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LEVIN-250

Levofloxacin Tablets 250 mg

Each Rim coated tablet contains 250 mg of Mfg. Lic. No.: S0/MN/AP/200S/F/G
levofloxacin.

~Dosage ~As directed- by thephysiciamn:

Store at below 30°C & protect from moisture.

Manufactured by:

Keep out of reach of chiidren. HEYEROQ LABS LIMITED
Unit-V, Sy Na 439, 440, 4418458, TSIIC SEZ,
Polapally Village, Jadcherla Mandal,

Refer product insert far meore information. Mahaboognagar Districl, Telagana. India.
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Levofloxacin Tablets 250 mg

Each film coated tabiet contains 250 mg of Mfg Lic. No.: S0/MN/AP/2009/F/G
levofloxacin.

Dosage : As directed by the physician.

Store at below 30°C & protect from n ure.
Manufactured by:
.d—’ HETERO LABS LIMITED

Keep out of reach of children.
3 Unit-V, Sy No. 439, 440, 4418458, TSIIC SEZ,
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T3 | Polepally Viliage. Jadeheda Mandal,
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LEVIN - 250/500
(Vién nén bao phim Levofloxacin 250 mg/500mg)
Huéng dan sir dung
Doc k¥ huéng dan sir dung trude khi ding.
Néu can thém théng tin xin hoi y kién béc si ctia quy vi. Thubc ban theo don.

Thanh phén:

Levin — 250: Mdi vién nén bao phim chia levofloxacin hemihydrate tuong duong 250mg
levofloxacin.

Levin — 500: Mdi vién nén bao phim chira levofloxacin hemihydrate tuong dwong 500mg
levofloxacin.

Ta dwoc;

Levin — 250: Microcrystalline cellulose (PH 101), croscarmellose sodium, povidone k-30,
microcrystalline cellulose (PH 102 102), magnesium stearate, opadry pink 13B84505.

Levin — 500: Microcrystalline cellulose (PH 101), croscarmellose sodium, povidone k-30,
microcrystalline cellulose (PH 102 102), magnesium stearate, opadry orange 13B53696.

Duwgc luc hoe:

Dugc Iy va co ché téc dung:

Levofloxacin 14 mgt khang sinh téng hop c6 phd rgng thugc nhom fluoroquinolon. Ciing nhu cic
fluoroquinolon khac, levofloxacin c6 tac dung diét khudn do (rc ché enzym topoisomerase Il (ADN-
gyrase) vihodc topoisomerase 1V 13 nhitng enzym thict yéu cia vi khudn tham gia xiic téc trong qua
trinh sao chép, phién ma va tu sira ADN cia vi khudn. Levofloxacin 1a déng phan L —isome cla
ofloxacin, né c6 tac dung diét khudin manh gp 8 — 128 lan so véi dbng phan D 1 {6me va tae dung
manh gép 2 l4n so vdi ofloxacin racemic. Levofloxacin, cling nhu cac fluorogu 7la kkang sinh
phé rdng, co6 tac dung trén nhiéu ching vi khuin Gram 4m va Gram duong. Levofloxacid (ciing nhu
sparfloxacin} ¢é tac dung trén vi khudn Gram duong va vi khudn ky khi tO hoh so véi céc
fluoroquinolon khic (nhu ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin) tuy nhién
levofioxacin va sparfloxacin lai ¢6 tic dung in vitro trén pseudomonas aeruginosa yéu hon so véi
ciprofloxacin.

Phé tdc dung

Vi khudn nhay cam in vitro va nhidm khudn trong 14m sang:

Vi khuén ua khi Gram am: Enterobacter cloacae. E coli, H. Influenza, H. parainfluenza, Klebsiella
pneumonie, Legionalla prneumophila, Moraxella catarralis, Proteus mirabilis, Pseudomonas
aeruginosa.

Vi khudn khéc: Chlamydia, preumoniae, Mycopasma preumoniae.

Vi khuén va khi Gram dwong: Bacillus anthracis, staphylococcus aureus nhay cam methicilin (meti —
S) staphylococcus coagulase dm tinh nhay cam methicilin, Streptococcus preumoniae.

