JIncroBka: HHGOpMANHS 32 NANMEHTA p/\) /76 0034

Panu6.10x 300 mg npax 3a uHy3HoOHEH pa3TBoOp ' -10- 20
Rapibloc 300 mg powder for solution for infusion 72 Soex 11-10- 200

nanauononoB xuapoxjopua (landiolol hydrochloride)

IIpoyeTeTe BHHMATEJHO UAJIATA JIMCTOBKA Npeau A1a Bu npuioxkar ToBa JieKkapcTBo, Thil KATO TH
ChAbpKa BakHa 3a Bac undpopmanus.

- 3anasere Ta3u JUCTOBKA. MOXe aa ce HaloXKH aa 1 Npo4YeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JOMbJIHHTEIHHA BBIIPOCH, NonuTaiTe Bauius nekap Win MeMLIMHCKA CecTpa.

- AKO MOJIy4HTEe HAKAKBU HEXKEJIaHHU JIEKAPCTBEHHW peakLMH, yBeaomeTe Bawus nekap unu
MEIMLMHCKA cecTpa. ToBa BKJIIOYBA U BCHYKH Bb3MOKHH HEXEJIAHW peakliuH, HEOTMCAHH B Ta3H
JUCTOBKA. BHxxTe TOuKa 4.

[I'ba1HOTO HaumeHoBaHHe Ha Bawuero nekapctBo e Panubnok 300 mg npax 3a uHdy3uoneH pasteop. B tazu
JIMCTOBKA C€ MU3M10J13Ba NMO-KpaTKoTo uMe Panubnok.

KakBo ¢baAbpAKa Ta3H JIHCTOBKA:
KakBo npejacrasiassa Panub10K M 3a KakBO ce U3M0J13Ba

Ls

2 KakBo Tpsa0Ba 1a 3Haete, npeau Aa Bu npunoxat Panubnok
3. Kaxk ce npunara PanuGsiok

4. BBb3MOXKHHU HE)KENaHU peaKUUH

3. Kak na cexpaHsBarte Panuoiiok

6. ChbabprKaHWe Ha OMaKkoBKaTa U AOMbJIHUTEIHA HHPOPMALUS
1. KakBo npeacrasisa Panu0./10K H 3a KaKBO ce H3MM0.13Ba

Panubnok cbhabpika aKTHBHOTO BELIECTBO JIAaHAMOJI0JIOB XHAPOXA0pHa. Tok npuHaaiexu KbM rpyna
nekapcTBa, HapeueHH Oeta-OnokepH. Toi neicTsa, kaTo NpoMeHs HenpaBuiaHaTa By win yckopena
CbpAe4Ha J€HHOCT KbM HOPMAJIEH CbP/1I€YEH PUTHM.

ToBa nekapcTBO ce H3MO/3Ba NPH Bb3PaCTHU 3a JieYeHHe Ha MpoO/IeMH CbC ChpAeYHATa JeHHOCT, KOraTo TS

€ y4ecTeHa.
[Ipunara ce no Bpeme Ha UM BeaHara cjiell onepauuds Wid B IPYTH Clly4ad, KOraTto € Hy>KeH KOHTPOJI Ha
CbpaevHaTa J€WHOCT.

AKO eTeTo BH MMa HapylleHHe Ha CbpA€YHHUS PUTHM, HApEYEHO aTPHOBEHTPUKYJIApHA PHEHTPH
TaxWKapus WKW aTPHOBEHTPHUKYJIAPHA HOAAJIHA PUEHTPH TaXHUKap/Ms, a aICHO3HH He JEeHCTBA UIH €
MPOTHBOIIOKA3aH, HIIH He ce noHacd, Panubiiok ce u3nosssa 3a Obp30 3abaBsHe HA ChpAeYHATA YECTOTA W
Bb3CTAHOBSBAHE HA HOPMAJIEH CbP/IE€YEH PUTHM.

2 Kakso TpsiOBa 1a 3naere, npeau 1a Bu npuaoxar Pann6.iok
Bamusat aexkap HAAMA na Bu npunoxu Panu6.iok, ako:
- CTE aJIEPruYHU KbM JIAaHAHOJI0J HJIH KbM HAKOS OT OCTAHAJIMTE ChbCTaBKH HA TOBA JIEKAPCTBO

(M30poeHH B TOUKa 6).
- cbpaevHara Bu yectora e MHOro 3abasena (noa 50 yaapa B MUHyTa).




- “MaTe Obp3 Win peaysai ce 6bp3 M 6aBeH ChpAeUeH pUTHM (Npobiiem, HapeYeH CHHAPOM Ha
OONHUA CHHYCOB Bb3€N).

- HMaTe npodneM, HapeyeH TexKbk chpacueH 6nok. CbhpaeuHusaT 610K € NpobnemM ¢ eNeKTPHUECKHTE
HMITYJICH, KOHTO YNPaBAABaT cbhpAeYHaTa Bu neitHocT.

- HUMarTe npobiieM ¢ KpbBOCHAOAABAHETO HA CHLPLETO {KapJHOTEHEH LIOK).

- KpbBHOTO BH Hansirane € MHOTO HHUCKO.

- UMaTe CePHO3HK CHMNITOMH Ha ChpAeUYHa HEJOCTATHYHOCT.

- MMaTe NOBHIUEHO KPLBHO Hanarane B 6eante apobose (6enoapobHa xvneproHus).

- MMaTe 3abonsaBade, HapeyeHO PEeoXPOMOLIMTOM, KOETO He € JieKyBaHO. DeoXpOMOLIMTOMBT
npousnusa oT HaaOBLOpeUHaTa kne3a U MoxkKe 1A MPUYMHSABA BHE3ANHO NOBUIIABAKE HA KPBBHOTO
HaIAraHe, CUIHO rnaBodosIHe, H3MOTABAHE H YCKOPEHA ChPCYHA JEHHOCT.

- MMaTe CHMNTOMH Ha acTMa, KOMTO Ce BJIOIABAT OBbp30.

- HMAaTe MHOTO BUCOKO CbAbPIKaHHE HA KUCEAUHH B OpraHn3Ma (Tekka MeTabonuTHa alli03a), KOETo
HE MOXKe fla Obe KOpHrHpaHo.

