Rx
Dorocardyl” KX

o Thuéc nay chidung theo don thuéc.

e Dockyhudng dansirdung trudckhiding.

e Déxatamtaytréem.

o Tohuéng dan strdung néu tém tit cac thong tin quan trong ciia thuéc.
N&u can thém thdng tin, xin héiy ki€n bacsy hoac dugcsy.

THANHPHAN CONGTHUCTHUGOC: M3i vién nén chifa:

Thanh phan dugc chét: Propranolol hydrochlorid 40 mg.

Thanh phan ta dugc: Lactose, Microcrystallin cellulose PH101, Povidon
K90, mauTartrazin, mau Patent blueV, Natri croscarmellose, Magnesi stearat.
DANGBAO CHE:Viénnén.

M6 ta dac diém bén ngoai ciia thudc: Vién nén, hinh tron, mau xanh, hai
mat 16i, mét mat vién c6 khic vach, ngdi sao va s6 4618, canh va thanh vién
lanhlan.

CHIiPINH:

-Tanghuyétap.

-Dauthatnguc.

- Du phong dai han nhéi mau co'tim tai phat sau khi héi phuc tirnh6i mau co
tim cap.

-Bénh catim phidaitdcnghén.

-Runvécan.

-Réiloan nhjp tim trén that.

-Réiloan nhip tim.

-Bénh cudng gidp va nhiém doc tuyén gidp.

-Utébao uacrom (vSithudc chenalpha).

-Dauntiadau.

- Du phong xuét huyét tiéu hoa trén & bénh nhéan tang huyét ap tinh mach
cliavagidn tinh mach thucquan.

LIEUDUNG, CACHDUNG:

Liéudung:

Ludn dung thudc dingliéulugng trong don thuéc.

Nguailon:

Tang huyét dp:

Liéu khéi dau: 40 mg, 2 - 3 1an/ngay, c6 thé tang lén 80 mg/ngay vao méi tuan,
phu thudc vao dép tng ctia bénh nhan. Liéu thong thudng: 160 - 320 mg/ngay.
Dung phéi hgp véi thudc lgi tiéu hodc cac thude chéng tang huyét 4p khac lam
tang hiéu qua ha huyét ap.

Pau thdtnguc, dauniraddu varunvé cdn:

Liéu khai dau: 40 mg, 2-31an/ngay, c6 thé tang méi 40 mg vao méi tuan, phu
thudc vao dap ing clia bénh nhan. Liéu dap ting trong diéu tri dau nifa dau:
80-160mg/ngay.Liéu déap ting trong diéu tri dau that nguc varun vé can:
120-240mg/ngay.

Réiloan nhip tim, bénh co'tim phi dai tdc nghén va nhiém déc tuyén gidp:
Liéu dap ing: 10-40mg, 3-41an/ngay.

Saunhéimdu cotim:

Khoi dau diéu trisau ngay thir5 dén ngay thir21 sau nhéi mau cotim, véiliéu
khai dau: 40 mg, 4 1an/ngay, trong 2 - 3 ngay. Sau d6, dé duy tri lieu phap,
téng liéu hang ngay: 80 mg, 2 1an/ngay.

Bénh cuong gidp:

Liéu dung dugcdiéu chinh theo dap tng lam sang.

Tdng huyét dp tinh mach cia:

Liéu dung nén dugc diéu chinh dé gidm khoang 25 % nhip tim khi nghi. Liéu
khai dau: 40 mg, 2 1an/ngay, téng 1én 80 mg, 2 lan/ngay phu thudc vao dép ting
clia nhip tim. Néu can thiét, c6 thé tang liéu dén liéu téi da: 160 mg, 2 1an/ngay.
Utébaouacrém:

(Chidugc dung thuéc chen thu théalpha).

Tién phau thuat: Liéu khuyén cdo: 60 mg/ngay, trong 3 ngay. Cac trudng hop
actinh khong thé phau thuat: 30 mg/ngay.

Suygan:

Sinh kha dung ctia propranolol ting & bénh nhan suy gan va néu can thiét,
can phai diéu chinh liéu. & nhiing bénh nhan bibénh gan nang (nhu xa gan)
nén dung liéu khéi dau thap (khong qua 20 mg, 3 1an/ngay) dudi su theo doi
chatché dap ung diéu tri (nhuanh hudng trén nhip tim).

