OFLOXACIN 200mg

VIEN NEN BAO PHIM

Rx

THUGC BAN THEO BON

THANH PHAN: M6i vién nén bao phim chia:
+ Hoat chat chinh: Ofloxacin 00mg
+ Ta dugc: Lactose, tinh bot ngd, PVP K30, bot talc, magnesi stearat, D.S.T,
aerosil, HPMC-606, titan dioxyd, dau thdu dau.

CHi DINH:
Ofloxacin dugc chi dinh trong cac trusng hop nhiém khuan & ngudi 6n do céc chling vi khudn nhay cdm gay ra, bao gdm:

+ Nhiém khuén duding tiét niéu trén va dudi. Do khang sinh fluoroquinolon, trong dé c6  Ofloxacin 200mg lién quan dén
phén dng c6 hai nghiém trong (xem muc Canh bdo va than trong) va nhiém khudn duding tiét ni¢u khong phic tap &
mot s6 bénh nhan c6 thé ty khdi, chi nén st dung Ofloxacin 200mg cho nhiing bénh nhan khong c6 Iua chon diéu tri
khac thay thé.

+ Bénh lau khong bién chiing niéu dao va ¢6 ti cung.

+ Viém niéu dao va viém c6 ti cung khong do lau cu.

+ Chinén s dung ofloxacin khi cac thudc khang khudn thong thuding khong phti hap cho diéu tri ban du cac bénh nhiém

trung dudi day:

Nhiém khudn bién chiing & da va mo mém.

— Dot cdp tinh viem phé& quén man tinh. Do khéng sinh fluoroquinolon, trong dé ¢6 Ofloxacin 200mg lién quan dén phan
(ing c6 hai nghiém trong (xem muc Canh béo va than trong) va dot nhiém khudn cap ctia viem phé quan man tinh &
mot s& bénh nhan c6 thé w khdi, chi nén st dung Ofloxacin 200mg cho nhiing bénh nhan khong c6 lya chon diéu tri
khéc thay thé.

— Viém phdi cong déng mac phai.

¢ Can xem xét hudng dan viéc sit dung cac thudc khang khudn thich hop.

CHONG CHIi DINH:

+ Bénh nhan qud man véi cac khang sinh nhém quinolon khéc hodc bat ky thanh phan nao ctia thusc.

+ Bénh nhan c6 tién st viém gan lién quan dén viéc diing fluoroquinolon.

+ Gi6ng nhu 4-quinolon khac, ofloxacin chéng chi dinh & nhiing bénh nhéan c6 tién st dong kinh hoac véi mét ngudng
co giat thap.

+ Tré em hodc thanh thi€u nién dang ting trudng, va & phu nit mang thai hoac cho con b, vi dong vat thi nghiém khong
hoan toan loai trii nguy co gay hai sun khdp trong cac khdp dang phat trién.

+ Bénh nhan c6 bénh ly tiém &n hoic dang thi€u hut men glucose-6-phosphate dehydrogenase c6 thé dé& bi phan iing
tan mau khi diéu tri bing thugc khang khudn nhém quinolon.

LIEU LUGNG & CACH DUNG:

+ Khuyé&n nghi chung vé liéu lugng: liéu ofloxacin dugc xdc dinh theo loai va mdc do nghiém trong ctia nhiém khudn.
Nguding liéu cho ngui I6n 1a 200mg dén 800mg mdi ngay. Mot liéu ofloxacin hang ngay 1én dén 400mg c6 thé dugc
dua ra nhu [a mét liéu duy nhat. Trong trudng hop nay, thich hop udng vao budi séng, lidu 16n hon nén dugc chia lam
hai lan usng. Néi chung, cac liéu ofloxacin dugc usng cach khodng thai gian x&p xi bang nhau.

+ Cach ding: vién nén bao phim Ofloxacin 200mg phai dugc uéng véi di Iugng nudc, khong dugc nhai, bé nghién hodc
hoa tan vao nudc. C6 thé usng lic da day tréng rong, hoac véi cac bira an. Nén tranh dung déng thoi véi thusc khang
acid (xem phan Tuong tac thudc).

+ Nhiém khudn dudng tiét niéu dudi: 200-400mg mdi ngay.

+ Nhiém khuin dudng niéu trén: 200-400mg hang ngay, néu can thiét cé thé tang dén 400mg, hai 1an mdi ngay.

