHMA HA CTOMAXa WIH YEpPBaTa, KOWUTO MOXKE J1a IOBeJaT A0 KbpBEHE, Halp.

pL3NAJeHMe Ha CTOMAXa WIM YepBaTa WM BB3NANEeHHE Ha XpaHOMPOBOAA, ABJDKAIIO Ce
Ha HaTIp. racTpo-e3ogarenana peduykcHa Gonect (3abonsBakHe, NPH KOETO CTOMalIHATA
KHCeNHHA OTHBA Harope B XpaHOIIpOBO/a) WIH TyMOPH, pa3snoOXeHH B CTOMaxa WiH

yepsaTa, Wi N'eHUTATHHA TPAKT, WK YPHHAPHHUA TPaKT.
. npo6JieM ¢ KPbBOHOCHUTE CHAOBE Ha OYHHMTE AbHA (PETHHONATHA);

. 6enoapotHo 3abonseaHe, MPH KOETO OPOHXHUTE ce Pa3slNPABAT H H3ITBJIBAT C
rHO# (6POHXHEKTA3HH), HIH KbpBEHE OT Genus Jpod B MUHANOTO.

- aKo MMaTe ChpAcUHA KJIalHa [poTesa;

- aKO 3HaeTe, 4e MMaTe 3ab0naBaHe, HapeyeHo aHTHdoCcHOoTHITHAECH CHHAPOM (HapyllUeHHe
Ha MMYHHATa CHCTEMA, KOETO MPHYHHABA NOBULIEH PHCK OT 00pa3yBaHe Ha KPbBHH
ChCHpeELM), KakeTe Ha Bawma nekap, KOHTO 1€ B3EME PELICHHE 32 HeoOX0aUMOCTTA OT
NpoMsiHA Ha JICYEHHETO.

- ako BaluMAT AeKap yCTaHOBH, € KpbBHOTO Bu Hansrane e HectabuaHo, WK ce
[UIaHUpa APYTO JIeUeHUE WM XHPYPruyHa npolieypa 3a OTCTpaHABaHE Ha CECHPCK OT
Genute Bu npobose.

AKO HAKOE OT TE3H ChCTOSHHA ce 0THacd 3a Bac, rosopere ¢ Bamns Jjiexap, npeay aa
npHeMeTe PyHaruiakc. Bawimsar nekap e npeUeHH Jand Tpa6sa ia mpHeMare TOBa JIEKapCTBO U
nanu TpabBa Aa paere nNoj No-BHUMATEIHO HAaOJIONeHHE.

Axo Ba npeacron onepanns:
MHoro ¢ BaXKHO Aa npruemMare PyHarakce npeiu H CJIe ofepalHiTa TOUHO
onpeaeneHo ot Bawiug nekap.

: AKO OMepaliATa BKJIIOYBA NOCTABAHE HA KATETBP /K HIDKEKLMA B FPBLOH

(Hamp. 33 eNuAypasHa WM CIHHATHA YTIOHKa, WM 3a HaMasaBaHe Ha Oor
» MHoOro e BaXxHO Ja rpueMate PyHaruiake Mpeay M Clell HIKCKLMAT



OTCTPAHABAHETO HA KATeThbPa, TOYHO Korato Bu e kasan Bammsar nexap
+ Kaxerte Ha Bamms nekap BeaHara, ako yCeTHTe U3TPBIBaHe KM C1aboCT B KpaKara,
WK npo6neMu ¢ YepBaTa WK MMKOYHMS MEXyD, Clle/l Kpas Ha YroiKarta, ThH KaTo ca

HeoOXOAUMH CIIEIIHH MEPKH.

Jlena A HOHOIIHA
PyHaruiakc He ce nNpenopLyBa NpPH Aena ¢ TenecHo Terso mox 30 kg. Hama goctaTbyHO

uHpopMalus 3a yrotpebaTa My NpH ACLA H IOHOILH NPpH NOKA3aHHATA 38 BE3PACTHH..

JIpyra aexapcrsa B Pynamiakc
Undopmupaitre Batus nekap win ¢papManesT, ako IIPHEMAaTe, HACKOPO CT¢ NPHEMAJTH WilH €

BBH3MOYKHO 8 MPHEeMaTe JPYTH JEeKapCTBa, BKIIOYHTEIHO TAKHBA, OTIHYCKaHU Oe3 peLenTa.

AKO OpHEMATE!:
. HSIKOM JIeKapcTBa cpelly rbOM4HH HHbEKLMH (Hanp. QIyKoHa30d,
MTPaKOHA30J/I, BOPUKOHA30!, IOCAKOHa30J1), OCBEH aKo Ca CaMo 33 MPHIMKEHHE
BBhpPXY KOXKaTa

. TaGJIeTKM KETOKOHA3071 (M3MO3BAT ¢e MpU CHHAPOM Ha KylIMHI — KOraTo
OPraHHU3MET MPOU3BEXKIA UATHILICH KOPTH301)

. HAKOH JIEKApCTBa 3a OaKkTepyanHi HHGOEKIHH (T.€ KITapHTPOMHLIMH,
EPUTPOMHLIUH)

. HAKOH MPOTHROBMpPYCHH nekapctea cpeuty HIV / AIDS (wanp. puToHaBHp)
. APYTH JIEKAPCTBA 38 HAMAIABAHE Ha KPHBOCHCHPBAHETO (HAIP. €HOKCANAapHH,
KJIOMMIOTPE WIH aHTarOHUCTH Ha BUTaMuUH K, KaTo Bapdapun 1

alleHOKYMapo)

. NPOTHBOBL3MATHTENHH U GOIKOYCNOKOABALIM JICKApCTBa (Halp. HAMPOKCEH HITH
alleTUICATMLIIIOBA KUCETHHA)

. APOHEOAPOH, JICKAPCTBO 3a JICYEHHE Ha HApYLUIEH ChpPAEHEH PHTEM.

