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Pynanaakc 15 mg puamupanu rabinerkn

Pynanaakc 20 mg puamuapann rabneTkn { 2E 4 ;Z 1 6 -06- 2025

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

IIpoyereTe BHHMATEIHO NAJIATA JHCTOBKA, IPEeIH a 3aN0YHETE 1A NpHeMaTe TOBa

JIEKapCTBO, Thil KATO TH ChAbPKa BakHa 3a Bac undopmanus.

- 3anasere Ta3M JUCTOBKA. MOXke a ce HaJl0XKM J1a A NMPOYETETE OTHORO.

- AKO UMare JOIBJIHMTEIHH BBIPOCH, nonuraiTe Bawmus nexkap wiu papmMaliesr.

- Tosa nekapcTBO € npeanycaHo JM4HO Ha Bac. He ro npeorcTenBaiite Ha Apyru xopa.
To moxe na UM HaBpeaU, HE3aBUCUMO Y€ MPU3HALIUTE HAa TAXHOTO 3a00ngaBaHe ca
chluTe Karo Bamwure.

- AKO NONy4YUTE HAKAKBU HEXEJIAHH JIEKAPCTBEHU peakliMu, yBeaoMere Bauus nekap
WK apMmaLieBT. ToBa BKJIFOYBA M BCHUKH BB3MOXKHH HEXEJIaHH PEaKLIMH, HEOTTMCaHH
B Ta3H JIKCTOBKA. Buxre Touka 4.

KakBo chabpka Ta3H JIHCTOBKA
Kakso npeacraensasa PyHaruiake U 3a KakBO ce M3M0J13Ba

Kakso TpsiOBa na 3Haere, npeau aa npueMere PyHannakc
Kak na npuemare PyHaruiakc
BB3MOXHH HEXeTaHH peaKklvM

Kak na cpxpaHsaBare PyHaruiakc
CobabpkaHue Ha ONaKkoOBKaTa U AOIMbJIHUTETHA HHPOpMaLIUA

ol L bl

1. KakBo npeacrasisBa Pynanjake 4 3a KaKBO ce H310/13Ba

PyHaruiakc cbbpia aKTUBHOTO BELIECTBO pUBapOKcabaH M ce U3I0A3Ba NPHU Bb3PaCTHH 3a:

- npeaoTBpaTaBaHe 0Opa3yBaHETO Ha CbCUPELM B MO3bKa (MHCYJIT) U B APYTH
KPBBOHOCHHM CB0OBE Ha TAJIOTO, aKO UMATE BUJI Chp/Ie4YHA apUTMHUA, HapeyeHa HEeKJIaIHO
NPeACHPAHO MBXEHE.

- JIeYEHHE Ha ChbCHUPELIH BbB BEHUTE Ha Kpakara (abinboka BeHOo3Ha Tpomb03a) U B
KPBbBOHOCHHUTE ChJIOBE Ha Oenure apobose (benoapoben emb0HM3BM) H 32
NpeAOTBpaTABaHE Ha MOBTOPHOTO UM 0Opa3yBaHe B KPbBOHOCHHTE ChJ0BE Ha Kpakara
W/unu 6enure aApobose.

PyHannakc ce U3mos3Ba npu Aeua v roHowu noja 18 rogunau u ¢ TenecHo Terno 30 kg wim noseue
3a:

- JIeYeHHe Ha KPBbBHHM ChCUPELIM H Mpena3BaHe OT NOBTOPHO 00pa3yBaHe Ha KPbBHU ChCUPELIHU
BBbB BEHUTE WIH KPBBOHOCHHUTE Ch/I0BE Ha Oenure apoboBe ciea Ha4aaHO JIe4eHUE OT Hal- MaJIKko
5 IHM C JIEKapCTBa, KOUTO C€ MHXKEKTUPAT, U3IO03BAHM 32 JICYEHHE Ha KPbBHU ChCHPELIH.

PyHaruiakc € ot rpynara JiekapcTBa, Hape4eHH aHTHTPOMOOTHYHHM cpeacTBa. Upes meicTBHETO

CH TOM O/10KMpa eaMH (akTop Ha KpbBOChCcHpBaHe ((akTop Xa) U 1o TO3M HAYKMH HaMaJIABa
crocoOHOCTTa Ha KpbBTa J1a 00pa3yBa CbCHpPELH.

2. Kakso TpaOBa na 3Haere, npean na npuemere Pynaniakc

He npuemaiiTe Pynaniakc
- aKO CTe aJIepru4HM KbM PUBApOKCa0aH WIIM KbM HAKOS OT OCTAHAJIMTE CHCTAB)




TOBA IEKAPCTBO (M30pOoeHH B TOUKa 6)

- aKo MMAaTE CHIHO KbpBEHE

- aKo HMaTe 3a6onsBane WM CCTOSHHE Ha OPraH B OPraHW3Ma, KOSTO NIOBHINABA PHCKa
33 CEPHO3HO KbpPBEHE (HAIIp. CTOMALIHA A3Bd, HApaHABAHE WIM KPhbBOH3IHE B MO3HKA,
CKOpOILH& OTEpallHs Ha MO3IbKA WIH OUHTe)

- aKo MPHEMATE JICKApCTBa 3a MPEAOTBPATABAHE OOpa3yBaHETO Ha ChCHpeLM (Hanp.
BapgapHH, AaburaTpaH, anukcabaH WM XenapHH), OCBEH KOTaTo [IPOMEHSTE
aHTHKOATYJIAHTHOTO JIEYEHHE HITH JOKATO NOJTyuaBaTe XeNapHH Mpe3 BeHO3eH WK
apTepHAIEH KATETHP, 3a Aa o MoAAbpiKaTe OTBOPEH.

- aKo ¢Tpajare ot yepHoApoOHO 3abongBaHe, KOETO BOAH A0 NOBHLIEH PHCK OT KbPBEHE
- aKo cTe OpeMEHHA WNH KbPMHTE

He npuaemaiire Pynannakc B aapopMHApaiiTe Bamus nexap, ako HAKOE OT T€3H 00CTOATENCTBA
ce oTHac# 3a Bac.

