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CONG THUC:

Franxacin 200:

Thanh pktfrl duge chdt: OO A oo ST R S R A DY 200 mg

Thanh phdn td dwgc: Tinh bt sin, Lactose monohydrat, PVP K30, Natri starch glycolat,
Aerosil 200, M;}gncsi stearat, HPMC 6 cps, PEG 6000, Talc, Titan
choxvd, Oyl 821 @8, cmmissmiesesissvsiirnsie vd 01 vién

Franxacin 400:

Thanh phcfn duge chdt; OBORACH. i s s RSE 400 mg

Thanh phan td dugc; Tinh bt sin, Lactose monohydrat, PVP K30, Natri starch glycolat,
Acerosil 200, Mggnesi stearat, HPMC 6 cps, PEG 6000, Talc, Titan
TS BB T 3 R — vd 01 vién

DANG BAO CHE

Franxacin 200: Vién nén tron bao phim mau dd, thanh va canh vién lanh l§n.
Franxacin 400: Vién nén dai bao phim mau do, thanh va canh vién lanh lan.

CHI PINH

Oﬂoxacm duoc chi dinh diéu tri trong cac trudmg hop nhiém khuén & ngudi lén do cac chiing vi
khuén g'&y bénh nhay cam vdi ofloxacin:

- Viém c6 tir cung hodc niéu dao c6 hodc khc"mg kém l4u, lau khéng bién chimg,

- Nhim khuin ducmg hé hap dudi bao gbm viém phdi, viém phé quan va dot cap cua viém phe
quén man tinh gay ra b&i vi khuén hiéu khi gram 4m. (Ofloxacin khong phai 13 thuc dwgc lya
chon dAu tién trong diéu tri bénh viém phm gay ra boi Streptococcus preumoniae, Mycoplasma
pneumoniae hodc Chlamydia pneumoniae).

Pot nhiém khuén cép ctia viém phé quan man tinh: do khang sinh ﬂuoroqumolon trong d6 co
ofloxacin lién quan dén phén tmg cé hal nghiém trong (xem muc thin trgng) va nhiém khuén cap
clia viém phé quan man tinh & mot so bénh nhén c6 thé tu khoi, chi nén si dung ofloxacin cho
nhimg bénh nhan khdng cé lya chon didu tri khac thay thé.

- Nhiém khuin dudng tiét niéu trén va dudi bao gom nhiém khuén dudng tidt niéu khong bién
chimg (viém bang quang) va nhiém khudn dudng tiét niéu bién chimg.

Nhifm khuén duong tiét niéu khong phiic tap: do khang sinh fluoroquinolon, trong do co

oﬂoxacm lién quan dén phan g c6 hai nghiém trong (xem muyc thén trong) va nhiém khuén
dudmg tiét niéu khong phuc tap & mot sé bénh nhén 6 thé tu khoi, chi nén sir dung ofloxacin cho
nhimg bénh nhin khéng c6 lya chon diéu trj khéc thay thé.
- Viém xoang cép tinh do vi khuén: do khang sinh fluoroquinolon, trong d6 ¢4 ofloxacin lién
quan dén phan img c6 hai nghiém trong (xem myc thin trong) va viém xoang cép tinh do vi
khuAn & mét sé bénh nhan 6 thé tu khéi, chi nén sir dung ofloxacin cho nhing bénh nhén khong
c6 lya chon diéu trj khéc thay thé,
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LIEU DUNG, CACH DUNG

* Lidu ditng:

- Liéu ctia ofloxacin dugre xdc djnh dyra vio logi va mire d nghiém trong cia nhiém khuén. Liu
ding cho ngudi 1ém 12 200 mg dén 800 mg/ngady.

- Licu téi 400 1115!11;_,&\' nén udng 1 14n duy nhit trong ngay, t t&t nht 1a udng vio bubi sang.

- Trong mdt s6 ll’ll’(‘m}_, h(,rp diic biét ma cin phai ting licu Ién t&i 800 mg/ngdy, thi lidu nay nén
duge chia 2 1dn, mdi lan cdch nhau 12 gio. Diéu nay thich hgp trong truong hgp nhiém khuin
gdy ra bai vi khuiin ¢6 kha ning lam giam hodc lam llmy d6i do nhay cam vdi ofloxacin, trong

tnrung hqp nhiém khudn nang vivhoic nhiém khudn bién chimg (vi du nhiém khuén duong ho
hép va nhiém khuén dudng nidu) hoic trong trudmg hep bénh nhéin khong dap ng day du.

