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CHONCYLOX

Hép 1 vix 10 vién

Composition: Thanh phén:

Each film coated tablet contains: Moi vién nén bao phim chira:
Levofloxacin Hemihydrate Levofloxacin Hemihydrat
Equivalent to levofloxacin 500mg Twong dirong voi levofloxacin 500mg

Indications,Contra-indication, Dosage,
Administration & Furtherinformation :
Refer to the package insert for details.
Specification: In-house

Storage : Store below 30°C. Protect from light.
Please read the package insert carefully before use

Chi dinh, Chéng chi dinh, lidu ding,
Céch ding va céc thong tin khac:

Vui long xem tér hiréng dén sir dung
Tiéu chudn: Nha san xut

Bao quan : Dudi 30°C. Tranh anh séng.

Doc ky huomg dén sie dung trwde khi ding

XOTADNOHD

Do not exceed recommended dosage Khéngdlhmsm ud liéu chi dinh
Keep out of reach of children  Dé thubc xa tam tay tré em
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R, — Thubc bin theo don
CHONCYLOX

THANH PHAN
M3i vién nén bao phim chira:
Hoat chét: Levofloxacin hemihydrat tirong duong levofloxacin 500 mg

T4 duoc: Cellulose vi tinh thé, tinh bdt ngd, polyvinyl pyrrolidon K — 30, natri croscarmellose, silica
keo khan, magnesi stearat, cam opadry 85G53651

DUQC LUC HQC

Levofloxacin 12 mdt khang sinh tdng hop ¢6 phd rong thugc nhém fluoroquinolon. Ciing nhur cac
fluoroquinolon khac, levofloxacin cé tac dung diét khuén do irc ché enzym topoisomerase I (ADN —
gyrase) va/ hay topoisomerase 1V {4 nhimg enzym thiét yéu ctia vi khuén tham gia xtc tic trong qud
trinh sao chép, phién ma va tu sira ADN cta vi khuén. Levofloxacin 13 ddng phén L — isome cua
ofloxacin, né ¢6 tac dung diét khudn manh gép 8 — 128 lan so v&i déng phin D — isome va tic dung
manh gép khoang 2 13n so vdi ofloxacin racemic. Levofloxacin, cling nhut cée fluoroquinolon khag, 14
khang sinh phd réng, ¢6 tac dung trén nhiéu ching vi khuin Gram &m va Gram duong. Levofloxacin
(cfing nhur sparfloxacin) ¢é tic dung trén vi khudn Gram duong va vi khudn ky khi t8t hon so véi cée
fluoroquinolon khac (nhu ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin}, tuy nhién
levofloxacin va sparfloxacin lai ¢6 téc dung in vitro trén Pseudomonas aeruginosa yéu hon so voi
ciprofloxacin

Phé tac dung:
Vi khudn nhay cam in vitro va nhidm khudn trong l14m sang
Vi khuan wa khi Gram am: Enterobacter cloacae, E. coli, H. influenza, H. parainfluenza, Klebsiella

preumonie, Legionalla preumophila, Moraxella catarralis, Proteus mirabilis, Pseudomonas
aeruginosa

Vi khuan khac: Chlamydia preumorniae, Mycopasma preumoniae

Vi khuén va khi Gram dwong: Bacillus anthracis, Staphylococcus aureus nhay cam methicilin (methi —
S), Staphylococcus coagulase Am tinh nhay cam methicilin, Strepfococcus preumoniae

Vi khuén ky khi: Fusobacterium, peptostreptococcus, propionibacterium

Céc loai vi khudn nhay cam trung gian in vitro

Vi khuén ua khi Gram duong: Enferococcus faecalis

Vi khudn ky khi: Bacteroid fragilis, prevotella

Céc loai vi khuan khang levofloxacin:

Vi khuan wa khi Gram duong: Enterococcus faecium, Staphylococcus aureus meti — R, Staphylococcus
coagulase am tinh meti — R '