Hsama na Bu 6nae npunoxken Panubiok, ako Hikoe OT ropenocodeHuTe ce oTHacs 3a Bac. Mosopere ¢
Bawns nekap WM MEAHLKHCKA cecTpa npeau aa Bu 6bae npunoxkeHo ToBa JIEKApPCTBO, aKO HE CTe
CHIYPHH JalM UMATE HAKOE OT TE€3H CHCTOAHMS.

Ilpeaynpexnenus u npeanazHH MepKkH

e [oBopete ¢ Baluus nekap WM MeAMLIMHCKA CecTpa npeau na Bu npunoxar Tosa nekapeTso.

® Panubnok e npax u Bawnar nekap waM MeaHLMHCKa cecTpa TpabBa Ja ro pasTeOpH npeau
ynorpeba.

* (OOHKHOBEHO MyJCHT, KPLBHOTO B Hangrane W enekrpuueckara akTHBHOCT Ha cbpiieTo Bu we
ObJAT cneneHH HEMpeKBCHATO, 10KaTo BH leKyBaT ¢ TOBa J1eKapcTRO.

Bawupar nekap e 06LpHe cnielMaiHO BHUMaHye Npu ynotpe6arTa Ha TOBa JIEKAPCTBO, AKO:

* HMmare nuabet MM HMCKa KpbBHA 3axap. JIAaHAHONOA MOXeE 18 MACKUPA CUMNITOMHUTE Ha HUCKA
KpbBHA 3axap.

¢ lImaTe HUCKO KPBBHO HaNAraHe.

* Hmare npobneM, HapeueH CHHAPOM Ha MPEXAESBPEMEHHO Bb3OYKaaHe, B KOMOUHALINA C
HEPAaBHOMEPHA H YCKOPEHA ChpACUHA AcHHOCT (NMPEeaChPAHO MBXKIEHE).

¢ HMmMare npobsteMu ¢ ENEKTPHYECKHTE UMITYJICH, KOUTO YNpaBigBaT chpAevHaTa Bu aeiiHocT
(cbpaeueH 610K).

* Hmare npobaemu ¢ npeMHHaBAHETO Ha €IEKTPUUECKH HMITYJICH Npe3 ChPLIETO W B3EMATE BepanaMu
UK TUNTHA3EM.

* HMmare onpenenen sua cTeHokapaus (rpbAHa Gonka), HapeueHa cTreHokapaus Ha [MpuHuMeTan.

* HMmate i cte umanu npobneMH cbe cobplLeTo (KaTo HanpuUMep 3acToHA ChpAEHHA
HEROCTaTLYHOCT), BawuAT Nekap we Bu HabaronaBa MHOrO BHUMATENHO 33 ChPAECYHU CHMITTOMM.
AKO € HEOOXOIHMO, NEYEeHHETO Lie ObAe CMPAHO, A03aTA HAMAIEHA WTH 11I€ 3aNOYHe CeLHATHO
JICHEHHE,

e MMaTe HapylieHHA B CbPACUHHS PHTHM, HAPEYEHH HAAKAMEDPHH aDUTMHH U
- UMate IpYrH NpodaEMH CbC CLPLETO WIH
- IPUEMATE JPYTH JIEKAPCTBA 3a ChpLIE.
e Kimare npobnemm c 6L0pewuTe.
* Hmare xuie3Ho 3ab0nsBaHe, HapeueHO PEOXPOMOLIMTOM, KOETO € JIEKYBAHO C JIEKapCTBa, HAPEUEHH
anca-6nokepu.
* HMmare crecHenMte Ha IMXATeNHHTE TBTULIA WITH XPUITOBE KATO TIPH acTMa.

e Hmarte npobnemu ¢ xpbBOOOpaIIEHUETO KATO HanpHMep ONEAHOCT Ha NMPBC
WITH OONKH, yMOpa U MOHAKOra napewH 6onKH B Kpakara.,




e liMare Hsikaksa aneprus Wik pucK oT aHaQUNAKTHYHK peakUnH (TEXKH anepruyHy peakiiyu).
Panubnok Moxxe aa BNOLIK aIEprHUTE M 1a TH HANPaBH MO-TPYAHU 3a JIeYeHHe.

AKO HAKOE OT ropeusbpoeHnTe ce oTHaca 10 Bac (Mnu He cTe curypHu), rosopete ¢ Baiuus jiekap unu
MEIHLIMHCKA CECTpa Npeldr Aa By nprunoxar Topa 1€KapcTBo.

JApyrn nekapcerBa 0 Panunbaok

Tpabsa na kaxkete Ha Baluns nekap WK MEAKLIMHCK2 CECTPa, aKO NPHEMATE, HACKOPO CTE NPHEMANH WUITH €
BB3MOXKHO 1A NpUeMaTe ApYry nekapcTea. ToBa Bi/IOYBA U IEKapCTBa, KOUTO ¢TE NMONY4HIIH Oes aa ca Bu
NpeanicaHy, BKIIOYHTENHO OHITKOBM NIEKapCTBa U MPUPOAHH NIPOAYKTH. BawunraT nekap tie nposepu 1anu
HAKOE OT JIEKapCTBaTa, KOUTO npuemare, Ou 3acerHano HauMdHa, rno KoiTo aeiictea Panubnok.

[lo-cneunanHo, kaxere Ra Balius nekap unM MeAHUMHCKA CECTPa, aKO NPHEMATE HAKOE OT CICAHMTE:

e JlekapCTea, H3NON3BAHH 32 JIEYEHHUE Ha HAPYLUEHHA HA CHPAEUHHS PUTBHM (KAaTO JAHATHAZEM,
BepanaMmil, NnpoitaeHoH, AH30NHPaMH/l, aMHOIAPOH, JUFOKCHH, IWIMTAIUCOBH INIMKO3UON) H
BHCOKO KPBBHO HaIAraHe (KaTo Harip. HUQEaUnuH).

o JlekapcTsa 3a AHabeT, BRIIOUUTENHO HHCY/IHH W IeKapCTBa, PHEMAHH Npe3 ycTaTa.

