JJUCTOBKA: HH®OPMAILIUS 3A ITAHIMEHTA

PEMECTHII 0,1 mg/ml nnKeKnHOHEH pa3sTBOp
REMESTYP® 0,1 mg/ml solution for injection
TepnunpecuH (terlipressin)

[IpoueTeTe BHUMATEIHO USJIATA JIMCTOBKA, NPEH A4 3aN04YHETE /12 H3N0JI3BATE TOBA
JIEKapETBO, Thil KATO TS ChAbpPKa BaxkHa 3a Bac nnpopmanus.
BuHArM W3NO3BaHTE TOBA JIEKAPCTBO TOUHO KAKTO € OMKMCAHO B Ta3M JIKCTOBKA MK KakTo By e ka3an

Bawus nekap Wi ¢papMaLeBT, HIH MEIMUMHCKA CECTpa.
1. 3amnaszere Ta3u JUCTOBKA. MoOsKe 1a ce HaJIOXKH Ja A nNpo4veTeTe OTHOBO.
2. AKO MMATe HSKAKBH JOITbJIHUTEIHH BBIPOCH, Nnonutaiire Baiuus sekap nim apmaiesT, HiH

MeJIMLIMHCKA cecTpa.
3. ToBa lekapcTBO € npeanvcato Jn4Ho Ha Bac. He ro npeorcTenpanTe Ha ApyrH Xopa. To moxe

/1a UM HaBpeH, HE3aBUCUMO Y€ NMPU3HALIMTE Ha TAXHOTO 3a00J1sBaHe ca ChLIMTE KaTo Balure.

4, AKO NoJIy4MTe HAKAKBH HEXKEJIaHW PeaKkluH, yBeaomere Bawuns nekap i ¢hapmMaueBT, HIIH
MeJMLMHCKA cecTpa. ToBa BKJIIOYBA U BCHYKH Bb3MOJKHH HE)KEJIaHH PEaKlHH, HEONMMCaHH B

Ta3u JJUCTOBKaA. Buyxre TOoukKka 4.
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KakBo ¢bAbpKa Ta3H JIHCTOBKA!  M3NLITHWTENMA ATEHLWA 1O NEKAPCTBATA
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Kakso npeacraensasa PEMECTHII v 3a kKakBO €€ U3MON3BA 1y - i - /oo aomario 2
KakBo TpsiGBa na 3Haete, npeau aa wanonssate PEMECTHII
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BB3MOKHH HEXKEJIaHU peaKLUH | Pazpewesiue Ne
Kak na cexpansBare PEMECTHI]
ChAbprKalide Ha ONAKOBKATa M J0MbJIHHUTEIHA HH(OpMaLIKs
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1. KAKBO IIPEJICTABJISSBA PEMECTHII U 3A KAKBO CE U3II0JI3BA
PEMECTHUIT uHxkeKUMOHEH pa3TBOP ChAbprKa aKTHBHOTO BELLECTBO TEPJIMIIPECHH alleTaT.

PEMECTMII ce n3noJi3Ba 3a JiedeHHe HA KbPBeHe OT e30(areajiHin BapHILH.
E3oareaJHuTe BapHLIiM ca yroJleMeHH KPbBOHOCHH CB/I0BE, KOMTO ce 0D0pa3yBaT B XpaHOIPOBO/A
KaTo ycJIoXkKHEHHe oT 3aboJisiBaHe Ha uepHHs apo0. Te morar aa ce ciiyKaT H /1a KbpBAT, KOCTO ¢

CEpHO3HO H XXHUBOTO3acCTpaluaBalllo CbCTOAHHC.

Koraro ce HH»keKTHpa B KpbBOOOpallleHHETO, AKTHBHOTO BELLECTBO TEPJUIPECHH aLeTaT, Ce
pasrpaxa U ocBoOoxaaBa cyOCTaHLMsA, HapeYeHa IM3UH-Ba30NpPECHH. 14 BAMAC HA CTEHUTC Ha

KPpbBOHOCHHTE ChJIOBC H I'M Kapa /1d Cce€ CBHBAT, KaTO 110 TO3H HAYHH KPBbBOTOKBT KbM TAX CEC
NOHHUXXAaBA U TaKa KPbBOTECUYCHHUETO HaMaJlisaBa.

