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HUONG DAN SU DUNG THUOC
g theo don thude — py 1y o dich tiém truyén tinh mach AMVIFXACIN 200

OFLOXACIN 200 mg/40 ml
Pé xa tim tay tré em

ATNID

CO PHAN
DUJC PHAM

Poc k§ huéng din sit dung trude khi ding
Néu cAn thém théng tin, xin hoi ¥ kién bdc si hofic dwge s

THANH PHAN CONG THUC THUOC:

Cong thite cho 40 ml dung dich tiém truyén tinh mach:
Thivh IO G0E GHAE OFUTKATL 1vvvuersassorenssnrossssssssdsssssisssssssisssnsas s s asisosmeasiissiommeppsssisscssns 200 mg
Thanh phan ta duwoce: Natri clorid, Acid hydrochloric, Nude cAt pha tiém ..c..veeveeeene vira du 40 ml

DANG BAO CHE: Dung dich tiém truyén tinh mach, dung dich trong sudt, mau vang, khong lan tap

chét co hoc.

CHI PINH:

Ofloxacin duoc chi dinh dé diéu tri cdc nhiém trung & ngudi 16m khi gdy ra boi cac vi khuan nhay
cam:

- Nhiém khuén tiét niéu phirc tap.

- Nhiém khuan ho hap dudi.

- Nhiém khuén da va mé mém.

- Nhiém khuan huyét.

CACH DUNG, LIEU DUNG:

Ciach dung:

Thuéc diing truyén tinh mach. Dung theo sy hudng din cta béc sy diéu tri.

Liéu dung:

Nhiém khuin tiét ni¢u phiec tap:

Truyén tinh mach 200 mg/ngay. Trong trudng hop cin thiét & bénh nhan nhiém khudn dudng niéu
nang hodc phirc tap, c6 thé ting liéu 1&n 400 mg/lan x 2 1an/ngay, truyén mdi 200 mg trong it nhit 30
phut.

Nhiém khudn hé hdp dudi:

Truyén tinh mach 200 mg/lin x 2 lan/ngay. Trong trudng hop cdn thiét & bénh nhan nhiém khuan
dudng niéu ning hodc phirc tap, c6 thé tang liéu 1én 400 mg/lan x 2 lan/ngay, truyén mdi 200 mg trong
it nhat 30 phiit.

Nhiém khuéin da va mé mém:

Truyén tinh mach 400 mg/1an x 2 lan/ngay, truyén mdi 200 mg trong it nhat 30 phut.

Nhiém khudn huyét:

Truyén tinh mach 200 mg/lan x 2 lan/ngay. Trong trudng hop cAn thiét & bénh nhan nhim khuan
dudng niéu ning hodc phuc tap, cd thé ting lidu 16n 400 mg/lan x 2 lan/ngay, truyén mdi 200 mg trong
it nhat 30 phut.

Nguwoi suy gan: St dung thén trong. Liéu tdi da & ngudi suy gan niing 12 400 mg mdi 24 gid.
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Nguwdi suy than: Lidu dau tién tuong ty ngudi binh thudng, sau do hiéu chinh liéu nhu sau:
Cler 20-50 ml/phat: Diing lidu thong thudng duge khuyén cdo trong moi 24 gio.
Cler < 20 ml/phat: Dung Y2 lidu thong thuong duoc khuyén cdo mdi 24 gid.

CHONG CHI PINH:

Chéng chi dinh v&i ngudi ¢6 tién st qua man véi ofloxacin, cdc quinolon khdc va/hode cde thanh phén
khéc c6 trong ché phdm.

Tién st rdi loan gén co lién quan dén sir dung khéng sinh quilonon.

Tién st dong kinh hodc c6 ngudng dong kinh thap.

Thiéu hut enzym glucose-6-phosphat-deshydrogenase.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Céc phan ung cd hai nghiém trong ¢ kha nang khong héi phuc va giy tan tit, bao odm viém gan, dut
gén, bénh ly than kinh ngoai bién va céc tac dung b4t loi trén than kinh trung wong.

