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Dosage and Administration

For adults, instill srx to ten drops into

trre alfected ea(s) twice daily.

See package insert for full intormation.

Storage: Storage at temperafure not
exceeding gdC. Xeep out of reach of
children.
Package:lBottle/Box

Mautactired by:

ll-DoNG ILDOITG PHAnm.Cq,LTD.
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Composition
Active: ofloxacin 0.3%(3mg/ml)
Preservatrve : benzalkonium chlorlde 0.0025%

Contraindicatinn & Side effect:

See package insert lor lull information.

lndicatisrs
ln{eclions such as otnis media and otttis externa

caused by susceptible strains of microorganisms
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R" Thu6c k6 dcrn

HUONG oAN srI DUNG THUoc
ILEFFEXIME OTIC SOLUTION

. Thuiic ndy chi dilng theo don thuric.

' DQc lfi huong ddn s* dltng trudc khi ditng. N€u cdn th€m thbng tin, xin hdi y kien bdc sT

hodc duqc s7.

o Th6ng bdo cho bdc si nhfing tdc dyng kh1ng mong mu(in gqp phdi khi su &.tng thu(ic.

, D€ thu(ic xa td.m tuy tre em.

o Kh1ng dilng thutic qud hgn in fiAn bao bi,

l. TGn thuiic: Ileffexime Otic Solution

2. Thirnh phin c6ng thrfrc thu6c:

M6i ml chua:

Hoqt chdt: Ofloxacin 3.0 mg

Td duoc: Benzalkonium clorid 0,025 mg, natri clorid 9,0 mg, acid hydroclorid vira dri, natri

hydroxid vtra dri, nudc v6 khudn vtra dri

3. D4ng biro ch6: Dung dfch nho tai

M6 ti: Lo nhqa chira dung dlch trong mdu vdng nhat hodc vdng chanh.

4. Chi dinh:

Vi6m tai ngoiri o nguoi lon vd tr6 nho trdn 6 th6ng tu6i do Escherichia coli, Pseudomonas

aeruginosa, vd Staphylococctts aureus.

Vi6m tai giira m4n tinh c6 mri d benh nhdn tr6n 12 tudi thring mdng nhi do Proteus mirabilis,

P s e ud o mo nas a e r u gi n o s a and St aphy I o c o c c us our e us .

Vi6m tai giira c6p tinh d benh nhi tr6n I tu6i c6 d4t 6ng th6ng tai do Haemophilus influenzae,

Moraxella catarrhalis, Pseudomonas oeruginosa Staphylococcus aureus vit Streptococcus

pneumoniae.

5. Crlch dtng, li6u dtng:

Vi0m tai ngoiri: Ii6u khuy6n c6o cho tlidu trivi0m tai ngoiri nhu sau:

T16 em tir 6 th6ng di5n 13 tu6i: nho 5 giqt lngity (0,25 ml tucrng du<rng 0,75 mgofloxacin) vdo tai

bi nhiSm khuAn trong 7 ngdy

BQnh nh6n tu l3 tu6i tro l6n: nho l0 gigt/ngdy (0,5 ml tuong duong 1,5 mg ofloxacin) vdo tai bf

nhi6m khuAn trong 7 ngdy

Git 19 thu6c trong tay trong vdng 1 d€n2 phrit d0 ldm 6m tru6c khi nho thu6c aC trann t6c dgng

gdy ch6ng mAt khi nho thu6c l4nh. Nguoi bQnh cAn nim nghiOng minh, tai bi nhi6m khudn

huong l€n tr€n vd nho thu6c. NOn git nguy6n vi tri trong vong 5 phirt dO thu5c ng6m. Ldp lai ntiu

cAn thitit o tai con l4i.
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Vi6m tai gifra mgn tinh c6 mri: Li0u khuy6n c6o cho bQnh nhdn tt 12 tu6itro len li l0 giot/l6n
(0,5m1 tucrng ducrng 1,5mg ofloxacin) x2liln$l trong 14 ngiry. Git lq thu6c trong tay trong
vdng I d€n2 phrit dO lAm 6m tru6c khi nh6 thu6c di5 tranh tric dirng gdy ch6ng m6t khinh6 thu6c

lanh' Nguoi benh cAn nim nghidng minh, tai bi nhi6m khuAn hu6ng ldn tr6n vd nho thu6c. An go

binh kho6ng4ldn dC thu6c ng6m vdo trong tai gifia. N6n gitnguy6n vi tri trong vong 5 phtit.