- Céc liéu sau déy duge khuyén cdo:

Chi dinh Liéu ding

Bénh lau niéu dao/liu ¢ tir cung khong bién chimg 400 mg 1 licu duy nhét

Nhimg nhiém khuan dudng tiét niéu diéi khong bién chimg [ 200 mg dén 400 mg/ngay

400 mg,/ngay, néu cin c6 thé

Nhimg nhiém khudn dudng tiét niéu trén 6 bién chimg tang liu lén dén 400 mg/lan x 2
lan/ngay
400 mg/ngay, néu can co thé

Nhimg nhi&m khuén dudng hd hdp dudi ting lidu 1én dén 400 mg/lan x 2
1An/ngay

Viém niéu dao va viém ¢ tir cung khong do lau 400 mg/ngay

Cdc truedng hgp ddc biér:
v" Suy gidm chirc ning thin:

- Sau Liéu khoi déu, liéu ding nén gidm & nhitng bénh nhan suy gidm chirc ning thin duge xdc
dinh bang dé thanh thai creatinin hodc nong dj creatinin trong huyét turong.

Do thanl thdi creatinin Creatinin trong huyét tuong Liéu duy tri*
20-50 ml/phit* 1,5-5 mg/dl 100-200 mg ofloxacin méi ngay
<20 ml/phit** >5 mg/dl 100 mg ofloxacin m6i ngay

* Dura vao chi din hojc khoang liéu

** Nén theo ddi néng d6 ofloxacin trong huyét thanh nhimg bénh nhén suy than ning hoic bénh
nhén chay than nhén tao.

- Bénh nhan chay thén nhén tao hofc thdm tach phtic mac lidu khuyén dung: 100 mg
ofloxacin/ngay.

- Khi khéng thé danh gid dugc do thanh thai creatinin, thi cé thé udce tinh dua vao nong do
creatinin trong huyét thanh theo céng thirc Cockcroft sau dy dbi véi ngudi 1ém:

Nam: Cler = [cin niing x (140- tudi)] / [72 x Scdmg/dl)] hozc
Clg, = [can niing x (140- tudi)] / [0,814 x Sc(umol/1)]
Nir: Cle = 0,85 x gia trj trén
Trong d6:
Cl¢r: D thanh thai creatinin (ml/phit)
Tudi: Tinh bing nim
Cén ning: Tinh bing kg
Scr: Nong d8 creatinin trong huyét thanh
v Suy giém chirc ning gan:

- Su bai tiét ofloxacin c6 thé bj gidm & nhimg bénh nhan bj réi loan chirc niing gan niing (vi du
bénh nhin xo gan cb trudng).
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- Trong trudng hop nay, khong nén sir dung qua 400 mg ofloxacin mdi ngay vi c6 thé lam giam
sur bai tict,

v Tré em: ofloxacin chfmg chi dinh str dung cho tré em hofic thanh thiéu nién dang 16n (xem
muyc chong chi dinh). .

¥ Ngudi cao tudi: Khéng can phai diéu chinh lidu ¢ ngudi cao tudi, ngoai vige phai didu chinh
liéu do chirc niing gan hojc thiin suy giam (xem muc thin trong-kéo dai khoang QT).

Thoi gian diéu tri:

- Thoi gian diéu trj khong qud 2 thang.

- Li¢u ding hang ngay t6i 400 mg ofloxacin ¢6 thé ding 1 lidu duy nhét trén ngay. Trong trudng
hop ndy nén udng ofloxacin vio budi sdng.

- Licu ding hang ngdy vuot qua 400 mg phéi chia thanh 2 lidu, mi liéu cach nhau 12 gio.

* Cach ding:

- Udng thude trude hode trong bira dn vdi lugng nude vira du. Khéng nén dung thubc trong vong
2 gitr sau khi udng cdc thude khéng acid, sucralfat hofic ché pham chira ion kim loai (nhém, sat,
magie hojic k&m), vién nhai hoac vién dém didanosine (HIV), do c6 thé lam gidm hap thu
ofloxacin (xem muc twong tac thudc).

CHONG CHI DINH

- Mén cdm véi ofloxacin hofic bt ky loai khang sinh fluoroquinolon nao khac hoiic véi bat ky
thanh phén ndo cua thude.

- Bénh nhén c6 tién st dong kinh hoic réi loan hé than kinh trung wong v&i ngudng dong kinh
thap hon.

- Bénh nhan c6 tién sir réi loan gan lién quan dén sir dung fluoroquinolon.

- Bénh nhén c6 triéu chitng ciia bénh Parkinson tir truée khi diéu trj hozic céc i loan ngoai thap
khdc (xem muc cinh bao va than trong khi ding thudc va muc tic dung khong mong muén).

- Tré em hodc thanh thiéu nién dang 16n, phu nit ¢é thai hoic cho con by,

- Bénh nhén thiéu hut glucose-6-phosphat-dehydrogenase.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Céc phén tmg 6 hai nghiém trong c6 kha ning khong hdi phuc va gy tan tit, bao gdm viém
gén, dut gin, bénh Iy than kinh ngoai bién va céc tic dung bat loi trén thén kinh trung wong,.