¢ HAKOM JIEKapCTBA 33 JieYeHHe Ha ienipecus (CeNeKTHBHH HHXHOMTOPH Ha 06paTHOTO

saxpamiase Ha ceporonuHa (SSRI) u uHxuburopH Ha 0OpaTHOTO 3axBalllaHe Ha
cepoToHHHa U HopenuHedpHHa (SNRI)).

AKO HEKOE OT Te3H 00CTOATE/ICTBA 3a OTHACHT 3a Bac, nadopmapaiiTe Bamns
neKap, npeau na npueMete PyHannaxce, Thil kaTo edekThT Ha PyHaruiake moxe na Opae
sacuiieH. BaluaT nexap we npeLeHy Jaau Tpa0Ba ia MpHeMaTe TOBa JIEKapCTBO M
nanu Tpa6pa aa 6vaeTe Noa No-BHHMATENTHO HabnMoAeHHE.

Ako BawmaT nekap cMiaTa, 4e rnpyd Bac #Ma noBHILIEH PHCK 3a Pa3BUTHE HA CTOMALIHH
WM YPEeBHH A3BH, MOXKE J1a Ha3HA4YH MPOQHIAKTHYHO JIeHEHHE Cpellly A3Ba.

AKo npaeMaTe:

. HSKOM JIEKapCTBA 3a JICUeHHe Ha ermnencus (peHHTOMH, kapbamasenHH,
deHobapbuTan)

. BT KaHTapHoH (Hypericum perforatum), paCTUTENIEH NPOTYKT 33 JICYEHHE HA
Denpecus

. pudaMITHIMH, AHTHOHOTHK

AKO HEXO0€ OT Te3H 00CTORTE/ICTBA Ce 0THAcH 32 Bac, andopmupaiiTe Bamas iexap,
npeau Aa npuemere Pynannaxc, Toii kato edekTsT Ha PyHaruiake Mmoxe na Obae
HamasieH. Bamuar nekap we npeueHn ganu Tpsdsa na npHeMare TOBA JiCKApPCTBO
nanu TpsaGea ga ObAeTe 104 NO-BHUMATENHO HabnoaeHHE.

bpeMeHHOCT H KbpMEHE
He npuemaiire PyHarnakc, ako cre 6peMeHHa WK KbpMHTE. AKO HMa BEPOSTH
3abpeMeHeeTe, H3MOJI3BaiTe HAAEeKIHO KOHTPALIENTHBHO CPEICTBO, IOKATO NP
PyHarakc. Ako 3afpeMeHeeTe JOKaTo pHEMAaTE TOBa JIEKapCTBO, HHGHOPM
Bawius nekap, KOATO e pemy kak Tpadsa na Obaere NeKyBaHH.



IModupane B paboTa ¢ MAIIHHH

PyHaruiake MoXe Jia MPUYMHH 3aMaAsHOCT (YeCTa HeXelaHa peaklMs) WM MpUunagkiy (HeuecTa
He)KenaHa peakiua) (Bx. Touka 4, “Bbp3MoxHM HexeNaHu peakupn™). He modgupaiite, He
KapaiiTe KO/e/0 WIH HE H3MOI3BANTC HUKAKBH WHCTPYMEHTH WIH MAUIHHHM, KO Bb3HHKHAT

TaKkliBa CHMIITOMH.

PyHamjIaKke ChABPKA JIAKTO03A
Axo Bamusr nexap BH e ka3an, e uMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, MOCHBETBAHTE Ce C

neKapa CH, Npeay Aa IpueMeETe TOBA JICKAPCTBO.

Pyuannake chIbpKa HATPHH
PyHarutakc chabpa no-Manko or 1 mmol HaTpuii (23 mg) B €aHa pHIMHpaHa TabneTka, KoeTo

O3HAYABA, Y€ MO CHIUECTBO HE ChABLKA HATPHHA.

PyHamaake chbAbPKa 230 ONBeTATEIS chbAceT XbIT0 FCF anymMunnes Jak (E110)
Topa MOMOLIHO BEIIECTBO MOXKE Aa rpeaH3BHKa aJICPrUYHH pCaKIHH.

3. Kax 1a npaeMaTe Pyraniakc

Buuaru npuemaiite ToBa JIEKapcTBO TOYHO KakTo Bu € kasan BawmusaT nekap. Axo He CTe
CHI'YPHH B HEILO, Nonuralite Bamus ekap win GapManesT.

[TIpuemaitre PyHannakc 3aeJHO ¢ XpaHa.
3a MpeAnoOYHTAHE € Jia NOrbilaTe TabneTkara (TabneTkHuTe) C BOAA.

