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1. I,IME HA JTBKAPCTBEHI{fl IIPOII/KT

PROMEROL 50 mg film-coated tablets
IIPOMEPOJI 50 mg Snlunpauu ra6lerxn
PROMEROL 100 mg film-coated tablets
IIPOMEPOJI 100 mg $anrr,rr.rpanr ra6lernn

2. KAqECTBEH II KOJIAqECTBEH CbCT

Bcxxa $r'muupaua ra6lerxa cbAbpxa aKTr,rBHo BerrlecrBo MerorrponoJroB Taprapar (metoprolol
tartrate) 50 mg nrn 100 mg.
flouorqun Ber{ecrBa: JraKTo3a MoHoxuApar v Apyrvt.
3a nrrHuq crrncbK Ha floMoulHure BerrrecrBa. BnKTe roqrca 6.1.

3. JIEKAPCTBEHA OOPMA

Onnuupaua ra6lerxa
{Dtuutupauu ma6nemrcu 50 mg
Kprmn, AnoftHonsnrKHzlJrlt ra6rerrra c AenlrreJrHa qepra H KpeMaBopo3oB rIBflT.
@mtvtupanu ma6nemrcu 100 mg
Kptmu,4rofiHonsnrKHiurn ra6lernu c 6ff qssr.

KJII{HI,TTtrIII AAHHII

TepanenrnqH rr rroKa3anrrfl

I Jle.teut4e Ha aprepHaJlHa xHneproHHq (rcaro uonorepannq HJrr4 B cbqeraHue c Apyrn
aHTr{xHnepreH3rlBHH cpe4crna).
. JIe.reHHe Ha aHrr{Ha neKTopuc.
o Kourpon Ha KaMepHara qecrora npr,r HaAKaMepHH apr,rrMun.
o fIpoArJI)KHTeJIHo JIer{eHHe cJreA cbpAeqeH nH$apnr (npoSunaxruKa Ha peqzgunnre).
o TnpeoroKcuKo3a - Karo AorrbJrHr,rreJrHo cpeAcrBo B KoMrrneKcHararepanvfl.
o flpo0r,uraKrnKa Ha MHrpeHa.

4.2 .{ornponna n Haqrrn Ha rrprrJroxeHrre

flpnnara ce nepopanHo, Karo ra6rerxure ce npneMar Hec,qbBKaHr,r, c Aocrarbr{Ho KoJrurrecrBo Bo,qa.
Heo6xoAIauo e Ao3ara Aa ce rHTpHpa B 3aBncuMocr or uHAvrBlnAyaJrHHTe Hyx(Arr Ha narrueHTa, Karo ce
3anoilBa c HHcKa Ao3a, Kosro nocreneHHo ce rroBuruaBa Ao rrocruraHe Ha e$ex'ranHa 6era-6.noxa4a
(ctpgeuna qecrora s norcofi noa 60 yAapa/rvrunyra).

Brrpacrnu
Aprepuarua xnneproHur
Haqa.nuara Ao3a e 50 mg eAHoKparHo AHeBHo. fIpH negocrarbqeH orroBop Ao3ara ruoxe Aa 6rAe
noBI,ImeHa ao 100 mg. [Ipu noBeqero narlneHTr,r AHeBHa Ao3a or 100-200 mg, pa3Aeirenaua2 npneMa,
e AocrarbqHa 3a AocruraHe Ha repaneBTHr{eH esexr. llpa Heo6xoAHMocr flporraepon Moxe Aa ce
npllnafa s rconr6uHaqur c ArypeTla\u Hnv Apyru cpeAcTBa, noHroxaBaulrl KpbBHoTo H€rJr{faHe. , ..

AunuHa nercropprc '. " i
Ha.IaJrHara Ao3a e 50 mg AHeBHo. flpu Heo6xo.qnMocr Ao3ara Mo)Ke nocreneHHo ga ce nonuuit{ Ao: ,
1 0 0 - 2 0 0 m g A H e B H o ' p a 3 A e n e H o u a 2 n p u e u a : . . .
Ctp,uequn apurnaun

u!3nbi|ltvtTEJtHA ArEHqilR n0 JlEfopcTBATA
Kpamxa xaparmepucnuxa xa npogyxffi

Kau pee. N, d*...(..(_.:;*/...2.