Céc khang sinh nhém fluoroquinolon ¢6 lién quan dén céc phan Gmg c6 hai nghiém trong c6 kha ning
oAy tan tat va khong hoi phuc trén céc hé co quan khac nhau cta co thé. Céc phan tng nay c6 thé xuét
hién ddng thoi trén ciing bénh nhan. C4c phan tng ¢6 hai thuong duge ghi nhan gdm viém gan, dut
gin, dau khdp, dau co, bénh ly than kinh ngoai vi va céc tac dung bat lgi trén hé thdng thén kinh trung
wong (ao giac, lo au, trdm cam, mét ngh, dau dau ning va I 1an). Céc phan ng nay c6 thé xay ra
trong vong vai gidr dén vai tudn sau khi str dung thube. Bénh nhan & bat ky tudi nao hodc khong ¢6 yéu
t6 nguy co ton tai tlr trude déu c6 thé gip nhiing phan Gmg c6 hai trén.

Ngimg st dung thube ngay khi c6 dAu hiéu hodc triéu chimg ddu tién cua bat ky phin tmg cé hai
nghiém trong nao. Thém vao dd, tranh sir dung cac khang sinh nhém fluoroguinolon cho cac bénh
nhén da tirng gip cac phan ung nghiém trong lién quan dén fluoroquinolon.

Trong céc truong hop dot bung phat nhiém khuén cdp ciia viém phé quan man va nhiém khuéan tiét
niéu khong phtre tap, chi nén stt dung ofloxacin trong trudng hop khong con Iua chon diéu tri nao
khac.

S. aureus khang methicilin (MRSA) ciing c6 kha ning dé khang cao véi cic khang sinh
fluoroquinolon, trong dé ¢6 ofloxacin. Do d6, ofloxacin khéng dugc khuyén cao dé diéu tri cho céc
truong hop nghi ngd hodc da xdc dinh nhiém khudn do MRSA trir trudng hop da c6 dir liéu vi sinh
cho thdy vi khudn con nhay cam véi ofloxacin. Ofloxacin cling khong duoc lua chon la khang sinh
hang dau diéu tri viém phdi gdy ra boi Preumococci, Mycoplasma hoic lién céu tan huyét beta.

Phin itng qud min va dj irng: Co thé gdy sbc phan vé de doa tinh mang.

Déng kinh, ting dp luc ndi sp va logn thdn do nhiém djc: Cé thé xay ra, dc biét & cde bénh nhan
nghi ngd hoic sin ¢b céc rbi loan than kinh trung wong (nhu tién st ddng kinh, xo cing dong mach
nfio) hodic ¢6 cac yéu tb nguy co khac (rbi loan chirc nang than hodc sir dung ddng thoi véi fenbufen
hodc mdt sb thude chéng viém khdng co cAu tric steroid tuong tu hodic mot s6 thube khac 1am giam
ngudng déng kinh nhu theophylin).

Viém gan, diet gén: Hiém gap nhung c6 thé xéy ra, ddc biét c6 thé gay diit gan Achilles. Viém gén va
dirt gan, doi khi xuét hién ddng thdi ca hai, ¢ thé xudt hién trong vong 48 gid sau khi bt dau diéu tri
hodc sau khi nglmg diéu tri vai thang. Nguy co viém gan va dit gén ting [én & bénh nhan trén 60 tuodi,
ngudi suy than, c6 sir dung corticosteroid va & bénh nhén c6 ghép tim, phdi hodc than.
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Ngiroi suy thin: Diéu chinh liéu dua trén do thanh thai creatinin.

Kéo dai khodng QT: RAt hiém gip nhung dd dugce bdo cdo & bénh nhén st dung fluoroquinolon. Cén
than trong khi str dung trén cdc bénh nhén san cé céc yéu td nguy co gdy kéo dai khoang QT bao gdm:
Hoi chimg QT kéo dai bdm sinh; st dung dong thoi voi cac thube gdy kéo dai khoang QT (vi du céc
thude chéng loan nhip nhom IA va nhém 11, thudc chdng trdm cam ba vong, khang sinh nhom
macrolid, mét sd thube chdng loan thén); rdi loan can biang dién giai chua duge hiéu chinh phi hgp (vi
du ha kali huyét, ha magnesi huyét); ¢ bénh ly tim mach (vi du suy tim, nhdi mau co tim, nhip tim
chém); bénh nhén cao tudi va bénh nhin nir nhay cam hon véi cdc thude gy kéo dai khoang QT.