2. KAKBO TPSABBA JIA 3HAETE, IIPEJIN 1A U3IIOJI3BATE PEMECTHII

He n3noaspaiite PEMECTHUII
- aKO CTE aJIePru4HH (CBLPBXYYBCTBHTE/IHH) KbM TePJIHNPECHH aLETaT HJIH KbM HAKOS OT

OCTaHAJIMUTE ChCTABKHM Ha TOBA JIeKapcTBO (M30pOeHH B TOUKa 6);

- aKo cTe OpeMeHHa;
- aKO B PAMKHTE Ha 10CJIe/JHUTe 3 Mecella CTe CTPajlajiv OT Cbp/ievHO 3adosBaHe.
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IlpenynpexacHns H NpeanasHy MEpKH

VeenoMmere Bamua nekap npeau ynorpebara ha PEMECTHI]

- aKO UMATE BHCOKO KPbBHO HAIATAHE;

- aKO HMaTe chpae4Ho Win Genoapoduo 3abdonasane;

- ak0 UMare auaber;

- [pH J€Na M NAHEHTH B HANPETHANA Bb3PACT, ThH KaTO ONUTHT NPH TE3U rpynu ¢

OrpaHuyeH;
- aKO UMaTe cenTuueH oK. CenTHUHUAT IIOK € CEPHO3HO CBCTOAHHE, KOETO CE Nonyvasa,

KOTaTo TexKa HHAEKLMA AOBE/IE 10 HUCKO KPBBHO Handraxe u ciabo kpheoobpalueHue.

ITo speme Ha nevernero c PEMECTHIT kpuBuoTo B Rannrane, CLpaAeTHATA MeCTOTA K 0aNaAHCBT
HA TeuMHOCTHTe TpaOBa Aa ce Hab10AaBAT NOCTOAHHO.

ToBa nekapcTBO Chabpka 3,65 mg HaTpu# (OCHOBEH KOMITOHEHT Ha roTBapcKaTa COJI) BB Bceku ml.
Toea e ekBuBaieHTHO Ha 0,18% OT NpenopbuUTETHHA MAKCHMAaJIEH IHEBCH XPaHHUTEICH MMPHEM Ha

HaTpHii 3a Bb3PACTEH.,

JApyrn aexapersa 1 PEMECTHII
Mons undopMupaiite Bawns jekap nis Apyro MEAHLUHHCKO JTHIE, aKO NpHEMaTe HIIH HACKOPO

CTE¢ NPHEMAJIH WIR NIPEACTOH Aa npHemarTe ApPYrH JeKkapcTea.

Haii-saxkHo € ra iHpopMHpaTe Baluua nexap, ako npuemMare KaKBOTO M J1a € JIEKAapCTBO 3a ChpLETO
(Harp. 6eTa-6n1oKepH), Thit KATO TEXHHAT edeKT MOXKE Jla CE YBEIMIH, aKO ¢ U3MON3BAT N0 CHIIOTO

speme ¢ PEMECTHII.

YBegomeTe ne3abaBHo Bamua Jexap, aKko npHeMaTe HAKOE OT CIeAHHTE JIEKApCTBA:
JlekapcTBa, KOHTO MOTAT A A0BEJAT A0 HEPABROMEPEH ChPAEYEH PHTEM (apuTMHRA) KATO

HANPHMEP CIEAHHTE:
- JIeKapCTBa NPOTHB ApUTMHA, W3BeCTHU kato Knac 1A (kBHHUAMH, NpOKaHHAMUA,

nuconpamun) 1 Knac I (amuonapow, coranon, ubytvnua, AopeTrana)
- epUTPOMHUMH (AHTHOHOTHK)
-  aHTHXHCTAMHHM (M3MON3BAT Ce OCHOBHO 3a JIEYEHUE Ha aN€pryuH, HO CE CPeLIAT B ChCTaBa H Ha

HAKOM JIEKAPCTBa NPOTHB KAlNKLA H HACTUHKA)

- TPHUMKJIHYHU AENPECAHTH, M3MNOA3BAHH 34 NEUeHNE Ha CNpeCHA

- JexapcTBa, KOMTO MOTaT a FIPOMEHAT HUBATA HA COJI WK €NeKTPONHTH B KpbBTa By, ocobeno
anypetuu (06e3soaHABail Ta6NeTKH, H3NO/3BAHH B IEHEHHETO Ha BUCOKO KPBBHO

HaJAraHe U ChpAevyHa HeJOCTAThYHOCT).

