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Thuc k& dan/Prescription only
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297/5 Ly Thuang Kiét, P.15, Q.11, TR.HCM, Viat Nam
Mekophar Chemical Pharmaceutical Joint-Stock Co.
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200mg 200mg 200mg
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TO HUONG DAN SUDUNG 4050 1.0

Ry OFLOXACIN 200mg

Vién nén bao phim

Pé xa thm tay tré em

boc ky huéng din sir dung trude khi ding
Thudc nay chi dung theo don thube

Thanh phan, ham luong ciia thude: Cho 1 vién nén bao phim

Thanh phan hoat chét:
— OflORACH o.esmmssininsrmamas 200 mg
—Tadugc viradu..................... 1 vién

Thanh phin ta duoc: lactose monohydrat, povidon K29/32, colloidal silicon dioxyd, magnesi
stearat, natri starch glycolat, tinh bdt ngd, hydroxypropylmethylcellulose, titan dioxyd, talc,
macrogol 6000, polysorbat 80.

Dang bao ché ciia thude:
Vién nén bao phim

MG ta san pham:
Vién nén dai bao phim mau tring nga, mdi mit vién ¢6 1 vach ngang, mdt mit c6 sé 200, mot mat

Chi dinh:

Nhitng chi dinh sau day dugc gidi han & nguoi 16n.

Ofloxacin thich hop cho viéc diéu tri cac nhiém khuan do vi khudn néu nhitng nhiém khuan nay

duoc gdy ra boi cac tdc nhan .gay bénh nhay cam vdi ofloxacin:

— Nhiém khuan duong ho hap dudi bao gdm viém phdi, viém phé quan va dot cp ciia viém phé
quan man tinh do vi khuan hiéu khi gram am gdy ra. (Vién ofloxacin khéng phai la thude duoc
lya chon ddu tién trong viém phéi do Streptococcus pneumoniae, Mycoplasma pneumoniae hoic
Chlamydia pneumoniae).

— Nhiém khudn duong tiét nidu trén va dudi, bao gom nhiém khuan duong tiét niéu khéng bién
ching (viém bang quang) va nhiém khuan duong tiét niéu bién chuing.

—Bénh lau niéu dao va ¢ tr cung khong bién ching, viém niéu dao khong do 13u va viém co tir
cung.

Nhiém khuan duong tiét niéu khong phtrc tap, dot nhiém khuén cdp cua viém phé quan man tinh

(do vi khuan hay viém phdi) va viém xoang cap tinh do vi khudn: Do khang sinh fluoroquinolon,

trong do6 ¢6 ofloxacin lién quan dén phan ung c¢6 hai nghiém trong (xem muc than trong) va cac

nhiém khuan nay & mot sé bénh nhan c6 thé tu khoi, chi nén sir dung ofloxacin cho nhiing bénh
nhén khéng ¢6 lwva chon diéu tri khac thay the

Can can nhic dbi voi huéng dan chinh thire vé viée str dung thich hop cac tac nhan chdng vi khuan.

Liéu dung, cach dung:

Liéu ding:

Liéu dé nghi:

— Liéu cua ofloxacin duge xac dinh theo loai va mire do nghiém trong ctia nhiém khuan. Liéu ding
cho nguoi lon 1a tir 200 mg dén 800 mg/ngay.

— Liéu 1én dén 400 mg c6 thé duoc ké nhu mdt liéu don duy nhét, tt nhat la vao budi sang. Thong
thuong, nhiing lidu don nén duoc ké trong nhirng khoang thoi _gian twong duong nhau.

— Trong nhimg truong hop riéng le, c6 thé can phai ting t&i lidu tdi da 800 mg/ngay, liéu nay nén
duoc chia thanh 400 mg x 2 lan/ngay, voi khoang thoi gian tuong duong nhau. Diéu nay c6 thé
pht hop trong nhitng nhiém khuan do téc nhén gy bénh duoc biét c6 thé lam giam hoac thay d01
tinh nhay cam véi ofloxacin, nhiém khuan nang va / hoic bién chung (nhu duong hé hap hodc tiét
niéu) hodc néu bénh nhan khéng dap ing thudc tuong xtng.