Tién sir roi loan tim than: Can than trong khi str dung. Cdc tdc dung bat loi trén tdm than da duoc
bdo cdo & bénh nhéin sir dung khang sinh nhém fluoroquinolon. Mot sb trudng hop ¢6 y dinh tur tr
hoic ¢6 hanh vi tu ¢d tinh gdy thuong tich ban than chi sau khi diing lidu don.

Réi loan chive ning gan: Can than trong khi st dung. Cdc trudng hop viém gan 4c tinh ¢6 thé din dén
suy gan (bao odm ca céc truong hop tir vong) di duge bdo cdo & bénh nhén cé sir dung khéng sinh
nhom fluoroquinolon.

Nhuwoc co: Ofloxacin khong khuyén cdo sur dung & bénh nhan co6 tién st nhuoc co, do thudc tre ché
thin kinh co va lam ndng thém tinh trang yéu co. Mot vai trudng hop tir vong hodc cin hd tro hd hép
dd duge béo cdo & bénh nhin nhuge co khi str dung khéng sinh nhém fluoroquinolon.

Da ting nhay cim voi dnh sang: Co thé xay ra khi diéu tri bang ofloxacin. Vi vay, bénh nhan khong
nén tiép xuc véi anh sdng mit troi manh hodc tia UV nhan tao trong thoi gian diéu tri va trong 48 gid
sau khi ngtig diéu tri ofloxacin.

Bénh Iy thén kinh ngogi vi: Nén tranh dung ofloxacin. Bénh 1y thén kinh cam gide hogc cam gide van
dong di dugc bdo cdo va thudng khoi phat nhanh & bénh nhén diéu tri khang sinh nhdém
fluoroquinolon, trong dé ¢d ofloxacin.

Réi logn dwong huyét: Can theo dbi chit ch& dudng huyét trong qué trinh diéu tri ofloxacin. Tuong tu
céc khang sinh nhom fluoroquinolon khéc, ofloxacin ¢6 thé gdy rdi loan dudng huyét, bao gdm ca ting
va ha dudng huyét. Réi loan nay thuong xuét hién khi ding ofloxacin véi céc thude diéu trj dai thao
dudng dudng udng hozc Insulin.

Viém dgi trang gid mac lién quan dén Clostridium difficile: Tiéu chay ning, dai dang va/hodc ¢6
méu trong phan xut hién trong hogc sau vai tuan diéu tri ofloxacin c6 thé la triéu ching clia viém dai
trang gia mac lién quan dén Clostridium difficile. Bic st cdn luu ¥ cén nhic dén chin dodn nay trong
trudng hop bénh nhan xuat hién tiéu chay nghiém trong trong va sau khi diing ofloxacin.

Bénh nhin thiéu hut enzym G6PD: Tranh st dung ofloxacin do d& xuit hién tan mau khi diéu tri
bing cdc khang sinh quinolon. Trong truong hop bét bude str dung, can theo dai kha ning xudt hién
tan mau.

Sii dung trén tré em: Khang sinh nhém quinolon ¢é thé gay bénh 1y khép trén cdc khép chiu trong
lugng co thé & cac dong vat chua trudng thanh. Do do, ofloxacin khong dugc khuyén cao & tré em va
tré vi thanh nién dudi 18 tudi. Tuy nhién, do tm quan trong cta nhitng téc dung bt loi nay chua duge

xé4c dinh chic chan nén mot sb trudong hop van ¢ thé sir dung cho tré em trong thoi gian ngan.