Céc khang sinh nhém fluoroquinolon ¢4 lién quan dén céc phan (mg c6 hai nghiém trong c6 kha
ning gay tan tat v khong hdi phuc trén cic hé co quan khéc nhau clia co thé. Cac phan Ung nay
c6 thé xuét hién ddng thdi trén cling bénh nhan. Céc phdin tmg ¢6 hai thudmg dugc ghi nhin gbm
viém gan, dirt gan, dau khép, dau co, bénh ly thén kinh ngoai vi va cic tac dung bt loi trén hé
théng thin kinh trung wong (30 giac, lo 4u, tram cam, mat ngu, dau dau ning va la lan). Céc
phén {mg nay c6 thé xay ra trong vong vai gi¢r dén vai tudn sau khi sir dung thudc. Bénh nhan &
bét ky tudi nao hodc khéng c6 yéu té nguy co ton tai tir trude deu ¢6 the gap nhitng phan tmg c6
hai trén. Ngimg sir dung thudc ngay khi cé dau hiéu hoic tridu chimg déu tién ciia bat ky phan
mg c6 hai nghiém trong nao. Thém vao do, tranh sir dung cdc khang sinh nhém fluoroquinolon
cho cac bénh nhan da timg gdp céac phén g nghiém trong lién dén fluoroquinolon.

Ofloxacin khong phai 1a sir lya chon déu tién dé diéu tri viém phdi gay ra béi Streptococcus
pneumoniae hodc Chlamydia pneumoniae.

- S.aureus khang Methicillin: R4t c6 kha nang ciing s& khang cic fluoroquinolon, bao gé“np
ofloxacin. Do d¢ ofloxacin khong dugc khuyén céo dé diéu tri nhi#m khudn MRSA di duoc biét
hogic bj nghi ngd trir khi ket qua xét nghiém x4c nhan vi khudn nhay cam véi ofloxacin (va cic
khang sinh thirong duge khuyén cdo dé diéu tri nhiém khuin MRSA duoc coi 1a khong phit hop).
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* S'J dé khang cua E, r:oh déi vai ﬂunroqumolon Céc tdc nhén gy bénh plm bién lién quan dén
nhiém khuén dlr(?mg tiét nigu - thay déi trén toan lién minh chiu Au. Thdy thudc nén tinh toan
dén ty 1¢ khang thude cua E.coli tai dja phuong ddi vai fluoroquinolon.

- Céc trudmg hqp ¢o cdc phan tmg nghiém trong. trén da nhu hoi t.hun;, Stevens-Johnson hoiic
hoai tir d'l nhiém ddc (TEN) da dugce bdo cio vii uﬂn\ncm Khi ¢6 cic phan (mg da/niém mac
xdy ra can lién h¢ ngay Idp tire vai béc st trude khi llC[‘l tuc didu trj.

- Viém gan hiém khi xdy ra vai quinolon. déi khi ¢6 thé diin dén din ghn. Viém gén va dirt ;_.,an
c6 thé xav ra trong vong 48 gid sau khi bit dau dicu trj bing ofloxacin va da duge ghi nhin dén
vai théng sau khi ngimg sir dung ofloxacin. Nguy co \'IL‘IT] glin va dirt gin Iﬁnb 1én & nhitng bénh
nhm trén 60 tudi va hn,nh nhén sir dung corticosteroid. Litu dung hang ngay nén dugce hiéu chinh
déi voi bénh nhin cao tudi dyra trén d¢ thanh thai crmnmn Do do, nén theo ddi chit ché cac dbi
w(mb bénh nhin ndy khi duge ké don ofloxacin. Tt ca cdc b¢nh nhéin gdp phai tri¢u chimg viém
gdn nén tham khio v kién bic si. Néu nghi ngd bj viém gin, ngimg sir dung ofloxacin ngay lip
tirc va diéu tr biing phuong phép thich hgp cho gin bj anh hudng,

- Qué min va cic phin lrn;_. dj unE da duge bio cdo khi sir dung fluoroquinolon & lan ding déu
tién, thim chi c6 thé din dén sbc phan v¢. Trong nhiing truong hop ndy nén ngimg sir dung
ofloxacin va phwong phap diéu tri thich hgp nén duoc tién hanh.

- Bénh gdy ra bai Clostridium difficile: Tiéu chay, dic biét néu ning, dai dﬁng, vivhodc c6 mau,
xdy ra trong hofic sau khi diéu tri bing ofloxacin, c6 thé chi ra bénh gy ra bai Clostridium
difficile, dang niing nhit 1 viém dai trang gia mac. Viém dai trang gid mac ¢c6 thé & mirc d¢ tir
nhe dén de doa tinh mang. Do dé, diéu quan trong la phai xem xét cic trigu chung tiéu chay
nghiém trong ndy 1 trong hay sau khi diéu trj bing ofloxacin. Néu nghi ng& viém dai trang gia
mac, nén ngimg diéu tri ngay lap tirc. Phai diéu tri bang khang sinh dac hiéu phu hop ngay (vi
dl; vancomycin dudmg udng...). Chéng chi dinh cic thudc trc ché nhu ddng trong trudng hop
nay.

