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KPATKA XAPAKTEPHUCTHUKA HA ITPOJIYKTA

HUME HA JIEKAPCTBEHMS IIPOJAYKT
Erunok 50 mg Tabierku

Egilok 50 mg tablets

KAYECTBEH 1 KOJIMYECTBEH CbCTAB

AKTHBHO BELIECTBO:

i O

[ ———

MZNLNHWTENHA ATEHUWS NO NEKAPCTBATA

Kpamxka Xapakmepucmuxa Ha npogykma [Mpuaowerue 1

KoM Pea. No ... ’8’0000 ..... M

Paspetierue Ne

BG/MA/MP - tc‘:l"‘)-ic;\l‘:(/]d

X EPPL S /0

gotperue Ne ... /.

50 mg meTonposnoos taprapat /metoprolol tartrate/ BB Besika Tabnerka.

3a NbJIHUS CIMCBK HA TOMOUIHKTE BELleCTBA, BHKTE TOUYKa 6.1.

JEKAPCTBEHA ®OPMA

Tabnerxka.

benu winu nouru 6enu. 6e3 wiu nouru 6e3 MHPHC, KPBIITH, ﬂBOﬁHOHNI'bKHEU!H, JICJTTUMH TadJIeTKH
C JICJIMTEJIHA YepTa 3a pas3/ie/IaHC HA [MOJIOBHHKH OT €aHaTa CTpaHa H MapKHpaHH C Ha/llKC “E”nm

*“434” ot npyrara crpaHa.

Pazjiennresinara JuHus € camo 3a j1a obliekuu pa3yvyrnpBaHeTO Ha rtabierkara 3a YJIEeCHABAHE Ha

I'bJITAHETO, a He 3a j1a Objie pas/iejicHa Ha paBHH J103H.

KJIMHUYHH JJAHHHN

TepaneBTuq HH NMOKA3aHHus

o Jleuenue Ha XHIIEPTOHHA, CAMOCTOATEC/IHO HITH 1TPH HeOOX0/IMMOCT B KOMOWHAIIMS C Apyru
AHTHXHIICPTEH3WBHH JIEKAPCTBA, HAMaAJIABaHE Ha Kap/IHOBaCcKyJ/lapHaTa U KOpoHapHara
CMBPTHOCT (BKﬂl'O'-IHTeJ']]IO BHE3alHa CMT:pT) IMPpH XHUIEPTEH3UBHH MMALIHCHTH.

.. CTEHOKHPHHH. Toea JICKApCTBO MOZKE Jla CE IpHJlara Kato MOHOTEparua Uik B KOMOMHALMA ¢

APYTr aHTUCTEHOKapAEH JICKAPCTBEH NMPOJIYKT.

¢ ﬂom'bpmauxo JIEYEHHE C LeJl BTOpU4vHa HpO(bHJ']aKTHKa [IPH CBCTOAHHUA CIIE]L HHqJﬂpKT Ha

MHOKap/1a.

. Cbpxeqﬂa ApHTMHA (CHH}/COBH TaxHKap/iui, Ha/IKaMepHa TaXxuKap/1us, KaMmepHa

EKCTPACHUCTOIIHS).

. XHI‘[EPTMPGOH}IH:%LM (33 [TOHHXKABAHE Ha Cbp/icvHAaTa L{eCTOTa).

. npOd)HI]aKTHKa Ha MHTPEHO3ZHHUTE NMPHUCTBITN.

* (DyHKLlHOHa.J'IHPI pa3c1~p0ﬁcma Ha Cbp/leyHaTa JIEMHOCT, C NaJNUTALIHH,

ilompomca H HAYHH HA NPHJIOKECHHE




QOSHQOBKE

Hozarta ce onpenens nocTeneHHo ¢ MHAMBHAYATHO THTPHPAHE ¢ Uen W3DATBaHE NPEeNU3BHKBAHETO
Ha eKkclecHBHA DpaauKapaus.

Hpenopwanme [03H4 Ca KaKTO Clig/lBa.

Xunepmorusi!

I1py nexa » yMepeHa XMNepTOHHUA NMpeNnopbyYBaHaTa HavyanHa Ao3a e 25-50 mg aga nbTH AHEBHO
{cyTpud H peqep). [1pu HeoGXOAMMOCT IHEBHATA J03a MOXKE TMOCTENeHHO Aa Obje yBelnyena a0 2
x 100 mg unu na ce npuioxkar Apyrv aHTHXUIEPTEH3UBHH NIEKAPCTBA B KOMOMHAUMA.

Cmenoxapoun:

[lpenopbusaHaTa HauanHa ao3a e 25-50 mg aga 40 TpH NbTH JHEBHO, KOATO Ha 6azaTa Ha
KJIMHHYHHA OTIOBOP HA NaLHeHTa, Moxe Aa Obae yeenuueda no 200 mg aHeBHO HAK B
KOMOWHALMSA ¢ APYT'd aHTUCTEHOKAPAHK NEKApCTBa.

ITooovpoicaujo nevenue cied npexaparn ungapkm Ha Muokapoa:
[MTpenopbuanara noaabpxaiua noza e 50-100 mg aABa NbTH AHEBHO (CYTPHH U BeYep).

Apummua:

HauanHara noza e 25-50 mg ABa uny TpH MbTH AHEBHO. [pyU HEOOXOAHMOCT AHEBHATA 1032 MOXeE
nocrenenHo aa 6vae ysenuuena 1o 200 mg unu na 6vae npunokeHa KOMOHHaLMA ¢ APYIH
AHTHAPUTMHUYHY NIEKApCTBa.

Xunepmupeouooza:
[MpenopbuurennaTa aHeBHa n03a e 150-200 mg, pasneneHa Ha 3-4 npuema.

DyuKYUOHAHY PAICMPOTICAIBA HA CLPOLUHAMA QCUHOCT C RATRUMAYUN:
IfpenopbuaHata AHeBHa 203a ¢ 2 x 50 mg (CyTpHH U Beuep), KOATO NpH HEOGXOAUMOCT MOXE 413
6vae ysenuuena go 2 x 100 mg.

