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PHARIMEXCO LEVOCEF® 250

Vién nén hao phim

THANH PHAN: M3i vién nén bao phim chifa:
Levofloxacin hemihydrate tugng duong véi
Levofloxacin winmeseans 200 MQ

Tadugc viradi .............. v 1vifin
(Td dugc gdm: Tinh bot mi, tinh bét tién h hoa, magnesi stearat, povidon K30, croscarmellose sodium, hydroxypropylmethyl
cellulose, talc, titan dioxyd, polyethylen glycol 6000).

DANG BAO CHE: Vign nén bao phim.

QUY CACH BONG GOI: Hop 1 vi x 10 vién.

CHI BINH;

Nhi&m khudn do céc vi khufn nhay cdm véi levofloxacin nhu:
- Viém xoang cdp
Bt cp viém phé quin man
- Viém phdicéng déng
3 Viém tuyén tién ligt
- Nhi&m khudn duting tiét niéu cé bign chiimg hogc khdng
- Nhifm khun da va t6 chitc duti da ¢6 bién chig hoac khang
LEL D%ph ng sau khi phoi nhigm va didu tri trigt dé bénh than,
CACHDUNG VA LIEU DUNG:
- Nhi#m khudn duiing hé hdp:
+ Dot ¢ép viém ph& quan man tinh: Usng 500 mg, 1 lin/ngay trong 7 ngay.
+ Viém phéi mic phai cng déng: Udng 500 mg, 1 - 2 ldn/ngay trong 7 - 14 ngay.
+ Viém xoang ham trén cdp tinh: Udng 500 mg, 1 1dn/ngay trong 10 — 14 ngay.
- Nhigm triing da va 6 chic dudi da:
+ G0 bign ching: Udng 750 mg, 1 IAn/ngay trong 7 - 14 ngay.
+ Khdng ¢ bién ching: Usng 500 mg, 1 Ian/ngay trong 7 — 10 ngay.
- Nhi#m khudn duiing tiét nigu:
+ Cd bign ching: Udng 250 mg, 1 I4n/ngdy trong 10 ngay.
+ Khang c6 bién chimg: Udng 250 mg, 1 Idn/ngay trong 3 ngay
+ Viém than - bé thdn cdp: Udng 250 mg, 1 1dn/ngay trong 10 ngay

o~ L
- Bénh than: Digutr] dy phdng sau khi phai nhigm véi tryc khudn than: USng 500 mg, 1 14n/ngay ding t hng ﬁ\u}q’,‘j . &
- Lidu ding cho ngudi bénh suy thin: /Jf s fi"!“ Yige
B9 thanh thdi creatinin Liéu ban ddu Liéu duy €1 / B e .
(milphit) RO i) e
Nhi§m khudn duéing tigt niéu cd bién ching, viém thin-bé than cfp &' = \‘T .
s z 20 250 mg 250 mg mbi 24%i8 3\3?__ <
€\ ol ) - 10 - 19 250 mg 250 mg mBi 48 gid "I >
-\‘; \ f‘-,,_‘*‘;:; ¥ - Cdc chi dinh khdc
L = b 50 - 80 Khéng cdn higu chinh lidu Khang cdn hiéu chinh lidu
{.f_:‘- ’ 20 - 49 500 mg 250 mg mdi 24 gid
10-19 500 mg 125 mg m¥&i 24 gid
Thim tdch mau 500 mg 125 mg mdi 24 gio
Thdm phin phic mac lién 500 mg 125 mg méi 24 gid

tue e e ] R (1]
- Lidu ding cho ngudi bénh suy gan: Vi phn I6n levofloxacin dugc dao thai ra nudc tigu dudi dang khéng ddi, khdng c4n
thiét phdi hi¢u chinh liu trong truding hgp suy gan.

+ Thi di€m vdng levofloxacin khaing phy thubc vio bifa 2n (c6 thé ubng trong hodc xa biia an).