- Bénh nhén d& bj dong kinh:

+ Qumolon c6 thé 1am giam ngudng dong kinh va kich hoat céc con ddng kinh. Ofloxacin duge
chéng chi dinh d8i v&i bénh nhan c6 tién sir dong kinh hotic cé xu hwéng déng kinh da dugc biét.

+ Bénh nhén ¢6 xu huéng dong kinh di dugc biét c6 thé bao gdm nhimg ngudi bi ton thuong hé
than kinh trung uong da c6 tir truée, didu tri ddng thei véi fenbuten va céc thude chéng viém
non-steroid, hogic vé6i c4c thudc 1am giam ngudng dong kinh nhu theophyllin.

+ Trong trudng hop dong kinh, nén ngimg diéu trj bing ofloxacin.

- Bénh nhén suy giam chirc ning than: Vi ofloxacin théi trir chii yéu qua than nén phai diéu
chinh liéu & bénh nhén suy gidm chirc ning thén.

- Bénh nhén c6 tién sit rdi loan tAm thén:

+ Phan mg tdm thin da dugc bio céo & bénh nhan ding fluoroquinolon bao gdm ofloxacin.
Trong mdt so trudmg hop bénh nhén c6 thé ¢6 y ngh1 tu tir, d6i khi sau khi stir ding mét lidu
ofloxacin duy nhét. Trong truéng hop bénh nhan xuét hién c4c phan g nay, nén ngimg sir dung
ofloxacin va 4p dung cac bién phap thich hop.

+ Ofloxacin nén duoc sir dung thén trong & bénh nhén cé tién sir rdi loan tdm thin hoic & nhiing
bénh nhin méc bénh tim than.

- Bénh nhén suy gidm chirc ning gan: ofloxacin nén dugc sir dung thin trong & bénh nhan suy
giam chirc néng gan, vi tén thuong gan c6 thé xay ra. Cac trudm g hop viém gan kich phat c6 kha
ning dén dén suy gan (bao gom ca cac truomg hop tir vong) da duqc béao cédo vdi ﬂuoroqumolon
Bénh nhin nén dugc ngimg diéu tri va lién hé Vi bac sT néu xut hién cac ddu hidu va triéu
chimg ctia bénh gan nhu chén &n, vang da, nuée tiéu sim mau, ngra hodc dau bung.

- Bénh nhén dang ding thu6e khéng vitamin K: C6 kha ning téng chi s0 (PT/INR) trong cdc xét

nghiém ddng mau hodc chay mdu & bénh nhén diéu trj bang ﬂuoroqumo]on bao gom ofloxacin.
Vi véy, khi két hop vé&i thubc khang vitamin K nén theo dai cdc xét nghiém déng mau.
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- Bénh nhan nhugc co: fluoroquinolon, b'm gdm ofloxacin ¢ thé phong bé h¢ thin kinh co va c6
thé 1am trdm trong thém tmh trang yéu co & bénh nhéin bj nhuge co. Ofloxacin khong duge
khuyén cdo & bénh nhén c6 tién si nhuge co.

- Ciing nhr céc loai khdng sinh khic, vi¢e sir dung ofloxacin, diic bi¢t la dung kéo dai, c6 thé din
dén sy phat trién qua mire cua vi sinh vt khong nhay cim, dic biét la enteracci hoﬁc cadinda.
Dédnh gia tinh tr@ng ctia bénh nhin va xét nghi¢m dj nh(,l) cdm in vitro dinh ky 1a cén thiét va
hiru ich. Néu nhiém tring thir phét xdy ra trong qua trinh diéu trj, nén c6 bién phép thich hep.

- Trénh tiép xtc véi dnh sdng mit tryi hofic tia UV nhdn tgo trong qua trinh didu trj va trong
vong 48 gid sau khi ngimg diéu tri dé tranh viém nhim.,

- Bénh nhén c6 nguy co kéo dai khoang QT:

+ Rét hiém cdc trudmg hop bj kéo dai khoing QT di duge ghi nhdn & bénh nhfin ding
fluoroquinolon.

+ Cén than trong khi sir dung fluoroquinolon, bao gbm ofloxacin & bénh nhén c6 nguy co cao
kéo dai khoang QT, vi du nhu:

« Bénh nhan cao tudi va phu nir c6 thé nha) cam hon véi cdc thude kéo dai khoang QT. Cin
thin lr(;mg khi sir dung ﬂuoroqumolon, bao gom oﬂoxacm, cho nhitng nhom dbi tugng nay.

« Mit cin biing dién gii (chimg giam kali, magnesi huyét).

