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Rx

Eqgilok

Vién nén metoprolol tartrate 25 mg

Bé xa tAm tay tré em.
Boc ky hudng dan st dyng trude khi ding.
Thudc nay chi ding theo don thudc.

Thanh phén cdng thite thudc:

Thanh phén hoat chét: M6i vién nén chda 25 mg metoprolol tartrate

Thanh phén 14 duge; magnesium stearate, povidone, colloidal anhydrous silica, carboxylstarch-sodium (A-type), cellulose
microcrystalling

Dang bao ché ctia thudc:

Vién nén.

M6 t3 sén phém:

Vién nén méau tréng hodc gan nhu tréng, hinh trdn, hai mét I6i vdi mgt dudng chéo & mdt mat, mét con lai duge dap ky hidu E
va 435.

Vach chia chi nham muc dich bé vién ra cho dé nudt chit khoing chia vién thudc thanh hai lidu bing nhau.

Chi djnh:
e Tang huyét ap, dung riéng biét hogc phdi hop vdi cac thudc ha huyét ap khac néu can hiét.
e Chiing dau that ngyc, cd thé dung thudc riéng biét hodc phdi hop véi céc thuic chdng dau that nguc khac.
e Can thigp sém va diéu tri duy tri sau nhdi méu co tim. Metoprolol tartrate dé dugc chiing minh lam giam ty I8
vong khi diing cho bénh nhén nhdi mau co tim.
e Loan nhip tim (nhip xoang nhanh, nhip trén that nhanh, ngoai tam thu thAt).
e Cutng gidp (48 lam cham nhip tim).
e  Phong ngtta dau nita dau.

Liéu diing va cdch ding:

Liéu ding:

Lidu dling phéi dugc xc dinh bang cach chuén liéu cho ting cé nhan @ trénh nhip tim qué cham. Liu thdng thuong nhu
sau:

Téng huyét &p:

Truding hop tang huyét 4p nhe va trung binh, lidu khdi d4u 13 25-50 mg ngay hai Ian (sang va chiéu t6i). Khi cén c6 thé tang
dan liéu Ian dén 100 mg ngay 2 I4n, hodc c6 thé phdi hop véi céc thudc ha huyét &p khac. Liéu ti da 13 200 mg/ngay chia
nhiéu lan.

Chiing dau that nguc:

Ligu khdi dau 13 25-50 mg ngay hai dén ba Ian, tly theo dap ting cla banh nhan ma cd thé ting dén Ién dén 200 mg mdi
ngay, hodc phdi hgp véi thudc chdng dau that ngyc khac,

Can thigp sdm va diéu try duy tri sau nhéi méu co tim.

Can thiép sém: 50 mg mdi 6 gid trong 48 gid, bat ddu 15 phit sau liéu tiém tinh mach metoprolol cudi cing, va tot nhét I3
trong vong 12 gt sau khi bat dau dau ngyc.

Piéu tri duy tr: Liéu thong thuging 50-100 mg ngay 2 I4n (sang va chiéu t6i). Nén tiép tyc tri liéu trong vong it nhdt 3 théng.
Loan nhip tim:

Lidu khéi ddu 25-50 mg ngay hai hodc ba 14n. N&u cén cd thé tang dan liéu trong ngay Ién dén 200 mg, hodc c6 thé phi
hop vdi thudc chdng loan nhip khac.
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Cwang gidp:

Liéu khuyén cdo trong ngay [ 150-200 mg chia lam 3 dén 4 lan.
Phong ngita dau nifa dau: .
Liéu thong thutng 1 50 mg ngay 2 I4n (séng va chiéu tdi), ¢ thé tang 1én 100 mg ngdy 2 Ian néu
Ldc nhom bénh nhén dic bigt:
Khong cén diéu chinh liéu dung cho bénh nhén suy gidm chiic néng than (xem myc Agc tinh duge d.

D%i D-'é.'i'
TAl

10%). Trong trutting hop suy gan nang (vi dy sau khi duge phau thuat bac cAu) thi cd thé cAn phéi giam lidu metoprolol.
Nauor gia:

Khdng can phai giam liéu ¢ nguoi gia.

Tré em:

Con it kinh nghiém 1am sang vé viéc dung metoprolol cho tré em.

B0 an toan va hidu qua cta vién nén Egilok khi st dyng cho tré em chua dugc xéc dinh.

