HHDOPOPMAIHS 3A YIIOTPEBA
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GUTRON® 1% oral drops,solutton 1 BATASGRLE LG

I'VTPOH 1% xanks Hepopajsy, pasTeop

JlekapcTBEHO BemecTso
Midodrine hydrochloride

Cxreras

1 ml (= 30 xamxu) cpABpKa:

Jlexapcmeeno eewecmeo:10 mg midodrine hydrochloride.

Iomownu eewecmea: eTunoB anxoxon 96% (oTroBapsany npubimsurenno wa 120
mg/ml ethyl alcohol), paspenena conna Kucenuna, IpeyrcTesa BOJa.

Jexapcreena gopma
Kanxu nepopansy, pasrsop.

Onakoexa
KadsBo CTHKICHO IIKIIE C TYTATOP ¥ Kanayka Ha BHHT, CcBABpKAmO 25 ml Kanku

IIEPOPANHH, Pa3TBOP.

Hauun ua peiicrsue
I'ytpon moBmmiaBa HECKOTO KPBBHO HATaHe, Karo Nogobpsea (yHKUMATA HA
OTIyCHATHTE CHAOBE ¥ TaKa ce H30iATBa NPHTOKBT HA KPBHB B NOJHHTE KpaliH@uM,
KOeTO BOAW JO CBETOBBPTENX M NUPKYIATOpeH KOJAOC, MOpaxu HEJOCTATBYHO
KpPBBOCHAOZIBAHE HA MO3BKA.



Hme 1 agpec Ha HPOU3BOIUTENA H npUTeXaTe] HAa paspelIeHEeTo 33 ynorpeda
NYCOMED Austria GmbH.,

St. Peter Strasse 25,

A -4020Linz. -

Austria

Iokasanua

OpToCTaTHyHa XUIOTOHMS (HHCKO KPHBHO HAlSraHe NpK CTaBaHe M Clef
npoxsnKaTento croene). [lopamy pHCK OT 3HAYATENHO [OKAYBAHE HA
apTEpUANHOTO HallIraHe B JIEKAINo HoNoKenue, ['YyTpoH He ce NpHyara BEB
BCHYXH CIIy4ay Ha OPTOCTATHYHA XHITOTOHKS, & CaMO MPH TEXKUTE CIydan,
KOT2TO OCTAHANMTE TEPANCBTIIHI MEPKY HE €2 OKa3ald e(QeKT.

IpoTuBONOKA3AHU
TI'ympown He mpabea oa ce npunaza npu:

e & © o O

CRpEXUYYBCTBHTEIHOCT KbM HAKOS OT CHCTaBKHUTE Ha MPOAYKTA;

TeKKH OpPraHvYHKM CBPASUHOCHIOBH 3a00isiBadms, BHCOKO KpBBHO
HaIIAraHe, apUTMUH, "

Octpu 656pedry 3abonsaBanis, G0peYHa HEXOCTATHYHOCT, XUIEPTPOQUs
HA TPOCTATATA ¢ HANMYHME BA OCTATHYHA YPHHA, MEXaHMHA OOCTPYKIus
(sanymeaue) Ha IHKOYHUTE IBTHING, 3aIpBKKa Ha YPHHA;

DeoxpoMOIUTOM (TyMOp, IPOAYLHPaNT apeHEPTHYHH CyOCTaHIHH);
XunepTHpeouIu3sM (MoBrIIeHa GYHKIMS Ha ITHTOBKAHATA JKJIE3a);
TecHOBIBIIHA FIayKOMa; '

BpeMeHHOCT ¥ KBPMEHE;

Texko OONUTEPHPALIO CHAOBO 3a00isiBaHe, CHAOB CHassM, OONECT Ha

Peiino, anamuesa 3a CTeHOKAp/AHY ONNAKBAHHA.



BpeMeHHOCT 1 KbpMeHe
ITopagu HeOCTaTEYHATE JaHHE I'yTpOH HE Ce IpenophyBa 10 BpeMe Ha OpeMEHHOCT

H KbpMEHE.