Ilpeaynpexgenns B npeana3Al MePKH
I'oBopere ¢ Bawms nexap unm papMalieBT, peaH aa npHeMete PyHaruiakc.

Ob6npuaere cuenEanno BHEMAHRE NpH ynoTpebara na Pynannakc
- aKo CTe H3NI0XKEHH Ha NOBHIIECH PHCK OT KbPBEHE, HATIPHMEP B CIIEAHHTE CITy4aH:

. TexkKo 6u6peuro 3abonspaHe NPH BBH3PACTHH M YMEPEHO HITH TeXKO 6BOpewno
3a60/IABaHe MPH Aela U IDHOIIN, NTOHeXe ObOpeyuHaTa Bu GyHKima Moxe aa
MOBJIHAE HA KOJHYECTBOTO OT JIEKAPCTBOTO, KOETO AekcTBa B OpraHH3Ma Bu;

. aKo NMpHeMaTe APYTH JICKapCTBa 3a IIPEAOTBPATARaHE 00pa3yBaAHETO Ha
ChCHpelM (Hanp. papdapuH, AaburaTpaH, anWkcabaH HId XeIapHH), KOraTo
NPOMEHATE aHTHKOAryJIAHTHOTO JISUEHHE WK JOKATO NOITy4aBaTe XEMapUH Mpe3
BCHO3€H HITH apTepHaJIeH KATETHP, 34 Aa ro NOAXbPKA OTBOPEH (BXK. TOUKA
“Ipyru nexapcTea v PyHamnnakc”);

. HapylUIeHHA, CBbP3aHH C KbPBEHE;

. MHOIO BHCOKO KPBBHO HaJIraHe, HEOBNAASHO C MEIHKAMEHTO3HO JIeUEHHE;

. 3afonsBaHMsA Ha CTOMaxXa WM YepBaTa, KOMTO MOXE Ja I0BEAAT A0 KbPBEHe, Harp.
BB3IAJICHHE HAa CTOMAaXa WIH 4ECpBaTa WIH Bh3NATIECHHE Ha XPaHOMPOBO1a, AB/DKAIIO Ce
Ha Hamp. racTpo-e3ogarenana pedurykcHa 6onecr (3abongsane, MPH KOETO CTOMAIIHATA
KHMCEJIMHA OTHBA HATOPE B XPAHOIIPOBOAA) WIH TYMOPH, Pa3NoNoXeHH B CTOMaxa HIH
yepBaTa, WIH MreKUTANIHUA TPAKT, HIIH YPUHAPHHA TPAKT.

. npo6neM ¢ KPbBOHOCHHTE CHAOBE HA OUHHTE AhHA (PETHHOMNATHSA );

. 6enoapobHo 3abonaBane, NMpH KoeTO OPOHXHTE C& PasIIMPABAT H H3ITHJIBAT C
rHoi (bpoHxHMeKTa3sHH), WIH KbpBeHe OT Oema qpod B MHHANIOTO.

- aKo MMATE ChpAcyHa KiIalHa NpoTe3a,;

- aKo 3Haere, ye uMate 3abonapaHe, HapedeHO aHTHGOCHONIHITHAECH CHHAPOM (HapyLIeHHe
Ha KMyHHATa CHCTeMa, KOETO NMPHYMHABA NIOBUIICH PHCK OT 00pa3yBaHe HA KPbBHH
CBCHpELIH), kakeTe Ha Bamung nexap, xoiTO me B3eMe pemeHHe 38 HEOOXOAUMOCTTA OT
NMPOMSHA Ha JIeUEHHUETO.

- axo Bammdar nekap ycTaHOBH, Ye KpbBHOTO BH HanAraHe e HecTabHIHO, HIH cé

IUIAHHPA APYTO JIEYEHHE WM XHUPYPrHdHa NpoLeAypa 3a OTCTPAHABAHE HA CHCHPEK OT
6enure Bu apofoge.

AK0 HEKO€ 0T T€3H CHCTOSHHA Ce oTHAcSH 3a Bac, ropopere ¢ Bamns nexap, npeau Aa
npueMere Pynannakc. Bamuar nekap wie npeneHs aam TpaOea Aa MPHEMATe TOBA JIEKAPCTRO M
nanu Tpabea aa 6bacre non NO-BHUMATENTHO HaOMOACHHE.

Axo B npeacron onepanus:

. MHnoro e BaxHO Aa npueMare PyHarnake npeaH H ciiell onepaljiaTa TOUHO BbB
onpenesicHO OT Bamus nexap.

. AKO OnepauMaTa BIUIIOYBA [IOCTABAHE HAa KATETHP HIH HIDKEKLHA B rpbOHa

(Hanp. 3a enMAypasiHa WM CIIMHANHA YIIOHKA, WIH 33 HaMaliBaHe Ha 6omnka):
*  MHoro e BaxHO 1a npUeMaTe PyHannakce npeaH 1 cliell HIDKEKLUHATa WIH



OTCTpaHABAHETO HA KATETHPA, TOYHO Korato Bu e kaszan Bammusar nexap

* Kaxere Ha Bainua nekap BeaHara, ako yceTHTe H3TPBIIBAHE HiIH CaBocT B Kpakara,
WIH MpobJIeMH ¢ YepBaTa HIIH MUKOYHUA MeXyp, cJie] Kpad Ha YTNIOHKaTa, Thi KaTo ca
HeOOXOMUMH CNEHK MEPKH.

Hdena u oA0mA
PyHamnnakc He ce mpenopbusa npe Jena ¢ TejecHo Teryo nmox 30 kg. Hama gocrarsaso
HHpopMaLws 3a yroTpebara My NpH Ziclia M IOHOIIM MPH NMOKA3AHHATA 38 BB3PACTHH..

JApyra nexaperea u Pynannakc
Hugopmupaiire Bawmms nexap wiu GapMalieBT, ako IPHEMATE, HACKOPO CTE IPHEMANH HIIH €

BB3MOXKHO ia TPHEMATE IPYTH JIEKAPCTBA, BKTIOYHTETHO TAKMBA, OTITycKaHH 6e3 perierrra.