TIpodhunaxmuxa na MuzpeHO3NUMe NPUCIMBAY.
Ilpenopbuanarta AHeBHA A03a € 2 X 50 mg (CyTpHH K1 Beuep), KOATO NpyU HEOOXOAMMOCT MOXe /1a
6boe yreawuena no 2 x 100 mg.

Cneyuannu epynu nayuenmu.

bv6peuno yBpexxaaHe
[Tpu nauxenTv c 6uOpetnu 3a6onABaHNA He € HeoBXOAMMO /ia Ce npoMeHs obuuaitHaTta no3a .

YepHoapoOHo yBpexaaHe
O6HKHOBEHO He € HeoOX0aNMa NPOMAHA HA R03aTa M NPH YepHOAPOOHA UMpPOo3a, THH KaTo
CBBP3BAHETO HA METONPONON € MIA3MEHHUTE NPOTEHHHM € HUCKO (5-10%). [Tpu Texka
YyepHoapoOHAa HEAOCTATLYHOCT (HaMp. NPM ChCTOAHUA C/led AHACTOMO3ZHA XHPYPrus) MOXKe Na ce
HANOXHK peAyLHpaHe HA 103aTa Ha METONPONTOL.

Crapuecka Bb3pacT
[1pn nauMeHTH B cTapuecka Bb3pacT He Ce Hanara HamagaBaHe Ha [03aTa.
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[MeanarpyyHa nonynau1a
KJMHHYHHAT OHT OT JIEUeHHe ¢ METOTPONON MPY J€Lla K IOHOLIH € OrpaHHYEH.

MeToa Ha npuHIIOKEHHE
3a nepopanHa ynorpeba
TabneTkuTe MOXe a ce NpUeMaT KAKTO C XpaHaTa, Taka H HE3aBHCHMO OT Hes.

Hpornsonomaaanun

+  CBpbXUYYBCTBHTENHOCT KbM JIEKAPCTBEHOTO BEILECTBO MM KBM HAKOE OT NOMOLLHHUTE
BELLECTBA, MOCOHEHH B T. 6.1 Ha eKapcTBEHMSA MPOAYKT.

*  AV-Onok BTopa M TPeTa CTENEH.

. C'prle'-lHEl HEAOCTATHYHOCT, B CcTaauii Ha ACKOMIIEHCAaLMA, HENOBNMUABALLA CE OT obuyaitHoTo
Jie4YeHHE.

+  KnauuuuHO M34BeHa cHHycoBa Opaavkapaua.

«  Cunapom Ha OONHHMA CHHYCOB Bb3eJl.

+ (KapauoreHeH) oK.

»  Texxu nepudepHn apTepHaniHy UMPKYIaTOPHU Pa3cTpoHcTBa.
»  JlexoMrieHCHpaHa ChbPAEYHA HEAOCTATBYHOCT.

+ Tlopaau HEQOCTHI HA KIMHHYHA JAHHH, METONPONON € NPOTHBOIOKA3aH NPH OCTHP KHPAPKT
Ha MHOKapHa, aKO CbpJevHaTa YeCToTa € NMo-HKCKa oT 45 yRapa B MHHyTa, PQ-HHTEpBANDLT €
no-asabr ot 240 msec, cucronny4uo Hanarane nog e 100 mm Hg.

¢+ TlauueHTH, Hy*IAELWH Ce OT MPOAB/DKMTERHO MM CMIOPAAMYHO leueHHe C HHOTPONEH edekT
(c GeTa-aroHHCTH).

CneunajiHn npeaynpexaeHus H NPeAna3HH MepKH npu ynorpeda

AHadHIAKTHUHHAT UIOK NPH MALWEHTH JISKYBAHH ¢ METONPONON Moxe a Obae 0coBeHO TEXKBK.
B MHOro peaxH ciyyau chillecTByBatuM ymepend AV-rpoBoaH{ HapyLIeHHs MOTAT 4a Ce BoLaT
W na ce pa3Bue AV-6nok.

Ako ce HabntoaBa nporpecHBHa Spaaukapauns, neveHueTo TpAGBa 1a POMXBLIKH C M10-HHUCKH
03K MM Aa OBAE NpekpaTeHo.

MeTonpoJion Moke Aa BIOWK CHMINTOMMUTE Ha feprhepHUTE LMPKYJIATOPHH HAPYLUEHUSA,
BuesanHoTo npeycranosssane Ha neveHueto ¢ Egilok Tpatea na ce nsbarea. Crivparero Ha
JleyeHneTo TpAGBA 1a CTaBa NOETANHO C MPUIOKEHHE Ha MOCTENEHHO HAMANABALLH 1031 B
TEYEHHE Ha OKkoN0 14 jiHH. P43K0TO NpeycTaHOBABaHE Ha JIEUSHHETO MOXKEe A2 AOBEJE 0
YTEKHABAHE Ha CTEHOKAP/HATA CHMIITOMATHKA U 1a YBEIHYH PUCKa OT KOPOHAPHH MPHCTHITH.
IMauuenTute ¢ kopoHaphu 3abonssanuns Tpabea na 6bAaT BHUMaTENHO HAGIOAABAHH MPH
[IPeYCTAHOBIBAHE Ha JIEYEHHETO.