* JlekapcTBa, KOMTO OOMKHOBEHO C€ M3MOI3BAT O BPEME Ha ONepaLs, 3a OTMYCKAHE H2 MYCKYJIUTE
(KaTo Hanp. CyKCaMeTOHHI) MIIH 1EKapCTBa, HAPEUYCHH HHXHOHTOPH Ha XOJIMHECTepa3aTa (KaTo
Hamnp. HEOCTHIMHH, AUCTUTMHH, €APOPOHHI), KOHTO Ce HIMOA3BAT 3a NpeKpaTaBaHe Ha edekTa Ha
JICKapCTBaTa 3a OTITyCKaHe Ha MyCKynHTe. Baivar nekap we o6bpHe cneunanHo BHUMaHUE MpH
W3No/3BaHe Ha PamnONoOK No Bpeme Ha onepauus, korarto we Bu 6baat npuiaraiy ynoiku n apyru
NEKaApCTBA.

* JlekapcTBa, H3BECTHU KaTO IaHITHOOIOKHpALLM CPEACTBa (KaTo Hanp. TpuMeTadaH).

e JlekapcTBa, H3noN3BaHH KaTO 60IKOYCINOKOABALM, KATO HATIPHMEDP HECTEPOUIHH
MPOTHBOBB3TAIMTEITHH JlekapcTBa, u3BecTHH kato HCIIBC.

DOnokrageHrH, KOHTO € BONKOYCNOoKoABALLO.

AMUCYNNPUA — JIEKAPCTBO 34 JIeYEHHE HA NICHXMYHH Npobaemy.

TPUUHMKIHYHH BHTHAETIPECAHTH (HanpUMep HMHIIPAMUH M AMUTPHITTHIUH).

bapburtyparty (kato Hanpumep deHobapOuTan, H3NON3BAH 3a TIEYEHHE Ha eNUNEncus).
(DEeHOTHA3MHH (KaTo HAMPUMEP XOPNPOMA3HH, U3MON3BAH 3a JICYUEHHE Ha NCUXHYHH pa3CTpoiicTaa).
JlekapcTBa 3a acT™a.

JlekapcTBa, H3NOM3BaHH NPH NMPOCTYAA WIH 3aMyLUIEH HOC, HAPEYECHH Ha3alHW AEKOHIeCTaHTH.
JlexapcTBa, MOHIDKABALUM KPBBHOTO HansraHe (KaTo HaNpuMep pe3epivH M KIOHHIMH).
Ennnedpnn (anpenanuH), KOATO ce W3Mon3ea 3a NeYeHHe Ha AIEPrHYHK PEAKLIMH.

XenapuH, KOHTO ce U3MO3Ba 3a pa3peKaaHe Ha KPLBTA.

['oropete ¢ Bawund nekap win MeaAnLMHCKa cecTpa npeay aa Bu npunoxar Panu6iok, ako He cTe CHrypHH
Aajiki HAKOE OT ropenocoMeHHUTe ce OTHacCA 3a Bac.

bpemenroOCT H KbPMEHe

AKO cTe OpeMeHHa WK KbPMHTE, CMATATE, Ye MOXe Ja cTe SpeMeHHa WM nnaHupare GpeMeHHOCT,
MocLBETBaNTE Ce ¢ Baming nexap npeam ynorpebara Ha TOBA IEKAPCTBO.

Hwma orpaHuyeny nanxu ot ynorpebata Ha PanuGnok no speme Ha 6pemenHoct. [Topanu orpaHutueHns
OTTHT € 3a Nnpeano4MTaHe Aa ce u30arsa ynorpebara Ha NaHIHONON 1O BpeMe Ha GPeMEHHOCT.

Kaxcete Ha Bawuus nekap, ako kepMuTe. Panu6nok moxe aa npemuHe B kbpMara, nopagu
NleKapcTBO He TpabBa na BU ce npunara, ako KbpMHTE.




Panubaok ¢babpxka HATpHEHA

Tosa nekapcTBo chaAbpKa Mo-Manko ot | mmol Hatpwii (23 mg) Ha dnakoH, T.e. MOXe 1a ce Kaxe, 4e
MPaKTHYECKH HE CHAbPIKA HATPHI.

3. Kak ce npuaara Pannbaok

. Panubnok e npax u Tpabsa na ce pazrsopu ot Baung nexap unu meauumnHcka cecrpa. Toii ce
npunara ypes HHQy3us (baBHO BNHBaHE) Npe3 UIrjla BbLB BEHA.

° Hloanposkara Tpsa6sa na 6bvae onpeneneHa HHAMBUAYANHO. BB3MOXHO € npean noaabpKaliaTa ao3a

Aa Ce NPUIOKK Apyra Ha4yaltHa Ao3a. Baliuar nexap e onpeaeny cxeMara Ha 103MpaHe U Lie
NPOMEHA A03HPOBKAaTa ¢rrope HeoOXOAUMOCTTA.

¢ [TpoABKHTEAHOCTTA Ha NPUIOKEHHE 3aBUCH OT eeKTa H Bb3MONKHATA MOSBA HAa HEXKENAHN
peakuuun. Bawvar nekap iiie onpeaeny npoabLDKMTENHOCTTA Ha JeueHueTo. Pannbnox o6HKHOBEHO
Ce npuwiara He no-AbAro ot 24 yaca.

. CobpaevHaTa NeAHOCT, KPHBHOTO HANATAHE M ENEKTPUYECKATA AKTHBHOCT Ha chpueTo Bu we 6baar
HabnoaaBanu, nokato Bu ce npunara Panu6nok.
¢ Cnen poctdrane Ha cTaGWIHO CHCTOAHKE MOXKeE Ja Bu ce Ha3Hauu apyro nekapcTBo 3a chple,

AOKATO ao3ara Panudbiok ¢ce HaMannaea.

OOHMKHOBEHO HE € Hy)KHa CeLMATHA KOPEKLIMA Ha 103aTa Ha TOBA JIEKAPCTRO, aKO CTE B CTAPUECKa
Bb3pacT.

BawmsaT nekap Lie noaxonu ¢ NoBHILEHO BHHMaHUe, ako UMarte npobaeMH ¢ 6ubpenuTe.
Yepuoapodbuo yspexaane

AKO UMate npobnemu ¢ YepHua apob, BauuaT nexap e 3anoute neuenuneto Bu ¢ no-HMcka go3a.
Ynorpeba npu aeua H OHOIIH

Jlexapar e PeLLH JaH TOBA JIEKAPCTBO € HEOOXOAMMO H KaKBO KOJIMYECTBO TpaOBa na ce npusara B
3aBUCHMOCT OT TErNOTO Ha BallieTo fere.