Cdch ding:

Diing thudic theo dung udng. Vién thudc cd thé duge udng cling hodc khdng cling vdi thitc an.

Chdng chi djnh:

e Man cam vdi thanh phan hoat chét hodc bat ky thanh phan té dugc nao cda thudc dugc liét ké trong muc 7hanh
phén cng thifc thude hodc véi cac thube chen béta khéc.

e Bldc nhithét giai doan 2 hodc 3.

o Nhip xoang cham muc d§ ngng trén Iam sang.

e Hgi ching xoang bénh.

e Socdo tim.

o Ha huyét ap (huyét &p tm thu dudi 90 mg Hg)

e Rdi loan nang tudn hoan dong mach ngoai bién.

e Suy tim mAt bu (vdi phu phdli, gidm tudi mau va ha huyét ap).

e Do dit liéu 1dm sang con it, cho nén chdng chi dinh ding metoprolol khi bi nhdi mau co tim cép néu
- nhip tim dugi 45/pht,
- thei gian PO dai hon 240 ms,
- huyétap tm thu dudi 100 mmHg.

e Nhitng bénh nhén cén phai dugc diéu tri lign tuc hay ting giai doan véi thudc tac dung 18n luc co co (kich thich
béta).

e Sit dyng ddng thai vdi tiém tinh mach céc thudc chen kénh calci loai verapamil va diltiazem.

Cénh bdo va than trong khi ding thudc:

S&c phan vé cd the xdy ra nang han & nhitng bénh nhn dang diing metoprolol.

Rét hiém khi rdi loan dén truyén nhi-tht sin c6 mic do vira trd nén ndng han, va c6 thé xdy ra bldc nhi-thét.

NEu thay xay ra nhip tim cham thi phai diu trj vdi ligu thdp hen hodc phai ngung thud.

Metoprolol c6 thé 1am céc triéu ching rdi loan tuén hoan ngoai bién tré nén nang hon.

Trénh ngung dung Egilok dot ngdt. Phéi ngung dén dén Egilok bang céch gidm lidu ting budc rong khodng 14 ngay dé dat
ligu hang ngay cudi ciing 1 25 mg. Ngung thudc dot ngdt cd thé I13m céc tridu ching dau that nguc trd nén nang hon, va lam
tang nguy co xay ra bién ¢f mach vanh. Nhiing bénh nhén c6 bénh dong mach vanh phai duge theo ddi déc biét khi ngung
thudc.

Thén trong khi st dung metoprolol trong truding hgp hen phé quan hodc bénh phdi t&c nghén khac, st dung ddng thoi cac
thudc géy mé dutng hd hép, két hop vdi verapamil, digitalis hodc céc thudc chang loan nhip nhom 1, dac biét la nhom 1A
hodc 1C, khap khiéng cach hoi, suy gidm chitc néng gan nghiém trong.

Trong digu t tang huyét ap va dau that ngyc:
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C4n trénh ngung st dung metoprolol dgt ngft, dac biét 13 & nguti gia. Khi thay d6i thudc diéu tri tang huyét 4p cho bénh
nhan, can giam dan liéu metoprolol trudc khi ngling thudc.
Suy tim:

C4c thudt chen béta c6 nguy co tiém tang va tc ché thém kha nang co bdp co tim va gay suy tm/fi
nhan tang huyét ap va dau that nguc bi suy tim sung huyét dugc kidm soét bang digitalis va cicd
metoprolol mgt cach than trong. C4 digitalis va metoprolol déu lam chdm dén truyén nhi that.
0 nhing bénh nhén khéng cé tién sé suy tim: : .
Uc ché co tim lién tyc bang cac thudc chen béta trong mgt khoang thesi gian, trong mat s6 trutng hop, s ag-den suy
tim. Néu quan sat thdy cac dau hidu va triu chiing d4u tién cda suy tim, cdn can nhic st dyng digitalis va/hodc lidu phap
loi tiéu. Bénh nhan cén dugc theo ddi cAn than. Néu suy tim khdng gidm, ngung st dung metoprolol.

Bénh nhéi méu co tim:

Khi ngiing dot ngdt mat vai loai thuic chen béta, da xay ra dgt cdp cla dau that ngyc va trong mdt s6 trudng hap, gdy nhoi
mau co tim. Vi vdy, nén gidm dén liéu metoprolol trong khoang thdi gian 1-2 tuén va theo ddi chat ché bénh nhan. Néu con
dau that ngye trd nén nghiém trong hon hodc xdy ra tac dong mach vanh, ngay 4p tic ding metoprolol trong khi chd dgi cac
bién phap khdc.