Vi khuén ky khi: Fusobacterium, peptostreptococcus, propionibacterium.

Céc loai vi khudn nhay cam trung gian in vitro.

Vi khudn va khi Gram duong: Enterococcus faecalis.

Vi khuén ky khi: Bacteroid fragilis, prevotella.

Céc loai vi khuan khang levofloxacin:

Vi khuén wa khi Gram duong: enterococcus faecium, Staphylococcus aureus meti- R.

Khéng chéo: In vitro, c6 khang chéo giira levofloxacin va cac ho khang sinh khac.

Dwge dong hoe: ) , g .

Hdp thu: Sau khi ubng, levofloxacin hap thu rat nhanh va hau nhu hoan toan vdi cic nong dd dinh
trong huyét turong dat trong 1 gid. Sinh kha dung tuyét doi khoang 100%. Thic &n it ¢6 anh huong téi
sy hip thu levofloxacin.

Phan bo:
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Trong huyet tuwomg. CoO khoang 30-40% levofloxacin dugc gan vao protein-huyét tuong. Mdi ngay
ding mot lan 500 mg levofloxacin khong cho tich liy dang ké. Cé gép tich lily levofloxacin & mirc
thép va co thé du doan duge sau khi dung mdi lan 500 mg, ngay 2 lan. Trang thai on dinh dat dugc
trong 3 ngay.

Tham vao mé va dich co thé: Tham vao niém mac phe quan, dich biéu mo (ELF): cédc nOng do t6i da
cua levofloxacin trong niém mac phé quan va ELF 14 8,3 microgam/mL va 10,8 microgam/mL, dat
m@t gi& sau khi u6ng

Thém vao mo phoz Nong do tbi da cua levofloxacin trong md phdi 1a khoang 11,3 mlcrogamfrnL va
dat dugc sau khi udng 4-6 gio. Nong db trong phbi hom 18 rét so voi ndng d6 trong huyét trong.

Tham vao dich vét phong, béng: Céc ndng do t6i da cua levofloxacin la khoang 4,0 va 6,7
microgam/mL trong dich vét bong va dat sau khi udng 2-4 givr sau khi dung céc lidu 500 mg mét lan
trong ngay va 500 mg, ngay 2 lan.

Chuyén héa: Levofloxacin chuyén héa khong dang ké, cac chdt chuyén hoa dat dugc 1a demethyl
levoﬂoxacm va Ievoﬂoxacm N- oxyd Cac chét chuyén héa chiém < 5% cda liéu ding dugc thai qua
nuoc tisu. Levoﬂoxacm dn dinh vé hoa lap thé va khong qua nghich chuyén.

Pao thai: Sau khi udng hodc hoic diing du‘O’ng tinh mach, levofloxacin duoc dao thai twong déi cham
tir huyét tuong (t/2 = 6-8 gid). Thai cha yéu qua than (> 85% cia lieu ding). Khéng cé khac biét 16n
vé durge déng hoc cia levofloxacin sau khi ding dudng udng so véi dudng tinh mach, cho thdy 2 con
dudng nay co thé thay thé cho nhau.

Véi nguoi suy than: Duge dong hoc cha levofloxacin bi anh hudng véi ngudi suy than. Khi chirc
néng than suy giam, thi sy dao thai cta than va su thanh loc bi bi suy giam va cac thoi gian ban thai

cta thudce bi kéo dai nhur trinh bay & bang sau:
\

\
Cler|mNmin] | <20 | 20-40 | 50-80
Cla Jmbshin| 13 36 57
120~ 35 27 9
—

Voi ngueot cao woi: Khdng c6 khac biét ¢6 ¥ nghia v& duge dong hoc ctia levofloxacin gitta ngudi
cao tudi so vt nguol tré, loai telr tnrong h0'p khéc nhau vé dd thanh loc.
Sw khac biét vé gici: Phan tich riéng biét gifra nam va nf, thdy khéng c6 khac biét ¢é y nghia lam
sang giita 2 gidi vé duge dong hoc cita levofloxacin.
Chi dinh:
Levofloxacin duge chi dinh diing trong diéu trj cho ngudi trudng thanh (218 tudi) bi viém nhe, vira
hay nédng do cac chung nhay cam ké dugi day trong céc trang thai bénh ly sau:

- Viém xoang cép.

