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VAN PHOJIG

DAI DIEN

ARTIS

MALEATE EYE DROPS 0.5"h

dffn sir dyng trmfc khi dilng.
D0 xu im toy trd em.

Thdng bdo ngay cho bric s! hofic dwqc s! nhfrng tdc dqtng khbng mong mudn ggp phdi khi srh d4ng
thuiic.
Nilu ciin thAm thilng tin xin hdi !, kiAn bdc sj.
Thuiic btin theo tlon.

THANH PHAN

U6i mt dung dich chria:

Hogt chiit: Timolol 5,0 mg du6i d4ng Timolol maleat 6,8 mg.

Td duqc: Benzalkonium clorid, natri dihydrogen phosphat, dinatri hydrophosphat, natri hydroxyd
vdy'hodc acid hydrocloric d6 di6u chinh pH vd nu6c tinh khi6t.

DANG BAO CHE

Dung dich thu6c nho mit.

Dung dich v6 trtrng trong su6t, kh6ng mdu.

CHi DINH

Timolol duoc chi dinh trong c5c truong hqp:

- T[ng nhdn 6p

- Gl6c6m g6c mo m4n tinh

- Gl6c6m thf phdt

LIEU DUNG VA CACH DUNG

ThuSc chi dtng 116 nh6 mit.

Li€u khuytin c6o n6n su dung: nho I gigt dung dich nho mit Timolol Maleate Eye Drops 0.5% vdo

m5i mit cAn dicu tri, 2 lAn m6i ngiy.

Vi o mQt sO UCnn nhdn, ddp rmg gi6m 6p khi dung Timolol Maleat phii sau vii tuAn m6i 6n dinh, do

d6 cAn d6nh gi6 lai 6p lgc nQi nh6n sau khi di6u tri v6i dung dlch nho mit Timolol Maleate Eye Drops

0.5% duqc khoing 4 tuAn.

N6u 6p luc n6i nhdn duy tri cluoc o mtc mong muOn, c6 th€ gi6m li€u dtrng, nhd I gigt thu6c vdo mit
bi benh, m6i ngdy mQt lAn.

Neu ph6i hqp voi mQt thu6c di6u tri gl6c6m kh6c thi n6n chd 5 phft sau khi nho dung dich nho mit
Timolol Maleate Eye Drops O.5Yomoinho titip thuiSc kia.

Sau khi nho mit n6n 6n vdo 6ng lQ mti hodc nhim mit l4i trong vdng 2 phtt AC lam gi6m hAp thu

thu6c todn thdn. Di6u ndy c6 th6 girip gi6m t6c dung kh6ng mong mu6n todn th6n vi tdng cucrng t6c

dung tai ch5 ctra thu6c.
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tl-l NoVARTIS

E6 tr6nh tap nhi6m vdo dAu nho thu6c vd dung dfch thu6c, cAn thdn trong kh6ng dugc dti dAu nho
thu6c cua lo thudc ch4m vio mi mit, vtrng xung quanh mat ho{c c6c Ud."+ rurac. OOng ch4t nip 19

thu6c khi kh6ng sir dung.

Sft dltng d ngwdi cao tuili: C6c s6 li6u l6m sdng hiQn kh6ng cho th6y cAn hi6u chinh li6u cria thu6c
khi sri dung o nguoi cao tu6i.

Sft dqtng 0 trd em: HiQu quA vd dQ an todn cua thu6c d trd em chua duoc xric dinh.

Timolol n6n duoc dung r6t th6n trgng d tre em.

CHONG CHi DINH

o Qu6 min v6i timolol hodc b6t cri t6 du<yc nAo cria thu5c hodc v6i cic thu6c chen beta.

. Ciic b6nh c6 Anh hucrng d6n ducrng tho bao giim hen phti qudn hodc c6 ti6n su hen phti quAn, b6nh
ph6i tic ngh6n man tfnh n6ng.

o Nhip ch6m xoang, hQi chimg suy nrit xoang, block xoang nhi, block nhi th6t d0 2 ho4c d6 3, suy
tim rd r6t hodc s6c do tim.

o Bqnh nhdn Raynaud.

