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Label of outer carton (45% actual size)
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Label of blister (100% actual size)
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Rx Thudc béan theo don
LEVOTOP 500

(Vién nén Levofloxacin 500mg)

THANH PHAN

M&i vién nén bao phim c6 chira:

Hoat chat: Levofloxacin Hemihydrat tuong duong véi Levofloxacin...... 500mg

Ta dugc: Cellulose vi tinh thé, Natri Starch Glycolate, Povidon, Purified Talc, Colloidal Silicon
Dioxid, Magnesi Stearat, Instacoat IC-S-553 Blue.

DUQC LUC HQC

Levofloxacin la dono phan L cua ofloxacin (racemic), mgt chét khéng khudn thudc nhém qumolon
Téc dung khang khuan cta ofloxacin chi yéu do ddng phén L. Co ché téc dung cua levofloxacin va
céc chét khang khuén thudc nhém fluoroquinolon 1a do (rc ché topoisomerase IV va qua trinh sao
chép, chuyén ddi phuc hdi va tai két horp DNA ctia vi khuan.

Levofloxacin ¢6 tac dung véi nhidu vi khuén gram 4m va gram duong. Néng do diét khuin cta
levofloxacin thudng bang hodc hoi cao hon so v&i ndng df e ché.

Levofloxacin ching t6 tac dung chéng lai hiu hét céc ching vi khudn nhay cam in vitro va nhidm
khuan trén lam sang:

Vi khuan gram duong:

Enterococcus faecalis (it nhay cam methicillin)

Staphylococcus aureus (nhay cam methicillin) /
Staphylococcus epidermidis (nhay cdm methicillin)

Staphylococcus saprophyticus '
Streptococcus pneumoniae ;
Streptococcus pyogenes

Vi khuan gram 4m:

Enterobacter cloacae

Escherichia coli

Haemophilus infuenzae

Haemophilus parainfluenzae

Klebsiella pneumoniae

Legionella pneumophila

Moraxella catarrhalis

Proteus mirabilis

Pseudomonas aeruginosa

Serratia marcescens.

Mic di ¢6 sy khéng chéo gita levofloxacin va mdt sé cac fluoroquinolon khac nhung nhimg vi
khuan khéang véi cc fluoroquinolon vin ¢6 thé nhay cam véi levofloxacin.

Céc chung vi khudn khéc:

Chlamydia pneumoniae

Mycoplasma pneumoniae

DUQC DPONG HQC ' ‘ ‘

Hiip thu: Sau khi udng levofloxacin duge hap thu nhanh gin nhu hoéan toan, dat ndng do t6i da trong
huyét tuong sau 1 gid. )

Vién nén levofloxacin khéng nén udng cung vdi thire &n. Levofloxacin dugce khuyén cdo nén udng 1
gio trudce khi &n hodc 2 gid sau khi an. Sinh kha dung tuyét d6i xap xi 99%.

Phan bé‘:'Levoﬂgxacin dat ndng d6 t6i da & mo da va dich co thé ngudi khoe manh khoang 3 gid
sau khi ung thudc. Levofloxacin thim nhap véao trong niém mac phé quan, dich biéu md, t6 chirc



phoi, dich giép da, tuy nhién thudc khé thim vio dich nfo tiy. Levofloxacin lién két chi yéu véi
protein huyct thanh. Levofloxacin lién két dc 1ap véi protein huyét thanh, khéng bi anh huong boi
ndng do thude.

Chuyen héa: Levofloxacin ¢é cau tric 1ap thé 6n dinh trong huyét twong va nude tiéu va khdng
chuyén héa nguoe thanh dong phén dbi hinh ciia n6, D-ofloxacin. Levofloxacin it bi chuyén hoa &
con nguorl va chii yéu duge bai tiét dudi dang khdng d6i qua nuac tidu,

Bai tiét: Levofloxacin dugc bai tiét cha yéu dudi dang thube khong thay ddi qua nude tiéu. Thoi
gian ban huy trung binh cua levofloxacin dao ddng tir khoang 6-8 gid sau liu udng duy nhét hoic da

liéu.
CHI PINH @\/

Vién nén levofloxacin durge chi dinh diéu tri cdc loai nhiém khudn nhe, vira va ning & ngudi trudng
thanh (> 18 tudi) gy ra do cac vi khudn nhay cam véi levofloxacin nhur sau:

o Viém xoang cdp giy ra do Streptococcus preumoniae Haemophilus infuenzae or Moraxella
catarrhalis.