AKO0 mIpHeMATE:

. HAKOH JIEKapCTBa cpelry ruouuny uHbpexipm (Hanp. GrykoHason,

MTPAKOHA30J1, BOPHKOHA30J1, TMOCAKOHA30JT), OCBEH aKO Ca CamMo 3a MPHIOKEHME
BBPXY KOXATA

. TalNIeTKH KETOKOHA30J (M3MOJI3BAT C€ NPH CHHAPOoM Ha Kymunr — xoraro
OPTaHM3MET NPOH3IBEX/IA HITHINEH KOPTH30M)

. HAKOHM JIEKAPCTBA 38 OaKxrepHanHy HHQEKLMH (T-€ KIAPHTPOMMLIMH,
EPHTPOMMLUMH)

. HAKOH MMPOTHBOBMPYCHH JieKapcTea cpety HIV / AIDS (nanp. puroHasup)

. APYTH JICKapCTBA 3a HAMAJIBAHE HA KPBBOCHCHPBAHETO (HAIMP. EHOKCANAPHH,
KJIOTIMIOIpen WIH aHTArOHWCTH Ha BUTaMHH K, xato BapdapuH u
aI1leHOKYMAapoJ1)

. [POTHBOBL3NATHTENHH H 60/IKOYCIIOKOABALIM IEKAPCTBA (HANp. HATIPOKCEH WIH
ALIETHWICAIMITHIOBA KHCE/THHA)

. APOHENAPOH, JIEKAPCTBO 32 JICUCHHE HA HapYIlIeH ChP/ICYESH PHTHM.

. HAKOM JICKAPCTBA 32 JIEHEHHE Ha Aienpecus {Ce/IeKTHBHA MHXHOUTOPH Ha ofpaTHOTO
3axBaugaHe Ha ceporoHuHa (SSRI) H uHxuOuTOpH Ha O6pPaTHOTO 3aXBalliaHe Ha
CEepPOTOHMHA H HopernuHedprHa (SNRI)).

AKo BIKOe OT Te3H 06cToaTe/ICTBA 32 OTHACHT 38 Bac, undopmapaiive Bamus
JIeKap, Npeau aa npueMeTe PyHannakc, Toif kato edexTsT Ha Pynarnnake moxe na 6ne
3aCHICH. Bamuar nexap e npeueHH gann TpAGBa aa MpHeMarte TOBa JIEKAPCTBO U
AaH TpabBa na 6baere mox Mo-BHHMATENHO HAOMIOOEHHE.

Axo Bawmar jiekap cMsTa, ue npH Bac MMa MOBMINEH pHCK 3@ pa3BHTHE Ha CTOMAIIHH
HTH YPEBHH A3BH, MOXE 1a HA3HAYH NMPOPHIAKTUHHO JICUSHHE Cpelly S3Ba.

AK0 npHEeMaTe:;
. HAKOH JICKAPCTBA 32 JIeYeHHe Ha erunencHs ((GeruTouH, kapGamasenH,
¢$peHoOGapOuTan)
. KBIIT KAHTApHOH (Hypericum perforatum), pacTireneH NpoayKr 3a JeyeHue Ha
Aenpecus
. pH$aMITHIAH, aHTHOHOTHK

Axo HaKOe 0T Te3n obcTouTeNICTBA ce 0THACH 3a Bac, mHopMupaiiTe Bamng nexap,
npeau Aa npuemere PyHarnakc, Thit kato epekThT Ha PyHarutakc Moxe aa 6nae
HaMalieH. BamuaT fiekap we npeleHn AanH Tpa6Ba 1a mpHeMaTe TOBa JIKapCTBO H
AanH Tpabsa na 6baeTe MoA NO-BHHMATENHO HAGIIONCHHE.

BpeMeHHOCT H KhpMeHe
3abpeMeHeeTe, H3MO/3BAHTE HANEAUIHO KOHTPALIENITHBHO CPEJICTBO, IOKATO PHEM

Pynannakc. Axo 3abpeMeHeere A0KaTO NMpHEMATE TOBA JIEKAPCTBO, HHOPMUpAIiTE
Bawmsa nexap, koiiTo me pems kax TpaOBa Aa 6baere NeKyBaHH,




Ilogupane B paboTa ¢ MAIMIAHAA

Pynamiake MOse /1a MPUYHHM 3aMasHOCT (MeCTa HeXENaHa peakiks) Wiv NPUNaTbIM (HevecTa
HeXXeJIAHA peakima) (BX. Touka 4, “Bramoxun vexenaHu peakiwn”’). He modupaiire, ne
Kapaifte KOJeJIO WIH He H3MMO/I3BaiHTe HUKAKBH MHHCTPYMEHTH WIH MAIIHHH, aKO BE3HHKHAT
TAKHBA CUMITTOMH.

PyHANJaKe ChIbPKA JAKTO3A
Axo Baimmar nexap Bu e kazas, ue uMaTe HEMOHOCHMOCT KbM HAKOH 38XapH, TOCHBETBAKTE Ce C

JeKaps CH, TIpe/H Ja MpUEMETE TOBA JIEKAPCTEO.

PyRanaake ChALPKA HATPHH
PyHaruiake chabpka no-Manko or 1 mmol Harpuii (23 mg) B enHa GriMHpaHa TabNeTKa, KOeTo
03HAYAaBA, Y€ IO CHINECTBO HE ChbPKa HATPHIA.

PyHamiakc chabpxa a30 onperaTens chacet #xbarTo FCF anymunnes nax (E110)
ToBa MOMOIHO BELIECTBO MOXE Ja NPEeAH3BHKA AICPrUYHH PEAKIMH,

3. Kak na npremate Pynamnaxke

Bumaru npHemMaiite ToBa JIEKAPCTBO TOMHO KakTo BH e kasan Batmar nexap. AKo He CTe
CHTYPHM B HeIo, nonuraiire Bamms nekap WiH ¢papMaLeBT.

IIpuemaiite Pynarnnaxc 3aeaHo ¢ XpaHa.
3a nmpeanodMTaHe € Ja nornreinare TabaeTkara (TabneTkuTe) ¢ BoAa.