CANS nAo va THAN TRoNG

Chung

. Gi6ng nhirng thu6c nho mit kh6c, timolol dugc h6p thu todn th6n. Do thdnh pnan tnuOc c6 ttrc
dpng chgn beta, thu6c nho mit timolol c6 th6 gdy ra nhirng t6c dpng kh6ng mong mu5n tr6n tim
m4ch, hd h6p vi nhirng t6c dgng kh6ng mong mu6n kh6c gi6ng vdi c6c thu6c chen beta dung todn

thdn.

Riii to4n tim m4ch

. CAn d6nh gi6 cAn th4n viQc sri dgng thu6c chen beta ae aieu tri o nhirng bQnh nh6n mic b9nh tim
m4ch (nhu bQnh mach vdnh, ccrn dau thit nggc Prinzmetal, suy tim) vd ha huy€t 6p vd n6n cdn

,!
nhSc su dung c6c thu6c kh6c thay th6. BCnh nhdn bi benh tim mach c6n dd phong c6c ddu hiQu

di6n bi6n xAu hcrn cta c6c bQnh ndy vd c6c t6c dpng kh6ng mong mu6n.

Riii to4n m4ch mriu

. Than trgng khi sri dung cho bQnh nhdn mic c6c r6i lo4n tuAn hoirn ngoai vi (bQnh Raynaud hodc

hQi chrmg Raynaud th6 nang).

n5i to4n dulng hd h6p

o Dd c6 b6o c6o vd nhffng phan img tr6n duong h6 h6p, trong d6 c6 tir vong do co that phti quAn d

bQnh nhdn bi hen suy6n sau khi su dpng mQt vai thuiSc chen beta dudng nho mit.

H4 iludng huy6t /d6i thrlo dudng

o Vi thuiSc chen beta co th6 che l6p c6c tri6u chimg cria h4 duong huyi5t cAp, cAn th4n trgng khi sir

dung thu6c chen beta cho nhirng bEnh nh6n bi h4 duong huy6t tg ph6t hay bQnh nhin d6i th6o

duong kh6ng 6n dinh.

l
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tb NovARrrs

Culng gidp

. Thu6c chen beta c6 thd che l6p c6c tri6u chimg cria bQnh cucrng gidp.

Nhuqc ctr

o Cic thu6c chen beta dd duoc b6o ciio ld c6 tric dgng gdy nhuoc co vcri mQt s6 tri6u chimg 16 rdt
(nhu song thl, sgp mi vi suy nhuoc todn than).

Cic thuiic chgn beta khic

Co th6 c6 tirc dung tr6n nhdn 6p vd nhirng t6c dung ila bi6t cria thudc chen beta ducrng todn thdn khi sir
dung timolol cho nguoi bQnh dang sri dgng thu6c chen beta ducrng todn th6n. CAn theo ddi ch4t che
d6p ung cua nhirng b€nh nhdn ndy. Kh6ng khuy6n c6o dung d6ng thoi hai thu6c nho mit chria hoat
chAt chen beta (xem muc TUONG TAC THUOC).

Cic phin ring phin vQ

o Trong khi di6u tri bing c6c thu6c chen beta, bQnh nhdn c6 ti6n sri di tmg hoac tidn sri ph6n img
ph6n vQ nghiCm trong v6i nhi6u ch6t gdy di ung co khi ndng phin img manh hcrn khi ti€p xric l4i

, ,ivoi c6c chdt gAy di ung d6 vd ho ctng kh6ng d6p ung v6i li6u adrenalin th6ng thuong dugc dung
Itrong c6p cuu c6c phin ring phin vQ. 

M --Bong hic m4c f
I

o Dd c6 b6o c6o vA tric dung g6y bong hic mac khi di6u tri bing thu6c gi6m thuy dich (nhu timolol
hodc acetazolamid) sau ph6u thuflt cit bd.

Giy mG phiu thuft

o C6c thu6c chgn beta nho mit c6 th6 ric ch6 circ tdc dgng todn thdn cira cac ch6t chu vdn beta nhu
adrenalin. CAn th6ng b6o cho b6c si gAy m6 khi bQnh nhAn dang sri dung timolol.

Kinh 6p trdng

o Benzalkonium clorid c6 th6 gdy kich img vd ldm d6i mdu kinh 6p trong mAm. NCn tr6nh ti6p xric

v6i kinh 6p trong mdm. CAn hucrng ddn bQnh nhdn th6o kinh 6p trdng trudc khi ding thudc nho

m6t Timolol Maleate Eye Drops 0.5%vd chcv it ntr6t tS phfit r6i m6i deo l4i kfnh.