o Dot cdp ciia viém phé quin man giy ra do Staphylococcus aureus nhay cam véi methicillin,
Streptococcus  pneumonice, Haemophilus infuenzae, Haemophilus parainfluenzae, or
Moraxella catarrhalis.

o Viém phéi do nhiém trimg bénh vign giy ra do Staphylococeus aureus nhay cam véi
methicillin, Pseudomonas aeruginosa, Serratia marcescens, FEscherichia coli, Klebsiella
preumoniae, Haemophffus inﬂuenzae or Streptococcus preumoniae.,

o Viém phéi mic phii ¢ cong dong do Staphyvlococcus aureus nhay cam véi tomethicillin,
Streptococcus  prneumoniae, Haemophilus influenzae, Haemophilus parainfluenzae,
Klebsiella prneumoniae, Moraxella catarrhalis, Chlamydia pneumoniae, Legionella
preumophila, or Mycoplasma preumoniae.

o Nhién khudn da va ciu triic dwéi da: (nhe dén trung binh) bao gdm ap xe, viém mod té bio,
mun nhot, chdc &, viém da m0, nhidm khuin vét thuong gdy ra bdi -susceptible
Staphylococcus aureus nhay cdm vdi methicillin, or Streptococcus pyogenes.

e Viém tuyén tién ligt man tinh do nhiém khudn: giy ra boi Escherichia coli, Enterococcus
Jfaecalis, Staphylococcus epidermidis nhay cam véi ormethieillin,

o Nhiém khuiin dwong nié¢u cé hodc khéng cé bién chitng: (nhe dén trung binh) giy ra boi
Enterococcus faecalis, Enterobacter cloacae, Escherichia coli, Klebsiella preumoniae,
Proteus mirabilis, or Pseudomonas aeruginosa.

LIEU DUNG VA CACH SU DUNG

Levofloxacin ¢6 thé duge ubng khong kém theo thirc &n. Levofloxacin duoe khuyén cédo nén udng 1
gi0 trirde khi &n hodc 2 gid sau khi dn.

Liéu thudmg diing etia levofloxacin 13 250 mg hodc 500 mg dudng udng mdi 24 gidy, theo nhu huéng
dan & bang sau:

Loai nhiém khuén Liéu 11n | S61dn ubng | Thoigian Litu 1

diéu tri ngay

Viém phdi mic phai & cong dong 500 mg MOi 24 gi¥s 7 ngay 500 mg
Viém xoang cap tinh 500 mg Moi 24 gity 10-14 ngay 500 mg
Dot cap ctia viém phé quan man 500 mg Mbi 24 gidy 7-14 ngay 500 mg
Nhiém khuan da vA md mém khdng bién ching | 500 mg Moi 24 gity 7-10 ngay 500 mg
Viém tuyén tién liét man tinh 500 mg M0bi 24 gid 28 ngay 500 mg
Nhiém khudn dudmg tiét niéu bién chimg 250mg Mbi 24 gicr 10 ngay 250 mg
Viém than-bé thin cdp tinh 250 mg M>Bi 24 giv 10 ngay 250 mg
Ngudi truéng thanh 500 mg M6i 24 gidy 60 ngdy 500 mg




Liéu diing cho ngudi suy chitc ning than:

Tinh trang than | Lidu khoi dau | Liéu duy tri

Dot cdp tinh niing ciia viém phé quan man tinh/Viém phoi méac phai & cong ddng/ Vidm xoang cép
tinh/ Nhiém khuin xoang khéng bién chime.

P& thanh thai creatinine tir 50 t6i 80 ml/phit Khéng cin chinh lidu

D& thanh thai creatinine fir 20 téi 49 ml/phit 500mg 250 mg moi 24 gid
P§ thanh thai creatinine tir 10 toi 19 ml/phit 500mg 125 mg mbi 24 gidy
Tham tich méu 500mg 125 mg mdi 24 gio
Tham t&ch phiic mac lién tuc 500mg 125 mg mbi 24 gio

Céch diing: udng that nhidu nude trong qué trinh didu tri.