Bénh co that phé quan:

Mc du céc thudc chen béta tac dung chon loc & tim ¢d tac dung y8u hen trén chitc ndng hé hdp so vdi céc thudc chen béta
¢d téc dyng khdng chon loc, nhung van nén tranh ding ching néu bénh nhan cé bénh téc nghén dutig ho hép. Do téc dung
chon loc béta 1 1a twong ddi, metoprolol ¢6 thé dugc st dung mot céch than trong & nhitng bénh nhan bj bénh co that phé
quan khdng dap tng, hogc khang thé dung nap dugc cac thudc ha huyét &p khéc. Néu phéi dling metoprolal cho bénh nhén
mac bénh hen suyén, thi cd thé can phéi phdi hgp véi céc thudc kich thich béta-2 (vién nén va/hodc khi dung) hodc diéu
chinh liéu thudc kich thich béta-2 da dung trudc do, va nén ding metoprolol vdi liéu thap nhét cé hidu qua.

Bénh tigu dirong va ha dudng huyét.

Nén than trong khi st dung metoprolol cho bénh nhén tiéu dung. Céc thudc chen béta cé thé che I4p hién tugng nhip tim
nhanh xdy ra khi ha dutng huyét. Tuy nhién, cac phan tng khac nhu chdng mét va todt md hdi it bj &nh hubng béi
metoprolol. Néu Egilok dugc ding cho bénh nhan tiéu dutng, cén phai kiém tra sy trao ddi chat carbohydrate thugng xuyén
han. Néu cén thiét, cén diéu chinh liu insulin hodc thudc udng diéu trj dai théo duong (xem muyc 7wang tdc, twong ky cia
thudc).

Nhiém dic gidp:

Cac thudc chen béta cd thé che déu mdt sd déu higu 1am sang (vi dy: nhip tim nhanh) ctia cuting giap. Viée ngung dgt ngdt
céc thudc chen béta cd thé gy ra con cuting gidp kich phat. Can tranh ngung st dung thudc ddt ngét.

ﬁnhfrng bénh nhén dau that nguc Prinzmetal, nén than trong khi dung céc thudc téc dung chon oc trén béta-1, vi ¢6 thé lam
tang sd lugng va thoi gian ca céc con dau that nguyc.

Than trong khi st dung metoprolol cho nhing bénh nhén bj tdn thuong gan.

Khi diéu tri cho cac bénh nhén cd u té bao va crom thi phai phdi hgp metoprolol véi cac thudc chen alpha.

Phai béo cho béc sy gay mé trude khi duge can thigp phau thuat néu c6 dung metoprolol, tuy nhién khong nén ngung diéu tri
bang Egilok (xem muc Twang téc, twong ky cia thudt).

Cac thudc chen béta c6 thé 1am bac 1 bénh nhuge co.

St dyng thudc cho phy ni cd thai va cho con bi:

O ligu tién Iim séng:

Dit liéu tién 1dm sang khdng cho thdy téc dung gay hai.

O liéu trén nguor:

Phu nif cd thai:

Chi ding thudc trong thai ky sau khi da can nhac k loi ich/ nguy co. Néu phi diing thudc thi thai nhi va tré so sinh phéi
dugc theo ddi rat can than trong nhiéu ngay (48-72 git) sau khi sinh, vi s gidm tudn hoan & ti cung-nhau thai ¢ thé anh
hudng dén sy phét trién cla thai, va thudc di vao twan hoan cda thai cé thé [am nhip tim chdm, suy ho hap, ha huyét 4p v
ha dudng huyét.

Phu ni? cho con bui:
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Chi diing thudc trong thdi gian cho con bd sau khi da can nhéc ky lgi ich/ nguy co. Mac du khi ding & liéu diéu tri thi
metoprolol it dugc thai vao sita me, do d6 khong gay téc dung chen béta cho tré, nhung vén cén t FA07 TTekY (c6 thé
xay ra nhip tim cham). / &

Anh hugng ciia thuc 16n khd ndng I4i xe va vAn hanh mdy méc; g&g
Metoprolol c6 &nh hudng dén kha nang I4i xe v van hanh méy mc nguy hiém, dac biét khi bat @
khi dung thudc (doi khi c6 thé xdy ra chéng mét v mét méi). Do d6 liéu lugng thudc cho phép T am-CACDBM vidc
nguy higm phéi dugc xac dinh cho tiing truting hop mét.