AKO ce 3aTpyHABaTE Aa NOrejiHeTe TabneTkara 1a, nonuraitre Bammsa nekap 3a xpyry

Ha4YMHH A3 NpHeMaTe PyHannakc. Tabnerkara Moxe fia ce HATPOIIH M pa3MECH C BOJIA WIIH
A0BJIKOBO MOpE HEMOCPEACTBEHO NpeaH aa A npuemere. Beanara cnen Tasu cMec Tpabsa na
IpHEMETE XpaHa.

AKko e HeoOxonuMo, Bamusr iekap Moxe na By nprioxu HatpoweHa Tabnetka PyHarake coio H
Mpe3 CTOMAIITHA COHAA.

Kaxsa n03a TpubBa aa npaemarte
. Bu3pacTan
- 3a NpeJOTBPATABAHE HA CHCHPELIM B MO3BKA (MHCYIIT) H APYTHTE
KPBBOHOCHH CHZOBE B TAJIOTO
IMpernopbunTenHaTa 103a e exHa Tabnerka or 20 mg BeAHEX NHEBHO.
Axo cTpanare ot Os0peuru npobnemu, fo3zaTa MoXke Ja ce HAM&IH A0 eaHa TadneTka ot 15
mg BEAHBHK AHEBHO.

AKO ce Hy»KJaeTe OT NPOoLEAypa 3a JieUueHHe Ha OITIOKMpaHUTE KPBBOHOCHH CHAOBE HA
chpLeTO (HapeueHa nepKyTaHHa kopoHapHa uHTepBeHLUms — [IKH ¢ nocTassHe Ha CTeHT),
HMAa OrpaHHYeHH JOKA3aTE/ICTRA 33 HAMANABAHEe Ha J03aTa Jio ¢Ha Tabnerka Pynamake 15
mg BeAHEXK AHEBHO (WIH A0 eqHa Tabnerka PyHannake 10 mg BeqHex aHEBHO, B CIyval, de
BalnuTe OBOpery He QYHKLIMOHHPAT NPaBUIHO) B AOTBIIHEHHE KbM aHTHTPOMOOLIMTEH
JEKAPCTBEH MPOAYKT KaTO KIOMHAOTper.

- 3a neyeHMe Ha CHCHPELM BbB BEHHUTE Ha KpaKaTa H B KPBBOHOCHHTE Ch0BE Ha OenuTe
npoboBe, # 3a MpeAOTBpaTABaHE HAa MOBTOPHO 00pa3yBaHe Ha ChCHPELH
IIpenoprunTenHaTa 1032 € ¢aHa TabneTka ot 15 mg aBa IMETH JHEBHO Npe3 P
ceaIMMIM. 3a NedMeHHeTOo cliel TPeTaTa ceAMHIa MpEenopHUYHTEIHATA A03a € gAH¢

ot 20 mg BeAH®XK AHeBHO. Cre moHe 6 MeceLia NPOTHBOCHCHPBALIO JICHCHNE

JIeKAp MOXKE J1a pelld Aa MPOIb/DKN TEpanusaTa WiM ¢ eqHa Tabnerka 10

OHEBHO WTH ¢Ha Tabnerka 20 mg BeAHEX JHEBHO.

Ako nmate OpOpeunu nmpodemMn U mpuemMare eaHa Tabnerka ot 20 mg BeayE

BaiuuaT nekap MoXKe 1a PelllH JIa HAMATH J103aTa 38 JIEYEHHETO CIIE] TPeTa




exHa Tabnerka ot 15 mg BeXHEXK JHEBHO, 8KO PUCKBT 33 Bh3HHKBAHC HA KbPBCHE € MO-
BHCOK OT PHCKA 34 IOBTOPHO 00pa3yBaHe Ha ChCHPEK.

¢ Jlena H I0OHOmH
Ilo3ata Pynaniakc 3aBHCH OT TEJIECHOTO TETJIO H e Obae H3UKCIeHa OT JIEKaps.
« [TpenophYHTENHATA JO34 [IPU ACLA H IOHOIIM C TE/IeCHO Tery1o Mexay 30 kg H mo-manxo or 50
kg e eqHa Tabnetka Pynanaaxe 15 mg eauH meT AHCBHO.
» [IpenopbunTeTHATA 032 NPH A€lla H IOHOIIH ¢ TejecHo Terno S0 kg win nosede € eaxHa
tabnerxa Pynannaxc 20 mg evH ITHT AHCBHO.

ITpuemaiite Beaka 503a PyHamniake ¢ HalmiTKa (HAIp. BOIA WIH COK) IO BPEME Ha XPaHEHe.
IpueMaitre TabeTKHTE BCEKH A€H MPHOTH3IUTENHO MO €HO H CHILO Bpeme. [Tomucnere na
HaCTPOMTE anapMa, KogTo Ja Bu Hanomus. 3a poauTenH win OoHorIeJa49u: Mo HabmonasaiTe
JIETETO, 34 1a OCHT'YPHTE IIPUEM Ha Lp1aTa 103a.

Tait xato no3ata PyHannakc e 6a3upaHa Ha Te/leCHOTO TEIJI0, BaXHO € 1A Ca3BaTe HaCPOUCHHTE
MOCELICHU IIPH JIEKAP, 3all0TO MOXe Aa € HeoOX0aHMO 103aTa Ja Oblie KOPUrHpaHa, ThH KaTo
TErJIOTO ¢& MPOMEHH.

Haxora He xoparapaiite xozara Pynamraxkc camn. Jlekapar e XOpHTrHpa 1034714, ako €
HeoOXooHMO.

He paznemsiite TabnerkaTa B onMT Aa HabGaBuTe vacT OT Ao3aTa B TabneTkara. AKO e HeobxouMa
TIO-HHCKA 034, MOJA, M3NO/3BaliTe IpyraTa Bh3MOXKHA JiekapcTBeHa jopMa puBapokcabaH
rpaHyJIH 3a epopajiHa CyCIeH3Hs.