Vién levofloxacin nén nudt véi nude, khong duoc nghién nét, ubng thude trong khi an hosc khodng

cach gifta 2 bira an.

Phai udng levofloxacin truce khi uéng cac thube khing acid ¢ chita mudi sit, magnesi, nhém, cée

cation kim loai nhu sat, cac da sinh 6 ¢6 chira kém ciing nhu sucralfate it nhat 2 gitr vi nhitng chét

nay c¢6 thé [am giam su hp thu ctia levofloxacin. (}‘//

CHONG CHIi PINH v

Khéng duge ding levofloxacin cho:

- Nhimg bénh nhan man cam véi levofloxacin, cic quinolone khac hozc bit ki thanh phin néo cia
thude.

- Nhirmng bénh nhan bi dong kinh.

- Nhitng bénh nhin ¢6 tién sir bénh gan lién quan t&i viée ding fluoroquinolon.

- Tré em hofc thiéu nién (< 18 tudi), phu nit c6 thai cac ba me dang cho con bu.
- Bénh nhén bj thiéu G6PD.

TAC DUNG KHONG MONG MUON

Nhimg phan timg khong mong mudn e6 thé xay ra gdm: mat ngll, chéng mit, nén, dau bung khé tiéy,
ndi man, viém phén phuy, day hot, ngira, dau néi chung, dau ngue, dau lung,

Nhimg phan img ¢é thé xdy ra nhung hiém hon gdm: Kich ddng, chén 3n, lo 4u, dau khép, khd
miéng, kho the, phi nd, mét méi, sét, ngira bd phan sinh duc, tang tiét md héi, viém hong, viém mii,
ngit gd, mat vi gic.

Nhimg phén img sau xdy ra nhung rat hiém: Suy tim, tang huyét dp, khi hu, nhdi mau co tim, dau cg,
ban xut huyet U tai, run rdy, may day.

Ca bit co thé xdy ra: MAt thang bang; cé nhing bit binh thudng trong: gidc mo, chire ning gan, tidu
cdu, chirc ning thin, thi luc. Bénh dai thao dudng bi tang ning, phan (g phan vé, dau thit nguc,
loan nhip tim, viém khé6p, hen phé quan, nhip tim cham, hoc nhanh, ha glucose huyét, ha huyét ap,
vang da, giam tri nhd, yéu co, viém tuy, viém dai trang gia mae, viém co vén, viém gan, giam tiéu
ciu, giam can,.

Két tia va tinh the hinh tru trong nude tidu a3 dugce bao céo Vi cée quinolon khée.

“Thing bao cho bac si bat k¥ phan irng khéng mong mudn nio xiy ra lién quan toi viée siv
dung thube”.

CANH BAO VA THAN TRONG

Hau hét cac truong hop viém phm nang, diéu tri bang levofloxacin khong phai 14 phuong phap tht
nhét. Nhidm khuén bénh vién do P. aemgmosa ¢6 thé ddi héi diéu trj két hop.

Bénh gan va viém gln: C6 xay ra viém gan, tuy hiém. Hau hét lién quan dén gén got chén, co thé
dan t6i dit gan nhiing tai bién vé viém gan va dut gin ting cao & bénh nhén cao tudi va nhiing ngudi
dang dung cac corticosteroid khac. Phai gidm sat chit ch & nhiing bénh nhin nay néu phai diing




levofloxacin. Bénh nhan cin bao ngay cho Béc si néu ¢6 triéu ching viém gin. Néu nghi ngd bi
viém gn, phai tam ngiing ngay viée didu tri bang levofloxacin va ap dung phuong phap diéu tri
thich hop cho gan bi ton thuong (vi du: bit déng).