« Hgi chimg kéo dai khoang QT bam sinh.

e Sir dung dong thoi voi cac loai thube lam ting khoang QT Ilhll' thude chong loan nhip tim
nhém IA/I11, thuée chdng trdm cam 3 vong, macrolid, thubc chdng rbi loan than kinh.

« Bénh ly tim mach (nhu suy tim, nhdi méu co tim, chdm nhip tim).

- Réi loan dudmng huyét: Ciing nhur tét ca céc qumolon rbi loan dudng huyét, bao gom cd L’mg va
ha dudng huyet da duoc bdo cdo, thudng xuat hién & bénh nhén ticu duorng duoc diéu trj don
thoi véi thude ha dudng huyét (glibenclamid/insulin). Céc truong hop hén mé do ha dudng huyet
da dugc bdo cdo. G nhitng bénh nhén tiéu dudmg nay nén theo ddi cdn than dudng huyét.

- Bénh ly thén kinh ngoai bién da dwoc bao cao & nhimg bénh nhén sir dyng ﬂuoroqmnolon, bao
gdm ofloxacin. Nén ngung dung ofloxacin néu bénh nhan cé tricu chung bénh than kinh.

- Benh nhén bj thiéu hut glucose-6-phos;;hat—dehydrogcnasc tiém 4n hodc duge chin doén c6 thé
dé bi phan (g tan mau néu duoc didu tri bing quinolon. Do d4, néu phai SL'I dung ofloxacin &
nhimg bénh nthan nay, cAn phai theo d6i kha niing xuét huyét.

-0 nhung bénh nhén dugc dicu trj bing ofloxacin, viéc xac dinh ndng d9 opioat hogic porphyrin
trong nuée tiéu 6 thé cho két qua dwong tinh gia. C6 thé phai cin xéc dinh opioat holic
porphyrin bing phuong phép déc higu hon.

- Réi loan thi lyec: Neu thj luc bj suy giam hoic ¢6 bit ky anh huéng nio dén mét, can phai gap
bac st chuyén khoa mit ngay 14p tirc.

- Thubc c6 chira lactose monohydrat chinh vi vy v&i nhig bénh nhan c6 van d& di truycn hiém
gdp nhur khong dung nap voi galactose, thiéu men tiéu héa laclose (Lapp lactase) hodic mic hoi
chimg réi loan hap thu glucose-galactose khong nén ding thude nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nif ¢6 thai: Do dit liéu nghién ctru trén ngudi con han ché, viée sir dung fluoroquinolon
trong 3 thang dAu cua thai ky khong lién quan dén viéc ting nguy co bi di tét ning hoac cac phan
tmg phy khéc dbi véi thai ky. Céc nghién ctru trén dong vat cho thﬁy thudc lam tdn thuong sun
khép cua siic vat non nhung khong cé tic dung gy quai thai. Vi vay ofloxacin khéng dugc st
dung trong thoi ky mang thai.

Phu nit cho con bia: Ofloxacin duge bai tiét vao sita me véi mdt lugng nhé. Do ¢6 kha ning gy
bénh khép va céc ddc tinh nghiém trong khac & tré b me, nén ngimg cho con bi khi diéu tri
bing ofloxacin.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
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Di c6 ghi nhin mot s6 tru'tmg hop giip cdc tdc dung khong mong mudn nhu budn ngu, choéng
mit, 10i loan thj gidc. Pidu ndy c6 thé lam giam sy tp trung cua bénh nhdn va cd thé tao ra
nhimg rii ro trong khi 141 xe hoiic van hanh méy maéc. Nhitng tdc dung phu nay cd thé dugc tang
1én khi sir dung rugu bia.

TUONG TAC, TUONG KY CUA THUOC
Twong tdc thuoc:
Cic thude khéng acid (chira Mg/Al), sucrafat, kém hojic st va vién nhan’wcn dém didanosine c6

thé lam gh\m sw hdp thu cua ofloxacin. Do d6, ofloxacin nén dugc ubng cach 2 gid trude khi sir
dung cdc thude nay.

Theophyllin, fenbuten hoiic cdc thuée chéng viém non-steroid: Khong c6 tuong tic duge dong
hoc cua ofloxacin voi theophyllin trong nghién ciru lam sang. Tuy nhién, vi¢c ha thip 15 rét
nglrong dong kinh ¢ ndio b{ ¢6 thé xay ra khi sir dung dong thdi quinolon cing véi theophylin,
thude chong viém non-steroid hodc céc tac nhan lam giam ngudng dong kinh khac.

Probenecid, cimetidin, furosemid va melhotrexat Probenecid di g,mm dd thanh thai cuia
ofloxacin 24% va ting AUC lén 16% Do co ché canh tranh hoiic rc ché van chuyén tich cyc
trong vi¢c bai 1lLl O ong thén, can thén trong khi sir dung ofloxacin cting véi cdc thudc anh
hudng dén bai tiét & ong than nhu probennecid, cimetidin, furosemid va methotrexat.

