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Rx Thuoc nay chi dimg theo don thuéc
HUONG DAN SU DUNG THUOC
Z-OFLOX 200
o Doc ki huecng din sir dung trieée khi dimg. Néu cdn thém thong tin, xin héi ¥ kién béc st hode
dirge si.
»  Thing bdo cho bdc s7 nhitng tic dung khéng mong muon gdp phdi khi sir dung thudc.
o D¢ thude xa tam tay tré em.
o Khéng ding thudc qud han in trén bao bi.
1. Tén thude: Z-OFLOX 200
2. Thanh phin céng thirc thudc:
Mbi vién nén bao phim chira:
Hoat chdt: ofloxacin 200 mg
T dupe: maize starch, anhydrous calci hydrogen phosphat, lactose, microcrystalline cellulose, natri
methyl hydroxybenzoat, natri propyl hydroxybenzoate, colloidal silicon dioxyd, natri starch glycolat,
magnesli stearat, purified talc, hydroxy propyl methyl cellulose, isopropyl alcohol*, methylen
clorid*, titan dioxyd, nudc tinh khiét*.
* Dung moi hay hoi trong qud trinh san xudt
3. Dang bdo ché: vién nén bao phim
M td: vién nén bao phim mau tring hinh tron, hai mat 151 nhin.
4. Chi dinh:
Ofloxacin duge chi dinh didu tri cho cac nhidm khuén do céc vi sinh vat nhay cam véi ofloxacin giy
ra:
- Viém thén- bé than cp va nhiém khuan dudng tiét niéu bién chimg
- Viém niéu dao khong kém 13u va viém cb tir cung
- Viém nidu dao kém 14u va viém cb tir cung do Neisseria gonorrhoeae
Do khang sinh fluoroquinoton, trong dé ¢é ofloxacin lién quan dén phan tng c6 hai nghiém trong
(xem myc Canh béo va than trong) va cac nhiém khuén sau & mdt 86 bénh nhén co thé tu khoi, chi
nén st dyng ofloxacin cho nhiing bénh nhan khéng c6 lwa chon diéu tri khac thay thé:
- Pot cdp clia bénh phdi tic nghén man tinh gdm c4 viém phé quan
- Viém phdi méc phai tai céng ddng
- Viém bang quang khéng bién chimg
- Nhiém khuan dudmg tiét nidu khéng phire tap
- Viém xoang cép tinh do vi khuén
5, Cach dang, lidu diing:
Liéu ofloxacin dwoc xdc dinh vao loai va mirc d6 nhiém khuén. Khoang liéu cho ngudi ldn 1a tir 200

mg- 800 mg mdi ngay. /oo har
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Liéu 1én dén 400 mg c6 thé duge ding nhu lidgu don, udng vao budi sang. Thong thudng cdc liéu
riéng 1¢ dugce dung sau cac khoang théi gian nhur nhau.

Trong mot vai trudng hop néu cin thiét, c6 thé tang lidu dén mirc tdi da 1a 800 mg/ngay chia thanh 2
ldn, m3i 1dn 400 mg. Didu nay ¢6 thé phi hop cho nhiém khuén gdy ra boi cde vi sinh vt gy bénh
lam gidm hodc bién dbi sy nhay chia ofloxacin, trong cac nhi®m khudn ning va/hodc bién chimg (vi
du viém duéng hé hip hodc duong tiét nidu) hodc néu bénh nhan khong dap img day di.

Chi dinh Liéu don hang ngay

Viém nic¢u dao kém 1du va viém ¢ t&r cung do | 400 mg

Neisseria gonorriveae

Viém than- bé than cap va nhiém khuin dudng | 400 mg/ngay, ¢6 thé ting 1én dén 400

tiét niéu bién chirng mg 2 1in mdi ngay néu can thiét
Viém niéu dao khéng kém ldu va viém cd tit | 400 mg

cung

Viém bang quang khéng bién chung 200 mg- 400 mg

Viém phoi mic tai cong dong 400 mg/ngay, 6 thé ting 1én dén 400

Dot cap cua viém phdi man tinh bao gom viém | mg 2 lan méi ngay néu cin thiét

phé quéan

Liéu don ofloxacin 400 mg thich hop dicu tri viém niéu dao kém 14u va viém ¢d tir cung do
Neisseria gonorrhoeae.
Cac nhom bénh nhan dic biét

Neudi suv chire ndne than:

Sau khi bat dau vdi lidu théng thuong ¢b thé giam liéu & bénh nhén suy chiic nang thin dua trén do

thanh thai creatinin ho#c nong d¢ creatinin trong mau

Thanh thai creatinin 'Ndng db creatinin trong mau | Liéu duy tri
20 -50 ml/ phat 1,5 -5 mg/dl | 100 mg- 200 mg/ ngay
<20 mV/ phut > 5 mg/dl 100 mg/ ngay

Bénh nhén thdm phin méau hodc thAm phan phic mac: 100 mg/ngay.
Khi khong thé do dugc thanh thai creatinin, ¢6 thé uéc lwong ndng dd creatinin huyét thanh bang
cdng thie Cockeroft cho nguoi trudng thanh:

Nam gidi: can nang (kg) x (140- tudi)
CICr (ml/phiit) =

72 x creatinin huyét thanh (mg/dl)

can ning (kg) x (140- tudi)

CICr (ml/phat) = )
0,814 x creatinin huy¢t thanh (pmol/1)

Nir gidi: CICr (ml/phit) = 0,85 x két qua cia nam gidi.
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Newdi suy chire ndng gan:

Thai trir ofloxacin ¢6 thé gidm & bénh nhan rdi loan chire ning gan ning (nhu xo gan ¢b trudng).
Khuyén cao ding liéu khdng qua 400 mg/ngdy & nhém bénh nhan nay.

