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fll Prescription Drug

lBode / Box

[l atif en
Ophtholmic solulion

(Ketotifen 2.5m9/5mL)

o

loo.np6tdonl ln smL @ntains,

K€totif€n tumlats 
- 

3 45mg
(€q. to Kototifen 2.5m9)

tD66iptonl
Colorless solution.

0ndhadom,
D6ago & AdminbHon,
Cmtaindhalim, P,ulfim,
Sldlefi.cbl
Pleass seo th6 insert paper.

lqnfity spedfi€tlonl
iranuracture/s standard

lsbragel
Store in a tight @ntainer, dry

and cool plac6, b€low 30C.

Shsf lito rfter opening : 28 dayg

For rcre infomtion s€e the

insert pap€r.

Visa No.(SOK) :

Lot No.(Sd 16 Sx) :

[,tfg. oato(Nsx) :dd/mrwyyy
Exp. Date(Ho) : dd/mnwyyy

RXIIu&b6ntrodon
lL0 / HOp

DNNK:

D atif en
Dung dldr nh6 mit

(Ketotifen 2,5m9/5mL)

o
USE

KEEP OUT

K? HTJdNGoac
xHr oUNG

READ II{SERT PAPER CAREFULLY

Fhanh ph&l M6i 5mL chua,
Ketotifen fumlate 

- 
3,451lg

(Tu6ng duong Kototifen 2,5m9)

lChl<!rnh, M66, Uer Uq.E vi
C6ch dnm, Chfto drl dlnh,
ThAn b9ng, T6c dung phul
Xin dec td hLdng dtrn si dvng

[f'ei cfiudn cfit$ lr{ngl TCCS

ls6ro sx soK NsK HDI
Xin x6m tai Visa No., Lot. No.,
Mfg. oate, Exp. Date.

Hen dkp au kti nr6 nilp ;

28 rEay
Cdc th6ng trn khdc xem trong td
hd6ng dtn s0 dung kdm theo

l&b quanl
Bao quen trong
kh6 160, tho6ng
dr/di 30C.

bao bi kin, ndi
ftit, nhi6t d6

. 
- 

lranufactJrcd by

ctH nxpxormco.trD.
tqo$nF.t tgln.rf lo,0!o!{!,Clldgrsg!\
0rqd5rith6,R.rC{.dl(!m
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2. Label on the smallest packing unit :
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Fhnnh ph6nl M6i 5mL chrla,
Ketotifen fumalate ------- 3,45m9
(Tudng duong Ketotifen 2,5m9)

IM6 ral
Dung dlch nhd mit trong su6t kh6ng
mdu.

lChidtnh, U& l4ng ra Cridr dnng,
Ctdng dri ttgnh, Th{n @ng,
T6c drJng phUI

Xin dac td hudng dfn sil dqng.

[nar drudn dr6ft luqngl
Ti6u chudn nhd sdn xudt

RxThu& bin treo con lBAo quanl
BAo quiin trong bao bi kin, ndi kh6
16o, thoiing mat, nhi6t d6 du6i 30 C
Hgn d0ng sau khi md nlp:28 ngiynEftaD C6c tin

srl
xem trong td
kdm theo

kh6c

Visa No.(SOK) :

Lot No.(S616 SX) :

Mfg. Date(NSX) : dd/mrn/yyyy

Exp. Date(HD) : dd/mm/yyyy
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Td hufne din su dune

DATIFEN OPH
(Ketotifen (daoi dqng ketotifen.fumarat) 2,5 mg/5,0m1 )

D7c kj hudng ddn s* dung trrdc khi dilng
Niiu chn thAm thAng fin xin hdi jt kiAn bdc s!, duqc s!.

ThuOc chi dilng khi cd s1r k0 iton cria Bdc si.

[T6n thu6c] Datifen Oph

[Th]rnh phinl M6i 5 ml chrla

Hoat chdt;

Ketotifen furmarat ......... tuong duong ketotifen 2,5 mg

Td duoc: Glycerin, acid hydrochloric, natri hydroxid, nu6c c6t pha ti0m.

