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NOVARTIS

thuoc.
Néu can thém thong tin xin hoi y kién bdc sy.
Thuoc ban theo don.

THANH PHAN
Mbi ml dung dich chta:
Hoat chit: Timolol 5,0 mg dudi dang Timolol maleat 6,8 mg,

Td duwge: Benzalkonium clorid, natri dihydrogen phosphat, dinatri hydrophosphat, natri hydroxyd
va/hoidc acid hydrocloric dé diéu chinh pH va nudc tinh khiét.

DANG BAO CHE

Dung dich thude nhé mit. 1 '
Dung dich v6 trung trong suot, khong mau.

CHI PINH

Timolol duge chi dinh trong cac truong hop:

- Tang nhan ap

- Glocdm gdc md man tinh

- Glocom thir phat

LIEU DUNG VA CACH DUNG

Thube chi dung dé nhé mit.

Lidu khuyén cdo nén sir dung: nho 1 giot dung dich nho mét Timolol Maleate Eye Drops 0.5% vao
mdi mét cAn didu tri, 2 1dn mdi ngay.

Vi & mot s& bénh nhan, dap tmg giam &p khi ding Timolol Maleat phai sau vai tudn méi 6n dinh, do
d6 can danh gia lai ap luc noi nhan sau khi didu tri véi dung dich nho mét Timolol Maleate Eye Drops
0.5% duwoc khoang 4 tudn.

Néu &p luc ndi nhin duy tri duge & mirc mong mudn, ¢ thé giam liéu dung, nho 1 giot thudc vao mét
bi bénh, mdi ngay mét lan.

Néu phdi hop véi mot thube diéu tri glocdm khéc thi nén chd 5 phut sau khi nhé dung dich nho mat
Timolol Maleate Eye Drops 0.5% mdi nho tiép thubc kia.

Sau khi nho méat nén 4n vao ng 1& miii hodc nhdm mét lai trong vong 2 phut dé lam gidm hép thu
thudc toan than. Piéu nay c6 thé giup giam tac dung khong mong mudn toan than va ting cudng tac
dung tai chd ctia thude.
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Pé tranh tap nhiém vao dAu nhé thude va dung dich thudc, can than tlong khong duge dé dau nho
thube ctia lo thude cham vao mi mét, ving xung quanh mét hodc céc bé mat khac. Pong chit nép lo
thudc khi khong st dung.

St dung ¢ ngwoi cao tudi: Céc so lidu 1dm sang hién khong cho thay cin hiéu chinh liéu cua thudc
khi stir dung & ngudi cao tudi.

Stk dung & tré em: Hiéu qua va do an toan cua thube & tré em chwa duoc xédc dinh.

Timolol nén dugc dung rét than trong & tré em.

CHONG CHIi PINH

e Qua méan voi timolol hodc bét ctr tA duge nao cua thube hodic véi cac thudc chen beta.

° C(:’l? bénh cé anh hudng dén duomg thé bao gdm hen phé quan hogc ¢6 tidn sir hen phé quan, bénh
phoi tac ngh&n man tinh néng.

e Nhip chim xoang, hi chimg suy niit xoang, block xoang nhi, block nhi thit d6 2 hodc do 3, suy
tim 16 rét hodc sb¢ do tim. f

e Bénh nhén Raynaud. % ;

CANH BAO VA THAN TRONG “

Chung

o Gibng nhiing thudc nho mét khéc, timolol duoc hédp thu toan than. Do thanh phén thude cé tac
dung chen beta, thubc nhd mét timolol ¢ thé gay ra nhung tac dung khong mong mudn trén tim
mach, hé hip va nhitng tdc dung khong mong mubn khéc gibng voi cac thube chen beta dung toan
thén.

Roi loan tim mach

e CAin déanh gia cén than vi¢c s dung thudc chen beta dé diéu tri & nhitng bénh nhén méc bénh tim

mach (nhu bénh mach vanh, con dau thit nguc Prinzmetal, suy tim) va ha huyét 4p va nén can

nhic st dung céc thude khéc thay thé. Bénh nhan bi bénh tim mach cin d& phong céc ddu hiéu
dién bién xAu hon cta cac bénh nay va cac tac dung khéng mong mudn.

A -
Roi loan mach mau

o Than trong khi sit dung cho bénh nhan mic cae réi loan tudn hoan ngoai vi (bénh Raynaud hogc
hdi chung Raynaud thé ning).

