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Dosage and Administration

For adults, instil six to ten drops into
the affected ear(s) twice daily.

See package insert for full information.
Storage: Storage at temperature not
exceeding 30°C. Keep out of reach of
children.

Package: 1Bottle/Box

Manufactured by:

Il.tmﬁ ILDONG PHARM.CO.,LTD.
25, Gongdan 1 -0, Anseong-si, Gyeonggi-do, Korea.

.Z& Thubc ké don

Dung dich nho tai
(Ofloxacin)
?)

Antibacterial agent

ILEFFEXIME

Active:ofloxacin 0.3%(3ma/ml)
Preservative : benzalkonium chloride 0.0025%

Contraindication & Side effect:

See package insert for full information.
Indications

Infections such as otitis media and ofiis externa
caused by susceptible strains of microorganisms

Emmn drug

Otic solution
(Ofloxacin)
D)

ILEFFEXIME

Antibacterial agent
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Ry Thude ké don
HUONG DAN SU DUNG THUOC
ILEFFEXIME OTIC SOLUTION
o  Thudc nay chi ding theo don thuéc.
o Doc kp huéng dan sir dung trueée khi ding. Néu can them théng tin, xin héi y kién bdc st
hodc dwoe st

* Thong bdo cho bdc st nhitng tic dung khong mong muén gdp phai khi sie dung thuéc.

o Dé thuoc xa tam tay tre em.

; 50093680,
®  Khong diing thuoc qua han in trén bao bi. V e N\
/. /" CONGTY \&)

(’i‘;‘ [TRACH NHIEMHIUHAN\ = |

1. Tén thubc: lleffexime Otic Solution | DUGCPHAM |*)
2. Thanh phin cdng thire thude: JB/ \&\NAM HAN &)
MJdi ml chira: L 3 (5%

Hoat chdt: Ofloxacin 3,0 mg

Td _dugc: Benzalkonium clorid 0,025 mg, natri clorid 9,0 mg, acid hydroclorid vira du, natri
hydroxid vira du, nude vo khuan vira du

3. Dang bao ché: Dung dich nho tai

M6 ta: Lo nhya chira dung dich trong mau vang nhat hoac vang chanh.

4. Chi dinh:

Viém tai ngoai ¢ nguoi 16n va tré nho trén 6 thang tudi do Escherichia coli, Pseudomonas
aeruginosa, va Staphylococcus aureus.

Viém tai giita man tinh ¢6 mu ¢ bénh nhan trén 12 tudi thing mang nhi do Proteus mirabilis,
Pseudomonas aeruginosa and Staphylococcus aureus.

Viém tai giira cap tinh ¢ bénh nhi trén 1 tudi c6 dat dng thong tai do Haemophilus influenzae,
Moraxella catarrhalis, Pseudomonas aeruginosa Staphylococcus aureus va Streptococcus
pneumoniae.

5. Céch dung, liéu ding:

Viém tai ngoai: litu khuyén cdo cho diéu tri viém tai ngoai nhw sau:

Tré em tir 6 thang dén 13 tudi: nho 5 giot /ngay (0,25 ml tuong duong 0,75 mg ofloxacin) vao tai
bi nhiém khuan trong 7 ngay

Bénh nhén tir 13 tudi tros 1én: nho 10 giot/ngay (0,5 ml twong dwong 1,5 mg ofloxacin) vao tai bi
nhiém khuén trong 7 ngay

Giir lo thudc trong tay trong vong 1 dén 2 phut dé lam 4m truéc khi nho thude dé tranh tic dung
gdy chéng mit khi nho thude lanh. Ngudi bénh cdn ndm nghiéng minh, tai bj nhiém khuén
huéng 1én trén va nho thube. Nén gitt nguyén vi tri trong vong 5 phut dé thubc ngam. Lap lai néu

can thiét ¢ tai con lai.
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Viém tai giita man tinh 6 mi: Lidu khuyén cdo cho bénh nhn tir 12 tudi tr& 1én 14 10 giot/ldn
(0,5ml twong duong 1 Smg ofloxacin) x 2 lan/ngay trong 14 ngdy. Gitt lo thubc trong tay trong
vong | dén 2 phut dé 1am 4m truée khi nhé thude dé tranh tic dung gy chéng mat khi nhé thuéc
lanh. Ngudi bénh cin ndm nghieng minh, tai bi nhiém khuén hudng 1én trén va nhé thude. An g
binh khoang 4 lan @ thubc ngém vao trong tai gitra. Nén giit nguyén vi tri trong vong 5 phiit.
Lép lai néu can thiét & tai con lai.