Tuong téc, tveng ky cia thudc:

Téc dung ha huyét ap cda Egilok khi dung két hgp vdi céc thudc chding tang huyét &p khac thuing duge tang cuing, do do
phéi than trong khi dung k&t hop thudc dé trénh ha huyet ap. Tuy nhién, tac dung hiép ddng cla céc thudc chding ting huyét
ap c6 thé gidp kiém soét huyét 4p higu qud hon khi cn.

St dung ddng thai metoprolol va verapamil hodc céc thudc chen kénh calci nhém diltiazem khac dén dén tang téc dung co
co &m va lam cham nhip tim. Tigm tinh mach cac thudc chen kénh calci nhdm verapamil khong dugc khuyén céo cho céc
bénh nhén dugc diéu tri bang cac thudc chen béta. Khdng nén két hop céc thudc chen kénh calei (nhu cac dén xuft
dihydropyridine chang han nifedipine) véi metoprolol vi l3m tang nguy co tut huy8t &p va suy tim. 0 bénh nhan cd tiém 4n
nguy co suy tim, diéu tri bang céc thudc te ché béta cé thé dn dén suy tim.

Thén trong khi ding déng thoi vdi:

e C4c thudc chdng loan nhip dang udng (nhom quinidine va amiodarone) v cac thudc téc dung gidng than kinh ddi
giao cam (nguy co ha huyét p, nhip tim cham, bldc nhi-thdt).

e Cac glycosid digitalis (nguy co nhip tim cham, rdi loan dén truyén; metoprolol khong anh hudng dén tac dung co co
duong cla cac thudc digitalis).

e Cac thude ha huyét &p khac chd yéu nhom guanethidine, reserpine, alpha-methyl-dopa-clonidine va guanfacine
(nguy co ha huyét 4p va/hoac nhip tim cham).

o Neéu phdi hgp vdi clonidine thi khi ngung thudc phai lun ngung metoprolol trutic vé vai ngay sau dé thi ngung
clonidine sau khi d ngung meteprolol. Con tang huyét ap ¢ thé xdy ra néu ngung clonidine trugc.

o Mgtsd thudc tac dung Ién h than kinh trung ueng nhu: thudc gay ngd, diu than kinh, chéng trdm cam thudc nhém
3 vong va 4 vong, an than, rigu (nguy co ha huyét ap).

e Céc thudc gay nghién (nguy co tic ché tim).

e Cac thuc gay mé cd thé Iam gidm nhip tim nhanh phén xa va tng nguy co ha huy&t 4p. Can thang bdo cho bac sj
gay mé biét néu bénh nhan dang dugc didu trj bang metoprolol truge khi diing thudc géy mé toan than.

e C4c thudc cd tac dung gidng thén kinh giao cam alpha va béta (nguy co ting huygt ap, nhip tim cham nhidu, c6 thé
ngung tim). Tac dung cua adrenaline (epinephrine) trong diu tri phan tng phan vé cd thé bj gidm di & bénh nhan
diing cac thudc chen béta.

e Ergotamine (tang tac dung co mach).

e  Cdc thudc cd téc dung gidng than kinh giao cdm béta-2 (ddi khang chic nang).

e Cdc thudc khang viém khdng steroid (nhu indomethacin) hodc céc thudc khéc tc ché céc emzym tong hop
prostaglandin (c6 thé gidm téc dung ha huyét ap).

e Cacestrogen (co thé giam téc dung ha huyét &p cla metoprolol).

e  Cac thudc trj tifu duting dang udng va insulin (metoprolol 1am ting tac dung ha dutng huyét, va cd thé che Ip céc
tridu ching cua ha duting huyét).

e  (ac thudc 1am gian co loai curare (I1m tac dung phong bé than kinh-co nidng hon).