¢ Jlereto By e Obae Habmogasano oTOnH30, BIITIOUHTENHO Ypes 3aMUC HA eNeKTpUYecKara
AKTUBHOCT Ha CbpPLETO MY.

e JlexapcTBOTO 11€ Ce Nnpunara Ha JeTeto Bu oT nekap wiv MeauMHcKa cecTpa 4pe3 uHdy3Hus BB
B€Ha.

[Tpu neua ¢ npobnemu Che ChpACHHHS MYCKYJl, KOraToO ChPLETO HE U3NOMNBA KPbB €pEKTHBHO {ChpaeUHa
AHCQYHKUKMA), AEKAPAT Lie MOAXOAHW BHUMATEHO H MOXE /1A 3a1I0YHE ¢ MO-HUCKa J03a Ha JEKapcTBOTO.

Ako BH e nprioxena noseue ot Reobxoanumara n03a Panubaox
AKO MMaTe 4yBCTBOTO, ue B € npunoxen Tebpae Muoro Panubiiok, Beanara kaxere Ha Bauus neKap M
MEIHLIMHCKa cecTpa. BawuaT nekap we npeanpyeMe noaxoAlld MepkH (fiedeHieTo Bu moxe na 6bae

CIPAHO BEAHAra ¥ MOXe Ja MOJIYYHTE NOALBLPKALLO JIeHEeHHE).

Modxke na nonyunTe ClegHUTE CHMITOMM, axo Bu e npunoxeHo TEbpAe MHOTO OT TOBA J1IEKAPCTRO:

® TofifM CNaja Ha KPBBHOTO HalAraHe (MOXKe Aa NoYyBCTBATE 3aMasHOCT MIIH Np
® MHOro 6apHa chpacyHa AeHHOCT




MOHW)KEeHa CbpAe4Ha PyHKUHA

IHOK, HACTBNHA 1IOPAaaH NMOHWXKEHA ChpAeUHa GYHKLUA
npobneMu ¢ AUNIAHETO

3ary0a Ha Cbh3HaHHE, KOATO MOXKE 1a CTHI'HE JO KoMa
'bPYOBE (CNa3MH)

raneHe

OBpbLUAHE

HUCKa KPBbBHa 3axap

BUCOKa KOHLIEHTPaUMA Ha KaJiHii B KPBBTA (XUNEPKATHEMHA )

Korato npunoxennero Ha Pann0iok ce npexpatu

BHezanHoTO cnupane Ha Pannbnox o6UKHOBEHO He NMpeaAU3BHKBA Bb3BPbILAHE HA CHMITTOMHTE Ha
y4ecTeHa CbpacyHa AeHHOCT (Taxukapaus). Bawuar aekap me Bu Habnonasa BHUMATENHO, ako
JIEYEHHETO C TOBA JIEKAPCTBO ObJe COPAHO.

AKO UMaT€ HAKAKBH JOMbJIHHUTENHH BLIIPOCH, CBbP3aHK C ynoTpedara Ha TOBa JIEKapCTBO, NONUTaiTe
Baluvsa nekap Win MeaMUMHCKA CecTpa.

4. Bb3MOKHH HeXeIAHA PeAKIHH

KakTo Bcu4kM nekapcTBa, TOBa IEKAPCTBO MOKE J1a NPEAW3BHKA HEXEJIAHH PEAKLIMH, BbIIPEKH He HE BCEKH
rM NoJiy4yasa.

[ToBeueTo HexenaHu peakunun H3ue3saT 10 30 MUHYTH clie/] cnupaHe Ha neveHHeTo ¢ Panubnok. Beanara
KakeTe Ha Bawug nekap Wi MeIMLIMHCKa cecTpa, ako 3a0e/Ie)KHTe HIKOS OT CIERHHTE HEXENaHu
peakunuM, KOWTO MOraT Aa 6baaT CepPHO3HH.

Moxe aa ce HanoXxu HHQY3HATa 1a ce cnpe, ako JAeKapAT 3a0eNeKH HAKAKBH CEPUO3HK NPOMEHH B:
¢ ¢cbpaevHaTta Bu aeliHocT;
¢ KpbBHOTO BM HansaraHe,
® eleKTpHYeckaTa akTUBHOCT Ha CbhpLieTo Bu.

YecTH (Moxe na 3acernar ao 1 na 10 aymn):

¢ OaBHa CbplevHa AelHOCT
® HHCKO KPBbBHO HaisraHe

HeuecTn (Moxe ga 3acernar ao 1 na 100 aymn):

oenoapoOHa UHGEKLUKA (MHEBMOHHS )
HUCKO ChIbpXKaHHE Ha HATPHIA B KPbBTA (XUNOHATPHEMMUA )
NOHMXEHO KpbBOCHaOAABaHE Ha MO3bKa, riaBobonue

CrIHpaHe Ha HOPMaJTHOTO KpbBOOOpalleHHe (CNUpaHe Ha ChpaeuHaTa AeHHOCT), YCKOPEHa ChbpAeyHa
ACHHOCT

BUCOKO KPBBHO HANIATaHE

cbOHpaHe Ha TeyHocT B Genurte npobose
MOBPblLAHE, rafeHe

yepHoapoOHo 3abonsaBane

NPOMEHHU B KPbBHUTE NOKa3aTeu

6poil Ha TpomMOoUMTHTE (CBCTABKH Ha KPbBTA, YYacCTBAIIH B CbCHPBAHETO i1) H3B
HOpMara




® HEHOPMAJHO BHCOKO KONHYeCcTBO Onupybun (murmeHT, oOpasyBaH NpH pa3pyluaBaHe Ha
ePUTPOLMTHTE) B KPbBTA

Peaxn (Moxe na zacernar xo 1 na 1000 pymn):