AKO ce 3aTpyJHABaTE ja NOrb/HeTe TabneTKaTa usna, nomyraire Bamms nekap 3a Apyru

Ha4yMHH 1a mpueMate PyHarnakce. TabneTkara MOXKe a2 C€ HaTPOIK M pa3MEeCH € BOAA WIH
SOBIKOBO MOPE HEMOCPEACTBEHO MpeK Aa A npHemere. Beanara caen tasu cmec TpAOBa fa
NpHUEMETE XpaHa.

AKO e HeoBXx0MuMO, BalumaT nexap mMoxe Aa Bu mpunoxu HatpolueHa tabnerka PyHannake cbuio #
npe3 CTOMAllIHA COH/a.

Kakpa go3a TpafBa 1a npuemare
. Be3pacTHH
- 3a npeAOTBpaTABaHe Ha ChCHPELM B MO3BbKA (UHCYJIT) H APYTHTE
KPBbBOHOCHH CB/IOBE B TANOTO
[MpenophuMTeNHATa 0032 € €XHa TabneTka oT 20 mg BEAHbK JHCBHO.
AKo cTpazare oT 6E6peuHn npobieMH, 103aTa MOXeE /ia Ce HaManH 1o exHa Tabnerka ot 15
mg BeIHbX JHEBHO.

AKO ce Hy>Ja€eTe OT Mpoleaypa 3a Jie4cHHe Ha O10KMpaHUTe KPBBOHOCHH ChJOBE Ha
ChPLETO (HapedeHa NepKyTaHHa KopoHapHa uHTepBeHuMa — ITKH ¢ mocTasaHe Ha CTEHT),
KMa OrpaHWYCHH JOKA3ATENICTBA 32 HAMAIABAHE Ha 103aTa 110 eaHa TabneTka PyHamakc 135
mg BeOHBK JHEBHO (WK a0 enHa TabneTka PyHamnakce 10 mg BeaHBk AHEBHO, B CITy4aH, 4e
pamuTe 6E6penH He GYHKLIMOHUPAT MPABWIHO) B JAOBIHEHHE KbM AaHTHTPOMOOLMTEH
JIEKAPCTBEH MPOAYKT KaTO KIOMHAOTPEIl.

3a fleueHHe HA CBCHPELIH BhE BEHHTE HA KPAKaTa M B KPbBOHOCHUTE CHAOBE Ha Oenute
apo6oBe, H 3a MpeAOTBpaTABAHE HA MOBTOPHO 00pasyBaHe Ha CCHPELM

[IpenopruMTenHarta Ao3a e eAHa TabneTka oT 15 mg Apa MbTH AHEBHO MPE3 ITbPBHTE 3
CeqMHLIM. 3a AeUYeHHeTOo Clie] TpeTaTa CeAMHULIA NPeNnophUNTeIHATA 103a € CAHA 4a%
oT 20 mg BeaHK AHeBHO. Cnieq noHe 6 MeceLia NPOTUBOCHCHPBALLIO Jie
fnexap MOe Jia Pelly Aa MPONXbIDKH TepamHATa WM ¢ eaHa Tabnerka 1(
AHeBHO WiH eaHa Tabnerka 20 mg BEAHBXK JHEBHO.
Axko uMaTte 666peynH npobiemu u npueMare eqHa Tabnerka or 20 mg HeR
BawusT nexkap MoXe Jia pelM Aa HaMaTy 103aTa 32 JICYEHHETO CIEA TPRIas

Y




enHa Tabnerka or 15 mg BenHbXK AHEBHO, aKO PUCKBT 34 BB3HHKBAHE Ha KbPBEHC € IO~
BHCOK OT PHMCKa 3a MOBTOPHO 00pa3yBaHe Ha ChCHPEK.

e Jlena B IOHOWIA
JlosaTa PyHarnakc 3aBHCH OT TEIECHOTO TEMJIO M 1€ ObJie H3UUCIEHa OT JIeKaps.
« [IpenopbuMTENHATA 1034 TIPH ACLA H IOHOLIH C TEJIECHO TEr/I0 MEKAY 30 kg u mo-majxko ot 50
kg ¢ eaHa Tabnetka Pynanaake 1S mg eanH BT AHEBHO.
» [IpernopbYHMTENHATA J03a NP ACLA H IOHOIIK C TEJIECHO TEr/I0 50 kg wnu nopedye e eaAHa
tabnerka Pysanaake 20 mg eAuH ILT AHEBHO.

[Tpuemaiite Bcaka ao3a PyHannake ¢ HanuTKa (Hamnp. BOJIa HITH COK) 110 BpeM¢ Ha XpaHCHE.
Ipuemaiite TabneTKHUTE BCEKH J€H NMPUOIHU3HTENHO N0 €HO U CHUIO BpEME. ITomucnere na
HACTPOMTE anapMa, KosTo Ja Bu HanomHs. 3a poauTenH Wik G0MHOMIEAAUH: MO HaOnonaBaire
IEeTeTO, 3a a OCHrypHTe MPHUEM Ha [i4/1aTa J03a.