e  Cdc chat tic ché isoenzym cytochrom P450 CYP2DB (nhu cimetiding, mgt s6 khéng histamin nhu diphenhydramine,
mt s0 thudc chdng loan nhip nhu amiodarone, quinidine, propafenone, mot s6 thudc chéng loan than nhu
tioridazine, mgt 6 thudc te ché COX-2 nhu celecoxib, rugu, hydralazine, céc SSRI nhu paroxetine, fluoxetine,
sertraline, scitalopram) - tac dung ctia metoprolol ¢d thé tang do tang ndng df trong huyét twang.
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e Céc chat cdm (ng isoenzym cytochrom P450 CYP2D6 (nhu rifampicin, céc barbiturate) - tac dung clia metoprolol
¢6 thé bi gidm di do tang chuyén hoa tai gan.
e  Khi dung ddng thdi véi céc chét dc ché hach than kinh giao cdm hay céc thudc che
hoac céc thuﬁf: tic ché MA[] Ih‘| cén phéi theo dﬁi chét ché hénh nhén.

e [idocaine: metnpmlul co thé 1am giam thanh théi lidocaine.
o Céc corticosteroid: St dyng ddng thoi cd thé dan dén sy ddi khang tac dung ha huyét ap.
e St dung dong thoi céc xanthine, d3c biét a aminophylline hodc theophylline, ¢é thé dén dén tic ché 1dn nhau cac
tac dung diéu tri. Thanh thai xanthine ciing c6 thé gidm dic biét & nhitng bénh nhan c6 thanh thai theophyline
tang do hit thudc. Viéc st dung déng thdi doi hdi phai theo ddi can than.
e St dyng doing thdi véi aldesleukin c6 thé lam téng tac dung ha huyét 4p.
e St dung dong thdi vdi alprostadil c6 thé 1am téng tac dung ha huyét ap.
e Tang nguy co xdy ra nhip tim cham khi stt dung dong thoi mefloguine véi metoprolol.
e Than trong khi st dung ddng thoi véi tropisetron do nguy co rdi loan nhip thét.
Tinh twang ky:
Khong &p dung

Téc dyng khdng mong mudn cda thudc:

Thung bénh nhan dung nap tét metoprolol, céc téc dung phu khi xdy ra thutig 13 nhe va c6 hdi phuc. C4c tac dung khéng
mong mudn sau day da duge ghi nhan trong cac thit nghiém 1am sang va trong didu trj thuting qui véi metoprolol. Trong mot
s0 trrdg hgp, khding thé xéc nhan dugc sy lién quan giia viéc dung thudc vdi céc tae dung khdng mong mudh xay ra.

Céc thudt ng(t duge dung dé chi tén xuét céc tac dung khong mong mudn, duge dinh nghia nhu sau: rét thuging gap (>1/10);
thuttng gap (> 1/100 dén < 1/10); it gép (= 1/1.000 dén < 1/100); hiém gédp (> 1/10.000 dén < 1/1.000}; rat higm
gap (< 1/10.000), khdng rd tan sudt (khdng thé wdc lugng duge t céc di lidu hién co).

Réi loan méu vé hé bach huyét:

Rat higm gép: gidm tiéu cAu

Rdi loan chuyén hda vé dinh dirdng:

ft gap: tang can

Rl loan tam thén:

[t g3p: trAm cam, gidm chd §, budn ngdi hodc mét ngd, 4c mong

Hiém gap: cang thang, lo I3ng, bat luc / rdi loan tinh duc

Rét hiém gap: mat tri nhd, rdi loan tri nhd, 1an 16n, 4o giéc

R67 loan hé than kinh:

Rat thutng gép: mét moi

Thuing gap: chong mét, dau du

ft gap: di cam, co that co

Rat hiém gap: loan vi giac

Rl loan mét:

Hiém gép: rdi loan thi gidc, khd méat va/ hodc kich ting mat, viém két mac

Rdi loan tai vé mé dao:

Rét hiém gap: U tai, mét thinh lyc

Rdi loan tim:

Thutng gap: nhip tim cham, danh trdng nguc

it gap: Céc triéu chiing cda suy tim tré nén nang, sic tim trong nhdi méu co tim cép tinh*, bldc nhithdt do 1, phu né, dau
nguc

Higm gép: loan nhip tim, céc r6i loan dan truyén
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* Trong mgt nghién ciu trén 46.000 bénh nhén nhdi mau co tim cép cd chi G nguy co St thip, tén suét cia séc tim cao
han 0,4% & nhdm metaprolol (2.3%) so vdi nhém ding gia duge (1,9%). Chi s6 nguy co sét dirge dya trén nguy co tuyét doi
cua sic af Mng ben/: n/)an mea ﬁa ruaf gigr Unfi f/iﬂ? gfan cham rre pﬁan dj Killp, /wyer ap, ﬂf?ip tim, bét rﬁu‘z?ng dién tam

dafac khuyén céo s dung rmng nﬁw méu co tim cap tinh. L
Rl loan mach: //>/ VAN PHON
Thuting gap: ha huyét ap tw thé, rét hiém khi ngét, lanh céc dau chi | e
Rt hiém gap: hoai ttt khi cd san bénh twén hoan ngoai bién

