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THANH PHAN: M3i vién nén bao phim chita

Thanh phin dwge chit:

BV LEVOCIN 500: Levofloxacin (duéi dang Levofloxacin hemihydrate 512,46 mg) 500 mg.

BV LEVOCIN 750: Levofloxacin (duéi dang Levofloxacin hemihydrate 768,69 mg) 750 mg.
Thanh phin td dwge: Maize starch, crospovidone, povidon K30, microcrystalline cellulose 101,
colloidal silicon dioxide, sodium starch glycolate, magnesium stearate, talc, hydroxypropyl 6cps,
polyethylene glycol 6000, titanium dioxide, sat oxyd do, quinolline yellow lake.

DANG BAO CHE:

BV LEVOCIN 500: Vién nén bao phim (Vién nén dai bao phim mau hdng, mdt mit ¢6 vach
ngang, mdt mét tron).

BV LEVOCIN 750: Vién nén bao phim (Vién nén dai bao phim mau héng, mdt mat ¢o6 vach
ngang, mdt mét tron).

CHI DINH:
Vién nén bao phim BV LEVOCIN duge chi dinh dé diéu tri cho ngudi 16n (=18 tudi) bj nhidém
khuéin do cdc chiing vi khuén nhay cam va tré em trong céc trudng hop sau day:

1. Viém phdi bénh vién:

BV LEVOCIN duoc chi dinh dé didu tri viém phdi bénh vién do Staphylococcus aureus
nhay cam véi methicillin, Pseudomonas aeruginosa, Serratia marcescens, Escherichia coli,
Klehsi il pneumoniae, Haemephilys influenzae hodc Streptococcus pneumoniae. Diéu tri bd
trg nén dugce stir dung theo chi dinh 1Am sang. Trong trudng hop tadc nhan gy bénh duge xéac
dinh hogc du doédn la Pseudomonas aeruginosa, nén diéu tri két hop véi B-lactam khang
pseudomonas.

2. Viém phéi mic phai cong ddng: Phat db didu tri tir 7 — 14 ngay

BV LEVOCIN duoc chi dinh dé diéu tri viém phdi méc phai cong ddng do Staphylococcus
aureus nhay cam voi methicilling Sfrepfococcus pneumoniae (bao gbm ca Streptococciis
pneumoniae da khang thudc [MDRSP], Haemophilus influenzae, Haemophilus parainfluenzae,
Klebsiella pneumoniae, Moraxella catarrhalis, Chlamydophila preumoniae, Legionella
pneumophila hoidc Mycoplasma pneumoniae.

Céc chiing da khéng thuéc [MDRSP] 14 céc ching khang hai hogic nhidu loai khang sinh sau:
penicillin (MIC >2 meg/mL), cephalosporin thé hé 2 nhu cefuroxime, macrolide, tetracyclines
va trimethoprim/sulfamethoxazole.

3. Viém phdi méc phai cong ddong: Phat db didu tri 5 ngay.

BV LEVOCIN duoc chi dinh dé diéu tri viém phoi mic phai cong ddng do Streptococcus
preumoniae (Khéng bao gdm chung phén 1ap da khang thuée [MDRSP]), Haemophilus
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influenzae, Haemophilus parainfluenzae, Mycoplasma pneumoniae, hodc Chlamydophila
pneumonice.
4. Nhiém khuén da va cfu triic da phike tap:

BV LEVOCIN duoc chi dinh dé diéu tri cdc bénh nhidm khudn da va cdu tric da phire tap
do Staphylococcus aureus nhay cam véi methicillin, Enterococcus faecalis, Streptococcius
pyogenes haac Proteus mr‘r ‘abilis.

5, Nhiém khuin da va cdu tric da khdng phirc tap:

BV LEVOCIN duogc chi dinh de diéu trj cac bénh nhidm khuéin da va cdu tric da khong
phirc tap (nhe dén trung binh) bao gom ap xe, viém mo té bao, mun nhot, chéc 1, viém da mu,
nhidm khudn vét thuong do Staphylococeus aureus nhay cam véi methicillin va Streptococcus
pyogenes.

6. Viém tuyén tién liét méan tinh do vi Khuén:

BV LEVOCIN dugc chi dinh @& diéu trj viém tuyén tién liét do vi khuén Escherichia coli,
Enterococcus faecalis, Staphylococcus epidermidis nhay cam voéi methicillin,

7. Dw phong sau khi phoi nhiém va diéu trj tri¢t ¢ bénh than:

BV LEVOCIN dugc chi dinh didu trj bénh than qua dudng hd hip (sau phoi nhiém) dé
giam ty 1& mic bénh hodc sy tién trién cta bénh sau khi tiép xuc voéi Bacillus anthracis dang
khi & ngudi 16n va tré em.