IIpu nena ¥ KHOIIH, KOUTO He MOraT Ja NOrTBIIAT TabIeTKHTE LIeIH, MOJLA, H3I10/3BalTe
pHBapoKcabaH rpaHy.id 38 NEpOpaiHa CYCTCH3HA.

AKO HAMa HaJIHYHa NMePOpaHa CyCIeH3Hs, MOXe Zia pasTpolnHTe TabneTkara PyHanake H aa s
CMECHTE C BOJIa WIH S0BJIKOBO MOPE HEMOCPEACTBEHO Npeau mpuema. [IpHemMere Manko XpaHa
cjiel MpHeMa Ha Ta3H cMec. AKO ce Hanara, Bamusar nekap moxe na Bx nane pastpolleHara
tabnerka PyHamnnakc u nmpe3 cToMaliBa COHAA.

AKO H3IJI0ETE N03ATA H/IH NOBLPHETE

» 10-Majko oT 30 MHHYTH cllesl KaTo cTe npHend PyHaruiake, B3eMeTe HOBA 034.

» noseue ot 30 MHHYTH cJIe[ KATO CcTe npueny PyHaruiake, He B3eMaiiTe HOBa 03a. B To3m cmyyal
B3eMeTe cieasalnara 1o3a Pynamwnakc B o6u4alfHOTO Bpeme.

CBBpXKETE ce ¢ IEKapA, aKo YeCTO M3IUTIOBATE A03aTa HIH NOBPBUIATE CNef NMpHeM Ha PyHaruiakc.

Kora TpafBa aa npaemare Pynanjakc

Ipuemaiite TabneTkara (TabneTkuTe) BcekH AeH, AokaTo Bamuar nexap Bu kaxe ja cnpere.
Onwuraiite ce Aa npueMare Tabnerkara (TabJIeTKHTE) N0 €IHO M CHIO BpeMe Ha JeH4,

BCEKH JIeH — TOBa e B noMorHe aa He 3ab6paBATe.

BamusT nexap e npeLeHH KOJIKo BpeMe TpA6Ba /1a NPOIBL/DKMTE JIEY€HHETO.

3a aa ce MpeaoTBpaTH 00PA3yBAHETO HA KPLBHH CHCHPELIH B MO3BKA (MHCYNIT) H APYTH
KpBhbBOHOCHHM CHI0BE BbB BatlieTo TANO:

AKo € HeoOX0IHMO HOpMAIM3HpaHe Ha ChpAcHHaTa BH NeAHOCT Ypes npouexypa, HapeucHa
KapaMOBEp3HO, nMpueMaiite PyHannakc BbB BpeMeTo, koeTo Bu onpenemm Bamuar nexap.

AK0 cTe npHeIH HOBeve OT HeobxoaEmaTa 038 Pysanjiaxc
He3a6aBHO ce cappakeTe ¢ Baums nexap, ako cre npHea noseue TadjeTku PyHarnakce
neo6xoammoro. [IpueMBT Ha noBede TabneTkH PyHannake NoBHIIaBa pUcKa OT KbpB

AKO cTe DponmycHAIH Aa npuemere Pynannakc
e BnipacThE, Aena 2 IOHOIHA:



- Axo npHeMare eaHa Tabrerka or 20 mg wim 15 mg BeAHRK AHEBHO H CTE MPOITYCHAIM
€Ha 11034, IPHEMETE % BEAHara moM ch cnomiure. He nmpuemaiite nmoseue ot eaxa
TabJieTka B €AMH JCH, 3a Ja KOMIICHCHpaTe IponmycHaTara Jo3a. [Ipiemere cneapainara
Tabnerka Ha crieaBalus A€H U clie]l TOBa NPOIL/DKETE [a IIPHEeMaTe Mo eaHa Tabnerka
eJVH ITbT JHEBHO.

¢ Br3pacTan:

- Axo nmpHeMare eqHa Tabnerka ot 15 mg ABa METH AHEBHO M CT€ MPOIMYCHAJIH €AHA 11034,
TIpMEMeETE s BeaHara oM cu cnomuure. He npuemaiite noseue ot ase Tabnerku ot 15
mg B €AMH JEH. AKO CTe NpOITyCHAIH J]a B3eMETE €IHA 1038, MOXE /1a [IPHEMETE IBE
Tabnerkn ot 15 mg eqHoBspemenHo, 3a na Moxe o0ara n03a na 6nae xee Tabnerxkn (30 mg)
3a ¢MH ZicH. Ha cneapaimya aeH TpaOBa a Npoab/DKHTE A2 BieMare 1o eaHa Tabnerka ot
15 mg gBa mbTH QHEBHO.

Ax0 cTe npHeIH NoBeYe OT HeoOXHAAMATA X038 PyHaruiaxc
Benuara ce ceupxete ¢ Baums nekap, ako cTe npHenu TespAS MHOro Tabnerky PyHamnnake.
[IpueMBT Ha TBEPAE FOJIAMO KOJIHYECTBO PyHaruiake roBMmaea pucka OT KEpBEHE.

AKo cTe cnpesn npEema Ha Pynannakc
He cnmpaiire npuema Ha PyHarakc, 6e3 aa cre ce KOHCYTHpanH ¢ Ballins nekap, Thi KaTo
PyHannakc exysa H fpeanaspa 0T HAKOH CEPHO3HM 3a00/19BaHHA.

AKO MMaTe HAKAKBH JOMBIHHTENHH BBIPOCH, CBBP3aHH ¢ YNIOTpe0aTa Ha TOBa JICKAPCTBO,
nonuTaiite Bamms nexap win ¢papManesr.

4, B13MOXEE HOREJAHA PEAKIHAH

KaxTo BCHUKH JIeKapCTBa, TOBa JIEKAPCTBO MOXE Jia MPeAN3BUKA HEXKEIAHHN PEAKI[HH, BBIPEKH Y€ HE
BCEKH 'Y TTOTy4aBa.