Haqalsa Ao3a tro 50 mg 2 nrru AHeBHo. flpu ueo6xoAr4Mocr Ao3ara Moxe Aa ce rroBllxr4 rrpe3
ceAMr,rr{HH HHTepBanr4 Ao AocrrrraHe Ha repaneBTuqeH eQerr.
flpo$urarcruxa Ha pequaunu cler uuoxapaes uuOaprcr
Ilog4rpxaqa Ao3a 100 mg 2 nttu AHeBHo B rrpoAbnx(eHue Ha 3 rrleceqa.
Tupeoroncnxo:a
flpn mxnr<apAvtu ofuqairHara Ao3a e no 50 mg 4 ruru AHeBHo. flpu gocrnraHe Ha eyrr.rpeonAeH
cTaTyc Ao3aTa ce HaMaJIflBa rrocTeneHHo.
flpoQnlarrnra Ha vunpeHa
IIo 100-200 mg AHeBHo, cyrpraH H Ber{ep.
flaqnenrn naA 65-roAnrrrHa Bb3pacr
Kaxro H npu ocraH€LIIHTe nauHeHTH, Ao3ara Ha Meronpolor rpr6ra Aa ce onpeAens HHAHBr4,4yaJrHo, c
orneA Bb3MoxHa noflBa Ha 6pa4urcapEvtg, vtrv 3HaqHTeJrHo rroHrrx(aBaHe Ha aprepHzlJrHoro HzurflraHe.
flpu naqueHTn c re)I(Ka vepnogpo6Ha 4ncQyHxqr,rr Moxe Aa e seo6xoAr,rMo noHH)KaBaHe Ha Ao3ara.
Aeqa
Ilopagn HeAocrarbqeH KJIHHHT{eH onI,IT:a eSexrunHocr H 6esonacHocr MerolpoJron He e noAxoArrrl
3a JIeqeHHe Ha AeIIa.

4.3 flpornnononasanrls

o CsprxqyBcrBnTeJlHocr KbM aKTI,rBHoro BerqecrBo arrv HrKoe or [oMorqHHTe BerrlecrBa;
o AV-6rorc lI - III crenen;
o HeroHrpoJlnpaHacbpAerrHaHeAocrarbqHocr;
o I4epaseHa 6pa,lr,rxapAvrfl - flyJrc noA 50 yaapa/nauH npeAr,r 3arotrBaHe Ha neqeHr{ero;
o Cr,rnAporu Ha 6omrur cugycoB Bb3eJr;
r Texxn HapyueHns ua nepnSepHoro KptBoo6paqenue;
. KapAI4oreHeH uoK;
o XtrnoroHHcl
o Mera6oJrHTHaaunAo3a;
o MeronpoJron He ce npr{Jrara npu r,rHSapxr Ha Mr,roKapAa, ycJroxHeH c 6papuxap[ut,
r AV-6.rror I creneH, cncroJrHa xurroroHnr (< 100 mm Hg) ulu; Te)KKa cbpAeqHa
He.4ocrarbqHocr.

4.4 Cneqna.nnu rpeAynpexAenrrfl rr rrpeAna3urr MepKn npn ynorpe6a

o Ha-:uaqaBaHero Ha B-6noxepn npH [auHeHTH c HeJreKyBaHa KoHrecrHBHa cbpAeqHa

HeAOCTaTbqHOCT e He)KeJraTeJrHO nOpaAH rrOTeHrIHaJreH pHCK OT rrOHDKaBaHe Ha MHOKapAHHf,

KOHTpaKTLiII{TeT.

o flopaAr,r orplrqareJreH ApoMorponeH eQercr B-6noxepr,rre, BKJrror{HreJrHo r{ MerofipoJloil ,rpx6na
Aa ce Ha3HaqaBar c BHr{MaHne npu AV-6nor I crenen.
o MeronponoJr rpr6ra,qa ce Ha3HaqaBa H3KJrloqr,rreJrHo BHr,IMareJrHo rrpu rrarrueHTn cbc
creHoKapAns sa Prinzmetal. B re3u cryqau p-6noxepnre Morar Aa noBurrrar 6por n BpeMerpaeHero
Ha aHTHHO3HHTe npHCTbnH.

