KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA

1. Wme HA NeKapCcTBeHAS NPOAYKT

GUTRON 5 mg solution for injection
T'YTPOH 5 mg nskeKNHOHEH PasTBOP

2. KagecTreeH H KOAHIeCTBEH ChCTAB
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Enna amnyna ot 2 ml ceaspxa 5 mg midodrine hydrochloride

3. JlexapcrBena Gopma

ViHXeKIHOHEH pa3TBOp.

4, KnunauyHu JAHHHE

4.1. TepameBTHYHH NOKA3ANHSA

e JleueHre Ha TEXKKa OPTOCTATHMYHA XHNOTOHHA, OCODEHO NB/DKAINA Cce Ha
JlereHepaTHBHAa aBTOHOMHA aucyHKuU#s (Gomect Ha [lapkuHcoH, ONMBO-
nonronepedenapya atpobus, Gosecr na Shy-Drager u ap.).




4.2. Jlo3npoBKa H HAYNH HA NPHIIOKEHHE

Hozuposka:
Br3pacTHU B ofpacTBaiy (Hajg 12 roguHu):

1 ammyna (2 ml), 1-2 nbTH AHEBHO.

Hena

He ce npenopsegBa.

ITanpenty B crapyecka Bh3PacT
He ce mpenoprusa.

[ammenty ¢ 660peuHa Wi YepHOAPoOHA HEAOCTATHEYHOCT
He ce npemnopsaBa.

Hauun na npunosicenue

WHTpaMyCKyJHa WM HHTPaBEHO3HA MHKEKIA. BE3MOXKHO € HpHIOKEHNe H KaTo
UHTpaBEHO3HA HHQY3HA.

3a unTpaBenosHa uudysua I'yTpon amoyiu Morar aa 6paaT npubaseru koM 0,9%
Pa3TBOp Ha HATPUEB XJIOpUI, pa3TBOp Ha Punrep Him 5% pasTBOp Ha IIIFOKO3A.

4.3. Mlpornsoncka3zanus

¢ CBpBLXYYBCTBUTENHOCT KBM HAKOA OT CHCTABKHMTE HA MPOJYKTA;

o TexXKH OpraHMuby CHPACYHOCHAOBY 3a00N4BAHMSA, BHCOKO KPBBHO
HalfraHe, apuTMHH;

e Octpu 050peunu 3abonaBanud, OBOpeuHa HENOCTATHUHOCT, XUNEPTPOdus
Ha IIpOCTATaTa ¢ HAllMYHe Ha OCTaThyHa ypHHA, MEXaHUYHa 06CTpYKIMA Ha
NHKOYHATE IETHINE, 33ApHKKa Ha YPUHA;

e  DecOXpOMOIUTOM;



XUNepTHPEOUAZBM;

TecHOBIBIHA IIAYKOMA;

BpeMeHHOCT ¥ KbpMeHe;

Texaxo oOmHTEPHpaNIC CHAOBO 32009BaHe, Ba30CNasbyM, OonecT Ha PeiiHo,
aHaMHE3a 32 CTeHOKapJHM OINIaKBaHHA.

4.4. CnennajHn HPOTHBONOKA3AHMS H CHENHAJHHA NpPEeAYNPEXICHHst 32
ynorpeba

ITo BpemMe Ha JIeYeHHETO KPBBHOTO HalsiraHe TpsaOBa Ja ce clIeld pPEeNOBHO B
HETHANO, CEAAIO B CTOSIIO MOTI0KEHHE.

BE3MOMKHOCTT2 32 XUIEPTOHMS B JIEXKAILO WK CENAMIO IMOJIOKeHHE TpAOBa jJa ce
HMa B IPEIBUA PEAH 3aII0YBAHE Ha JICYEHUETO.

IManuenTnTe TpAOBa Aa ce HHPOpMMpAT 3a MHAMKATHBHUTE CHMIITOMH Ha
XUIMEPTOHAATa (CHPACTHH YCEIaHUs, TIaB000HeE, CMYLIEHN B 3pSHUETO), KAKTO H
Yye B Te3H CiIydYan JIeUeHHEeTO TpsiOBa Ja ce NPEeKpaTy U a Ce YBeJOMH JIEKapsl.

CiygauTe ¢ XUNEPTOHHUS B JEXKalIO CHCTOAHME MOXE Ja ce M30ernar ¢ peayKIua Ha
no3arta.

Tepanuara TpsOBa Aa NPOABIDKM caMoO IPH IAlMEHTHTE, KOHTO pearudpar Ha
IBPBOHAYANHATA TEPal.

B cinyganTe Ha 3HaumTensHa (QAyKTyamHd Ha KPBBHOTO HAlAraHe JICYCHHETO C
T'ytpon TpsOBa Ja ce mpexpar.