BinsiHEe BLPXY CIOCOOHOCTTA 33 Hodupane H pabora ¢ MalIMHK

Hsamva MauEy OTHOCHO NOBIHABAaHE Ha Tesu Aekmoctd. Ilo Bpeme wa modupane 1
pabota ¢ mMammey obaue, TpsAOBA Ja ce MMa IpEeJBUA, Y€ NOHAKOra ce HalmonaBar
BE30YIUMOCT, pasipasHUMOCT, IPOMEHH BEB BHAMAaHHETO.

CoenpalHy NpeaynpeskiIeHus npn ynorpeda ¥ cuenBaJ i NPoTHBOHOKA3AHHA
Bamust nexap Tpsbsa fja 664 HHEPOPMUPAH 3a CIEHHOTO:

e 7pyru 3abongBaHmsg, oco0eHO JecHOKaMepHa xuneprpodusa (3azmebernsBaHe
CTeHaTa Ha JAACHATa ChpAcdHa KaMepa), HpHumHEHa OT GemonpobHo
3aboNgBane, NOBHIIEHO BBTPEOYHO HANAraHe, HapyIICHHs B YepHoJpoOHaTa
unu 666peunara QyHKIH);

® ajepruy;

¢ CBHIBTCTBAILIO pHEMaHe Ha APYTH JEKapCTBEHM IPOJYKTH U IO-CIEHHATHO Ha
TaK¥Ba, KOUTO CHIBPXKAT CBHBANIN KPHBOHOCHUTE CHHAOBE cyOctaHmmm (BiK.
JlexapcTBeHH B3aUMOXEHCTRUA);

e OpEeMEHHOCT ¥ KbpMEHE.

IIo BpeME€ Ha JICHCHHETO KPBBHOTO HauArase 'I'pHGBa Jda ¢ CJiedd NEPHOAHYHO B
JCTEAIO, CCAAIN0 H CTOAMO HOJIOMKCHHEC,

Br3MOXXHOCTTA 38 Xunepronys (ITOBUMIaBaHe Ha KPFBHOTO HA/ATaHE) B JIEKALTO MK
CeAAnIo NoNoKeHre TpsOBa Aa ce ¥MAa B NPEABHI IPEAy 3aI0UBade Ha JIEUeHHETO.

B cnydait Ha CHMIOTOMH Ha IMOBHIICHO KPBBHO HAIAraHe (KaTo CHDJACYHH YCCHIAHUA,
raaBoOonMe, cMymieHWE B 3peHieTo) wim Opamuxapaus (HamaneHa CHpACYHA
"94eCTOTa, -CBETOBBPTEX, 3ary0a Ha CH3HAHUE) JEYEHHETO TpAOBa Ja Ce NPEKPaTH H
He3a0aBHO Jla ce yBeHOMYM JNeKysamus jekap. Tepanmsara ¢ ['yrpon 1pabsa pa
TPOABIDKY CaMO ¢ TIALIMEHTH, OITOBapsIlld Ha NHPBOHAYANHOTO JedeHue. Ilpu
KOHCYaTHpaHe HAa pe3Kd IIPOMEHH Ha KPBBHOTO HajgraHe JeueHmero ¢ I'yrpoH
TpsAOBa Ja Obje TpeycTaHOBEeHO. IIpm Hexenanu NEKapCTBEHH peaKkiuu WK
GPEMEHHOCT IO BpEME HA JICYEHVETO, IEKyBAIHAT JeKap TpA6Ba Ja 6bie YBeaoMeH.



Braumanne: IIpremManeTo Ha JeKapCTBOTO MOXKe XA JOBEAE XO HO3ATHBHpPaHe

HA JONMHI-TECTOBE NPH CHOPTHCTH.

