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Thanh phan:

i luyp chira 10,5mg ofloxacin. Thudc con chia lanolin tinh ché,
pelrolatum trdng wa paraflin 1dng 14 ta duge.

Béo quan d nhigt dé dudi 30°C.

P& xa tam tay tré em.
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- CHE PHAM KHANG KHUAN CO HOAT PHO RONG -
Rx Thudc ban theo don Ly,
Thuéc m& tra mét Oflovid® &y,

<Ofloxacin>

Y 4

$anten & K

o

Thubc mé tra mét Oflovid la mét ché phédm nhan khoa chiva ofloxacin, mét dan chét 9 »
quinolone ¢4 hoat tinh khang khudn hoat phé réng. “/
Thudc m& tra mét Oflovid ¢o hoat tinh khang khuén hoat phd rong ddi véi cac vi khuan

Gram duwong, ké ca vi khudn ky khi, vi khuan Gram am va cac ching chlamydia, va cé

hiéu Iwe cao dbi véi mat sé chirng nhidém khuan phan ngoai mét.

MO TA]

Nhén hiéu Thuoe mé tra mét Oflovid

Hoat chat Ofloxacin

Ham lwgng/tuyp 10,5 mg

Thanh phan khang hoat tinh Lanolin tinh ché, petrolatum tréng va
Paraffin léng

Ma ta Thudc m& tra mat mau vang nhat, khang
mii, v@ tring

[DANG BAO GHE]

Thude m tra mét J

[CHI BINH]

Cac nhidm khudn sau day do cac ching vi khudn nhay cdm voi ofloxacin nhw
Staphylococcus sp., Streptococcus sp., Streptococcus pneumoniae, Enferococcus sp.,
Micrococcus sp., Moraxella sp., Corynebactenum sp., Klebsiella sp., Semratia sp., Proteus
sp., Morganella morgani, Providencia sp., Haemophilus influenzae, Haemophilus
aegyptivs [tryc khudn Koch - Weeks), Pseudomonas sp., Pseudomonas aeruginosa,
Burkholdenia cepacia, Stenotrophomonas (Xanthomonas) maltophilia, Acinefobacter sp.,
FPropioribacteriuim acnes, va Trachoma chiamydia (Chlamydia trachomatis).

Viem b mi, viém tdi 18, leo (chdp), viém két mac, viem sun mi, viém giac mac {ké ca
loét giac mac), va diing lam khéng sinh dir phong st dung trwéc va sau phau thuat mat.

[LIEU LIPONG VA CACH DUNG]
Thudc tra mét )
Théng thwdng, tra mét lwong thich hop (khodng 1 em thudc m&) vac bén trong mi mét -
dwi, 3 1An mét ngay. =
Liéu lwgng co thé dwge didu chinh theo trigu chibng cla bénh nhan théng qua tan suat =
st dung va dé it nhat 30 phit khodng cach giva cac lan dung. Trong mét nghién cuu

lam sang, thudc md tra mat ofloxacin 0,3% (tra 1 cm mét lan, 16 1an, cach nhau 30 phut

gilra cac 1an) 33 dwoc sk dung (3p lai trén ¢& hai mét & nhibng ngwdi tinh nguyén nam
tredng thanh khde manh (n=6). Hai déi twyng ding thude mé cho thay bj xung huyét va
swng nhung cac triéu chirng nay déu nhe va khéng thay gi bat thwomg.

<Bé& phong>

1. Nhdm tranh khd ning xudt higén vi khuan khang thudc, sau khi biét chic la vi
khuan man cam v&i thude, thei gian diéu tri véi thube nay phai gidi han & yéu ciu téi
thidu can dé tidu diét sw nhim khuan.

2. Tranh ding kéo dai. Thei gian chuén didu tri bénh mat hét véi thude nay 1a 8 tuan,
Cén than trong khi tiép tuc dung thude nay trong théi gian dai hon.

[CHONG CHi BINH] (Khéng dwoc ding thudc m& tra méat Oflovid déi voi cac bénh
nhén sau day.)

Bénh nhan c6 tién s qua man cam véi bat ky thanh phan nac cla thudc nay hay v&i
bat ky khang sinh guinclone.

[THAN TRONG]

1. Phan (g phuy

Th&g!g bao cho bac si nhirng tic dung khéng mong mudn gip phai khi st dung
thudc.