+Khéng duge dung cdc antacid cd chifa nhém va magnesi, ché phdm cé chifa kim loai ndng nhu st va kém, sucralfat,
didanosin (cdc dang bao ché ¢6 chiia antacid) trong vong 2 gid trudc va sau khi udng levofloxacin,

. Hodc theo sy hudng dn cia thdy thufc.
CHONG CHI BINH:
Ngudi ¢6 tién st qué man vdi levofloxacin, vdi cac quinalon khéc, hodc vdi bat ky thanh phdn nio cia thudc. Déng kinh, thigu hyt
GBPD, tién sir bénh & gén co do,mét fluoroquinolon. Tré em nho han 18 tudi.
THAN TRONG KHI DUNG THUGC: )
Viém gdn dic bigt 2 gan got chan (Achille), cé thé din tai dit gan. Bién ching ndy c6 thé xuat hign & 48 gits ddu tién, sau khi bit ddu
diing thudc va cé thé bj ca hai bén, Viém gan xay ra chd y&u & cac ddi tugng co nguy co: ngudsi trén 65 tudi, dang ding corticoid (k€ ca
dubing phun hit). Hai yéu td nay 1am tang nguy ca viém gan. DE phang, cdn diéu chinh liéu lugng thudc hang ngay & ngudi bénh ln
tudi theo mifc loc cdu thin.
Anh huting trén hé co xuong: Levofloxacin, ciing nhu phdn Idn céc quinolon khac, cd thé gay thodi hoa sun & khap chiu trong lyc trén
nhiéu lodi ddng vat non, do dd khéng nén sit dyng levofloxacin cho tré em dutsi 18 tudi.
Nhuigc co: Gdn than trong & ngui b bénh nhuge co vi céc bifu hign cd thé nang 18n.
Tac dyng trén than kinh trung uong: B cd céc thong bdo vé phan ting bat Igi nhu réi loan tam than, tng &p lyc ngi so, kich thich thdn
kinh trung wong din dén co gidt, run rdy, bdn chén, dau ddu, mét ngd, trdm cam, Iis 1&n, do gidc, 4c mdng, cb y dinh hodic hanh déng
ty sété;hié’m gap) khi sir dyng céc khéng sinh nhém quinolon, thim chi ngay sau khi st dung @ liéu ddu tién. NEu xay ra nhing phan
ing bat lgi ndy trong khi sif dung levofloxacin, cdn dimg thudc va c6 cdc bi&n phap i tri trigu ching thich hgp. C4n than trong khi sit
dyng cho ngutsi bénh ca cdc bgnh Iy trén thin kinh trung vong nhu dgng kinh, xa cing mach ndo... vi cé thé tang nguy cd co giat.
Phdn dng m&n cam: Phdn ing mn cam vdi nhidu biéu hign 13m sang khdc nhau, thim chi s&c phan v khi sif dung cac quinolon, bao
gdm cd levofloxacin d3 duge thiing béo. Can ngimg thudc ngay khi cd cac d&u higu ddu tién cha phan ing mAn cam va ap dung cic
bién phap xi trithich hop.
Viém dai trang méng gid do Clostridium difficile. Phan (ng bat Igi ndy da dugc théng bao véi nhiéu loai khang sinh trong dé cé
levoflaxacin, ¢ thé xay ra & tét ca cac mirc df tif nhe dén de doa tinh mang. CAn lwu ¥ chdn dodn chinh xdc cac truiing hgp fa chdy
xdy ra trong thdi gian ngudi bénh dang st dyng khang sinh d& co bién phap xir trf thich hgp.
Man cdm vdi d4nh sdng mifc d§ tir trung binh dén nidng da dugc théng bao véi nhiéu khang sinh nhém fluoroquinalon, trong dé cé
levofloxacin (mdc di dén nay, ty I8 gip phan ding bat Igi nay khi st dung levofloxacin rét thdp <0,1 %). Ngubi bénh cdn tranh ti€p xic
tryc ti€p vai anh sdng trong thai gian di€utri va 48 git sau khi didu tri.
Tac dung trén chuyén hoa: Ciing nhu céc quinolon khéc, levofloxacin c6 thé gdy ra réi loan chuyén hda duting, bao géim téng va ha
duting huyét thuing xay ra d cdc nguii bénh déi thdo duting dang si dung levofloxacin déng thisi véi mat thudc uing ha duting huyét
hodc véi insulin; do dd cdn gidm sat duing huyét trén ngutii bénh ndy. N&u xay ra ha duding huy6t, cdn ngirng levofloxacin va tign
hanh céc bign phap xi tri thich hgp.
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Kéo déi khodng QT trén dién tdm dd: Sif dyng céc quinolon c6 thé gdy kéo dai khodng QT trén dign tdm db & mot sd ngudi bénh va
mot s hiém ca loan nhip, do d6 ¢dn trénh st dyng trén cac ngudi bénh san c6 khodng QT kéo dai, ngudi b&nh ha kali mau, nguii
bénh dang sif dyng cac thudc chdng loan nhip nhém IA (quinidin, procainamid..) hodc nhém Il (amiodaron, sotalol...); thdn trgng
khi sir dung levofloxacin cho cac ngudi bénh dang trong céc tinh trang tién loan nhip nhu nhip cham va thigu mau cotim cdp.