Maxap 4e KapAHoceaeKTHBHUTE B-6NOKEpH yNpaXKHABAT MO-MAKO ePEXTH BbPXY JMXATENHATA
DyHKLHS, OTKONKOTO HecenekTHBHHTE [3-6/I0KepH, npenopbusa ce Aa ce U3BArBa NMPHIOKEHUETO
HM TIPH NALHEHTH ¢ 0OCTPYKTHBHHU Benoapobuu 3abonaBaHWs, AKO NPH NALMEHTH, CTPalaLUH OT
OpOHXHaHa acTMa, Ce Hanara [PUIOXKEHHETO Ha METONPOJION, MOXKE Aa € HeoBXoauMOo

BEYE MpUNaraH Pr-peuentopey aroHucT.
Makap ue € MaJIKO BEPOATHO KapAHOCENCKTHBHITE B-00KepH Na 0Ka3BaT BJi
BBINIEXHAPATHHA METADONU3IBM MK 1@ MACKHPAT HAKOH OT CHMIITOMHTE Ha X
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Hanara no-4ecTo M3C/Ie/IBAHE HA BbIIICXUAPATHHA MeTabonn3bM NpH nevenue ¢ Egilok Ha
NaUuxeHTH Cbe 3axapeH Anaber W ako € HeoOXOAHMO, YTOUHABAHE Ha A03aTa HA MHCYJIMHA U
OpaJIHUTE AaHTHIWaGeTHH nexapcTea (B T. 4.5).

Berta-Gnaokepute Morar NONLAHHTENHO Aa YBENKUAT PUCKA OT TEXKKA XHIMOTIMKEMHSA, KOraTo Ce
M3MOM3BAT €HOBPEMEHHO ChC CYNDOHITYpeiiHM npou3eroaHK. [lannenture ¢ anaber Tpabea na
6bAAaT CLBETBAHM Aa CNefAT BHUMATENHO HUBATA HAa KPLBHATA 3axap (BxK. Touka 4.5).

[p# neyeHueTo HA NnauueHTH ¢ PEOXPOMOLIMTOM MeTonponon Tpabea aa ce kombuHKpa ¢ anda-
onoxepu.

[Mpean XUpypruyuHn HHTEPBEHUMH € HEOOXO0IHMO aHeCTe3HONObT Aa Oble yBeIOMEH 33
[IPUEMAHETO HA METOINPOJION, HO BCE NaK, HE ce NMPENophuBa NpeycTaHOBABAHE Ha JIEUEHHETO C
Egilok (Bux T. 4.5).

Hampuii
Tosa nekapcTBO cbabpska no-Manko oT 1 mmol Hatpuit (23 mg) na TabneTka, T.€. N0 CLLIECTBO
HE ChALPMKA HATPHH.

BianmopaeiicTBHe ¢ APYTH JIEKAPCTBEHH NPOAYKTH H ApYrH ¢opMu Ha B3auMoaeicTRNE

AHTUXMMEPTeH3UBHUAT edekT Ha Egilok ¥ TO3H Ha ApyrHTE AHTUXUNEPTEH3UBHM IEKAPCTBA
OOMKHOBEHO ca aAHTMBHM, 3aTOBa € HEOOXOAMMO TOBHLICHO BHUMAHKE, aKO Te Ce NPHUaraT &
KoMOMHaUMA ¢ Le U3GArBaHe Ha XHNOTOHHA, AZHTHBHUAT €EKT Ha AHTUXHUNEPTEHIUBHUTE
nexapcrsa obaue MOXe Ba OCHIypH No-eeKTUBEH KOHTPON Ha KPbBHOTO HANAraHe, ako TOBA €
HeobxoaMmo.

Kom6HHHpaHeTo Ha METONPOJION ¢ BepanaMiil WM APYTH aHTArOHHCTH Ha KalLMs OT THNa Ha
AUNTHA3EM MOXKE Aa JOBEJE 10 YBENHYEH HEraTHBEH MHOTPONEH H XPOHOTPONeH edeKT.
Ipunararero Ha nono6HK Ha BepanaMuN MHTPABEHO3HY AHTArOHMCTH Ha Kanuus TpAGea na ce
M30ATBa MPH NalMEHTH NeKyBaHK ¢ GeTa-Gnokepu.

Bruvamenno oa ce kombunupa c.

- TlepopaiHi aHTHAPHTMHYHM IEKApPCTBa (OT THNA XMHUIHH ¥ AMUOAAPOH)
napacKMnaToOMHMETHYHH NEKAPCTBa (PHUCK OT XMNOTeH3MA, Opaaukapana v AV-6ox).

- JvrutanucoBu raukosuau (puck ot Opanukapais, NpOBOAHHM HAPYLIEHHS ), KATO METOMPONON
HE MOBJIMABA MOJOKHUTENHNA HHOTPOTIEH ePeKT Ha AUTHTANUC-CHABPIKALUMTE NEKAPCTBEHH
NpOAYKTH.

- JIpyr¥ aHTUXHUNEPTEH3WBHH JICKAPCTBA / [TABHO OT THNa HA TBAHETHANH, PE3EPNHH,
angaMeTnna0Na, KIOHWAKH U ryaHdauut/ (PUCK OT XMNOTOHHA WK Gpaaukapaus).

- Tlpu eaHoOBpeMEHHO NPHIOKEHUE C KIOHKWAMH, NPEYCTAHOBABAHETO Ha NeuyeHHeTo TpaGea
BHHArW /1a CTaBa K4aTO NBPBO CE CNPEe METONPONON, a KIIOHHAHMH Ce CITHpa HAKONOKO JHH Chej
TOBa. AKO NbPBO HbAE CNPAH KJIOHMOMH MOXKE 11a C€ MPOBOKHPA XHMEPTOHHUHA KPH3a.

- Hsxou siexapcrsa, nosanaBalliM LEHTpaNHaTa HEPBHA CUCTEMA, /HANMPUMEP: XMITHOTHIIM,
TPaHKBHJTH3ATOPH, TPH- K TETPALIMKIMYHM AHTHACNPECAHTH, HEBPONITTHLLH/ ¥ ANKOXOJ (pHCK
OT XMIIOTOHUA),

- Ofwu aHeCTETHIH, NOpady TEXHHS KapIHOJeNpecHBeH edeKT.

- 0O~ K B-cUMMaTHKOMHMETHUY (PHCK OT XHNEPTOHKA, H3pa3eHa GpafuKapans, BbIMOKEH
CBLPAEUEH apecT).