- Dot cdp viém phé quan man.

- Viém phéi cong ddng.

- Viém phéi méc ngoai cong ddng.

- Céc nhiém khuén da va cu tric da cé bién chimg.

- Céc nhiém khuan da va cdu tric da khéng c6 bién chimg (muc d6 nhe dén vira) bao gdm céc

ap xe, viém té bao, nhot, chéc id, viém mu da, nhidm khuén vét thuong.
- Nhiém khuén dudmg tiét niéu c6 bién chimg hodc khong.
Dy phong sau khi phoi nhidm va diéu trj triét dé bénh than.

Lleu lwrgng va cach dang:
Liéu lugng
Liéu ding cha levofloxacin ap dung cho ca dudng ubng va dudmg tinh mach:
Nh:em khudn dwomg hé hap:
Dot cép cia viém phé guan man tinh: 500 mg, | Ianf’ngay trong 7 ngay.
Viém phdi méc phai tai cdng dong: S00mg, | -2 lan/ngay trong 7 — 14 ngay.,
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Viér_l:l xong ham trén‘cép tinh: 500mg, 1 Eﬁm’ngéy trong 10 — 14 ngay.

Nhiem trung da va t6 chirc dudi da

C6 bién chimg: 750mg, 1 lan/ngay trong 7 — 14 ngay.

Khong cé bién chimg: 500 mg, 1 lan/ngay trong 7 — 10 ngly

Nhiém khudn dwong tiét niéu

C6 bién chtmg: 250 mg, 1 1An/ngay trong 10 ngay.

Khong cé bién chimg: 250 mg, 1 lin/ngay trong 3 ngay.

Viém than — bé than cdp: 250 mg, [ lan/ngay trong 10 ngay.

Bénh than

Piéu trj dy phong sau khi phoi nhiém véi truc khudn than: ngay ubng 1 l4n, 500 mg, dung trong 8
tudn.

Piéu trj bénh than: Truyén tinh mach sau d6 ubng thudc khi tinh trang ngudi bénh cho phép, lidu 500
mg. 1 lﬁn{ ngdy, trong 8 tudn.

Viém tuyén tién liét: 500mg/24 gio, truyén tinh mach. Sau vai ngay c6 thé chuyén sang udng.

Liéu ding cho nguot bénh suy thdn

B thanh thai creatinin (ml/phiit) Liéu ban dau Liéu duy tri
Nhiém khuan duong tiét niéu c6 bién chimg, viém thin — bé than cép
>20 250mg 250 mg mdi 24 gid
10-19 250mg 250 mg moi 48 gio
Cac chi dinh khac

50 - 80 Khéng can diu chinh ligu

20- 49 500mg 250 mg moi 24 gidy

10-19 500mg 125 mg mbi 24 gid \ h

Tham tach méu 500mg 125 mg moi 24 giy | W / /
Tham phan phuc mac lién tuc 500mg 125 mg mdi 24 gidy “

Liéu dung cho ngudi bénh suy gan: . .

Vi phan 16n levofloxacin duge do thai qua nude tiéu dudi dang khdng déi, khong can thiét phai higu
chinh léu trong trudng hop suy gan.

Chéng chi djnh:

Ngudi c6 tién sir qua mn vdi levofloxacin, véi céc thude khang khuan quinolon hosic véi mot thanh
phan khac c6 trong ché phim nay. Pong kinh, thiéu hut G6PD, tién sir bénh & gan co do mdt
fluoroquinolon. Tré em dudi 18 tudi.

Canh béo: ]
Chua xéc dinh dwgc ddy do vé hiéu qua va tinh an toan cua levofloxacin cho bénh nhi, cho céc thicu
nién (dudi 18 tudi), cho phy nit mang thai, phy nif cho con ba.