8. Dich hach:

BV LEVOCIN dugc chi dinh dé didu tri bénh dich hach, bao gém bénh dich hach thé phéi
va nhiém trang huyét do Yersinia pestis (Y. pestis) va diéu tri dy phong bénh dich hach & nguoi
16n va tré em.

9. Nhiém khuin dwdng tiét niéu phivc tap: Phét dd diéu tri 5 ngdy

BV LEVOCIN dugec chi dinh dé didu tri nhidm tring dudng tiét ni¢u phirc tap do vi khuin
Escherichia coli, Klebsiella pneumoniae hodc Proteus mirabilis.

10. Nhiém khuén dwdmg tiét nigu phire tap: Phat d6 diéu tri 10 ngay

BV LEVOCIN duoc chi dinh @& didu tri nhiém trang dudng tiét niéu phic tap (nhe dén
trung binh) do vi khudn Enterococcus faecalis, Enterobacter cloacae, Escherichia coli,
Klebsiella pneumoniae, Proteus mirabilis, hode Pseudomonas aeruginosa.

11. Viém than, bé than cAp: Phat d6 didu tri 5 hosic 10 ngay

BV LEVOCIN duoc chi dinh dé diéu i viem bé thin cip do Escherichia coli ghy ra, ké ca-

nhing trudng hop kém nhidm trang huyét.
12. Nhiém khuén dwong tiét niéu khéng phire tap:

BV LEVOCIN dugc chi dinh d& diéu trj nhiém khuan duong tiét ni¢u khong phic tap (tir
nhedént rung binh) do Escherichia coli, Klebsiella pneumoniae, hoic Staphylococcus
saprophyticus.

Do khang sinh fluoroquinolon, trong dé ¢c6 BV LEVOCIN lién quan dén phan tmg ¢4 hai
nghiém trong (xem muc Canh béo v thén trong) va nhiém khudn dudng tiét niéu khong phic
tap & mot s6 bénh nhén c6 thé ty khéi, chi nén sir dung BV LEVOCIN cho nhimg bénh nhan
khéng ¢6 lya chon didu trj khac thay thé.

13. Dot céip tinh cia viém phé quan man tinh:

BV LEVOCIN duge chi dinh d& diéu tri dot cp clia bénh vién phé quan mén tinh do vi
khudn Staphylococcus aureus aureus nhay cam véi methicillin, Strepfococcus pneumoniae,
Haemophilus influenzae, Haemophilus parainfluenzae, hodc Moraxella catarrhalis.

Do khéng sinh fluoroquinolon, trong dé ¢6 BV LEVOCIN lién quan dén phan tmg ¢ hai
nghiém trong (xem muyc Céanh béo va than trong) va dot nhiém khuén cép ciia viém phé quan
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man tinh & mot sé bénh nhén ¢6 thé ty khoi, chi nén sir dung BV LEVOCIN cho nhitng bénh
nhén khong co lya chon didu tri khéc thay thé.
14, Viém xoang cAp tinh do vi khuén: Phat dd diéu tri S ngay va 10 — 14 ngay

BV LEVOCIN dugc chi dinh dé diéu tri viém xoang cép tinh do vi khuin Streptococcus
pneumoniae, Haemophilus influenzae, hoic Moraxella catarrhalis.

Do khéng sinh fluoroquinolon, trong d6 ¢c6 BV LEVOCIN lién quan dén phan tmg c6 hai
nghiém trong (xem muc Canh béo va than trong) va dgt viém xoang cép tinh & mot s6 bénh
nhan c6 thé ty khéi, chi nén st dung BV LEVOCIN cho nhitng bénh nhén khong c¢6 lya chon
diéu tri khéc thay thé.

LIEU LUONG VA CACH DUNG:

Liéu long:

Litu lwgng & bénh nhan ngwdi 16m ¢é d6 thanh thai creatinine > 50 mL/phiit.
Bang 1: Lidu lvong & bénh nhén ngudi 16n ¢6 d6 thanh thai creatinine > 50 mL/pht.