Teii kKaTo Ao3aTa PyHamakc e 6a3Hpana Ha TeIeCHOTO TErjIo, BaKHO € Jla Cl1a3BaTe HaCpOCHHTE
MOCELLeHHs TIPH JIEKap, 3alll0TO MoXe Aa € HeoGX0AUMO 103aTa ia Ob/ie KOPHTHPaHa, TbH KaTO
TErJOTO CE NMPOMEHA.

Huxora He xoparHpaiiTe 103aTa PyHannakce cami. JIekapsaT ¢ KOPUTHpa 103414, ako €
HeoOX0aUMO.

He paznensitre Tabnerkara B ONUT a HabaBHTe 4acT OT 103aTa B tabnerkara. AKo € Heobxoauma
NO-HUCKA 1033, MOJIsi, U3MOM3BalTe ApyraTa Bb3MOXHA JiekapcTBeHa gopma prBapokcaban
rpaHyJIH 3a IepopaiHa CyCIICH3U.

I[Ipu nenla U ¥OHOLIH, KOMTO He MOTaT /ia MOrJTBbINAT TabJIETKUTE LIEJIH, MOJIS, H3TOJI3BAHTE
pHBapoxcabaH rpaHy/i 3a epopaliHa CyCreH3us.

AKO HAMA HATMYHA [IEPOPATHA CYCMEH3 s, MOKe Ja pasTpoluuTe TabfieTkaTa PyHaruake ¥ a 4
CMECHTE C BOAA WM AOBAKOBO MOpe HEMOCPEACTBEHO MpeaM fpHeMa. Ilpuemere MaIKo XpaHa
cllef pHeMa Ha Tasu cMec. AKO ce Hanara, Baiuar nekap Moxe 1a Bn nane pastpoilesara
tabneTka PyHamnake H Mpe3 CToMalilHa COHIa.

AKO H3II0€TE J03aTa HJIH NOBLPHETE

* o-Masko ot 30 MMHYTH CIIe/t KaTo cTe NMpHeaH PyHannakc, B3eMETE HOBa A03a.

e moBeue oT 30 MHUHYTH clieal KaTo cTe npuean PyHariake, He B3eManTe HOBa 1034. B To3u ciy4yand
B3eMeTe ClIe/IBallaTa Jo3a PyHammake B 0OMYaHHOTO BpeMe.

CBbpiKeTE Ce ¢ JIeKaps, aKO YeCTO H3IUTIOBATE J03aTa WM NOBphIIATe Clejl IpHeM Ha Pynannaxc.

Kora TpafBa 1a npaemMaTe PyHaniakc

[Ipuemaiite TabneTkara (TabaeTkuTe) BCEKM AeH, AoKaTo BamuaT nekap Bwu xaxxe aa cnipere.
Onwuraitte ce na mprueMare Tabnerkara (TabineTkure) Mo €HO U CHINO BPEME HA IEHA,

BCEKH J€H — TOBA LI¢ BU moMorHe aa He 3abpassare.

Bamuar nekap Liue NpeleHr KOJIKo BpeMe TpAOBa a MpOABDKHTE TIEHEHHETO.

3a [a ce NPeaoTBPaTH 00pa3yBaHETO Ha KPBBHH CHCHPELM B MO3bKa (HHCYJIT) H ApyrH
KpBBOHOCHHM CHI0BE BbB BailleTo TAJIO:

AKO e HeoOX0IMMO HOPMA/TH3HpaHe Ha chpjeuyHaTa B AEHHOCT Ype3 NPOLEAYpa, HApCHCHa
KapaHOBEeP3HO, npueMaiite PyHannakc 8B BpeMeTo, koeTo BH onpenenu BawmsT nexap.

AKo cTe npHen moBeue oT HeobxoaEMATA K038 PyHanIaKe
Heaa6aBHO ce cBBpKETE ¢ Balins iekap, ako cre MPHEITH NoBeUe TabeTKHy
HeobxoaumoTo. [IpueMET Ha noseue TabeTku PyHaruiake noBHMIllaBa pHCKa

Axo cTe NponycHAJIH Ja npHeMeTe PyHaniake
¢ BnipactHm, Jena B IOHOIIH:




- Axo npuemare eaHa Tabnerka ot 20 mg wid 15 mg BEAHBK THEBHO W CTE MPOITYCHAH
e/lHA 71032, IPUEMeETE 5 BeHara oM CH cnomuuTe. He npuemaiite MoBe4e OT eHa
TaGiieTKa B €0HH [icH, 3a a KOMIEHCHpaTe npoiycHarara ao3a. [1puemere crneapaiiara
Ta6eTKa Ha CAEABAlMA ACH H Ciel TOBa NPOAB/DKETE Jia IIPHEMATE MO e1Ha TabeTka
eJyH ITbT JHECBHO.

e BunipacrHm:

: AKO npuemMare efHa Tabnerka oT 15 mg ABa IITH IHEBHO M CTE NPOMYCHANH €IHA 1032,
npHeMeTe i BelHara oM cu cnoMumTe, He npuemaiTe noseye ot ABS tabnerku ot 15
mg B eAHH J€H. AKO CTe NPOITyCHA/H Jia B3eMeTe ¢IHa 1033, MOXe /la MPHEMETE JIBE
Taberky ot 15 mg eqHOBPEMEHHO, 3a 4a MOXe 00ILaTa f03a aa 6bze ase TabneTky (30 mg)
32 equn neH. Ha cieapaumya aen Tpabpa Aa MPOOBLIDKHTE [a B3EMare 10 €/1Ha Tabnerka or
15 mg aga mbTH AHEBHO.