[Dang bdo ch6] Dung dlch nho m6t

[Quy cfch il6ng g6i] 5 ml/lq/h6p

[D4c tinh duqc lqc hgc]

Ketotifen ld mQt kh6ng histamin A6i rurang thy th6 H1. TrCn nghi€n cuu l6m sing vdtht'nghiQm
ketotifen ki6m ch6 su ph6ng thich cua c6c ch6t trung gian gdy vi6m (nhu histamin, leukotrien vd

prostaglandin vd PAF) til t6 bao li6n quan truc ti6p d6n c6c phdn fng di irng loai I (t0 bho mast, t6

bdo b4ch cAu ua acid, t6 bdo bqch cAu ua ki6m vd t6 bao b4ch cAu trung tinh). Ketotifen cfing gidm

luong ch6t, sg hoat ho6, vd su' m6t h4t nho crha bach cAu da nhdn ua acid. Ketotifen lirm t[ng ndng

dQ ctra AMP vong do lhm 0'c ch€ men phosphodiesterase n6n c6 th6 lem 6n dlnh tC bao .

[Duoc tlQng hqc]

Trong nghiOn ciru vA dugc dQng tr6n 18 bQnh nh6n tinh nguy0n str dgng thu6c nho mit ketotifen,

n6ng dQ cta ketotifen sau khi st' dung ketotifen nho m6t trong I 4 ngity li€n ti6p trong da s6 truong

hop ld nho ho-n 20 pglml.

Sau khi s0'dung, ketotifbn du'oc bdi ti6t theo pha sinh hgc, thdi gian b6n thii trong pha dAu ld 3-5 gio,

pha cu6i khoing 2l gio'. Khodng 1o/o hoqt ch6t du'gc bdi ti6t dudi d4ng kh6ng d6i qua nuoc ti6u

trong vdng 48 gio, vd 60- TOoh dugc chuy6n ho6. Ch6t chuy6n ho6 ch0 y6u ld ketotifen-N-

glucoronid.

[Chi tlinh]
Di€u tri chfi'ng vi6m k6t mac do di ['ng.

[Li6u lugng vd c6ch dtng]
Nguo'i lon vd tr6 em tir'3 tu6i tro l6n: nASi tAn nho 0l giot,2lAnlngdy

Trd em duoi 3 tu$i: OO an tohn vd hi€u luc cr]a thu6c d6i v6i trd em du6i 3 tu6i chua dugc x6c minh,

vi thO khOng n6n dung thu6c cho tre em du6i 3 tu6i.

[Ch5ng chi tlinh]
B€nh nhdn di ilng v6'i b6t ki'thdnh phAn ndo cfia thu6c.

[Th$n trong]
- BQnh nh6n dirng thu6c ntiu th6y cam gi6c bi nhin mo'hay buOn ngfi kh6ng duoc l6i
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- Vi d6i khi thudc g6y bu6n ngrir vd gi6m dau, nOn cAn thdn trong AOi vOi ngudi l6i xe vd v6n hinh
m6y m6c.

- Ndn mo kinh 6p trdng tru'oc khi nho thu6c vh d6 cho thu6c ti6p xfc vdi mit trong vdng l5 phrit sau
khi nho m6t, kh6ng gan kinh 6p trong vdo m6t s6m.

[Trlc dqng kh6ng mong mu6n]
Cdc tdc dung phu c6 th€ gap phAi khi sri' dung ketotifen fumarat bao gdm:

Thudng gQp.

- ThAn kinh trung ucrng: bu0n ngrh, ng0 gir, m€t moi, ch6ng mat

- Ti€u h6a: bu6n n6n, nOn m0'a, ti6u chiy, hoac dau vung thuong vi
t. -tt gap;

- ThAn kinh trung uong: clau dAu, gi6m vpn d6ng

- TuAn hohn: drinh tr6ng nguc, loan nhip

- Todn thdn: hQi chfng kh6ng muscarinic g6y kh6 mi6ng, tang ti6t dlch ducrng h6 h6p, gidm thi lgc,

bi ti6u, t6o b6n, trdo ngu'o"c da ddy.

tlrcm gap:

- Toirn thdn: ph6t ban, phan i'ng qu6 mAn (bao gdm co that ph6 qu6n, pht mach, s6c ph6n vQ)

- M6u: r6i loan huy6t hoc, bao gOm cA m6t bach cAu hqt, giim bach cAu, thi6u m6u t6n huy6t, gi6m

ti6u cAu

- Kh6c: co gi6t, d6 mO h6i, dau co, hi0u ['ng ngoai th6p, run, r6i loan gi6c ngrh, trAm cdm, lir l6n, tr
tai, ha huy6t iip, vh rung t6c.