Suythan:

- Néng do propranolol ting dang k& & bénh nhan suy than va thdm phan
mau. Can than trong khikhai dau diéu triva chon liéu ban dau.

- Giéng nhu céc thudc chen beta khac, khéng ngung dung thudc dét ngét.
Nén gidm liéu dan dan trong 7 - 14 ngay. C6 thé thay thé liéu tuong duong clia
mét thudc chen beta khac hodc ngung dung dan propranolol. Can theo doi
bénh nhén trong thai gian gidm liéu, dac biét [a bénh nhan thi€éu mau co tim.
Can danh gia nguy co/Igi ich ctia viéc ngung dung thuéc chen beta trén ting
bénh nhan.

Ngudi cao tudi:

MGi lién hé d6i nghich gilia néng dé propranolol trong mau va tudi da dugc
bao cdo.Than trong khi dung propranolol cho ngusi cao tudi. Nén khéi dau
diéu tri véi liéu thap nhat. Liéu dung téi uu dugc xac dinh theo dap ting lam
sangtrén ting bénh nhan.

Bénh nhi:

-Réiloan nhip tim:

Liéu dung nén dugc xac dinh theo tinh trang tim clia bénh nhan va cac
trudng hgp bat budc phai dung propranolol. Liéu diéu chinh cho ting bénh
nhan:Tré em va thanh thi€u nién: 0,25 - 0,5 mg/kg, 3 - 4 1an/ngay, diéu chinh
theodap tnglamsang.

-Daundiaddu:
Liéu uéng &tré em dudi 12tudi:20mg, 2- 31an/ngay.
Trén 12 tuéi: Liéu dung nhu ngudilén.
Cachdung:Dungudng.
-Trudng hop quén uéng mét liéu dung: Hay uéng ngay khi nhg ra. Néu thai
gian gan vdi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu
tiép theo vao thai gian thudng lé. Khéng dung liéu gap déi dé bu vao liéu da
quén.
-Trudng hop udng qua nhiéu vién thudc: Hay gap ngay bac sy hodc téi khoa
Héisuc- Cap clucliabénhvién gannhat.
CHONG CHiDINH:

-Quéa man vai propranolol, cac thudc chen beta hodc véi bat cir thanh phan
cliathudc.
-S8ctim, hoi ching Raynaud, nhip xoang chdm va bléc nhithat do 2 - 3, hen
phéquan.
- Suy tim sung huyét, trirkhi suy tim thir phat do loan nhip nhanh c6 thé diéu
tri dugc bang propranolol.
-Bénhnhugcco.
- Ngudi bénh co that phé quéan do thudc chen beta giao cadm Uic ché su gian
phé quén do catecholamin ndisinh.
-Dau thit nguc thé Prinzmetal, nhip chdm, acid chuyén héa, bénh mach méau
ngoaivinang.
-Khéng chidinh propranolol trong trudng hgp cap ctu do tang huyét ap.
-Ng6 doc cocain va cac truang hop comach do cocain.
- Phéi hgp véi céc thioridazin do propranolol Iam tang néng dé trong mau
cuiathioridazin, lam kéo daikhoang QT. 3
CANHBAOVATHANTRONG KHIDUNGTHUGC:
- Phéi ngling thudc tir tir, nén dung than trong & ngudi c6 du trir tim kém,
tranh dung propranolol trong trudng hgp suy tim r, nhung c6 thé dung khi
cacddu hiéu suy tim da dugc kiém soat.
-Dotac dunglam cham nhip tim, néu nhip tim quéa cham can phai giam liéu.
-O'ngudi bénh cé thiéu mau cuc bo co'tim, khdng dugc ngling thusc dot ngot.
Hodac nguing propranolol tir tl, hodc dung liéu tuong duang clia mét thudc
chen beta khac dé thay thé.
-Than trong & ngudi bénh c6 tién stt co that phé quan khong do nguyén nhan
di ing (nhu viém phé quan, tran khi). Thuéc chen beta - adrenergic lam tang
can tré dudng thd va tang co that phé quan, dac biét & ngudi bénh 6 tién st
di Uing. Co thét phé quan cé thé diéu tri bang tiém tinh mach aminophylin,
isoproterenol. C6 thé tiém tinh mach atropin néu ngudi bénh khéng dap ting
Vi hai thudc trén hodc xay ranhip cham.
-Than trong & ngudi suy than hodc suy gan. Can phai gidm liéu va theo déi
két qua xét nghiém chic nang than hoac gan déi véi ngudi dung thudc dai
ngay.
- (?J ngudi bénh tang ap luc tinh mach clra, chiic ndng gan bi suy gidm nang
vacé nguy coxudt hién bénhnaogan.
- Can than trong khi cho ngudi bénh déi thudc tir clonidin sang cac thuéc
chenbeta.
- Bénh nhan c6 van dé vé dung nap galactose, bénh nhan thiéu hut enzym
Lapp lactase hodc kém hép thu glucose - galactose khéng nén dung thuéc
nay.
-Thudc c6 chira mau Tartrazin va Patent blue V, ¢é thé gdy cac phan ing di
ung.
Strdung thudc cho phu niicé thaivacho conbi:
-Th&i ky mang thai: D6 an toan clia propranolol d6i véi phu nii cé thai chua
dugc xac dinh. Chi dung thudc khi da can nhac ky gitia Igi ich chira bénh va
nguy co déi véithai.
- Th&i ky cho con bu: Thudc bai tiét ra sita, nén dung than trong véi phu nir
choconbu.
Anh huéng ctia thuéclén kha nang lai xe, van hanh may méc:
Thudc c6 thé gay dau dau nhe, chéng mat, gidm thinh giac, réi loan thi giac,
4o giac.Canthantrongkhi 1ixe vavan hanh may méc.
TUGNGTAC, TUONG KYCUATHUOC
Tuong tacchiathudc:
- Can diéu chinh liéu khi dung phéi hgp véi cac thudc sau: Amiodaron,
cimetidin, diltiazem, verapamil, adrenalin, phenyl propanolamin, fluvoxamin,
quinidin, thuéc chéng loan nhip nhém 1, clonidin, clorpromazin, lidocain,
nicardipin, prazosin, rifampicin, aminophylin.
- Phai rat can than khi dung céac thuéc chita adrenalin cho ngudi bénh dang
dung thudc chen beta - adrenergic, do thudc cé thé gay nhip cham, co thét
vatanghuyétaptramtrong.
-Dung phoi hgp propranolol véi thudc gidm catecholamin nhureserpin can
phai theo déi chat ché vi lam suy gidm qué muic than kinh giao cdm sé gay
nén ha huyétdp, chdm nhip tim, chéng mat, ngat, hoac ha huyétap tuthé.
-Than trong khi diing thuéc chen beta cting véi thudc chen kénh calci, dac
biét v6i verapamil tiém tinh mach, vi ca 2 téc nhan nay déu cé thé dic ché co
cd tim hodc gidm dan truyén nhi that. C6 trudng hgp dung phéi hgp tiém
thuéc chen beta va verapamil da gay nén bién chiing nghiém trong, dac biét
& ngudi ¢ bénh vé ca tim nang, suy tim sung huyét hoac nhéi mau co tim
mdi.
- Cacthudc chdng viém khéng steroid c6 thé lam gidm tac dung ha huyét ap
clacacthudcchen beta.
- Dung déng thai propranolol va haloperidol da gay ha huyét 4p va ngiing
tim.
-Gel nhém hydroxyd lam gidm hap thu propranolol.
-Ethanol lam cham hap thu propranolol.
-Phenytoin, phenobarbital, rifampicin lam tang d6 thanh thai propranolol.
- Clorpromazin duing phdi hgp véi propranolol lam tdng néng do ca 2 thuéc
trong huyéttuong.
- Antipyrinvalidocain lam gidm dé thanh thai propranolol.
-Thyroxin (T,) khi duing v&i propranolol gay gidm néng do T, (tri - iodothyronin).

- Cimetidin lam gidm chuyén héa & gan, thai trir chdm va tdng néng do
propranolol trong méu.