Bb3MAJICHHE Ha ThKAaHTa B PbIAHUS KOLL
BHCOKA KpbBHa 3axap

HHCYAT, I'bpY

WHQAPKT, HAPYUICHHUA Ha CHPAEHHHUA PUTHM, NMOHWKEHA ChpJcuHa yHKUUS

WIOK, rOpeLliy BbJIHH

npobnemy ¢ aumaxeTo (3abonaBaHe Ha benusa Opob, CAbP3aHO ChC CBUBAHE HA AUXATETHUTE
MbTULIA, KOETO 3aTPYAHABA AUMLUAHETO), 3a00onsaBaHe Ha Oenund Apod, HEHOPMATHO HHCKO
CBABPIKAHUE HA KUCITOPOI B KPbBTa

OHUCKOMGDOPT B KOpEMa, CEKPEUHA B yCTaTa, 10U ABX

3a4EPBABAHE HA KOXKATAa, CTYAEHA NOT

MYCKYJIHH CNasMH

O0BOpeuHa HeaocTaTHLYHOCT, 6BOpeyUHO yBpeXKraHe, HaMaJIEHO KONMMUYECTBO HA YPHHATA

MOBHLICHA TEMNEPATypa, BTPHCAHE, JUCKOMGOPT B rbpAHTE, H0NKA HA MACTOTO HA HHXKEKTHPAHE
NOBHIIECHO HaJlIAraHe B KPBbBOHOCHUTE CbAOBE Ha Oenure ApoGose

3axap (FNOKo3a) B ypuHaTa

pe3yaTaTh H3BbH HOpMAaTa Npu U3cieaABaHe Ha ypuHa (benTobk B ypHHaTa, NOBHIlLIEHA ypes B
YPUHATa)

¢ YCTAHOBSIBAHE HAa OTKJIIOHCHHUA OT HOPMAJTHOTO NpPH U3C/IEABaHUA Ha cbpueto (upe3 EKT, exorpadms)

C HeH3BeCcTHA YecTOTA (YECTOTATA He MOXKeE A ObAe OeHEHA OT HAJIHYHHTE AAHHH):

® KOXHH H3MCHCHHA Ha MACTOTO Ha HHXXEKTHpPAHE, YCEIIaHE Ha HanpeXeHHe Ha MIACTOTO Ha
NPUAOKEHHE,

Crodmasane Ha HeXKeJIAHH PeaKIHH

AKO TIONy4YHTE HAKAKBH HEXENAaHH IEKAPCTBEHH PeaKLHH, yBeIOMeTe Baluns nekap Uiy MEIHUMHCKA
cectpa. ToBa BKIIOUBA BCHUKH BE3MOXHH HEONMMCAHM B Ta3H JIMCTOBKA HEXENaHH peakumMu. Moxkere chulo
1a ChOOLUMTE HEXKEeNaHW peaKUHi JHPEKTHO Ha:

M3nbiHMTEIHA areHLMs 1o JeKapceTBaTa

yn. ,.Jaman ['pyes™ No 8, 1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Kato cbobluaBarte HexenaHd peakLdy, MOXeTe N1a fafeTe CBOA MPHHOC 33 NONYYABAHE HA MOBEYE
HHPOPMAaLMA OTHOCHO He30MacHOCTTa Ha TOBA NEKAPCTRO.

3. Kak aa cuxpanaBare Pannbiox

CbxpaugsaiiTe ¢iakoHa B KApTOHEHaTa ONAKOBKaA, 33 Ja C€ MPEArasH OT CBET/IHHA.
Ha ce cbxpaHsaBa Ha MSCTO, HEJOCTBITHO 32 Acua.

. He usnonseaiire Panubnok cnexn cpoka Ha roaHocT, oT6ensizaH BLPXy KapTOHEHATa OMaKoBKa W
¢naxona cnen ,,I'onen no:* nam ,,EXP“. CpoksT Ha romHOCT OTroBaps Ha nocieAHHs AeH OT
NOCOUYEHUA Mecell.

ToBa neKkapcTBO HE H3HCKBA CMIELIHATIHA TEMINEPATYPHH YCAOBHA HA CbXPAHEHHE.

Pannbnok Tpsabsa aa ce pasrsopu npeau ynorpeba. PasTBopeHOTO nekapcTBo
npu 25 °C, no TpabBa 1a ce u3non3sa BeHara cnea pasTBapsHe.




. Topa nexapcTBO He TpsaOBa na ce npunara, ako 3a0eeUTe YaCTHIM KK NPOMEHEH LIBAT HA
pa3TBopaA.

He u3xpbpnsiiTe nekapcTpara B KAaHaM3aLMATA WIH B KOHTEHHepa 3a AoMaluHH oTnaabuu. [Monuraiite
Bawna gapMaleBT Kak 1a U3XBLPIIATE NEKapCTBaTa, KOUTO Beve He ®ianoin3pare. Te3n MepKH Lie
CMIOMOTHAT 3a ONa3BaHe Ha OKOJIHaTa cpefa.

6. Crpabpxanue HA ONAKOBKATa H JONBJIHHTEIHA HHGOpManusa
Kakso cuabpxka Panubiaox

AKTHBHO BEUIECTBO: NTaHAHOJIONOB Xxuapoxiopua. Eaun dnakoH crabpxa 300 mg naHaHononoB
XHAPOXJIOPHA (Ha Npax), eKBUBANEHTHH Ha 280 mg AaHanonon. Cnen paspexaane 1 ml cbhabpxa 6 mg
JTAHJHOJIONOB XHUAPOXNOPHIL.

Jlpyru CbCTaBKHU: MAHHTON H HaTPUEB XMAPOKCHA (3a Kopurupade Ha pH).
Kak n3rnexaa Pann0/ok H KaKBO CHABLPKA ONAKOBKATA

Panubnok e npax 3a nHQy3WOHEH pa3TBOpP, KOMTO € 651 10 nouTH OsN Ha LIBSAT.
OnakoBkaTa cbabpxa eAHH 50-MHTHANTPOB hAaKoH.