Loai nhi¢m khuén * Liéu lwong 24 gi | Thoi gian ding (ngay) ®

Vidm phbi bénh vién 750 mg 7-14
Viém phdi mic phai cong dong ° 500 mg © 7 =145
Viém phdi mic phai cdng dong ¢ 750 mg ¢ 54
Nhiém khuan da va cau tric da phic tap 750 mg 7-14

I3 A a A . ~
Nh’Jem khuén da va cau tric da khong 500 mg 7-10
phtrc tap
Viém tuyén tién liét man tinh do vi khuan | 500 mg 28
Dy phong sau khi phoi nhidém va didu tri 500 mg 60°

triét dé bénh than, Bénh nhan nguoi 16n va
tré em > 50 kg ©*°

Tré em 30 kg dén < 50 kg *>° Xem bang 2 bén dudi | 60°
Bénh dich hach ngudi 16n fva tré em > 50 | 500 mg 10-14
kg.
Tré em 30 kg dén < 50 kg. Xem bang 2 bén dudi 10- 15
Nh- x kh A \ . A "a h ’
13}11 Elan .dALrorngz tleE me;u p’ uc tap 750 mg 5
(cUTL) hodc viém be than cap tinh (AP) ®
. A « X [ ’
Nhiém khuan dfm% tlef 111(?:1 p},urc tap 250 mg? [oh
(cUTT) hodc viém be thén cap tinh (AP)
Nhi&m khudn duong tiét nidu khéng phic 250 mg 3
tap
Dot cép tinh ctia viém phé quan man tinh | 500 mg 7
| . 750 mg 5
V.A A r kh X e
iém xoang cdp tinh do vi khuan 500me TG

* Do cac tac nhén gdy bénh dugc chi dinh.

b Liéu phéap theo tuln ty (tir tiém tinh mach dén udng) ¢6 thé dugc tién hanh theo quyét dinh clia
béc sT.

¢ Do céc vi khudn Staphylococcus aureus nhay cam véi methicillin, Streptococcus pneumoniae
(including multi-drug-resistant isolates [MDRSP]), Haemophilus influenzae, Haemophilus
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parainfluenzae, Klebsiella pneumoniae, Moraxella catarrhalis, Chlamydophila preumoniae,
Legionella pneumophila, hodc Mycoplasma pneumoniae

4 Do Streptococcus pneumoniae (khdng bao gc"im ching khéng da thubc - MDRSP), Haemophilus
influenzae, Haemophilus parainfluenzae, Mycoplasma pneumoniae, hodc Chlamydophila
preumoniae.

¢ Phac dé nay dugc chi dinh cho nhidm tring dudng tiét nigu phirc tap (cUTI) do Escherichia coli,
Klebsiella pneunioniae, Proteus mirabilis va viém thén cép (AP) do E. coli, bao gbm cic truong
hop ddng thoi cé nhiém tring huyét

h Phéc dd nay duge chi dinh cho nhidm tring dudng tiét nigu phic tap (cUTI) do Enferococcus
faecalis, Enterococcus cloacae, Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis,
Pseudomonas aeruginosa; va cho viém than cip (AP) do E. coli

¢ Vige sit dung thube nén bt diu cang sém cang tot sau khi nghi ngd hofic x4c nhén phoi nhiém
vGi B. anthracis dang khi sung.

¢ Tinh an toan cia Levofloxacin & ngudi 16n trong thoi gian diéu tri trén 28 ngay hoic tré em trong
thoi gian diéu trj trén 14 ngay.chua duge xéc dinh. Ty 1é tac dung phu vé co xuong khép ting 1én
& nhom tré em. Chi sit dung thudc kéo dai khi loi ich 16n hon nguy co.

f Viée st dung thudc nén bit dau cang sém cang tdt sau khi nghi ngd hojc xéc nhin phoi nhiém
véi Yersinia pestis. Liéu cao hon thuong duge st dung dé didu tri bénh viém phéi ¢6 thé duoc sir
dung dé diéu tri bénh dich hach, néu c6 chi dinh 14m sang.

Lidu luong & Tré em miic bénh than qua duwing hd hip (Sau phoi nhiém) v bénh dich hach:
Bang 2: Lidu luong & tré em niing tir 30 kg trd 1én méc bénh than qua dudmg hd hédp (Sau phoi
nhiém) va bénh dich hach'

Loai nhifm Khudn | Litbis Eusi Khoing c;’ich dung Thoi gis;n dung
thuoc thuoc X

Bénh than qua dwong

hd hip (sau phoi

nhi¢m) '™

Tré em > 50 kg 500 mg 24 gity 60 ngay ™

;f;ekegm 30 kg den dudi 250 mg 12 git 60 ngay ™

Bénh dich hach

Tré¢ em > 50 kg 500 mg 24 gio 10 - 14 ngay

;‘;ekt;m 30 kg i dut 250 mg 12 gity 10 - 14 ngay

'Do Bacillus anthracis.