Réi loan dwong hd hap

e Di c6 bdo cdo vé nhitng phan ung trén duong hod hép, trong do6 co tir vong do co thit phé quan &
bénh nhan bi hen suyén sau khi sir dung mot vai thubc chen beta dudng nho mit.

Ha dwong huyét /dai thao dudong

o Vi thudc chen beta c6 thé che l4p céc triéu chung cua ha duong huyét cép, can than trong khi sir
dung thudc chen beta cho nhiing bénh nhén bi ha duong huyét tu phat hay bénh nhan dai thdo
dudng khong 6n dinh,
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Cwong giap
o Thudc chen beta c6 thé che l4p cac triéu ching ctia bénh cuong gidp.
Nhwge co

e (Céc thude chen beta di duogc bao céo 1a c6 tac dung gy nhuge co voi mot so tri¢u ching ro rét
(nhu song thi, sup mi va suy nhuoc toan thén).

Cac thube chen beta khac

Co thé c6 tac dung trén nhén ap va nhiing tac dung d biét ctia thude chen beta dudng toan than khi st
dung timolol cho ngudi bénh dang si dung thube chen beta dudng toan thén. Cén theo doi chit ché
dap tng cua nhitng bénh nhan nay. Khong khuyén cdo ding dong thoi hai thudc nhé mét chia hoat
chét chen beta (xem muc TUONG TAC THUOC).

Cac phan tng phén vé

o Trong khi diéu tri bing cac thude chen beta, bénh nhén ¢6 tidn st di tng hodc tién str phan Gmg
phan vé nghiém trong vai nhiéu chit gdy di img c6 kha ning phan (g manh hon khi tiép xtic lai
vGi cac chét gdy di tmg d6 va ho cling khong dap tng véi liéu adrenalin thong thuong duoc ding
trong cap ciru cac phan ting phan vé. T

Bong hiic mac [\:

o Di c6 bdo cdo vé tac dung gy bong hic mac khi diéu tri bang thube giam thiy dich (nhu timolol
hodc acetazolamid) sau phdu thudt cit be.

GAay mé phau thuit

e Céc thudc chen beta nho mit co thé rc ché cac tac dung toan than cia cic chit cht vén beta nhu
adrenalin. Can thong béo cho béc sT gdy mé khi bénh nhén dang sir dung timolol.

Kinh ap trong

e Benzalkonium clorid c6 thé gay kich tmg va lam ddi mau kinh 4p trong mém. Nén tranh tiép xuc
v6i kinh 4p trong mém. Can huéng din bénh nhan théo kinh 4p trong trude khi ding thude nho
mét Timolol Maleate Eye Drops 0.5%va che it nhét 15 phit rdi méi deo lai kinh.

TUONG TAC THUOC

o Di ¢ bdo céo vé nguy co tang tac dung chen beta toan thén (nhw nhip tim cham, trdm cam) khi sir
dung ddng thai cac thude tte CYP2D6 (nhu quinidin, fluoxetin, paroxetin) véi timolol.

o St dung dong thoi dung dich nho miét chira hoat chit chen beta vdi cac thudc chen kénh calci
dudng udng, cic thude chen beta khéc, cac thube chdng loan nhip tim (gdbm ca amiodaron), céac
glycosid tro tim hodc cac thude gia pho giao cam c6 kha ning gy ra céc tac dung phu nhu ha huyét
ap va/hodc nhip tim chdm ro rét.

e P cb béo cdo thinh thoang c6 gidn déng tir khi st dung ddng thoi cac thude chen beta nho mit voi
adrenalin (epinephrin).

e Thudc mé: tang nguy co truy tim mach va ha huyét ap do e ché déap Gmg ctia tim vé6i phan xa kich
thich giao cam.

e Cimetidin, hydralazin, phenothiazin va ruou c6 thé lam ting ndng do cia timolol trong mau.
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PHU NU CO THAI, CHO CON BU VA KHA NANG SINH SAN
Phu nir ¢6 thai

Chua du dit liéu vé& viée str dung dung dich nho mét Timolol Maleat cho phu nir mang thai. C4c nghién
ctru dich & khong cho thdy kha nang gdy di tit & thai nhi nhung ciing chi ra nguy co chim phat trién
ndi tir cung khi didu trj bang cac thude chen beta dudng ubng. Bén canh d6, di quan sat thdy céc dau
hiéu va triéu chimg chen beta (nhu chim nhip tim, ha huyét ap, suy hé hip va ha duong huyét) o tré so
sinh khi ngudi me st dung thude chen beta dén khi sinh né.