-Dd thanh thai theophylin giam khi dung phéi hgp véi propranolol.

- Insulin, sulfonylure ha dudng huyét: Mot s6 triéu chiing ha dudng huyét
nhu danh tréng nguc, tim dap nhanh c6 thé bj che I3p béi cac thudc chen
beta. Nén cin dén ngudi bénh phong ngtra va ting cudng kiém tra dudng
huyét, nhat la khibat dau diéu tri.

Tuong ky ciia thuéc:

Do khéng c6 cac nghién ctiu vé tinh tuong ky clia thudc dung dudng udng,
khongtronlanthudcnay vai cac thuéckhéc.

TACDUNGKHONG MONG MUGN CUATHUGC:

Hau héttac dung nhe vathoang qua, rat hiém khi phaingting thudc.

Bang tom tat cac phan img khéng mong muén:

Cac | Tan suét

co quan *) Cac phan ting khong mong muén

Timmach | ftgdp |Nhip cham dic biét Ia & ngudi bénh dang diing cac
thudc digitalis, propranolol gay nhip cham nghiém
trong & nguai bénh bi héi chiing Wolff - Parkinson -
White. Suytim sung huyét, bléc nhithét, hahuyétap,
ban xuét huyét giam tiéu cau, gidm tudi mau dong
mach thuéng la dang Raynaud. & nguol bénh diéu
tri dau that nguc bang propranolol, néu diing thuéc
dot ngdt co thé tang tan suét, thai gian va muc do
nang clia con dau that nguc, thudng xay ra trong
vong 24 gid. Cac can nay khong 8n dinh va khéng
dép ung véi nitroglycerin. Nh6i mau co tim va mét
vai truong hgp tlr vong da xay ra khi ngting doét ngot
propranolol trong diéu tri dau that nguc. o} ngudi
bénh tang huyét 4p sau khi nging dét ngét
propranolol, ngudi bénh cé cac triéu chiing nhungéd
doc giap, cang thdng, lo 1dng, ra mé héi qua muc,
nhip nhanh. Cac triéu chiing nay xay ra trong vong
1 tudn sau khi ngiing thuéc dot ngét va hét sau khi
st dung lai propranolol. C6 thé xay ra ha huyét ap
nghiém trong trong qua trinh phau thuat véi ngusi
bénh dang dung propranolol, va kho b4t dau va duy
tri lai nhip tim, tdc dung khéng mong muén nay c6
thé diéu tri bang cach tiém tinh mach thudc chtvan
beta-adrenergic. 3 ngudi bénh tam than phén liét co
thé bi ha huyét p khi tang nhanh liéu ‘propranolol,
diéu tri téc dung khéng mong muén nay bang
cach tiém tinh mach phentolamin sau d6 uéng
phenoxybenzamin.

Mot s6 tac dung khong mong muén vé than kinh
thudng héi phuc sau khingting thudc. Khi diéu tri kéo
dai véi liéu cao cé thé gap: Dau dau nhe, chéng mat,
mat diéu hoa, dé bi kich thich, gidm thinh giac, réi
loan thi gidc, 4o gidc, 0 1an, mat ngd, mét mai, yéu 6t,
trdm cdm dan tdi gidm truong luc. Liéu trén 160 mg
khi chia thanh cac liéu trén 80 mg/lan lam téng nguy
cd mét mai, ngt lim. Mot s6 dau hiéu khac nhu: Mat
phuong hudng vé thai gian va khéng gian, gidm tri
nhdé ngén han, dé xuc déng, di cdm & ban tay, bénh
than kinh ngoai bién.

Thankinh | ftgdp

Dava ftgdp |Man ngua, ban dé, kho da, vay, tén thuong vay nén &
phan ting thén, chivada dau, rung 16ng toc. Day sting & da déu,
qua man 16ng ban tay, gan ban chan. Thay d6i méng nhu day

méng, &n16m va mat maumong.

Co that phé quan, viém hong, s6t kém theo dau rat
hong, co that thanh quan, viém thanh quan, suy hé
hép cap.

Hoéhap ltgdp

Mau ftgdp |Tangbach cau uaeosin, gidm bach cau hat, ban xuat

huyét gidm tiéu cdu hoac khéng gidm tiéu cau.