o flpu noflBa Ha cHMnroMarvlla 6pa4raxap4ur (nync uoa 50-55 ]Aapalnaran) n nepraQepnu
IInpKyJraropHH HapyrxeHur no BpeMe Ha JreqeHue c MeronpoJrol e Heo6xoAI,IMo HaMantBaHe Ha
AO3aTa.
o B-6noxepr,r rpr6na Aa ce npnnarar c oco6eHo BHr.rMaHHe npn nallnenru c o6cr"pyKrHBHH
6enogpo6uH ga6orseaHnr, BbnpeKH no-cna6o r.r3pa3eHnqr e$err Bbpxy 6eno.qpo6nara Syuxrlua,
cBbp3aHo c rrxHara KapAHoceneKTHBHocr. flpn neo6xoAnMocr or JreqeHue Ha raKHBa TIaITHeHTH c
MerorrpoJroJr rpr6ea Aa ce [peArrlrcBaT B2-a,{peneprHqHr{ aroHucru. JleqenueTo c MeTorIpoJIoJI rpr6ra
.qa ce npoBe)KAa c Bb3Mox(Ho nafi-Hncrcara Ao3a - 200 mg, rrfi raro KapAr,roceneKTnBHocrra.G€
3ana3Ba trpH AHeBHH Ao3r4, HenpeBurr]aBarrlu 200 mg.
. flpu narrHeHTH cbc 3axapeH Ana6er amruaua6erHoro neqeHHe rpr6na ga ce cto$pa:ra c
JIeqeHHeTO C MerOnpOJrOJI - nOTeHUHaJreH pr,ICK OT XHnOHrr,IKeMHt nopa.qu norr,rcKaHe tla.
cHMnarHKycoBHTe SyHrqur,r. r .
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' llpn [aq?IeHTH c yBpeAeHa qepHoApo6Ha Qyurqur e neo6xoAnMo KopufnpaHe HaAo3ara nopaAr4
mera6orngupaHero Ha Meronponol r .repuur gpo6.
t flpu [aqHeHTu c QeoxporraollHToM Meronponon rp.a6na Aa ce [pHnara caMo cbBMecrHo c anQa-
aApeHeprurreH 6lorcep.
o B-6-noxepnTe Morar Aa MacKl{par HtKor.r KrHHnqHr,r [pr,r3Harlr4 Ha rnpeoroKcr,rKo3a, [opaAr,r Koero
MeronpoJIoJI rpa6aa Aa ce Ha3Har{aBa c BH[MaHHe npu naqHeHTH cbc cbMHeHr,re 3a rupeoroKcnKo3a,
Karo e HeooxoAlrrvro MoHtrropHpaHe Ha rr,rpeoHAHara r.r cbpAeqHa Qynrcqr,ru npr{ Trx.
I flo Bb3Mox(Hocr rpr6na Aa ce Hs6srBa HrBHar{aBaHe Ha p-6noxepn npu [aqueHTr{ c noBnrrreH
pHcK KbM pa3BHTHe na auaQulaKTI,Ir{HI4 peaKUHI,I, rlft rcaro re nporr,rqar oco6eso rexKo rrptr
rlaqueHTl'l Ha JIeqeHlIe c B-6norcepr,r. flpu ranuna naIIHeHTH ce na6.nrc4aBa pe3r,rcreHTHocr KbM
HOpMrUrHr,r Ao3H aApeHuurHH.
. fIpH oneparHBHI,I HHTepBeHI1Hu, npoBex(AaHu Ha Sona Ha Jrer{eHr,re c p-6noxepra, BKJrroqHTeJrHo u
MeronponoJl, e Heo6xo4nMo Aa ce us6epe o6rq auecrerut< c sait-rtucbK Bb3Mo)r(eH orpnrlareJreH
HHorponeH eQercr (xa.noraH/asoreH orccug).
. fIpH rIaqHeHTH c AaHHH 3a ncopua3uc p-6nonepn rpr6na Aa ce lpr4narar caMo cJreA BH]rMareJrHa
npeueHKa Ha cborHor.ueHHero nolsa,/plrcx.
o flo BpeMe Ha JIer{eH}Ie c MeronponoJr narlr4eHTnre rpr6ea Aa ce Ha6nroAaBar BHnMareJrHo 3a
[oreHqI,IaJIHH He]I(eJIaHH oqHI,I peaKqun. flpu noqBa Ha cyxora B oquTe c urn 6es KoxHtl o6punra
(orcynyrr,ryrcoKyraHeo3eH cnH4porra) e neo6xoAr,rMo npeKbcBaHe Ha reqeHprero.
o Prgro npeKparcBaHe Ha reparruflTa c B-6roxepu rpr6na Aa ce ns6.f,rta, oco6euo rrpn narrneHru c
HcxeMHqHa 6olecr Ha cbpllero. Jleqenuero c MerorrponoJr ce [peKbcBa fiocreneHHo 3a nepuoA HaA
10 4Htt, Karo npe3 nocJIeAHHTe 6 Asu ce rrpueMa Ao3a or 25 mg. flo apeue Ha HaMUrsBaHe Ha Ao3ara
uaqueHra'rpa6na Aa 6rAe noA na6nroAenue.
. flo BpeMe Ha JIeqeHHe c MeronpoJroJr repaneBTvrq*HflT orfoBop KbM aApeHaJrr,rH Moxe,qa 6rAe
HaMaJIeH B Ao3H, KoHTo HopMtuIHo ce ynorpe6rBar 3a JreqeHne Ha aJrepnrqHu peaKqHH. Marap n
M:urKo BepotrHo, flpunaraHero Ha aApeH{IJTHH npr{ [auHeHTH Ha JreqeHue c B-6norcepu e Bb3Mox{Ho Aa
AoBeAe Ao noBr,rlraBaHe Ha aprepuaJrHoro HurJrrraHe u 6paaurcap4ut.
e JlercapcrBeHrzsr npoAyKT cbAbp)KaJraKTo3a. flaquernu c peAKH HacJreAcrBeuu npo6leun Ha
rtulaKTo3Ha HenoHocuMocr, Lapp JraKTa3eH aeQr,rqr,rr uJrH rJrroKo3o-fuuraKTo3Ha uala6cop6qur ne
rpx6na Aa npueMar roBa JreKapcrBo.