Nguoi mang thai: Khéng diing levofioxacin cho phy nif ¢ thai.

Ngud:‘ nudi con bii: Chua do dugc néng dd levofloxacin trong sita me, nhung cdn cif vio khd ning phén b6 vao sia cla ofloxacin, cd
thé dyf dodn ring levofioxacin cing duyc phan bd vao siia me. V1 thudc ¢d nhigu nguy cd t6n thuong sun khdp trén tré nhd, khong cho
con bu khi ding levofloxacin.

Téc diing cda thudc khi 14] xe va van hanh mdy mde: Chua cd thing tin.

TUONG TAC THUOC:

- Antacid, sucralfat, ion kim loai, multivitamin: Khi sif dung déng thdi c6 thé 1am gidm hap thu levofloxacin, cén vdng céc thudc nay
céch xa levofloxacin it nhat 2 gid.

- Theophylin: Mgt s8 nghién ciu trén ngudii tinh nguyén khde manh cho thdy khang c6 tugng téc. Tuy nhién do ndng d§

trong huyét tuong va AUC theophylin thudng bi tangkhi

sit dun% déng thi véi cac quinolon khac, van cdn gidm sat chat ché ndng do theophylin va higu chinh liéu néu cdn khi sif

dung ddng thdi vdi levofloxacin.

~Warfarin: Do da c6 thang bao warfarin ting tac dung khi diing ciing vi levofloxacin, cdn gidm sét céc chl 56 vé dng mau khi sl
dyng ddng thai hai thudc nay.

- Cyti:ius?orin‘ digoxin: Tugng tc khdng ¢6 § nghta 1am sang, do 6 khoing c4n higu chinh liu céc thudc nay khi ding ddng thoi voi
evofloxacin.

- Cac ghllr.r'c ﬁgﬁng viém khang steraid: C6 kha ning lam ting nguy ca kich thich thn kinh trung uung va co giat khi diing ddng thoi
vdi levotioxacin,

- C4c thudc ha duding huyét: Duing ddng thdi vai levofloxacin cd thé 1am tang nquy cd rdi loan duing huyét, c4n gidm st chit che.

TAC DUNG KHONG MONG MUON: .

- Thuidng gdp: Bubn ndn, 1a chay. Téng enzym gan. Mt ngl, dau ddu.

- It g3p: Hoa mét, cang thang, kich dgng, lo lang. Dau bung, ddy hoi, kho tiéu, non, tao bon. Tang bilirubin huyét. Viém dm dao,

nhim ndm candida sinh dyc. Ngia, phat ban.

- Hiém gdp: Téng hodc ha huyét ap, loan nhip. Viém dai trang mang gid, khd miéng, viém da day, phi gi. Bau khdp, yéu co, dau

cd, viém tuy xudng, viém gan Achille. Co gidt, gidc mo bat thung, trém cam, r6i loan tam thén. Phu Quinck, choang phdn vé, hdi

chiing Stevens-Johnson va Lyelle.

Cach xif tri: Cén ngirng levofioxacin trong cac truing hop: Bat ddu ¢6 cac biéu hign ban da hodc bat kj d&u hiéu ndo cia phan in

min cam hay clia phan (g bat Igi trén than kinh trung vong. C4n gidm sét ngudii bénh d& phat hign viém dai trang mang gid va ¢

cc bién phap xu tri thich hop khi xudt hién fa chay trong khi dang ding levofloxacin.

Khi xudt hién ddu higu viém gan cdn ngiimg ngay thudc, dé hai gdn got nghl véi cc dung cy cd dinh thich hgp hodc ngp gbt chan va

hgi chdn chuyén khoa.