Gutron 1% xanku ceaspixa npnﬁnnamemo 15 obeMuM % E€THNOB ankoxo0i. Beaka
Jnosa ceuepxa go 0,12 g etunon ankoxon. Cnegosarenno Gutron 1% xankm He ce
IpenophYBsa IpH YEpHOAPOOHH 3a00NABAHMA, ANKOXONM3EM, EIUNIENCHS, MOFIHH
yBpexzhanus ¥ 3aomiBanus, Hpu OpeMeHHE >kenu u gema. EQeKTeT Ha APYrH
TieKapCTBEHH IPOAYKTH Moke Ja 6bae Moxudunmpan.

JlexapceTsenH B3auMogeHcTBIS

JlexapcTBeHY B3aMMOJCHCTBHA MOraT Na HACTBIAT € JEKAPCTBEHM HpPOLYKTH,
CBABPMAI CBMBAINH KPBBOHOCHATE CBIOBE CyOCTaHIMH (KaTo pe3epius,
TyaHETH/IHH), AHTHIENPECAHTH (BKIOYMTENHO IEKAPCTBA OT IPyNara HA T.Hap.
MHXHOUTOPH H& MOHOAMHMHOOKCHJA3ATA), aHTHANCPTHYHH JIEKAPCTBEHH IPOLYKTH,
THPEOUNHY XOPMOHH, ZIPYTH CBPASYHOCBAOBM JEKAPCTBEHH NPOAYKTH (anda
Orokepu, Gera GIoKepH, JUTUTATUCOBY IPOAYKTH), IPOAYKTH, ChEBPIKAII ATPOIHH
¥ TaK¥Ba, KOUTO CHABPIKAT KOPTU3OH (TabJeTKH M HEKEKIIHH).

HaumentsT Tpsbba la yBENOMH JIEKYBALMS JeKap 34 BCHYKM EXHOBDEMEHHO
npueMany ¢ I'yTpOH JNEeKapeTBCHH NPOXYKTH, BKIIOYATEIHO U 38 TAKUBA, 33KyIICHH
Oe3 penenTa.

JIO3UpOBKa ¥ HAYHH HA NPHIEOKEHHE
Ilepopainso ¢ TearHoOCT WIH BBPXY OyuKa 3axap.
Ho3upoBKara ce onpemen OT JeKyBalus Jekap.

OpTtocrarnyna XUROTORHS (HHCKO KPLBHO HAJAraHe)

B CROTBETCIBME C TOHYCa H PEaKTHRHOCITA Ha aBTOHOMHATA HEPBHA CHCTEMA Ha
TAIHCHTa JICYCHUETO CC IOHACA M ONpefens MEAuBHAyanHo. Ilpemopsusa ce
CAGIHATA AOSHPOBKA:

Bn3pactHr » noapacreany (Hajy 12 ronuHK)
Havanna mosza 7 xanku (2,33 mg) 2-3 ObTH AHEBHO.




B 3aBECHMOCT OT pCaknuATa Ha NalMEHTa X HaNHYACTO Ha TOJNEPAHC KBM
JIEKapCTBEHHMS IPONYKT Ta3y JI03a MOXKe Aa ce yBellyaBa Ha HHTEPBAI Hal-MalKO OT
3 - 4 guu xo 30 xanky|, TpH IETH AHEBHO.

Maxkcrnmanea gHeBHa fo3a: 90 kanku (30 mg).

Midodrine Tpa0Ba na ce npuara B ChOTBEICTBHE ¢ HEOGXOAHMOCTTA OT MaKCAMAanHa

aKTUBHOCT HPE3 JeHA. ‘

IIpenopsysa ce 0308 uHTEPBA OT 3 - 4 "aca.
ITsppara nosa Tpsabsa Ja ce B3eMa BeAHAra CyTPUH CIICH CTaBaHe, BTOPATA - 0O 00y
¥ TpeTaTa B KbCHHUA Clenobsan.