Khéng chéo: In vitre, ¢6 khang chéo gilia levofloxacin va céc fluoroquinolon khac. Do co ché téc
dung, thudong khong c6 khang chéo giira levofloxacin va céc ho khang sinh khac
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DUCC PONG HOC

Hdp thu

Levofloxacin duge hap thu nhanh va h,?;‘lu nhu hoan toan sau khiguéng v6i néng dd d‘ir}h dat d‘{uqc trong
vong | — 2 gid. Sinh kha dung tuyét doi 1a 99 - 100%. Thuc pham cé it anh huong dén su hap thu cha
Levofloxacin

Phdn bo

Levofloxacin gin két véi protein huyét tuong khoang 30 — 40%

Thé tich phan bb trung binh khoang 100 lit sau khi uéng liéu don va liéu l3p lai 500 mg, thude phan bd
rong rai trong cadc md co thé

Chuvén héa

Thubc chi duge chuyén héa & mic do thép, cac chit chuyén hoa 13 desmethyl - levofloxacin va
levofloxacin N — oxid. Céc chat chuyén héa nay chiém < 5 % liéu lugng duge bai tiét trong nude tidu.
Thai trix

Sau khi ubng va tiém tinh mach levofloxacin, thudc thai trir tuong dbi chdm tir huyét tuong (T%: 6 - 8
gi®y). Thude bai tiét chu yéu qua dudng thin (- 85% lidu ding). D6 thanh thai trung binh todn than sau
khi uéng liéu duy nhét 500 mg 14 175 +/ - 29.2 ml/phat

CHi PINH

Nhi&m khuén do céc vi khudn nhay cam v6i levofloxacin nhur:
Viém xoang cép

Dot cp viém phé quan man

Viém phdi cong ddng

Vidm tuyén tién ligt

Nhiém khuin dudmg tiét nidu c6 bién chimg hay khéng
Nhim khudn da va td chirc dudi da 6 bién chimg hay khong
Du phong sau khi phoi nhiém va diéu trj triét dé bénh than

LIEU LUQNG VA CACH SU DUNG
Nhi&m khudn dudng ho hip
» Dot cép clia viém phé quan man tinh: 500 mg, ngay 1 14n trong 7 ngdy
¢ Viém phdi méc phai tai cong ddng: 500 mg, 1 — 2 lan/ ngay trong 7 — 14 ngay
s Viém xoang ham trén c4p tinh: 500 mg, ngay | lan trong 10— 14 ngay
Nhiém khuan da va t§ chie dudi da
» Cd bién chimg: 750 mg, | lan/ngay trong 7 — 14 ngay
o Khong bién chimg: 500 mg, 1 1dn/ngay trong 7 — 10 ngay
Nhiém khudn dudng tiét niéu
o (o bién chimg: 250 mg, 1 lan/ngay trong 10 ngay

e Khéng bién chimg: 250 mg, 1 léinfnge‘ly trong 3 ngay
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Vidm than — bé than cdp: 250 mg, 1 lan/ngay trong 10 ngiy
Bénh than\: diéu tri du phong sau khi phoi nhidm véi truc khuén than: ngay ubng 1 1an 500 mg, dung
trong 8 tudn
Bidu tri bénh than: truyén tinh mach, sau dé ubng thube khi tinh trang ngudi bénh cho phép, liéu 500
mg, ngdy | lin trong § tuin
Viém tuyén tién liét: 500 mg/24 gi®y truyén tinh mach. Sau vai ngdy ¢6 thé chuyén sang ubng

