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Té& huwdng din st dung R, THUOC BAN THEO DON

DIANFLOX Tab.

(Levofloxacin)
Poc ki hurdng dan sit dung triée khi ding
Néu cin thém théng tin xin héi § kién bdc sy, duge sj.
Tén thuée: DIANFLOX Tab.
Thanh phan: Mi vién nén bao phim chta:
Hoat chdi.
LevofloXacin. . ..ooovre i 512.5mg
(twong dueong S00mg anhydrous Levofloxacin)
Td duoc: lactose ngdm nude, cellulose vi tinh thé, tinh bot bién tinh, povidon K30, magnesi stearat,
hypromellose 2910, polyethylen glycol 6000, polysorbat 80, déu thiu déu, titan oxid, sap carnauba.
Dang bio ché: Vién nén bao phim.
Quy cich déng goi: 10 vién/ vi x 2 vi/ hdp
Duwoe Iye hoe
Levofloxacin la mdt khang sinh téng hep ¢6 phd réng thude nhém fluoroquinolon. Cling nhu céc
fluoroquinolon khae. levofloxacin ¢6 tac dung diét khuin do Gc ché enzym topoisomerase II
{ADN-gyrase) va’hodc topoisomerase [V la nhiing enzym thiét yéu cua vi khuan tham gia xtic tac
trong qué trinh sao chép. phién ma va stra chira ADN cua vi khuan. Levofloxacin 1a déng phén L-
isome cua ofloxacin, néd ¢6 tae dung digt khuap manh gip 8 - 128 lan so v&i déng phan D-isome
va tac dung manh gép khoang 2 lan so vai ofloxacin racemic. Levofloxacin, ciing nhu cac
[luoroquinolon khac 1a khang sinh phé rdng, ¢6 tic dung trén nhiéu ching vi khuan Gram &m va
Gram duong. Levofloxacin (cling nhu sparfloxacin) ¢6 tac dyng trén vi khudn Gram duong va vi
khuan ky khi t6t hon so véi cac fluoroquinolon khac (nhu ciprofloxacin, enoxacin, lomefloxacin,
norfloxacin, ofloxacin), tuy nhién levotfloxacin va sparfloxacin lai ¢6 tdc dung in vitro trén
Pseudomonas aeruginosa yéu hon so voi ciprofloxacin,
Pho tac dung:
Vi khuén nhay cam i vifrro va ghiém khuén trong 1am sang:
Vi khun va khi Gram am: Enterobacter cloacae, E. coli, I1 influenza, H. parainfluenza, Klebsiella
preumonie, Legionalla  prneuwmophila, Moraxella  catarralis, Profeus mirabilis, Pseudomonas
aer USROS,
Vi khuén khac: Chlamydia preumoniae, Mycopasma prevmoniae.
Vi khudn wa khi Gram duong: Bacillus anthracis, Staphylococcus aureus nhay cdm methicilin
(meti-S), Staphylococcus coagulase am tinh nhay cam methicilin, Streptococcus pnewmoniae.
Vi khuan ky khi: Fusobacterium, peptostreptococcus, propionibacterium.
Cac loai vi khudn nhay cam trung gian in vitro
Vi khuén wa khi Gram duong: Enterococcus faecalis.
Vi khudn ky khi: Bacteroid frugilis, pr evotella,
Céc loai vi khuén khang levofloxacin:
Vi khudn wa khi Gram duwong:  Enterococcus faecium, Siaphylococcus aureus meti-R,
Staphylococcus coagulase am tinh meti-R.
Khang chéo: /n vitro, ¢ khang chéo gifia levolloxacin va cac fluoroquinolon khéc. Do co ché tac
dung, thuong khong co khang cheéo gilta levolloxacin va cac ho khang sinh khac.
Dwoe dong hoe
Sau khi udng. levolloxacin duge hép thu nhaph va gan nhu hoan toan; néng do dinh trong huyét
twong thudong dat duoe sau 1 - 2 gid; sinh kha dung tuyét déi xap xi 99%. Cac thong so duge dong
hoc cua levotloxacin sau khi dung duong tinh mach va dudng ubng véi lidu twong duong 14 gin
nhu nhau, do do co thé sir dung duong ubng thay thé cho duong tiém tinh mach. [evotfé}gam‘
duoc phén bd réng rai trong co thé, tuy nhién thubc kho tham vao dich ndo tiy. Ty Ié U& faf’otem
huyét tuong 1a 30 - 40%. Levofloxacin rdt it bi chuyén hoa trong co thé va thai trix gdrg;j nlt(u h@an
\
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toan qua nuoc tiéu & dang con nguyén hoat tinh, chi duéi 5% lidu diéu tri duge tim thay trong nudc
tiéu dudi dang chét chuyén hoéa desmethyl va N-oxid, cac chat chuyén hoa nay c6 rat it hoat tinh
sinh hoc. Thoi gian ban thai cua levofloxacin tir 6 - 8 gio, kéo dai ¢ ngudi bénh suy than.
Chi dinh
Nhidm khuén do cac vi khuan nhay cam véi levofloxacin, nhu:
Viém xoang cép.
Dot cép viém phé quan man.
Viém ph01 cong dong.
Viém tuyen tién ligt.
Nhi&m khuén duong tiét niéu co bién chimg hoac khéng.
Nhiém khuén da va té chirc dudi da co bién chung hodc khong.
Du phong sau khi phoi nhiém va diéu tri triét dé bénh than.
Thuéc chi ditng khi cé si ké don ciia Bic si.
Liéu lwong va cach dung
Nhiém khudn dwcng hé hap
Dot cip cua viém phé quan man tinh: 1 vién/1 lan/ngay trong 7 ngay.
Viém phdi mac phai tai cong dong 1 vién/1 - 2 lan/ ngay trong 7 - 14 ngay
Viém xoang ham trén c¢dp tinh: 1 vién/1 lan/ngay trong 10 - 14 ngay
Nhiém trimg da va (6 chiee diedi da khéng c6 bién ching
1 vién/1 lan/ngay trong 7-10ngay
Bénh than:
Piéu tri du phong sau khi phoi nhiém véi truc khudn than: ngdy ubng 1 vién/1 lan, dung trong 8
tuén.
Diéu tri bénh than: sau khi dung dang tluyen tinh mach, udng thudc khi tinh trang ngudi bénh
cho phep. liéu 1 vién/1 1an/ngay, trong 8 tudn.
Liéu dimg cho nguoi bénh suy thén:

D6 thanh thii creatinin | Liéu Litu d .
(mU/phit) ban diu ‘ 161 CEyper
Nhiém khucm dwong tiét niéu cé bién chirng, viem thdn - - bé|
thdn r.ag B _ i
>20 | 250mg 250 mg mm 24 gio |
10-19 ‘ 250 mg 1250 mg mbi 48 2io
| Cdc chi dinh khdc |
50-80 | Khdng can hiéu chinh liéu
20-49 . 500mg 250 mg m()1 24 gio
10-19 . 500 mg 175 mg 1"1"101 24 gio |
Tham raLh mau 500 mg 12‘3 mg mm 24 gio
Tham phcm phiic mac. 500 mg 1125 mg mdi 24 gio
lién tuc |

Liéu ding cho ngweoi bénh suy gan: Vi phan lon levofloxacin dwoc dao thai ra nuoc tiéu dudi
dang khong d6i, khong can thiét phai hiéu chinh liéu trong truémg hop suy gan.

Cdach diing

Dung duong uong

Thoi diém udng levofloxacin khong phu thude vao bita in (c6 thé uong trong hodc xa bita an).
Khong dugc dung céc antacid ¢6 chira nhom va magnesi, ché pham ¢6 chtra kim loai nang nhu
sat va k&m, sucralfat, didanosin (cac dang bao ché cé chira antacid) trong vong 2 gior truée va sau
khi L16ng levofloxacin.

Chéng chi dinh .
Neudi ¢6 tién sir qua man véi levofloxacin, vai cac quinolon khéac, hodc voi bét ky, i’ﬁanh phan N\
nao cua thuoc. / ¥ w VT
Pong kinh, thiéu hut G6PD. tién str bénh & gan co do mét fluoroquinolon. ’\ - "-.\ K4 »__-.-)

N
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Tré em nho hon 18 tudi.

Thén trong

Viem gan dac bigt la gan got chén (Achille), co thé din toi dirt gan. Bién chimg nay c6 thé xuét

hién 0 48 gio dau tién, sau khi bat diu dung thube va co thé bi ca hai bén. Viém gan xay ra ra chu

yéu & cac dbi tuong c¢6 nguy co: ngudi trén 65 tudi, dang dung corticoid (ké ca duong phun hit).