Ré7 loan hd hap, ling ngue va trung thét:

Thuting gap: khd thé khi gang stic

It gap: co that phé quén (ngay ca trong trtng hap duge bist khong cd bénh phdi tac nghén)
Hiém gap: viém mii

R loan tiéu hoa:

Thuting gap: budn ndn, dau bung, tigu chay, tio bon

It gap: non

Hi€m gap: kho miéng

Rd7 loan gan mat:

Rét hiém gap: viém gan

Rdi loan da va mé dudi da:

it gap: phat ban da (dang may day, vy nén va thuong tén da do loan dufing); tang tiét md hoi
Hiém gép: rung toc

R4t hiém gap: nhay cAm véi dnh séng, bénh vay nén nang hon

Ré7 loan ca xvang va ma lién két:

Rét hiém gap: dau khdp

Céc két qua xét nghigm:

Higm gép: thay ddi céc két qua xét nghiém chitc nang gan

Phai ngung dung Egilok néu bét ky tic dung khdng mong mudn trén xdy ra véi mic d9 nang va khong xéc dinh duge nguyén
nhén rd rang.

IT.9|

Qué liéu va céch x ri:

C4c triu ching qua lidu: ha huyét &p, nhip xoang cham, bidc nhithat, suy tim, séc do tim, vo t&m thu, budn ndn, nn, co
that phé quén, tim téi, ha duting huyét, mét y thic, hon mé.

C4c triéu ching ndi trén c6 thé ndng hen sau khi ding thudc dong thdi vdi rugu, céc thude ha huyét ap, quinidine va cac
barbiturate.

Cac triéu chiing dau tién cla qua liéu xuat hién trong vong 20 phit - 2 gid sau khi udng thud.

Trong céc bién phap x{ tri qué lidu, cAn chdm sdc tich cyc v theo ddi bénh nhén chét ché (cac thong s6 vé wan hoan, hd
hap, chitc ndng than, duding huy8t, céc chdt dién giai trong huyét thanh).

Ngu vita mdi udng thudc, c6 thé lam gidm sy hdp thu cla thudc bang cach rita da day (hodc gdy ndn bdi nhan vién y 1€ da
dugc hudn luyén néu khong thé ra da day va néu bénh nhan cdn tinh téo) kém vdi dung than hoat tinh.

Trong truging hop ha huyét ap nang, nhip tim cham va de doa suy tim, phai dung thudc kich thich béta-1 theo dung tinh
mach véi khodng céch 2-5 phdt, hodc truyén dich cho dén khi dat higu qué mong mudn. Néu khang cé sén thudc kich thich
chon lgc béta-1 thi ¢ thé dung atropine duting tinh mach hodc dopamine duting tinh mach. Néu ket qua khong thoa dang,
phai xem xét dén viéc ding céc thudc khac co tic dung gidng than kinh giao cém (dobutamine hogc norepinephrine).
Glucagon véi cac ligu 1-10 mg cding cd thé c6 hidu qua ddo ngugc tac dung cla sy phong bé béta manh. Trong triéng hap
nhip tim cham nang khdng dép tng vdi thudc, ¢ thé cén phai gén may tao nhip tim. Co thét phé quan cd thé dugc didu tri
vdi thudc kich thich béta-2 theo dutng tinh mach (nhu terbutaline). Cac thudc gidi dgc cd thé duge dung vdi liu cao han
khodng liéu diéu tri.

Khong thé loai bo metoprolol mt céch higu qua bang thdm phan mau.
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Béc tinh duge lyc hoc:

Nhdm duge tri lidu: céc thud chen thu thé béta
Ma ATC: CO7A B2 /S
Metoprolol I3 mt chét tc ché chon loc thy thé béta-1, nghia 14 nd tc ché céc thy the béta-1 & |
cén thiét d& dc ché thy thé béta-2. No khong cd hoat tinh giao cam ndi tai, va khong c tac dun
(o ché tdc dyng:

tinh nhip tim, lyc co co tim, hiéu sufit tim va huy8t ép.