Viém tai giira cdp tinh: lidu khuyén cdo cho bénh nhi tir | dén 12 tudi 12 nho 5 giot /1dn (025
ml twong duong 0,75 mg ofloxacin) x 2 14n/ngay vao tai bj nhiém khuén trong 10 ngay. Gitr lo
thude trong tay trong vong 1 dén 2 phut dé lam 4m trude khi nho thube dé tranh téc dung giy
chéng mt khi nho thude lanh. Nguoi bénh cdn ndm nghiéng minh, tai bj nhidm khuén huéng 1én
trén va nho thude. An go binh khoang 4 ldn dé thubc ngdm véo trong tai gitrta. Nén gilr nguyén vi
tri trong vong 5 phut. Lap lai néu can thiét ¢ tai con lai.

6. Chéng chi dinh:

Dung dich nhé tai Ileffexime khong ding cho bénh nhén c6 tién sir qua man véi ofloxacin, véi
cac quinolon khéc hodc voi nhitng ngudi man cam véi thanh phin cua thude

7. Cénh bdo va thén trong khi dung thubc: /é_,
[leffexime nho tai chi dung diéu tri tai chd ¢ tai 1

Khong dung dudng tiém. '

Céc phan img qua man nghiém trong va dbi khi gdy tir vong (phan vé / phan vé tinh mach) ngay
sau liéu ddu tién, da dugce bdo c4o & nhing bénh nhan ding quinolon toan than, k& ca ofloxacin.
Mot sé phan tmg kém theo sbc, mét ¥ thirc, phit mach (bao gdm cé thanh quan, hong hoic phu
mat), tic nghén duong thd, khé thd, ndi may day va ngia. Néu xay ra phan ung di ung, hay
ngung ding thudc. Cac phan tng phan vé ning cé thé yéu cu didu tri ngay lap tirc (cung cip
oxy, quén |y dudng thd, bao gdm ca dat ndi khi quan).

Ciing nhu céc thudc khéng khuén, sir dung thudc trong thoi gian dai c6 thé lam phat trién cac vi
khuén khong nhay cam, ké ca nam. Néu boi nhiém xdy ra, nén ngirng thude va diéu trj thudc thay
thé. Néu tinh trang nhiém khuén khéng dwoc cai thién sau mdt tuin, nén c6 huéng din diéu tri
tiép theo. Néu vén con mu & tai sau khi didu tri hét lidu trinh, hoic néu c6 hai hay nhiéu lan xuét
hién mu & tai trong vong 6 thang, can ddnh gid thém tinh trang bénh dé loai trir c4c truomg hop
nhur 14 ¢6 khdi u, di vt trong tai.

Cén cén than khi str dung thudc ¢ nhitng bénh nhan c6 biéu hién nhay cam véi cac thude khéng
khuén quinolon khac.

8. Sir dung thude cho phu nir ¢6 thai va cho con bi:

Sﬂ' dung thuic cho phu ni¥ c:i ﬂtai
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bac st néu dang ¢6 thai hogc du dinh ¢6 thai. Chi nén dung Ileffexime nho tai cho phu nir mang
thai khi loi ich diéu tri vuot xa rii ro c6 thé xdy ra voi thai nhi.

Sir dung thuic cho phu ni¥ cho con bii:

Hién khong biét ofloxacin c6 duoc bai tiét qua sira me khi dugc dung dudi dang thube tac dung
tai chd hay khong. Do ¢6 tiém nang gy céc tdc dung phu nghiém trong & tré dang b me, nén
can quyét dinh ngung cho con bu hodc ngung thudc khi cin sir dung cho phu nir dang cho con
bu.

9. Anh hwéng cia thudc 1én kha niing I4i xe, vin hanh may méc:

Vi thudc c6 thé gy ra cac téc dung khong mong mudn nhv chéng mit, dau ddu, gidm tim
nhin... nén can than trong khi sir dung thubc & ngudi l4i xe va van hanh may méc.

10. Twong téc, twong Ky cia thude

Cac nghién ciru vé tuong tac thudce chua duge thue hién.

Str dung mdt vai quinolon dudmg toan than da duoc chi ra la trc ché su thanh thai chuyén hoa ciia
caffein va theophyllin. Cac nghién ciru twong téc v6i thube véi ofloxacin dung dwong toan thin
da chig minh ring su thanh thai chuyén héa caffein va theophyllin khong bi 4nh huong déng ké
boi ofloxacin.