Thuéc c6 kha ning lam kéo dai khoang QT: Ofloxacin ciing gmng, nhu céc fluoroquinolon khdc,
vi vy nén than trong & cic bénh nhan dang sir dung cac loai thude ¢6 tdc dung kéo dai khoang
QT (thuoc chong loan nhip tim nhém IA va IIJ, thudc chéng trim cam ba vong, macrolid va
thude chong loan than)

Chat do: khang vitamin K: Téng (PT/INR) trong céc xét nghiém déng mau va/hodc chdy mau (cé
thé trim trong) khi két hop diéu trj véi chét déi khing vitamin K (warfarin). Cdc xét nghiém
ddng méu nén dugc theo déi ¢ nhimg bénh nhén nay.

Glibenclamid: Cén theo doi chit ché do c6 thé gdy tang nhe néng do glibenclamid trong huyét
twong khi sir dung dong thai véi ofloxacin. Ciing can theo ddi chit ché lugng dudmg huyet trong
méu do nhiéu kha néing c6 thé ha dudng huyét.

Twong ky:
Do khéng ¢6 cdc nghién ciru vé tinh twong ky cia thude, khong tron Ian thube nay véi céc thude
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Théng tin dugc cung cap & bang dudi ddy dya trén dir liéu tir cac nghién ciru lam séng va dir ligu
thu dugc sau khi thude luru hanh trén thi truong. Tan sudt ADR dugc sip xép theo cac nhém: rét
phd bién (=1/10), phd blen (=1/100 va <1/10), khong phé bién (=1/1.000 va < 1/100), hiém gip
(>1!10 000 va < 1.000), rit hiém gp (<1/10.000). Céc ADR ghi nhan sau khi dva ra thi tnrb'ng
va phat hién trong phong thi nghiém ma khong thé dp dung vao bat ky tn suAt ADR nao thi

ching duoc d& cap v6i tin suét "khong duoc biét".

Hé thong co quan Khﬁng;ll:ucng Hiém gip Rat hiém gap Khéng dugc biét
Nhiém nam
Nhiém tring va Tang sw @8 ) )
nhiém doc khang ctia cic tic g
nhén gdy bénh
- Thléu mau
45 - - Thiéu mau tan huyét - Mt bach céu hat
E%Llotn c?aﬁluvzthl? = - - Giam bach cau - Suy tay
B R Ty - Tang bach cau al toan | - Giam toan thé huyét cau

- Réi loan glém tiéu ciu

Scanned with CamScanner

Wo'\*= = 2z z </



f//trungtamthuoc.com/

R&i loan mién djch

- Phan img qui
man

- Phan img phin
v§

- Phi mach

- Sbc qua miin
- Sdc phin vé

R&i loan chuyén hoa
va dinh dudmg

- Chan in

- Hyg dudng huyét & nhitng
bénh nhin tiéu duéng duge
didu trj bling chc thubc hg
ddmg huyét.

- Teing dudmg huyét

- Hon mé do hg dudng
huyét

- Bon chon
- R&i logn gidic

- Roi logn thén
kinh (40 giac)

- R&i logn than kinh va tram
cam v&i cic hanh vi ty gy

- Viém mach mau

£ ngt - Lo lin nguy hiém cho ban than
RGi logn tim thin - Mét ngu - Hoanggmang ) bao Efl’m ¥ dinh tyr sét hogic
- Ac mong cb gang ty sat
- Trim cim - Cang thang thén kinh
- Than kinh ngoagi bién
- Budn ngi nhay;cz'im.. A
: - Dj cim - Th.:m _funh vin dong | - El‘ml -
Réi logn than kinh |~ gﬁ‘:ﬂ% s - RGi logn vi gide f‘%:‘f‘gfgf“ diigycam. |- N;gtf;ﬂ YRSl
- Roi loan khitu |y chimg ngoai thép | - Mt vi gide
glae hoiic cdc roi loan vé
phéi hop co ‘
R6i loan mit - Kich g mat - R6i loan thj gidc - Viém mang bo dao
A Y . - .
E_g:.léom Bl - Chéng mit - ) ﬁaz.ft"thinh e | - Giam thinh lye
- R&i loan nhip thit va xodn
dinh (dwoc bao cdo chi yéu
R&i loan tim - - Nhip tim nhanh - ‘| & nhitng bénh nhén c6 yéu
t6 nguy co kéo dai QT),
ECG QT kéo dai.
R4i loan mach - - Ha huyét ap " -
Réi loan hé hap, -Ho -Khoé t[l& ) - Viém phoi dj img
ngye vA trung thét | - Viém miii hong | - Co thilt phé quan - Khé thé ning
-Pauthugngvi |- Viém ruft non - Khé tiéu
Q.5 1oan tisu ho - Tiéu chay két - Viém dai tring gia | - Dy hoi
\0i logn ti¢u héa - Budn nén - Thinh thoang | mac - T40 bon
- N6n xudt huyét - Viém tuy
- Viém gan, c6 thé nghiém
- Tang men gan trong; tbn thwong gan
(ALAT, ASAT, nghiém trong, bao gdm ca
LDH, gamma GT nhitng trudmg hop suy gan
Réi loan gan mit . va/hodc - Ving da &t mat cap tinh, d6i khi gy tir
phosphatase kiém) vong d3 dugc bao céo vai
- Ting bilirubin ofloxacin, chii yéu & nhiing
trong mau bénh nhin vai cac rdi loan
gan co ban.
- Hong ban da dang . ]
‘ - Hi MChlfm g hoai tir _-Ioh iﬁ; chimg Stevens-
” ; 5 - Mb day da nhiem ‘,I@c (TE’N) - Hbi chimg ngoai ban myn
R6i loan da va md - Ngira - Néng birng - Nhay cam v&i anh | o0 os e Xt
durdi da - Phét ban - Tang tiét md hoi sang Pha -
; . - Phat ban do thubc
- Phat ban mu - Ban da do thubc Viém mi
- Viém miéng
- Ban mach

