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Dung dich nhd mat Oflovid

<Ofloxacin>
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Dung dich nhé méat Oflovid 1a mét ché phAdm nhan khoa chira ofloxacin, mot dan
chét quinolon c6 hoat tinh khang khuén hoat pho rong.

Dung dich nhd mét Oflovid c6 hoat tinh khang khuén hoat phd réng chéng lai cac
vi khuan gram dwong ké ca vi khuén ky khi va vi khuan gram am, va cé hiéu lyc
cao dbi vé&i cac nhidm khuan phan ngoai mét khac nhau.

[MO TA]
Tén san pham Oflovid®
Hoat chét Ofloxacin
Ham lwgng /1o 5 mL 15 mg
Ta duwgc Natri clorid, acid hydrocloric lodng, natri
hydroxyd va nwéc tinh khiét
pH 6,0-7,0
Ap lyc thdm thau 0,95- 1,15
Mo ta Dung dich nhé mat than nwéc vo khuan,
trong, mau vang nhat.
[DANG BAO CHE]

Dung dich nhé mét.

[CHI DINH]

<Cac vi khuan duwoc chi dinh>

Cac chling vi khuan nhay cdm gdm Staphylococcus sp., Streptococcus 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
[Koch-Weeks bacillus], Pseudomonas sp., Pseudomonas aeruginosa, Burkhold-
eria cepacia, Stenotrophomonas (Xanthomonas) maitophilia, Acinetobacter sp.,
va Propionibacterium acnes.
<Chi dinh>

Viém bé mi, viém tdi 18, ieo (chdp), viém két mac, viém sun mi, viém giac mac (ké
ca loét gidc mac) do nhiém khuan nhay cam va dung lam khéng sinh di phong
str dyung trwéc va sau phau thuat mat.
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[CHONG CHI DINH] (Khéng dung dung dich nhé mét Oflovid cho nhirng
bénh nhan sau day.)

Bénh nhan c6 tién str qua man cadm vé&i cac thanh phan clia thudc hodc véi bat
ky khang sinh quinolon nao.

[LIEU LUQNG VA CACH DUNG]

Thubc tra mét

Thong thuwdng, cho cad ngudi Ion va tré em, mdi l&n nhd vao mét 1 giot, 3
lan/ngay.

Liéu lvgng co6 thé dwoc diéu chinh theo triéu chirng clia bénh nhan.

Thoi gian diéu trj tuy thudc vao loai nhiém khuén va dap tng clia bénh nhan.

[CANH BAO VA THAN TRONG]

1) Doc ky hwéng dan sir dyung trwéc khi dung. Néu can thém thong tin,
xin héi y kién bac si.

2) Thuéc nay chi dung theo don ctia bac si.

3) Buwdng dung: Chi dung dé nhé mét.

4) Dé xa tam tay tré em.

5) Khi dung: Khéng cham tryc tiép dau lo thudc vao mat dé tranh nhiém ban

thube.

6) Khi dung nhiéu hon 1 thudc nhé mét, phai nhd cach nhau it nhat 5 phat.

7) Dé tranh sw xuat hién vi khuan khang thube, can khang dinh tinh nhay cam
cla vi khuén va diéu tri véi thubc nay nén gi6i han & thai gian téi thiéu can

~ @é tiéu diét sy nhidm khuén.

8) Tranh dung kéo dai.

[ANH HUONG LEN KHA NANG Lﬁll XE VA VAN HANH MAY MGC]
Chuwa dwoc biét.

[TPONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC]
Chuwa c6 nghién clru vé twong tac thube da dwoc thiwe hién cho dén nay. _
Tuy nhién, do co6 thé xay ra hép thu toan than sau khi dung ofloxacin tai méat,
khéng thé loai trir khd nang c6 cac twong tac thube nhu da dwgc bdo céo véi mot
s6 khang sinh nhém quinolon ding dwéng toan than (nhw twong tac véi theophy-
lin, cafein, cac thudc chéng déng mau dwdng ubng, cyclosporin).



[SU’ DUNG KHI CO THAI, SINH BE HOAC CHO CON BU]

Chi dung thudc nay cho phuy ni¥ cé thai hodc ¢é kha nang cd thai néu lgi ich diéu
tri mong dgi hon han nguy co c6 thé xay ra do dung thudc. [P an toan cla thudc
nay trong thai ky chwa duwoc thiét 1ap.]

Ofloxacin dwerc bai tiét vao stra me. Tuy nhién, & lidu diéu tri thudc dwoc dy doan
khdng anh hwéng dén tré bi me. Chi dling thudc nay cho phuy ni¥ cho con bu néu
lgii ich diéu trj dy tinh hon hdn nguy co cé thé xay ra vai tré bu me.