Hai yéu té nay lam tang nguy co viém gan. Beé phong, cén diéu chinh lidu luong thube hang ngay

O nguoi bénh lon tudi theo murc loc cau than.

Anh huong trén hé co xuong: levofloxacin, cling nhu phan 16n cic quinolon khic, c6 thé giy

thoai hoa sun ¢ khop chiu trong luc trén nhiéu loai ddng vat non, do dé khong nén su dung

levofloxacin cho tre em dudi 18 tudi.

Nhieoe co: cén than trong o nguoi bénh bi bénh nhugc co vi cac biéu hién co thé ning lén.

Tdc dung trén than kinh trung wong: da co cac thong béo vé phan tmg bét loi nhu r6i loan tam

thin, téang ap luc ndi so, kich thich than kinh trung uwong din dén co giat, run rdy, bon chén, dau

dau, mét ngu, trdm cam, 14 14n, o gidc, 4c mong, ¢ y dinh hoac hanh dong tu sat (hlem gap) khi
su dung cac khang sinh nhém quinolon, thdm chi ngay khi st dung o lidu déu tién. Néu xay ra

nhimg phan tng bat lgi nay trong khi su dung levofloxacin, can dung thudc va cé cac bién phap

X tri triéu chimg thich hop. Cén than trong khi sut dung cho ngudi bénh c¢é céc bénh 1y trén than

kinh trung wvong nhw dong kinh, xo cimg mach néo...vi co thé tiang nguy co co giat.

Phan img man cam: phan (mg man cam vai nhiéu biéu hién 1am sang khac nhau, thdm chi séc

phan v¢ khi sir dung cac quinolon, bao gbm ca levofloxacin da duoc thong bdo. Cén ngirng thubc

ngay khi c6 cac ddu hiéu dau tién cta phan Gmg man cam va ap dung cac bién phap xu tri thich

hop.

Viem dai trang mang gia do Clostridium difficile: phan ung bét loi nay da dugc théng bao véi

nhiéu loai khang sinh trong d6 co levofloxacin, ¢6 thé xay ra & tAt ca cac muc do tir nhe dén de

doa tinh mang. Can luu y chan doan chinh x4c cac truong hop ia chay xay ra trong thoi gian

nguoi bénh dang sur dung khang sinh dé ¢o bién phap xu tri thich hop.

Mén cam véi dnh sang mie do tir trung binh dén nang da duoc théng bio véi nhiéu khang sinh

nhom fluoroquinolon, trong do6 o6 levofloxacin (méc du den nay, ty 1¢ gdp phan ung bat loi nay

khi su clung levofloxacin rét thap < 0,1%). Nguoi bénh céan tranh tiép xtc truc tiép voi anh sang

trong thoi gian diéu tri va 48 gio sau khi diéu tri.

Tdac dung (rén chuyén héa: cting nhu cac quinolon khéc, levofloxacin ¢ thé gay ra rdi loan

chuyén hoa duong, bao gdm tiang va ha dlmng huyét thuong xay ra ¢ cac nguoi bénh ddi théao

duong dang su dung levofloxacin dong thoi vai mot thude uong ha dudng huyét hoac Vi insulin;

do do cén giam sat duong huyét trén nguoi bénh nay. Néu xay ra ha duong huyét, can nging

levofloxacin va tién hanh céac bién phap xur tri thich hop.

Kéo dai khoang OT trén dién tam do: sir dung cac quinolon ¢6 thé gdy kéo dai khoang QT trén dién

tam do o mot s6 ngudi bénh va mot sé hiém ca loan nhip, do d6é cin tranh sir dung trén cac nguoi

bénh sn c6 khoang QT kéo dai, ngudi bénh ha kali mau, nguoi bénh dang st dung cac thude

chéng loan nhip nhom IA (quinidin, procainamid...) hodc nhém III (amiodaron, sotalol...); than

trong khi sir dung levofloxacin cho cac nguoi bénh dang trong cac tinh trang tién loan nhip nhu

nhip chdm va thiéu mau co tim cip.

Tac dung phu

Thuong gdp, ADR > 1/100

Tiéu hoa: Budn ndn, ia chay.

Gan: Tang enzym gan.

Théan kinh: Mat ng, dau dau.

Da: Kich ung noi tiém

it gap, 1/1000 < ADR < 1'100

Thén kinh: Hoa mat, cang thang, kich déng, lo lang

Tiéu hoa: Pau bung, diy hoi, kho tiéu, nén, tdo bon,

Gan: Tang bilirubin huyét.