ChHIBTCTBAILO JICUCHHE CHC CHUMIATHKOMHMETHOM H APYTH Ba3OKOHCTPHKTODHH
CYOCTaHIMKM KaTO Ppeseplud, TyaHeTHAWH, TPULHKIMYHHM aHTHICIPECAHTH,
AHTHUXUCTAMEHY, THPEOHIHE XopMoH H MAO-unxubutopy TpsOBa Ja cc H304rBa,
3al0TO MOKE Ja ce Habmiofapa OTOENA3aHOTO Bede IMOBHINGBaHE HA KPBBHOTO
HalTaHe.

Ilo Bpeme Ha NCUICHHETO MOJKE Jla ce HabmopaBa pedueKkropHa Gpaguxapaus. 3a
TOBA € HEOOXOMO IOBHINEHO BHIMAHNE IPY HANUEHTH, IIpueMalli CBIIBTCTBAIN0
JIEYECHNE C JICKAPCTBCHH MPONYKTH, KOUTO BOJNAT JUPCKTHO WIH MHIMPEKTHO JO
3a0aBsaHe HA ChHp/JeYHATa 9eCT0oTa (HAIp. JUTHTANHCOBH Npenapaty, 0era GloKepH,
ICHXOTPOIHHU NpenapaTty | Ap.)

MManuentnte TpAOBa Ja ce WHQOPMHpAT 3a WHHAWKATHBHHTE CHMIITOMM Ha
Opaauxapaus (Hamp. HamaleHa CBPACIHA YeCTOTa, CBHPACYHM .~yCCIRaHMd,
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CBETOBBPTEXK, 3ary0a HA Ch3HAHWE), KATO B TE3HU CIyJad JEYCHHETO TpsOBa Ja ce
NpeKpaTy i fa ce HH(GOpMEpa JIeKyBallis JeKap.

[Manmenture, crpagaimy OT OeloApoOHO CHpHE TpAbBa Ja ce HabmoXaBaT ¢
0co0eHO BHUMAHNE.

BuyMauue ce mpenopbupa OpH HalHeHTH ¢/ HIH PUCK OT ITNayKoMa M IOBHIICHO
BETPEOYHO HAJMrame, KaKT0 W INpH MalECHTH Ha JCYeHMe ¢ MHHEpal H
[JIFOKOKOPTHUKOMAY, TIOPaJH BB3MOXHOCT 33 TOBHINABAHE HA BBTPEOYHOTO
HalLArage.

[lpM manueHTHE C© JBATOCPOYHO JIEYEHHE € MPEeHophYUTEICH KOHTPOI Ha
O6p0peunaTa GyHKIA.

He ce mpenmopbuBa IPHAOKEHHWETO HpH J€la, NAIMEHTH B CTapuecka BB3PacT H
NaNWEHTH ¢ HapyHIeHa 9epHoApoGHa 1 Ob0pedHa QyHKIWA.

Bunmanne: lpueMaseTo Ha JIEKapCTBOTO MOXKeE A2 JOBeAe A0 NMO3UTHBUPaHE
HA JONHHI-TECTOBE MPH CIOPTHCTH.

4.5. JlekapcTBeHH H APYTH B3aHMONEHCTBHA

ChIETCTBAINO JICYCHHE CHC CHMITATHKOMHMETHIE H APYrH Ba3OKOHCTPHKTOPHH
CYOCTaHIIMA KaTO pPE3CPUMH, TYaHCTHIWH, TPHUOUMKIMYHM aHTH/CIPEeCaHTH,
AHTUXVUCTAMHMHEHY, THPEOHAHY XopMoun i MAO-uaXnéuTOpY TpAOBa Aa ce u3dArBa,
3a0[0TO MOXe Ja ce HaObmogaBa oTOCHA3aHOTO Beue NOBHIIABAHC Ha KPBHBHOTO
HaJLITaHe.

Oi-aJ[pEHEPTHYHUTE AHTATOHHCTH (KaTo Mpa3o3mH M (EHTOJaMHH) MOrar Ja
npoTuBOfciictBar Ha  edexra Ha midodrine. EpHOBpeMeHHO jedeHue ¢ P-
aNipEeHEPrUIHE GIOKepH MOXKE Ia IOBEAE N0 3acCKiBaHe Ha OpanuKkapausTa.

Rauwolfia anxonouap (peseplyH) MOIaT JIEKO Ja IOBHINAT NPECOPHHS €(EKT Ha
midodrine.

I'nuxo3pauTe (QUruTaluc) MOraT ha MOBENAT A0 3acHiBaHE Ha OpafuKapauaTra,
CMYIIEHHS B CHpACYHATa TIPOBOJUMOCT ¥i/HII apHTMHH.