D4 ¢6 nhitng bao cao vé hién tuong co giat, loan thdn do doc & nhitng bénh nhén ding quinolon, bgo
gdm ca levofloxacin. Cac quinolon ciling c6 kha ning lam tang ap fwe ndi so va kich thich hé than
kinh trung wong tir d6 ¢6 thé din t6i run, hiéu dong, lo 4u, chéng mit, |4 14n, 4o gidc, paranoia, iram
cam, 4c mong, mat ngh va hiém thdy, nhitng hanh déng hay y nghi tu van. Cac phan (mg nay thudng
hay géip khi ding liéu dau tién. Néu gap nhimg triéu ching ndy & bénh nhdn ding Ievoﬂoxacin,‘ thi
phai ngimg thudc va tim nhitng lidu phap khac thay thé. Cung nhu doi véi cac khac quinolon, phai _rﬁt
than trong khi diing levofloxacin cho nhimng bénh di biét hodic ¢6 nghi 1a c6 rdi loan hé than kﬁlnh
trung wong, diéu nay cé thé dan t&i co giat hay lam ha thdp ngudmg giy co giat (nhu vira xo dong
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mach ndo nang, dong kinh), hay khi co nhitng yéu tb nguy co khac dén t6i co giat hay lam ha thép
ngudng gdy co giat (nhq mét s6 thude, loan chirc néng thén).

D c6 nhitng béo cdo vé hién tuong qua man cam vd/hoic phan Gng phan vé niing, ca biét da dan t6i
tr vong & nhimg bénh nhén dung qumolon trong d6 c6 levofloxacin. Nhitng phan img nay thuong
gap khi dung thudc |an ddu. Mot s& phan ang da din i truy tim mach, ha huyet ap/ soc, co gidt, mat
tri gide, dau nhoi gidy than kinh, phi mach (ké ca & lu@i, hau, nguc hay phi mat), téc khi quan (ké ca
co thit phé quan, thé gép, truy hé hip cap) khé tho, may day, ngua va cac phan Ung ning ngoai da
khac. Phai ngimg dung ngay khi vira mm c¢6 biéu hién man do ngoai da hay mét dau higu nao khac vé
qué man. Khi gap céc phan (ng qua min cam nang, phai diéu trj vdi epinephrin va cac bién phap héi
phuc khac, trong d6 cé thd Oxy, dung cac dich tiém tinh mach, cac thudc khang histamin, cac
corticosteroid, cac amin ting huyét 4p va khi 1am sang chi dinh, phi cham séc dén khi quan.

Thén trong:

Viée ké don khi chua cé bang chirng chéc chan, hodc khdng cé nhidu kha nang [3 ¢6 nhidm khuan,
hodc la ké don vdi muc dich phong benh, thi it mang lai igi ich cho bénh nhan va lam tdng nguy co
phat trién chung vi khuin khang thubc.

Maic du levofloxacin tan nhleu trong nudc hon cac quinolon khéc, viéc tlep nuoe diy di cho bénh
nhan ding levofloxacin vAn phai thuc hién dé du phong tao thanh nudc tidu <0 ndng dé cao.

Khi suy than, phai than trong khi ding levofloxacin. Cén phai theo di cin than vé 1am sang, phai
lam cac xét nghiém cin thiét trong phong thi nghiém trude khi va trong khi didu tri vi su dao thai
levofloxacin ¢6 thé b{ giam thiéu. Khi chirc nang thin suy giam (dd thanh thai creatinin <
50mL/philt) thi can higu chinh liéu luong nhim tranh sy tich Iy levofloxacin do su thanh thai thude
bi giam di.

Hién tugng co phan irng doc véi dnh sang vira hodc ning dd quan sat thay & bénh nhén t:ep xuc tryc
tlep v6i anh ning khi ding nhimg thudc thudc ho ndy. Vi vy phai tranh tiép xdc qua nhiéu véi anh
nang. Tuy nhién, trong nhimg nghlen clu trén lam sang vdi levofloxacin, chi gap khoang dudi 0,1%
bénh nhén co6 bleu hién doc véi anh sang. Cén ngimg ding thudc ngay khi ¢6 biéu hién doc véi anh
sang (nhu ndi mén ngoai da).