- Eproramun (yBenuuaBa Ba3OKOHCTPUKTOPHHUSA ebeKT).
- B:-cumnaTukoMHuMeTHUM (DYHKLUHMOHANEH AHTATOHH3LM).
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- HECTCPOPUJHPI NPOTHBOBB3INANHUTECHH JIEKAPCTBA, (Hanp. HHI_I,OMeTaLlHH) AHTHXHIICPTCH3IHBHHKA
edekT Moxe na GLae HaManeH).

- Ectporenu (Moxke Aa HAMAIAT AHTHXUMNEPTEH3UBHUA eEKT Ha METONPONON).

- [Ilepopannsu anTHAMaOETHHN NeKapcTBa U HHCYJIHH (METOMNPOJION MOMXKE 14 YBENHUH
XHMMOTIMKEMUHHOTO MM JSHCTBHE M A4 MACKHPA CHMITTOMMUTE HA XHINOITTHKEMHATA).

- CwovrerBawara ynorpeba Ha Oera-610kepH cbe cyndGoHBNYpeHHN IPOH3BOAHK MOXKeE 13
TIOBHLIH PUCKA OT TEXKA XUNOTMMKEMHA (BX. Touka 4.4}

- KypapenoaobHu MuopenakcaHTH (ysenuueHa HepBHO-MyCKynHa 6nokana.

- HHXH6HTOPH HAa HAKOH €H3IHNMH (Hanp. UHMMETHAWH, anKOX0, Xuapana3nH, CENEKTHBHH
MHXHOHUTOPH Ha 0OPAaTHOTO MOEMaHe Ha CEPOTOHMHA /HAMP. RAPOKCETHH, (IyOKCETHH,
cepTpanui/) (edeKkTsT Ha METONPONON CE YBEIW4aBa HOPaAU [10-BUCOKATA Nia3MeHarTa
KOHUEHTpaLM).

- En3uMHK uHaykTopy (Hamnp. pudaMnuumnH, 6apiutyparh) (ehekTHT Ha METOTIPOION MOXKE A
Hamasiee opaau yBenuyeH yepHoapobeH MeTabonnsnm).

- EnHOBpeMeHHOTO npuaaraHe Ha METONPONOJ W CHMMATHKOBU raHrIHOOIOKePH WHIH JPYTH
6eta-Onokep (Hanp. kanky 3a ouu), AU MAO-HHXHBMTOPH UINCKBA CTPUKTHO MEIHLIMHCKO
Habniogenne.

Qeprunnrer, 6peMeHHOCT H KbpMene

Hpeoxaunuunu dannu.
ITpeAKAHHMYHMTE JaHHM HE Ca NMOKA3ald HHKAKBH HEXENIAHH JIEKAPCTBEHHU PEaKLMH.

Knunuunu dannu;

JleyeHHETO M3UCKBA BHUMATEHA OLIEHKA Ha PUCKOBETE W NOJI3UTE, AKO ie4eHHETO € aGCoNOTHO
Heobx0auMo, GeTYCHT H HOBOPOAEHOTO TpaOBa Aa ObraT BHUMATEIHO HAbNOaBaHH B
NPOABLIKEHNE Ha HAKONKO AHM (48-72 yaca) cneq paxaaHeTO, Thil KATO HAMAIABAHETO Ha
YTEpONJaLUEHTHATA LMPKY/IALHA MOXKe Aa 3aCerHe pa3BMTHETO Ha eTyca, a NeKapcTBOTO,
HaBJIA3/I0 BbB (ETANHOTO KPBBOOOpAlLeHHE MOXKE 12 NPean3BUKa BpaaMKapaua, MOTHCKAHE Ha
AMLIAHETO, XHITOTOHHUR H XMITOTTTHKEMHS.

Maxap, ye aKo e IPUNIaral B TEPaneBTHYHH 03K, B KbPMAaTa € CKCKPETHPA MaKC KOMHUECTBO
METOMNPONO, KOETO HE NPHUuMHABA 3HauHTenHa GeTa-6n0Kaaa y HOBOPOAEHOTO, MOCNEAHOTO
Tpabpa na Obae BHUMaTENHO HabmoAaBaHO (MOpPaIK PHCK OT pa3BHTHE HA DpagHKapaMa).

Edextn 8npxy cnocobnocrTa 3a wodnpane n paGora ¢ MALINHH

[punoxeHneTo Ha METONPOION NOBAUABA TE3H CMOCOOHOCTUTE HA NAUKEHTHTE 3a WodHpaHe H
paboTa ¢ MalKHK, 0coBEHO B HAYANOTO HA NEYEHHETO W AKO [0 BPEME Ha NEYEHHETO Ce
KOHCYMMpPa aNKoXoJ (IOHAKOra MOXKeE a Ce NOABM 3aMalBaHe WK YMOpA); ¢/1e10BaTeNHO N03aTa,
KOATO M03BOJIABA Aa ce wodupa u paboTi ¢ MALLKMHK, Ce ONpeaens KHAHBHAYATHO.

Hemxenann nexapeTeenst peakunu

JleuenneTo ¢ MeTonponon 06MKHOBEHO ce NOHACH MHOTO N0GPE OT MALUMEHTHTE, & HEXETAHHUTE
peakunH 0OMKHOBEHO ca ymepeHu H obpaTtumu. HexeneaHuTe peakunu, nabpoeuu rio-gony ca
perMcTpUpaHy No BpeMe Ha KIMHHUHHUTE H3MHTBAHKA M MO BPEME Ha PYTHHHO Tepan
MPUIOKEHHE HA METONPONO. B HAKOM OT CiIy4anTe He € NOTRLPACHA Bpb3KaTa
NPUIATaHETO HA TOBA JIEKAPCTBO W MOSBABAHETO HA HEXKENAHA TEKapCTBEHA pe




TepMUHNTE H3NON3BAHKM MO-A0TY 38 HECTOTATA Ha NPOABSBAHE HA HEXEIAHUTE JIEKAPCTBEHH
peaKiL1H ca ONpeAeeHH KakTo CleaBa:

MHoOro uecTH: 21/10

yectd: 21/100 to <1/10

HeuecTH: =1/1 000 no <1/100

peaxy: 21/10 000 oo <1/1 000

MHoro peaku: <i/10 000

C HEMIBECTHA 4ECTOTA (HE MOXKE 11a €& OTIPEACAU OT HANHUHUTE JaHHHK).