IIpuTexkares Ha pa3pemeHHeTo 3a ynorpeda
Amomed Pharma GmbH

Leopold-Ungar-Platz 2

1190 Vienna

ABCTpHA

ITponzBoaRTEN

AOP Orphan Pharmaceuticals GmbH
Leopold-Ungar-Platz 2

1190 Vienna

ABCTpHA

Tosa nexapcTBo € pazpemeno 3a ynorpe6a B AbpxaBuTe — wienkH Ha EBponeiickoro
HKOHOMHYECKO NPOCTPAHCTBO MO CJICAHATE HMEHA:

ABCTpHS Rapibloc 300 mg Pulver zur Herstellung einer Infusionslésung
['epMaHus Rapibloc 300 mg Pulver zur Herstellung einer Infusionsldsung
["bpumg Rapibloc 300 mg xévig ya Sddvpa npog éyyvon

HanHus Rapibloc pulver til infusionsvaske, oplesning

EcToHus Raploc 300 mg infusioonilahuse pulber

Mtanus Landiobloc 300 mg polvere per soluzione per infusione
Kunsp Rapibloc 300 mg kévig yw duiddvpa mpog Eyyoon

JlaTBus Raploc 300 mg pulveris infuziju $kiduma pagatavo3anai
JlviTBa Raploc 300 mg milteliai infuziniam tirpalui

Hwuaepnangns Rapibloc 300 mg poeder voor oplossing voor infusie
Hopserus Raploc 300 mg pulver til infusjonsvaeske, opplosning

[Monuwa Runrapiq 300 mg proszek do sporzadzania roztworu do infuzjj
PymMbHMA Rapibloc 300 mg pulbere pentru solutie perfuzabili




CaoBakus Rapibloc 300 mg pradok na infuzny roztok

CnoBeHus Rapibloc 300 mg prasek za raztopino za infundiranje
YHrapus Rapibloc 300 mg por oldatos infuzidhoz

OuHraHaus Rapibloc 300 mg infuusiokuiva-aine, liuosta varten
OpaHuus Rapibloc 300 mg poudre pour solution pour perfusion
XbpBaTus Rapibloc 300 mg prasak za otopinu za infuziju

Uexus Rapibloc 300 mg prasek pro infuzni roztok

Leeuns Rapibloc 300 mg/50 ml pulver till infusionsvitska, I8sning

Jdara Ha nocjieAno npepasriexiaane na ancroskara 08/2026
Ilocouenara no-g0.1y HEGOPMANHS € MPEARAZHAUECHA CAMO 32 MEAHIHHCKH CHeHAIHCTH:

To3m pazaen cxabpka npakTHYECKa HHGOPMALIUA OTHOCHO MpUNoXeHHeTo. [IpoueTere KpaTkaTa
XapakTepuCTHKa Ha MPOJYKTa 32 NbjTHa HHPOPMALIUA OTHOCHO JO3MPOBKATA U HAUMHA Ha MPHIIOKEHHUE,
[NPOTUBONOKA3aHUA, TIPEAYNPEKIECHUS H 1.

JlaHauonon € NpeaHa3HAYEH 33 HHTPABEHO3HO NPHIIOKEHHE B YCNOBHA Ha MOHKHTOpHUpaHe. Camo no6pe
KBATHQHLMPAH MEAKUIMHCKH CTIELIMATHCT ClieABa a Apurara iaHauono. JJo3suposKara Ha JJaHAWOAOI
TpsaOBa na ce TUTPHPa HHAWBHIAYAHO.

PanuOaok He TpabBa na ce u3nonssa Ge3 pasTBapsHe KaKTO € yKa3aHo M0-A00Yy.
Pasteopere 1 dnakoH ¢ 50 ml ot eauH OT cneaHHTE Pa3TBOPH:
. pasTBOp Ha HaTpues xnopua 9 mg/ml (0,9%)

. pa3TBop Ha rko3a 50 mg/mli (5%)
. pa3TBOp Ha PuHrep
. pa3TBOp PUHrep nakrar

beaunsat 1o noutn 640 npax ce pa3Teaps HAITBIIHO CJIEA PEKOHCTUTYHpaHe. PasMecere BHHMATENHO, JOKATO
ce noayuu OUcTbp pastsop. [IpurorsenuTe pasTBopu TpaGBa Aa ce NposepaBaT 3a BUIUMH YACTHIIN W
NpoMsAHa B LiBeTa. Tpadpa na ce H3NON3BaT caMo OUCTPH GE3LBETHH Pa3TBOPH.

HH@y3usra obuxkHoBEHO 3anouBa cbe ckopocT 10 — 40 Mukporpama/kg/min, NpH KOETO NOHIDKABAHE HA
CbpAe4HaTa 4ecToTa we Obac nocruryuaro cnen 10 — 20 min.

B cnyuaii ye € veobxoauMo 6Lp30 NOHMKaBaHe HA ChPASUHATA YeCTOTa (B paMKHTE Ha 2 o 4 MHHYTH),
MOXe f1a ce OOMMCK NprnaraHe Ha Hatosapsaiua ao3a 100 mukporpama/kg/min 3a | MUHYTa, NocneaBaHa
OT HENPEKLCHATA HHTPaBeHO3HA HHPY3Hs Cbe ckopocet 10 — 40 Mukporpama/kg/min.

[1py naumeHTH Che ChpAcUHA ANCHYHKUHA WM CENTHYEH WOk TpAOBa fa ce NMpHIarar no-HUCKH HAYATHH
A03H. YKa3aHug 33 JO3MPAHETO Ca AAfIEHH B YacTTa ,,.CneHanyy NOMyNauMH™ U B HHTErpUpaHaTa cxema
Ha AO3HpPAHE.

Maxcumanna oosa: Ilopabpxainara no3a Moxe Aa 6bae yeenndena o 80 mukporpama’kg/min 3a
OrpaHHYeH MepHOA OT BpeMe (BK. TOUKA 5.2 B KPaTKaTa XapaKTepHCTHKA Ha MPOLYKTA), aKO ChPACHHO-
CBAOBHMAT CTATYC Ha NMALMACHTA Halara H NO3BOJISBA TAKOBA YBEJIMYEHHE Ha 10O3aTa U TO HE BOAM N0
MPeBHIIABAHE HA MAKCUMAJIHATA JHEBHa J03a.

MakcuMaliHaTa NpenoprUYKTeIHa JHEBHA A03a JIAHAHO/O0NIOB xuapoxnopua e 57,6 mg/kg/neHoHoruue (T.e.
HHy3us ¢ ckopocT 40 Mukporpama’kg/min B npogskeHue Ha 24 uaca).

HanuueH e orpanuten onut ot nHdy3us Ha TAHAKOI0I € NMPOABIKUTENHOCT NOBeYe 02
> 10 mukporpama/kg/min.