Kakro apyru nono6Hu nexapcTsa 3a HaMaIgBaHe 00pa3syBaHETO HA KPBBHH CHCHPELM, TOBa
JE€KapCTBO MOXKE Zia MPEAH3BHKA KPHBOHIIHE, KOHTO € NOTSHLMAITHO XXHBOTO3aCcTpalllaBall,
MHOro CHJIHOTO KbPBEHE MOKE CBIIO 22 NPSIW3IBHKA PA3KO CNajjaHe Ha KPBBHOTO HaJsraHe
(ox). B HAKOH CITy4al KPbBOM3NTHBET MOXE Ja HE € BHAMM.

Huadopmuapaiite Bamusa sexap re3abaBno, ako nmpu Bac win npu Bainero aere ce nposBx HAKOA
OT CJIEAHATE HEXKENAHHA PEaKIHH:
« lIpaiaana Ba KppBEHe
KPBBOM3IMB B MO3BKA WIH B Yepena (CUMITTOMMTE MOraT Ja BKTIOYBAT riaaBobonue,
eJHOCTpaHHa cnabocT, NoBpEINaHe, rbpPYOBE, HAMAJICHO HHBO Ha Ch3HAHHETO H CKOBAHOCT
BBLB BpaTa. CepHo3eH CrielneH MeqUIMHCKH cnydali. [Torepcere MeHIIMHCKA MOMOLL
He3a(aBHO!)
- -NPOXBDKHTENHO HWIH MHOIO CHJIHO KbpBEHE
- - HeoOnuaiiHa cnaboct, ymopa, GnegnocT, 3aMasHOCT, riaBobonne, HeoOACHHM OTOK, 3a/YX,
6onka B rbpANTE WIH CTEHOKapAHA

Bawuar iekap Mojke Za MpeLeHH, de © HeoOXoaumMo aa Obere 1oa Nno-BHUMATeIHO
Ha0moIeHye HIH 13 IIPOMEHH JIEUeHHETO.

IIpa3HanA HA TeKKH KOXKHHE PeAKIHA:

- HHTCH3MBEH, MUCEMHHHpPAH KOXeH OOpHB, 00pasyBaHe Ha MEXYPH H/IH JIC3HH 110

JIMTaBHULMTE, KaTO ycTaTa H ouHTe (cHHApOoM Ha CTBBH JDKOHCHH/TOKCHYHA €
HEKPOJIH3).

-  JlexapcTBeHa peakilHs, KOATO MPEeAW3BHKBA 0OpHB, MOBUILABAHE HA TEMIIE




XYIIH).

IIpA3HANEA HA TEXKKH AJICPrHIHE peaknHH:

- OTOK Ha THIETO, YCTHHTE, YCTATa, €3HKa WIH I'bPIOTO; TPYAHOCTH NPH [IPETThINAHE;
MEXYPH H 3aTPYJHEHO JHINaHE; HEOYaKBaHO, PA3KO MOHMKABAHE Ha KPHBHOTO
HayraHe. Yecrorara Ha Te3H TEXKH HEXENaHH PeaKLiil € MHOTO PeJIKH
(aHapHUNAKTHIHM peaKumH, BKI. AHAGWIAKTHYEH 1UOK; MOXe Ja 3acerHe au 1 Ha 10
000 nymm) 1 HeuecTH (aHrHOeAeM H allepruHyeH OTOK, MOXe Ja 3acerHar ao 1 #a 100

JyLIH).

Ob6o6men cnECHLK BA BE3IMOKHETE HOKENAHH PEAKIHE NPH BL3PACTHH, AeNa H IOHOMA:

Yecrn (Morat Aa 3acersat a0 1 Ha 10 gyinn):

- HaMaJleHHe Ha Opos Ha YCPBCHHTE KPbBHHU KIIETKH, B Pe3Y/ITAT Ha KOETO KOXKATa
MOKe Jia cTaHe Oesa M fia goBene A0 ciabocT WK 3aayX

- KbPBEHE B CTOMaXA WIH 4€pBaTa, KbPBEHE OT MMKOYO-MIONIOBHTE OPraHy
(BKIIOUHTEHO KPBB B YPHHATA H OOWIHO MEHCTPYATHO KBPBEHE), KEPBEHE OT HOCA,
KbpPBEHE OT BCHIIHUTE

- KBPBEHE B OKOTO (BK/IIOUMHTE/IHO KBPBEHE OT OSUI0TO Ha OuMTe)

- KbpPBEHE B ThKaH WIH KYXHHA HA TANOTO (KPHBOHACAAAHHS, CHHHHM)

- KbPBaBH XpaYKu

- KbpPBEHE OT KOXaTa WIH M0 KOXATa

- KbpPBEHE CER OnepaLus

- CHII3CHE HAa KPbB WIH TeHHOCTH OT XHPYPrudecka paHa

- OTOLH 10 KpaiHHULIMTE

- 6onka B KpaliHMIMTE

- HapyineHHe Ha 6x0peqHaTa dyHkumua (Moxe Aa Opae YCTAaHOBEHO OT H3C/ICABAHUA,
HaIpaBeHM OT Bamui nekap)

- BHCOKa TeMIepatTypa

- 6onka B cromMaxa, HapylIIEHO XpaHOCMWIaHe, raJieHe WiIH MOBpPLINAHE, 3aMeK, JHAPHS

- HMCKO KPBBHO HANATaHE (CHC CUMITTOMH KATO YCELIAHE 3a 3aMAAHOCT HJTH PHMAIABAHE MpH
H3IpaBAHe)

- HaMasneHa ob1ua cuna 4 eHepru4HOCT (C1abocT, yMopa), IJ1aBoGosue, 3aMasHOCT

- obpuB, cepbexX 1o Koxara

- M3CJIEABAHMATA HA KPbBTA MOTaT Aa MOKAXKAT IIOBMILIABAHE HA HIKOH YePHOAPOOHH €H3IHMH

Heuecrn (Morat aa 3acerHar ao 1 va 100 gymn)
- KPBbBOH3/INB B MO3bKa WIH 4Yepena (BIDKTe 110-rope, IIpu3Haiy Ha KpBeHe)
- KPEBOHAJIMB B CTaBa, KOHTO NMpeau3BUKBa OOJIKAa H OTOK
- TpoMboruToneHus (NOHIkeH 6poit HAa TPOMOOLIMTHTE, KOTO Ca KJIETKHTE, CrioMaraiiy
KPbBOCHCUPBAHETO).
- AIEPrUYHH PeaKklMH, BKTIOYKTEIHO KOXHH aJIEPrHiHH peakLMH
- HapyueHa YepHOApoOHa PyHKuMA (MOXKe [a c¢ YCTAHOBH, aKO JIEKAPAT BH Ha3zHauM
M3CICABAHNA)
- M3CJIENBAHMA Ha KPHBTA MOXKe Ja MOKAKAT NOBUIICHHE HA OWNMPYOHHAE, HA HAKOH
NMAaHKPEATUYHH HIH YepHOAPOOHM €H3MMH, WK Ha Opoa Ha TpoMboLMTHTE
. NPHMAJISBAHE
- 00IHO HEPA3NONOXKEHHE
- YCKOPEH ChpASveH PUTHM
- CyXOTa B yCTaTa
-  YPTHKapHa