= Liéu dine cho bénh nhdn suy thén

Dl deiereation Lidu ban diu Lidu duy tri
(mk/phit)
Nhi&m khuén dudmg tiét nidu ¢6 bién chimg, viém than — bé than cdp
>20 250 mg 250 mg mdi 24 gid
10-19 250 mg 250 mg mdi 48 gid
Céc chi dinh khac
50— 80 Khdng can hiéu chinh ligu
20 - 49 500 mg 250 mg mbi 24 gid
10-19 500 mg 125 mg mdi 24 gid
Tham tach méu 500 mg 125 mg méi 24 gi&y
Tham phéan phtc mac lién tuc 500 mg 125 mg mdi 24 gior

» [iéu ding cho bénh nhin suv gan

Vi phédn 16n levofloxacin duge dio thai ra nuéce tiéu dudi dang khong dbi, khdng can thiét hiéu chinh
liéu trong trrdng hop suy gan

Cich dung

Thoi diém udng levofloxacin khdng phu thude vao bita an (¢ thé udng trong hay xa bita in)

Khéng duoe diing cdc thube khang acid ¢é chira n'hém va magnesi, ché phim c6 chira kim loai niing
nhu S:Zit, kém sulcrafat, didanosin (cac dang bao c¢hé ¢6 chira khang acid) trong vong 2 gi¢ trude va sau
khi udng levofloxacin

CHONG CHI PINH
Ngudi ¢6 tién sir qua man vai levofloxacin vi céc quinolon khéc hay véi bt ky thanh phin nao coa
thube. Pong kinh, thidu hut G6PD, tién sir bénh & gin co do 1 fluoroquinolon. Tré em nhd hon 18 tudi

CANH BAO VA THAN TRONG

Viém gén, dic biét 1a gAn got chan (Achille), c6 thé dan t6i dit gan. Bién ching ndy c6 thé xuft hién &
48 gir dan tién sau khi bat ddu dung thudc va cé thé bj ca hai bén. Viém gan xay ra chi yéu & cac ddi
tuong ¢6 nguy co: ngudi trén 65 tudi, dang diing corticoid (k& ca dudng phun hit). Hai yéu t6 nay lam
ting nguy co viém gan. Dé phong, ¢in diéu chinh lidu lugng thude hang ngdy & ngudi bénh 1én tudi
theo miic loc cau thin



Anh hudng trén hé co xuong;: levofloxacin ciing nhu phn 16n cdc quinolon khac, c6 thé gay thodi hoa
sun & khép chiu trong luc trén nhiéu lodi dong vét non, do dé khong nén sir dung levofloxacin cho tré
em dudi 18 tudi

Nhuoc co: ¢dn thin trong & ngudi bj bénh nhwroe co vi cac biéu hién ¢6 thé ning 1én

Tac dyng trén than kinh trung vong: da c6 cic thong bio vé phan {mg bét lgi nhu réi loan tam than,
tdng 4p luc ndi so, kich thich thin kinh trung uong dan dén co giat, run rdy, bdn chén, dau dau, mét
ngl, trim cam, 14 1n, do gisc, 4 méng, c¢6 ¥ dinh hay hanh dong tw sat (hiém gip) khi st dung cac
khéng sinh nhém quinolon, thim chf ngay khi st dung & lidu dau tién

Néu xay ra nhirag phan tng bét loi nay trong khi str dung levofloxacin, can dimg thude va ¢6 céc bién
phap xr tri triéu chimg thich hop. Can thn trong khi st dung & ngudi bénh cé cde bénh 1y trén thin
kinh trung vong nhu nhu dong kinh, xo ctmg mach no...vi ¢6 thé ting nguy co co giat

Phan tmg min cam: phan Umg man cam véi nhidu bidu hién 14m sang khac nhau, thim chi sd¢ phan vé
khi dung quinolon, bao gém ca levofloxacin dd duge théng bao. Can ngimg thude ngay khi ¢b cac ddu
hiéu dau tién cta phan (mg mén cam va 4p dung céc bién phdp xir tri thich hop