Lap lai n6u cAn thi6t d tai cdn lai.

Vi6m tai giira c6p tinh: li6u khuy0n c6o cho bQnh nhi tu 1 den 12 tu6i la nh6 5 gigt lldn e,Z5
ml tucrng duong 0,75 mg ofloxacin) x 2 ldn/ngity vdo tai b! nhiErn khuAn trong l0 ngdy. Git lq
thu6c trong tay trong vong I d€n2 phrit dC ldm 6m tru6c khi nho thu6c ae tranl t6c dpng gAy

chong mpt khi nho thudc 14nh. Nguoi benh cAn nim nghiOng minh, tai bi nhi6m khudn hucmg len

trdn vd nh6 thu6c. An go binh khoing 4 lAn d0 thu6c ng6m vdo trong tai gita. NOn giir nguydn vi

tri trong vong 5 phirt. L{p lai n6u cAn thi€t o tai con lai.

6. Chdng chi tlinh:

Dung dlch nh6 tai Ileffexime kh6ng dung cho bQnh nh6n c6 ti0n st quri m6n v6i ofloxacin, v6i

c6c quinolon khiic hodc vdi nhirng ngudi m6n cdm v6i thdnh phin cria thu6c

7. Cinh b6o vir thfn trgng khi dtng thu6c:

Ileffexime nho tai chi dung di6u tri t4i chd o tai

Khdng dung dulng ti6m.

C6c phan img qu6 mdn nghidm trong vd d6i khi gdy ttr vong (phao vd / phdn v0 tinh mach) ngay

sau lidu dAu ti6n, dE dugc b6o c6o o nhirng b€nh nhdn dtng quinolon todn than, k.a ci ofloxacin.

MQt sd phdn img kdm theo s6c, mdt i thuc, phu mgch (bao g6rn ci thanh qudn, hgng ho4c phr)

m4t). tic ngh6n ducrng tho, kh6 tho, n6i mdy day vd ngira. Ntiu xAy ra phan ung di img, hdy

ngLmg dung thu5c. C6c phin img ph6n vg nAng c6 th6 y6u cAu di€u tri ngay l4p tric (cung c6p

oxy, qu6.n l;f <luong thd, bao giim cA d{t nQi khi quan).

Cfing nhu c6c thu6c kh6ng khudn, sri dpng thu6c trong thoi gian ddi c6 th6 ldm ph6t tri6n c6c vi

khudn kh6ng nh4y cdm, k6 cA n6m. N6u bQi nhiSm xtty ra, n6n ngtmg thudc vd di6u trithu6c thay

th6. N6u tinh tr4ng nhi6m khu6n kh6ng dugc cii thiQn sau mQt tuAn, n6n c6 hudng d6n di6u trf

ti6p theo. Ntiu v6n cdn mir 0 tai sau khi di6u tri h6t liQu trinh, hodc n6u c6 hai hay nhi6u l6n xudt

hiQn mri 6 tai trong vdng 6 thiing, can A,intr gi6 th€m tinh trang benh dC lo4i trtr c6c truong hgp

nhu ld c6 khdi u, di vAt trong tai.

Can can th{n khi sir dpng thu6c d nhirng bQnh nh6n c6 bi6u hien nhay cdm vdi c6c thu6c kt6ng

khuAn quinolon kh6c.