+ Dgt cdp tinh ciia viem ph& quan man tinh, viém phéi cong dong mic phdi: 400mg hang ngay, néu cén thiét c6 thé
tang dén 400mg, hai ldn mdi ngay.

+ Bénh lau khong bién chiing niéu dao va ¢4 t& cung: mot lidu duy nhat 400mg.

+ Viém ni¢u dao va viém c6 ti cung khong do ldu cau: 400mg méi ngay véi liéu duy nhat hay chia liéu nho.

+ Nhiém tring bién chiing da va mb mém: 400mg, hai lin méi ngay.

+ Nguoi Ién suy chiic nang than: nén diéu chinh lidu dung cho bénh nhan c6 do thanh théi creatinin < 50 mL / pht.
Sau mot lidu ban dau binh thuging, nén diéu chinh liéu ding nhu sau:
B9 thanh thai creatinin Liéu duy tri
20-50 mL / phit don vi liéu dé nghi thong thuing mdi 24 gio
<20 mL / phat Y2 don vi liéu dé nghi thong thuong mdi 24 gidy
Céc cong thiic sau day c6 thé dugc st dung dé uéc tinh do thanh thai creatinin khi chi biét chi s& creatinin huyét thanh.

Can nang (kg) x (140 - wéi)

Tan suat

+ Nam gi6i: D0 thanh thai creatinin (mL/min) =
72% creatinin huyé&t thanh (mg/dL)
+ N gigi: 0,85 x gid tri tinh ti nam giGi.
Chi s6 creatinine huyét thanh dai dién cho mot trang thai 6n dinh cta chic nang than.
+ Bénh nhan xo gan: sy bai tiét cla ofloxacin c6 thé bi gidm & nhiing bénh nhan r6i loan chiic nang gan nang (vi du,
xd gan c6 hodc khong c6 c6 truéng). Liéu t5i da ofloxacin mot ngay khong nén vugt qua 400mg.
+ Tré em cho tdi 18 tudi: khong khuyén cdo dung.
+ Ngubi cao tudi: diéu chinh liéu theo mic do suy than.
TAC DUNG KHONG MONG MUGN:
Khéng phé bién: 1/1.000 < ADR < 1/100
Nhiém triing va nhiém vi sinh vat: nhiém nam, dé khang thudc.
R&i loan tam than: kich dong, rdi loan gidc ngli, mat ngd.
R&i loan than kinh: dau dau, chéng mat.
R6i loan mat: kich dng.
R3i loan tai va mé dao: chéng mat.
R&i loan hé hap: ho, viem mii - hong
R6i loan tiéu héa: dau bung, budn nén, non.
R&i loan da va mo: phat ban, ngda...
Hiém gap: 1/10.000 < ADR < 1/1.000
R&i loan hé théng mién dich: phdn ng qud man, phan dng kiéu phdn vé, may day.
R&i loan chuyén hod va dinh dugng: biéng an.
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¢ R&i loan tam than: do gidc, tinh trang Id 1an, lo au, dc mong, tram cam.

+ R&i loan than kinh: ngli ga, & nia than dudi, r&i loan vi gidc, réi loan khiu gidc.

+ R&i loan mét: r6i loan thi gidc.

¢ R&i loan tim: tim dap nhanh.

¢ R&i loan mach: ha huyét dp.

¢ Rai loan ho hap: khé thd, co thit phé quan.

+ R&i loan tiéu héa: viem rudt, doi khi xuat huyét.

+ R&i loan gan-mat: ting men gan (ALAT, ASAT, LDH, gamma-GT va /hoac phosphatase kiém), tang bilirubin méau.

+ R&i loan da va mé: phit mach, néi ban dé néng, tang tiét mé hoi, mun md.

+ R&i loan co xuong va mo lién két: viem gan.

+ R&i loan duding tiét niéu: tang creatinin huyét thanh.
Rt hi€m gap: ADR < 1/10.000

+ RG&i loan hé théng mién dich: s6c qud man, soc phan ve.

+ RG&i loan than kinh: bénh than kinh ngoai bién, bénh than kinh van déng ngoai bién, co giat va réi loan su phéi hop
clia cac cd.

¢ RGi loan tai va mé dao: U tai, mat thinh luc.

¢ RG&i loan tiéu hoa: viem dai trang gid mac, vang da G mat.