4.5 BranrvroAeftcrBlre c Apyr[ neKapcrBeu[ rrpoAynTrr rr Apyn[ Qopull Ha B3arrMoAeftcrnne

o flpn eAHoBpeMeHHo [pHJIoxeHHe Ha MerofipoiroJr c Apyrll aHTuxr,rnepreH3r,rBHn neKapcrBeHn
npoAyKTt.t ce na6lrcAaBa cHHeprH3rM rro orHorJreHue Ha aprepuuurHoro HaJrrraHe. Kou6unupaHo
reqeHl,Ie or ro3u THn qecro ce fipunara c orureA no-go6rp KoHTpoJr Ha aprepr,raJrHoro HanstaHe, Ho e
Heo6xoAurrlo ro Aa ce npoBexAa noA KoHTpon flopaAn Bb3Mo]r(Ha florBa Ha xzfloroHHr.
o flopaAn BJIHtHI,tero Ha MeronponoJr Bbpxy nepnQepuoro rcprnoo6parqeHue e Heo6xo4r,rrvro c
oco6eHo BHHMaHHe Aa ce npnnara c JreKapcrBeHr,r [poAyKTrr, Kor{To Morar Aa npeAu3BuKar
nepnQepeH cbAoB cnit:bM (epro'rarr.run).
o flauneHru Ha JIeqeHHe c faHrJlno6roxepu vrrrv Apytrl p-6.rroxepu (nrulrcuzrelHo KanKH sa oun)
tpr6na Aa 6rAar nog ua6lrc4enue.
o MeroupoJIoJI He rpr6ea Aa ce rprurara eAHoBpeMeHHo c MAO-A nHxr.r6uropr.r. flpa
eAHoBpeMeHHo npuJro)KenrEe c MAO-B usxu6uropu e ueo6xoAuMo oco6euo BHHMaHHe r,r
npocneArBaHe Ha naqneHTa.
o flpll eAHoBpeMeHua ynorpe6a Ha MerorrpoJroJr H KanqueBu aHTaroHlrcrr,r, Karo BeparraMnn H
AIIJITI,Ia3eM, ce H3HcKBa BHI,IMareJrHo na6ruoAeurae Ha rraqueHTr,rre [opaAr4 przcK or xr{noroHr4r H
6paaunapar,rr. Hurpaneuo3Horo npnnoxeHue Ha KzrJrrrr4eBr,l aHTaroHHcrH, Karo Bepa[aMHJr r,r
AHJITHa:!eM, e npOTHBOnOKa3aHO npH narIHeHTH, KOHTO Ca Ha JreqeHHe C MeTOnpOJrOJr rrOpaAH pHC_F-qT
clpAeqeH apecr (ocreH rrpu HHreH3HBHra cnyvan). ...t.' , ,',,i,'ir',
o flpr,r eAHoBpeMeHHo npnJrox(eHne Ha MsronpoJroJr c aMuoAapou, npona$eHoH lr Apyr4
aHTIrapHTMHt{HH neKapcrBeHu npoAyKTr,r Knac I n urxaraquoHHu aHecrerurru e neo6xqAruip 

'
: . '

MOHHTOpHpaHe rropa,4H rropaAr,r pHcK oT nosBa Ha cHMnToMaTr{qHa OpaAHKapAvrs,.