— Céac liéu sau ddy duogc khuyén céo:
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Chi dinh Liéu diing
Bénh lau ni¢u dao/cd tir cung khong
bién chirg.

Nhitng nhiém !(huén duong tiét niéu
dudi khong bién ching.

Nhimg nhlem khuén bién chimg cua 400 mg/ngay, tang liéu néu cén thiét, 1én dén

400 mg liéu don.

200 mg-400 mg/ngay.

duodng tiét niéu trén. 400 mg x 2 lan/ngay.
Nhing nhiém khuan duong hé hap 400 mg/ngay, tang liéu néu can thiét, 1én dén
dudi. 400 mg x 2 lan/ngay.

Viém niéu dao khong do l4u va viém
cb tir cung.

Mot lidu duy nhit 400 mg ofloxacin la du dé didu tri bénh lau khong bién chimg.
Nhitng doi twong ddc biét:

¥ Suy giam chuc nang than:
— Sau liéu khoi dau binh thuong, liéu dung nén giam ¢ bénh nhan suy chirc ning than duoc xéc dinh

bang do thanh thai creatinin hoéc nong dd creatinin trong, huyét tuong.

D4 thanh thai creatinin |Creatinin huyét tuong |Liéu duy tri*
20 t&1 50 ml/min* 1.5 t61 5 mg/dl 100 mg - 200 mg ofloxacin / ngay
<20ml/min** >5 mg/dl 100 mg ofloxacin / ngay
* Dua vao chi dinh hoic khoang liéu.
** Nén theo dbi ndng d¢ huyét thanh cuia ofloxacin & bénh nhén suy than niang va bénh nhéan chay
than nhan tao.
—Bénh nhdn trai qua chay thin nhan tao hodc thidm tach phic mac nén dugc cho 100 mg
oﬂoxacm/ngav
— Khi khéng thé do duoc d6 thanh thai creatinin, né ¢é thé duge udce tinh bang cach st dung cong ] :
thire ctia Cockeroft sau ddy cho nguoi lon:
Nam: CICr= [cén ndng x (140 — tudi)] / (72 * Sc (mg/dl)) hoac
CICr= [cén ndng x (140 — tudi)] / (0,814 x S¢, (nmol/l))
Nit: CICr= 0,85 x (gia trj bén trén)
Trong do:
CICr: D¢ thanh thai creatinin (ml/phut)
Tubi: Tinh bing ndm
Cén nang: Tinh bing kg
Scr Néng do creatinin trong serum
¥ Suy giam chue néng gan:
— Su bai tlet ofloxacin ¢6 thé bi giam & nhimg bénh nhén bi rdi loan chic nang gan ning.(nhu xo
gan co cd truong).
- Trong nhitng truong hop nay, khuyén rang liéu khong nén vuot qua 400 mg ofloxacin/ngay, vi co
kha ning giam su bai tiét.
v Tré em: Ofloxacin dugc chéng chi dinh dé sur dung ¢ tré em hodc thanh thiéu nién dang phat trién
(xem muc chong chi dinh).
v Nguoi cao tudi: Khong can diéu chinh lidu & ngudi cao tudi, ngoai viée diéu chinh do xem xét
chire néng than hodc gan (xem muc thén trong - kéo dai khoang QT).
Thoi gian diéu tri:
— Piéu trj khong duogc qua 2 thang.
— Lidu hang ngay Ién dén 400 mg ofloxacin ¢ thé duoc cho nhu mét lidu don duy nhat. Trong
truong hop nay, tot nhat la nén dung ofloxacin vao budi sang.
— Liéu hang ngay hon 400 mg phai duoc chia thanh hai liéu riéng biét va dugc cho vao nhing

400 mg/ngay.

Cach dimg:

khoang thoi gian tuong duong nhau.
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— Str dung duong uéng.