Nhu véi cac thude khang khuan manh khac, viéc xét nghiém dinh ky chirc ning cic co quan, bao
gbm than, gan, chirc nang tao méu la diu cin thuc h1¢n trong qua trinh dleu tri.

Viém gén dic biét [a gén got chén (Achille), c6 thé dén t6i dirt gan. Bién chu'ng nay cé thé xuat hién
& 48 gity déu tién. Sau l&u bit dau ding thube va b thé bi ca hai bén. Viém gin xay ra chil yéu & cac
doi twong ¢ nggu(?Ngum trén 65 tuor dang dung corticoid (ké ca dudng phun hit). Hai yeu t& nay
lam tang quy@:aa'fem gan. Dé phong, can diéu chinh liéu luong thude hang ngay & ngudi bénh 16n
tudi theo mirc lecCau than.

Anh huéng trén hé co xuong: Levofloxacin, cling nhu phén 16n cic quinolon khac, c6 thé gay thoai
hoa sun & khop chiu trong luc trén nhiéu loai déng vét non, do d6 khéng nén sir dung levofloxacin
cho tré em dudi 18 tudi.

Nhuoc co: Cén than trong & ngudi bi bénh nhuoc co vi cac biéu hién c6 thé néng l€n.

Téc dung trén thin kinh trung uong: D4 ¢6 théng bio vé mirc phan &ng bit loi nhu rbi loan tham
than tang ap luc ndi s, kich thich than kinh trung uong din dén co giat, run ray, bdn chdn, dau dau,
mét ng, trdm cam, 1 14n, 40 giac, 4c mdng c6 y dinh hodic hanh déng tu sat (hiém gap) khi sir dung
cac khac sinh nhém quinolon, tham chi ngay khi si dung ldn dau tién. Néu xay ra nhitng phan irng
bét lgi nay khi sir dung levofloxacin, cin dimg thudc va ¢6 cac bién phép xir trf triéu chimg thich hop.
Cén than trong khi sir dung cho ngudi bénh c6 cac bénh ly trén than kinh trung vong nhur: déng kinh,
Xo clirng mach no...vi cb thé tang quy co co giét.

Phan tng man cam: Phan (mng man cam VUI nhiéu bidu hién Jam sang khéc nhau, tham chi sc phan
vé khi sir dyng cac quinolon, bao gdém ca levofloxacin di duge thong bdo. Can ding thudc ngay khi
cd cac ddu hidu diu tién cia phan ng mén cam va 4p dung cac bién phap xir trf kip thoi.
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Viém dai trang mang gia do Clostridium di ﬁ‘ cile: Phan ung bat lgi nay da dugc thong bao véi nhidu
loai khang sinh trong dé c6 levofloxacin, ¢6 thé xay ra & tat ca cac mic do tir nhe dén de doa tinh
mang. Can luu ¥ chudn doan chinh xé4c cac trudng hop ia chay xay ra trong thoi gian ngudi bénh
dang sir dung khang sinh dé c6 bién phap xir tri thich hgp.

Téc dung trén chuyen hoa: Ciing nhir cac quinolon khéc, levofloxacin c¢é thé gay réi loan chuyén héa
duomg, bao gom tang va ha duong huyet thu'ovng Xdy ra O cac ngudi bgnh déi thao dudng dang sur
dung levofloxacin dong thai voi mot thuoe udng ha dudmg huyet hodc insulin; do d6 can giam sat
duo‘ng huyét trén ngudi bénh nay. Néu xay ra ha duémg huyét cin ngimg levofloxacin va tién hanh
cac bién phap xir tri thich hop.

Kéo dai quang QT trén dién tdm do Str dung céac quinolon ¢é the gay kéo dai quang QT trén dién tdm
do & mot s6 ngudi bénh va mot sé hiém ca loan nhip, do d6 can tranh sit dung trén cac ngudi bénh
sin c6 quang QT kéo dai, ngudi bénh ha kali mau, ngudi dang sir dung céc thudc chéng loan nhip
nhom IA (quinidin, procainamid...) hogc nhom II1 (amlodaron sotalon,,,}; than trong khi sir dung
Ievoﬂoxacm cho céc ngudi bénh dang trong tinh trang tién loan nhip nhu nhip chdm va thiéu mau co
tim cdp.