Newdri cgo tudi:

Khéng yéu cdu diéu chinh lidu & ngudi cao tdi ngoai trir ngudi cao tudi suy chirc ning gan hofic
thén.

Tré em:

Chéng chi dinh ofloxacin cho tré em hodc tré vi thinh nién.

Théi gian ding thude:

Lidu hang ngdy 400 mg duge ding nhu lidu don va khuyén cdo ubng vao budi sang.

Lidu hang ngiy trén 400 mg dugc chia thanh 2 lidu nhéd va cach nhau mot khoédng thoi gian nhu
nhau.,

Cach dung: chi ding d¢ udng.

Nubt ca vién thudc ofloxacin véi chét 1ong phit hop trude hoge trong khi an. Khdng nén dung trong
vong 2 gitr véi cac thube khang acid, sucralfat hosc céc thude chira ion kim loai (nhdm, sit, magnesi
hay kém), vién nhai didanosin hojc cc vién nén dém khac dé didu tri HIV vi ¢6 (hé 1am giam hép
thu ofloxacin.

6. Chéng chi dinh:

- Ngudi ¢6 tién sir qua man v6i ofloxacin, cac khang sinh flucroquinolon khac va/hodc cc thanh
phan khdc c6 trong ché pham.

- Ngudi ¢6 tién st bi bénh dong kinh hofic dang bi rdi loan hé than kinh trung uong c¢6 ngudng co
giat thip.

- Ngudi ¢6 tién sir viém gan lién quan dén vide ding fluoroquinolon.

- Tré em hoiic tré vi thanh nié€n, phu nif mang thai va cho con ba do cac nghién ¢y trén dong vat
khong loai trlr hodn toan nguy co tén thuong dén su phat trién sun khép & tré em.

- Ngudi thiéu hyt/ ¢6 kha nang tiém tang thiéu hut glucose-6-phosphat dehydrogenase vi bénh nhan
¢6 thé xay ra cic phan (mg tan méu khi ding khang sinh quinolon.

7. Canh bao va thén trong khi ding thubc:

Trénh ding ofloxacin cho bénh nhin da ting géip phéai phan tmg khéng mong mubn khi sir dung
quinolon hodic cc ché pham chira flucroquinolon.

Ofloxacin khéng phai 13 sy lua chon diu tién d& didu tri viém phéi do Streptococcus
prneumoniae hodc Chlamydia pneumonia.

S. aureus khang methicillin:

S. aureus khing methicillin ¢6 vé nhu ciing khdng céc fluoroquinolon, bao gdm ofloxacin. Vi thé
khong khuyén céo ding ofloxacin dé diéu tri c4c nhidm khudn di duoc biét dén hodc nghi ngo 1a do

MRSA, trir khi céc nghién ciru trong phong thi nghiém xéc nhan vi khudn nay nhay vai oﬂo_};ﬂ_‘ﬁiﬁ;ﬁ SN
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(va khi cac khang sinh théng thudng khéac ding dé diéu trj nhiém khuin do MRSA dugc coi 13
khéong thich hop)

£, coli khang fluoroguinolon:

Tinh khang fluoroquinolon clia E.coli -tic nhan phd bién nhit giy nhiém khuén duong tiét niu da
dang tlry timg ving mién. Nén tinh dén ti 18 E. coli khang fluoroquinolon tai chd. Ofloxacin khéng
phai 13 su lya chon dau tién dé didu wi viém phdi do Preumococci hay Mycoplasma hay nhiém
khuan do f-haemolytic Streptococcus

Nhiém khuén do Neisseria conorhoeae:

Do tang khang véi V. gonorhoeae, khong nén ding ofloxacin theo kinh nghiém dé diéu tri nghi ngd
nhiém khudn lau cdu trir khi vi sinh vét gdy bénh d3 dugc xdc dinh va xdc nhén 13 nhay véi
ofloxacin. Néu khong dat duoc cai thién 1am sang sau 3 ngay didu tri, nén xem lai liéu phap didy tri.

Phan mg qui man va di Ung:

Phén (mg quéa man va di ung cia fluoroquinolon & dwoc bio cdo sau lidu diing dau tién. Phan img
phan vé& va séc phan vé ¢6 thé dn téi de doa tinh mang, thim chi sau lidu dung du tién. Trong céac
rudng hop ndy cin ngung udng ofloxacin va dung céc bién phép thich hop khac.

Céc tac dung khong mong mudn kéo dai. gay tan phé va khdng c6 kha nang hdi phuc:

Céc phan (mg c6 hai nghiém trong ¢6 kha ning khong hdi phuc va gy tan tit, bao gdm viém gan,
dirt gan, bénh Iy than kinh ngoai bién va céc tac dung bét loi trén than kinh trung uong.