TUoNG rAc ruuoc
o Dd c6 b6o c6o vd nguy co tdng t6c dung chen beta toirn th6n (nhu nhfp tim chfm, trAm cdm) khi sir

dgng d6ng thoi c6c thu6c ric CYP2D6 (nhu quinidin, fluoxetin, paroxetin) voi timolol.
o Su dr,rng d6ng thoi dung dfch nho mit chria ho4t ch6t chgn beta v6i c6c thu6c chgn k6nh calci

^,ducrng u6ng, c6c thu6c chgn beta kh6c, c6c thu6c ch6ng lo4n nhip tim (g6m cd amiodaron), c6c

glycosid tro tim ho{c c6c thui5c giA ph6 giao cim c6 khi ning g6y ra cdc t6c dung phu nhu h4 huytit

6p valho4c nhip tim chdm 16 rQt.

o Dd c6 b6o c6o thinh thodng c6 giSn d6ng ttr khi su dpng d6ng thcvi c6c thu6c chgn beta nho mit vdi
adrenalin (epinephrin).

. Thu6c m6: tdng nguy co truy tim mach vd h4 huytit 6p do ric chti d6p img cua tim vdi phdn xa kich

thich giao cAm.

o Cimetidin, hydralazin, phenothiazinvi rugu c6 th6 ldm tdng ndng dQ cria timolol trong m6u.
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tl-l NovARrrs

rug NtI co rHAr, cHO coN BU vA xnA NANc smn sAN

Phg nfr cri thai

Chua dt dir li6u vC vi6c sir dgng dung dich nho mit Timolol Maleat cho phu nir mang thai. C6c nghi6n
cuu dich t6 kh6ng cho thAy khi nang gAy di t4t o thai nhi nhrmg cfrng chi ra nguy ccy chAm ph6t tridn
n6i tu cung khi di6u tri bing c6c thu6c chen beta duong uting. B6n canh d6, dA quan s6t th6y c6c dAu
hiQu vd tri€u chimg chen beta (nhu ch4m nhip tim, ha huy6t 6p, suy h6 h6p vi h4 ducrng huy6t) d trd so
sinh khi ngucri me s[r dpng thu6c chen beta dtin khi sinh no.

Kh6ng n6n sri dung dung dfch nho m6t Timolol Maleat trong thoi gian mang thai, trir khi thgc su cAn

thi6t. Tuy nhi6n, n6u me phni <li€u tri bing dung dfch nho mlt Timolol Maleat trong su6t thai kj,, cAn

theo d6i ch{t ch€ tr6 so sinh trong nhirng ngdy dAu sau sinh.

Cho con bri

C6c thu6c chen beta ducvc bdi ti6t vdo sira mg c6 khi ndng gdy ra nhi6u t6c dpng kh6ng mong mu6n
cho trd bri me. D6 phong ngira nhirng t6c dpng kh6ng mong mu6n nghiCm trgng c6 th6 x6y ra v6i trd
' ., l
clang bri, cAn luong gi6 loi ich cria vi6c cho con bri vdi trd vd lqi ich cira viQc di6u tri cho m9 dC quy6t
dinh ndn nglmg cho con bu hay ngung hodc trSnh dung dung dich nho mit Timolol Maleat.

Khi ning sinh sin

Chua c6 dir li6u nghiCn ctru vC inh hucrng cria dung dich nho mit Timolol Maleat tr€n khi nang slnh

sdn cta nguoi.

ANrt HUONG CUA THUoC DoI vOI CONG VIEC

Nhin mo tam thoi hodc nhirng r6i loan vC thi lgc c6 th6 anh hucrng tdi kha ndng l6i xe vd vAn hdnh

m6y m6c. N6u bQnh nhdn nhin md sau khi nho mit, cAn chd cho t6i khi nhin rO r6i m6i ti6p tgc l6i xe

hodc vAn hdnh m6y m6c.