Bénh ¢4 lién quan t&i Clostridium difficile: Tigu chay, dc biét néu ning va kéo dai hodic xuit huyét
trong hodc sau thdi gian didu tri bing levofloxacin, c6 thé 13 triéu chimg bénh do Clostridium
difficide hau hét trudmg hop ning 12 viém dai tring gia mac. Néu nghi ngd bi viém dai trang gia mac
phai ngung ngay levofloxacin va diéu tri bang phucmg phap thich hop (vi dy vancomycin duong
uéng). Chdng chi dinh nhiing thude ¢6 kha ning e ché nhu ddng rudt trong tinh hudng lam sang
nay.

Nhuge co: can thin trong & bgnh nhan bi bénh nhuge co vi cac bidu hién ¢6 thé ning hon.

Téc dung trén thén kinh trung wong: d4 6 cdc thong béo vé cac phan img bat lot nhur réi loan tAm
thén, ting ap lue ndi so, kich thich than kinh trung vong dén dén co giat, run ray, bén chén, dau diu,
mét ngt, tram cam, 14 lan, ao giac, ac mong, ¢é ¥ dinh hosic hinh ddng tu sat (hlem gdp) khi st dung
cac khang sinh nhém quinolon, tham chf ngay khi sir dyng & liu dau tién. Néu xay ra cdc phan img
bat loi nay trong khi sir dung levofloxacin, cn dimg thudc va cé céc bién phap xir tri tri¢u ching
thich hop. Cén than trong khi sir dung cho ngudi bénh ¢6 cac bénh 1y trén than kinh frung vong nhu
déng kinh, xo cling mach nfo,... vi c6 thé ting nguy co co giat.

Bénh nhan c¢6 khuynh hudng bl dong kinh: Chéng chi dinh levofloxacin cho nhithg bénh nhén cé
tién sir dong kinh, cling gidng nhu céc quinolone khac. Phéi than trong v&i nhiing bénh nhén ¢6 nguy
co bi co giat nhu nhitng ngudi trude dé da bi tan thuong hé than kinh trung vong. Khong duge két
hop v6i fenbufen, cic thude khang viém khéng steroid hodic cac thude ha thip ngudng ddng kinh
nhu theophyllin.

Phén (mg man cam: phan img mén cdm v&i nhidu biéu hién 1am sang khéc nhau, thdm chi sé¢ phan
vé khi sir dung quinolon, bao gbm ca levofloxacin da duge théng bdo. Cin ngimg thude ngay khi ¢6
cde d4u hidu déu tién cia phan ting mén cam va 4p dung céc bién phap xir trf thich hop.

Téc dung trén chuyén héa: cling nhu cac quinolon khac, levofloxacin gdy ra rbi loan chuyén héa
dudmg bao bom tdng va ha duong huyet thucmg Xdy ra & cac ngum bénh dai thao dudng dang su
dung levofloxacin ddng thdi véi mét thude ubng ha duong huyét hodc véi insulin; do do can giam
sat dudng huydt trén ngudi bénh nay. Néu xay ra ha dudng huyét cin ngimg levofloxacin va tién
hanh céc bién phap x1r {ri thich hop.

Nhitng bénh nhan thiu Glucose-6-phosphate dehydrogenase: nhimg bénh nhan dang thiu hoiic ¢6
nguy co thiéu glucose-6-phosphate dehydrogenase dé xay ra cdc phan ting gy tan huyét khi diéu tri
bang céc chét khang khuén nhém quinolon, do vy nén than trong khi diing levofloxacin cho nhiing
bénh nhan nay.

Bénh nhan bi suy than: vi levefloxacin duoc bai xudt chii yéu qua thén can thay ddi lidu diing cho
bénh nhén bi suy thén.

Man cim v&i 4nh sing: mic du tinh trang min cdm v&i 4nh séng rat hiém khi xay ra, vi
levotfloxacin, nhung nguoi ta van khuyén céo ring bénh nhan khéng nén tlep Xle truc tlep vai 4nh
sang nhidu hodc chiéu tia tir ngoai nhén tao dé tranh man cam véi anh sang.