SU' DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU:

Phu nir c6 thai:
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Céc nghién ctu trén dong vat cho thdy thude 6 kha ning gdy bénh khdp trén céc khép chiu trong
lugng co thé & cac dong vat chua trudng thanh. Vi vay, tranh str dung ofloxacin cho phu nit mang thai.
Dbi voi dang ding tai chd véi mic lidu duoce khuyén cdo, khdng ghi nhén téc dung bat loi nao Ién su
phat trién ctia bdo thai hogc thai nhi. Tuy nhién, do chua cé dit li¢u tir cde nghién ciru kiém soat tt va
pht hop trén phu nit mang thai, nén chi st dung ofloxacin trong trudng hop loi ich vugt trdi nguy co.
Phu ni cho con bi:

Sau khi udng liéu don 200 mg, néng do ofloxacin trong siia tuong tur trong huyét thanh. Véi dang
dung tai chd (mat hodc tai), khong 13 thude ¢6 duge bai tiét vao stta me hay khong. Tuy nhién, do
nguy co xay ra cac tdc dung bat loi nghiém trong trén tré bi me, chi st dung ofloxacin trong trudng

hgp loi ich vugt trdi nguy co.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Bénh nhén cén than trong khi 14i xe hay vin hanh may modc vi thude ¢6 thé cé tac dung khong mong
mudn nhu budn ngt, chéng mit tdi loan thi gidc...Céc phan (mg nay co thé tang khi ding chung véi

ruou.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac thude

Thuée gdy kéo dai khoang QT: Thén trong khi st dung ofloxacin & b¢nh nhan dang dung cac thudc
gdy kéo dai khoang QT (vi du cac thude chdng loan nhip nhém TA va nhém 111, thude chong trdm cam
ba vong, khang sinh nhém macrolid, mét 56 thude chdng loan than).

Thuée khdng acid, Sucralfat va cdc thude chira ion kim loai: Giam hap thu cia ofloxacin, cén str dung
ofloxacin trude 2 gid hodc sau 6 gid st dung cédc thudc trén.

Thuée chong déng mdau nhém coumarin: Tang tac dung chdng déng déng mau, can theo ddi chit ché
thoi gian prothrombin (INR), co thé cin hiéu chinh liéu thudc chong dong mau trong thoi gian diéu tri
va sau khi ngliing ofloxacin.

Glibenclamid: C6 thé 1am ting nhe ndng d6 glibenclamid trong huyét tuong, cAn giam sit chit ché
bénh nhan.

Theophylin, fenbufen hodic cic NSAID khdc nirong tie: Ngudng dong kinh c6 thé giam dang ké khi phdi
hop ofloxacin véi cac thude nhu theophylin, fenbufen hodc cac NSAIDs khdc tuong ty. Trong truong
hop xuét hién dong kinh, cén ngimg diéu tri bang ofloxacin.

Twong ky,

Dung dich truyén tinh mach ofloxacin twong ky v&i Heparin va amphotericin B.

TAC DUNG KHONG MONG MUON CUA THUOC:
Thuong gap, ADR > 1/100

Tiéu héa: budn ndn, ndn, tiéu chay.

Théin kinh: dau dau, chéng miit.

It gaip, 1/1 000 < ADR < 1/100

Tiéu hoa: dau bung, chan &n, kho tiéu.

Thin kinh: lo 4u, 14n 16n, trdm cam, 4o gidc, rdi loan gide ngd.

Co, xuong, khdp: dau khép, dau co.
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Toan than: suy nhuoge, run.

Huyét hoc: réi loan huyét hoc, ting bach cau ua acid, giam bach cu, giam tiéu cau.

Da: phat ban.

Khéc: rdi loan thi gidce, vi giac.

Hiém gdap, ADR < 1/1 000

Tiéu hoa: viém dai trang lién quan dén st dung khang sinh.

Than kinh: co giét, loan than, bénh |y than kinh ngoai vi.

Co, xuong, khdp: viém gén, dit gan.

H6 hap: kho tho.

Gan: roi loan chire nang gan, viém gan, vang da.

Tim mach: ha huyet 4p, viém mach.

Thén: viém thén k&, suy thén.