Tiét niéu, sinh duc: Viém am dao, nhiém nam candida sinh duc.
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Da: Ngira, phat ban
Hiém gap, ADR < 1/1000
Tim mach: Tang hodc ha huyét ap, loan nhip
Fi¢u hoa: Viém dai trang mang gia, kho miéng, viém da day, phi ludi
(o xuong - khap: Dau khép, yéu co. dau co, viém tay xuong, viém géan Achille.
I'han kinh: Co giat, gidc mo bat thuong, trdm cam, rdi loan tim thén
Di tmg: Phu Quinck, choang phan v¢, hdi chung Stevens-Johnson va Lyelle.
Huong dén cich xit tri ADR
Cén ngimg levofloxacin trong cdc truong hop: BAt diu co cac bidu hién ban da hoac bat ky dau
hiéu nao ctia phan g man cam hay cua phan tmg bét loi trén than kinh trung wong. Can giam sat
ngudi bénh dé phat hién viém dai trang mang gia va cé cac bién phap xir tri thich hop khi xuét hién
1a chay trong khi dang dung levofloxacin.
Khi xuét hién ddu hiéu viém gan cin nging ngay thude, dé hai gin got nghi véi céc dung cu cb
dinh thich hop hodc nep g6t chan va hoi chin chuyén khoa.

Théng bdo ngay cho bdc sy khi gdp phii cic tic dung khéng mong muén ciia thuée.
Twong tic thube
Antacid, sucralfat, ion kim loai, multivitamin: khi s dung dong thoi ¢6 thé lam giam hip thu
levofloxacin. can ubng cac thube nay cach xa levofloxacin it nhét 2 gio.
Uhicophy lin: mdt s6 nghién ciru trén nguoi tinh nguyén khoé manh cho thdy khong c6 tuong téc.
tuy nhién do noéng do trong huyet tuong va AUC theophylin thudng bi tang khi sur dung dong thor
voi cac quinolon khac, van cén gidm sat chat ch€& ndng dg theophylin va hiéu chinh liéu néu cén
khi sir dung ddng thoi voi levofloxacin.
Warfarin: do d4 c6 thong bao warfarin ting tic dung khi ding cling véi levofloxacin, can giam sat
céc chi s vé dong mau khi sir dung dbng thoi hai thube nay.
Cyelosporin, digoxin: tuong tac khong c6 y nghia 1am sang, do d6 khong cén hiéu chinh liéu cac
thude nay khi dung déng thoi véi levofloxacin.
Cie thude chdng viém khéng steroid: ¢6 kha nang 1am tang nguy co kich thich than kinh trung
wong va co gidt khi dung dbng thoi véi levofloxacin. g

Cac th uoc ha duong huyét: dung ddng thai voi levoﬂeﬁamn co the 1 tang nguy co roi loan duong
huyvét. can gldm sat chét ché. A &

AR

Sir dung thude cho phu nir ¢é thai va cho con buf,
Phai ky mang thai ¥
Khong dung levofloxacin cho phu nit ¢6 thai.
Thaoi ky cho con bu N2 3 y
Chua do duge nong do levotloxacin trong sita me, nhﬁ'ﬂgam- vao kha nang phan bd vao stra
cua ofloxacin, €6 thé du doan rang levofloxacin ciing duge phan bd vao sita me. Vi thude co nhéu
nguy co ton thuong sun khép trén tré nho, khong cho con bu khi dwﬁ; lev Pﬂ‘f\‘*““}
Anh huo’ng dén kha nang lai xe va vin hanh may moc

Khong nén ldi xe va van hanh may moc khi dang ding thube ; "
Qua Ileu va cach xir tri (’f(” 4 “”i" 3 "”?y
Vi khong c6 thube giai doc dac hiéu, xir tri qua liéu bing céch loai thuoc ngay khoi da day. b d]ClsC v
day du cho nguoi bénh. Thadm tach mau va thdm phan phic mac lién tuc khong c¢6 hiéu qua logs”
levofloxacin ra khoi co thé. Theo dai dién tim dd vi khoang cach QT kéo dai.

Bdo quan: Bao quan trong bao bi kin, noi kho rao, thodng mat, tranh anh sang, ¢ nhiét dé dudi 30°C.
Han ding: 36 thang ké tir ngdy san xuét.

)\\I
}’I}\ ‘\\\irf {ONG

PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xudt ——

YOUNG-POONG PHARMA. Co., Ltd. ) 5)
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