8. Sfr dung thu6c cho phg nir c6 thai vlr cho con b[:

Sir dyng thuilc cho phtl ntt cti thai:
-.:Li€u luqng cao cfia ofloxacin c6 th6 g6y khuy6t tflt thai nhi vd c6.c vAn dA khric o dQng v4t. Chua
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b6c si n6u dang co thai hodc du dinh c6 thai. Chi nOn dung Ileffexime nh6 tai cho php nt mang

thai khi lqi ich di6u tri vuor xa rui ro c6 thO xdy rav6i thai nhi.

Sir rlqtng thu1c cho phqt ntt clto con brt:

HiQn kh6ng bi6t ofloxacin c6 duoc bdi ti6t qua sta m9 khi cluoc dtng ducri d4ng thu6c trlc dpng

tai ch6 hay kh6ng. Do c6 ti6m ndng gdy cdc t6c dung phy nghiErn trong o trd dang bt me, n6n

cAn quyCt dinh ngung cho con bri ho4c ngtnlg thu6c khi cAn su dung cho phy nfr dang cho con

bir.

9. Anh hu&ng cria thu6c I6n khi ning I6i xe, v$n hirnh m{y m6c:

Vi thu6c c6 th6 gity ra circ tirc dqng kh6ng mong mu5n nhu ch6ng m{t, dau dAu, gidm tAm

nhin... ndn cAn thdn trong khi sri dgng thudc 6 nguoi 16i xe vd vfn hanh m6y m6c.

10. Tucrng tfc, tuong ky cria thuiic

C6c nghiOn cuu v6 tuong t6c thudc chua duoc thWc hiQn.

Su dpng mQt vdi quinolon duong todn th6n c16 dugc chi ra ld ric chO sp thanh th6i chuydn

caffein vd theophyllin. Cdc nghiOn cuu tucmg t6c vdi thu5c voi ofloxacin dirng ducrng todn thdn

d6 chring minh rdng sU thanh thdi chuy6n h6a caffein vd theophyllin kh6ng bi enh hucrng dang kC

boi ofloxacin.

M4c du di c6 b6o c6o vC sg gia tdng tl le dQc tinh trCn thAn kinh trung uong dOi vOi viQc dtng

fluoquinolon duong todrn th6n khi sir dpng cung voi cdc thutic ch6ng vi6m kh6ng steroid

(NSAIDs), nhrmg v6n chua dugc b6o cito voi vi6c sri dgng chung NSAIDs vir ofloxacin.

Gi6ng nhu c6c fluoroquinolon kh6c, n6n sfr dpng thu6c cAn thQn o nhftng bQnh nhdn dung c6c

thu6c keo ddi khoang QT (vi dU nhu ch6ng lo4n nhip nh6m IA vd III, thui5c ch6ng trAm cim ba

vdng, macrolid, thu6c ch6ng lo4n thAn).

11. Trlc dgrg kh6ng mong mu5n cria thu6c:

it sqp l/1 0009.RD< 1/ I 00

HQ nhiSm khuAn: nhiSm n6m, kh6ng thudc

TAm thAn: kich ilQng, r6i lo4n gi6c ngir, mAt ngu

ThAn kinh trung uong: mQt m6i, dau dAu, ch6ng m4t

Mit: kfch irng mat

H6 hAp: ho, vi6m mfri-hgng

Ti6u hoa: dau dgng, ti6u chdy, bu6n n6n, n6n

Da vd m6 du6i da: ngira, ph6t ban

HiAm gqp : I / I 000094RD< I /l 000

HQ mi6n dfch: phin img ph6n vQ, pht m4ch

Chuy0n hoa: ch6n 6n

Tdm thAn: r6i lo4n t6m thAn (6o gi6c), lo 6u, 6c m6ng, trAm cim

ThAn kinh trung uong: budn ng[r, di cdm, r6i loan vi gi6c

trrtit: rOi 1o4n tim nhin
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Th6ng bcio cho bdc si nhirng tdc dung kh\ng mong mu6n gQp phoi khi sit dung thuric
12. Qui li6u vi cdch xfr trf:
Ntiu xdy ra quil hAu, cAn di6u tr! tri6u chring. Theo cl6i ECG nOn duoc ti6n hdnh vi nguy co x6y
ra su kdo dAi khoang QT.

