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PEMECTHII 0,1 mg/m] HHKeKIHOHEH pasTBOp. € 7/¢0

REMESTYP® 0,1 mg/ml solution for injection
Tepaunpecwun (terlipressin)

[IpouyeTeTe BHHMATE/HO UAJIATA JIHCTOBKA, NPEAH Aa 3alI0YHETE 12 H3I0JI3BaTe TOBA
JIeKaAPCTBO, Thil KATO TH ChAbpPKa BaxkHa 3a Bac unpopmanus.
Bunaru u3noJsi3Baite TOBa JIEKApCTBO TOYHO KaKTO € OMMCAHO B Ta3M JIMCTOBKA MJIM KaKTO BH e Ka3ai
Baiius nekap uaum apmaueBT, HJIM MEJMLIMHCKA CecTpa.
. 3ana3ere Ta3u JUCTOBKA. MOXe /1a C€ HAJIOXKHM Ja s [poYeTeTe OTHOBO.
2. AKO UMaTe HAKaKBH JOMBbIHHUTEIHH BLIIPOCH, NMonuTaite Bawiug nekap wiu apmauesT, HITH
MEMLIMHCKA cecTpa.
3. Toga JiekapcTBO € npeanucaHo Ju4Ho Ha Bac. He ro npeotcrbnBaiite Ha aApyry xopa. To moxke
71a UM HaBpeIH, HE3aBUCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3a00J1sBaHe ca ChLUMTE KaTo Baluure.
4. AKO MOJIyuyHTe HAKAKBH HEXEJIaHW peaklMu, yBeaomeTte Bawiug nekap wiu papmaieBT, Ui
MEHIIMHCKA cecTpa. ToBa BKJIKOYBA U BCHYKH Bb3MOXKHH HEXKeEJIaHW peakLMH, HEOTTMCAHH B
Ta3u JUCTOBKA. BywkTe TOuKa 4.

KakBo cbabpika Ta3H JIHCTOBKA:

l. KakBo npeacrasasea PEMECTHUIT u 3a kakBo ce u3non3ea
2. KakBo Tps0OBa na 3Haere, npeau aa usnosnssare PEMECTHII
Kak na w3nonzsare PEMECTHUII

Bb3M0)KHU HEXKEIaHU peaKLMK

Kak na cvxpanssare PEMECTHII

Chbabp)KaHUE HA ONAKOBKATa M JAOMbJHUTE/IHA HH(POpMaLIUS
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1. KAKBO INIPEACTABJISIBA PEMECTHII A 3A KAKBO CE U3I10JI3BA
PEMECTHIT uHxeKUMOHEH pa3TBOP CbAbPKA AKTUBHOTO BELLECTBO TEPJIMIIPECHH alLleTaT.

PEMECTHMII ce n3noJi3Ba 3a Jle4eHHe HA KbpBeHe OT e30(area/iHH BapHIIH.

Ezodareannure BapuLIM ca YroJleMeHH KPbBOHOCHH Cb/A0BE, KOMUTO ce 00pa3yBaT B XpaHOMpOBO/1a
KaTo yClOXKHEHHUE OT 3abosisiBaHe Ha uyepHHUs Apo0. Te MoraT a ce Crykar v 1a KbpBAT, KOETO €
CEPHUO3HO H JKHUBOTO3aCTPaLLABaLO CHCTOSHHUE.

Korato ce MH)KEKTHpa B KpbBOOOpaLLIEHUETO, AKTUBHOTO BELLIECTBO TEPJIMIIPECHH alleTaT, ce
pasrpaxaa M ocBoOO1aBa CyOCTaHLMs, HapeyeHa JIM3UH-BA30IPECHH. T BiIUsg€ HA CTEHUTE Ha
KPbBOHOCHUTE CHJOBE M 'M Kapa /la ce CBMBAT, KaTo M0 TO3H HAYUH KPbBOTOKBLT KbM THAX C€
MOHU)KABa U TaKka KPbBOTEYEHUETO HAMAJISABA.

