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Stafloxin 200
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stafloxin

Céc du hibu uu ¥ v khuyén céo khi dung thube,
D6 xa tam tay tré em .

Poc ky huéng dén sir dung trude khi dang d
Thanh phain cong thir thudc v s enilt ¢
Thanh phn hoat chéit: bes e,

Offoxacin . 200 mg
14 duoc:

Tinh wphxm ievocrystalin cellulose, tinh bOt nati glycolat; povidon, magnesi stearat,
hypromeliose, macrogol 6000, ttan dioxyd, alc. ; ’
Dang bao b::‘ph' € )
Vién nén im.
Vrenn nén tron, bao phim mau tréng, hai mat khum, mot mat khAc vach va mot mt tron.

inh
O m 200 Qugt chi dinh trong diéu t] céc bénh nhiém tring gAY ra bdi cAc vi khudn

Viem tuyén tign ligt, " .
‘Nhigm 8 AU o6 tr cung vA niéu dao khong bién chimg
mwmmﬂwmmm cau.
NhiBm trang da vA mb mem.

Nhiém khuéin durdmg tét niéu khng phirc tap: Do khéng sinh fluoroguinolon, trong d6 ¢6
offoxacin lién quan 8&n phan tmg ¢ hai nghiém trong (xem muc Canh bo va than trong
\hi ding thubc) v nhim khuéin durdmg tiét niéu khong phirc tap & mot s6 bénh nhan c6
muumsi.wmwmmﬁnyymnggmbe‘nnbnm‘mmmammm

khac thay thé.
Dvlnhi!mmmwdamwﬂmmﬂm:mmﬁmwnm,wmw
c6 ofloxacin lién uand!m' g ¢6 hai 9  myc Canh béo
Kkhi diing thu6c) va dot Kkhugin cép ciia viem phé quan man tinh & mot s6 bénh nhan
<6 thé tw khdi, chi nén sir dung ofloxacin cho nhmg bénh nhan khang c6 Iwra chon didu trj
khac thay thé. o n -,
Viém xoang c&p tinh do vi khugin: Do khang sinh fluoroquinolon, trong d6 ‘6 ofloxacin lién
quan én phan tmg c6 hai nghiém trong (xem myc Canh béo va than trong khi ding thubc)
V& viém xoang c&p tinh do vi khudn & mot 6 bénh nhan c6 thé tu kho, chi nén str dung
ofioxacin cho nhirng bénh nhan khdng c6 lira chon didu trj khéc thay thé.
Céch dung, lidu dang N Wiy
‘Stafloxin 200 durgc dung bing dudng udng. - 5
Ligu lwong ofloxacin phy thudc vao loai va mirc a6 ndng clia nhiém trong.
Ligu dung cho ngudi 16n: 200 - 800 a

€ di 400 mg, 16t nhét 1a 6i

céc lidu don 1& céch khoang thoi gian trong ty nhau:
Viém tuyén tién liét: 300 mg mbi 12 gidr trong 6 tuin. g %
Nhiém lau cAu o6 tir cung va niéu dao khong bién chumg: Ligu duy nhat 400 mg.
Viém c6 tir cung va viem niéu dao khong do Iu cAu: 400 mg/ngay don ligu hogc chia ligu.
Nhiém trung da va m6 mém: 400 mg x 2 1An/ngay. "
Nhiém trung duong tiéu dudi: 200 - 400 mg/ngay.
Nhiém triung duomg tiéu trén: 200 - 400 mgingay, néu can, téng liu len 400 mg x 2

lan/ngay. "
Dvmhizmldm‘nc@wlmméqmmllm:mmeéimmmlpuhm

&n chia thafh

Co
hai ligu.

7ré em: Khong khuyn céo ding ofloxacin cho tré em va tré vi thanh nién dang lon.
Tho gian diéu i phy thudc vao mirc 49 nang cia nhidm tring va ap (g vGi diéu tr,
thong thurdmg tir 5 - 10 ngay ngoai trir nhiém 13u cau khong bién chimg duoc khuyén céo
ding lieu duy nhét. i

Thoi gian didu trj khong nén qué 2 thang. "

Chéing

chi. 3

Benhnhln:&:‘mlmvbimmmmuhnmwimonmwwmhphﬂn

14 dugC ndo u; m:acc, o

Bénh nhan c6 tién sir viém gan.