13. DIc tinh duqc lyc hgc:

Co ch€;

Ofloxacin c6 hoat tfnh kh6ng khuAn phO rQng tr€n in titro ch6ngl4i cd vi khu6n Gram 6m vd

Gram duong. Co chO chinh cta ofloxacin ld ric ch6 ADN gyrase, m6t topoisomerase crja vi
khuAn. ADN gyrase ld ezym cAn thiiit cho sr,r nhdn bin, sao ch5p, sria chta vit t6ikt5t hgp ADN.
Sq irc ch6 enzymndy dAn d6n vi6c lnm bAt 6n ADN cria vi khuAn vi do d6 ldm ctrCt tl bdo cria vi
khuAn.

Da ghi nhdn tinh khdng chdo gita ofloxacin vd cdc fluoroquinolon kh6c. Nhin chung khdng c6

sp khang ch6o gifra ofloxacin vd ctrc nhom kh6ng sinh kh6c nhu beta-lactam hay aminoglycosid.

Ofloxacin dugc chi ra ld c6 ho4t tinh kh6ng sinh d6i v6i c6c lodi sau d6y trdn in vitro vd tr6n ldm

sdng khi diOu trinhiSm khudn cy tai

Vi khuAn Gram-ducrng ua khi:

Staphylococcus aureus

Str e p t o c o c cus pneumoniae

Vi khudn Gram-im ua khf:

Escherichia coli

Haemophilus influenzae

Moraxella catarrhalis

Proteus mirabilis

P s eudo mo nas ae rugino s a

14. D{c tinh dugc tlQng hgc:

N6ng dg thu6c trong huydt thanh lAOi vOi bpnh nhdn mo th6ng md.ng nhi vd thring mang nhi),

trong dich tai vdL trong ni6m mac cta tai giira (dOi vOi nhtng benh nhdn thung ming nhi) dugc

x6c dinh sau khi dung dung dfch nho tai ofloxacin.

Trong hai nghiCn cuu o li6u thdng thucrng, n6ng dQ ofloxacin trong huy6t thanh thAp d ntrirng

bQnh nh6n nguoi lcrn m0 thOng mhng nhi c6 hoflc kh6ng c6 dich tai, sau khi dung dung dich nho

tai ofloxacrn O,3oh (4,7 nglmL (n:3) vit 5,4 nglmL (n:5) tuong u"g). O nguoi l6n thirng mang

nhi, ndng d0 thu6c trong huy6t thanh t6i da do clugc ld 10 ng/rnl sau khi nh6 dung dich tai

ofloxacin O,3oA, ofloxacin dugc ph6t hiQn cr niOm m4c tai gifia 6 mQt sO Ueni, nhAn nguoi l6n

thirng mhng nhi tai (11 trong 16 ngucri). N6ng d6 ofloxacin trong ni6m mac tai gifa dao dQng

trong vung lon. N6ng d0 do duoc tu 1,2 d€n602 $glg sau khi nh6 dung dich ofloxacin0,3o/o.

N6ng dO ofloxacin d4t dugc cao d trong dich mu tai (389-28 50 pglg, n : 13) 30 phirt sau khi

dung dung dich nho tai ofloxacin0,3o/o cho bQnh nh6n ld ngudi 16n bi vi6m tai gif,a c6 mri m6n
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Tim mach: nhip tim nhanh, ting huy6t 6p

Hd h6p: kh6 tho, co thit ph6 qu6n

Ti6u h6a: vi6m ru6t, d6i khi xu6t huy6t

R6i lo4n chuy6n h6a gan mdt: tdng enzymgan, t6ng bilirubin m6u

Da vd md dudi da: md day

Co xucyng vd ciic m6 li6n kOt: vi6m g6n

Hq ti6t ni6u: tdng creatinin huyiSt thanh

Riir hi€m gqp; ARD<I/l0000

M6u vd hq bach huydt: thi6u m6u, thi6u m6u tan huy6t, gi6m b4ch cAu, gidm ti6u cAu