EnHoBpeMeHHOTO IpHEeMaHe Ha aTpONMH M KOPTHKOCTEPOUAN MOXE fia A0BExE 0
IIPEKOMEPHO ITOKAYBaHe Ha KPHBHOTO HAJSTAHE.

EnHOBpPEMEHHOTO Npuiokenne Ha I'yTpoH M OpOMOKDUNTHH BOAM N0 PHMCK OT
BA30KOHCTPHUKIS W/ XUNEPTOHUS.



4.6. bpeMeHHOCT M KhpMeHe

[Tpu excnepumenty ¢ xuBoTHH midodrine HE € nokasan TeparoreHHocT. [{o3a,
ppepumasama 50 ETH MaKCHMalHaTa TepaneBTHYHa J03a, MpupaBHeHa Ha mg/kg
TENECHO TErVI0 € AoBeiia A0 NOBHIIABaHE Ha NOCTHHAALMOHHMTE 3arybH npu
MHIOKE W 3aium. Hsma JaHHM OpE X0pa 3a BBE3MOJKHOCTIA 32 JICYEHHE C TO3H
JIEKapCTBEH MPOAYKT o BpeMe Ha OpeMeHHocT. He e n3ecTHo namu midodrine mim
desglymidodrine ce exckperupar B kbpMara. ETo 3amo midodrine ne Tpsa6Ba 1a ce
IpUNara 4o BpeMe Ha OpEMEHHOCT M KEPMEHE.

4.7. Bansupe BLPXY CNOCOOHOCTTA 3a modHpaHe H padoTa ¢ MAIHHH

HaMa JaHHM OTHOCHO TOBIMABaHe Ha Te3u Jelinoctd. Ilo Bpeme Ha
modupase u pabora ¢ mMamweM 00ade, TpAOBa Ja Ce WMa MPEXBHI, He
NOHAKOTa ce HabmonaBar BH30YIUMOCT, pa3ApasHUMOCT, IIPOMEHH BBB
BHUMAaHHETO.

4.8. Hexesanu JieKapcTBEHH PeakIHy

ChpiedHO-ChI0BA CHCTEMA

YecTH ¥ JO303aBHCHMH: XUIEPTEH3UA B ICIKAINO MOJIOKEHA
Cryuaiinm: Opaaukapaus, TaXUKapausd, MalHTama.
Penxui: BEHTPHKYIapHE apUTMHH.

Koxa
YecTn: mnapecrte3uy, Opypuryc (0cobeHo 10 rapata), CIYIEHH TpPBIKH,
HNOEPEKIHS.



F'acTpOHMHTECTHHANEH TPAKT
Cﬂy‘iaﬁHHZ TagcHE, NUCTICIICH A, ITIOBHIICHA KMCCIIMHHOCT, CTOMATHT.

OtTnenuTenHa cHCTEMA
CrygaiftHy 11 [0303aBUCHMU: PETSHIS HA YpHUHA Y MUKIIUOHHY CMYILIEHHA.

Heﬁfl pallHa HEPBHA CHCTEME

CryJaiiay: rnaBoOoIHe, TOBUIIEHA BH30Y AUMOCT M pa3fApasHUTEIHOCT.

4.9. llpemosupane

B ciyuauTe Ha Npeno3upaHe MOXKe Ja cc Ha0mozasal CIIOMEHATHTE HEXeIaHu
peaxnuy B TIO-WHTEH3WBHA CTeNeH (Kar0 TIOBHUICHO KPBBHO HAajATaHe,
IHMIOEPEKIHs, CTYNCHU TPBIKHE, Opajukapivsi W peTcHUMA Ha ypuHA). B Tesn
Cydal c€ NpenophyBa NpeAnpueMaHe Ha oOmMM MepKH 3a YBEIMYABaHE
EMIMHUHHPAHETO Ha JIEKapCcTBOTO, KaTo € HeoOXoNuMO IpHjaraHe Ha o-
caMmaTHKONATANM (penTonamun). Bpamukapauu u OpaguapuTMHH MOrar Ja ce
TPETUpAT ¢ arponuH (Buumanne! BE3MOXHOCT 33 PA3KO IOBHILIABAHE HA KPBBHOTO
HaJIrage).

Desglymidodrine ce auanusupa.