Da: da ting nhay cam véi 4nh sdng, hdi chiing Stevens-Johnson va hoai ttr thuong bi nhiém doc.

Khdc: roi loan thinh giac, khtu gidc.

Hwéng dan cach xik tri ADR

Cén ngimg diéu tri khi: Xuat hién dong kinh; dau hiéu phat ban dau tién hodc phan ung qud man,
nhitg phan Gng trén tdm than, than kinh; cdc dau higu bénh gan nhu chdn dn, vang da, nudc ticu sam
mau, nglra hodc bung mém.

Trong trudng hop nghi ngd viém gén, can ngimg dicu tri bang ofloxacin ngay khi xuat hién céc dau
hiéu dAu tién nhu sung, dau, viém hodc dit gan, ddng thoi, tién hanh cic bién phap dieu tri gén bi ton
thuong (vi du bat dong).

Trong truong hop nghi ngd viém dai tring gid mac, can ngimg dieu tri ofloxacin va sir dung ngay phéac
dd khang sinh didu trj (Vancomycin ding dudng udng, teicoplanin dung dudng udng hodc
metronidazol). Chéng chi dinh str dung céc thude tre ché nhu dong rudt trong trudng hop nay.

Théng bdo ngay cho bdc sy hodc dwoc sj nhitng phén ting c6 hai gdp phai khi si dung thuébc.

QUA LIEU VA CACH XU TRI:

Triéu ching: Thudng gip nhét 14 céc tri¢u ching trén than kinh trung uong nhu 16 13n, hoa mit, kém
tinh tdo, 40 gidc, run va co gidt, kéo dai khoang QT va mot s& phan tng trén tiéu hoéa nhu budn noén va
trot niém mac tiéu hoa.

X tri: Khoéng cé thude giai doc dic hicu, vi vay diéu tri triéu chung. Thim phén phuc mac va tham
phén phuc mac lién tuc ngoai tri khéng gitp ich loai bo ofloxacin. Thai trir ofloxacin ¢o thé tang lén
do loi tiéu cudng ép. Trong nhitng ngay sau, can khuyén bénh nhén trdnh bit cdc gin co hoat dong qua
muc va tro lai hoat ddng thé luc dan dan.

PAC TINH DUQC LUC HOC:

Nhém duoce 1y: Khang sinh nhém quinolon

Mi ATC: JOIMAOI

Ofloxacin c6 téc dung diét khuan. Tuong ty cdc khdng sinh nhém fluoroquinolon khdc, ofloxacin G
ché tong hop DNA cua vi khudn nhay cam bing cach tc ché hoat dong clia hai enzym DNA
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topoisomerase typ Il tham gia vao qué trinh sao chép DNA cua vi khudn la DNA gyrase va
topoisomerase IV. Trong dd, dich tdc dung cha yéu trén vi khuan Gram 4m 1a DNA gyrase, con trén Vi
khudn Gram duong la topoisomerase TV. Té bao dong vat c6 vi cling ¢6 enzym topoisomerase typ Il
tuong tu vi khuan. Tuy nhién, & ndng do dat duoc trong didu tri, thubc khong téc dong dén
topoisomerase typ Il ctia ddng vat c6 vi. Tuong tu nhu mot s6 khéang sinh nhém fluoroquinolon khdc,
ofloxacin ¢6 thé cé co ché tic dung khac 1én thanh té bao, khong phu thude vao RNA cia vi khuan.
Co ché nay lam tang hiéu qua diét khuén cta ofloxacin nhung dén nay vin chua sang to.