Viém dai trang mang gid do Clostridium dﬂcde phan (mg bét loi nay di duoc théng bao véi nhidu
loai khang sinh trong d6 cé levofloxacin, cé thé xay ra ¢ tit ca cde mic dd tir nhe dén de doa tinh
mang. Cén luu ¥ chdn doén chinh xéc tinh trang tidu chay xay ra trong thoi gian ngudi bénh dang sir
dung khang sinh dé ¢6 bién phép xir trf thich hop

Man cam véi 4nh sang tir mae d6 trung binh dén ning da duge thong bao v&i nhiéu khang sinh nhém
fluoroquinolon, trong d6 ¢6 levofloxacin (mac dit dén nay ty 1& gap phan tng bt loi nay khi sir dung
levofloxacin rat thip < 0.1%). Ngudi bénh can tranh tiép xdc truc tiép véi anh sang trong thoi gian
diéu tri va 48 gidr sau khi diéu tri

Tac dung trén chuyén hda: ciing nhu cac quinolon khéc, levofloxacin ¢ thé gay ra réi loan chuyén héa
dudmg, bao gbm ting va ha duong huyét thudng xay ra & ngudi bénh dai thio duong dang ding
levofloxacin dong thoi véi 1 thude ubng ha dudng huyét hay véi insulin, do do cdn gidm sat duong
huyét trén ngudi bénh. Néu xay ra ha dudmg huyét, cin ngimg levofloxacin va tién hanh cic bién phap
xur trf thich hop

Kéo dai khoang QT trén dién tam dd. Sir dung cée quinolon ¢6 thé kéo dai khoang QT trén dién tdm dd
G1sd ngudi bénh va 1 s6 hiém ca loan nhip, do do cAn tranh sit dung trén ngudi bénh san ¢6 khoang
QT kéo dai, ngudi bénh ha kali mau, dang ding céc thubc chéng loan nhip nhém TA (quinidin,
procainamid...) hay nhom III (amiodaron, sotalol...); thdn trong khi str dung cho ngudi bénh dang
trong céc tinh trang tién loan nhip nhu nhip chim va thiéu mau co tim cz’ip

TAC PONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Mot sb tac dung khéng mong mudn (nhu hoa mit/chdng mit, ué oai, 16i loan thi giac) c6 thé 1am giam
kha niing tip trung va phan Ung cla bénh nhén, do viy c6 thé giy rii ro trong céc tinh hudng ma
nhiing kha néng nay dong vai tro dic biét quan trong (nhw l4i xe hodc van hanh may moc).

PHU NU CO THAI VA CHO CON BU
Chéng chi dinh ding thudc nidy & phu nit ¢6 thai va cho con bi
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TUONG TAC THUOC

Céc thude khang acid, sucralfat, ion kim loai, multi — vitamin: ding dong thoi lam giam hép thu
levofloxacin, can udng cac thude nay cach xa levofloxacin it nhét 2 gidy

Theophylin: 1 s6 nghién ciru trén ngudi tinh nguyén khée manh cho thiy khong c6 tuong tac. Tuy
nhién do ndng dé trong huyét twong va AUC theophylin thudng bi ting khi sir dung ddng thai véi cac
quinolon khac, vin can gidm sat chit ch& ndng d6 theophylin va hidu chinh liéu néu cén khi dung déng
thot voi levofloxacin

Warfarin: do dd ¢6 thong bao warfarin ting tic dung khi diing cling véi levofloxacin, cén gidm st céc
chi s6 vé& dong mau khi ding ddng thai 2 thude nay

Cyclosporin, digoxin: twong tac khéng cé ¥ nghia 1am sang, do @6 khong can hiéu chinh liéu cic thube
nay khi ding déng thei véi levofloxacin

Cac thudce khang viém khéng steroid: ¢é kha niing lam tang nguy co kich thich than kinh trung wong va
co git khi ding ddng thoi véi levofloxacin

Céc thube ha dudng huyét: diing ddng thoi véi levofloxacin ¢6 thé 1am ting nguy co rdi loan dudng
huyét, cn giam sat chat ché