KLi¢u phap tudn tur (tiém tinh mach hoic ubng) c6 thé dugc thyre hién theo quyét dinh ctia bac si.

| Vige sir dyng thude nén bét diu cang sém cang tdt sau khi nghi ngd hojic x4c nhan phoi nhiém
voi B. anthracis dang khi sung.

MTinh an toin clia Levofloxacin & tré em trong thoi gian didu tri trén 14 ngay chua dugc xdc dinh.
Viéc sir dung thudc nén bit ddu cang sém cang tét sau khi nghi ngé hofic x4c nhan phoi nhiém véi
Yersinia pestis.
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Liéu lwong & bénh nhén suy thén:

Khi stt dung BV LEVOCIN trén bénh nhén suy thén. Can gidm sat 1am sang can thin véi céc
nghién ctru thich hop trong phong thi nghiém truéc va trong khi didu tri vi viéc thai trlr
levofloxacin c¢6 thé bj suy giam

O nhitng bénh nhan suy than (d6 thanh thai creatinine < 50 mL/phit), can diu chinh ché do dung
thube d& tranh sy tich ty levofloxacin do d@ thanh thai giam. Khong cin chinh liéu & bg¢nh nhéan cé

@0 thanh thai Creatinin>50 ml /phut
Béng 3: Chinh liéu & bénh nhén c6 do thanh thai Creatinin < 50 ml /phat nhur sau:

idu ding chuan véi . :
ileﬁﬁil‘;';gc;ﬁ‘; l‘]’é‘l’l"” D§ thanh thai P thanh thai Chay than nhan tao
th§n - 2g4 Creatinin Creatinin 10— 19 mL/ | hoic thAm phan phic
T & 20 — 49 mL/ phat phit mac (CAPD)
Liéu ban diu 750 mg, y
ai . ) St Ban dau 750 mg, sau
750 mg 750 mg moi 48 gidr Zla; d6 500 mg moi 48 46 500 mg mBi 48 gid
Liéu ban dau 500 mg, | Lidu ban dau 500 mg, | Liéu ban ddu 500 mg,
500 mg sau d6 250 mg mdi 24 | sau d6 250 mg mdi 48 | sau d6 250 mg mdi 48
gio givy gid
250 mg/ 48 gid, néu
didu tri nhidm tring .
1 - arE . K.l 6 3 thﬁ
250 mg Khong can chinh lieu | dudng ti€u khong bién .:ong ,CO .?ng wa
g e n N diéu chinh liéu |
chitng thi khong cén |
chinh lidu '

Cich diing: Thude ding qua dudong udng va khong lién quan dén bita an.

CHONG CHI PINH:

- Ngudi cé tién sir qud min cdm véi levofloxacin hodc céc quinolon khac hodc véi bét ky thanh
phén nao cua thube.

- Bong kinh, thiéu hut GEPD.

- Tién sir bénh & gén co lién quan dung thude fluoroquinolon.

- Phu nif ¢6 thai hofic cho con bu.

|
CANH BAO VA THAN TRONG KHI SU DUNG |
Staphylococcus aureus dé khang methicillin rét ¢6 kha ning @& khang véi cac fluoroquinolone, !
bao gdm levofloxacin. Do dé khéng khuyén co ding levofloxacin dé diéu trj cac truong hop di i
biét holic nghi ngd nhidm khuan S. aureus d& khang methicillin trir khi két qua xét nghiém xac |
dinh sy nhay cam vi khudn véi levofloxacin (va céc khang sinh thudng duge khuyén ding diéu tri
nhidm S, aureus d& khang methicillin dwogce cho la khong phit hop).
Levofloxacin ¢6 thé duge sit dung trong diéu trj viém xoang cp do vi khudn va dot cép cha viém
phé quan méan tinh khi céc bénh nhiém triing nay duoc chén doan day da.
Su dé& khang véi cac fluoroquinolone cia E. coli, tic nhdn ma thuong lién quan dén gy bénh
nhidm tring dudng tidu nhidu nhét & chu Au. Béc st ké don can tinh dén ty 1¢ khang thude cua E.
coli tai ban x1t véi céce fluoroquinolone.
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Bénh than do hit phéi: St dung & nguoi la dua trén dit liu in vitro vé tinh nhay cam cta vi khudn
Bacillus anthracis va trén dit 1iéu thyc nghiém trén ddng vét cing véi mot s6 dit liéu han ché trén
ngudri. Cac béc st didu tri cAn tham khdo céc tai liéu dong thuan clia qudc gia va / hodc qubc té vé
didu tri bénh than.