AKo cTe IpHe/JIH HOBedYe 0T HeoOXxEARMAaTA X032 PyHarakc
Bennara ce ceupxkere ¢ Baiuus nexap, ako ¢Te IpHeH TBhpAC MHOTO TtabneTkH PyHaruiakc.
[IpreMBT Ha TEBPAE IOJIAMO KOJIMYECTBO PyHarnake noBHIIABA PHCKA OT KbPBEHE.

AKO cTe cHpe/IM npHeMa Ha Pynanuakc
He crimpaiite npuema Ha PyHaruiakc, 6e3 ga cte ce koHCynTHpanu ¢ Baius siexap, Thi KaTo
PyHariakc JieKyBa M IIpe/iNa3Ba OT HAKOM CEPHO3HH 3a00/IABAHUS.

AKO MMare HAKAKBH JOITBIHUTEHH BBIIPOCH, CBBp3aHH ¢ yrnoTpedaTa Ha TOBA JIEKAPCTBO,
nonuTaitre Baiuus nexap Wik gpapMaLICBT.

4, B1L3MOXHH HeXxeIaHH PEaKIHA

KakTo BCHUYKH JIEKapCTBA, TOBA IEKAPCTBO MOXKE Ja NPeJAH3BHKA HEXCAHH PEaKLIidH, BBIIPEKH 4¢ HE
BCEKH I'd MOJTy4aBa.

KakTo apyry noao6Hu JiekapeTea 3a HamansBaHe 00pa3syBaHETO Ha KPBBHH CBCHPELIH, TOBA
JIEKAPCTBO MOJKE J1a IPeIU3BMKA KPBBOM3IINB, KOHTO € TIOTCHIHATHO )KNBOTO3ACTPALLABAILL.
MHOT0 CHJIHOTO KbPBEHE MOKE CBILO J1a [TPSAH3BHKA PA3KO CNaaHe Ha KPbEHOTO HAJIATAHE
(110K). B HAKOH CTyyaH KpbBOHITHBET MOJXKE [1a HE € BHIIHM.

Hndopmuapaiite Bamnas Jexap HesabasHo, ako npy Bac uiu npu BaieTo gete ce NpoABU HAKOA
OT CJICTHUTE HEXKEJIAHH peaKLIMU:
 [Ipaznans Ha KLpPBEHE
KpBLBOH3JIWB B MO3BKA HIH B Hepena (CHMITTOMHTE MOraT 1a BKIIO4BaT rnasobonue,
eIHOCTpaHHa ¢iabocT, MOBPBILAHE, MbPYOBE, HAMAIICHO HUBO Ha CH3HAHMCTO M CKOBAHOCT
BEB Bpata. CeproseH crielieH MeIMLMHCKHU ciay4aii. IloTbpcere MEAMUMHCKA TIOMOIL
He3abaBHO!)
. = [POXB/DKHTEIHO WIH MHOTO CHIHO KBPBEHE
. - Heobwuaiina cnaboct, yMopa, 61eIHOCT, 3aMasgHOCT, rnasobonue, HEOOACHHUM OTOK, 3aIyX,
O0JIKA B TBPAMTE WIH CTEHOKApIHA

BawusT nexap Moxe 1a IpeueHH, ye e Heobxoaumo aa ObaeTe Mo No-BHUMATENIHO
HabnoaeHue WiH 1a NPOMEHH JICUCHHETO.

IIpa3HALH HA TeXKH KOKHH PeaknHH:

_  WHTEH3WBEH, JUCEMHHHPAH KOoXkeH oOpHB, 00pa3yBaHe Ha MEXYPH HIIH JICIHULF

JIAFaBHLIATE, KaTO ycTaTa M ounTe (CHHApoM Ha CTBBH JKOHCHH/TOKCHUB €
HEKPOJIH3).

_  JlexapcTBeHa peakliii, KOSTO NpeIH3BHKBA 00pHB, NIOBHIIABAHE HA TEM

BL3MAIEHHE HA BhTPELIHUTE OPraHH, KphBHH HapyILIEHHs H CHCTCMHH YRS,

(DRESS cunapom). YecToTaTa Ha Ta3H HEeXeENaHa peaKLHa € MHOTO PAIKS f{,
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TyLUIH).

IpH3HANHE HA TEOKKH AJEPradHH peaknHun:

- OTOK Ha TULETO, YCTHUTE, YCTATa, €3UKa WIH bPJIOTO; TPYIHOCTH NPH NPCTIbILAHE,
MEXYPH M 3aTPYAHEHO AMILIAHE; HEOYAKBAHO, PA3KO MOHIKABAHE Ha KPHBHOTO
Hanarade. YecToTaTa Ha Te3H TEXKKHM HEXENAHH peaKLMi € MHOTO pEIKH
(aHaWIAKTHYHM peaKUMH, BKI. AHAQUIaKTHICH LIOK; MOXE /i 3aCEerHe iH 1 Ha 10
000 qywu) ¥ HevecTH (AHMHOEIEM H ANepru4eH OTOK; MOXKE 1a 3aCCrHAT Ji0 1 Ha 100

TYLLIH).