Phan (ng phu déi vé&i thude nay duoe bao cdo & 14 trong sé 2.360 bénh nhan duge
danh gia trwérc va sau khi thude dwoe chap nhan (0,59%). Phan rng phy chinh I3 ngiea
mi mét & 3 bénh nhan (0,13%), stng mi mét & 3 bénh nhan (0,13%), viem b mi & 2
bénh nhan (0,08%), xung huyét két mac & 2 bénh nhan (0,08%), dau mit & 2 bénh
nhan (0,08%) va mi mat dé & 2 bénh nhan (0,08%), v.v... [Vao cudi giai doan tai kiém
tra].

1) Phan irng phu c6 ¥ nghia lam sang ("hiém" < 0,1%, it: 5% > = 0,1%, khéng biéu
hién ddc hiéu: = 5% hodc chwa rd tan suat).

Shock, phan rng phan vé: Bénh nhan nén dwoc theo dai cin than vi shock va phan
ng phan vé c6 thé xay ra. Néu c6 bat ky triéu chirng ndo nhw ban dd, ban, khé thé,
huyét ap ha, phd mi mat, v.v..., phai ngung dung thudc va cd cac bién phap x tri thich
herp.
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2) Phan (rng phu khac
Néu b cac phan trng phy sau ddy, nén ap dung bién phap thich hop nhy ngeng diing thude.

Tan sudt khong ré 5% > <0,1%
z0,1%
Qua man cam | Ban, mé day Ngta Viém b& mi (mi
mét dé/phi,
v.v_}, viém da mi
rmat
Mit Viém két mac (xung huyét két - -
mac/pht két mac  w.v.)}
thwong tn gidgc mac nhw
viém giac mac lan tda nong

2. Si¢ dung khi ¢é thai, sinh dé hodc cho con bi

Tinh an toan clia thubc & phu ni c6 thai va cho con bu chua dugc thiét 1ap. Do vay
khdng khuyén caa ding thubc cho nhing ddi twong nay.

3. Tac ddng trén kha ning lai xe va sir dung may mbc

Chuwa duoc biét.

4. Thén trong khi diing

1) Boc ki hueéng din siv dung trede khi dung.

Néu cin thém théng tin, xin hoi ¥ kién bac si.

2) Thudc nay chi diing theo don cia bac si.

3) Buréng ding: Chi ding dé tra mét.

4) Bé xa tAm tay tré em.

5) Tuorng tac véi cac thudc khac va cac twong tac khac: Chura o6 dir lieu.
6) Qua lidu; Chira cé d ligu.

[DUQC LUC HOC]

1) Cor che tac dyung

Ofloxacin &c ché tdng hop ADN clia vi khudn mét cach dac hiéu. Tac dung clia né 14
diét khuén va lam tigu vi knuén, dwore quan sat & MICs. Ofloxacin con dwec thay lam
pha hiy phan co ban clia Chiamydia frachomatis trong chu ky phat trién cda no.

2) Hoat tinh khang khuan

Ofloxacin ©é hoat tinh khang khudn rdng chéng lai ¢ac vi khudn gay nhiém tring mét
bao gdm céc vi khudn Gram duong (Staphylococcus sp., Streptococcus sp., [ké ca
S.pneumoniae), Micrococcus sp., Corynebaclerium sp., v.v..), vi khuan Gram am
(Branhameila catarrhalis, Pseudomonas sp., [k& cd P aeruginosa), Haemophilus sp.,
Moraxella sp., Serratia sp., Klebsiella sp., Proteus sp., Acinetobacter sp., v.v...), va cac
vi khudn ky khf (Prop.'ombacrenum acnes, v.v.). Ofloxacin con ¢d hoat tinh chéng lai
cdc chiing Chiamydia, ké ca Chiamydia trachomatis. Ngui ta con thay rang céc ching
Chiamydia khé dé khang vé&i ofloxacin.

[DUQC BONG HOC]

Nbng dd trong mau

Mt Iuo'ng thich hep thuéc mé@ tra mat Oflovid dwgre fra vao mét 16 lan cach nhau 30
phtit & nhirng nguei tinh nguyén khde manh, 30 phut sau khi tra lan cudi, ndng dd
ofloxacin trong mau 12 0,009ug/mL hodc it hon.

[BAO QUAN!HAN DUNG]

1) Bdo quan & nhiét 46 dwdi 30°C.

2) Ngay hét han duwoc gh| trén nhan va hip thudc.
3) Han dung: 36 thang ké tir ngay san xuét.

4) Khéng dang thudc qua han str dung.

[QUY CACH BONG GO
Hép 1 tuyp 3,5¢

San xudt tai: > *

SANTEN PHARMACEUTICAL CO., LTD TUQ. CYC TRUONG
§-18, Shimoshinjo 3-chome, Higashiyodogawa-ku, P’»T’RLﬁNG PHONG
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