To3u NpoaAyKT ce U3M0JI3Ba M MPH JICYEHUETO Ha:
— KbpBeHe OT CTOMALLIHO-YpeBHATa U MUKOYO-MOJI0BATa CHCTEMA — CTOMALLHH U AYOJAEHAJIHH
3BH, (DYHKLIMOHA/IHK W NOAOOHHW BHAOBE KbPBEHE OT MaTKara, paxkaaHe, abopT U ApyrH.
— KwbpBeHe B pe3yaTaT Ha onepaTHiBHA MHTEPBEHLIMS, M0-CNELMAIHO TakaBa B 00JlacTra Ha
Kopema M Tasa.
— JlokanHO NpHI0MKEHHE NMPH TMHEKOOrMYHH ONepaLMM, KaTo HanpuMep Ha LMHKaTa Ha

MaTKara. I
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- aKO CTE AJICPrAYHNA (CBLPLXYYBCTBHTENHA) KbM TEPJAHAPECHH aleTaT H/IH KbM HAKOR OT
OCTaHAJIMTE CbCTABKH Ha TOBA JIEKAPCTBO (M30pOeHH B TOUKa 6);

- axKo cre 6peMeHHa.

- aKo B paMKHTE Ha NocNeaHnuTe 3 MeceLa cTe CTpajajii OT ChpaeHHo 3abonaBaHe

IIpeaynpexacHHsa H NpeANa3sHH MEPKH

Yseaomere Bamus nekap npeaun ynotpedara Ha PEMECTHII

- aKO MMaTe BACOKO KPbBHO HAJIMTaHE;

- aKko UMare cbpaedHo nian fDenoapobno 3abonasane ;

- aKko uMare auaber;

- NpH Jella A NANHEATH B HANPEARAAA Bb3PACT, Thil KATO ONMUTET MPH TE3U IPYIHU €

OrpaHH4EH;

- aKo UMaTe cemTHYeH oK. CEeNTUYHHAT HIOK € CEPHO3HO ChCTOSHHE, KOETO CE NOJy4ana,
KOTaTO CEPHO3HO Bb3MaJleHHe AOBEAE A0 HHCKO KPBBHO HAnAraHe U cnabo kpbBoobpalueHue.

Mo epeme Ha neueHnero c PEMECTUII kpbBHOTO BH Hansrane, chpaeyHaTa 4€cT0Ta H DANAHCHT
Ha TeuHOCTHTE TPpslBa Aa ce HAONI0JABAT NOCTOAHHO.

Hpyra nexapersa 1 PEMECTHII
Mons nHpopmupaiite Bainus Jekap HIH ApYyro MeJHIHHCKO JRIE, AKO NPpHEMATE HJIH HACKOPO
CTe NPHEMAJIH HJIH NPEACTONR Aa NIPpAEMATE JPYIH JeKapcTBa.

Haii-saxxHo ¢ Aa uHdopMmupare Bamnsa nekap, ako npueMare KakBOTO M [ia € JIEKApCTBO 3a ChPLETO
(Hanp. OeTa-010KEpH), Thil KATO TEXHHUAT €PEKT MOKE 112 CE€ YBENUYH, aKO C€ U3NOI3BAT MO CHLUIOTO
speMe ¢ PEMECTUII.

YBenomete nezabapao Bamus nekap, aK0 npHeMATe HAKOE OT CJIEAHATE JIEKAPCTBA:
JlekapcTBa, KOATO MOTAT 1a A0BEAAT 10 HEPABHOMEPEH CHLPACYEH PHTHM (APHTMHA) KATO
HANIPAMEP CJAETHATE:
- JIeKapcTRa NPOTHB apUTMUA, H3BECTHH KaTto Knac IA (KBHHHAKWH, NpOKaHHaMHUA,
auconupamua) U Knac Il (amuonapon, coranon, noyrunua, nodpeTuinua)
- €PUTPOMMLMH (RHTHOUOTHK)
-  AHTHUXMCTAMHHHU (HM3MON3BAT C€ OCHOBHO 3a JICUCHWE Ha aJICPriH, HO C€ CPELLAT B ChCTaBa U Ha
HAKOM JIEKapCcTBa NPOTUB KalWTHLA H HACTHHKA)
- TPULMKKIMYHM JErNpecaHTH, W3NON3BAHHU 3a ICUEHHE Ha AEeNPEeCHs
- JIeKapCTBa, KOUTO MOTAT Jla NPOMEHAT HMBATA Ha COJI WIH €JIEKTPOJAUTH B KpbBTa Bu, 0COOEHO
auypernuy (06e3BoaHABaLUM TAONETKN, H3MOA3BAHH B IEHEHHETO HA BUCOKO KPBBHO
HaJIATaHE H CbpAIeYHA HEJOCTATbYHOCT).