Khac v6i khang sinh B-lactam chi tac dung lén vi khuan & pha tang trudng, ofloxacin c¢6 tic dung diét
khuén & ca pha ting truong lan pha khéng tang trudng. Trén phén 16n vi khuan nhay cam, ndng do
diat khuan t6i thidu (MBC) ciia ofloxacin cao gip 1 - 4 lin ndng dé e ché téi thiéu (MIC). Ofloxacin
¢6 kha ndng co tac dung hdu khang sinh trén mot s6 chiing vi khuan hiéu khi, tuy nhién, chua xéc dinh
duoc y nghia 14m sang cta tic dung nay. Céc nghién ctu in vitro con cho thdy ofloxacin cd thé gy
mét DNA plasmid cta té bao vi khuan ¢6 plasmid (nhu E. coli). Téc dung nay khong du dodn trude va
phu thude vao loai plasmid cu thé va ndng d¢ cla thude. Trong cac nghién cliu vé dd nhay cam in
vitro, tic dung diét khuédn ctia ofloxacin giam di trong nudc tiéu, dic biét trong moi trudng nude tiéu
¢6 tinh acid. Tuy nhién, diu nay c6 thé khéng cé y nghia l1am sang do ndng do ofloxacin dat dugc
trong nudc tiéu thuong duge duy tri cao hon MIC cua ofloxacin déi véi da sb céc vi khudn gy bénh
trén dudng tiét niéu.

Phé khéang khuén:

Tuong tu cic khang sinh nhém fluoroquinolon khde, ofloxacin ¢6 phd khéng khuan rong trén ca vi
khudn Gram 4m va vi khuan Gram duong nhung tac dung trén vi khuan Gram am thudng manh hon.
Vi khudan Gram dwong: Ofloxacin c¢6 tac dung chéng lai nhiéu ching vi khuén Gram duong, ké ca cic
chung sinh penicilinase, khong sinh penicilinase va mot s6 ching Staphylococci khang oxacilin.
Ofloxacin ¢6 tac dung trén tu cdu khuan Staphylococci manh hon trén lién cdu khuan Streptococci.
Ofloxacin ciing c6 tac dung chdng lai mot sé chiing Enterococci, Bacillus anthracis, Corynebacterium
va Listeria monocylogenes.

Vi khudn Gram dm: Ofloxacin ¢6 tac dung chdng lai hau hét vi khudn Gram &m hiéu khi, bao gdm da
sé cac ching Enterobacteriaceae quan trong trén 1am sang (Citrobacter spp., Enterobacter spp., E.
Coli, Klebsiella spp., Proteus mirabilis, Proteus vulgaris, Serratia spp., Salmonella spp., Yersinia
enterocolitica...), Pseudomonas aeruginosa, Haemophilus influenzae, Haemophilus ducreyi,
Moraxella catarrhalis, Vibrio cholerae, Vibrio parahaemolyticus. Ngoai ra, ofloxacin ¢é tic dyng vdi
mdt s& vi khudn Gram am hiéu khi khic nhu Acinetobacter Iwoffi, Acinetobacter baumannii,
Campylobacter fetus, Helicobacter pylori, Borderella pertussis, Borderella parapertussis, Brucella
melitensis, Francisella tularensis, Yersinia pestis, Legionella pneumophila.

Ofloxacin cling ¢6 téc dung trén mdt s ching vi khudn ndi bao Chlamydia, Mycoplasma va
Mycobacterium. Ofloxacin ¢6 tdc dung trén Chlamydia trachomatis manh hon Ciprofloxacin nhung
trén Mycobacterium spp., ofloxacin lai co tdc dung yéu hon ciprofloxacin va Levofloxacin. Ofloxacin
khong cé tac dung vai da sb vi khuan ky khi.

Vi sinh vét khdc: Ofloxacin ¢6 téc dung trén Plasmodium falciparum, Rickettsia conorii, Coxiella

burnetii, nhung khong cé tac dung véi nam.