Twong tic thude:

Cdc antacid, sucralfat, cdc ion kim logi, cdc polyvtlamm

Vién nén levofloxacin: mic du su tao phuc véi céc cation héa tri 2 12 yéu hon cac quinolon khac, viée
dung vién nén levofloxacin dong thoi voi cac cd chira magié, nhom hay vdi sucralfat, véi cac catlon
kim loai nhu sit, hay cac ché phdm polyvrtamm c6 thanh pham kem, van c6 thé anh hudéng dén sy
hép thu levofloxacin & da day, 1am cho ndng d6 thudc & toan than thdp hon gi4 tri mong mudn nhleu
Cac vién nén chira antacid cé magié, nhém hay vai sucralfat, voi cac cation kim loai nhu sit, hay
Videx (didanosin), cac vién nén dé nhai/cé chira chdt dém, hogc cac bdt ding cho tré nho dé pha
thanh dung dich dé udng co the anh hudng dang ke dén su hép thu levofloxacin & da day, lam cho
ndng d§ thudc & toan than thap hon gia tri mong mudn nhiéu. Céc chét ké trén phai dung it nhét 2 gio
trurde khi hodc 2 gid sau khi dung levofloxacin.

Theophdm levofloxacin khong ¢6 anh huéng cé y nghia dén ndng d¢ theophilin trong huyét tuong,
dén AUC, va dén cac théng sb khac theo mét cong trinh nghién ciru thyc hién trén 14 nguai tinh
nguyén. Tuong ty, theophilin khong ¢6 anh huong & rét trén su hap thu coa levofloxacin. Tuy nhién,
d6i véi cac quinolon_khdéc, vige dung dong thoi voi theophilin lam ting thai han ban that cta
theophilin, lam ting ndng do theophilin trong huyét thanh, tir d6 lam tang nguy co xudt hién cdc phan
{mg phy cia theophilin & bénh nhan. Do d6, khi dung levofloxacin ciing véi theoghilin, van nén theo
ddi ham lugng theophllm mot cach chdt che. Cac phan img phu, trong dé ¢6 hi&n co gidt cé thé
x4y ra, kém véi hodic khong kém véi su ting ndng do theophilin trong huyét tha e

Warfarm trong mdt cong trmh nghién cuu thue hién trén nhtmg ngudi tinh rkuyen levoflggacin
khong c6 anh huong dang ké dén cyc dai ndng d6 trong huyét twong cia R- va S-warfarin, den/A:TJJC
va dén cac thong s6 khac. Cé nhimg bao c4o dya vao kinh nghiém thu dugc sau khi dua thué‘c.pa thi
truomg, thi viéc ding levofloxacin s& lam tang hi¢u qua cha warfarin & ngudi bénh. Su tang thou gian
prothrombin khi dung déng thoi warfarin voi levofloxacin di gay ra nhitng giai doan c6 xuét huyét.
Can phai theo d&i chat ché thdi gian prothrombin, ty s6 chuan héa quoc té (INR), hodc céc test thur
chong dong mau khac khi ding levofloxacin cung v&i warfarin, Ciling can theo dbi nhitng dau hiéu
xuat huyét & bénh nhan.

Probenecid va cimetidin: Probenecid va cimetidin khong gy anh hudng dang ké dén toc do va miac
d5 hép thu levofloxacin theo mdt cong trinh nghién clru trén nhimg nguoi tinh nguygn. AUCvaT¥% -
cha levofloxacin tuorng irng di ting cao lén 27 - 38% va 30%, trong khi CL/F va CLR d giam di 21
— 35% trong khi diéu tri dong thai véi probenecid hay cimetidin, so véi lac diéu tri riéng voi
levofloxacin. Mic du sy khdc'nhau nay di c6 y nghia théng ké, nhung chwa du cao dé ddi hai co sy
hiéu chinh liéu hrong levoﬂoxacm khl dung d6ng thai véi probenecid hay cimetidin.
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Cdc thuée chong viém khong steroid: viéc ding dong thoi mét thubc chdng viem khong steroid vdi
mét quinolon, ké ca levofloxacin, ¢6 thé lam ting nguy co kich thich hé thén kinh trung wong va
nhimg con co giat.