' MeronpoiloJl aHTaroHI,I3Hpa B1-eQexra Ha cuMnarnKoMnMerr,rqHnre JrerapcrBeHr.r rpoAyKTH, Ho
BJIHse no-cla6o Ha 6ponxo4l,InararopHt4r eQem Ha B2-aroHucrHTe B o6uqaftnure repaleBTr,rr{HH
AO3H,
o flpr'r naqHeHTH cbc 3axapeH gua6er Ha JreqeHr{e c HHcyJTHH 14 repop:urH u amruaua6e"ruu
JleKapcrBa, rrpuJlaraHero na B-6nonep Moxe Aa AoBeAe Ao 3aclrnBaHe Ha xrrnorJrr4KeMr,trrHu, My
eQercr, rIpH Koero cHMnroMHTe Ha xuflorJruKeMur (oco6eHo raxuKapAur ra .rpervrop) Morar Aa ca
MacKHpaHH.
t flpn eAHoBpeMeHHo npI4JIox(eHHe c I{HAoMerarruH H Apyru neKapcrBeHr4 npoAyKTn , uuxn6uropu
Ha npocrarnaHAuHoBara cHHTe3a, aHTHxranepreH3HBHHr eSexr Ha MeronpoJroJr Moxe Aa 6r.Ae
HaManeH.
o EAHospeMeHHoro rIpI,IJIaraHe Ha MeronpoJroJr cbc cbpAer{Hr,r fJrroKo3r4An, pe3ep[r.rH, Hnrparu,
KIIoHIIAHH noBHuaBa pltcKa or pa3BHTHe Ha aprepuiuHa xHnoroHun,6paaurcapAnr, AV-6lox.
BrguoxHo e ycnnBaHe Ha orpr{r{arernr4r HHorporreH e$exr B Te3H cJryqau.
' flph [aqIteHTH Ha JIeqeHI,Ie c KJIoHHAHH H MeronponoJl e Bb3Mo)KHo eKcrrecuBHo noBr,ruraBaHe Ha
aprepHanHoro H{ultraHe npH BHe3a[Ho [peKparrBaHe Ha npneMa Ha KJToHHAHH. JleqeHHero c
KJIOHHAHH rpr6na Aa ce npeycraHoBn, caMo aKo npr,rJroxeHuero Ha MeronpoJrolr e [peKpareHo
HTKOJTKO AHH nO-paHO.
o EsgnunH HHAyKTopH, Karo puQananuqr,rH, Molr(e Aa noHr,DKar nJra3MeHara KoHueHTparrgr Ha
MeTorrpoJron.
o Jlerapcrea, nuxu6nropr,r Ha CYP2D6 xaro: Qryoxcerr,rH, rapoKcernH uru 6ynponnoH,
TLtopHAa3HH ) xvtHr4AHH, pHToHaBHp, 4raSenxr.r4pauvtr., xHApoKcHxJIopoKBHH, xHHHH, .rep6ngaQuH,

IIHMeTHAHH, nepOpaJIHLr KOHTpaIde[Tr,IBU MO)Ke Aa nOBLr[raT nJrzBMeHaTa KoHIIeHTpaIIHt Ha
MeTonponoJr npn eAHoBpeMeHHO [pHJro)r(eHxe.
r AlnoxoJlbr HaM:uuBa eJrHMHHHpaHero Ha MeronpoJrolr.
o Meronponor Mox(e Aa Hapyrxn H3JIbqBaHero Ha nr,rAoKaHH rrpu eAHoBpeMeHHara HM ynorpe6a.

4.6 Eperrennocr H KbpMeHe

BpenaeHHocr
IIpu 6penreHHocr (oco6euo n I rpuuecrup) MerorrpoJroJr ce Ha3HaqaBa caMo npu crporr4 roKa3aHr.rr,
Koraro oqaKBaHHt repaneBTl{qeH eSexr HaABr{ruaBa [oreHrlr,rzrJrHHq pr,rcK. Arco e seooxoAr,rrr,ro
npoBexAaHe Ha JIeqeHHe c MeronponoJr, To rpr6na Aa 6tAe npeKpareHo 48-72 qaca rpeAn
IUIaHHpaHoro paxAaHe. Axo rosa He e Bb3MoxHo, HoBopoAeHHTe rpr6na BHHMareJrHo Aa6:.'1ar
npocJreArBaHu nbpBr,rre 48-72 qaca cJreA p:DKAaHero.
Krpuene
Meronpolor ce H3rbtIBa c KbpMara. Vnorpe6ara Ha MeronpoJroJr He ce nperopbqBa B repoAa Ha
KbpMeHe.

4.7 EQercrn Bbpxy cnocodnocrra sa uroQnpaHe rr padora c Marlrrrfrr

flponrepon Mo)I(e Aa npeAH3BHKa 3aMarHocr, yMopa, Hapy[reHrdr B 3peHprero, c6HJrr.rBocr, oco6eno s
HaqanoTo Ha JIeqeHHeTo I,I npH nOBH[IaBaHe Ha AO3aTa, KOerO U3I,iCKBa BHHMaTeJTHOTO My npl{JraraHe
npu uroQropl,r l,t oneparopn Ha MarrruHn npu roqHa orIeHKa Ha nolsa./pncrc.

4.8 Hexe.nann JreKapcrBeH[ peanqrr[

HexelaHnre JIeKapcrBeHH peaKIrHH ca onncaHv [o-AoJry, rcnacnQuqr.rpaHr.r rro opraHr4 H cHcreMH H no
qecrora. HexelaHlare peaKqI,IH ce rnacuSurlnpar rlo qecrora rro cJreAHHr HaqHH: MHoro uecru (>
l/10), uecrn (> 1/100 u <l/10), Heqecrr.r (> 1/l 000 r.r <l/100), peAKrl (> l/10 000 r.r <1/1 000), narroro
peAKn (<l/10 000) n c HeH3BecrHa qecrora (or naruvHnre Aarau He Mo)Ke ,qa 6t,{e manpazeya'.-,:,..;.
oqeuna).
Meronponon o6urcHoseHo ce rloHacr Ao6pe. HexeraHn're neKapcrBeHr4 peaKrruH, Karo npai4rrgo
Morar 4a ce ua6lro4aBar B Haq,uloro Ha Kypca Ha JreqeHHe vilv npv rrpHnaraHe Ha npoAyma DcB
BHCOKH NO3H.