Céc khang sinh nhém fluoroquinolon ¢6 lién quan dén cac phan (ng 6 hai nghiém trong ¢ kha
ning gy tan tat va khong hdi phue trén cdc hé co quan khéc nhau cua co thé. Cac phan ung nay co
thé xuit hi¢n dong thdi trén cling bénh nhan. Céc phan tmg ¢6 hai thuomg duoc ghi nhan gbm viém
gan, dit gan, dau khép, dau co, bénh 1y than kinh ngoai vi vé cdc tac dung bt loi trén hé théng than
kinh trung wong (2o gide, lo au, trAim cam, mit ngi, dau ddu ning va 14 1Bn). C4c phan Umg ndy ¢o
thé xay ra trong vong vai gid dén vai tudn sau khi st dung thudc. Bénh nhéan & bit ky tudi ndo hoic
khéng c6 yéu td nguy co ton tai tir true déu c6 thé gip nhitng phan g co hai trén.

Ngtng st dung thude ngay khi ¢6 ddu hiéu hogc triéu chimg du tién cta bat ky phan ng c6 hai
nghiém trong nao. Thém vao do, tranh st dung cac khang sinh nhoém fluoroquinolon cho cdc bénh
nhén d3 timg gip cac phan ing nghiém trong lién quan dén fluoroquinolon.

Phinh va béc tdch déng mach chu va hd hodc kém chire nidng van tim:

Cac nghién cdu dich & hoc bao cdo sy gia ting nguy co bi phinh va boc tach dong mach chu, hé van
dong mach chi va van hai 14 sau khi uéng fluoroquinolon, dic biét 1a & nhitng ngudi cao tudi. Cac
trudmg hop phinh va boc tich dong mach chi, doi khi bién chimng do v& (ké ca trudng hop tir vong)
va hé hofic mét kha ning hoat dong ctia bit ky van tim ndo di duge bdo cdo & nhimg bénh nhén
dung fluoroquinolon.

Do d6, fluoroquinolon chi nén duge st dung sau khi danh gia loi ich-nguy co cén thén va sau khi

can nhic cic lya chon diéu tri khic & nhitng bénh nhan ¢6 tién st gia dinh méc bénh pg_ir@ﬁgr%',-,b
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mach, hodc & nhiing bénh nhin duoc chin doan mic bénh phinh dong mach chi tr trude vahodc
boe tach dong mach chil, hodc ¢6 cic yéu t6 nguy co khac ¢6 khuynh hudng din dén chimg phinh va
boc tich ddng mach chi va ho hodce kém chic nang van tim (vi du nhu 15i loan mé lién két nhu héi
ching Marfan, hoi chimg Ehlers-Danlos, hdi ching Turner, bénh Behcet, ting huyét 4p, viém khop
dang thp) hodc din dén chimg phinh va béc téch dong mach chu (vi du viém d6ng mach Takayasu
hodc viém dong mach té bao khdng 10, xo vita dong mach da biét, hoi chimg Sjégren’s). hodc din
dén ho hode kém chiic nang van tim (vi du viém ndi tim mac nhiém khudn)

Nguy co phinh va béc tach déng mach chi, va v& cling c6 thé ting lén & nhitng bénh nhan didu tri
dong thai véi corticosteroid toan than.

Trong trudmg hop dau bung, nguc hoidc lung dt ngdt, ngudi bénh nén lién hé ngay vdi bac s 6 khoa
cip ciru.

Nén khuyén bénh nhan tim kiém sy chim soc y té ngay lap tic trong trudng hop kho thd cip tinh,
bit du thiy tim dip nhanh hoac phil né phat trién & bung hoac chi duéi.

Céac phan une bong trén da neghiém trong:

Cac truong hop phan tng da néi bong nude nghiém trong nhu hdi chimg Stevens-Johnson hodc hoai
tir bidu bi nhifm ddc d duoe bdo cdo vdi ofloxacin. Bénh nhéan cin lién hé véi béc si ngay lap tic
trurGe khi tiep tuc dicu tri néu xay ra cac phan ing trén da va / hodc niém mac.

Nhiém khuén do Clostridioides difficile:

Tiéu chay, dic biét néu nghiém trong, dai ding va / hodic ¢6 mau, xay ra trong hodc sau khi didu tri
bing ofloxacin (ké ca vai tuin sau khi didu tri), ¢6 thé 1a ddu hidu cta nhiém khudn do Closiridioides
difficile, dang nghiém trong nhét 1 viém dai trang gia mac (CDAD). CDAD ¢6 thé ¢6 mic do
nghiém trong tir nhe dén de doa tinh mang, dang nang nhit I viém dai trang gia mac. Do d6, quan
trong 14 phai xem xét chan doan nay & nhimg bénh nhén bi tiéu chay nghiém trong trong hodc sau
khi diéu tri bing ofloxacin. Néu nghi ngo ¢6 viém dai rang gia mac, nén ngimg didu tri ngay lap tire.
Can ding ligu phap khéng sinh cu thé thich hop ngay lap tic (vi du vancomycin dang ubng,
teicoplanin dang ubng hoc metronidazol). Céc thudc tre ché nhu dong rudt chbng chi dinh trong
nhimg truong hop nay.

Bénh nhin dé bi co giit:

Cée quinolon ¢6 thé lam giam ngudng co gidt va ¢6 thé giy ra co gidt. Ofloxacin chéng chi dinh &
nhitng bénh nhén ¢é tién st déng kinh hogc cé khuynh hudng co giat di biét va cling nhu vdi cée
quinolon khée, ofloxacin nén duge st dung hét sirc than trong & nhirng bénh nhan d& bi co giat.

Bénh nhén ¢6 khuynh hudng co gist di biét c¢6 thé bao gdm nhitng ngudi ¢é ton thuong hé thin kinh
trung wong tir trude, diéu tri ddng thoi véi fenbufen va céc thudc chbng viém khong steroid twong tu
(NSAID), hoiic véi cac thude 1am gidm ngudng co gidt ndo, ching han nhu theophyllin.
Trong trudng hop co gidt co gidt, nén ngimg didu tri bing ofloxacin.