— Vién ofloxacin nén duoc nudt nguyén vién véi luong nudce vira du truée hodc trong bira an.
Khéng nén ding trong vong 2 gi¢ sau khi ding thudce khang acid, sucralfat hodc céc ché phim
chira ion kim loai (nhom, sit, magnesi hodc k&m), vién nhai hodc vién c6 chat dém didanosin (cho
HIV), vi su giam hép thu ofloxacin ¢6 thé Xy ra (xem muc tuong tac thude).

Xii Iy thuéc trude va sau khi siv dung:

Khdng c6 yéu cau dic biét vé sir ly thube trude va sau khi sir dung.

Chéng chi dinh:

—Ngudi co tién sir qua méin véi ofloxacin, cac quinolon khéc va/hodic cac thanh phan khac trong
ché pham.

— Thiéu hut glucose-6-phosphat-dehydrogenase.

— Phu nir ¢6 thai va cho con bu.

— Bénh nhén tién st bénh ly vé gan do quinolon, tién st dong kinh hodc réi loan than kinh trung
uong.

— Tré em, thanh thiéu nién.

Cinh bao va thén trong khi ding thuée:

— Than trong khi str dung thudc ddi véi cac ngudi bénh dong kinh hodc c6 tién st rdi loan than kinh
frung uwong.

— Phai giam liéu ddi voi nguoi bénh bi suy than.

— Tranh phoi nang hoic tia cuc tim vi ¢6 nguy co man cam anh sang.

— Hoat tinh cua ofloxacin déi véi Mycobacterium tuberculosis ¢é thé 1am xét nghiém BK tr¢ thanh
am tinh & ngudi bi lao phdi hodc lao xuong khop.

— Ciing nhu céc khang sinh phd rong khéc, phai chu y dén viém dai trang do Clostridium difficile,
phai ngtmg diéu tri néu dang dung ofloxacin.

— Bénh nhan ¢6 nguy co kéo dai khoang QT: Nhiing trudong hop rét hiém vé khoang QT kéo dai da
dugc bdo cdo ¢ bénh nhan dung fluoroquinolon. Can than trong khi dung fluoroquinolon, bao
gbm ofloxacin cho nhiing bénh nhén véi nguy co kéo dai khoang QT nhu:

+ Hoi chimg kéo dai khoang QT bim sinh.

+ Bénh ly tim mach (suy tim, nhdi mau co tim, cham nhip tim).

+ MAat can bing dién giai (chimg gidm kali huyét, chimg giam magnesi huyét)

+ Sur dung dong thoi voi céc loai thube lam tang khoang QT nhu thudc chdéng loan nhip tim
nhom IA/II thube chéng trdm cam 3 vong, macrolid, thudc chdng rdi loan than kinh.

+ Ngudi gia va phy nir thuomg nhay cam hon dbi véi céc loai thude cé nguy co lam tang khoang
QT. Can than trong khi s dung fluoroquinolon, bao gdm ofloxacin, cho nhitng nhém doi
tuong nay.

— Bénh nhan dang dung thude khang vitamin K: Cé kha nang lam ting chi s6 PT/INR trong xet
nghiém dong mau hoac chay mau & bénh nhan duoc diéu tri véi levofloxacin két hop véi chat dbi
khang vitamin K (vi du nhu warfarin). Nén kiém tra dong méu khi dung ddng thoi cac thude nay.

— Co6 thé xay ra céc phan ng nghiém trong trén da: Hoi chimg Stevens-Johnson (SJS) hodc hoai tir
biéu mé nhiém doc (TEN). Lién hé tic thi véi bac i truée khi tiép tuc diéu tri khi ¢6 phan tmg
da/niém mac xay ra.

—Nguy co dnh huéng dén thi gidc: Khi tim nhin bi suy yéu hodc ¢6 bét cir anh huong nao 1én mat,
nén tu van cdc chuyén gia vé mét ngay lap tic.