Maic du da c6 béo céo vé su gia tang ty 1 doc tinh trén than kinh trung wong ddi véi viéc ding
fluoquinolon duong toan than khi sir dung cung véi cac thuéc chéng viém khong steroid
(NSAIDs), nhung van chua duoc béo céo voi viée sir dung chung NSAIDs va ofloxacin.

Gibng nhu cac fluoroquinolon khac, nén sir dung thude cén than & nhimg bénh nhén ding cac
thude kéo dai khoang QT (vi du nhu chéng loan nhip nhém IA va III, thuc chéng trim cim ba
vong, macrolid, thudc chéng loan than).

11. Tac dung khéng mong mudn cia thudc:

It gap: 1/1000SARD<1/100

Hé nhidm khudn: nhiém nédm, khéng thudc

Tam thén: kich déng, rbi loan gidc ngu, mat ngu
Thén kinh trung wong: mét moi, dau dau, chéng mat
Mit: kich img mét

TRACH NHIEMHUU HAN) = |

DUQC PHAM %)

Ho hép: ho, viém mili-hong

Tiéu héa: dau dung, tiéu chay, budn nén, nén

Da va mo dué6i da: ngura, phat ban

Hiém gap: 1/10000SARD<1/1000

Hé mién dich: phan (mg phan v&, phu mach

Chuyén héa: chan in

Tam than: réi loan tdm than (a0 giac), lo du, 4c mong, trdm cam
Thén kinh trung wong: budn ngy, di cam, rdi loan vi gidc

Mat: rdi loan tdm nhin
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Thong bdo cho bdc st nhitng tdc dung khong mong muén gap phai khi sie dung thuéc
12. Qui liéu va cdch xir tri:
Néu xay ra qua liéu, can diéu tri tri¢u chirng. Theo ddi ECG nén duoc tién hanh vi nguy co xay
ra su kéo dai khoang QT.
13. Pac tinh dwgc lue hoc:
Co ché:
Ofloxacin ¢4 hoat tinh khang khuén phé rong trén in vifro chéng lai ca vi khudn Gram am va
Gram duong. Co ché chinh ctia ofloxacin 1a trc ché ADN gyrase, mdt topoisomerase cua vi
khudn. ADN gyrase 1a ezym cén thiét cho sw nhan ban, sao chép, stra chita va tai két hop ADN.
Su I.fC ché enzym ndy dan dén viéc lam bit dn ADN cua vi khudn va do d6é 1am chét té bao cua vi
khuan.
Da ghi nhan tinh khang chéo giita ofloxacin va céc fluoroquinolon khéc. Nhin chung khong c6
su khang chéo gitra ofloxacin va cédc nhém khang sinh khac nhw beta-lactam hay aminoglycosid.
Ofloxacin duogc chi ra la ¢ hoat tinh khang sinh d6i véi céc loai sau ddy trén in vitro va trén 1am
sang khi diéu trj nhiém khuén & tai:
Vi khuin Gram-dwong wa khi:
Staphylococcus aureus o __x A
' “ﬂme TY \’f:,-
TRACHNHIEMHJU HAN) =
DUGC PHAM ||
%\NAM HANH
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Streptococcus pneumoniae
Vi khuén Gram-iam wa khi: ﬁ
Escherichia coli |
Haemophilus influenzae

Moraxella catarrhalis
Proteus mirabilis
Pseudomonas aeruginosa

14. Dic tinh dwgc dgng hoc:
Néng do thudc trong huyét thanh (d6i véi bénh nhin mé théng mang nhi va thing mang nhi),
trong dich tai va trong niém mac cta tai giita (d6i v6i nhitng bénh nhén thing mang nhi) dugc
xdc dinh sau khi dung dung dich nh¢ tai ofloxacin.