Bénh nhén didu tri bing cac chit khang vitamin K: Do c6 thé 1am tang két qua kiém tra d6 déng mau
hodc thoi gian chdy mau & nhiing bénh nhén diéu tri bing levofloxacin két hop véi mot chét dbi
khang vitamin K (vi du: Warfarin) can giam sét thoi gian dong mau khi diing két hop céc thude nay.
Kéo dai khoang QT trén dién tém do st dung cic quinolon co the kéo dai khoang QT trén dién tAm
do & mdt s& ngudi bénh va mdt s§ hiém ca loan nhip, do d6 cin tranh st dung trén cac ngum bénh
sin ¢b khoang QT kéo dai, ngudi bénh ha kali mau, ngudi bénh dang st dung céc thude chong loan
nhip nhém A (quinidin, procainamid...) hoZic nhém i1 (amiodaron, sotalol...); than trong khi st
dung levofloxacin cho cic ngudi bénh dang trong cac tinh trang tién loan nhip nhw nhip chdm va
thiéu mau co tim cép.



https://trungtamthuoc.com/

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Phu nit mang thai:

Khéng dung levofloxacin cho phu nit ¢é thai.

Thoi ky cho con b

Chua do dugc nong do levofloxacin trong sira me, nhung cén cir vao kha néng phén bd vio sita clia
ofloxacin, c6 thé dy doén ring levofloxacin ciing dugc phan bd vao sita me. Vi thube c6 nhidu nguy
co tén thuong sun khép trén tré nhd, khéng cho con bu khi ding levofloxacin.

ANH HUONG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY
Khéng ding thude khi dang 14i xe hodc van hanh may. /

TUONG TAC THUOC R/

Antacid, sucralfat, ion kim loai, multivitamin: Khi sir dung dong thdi ¢6 thé 1am giam hip thu
levofloxacin, cin uong cée thude nay cach xa levofloxacin it nhét 2 gid.

Theophylin: Mot s6 nghién ctru trén ngucn tinh nguyén khoe manh cho thiy khong c6 tuong tac. Tuy
nhién do néng do trong huyet tuong va AUC theophylin thudng bi tdng khi sir dung dOng thoi vai
céc quinolon khac, van cin gidm st chit ché ndng do theophylin va hiéu chinh liéu néu can khi str
dung ddng thai vdi levofloxacin.

Warfarin: do dd c6 thong bao warfarin téng tac dung khi dung cling véi levofloxacin, can giam sat vé
céc chi sd dong mau khi sir dung dong thoi 2 thude nay.

Cyclosporin, digoxin: Tuong tac khong c6 y nghia ldm sang, do d6 khong can hiéu chinh liéu cac
thudc nay khi dung dong thoi voi levofloxacin.

Céc thudc chdng viém khong steroid: C6 kha nang 1am tang nguy co kich thich than kinh trung vong
va co giat khi diing dong thai vai levofloxacin.

Cac thuoc ha dudng huyet: Dung dong thdi véi levofloxacin ¢6 thé 1am ting nguy co rdi loan dudng
huy€t, can giam sat chét ché.

QUA LIEU . , . .
Trong trudng hop qua licu can dieu tri hd tro tri€u chimg, Phai ti€n hanh kiém tra ECG vi ¢6 thé xay
ra kéo dai quing QT. C6 thé dung cac chat khang acid d€ bao vé niém mac da day. Thim phan mau
gdm ca thiAm phan phtic mac 1au dai khéng cé tic dung loai levofloxacin ra khoi co thé. Khong ¢6
thubc giai doc dac hidu.

QUI CACH PONG GOI:

Hop 10 vi x 10 vién.

Hop 1én chita 10 hdp nhé x 1 vi x 10 vién
TIEU CHUAN: Theo tiéu chuén nha san xuét
HAN DUNG: 36 Thang ké tir ngay san xuét TN
BAO QUAN: Giit noi mat, kho & nhiét 6 dudi 30°C, tranh anh sdng, *

- Péxatim tay tré em.

- Poc ki hwong dén sir dung trwrde khi ding

- Néu can thém théng tin, xin hoi ¥ kién Bic si.

- Thubc chi ding theo sw ké don ciia Bic si. TUQ. CUC TRUONG
P.TRUSNG PHONG

N guyen Hi “y Ha ang

Nha san xuit:
AJANTA PHARMA LIMITED
Dia chi: PLOT NO. B-4/5/6, MIDC, Paithan, Aurangabad 431128 Maharashtra State, India, An Db.
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