C ornex mpenoTBpaTABaHe Ha XMIEPTOHKA B JIEKamO ronoxenne Mufogpuy He ce
NIPENIOPBYB2 CHEH BEYEPs MM TO-MaJIKO OT 4 Yaca Mpey JSraHe.

Hena

He ce npenoprbusa.

ITanventy B cTapuecka Bb3pacT

He ce npenoprusa.

Tanuenty ¢ 6n6peunHa Wiy 4epHoapoOHa HENOCTATEYHOCT
He ce mpenioppuga.

JlexypamusT iekap me ONpelely IPOABIDKHTENHOCTTA Ha JISYHEHHETO.

Hpenozupane

B ciygaute Ha npefosupaHe Modke Aa ce HaOMoHaBaT CIOMEHATHTE HEXENaHU
peaKiyy B IO-WHTCH3MBHA CTENCH (KaTo HOBMINEHO KPHBHO HAIATAHE, CTYACHH
TPBIKH, HACTPHXBaKe, 3a0aBeHa CHpAEYHA YCCTOTA M 33[PHXKKA Ha ypuHa). B Tesm
ciygay HesabasHO TpaOBa Ja ce uHGOPMEpa JEKYBanis JeKap.

Hexenxanm flexapeTBeHH peakmuy

CEpIEYHO-CHIORA CHCTEMA

UeCTH H JO3032BHMCHMMH: XMIEPTOHHSA (BHCOKO KPBBHO HAATaHE) B JEXailo
HIOJIOJKEHHE. ‘ ‘

Citywaiinu: 3a0apeHa WM yCKOpeHa CBpeuHa jeiinoct (Opajuxapipa MM
TaXHKApAHs), DaJmuTanus (Crpreducne).

Pepxu: cppledny apuTMHA.



Koxa ,
Hectu: ustphBaBe Ha KpaifHmuuTe (napecTeswy), NpYpUTyc (cHp6en 0cobeHo 1o
IiaBara), CTyZICHH TPBIIKH, HACTPEXBaHe Ha Koxata (TIOEpEKIHS).

LaCTpOYHTECTHHAIEH TPAKT
Cryqaiian: ragene, CTOMamiHO Pa3CIPOHCTBO (IUCHENCHs), HOBHIIEHA KHCEIUHHOCT,
CTOMATHT (BB3NANECHYUC Ha YCTHATA INFABUITA),

Ornenwrenta cucreMa
Cryualiay ¥ 10303aBHCHME: 38IBPIKaHe Ha ypuHa (peTeHIHs Ha YpYHA) U CMYILICHHE
[pH YPHHEpPAHE (MEKIHOHHUH CMYHICHES ).

HCH TpajlHa HEPBHA CHCTEMA

Cityyaiinu: raasofonue, NOBHIICHA BE30YAUMOCT B pasApasHHTETHOCT.

Moyt umpopmupaiite Bammsar nexap wim ¢apMailleBT 332 BCHYKH HACTHIKIM
HOXKCIaHU JIEKapCTBEHW DEAKIWH, BKTOUHTENHO M. TaKkHBa HEOTOENI3aHH B
HaCTOMIATa HHPOPMANOHHA JFCTOBKA.

Cpox na rogHoCT ¥ ChXpaHenue

CpoxbT Ha rogroct € 0T0eN13al BEPXY ONaKOBKaTa.

Ha ve ce npoxskasa ynorpedara Ha I'yTpoH ciiej Tasy Jara.

CpxpaHABaliTe JIEKapCTBEHHST INPOAYKT B OPHUIUHANHATA ONAKOBKA, Ha MECTa
3aUUTEHU OT CBETIHHA. '

Ma ce cexpansBa npu Temueparypa mox 25°C.

Ja ce cpxpansBa Ha MecTa, HEXOCTHIHM 32 Jella.

Ha ce ymoTpebdsBa caMo HO JIEKapCKO Npeinrucasue!

Jata na nocxensa pejaKkmua Ha TeKCTa
centemspu 2002 rogunaa