Trong hai nghién ctru & liéu thong thudng, ndng do ofloxacin trong huyét thanh thip & nhimg
bénh nhan nguoi 16n md thong mang nhi ¢6 hodc khoéng cé dich tai, sau khi dung dung dich nho
tai ofloxacin 0,3% (4,1 ng/mL (n=3) va 5,4 ng/mL (n=5) twong \ing). O ngudi 16n thing mang
nhi, ndng d6 thudc trong huyét thanh tdi da do dwoc 1d 10 ng/mL sau khi nhé dung dich tai
ofloxacin 0,3%, ofloxacin dugc phat hién & niém mac tai giita &@ mot sé bénh nhan ngudi lon
thing mang nhi tai (11 trong 16 ngudi). Nong do ofloxacin trong niém mac tai gitta dao dong
trong vung lén. Nong d6 do duge tir 1,2 dén 602 pg/g sau khi nhé dung dich ofloxacin 0,3%.
Néng do ofloxacin dat dwge cao & trong dich mu tai (389-2850 pg/g, n = 13) 30 phut sau khi
dung dung dich nho tai ofloxacin 0,3% cho bénh nhén la nguti 16n bi viém tai gilta c6 mu mén
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Tim mach: nhip tim nhanh, ting huyét ap
Hb hép: khé thd, co thit phé quan
Tiéu hoa: viém rudt, doi khi xudt huyét

*_ ) : ) ‘f/ %
v/ CONG TY \%)
o ( TRACH NHEM HUUHAN | =
| DUGC PHAM |*

Réi loan chuyén hoa gan mit: tdng enzym gan, tang bilirubin mau
Da va mé duéi da: mé day

Co xuong va cac md lién két: viém gan

H¢ tiét nigu: ting creatinin huyét thanh

Rat hiém gap: ARD<1/10000

Mau va hé bach huyét: thiéu mau, thiéu mau tan huyét, giam bach cAu, giam tiéu cdu

Thn kinh trung wong; rdi loan than kinh ngoai bién, réi loan thin kinh van dong, co giét

Tai: 1 tai, giam thinh luc

Tieu hoa: viém dai trang gia mac, vang da

Da va md dudi da: hong ban da dang, hoai tir thwong bi do nhiém ddc, nhay cam véi anh séng,
héng banh nhiém sic, ban xuit huyét, viém mach

Co xuong va mo lién két: dau co, dau khép, dut gan (ching han gan Achilles) c6 thé Xay ra trong
vong 48 gidy ké tir khi bat diu dung thude va cé thé & ca 2 bén.

Hé tiét niéu: suy than cap

Chua biét:

Mau va hé bach huyét: ung thu bach céu, suy tiy Xxuong

Chuyén héa: ha dudng huyét & bénh nhén dai thao dudng duoc diéu tri voi cac thube ha duong
huyét, ting duong huyét, hén mé do ha dudmg huyét.

Téam than: ri loan tim than va trAm cam véi hanh vi tu gy nguy hiém cho ban than, kich dong
Thén kinh trung wong: run, rdi loan van dong, mt vi giac, bét tinh

Mat: viém mang mé dao

Tai: mat kha nang nghe

Tim mach: réi loan nhip that, xo4n dinh (duoc ghi nhan & nhitng bénh nhéan c6 nguy co kéo dai
khaorng QT)

H6 hép: viém phdi do di ing, kho thd

Tiéu hoa: khé tiéu, day hoi, tdo bén, viém tuy

Chuyén hoa gan mat: viém gan, tén thuong gan, bao gdm cé suy gan cdp c6 thé nguy hiém dén
tinh mang da dugc ghi nhian & bénh nhan dung ofloxacin, chu yéu la & nhirng nguoi dang ¢ roi
loan gan.

Da va mé dudi da: hoi ching Stevens-Johnson; viém loét dai mac cap tinh; viém da tréc véy
Co xuong va mo lién két: tidu co van va/hodc bénh co, nhuoc co, v co, dit gan chéng chéo,
viém khop

Hé tiét nidu: viém than ké cap

Toan than: suy nhugc, st, dau (gdm lung, nguc, va cac chi)
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tinh va thing mang nhi. Tuy nhién, bién phap do nong do ofloxacin trong dich mu tai khong nhét
thiét phan anh su tiép xuc cua tai giita véi ofloxacin.
15. Quy cach dong goéi: Hop 1 1o 5 ml

16. Piéu ki¢n bao quin, han ding, tiéu chuén chit lwvgng cia thude:
Piéu kién bio quan: Bao quan trong hop kin & nhiét do khong quéa 30°C. Pé xa tm tay tré em.
Han dung: 36 thang ké tir ngay san xuét, 20 ngay sau khi mé nép.

Tiéu chuén chét lwong ciia thude: KP 11

17. Tén, dia chi co sé san xuét thudc:

ILDONG PHARMACEUTICAL CO., LTD.

25, Gongdan 1-ro, Anseong-si, Gyeonggi-do, Han Qudc.

» TRUSNG PHONG

Pham Ghi Vin Hant