BlguoxHure HexeJIaHH pea*uuH npn npr,rJroxeHrre Ha MerorrponoJr ca cJreAHrre:
r{gcreasaHr'rg: MHofo peAKrd - [oBr,rrxaBaHe Ha reJrecHoro re'ro, 'poMrHa B cepyMHHTe
TpaHcaMHHa3H.
c"p'{eq'n HapyrueH,q: qecru - caMrlToMarutnalpagw€pA'r; Heqecru - HapyureH'e Ha arp'o-
BeHTpHKyJrapHara rrpoBoAr,rMocr; peAKr,r - ap:/tr]%vrr4, il?-]Irnurarlu\, o60crp.rne 

"u ""pa"u"uHeAocrarbrtHocr; MHoro peAKfi _ rrpeKopArralsn 6olxr,r.
MHoro peAKr, _ rpona6oquroneHr,rr.

HapyruenHs Ha Hepgnara cncrervra: qecrn - 3aMarHocr, mano6olr,re; peAKx - [apecre3r{H,
HapyureHr,re Ha KoHr{eHTpar\HflTa, coMHoJreHTHocr HJrH 6esclHr.re.
HapyrueHHq Ha oqnre: MHoro peAKI{ - Hapy[reHur B 3peHuero, HaMzureHo cbJr3oorAeJrrHe (roaa
rpr6ea Aa ce HMa trpeABHA, aKo ce Hoctr KoHTaKTHH nerqu) u/uluKoHroHKTraBHT.
Hapvmeuus ua yxoro u la6upunra: MHoro peAKr' - lrryM B yrrrr,rre; rrp' Ao3H, npeB'rxaBarqu
npenopbqaHHTe - HapyIIIeHH.fl B CJD/Xa.

qecrH - gaAyx npryaurme; peAKH _

ga6orseaHr,rq Ha 6erure apo6one); MHoro peAKH - prultTkr.
cronaauHo-,{pegHr,r uapyrxeHr,rs: qecrn - raAeHe, noBpbr.rlaHe, KopeMHa 6olna; peAKr,r - A1apvfl H1u
KOHCTHnaITH'; MHOrO peAKL - CyXOTa B ycrara; c HeH3BeCTHa qecrora- perpo[ep"to""-nu Qn6posa(optsrcara c ynorpe6ara Ha MerorrpoJroJr He e,{oKrulaHa crc cnrypHocr).

peAKH_Kox(HHo6p"u,(ypruxapnx'ncopLItBonoAo6rrn
u gucrpo$uqHH Ko)KHH 'nesun); MHoro peAKH - QorovyncrBrrreJrHocr, rroBraureHo noroorAersHe.
uurorrerlnr, o6ocrprue Ha ncopHa3nc.

: peAKH - MyCKynHH

CraoeH HapytlleHl'Iq: qecrl,I - oprocraruqHa xurrorour,u (noHmora H cHHKon); peaxra - ororrr4,
o6ocrprue Ha orIJIaKBaHuxrailpHnaIIHeHTr,r c nepr,rsepal.r pascrpoficrBa Ha rcprnoo6pauleHyero
(nrclrouurelHo cbc cHHApoM na Raynaud); MHoro peAKH - raHrpeHa rrpn rraqlreHrg c npeAxoxAarrlg
TexKu nepnQepHra r-InpKyJraropHu HapyrxeHnr.
o6rua uapyrueHuq r,r esexfla Ha rascroro Ha uoHnoxeHr,re: qecr' - yMopa.
Xenaro6nr'apH, HapyrueHrq: c Her,r3BecrHa qecrora - xerrar'T,.
Hapyure'Hq Ha penpoayxrnsHara cncreMa: MHoro peAKH - HapyureHn s sa tulsKoro pt
noreHTHocrra; c HeI43BecrHa qecrora - Peyronie's disease (npr:rara c ynorpe6ara Ha MeronpoJroJr He
e AoKa3aHa ctc cnrypuocr).
flcnxplqsn nap)'urenas: peAKH - Aenpec'r, KorrrMap'; MHoro peAKH - Jr'r{HocrHu HapyueHr,rs
(nponaeHnneo HacrpoeHr,re, npexoAHa anaxesur), 

"-rorlr"uqr".flocrMapxernHros nepuo,a
cleAsnre He)KeJraHn JreKapcrBeHH peaKrr,H ca cro6qas a*u 3aMeronponoJr crea o,qo6peH'e 3a
ynorpe6a: cbcrotHue Ha o6tpranocr, noBHIrraBaHe Ha rpnrJrrrqepuAr{Te, rroH}DKaBaHe Ha
JrltponporeHHHTe c HlIcKa rrJlbrHocr (HDL). Trfi xaro resn cro6ueHvrt ca or flonyJrarlur c
HeycraHoBeH 6poft a ca o6exr Ha pa3rrttIH[ cbnbrcrBauqr,r $axropn, He e Bb3MoxHo AocroBepHo
onpeAenrHe Ha qecToTaTa.

