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Rx—-Thuée ndy chi dung theo don thube

AMATEN-50
(Vién nén atenolol 50 mg)
Dé xa tam tay tré em
Doc ky hueimg ddn sit dung trieée khi dimg

THANH PHAN CONG THUC TH uoc
MJ1i vién nén ¢6 chira:
Hoat chdr: Atenolol................... 50 mg

Td duge: Cellulose vi tinh thé, tinh bét ngd, silica keo khan, magnesi stearat. natri laury| sulphat.
natri starch glyconat, talc tinh ché.

DANG BAO CHE

Dang bao ché: Vién nén.

M6 td hink thik: Vign nén mau tréng, hinh tron, hai mit phdng, c6 vach phan lidu trén mot mit,
CHI PINH

- Diéu tri tang huyét ap.

- Didu tri dau thit nguc,

- DBiéu trf roi loan nhip tim.

- Diéu tri nhdi mau co tim. Can thi¢p som trong giai doan cdp tinh va dy phong dai han sau héi
phue sau nhéi mau co tim.

CACH DUNG, LIEU DUNG

Li¢u ding: Liéu ding phai luén duoc didu chinh cho phu hop véi timg bénh nhan cu thé. vai lidu
dung thap nhat ¢6 hiéu qua,

Ngwoi l6m

Tang huyét dp: 1 vién 50 mg/ngay. Hau hét bénh nhan dap img véi lidu udng 100 mg x |
lan/ngay. Tuy nhién, mot sé bénh nhan sé dap mg vai licu duy nhat 50 mg/ngay. Hi¢u qua dieu tri
duoce thiét [ap sau 1'dén 2 tan. Ha huyet 4p hon nita ¢é thé dat dugc bang cach ding ket hop
atenzol voi cac thude dicu trj tang huy€t dp khac. Vi dy, dung phdi hop atenolol véi mot thude loi
ti¢u, nhu dang phéi hop véi chlortalidone. s tao ra tdc dung ha huyét ap hiéu qua va thuan tién.
Pau thit ngwe: Hau hét bénh nhan dau thit ngyc dap img voi Iiég udng 100 mg x | lan/ngay hogc
ubng 50 mg x 2 ln/ngay. Hidu qua didu tri khong tang khi tang liéu.

Loan nhip tim: Liéu khéi ddu thich hop cua atenolol 1a 2,5 mg (5 ml) tiém mach trong 2.5 phut
(e I mg/phit) (xem thém trong to hudng dan siy dung cua atenolol dang tiem), Co the lap lai sau
mdi 5 phit, cho t¢i khi quan sat thdy dap tng véi licu t0i da 10 mg, Néu dung atenolol dang
truyén, c6 thé truyén liéu 0,15 mg/kg thé trong trong 20 phat. Néu eén thiét. 13p lai sau méi 12 gio,
Sau khi kiém soat rdi loan nhip tim bing atenolol dutmg tinh mach, liéu duy tri phu hop 50 - 100
mg x 1 lan/ngay.

Nhéi méu co tim: Déi voi nhimg bénh nhén phd hop véi diég iri bang cac ‘thuéc chen beta dudmg
tinh mach va nhéi mau co tim xuét hi¢n trong vong 12 gio k€ tir khi bat dau dau ngyc, nén dung:
truyén tinh mach chim 5 — 10 mg atenolo] (! mg/phtt), néu khong cé tac dung khong mong mué‘n
nao xay ra, sau 15 phuat, uéng 50 mg atenolol. 12 gio sau khi truyén tinh mach, udng thém mét licu
atenolol 50 mg, sau do 12 gi0, uong thém mot liéu 100 mg, | lan/ngay. Neu nhip_ tim' ch#i
vahodc ha huyCt 4p can didu tri, hoac xdy ra bat kv tde dung khéng mong muon' ndg, némnging
atenolol. NN A
Ngudi cao tuéiz C6 thé yéu chu giam lidu, dic biét & nhitng bénh nhan suy chirc nang than!- "2
Tré em: Khéng c6 kinh nghiém diéu tri vii atenolol & tré em, do do khéng khuyén khich dung
thuoc ¢ tré em.
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Suy thdn: Vi atenolol dugc thai trir qua than, nén diéu chinh lidu & nhitng bénh nhan suy than
néng.