+ R&i loan da va md: hong ban da dang, hoai t&f biéu bi nhiém doc, phan ting nhay cdm véi anh sang, phét ban, ban xuét
huy&t mach méu. Viéem mach c6 thé dan dén truong hop hi€m gap la hoai tii da.

+ R&i loan cd xuong va mo lién két: dau khdp, dau co, dit gan (vi du gan Achilles) c6 thé xdy ra trong vong 48 gig dau
diéu tri va c6 thé xdy ra dong thoi.

+ R&i loan tiét niéu: suy than cap.

Ghi chi: Thong bdo cho bac sy nhiing tac dung khong mong muén gip phai khi st dung thudc.
THAN TRONG:
 S. aureus khang methicilin (MRSA) rat c6 khd nang khéng fluoroquinolones, bao gom ofloxacin. Vi vay ofloxacin khong
dugc khuyén cdo dé diéu tri cac bénh nhiém triing do MRSA da biét hodc nghi ngd trir khi két qud xét nghiém da xac
nhan tinh nhay cdm cia cé thé véi ofloxacin (va viéc diing khang khuén thong thuding dé diéu tri nhiém MRSA dugc
coi la khong phu hop).
Ofloxacin khong phai la thusc dugc lua chon diu tién cho viem phdi do phé ciu hoac Mycoplama hoac nhigm tring
gay ra bdi Streptococcus B-tan mau.
Quéa man cam va phan (ing dj ting: qud man va phan tng di ting vi nhém fluoroquinolon da dugc bao cdo sau khi udng
1an dau. Phan dng phdn vé va phan vé c6 thé din dén sc de doa tinh mang, tham chi sau khi ung Ian dau. Trong
trudng hdp nay nén ngung dung ofloxacin va nén bat dau diéu tri thich hop (vi du diéu tri s6c) .
Phén (ing béng nudc nang: cac trudng hop phan tng da bong nuéc toan than ndng nhu hoi ching Stevens-Johnson hodc
hoai t& biéu bi nhiém doc da dugc bao cdo véi ofloxacin (xem phan Téc dung khong mong mudn). Bénh nhan dugc
khuyén nén lién hé véi bac si clia ho ngay lap tic truc khi tiép tuc diéu tri néu xdy ra cac phan tng trén da va / hoac
niem mac.
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+ Bénh lién quan Clostridium difficile:

énh tiéu chdy, dac biét néu nghiém trong, dai dfmg va / hoac c6 mau, trong hodc sau khi diéu tri vai ofloxacin (bao
gom mot vai tudn sau khi diéu tri), c6 thé la triéu ching cGia viem dai trang gid mac (CDAD). CDAD c6 thé dao dong
trong mic do tif trung binh dén de doa tinh mang, dang nang nhat la viém dai trang gid mac (xem phan Tac dung khong
mong muén). Do dé, xem xét chan dodn rat quan trong & nhiing bénh nhan bi tiéu chdy ning trong hodc sau khi diéu
tri vdi ofloxacin. Né&u nghi ngd viém dai trang gid mac, phai ngiing diing ofloxacin ngay lap tdc.

- Bt dau diéu tri bing khdng sinh dac hiéu thich hgp, khong dugc cham tré (vi du usng vancomycin, usng teicoplanin
hoac metronidazol). Chéng chi dinh diing cac thugc te ché nhu dong rudt trong tinh huéng 1am sang nay.

+ Bénh nhan dé Ién con co giat:

~ Quinolones c6 thé lam gidm ngudng co giat va cé thé gay co giat. Chang chi dinh dung ofloxacin & nhiing bénh nhan
6 tién st bénh dong kinh (xem phan Chéng chi dinh) va nhu véi cac quinolon khac, nén hét stic than trong st dung
ofloxacin & nhiing bénh nhan dé Ién con co giat.

- Nhimng bénh nhan nay c6 thé la nhing bénh nhan c6 6n thudng hé than kinh trung uong c6 tif trudc, diéu tri dong thoi
v6i fenbufen va céc thudc chdng viem khong steroid tuong tu hodc véi cac thusc ha thap ngudng co giat & nao, ching
han nhu theophyllin (xem phan Tuong téc thudc).

- Trong truding hap con déng kinh co giat, nén ngung diéu tri véi ofloxacin.