bpeMeHHOCT H KbpMeHe

PEMECTHII He TpabBa aa ce u3nonssa no BpemMe Ha OPeMEHHOCT.

PEMECTMII se Tps6Ba aa ce H3Mmon3ea no BpEME Ha KbPMEHE, Thit KATO HE € U3BECTHO Ja/lH Ce
W3NTH4YBAa B MAHYHHOTO MIISKO.

Hlodpupane u pabora ¢ MAIBHA
He e npunoxumo. PEMECTHII e nekapcTBeH NpoayKT, KOWTO ce npuiara caMo B SOTHULM.

G
Toga aekapcTBO cChabpka 3,65 mg HaTpUit (OCHOBEH KOMITOHEHT Ha roTBapcKara coJl) B'bB S m
Toa e ekBuBaneHTHo Ha 0,18% oT npenopbuUuTETHUI MAKCUMANEH AHEBEH xpaﬂmeneﬁ n£7e AR LT
HaTpHit 3a Bb3pacTeH. ‘ : % 7




3. KAKJA MBIOJ3BATE PEMECTHII

PEMECTHII e nekapcTBeH NPOAYKT, KOIMTO Ce M3MON3Ba MMaBHO B OoNMHUUM H TpaOBa Aa ce npunara
CaMo OT KBaIHPHLMPaH NepCoHa.

[TpunoxenueTo TpabBa Ja € HHTPABEHO3HO.

O6uuaitHaTta Hayanna no3a PEMECTHUII npu BHe3anHo KbpBEHE OT BapHLIM Ha XpaHONpoBoaa € 2 mg,
IMocneapsaluTe 031 0OHKHOBEHO ca 1-2 mg Ha BCeKH 4 yaca, 10KaTo KbPBEHETO Obae KOHTPOJIHPAHO
B NpoAb/KEHHE Ha 24 yaca. JleueHuero TpsOea Aa npoawmkaBa Haii-awaro ao 48 vaca. Cnen
HayanHarta Ao3a Bawara no3a Moxe aa 6Lae kopurupaHa B 3aBUCHMOCT OT TE€NECHOTO BU Terno wnu
aKO MMATE HEXKENAHU PEAKLIMH.

KbpBeHe oT Bapui Ha xpanonposona: O6uuaiiHara HavanHa aosa PEMECTHII npu BHesanHo
KbpPBEHE OT BapULM Ha XpaHonpoBoza e 2 mg. [locneapamure no3u od6MKHOBEHO ca 1-2 mg Ha BCEKH
4 yaca, JOKaTO KbPBEHETO Oble KOHTPOJMPAHO B NpogbikeHHe Ha 24 yaca. JleueHueTo Tpabea na
npoab/bKkaBa Hal-awiaro Ao 48 uaca. Cnex HavwanHata nosa Bawarta no3a Moxxe 1a ObAe KOpHrupaHa B
3aBHCHUMOCT OT T€AECHOTO B TErno Win ako UMaTe HEXENaHH PEeaKLIHH.

Hpyry BUaoOBE cTOMAaITHO-YpeBHH KpbBouanuen: 1,0 mg (1000 pg) na sceku 4 — 6 yaca. IlpogykTeT
MOJKE J1a C€ U3MON3BA KAaTO CPEACTBO 3a IMbPBA NMOMOLL B CIYYaH HA KIIMHUYHO NOAO3ZUPAHO KbPBEHE
OT rOpHATa 4acT Ha CTOMAalIHO-YPEBHATa CHCTEMA.