BpeMEeHHOCT H KbpMeEHe
PEMECTHIT He Tpa6sa aa ce M3no3ea No BpeMe Ha OPEMEHHOCT.
PEMECTMHIT e Tpabpa n1a ce M3non3sa No BpeMe Ha KbPMEHE, TbH KaTO HE € U3BECTHO ann C€

U3TBYBA B MAHUYHMHOTO MIAKO.

[Hodnpane n paboTa ¢ MAINHHA
He e npunoxkumo. PEMECTHII e nekapcTBeH NpoayKT, KOHTO Ce Npuiiara camo 8 OOHHLA.

3. KAK JA U3IIOJ3BATE PEMECTHII

PEMECTHMII e nexapcTBeH NPOLYKT, KOMTO Ce 3MnoA3Ba rnasHo B 60NHMLK M TpAOBa fa ce npuiara
CaMo OT KBalTU(QHLUHPaH MepCoHal.

[IpunoxeHuero TpabBa 1a € HHTpaBEHO3HO.




O6uuaiinaTa HauaTHa 103a PEMECTHUII npu BHE3aNHO KbpBEHE OT BapHLM Ha XpaHONpoBOJa € 2 mg.
[MocneapaluTe 103M 06MKHOBEHO ca 1-2 mg Ha BeekH 4 vaca, R0KaTO KbpPBEHETO 6bae KOHTPOIHPAHO
B NpOABbJKEHHE Ha 24 uaca. Jleuenurero TpAdBa Aa NPOABKARA HAW-ABACO M0 48 yaca.

Crnen HauanHaTa no3a Bamarta go3a Moxe aa 6bae KopurupaHa B 3aBUCHMOCT OT TCJICCHOTO Bu Terno

MJIM KO UMATE HEXENaHH peaKLmH.

4. BB3MOXHHU HEXKXEJIAHH PEAKIIUH

KakTo BCHYKH JIEKapCTBa, TOBA IEKAPCTBO MOXE a NPEAH3BHKA HEXKE/IAHH PEAKUHH, BLIPCKH HE HE
BCEKH 'k MOIYYapa.

MHOro 4ecTo J0K/IaIBAHM HeXeJAHH peaknmuu (MOrar Ja 3acertar nosede ot 1 Ha 10 nekyBaHu

NaLHeHTH)
- 6osnka B CTOMAaxa;

YecTo AOKNATBAHH HeXKeNAHH PeaKIHH (3acarar no-majko ot 1 Ha 10, Ho noseve ot 1 Ha 100
NleKyBaHH NALMEHTH)

— rnaBoOone;

- 6pagukapaus (MHOro 6aBeH ChpAeUeH MyJIC);

~ YCKOpPEH [YJIC,

- MOBMILIEHO KPLBHO HANAIaHE,

— CBHBaHE H& KPbBOHOCHUTE CHAOBE,

— HaMaJleH KPbBOTOK KbM KpPaHHHLIMTE,

- OneaHOCT;

- oHapus,

— HUCKO HHBO HA HAaTPUH B KPBBTA,

- O0oJiKa B IbpAKUTE;

— YaHO32a (CHHKABO OLIBETABAHE HA KOXKATA, IPUHHHEHO OT JINMCATA HA KUC/IOPOA);
— TE€YHOCT B Benute ApoboOBeE;

- rajcHe,

— NOBPBLIAHE;

— 3a1yX;

HeuecTo TOKNAABAHN HEKEJAHH peakuun (3acarar no-mManko ot 1 Ha 1000, Ho noseue oT 1 Ha 1000
JIEKYBAHH MALUEHTH)

— HEPEAOBEH ChPACUEH PHTEM,

- YCKOpeH NYJIC;