Khong xay ra tich lily atenolol dang ké & nhitng bénh nhan ¢6 dd thanh thai creatinine > 35
ml/phit/1,73m? (gia tri binh thuong 14 100 - 150 ml/phiit/1,73m?).

D6i voi nhimg bénh nhan cé dg thanh thai creatinine 15 — 35 ml/phat/1,73m* (tuong duwong ndng
d6 creatinine huyét thanh 300 — 600 micromal/L), liéu ding khuyén nghi cho dudmg udng 13 50
mg/ngay va duong tinh mach 13 10 m g moi hai ngay.

Déi voi nhirng b¢nh nhén c¢6 do thanh thai creatinine < 15 ml/phit/1,73m? (trong dwong néng do
creatinine huyét thanh > 600 micromol/L). lidu dung khuyen nghj cho dudng udng 1a 25 mg/ngay
hoge 50 mg udng cach ngay va duomg tinh mach la 10 mg mdi bon ngay.

Bénh nhan tham tich mau nén ding 50 mg duomg udng sau mdéi lan tham tach; didy nay nén dugc
lam dudi sur giam sat clia bénh vién vi co thé xay ra ha huyét ap ro rér.

Cieh diang: Thude dung dudmg udng,

CHONG CHI PINI

Atenolol, gidng nhu cac thuée chen beta khéc, chéng chi dinh & nhimg bénh nhan méc bt ky tinh
trang ndo dudi day:

- Qudmin véi atenolol hodc véi bt ky thanh phan nao cia thuéc.

- Séetim.

- Suy tim khéng kiém soar duoc,

- Hdi chimg nit xoang bénh ly.

- Block tim d6 2 hoic 3.

- Utity thugng thin khong duoce didu tri.

- Nhi&m toan chuyén hoa,

- Nhip tim chim (< 45 nhip/phut).

- Ha huyét ap.

- Réi loan tudn hoan déng mach ngoai bién nghiém trong,

CANH BAO VA THAN TRONG KHI DUNG THUOC

Atenolol, gidng nhu cac thude chen beta khic:

- Khong nén ngimg théc dot ngot. Nén ngung thube mot cach tir tir trong vong 7 — 14 ngay, Idé
tao dicu kién giam liéu thude chen heta. Bénh nhin nén duge theo dai trong qua trinh ngung thuoe,
déc bi€t la & nhimg bénh nhin mac bénh thiéu mau co tim,

- Khi b¢nh nhan dwoc 1én lich phéu thudt va ¢6 quyét dinh ngimg thude chen beta, thude ean duroc
ngung it nhat 24 gi¢r trude khi phdu thut. Thue hién viée danh gid loi ich/nguy co cia viée ngimg
thude chen beta cho timg bénh nhan, Néu viée didy tri duge iép tuc, nén chon cac thude gay mé co
it hiéu tmg co bép 4m tinh (negative inotropic activity) dé giam thiéu nguy co suy giam co tim,
Bénh nhén nén duge bao vé chong lai cic phan tmg phé vi bing cdch dung atropin duong tinh
mach.

- Mae dil,chéng chi dinh dung atenolol & nhimg bénh nhan suy tim khang kiém soat duge, ¢o thé

dung thude & nhitng b¢nh nhén ¢6 ddu hicu suy tim duge kiém soat. Nén than trong khi dung thude
¢ nhiig bénh nhén ¢6 dur trir tim kém.

- Thuoe ¢6 thé lam tang s luong va thai gian cua cde con dau thit nguc 0 nhitng bénh nhan mac

dau that ngue Prinzmetal do khong chéng lai con co thét dong mach vanh qua trung gian (i the

alpha. Atenolol 1a mgt thude chen beta chon loe trén betay, do do ¢6 thé xem xé[-.,dﬁng-ﬂiu,{aé; trén

nhimg bénh nhan nay, mic di phai hét stre than trong, N
- Méc du chong chi dinh dung thude atenolol ¢ nhitmg bénh nhan mic céc réi loan tuad-hoddong
mach ngoai bién nghiém trong, thudce cling ¢6 thé lam nang thém cac rdi loan tudn hoan dong
mach ngoai bién it nghiém trong (bénh hoZc héi chimg Raynaud, chan dau cach hoi).
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- Do anh hudng ti¢u cue ciia thude trén thoi gian dén truyén, nén thin treng néu dimg thude cho
nhimg bénh nhan block tim da 1.