PAC TINH DUQC PONG HOC:
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HAp thu: Ofloxacin duogc hdp thu nhanh va hau nhu hoan toan qua dudng tiéu hoa. Thie dn lam giam
mc dd va/hoic tde d hap thu nhung khéng cé y nghia 1dm sang. Sinh khd dung dudng ubng & ngudi
truong thanh khoe manh khi doi khoang 85 - 100%. Nong do dinh trong huyét thanh dat duge trong
khoang 0,5 - 2 gi0 sau khi dung thude. O bénh nhan ¢o6 chire ning gan va thén binh thuong, nong do
dinh trong huyét thanh va dién tich dudi dudng cong (AUC) tang ty 1€ vi lidu ding trong khoang 100
— 600 mg va thudmg khdng bi anh hudng boi do tudi. Nong dd trong huyét thanh & trang thai can bang
dat duoc sau 4 lidu thube va cao hon khoang 40% ndng dd sau khi ding liéu don theo dudng udng.
Phan bé: Ofloxacin phan bd rong rdi viao cdc mé va dich co thé sau khi uéng. Nong do thude trong
phin 16n md va dich co thé bing 0,5 - 1,7 lAn ndng do thude trong huyét thanh. Ty I¢ lién két voi
protein huyét thanh khoang 20 - 32%. Sau khi udng, ofloxacin duge phan bb ca vao dich ndo tiy, ndng
do dinh trong dich ndo tiy thuong dat dugce trong vong 2 - 6 gid sau khi ding thude va cé su khic
nhau déng ké gifta cac bénh nhén, phu thudc vao muc dj viém ctia mang ndo. Ofloxacin qua dugc
nhau thai va dugc phéan bd trong mau cuéng rén va dich 6i. Thude cling duogc bai tiét vao sira me,
trong 24 gio sau khi ubng, van phat hién duoc thudc trong sita me.

Chuyén héa: Khi dung lidu don, dudi 10% ofloxacin dugc chuyén hoa; khoang 3 - 6% lidu diing dugc
chuyén héa thanh desmethyl ofloxacin va khoang 1 - 5% duogc chuyén héa thanh ofloxacin N-oxyd.
Desmethyl ofloxacin 1a chit chuyén héa ¢ hoat tinh diét khudn nhung hoat luc kém hon so véi
ofloxacin trén céc ching vi khuan nhay cam. Trong khi dé, ofloxacin N-oxyd chi cé rit it tic dung
khéng khuén.

Thai trir: Ofloxacin va cdc chit chuyén héa duge thai trr qua nude tiéu va phan. Sau khi ding liéu
don ofloxacin trong khoang 100 - 600 mg, 65 — 90% lidu thude duoe thai trir qua nude tiéu trong vong
48 gity dudi dang khong chuyén héa va dudi 5% dang chét chuyén héa. Khodng 4 - 8% liéu dung dugc
thai trir qua phan. O ngudi truéng thanh khoe manh ¢ chire nang thén binh thudng, nira doi thai trir
cua ofloxacin & pha phan bb (tina) khoang 0,5 - 0,6 gid va nira ddi thai trlr & pha cudi (ti2 B) khoang 4
- 8 gid. O bénh nhin ¢6 suy than, ndng do ofloxacin trong huyét thanh cao hon va nira doi thai trir kéo
dai hon. O ngudi cé Cler khoang 10 - 50 ml/phut, nira doi thai trir cua thudc khoang 16,4 gid; Cler dudi
10 ml/phiit, nira doi thai trir khoang 21,7 gio. Mot lugng nhd ofloxacin va chit chuyén hdéa desmethyl

ofloxacin dugc loai bd b.%mg thAm tach méu.
QUY CACH PONG GOI: Hop 1 tai, 10 tii hodc 20 tai x 40 ml.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Diéu kién béio quéin: Noi khd mat, nhiét do dudi 30°C, tranh dnh séng.
Han ding: 24 thang, ké tir ngay san xuat.

Tiéu chudn chit lwong ciia thudce: Tiéu chuan co so.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

_ Chi duoc st dung mot 1an, bo di phan dung dich thira néu chua sir dung hét.

- Khéng dugc st dung khi dung dich bi van duc, ddi mau, chira cdc phin tir tap chat cd thé nhin thiy
bang mat thudng, hodc tai dich bj thung, nap day khong con nguyén ven.
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£ Sin xuit tai
A% CONG TY CO PHAN DUQC PHAM AM VI
Amvipharm 75 p1.4.3 4 duong N13, khu cong nghiép Péng Nam, xd Hoa Phii, huyén Cu Chi, thanh

phé Hé Chi Minh
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