Peaxm (Morar aa 3acersar ao 1 Ha 1000 aytum):
- KbPBEHE B MYCKYJI

yBpeKaaHe (Bp3NaIeH uyepeH Apob, BT qepnonpoﬁno ynpemaﬂe)
- NOXHJITABAHE HA KOXKATE K OMHTE (GKB/ITEHHIIA)
- NOKAJIM3HPaH OTOK




- cbOupaHe Ha KpeB (XeMaTOM) B CIaOMHHUTE Cliell YCIIOXKHEHHE OT ChpaeyHa
Npoleaypa, MpH KOATO € IOCTABEH KATECTHP B apTEpHA Ha Kpaka (IICeBAOaHEBPHIMA)

Mmuoro peaxn (Morart aa 3acerHar 1o 1 Ha 10000 xymm)

- HatpynsaHe Ha e03MHOPHIH, BHA 6€IM rpaHyNOLMTHM KPBBHH KJIETKH, KOETO
NnpeAN3BHKBA Bh3nateHue Ha 6enua qpob (eo3uHodUIHA MTHEBMOHHA )

C BeH3BecTHA 9e€cTOTA (OT HAUTHYHUTE AaHHM He MOXKe 1a Obje HarmpaseHa OlICHKA):

- 01p6peuHa HeAOCTATHYHOCT ClIel TEKKO KbPBEHE

- KbpBeHe B On0peka, NOHAKOra ¢ HAIMYKE HA KPHB B YPHHATA, KOWTO BOJAT JO
HEBBL3IMOXKHOCT Ha 060peka na QYHKUMOHHpa HOpMAaJIHO (CBBp3aHa ¢ AHTHKOAryaHTH
HedponaThs)

- NOBHIICHO HAMPEKEHHE B MYCKYJIHTE Ha KpAaKATa WIH PBLETE ¢JIe] KbpBEHE, KOETO BOAM
1o 60nKa, OTOK, MPOMEHEHa TYBCTBHUTEIHOCT, H3TPHIIBAHE WM Napaiu3a (KOMIapTMEHT
CHHIPOM Cliell KbpPBEHE)

Hexe1aHH peaknds OpH Aena H IOHOIIH

0610 B3eTO HEXEIAHHTE peakUnH, HabIoAaBHH TTPH A€l M IOHOLIH, IeKyBaHH ¢ PyHarnakc, ca
nmogoGHH 110 BHA ¢ Te3H, HabMmoaaBaHH NPH BE3PAcTHH, U ca OWIM MpeAMMHO JIEKH 0 YMEPEHH TI0
TEXKECT.

Hexenamm PEaKIIHH, KOUTO Ca Ha0mo1aBaHy NO-9€CTO IIPpK AClla H ICHOLIH.

Mnoro 1ectTn (Morar aa 3acerHar noseve ot 1 Ha 10 gymm)
- rnasobomnue

- NOBHINICHA TEMIICpATYpa

- KbpBEHE OT HOCa

- NOBpBIIAHE

YecTr (Morar aa 3acerHat a0 1 Ha 10 gymm)

- YCKOpeHa ChpacdHa AeHHOCT

- M3CJICABAHMATA Ha KPBBTA MOTAT J]a NOKAXAT NOBHIIABaHE Ha OMIMpyOHHa (OKTEYCH MUIMEHT)

- TpoMBouHTONEHMA (HUCBHK Opol TpOMOOLIMTH, KOHTO IIPSACTABNABAT KJIETKH, KOUTO CIIOMArar 3a
ChCHPBaHETO Ha KPBBTA)

- TEXKO MEHCTPYATHO KbPBEHE

HeuecTn (Morat xa 3acerHar a0 1 Ha 100 xyiuu)
- H3C/ICABAHUATA HAa KPbBTa MOTaT Ja MOKAKAT NOBHLIABAHE HA CAHH MOABMA HA OHIHpYOHHa
(mpexTeH OWwmpyOHH, HITHYCH MTUTMEHT)

Crofmasane HA He;KeJIAHH PeaKNAH

AXo0 NOJy4YHTe HIKAKBH HeXXEJIaHH JIEKAPCTBEHH PeakLiMH, YBeAoMeTe Baluus nekap,
dapMalLieBT WM MEAUIIMHCKA cecTpa. ToBa BKMIOUBA BCHYKH BB3MOKHH HEOMTHCAHM B Ta3K
JIMCTOBKA HEKEJIAHU peakuMi. Mojkere chino aa crobImuTe HeXXeaHM peakiMH JMPEKTHO Ypes
HALMOHAJTHATA CHCTEMa 3a ChoOmaBaHe KbM HM3ITHIIHUTETHATA areHLMA N0 JISKapCTBaTa, Yil.
»JamMiaH ['pyes” Ne 8, 1303 Codmns, Ten.: +35928903417, yebeaitr: www.bda.bg. Karo
cpo0LIABaTE HEXEIaHH peaKLMM, MOXKETe Aa JaJeTe CBOS NPHHOC 3a NOTy4YaBaHe Ha MOBEYe
uH(pOPMAIUA OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kax aa coxpansBate Pynamnaxc

Jla ce cpXpaHsapa Ha MACTO, HEAOCTRITHO 32 Jella.