Viém ghn va ddt gén




https://trungtamthuoc.com/

Viém ghn va dut gan (dac biét nhung khéng gidi han & gan Achilles), doi khi ca hai bén ¢6 thé xay
ra sém nhat 13 trong vong 48 gid sau khi bat ddu diéu tri bang quinolon va fluoroquinolon va dé
durgc béo cdo 13 tham chi xay ra sau khi ngimg diéu trj vai thang. Nguy co viém gin va dit gin ting
1&n & bénh nhin cao tudi, bénh nhéan suy thin, bénh nhan ciy ghép cdc tang rén va nhiing ngudi dugc
diéu tri dong thai vdi corticosteroid. Do d6, nén tranh str dung ddng thoi v&i corticosteroid. Lidu
hang ngay nén duge didu chinh & bénh nhén cao tudi dua trén do thanh thai creatinin. Do dé, cin
theo doi chat ché nhing bénh nhin nay khi ding ofloxacin.

T4t ca bénh nhan nén tham khdo ¥ kién béac sinéu gip céc tridu ching ciia viém gan. Khi c¢6 déu hiéu
dau tién ciia vidém gén (vi du sung dau, viém) nén ngimg diéu tri bang ofloxacin va cin nhéac didu tri
thay thé. Céc chi bj anh huéng cén dugc diéu tri thich hop (vi du: bat déng). Khong nén st dyng
corticosteroid khi xay ra cac ddu hiéu ctia bénh 1y vé gan.

Bénh nhin suy chirc nang thin:

Vi ofloxacin théi trir chti yéu qua thén, nén diéy chinh lidu & bénh nhén suy chie ning than.

Bénh nhén ¢6 tidn sir rdi loan tAm thin:

Céc phan {mg loan than d3 duge bo cédo & nhiing bénh nhan ding fluoroquinolon. Mot sb trwong
hop tién trién thanh v nghi ty tr hojc hanh vi tw gAy nguy hiém cho ban than, bao gém ca viée ¢b
ghng tw sat, doi khi chi sau mdt lidu ofloxacin. Trong trudng hop bénh nhan xuét hién céc phan Gng
nay, nén ngung dung ofloxacin va thyc hién cac bién phap thich hop.

Ofloxacin nén dugc sir dung thén trong cho bénh nhén c6 tién str rbi loan tAm thin hodc bénh nhan
tim thén,

Bénh phan suy chirec ning gan:

Ofloxacin nén duge sir dung than trong cho nhiing bénh nhan bi suy giam chitc ndng gan, vi ¢ thé
x4y ra ton thuong gan. Céc trudng hop viém gan bao phat 6 kha nang din dén suy gan (bao gdm ca
cac trudmg hop tir vong) dd dwoc bio cdo véi fluoroquinolon. Bénh nhén nén nglng didu tri va lién
hé véi béac si néu phat trién céc ddu hiéu va tridu chimg cua bénh gan nhu chén &n, vang da, nudc
tiéu sAm mau, ngira hodc bung mém.

Bénh nhan duoc didu tri bing thudc dbi khang vitamin K:

Vi ¢6 thé tang cic gia tri xét nghidm déng mau (PT/INR) va/hoic ting chay méau & nhitng bénh nhan
duge diéu tri bang fluoroquinolon, bao gdm ofloxacin, két hop v&i thube déi khang vitamin K (vi du
nhu warfarin), nén cin theo doi cdc xét nghiém déng mau khi ding ddng thdi cc thube nay.

Bénh nhuoc co:

Cée fluoroquinolon, bao gdm ofloxacin, ¢é hoat tinh block thin kinh co va ¢6 thé lam trAm trong
thém tinh trang yéu co & bénh nhén nhuge co. Cac phéan g c6 hai nghiém trong sau lwu hanh, bao
gdm tir vong va yéu cAu hd tro ho hip c6 lién quan dén viée s dung fluoroquinolon & bénh nhin
nhuge co. Ofloxacin khéng dwoc khuyén céo & nhiing bénh nhin cé tién sir bénh nhuoc co.

B&i nhiém:
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Ciing nhur cac khang sinh khac, viéc str dung ofloxacin, dic biét néu kéo dai, cé thé lam phat trién
qua mirc cac sinh vat khong nhay cam, dic biét 1a Enterococci, cac ching khéng cha mdt sb sinh vt
hojc Candida. Cin dénh gid nhic lai tinh trang cia bénh nhén va viéc xét nghiém dinh k¥ v& doé
nhay cam in vitro ¢6 thé hitu ich. Néu nhiém tring tha phat xay ra trong khi didu tri, cin thuce hién
cac bién phap thich hop.

Phong netra nhay cam anh séng:

Nhay cam v6i anh sang da duge bdo cédo vai ofloxacin. Bénh nhan ding ofloxacin duge khuyén céo
khéng nén tiép xtc v6i anh sing manh hoac tia UV nhan tao (dén chiéu nfng, phong tim néng) khi
khdng cén thiét trong khi diéu tri va sau khi ngung ding thudc 48 giv dé phong ngilra nhay cam vi
anh sang.