O6o6meH CIHCHLK HA BL3MOKHATE HEXKEJAHHE PEAKIHE OPH Bh3PACTHH, IENA H IOHOUIH:

YecTn (Morar aa 3acerHar o 1 Ha 10 gymm):

- HaMaIcHHe Ha Opos Ha YEPBEHHUTE KPBBHH KIIETKH, B pe3yJITaT Ha KOETO KOXKaTa
MOeE Ia cTaHe Geaa ¥ Aa noBeae A0 ciabocT WK 3aIyX

- KBpBEHE B CTOMaxa HIIM YepBaTa, KbpBeHe OT MIMKOU0-TIOIOBUTE OpraHy
(BKJTIOUMTEJTHO KPBB B YpHHATa M 0GHWITHO MEHCTPYATHO KbPBEHE), KbPBEHE OT HOCA,
KbPBEHE OT BEHLIHTE

- KbPBEHE B OKOTO (BKIIOMHMTETHO KbPBEHE OT O:10TO Ha OUYMTE)

- KbPBEHE B THKAH WIH KyXHHA Ha TAIOTO (KpbBOHACATAHHS, CUHHHH)

- KbpBaBH XpayKH

- KbpPBEHE OT KOXATa WM MOJl KoXKaTa

- KbpBEHE cliell onepanms

- ChJI3EHE HAa KPbB WIH TEYHOCTH OT XUpYpruvecka paHa

- OTOLIM MO KpalHHUIIHTE

- OolKka B KpaHHHLIMTE

- HapylueHMe Ha 6b0peuHaTa GyHKuma (Moxe Aa ObAE yCTAaHOBEHO OT H3C/IeABaH!A,
HarfpaBeHd OT Baluus nexkap)

- BHCOKA TEMIMepaTypa

- GONKa B CTOMAaxa, HaApYILIEHO XPaHOCMIIAHE, MAJICHE WIH NOBPBILAHE, 3aNCK, IHapui

- HHCKO KPBBHO HaiAraHe (Ch¢ CHMITTOMH KaTo YCEIaHe 3a 3aMasHOCT WITH NPHMANABAHE TPH
M3MpaBsHe)

- HamaneHa ofiua ciia ¥ eHepru4HocCT (cnabocT, yMopa), riaBodonue, 3aMasHoCT

- obpus, crpbeK N0 KoXaTta

- H3CJIEIBAHKATA HA KPHBTA MOTAT Ja NMOKAXAT [OBHIIABAHE HA HAKOH YEPHOAPOOHH CH3HMMU

Heuectn (Morar aa 3acerHat 10 1 Ha 100 xymmn)

- KPBBOM3JIMB B MO3BKa HIIH depemna (BIDKTE no-rope, lIpusHany Ha KbpPBEHE)

- KPBBOM3JIMB B CTaBa, KOWTO Npeau3sHKea 00/ka M OTOK

- tpomGounToneHus (TIOHIKEH 6poit Ha TpomOoUUTHTE, KOTO €2 KIIETKHTE, CIIoMarallii
KPbBOCBCHPBAHETO),

- anepryyHy peakuyH, BITIOUHTENHO KOXHH aleprHiHK peaku1y

- HapylleHa yepsoapobHa yHKima (MOXe 12 ce yCTAHOBH, aKO JICKApAT Bu Ha3zHauH
H3CAeABAHUA)

- H3C/IE/IBAHMA HA KPBBTa MOXKE JIa MOKAXKAT [T0BHIICHHE Ha SunMpyOnHa, Ha HAKOH
NaHKPeaTHYHH KM YepHOAPOOHH €H3HMH, Wi Ha 6pos Ha TpoMOoLMTHTE

- npUMasaBaHe

- 06110 Hepa3NOI0KEHHE

- YCKOpEH ChpACUEH PHTEM

- CyXOTa B ycTara

- ypTHKapHs

Peaxna (mMoraT ja 3acerHat o 1 va 1000 xyiiu):
. KbPBEHE B MYCKYJ1
- xosiectasa (HaMaieH OTOK Ha JKTh4Y4HH COKOBE), XeNAaTUT, BIJI. XE€NaToL
yBpeXAaHe (Bb3naJieH YepeH pob, BKIL. 4epHOAPOOHO YBPEHKIAHE).
- MOXBATABAHE HA KOXKATa H ouMTe (MKBIITEHHULA)
- JIOKAJTH3HpaH OTOK




- chOHpaHe Ha KpbB (XeMaTOM) B CJIA0OMHHUTE C/ie]] YCJTOXKHEHHE OT ChpAeiHa
npoleaypa, PH KOATO € NMOCTABEH KATEThP B APTEPHs Ha Kpaka (niceBaOaHEBPHU3MA)

Muoro peaks (MoraT ga 3acerHar ao 1 Ha 10000 xywm)
- Harpyrnsase Ha eo3uHOGWIH, BUA O€/d rpaHyNOLUMTHI KPBBHH KIIETKH, KOCTO
fpeAM3BHKBA Bh3naieHne Ha 6eua apob (e03uHOGHIHA THEBMOHHA)

C HeH3BecTHA 9eCToTAa (OT HAIHYHHTE JaHHH He MOXKe 1a O'b/ie HaNpaBeHa OLCHKA):