— Nguy co rdi loan duong huyét: Nhu tit ca cac thube thudc nhém quinolon khac, nhirng }"éi loan vé
dudng huyét, bao gém tang/giam duong huyét & bénh nhén tiéu duong dang dugc dicu tri bang
thubc ha duong huyét duong ubng (glibenclamid/insulin). Pa xay ra cac truong hop hon mé do ha
dudmg huyét. Than trong kiém tra duong huyét déi véi cc bénh nhan tidu duong nay.

— Canh bio thay doi test phat hién opioat: C6 thé cho két qua duong tinh gia. Can xdc nhan duong
tinh bang cac bién phéap chuyén biét hon.

— 8. aureus khdang Methicillin: Rét c¢6 kha nang cung khang véi céc fluoroquinolon, ké ca ofloxacin.
Do do ofloxacin khong duogc khuyén cao dé diéu tri nhidm MRSA da duogc biét hodc bi nghi ngo,
trir khi két qua xét nghiém xdc nhan tinh nhay cam cua vi khuan véi ofloxacin (va cac khéng sinh
thuong duoc khuyén cdo dé didu trj nhiém MRSA duoc coi 1a khoéng phu hop).

O EE

— Su d khang voi cic fluoroquinolon cia E.coli: Cac tac nhan gy bénh phé bién nhét lién quan
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dén nhiém khuan duomg tiét niéu - thay doi trén toan Lién Minh Chau Au. Nguoi ké don nén tinh
dén ty 1& khang thude cua E. coli tai dia phuong véi céc fluoroquinolon.

— Bénh nhén suy giam churc ning gan: Ofloxacin nén duoc sir dung than trong ¢ nhitng bénh nhan
c6 chirc nang gan bi suy gidm, vi ton thuong gan c6 thé xay ra. Cdc truong hop viém gan kich
phat ¢6 kha ning ddn dén suy gan (bao gdm ca trudng hop tir vong) da duge bdo cdo voi cac
fluoroquinolon. Bénh nhan nén duoc khuyén ngig diéu tri va lién hé véi bac si clia ho néu céac
déu hi¢u va triéu ching cua bénh gan phat trién nhu chan an, vang da, nudc tiéu sam mau, ngua
hogc bung dau tirc (xem muc tac dung khong mong mudn).

— Bénh nhan thiéu glucose-6-phosphat-dehydrogenase: Bénh nhan tiém an hodc di duoc chuan
doan bi thiéu hut glucose-6-phosphat-dehydrogenase ¢ thé dé mic phai cac phin tmg tan huyét
néu ho duoc diéu tri bang cac quinolon. Do dé néu sir dung ofloxacin ¢ nhitng bénh nhéan nay, kha
ning tan huyét nén duogc theo déi.

~R&i loan thi Iuc: Néu thi luc bi suy yéu hodc c6 bét ky anh huéng nao trén mit, can phai gédp bac
s chuyén khoa mit ngay lap tie (xem muc anh hudéng cua thude 1én kha nang lai xe, vin hanh
mdy moc va tac dung khéng mong muén).

— Cac phan tng c6 hai nghiém trong c6 kha ning khong hdi phuc va gay tan tit, bao gdm viém gén,
durt gan, bénh 1y than kinh ngoai bién va cic tic dung bat loi trén day than kinh trung uong.

— Cac khang sinh nhém fluoroquinolon cé lién quan dén céc phan tng c6 hai nghiém trong cé kha
nang gay tan tat va khong hdi phuc trén cac hé co quan khac nhau cua co thé. Cac phan tng nay
6 thé xudt hién dong thoi trén cung bénh nhan. Céc phan tmg ¢6 hai thuong dugc ghi nhan gdm
viém gan, diit gan, dau khép, dau co, bénh 1y than kinh ngoai vi va céc tac dung bat loi trén hé

thdng than kinh trung wong (4o giac, lo 4u, trdm cam, mét ngt, dau dau ndng va 14 1an). Cac phan
g nay c6 thé xay ra trong vong vai gior dén vai tudn sau khi sir dung thubc. Bénh nhan & bat ky
tudi nao hoic khong ¢6 yéu tb nguy co tdn tai tir trude déu c6 thé gap nhimg phan tng c¢6 hai trén.