[TAC DUNG KHONG MONG MUON]
Téc dung khéng mong muébn dbi véi thube nay da dwoc bao céo & 44 trong sb
13.329 bénh nhan dugc danh gia trwdc va sau khi thubc dwge phé duyét
(0,33%). Céc tac dung khdng mong mudn chinh 12 kich (rng mét & 11 bénh nhan
(0,08%), nglra mi mat & 8 bénh nhan (0,06%), viém b& mi & 6 bénh nhan
(0,05%), xung huyét két mac &5 bénh-mthan (0,04%), dau mét & 5 bénh nhan
(0,04%), sng mi mét & 5 bénh nhan (0,04%), v.v... [vao cubi giai doan tai kiém
tra)
1) Tac dyng khéng mong muén cé y nghia Iam sang
Soc, phan tng dang phan vé (khong rd ti 1é méac): can theo ddi bénh nhan
cén than vi cé thé xay ra sbc va phan (rng dang phan vé. Néu cé bt c(r triéu
chirng nao nhw ban dd, ban, khé thé, huyét ap ha, pht mi mét, v.v... phai
ngwng dung thudc va cé cac bién phap x{ tri thich hop.
2) Tac dung khéng mong muén khac
Néu c6 cac tac dung khéng mong muén sau day, nén cé bién phap xi tri
thich hgp nhw ngung dung thudc.

Ti 1é mac g . Tir 0,1% .

Loai Khéng ro ti |1é mac dén < 5% <0,1%

Qué man Ban, mé day - Viém b& mi (mi mat

cam : dé / pha, v.v...), viém

da mi mat, nglra

Mét Viém két mac (xung Kich rng | Thwong tén giac mac
huyét két mac / phu két nhuw viém gidc mac
mac, v.v...) lan tdéa ndng

Théng bao cho bac si nhirng tac dung khéng mong muén gép phai khi s
dung thuoc.

[QUA LIEU]
Khdng c6 di¥ liéu.

[DUQC LUC HOC]

1) Co ché tac dung
Ofloxacin dwoc cho 1a e ché téng hop ADN clia vi khudn mét cach chuyén
biét. Thudc c6 tac dung diét khudn va sy tiéu vi khuan dwoc quan sat thay &
nong do trc ché ti thiéu (MIC).

2) Hoat tinh khang khuén
Ofloxacin cé hoat tinh khang khuan hiéu lyc manh, phd rdng chdng lai cac vi
khudn gay nhiém khudn mat bao gébm cac vi khuan gram dwong
(Staphylococcus sp., Streptococcus sp. [k& c& S. pneumoniae), Micrococcus
sp., Corynebacterium sp., v.v...), vi khun gram am (Pseudomonas sp. [ké ca
P. aeruginosa), Haemophilus influenzae, Haemophilus aegyptius [trgc khuan
Koch-Weeks], Moraxella sp., Serratia sp., Klebsiella sp., Proteus sp., Acineto-
bacter sp., v.v...), va vi khuan ky khi (Propionibacterium acnes, v.v...).

[DUQC DONG HOC]

1) Nong @b trong mau
O nguwoi tinh nguyén trwéng thanh khde manh, ndng dd ofloxacin trong mau
dwoc do sau khi nho tai chd 1 giot dung dich nhé mat Oflovid vao mét 16 1an
cach nhau 30 phut hodc 32 14n cach nhau 15 phuat. Cac néng dé ofloxacin 30
phat sau khi nhé 1an cubi twong (rng 1a 0,019 va 0,034 ug/mL, sau d6 tir tir
gidmdan.

2) Phan bd & mét
Dung dich nhd mé&t Oflovid dwoc nhé tai chd vao mét bénh nhan bj duc thoy N
tinh thé 5 I&n cach nhau 5 phut treéc khi phdu thuat, sau d6 do ndng dod
ofloxacin trong thay dich. Néng d6 nay dat t6i da (1,2 pg/mL) 1 gi¢r sau khi nhd
lan cudi.

[BAO QUAN/HAN DUNG]
-1) Bé&o quan duéi 30°C. - - -
2) Ngay hét han dwoc ghi trén nhan va hop thudc.
3) Han dung: 36 thang ké tir ngay san xuét.
4) Khdéng dung thudc qua han dung.

[QUY CACH BONG GOI]
Hop 1 lo nhya 5 mL.

San xuat tai: -
SANTEN PHARMACEUTICAL CO., LTD.
Van phong: 9-19, Shimoshinjo 3-chome, Higashiyodogawa-ku,

Osaka Nhat

Nha may Noto: 2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun,
Ishikawa, Nhat

Theo gidy phép cula:
DAIICHI SANKYO CO,, LTD.
Daiichi-Sankyo  3-5-1, Nihonbashi Honcho, Chuo-ku, Tokyo, Nhat TR-VN
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