TAC DUNG KHONG MONG MUON (ADR)
Thudmg gép (ADR > 1/100)

» Tiéu héa: budn ndn, tiéu chay

» (an: tdng enzym gan

» Thén kinh: mit ngil, dau dau
(1/1000 < ADR < 1/100)

Than kinh: hoa mét, cang thing, kich dong, lo ling

ftg

Tiéu héa: dau bung, dﬁy hoti, khé tiéu, ndn, tdo bon
Gan: ting bilirubin huyét
Tiét niéu, sinh duc: viém a4m dao, nhiém nam candida sinh due
Da: ngtra, phat ban
gap (ADR < 1/1000)
Tim mach: ting hay ha huyét ap, loan nhip

r

>

YV V.V V V3 VYV VYV Vv E

Hi

Tiéu hoa: viém dai trang mang gia, khd miéng, viém da day, phi ludi

Co — xuong khép: dau khép, yéu co, dau co, viém tiy xuong, vién gan Achille

Thén kinh: co giat, gific mo bét thudmg, trim cam, rdi loan tdm than

Di tmg: pht Quinck, chodng phan vé, hdi chimg Stevens — Johnson va Lyelle

Huong din cich xir tri ADR

Cin ngimg lcvof:loxacin trong cac trizéng hqp: bat ddu cé‘céc bidu hién ban da 13ay bat ky dau hiéu nao
cffa phan ing man cam hay cita phan Ung bat 101 trén than kinh trung uong. Cén giém sat ngudi bénh
dé phét hién viém dai trang mang gia va co céac bién phap xr tri thich hgp khi xuét hién tiéu chay khi
dang duing levofloxacin

Khi xudt hién ddu hiéu viém gén, cél}g ngimg ngay thude, dé 2 g6t chan nghi véi cac dung cu ¢b dinh
thich hop hay nep got chén va hdi chan chuyén khoa
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Thong bdo cho bdc si cdc tac dung khéng mong muén gdp phai khi diing thuéc

QUA LIEU VA PIEU TRI

Theo céc nghién ciru v& ddc tinh trén thi hay céc nghién ciru v& duge 14m sang cho thdy véi liéu vuot
qua lidu trj liéu, cac ddu hiéu quan trong nhat c6 thé thdy sau khi qua liéu levofloxacin cép tinh 1a cac
triéu ching ¢ hé than kinh trung wong nhu nhadm lan, hoa mit, suy giam nhén thirc, co gidt kidu dong
kinh, tang khoang QT ciing nhu cac phan tmg & da day — ru6t nhur budn nén, an mon niém mac. Anh
huong trén hé than kinh trung wong bao gdm Iu l4n, co giat, a0 giac, va run da duge quan sat thiy sau
khi dua thudc ra thi truong.

Trong truong hop qué lidu, nén didu tri triéu chimg. Nén dam bao viée theo dbi dién tdm dd do kha
nang kéo dai khoang QT. Cac thube khang acid cé thé duoc str dung dé bao vé niém mac da day. Thim
tach mau, ké ca tham tach mang bung va thdm phan phic mac lién tuc ngoai tri, khdng cé hidu qua
trong viéc thai trir levofloxacin ra khoi co thé. Khong ¢ thubc giai doc dac hiéu.

TRINH BAY: Hop 1 vi x 10 vién nén bao phim

BAO QUAN: Bio quan dudi 30°C, tranh énh séng
TIEU CHUAN: Nha san xut

HAN DUNG: 36 thang ké tir ngay san xuét

Khong sir dung thubc qud han diing in trén nhin hgp

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si, DUQC SI
DE XA TAM TAY TRE EM

San xuét boi:
WINDLAS BIOTECH LIMITED
40/1, Mohabewala Industrial Area SBI Road, Dehradun — 248110, Uttarakhand, An bo

TUQ. CUC TR
P.TRUONG PHONG
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