Khong nén st dung dung dich nhé mét Timolol Maleat trong thoi gian mang thai, trir khi thue sw cin
thiét. Tuy nhién, néu me phai diéu tri bang dung dich nhé mét Timolol Maleat trong sudt thai ky, cin
theo doi chéat ché tré so sinh trong nhitng ngay d4u sau sinh.

Cho con bu

Céc thuoc chen beta dugc bai tiét vao sita me cd kha ning gdy ra nhic¢u tdc dung khong mong muon
cho tré bi me. PE phong nglra nhiing tac dung khéng mong muodn nghiém trong cé thé xay ra voi tré
dang bu, céan lugng gia loi ich cua viée cho con bu véi tré va loi ich cua viée diéu tri cho me dé quyét

dinh nén ngimg cho con bui hay ngimg hodc tranh ding dung dich nhé mét Timolol Maleat. ?

Kha ning sinh sin

Chua ¢6 dit liéu nghién ctu vé& anh huéng cia dung dich nho méat Timolol Maleat trén kha ning sinh
san cla nguoi.

ANH HUONG CUA THUOC POI VOI CONG VIEC

Nhin m¢ tam thoi hodc nhiing 161 loan vé thi luc c6 thé anh hwéng t6i kha ning lai xe va van hanh
mdy moéc. Néu bénh nhén nhin mo sau khi nho mét, can che cho téi khi nhin 18 rdi méi tiép tuc 14i xe
hodc vén hanh may maoc.

PHAN UNG BAT LOI

Céc phan tmg bét loi sau day da duoc béo céo trong céc thir nghiém Idm sang véi dung dich nhd mit
Timolol Maleat va duoc phén loai theo quy wdc sau: rit thudng gip (>1/10), thuong gip (= 1/100 dén
<1/10), it gap (=1/1.000 dén <1/100), hiém gap (>1/10.000 dén <1/1.000) v rat hiém gip (<1/10.000).
Trong mdi nhém tin suét, cac phan tmg bét loi duoc sap xép theo thir tw muc dd nghiém trong giam
dan.

Phén @ng bt loi

Phén loai hé théng co quan
[Thuét ngtt cia MedDRA (phién ban 15.1)]

Ro1 loan tdm than Hiém gdp: tram cam

, . It gap: dau dau
R6i loan than kinh trung wong ) iy X
Hiém gdp. thiéu mau ndo, chong mét, dau nira dau

Thirong gdp. nhin mo, dau mat, ngira mat, khé chiu & mat, sung
RoO1 loan tai mat huyét mat

It gdp: mon gidc mac, viém giac mac dom, viém gidc mac,
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viém méng mét, viém két mac, viém bd mi, gidam thi luc, so dnh
sang, kho mat, tang chay nudc mét, ghén miét, ngtra mat, mi mét
dong vdy, viém tién phong mat, phi né mi mat, sung huyét két
mac.

Hiém gép: viém mang bo dao, song thi, cham mi mat, ban do
mi mat, ngira mat, pht né két mac, nhiém sic to giac mac

Roi loan tim

It gdip: nhip tim chim
[ | &7~

Hiém gdp. nhdi mau co tim \ £

Ro1 loan mach

It géip: ha huyét ap \

Hiém gdp: tang huyét ap, phtl ngoai bién, lanh tay chan

R&i loan hd hip, 16ng nguc va
trung that

It gdp: hen suyén, viém phé quan, kho thd

Hiém gdp: bénh phdi tdc ngh&n man tinh, co thét phé quan, ho,
thé kho khe, nghet miii

R0O1 loan tiéu hoa

It gdap: roi loan vi gidc

Hiém gdp: rbi loan tiéu hoa, dau bung, khd miéng

Ro61 loan da va mo dudi da

Hiém gdp.: mit sung, ban dé

R&i loan chung va cac diéu kién
tai cho

It gdp: mét

Hiém gdp: suy nhuge co thé, dau nguc

Cac phan tng bat loi khéc duge xéc dinh tir gidm sat hdu mai va duge trinh bay ¢ bang sau. Khong thé
wée tinh duoce tin s6 cua cac phan Gng nay tir nhitng dir liéu c6 s&n. Trong mdi loai hé thong co quan,
céc phan ung bét loi duoc sap xép theo thir tw mirc dd nghiém trong giam dén.