- OBOpeuHa HEXOCTATBYHOCT CJIEJ] TEKKO KbPBECHE

- KbpBEHE B ObOpeka, MOHAKOra ¢ HaJM4He Ha KPbB B YPHHATA, KOHTO BOAAT A0
HEBB3MOXKHOCT Ha ObOpeka 1a GYHKUHOHHPa HOPMATHO (CBBP3aHA C aHTHKOAr'yIaHTH
HedponaTH)

- MOBHMILEHO HATIPEKEHHE B MYCKYJIUTE Ha KPaKaTa Wi pBLETE CIICA KbPBCHE, KOETO BOAH
110 60nKa, OTOK, NPOMEHEHA YUYBCTBHTEIHOCT, H3TPBIIBAHE WIH Napain3a (KOMITapTMEHT

CHHAPOM CJIel KbPBEHE)

HexxenaHn peaknHH NPH AeNa H IOHOUIH

O6110 B3€TO HEXENAHUTE PeaKLHH, HaBAKOJaBHY NPH AeUa U IOHONIH, JieKyBaHH ¢ PyHannakc, ca
nono6HH Mo BHA ¢ Te3H, HaGII01aBaHH TP BL3PACTHH, U ca OMIIH PEHMHO JIEKH 10 YMEPEHH NO
TEXKECT.

HesxenaHu peakuyM, KOUTO ca HabNMoAaBaHH Mo-4€CTO NPH ACLA M ICHOLIH:

Mmuoro uecTsn (Morar /a 3acernat noseye ot 1 Ha 10 gyiun)
- rnaBofonue

- MOBHILICHA TEMIIEpATYpa

- KbpPBEHE OT HOCa

- NOBPbILIAHE

Yecrn (Morar ja 3acerHat ao 1 Ha 10 pymu)

- YCKOp€eHa chpleuHa JeHHOCT

- M3CNIEBAHMATA HA KPHBTA MOTAT Ja MOKAXAT NoBHIIaBaHe HAa GHTHpyOHHA (KITEYECH NHUTMEHT)

- TpoMboLTONeHus (HHCBK 6poit TPOMOOLMTH, KOWTO MPEACTABIABAT KICTKH, KOWTO CTIOMarar 32
CHCHPBAHETO Ha KPbBTA)

- TEXKKO MEHCTPYAIIHO KBPBEHE

Heuectn (Morar 1a 3acerHat ao 1 va 100 xymn)
- H3C/IEIBAHMATA HAa KPHBTA MOTaT Ja MOKaXaT NOBHUIIABaHe HA €IHH NOABH Ha OHMupyOuHa
(aupexTeH OWTUPYOHH, XUTbUEH ITHTMEHT)

CrobmaBaHe HA HEXKEJIAHH PeaKInH

AKO NMOJTYYHTE HAKAKBH HEKelaHH JICKapCTBEHH peaklinH, yBeoMeTe Bauiis nekap,
(apmaueBT WK MeHLIMHCKa cecTpa. Tosa BKIIO4YBa BCHYKH Bb3MOXHH HEONKCAHH B TasH
JIMCTOBKA HeXeNlaHH peakiny, MoxeTe ChIRO Ja ChbOOIIHTE HeXKEMaH peakMH AHPEKTHO Ype3
HAlMOHAJIHATA CHCTEMa 3a choOmaBaHe KbM M3nmbiHMTEIHATA areHIMA no JICKapCTBaTa, yJi.
Jamsu I'pyes” Ne 8, 1303 Codua, Ten.: +35928903417, yebeaiit: www.bda.bg. Kato
c10oblIaBaTe HEXENaHU PeaKLIMHM, MOXKETE [a AaAeTe CBOA NMPHHOC 3a NOTyHaBaHE Ha MOBEYe
uHGOpMAaL{HA OTHOCHO O€30IMacHOCTTA Ha TOBA JIEKapCTBO.

5. Kax aa coxpapsBare Pynaniaakc

Ha ce ceXpaHaBa Ha MACTO, HEJOCTBITHO 32 J€La.

He n3non3saiiTe TOBa JIEKapCTBO Clle/] CPOKA Ha FOJHOCT, oTOenA3aH BbPXY Ka
6nucrepa U kouTelHepa cnen “T'onen no”.
CpoKbT Ha FOHOCT OTTOBAapA Ha NOCIEAHHS A€H OT NOCOUEHHA MECEIL.




Tosa nekapcTBO HE H3UCKBA CMELHAJIHH YCIIOBHS Ha ChbXpaHEHHE.

He u3xpppnsiiTe nekapcTBaTa B KaHAMH3AUMATA WIM B KOHTEHHEPA 32 JOMAILHH OTNAXBLIM.
[MonuraiiTe Bauksa ¢papMalleBT KaK A3 U3XBBPJIATE JEKAPCTBATA, KOUTO BEYC HE M3MON3BATE.
Te3u Mepky i€ CIOMOTHAT 34 OfIa3BaHe Ha OKOJIHATA Cpeaa.,

6. Chabpxanse HA ONAKOBKATA B JONBJIHHTE/IHA BHPOpMANHS

KakBo coabpxka PyHanaake

Pynaruiake 15 mg ¢punmupanu TabrneTky

- AKTHBHOTO BelllecTBO € puBapokcaban. Beska ¢puimupaHa Tabnetka chanpka 15 mg
puBapokcalaH.