+ Viém gan: viém gan, hiém gap déi véi cac quinolon, dbi khi c6 thé dan dén dt gan bao gom gan Archilles. Viem gan
va dit gan, doi khi ca hai, cé thé xdy ra trong vong 48 gid bat dau diéu tri véi ofloxacin va da dugc bao cao lén dén
vai thdng sau khi ngung thudc. Nguy co viém gan va ddt gan tang & bénh nhan trén 60 tudi va ¢ nhiing bénh nhan st
dung corticoid. Nén diéu chinh lidu diing hang ngay ¢ bénh nhan cao wdi dua vao do thanh thi creatinin (xem phan
Liéu lugng va céch dung). Can giam sat chat ché nhiing bénh nhan nay khi dugc chi dinh dung ofloxacin. T4t ca bénh
nhan nén tham khao y kién bac si khi c6 nhiing triéu chiing ctia viém gan. Néu nghi ngd bi viem gan, phai diing diéu
tri v6i ofloxacin, va diéu tri thich hop (vi du nhu khéng ctt dong) phéi dugc tién hanh cho cic gan bi anh huéng (xem
phén Chéng chi dinh va Tdc dung khong mong mudn).

+ Bénh nhan suy than: vi ofloxacin dugc thi trif chii yéu qua than, nén diéu chinh liéu dung ofloxacin & bénh nhan suy
than (xem phan Liéu lugng va céch dung).

+ Kéo dai khoang QT: rat hi€m truding hop kéo dai khodng QT dugc bdo céo & nhing bénh nhan dung fluoroquinolones.
Than trong khi st dung céc fluoroquinolon, ké cé ofloxacin, & nhiing bénh nhan da biét c6 cac y&u t6 nguy cd kéo dai
khodng QT, vi dy:

— Hbi ching QT dai bdm sinh.

~ St dung dong thoi véi cac loai thusc dugc biét 1a kéo dai khoang QT (vi du thusc chéng loan nhip tim loai IA va Ill,
thudc chdng trdm cdm ba vong, macrolides, thudc chong loan than).

~ Mt can bing dién giai (vi du ha kali mdu, ha magne huyét).

— Beénh tim mach (vi du suy tim, nhéi mau co tim, nhip tim cham).

~ Bénh nhan cao tudi va phu nii c6 thé nhay cam hon véi thusc lam kéo dai khodng QT. Vi vay, can than trong khi sit
dung fluoroquinolones, ké ca ofloxacin, cho cic ddi twigng nay. (Xem phédn Liéu lugng va cach diing - Ngudi cao tudi,
Tudng téc thuéc, Tac dung khong mong mudn, Qué lidu va i tri).

+ Bénh nhan c6 tién sit ri loan tam than:

~ Phén ting tam than da dugc bao céo & nhiing bénh nhén st dung fluoroquinolones. Trong mot s& trudng hop c6 thé tien
dén suy nghi t t& hoac hanh vi ti gay nguy hiém bao gom viéc & gang t tli, doi khi sau mot liéu duy nhat (xem phan
Tac dung khong mong mudn). Trong trudng hgp bénh nhan c6 nhiing phan tng nay, nén ngung ofloxacin va thiét 13
céac bién phap danh gia thich hgp.




Ofloxacin nén dugc st dung than trong @ bénh nhén c6 tién st rsi loan tam than hodc cac bénh nhéan bi tam than.

-

Bénh nhan c6 chiic nang gan bj suy yéu: ofloxacin nén dugc st dung than trong & bénh nhan c6 chiic nang gan suy
gidm, c6 thé xdy ra ton thudng gan. Cac trusing hop viém gan t6i cap c6 kha nang dan dén suy gan (bao gom ca trudng
hop tit vong) da dugc bao cao véi fluoroquinolones. Bénh nhan nén dugc khuyén ngung diéu tri va lien hé vé6i bac si
clia ho néu c6 dau hiéu va trigu ching cia benh gan tién trién nhu chan an, vang da, nugc tiéu sim mau, ngda hodc
dau bung. (Xem phanTéc dung khong mong mudn).

Bénh nhén dugc diéu trj bing thudc khang vitamin K: do kha nang lam tang thai gian dong mau trong xét nghiém dong

-

mau (PT/ INR) va / hoac chdy mau ¢ nhiing bénh nhan dugc diéu tri bing cac fluoroquinolon, ké ca ofloxacin, két hgp

v6i mot thusc khang vitamin K (vi du warfarin), can theo doi xét nghiém dong mau khi céc thusc nay dugc dung dong

thoi (xem phén Tuong tac thudc).