Kéo dai khoang QT:

Céc trudng hop kéo dai khoang QT di duge bao cdo rat hiém gip ¢ nhimng bénh nhin ding
fluoroquinolon,

Thén trong khi sit dung fluoroquinolon (bao gdm ofloxacin) & nhitng bénh nhén ¢6 cac yéu tb nguy
co kéo dai khoang QT da duoc biét dén, nhu:

- Ngudi cao tudi va phy nit cé thé nhay cam hon véi cac thude kéo dai QT. Do d6, cén than trong khi
str dung fluoroquinolon, bao gbm ofloxacin cho cic nhém bénh nhan nay.

- Mt cén béng dién giai khong duge diéu chinh (vi du nhu ha kali mau, ha magie mau)

- Hdi chimg QT dai bdm sinh

- Sir dung déng thoi cdc thube di duge biét 1a kéo dai khoang QT (vi du thude chéng loan nhip loai
IA va III, thudc chéng trdm cam ba vong, macrolid, thude chéng loan than)

- Bénh tim (nhu suy tim, nhdi mau co tim, nhip tim chdm)

R&i loan duong huvét:

Nhur v6i tét ca cée quinolon, réi loan dudng huyét, bao gdm ca ha dudng huyét va ting dudng huyét
da duoc bdo cdo, thudng & bénh nhan déi thdo dudng duge didu tri dong thoi véi thube ha duong
huyét dudng udng (nhu glibenclamid) hodc véi insulin. Cac trudong hop hén mé ha dudng huyét da
duge béo céo. O nhitng bénh nhan di thio dudng nay, khuyén cdo theo ddi cdn than dudng huyét.
Nén ngimg diéu tri bing ofloxacin ngay lap tirc néu bénh nhan béo céo c¢6 rdi loan dudng huyét va
nén xem xét lidu phap khang khuan thay thé khong sir dung fluoroquinolon.

Bénh 1V than kinh ngoai bién

Céc trudng hop bénh da day than kinh cam gidc hodc thin kinh van déng din dén di cam, giam xtc
gidc, rdi loan cam gide hodc suy nhuoe di duge bao céo & nhitng bénh nhan dung quinolone va
fluoroquinolon. Bénh nhén dang diéu trj bing ofloxacin nén thong béo cho bac sT trude khi tiép tuc
diéu tri néu phat trién céc tridu chimg cta bénh thin kinh nhu dau, rat, dau nhéi day than kinh, t8
hodic suy nhuge dé ngin ngira tinh trang khong hdi phuyc.

Bénh nhén thiéu hut glucose-6-phosphat-dehydrogenase: /
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Bénh nhan bj thidu hut glucose-6-phosphat-dehydrogenase tiém an hodc duoc chin dodn c6 thé d& bi
phén g tan mau néu diéu tri bang quinolon. Vi vay, néu phai sir dung ofloxacin cho nhiing bénh
nhan nay, cin theo ddi kha nang x4y ra tan mau.

Anh huodng dén cic két qua xét nghiém:

O bénh nhan didu tri ofloxacin, viéc x4c dinh ndng 4o porphyrin hay chit giy nghién trong nude tiéu
c6 thé cho két qua duong tinh gia. C6 thé cin xdc nhan két qua duong tinh chét giy nghién holc
porphyrin bing cdc phuong phép dic hiéu hon.

D4 xay ra tinh trang khéng chéo véi nhiéu loai quinolon khéc nhau

Réi loan thi luc:

Néu suy giam thi luc hay ¢6 bit ky anh hudng nao dén mét, cin tw van bac si chuyén khoa mét ngay
1ap tie

Céanh bao t4 duoc:

1

Thude ¢6 chira lactose. Bénh nhan ¢6 vin dé v& di truyén hiém gip khong dung nap fructose va‘hodc
cd van dé vé di truyén hiém gip khong dung nap galactose, thiéu hodc kém hip thu Lapp lactase or
glucose-galactose khong nén ding thude nay.

8. Sir dung thude che phy nir ¢6 thai va cho con bi:

Svir dung thube cho phu nit cd thai:

Dua trén mdt lugng dir liéu han ché trén ngudi, viée st dung flucroquinolon trong ba thiang dhu clia
thai ky khong lién quan dén viée tang nguy co di tat hodc cée tac dung phy khac trong thai ky. Céc
nghién ctru trén déng vat cho thiy cé ton thuong sun khép & déng vét chua trudng thanh nhung
khong c6 tic dung gdy quai thai. Do d6, khdng dugc diing ofloxacin trong théi ky mang thai.

Sit dung thube cho phu niv cho con bii:

Ofloxacin duge bai tiét vao sira me vai ndng do nho. Vi thube ¢6 kha ning gdy doc tinh trén khop va
céc ddc tinh nghiém trong khac cho tré nhé, nén ngung cho tré b me khi me dang didu tri ofloxacin.
9. Anh huéng ctia thudc 18n kha ning i xe, vAn hanh may mée:

Vi thude ¢6 thé gy ra mét sb tic dung khong mong mudn anh hudng dén hé thin kinh trung wong
nhu budn ngii, chéng mit, r6i loan thi gidc nén bénh nhan sir dung ofloxacin khéng nén 141 xe va van
hanh may méc.

10. Twong téc, twong ky cia thude:

Thidc khdng acid, sucralfate, chira ion kim loai:

Khéng nén diing ddng thoi ofloxacin trong vong 2 gid v6i cdc thube khang acid, sucralfat hodc cac
thudc chira ion kim loai (nhdm, sét, magnesi hay k&ém), vién nhai didanosin hodc cdc vién nén dém
khac vi c6 thé lam giam hdp thu ofloxacin.

