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AND RATION, OTHER

INFORMATION: Refer to package insert.
STANDARD: Local standard
STORAGE: Store In a dry place, below 30°C
SBK! Viss: away from direct sunlight.
| 5814 5X / Batch No
H\“‘m Ngay 5X / Mig. Date : KEEP QUT OF REACH OF CHILDREM.
x“‘\_‘ Han ding / Exp. Date © READ PACKAGE INSERT CAREFULLY BEFORE USE.
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Rx Thudc bdn theo don GMP-WHO
PONAICEF BIR%

CONG THUC:

CROROISIE i 200 mg.

Td dugc: Lactose, tinh bot ngs, gelatin, magnesi stearat, talc, Aerosil, natri starch glycolat,
hydroxy propyl methyl cellulose, PEG 6000, titan dioxyd, P&t mui déu, oxyd sdt dd via ad
ma&t vién nén bao phim.

DANG BAO CHE: Vién nén bao phim.

QUY CACH BONG GOI: Hop 10 vIx 10 vién. Chai 100 vién, Chai 200 vién.

DUGC LYC HOC:

Ofloxacin I& thuSc khdng khudn nhém fluoroguinolon giéng nhu ciprofioxacin, nhung
ofloxacin khi uSng cé khd dung sinh hoc cao hon (trén 95%). Ofloxacin cd phé khdng khudn
réng bao gém: Enterobacteriaceae, Pseudomonas aeruginosa, Haemophilus influenzae,
Neisseria spp., Staphylococcus, Streptococcus pneumoniae, mét s& Mycobacterium spp
khdc, Moraxella catarrhalis, N. meningitidis, Gardnerella vaginalis, Helicobacter pylori,
Legionella spp., Pasteurella multocida, Vibrio spp, va mét vai vi khudn Gram duong khac.
Ofloxacin ¢é tdc dung manh hon ciprofloxacin d&i véi Chlamydia frachomatis, Ureaplasma
urealyticum, Mycoplasma pneumoniae. N6 cung c6 tac dyng ddi véi Mycobacterium
leprae va ca véi Mycobacterium tuberculosis va vai Mycobacterium spp khac.

Khdng thudc dé dugc bdo cdo & mét s6 ching Neisseria gonorrhoeae, Acinetobacter spp., m
Brucella melitensis, Campylobacter spp. Corynebacterium spp. Ps. aeruginosa, E. ¢ /{/
Klebsiella pneumoniae, C. jejuni, N. gonorrhoeae, Str. pneumoniae. Hau h&t cdce vi khudn/ky/
khi, k€ cd Bacteroides fragilis v& Clostridium difficile da dé khéng véi thusce, mgc du md
Clostridium spp khdc cé thé nhay cam. '
Ofloxacin ¢6 téc dung diét khudn. Co ché téc dyng chua dudc bist ddy dd. Giéng nAY,
cdc thudc quinolon khang khudn khdc, ofloxacin e ché& DNA - gyrase Ia enzym cdén thigt
frong quad trinh nhén &6i, phién ma va tu stia DNA clia vi khudn.

DUGC BONG HOC:

Ofloxacin duge hdp thu nhanh va 16t qua dudng tiéu héa. Khd dyng sinh hec dudng uéng
khodng 100% va c6 néng dé dinh huyét tucng 3 - 4 microgam/ml, 1 - 2 gid sau khi uéng 1
liéu 400 mg. H&p thu bj cham lai khi cé thic d&n nhung ty & hdp thu khéng bj &dnh hudng.
Nda ddi frong huyét tuong Ia 5 - 8 gid. Ofloxacin dugc phan bé réng khdp vao cdéce dich co
thé va xam nhdp 16t vao cdc mé. Thude qua nhau thai va tiét vao sda. Cé ndng dé tuong
déi cao trong mat.