Nhugc co: fluoroquinolones, ké cd ofloxacin, c6 tic dong chan than kinh co va c6 thé lam trdm trong thém tinh trang

y&u ca & bénh nhan c6 béenh nhugc co. Xem xét cac tac dung khong mong mudn nghiém trong, trong dé c6 trudng hap

1 vong va yéu cau hé trg ho hap khi st dung fluoroquinolon & bénh nhan c6 bénh nhugc co. Ofloxacin khong dugc dé

nghi cho bénh nhéan da biét c6 tién st benh nhugc co.

Phong chéng sy nhay cam véi dnh sang: su nhay cdm vdi dnh sing da dugc bao cdo vdi ofloxacin (xem phin Tac dung

khong mong muén). Khuyén cdo bénh nhan khong nén phoi co thé khi khong cin thiét véi dnh sang manh hoic véi

tia UV nhan tao (v du den sunray, phong tim ndng), trong khi diéu tri va trong 48 gid sau khi ngiing diéu tri dé phong

chéng su nhay cdm vdi anh sang.

+ Su bi nhidm: cing nhu véi cic khang sinh khac, viec st dung ofloxacin, dic biét la néu kéo dai, c6 thé dan dén sy

phét trién qua mic clia cic vi khuan khong nhay cdm. Lap lai viéc danh gid tinh trang bénh nhan la diéu cin thiét.

Néu nhiém tring thi cdp xay ra trong khi diéu tri, cin thuc hién cac bién phap thich hgp .

Bénh Iy than kinh ngoai bién: cim gidc hodc bénh than kinh ngoai bién da dugc bao cdo ¢ nhiing bénh nhan st dung

fluoroquinolones, k& ca ofloxacin, 6 thé nhanh chéng khdi phat bénh. Nén ngung ofloxacin néu xuat hién céc triéu

chiing bénh chia bénh thin kinh dé ngan chan mot diéu kién tién trién khong thuan nghich ctia bénh (xem phan Tac

dung khong mong mudn).

R&i loan duding huy&t: nhu cac quinolon khac, rai loan duding huyét, bao gom c tang duong huyét va ha dudng huyét da

dugc bao cao & bénh nhan tiéu duding dugc diéu tri dong thai véi nhitng thusc usng ha duding huyét (vi du glibenclamid)

hodc véi insulin. Cac trudng hop hon mé ha duding huyét da dugc béo cdo. (3 nhiing bénh nhan tiéu dudng, theo doi

cdn than glucose mau dugc dé nghi (xem phan Tac dung khéng mong muén).

Ngudi bénh thiéu hut glucose-6-phosphate dehydrogenase: ngudi bénh thidu hut glucose-6-phosphate dehydrogenase

tiém &n hay da dugc chan doan cé thé dé bi phan ting tan mau néu ho dugc diéu tri véi quinolon. Do dé cén theo dbi

khd ning xudt hién tan mau néu st dung ofloxacin & nhiing bénh nhan nay.

R&i loan thj gidc: néu thi gidc trd nén suy yéu hodc c6 bat ky dnh hudng nao trén mat, can tu van véi mot chuyén gia

vé mdt ngay lap tdc (xem phan Anh hudng trén khd ning 1i xe va van hanh may méc va Tac dung khong mong mudh).

Gay tré ngai cho cic xét nghi¢m trong phong thi nghiém: & nhiing bénh nhan dugc diéu tri véi ofloxacin, xac dinh

thudc phién trong nudc tiéu c6 thé cho két qud duong tinh gid. C6 thé cin xdc dinh tinh trang nghién thudc phién bang

phuong phap dac hiéu hon.

Bénh nhan bj rdi loan di truyén hiém gap: bénh nhan khang dung nap galactose, thidu hut cac Lapp lactase hodc kém

hdp thu glucose-galactose, khong nén diing thusc nay.

Té dugc dau thau dau: vi thudc c6 cha ta dugc dau thau cé thé gay dau bung va tiéu chéy.