— Ngung str dung thude ngay khi ¢6 ddu hiéu hoic triéu ching déu tién cta bat ky phan ung co hai
nghiém trong nao. Thém vao dé, tranh sir dung cac khang sinh nhom fluoroquinolon cho c4c bénh
nhan da ting gap cac phan tng nghiém trong lién quan dén tfluoroquinolon. \

— Ché pham c6 chia lactose, than trong cho nguoi bénh mic céc rdi loan di truyén hiém gdp vé
dung nap galactose, chimg thiéu hut lactase Lapp hoic rdi loan hép thu glucose-galactose.

Sir dyng thuéce cho phu nir ¢6 thai va cho con bi:

—Mang thai: Dua trén nhitng dit liéu con han ché vé cac nghién ctru trén con nguoi, viée sir dung
fluoroquinolone trong ba thang dau cua thai ky khéng lién quan dén viéc lam gia tdng cac nguy co
bi di tit nang hodc cac phan tmg phu khéc dbi véi thai ky. Cac nghién ctru trén dong vat da chimg
minh thudc lam tén thuong sun khép & dong vét con non nhung khong co tac dung gay quai thai.
Do d6 khong nén sir dung ofloxacin trong thoi ky mang thai.

—Cho con bi: Ofloxacin dugc bai tiét qua sita me voi lwong nho. Vi kha nang tiém tang cho cac
van dé vé co xuong khép va céc doc tinh nghiém trong khéc & tré so sinh, nén tam ngung viéc
cho con bu trong thoi gian diéu tri v&i ofloxacin.

Anh hwéng ciia thude 1én kha nang lii xe, vin hanh may méc:

Thén trong khi sir dung cho nguoi lai tau xe, van hanh may, ngudi lam viée trén cao va cac truong
hop khéc vi thube ¢ thé gdy dau dau, chong mat, mét moi.

Twong tic, twong ky ciia thudc:

Twong tdc cita thuéc:

— Thube ¢6 kha nang lam kéo dai khoang QT: Ofloxacin, twong tu nhu cac fluoroquinolon khéc,
nén duge dung thén trong & cac bénh nhan dang ding céc loai thube ¢6 tac dung kéo dai khoang
QT (nhu thuée chéng loan nhip tim nhém IA va III, thuéc chéng trAm cam ba vong, macrolid,
thudc chdng loan than).

~Thudc khang acid (chita Mg/Al), sucralfat, cc cation kim loai: lam giam su hap thu. Do d6
ofloxacin nén dugc uéng cach khoang 2 gio trude khi dung cac loai thudce nay.

— Thube chbng dong mau: Nguy co kéo dai thoi gian chay mau khi dung chung véi ofloxacin.

— Theophylin, fenbufen hodc céc thube khang viém khong steroid tuwong tu: Khéng c6 tuong téc
duge dong hoc cua ofloxacin duge tim thiy véi theophyllin trong nghién ctru 1dm sang. Tuy
nhién, viéc ha thap ngudng gdy co giat ¢6 thé xay ra khi dung quinolon dong thoi véi theophylin,
thube ch@gﬁ viém khong steroid hodc céc thudc khac. Trong truong hop co gidt, nén ngung dung

k!
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oloxacin.

— Glibenclamid: C6 thé gay tang nhe nong do glibenclamide huyét thanh khi dwoc dang dong thoi.
Bénh nhan diéu tri phbi hop nén dugc theo déi chit ché.

— Probenecid, cimetidin, furosemld va methotrexat Do co ché canh tranh hodc tc ché van chuyen
tich cuc trong viée bai tlet & 6ng than, can than trong khi dung ofloxacin cung véi cac thude co
anh hudng dén su bai tiét dng than nhu probenecid, cimetidin, furosemid vi methotrexat.