- Thude ¢6 thé che ddu cdc tricy chimg ha duong huyét va dac biét la nhip tim nhanh.

- Thudie ¢6 thé che déu cde déu hiéu ctia bénh cudng gidp.

- Thude o thé lam giam nhip tim do hoat dong duge ly cta thude. Trong cde truomg hop hiém gap
khi bénh nhan xuat hién cic triéu chimg ma ¢6 thé gép phan vao nhip tim cham va néy nhip tim
giam xuong dudi 50 - S5 bpm khi nghi ngot, nén giam licu,

- Thude ¢6 thé ply ra céc phan tng nghiém trong hon ddi véi nhidu loai chat pay di ung khi dung
thuoe & nhimg bénh nhan cé tién sur phan tmg qué mdn ddi véi cde chit gay di tng nay. Nhimg
bénh nhédn nay c6 thé khéng dap tmg véi mic lidu adrenaline (epincphrine) théng thudng dang
diCu trj cde phan (mg dj ung,

- Thudce ¢6 gdy cdc phan tng qué man bao gOom phu mach va ndi may day.

- Nén dung thén trong & nguoi cao tudi, nén bét dau didy tri v&i mure lidu thap hon.

Atenolol dugc thai trir qua than, nén gidm lidu ¢ nhimg bénh nhan ¢é d6 thanh thai creatinine dud
35 ml/phut/1,73m?.

Mie du cac thude chen beta chon loe trén tim (betar) ¢o it anh hudmg hon déi voi chie ning phoi
s0 v cac thude chen beta khong chon loc, tuy nhién nén tranh dung atenolol ¢ nhirng bénh nhan
mac bénh duomg tho tic nghdn ¢o thé hdj phuc. trir khi ¢6 nhimg Iy do 1am sang thuyét phue. Khi
do, ¢6 thé dung atenolol mét céich thin trong. Doi khi, ¢ thé tdng tac nghén dudmg thér o bénh
nhan hen suyén, tuy nhién diéu nay ¢o thé hoi phuc bang cach dung thudc gian phe quan thong
thudmg nhur salbutamol hoic isoprenaline. Nhan va to huéng dan s dung cho san pham nay cé
canh béo nhu sau: “Néu ban tirng bi hen suyén hogc the kho khe, ban khéng nén dung thude nay
trir khi ban da thao luan vé cic trigu chimg nay voi bac si ké don”,

Gidng nhur cac thube chen beta khdc. & nhiing bénh nhan u tuy thuong than, nén ding déng thoi
voi mdt thude chen al pha,

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Nén théan trong khi ding vién nén atenolo] trong thoi ky mang thai hoge & phu niy dang cho con bu.
Phy nit ¢6 thai: Atenolol qua duogc hang rao nhau thai va xuét hi¢n trong mau cudng rén, Khéong,
©0 nghién ciru nao duge thue hién vé diing thudc atenolol trong 3 théng dau cua thai ky va khong
the loai trir kha nang gay dn th uong cho thai nhi.

Atenolol da duoe ding trong diéy tri tang huyét ap & 3 thang cudi thai kv dudi su gidm sat chat
ché. Ding atenolol & phy nit mang thai trong dicu trj tang huyét ap mic do nhe dén trung binh c¢é
lién quan dén cham phét trién thai nhi trong tr cung,

Dung atenolol ¢ phu nit dang mang thai hodc 6 thé mang thai yéu cdu phai can nhéc loi ich so v
nguy co, dac bi¢t trong 6 thang dau clia thai ky, vi néi chung, cic thude chen beta ¢6 lien quan dén
giam tudi mau nhau thai, ¢6 thé din dén thai nhi chét. chua truéng thanh trong ir cung hodc sinh
non,

Phy nir cho con ba: C6 sy tich Iy dang ké cua atenolol trong siia me.