Cac phan (ing c6 hai nghiém trong c6 kha nang khong hdi phuc va gay tan tat, bao gdm viém gan, dt gan, bénh ly

than kinh ngoai bién va cac tic dung bat lgi trén than kinh trung uong.

— Cdc khéng sinh nhém fluoroquinolon c6 lién quan dén cac phan tng c6 hai nghiém trong c6 kha nang gay tan tat va
khong héi phuc trén cdc hé cd quan khac nhau clia co thé. Céc phan ting nay c6 thé xudt hién dong thoi trén cling bénh

-
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nhan. Cac phdn (ing c6 hai thusing dudc ghi nhan gdm viém gan, dt gan, dau khép, dau co, bénh Iy than kinh ngoai vi
va cic tac dung bét lgi trén hé thong than kinh trung uong (3o gidc, lo au, trdm cdm, mét ngti, dau diu nang va I 1an).
Cac phan (ing nay c6 thé xdy ra trong vong vai gio' dau dén vai tuin sau khi st dung thusc. Bénh nhan & bat ky tudi
nao hoac khang c6 yéu t& nguy co ton tai t trude déu cé thé gap nhiing phdn tng c6 hai trén.

— Ngting st dung thudc ngay khi c¢6 dau hiéu hodc triéu chiing dau tién cta bat ky phan dng c6 hai nghiém trong nao.
Thém vao do, tranh st dung cac khang sinh nhom fluoroquinolon cho cac bénh nhén da tiing gap cac phan tng nghiéem
trong lién quan dén fluoroguinolon.

PHU NU MANG THAL:

Ofloxacin qua nhau thai. Ciing phat hién thay ofloxacin trong nuéc &i ctia hon mot nla s6 ngudi me mang thai 6 diing
thudc. Chua c6 nhiing cong trinh dugc theo doi t6t va day di trén ngudi. Tuy vay, vi ofloxacin va céc fluoroquinolon
khéc gay bénh vé khép & cac stc vat non, khong nén diing ofloxacin trong thai ky mang thai.

PHUY NU CHO CON BU:

Ofloxacin bai tiét vao sita me c6 ndng do nhu trong huyét tuong. Cac fluoroquinolon dugc biét 1a gay tn thuong vinh
vién & sun ctia nhiing khdp chiu luc va ca nhiéu dau hiéu bénh Iy khac vé khép & stic vat non. Vi vay khong nén cho
con bt néu khang thay thé dugc khang sinh khac va van phéi ding ofloxacin.

LAI XE VA VAN HANH MAY MOC:

Thudc c6 thé gy dau dau, chéng mat, hoa mat nén trénh dung cho ngudi khi l4i xe hodc diéu khién may méc.

+ Thudc lam kéo dai khodng QT: nhu fluoroquinolones khac, nén st dung ofloxacin than trong & nhiing bénh nhan dang
st dung thusc lam kéo dai khodng QT (vi du thudc chang loan nhip loai 1A va Ill, thusc chéng trim cdm ba vong,
macrolides, thugc chdng loan than) (Xem phan Than trong).

+ Thudc khéng acid, sucralfat, cic cation kim loai: phdi hop véi thuSc khang acid magne/nhom, sucralfat, kém hoic ché
phadm chiia sit c6 thé lam gidm sy hap thu. Do dé, ofloxacin nén uéng 2 gid trudc khi usng cac ché pham nay.

+ Kéo dai thoi gian chdy mau da dugc bao cdo trong qua trinh diing déng thdi ofloxacin va thuéc chéng dong mau.

+ Theophyllin, fenbufen hoac cac thudc tuong ty khang viém khong steroid:

~ Khong tim thay tudng tac dugc dong hoc clia ofloxacin v6i theophyllin trong nghién ctu lam sang. Tuy nhién da c6 cong
b c6 thé xdy ra ha thap ngudng co giat & nao khi cho dung cac quinolon déng thai véi theophyllin, thusc khang viem
khong steroid, hodc cac thusc ha thdp nguding co giat khac.

— Trong trudng hop con dong kinh co giat, nén ngung diéu tri véi ofloxacin.

¢ Glibenclamid: ofloxacin c6 thé gay ra mot su ting nhe nong dé glibenclamid huyét thanh néu diing déng thoi; bénh
nhan dugc diéu tri véi sy két hgp nay cn dugc theo doi chat cheé.