75 - 80% thudc dugc bdi ti€t qua nudce tiéu dusi dang khéng chuyén héa trong 24 - 48 gid,
Idm néng dé thudc cao trong nudc tiéu. Dudi 5% thusc dugc bai ti€t trong nudc ti€u dusi
dang chuyén héa; 4 - 8% thuSc bai ti&t qua phan.,

CHI DINH:

Bidu tr| nhidm khudn do vi khudn nhay cdm:

- Viém phé& qudn ndng do vi khudn, viém phdi.

- Nhiém khudn Chlamydia tqi c8 t cung hodc nigu dqo cé hodgc khéng kém lau, 1Gu
khdng bi€n chung, viém tuyén tién ligt, viem dudng 1i&t nigu.

- Nhiém khudn da va mé mém.

- Viém dai trdng do nhiém khudn.

CHONG CHI BINH:

- Ngudi c6 tién sd quéa mén vdi ofloxacin, cdc quinolon khdc hodc cdc thanh phdn khéc
c6 trong ch& phdm.

- Khéng dung cho tré dudi 15 tudi, ngudi mang thai vé cho con bu.
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THAN TRONG:
Phd&i diing tha@n trong d&i véi ngudi bénh ddng kinh hogc c6 tién st rél logn th&n kinh frung
uong.
Phdi gidm lidu déi v8i ngudi bénh bj suy th@n.
Nguy co nhqy cdm véi énh séng: trénh tiép xdc tryc ti€p vél dnh sadng mdt trdi hodc tia
cyc tim trong thdi gian diéu tri.
Cdc thudc thudc nhém fluoroquinolon, bao gém ofloxacin ¢é lién quan véi téng nguy co
clia viém gan va ddt gén 8 mol Ia tudi, nhdt Ia gén gét. Nguy cd viém gan, ddt gén tang
[&n & bénh nhén trén 60 tudi, bénh nh&n dang s dung corticosteroid, bénh nhdn ghep
than, tim, phdi. Nén nglng thudc néu bénh nhén cdm gidc sung, dau, viem hay ddt ddy
chdng.
Oloxacin va cdc fluoroquinolon khdc lam tdng nguy cd cdc bénh vé khdp. d&c biét la thai
héa sun khép (chua cé céng trinh nghién clu ddy ad trén ngudi nhung dd c6 cdng trinh
nghién clu trén stc vat, ddc biét Ia nguy co xdy ra & sic v@t non). Vi v@y khéng nén sU
dung cho tré em, phy nd cé thai va dang cho con bu.
Pidu tr] nhiém khudn bdng ofloxacin lam thay déi hé théng vi sinh vt binh thudng cla ruét
ladm phdat trién qud mulc clostridium difficile, d&n dén tiéu chdy, nghiém trong hon ¢d thé
dd&n dén viém daqi tradng gid mac gdy tU vong.
TUONG TAC THUGC:
USng adng thdi ofloxacin véi cdc thudc chéng viém khéng steroid, tdc dung gay rél logn
tam thdn khéng tdng, nén khéng cén cé sy than trong ddc biét khi ding cdc khdng sinh
quinolon véi cdc thudc chéng viém khéng steroid.
Sy hdp thu ofloxacin khéng bj amoxicilin [am thay ddi.
MUc ofloxacin trong huyé&t thanh cé thé gidm xuéng dudi néng dé diéu trj khi ding déng
thdi v&i cdc khdng acid nhém va magnesi.
TAC DUNG KHONG MONG MUON:
Budn nén, ndn, tiéu chdy, dau buyng, réi logn tiéu héa.
Dau ddu, chéng mat, mét mai, run, mdt ngd, ¢ méng. réi logn thj gloc
Phd&t ban, ngla, phdn Ung da ki€u qua man.
LIEU DUNG VA CACH DUNG: Dung dudng uéng.
Ngudi I8n:
- Viém phé& qudn ndng do vi khudn, viém phdi: U6ng 400 mg cdch 12 gid/1 1an, trong 10
ngay.
; - Nhi&m khudn Chlamydia (trong c¢8 1 cung hodc niéu qudn): USng 300 mg céch 12 gid/1