Khi nong d adrenaline ndi sinh cao, metoprolol it anh huéng dén huyét &p hon cac chat chen béta khdng chon loc. Khi cn
thiét, metoprolol - két hop vdi mot chét chi van béta-2 - ¢6 thé dugc ding cho bénh nhan c6 cAc triéu chiing cda bénh phoi
tac nghén. Khi diing chung vdi thudc chd vén béta-2, metoprolol ¢ i diéu tj it tic ddng Ién su gidn phé quan do thudc chd
van béta-2 hon so véi cac chét tic ché béta khang chon Igc.

Metoprolol it &nh hutng dén sy phéng thich insulin va chuyén héa carbohydrat hon so véi céc chat chen béta khdng chon
loc. Thudc it &nh hugng dén sy dép ing cla tim mach ddi véi ha duting huyét va khong kéo dai déng k8 thdi gian clia cac
con ha dutng huyét.

C4c nghién ctiu ngan han cho thdy metoprolol c6 thé 1am tang nhe triglycerid va gidm acid béo ty do trong mau. Trong vai
trung hop, 1y 18 lipoprotein ty trong cao (HDL) ¢ thé giam nhe, nhung & mic d6 it han khi ding chét dc ché béta khong
chon loc. Tuy nhién, trong mdt nghién ctiu thyc hién qua nhigu nam cho thdy sau khi diéu tri bang metoprolol thi nong do
cholesterol toan phén trong huyét thanh giam dang k&. Trong khi diéu tri bang metoprolol, chét lugng cuge song duge duy tri
hogc cai thién. Sy cai thién chat lugng cudc song da dugc ghi nhan sau khi diéu tri véi metoprolol cho cac bénh nhén sau
nhdi mau co tim.

Trong bénh z3ng huyét 4p, metoprolol 1am gidm huyét &p cla bénh nhan ca khi ding 1an khi ndm. Sy gia ting khang lyc
ngoai bién tam thdi (kéo dai vai git) va khong c6 dnh hung trén Iam sang da dugc ghi nhan khi diéu tri bang metoprolol.
Téc dung ha huy8t &p l4u dai cta thudc cd lién quan dén sy gidm dan dan khang lyc mach ngoai bién toan phan.

(f cac bénh nhan ting huyét ap, viéc dung thudc 14u dai & dn dén mot sy gidm co y nghfa thiing ké ctia khdi lugng tam that
tri va su cai thién hoat dong clia tdm that tréi trong giai doan tam truong.

U cac bénh nhan nam bi tang huy8t ap nhe hodc trung binh, metoprolol lam gidm tG vong do tim mach (chd y&u 14 ty 1é dot
tlt, nhdi mdu va dot quy gy t vong va khong gay ti vong).

Giéng nhu céc thufic chen béta khac, metoprolol 1am gidm nhu cdu oxy ¢ tim do lam giam huyét &p dong mach toan thén,
nhip tim va lyc co ca tim. Bang cach [am cham nhip tim va qua dé kéo dai thdi gian tam truong, metoprolol cai thign sy tudi
ma&u va cung cap oxy cho céc viing co tim bj giam cung cip méu. Do do, trong ching dau that ngyc, thudc lam gidm sd 1an,
thdi gian va do néng cla céc con dau ciing nhu cla cac con thiéu méu cuc bg &m tham, va cai thién kha nang vén dong clia
bénh nhan.

Trong /oan nhjp tim (nhip nhanh trén that, rung nhi va ngoai tdm thu that), metoprolol [am giam t&n sd tam thdt va s6 nhip
tam that dép du ra.

Can thiép sém metoprolol tartrate trong 7224/ méu co tim 1am giam kich thudc nhoi méu va ty 18 rung that. Sy gidm dau ciing
c6 thé gidp gidm nhu cAu ding cc thudic giam dau opiate. Metoprolol [am giam tit vong bang cch giam nguy co dot . Tac
dung nay chd yéu 13 do phong nglta dugc cac con rung that.