~ Chat dm khang vitamin K: Tang (PT/INR) trong céc xét nghiém dong mau va/hodc chay mau (co
thé tram trong) khi két hop diéu tri véi chat déi khang vitamin K (warfarin). Céc xét nghiém dong
mau nén duoc theo déi & nhitng bénh nhan nay.

Tuwong ky ciia thubc: )
Do khéng c6 céc nghién ctru vé tinh twong ky cua thude, khong tron 14n thube nay voi cac thuoc
khac.

T4c dung khéng mong muén:

— Khong thuong gap (1/1000< ADR<1/100)

+ Nhiém trung va nhiém ky sinh: Nhlem ném, tang su dé khang cua céc tac nhan gy bénh.

R6i loan tdm than: Bon chdn b01 rbi, r6i loan gidc ngu, mat ngu.

R&i loan hé than kinh: Hoa mat choang vang, nhie dau.

Réi loan mét: Kich g mat.

R&i loan tai va tai trong: Chéng mat, mat thang béng.

Roi loan hé hép, nguc va trung that: Ho, viém mii hong.

Réi loan tiéu hoa: Pau bung, tiéu chay, budn ndn, nén.

Réi loan da va cic md dudi da: Ngtra ngdy, phat ban.

— Hiém gap (1/10,000sADR< 1/1000):

R6i loan hé mién dich: Phan ung phan vé*, phan Umg dang phan vé*, phit mach*.

Roi loan chuyen héa va dinh dudng: Bleng an.

R6i loan tam than: R6i loan than kinh (a0 gi4c), lo ling, hoang mang, 4c mong, tram cam.

R&i loan h¢ than kinh: Budn ngu, cam gidce di thuong, loan vi giéc, loan khiru giac.

Ri loan mit: Réi loan thi gidc.

Réi loan tim: Nhip tim nhanh.

Réi loan hé mach: Ha huyét 4p.

Réi loan hé hép, nguc va trung tht: Kho the, co thét phe quan.

Réi loan tiéu hoa: Viém rudt non két, thinh thoang xuat huyét tiéu hoa.

Réi loan gan - mat: Tang men gan (ALAT, ASAT, LDH, gamma-GT va/hoédc phosphatase

klem), tang bilirubin trong mau.

Réi loan da va cac md dué6i da: Mé day, néng buing do mat, ra md héi nhiéu, phat ban mun

mu. ot

+ R&i loan co xwong khop va md lién két: Viém gan.

+ Rbi loan than va tiét nidu: Tang creatinin huyét thanh.

— Rét hiém (ADR <1/10,000):

+ R01 loan mau va h¢ bach huyet Thiéu m4u, thiéu mau tan huyét, giam bach cdu, ting bach
ciu ai toan, rbi loan g1am tiéu cau.

+ R&i loan hé mién dich: Séc phan v&, sc dang phan vé.

+ R&i loan hé than kinh: Bénh ly than kinh cam giac ngoai bién*, bénh ly than kinh véan dong
cam gidc ngoai bién*, co giat, hoi chimg ngoai thap hoac céc roi loan vé phéi hop co.

+ ROi loan tai va tai trong: U tai, mét thinh luc.

+ Réi loan tiéu hoa: Viém dai trang gia mac, vang da &r mét.

+ R&i loan da va cdc m6 dudi da: Hong ban da dang, hoai tir biéu m6 nhidm déc, min cam anh
sang*, ndi ban do thudc, ban xuét huyét mach mau, viém mach mau (trong truong hop dac
biét c6 thé din dén hoai tur da).

+ R&i loan co xuong khop va mé lién két: Pau khép, dau co, dut gan (gén Achille) c6 thé xay
ra trong vong 48 gio khi bat dau déu tri va c6 thé & ca hai bén.

+ R&i loan than va tiét ni¢u: suy than cép.

— Khac (khong xac dinh duoc tan s6 tir cac di lidu co san):

+ R&6i loan mau va hé bach huyét: Mat bach cAu hat, suy tay.