Hapywenun na xpvama u aumghnama cucmema:
MHoro penkn: TpomGouuToneH!.

Hapywenus na nepgnama cucmema:

MHoro 4ecTH: ymopa;

YecTH: 3amasHoCT, rasobonue;

HeuecTH: mapaecTe3nH, MyCKYJIHH CHa3MH, AENpPecHs, HApYylleHHe Ha CocoOHOCTTa 33
KOHLEHTPALKA, ChHIUBOCT, HAPYLUEHHA B ChHA (Oe3cbHKe), KoluMapH;

Penxu: pa3npa3sHHTENTHOCT M TPEBOMHOCT, CEKCYallHH npodnemu;

MHOro peaKH: aMHE3Us, HAPYLUEHUA HAa NaMeTTa, 00bPKaHOCT, XAMOLUHMHALMH, IMCTey3HA.

Hapywenua na oxomo:
Penxu: HapyuieHHs Ha 3peHHETO, Kcepo(TanMus W/ UK BB3NANIEHHE Ha OKOTO, KOHIOHKTHBHT.

Hapywenua na yxomo u rabupunma:
MHOTO peaKH: lyM B YLIHTE.

Hapywenua na cvpyemo:

Yecru: 6paguxapauns, copuedurene;

HeuecTy: BowaBaHe Ha CHMIITOMMTE Ha CbpleyYHaTa HEJOCTAThUHOCT, AV-6i10k | cTenen, Gonku
B cbhphaevHara obnacr;

Pellky: apuTMKA U NPOBOIHH HAPYLLUEHUA.

Cvoosu napyuenusn.

HecTu: opTOCTATHYHA XMAOOTOHHA (B PEAKHM CTy4aH CBbP3aHa CbC CHHKOM), CTYAEHH KpaiiHHUK,
Heuectn:enem;

Penku: apuT™MHR M NPOBOAHH HAPYILEHHS;

MHoro peaxu: cbulecTByBalUTE NeprUdepHH LIMPKYNATOPHU CMYLLIEHUS MOTAT [a Ce BJIOLAT 10
pa3BHTHE HA TaHrpeHa.

Pecnupamopnu, zpvOHu 1 MeOUAcMUHAIHY HAPYWEeHUA:

YecTH: ycHnHe NMCIIHES;
Heuectn: Sponxocna3bm (Zopu npu nunca Ha H3BECTHO 06¢cTpykTHBHO BenoapobHo 3abonspane);
Penku: punur,

Cmomauwino-upegry HapyweHua:

Yectu. rageue, abaoMUuHANHN GONKH, AMAPHSA, KOHCTUNALINS,

Heuectu: noepbluane;

Penku: cyxoTa B ycTaTa, M3IMEHEHH PE3YNITaTH OT WicheaBaHe GpyHKUMATA HA

Hapywenuﬂ HE KONCAMA U ROOKONCHAMA MBKAH!
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Heuecty: koxHH 0OpHBM (YpTHKApONoAOGHH, NCOPHa3CNoA00HH M IHCTPOPHYHH KOXKHH NE3MH),
YBEJIHYEHO H3MOTABAHE;

Penku; anoneuus;

MHoro peaku: GOTOHYBCTBHTENHOCT, IPOIPECHpaLl rncopHasme,

Hapytuenun na MyCKyano-CKeAemHAma CUucmema u CoeOUuHUMennama muvKan:
MHOro peaku: apTpanrus,

Hicaedaanun:
HevecTu: HannasaHe Ha Terno.

[TprembT Ha ToBa nekapcTBo TpabBa Na ce NpeycTaHOBH, AKO €€ MOABX HAKOA OT MOCOYEHHTE Mo~
rope HexenaHu peaklMH ¢ KITMHHUYHO 3Ha4MMa MHTEH3UBHOCT M NIPUYMHATA He MOKe 1a Obae
HE[BYCMHCIIEHO OlpefeneHa.

CbobiiaBaHe Ha NOAO3MPAHH HEXKENAHH PEaKLMH

CpofaBaHeTo Ha NOAO3MPAHH HEXKENAHH peaklMH ciel pa3peluasaHe 3a ynorpeda Ha
AEKApCTBEHHA NPOAYKT € BaXKHO. TOBa I03BOJIABA 1A NPOABLIIXNKK HABNIOAeHWeTO Ha
CHOTHOLUEHMETO NON3a/PUCK 38 NIEKAPCTREHUA NPOAYKT. OT MEIHIIMHCKHUTE CMIELHANHCTH Ce
M3MCKBA J1a cboOLIABAT BCAKA NOAC3KPAHA HEXENHA PEAKLIMA Ype3 HALMOHANHA cHCTeMa 3a
cbobuasaHe B M3nwnHuTenHa areduys no aexkapcrsara ya. ,,Jlamsan Ipyes™ Ne §, 1303 Codius,
Ten.: +35 928903417, yebcaiiT: www.bda.bg

Ilpenoanpane

Cumnmomu Ha npedo3upane. XMNOTOHUA, CHHYCcoBa Opaaukapaus, AV-6rok, cspaevta
HEA0CTAaTLYHOCT, KAPAHOrEHEH LIOK, Cbp/IeveH apecT, rajleHe, NoBpbliaHe, HpoHXOCTa3bM,
LMaHO34a, XHNOMNKUKEMHEA, 3aryba Ha ch3HaHUe U KoMa.

['openocoyeHUTe CHMNITOMM MOraT f1a 6BAAT NO-TEXKH, aKO NMPEAO3IUPAHETO C& ABJIKH Ha
€IHOBpEMEHHATa ynoTpeba ¢ anKoXoun, ApyYrH AHTHXHTIEPTEH3MBHH nekapcTea, qunidine u
Bap6uryparh.