4.9 Ilpegosnpane

Cuunroun
Haqaluure cHMnroMH Ha npeAo3llpaHe ce [o.f,BrBar or 20 rr,rr,ruyrm lo 2 qaca cneA npveMaHe Ha
M9TOnpoJron.
OcnoeHnre cHMnroMH ca or crpaHa Ha cbpAeqHo-cbAoBara n I{HC cucreMa: xurroroHr,rfl,
6pa4uxaplnt' crl{raula Ao ctpAeqeH apecr, cbpAeqHa HeAocrarbqHocr n KapAHoreHeH rrJoK.
Brguoxnu ca 3arpyAHeHufl B Ar4rrrauero, 6pouxocna3tM, HapyrxeHnr B cb3HaHuero, rroHrKora .
reHepaJrH3r4paHH rbpqoBe.
JIe.reHHe
CuunrouarHrlHo JIeqeHHe. Heo6xoAHMo e MoHrrropupaHe Ha )Kri3HeHr4Te noKa3areJrH H npiy_
Heo6xogt'tr'tocr ce KoplrrHpar B ycroBl,rqra Ha HHTeH3rlBHr4 orAeJreH nx. flpu 6paguxapAu*'u

ii r'.

6.:

KpaMnH; MHoro peAKr,r - apTpr,rTr,r.

Hapy[IeHl4fl B npoBoAl'IMoc'rra e IroKuEaHo HHTpaBeHo3Ho 6olycno BbBex(AaHe na arponuri nigqsa



f,.

5.1

0,5'2 mgn/unn nocraBtHe Ha BpeMeHeH neficueftnrp. flpu perncreHrHa xrdnoroHr,rs u cbpAeqHa
HeAocrarbqHocr ce npHJlafa fnloKaroH r,rHTpaBeHo3Ho B HarrzurHa Ao3a l-10 mg, [ocJreABaHa or Ao3a
2-2,5 mg/h noA Soprtla Ha npoAbnx(ItreJlHa KaneJrHa r,rH$yar,rr. flpr,r reHepa.n vsvpall rGpqoBe ce
npenopbqBa 6aeHo HHTpaBeHo3Ho npnnaraHe Ha Ar.rzBenaM.

OAPMAKOJIOTI{IIHII CBOft CTBA

OapnrarcogrrHaMrrrr Hrr cnofi crsa

(DapuaxorepaneBTr,rr{Ha rpynar KapAuocereKTHBH}r B-6roxepu, ATC rcoa: c07AB02

Meronpolol e KapAHoceneKTHBeH p-6.uorep 6es errpeuHa cnMrraruKoMuMerr,rqHa aKTlrBgocr H cbc
cla6o rcpa3eHo lteu6paHocra1utuzupatrlo Aeftcrsne. Orcassa aHTLrxHrrepreH3HBHo, aHTr,raHrHHaJrHo lr
aHTI'IapHrMI'lqHo Aeftcrsue. Ilouuxara cbKparlrMocrra r{ nre6yArauocrra Ha Mr{oKapAa, rroHH)KaBa
MlrHyrHHs cbp,{eqeH o6erra u HaMuIJItBa norpe6uocu.rre Ha MHoKapAa or KHcJropoA. llonnxasa
qecrorara H KoHTpaKTHJI[Tera Ha cbpuero, cKopocrra Ha AV-nponoAuMocrra. flpu npularaHe a
cpeAHH TepaneBTHqHu Ao3l'I oKa3Ba no-cla6o I,t3pBeHo BJIHTHHe Bbpxy HraAKara MycKyJrarypa Ha
6poHxnre r'r nepr,rQepHuTe aprepr,ru B cpaBHeHHe c HeceJreKruBHure B-6noxepr,r. flpllrexana
aHTr,rMI{ rpeHo3Ha aKTHBHOCT.