PHAN LTNG BAT LgI
C6c phin ring b6t lcvi sau d6y dA dugc b6o c6o trong c6c thu nghiQm l6m sang v6i dung dich nho mit
Timolol Maleat vd ducvc phin 1o4i theo quy udc sau: r6t thulng g4p (>1/10), thuong eip (U l/100 d6n

<l/10), it g4p (>l/1.000 d6n <1/100), hii5m gap (21/10.000 d6n <1/1.000) vd r6t fri6m gap (<l/10.000).

Trong m6i nh6m tAn su6t, c6c phin ung b6t lgi dugc sap *ep theo thri tr,r mric dQ nghi6m trong gi6m

dAn.

Phfln lo4i h9 th6ng ccr quan
Phin rfng bAt lqi

[Thuat ngir ctra MedDRA (phi6n ban 15.1)]

Rdi lo4n t6m thdn HiAm gfip: tr6m cim

ROi lo4n thAn kinh trung uong
It Sqp.dau ddu

Hi€m gQp;thi6u m6u ndo, ch6ng m6t, dau nua dAu

nOi lo4n t4i mit
Thwdng g\p: rhinmd, dau mit, ngria mit, kh6 chfu cr mit, sung

huytit mit
!,It gQp: mdn gi6c m4c, vi6m gi6c m4c d6m, vi€m gi6c mac,

''rl
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t!-l NOVARTIS

mac, vi6m bd mi, ginm thi luc, so 6nh
s6ng, kh6 mit, tang chdy nu6c mit, ghdn mit, ngria mlt, mf mit
d6ng vdy, vi6m tiijn phong mit, phu n6 mi mit, sung huytit k6t
mac.

...:
HiAm gQp: vi6m mdng b6 ddo, song thi, chirn mi mdt, ban d6

mi mit, ngria mit, phu nd k6t mac, nhi6m sdc t6 gi6c mac

A a. .^
vi6m m6ng mdt, vi6m k6t

R6i loan tim
It gQp: nhip tim ch6m

Hi€m gqp: nh6i milu co tim

n6i lo4n mach
h Setp: ha huy6t 6p

HiAm gqp; tdnghuytit 6p, pht ngoai bi6n, lanh tay chdn

R6i lo4n hd h6p, l6ng nguc vir

trung th6t

it Sqp.hen suy6n, vi6m phti quin, kho tho

Hi€m Sqp;bQnhph6i tic ngh6n man tinh, co thit ph6 quin, ho,

thd khd khd, nghet mfli

ROi lo4n ti6u ho6
It Sqp.r6i loan vf gi6c

HiAm gqp: r6i lo4n ti6u h6a, dau bqng, kh6 miQng

R6i lo4n da vd m6 du6i da Hi€m g\p:m6t stmg, ban do

R6i lo4n chung vd c6c di6u kiQn

t4i ch6

It g\p: mQt

HiAm g\p: suy nhugc co th6, dau nggc

C6c phin img lqi kh6c dugc x6c dinh tir gi6m s6t hfu mdi vir dugc trinh bdy o bing sau. Kh6ng

udc tinh dugc tAn s6 cira c6c phdn img ndy tu nhimg dir liQu c6 sin. Trong m6i lo4i hQ th6ng co quan,

c6c phdn ung bAt lqi duqc sip *Cp theo thri tu mric dQ nghiOm trong giAm dAn.

Phin lo4i h0 thiing co'quan
Phin ning UAt lqi

[Thuat ngir cria MedDRA (phi6n ban.l5.0)]

R6i lo4n hC th6ng mi6n dich Phu m4ch, qu6 m6n

Rdi loan chuy6n ho6 vir dinh dudng H4 duong huy€t

R6i lo4n tdm thAn M6t ngir, m6t tri nho, 6c mQng

R6i loan hQ th6ng thdn kinh fui UiC.,.na.ti -au nao U6t ngd, ngAt, di c6m

n6i loan t4i mit Bong hic mac (sau ph6u thupt cat bd); sup mi m6t

R6i loan tim
Ngung tim, block nhi thdt (hodn toirn, mirc dQ nhg hcm

hoflc n[ng hcrn), suy tim sung huy6t (nang hon), lo4n

nhip tim, d6nh tr6ng nggc

Rdi 1o4n mach Hi6n tugng Raynaud

R6i loan d4 ddry-ru6t NOn, ia chAy, bu6n n6n

t
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tl-l N OVART I S

QU

HiQn kh6ng c6 dir li6u vd su dpng qud li6u cr ngudi.