Bénh nhan ¢6 tién sir 4ong kinh hoéic c6 ngung dong kinh thap. p

Tré em hoAc e vi thanh nién dang I6n va phy n c6 thai hodc cho con b, VI cc thir

nghiém irén th khong loai trir dugc hoan toan nguy co gay thoai hoa sun cia khop &

th dang phat trién,

Bénh nhan thiéu hyt ho&c thiéu hyt titm &n hoat tinh glucose-6-phosphat dehydrogenase

Gk bi phan (g tan huyét khi dieu tri vi cAc thuc khang khudn guinolon,

Cénh bao va thén trong khi dng thubc y

Cling nhur chc quinolon khéc, ofioxacin c6 thé gy cAc phan tng qud mAn nguy hiém, €O
Bénh nhan nén biét vé khd nang nay,

phén Ung & da khac cling nhu béit ky déu hiéu nao khac ctia qua m&n nhu nhip tim nhanh,
khé nudt hodc kho thér, hodic bét ky biéu hién nao cia chimg phi mach (nhur sung moi,
lubi, mat; dau hong; khan giong).
Bénh nhan dang dung ofloxacin nén ngung thubc va hoi ¥ kién béc sTnéu thay dau, viem,
hodc dirt gan va nghl ngoi, han ché van dng dén khi chén doan chirng viém gan hodc durt
gan dugc loai Ui,
Than trong khi dung thuéc cho nhng bénh nhAn c6 tién sir bj bénh tam than holic bénh
nhan méc ching loan than kinh,
Dung céc thubc khéng sinh, déc biét keo dai, co thé d&n aén sy gia tang nhanh céc ching
@& khang. Do a6, phai kiém tra tinh trang bénh nhn dinh ky, Néu xay ra nhiém trang khac,
m d:r;% chc h:ouhrmép thich hop.
phan ing c6 hai nghiém trong c6 khé n&ng khong hbi phyc va gy tan tat, bao gdm viém
gan, Adt gan, bénh Iy thén kinh ngoai bién va cac tac dyng bt lgi l;.l‘: thaan kinh uu‘:m uong.
Céc khang sinh nhom fluoroguinolon cé lién quan dén cac phan (mg c6 hai nghiém trong
wannngymn tt va khong hdi phyc trén céc hé co quan khac nhau cla co thé. Cac
phéan g nay c6 thé xudt hign dbng thi trén cung bénh nhan. CAc phan img c6 hai
thurng dugc ghi nhan gdm viém gan, dirt gan, dau khop, dau co, bénh Iy than kinh ngoai
vi v{a Ccéc tac dyng bét 'V,' trén hé thdng than kinh trung wong (4o gidc, lo Au, tram cam, mat
ngd, dau dau néng va I IAn). C4c phén (mg nay c6 thé xdy ra trong vong vai gior dén vai
tuan sau khi sir dung thubc. Bgnh nhan & bat ky i nao hodc khong c6 yéu 6 nguy co n
tai tir truée déu co thé gép nh(rmg phén g c6 hai trén.
Ngrng str dyng thube ngay khi c6 déu hiéu hodc trigu chirng dau tién cla bét ky phan tng
6 hai nghiém trong ndo. Thém vao d6, tranh st dung cc khang sinh nhém fluoroguinolon
cho cc bénh nhan da tirng gép cac phén mg nghiém trong lién quan dén fluorogquinalon.
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Sir dung thubc cho phy ni¥ c6 thai va cho con b

Phu n¥ c6

D6n nay, chura ¢6 c&c nghién ciru dBy i vA duoc KiSm Soat vB viec sir dung ofloxacin cho
phu n ¢6 thai. Giong nhu RAU hét céc fluoroquinolon khac gy banh khop & tha cdn non,
khong nén dung ofloxacin cho phu nir c6 thai.

Phuy ni¥ cho con ba

Ofioxacin phan b6 Vo stra me. Do kha ning gy cAc tac dung khong mong mudn nguy
hiém cua ofloxacin cho tré bi me, nén quyét dinh ngung cho con bi hode ngng dung
thubc sau khi can nhéc tm quan trong cUa thudc dGi voi ngudi me.

14i xe, van hanh méy méc

maym,nuwwwumqummmmmmmw-m:m<
cua thubc

VTwnauc,nmgkx

Twong téc cua thubc
Dimgdbnngalwmuﬂcmmudddﬂammmmmmumhonm
mudcmanbnoemmﬂmsuhbw.npao.mmmzwmumum
céc ché phdm nay. ¥

Khi dl)nuﬂwmc&cmuﬂcnmqﬂnﬂoﬂvﬁwh.mmkMMMkm
steroid c6 thé lam thép hon ngudng dong kinh néo.
Mmaﬂmmmg:svm-ywmuowmawmmdhunuammyﬂ
@4 dugc bao céo & nhirng bénh nhan dﬂ’:)h dudmg dung ddng thai ofloxacin va cdc
thu6c trj d4i thao dudmg (nhu insulin, glyburid).
Keoa;‘mwayMuuwwmumwmmmuanum:m

dong. ¥
Mudcwwmnhipnm:nnwm(mmucmﬁccmwnmpnmanmnm
r!ngnguywkéodail«mu\gQTuonqqutmnnm!uvaoﬂoncm. Nén tranh dung ddng
theyi v6i cac thube chng loan nhip nhém IA (nhr quinidin, procainamid) ho&ic nhém Il (nhur
ami , sotalol). )

Vi liBu cao quinolon, c6 thé gidm bai tiét va gia téng ndng dd trong huyét thanh khi dung
ddng thi Vi céc thubc dugc bai tiét qua 8ng than (nhu probenecid, cimetidin, furosemid

va methotrexat).
Jinh hung dén két qua xét nghiém: Trong qua trinh diéu trf v ofloxacin, viec xéc dinh
mnﬁ:pru'enM&cmrﬂvﬂnmnmmmmwk&quldmdnhql&

Tuong ky cua thudc ¢
wnmeoc&mnﬂwuv!«nnmkycnnmuac,mwnunmuyvmu:
Tée dung khéng mong muén ciia thubc

Thuong gdp (1/100 S ADR < 1/10)

Tiéu hod: Non, budn non, tiéu chay, dau bung va r6i loan tiéu héa.