Phén loai hé théng co quan

Phin ng bt lgi
[Thuét ngit cia MedDRA (phién ban.15.0)]

R&i loan hé théng mién dich

Phu mach, qua man

R&i loan chuyén hoa va dinh duéng

Ha duong huyét

R6i loan tAm than

Mit ngu, mat tri nhé, d&c mong

R&i loan hé thdng than kinh

Tai bién mach mau nfo bat ngo, ngat, di cam

R6i loan tai mat

Bong hic mac (sau phiu thust ct be); sup mi mét

R61 loan tim

Ngung tim, block nhi that (hoan toan, mirc d§ nhe hon
hodc nidng hon), suy tim sung huyét (ning hon), loan
nhip tim, dénh trong nguc

Ro1i loan mach

Hién tugng Raynaud

R&i loan da day-rudt

Non, ia chay, buon non
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Réi loan & da va cac md dudi da May day, bénh vay nén, phat ban, rung toc
Réi loan co xuong va mo lién két Bénh khép
R&i loan hé thong sinh san va vi R&i loan chire ning tinh duc

QUA LIEU

Hién khong c6 dit liéu vé str dung qua liéu & ngudi.

Triéu chitng khi qud liéu: qua lidu c6 thé din t6i ha huyét ap, suy tim, s6c tim, nhip tim chdm va cd
thé 14 con dau tim nghiém trong. Ngoai ra, kho tho, co thit phé quan, non, tdi loan nhén thirc va co
giat toan thén co thé xay ra.

Diéu tri qua liéu: ngoai cac bién phap xur ly chung, cin theo doi va néu cin thiét, cin diu chinh cac
dAu hiéu sbng trong didu kién chdm soc tich cuc. Cac thube giai doc dic hiéu gdm c6:

Atropin: 0,5 t61 2 mg, tiém tinh mach

Glucagon: khoi dau didu tri bing 1-10 mg tiém tinh mach, sau do6 truyén lién tuc 2-2,5 mg/gio.

Cdc thude cudng beta giao cam tuy thudc vao thé trong va tdc dung (mong mudn): dobutamin,
isoprenalin, orciprenalin hodc adrenalin.

Trong truong hop nhip chdm khong kiém soat duge c6 thé can nhéc sir dung may tao nhip

Thube kich thich thin kinh giao cam beta (dang khi dung hodc tiém tinh mach néu khi dung khong du
tac dung) hodc aminophyllin tiém tinh mach c6 thé duge sir dung khi c6 co thit phé quan,

Diazepam truyén tinh mach chdm dugc st dung dé kiém soat co giat.

PAC TINH DUQC LUC HQC

Nhoém dwoc ly: thudc didu tri ting nhan ap va co dong tir, chen beta chon loc
Ma ATC: SO1IEDO]

Co ché tic dung

Dung dich nhé mit Timolol Maleate Eye Drops 0.5% la mot thude chen thu thé beta; va beta, (khong
chon loc) dugce dung nhd mit tai chd. Co ché tdc dung ha nhan ap ciia cac thudc chen beta con chua
10, nhung bang phwong phép ghi nhan ap va do huynh quang , ngum ta thiy rang thudc nay lam giam
san xudt thiy dich. Ngoal ra, & mot sb nghién ctru con quan sat thdy tang nhe luu luong ra ciia thuy
dich. Khéc voéi cac thudc co ddng tir, timolol 1am giam nhén 4p nhung it hodc khong ¢6 tac dung didu
tiét co gidn dong tr.

Téc dung ha nhin dp cua dung dich nho mat Timolol Maleate Eye Drops 0.5% nhanh, xuét hién
khoang 20 phut sau khi nho thubc vao mét va dat tdi da trong vong 1-2 gid. Nho dung dich nho mit
Timolol Maleate Eye Drops 0.5% mat [An c6 thé duy tri hiéu qua ha nhan &p trong vong 24 gio.