+ Probenecid, cimetidin, furosemid va methotrexat: probenecid lam giam do thanh thai cta ofloxacin khoang 24%, va

tang AUC khodng 16%. Cac co ché |a sy canh tranh hodc su tc ché hoat dong van chuyén bai tiét & 6ng than. Can
than trong khi dung ofloxacin chung v6i céc thudc c6 dnh hudng dén su bai tiét 6ng than nhu probenecid, cimetidin,
furosemid va methotrexat.

+ Thudc khang vitamin K: tang thdi gian dong médu trong xét nghiém dong mau (PT / INR) va / hodc chdy mau, c6 thé la
nghiém trong, da dugc bao cao ¢ nhiing bénh nhan dugc diéu tri véi ofloxacin  két hgp véi mot thudc khéng vitamin K
(nhu warfarin). Can theo ddi xét nghiém déng mau ¢ nhiing bénh nhan dugc diéu tri bang thudc khdng vitamin K (xem
phan Than trong) vi khd nang lam tang hiéu qud ctia cic dan xuat coumarin.

DUGC LUYC HOC:

Ofloxacin 1a mot khéng sinh t8ng hop thudc ho quinolon trong nhém fluoroquinolon gidng nhu ciprofloxacin, nhting

ofloxacin khi uéng c6 kha dung sinh hoc cao han (trén 95%). Ofloxacin ¢6 phé khang khudn rong bao gom:

~ Chiing nhay cdm: vi khudn ua khi Gram duong: Bacillus anthracis, Staphylococcus nhay cam véi methicilin. Vi khuan
ua khi Gram am: Acinetobacter, chi yéu Acinetobacter baumannii, Branhamella catarrhalis, Borderella pertussis,
Campylobacter, Citrobacter freundii, Enterobacter cloacae, Escherichia coli, Haemophilus influenzae, Klebsiella
pneumoniae, Legionella, Morganella morganii, Neisseria pasteurella, Proteus mirabilis, Proteus vulgaris, Providencia,
Pseudomonas aeroginosa, Salmonellaserratia, Shigella, Vibrio, Yersinia, Vi khudn ky khi: Mobiluncus, Propionibacterium
acnes. Vi khudn khéc: Mycoplasma hominis.

— Chling nhay cdm vifa: Vi khudn ua khi Gram duong: Corynebacterium, Streptococcus, Streptococcus pneumoniae.

~ Chang khac: Chlamydiae, Mycoplasma pneumoniae, Ureaplasma urealyticum.

— Chiing khang thudc: vi khudn ua khi Gram dudng: Enterococcus, Listeria monocytogenes, Nocardia asteroides,
Staphylococcus khang methicilin. Vi khudn ky khi: trit Mobiluncus va Propionibacterium acnes.

— Mycobacterium khong dién hinh: In vitro, ofloxacin c6 hoat tinh vifa phai déi vdi mét s chiing Mycobacterium

(Mycobacterium tuberculosis, Mycobacterium fortuitum, kém hon véi Mycobacterium kansasii va kém hon nita

déi v6i Mycobacterium avium).

Khéng thudc c6 thé phét trién trong qué trinh diéu tri thong qua cc dot bién & céc gen clia nhiém sic thé cda vi khudn

ma héa DNA-gyrase hodc topoisomerase hoac thong qua véan chuyén thudc tich cuc ra khdi t& bao. Khang thusc da

tang lén tr khi dua vao st dung fluoroquinolon, dac biét dsi véi Pseudomonas va Staphylococcus, Clostridium jejuni,

Salmonella, Neisseria gonorrhoeae va S.pneumoniae.

Ofloxacin cé tac dung diét khuin manh. Co ché tac dung chua dugc biét day di. Giong nhu cac thudc quinolon khang

khudn khac, ofloxacin tc ché DNA-gyrase clia nhiéu vi khudn Gram am va tc ché topoisomerase IV ciia nhiéu vi khudn

Gram duong |a nhiing enzym cén thiét trong qua trinh nhan dbi, phién ma va tu stta DNA ctia vi khuan.

DUQC PONG HQC:

Hap thu: ofloxacin dugc hap thu nhanh va t6t qua dudng tiéu héa. Sinh khd dung qua duoing ugng khodng 100% va c6

néng do dinh huyét tuong 3 - 4 microgam/ml, 1 - 2 gios sau khi u6ng 1 liéu 400mg. Hap thu bi cham lai khi ¢6 thiic dn

nhung ty 1& hdp thu khong bi dnh hudng. Thoi gian ban thai trong huyét tuong 1a 5 - 8 giv, trong truding hgp suy than
c6 thé kéo dai tir 15 - 60 gid tiy theo muc do suy than, khi dé can diéu chinh liéu.