Theophyilin, fenbufen hodc cdc thude tiwong tw thudc chéng viém khong steroid (NSAIDs):
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Khong tim thiy tuong tac duge dong hoc cia ofloxacin véi theophyllin trong nghién cru 1dm sang.
Tuy nhién, ngudng co gist ndo giam r rét khi ding quinolon ddng thai véi theophyllin, thude chdng
viém khéng steroid hodc cdc thude khac lam gidm ngudng co giat.

Trong trudmg hop co gidt co gidt, nén ngimg didu tri bang ofloxacin.

Probenecid, cimetidin, furosemid va methotrexat:

Probenecid lam giam téng dé thanh thai ctia ofloxacin 24% va ting AUC 1én 16%. Co ché dugc dé
xuét 13 canh tranh hodc (e ché sy van chuyén tich cuc khi bai tiét qua éng than. Thén trong khi dung
déng thoi ofloxacin véi cac thube anh hudng dén bai tiét & dng than nhur probenecid, cimetidin,
furosemid va methotrexat.

Thudc kéo dei khodang QT:

Ofloxacin ciing gidng nhu céc fluorequinolon khac, nén duoe sir dung than trong & nhiing bénh nhan
dang dung thude dugce bidt 1a kéo dai khoang QT (thude chéng loan nhip nhom 1A va 1, thude
chdng trim cam ba vong, macrolid va thude chéng loan than)

Thude déi khdng vitamin K:

D43 ¢6 bio cho ting cac gia tri xét nghiém dong mau (PT/INR) va/hodc ting chay mau, ¢ thé nghiém
trong & nhitng bénh nhén diing ddng thai ofloxacin v&i thude dbi khang vitamin K (warfarin). Vi thé
can theo doi cdc xét nghiém déng mau khi ding ddng thoi céc thude ndy vi ¢6 thé lam ting anh
huéng cta dan xudt coumarin.

Glibenclamid:

Cfloxacin ¢6 thé Iam ting nhe ndng dd glibenclamid trong huyét twong khi ding dbng thoi, do do,
bénh nhan dugc didu tri déng thoi véi ofloxacin va glibenclamid phai duge theo doi dic biét chat
chd. Vi ¢6 kha ning x4y ra ha dudng huyét, nén theo ddi chat ché lugng dudng trong méu trong
nhiing truong hop nay.

11. Tdc dung khdng mong mudn ciia thube:

Tén suat tac dung khdng mong mudn duge dinh nghfa nhu sau: rit thuong gip (> 10%), thuéng gap
(> 1% va < 10%), it gip (> 0,1% va < 1%), hiém gip (> 0,01% va < 0,1%), rit hiém gip (< 0,01%),
chua duoc biét dén (khong thé dy dodn dua trén cdc dir lidu c6 sin)

Théng tin trong bang dudi day dua trén dit liéu tir céc nghién ciru 14m sang va sau khi thube duoc

luru hanh:

HE co quan Tac dung khong mong mudn

Tan suit

Nhiém fritng va nhiém kj sinh tring

It géip Nhiém khuin ném, khang vi sinh vat gy bénh

Roi loan mdu va hé back huyét

Rat hiem gap Thiéu m4u, thiéu méu tan huyét, giam bach cau, tang bach cau ua
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cosin, giam tiu cau

Chua duoc biét dén

M3l bach cau hat, giam toan thé huyét cau, suy ty xwong

Roi logn hé mién dich

Hiém gip

Phu mach, cdc phan ing phan vé

RAt hiém gap

Phén tng phan v&, séc phan vé

Réi logn chuyén héa va dinh dwéng

Hiém gip

Chan an, hén mé do giam duong huyét

Chua dwoc biét dén

Giam dudng huyét khi didu tri déi théao dudng véi cée thude 13m

giam dudng huyét, ting dudng huyét,

Réi loan tim thin

Tt ga Kich déng, mat ngu, roi loan jAc ngli
gap g g gidc ng
Hiém gip Loan than kinh (thudc v& 20 giac), bon chon, trang thai 10 1n, gip ac

mdng, tram cam

Chura duge biét dén

R&i loan thén kinh va trdm ¢dm vai cac hanh vi tu lam hai ban than

nhu ¥ dinh tur 0 hodc ¢d géng tu tir, sur kich dong

Réi loan thin kinh

It gap

==
A

Hoa mat, dau dau

Hiém gip

Di cam, loan vi giac, budn ngt, réi loan khiru gidc

Rét hiém gip

Bénh than kinh cam gidc ngoai bién, than kinh van dong ngoai bién,

co gift, hdi chimg ngoai thép hodc cac réi loan phdi hop co khac

Chua dugc biét dén

Run ray, rdi loan van déng, mat vi giac, con ngat, ting ap ndi s¢ lanh

tinh

Réi logn mdt

It g2p

Di ing mit

Hiém gip

R&i loan thi gide

Chura duoc biét dén

Viém mang bo dao

7
Réi loan tai va tai irong

it gap

Chodng mat

RAt hiém gip

U tai, nghe kém

Chua dugc biét dén

Tén thuong thinh Iuc

Réi logn tim

Hieém gap

Nhip tim nhanh

Chura duoc biét dén

Loan nhip tim that, kéo dai khoang QT ECG, xoén dinh (duge bao

cdo chi yéu ¢ bénh nhén co cae yéu td nguy co ¢6 khoang QT dai)