- Viém da tréc vay
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(trudmg hop dic biét cé
thé déin dén hoai tir da)

T
Roi loan co Xwong
va md lién két

- Viém gin

- Pau khop

- Bau co

- bit gln (gin
Achilles) c6 thé xay ra
trong vong 48 gid sau
khi bt diu diéu trj va
cé thé & ca hai bén

- Tiéu co vin vd/hojic dau
co

- Yéu co

- Réch co, ditt co

- Dit diy chang

- Viém khép

Rai loan than va tiat
niéu

- Ting creatinin
trong huyét thanh

- Suy than cip

- Viém k& thén c4p tinh

R&i loan bim sinh
va di truyén

- Nhitng con bgc phét & cac
bénh nhin bj rdi loan
chuyén héa porphylia

R4i loan chung

- ‘Bau, sot, suy nhuoe (bao
gom ca dau lung, ngyc va

tir chi)

Théng bdo ngay cho bic sy hodc dwgc s§ nhitng tic dung khéng mong mudn gip phéi khi siv
dung thuéc.

QUA LIEU VA CACH XU TRi

Tri¢u chitng:

Céc d4u hiéu quan trong nhat dugc dur kién sau khi ding qud lidu cAp tinh 1a céc triéu chimg than
kinh trung wong nhu nham 14n, chéng mit, suy gidm ¥ thirc, co giat ciing nhwr céc triéu chimg
tiéu héa nhu budn nén, tén thuong niém mac da day. '

Xir tri:

Trong trudmg hop qua liéu, cic cach d& loai bo ofloxacin chua hép thu nhu rira da day, st dung
céc chap hap phu va natri sulfat nén dugc sir dung trong 30 phit dau tién; thudce khang acid dugc
khuyén cdo dé bao vé niém mac da day.

Khong c6 thudc giai doc dac hiéu vi vy nén két hop diéu trj triéu chimg va gidm sat céc trigu
chirng than kinh trung wong. M6t phan ofloxacin ¢6 thé dugc loai bd khoi co thé bing tham tich
mau va c6 the ting dao thai ofloxacin bang c4ch ding cac thubce loi tidu.

PAC TINH DUQC LUC HQC

Nhém duoc ly: Thube khang khudn.

Ma ATC: JO1 MA 01.

Co ché tac dung:

Ofloxacin 1a mot khang sinh thugc ho quinolon trong nhém fluoroquinolon, ¢6 téc dung diét
khuan manh. Co ché tac dung chua duge biét ddy du. Gibng nhr céc thude quinolon khang
khuan khdc, ofloxacin ¢ ché DNA-gyrase clia nhiéu vi khuin Gram am va trc ché
topoisomerase IV cua nhiéu vi khuan Gram dwuong 14 nhimng enzyme can thiét trong qué trinh
nhén d6i, phién ma v tu stra DNA ctia vi khuén.

Ofloxacin ¢6 phd khang khuén réng bao gdm:

+ Chiing nhay cam: Vi }(hu:;‘in ua khi Gram duong: Bacillus anthracis, Staphylococcus nhay cim
v6i methicilin. Vi khuin wva khi Gram dm: Acinetobacter, chi yéu Acinetobacter baumannii,
Branhamella catarrhalis, Borderella pertussis, Campylobacter, Citrobacter Jfreundii,
Enterobacter cloacae, Escherichia coli, Haemophilus influenzae, Klebsiella pneumoniae,
Legionella, Morganella morganii, Neisseria pasteurella, Proieus mirabilis, Proteus vuigar{s,
Providencia, Pseudomonas aeroginosa, Salmonella serratia, Shigella, Vibrio, Yersinia. Vi khuin
ky, khi: Mobiluncus, Propionibacterium acnes. Vi khuan khac: Mycoplasma hominis.