5. ®apMakeJOTHYHU JAHHHU
5.1. @apmMarkoFUHAMAYNY JAHHH

Midodrine e mpekypcop u ce Merafommsupa [0 ($apMakoJOIHYHO AaKTHBHATa
cyGcranmaa  Desglymidodrine upez emsuMba xupposmmsa. Desglymidodrine
CEJICKTUBHO CTHMyiupa nepudepHute andal- agpeHeprHyHU PELENTOpH, KaTo He
HOBJIMABa MHOKapAHHTE OeTa afpeHeprudHu penentops. EdeKTBT KopecHonaupa ¢



TO3M Ha APYTH O-CHMIATHKOMUMETHIM. CHCTOIMYHOTO B AMACTOIMYHOTO KPHBHO
HalsArage ce IOBHINABA M MOXe fAa ce HalGmonara peduexkropHa OpajuKapsi.
TloBUIIABAHETO Ha KPBBHOTO HajigraHe ce JBDKM B Hali-romaMa cTeleH Ha
KOHCTPHKIMATA Ha MaJKHUTE BEHO3HH CBHJIOBE M B II0-MaJIKa CTEICH HA apTepUOTHTE
(uapacTBane Ha mepubepsoro chnpoTunieHue). Desglymidodrine Bomu mo cnaGa
pEeNyKIMd Ha CHpAeYHHS yaapes o0emM M OBOpeuHHs KphBOTOK. IlosHmiaBa ce
TOHYCHT HA BBTPEIIHKEA CPUHKTED Ha NHUKOYHHSA MEXYP, KOETO BOAM JIO 3aTPyAHCHA
MHKIHS.

5.2. DapmaKOKHMHETHYHH JAHHH

Midodrine ce MeraGonusupa 40 akTHBHATA cyOcranimug Desglymidodrine B pasmayusu
ThKanu (BKIL. YepeH Jpol) upe3 EH3UMHA XUPOIH3a.

ITnasmennar momyxuBoT Ha Midodrine (t Y2B) e 0,49 uaca, a To3M Ha aKTHBHHA
merabomut oT 2 1o 4 daca. Midodrine i HeroBHTE METa0ONKHTY CE& EKCKPETHPAT MOYTH
HAOBIHO Ype3 ypuHata 3a 24 uaca. Ilpubnmsurenso 40-60% mpolienra OT akKTHBHIA
MeTaGonut ce exckperupa. OT 2 10 5 % ot menpomenenus Midodrine u ocTaganara
4acT ce eKCKPETHPAT Kato GapMakoIoTHIHO HeaKTHBHH MeTabonuTd. Midodrine He €
H3BECTHO Jia MPEMIHAaBa KpHBHOMO3bUHATa OapHepa.

DapMaKOKHHETIYHH JaHHH 33 HalMEHTH B CTApYecKa BH3PacT WIH NALUCHTH C
HapyIIcHa YepHOApoOHa uinK Ob0peuHa GyHKUMA HIMA B HAJIHYHOCT.

5.3. IlpearannngyHH JAHHU 32 (e300aCHOCT

B TOKCHKONOrHYHYETE MPOYUBAHWA ¢ MHOTOKPaTHO NMpUIIOKEHWE Ha n03u 12 mo 50
OBTH NO-BHCOKY OT MAKCHMANHATA TepaleBTHYHA J03a IIPH X0pa, ca HaOMoAaBaHH
JiETeHEepaTHBHH OBOPEYHH TIPOMEHH IpPH INTBXOBE M UEpHOAPOOHW IPOMEHM NPH
QIBXO0BE U Ky4eTa B JOUbIHCHEE KBM dhapmakorornysnTe edextn Ha midodrine.




MunoApHrH He NpUTeKaBa MyTarcHeH notenpuan. He ca mpoBexnasy NpoyyBaHua 3a

KaHIIEPOTEHHOCT.
3a penpoAyKTHBHA TOKCHYHOCT BHXK T. 4.6.

6. DapManeBTHYHE AAHHHN
6.1. Cunchk HA MOMOIMTHATE BelleCTRA:

Sodium chloride, propylene glycol, water for injection.

6.2. Hecr.BMECTHMOCTH

He ca ot0engzanum 1o MOMEHTA.

6.3. Cpok Ha roAHOCT

60 mecena.

6.4. Cremuaiism yeoBUs 3a ChbXpaHeHHe

Jla ce chXpauaBa Ha MeCTa, 3alUTEHH OT CBETIIHHA.
Ma ce cpxpansiBa npu TeMueparypa nog 25°C.
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6.5. - Onakoxa - "
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-KapTOHeHa KY‘I‘IfIﬂ ¢ 5 CTEKTIEHH aMHyJIK X2 mI mm 5 KapTOHCHH Kynm c. 5

- _C'I"BKJICHH aMHyIIH X 2 ml OIIaKOBaHPI B npozpaqﬂo (po.lmo

' . ‘6. 6 I/IHchymmn 3a ym)Tpeﬁa
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'HauwH 32 OTBapsHE Ha aMHmeTe XBaHETE aMITyJIara ¢ TOUKaTa Harope'
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