Budn nén, ndn, co cling thanh bung, dau thugng vi,
tiéu chay, tdo bon, day hoi. Huyét khdi tinh mach
mactreo rudt, viem két trang thi€u mau cuc bo.

Tieuhda | ftgdp

Ha dudng huyét gay maty thiic c6 thé xay ra & ngudi
bénh khéng mac déi thao dudng dang st dung
propranolol. Nguoi bénh dang duing propranolol co
nhiéu nguy ca ha dudng huyét la nhiing ngudi bénh
loc mau, nhin déi lau, tap thé duc qua muc. Thuéc
chen beta giao cdm c6 thé che I4p cac triéu ching va
ddu hiéu ha dudng huyét (nhu nhip nhanh, danh
tréng nguc, run ray) va du hiéu gay ha dudng huyét
doinsulin.

Noi tiét ftgép

Tumién [Hiém gdip | Rat hiém xay ra nhung cing da ghi nhan dugc lupus

ban déhéthéng.

Cac tdc dung khéng mong muén khac: Rung téc, khé mat, liét duong.
Propranolol cé thé gay tdng uré huyét & ngudi bénh méic bénh tim mach
nang, tang creatinin huyét, ting aminotransferase, phosphatase kiém.
®ITan suat dugc xac dinh theo quy udc sau day: Rat thudng gap (ADR = 1/10);
thudng gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100); hiém gap
(1/10.000 < ADR < 1/1000); rat hiém gdp (ADR < 1/10.000) va khéng ro
(khoéng thé dugc ugc tinh tirdrliéu cé san).

QUALIEUVA CACH XU TRI:

Triéu chiing vabiéu hién khisitdung thuéc qua liéu:

Coitthéng tin vé doc tinh cdp clia propranolol. Cac triéu chiing ctia qua liéu
propranolol bao gém nhip cham, ha huyét ap nghiém trong, mat y thc, co
giat, gidm dan truyén, gidm co catim, kéo dai khoang QRS hodc QT, bléc nhi
that, s8¢, suy tim, ngling tim, co that phé quan. Trong hau hét cac trudng
hgp, ngudi bénh hoi phuc sau khingd doc cap propranolol nhung da cé mot
s8 ngudi bénh bingd doc nghiém trong dan dén tirvong.

Cach xtrtrikhidung thudc qualiéu:

- Propranolol khéng dugc thai trirnhiéu khithdm phan.

-Cacphuong phép xttri qué liéu:

+ Khi m&i uéng thi gdy nén, can dé phong tai bién trao ngugc dich da day
vao phéi.

+ Nhip cham: Duing atropin (0,25 - 1 mg) tiém tinh mach. Néu khéng c6 dap
ung chen day phé vj, dung isoproterenol nhung phai than trong. Trong
trudng hop khang thudc, cé thé phai dat may tao nhip qua tinh mach.

+Suy tim: Dung thudc |gi tiéu va cac thudc diéu tri suy tim khac.

+Ha huyét 4p: Duing cac thudc tang huyét &p nhu noradrenalin hodc dopamin.
Glucagon cling c6 thé c6 ich trong diéu tri suy gidm co tim va gidm huyét ap.
+Co that phé quan: Dung isoproterenol va aminophylin.

+Co giat: Srdung diazepam dudng tinh mach.

+ Cac thudc Uc ché phosphodiesterase, truyén calci hodc/va truyén insulin
véiglucose c6 hiéu qua trong kiém soat qua liéu propranolol.
PACTINHDUGCLUCHOC:

Nhém dugcly: Chen beta,-adrenergic.

MaATC:CO7AAO05.

Cac thudc chen beta - adrenergic tc ché tac dung ctia cac chat dan truyén
than kinh giao cdm bang cd ché canh tranh & cac vi tri gén thu thé.Khi ching
chu yéu chen céc thu thé beta, & mé tim thi dugc coi la chon loc véi tim. Khi
chung chen cd thu thé beta, va thu thé beta, (ch( yéu khu trd & cdc mé khéc
ngoaitim), thi dugc coilakhong chonloc.

