- CHE PHAM KHANG KHUAN CO HOAT PHS RONG -
Rx Thgé’c ban theo don .
Thudéc mé tra mat Oflovid

<Ofloxacin> §antEn

Thudc m& tra mét Oflovid 1a mdt ché phAm nhan khoa chira ofloxacin, mét dan chét
quinolon cé hoat tinh khang khuan hoat phé rong.

Thube mo tra mét Oflovid c6 hoat tinh khang khuan hoat phé réng chéng lai cac vi
khuén Gram duong, k& ca vi khuén ky khi, vi khudn Gram &m va cac loai chlamydia,
va ¢o hiéu luc cao chéng lai mot s chirng nhidm khuan phan ngoai mét.

MO TA]

Tén sén phdm Thubc m& tra mét Ofiovid®

Hoat chét Ofloxacin

Ham lwvonghuyp 10,5 mg

Ta dwoc Lanolin tinh khiét, petrolatum tréng va parafin
Iéng

Mb ta Thude m& tra mét mau vang nhat, khéng mi,
vé khudn

[DANG BAO CI-!E]
Thudc m@ tra mat

[CHI DINH]

<Vi khudn dwoc chi dinh>

Céac nhiém khuén sau day do cac ching vi khuan nhay cam véi ofloxacin nhw
Staphylococcus sp., Streptococeus sp., Streptococcus pneumoniae, Enterococcus sp.,
Micrococcus sp., Moraxella sp., Corynebacterium sp., Klebsiella sp., Serratia sp.,
Proteus sp., Morganella morganii, Providencia sp., Haemophilus influenzae,
Haemophilus aegyptius [trec khuan Koch - Weeks], Pseudomonas sp., Pseudomonas
aeruginosa, Burkholderia cepacia, Stenotrophomonas (Xanthomonas) maftophilia,
Acinetobacter sp., Propionibacterium acnes, va Chlamydia trachomatis.

<Chi dinh>

Viém be mi, viém i 18, leo (chép), viém két mac, viem sun mi, viém giac mac (k&
ca loét gidc mac), va ding 1am khang sinh di phong st dung trwdc va sau phau
thuat mét.

[LIEU LUONG VA CACH DUNG]

Thubc tra mét

Thong thuong, tra mot lwgng thich hop (khoang 1 cm thube mé) vao bén trong mi
mét duéi, 3 1an mét ngay.

Lidu lugng co thé duwoc didu chinh theo tridu chitng ciia bénh nhan théng qua tan
suét st dung va d& it nh&t 30 phat khodng cach githa cac Ian dung. Trong mot
nghién ctru 1am sang, thuéc m& tra mét ofloxacin 0,3% (tra 1 cm mot 1an, 16 [an,
cach nhau 30 phit gitva cac 1&n) d& duoc st dung Iap lai trén ca hai méat & nhieng
ngudi tinh nguyén nam trivdng thanh khde manh (n=6). Hai dbi tweng ding thude
m& cho thay bi xung huyét va swng nhwng cac triéu chirng nay d&u nhe va khong
théy gi bét thwong.

<Dé phong>

1. Nham tranh st xuét hién vi khudn khang thuéc, can khdng dinh tinh nhay
cam clia vi khudn va diéu tri véi thude nay nén gici han & thei gian t6i thidu can
dé tigu diét sy nhiém khuan.

2. Tranh ding kéo dai. Thoi gian chuan diéu tri viém két mac do Chlamydia
trachomatis v&i thube nay 14 8 tudin. Can than trong khi tidp tuc duing thuéc nay
trong thdi gian dai hon.

[CHONG CHI BINH] (Khéng dwoc diing thudc m& tra m&t Ofiovid déi véi cac
bénh nhan sau day.)

Bénh nhan c6 tién st qua mén cam véi bat ky thanh phan nao ciia thude nay hay
v&i bat ky khang sinh quinoion,

{THAN TRONG]

1. Tac dung khéng mong mudn
Théng bao cho bac si nhitng tac dung khéng mong mudn gip phai khi si
dung thuéc.
Tac dung khong mong mubn @ duoc béo céo & 14 trong sé 2.360 bénh nhén
(0,59%) trong céc thir nghiém lam sang va theo d6i hau mai & Nhat Ban. Tac
dung khong mong mudn chinh la nglra mi mét & 3 bénh nhan (0,13%), swng mi
mat & 3 bénh nhan (0,13%), viém b& mi & 2 bénh nhan (0,08%), xung huyét két
mac & 2 bénh nhan (0,08%), dau mét & 2 bénh nhan (0,08%) va mi mét dd & 2
bénh nhén (0,08%), v.v... [Vao cubi giai doan tai kidm tra].
1) Tac dung khéng mong muén cé y nghia 13m sang
Séc, phan rng dang phan vé (chuwa r6 t 16 méc): Bénh nhan nén duoc theo dbi
can than vi séc va phan ¢ng dang phan vé co thé xay ra. Néu c6 bét ky trieu
ching nao nhw ban @8, ban, kho the, huyét ap ha, phit mi mét, v.v..., phai ngung
dung thudc va cb céc bién phap xi tri thich hop.
2) Tac dung khdéng mong muén khac
Néu ¢o bat ky tac dung khéng mong mubn nao, nén ap dung bién phép thich hep
nhw nguwng ding thude.