+ @t ++++ o+
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+ ROi loan chuyen héa va dinh dudng: Ha duong huyét & nhitng bénh nhén tiéu dudng dugc
diéu trj bang cac thude ha dudng huyét, tang duong huyét, hon mé do ha duong huyet
Réi loan tam than: Réi loan than kmh va trdm cam vai cac hanh vi tu gy nguy hiém cho ban
than bao gdém y dinh tu sat hodc cb gang tu tu, cang thing than kinh.
Réi loan hé than kinh: Run, réi loan van dong, ngét xiu, mét vi giac.
R6i loan mat: Viém mang bd dao.
Roi loan tai va tai trong: Giam thinh lue.
Réi loan tim: Loan nhip tam that, xo&n dinh (dugc bao céo chu yéu tir nhitng bénh nhan véi
cac yéu tb nguy co QT kéo dai ), ECG QT kéo dai.
R6i loan hé hép, nguc va trung tht: Viém phéi di ung, kho thé nang.
Réi loan tiéu hoa: Chimg khé tiéu, day hoi, tdo bén, viém tuy.
R01 loan gan - mat: Viém gan, co thé nghiém trong *; tén thuong gan nghiém trong, bao
gdm cac truong hop bi suy gan cap tinh, do1 khi gay tu vong, da duoc bao cdo voi ofloxacin,
chi yéu & nhimg bénh nhan véi céc réi loan gan co ban.
+ Réi loan da va cac m6 dudi da: Hoi chimg Steven- Johnson, hoi chimg ngoai ban mun mu
toan than cap tinh, phat ban do thudc, viém miéng, viém da tréc vay.
+ Réi loan co xuong khép va mé lién két: Tiéu co van va/hodc dau co, yéu co, rach co, dit co,
durt day chang, wem khop.
+ Rbi loan than va tiét niéu: Viém thén ké cép.
+ Réi loan bam sinh va di truyén: Nhitng con boc phat & cac bénh nhan bi rdi loan chuyén hoa
porphylia.
+ Rbi loan chung: Dau sbt suy nhuoc (bao gom dau & lung, ngue va tir chi).
*Téac dung phu sau khi dua ra thi truong.
Théng béo ngay cho bac sy hodc duoc s§ nhitng tic dung khong mong mudn gap phai khi str dung
thuoc.

Hueéng dan cdch xir tri ADR:
Ngumg di€u tri néu c6 cac phan Gmg vé tdm than, than kinh va qua man (phat ban ning).

+ + 4+ + 4+

+ + +

Qui liéu va cich xir tri:

Qud liéu:

— Qua lidu thuong hay gip ¢ ngudi cao tudi va 1/3 truomg hop 1a do khong diéu chinh liéu cho phu
hop vai chirc nang théan.

— Triéu ching: hay gap nhat la nhiing biéu hién vé than kinh nhu 16 14n, con co gidt, co gidt co, ao
gidc va cac rdi loan gén - co.

Cdach xir tri:
Khéng cé thube giai doc dic hiéu, didu tri triéu chitng. Phai theo di cac biéu hién than kinh, lam
dién tam do dé theo doi khoang QT. Phai theo doi chirec nang than (creatinin huyet) dé danh gia
kha nang dao thai thubc. Trong nhiing ngay sau, cén khuy€n ngudi bénh tranh bt cac co gan lam
viéc qué ste va trd lai hoat dong thé luc dan dan. Thim phan mau, thdm phan mang bung khong
gitip ich dé loai bo ofloxacin.