— MUOKapJeH HHapKT (cCbpAeueH Yaap),

- Torsade de pointes (0CTPO CbpAECHHO CHCTOAHHE),

— ChpACYHA HEAOCTATBYHOCT. CUMNITOMHUTE BKIKOYBAT 3a0yX, YMOPa H N0/l BaHE Ha INI€3CHHTE;
— HaMaJIeHO KpbBOCHaOAABAHE HA YEPBATA,

- ropelly BbJIHM;

- JMXaTeNEeH AMCTPEC W IMXATENHA HEJOCTaTbYHOCT (3aTPYAHEHHS TIPH HLLAHE);

— KOKHA HEKpO3a (MBLPTBA KOXa, HAMa BPb3Ka ¢ MACTOTO Ha FIPUIIOKEHHE);

- HeKpO3a B MACTOTO HA MHXXEKTUPaHe (MBbPTBA KOXKa);

C HeH3BeCTHA YeCTOTa: YECTOTaTa He Moxe Aa Obae onpenelieHa Bh3 OCHOBA HA HAJTHYHHTE NAHHH

— yTEepHHHa KOHCTPHKLIMA (CNa3bM Ha MaTKaTa);
— HaMaJleHO KpbBOOOpalleHHe Ha MaTKAaTa.




CurofmaBaHe Ha HeXKeNaHH peaKinH
AKO NMONYYHTE HAKAKBH HEXKENaHK JIEKAPCTBEHH PEAKLHH, yBEAOMETC Bawus nekap unu GapMauesT.

Toka BKTIOUYEA BCHYKH Bb3MOXHH HEOMHCAHH B TA3H JIMCTOBKA HEXe/IaHW peakuun. Moxere Chulo Aa
ChOBLUMTE HEXENAHU PeaKLtii AMPEKTHO YPE3 HALIMOHATHATA CHCTEMA 33 ChODLIABAHE:
HM3mb/THHTEHA areHiMsa no nekapereara yi. . Jlaman pyes” Ne 8

1303 Codus, buarapus
Ten.: +35 928903417

yeGealitT: www.bda.bg
Kato ¢hobIaBaTe HeKeNnaHH peakLiiy, MOKETE Na NaJCTe CBOA NMPHHOC 34 NMOJTYy4aBaHe Ha MOBEHE

HHQOpPMALIUA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. KAK JA CBXPAHABATE PEMECTHII

JTa ce cbXpaHABa HA MACTO, HEOCTBLIHO 3a ACLA.

Ja ce cpxpansBa B xnaguiHuk (2°C — 8°C). CpxpaHssalTe aMNyIHMTE B KApTOHEHaTa ONAKOBKA, 34
Ja ce Mpeanasar ot ceetnuHa. Jla He ce 3aMpassBa.

He wsnomsaiite PEMECTHUIT cnex cpoka Ha FOAHOCT, oT0ena3aH BbpxXy onakoekara. CpOKbT Ha
FOAHOCT OTTOBAPS HA NOCACAHHUS AE€H OT MOCOYCHHA MECCLL,

6. CBhIBLPXAHUE HA OITAKOBKATA Y JOITbJJHUTEJIHA HH®OPMALINA

Kakso cpanpxa PEMECTHUII

- Enna amnyna ¢ 2 ml vHkeKUHOHEH pa3TBop Cbabpxka 0,2 mg TepIHNPECHH alleTar.
- JIpyruTe CHCTaBKH ca: HATPHEB XJIOpH], OLUETHA KHCEIHHA, HATPUEB ALIETAT, BOAA 33 WHXCKLIUH.

Kax wiraexnaa PEMECTHII u kakBo ChbABpKa 0NAKOBKATA
[MpoayKkTeT NpeacTaBnABa rpo3paueH Oe3UBeTeH HHKEKLIMOHEH pa3TBOp.
Pazmepu Ha onakoskuTe: 2 ml x 5 aMnynn; 2 ml x 10 amnynu.
IpuTexaTe] HA pa3pelieRHeTo 3a ynorpebda

Ferring GmbH,

Wittland 11,

24109 Kuel,

["'epmanus

IIpon3zpoauTen
Ferring-Leciva, a.s., K Rybniku 475, 252 42, Jesenice u Prahy, Yeluika Penybnuka

HaTa HA MOC/IEAHO Npepa3riekiaHe Ha JTHCTOBKATA
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