Scanned with CamScanner

LR

e
w

b4




f

rungtamthuoc.com/

Chun ; \ g 3
g nhay cdm vira: Vi khufn wa khi Gram dwong: Corynebacterium, Streplococcus,

Streptococcu
S pneumoni X . ; ¢ .
urealyticum, P oniae. Ching khac: Chlamydiae, Mycoplasma preumoniae, Ureaplasma

Chiin, - £ ) .

Nocafd:;hang thflc'f-‘r: Vi khudn wa khi Gram dwong: Enterococcus, Listeria monocylogenes,

- asteroides, Staphylococcus khang methicilin. Vi khufn ky khi: trir Mobiluncus va
ropionibacterium acnes.

AM»{_}):;:E;S:::;::: khéng dién hinh: In vitro, ofloxacin ¢6 hoat tinh vira phai dbi voi mot sb chiing
(Mycobacterium tuberculosis, Mycobacterium  fortuitum, kém hon vdi
Myf'abacterium kansasii v kém hon nira déi voi Mrc:ohacfcrf um avium).
K'han% thude ¢ thé phit trién trong qué trinh diéu tri thong qua céc dot bién & cc gen ciia nhiém
S,éc thé ctia vi khudn ma hod DNA-gyrase hodc topoisomerase hoifc thong qua van chuyén thudc
tich cyre ra khoi té bao. Khang thudc da tiing 1én tir khi dua vao sir dung fluoroquinolon, dic biét
d?l vOi Pseudomonas va Staphylococcus, Clostridium jejuni Salmonella, Neisseria gonorrhoeae
va S, preumoniae.

DAC TINH DUQ'C PONG HQC

Ofloxacin dugc hiip thu nhanh va t8t qua dudng tiéu hoa. Sinh kha dy
1{10% vi ¢6 ndng do dinh huyét trong 3 - 4 microgam/ml, 1 - 2 gio sau khi ubng 1 liéu 400 mg.
Hap thu bj chdm lai khi cé thitc an nhung ty 1€ hip thu khong bi anh hudng. Nira doi trong huyét
tuong 14 5 - 8 gid; trong trudng hop suy than, c6 khi kéo dai 15 - 60 gi¢r tiy theo mirc do suy
than, khi 6 cin diéu chinh liéu, Ofloxacin dugc phin bé rong khp vao cic dich co thé, ke ca
dich néo tiy va xdm nhdp tét vao cac mé. Khoang 25% ndng do thude trong huyét tuong gan vao
protein huyét tuong. Thudc qua nhau thai va tiét qua stra. Co ndng do tuong dbi cao trong mét.
Khi ding liéu don, it hon 10% ofloxacin dugc chuyén héa thanh desmethyl-ofloxacin va

ofloxacin N-oxyd. Desmethyl-ofloxacin c6 téc dung khang khuén trung binh. Tuy vay than van
1a noi thai chinh ofloxacin, thudc duoc loc qua cau thén va bai tiét qua 6ng than. 75 - 80% thudce
duoc bai tiét qua nude tiu duéi dang khong chuyén héa trong 24 dén 48 gi, lam nong do thude

% duci dang chuyén héa trong nuéc tiéu; 4 dén

cao trong nudc tidu. Dudi 5% thude dugce bai tiet ‘
nhé ofloxacin dugc thai bing thim phan méu.
nira doi kéo dai nmumg khong 1am thay doi

8% thudc bai tiét qua phan. Chi mét luong
ngudi cao tudi sau khi dung 1 licu duy nhat 200 mg,
nhiéu néng do huyét thanh cyc dai.

QUY CACH PONG GOI:

Franxacin 200:
Hép 02 vi, 03 vi, 10 vi x 07 vién, kém t& hudng dan sir dung thudc.

ng qua dudng ubng khoing

Franxacin 400:
Hop 01 vi; 02 vi; 03 vi; 10 vi x 10 vién kém & hudng dan sir dung thubc.

BAO QUAN: Noi kho, mét, nhiét do dudi 30°C, tranh anh sing.
HAN DUNG: 36 thang (ké tir ngay sin xut).
TIEU CHUAN: TCCS.

NHA SAN XUAT
CONG TY CP LIEN DOANH DUGC PHAM ELOGE FRANCE VIET NAM

Pia chi: Khu cong nghiép Qué V3, xa Phuong Liéu, huyén Qué V3, tinh Bic Ninh
Pién thoai : 0222.3617.888  Fax : 0222.3617.789
Béc Ninh, ngay 24 thang (0 néim 2020

CONG TY CO PHAN LIEN DOANH
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