Cic dit liéu nghién ciru lim sang

Trong cac nghlen ctru duoc trinh bay sau déy, hiéu qua giam nhan ap xubng dudi mirc 22 mmHg duge
coi la mdt didu duoc ghi nhan trong viée so sanh céc tri lidu, tuy nhién hiéu qua nay khong phai la tbi
wu déi véi tht ca cac bénh nhan ma theo timg ¢4 nhan ngudi bénh.
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Mot nghién ctru da trung tdm véi déi twong 14 cac bénh nhan c6 nhin dp trén 22 mmlg va chua duge
diéu tri, timolol maleat 0,25% hodc 0,5% dung 2 1dn mdt ngay 6 hiéu qua ha nhén ap hon so véi dung
dich pilocarpin 1, 2, 3 hodc 4% dung 4 lan/ngdy, hodic dung dich epinephrin hydroclorid 0,5%, 1%
hodic 2%, 2 14n mot ngay.

M4t nghién ciru da trung tdm khéc so sanh tac dung ha nhén 4p cta timolol va pilorcarpin, thdy ring
c6 61% bénh nhan duoc didu tri bing timolol co két qua ha nhan &p xudng duéi 22 mmHg, trong do
chi ¢4 32% bénh nhén duoc diéu tri bing pilocarpin ¢ nhin ap xubng dudi 22 mmHg.

Mot nghién ciru da trung tdm so sanh timolol véi epinephrin, cho the“iy c6 69% bénh nhan duoc didu tri
bang timolol ¢ nhdn 4p ha xubng dudi 22 mmHg, trong d6 chi c¢6 42% bénh nhan didu tri bang
epinephrin ¢é nhan ap ha xudng dudi mirc nay.

Trong céc nghién ctru nay, timolol duge dung nap t6t va co it tac dung khéng mong mudn hon
pilorcarpin va epinephrin., Chi c6 mot vai truong hop bénh nhén didu tri bang timolol bi giam nhip tim
nhe.

Ciing nhu dbi voi mot sb thude diéu tri glocdm khéc, viée giam dén déap tmg thude ctia dung dich nho
mét Timolol Maleat sau mdt thoi gian dai diéu tri cling dugc thong bao & vai bénh nhan. Tuy nhién,
trong mot nghién ctru kéo dai khoang 3 ndm trén 96 bénh nhan, khong thdy déu higu cho thdy sy thay
dbi dang ké nao ctia 4p luc ndi nhin trung binh sau khi da dugce dua vé muc 6n dinh ban dau. )l

PAC TINH DUQC PONG HQC {(/-

2 ; o o T o PO .\ R 5 L5
C6 thé nhan thiy tic dung khoi phat lam giam ép luc ndi nhin trong vong ntra gio sau khi dung lieu
don. Tac dung t6i da xuét hién trong vong 1 hoic 2 gid; hiéu qua giam nhan 4p déng ké c6 thé duy tri
trong vong 24 gidy vl mot lidu don duy nhét.

Bénh nhan nhi: Tuong tu dit liéu nghién ctru trén nguoi 1én, 80% luong thudc nhé mét s& chay qua
tuyén 18 miii ¢6 thé dugc hép thu nhanh vao hé thong tudn hoan théng qua niém mac miii, éng dan
nuée miii, mang phdi va rudt hodc da tir dong nudce mét. Do thé tich tudn hoan & tré em nhé hon &
nguoi lon nén cin can nhic c6 mdt ndng do thude cao hon lwu théng & tré em. Hon niva, céc qué trinh
chuyén héa enzym & tré so sinh chua hoan thién va co thé dén dén lam tang thoi gian bén thai va céac
phan Gng bit loi.

Dit lidu han ché cho thay ndng do trong huyét tuong cua tré em sau khi dung thudc nong dd 0,25% cao
hon ¢ ngudi 1on sau khi dung thubc ndng do 0,5%, dic biét & tré so sinh va dugc cho ring co su gia
ting nguy co cac tc dung khong mong mudn nhw co thét phé quan va nhip tim chim.

HAN DUNG

36 thang ké tir ngay san XUt.

Khong duge dung sau khi mé nip lo lan dau 28 ngay.
BAO QUAN

B4o quan ¢ nhiét dj khong qua 30°C.

QUY CACH PONG GOI

Hop 1 lo dém giot DROPTAINER® chira Sml.
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NHA SAN XUAT

S.A. Alcon - Couvreur N.V
Rijksweg 14, 2870 Puurs
Belgium (Bi).
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