KbpBeHe OT CrUTaHXHMKOBATa 00ONnacT rpu Jeua: obuvadHara goza Bapupa ot 8 1o 20 pg/kg TenecHo
Terno, pasnpeieneHa Ha HHrepeanu ot 4 no 8 uaca. [Ipunaradero TpabBa na ObAe NPOALIDKEHO MNpes
Lie/1Ms NIEPHOA Ha KbpBEHe, KaTo ofl1aTa npenopbKa € To Ja 6ba¢ NPOAL/IKEHO KAKTO B CITYUYaHTE Ha
KbPBEHE TIPH BB3PACTHH. 3a CKIC303MPAlIH BApULIM HA XPAaHOIMPOBOJA Ce NpHiiara €IMHHYHA 1038 OT
20 pg/kg TenecHoO Terno, NPUNoKEHa KaTo 60MyC HHKEKLIMA.

KbpBeHe OT NHKOYO-NONOBUTE NBTHINA: AHANA30HBT Ha JO3UPOBKATa € TBbpE LHPOK U TOBA CE
AB/DKM HA Pa3/iM4HATA aKTUBHOCT Ha IUTa3MeHHTEe U TbKaHHMTEe eHaonenTuaasu. [Topaayn Toea
Ao3HpoBKara uie Bapipa ot 0,2 oo 1,0 mg (200 - 1000 pg) Ha BcekH 4 - 6 yaca.

ITpu 1OBEHUWIHHU METPOpPArky ce NpenopbUBatT A03H OT 5 Ao 20 pg/kg renecHo terno.

JlokanHo npunoxkeHwe Npy ruLekonoryyHy onepauny: Jdobasere PU3sHONOrHYeH pasTBOp KbM 1032
ot 0,4 mg (400 nug), 3a na nonyunte obem ot 10 ml ¥ NpUnoOKETE HHTPALIEPBHKAIIHO WIH

napauepBuKaiHO. EQEKTHET NpH TO3M HAYHH HAa NPUIOKEHHE HAa NEKapCTBOTO MOXKE A4 CE YCTAHOBH
npubnusuTenHo ciaea 5 - 10 MuH. Ako e HeobxoauMo, no3ara Tpabea Ja ce YBENHYH WK Ja ce
MOBTOPH.

4. BB3MOXHH HEXEJIAHHN PEAKIITUH

KakTo BCcHYKH JlekapCTBa, TOBA JISKAPCTBO MOXKE 12 NPEAW3BMKA HOKENAHH PEAKIUH, BBNPEKH HE HE
BCEKH ' NO/ly4asa.

MHoro g9ecTo J0K1aABAHA HEXKE/IRHH PeaAKNHHA (MOraT Ja 3acerHar noseye ot 1 Ha 10 NIEKYBAHH
NaiMeHTH) A
— Ooska B cToMaxa,

YecTo AOKNAABARH HEXEJIAHA peaKNRA (3acarar no-Manko ot |1 Ha 10, Ho noee
JIEKYBaHH NALIMEHTH)

- rnasofosue;




— Opanukapaus (MHoro 0aBeH CbpAeueH MyJC);
— MOBHILEHO KPBBHO HAJIATAHE,

— CBHBAHE HA KPbBOHOCHHUTE CbAOBE;

— HaMmaJleH KpbBOTOK KbM KpaiHULIUTE;

- OnenHocT;

— Anaps,

-~ HHUCKO HUBO Ha HATpPHii B KPLBTA;

- Oosika B rbpAUTE;

- 1IHaHO3a (CHHKABO OLBETABaHE Ha KOXaTa, IPUYHMHEHO OT JJWICAaTa Ha KUCAOPON);
— TeuHocT B 6enure npodose;

~ rajeHe;

~ MOBPBLULAHE;

- 3anyX;

HeuecTo A0KIaIBAHH HeXeJJaRH peakuuH (3acarar no-mManko ot 1 Ha 1000, o noeeue ot 1 Ha 1000
NEeKyBaHH MAUMUEHTH)

- HEPEAOBEH ChpAeHEeH PUTDHM;

— YCKOPEH TYJIC;

— MHOKapAeH HHPapkT (Chpae4eH yaap);

— Torsade de pointes (0CTPO CHPACHHO CLCTOAHHUE);