Tré so sinh ¢6 mg dang dung atenolol khi sinh hodc cho con bi co nguy co hy duomg huyét va nhip
tim cham.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thude khong gdy giam kha ning 1ai xe va van hanh mdy mée. l'uy nhidn, nén tinh dén kha néng

chéng mét hodc mét méi thinh thoang cé thé Xay ra va dnh huong dén kha nang lai'xe vaVanshanh
méay mac, \ oo dPex Jg
TUONG TAC, TUONG KY THUOC NS

Dung déng thi cac thude chen beta va cac thude chen kénh calei ¢o higy tng co o a G ninr
verapamil va diltiazem, ¢6 thé dan dén lng qua mire cae anh huong nay, dic bigt o nhimg bénh
nthén suy chire nang tdm thit va‘hodc bat thudng dan truyén tam thét hedc tim nhi. Diéu nay c6 thé
dan dén suy tim, nhip tim chini va ha huyét ap nghiém trong. Khong ding cde thube chen beta
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cting nhu cdc thube chen kénh calei duong (inh mach trong vong 48 gie sau khi ngung ding thude
con lai,

Dung ddng thei atenolol voi céc dihydropyrine nhu nifedipine ¢6 thé tang nguy co ha huyét ap. va
€0 the xay ra suy tim 6 nhung bénh nhan suy tim tiém 4n.

Cac glycoside tim phéi hgp voi cde thube chen beta ¢ thé tang théi gian dédn truyén nhi thar,

Céc thude chen beta ¢ thé lam nang thém tinh trang ha huyet ap doi nguoc. tinh trang nay co thé
xdy ra sau khi ngung dung clonidine. Néu ding dong thoi hai thude nay, nén ngung ding thude
chen beta vai ngay trude khi ngumg dung clonidine. Néu thay thé clonidine bang thuoe chen bera.
chi nén ding thude chen beta sau vai ngay ngumg dung clonidine (xem thém trong théng tin ké toa
chia clonidine).

Thube chéng loan nhip nhém I (nhu disopyramide), do c6 thé tang cuong tac dung gy tang thoi
gian dan truyén nhi va cdm tmg hiéu ung co co dm tinh.

St dung déng thsi thube chen beta véi cac thude kich thich than kinh giao cam, vi dy adrenaline
(epinephrine), ¢ the doi khang vai tac dung cua thude chen beta,

St dung dﬁng thoi thude chen beta véi insulin va cae thude didu tri dai thao duomg dudmg udng co
thé dan dén vige tang cudmg tic dung ha dudmg huyét cua cdc thude nay. Céc tridu ching ha dudng
huyét, dac biét 1a nhip tim nhanh c6 thé bi che diu.

Diing dong thai thudc chen beta voi cde thude e ché sinh téng hop prostaglandin, nhu jbuprofen
va indomethacin, ¢é thé 1ém giam tac dung ha huyét dp cua céc thude chen beta.

Nén than rong khi ding cdc thude gay mé voi atenolol. Phi thong bao véi cac bac si gdy mé va
lwa chon thuoe gay mé ¢6 it tac dung gay chdm nhip tim nhat ¢6 thé. Ding céc thude chen beta v
cac thude gay mé ¢ thé dan dén giam nhip tim nhanh phan xg va lam tang nguy co ha huyét dp.
Nén tranh cdc thude gdy mé giy nhuoc co.

TAC DUNG KHONG MONG MUON CUA THUOC

Atenolol dugc dung nap tét. Trong cac nghién ciru lam sang, cac tac dung khdng mong mudn duge
bao cdo thuong do tac dung duge | y cta atenolol.