DopMyna 3a NPEU3UHUCIIBAHE HA MPOABLKHTENHATA HHTPABEHO3HA HHPY3Us OT MHKporpaMH/kg/min Kbm
ml/h (PanuGnok 300 mg/50 ml = 6 mg/mi):

uenesa n03a (Mukporpamu/kg/min) x renecuo rerno (kg)/100 = ckopocT Ha UHDY3UA (ml/h)

Tabnuua 3a npeobpazysane (npumep):

kg TenecHo 1 2 5 10 20 30 40

TErNO pg/kg/min | pe/kg/min | pg/kg/min | pg/kg/min | pg/kg/min | pg/kg/min | pg/kg/min

40 0,4 0,8 2 4 8 12 16 mi/h
50 0,5 1 2,5 5 10 15 20 ml/h
60 0,6 2 3 6 12 18 24 ml/h
70 0,7 1,4 3,5 7 14 21 28 ml/h
30 0,8 1,6 4 8 16 24 32 ml/h
90 0,9 1,8 4,5 9 18 27 36 ml/h
100 l 5 10 20 30 40 ml/h

Bb3MoxxHO HauamHO 60YCHO NPUIIOKEHHE MPH XEMOAUHAMHYHO CTAOHIHW NaLHEHTH:
@opMyna 3a npeodpasysare ot 100 mukporpama’kg/min no ml/h (Panubnox 300 mg/50 ml = 6 mg/ml):

ckopocT Ha utgy3us (ml/h) Ha natosappaiaTta 103a, KOATO ce Npuiara 3a | MuHyTa = TenecHo Terno (kg)

(Iipumep: ckopocTTa Ha MH(Y3Hs Ha HaTOBapBallaTa 1034, KOATO e MpMJiara 3a | MUHYTA, 33 NaLKEHT C
Terno 70 kg e 70 ml/h)

B cnyuaii na HexenaHa peakups 1o3aTa JaHgHoA0N Tpa0Ba qa Gbae Hamanena unu uHdy3uaTa 1a ce
NPEKPaTH H NALUKHEHTHTE TPAOBa Na MOAyYaT MOAXOAALLO JleUeHHe, ako € Heobxoanmo. B cayuaii Ha
XMIOTOHHA WK Opanuxapaus MPHIOKEHHETO HA NAHAUON0N MOXe [a Oblae Bb30OHOBEHO B NO-HMCKA 0034
CJIeAl Bb3CTaHOBABAHE HA KPBBHOTO HA/IAraHE H ChbpACYHATA HECTOTA A0 NPHEMIIHBH CTONHHOCTH. [MpH
NAlUEHTH C HHCKO CUCTONIHO KPBBHO HANIATAHE € HEOOXOAUMO NOBHLIEHO BHUMAHHE MPH aJlaTHPaHE Ha
A03aTa H MO BpEeME Ha NojabpKalaTa HHY3uA.

B ciyyaii Ha npeno3rpaHe MOXKe Ja ce NOABAT ¢eJHHTE CHMITTOMH: TEXKKA XHIOTOHHS, TEXKKA
Opanukapaus, AV 650K, CbpAevHa HEAOCTATBYHOCT, KAPAHOTEHEH LIOK, ChPAEYEH apeCT, GPOHXOCNATEM,
AMXATENHAa HEAOCTATHHHOCT, 3aryba Ha Cb3HaHHE 0 KOMa, KOHBYACHH, rajieHe, NOBpbLIaHE,
XUMNOTTIHKEMHS, XHIIEPKATTHEMHA.

B cnyuaii Ha npeao3upane naHanonon He Tpabpa Ja ce npunara no-HaTaThbK.

IIpemunasane xom armepnamuerno nexapcmeo: Cnea NOCTUraHe Ha aIEKBaTEH KOHTPON Ha ChPAEYHATA
4ECTOTA H Ha CTAOMAHO KIIMHHMYHO ChCTOAHHE MOXE [1a CE OCBHLUECTBH NPEXO/ KbM a/TEPHATHBHY
JIEKAPCTBEHHU NPOAYKTH (KaTo HANp. NEpopanHu aHTHAPHTMHUYHH JIEKapCTBa).

[lpu npexona OT NaHAMONON KbM ANTEPHATHBHH NEKAPCTBEHHN NPOAYKTH JEKAPAT TPAOBa BHUMATENHO Aa
B3EM€E NMpeaBkA HHPOPMALMATA U JO3UPOBKATA Ha aNTePHATHBHOTO NeKapcTso. I1pu npeMUHaBaHe KbM
aNTEPHATHBEH NIEKaApCTBEH NPOLYKT NO3UPOBKATA HA NaHIHO/I0/ MOXKE [1a C€ HAMAJTH KaKToO ClieBa:

* Hudyznonxara ckopocT Ha NaHAHO0N Npe3 MbPBHA Hac CAel NPWIOKEHHETO HA THPBATa 034 OT
aNTEPHATUBHHA JIEKapCTBEH NPOAYKT TpsaOBa Ja ce HaMaJIM HanosoBHHa (50%).

e CJieq NpUN0KEHHE Ha BTOPaTa /103a OT aNTEPHATHBHHA NEKAPCTBEH MPOAYKT OTrOBOPHT Ha

nauMeHTa TpadBa na ce HabnloaaBa 1, aKO C€ MOCTHTHE MOAAbPXKAHE HA 3a]0BOJIHAT
33 NOHE €IMH Yac, HHPY3HUATA NAHIHOJION MOXE /1A CE NMPEKPaTH.




CneuManHy nomynaumuu

Ilayuenmu 6 cmapuecka sv3pacm (2 65 2o0unu)
He e Heobxoarnma Kopekuus Ha no3ara.
Iayuenmu c 6v6peuno yepesxcoane

He e neobxoanma Kopekuus Ha n03aTa.
IHayuenmu ¢ yeprnoopobro yspedicoane

JJaHHUTE OTHOCHO JIEYEHHETO Ha MALKEHTH ¢ YepHOAPOOHO yBpexkaaHe ca orpaHHueHH. [Ipenopbusa ce
BHUMATENHO TUTPHPAHE Ha J034aTa NPH NALMEHTH C KAKBATO U A € CTEMNEH Ha YEPHOAPOOHO yBpexkaaHe,
KaTo ce 3ano4He ¢ Han-HUCKaTa Jo3a.