- CHPAEYHA HEAOCTATBLYHOCT. CUMNTOMUTE BIJIIOYBAT 3ayX, YMOPa ¥ NOAYBAHE HA IN1€3€HUTE,
- HaMaJIEeHO KpbBOCHA0AABAHE HA YepBaTa;

- ropelly BbAHH;

- AMXATeSIeH AUCTPEC U AMXATENHA HEAOCTATEHHOCT (3aTPYAHEHUA NPH AULLAHE);

— KOXKHa HeKpo3a (MBPTBA KOXKa, HAMA BPb3Ka ¢ MACTOTO Ha NPUIIOKEHHE));

- HEKpO3a B MACTOTO HA KHXKEKTHPAHE (MbpPTBA KOXa);

C HeRm3BECTHA YECTOTA: YECTOTATA HE MOXKe Aa ObAe ONpeaesieHa Bb3 OCHOBA HA HANWYHUTE JaHHH
- yTepHHHA KOHCTPUKLIMA (CrIa3bM Ha MaTKaTa);
— HaMaJIeHO KpLBOOOpallieHHE Ha MaTKaTa.

Cro0maBaHe HA HEXKETIAHH PEAKIHM

AKO nonyuuTe HAKAKBH HEXEJIAHH JIEKApCTBEHH peakuuy, yeeaomere Bawna nekap wnu gapmaliesr.
Toea BK1104YBA BCHYKH Bb3MOXKHH HEONIUCAHH B Ta3H JIHCTOBKA HEeXeNnaHu peakuud. Moxere cbllo aa
CbOOLIMTE HEXENAHM PEaKLMKM AUPEKTHO Ype3 HALIHOHANHATa CUCTEMa 3a CbhoblaBase, nocoueHa no-
pony. Karo crobl1aBaTe HexKeNaHU peakLiMi, MoxKeTe Aa NaJeTe CBOA MPUHOC 34 MOYy4aBaHe Ha
noesede HHPOpMaLHA OTHOCHO HE30MacHOCTTa Ha TOBA JIEKAPCTRO.

H3nbnHUTEIHA areHuMs no Jekapereara ya. , Jlaman ['pyes” Ne 8
1303 Codua, brarapus

Ten.: +35 928903417
yeOcaliT: www.bda.bg

5. KAK JA CBbXPAHABATE PEMECTHII

Ja ce cbxpaHfBa Ha MACTO, HEAOCTBITHO 34 LA,



3a nNepuoa OT €IMH Mecell MPOAYKTHT MOKE Aa ce ChbXxpanasa nox 25°C (Hanpumep B amOynaTopHa
cpeaa).

He usnonszeaiitte PEMECTHUII cnen cpoka Ha rogHoct, otbens3aH BbpXy onakopkaTta. CpoKbT Ha
FOAHOCT OTrOBAPA HA MOCACAHMS [IE€H OT [MOCOYECHHUS MeCELl.

6. ChbAbBPKAHHUE HA OITAKOBKATA A JOITHBJIHUTEJIHA HHO®OPMAIIHUA

Kakso ¢oabpxa PEMECTHII

- Eanxa amityna ¢ 2 ml nnxeKuoHeH pa3Teop ceabpxka 0,2 mg TepaUnpecuH aleTar.
- JApyrure cuerasky ca: HaTPUEB XJIOPUI, OUETHA KMCENMHA, HATPHUER ALIETAT, BOAA 38 HHXKEKLIWH,

Kak marnexaa PEMECTHII u xakBo chALpxka 0NM2KOBKATA
[TpoaykTsT npeacTaBidBa npo3payeH 0e3lBeTeH HHKEKLIMOHEH Pa3TBOP.
PazMepH Ha onakoskure: 2 ml x 5 ammynu; 10 ml x 5 ammynu.
IIpuTtexkaTen HA pazpellleHHETO 3a YHOoTpeba

Ferring GmbH,

Wittland 11,

24109 Kiel,
['epmanug

Ipouzsoauren
Ferring-Leciva, a.s., K Rybniku 475, 252 42, Jesenice u Prahy, Uemka Penybauka

JlaTa Ha NOCJIEeNHO NpepasraciKIane Ha JHCTOBKATA
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