- HApyrure CbCTaBKHU Ca:
CbpueBHHa Ha TabeTkara; IakT03a MOHOXH/IPAT, HATPHEB Jlay puiCyidar,
XHIIPOMEI03a, KPOCKapMEN03a HAaTPHH, MarHe3HEeB CTCapaT, MHKPOKPHCTANHA
e Ty103a, KOJIOUACH Oe3BOJIeH CWIHIIHEB NHOKCHA.
DWIMOBO NOKPUTHE Ha TabJIETKATA: XHUIIPOMENO3a, THTaHOB NHOKCHA (E 171),
Makporo, ceHeeT xkbaro FCF anymunues nak (E 110), xenesen okcua, yepseH (E

172).

PyHannakc 20 mg $puamupany Tabnerku

- AKTHBHOTO BelIeCTBO € puBapokcabaH. Beaka dunmupana rabnerka cpaspxka 20 mg

puBapokcabaH.

- Jlpyrure ChCTaBKH ca:
ChplenHHa Ha TablieTKaTa: NTaKT03a MOHOXM/PAT, HATPHEB NaypHIICYidaT,
XHAPOMENIO3a, KPOCKapMeno3a HaTpHii, MarHE3HEB CTEAPAT, MUKPOKPHCTATHA LIETyJI034,
xonouseH 6e3B0A€H CIIIMLIMEB AUOKCHA.
MUIMOBO MOKPHTHE Ha TabeTKaTa: XMMpoMeno3a, THTaHoB auokena (E 171),
Makporod, ¢eHeeT #bato FCF arymunues nak (E 110), xkenesen okeua, qepseH (B 172);
xeneseH okcua, Xt (E 172); xenesen okcua, yepeH (E 172).

Kak marnexaa PyHaniakce # KaKBO ChAbPKA ONIRAKOBKATA

PyHamwtakce 15 mg ¢puimMupann TabieTKH ca CBETIO XBJITH, KPBINH, ABOHHOM3ITEKHANH GHIMHPAHH
tabneTky, ¢ Haamuc “15” oT eqHaTa cTpaHa.

Pynarakc 20 mg ¢primupany TabneTku ca OpaKeBH, KPbIUIH, ABOHHOM3IMbKHAITH QHWIMHPaHH
tabnerky, ¢ Haamic “20” oT eaHaTa cTpaHa.

TabnetkuTte ce npegnarar B:
Baxcrepru onakoBkH {OPA/AmyMunmit/PVC/atymuuneso Gonno; npo3paiHo WiH

nerpo3spaudo PVC/PVDC/arymunueBo donmo) ot 10, 14, 20, 28, 30, 42, 50, 98, 100
duiMHpaHH TabneTki

Brucrepy ¢ eqMHKHuHK 1034 ¢ nepdopauns (OPA/AnyMuuunit/PVC/atyMunneso ¢omuo;
npo3payudo WiH HenpospauHo PVC/PVDC/amymunneno donuo) ot 5x1, 10x1, 14x1
dunMHupanH TabNCTKH.

Tabnerkute ce npemiarar B onakoska 3a Tabnerku ot (HDPE), ¢ kanauka, 3
OTBapAHE OT Aela U CbIbpxKaila cymmures, oT 100 ¢pruwiMHpaHu TaOlIETKH.

He BcHuKM BUAOBE ONMAKOBKH MOTAT ia OBaT MycHaTy B npozaxda.

IIpaTexaTe HA pa3pemeHBeTo 3a ynoTpeba




Sandoz d.d.
Verovskova 57, 1000 Ljubljana
CnopeHus

ITporn3BoauTE/H
Salutas Pharma GmbH
Otto-von-Guericke-Allee 1,

39179 Barleben,
["'epMaHns

Delorbis Pharmaceuticals Limited
17 Athinon Str, Ergates

Industrial Area,

Ergates, Lefkosia, 2643,

Kumsp

To3n JAexkapcTBeH NPOIYKT € 0xo0pen B crpanHTe-4ieAKkH Ha EUII che caennnTe
HAHMEHOBAHHA:

Hunepnanaus Runaplax 15 mg, 20 mg filmomhulde tabletten
ABcTpHA Runaplax 15 mg — Filmtabletten

Runaplax 20 mg - Filmtabletten
brirapus Pysamnakc 15 mg, 20 mg ¢punMupaHy TabJIeTKH
Yemika penybnuka Runaplax
EcToHus Runaplax
[MspLing Runaplax 15 mg

Runaplax 20 mg
XbpBaTuA Runaplax 15 mg, 20 mg filmom obloZene tablete
JIutBa Runaplax 15 mg, 20 mg plévele dengtos tabletes
JlaTeus Runaplax 15 mg, 20 mg apvalkotas tablets
[Tomnua Runaplax
PyMBHUS Runaplax 15 mg, 20 mg comprimate filmate
CnoBeHuUA Runaplax 15 mg, 20 mg filmsko obloZene tablete

JlaTa Ha NOCJIEAHO Npepasriie:xkIaHe Ha JIRCTOBKATA:
MM/TTIT