Téc dung chdng rung dugc cho 1a do mgt co ché kép: (i) mgt higu tng than kinh phé vi trong hang rao mau- ndo anh hugng
¢6 loi dén sy 6n dinh dién cla tim, va (ii) mdt s tc ché hoat tinh giao cam lam giam co bdp, nhip tim va huyét ap. Tac dung
gidm tG vong cdng dugc ghi nhan nhu nhau khi metoprolol dugc ding & giai doan sém hay mugn va clng duge théy rd &
nhitng bénh nhén cd nguy co cao cd bénh tim mach trude dé va bénh nhén bj tiu dung. Dung sau khi bj nhi méu co tim,
thufic [am giam kha néng téi phat cia nhoi mau khang gay t vong.

Metoprolol ciing thich hop d8 diéu trj dy phong daw nida déu.

Metoprolol 1am gidm cac biéu hién Iam sang clia cwaing gidp v do d6 ¢d thé duge st dung vdi vai trd 13 mit thude b trg.

Biéc tinh duge dgng hoc:
Hép thu va phén bd:
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Metoprolol dugc hap thu nhanh chdng va hoan toan tit duting tiéu héa. Duge dong hoc clia thude tuyén tinh theo liéu diéu
tri.

Nﬁ’ng dd dinh trong huyét tong dat dugc vao 1,5-2 gid sau khi udng thudc. Tuy nong d trong huyét twongco sy khac biét

tong, khoang 5-10%.

Metoprolol dugc phan bd rong trong md, vé c6 theé tich phan bd biéu kign 16n (5,6 L/kg).
Chuyén hda va théi tri:

Metoprolol dugc chuyén héa tai gan bdi isoenzym CYP2D6 cla céc enzym cytochrome P-450. Céc chét chuyén hoa khdng c6
vai tro quan trong vé mat Iam sang.

Hon 95% cda lidu diéu tri duge théi i qua nudc tiéu, 5% dugc thai i dudi dang metoprolol knong bién ddi. Ty 18 sau nay
c6 thé tang dén 30% trong mot s8 truing hap.

Thdi gian ban thai (ti/2) trung binh 13 3,5 gidt (thay d6i trong khodng 1 dén 9 gi6). Sy thanh thi toan phén khdi co thé vao
khoang 1 lit/phut.

Dugc ddng hoc cla metoprolol khdng khac biét nhiéu & bénh nhan cao tudi.

Suy than khong Iam thay ddi sinh kha dung trong co thé va sy thai trlt clia metoprolol. Tuy nhién c6 sy gidm thai tr cht
chuyén héa trong nhitng truting hap ndy. C6 mdt sy tich 1y dang ke cac chét chuyén hoa & céc bénh nhén c6 bénh than
nang (d6 loc cdu than dudi 5 ml/phut). Tuy nhién sy tich Iy céc chat chuyén hda khong 1am tang mic dg chen béta.

Suy gan chi tac dong nho dén dugc dong hoc cia metoprolol. Tuy nhién khi bi xo gan néng vé sau khi dugc phau thuét bac
cAu tinh mach ctia-chd thi sinh kha dung c thé tang, sy thanh thai toan phan khai co thd co thé giam. § csc bénh nhan duge
phdu thut bac cu tinh mach clta-chl thi sy thanh thai todn phan khoi co thé gidm dén khoang 0,3 lit/phat va dién tich
dudi dutng cong nong do-thdi gian tang khoang gap 6 1an so vdi vdi ngudi khoe manh.

Dt liéu an toan tién |4m sang:

CAc nghién citu vé ddc tinh 14u dai cla céc liéu diéu trj metoprolol trén céc loai dong vat khac nhau khdng cho thay két qua
duong tinh.

Cac thit nghiém vé kha nang gay ung thu tién hanh trén chugt nhat va chugt cong khang cho théy téc dung gay ung thu.

C4c nghién ctu trén ddng vét vé kha nang gay dot bién va gay quai thai khong cho két qua duang tinh.

Quy cdch ddng géi:

60 vién nén duge chita trong mqt lg thdy tinh mau nau véi nap ddy bang nhya PE clng vat giam chén, dét trong trong hdp
gidy cung t hudng dan st dung thudc.

Bidu kién bdo quédn: Bao quan dudi 30°C

Han ding: 60 thang k& t ngay san xuét.

Tiéu chu&n chdt lugng: Tiéu chudn co s6.

Tén, dja chi cda co s¢ sén xudt:

EGIS PHARMACEUTICALS PRIVATE LIMITED COMPANY
Try s 1106 Budapest, Keresztdri Gt 30-38., Hungary
Nha méy: 9900 Kdrmend, Matyas kirdly Ut 65., Hungary