Rdi loan mach mdu
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Hiém gip

Ha huyét ap )

Ri legn hé hip, ving

nguwe va trung thit

It géTp Ho, viém mii hong
Hiém gip Kho thd, co thit phé quan
Chua dugc biét dén | Viém phdi do di Gmg, kho thd nghiém trong

Réi logn tiéu héa

{t gap Dau byng, tiéu chay, nén mira, budn nén
iém gap Viém dai trang thinh thoang xuét huyét

Rét hiém gap

Viém dai trang gia mac

Chura duoc biét dén

Day hoi, khé tiéu, tio bén, viém tuy

Rii loan gan mgt

Hiém giip

Téng enzym gan (ALAT, ASAT, LDH, gamma-GT, phosphatase

kiém), bilirubin mau tang

Rat hiém gip
L

Vang da 0 mat

| Chua duoc biét dén

Viém gan ¢6 thé nghiém trong, ton thuong gan ning bao gdm céc
trudmg hop suy gan cdp tinh thinh thoang gy tir vong di dugce bdo

cdo vdi ofloxacin, chil yéu & bénh nhéan bi bénh gan trude do.

Roi logn da va mo dwdi da

It gap

Ngtra, phat ban

Hiém gap

May day, ting tiét mé héi, do bimg, phat ban myn mo

Rét hiém gip

P 3y . .y - Y = +X
Ban dé nhi¢u dang, cic phan ung nhay sang, hoai t biéu bi nhiem
dde, di img thudc, ban xudt huyét mach, viém mach ¢6 thé dan tai

nhidu trudng hop ngoai 1€ hoai tir da.

Chua duoc biét dén

Héi chimg Stevens-Johnson, mun mu ngoai lai toan than cap tinh,

phat ban do thubc, viém miéng, viém da tréc da.

Réi logn co xwong khip
Hiém gap Viém gén

Rat hiém gip

Dau khép, dau co, dirt gan (gan Achilles) co thé xay ra 48 gid sau khi

bat dau ding thube va c¢d thé cd hai bén

Chua duoc biét dén

Globin co nidu kich phét, bénh co, yéu co, dirt co, rach co, dat day

ching, viém khép

R&i logn thin va dwong tiét niéu

Hiém gip

Tang creatinin huyét thanh

Rét hiém giip

Suy thén cap

Chua duoc biét dén

Viém thén ké cép tinh
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‘Roi logan toan thin va tai cho

Chua dugce biét dén Suy nhuoe, sdt, dau (lung, ngue, ti chi)

R6i loan bam sinh, di truyén

‘Chura duge biét @n | Con réi loan chuyén héa porphyrin & bénh nhan rbi loan chuyén héa

porphyrin

~ - r -~ ~ - A s o P . 3 A
Thong bdo cho bdc sy nhitng tdc dung khéng mong muon gdp phdi khi dimg thuoc

12. Qua4 lidu va each xi tri:

Triéu chitng:

Cac dau hiéu quan trong nhét duoc du dodn sau khi ding qué lidu cAp tinh 13 céc tridu chimg thin
kinh trung vong nhu 10 14n, chéng mit, suy giam y thitc va co gidt ting 1én trong khoang QT ciing
nhu cdc phan (mg tiéu hoa nhy budn nén va %n mon niém mac.

Céc hiédu Gng thin kinh trung wong bao gdm trang thdi Ii 1dn, co gidt, a0 giac va run rdy da duoc
quan sat sau khi thube duoc luu hanh.

Xie i

Khuyén cao cc bién phap diéu tri ting bude dé loai bé phin ofloxacin khong duge hap thu nhu ria
da day, ding chat hip phu va natri sulphate trong 30 phit ddu tién sau khi qua lidu. Thube khang
acid duoc khuyén cdo dé bao vé niém mac da day.

Trong trudng hgp qua lidu, nén ap dung diéu trj tridu chimg. Nén theo dai dién tdm db vi ¢6 thé kéo
dai khoang QT. Thuéc khang acid c¢6 thé dugc sir dung dé bao vé niém mac da day. Mot phin
ofloxacin cé thé duge loai bé khéi co thé bing thdm tich mau. Thidm phén phic mac va CAPD
khong ¢6 hiu qua trong viéc loai bo ofloxacin. Khong cé thude giai déc dac hiéu cd sin.

Su théi trir ofloxacin ¢ thé ting 1én khi gay bai nidu cutng bure.

13. Béc tink dwge lye hoe:

Nhom dwge [y: khdng sinh nhom fluoroquinolon

M@ ATC: JOIMAO!

Co ché hoat dong

Thube chira ofloxacin, mdt khéng sinh phé rong thude nhém fluoroquinolon. Gfloxacin téc dung trén
ci vi khudn Gram duong va Gram 4m.

Si khdng thubc

Su khang thudc véi ofloxacin dat duge qua mét qua trinh gdm nhidu budc tai vi tri dich thong qua
dot bién & hai loai topoisomerase loai II, DNA gyrase va topoisomerase V. Céc co ché khang thube
khac nhu thay dbi tinh thdm (phd bién & Pseudomonas acruginosa) va hé théng bom tdng thude
cfing c6 thé anh hudng dén tinh nhay cam véi ofloxacin.