I&n, trong 7 ngdy.
- LAu khéng bién ching: USng 400 mg, 1 liéu duy nhét.
- Viém tuyén tién liét: USng 300 mg cdch 12 gid/1 1an, trong 6 tudn.
- Nhiém khudn da va mé mém: USng 400 mg céch 12 gid/1 1dn, trong 10 ngdy.
- Nhiém khudn dudng tiét nigu:
Viém bang quang do E.coli hodc K.pneumoniae: USng 200 mg cdch 12 gid/1 1an, trong 3
ngay.
Viém bang quang do cdéc vi khudn khdc: USng 200 mg cdch 12 gid/1 1an, trong 7 ngdy.
Nhi&m khudn dudng ti&t niéu cé bién chidng: USng 400 mg cdch 12 gid/1 1&n, trong 10
ngady.
Ngudi I6n suy chldc ndng thgn:
D6 thanh thdi creatinin > 50 mi/phat: Liéu khéng thay d8i, udng céch 12 gid/1 1an.
P& thanh thdi creatinin 10 - 50 mi/phat: Lidu khéng thay ddl, udng cdch 24 gid/1 1&n.
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B3 thanh thdi creatinin <10 mi/phat: USnhg nita lidu, udng céch 24 gid/1 1an.
Tré em dudgi 18 tudi: Khéng khuyén cdo dung.
QUA LIEU VA XU TRi:
Co it thong tin vé qud liéu ofloxacin. Triéu chiing qud lidu cé thé Id gdy ddc thén kinh trung
uong, déc tim, xuong khdp va gan clng nhu gay suy th@n. Khuyén cdo hién nay vé viéc x
trf qué liéu ofloxacin cdp I 1am rdng da day, bd nudc ddy ad, didu trf ndng d3 va theo dai
ch@t ché. Loc th@n hay thdm phan phic mac it ¢é hisu qud.
THOI KY MANG THAI VA CHO CON BU:
- Ofloxacin qua nhau thai. Cdng phdt hién thdy ofloxacin trong nuéc &1 clia hon mét nla
$6 nguUSi me mang thai cé dung thude. Chua cé nhadng céng trinh dugc theo dai 16t va
ddy dU frén ngudi. Tuy vay, vi ofloxacin v& cdc fluoroguinolon khdc gdy bénh vé khép &
sdc v@t non, khéng nén dung ofloxacin trong thdi ky mang thai.
- Ofloxacin cé bdi tit véo sda me véi ndng dé tuong ty nhu frong huyét tuong. Cdac
fluoroquinolon da dugc bigt la gay tén thuong vinh vién & sun cla nhdng khdp chju Iyc va
cd nhiéu ddu hiéu bénh Iy khdc vé khdp & stc vat non. Vi vay néu khéng thay thé& ducc
khang sinh khdc va vén phdi dung ofloxacin, thi khéng nén cho con bu.
B01 VOI NGUSI LAI XE VA VAN HANH MAY MAC:
Can bdo cho ngudi bénh bist hign tugng dau ddu, chéng mdt, mét mdi, réi loan th gidc
cé thé xdy ra va khuyén khdng nén diéu khién xe va mday méc trong nhdng ngdy dung
thude.

Thuéc nday chi ding theo don cda bdc si.

Poc ky hudng ddn s dyung trudc khi ding.

Né&u cdén thém théng tin xin héi y kién béc si.

Théng bdo véi béc si nhiing téc dung khéng muén 94dp phdi khi st dyng thuéc
Han ding: 36 thang ké U ngdy sdn xudt.

Diéu kién bdo qudn: D& nai khé mat, trdnh &nh sang, & nhiét dé dusi 30°C.
Tiéu chudn: TCCS.

San xudt tqi:

. CONG TY C8 PHAN DUGC BANG NAI

221B - Phgm Van Thudn - P. Tan Tién - TP.Bién Héa - Tinh Bdng Nai - Viét Nam
BT: 061.3822592 Fax: 061. 3821608

E-mail: donai pharm@yahoo.com.vn \TW
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