Cac tac dung khong mong mudn dudi day, duoc liet ké boi hé co quan. di dugce béo cdo theo cac
lan suat sau: rat hay gap (=1/10). hay gap (>1/100 dén <1/10), it gap (>1/1.000 dén <1/100). hiém
gip (=1/10.000 dén <1/1.000), rat hiém gap (<1/10.000) bao gom cic bao cao ricng biét, khang ro

.

tan sudt (khon g thé ude tinh tan sudt tir cée dit li€u sdn ¢o).
Réi loan mdu vé hé bach huyét

Hiém gap: ban xudt huyét, giam tiéu cu. giam bach cau.
Roi loan tdm than

It gap: rdi loan gide ngu thuge logi da duge ghi nhén véi cae thude chen beta khac.

Hiém gdp: thay dbi tdm trang, trdm cam. lo léng. de mong, nham lan, loan tim thin va 4o gidc,
R6i loan hé thin kinh

Hiém gap: chong mat, dau dau, dj cam.

Réi toan mdr
Hiem gp: kho mét, rdi loan thi giac,
Réi loan tim

Hay gap: chdm nhip tim.

Hiém gap: suy tim tram trong hon, lam bdc phat block tim. s

R6i logn mach mau iy b

Hay gap: lanh ¢ chi.

Hiém gap: ha huyét 4p tu thé ¢6 thé lién quan dén ngal. dau cach hoi co thé nng thém néy dang
mac, hién tugng Raynaud & nhitng bénh nhan nhay cam,

Réi loan ho hap, long nguc va trung that

Hiém glip: co that phé quan cé the xay ra ¢ nhirng bénh nhan hen phé quan hodc ¢é tién sir hen.
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RO loan dwong tiéu hoa
Hay gap: rbi loan tiéy hoa, tao bon.
Hiém gip: kho miéng.
Roi logn gan mdt
[t gdp: tang ndng dé céc transaminase gan.
Hiém gdp: nhiém doc gan bao gdm mat trong gan.
RBi logn da va mé mém duesi da
Hiém gip: rung toc, phan tmg da vay nén, nang thém tinh trang vay nén, phat ban da.
Khéng ré: phan img qua min bao odm phi mach va néi may day.
Réi logn co xXuong va mo lién két
Khong ro: hoi chimg gidng lupus,
RGi loan sinh san vé vi
Hiém gap: bét lue,
Réi loan chung va tai chd
Hay gép: mét mai,
Xét nghiem
Rét hiém gdp: ting khang thé khang nhan (ANA), tuy nhién khong ré lién quan lam sang.
Ngung dung thu_éc nén duoe xem xét néu sire khoe cia bénh nhén bi anh hudng xdu boi bat ky Lac
dung khdng mudn nao ké trén. say khi danh gid lam sang.
QUA LIEU VA CACH XU TRi
Cde trigu ching cia qua liéu ¢6 thé bao gém nhip tim chdm, ha huyét 4p, suy tim cip va co thit
ph¢ quan,
Dié}i trj chung nén bao gdm: gidm sat chat che, cham sée dic biét, ria da day, than hoat tinh va
thude nhudn trang dé ngan hap thu thude van con trong dudmg tiéu hoa, dung huyét thanh hoac

chat thay thé huyét thanh dé didu tri hg huyet dp va séc. C6 thé xem xét tham phén mau hoge loc %
mau hap phy.

Nhip tim chdm qua muc ¢6 thé dung atropine 1 - 2 mg dudmg tinh mach va/hoic may tao nhip tim,

NEu ¢dn ¢6 thé thém tiém tinh mach nhanh mat liéu glucagon 10 mg. C6 thé ldp lai hodc lruytf‘n ﬁw;
tinh mach glucagon 1 - 10 mg/gidy, 1y dap ing cia bénh nhan. Néy Khong c6 dép img hoge khong olhi
¢ sin glucagon, cd thé dung thude kich thich thu thé beta giao cam nhu truyén tinh mach =
dobutamine 2,5 — 10 ug/kg/phat, Dobutamine, do tic dung lam tang nhip tim ¢o thé duge diing %

trong diéu trj hg huyét 4p va suy tim cap. Co6 kha nang cac thude nay khong du dé phuc héi cae anh
huong lrén tim cua cde thude chen beta néu liéu ding qua 16n. Do d6 nén tang liéu dobutamine
néu can thiét dé dat duge dap tng can thiét dua theo tinh trang lam sang cua bénh nhan.