Than kinh trung wong: Bdu dau, chéng mat; mét mai, run, budn ngd, mat ngd, & mong va
16i loan thj giéc. i
Da: Phét ban da, ngtra, phan (g da kiéu qua man.
Hi6m gap (1/10.000 s ADR < 1/1000) y
Than kinh trung uong: Ao giéc, loan tam than, trAm cam, co gidt. 3

Da: Viém mach, hi chirng Stevens-Johnson va hoal tir nhiém doc da.

liu va céch xu trf TR »

chimg

hiéu quan trong nht c6 thé xAy ra sau qua lieu cAp Ia cAc triéu chimg & than kinh
trung wong nhur nham 1&n, hoa mAt, kém tinh t4o va céc can dong kinh cing nhur cAc phan
& durdng tiéu héa nhur ndn va &n mon niém mac.

hop qué li2u, cAc buréc can thyc hién nham loai b ofloxacin chua hép thu nhu rira
da day, ubng cAc chat hép phu va natri sulfat, néu c6 thé trong suét 30 phat dau duoc
Khuyen dung; nén dung cac thudc khang acid dé bao vé niém mac da day.
C6 thé gia téing thai trir ofloxacin bang Igi tiéu cudng birc.
Dic tinh dugc lvc hoc
Nh6m dupr Iy: Thubc khang khusin diing toan than; Céc fluoroquinolon.
Ofloxacin 1a mot dén xuat acid carboxylic nhém quinolon c6 hoat tinh khang khudn ph6
rong dGi véi ca vi khudn gram () va gram (+). Ofloxacin thé hién hoat tinh khang khuén cua
n6 qua viéc trc ché DNA gyrase, mot topoisomerase cla vi khudn. DNA gyrase [a mot
enzym can thiét cho viéc kiém sot hinh thal DNA va gidp ti tao, sira chira, lam bat hoat
va sao cneev D';A C:!st;‘ gﬁ kh:{‘vg c_nneo gitra ofloxacin va c4c fluoroquinolon khac. N6
chung khéng c6 sy g ct gitra ofloxacin va cac nhém kh
Gl % Sk aminoglycosid. X ang khuén khac nhu
W""T%""‘ﬁ?;‘h’“’% h va t6t
Offoxacin dugc nhanh va 6t qua dudng tiéu hod. Sinh kha dung dueng udng
oln1mvlnbnqﬂealnhmuhwéimnaauawcuu1-29»::2:;\93-5“;"1
suukhiuﬂnuﬁ!u:oome.H!pt'\uhlchlmllikhiwminnhungdlgwmumbi

&nh hudng déng ké.
phan b6 rong khip
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Khoang 25% thudc duge gén v6i protein huyét tuong. Offoxacin durge

vao céc dich co thé, ké ca dich nao tly, va xam nhap t6t vao cdc mo. Thudc qua nhau thai

va phan bé trong sira me. Thuc con hién dign trong mat.

Sur Ao thai cia ofloxacin qua hai pha; thei gian ban thai khodng 4 - 5 gidr va 20 - 25 gior
trong trudng 2 chuyén

PG co i ran hah ot chuén o e el

ot tinh khéng khuan trung binh. Ofloxacin duoe thai trir chd . Thubc duge

IoﬂnunclulhﬂnvwwMﬂmmv&MBs~mﬂumcmb‘:in:mnmm

dudi dang khong chuyén hoa trong 24 - 48 gid, ddn dén ndng dJ thudc trong nude tiéu

cao. Dudi 5% thude dugc bai tiét qua nudc tiéu dudi dang cac chét chuyén hod. 4 - 8%

ligu dung duge bai tiét qua phan. h

ﬁ?;:‘:\%ﬂu:‘\;vm nhd ofloxacin dugc thai trir biing cach th&m phan mau hodc thdm phan

Quy céch dong goi

Vi 10 vién. Hop 1 vi.

VI 10 vien. Hop 2 vi.

VI 10 vién. Hop 10 vi.

Chai 100 vién. Hop 1 chai.

Didu kign bao quan, han diing, tiéu chudin chit lwgng cua thude

Digu kién bao quan

:Anmalnmmmkm.mim.umnwmmewm.

lan dang
48 thang ké tir ngay san xudt.
Tiéu chudén chdt lwong

DBVN.
Tén, dja chi cia co s& san xudt thude

a/4

STELLA
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