5.2 (Dap*r aronrr Herrr q H [r cnofi crBa

Perop6qun: Meronpo.nor 6tpro n nor{rn rrbJrHo (orcono 95Yo) ce pesop6upa B croMaurHo-r{peBHr.u
TpaKT. MarcnrualHa rlpa3MeHa KoHIIeHrpaqHr ce AocrHra cneA 1,5 - 2 h. Bcle4crrue Ha HHTeH3HBeH
vepuo4po6eHfirst-past naera6olugtu 6nosarnqHocrra e oKoJro 50Yo.Buouannr{Hocrra ce rroBr4rrraBa,
aKo MeTonpoJror ce npHeMa c xpaHa.
Parnpege.nenne: C rIJIa3MeHHre nporeuHr,r ce cBbp3Ba Ao l0o . O6err,rcr Ha piBrpeAeJreHne e 5,5 l/kg.
Mera6o.tnrrm: MeronpoJIoJI nor{Tu HanlJrHo ce uera6oru3r,rpa B qepHr,rr Apo6, rpequMHo qpe3
IIHToxpoM Pa5s, H3oeH3nu2D6 (CYP 2D6). ,{na or rpr{re ocHoBHr,r uera6olura noKa3Bar cla6n 6era-
6ronupaqn cnofictna, KoHTo He ca or KJTHHHqHo 3HaqeHae.
Encrpeqnr: MeronpoloJl H HeroBHTe uera6onnrn ce eJrrrMnHprpar ocHoBHo qpe3 6r6peqnre (go
95%). Bpenae Ha roJryxHBor - 3,5 vaca.

5.3 llpe4rulnnnqHn AaHHI la 6esonacnocr

Toxcuquocr npu npo.qrlxr,neleH upueu
Hecle4aaunflTa Ha xpoHur{Ha roKcuqHocr Bbpxy pa3nI,Ir{HH BHAoBe xI,IBorHH He ttoKut3Bar AaHHI{ 3a
ToKcHr{HH eQercru, npeAr,r3Br.rKaHa or MerorrponoJr.
Penpo,{yKrnsHa roxcn.{ Hocr
TorcnnolorllqHu npoyt{BaHvfl npI.I MI,rIIrKrd, nJrbxoBe u zaiulu He noKa3Bar AaHHH 3a reparoreHHocr.
Hxua gaHun 3a BJIouIaBaHe Ha Seprr.ru.rrera npu nJrbxoBe B opaJrHH Ao3H HaA 500 mg/kg.
Jluncsar AaHHH 3a KapquHoreueH eQerr B orruTr,r trpu MHTIKH H nJrbxoBe, TperHpaHH c MeronpoJroJr
21-24 veceua c,qo3a 800 mglkg.

6. OAPMAUEBTI,ITIHII.4AHHI,I

6.1 Cnncrx Ha noMorrlH[Te BeruecrBa 

.), ,i,
Jlarctosa MoHoxt Apar, MHKpoKpHcranHa qeJryJro3a, MafHe3HeB creapar, noBHAoH, rcpocrapudr,ros4'l:
uarpnfi; cI'lJlHuHeB AHoKclIA, KoJIoI,tAeH 6esro4eH; TzIJIK; noJrHBHHr4JroB aJrKoxoJr, rracrulrHo , ' ' 

..
xl,rAponrcHpaH; MaKporoJr, El7 l, E172.

6.2 HecrnuecrlrMocrr.l



He ca ycraHoBeHu.

6.3 Cporc na roAHocr

3 ro4nun.

6.4 Cneqnalun ycfioBfifl Ha cbxpaHenrre

Aa ce crxpaHtBa B opI'IrHH:uIHara onaKoBKa, Ha 3arrIHTeHo or cBerJulHa Mtcro, [pr,r reMrreparypa 11oA
25"C.

6.5 ,llannn 3a onaKoBKara

l0 $nnrvtrpaHIl ra6lerxu or 50 mg n 6rucrep or PVC/anyMHHHeBo Sonuo. flo 3 prlu 5 6lncrepa n
KapToHeHa KyTHr, 3aeAHO C JTHCTOBKa.
l0 <|rarur'rpasu ra6lerrn or 100 mg a 6.nacrep or PVC/anyMuHHeBo $oluo. f7o2 unu3 6lucrepa n
KapToHeHa KyTr,rn, 3aeAHo c JTHCTOBKa.

6.6 Cneqna.nun rpeAna3Hrr MepKrr nprl rr3xBbpJrflHe rr pabora

HqMa cneqaaJrHn H3HoK BaHvrs,.

7. IIPIITE}I(ATEJI HA PA3PEIIIEHI,IETO 3A YNOTPEEA

cooAPMA An
yl. VtuencKo rloce 16, 1220 Co$ur, Eurapur

HOMEP(A) HA PASPETTTEHIIETO 3A yrrOTpEEA

AATA HA nbPBO PA3PEIIIABAHEnO.U{OBflBAHB HA PA3PETTTEHIIETO 3A
YIIOTPEEA

8.

9.

10. AATA HA AKTyAJII{3IIPAHE HA TEKCTA
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