Tuy nhi6n, c5c phin ['ng ndy chi x6y ra v6'i duo'ng dung h6p thu todn thdn. Datifen Oph le thu6c

nho mit. Cdc t6c dung kh6ng mong mu6n chir yiiu ld t6c dpng t4i ch5.

- Thu6c c6 th€ gdy cdm gi6c dau rdt lcaylkich thich m6t, nhr:r'c dAu, nghet mfri / s6 mfri, miri vi kh6

chiu trong mi6ng, tdng nhay cim v6'i 6nh s6ng hodc m6t s6 phdn ['ng t4i ch6 nhu xung huy6t, chim, ,},
vir ng['a c6 th€ xAy ra. Khi c6 hiQn tuong vi6m mi mdt, vi€m quanh da mi mdq n6n ngirng di6u tr!.

N6u c6c phdn r1'ng ndy kdo ddi ho4c x6u di, th6ng b6o cho b6c sT hodc duoc si ngay lQp tri'c.

- Cdc ttrc dyng php hi6m gap bao g6m kh6 mit, dau mit, do / su'ng mit, giem thi lgc. Th6ng b6o cho

b6c sT hodc duo. c sT ngay l4p t0'c khi xu6t hi6n c5c tri6u chilng niry.

- Hiiim khi xdy ra ph6n r1'ng di ri'ng nghi6m trong khi s0'dqng thu6c nho mit Datifen Oph. Tuy nhi6n,
.l

toi ngay co so y tC gin nh6t nOu c6 b6t kj,triQu chf'ng cua phdn fng di t'ng nghiOm trgng, bao g6m:

ph6t ban, ngta I sung (dac biet ld o mdt I ludi I hgng), ch6ng m{t, kh6 thd.

ThLng btio ngay cho bric sj hogc duqc s! khi gqp phdi ctic ttic dqtng khAng mong mudn

[Tuong trlc thu6c]

- C6 th6 g6y dnh hunng d6n t6c dung c0a thu6c gi6m dau, thu5c kh6ng histamin vd ruou

- Sil dung cung hic thu5c ketotifen fumarat dang u6ng trong thoi kj, 5n ki6ng c6 th€ ldm gidm

thrombocyt. Tuy nhi6n aOi vO'i thLr6c nho mit thi chua c6 b6o c6o.

- N6u s0'dung cung c6c thu6c nho m6t kh6c thi nh6 c6c thu6c c6ch nhau t6i thi6u 5 phrit.

[Sir dqng thuiic cho phg nfr c6 thai v]r cho con bril

- Chua c6 chri'ng c0' gi vC t6c dyng gAy hpi cria thu6c vdi bho thai tr€n dQng v4t th

nhiOn do chua c6 b6o c6o nghi€n cri'u tr€n nguo'i, vi th6 chi n€n s0'dung thu6c khi da

cta thu5c vir nhfi'ng t6c hqi c6 th€ c6 cta thudc O6i vO'i thai nhi.
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[Anh hrong tliin kh6 ning l6i xe vi v$n hirnh mr{y m6c]

- Khi nh6 thu6c tAm nhin c6 th6 b! gi6m. Tr6nh l6i xe vd vdn hdnh m6y m6c cho d6n khi th! luc tro
vC binh thu'o'ng.

[Qu{ li6u vir xfr tril: Chu'a c6 b6o cdo vi: trud'ng hop st'dgng qu6li6u.

[86o qurinl Bao qudn trong bao bi k(n, no-i kh6 16o, tho6ng m6t, nhiet dQ du6i 300C.

[H4n dtngl24 thdng k€ til' ngdy s6n xu6t. 28 ngdy O6i vOi dung dlch sau khi mo nip.

DE THUOC TRANH XA TAM TAY TRE EM.
Nhh s6n xu6t

DHP KOREA CO., LTD.

50, Osongsaengmyeong 6-ro, Osong-eup, Cheongwon -gutr, Chungcheongbuk-do, Hdn Qu6c
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