Théng bao cho béc s§ nhitng tac dung khong mong mudn gap phdi khi sif dyng thuéc.
DUQC LYC HOC:

Levofloxacin 1 m@t khang sinh t8ng hgp €6 phd rgng thudc nhém fluoroquinalon. Ciing nhy cdc fluoroguinalon khic, levofloxacin ¢
tic dung digt khudn do dc ché enzym topoisomerase |l (AND-gyrase) va/hodc topoisomerase IV 1 nhiing enzym thiét y&u cua vi
khugn tham gia xic tac trong qud frinh sao chép, phién ma va tu sifa AND cla vi khun. Levofloxacin 13 ddng phdn L-isome cia
offoxacin, no co tac dung diét khudn manh pdp 8 -128 1n so véi déng phan D-isome va tac dyng manh gép khodng 2 14n so vdi
ofloxacin racemic. Levofloxacin, ciing nhu céc fluoroquinolon khdc 13 khang sinh phd rgng, ¢6 tac dyng trén nhiéu chung vi Kkhudn
Gram am va Gram duong. Levofloxacin (cOng nhu sparfloxacin) cd tac dyng trén vi khudn Gram duong va vi Kkhudn ky khi tét hon so
véi cac fluoroguinolon khdc (nhu ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin), tuy nhién levofloxacin va sparfloxacin
Jai g%}él:% dung in vitrotrén Pseudomonas aeruginosay&u han so vdi ciprofloxacin.
Ph ung:
i khugh nhay c&m in vitro va nhifm khudn trong [Am sdng: Vi khudn va khi Gram &m: Enterobacter cloacae, E.coli, H. influenza, H.
rainfluenza, Klebsiella pneumonie, Legionalla pneumophila, Moraxella catarralis, Proteusmirabilis, Pseudomonas aeruginosa.
ewa khi Gram dudng: Bacillus anthracis, Staphylocaccus aureus nhay cdm methicilin (meti-8), Staphylococcus coagulase
y cam methicilin, Streptococcus pneumonie.
khi: Fusobacterium, peptostreptococcus, propionibacterium.
304%\4 khudn nhay cdm trung gian in vitro
W 4 khi Gram duong: Enterococcus fagcalis.
winekey khi: Bacteroid fragilis, prevotella. -

Céc loai vi khuin khang levofloxacin: Vi khudn ua khi Gram duong: Enterococcus faecium, Staphylococcus aureus meti-A, g
Staphylococcus coagulase am tinh meti-A.
Khang chéo: )
In vitro, co khang chéo gida levofloxacin va cac fluoroguinolon khdc. Do cd ché téc dyng, thuiing khdng co khing chéo gilra
levofloxacin va céc hg khdng sinh khéc.

DUGC PONG HOC: .
Levofloxacin dugic hdp thu nhanh va gdn nhu hoan toan; néng d§ dinh trong huyét tuong thuting dat duge sau 1 - 2 gits; sinh khd
dung tuyét dai xap x1 99%. Cac thang s6 dugc dong hoc ciia levafloxacin sau khi diing duiing tinh mach va duting udng vdi liéu tuong
duong 14 gdn nhu nhau, do d6 c6 thé st dyng hai duiing nay thay th cho nhau. Levofloxacin dugc phan bd rGng rai trong ca thé, tuy
nhién thudc kho tham vao dich nao thy. Ty & gin protein huy&t tuong 14 30 - 40%. Levofloxacin rat it bj chuyén hoa trong co thé va
thai trir gdn nhy hoan toan qua nudc tidu @ dang con nguyén hoat tinh, chi dubi 5% ligu diéu tri dugc tim thay trong nudc tidu dudi
dang chat chuy&n hoa desmethyl va N-oxid, cac chdt chuyén hoa nay cd rit It hoat tinh sinh hoc. Thi gian ban thi ciia levofloxacin
tis 6 - 8 gid, kéo dai & ngudsi bénh suy than.
QUA LIEU VA XU TRI:

Trigu ching qud li€u: Lam gia tang milc dg nghiém trong clia tac dyng phy hoc tic dyng khtng mong mluﬁn, : /

Cach xif tri Khang c6 thudc gidi ddc dac higu, xif trf qud lidu bling céch loai thudt ngay khdi da daey. bit dich ddy dii cho ngﬁfh BB, ~

Tham tach mau va thim phén phic mac lién tuc khéng c6 higu qua loai levofloxacin ra khai ca thé, Theo ddi dign tam ddy gpqﬁngc S
==

BAD QUAN: DE thudc noi khd mat, nhiét do dudi 30°C, tranh &nh séng.
DE thufc xa tdm tay tré em.
Han ding; 36 thang ké tif ngay san xudt.
Tiéu chufn ap dung: Tigu chudn cd sd .
BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG
THUOC,NAY CHI DUNG THEO DON cﬁun, nng 8. - -
NEU CAN THEM THONG TIN, XIN HO1Y KIEN CUA BAC 8Y . .
THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUfiC

cich QT kéo dai. (
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