Cde thudc chong ddi théo duomg: DA ¢6 nhitng bio cdo vé hign tugng réi loan dudng huyét bao gom
tang duong huyét va ha duéng huyet & bénh nhéin duge diéu tri bang guinolon dong thai vdi cac
thudc chdng déi théo dwémg. Vi vay, can phai theo ddi dudmg huyét can thén khi cac thudc nay dugce
dung cting v4i nhau.

Théi ky mang thai:

Khéng ding levofloxacin cho phu nir c6 thai.

Théi ky cho con ba:

Chua do dugc nong do levofloxacin trong sita me, nhung can ¢ vao kha néng phén bd vao sira cia
oﬂoxacm c6 thé du doan ring levofloxacin ciing duge phdn bd vao sita me. Vi thudc c6 nhiéu nguy
co ton thuong sun khop trén tré nho, khdng co con b khi ding levofloxacin.

Cae phin u‘ng phu:

Céc nghién cru 14m sang cho thdy cac phan dng sau day c6 li€n quan dén viéc ding levofloxacin:
Thudng gép: buon non, ti€u chay, ting enzym gan, mét ngu, dau dau.

it gap: hoa mit, cang thing, kich dong, lo ling, dau bung, day hoi, khé tiéu, nbn, tio bon, tang
bilirubin huyét, viém am dao, nhiém nim Candida sinh duc, ngira, phat ban.

Hiém gap: tang hodc ha huyét 4p, loan nhip, viém dai trang mang gia, khé miéng, viém da day, phu
lui, dau khop, yéu co, dau co, viém tiy xuong, viém gan achille, co giat, gidc mo bit thudng, trim
cam, rdi loan tAm than, phu quinck, choang phan vé, hoi chng Stevens-Johnson va Lyelle. Théng
bao ngay cho bac si cac Phan ang phu gap phal khi dung thude.

Anh hudng cia thudc dén khi nang lai xe va didu khién may moc:

M@t sb tac dung phu (nhu chéng mit, nhirc dau, choang vang) c6 thé anh huong dén kha nang lai xe
va van hanh may méc.

Qiia lidu: \

Levofloxacin cé¢iém ning thip trong v1ec gay doc tinh cap Cac suc vat: chudt nhit, chudt cng, cho,
khi sau khi dung hs;voﬂoxacm véi mét lieu cao, don nhit, thé hién céc triéu chimg lam sang sau: mét
diéu vdn, sa mi m@t glam hoat dong di lai, kho tho, mét 13, run, co giat. Véi lidu virot qua
1. SOOmg/kg‘ﬁ%‘ Fong udng va 250mg/kg theo dudng tiém tinh mach da gay ra mgt ty 1§ tir vong
dang ké & loal gam nham. Khi giip truong hop qua lidu cdp tinh, phai thao hét chit chira trong da day.
Tiép nudc diy dit va theo ddi bénh nhén. Phuong phap thim phan mau hay thim phan phiic mac
khdng loai dugce levofloxacin mét cach co hi¢u qua.

Béo quan: Bao quan & nhiét dd dudi 30°C, tranh am, tréanh anh sang. P& thudc ngoai tdm tay tré em.
Trinh bay Hoép dung 3 vi x 10 vién.

Han sir dyng:

36 thang ke tu ngéy san xuét. Khoéng dung thude da hét han sir dung ghi trén bao bi.

Tiéu chuin chit lwgng: Tleu chuin co s& san xudt.

Tén va dia chi nha sdn xuét: M/s. Hetero Labs Ltd. , Unit-V, Survey No.439, 440, 441 &458, TSIIC
SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar District, Telangana, An-dg.
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