TriQu ch*ng khi qua liiu; qud li6u c6 th6 ddn t<ri ha huytit 6p, suy tim, s6c tim, nhlp tim chfm vd c6

thC ld ccrn dau tim nghiCm trong. Ngoii ra, kh6 thd, co thit phe qudn, n6n, r5i loan nhdn thric vd co

gi4t todn thdn c6 th6 xAy ra.

Eidu fi qua liiu;ngodi c6c bi6n ph6p xu l;f chung, cAn theo d6i vd n6u cAn thi;5t, c6n di6u chinh c6c

d6u hi6u s6ng trong diAu kiQn chim s6c tich cyc. C6c thu6c gi6i dQc dic hiQu gdm c6:

Atropin: 0,5 tdi 2 
^9, 

ti6m tinh m4ch

Glucagon: khoi dAu di6u tri bing l-10 mg ti6m tlnh mach, sau d6 truyAn li6n tgc 2-2,5 mglgid.

Cdc thu6c cudng beta giao cdm tu) thu/c vdo thA tong vd tdc dqng (mong mu6fl: dobutamin,

isoprenalin, orciprenalin hoac adrenalin.

Trong truong hqp nhip ch4m kh6ng ki6m so6t dugc c6 thti cdn nh6c sri dung m6y t4o nhip

Thu6c kich thich thAn kinh giao c6m beta (dang khi dung ho{c ti6m tinh m4ch n6u khi dung kh6ng dir

t6c dgng) ho{c aminophyllin ti6m tinh mach c6 thi! dugc su dpng khi c6 co thit ph6 quin.

Diazepam truydn tinh mach chdm duoc str dpng ae n6m so6t co gidt.

DaC riNu DuqC Lu. c HQC

Nhdm drqc l!,: thu6c di€u tri ting nh6n 6p vd co ddng tu, chgn beta chgn loc

Md AIC; S01ED0I

Co chii tdc dqrng

Dung dich nho mit Timolol Maleate Eye Drops 0.5% lil mQt thu6c chqn thU th6 betar vd betaz fthOng

chon lgc) dugc dung nho mit tai ch6. Co chti t6c dgng hA nhdn 6p cua c6c thu5c chgn beta cdn chua

16, nhtmg bing phuong ph6p ghi nhdn 5p vd do huj,nh quang , ngudi tathdy ring thu6c ndy lim giim

s6n xu6t thiry dfch. Ngodi ra, o m6t sO nghiCn cuu cdn quan s6t th6y tang nhg ltru lugng ra cira thiry

dich. Kh6c v6i c6c thu6c co ddng tri, timolol ldm gi6m nhdn 6p ntrmg it hoflc khdng co titc dgng di6u

ti6t co gidn d6ng tu.

T6c dung h4 nhdn 6p cua dung dfch nho mit Timolol Maleate Eye Drops 0.5% nhanh, xu6t hiQn

khoAng 20 phut sau khi nh6 thu6c vdo m6t vd d4t t6i da trong vdng I -2 gio. Nho dung dich nho m6t

Timolol Maleate Eye Drops 0.5% mQt lAn co th6 duy tri hiQu quA h4 nhdn 6p trong vdng 24 gid.

Cdc dfr liQa nghiAn cftu hm sdng

Trong cdc nghi$n cuu dugc trinh bdy sau dAy, hiQu qud giAm nhdn 6p xu6ng du6i muc 22 mmHg duoc

coi ld m6t aie, Ouq. ghi nhfn trong viQc so s6nh c6c tri liQu, tuy nhi6n hiQu qu6 ndy khdng phii ld t6i

uu dOi v6i t6t ctt citc bEnh nhdn md theo ttmg c6 nhdn ngudi bCnh.

.l

I
a

Rdi loan o da vir c6c mO du6i da Mdy day, bQnh v6y n6n, ph6t ban, rung t6c

R6i loan c0 xuong vd m6 li6n k6t Benh khdp

Rdi lo4n hQ th6ng sinh s6n vd vir R6i lo4n chric n[ng tinh duc
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MQt nghiCn cuu da trung tdm v6i d6i tuqng lh c6c b6nh nhdn c6 nhdn 6p tr6n 22 mmHgvd chua duoc

didu tri, timolol maleat O,25yo hodc 0,50lo dung 2 lAn m6t ngiy c6 hiQu qud h4 nh6n 6p hcrn so v6i dung

dich pilocarpin 1 ,2, 3 hodc 4Yo ding 4 lAn/ngdy, hodc dung dich epinephrin hydroclorid 0,5yo, lYo

hoic2Yo,2 lAn mQt ngey.