Co thit phé quan ¢6 thé xir ly bing cde thude gidn phé quan.

DAC TINH DUGC LUC HOC

Nhom dwoc Iy: thube chen beta chon loc. Ma ATC: ¢ 07AB03. \ Second Frya,

Co ché tac dung AN J
Atenolol 1a mét thude chen beta, chon lge trén beta, (nghfa la, hoat dong (6t hmurg,r,qaqfrm,uﬂu
beta -adrenegic & tim). Tinh chon loe giam khi tang lidu. R
Atenolol khéng c6 hoat dong giao cam va on dinh mang va giéng nhur cac thude chen beta khac.
€0 lac dung co bdp am tinh (do do chong chi dinh & bénh nhan suy tim khong kiém so4t duroc),
Gidng nhu cdc thude chen beta khic. chua ri co ché tac dung cua atenolol trong diéu uf tang huyét
ap. Co thé 1a hoat dong cua atenolol trong giam qhip tim va su co bop, nén c6 hiéu qua trong loai
trt hodic gidm cac triéu chimg & bénh nhan dau that nguc,

Khéng chic chén rang bé'i‘t ky thude tinh ndo cia S (-) atenolol khj s0 sanh vé&i hon hop racemic s¢
lam phat sinh hiéu qua diéy tr] khac nhau.
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An toan va hi¢u qui lim sang

Atenolol ¢é hiéu qua va duoc dung nap tét & hau hét cdc nhom dédn sé mac dii co thé dap dng kém
hon hon & nhitng bénh nhan da den.

Atenolol ¢6 hi¢u qud trong it nhdt 24 2io sau khi udng mot lidy don, Khoéng liéu hep va dap img
som ¢ bénh nhan dam bao rang higu qua cua thuoc ¢ timg bénh nhén duge chimg minh nhanh
chéng. Atenolol twong thich véi cde thudce lg tiéu, cac thude ha huyét ap khac va cac thuoe diéu tri
dau that ngue. Do thude hoat dong tot hon trén cdc thy thé beta ¢ tim, atenolol ¢6 thé duoc ding,
dudi sy theo dai, trong dicu tri & nhitmg bénh nhin méc cic bénh hé hap, ma khong dung nap cédc
thuoe chen beta khong chon loc.

Can thi¢p sém véi atenolol trong diéu tr nhdi mau co tim cip lam giam kich thuoe ving nlhc‘")i mau
va giam ty I wr vong va tinh trang bénh. C6 it bénh nhin hon bi de doa nhoi méau tién trién thanh
nhoi mau, ty I1¢ rdi loan nhip that giam va giam dau ro rét ¢o thé dan dén giam nhu cau ding céc
thude giam dau opiate. Ty I¢ tr vong sém giam. Atenolol sir dung dé diéu tri bo sung trong bénh
mach vanh tiéu chuan.

DAC TINH DUQC PONG HOC

H“ip thu: Hap thu atenolol duomg uong 14 6n dinh nhung khong hoan toan (khoang 40 - 50%) v&i
nong dé dinh trong huy¢t twong dat duge sau 2 —4 gi¢ sau khi udng, Nong dé atenolol trong méu
la 6n dinh va it bién thién, Khéng ¢o chuyén hoa qua gan dang ké va trén 90% liéu dung duoc hép
thu véo h¢ tuan hoan duéi dang khang doi.

Phén bé: Atenolol tham nhdp vao cic md kém do kha nang hoa tan trong lipid thip va néng do
trong mo ndo thap. Lién két protein thap (khoang 3%).

Thai trir: Thei gian ban thai huyét tuong la khoang 6 gio nhung co thé tang Ién trong suy giam
chie néng thin naing do thén 1a con duong thai trir chinh.

QUY CACH DONG GOI: Hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN: Bio quan o noi khé mat, nhiét dé dusi 30°C. Tranh anh sang,

HAN DUNG: 36 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUGNG: BP.

TEN VA DIA CHI CO SO SAN XUAT THUOC

BRAWN LABORATORIES LIMITED

Dja chi: 13, NIT, Industrial Area, Faridabad-12100] Haryana, INDIA (An Do),
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