Tilé méc N 5% >
; Khéng ro ti 1é méac 9
Lot g5 e N <0,1%
Qua mén cadm | Ban, mé day Ngtra | Viém bd mi (mi méat

dd va phi mi mat,
V.v...), viém da mi mét
Mé&t Viérn két mac (xung huyét - -

két mac va pht két mac,
v.v...), rbi loan gidc mac
ké ca viem giac mac lan

téa ndng, v.v...

»

Btr dung khi ¢é thai, sinh dé hodc cho con ba
Tinh an toan ctia thudc & phy ni¥ ¢6 thai va cho con bt chwa duwoc thiét lap. Do
vay khong khuyén cao ding thudc cho nhibng ddi twong nay.
. Anh hwéng 1én kha ning lai xe va van hanh may méc
Chuwa dwoc biét.
. Than trong khi ding
1) Boc kj hwéng dan stv dung trwde khi ding.
Néu can thém thong tin, xin héi ¥ kién bac s
2) Thudc nay chi diing theo don ciia bac si.
3) Butng dung: Chi ding d& tra méat.
4) D& xa tam tay tré em.
5) Tu’o'nq tac voi cac thude khac va cac trong tac khac: Chua cd di liéu.
6) Qua liéu: Chua co div lidu.
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[DUQ'C LUC HOC]

1) Co ché tac dung
Ofloxacin dwoc cho & e ché thng hop ADN cila vi khudn dac biét théng qua trc
ché hoat dong clia ADN gyrase (topotsomerase ) va tcpo:somerase V. Thubc c6
tac dung diét khun va sy tiéu vi khudn dwoc quan sat thdy & nong do te ché t6i
thidu (MICs). Ofloxacin cling duoc ghi nhan fam pha hiiy phan co ban clia
Chlamydia trachomatis trong chu ky phat trién cla no.

2) Hoat tinh khang khuén
Ofloxacin ¢6 hoat tinh khang khuan hiéu lyc manh, phd rong chéng lai cac vi
khudn gay nhiém khudn mét bao gom cac vi khudn Gram duong
(Staphylococcus sp., Streptococcus Sp- [ké ca S.pneumoniael, Micrococcus sp.,
Corynebacterium sp., V.v..), vi khuan Gram am (Pseudomonas sp. (k& ca
P. aeruginosa), Haemophilus sp., Moraxelfa sp., Serratia sp., Klebsiella sp.,
Proteus sp., Acinetobacter sp., v.v...), va céc vi khuén ky khi (Prop/onlbactenum
acnes, v.v...). Offoxacin con c¢é hoat tinh chong lai cac loai Chlamydla ké ca
Chlamydia trachomatis. Nguoi ta con thay rdng cac loai Chlamydia khé dé& khéang
v&i ofloxacin.

[DU’O’C PONG HOC]
Néng dé trong méau
Mot luong thich hop thubc mé tra mét Oflovid duwoc tra vao ca hai mét 16 tan sau
médi 30 phut & nhiing nguwdi tinh nguyén trwdng thanh khde manh. 30 phit sau
khi tra tan cudi, ndng do ofloxacin trong méau 1a 0,009 pg/mL hoac it hon.

[BAO QUANIHAN DUNG]
1) Béo quan dudi 30°C trong bao bi kin.
2) Ngay hét han dugec gh| trén nh&n va hop thude.
3) Han duing: 36 thang k& tir ngay san xuat.
4) Khéng diing thudc qua han sir dung.

[QUY CACH BONG GO
Hop 1 tuyp 3,59

San xuét tai:

SANTEN PHARMACEUTICAL CO., LTD.

Van phong: 9-19, Shimoshinjo 3-chome, Higashiyodogawa-ku,

Osaka, Nhat Ban TRN-VN
Nha may Shiga: 348-3, Aza-suwa, Oaza-shide, Taga-cho, Inukami-gun,

Shiga, Nhat Ban 1