MQt nghiCn cuu da trung tAm khric so s6nh trlc dpng h4 nhdn 6p cria timolol vd pilorcarpin, th6y ring
c6 6loh b6nh nhdn duqc diCu tri bang timolol c6 ktlt qu6 h4 nhdn 6p xu6ng duoi 22 mmHg, trong d6

chi c6 32%bQnhnhAn duoc di6u tribing pilocarpin co nhdn 6p xu6ng duoi22 mmHg.

MQt nghidn cuu da trung tdm so s6nh timolol v6i epinephrin, cho thAy c6 69%bgr$nh6n dugc di€u tri
bing timolol c6 nhSn 6p ha xu6ng duoi 22 mmHg, trong d6 chi c6 42% bQnh nh6n di€u tri bing
epinephrin co nhdn 6p h4 xu6ng du6i mirc niry.

Trong c6c nghi€n cuu nhy, timolol duoc dung n4p t6t vir c6 it t6c dr;ng kh6ng mong mu6n hon

pilorcarpin vd epinephrin. Chi co mQt vii tru<rng hqp bQnh nhAn di6u tribing timolol bi gi6m nhip tim
nhq.

Cfrng nhu dOi v6i m6t s6 thu6c di6u tri gl6c6m kh6c, viQc giim dAn d6p tmg thu6c cira dung dich nho

mit Timolol Maleat sau mQt thoi gian ddi di6u tri cfrng dugc th6ng b6o o vdi bQnh nhdn. Tuy nhi6n,

trong m6t nghi€n cuu kdo dii kho6ng 3 ndm tr6n 96 b€nh nhdn, khdng th6y d6u hi6u cho thAy sp tha4

d6i d6ng ki5 ndo cria 6p lgc nQi nhdn trung binh sau khi da duoc dua vA mric 6n dinh ban dAu. L

@-
DAc riNu DtJgc DQNG HQC f
C6 th6 nhan thAy t6c dgng kh<ri ph6t ldm gi6m 6p lyc nQi nhdn trong vdng nua gio sau khi dung li6u

dcrn. T6c dung t6i da xu6t hi6n trong vdng I ho{c 2 gio; hiQu qui giim nhdn 6p d6ng k0 c6 thd duy tri

trong vdng 24 gid v6i mQt li6u dcrn duy nh6t.

BQnh nhAn nhi: Tuong tg dir liQu nghi6n cuu tr6n nguoi l6n, 80% lugng thu6c nho mit sE chiy qua

tuy6n lQ mfri c6 thd dugc hAp thu nhanh vdo hQ th6ng tuin hodrn th6ng qua ni6m m4c mfri, 6ng d6n

nudc mfri, mdng ph6i vd ru6t ho{c da tu dong nudc mit. Do th€ tich tuAn hoin cv tre em nho hon o

nguoi lcrn n$n cAn c6n nhic c6 mQt niing d0 thu6c cao hon luu th6ng o tre em. Hon nira, c6c qu6 trinh

chuy6n h6a enzym d tr6 so sinh chua hodn thiQn vd c6 thd d6n di5n ldm tdng thcri gian b6n thdi vd c6c

phin img b6rt lqi.

Dir liQu han ch6 cho thdy n6ng d0 trong huy6t tuong ctra tr6 em sau khi ding thu6c n6ng dQ 0,25o/o cao

hon cy nguoi l6n sau khi dtng thu6c n6ng d0 0,5o , dac biet d tr6 so sinh vlr dugc cho ring co sg gia

ting nguy co c6c t6c dung kh6ng mong mu6n nhu co that ph6 qudn vd nhfp tim chdm'

HAN DUNG

36 th6ng kC tir ngdy s6n xuAt.

Kh6ng dugc dung sau khi mo nip l9 lAn d6u 28 ngdy.

nAo euAN
BAo quAn o nhiQt dQ kh6ng qu6 30oC.

QUY CACH DONG GOI

HQp I lq d6m giqt DROPTAINER@ chria 5ml.
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