Dac tinh dwoc lue hoc:

— Nhém duoc 1y: thude khang khudn.
Ma ATC: JOIM A01
Ofloxacin la mét khang sinh thudc ho [quinolon trong nhom fluoroquinolon, ¢6 tac dung di¢t khudn
manh. Co ché tac dung chua duoc biét day du. Giong nhu cac thude quinolon khang khudn khac,
ofloxacin trc ché DNA-gyrase cua nhiéu vi khuan Gram am va wrc ché topoisomerase IV cuia nhiéu
vi khuan Gram duong 12 nhimg enzym can thiét trong qua trinh nhan déi, phién ma va tu sra DNA
ctia vi khuan. Ofloxacin c¢6 phd khang khuén rong bao gdm:

+Chuing nhay cam: Vi khuan wa khi Gram duong: Bacillus anthracis, Staphylococcus nhay cam véi
methicilin. Vi khuan wa khi Gram 4m: Acinetobacter, chu 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 aeruginosa, Salmonella serratia, Shigella, Vibrio, Yersinia. Vi khuin ky khi:
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Mobiluncus, Propionibacterium acnes. Vi khuén khac: Mycoplasma hominis.
+Chung nhay cam vira: Vi khuin wa khi Gram duong: Corynebacterium, Streptococcus
pneumoniae. Chung khac: Chlamydiae, Mycoplasma pneumoniae, Ureaplasma urealyticum.
+Ching khang thudc: Vi khudn wa khi Gram duong: Enterococcus, Listeria monocytogenes,
Nocardia asteroides, Streptococcus khéang methicilin. Vi khudn ky khi: trir Mobiluncus va
Propionibacterium acnes.

+Mycobacterium khong dién hinh: in vitro, ofloxacin ¢6 hoat tinh vira phai di voi mét sb chung
Mycobacterium (Mycobacterium tuberculosis, Mycobacterium Jortuitum, kém hon véi
Mycobacterium kansasii va kém hon nita ddi v6i Mycobacterium avium,).

DPic tinh duge dong hoc: ] ’

— Ofloxacin dugc hap thu nhanh va t6t qua duong tiéu hoa. Sinh kha dung qua duong udng khoang
100% va c6 nong do dinh huyét twong 3 - 4 microgam/ml, 1 - 2 gi¢ sau khi uéng mét lidu 400 mg.
Hap thu bi cham lai khi ¢6 thic an nhung ty 1& hdp thu khong bi anh hudng. Thoi gian ban thai 1a
5 - 8 gio, trong truong hop suy than, c6 khi kéo dai 15 - 60 gio tuy theo muc d6 suy than, khi do
can diéu chinh liéu. Oflaxacin duoc phan bd rong khép cac dich co thé, ké ca dich ndo tay va xam
nhép tdt vao cac mo. Khoang 25% ndng dé thudc trong huyét tuong gén vao protein huyét twong.
Thudc qua nhau thai va tiét qua sita. C6 ndng do twong ddi cao trong mat.

—Khi ding liéu don, it hon 10% ofloxacin duoc chuyén héa thanh desmethyl-ofloxacin va
ofloxacin N-oxyd. Desmethyl-ofloxacin cé tac dung khang khuan trung binh. Thudc duoc loc qua
cau than va bai tiét qua ng than. 75 - 80% thuée duoc bai tiét qua nude tidu dudi dang khong
chuyén héa trong 24 dén 48 gid, 1am ndng d¢ thude cao trong nudce tiéu. Dudi 5% thube dugc bai
tiét dudi dang chuyén héa trong nudc tiéu; 4 - 8% thude bai tiét qua phan. Chi mét jlugng nho
ofloxacin duoc thai bang thim phan mau.

Quy cach dong goi:

— Vi 10 vién. Hop 1 vi.

— Vi 10 vién. Hop 2 vi.

—~ Vi 10 vién. Hop 10 vi.

Piéu kién bio quan:

Noi kho rdo, tranh anh sang, nhiét d6 khong qua 30°C.

Han dung:

36 thang ké tir ngay san xudt. Khong sir dung thube hét han ding.

Tiéu chudn chit luong: DDVN

Tén, dia chi cua co s sin Xuat: )
CONG TY CO PHAN HOA - DUGC PHAM MEKOPHAR
S6 297/5 Ly Thuong Kiét, Phuong 15, Quén 11, Tp. H6 Chi Minh.
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