[TepBHTE NpH3HALM Ha Npeno3MpaHe ce pa3BHBaT oT 20 MUHYTH 10 2 yaca cnel npHemMa Ha ToBa
NIeKapcTBO.

Oceen APYIrUTE MEPKH, NPEO03HPAHETO H3UCKBAAA C€ MONOXAT HHTEH3IHUBHH MPHXKH H
npocheiasaHe Ha aUMeHTa (CNeJaT e CbpACYHO-CHAOBATA, AMXaTenHaTa U OLOpeuHuUTe
YHKUMH, KPBBHATA 33Xap U CEPYMHHTE CNEKTPONUTH).

AKO TOBa JIeKapCTBO He € OMI0 MPHETO MHOrO OTAABHA, CTOMAUIHATA NPOMHBKA (MM, aKO
NMPCMKUBKATA € HENPHIO0XHMA H NMaLMEHTDT € B Ch3HAHHE, NMPECON3BUKAHO IOBPLLIAHE C aKTHBEH
BbrEH noxt HabmoneHneTo Ha Ko6pe obytdeH 3npaBeH pabOTHHK) MOTAT 12 HAMANAT NO-
HaTaTblLHaTa pe30pbLUMA Ha TeKAPCTBOTO. AKO C¢ pa3BHE TEXKKA XMNOTOHUA, GpaauKapaus Wik
MMa PHCK OT pa3BMTHE Ha ChpAeyHa c/1abocT ce Hanara NPUAAraHeTo Ha 31-arOHUCT HA HHTEPBAIH
OT 2 — 5 MMHYTH WIH BJIMBaHE 10 HOJy4YaBaHe HA JKenaHus edexT.

AKO HMa CENEKTHBEH [3-arOHUCT MOXe A Ce NPHUAMKAT aTPONUH WK AOTIAMHMH. AKO edeKTsT e
HE3a00BOJIHTENEH, Ce OOCHKAA M3MONIBAHETO HA APYIH CHMITATOMUMETHIIM (106YTaMHH WK
HopenHHedpuH).
3a kynupaue Ha edexTuTe Ha MoluHaTa (3-6Glokaga npu nNpeao3upaHe, MOXKe
raokaroH B 1oza 1-10 mg i.v.

Mpu texxa 6paaukapaus, pedpaKrepHa Ha rOPEOTIMCAHOTO IEUEHHE MOXKE
HMIUIAHTHPAHETO Ha neHcMeHKLp.




BpoHxocnazbMbT MOXeE ga Obae NpeonoNAH ¢ NPUaraHeTo Ha [32-peuenTopeH aroHHeT (Hanp.
TepOyTalHH). AHTUIOTHTE MOTAT Ja C€ W3NOJ3BAT B JI03H, HAJIBMLLABALLH TEPANEBTHHHHTE.
MeTonponon He NOANEXH Ha XEMOAHANHMIUPAHE.

5. DAPMAKOJIOTMYHU CBOMCTBA
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DapMakoAHHAMHMYHH CBOHCTBR

Q$apmakoTepaneeTuuHa rpyna: bera-GnokepH, ceNeKTHEHU
ATC kon: CO7A BO2

MexaHH3bM Ha JeidcTBHE:!

Metonponon e kapanocenekTHseH [3i-peuentopeH Gokep, 63 BhTpelIHA CUMNATOMHMETHYHA
akTHBHOCT W Oe3 memGpanocrabunuzupaiy edexr.

MeTonposnon noTHcka edeKTHTE Ha NOBULUIEHA CUMIIATUKOBA AKTHBHOCT BbPXY MHOKApAa, KaTo
BOAM 10 3HAYWTEMHO NMOHMKABAHE HA CbPAEHHATA YECTOTA, KOHTPAKTHIHOCTTA, MUHYTHHA 0beM
HA CHPUETO M KPLBHOTO HANATAHE.

[Tpu xunepmonun, MeTONPONON HAMA/IABA KPBEBHOTO HAIAIAHE HA NALMEHTHTE, KAKTO B
M3MpaBEeHO, TakKa M B JEFHAJIO NOAoKeHHe. [IBAroTpaliHUAT aHTUXMNCPTEH3NBEH edeKT HA TOBA
JIEKApPCTBO € CBBP3dH C MOCTENEHHO HaManaBake Ha oOWoTo nepudepHo cbAORO CHNPOTHRIICHHE.
an NANHEHTH C XHNEPTOHHUA, ABAMOCPOUHOTO NPHIIOKESHHC HA TOBA NEKapCcTBC BOAMW N0
CTATHCTHYECKH 3HAYHMO HaManABaHe Ha MacaTa Ha ftaBaTa Kamepa H ﬂOﬂ,OGpHBaHe Ha
AHacTONHYHATa QYHKUKA Ha naBaTa Kamepa.

[Ipn nauMeHTH OT MBXKKH NOA C YMEPEHA 10 TeXKA XMNEPTEH3HA METOMNPOJION HaMalinsa
CMBPTHOCTTA NPHYMHEHA OT 3aD0NABAHMA HA CbPAEYHOCHAOBATA CHCTEMA {HA MbPBO MACTO
Cly4aHTe Ha BHE3aMnHa CMBPT, HHQApPKT ¢ (aTaneH U HedaTaNeH H3XOO M HHCYAT).

[lono6ro Ha apyrure -Gnokepu, nocpeAcTBOM HaMasIsBaHEe Ha CHCTEMHOTO KPBLBHO HANATAHE, HA
ChpAEYHATA YECTOTa M KOHTPAKTHIMTETA METONPONON HAMANIABA KHCIOPOAHATA NOTPeBHOCT Ha
MHOKapaa. Ype3 Hamanssane Ha ChPAEYHATE YECTOTA H MO TO3H HAUMH YIbIKABAHE HA
AauacTonaTa, METONponon nogobpasa nepdysnaTa U OKCMIeHHPAHETO Ha 08NacTH Ha MHOKapaAa ¢
B/iCLIEHO KpbBOCHabAABaHE. [ToaobHo, npu cmenokapous ToBa NeKapcTBO Hamanaea opod,
NPOABKHUTENHOCTTA U CEPUOIHOCTTA HA NPUCTBITUTE, KAKTO M TE3M HA NATEHTHHTE HCXEMUYHH
Cy4aH M noaoOpsBa Bh3MOMHOCTHTE 32 (PH3NUECKO HATOBAPBAHE HA MALKMEHTHTE.