Phan bd: ofloxacin dugc phan bs rong khdp vao cac dich cd thé, ké ca dich nao tdy va xam nhap t6t vao cac mé.

Khodng 25% ndng do thudc trong huyét tuong gan vao protein huyét tuong, thuc qua nhau thai va tiét vao sia. C6

néng do tudng ddi cao trong mat.

Chuyén hoa: khi diing liéu don, it han 10% ofloxacin dugc chuyén héa thanh demethy! - ofloxacin va ofloxacin N - oxid.

Desmethy! - ofloxacin c6 tac dung khang khuan trung binh.

Thai trir: than 1a ndi thai ofloxacin chinh, thudc dugc loc qua cau than va bai tiét qua 6ng than. 75 - 80% thudc dugc

bai tiét qua nudc tiéu dudi dang khong chuyén héa trong 24 - 48 gid, lam ndng do thudc cao trong nudc tidu. DUGi 5%

thudc dugc bai tiét dusi dang chuyén héa trong nudc tiéu; 4 - 8% thudc bai tiét qua phan. Chi mét lugng nhd ofloxacin

dugc thdi bang tham phan mau.

& ngudii cao tudi sau khi dung mot liéu duy nhat 200mg, thai gian ban thai kéo dai nhung khong lam thay déi nhiéu

néng do huyét thanh cuc dai.

QUA LIEU - XU TRi:

+ Céc ddu hiéu quan trong nhat nhan biét khi qua liéu cdp tinh 1a tac dung trén than kinh trung uong nhu Id 1an, chéng

mat, suy gidm y thic va co giat, taing khodng QT ciing nhu cac phan Ging trén tiéu héa nhu budn non va loét niém mac.

Tac dung trén than kinh trung uong bao gdm ca tinh trang 1a 1dn, co giat, o gidc, va run rdy da dugc quan sat thay sau

khi dua thudc ra luu hanh trén thi truong.

Trong truding hop qud liéu, cac budc loai bd bat ky ofloxacin khong dugc hap thu la riia da day, usng cac thusc hap

phu va natri sulfat, néu c6 thé trong 30 phdt dau tién, dé nghi diing thusc khéng acid dé béo vé niem mac da day. Mot

phan nhé cia ofloxacin cé thé duoc loai bd ra khdi co thé bang thdm tach mau. Loc mau qua mang bung va CAPD
khong c6 hiéu qua trong viéc loai bd ofloxacin khéi co thé. Khong ton tai thudc gidi doc dac hiéu.

Bai niéu cudng bic c6 thé lam tang dao thai ofloxacin.

Trong truding hop qud lidu, can thuc hién diéu tri trieu ching. Nén thyc hién theo ddi dién tam dé, vi khd ning lam

kéo dai khoang QT.

QUI CACH PONG GOI:

+ Hop 10 vi x 10 vién nén bao phim.

+ Hop 1 chai x 100 vién nén bao phim.

BAO QUAN: Nui kh, nhiét do khong qua 30°C, tranh anh sing.

HAN DUNG: 36 thang ké ti ngay sén xudt.

TIEU CHUAN: DBVN IV.

CHU Y: THUGC NAY CHi DUNG THEO DON CUA BAC SY.

Khéng st dung thudc néu:

Vién thuéc bj bién mau, nit, va.

Vi thué'c bj rach.

Chai thué'c bj nit, mat nhan.

Phai ngung diing thudc ngay va thong béo cho bac sy khi gap nhiing tri¢u chiing di Gng.

D& xa tam tay tré em.

Poc ky huéng din sit dung trugc khi diing. Néu can thém thong tin, xin héi y kién bac sy.

Khong ding thudc qua han ding ghi trén nhan.
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CONG TY CO PHAN DUGC PHAM T.U VIDIPHA
184/2, L& Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446
San xudt tai chi nhanh

CONG TY CPDP TRUNG UGNG VIDIPHA BINH DUGNG

VIDIPHA  Khu ph& Tan Binh, Phudng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Dudng
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