Ty 1& khéng thude c6 thé thay déi theo viing dia ly va theo thoi gian di vai cac loai chon loc.
Khuyén cdo nén thu thip théng tin vé tinh trang khang thubc tai dia phuong, dac biét trong didu tri

c4c bénh nhiém khuan nghiém trong. Néu cin thiét, ¢4 thé hoi ¥ kién cia chuyén gia khi ty 18 khang
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thubc tai dia phuong cao dén miic loi ich cia thudc 12 khéng chéc chén, it nhét 1a déi voi mdt sb loai
bénh nhiém khuan

Diem edy kiem ra dd nhay cdm

Diém gy ndng dé te ché tdi thidu (MIC) do Uy ban chau Au vé thiy nghiém d¢ nhay cam véi khang
sinh (EUCAST) thiét lap nhu sau:

Nong dd e ché t6i thiéu (mg/l)
Vi sinh vat

Nhay ¢am Khéng
Fnterobacterales <(,25 >{Q,5
Haemophilus influenzae <0,06 > 0,06
Moraxella catarrhalis <0,25 > 0,25
Neisseria gonorrhoeae <0,125 >0,25

Moi guan hé PK-PD

Fluoroquinolon ¢6 hoat tinh diét khudn phu thude vao lidu lugng va c6 tdc dung hdu khang sinh vira

phai. Déi véi nhom khang sinh ndy, ty 18 gifra dién tich dudi dudng cong (AUC) va ndng dé trc ché
t6i thidu (MIC) hodic gitra néng dd thi da (Cmax) va MIC 1a yéu 5 dy dodn thanh cdng trén lam
sang.

Phé hogt dpng

Céc toai sau ddy cé thé duoe coi 14 nhay cam

- Staphylococcus aureus nhay cam methicillin
- Staphylococcus epidermidis

- Neisseria gonorrhoeae

- Neisseria meningitidis

- Haemophilus influenzae

- Escherichia coli

- Klebsiella

- Enterobacter, Citrobacter

- Proteus (indole-negative va indole-positive)
- Salmonella, Shigella

- Yersinia enterocolitica

- Campylobacter jejuni

- Vibrio cholerae

- Vibrio parahaemolyticus

- Hafnia spp.

- Aeromonas spp.

- Plesiomonas spp.
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- Chiamydiae 7

- Legionella pneumophila.

Céc vi khuan nhay cam trung binh gdm:

- Serratia marcescens

- Enterocaccus faecium

- Clostridium tetani

- Enterococci

- Streptococcus pyogenes

- Streptococcus pneumoniae

- Pseudomonas aeruginosa

- Acinetobacter

- Mycoplasma pneumoniae

- Streptococcus viridans

- Mycoplasma hominis

- Mycobacterium tuberculosis

- Mycobacterium fortuitum.

Céc vi khuén nhay khang thube:

- Fusobacterium spp.

- Eubacterium spp.

- Peptococci

- Peptosireptococci

- Treponema pallidum

- Clostridium difficile

- Nocardia asteroids

- Bacteroides spp.

- Ureaplasma urealyticum.,

Trong trudng hop nhidm trang duong tiét nidu, MIC < 16 pg/mL vin ¢6 thé duge coi 13 nhay cam.
Lidu diéu trj cia ofloxacin khéng c6 tac dung duoc Iy dbi voi hé thin kinh thue vat va diéu hoa.
14. Dic tinh dwge dfng hoc:

Hép thy

Ofloxacin dugce hdp thu nhanh va gan nhu hodn todn qua dwrdng tiéu héa. Nong do dinh trong huyét
tuong sau mét liéu ubng 200 mg trung binh 14 2,6 pg/ml va dat duge trong vong mdt gidr. Thoi gian
ban thai trong huyét tuong 1a 5,7 - 7 giés va khdng lién quan dén lidu luong.

Phén b

Thé tich phan bd 13 120 L. Néng do trong huyét tuong khong ting dang ké khi dimg lidu Iap lai (hé

s§ tich lily d6i v6i lidu hai 1an m&i ngdy 13 1,5). Lién két vai protein huyét trong xép xi 25%.
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Chuyén héa: ]
Ofloxacin duge chuyén héa dudi 5%. Hai dang chuyén héa chinh duoc tim thdy trong nudc tiéu 13
N-desmethyl - ofloxacin va ofloxacin N - oxyd.

Thdi trir

Thudc duogc bai tiét chu yéu qua than.

Tir 80-90% liéu duge tim thay trong nude tiéu dudi dang khong dbi.

Ofloxacin duge tim",,ﬁéy trong mdt & dang glucuronidin héa. Duge dong hoc cua ofloxacin sau
truyén tinh mach rétf;%iéng v6i dang lidu ubng. Thoi gian ban thai trong huyét tuong kéo dai & nguoi
suy than; téng thanhi”cﬁéi va thanh thi thin giam twong {mg véi thanh thai creatinin. Nén giam lidy &
ngudi suy than. ff

Khdng c¢6 twong tic ndo ¢ lién quan vé mit [dm sang vai thue phim va khéng tim thiy tuong tac
gitra ofloxacin va theophyllin.

15. Quy cach dong goi: Hop 10 vi x 10 vién

16. Biéu kién bio quan, han ding, tiéu chuin chit Twgng cia thube:

Bao quan: & nhiét d6 dudi 30°C. Tranh 4nh sang va am

Han diing: 36 thang k& tir ngay san xuét.

Tiéu chuén chit lugng: USP

17. Tén, dia chi co sé san xuit thude:

ZOTA HEALTHCARE LTD.

Dia chi: Plot No. 169, Surat Special Economic Zone, Near Sachin Railway Station, Sachin, Dist:
Surat, Gujarat State, An Do