Axo 6be NpUIOKEH Npu UHpapkm Ha MUoKapoa, METONPOJION HAMANABA PHUCKA OT BHE3aNHa
cMbPT. To3u eexT ce NPUNNCBa NPeaHMHO Ha NMPOMUIAKTHKATA Ha CIYYad Ha BEHTPHKYIapHa
¢ubpunaumns. EdextdT Ha HamansBaHe Ha CMBPTHOCTTA MOXKeE J1a Obae Habionaran eqHakBo b
aKO METOTPOJION € AajieH B PAHEH MK NO-KbCEH €Tan KaTo npeobanasa cbilo U NPH BUCOKO
PUCKOBH NAUMEHTH H nauneHTH ¢ anader. KoraTo ce npunara cnea uugapkr Ha MMOKapaa, ToBa
7IEKapCTBO HaMansBa BBLIMOXKHOCTHTE 3a HedaTaneH NOBTOpPeH UHDapKT.

lIpu xonzecmuena copOenHa HEOOCMAMBYHOCH, PAIGUBAIYA C€ HA OCHOBAMA HA UOUONAMUYHA
OUIAMAYUOHRNA KapOuOMUoOnamus METOMNPOIOI NPH HUCKA HavaiHa no3a (2 x 5 mg axeBHo),
YBEJIMHaBAHA MOCTENEHHO, 3HAYHTENHO no,uoﬁpsma cbpaAeuHaTa CI)yHK].lHH Ka4ecTBOTO Ha KUBOT
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[Tpu cynpagenmpukyaapra maxukapous, ampuaina Quopurayus u 6eHMpuKyIapra
EKCMPAcUCMoAUA, METOMTPOIION HaMallsBa BEHPHKYJIAPHATA HECTOTa H Opos Ha excTpa
BHTPHKYNAapHHUTE YAApH.

[MepudepHute Ba30cnacTHYHK U OPOBXOKOHCTPHKTOPHH e(EKTH Ha METOIMPOON, KOraTo € JaBaH
B TEPANEBTHYHH J03H, ¢a NO-MATIKO W3Pa3eHH OT ChIIMTE TP NpWAaraHe Ha HECENeKTHBHH -
Onokepu.

B cpaBHeHMe ¢ HeceneKTHBHM [B-610kepH METOMPONO NOBIMABA MHCYJIHHOBATA CHHTE3a M
BBIJIEXMApaTHHA MeTabonu3sM B Manka crerned. TOH He NOBIUABA B 3HAUMTE/IHA CTETICH
ChPASYHO-CHAOBHA OTFOBOP Ha XMMOMTHKEMHR M HE ybJIXABA NMTPOABIKHTENHOCTTA Ha
XHNOTTHKEMHUUYKOTO ChCTOSHHE.

Ilpy KpaTKOCPOYHH KNHHHUYHK W3MTHTBAHUA METOMNPOO MOKA3BA JEKQ NOKAYBAHE HA CEPYMHUTE
TPUITTMLEPHAHH HUBA U cnabo MOHMKEHHE HA HUBATA HA CePyMHHUTe cBOBOAHH MacTHH
kucenuHd. Habnionaea ce cuiio K neko HamaneHue Ba HuBata Ha HDL xonectepona B HAkou
Clyuau, HO TOBA € NO-MaJIKO 0T Habal0aaBaHOTO NPK HeceNeKTHBHUTE [3-Onokepn. Bee nak
pe3ynTaTHTE OT ABATOCPOUHHUTE KIIMHHYHHW M3MUTBAHWA JEMOHCTPHPAT 3HAYHWTEIHO HaMalleH1e
Ha O0LMTE HHBA HAa CEPYMHUS XONECTePon cie HAKOIKOMOOULIHO JIEYeHUe C METONPOION.

(Dapmalcoxuﬂemqnu cBOicTBA

Abcopbums
Mertonponon ce pe3opbupa 6bP30 M HATTBIHO B FACTPOMHTECTHHANHMA TPAKT. bHOHanu4HoCTTA

My e npubnuzurento 50% cnea enuHUuHo U okono 70% cnen noBTapsawmM 03M.
EnHoBpeMeHHOTO NpreMaHe Ha xpaHa MOxe 1a YBenH4H OHOHanK4HOCTTa Ha MeTonponon ¢ 30-
40%.Cnen pe3opburaTa 1eKapcTBOTO ASMOHCTPHpa IMHeHHA (GapMaKOKHHETHKA B PAMKUTE Ha
TepaneBTHHHOTO JO3HpaHe.

[TMKoBH NNa3MeHH KOHUEHTpaUHK ce nocturat 1.5-2 yaca cnen neuenueTo. Bunpeku ye
NNa3sMEHHTE HYUBA MTOKA3BaT BUCOKY MEXAYIMYHOCTHY BapHaUMH, MEXIYIHHUHOCTHATE BAPHALIHA
€ MaJlKa.

Pasnpenenenne
MeTonponon nNokassa eKCTeH3UBHO pasnpeaenenye B ThKaHUTE U NPUTeKABA rosamM hakTHUECKH

obem Ha pasnpeaenenue (5,6 1/kg).
[MpoTenH-cBBp3RalIATA MTa3Ma HA METOMPONO € HUCKA, OKoAO 5-10%.

BuoTtpanchopMalng
Cnen pe3opbumsara METOMPOIO NOANEKH Ha EKCTEHIHBHO MeTaboIM3MpaHe OT YepHus apod npu
MbpBOTO fipeMunasane (“first-pass” meTabonusbm).