Covpoeuna ouchyuxyun

[Ipy naunenTH ¢ HapyweHa GyHkuua Ha nasara kamepa (LVEF < 40%, CI < 2,5 Vmin/m?, NYHA 3-4),
Hanp. cliel ChpAevHa Onepaums, Mo BpeMe Ha HCXEMHA WITH NPH CENTHYHM ChCTOAHUA, Ca M3MOM3BAHHU MO-
HUCKH JI03H, 3anouBally oT | MUKkporpam/kg/min u ca yBeqMuaBaHH CTHNANIOBUAHO A0 HE MOBEYE OT

10 mukporpama/kg/min npH BHHMaTENHO HAOMOACHHE Ha KPBBHOTO HAJIATaHe, 33 Aa C€ MOCTHIHE KOHTPOIT
Ha cbpaeyHaTa 4ecToTa. [To-HaTaTbUIHK yBENHUEHUS Ha A03aTa MOXKE A Ce OOMMCIAT NPH CTPHKTHO
CJICACHE Ha XEMOAWHAMHYHHTE NapaMeTpH, aKO TAKMBA YBETHUYECHHUA ca HEOOXOAUMH U NOHOCHMYU OT
rneaHa TOUKa Ha ChbPACUYHO-ChIOBHA CTATYC Ha NaLIUEHTA.

Cenmuuen wiox

3a MOCTUraHe Ha KOHTPON HA ChPAEUYHATA YECTOTA NPH MALMEHTH CbC CEMTHYEH LOK Ca H3MON3BaHH MO-
HUCKH RO3H, 3anoysailu ot | Mukporpam/kg/min, 10 He noBeue ot 40 Mukporpama/kg/min. Jo3ata e
YBENMHYaBaHa CTLNATOBUAHO H2 HHTEPBAIH HE MO-MaIKH OT 20 MUHYTH MEXIY BCAKO YBEIHUEHHUE HA
CKOpOCTTa Ha MH(y3us ¢ 1 Mukporpam/kg/min npu BHUMATENTHO CAEAEHE HA KPbBHOTO HaNATaHeE.

leouampuuna nonynayus

JlaHaHonon € NpeaHa3Ha4YeH caMo 332 HHTPABEHO3ZHO NMPHUIIOKEHUE B YCIOBHA HA MOHUTOPHPAHE.
Ho3uposkara Ha nanauonon TpaGea aa ce THTpUpa HHAKRBHAYaANHO. IMpunoxkeHHEeTo OGMKHOBEHO 3aMOYBa
CbC CKOPOCT Ha HH(Y3HATa 5 MHKporpama/kg/min, KOSTO MOXe NOCTENEHHO 1a CE YBEIHUaBa 10

40 mukporpama/kg/min.

HanuueH e orpaHuyen onut oT uH}y3us Ha TAaHAKOI0 ¢ NPOABIKUTENHOCT HaA 24 Yaca Npw
MEAHATPUYHH NALIMEHTH.

Heya cvc copoeuna oucgynxyun

[1py neauaTpHyHK NALMEHTH ChC CbpIeUHA AMCHYHKUHMA € HEOBXO0AMMO MOBULIEHO BHUMAHHUE U MOXE aa
¢ HeoGX0WMa NO-HKCKa HavaHa 103a. [10-HaTaThLUIHK yBeIHUYEHHs Ha J03aTa MOXKE 1 Ce OGMUCIAT NPY
CTPHKTHO CJIEACHE Ha XEeMOAHHAMHYHHTE NapaMeTPH, aKO TaKUBA YBEJIHUEHHUA Ca HEOOXOAUMH U
[IOHOCHMU OT rJI€IHa TOYKA HAa CbPAEHHO-CBAOBHA CTATYC HA NALMEHTA.

HauyuH Ha NpUaOKEHHE
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Panubnok He Tpabea na ce cmecBa ¢ APYry NEKApCTBEHH NMPOAYKTH, ¢ H3KIIOYEHHE Ha H30POEHUTE B TOUYKA
6.6 Ha KpaTKaTa XapaKTEPUCTHKA Ha NPOAYKTA.

Jlanguonon TpaGsa aa ce Npuaara HHTPaBeHO3HO Npe3 LEHTPaNleH WK nepudepeH BEHO3EH NBT U
He TpsAOBa J1a ¢ce NMpUNara B CbLIATA HHTPABEHO3HA JIMHUA, NPE3 KOATO C€ NPHIAraT ApYrure 1eKapCTBEHH

NPOAYKTH.

3a pasznuka ot apyru 6eta-610KkepH He ce NosBABa TAXHKAPAUS KaTO EHOMEH Ha OTHEMAaHE NpH BHE3ATHO
CIHpaHe Ha TAHAMUONON Clield 24-4acoBa HenpexbcHaTa HHPY3ua. Hesasucumo oT ToBa nauueHTuTe Tpadea
na ce HabnoaaBaT BHUMATENHO, KOTATO Ce MPEeKPaTaBa NPHIOKEHHETO Ha JIAHIMONON.

[TpoTMBONIOKA3AHHKS

- CBpBX4YBCTBHTETHOCT KbM aKTHBHOTO BELIECTBO MM KbM HAKOE OT MOMOILHHTE BELLECTBA,
H30pOEHH B TOUKa 6.1 Ha KpaTkaTa XapaKTepHCTHKA Ha NPOAYKTa

- Texka 6panuxapous (noa 50 ynapa B MuHyTa)

- CHHAapOM Ha OONHUA CHHYCOB Bb3eJ .

- Texxku aTpHOBEHTPHKYNapHH (AV) HONATHH HapyLleHHA Ha MPOBOAMMOCTTa (6e3 nelcMeNKbp):
AV 0nok 2-pa WM 3-Ta cTeneH

- Kapauorenen wok

- Texka XWnoToHus

- JlexoMneHcHpaHa ChpAeuHa HENOCTATLYHOCT, KOTATO CE CUMTA, Y€ HE € CBbP3aHa C apHTMHATA

- benoapobHa xunepronus

- HenekypaH deoxpomMouuTOM

- OCTbp acTMaTUYEH NPUCTHI

- Texxka meTabonuTHa auMa03a, KOATO He MOXE [1a CE KOPHTHpa
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