ThAn kinh trung ucrng: r6i loan thAn kinh ngoai bi€n, r6i lopn thAn kinh vdn dQng, co gi4t

Tai: u tai, gidm thinh lpc

Ti6u h6a: viOm d4i trdng gid mac, vdng da

Da vd m6 duoi da: hdng ban da dang, hoai tri thugng bi do nhidrn d6c, nh4y cim v6i anh s6ng,

h6ng banh nhi6m sic, ban xuAt huy6t, vi6rn mach

Co xuong vd m6 li6n k6t: dau co, dau khcrp, du1 g6n (ching hpn gdn Achilles) c6 th6 xdy ra trong

vdng 48 gio kC tu khi bat dAu dung thu6c vd c6 th6 b ch2b6n.

HQ tiCt ni6u: suy th4n cdp

Chaa biAt;

M6u vd hQ bach huy6t: ung thu b4ch cAu, suy triy xucrng

Chuy6n h6a: h4 ducrng huytlt o bQnh nh6n d6i th6o duong duqc di6u tri v6i cric thu5c h4 ducrng

huy6t, ting dudng huy6t, h6n mC do h4 duong huytit.

Tdm thAn: r6i loan t6m thin vd trAm cdm vdi hdnh vi tU gay nguy hiOrn cho b6n thin, kich dQng

ThAn kinh trung uong: run, r6i lo4n vAn dQng, met vigi6c, b6t tinh

Mit:vi6m mdng mO dao

Tai: mAt khA ndng nghe

Tim m4ch: rdi lo4n nhfp th6t, xoin dirh (dugc ghi nh4n o nhirng bQnh nh6n c6 nguy ccr k6o dii

khaorng QT)

H6 h6p: vi6m ph6i do di ring, kh6 thd

Ti6u h6a:kh6 ti0u, dAy hoi, tiio b6n, vi6m tuy

Chuy6n h6a gan mdt: vi6m gan, tdn thuong gan, bao g6m cA suy gan c6p c6 th6 nguy hi6m d0n

tinh m4ng d6 dugc ghi nhan o bQnh nhAn dung ofloxacin, chir yOu li d nhtng nguoi dang c6 rOi

loan gan.

Da vd m6 dudi da: hQi chirng Stevens-Johnson; vi6m lodt d4i rn4c c6p tinh; vi6m da tr6c vAy

Co xucrng vd m6 li6n k6t: tiOu co v6n valho{c bQnh co, nhuoc co, v0 co, dut gdn ching ch6o,

vi6m khcrp

Hq tiCt ni6u: vi6m thQn k€ c6p

Todn thAn: suy nhucrc, s6t, dau (g6m lung, nglJc, vd c6c chi)
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tinh vd thtng mdng nhi. Tuy nhi6n, biQn ph6p do n6ng dQ ofloxacin trong dich mu tai kh6ng nh6t

thi6t phan 6nh su titip xric cua tai giira vcri ofloxacin.

15. Quy cfch d6ng g6i: HQp 1 lq 5 ml

16. Di6u kiQn bfro quin, hgn dtng, ti0u chuin ch6t luqng cria thu6c:

Didu kiQn b6o qufrn: Bio qudn trong hQp kin o nhiQt dQ kh6ng qu6 30"C. D6 xa tAm tay tr6 em.

H4n dring: 36 th6ng k6 tu ngdy sAn xu6t, 20 ngdy sau khi *cr nip.

Ti6u chu6n ch6t lug,ng cfia thu6c: KP 1l

17. TOn, tlia chi co s& sin xu6t thuiic:

ILDONG PHARMACEUTICAL CO., LTD.

25, Gongdan 1-ro, Anseong-si, Gyeonggi-do, Hdn QuOc.
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