Metonponon ce merabonusupa B 4epHua Apod ot uutoxpom P-450 ensumurte. MetraGonurure He
AONPHHACAT 3a KIHHHYHUA edeKT.

Enumunupane
MaKTHYECKHAT eTMMHHALIHOHEH NONY#HBOT (t 1) e 3.5 vaca cpenHo (Bapypa B pamkuTe Ha | 10 9

yaca). O6LOTO H3UHCTBAHE HA TANOTO € OKONO | JIMTBP/MHH.
[Toseue ot 95 % oT npueTaTa n03a MOXeE Jla ce BB3CTAHOBH B YpHHaTa, 5% OT 103aTa ce
eKCKpeTHpa KaTo HeNpoMeHeH MeTonpososn. [locienHata cTORHOCT MOXKe 1a HapacHe

HAKOM ClIyHaH.

JInHenocT/HENHHEHHOCT
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Cnen pezopbunsaTa NeKapcTBOTO AEMOHCTPHUPA NMHelHA hapMaKOKMHETHKA B PAMKHTE Ha
TEPANEBTHUHOTO L03HUpaHe

Creyuaany zpynu nayuennu

[TauneHtu B crapyecka Bb3pacT
(DapMaKOKHHETHKaTa Ha METONPO/I0/T HE NMTOKa3lka 3HAYHTC/IHH H3IMEHCHHA MPH NAaLlHEHTH B
Hanpeanana pLipacrt.

Bn6peuno yspexnane

BbbpeuHara yBpena He NpoMeHR cucTeMHaTa DMOHANWYHOCT W €KCKPETHPAHETO HAa METOMpPOION.
Bce nax B TakuBa cnyvau ce Habnioaasa HamaneHa metabonurHa exckpeuns. [pu Hakon
nauMeHTH ¢ Texka Gb0peuHa HeA0CTaTHLYHOCT ce HabNoNaBa 3HAYMTENHO HATPYNBAHE HA
metabonuti (GFR 5 ml/min). HarpyneaHero Ha meTaGonuTH, obaue, He € JOBENO OO
yBE/IHYaBaHE Ha cTeneHTa Ha OeTta-Onokanara.

YepaoapoOHo yspexaaHe

YepuoapobHara yBpena WMa cbBceM cniab edext Bbpxy (apMakoKMHETHKATA Ha METONPOIION.
Bce nak npm Texka yepHoapoOHa LMpO3a M cliel NOPTOKABATHA AHACTOMO3a OHOHATHYHOCTTA
MOXKE J1a C€ YBENIHUH, a 00110TO M3UMCTBAHE Ha TANOTO MOXE Aa ce HamanH. Iipu naunenTu
(IpeKapasy NopToKasanHa aHacTomo3a o6uoTo ocBoOONIABAHE OT OPraHU3Ma Ce € HAMANHJIO €
okono 0.3 nuTpa/muA,, a obnacTTa Noj BpeMeBaTa KPHBA Ha T1a3MEHATA KOHUEHTPALIMA ce €
YBENHYMNIa OKOI0 6 MbTH B CPaBHEHHE C Ta3H Ha 31paBH JIKLIA.

npeﬂKﬂHHH‘lllH JAaHHH 32 Ge3onacHOCT

He ce Haﬁmonasa TOKCHYHOCT NPH ALJArQCPOYHH U3NHTBAHHA, NMPOBCACHH C TEparnesTHYHH AC03H
METONPOJON NMPH Pa3TNYHY KHBOTHHCKH BHOOBC,

HanurBanuaTa 3a KApUHHOC€HHOCT MPH MULIKH H IUI'BXOBE HE 1TOKa3aXa KAPUHWHOTCHHH e(beKTH.

[1py H3INHUTBAHMATA 38 MYTAreHHOCT W TEPATOTE€HHOCT MPH XKUBOTHH He 6s5iXa HAaMEPEHH TaK1Ba
edhexTh.

OAPMAILIEBTHYHH JAHHHU

CnHCEHK HA TOMOIHHTE BEWIECTBA
Maruneanes cTepar

IToBuaOH

Konounen 6e3B0aeH CHNULIMEB LHOKCHA
Harpuer HuwecTeH ravkonat (THN A)
MukpokpucTanda ueaynosa
HechBMecTHMOCTH

He ca n3ecTHM.

Cpok roasoct

3 roamuHH
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CneiHa/JHH YCJIOBHS HAa ChXpaAHEHHE
Ja ce cvxpansa nog 25°C.
BHA 1 ¢ChIBpKAHHE HA ONAKOBKATA

40, 50, 60, 70, 80, 90, 100 wnn 120 Tabnerky & kadaBa CTbRICHE ONAKOBKA, 3aTBOpeHa ¢ Osna
mpeana3sa NoNUETHIICHOBA Kanayka ¢ MpoOTHBOYAapHa BJIOKKA, B KapTOHEHﬂ KYTHA.

Cneuna/HH NpeAna3HH MEPKH NPH HIXBLPJsine H pabora

Hsama coneuranty H3IMCKBAHUA.
HeusnonspaHust NPOAYKT HITH OTAAAHHKTE MATCpHand OT HEro TpﬂﬁBa [a Ce M3IXBLPJIH B
CLOTBETCTBHE C MECTHUTE M3UCKBAHMA,

HPHTEXATEJI HA PASPELIEHUETO 3A YIIOTPEBA
Egis Pharmaceuticals PLC

1106 Budapest, Kereszturi ut 30-38.
YHrapus

HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEBA

Erunox 50 mg taGneTtrn: Per.Ne: 2000 0270

JATA HA I'bPBO PA3PEITABAHE/MTIOAHOBABAHE HA PABPEIUEHHETO 3A
YIIOTPEBA

Hara Ha nbpso paspeluenue 3a ynorpeba: 8§ ronu 2000 r.
[Jata Ha nocnenHO NOAHOBABAHE Ha pa3pelleHueTo 3a ynotpeba: 18 HoemBpu 2011 1.

JATA HA AKTYAJIM3UPAHE HA TEKCTA
Suyapwu, 2026 1.