- Propranolol la mét thudc chen beta - adrenergic khéng chon loc. Cac yéu té
¢6 thé tham gia gop phén vao tac dung chdng tang huyét 4p cta propranolol
la gidm cung lugng tim, tc ché than giai phong renin, phong bé than kinh giao
cam tUr trung tdm van mach & ndo di ra. Lc dau stic cdn clia mach ngoai vi cé
thé tang, sau dot diéu tri lau dai sé giam. Thudc it anh hudng dén thé tich huyét
tuong. G ngudi bénh tang huyét ap, propranolol gay tang nhekali huyet

- Tac dung trong diéu tri con dau that nguc la lam gidm nhu cau st dung
oxygen cla co tim do ngan can tac dung tang tan sé tim clia catecholamin,
gidm huyét 4p tam thu, gidam téc do va muc do co co tim. Tac dung chen
beta - adrenergic rat c6 Igi, biéu hién bang cham xu4t hién dau trong gang
sticvatang kha nanglamviéc.

- Propranolol thé hién tac dung chéng loan nhip & nhiing néng dé lién quan
dén chen beta - adrenergic va d6 hinh nhu la co ché tac dung chinh chéng
loan nhip cta thudc: Véiliéu dung I6n hon liéu chen beta - adrenergic, thuéc
6 tac dung giéng quinidin, hodc giéng thudc té vé tinh 8n dinh mang dé
diéutrj cacchiing loan nhip.

- Propranolol con cé tac dung gidm va ngan chan chiing dau nira dau do tac
donglén cac thu thé beta - adrenergic & cac mach trén mang mém nao va do
d6 phong bé cac cothéttiéu dong mach trén vé ndo.

- Trong bénh cudng giap, propranolol lam gidm néng do T; va khéng anh
hudng dénT,.

- Propranolol cling c6 tac dung giam ap luc tinh mach clra, giam luu lugng
tuan hoan bang hé ganh-cht &dngudibénh xagan.

- Co ché tac dung dac hiéu chéng run (tremor) ctia propranolol chua dugc
sang td; c6 thé la tac dung & thu thé beta, (khéng & tim) hodc c6 thé la tac
dung & than kinh trung uong. Propranolol c6 hiéu qua tét trong run sinh ly
varunvocan.

-Tac dung chen beta gay co that phé quan do ngan can tac dung gian phé
quan beta - adrenergic, do d6 khéng dung propranolol & ngusi hen phé
quan.

PACTINHDUGCPONGHOC:

- Propranolol dugc hdp thu gan nhu hoan toan & dudng tiéu hoa. Sau khi
udéng 30 phut da xuat hién trong huyét tuong va sau 60 - 90 phut dat néng
do toida.

- Propranolol dugc phan bé réng rai vao cac mé trong co thé ké ca phéi, gan,
than, tim. Thu6c dé dang qua hang rao mau ndo, vao nhau thaiva phan bé ca
trongsrame.

-Trén 90 % propranolol lién két vdi protein huyét tuong.

- Pugc chuyén héa gan nhu hoan toan & gan; cé it nhat 8 chit chuyén héa
dugc tim thdy trong nudc tiéu. Chi 1 -4 % liéu dung dugc thi qua phan dudi
dang khéng chuyén hoa va dang chuyén héa. & ngudi bénh suy than ning,
cd sutang dao thai bu trirqua phan. Propranolol dugc thai trirré rang khong
dang ké bdng thdm phan.

QUY CACHPONG GOI:

-Chai 100 vién.

-Hop 1vix 10vién, hép 10vix 10vién.

DIEUKIEN BAO QUAN:

Bao quan 6:Nai kho, nhiét d6 dudi 30 °C, tranh anh sang.

Bao quan trong bao bigdc cliathudc.

HAN DUNG: 48 thang ké tir ngay san xuat. Khéng dung thuéc qué han st
dung daghitrénnhan.

TIEU CHUAN CHAT LUGNG:TCCS.

CO SG SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
@i Dia chi: S6 346 dudng Nguyén Hué, Phusng My Phu, Thanh phd
CaolLanh, Tinh®éngThap

poMEsco  Dién thoai: 1800.969.660
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