He uznon3eaifre TOBA IEKAPCTBO CJIES CPOKA Ha TOJHOCT, OTOCIIA3aH BbPXY KAPTOH
Omucrepa n KoHTEHHepa chaen “I'ogeH no”.
CpoOKBT Ha FOTHOCT OTTOBAPA Ha NOCJICAHMA ACH OT MOCOYEHHA Mecell.



Tora JICKAPCTBO HEC H3INUCKBA CIIELIHAITHM YCIIOBHSA HA ChXpPaHEHME.

He w3xpbpiigifTe nexapcTeaTa B KAHAIM3alMATA HIH B KOHTeMHepa 3a JOMALIHH OTHaTbLH.
INonwuTaitre Bauusa dapMaueBT Kak Aa H3XBBPILSTE JEKAPCTBATA, KOHTO Bete He M3MOJI3BATE.
Te3y MepK# 11(e CIOMOTHAT 3a OMa3BaHe Ha OKOJIHATA cpela.

6. Chabpaanse HA ONAKOBKATA H JONbLJAHATETHA HHPOPMANAS
Kakpo caabpaxa Pysannaxe

Pyuarmaxc 15 mg ¢punmupann Tabnerku
AKTHBHOTO BEIIECTBO € pHBapokcabaH. Beska ¢puiMupana taGnerka ceanpxa 15 mg
puBapokcabaH.

- HApyrure CbCTaBKH ca:
CopiieBHHa Ha TabieTxaTa: NaKTo3a MOHOXHIPAT, HATPHEB Aaypricyidar,

XHITIPOMEJ1038, KpOCKAPMEJTI03a HATPHH, MATHE3HEB CTeapaT, MUKPOKPHCTAIHA
LIE]TY1034a, KOJIOHAEH 0e3BOAEH CHIHIMER JHOKCHI.

DOuwiMOBO NOKpUTHE Ha TabneTkara: Xumpomenosa, TuraHos qHokeHA (E 171),
Makporolt, ceHcer Xbiro FCF anymunmes nax (E 110), xeneseH okeun, uepseH (E
172).

Pynamnakc 20 mg ¢runimupany Tabnerku

- AKTUBHOTO BEIECTBO € pHBapokcabaH. Beska ¢iMupana Tabnerxa cuabpxa 20 mg

pHBapokcabaH.

- JApyTuTe CHCTABKH Ca:
CupluenyHa Ha TabneTkaTa: /1aKT03a MOHOXHAPAT, HATPHER JIAYpPUICY.IdAT,
XHMIIPOME/1038, KPOCKAapME/I03a HATPHIH, MarHe3xeB cTeapaT, MUKPOKPHCTATHA LIg/TyI03a,
KOJIOHAEH Oe3BOAeH CHIMLIMEB JIMOKCHA.
OuiMoBO NokpHTHE Ha Tabnerkara: XMIpomenosa, Turasos qHokcHz (E 171),
MakporoJl, cbHeeT XwITo FCF amymurmes nak (E 110), xenesen okcun, uepsex (E 172);
KejieaeH okeHa, XXWIT (E 172); xeneseH okcuz, uepeH (E 172).

Kax mirnexaa Pysamiake B KAKBO ChALPKA ONIAKOBKATA

Pynamnakc 15 mg ¢puimspanu Tabnerks ca CBETIO AKBIITH, KPBIUIH, ABOHHOM3ITEKHAIM (PHIMHpAHH
Tabnerku, c Hagmuc “15” or eqHATA CTpaHa.

Pynamnaxc 20 mg ¢punmupans Tabneriu ca opaHxesy, KPbIiH, ABOHHOM3ITEKHATH (QHIMApaHH
Tabnerkn, ¢ Hagmc “20” or egHaTa cTpaHa.

Tabnerkure ce npeanarar B:

brncrepun onakosku (OPA/Axymunuii/PVC/amyMimmeno gonmo; mpo3padyHo Wiu
Henpo3spauHo PVC//PVDC/anymunueso ¢ommo) ot 10, 14, 20, 28, 30, 42, 50, 98, 100
¢uaMupann TabneTkH

brmictepy ¢ exunuaHE no3u ¢ nepdoparma (OPA/Anymunuit/PVC/atymMmuureso Gommo;
npo3pa4yHo WiH Herpospauno PVC//PVDC/amymunneBo ¢onmo) or 5x1, 10x1, 14x1

¢uIMupany TabneTKH.

Tabnerxure ce npeytarar B onaxoBka 3a Tabnerku or (HDPE), ¢ kanauka, 3aiiTeHa cpetny
OTBapAHE OT ACLI2 H ChABpKaLna cymuren, or 100 priMupann Tabnerk.

He BcHukH BHAOBE OMakoBKH Morart ja ObJaT mycHaTH B npoaaxda.

IIpATenares Ha paRIpemenHneTo 3a ynorpeba




Sandoz d.d.
Verovikova 57, 1000 Ljubljana
CnopeHus

IIpon3soaaTenn

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1,
39179 Barleben,

I'epmanud

To3m nexapcTBen npoayKT € oxobpen B crpasaTe-wienkH Ha EHII che caeannre
HAHMEHOBAHHA®

Hupepnanaus Runaplax 15 mg, 20 mg filmomhulde tabletten
ABcTpHs Runaplax 15 mg — Filmtabletten

Runaplax 20 mg - Filmtabletten
bpirapus Pynannaxc 15 mg, 20 mg punmupann tabnerku
Yemxa penmy6iauka Runaplax
EcTtonua Runaplax
IMepLis Runaplax 15 mg

Runaplax 20 mg
XbpBaTus Runaplax 15 mg, 20 mg filmom obloZene tablete
JluTna Runaplax 15 mg, 20 mg plévele dengtos tabletés
JlaTBus Runaplax 15 mg, 20 mg apvalkotés tablets
ITona Runaplax
PymbHMA Runaplax 15 mg, 20 mg comprimate filmate
CnopeHus Runaplax 15 mg, 20 mg filmsko obloZene tablete

JaTa HA Noc/ieAB0 DPepa3rIekIale HA JHCTOBKATA:
MM/ITIT