Viém giin va dief gin:

Viém gan hiém khi xay ra. Pa s6 thudng lién quan gén g6t chan (Achille), ¢6 thé dan t6i dit gan.
Bién chimg nay ¢6 thé bi ca hai bén va xuét hién & 48 gidr dau tién sau khi bét ddu dung thudc va
kéo dai dén vai thang sau khi ngung thudc. Nguy co viém gin va dit gin ting & cdc bénh nhin
trén 60 tudi, & cdc bénh nhan dang ding liéu hang ngay 1000 mg va céc bénh nhan dang ding
corticoid. CAn chinh lidu ding héing ngay cho ngudi cao tudi dua theo @ thanh thai. Can theo doi
st céc bénh nhén nay néu ho dang duge ké don sir dung levofloxacin. Tét ca cac bénh nhan phai
b4o céo vdi béac sT néu bi céc triéu chimg viém gan. Néu nghi ngd viém gan thi phai ngung ding
levofloxacin ngay va bét du cac bién phap diéu tri thich hop (nhu ¢b dinh chén) d6i véi gan bi
anh hudng. 2
Bénh lién quan vi khuin Clostridium difficile: g:
Tiéu chay, dic biét 1a tiéu chay ning, dai déng va / hodic ¢6 méu, trong hodic sau khi diéu tri b‘é}

levofloxacin (bao gbm vai tudn sau khi diéu tri), c6 thé 1a triéu ching cta bénh lién quan é

Clostridium difficile (CDAD). Bénh nay co thé & muec dd tir nhe dén de doa tinh mang, dang ning
nhét trong sb d6 12 viém dai trdng gia mac. Do do, diéu quan trong 12 phai xem xét chn dodn nay
& nhitng bénh nhan bj tiéu chay niing trong hodc sau khi diéu trj bang levofloxacin. Néu nghi ngdy
hozic khing dinh CDAD, nén ngung ding levofloxacin ngay lap tirc va bét ddu didu tri thich hop
ma khong cham tr&, Céc thudc khang nhu dong rudt 1a chéng chi dinh trong tinh trang 14m sang

nay.

Bénh nhéan dé bj co giiit

Céc thube quinolone c6 thé 1am gidm ngudng co giat va cd thé géy ra con co giat. Levofloxacin 14
chdng chi dinh & nhitg bénh nhén c6 tién sit bénh ddng kinh va cling nhu véi céc quinolone khéc,
thude nay can duge dung rét than trong & nhiing bénh nhén dé bi co giat hodc diéu tri dong thoi
v&i cac hoat chit 1am gidm ngudng co gift nfo, nhu theophylline. Trong trudong hop xay ra co
git, nén ngimg didu tri bing levofloxacin.

Bénh nhén thiéu G-6- phosphate dehydrogenase

Bénh nhén bi thiéu hoat tinh glucose-6-phosphate dehydrogenase tiém 4n hoic thue su co thé dé bi
phan img tan huyét khi diéu tri bing cac thuéc khang khuén quinolone. Do d@6, néu ding
levofloxacin ¢ nhitng bénh nhén ndy, cin theo ddi kha ning bi tan huyét.

Bénh nhan suy thin

Vi levofloxacin duge bai tiét chi yéu qua thén, nén can chinh lidu levofloxacin & bénh nhén suy
than.

Phén itng qud min

Levofloxacin ¢6 thé gy ra phan img qua man nghiém trong, ¢6 tiém ning gdy tir vong (nhu pht
mach dén sbc phan v&), doi khi sau liéu khoi dau. Bénh nhan nén ngimg diéu tri ngay 14p tic va
lién hé v6i bac si ciia ho hodc béac st cAp ctru, dé bat ddu cac bién phép diéu trj khin cap thich hop.
Phan trng bong gidp 6 da nghiém trong

Cac trudng hop phéan tng bong gidp & da nghiém trong nhw héi chimg Stevens-Johnson hogc héi
chimg hoai tir da nhiém ddc da dugc béo cdo véi levofloxacin. Can khuyén cdo bénh nhan phai
lién lac véi bac st ctia ho ngay 1ap tic trude khi tiép tuc didu tr néu xay ra cic phau tmg & da va /
hoéc niém mac.

Roi Togm dwong hyer
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Ciing nhu tit c& céc quinolone, rdi loan glucose trong méu, bao gdm cé ha duong huyét va ting
dudng huyét di duge béo céo, thudng & bénh nhan bi déi thdo dudng duge didu tri cing lac voi
thudc ha dudng huyét ubng (nhu, glibenclamide) hogic véi insulin. CAc trudng hop hon mé do tut
dudmg huyét da duge bdo cao. Can theo ddi cin thén lugng dudng trong mau & cac bénh nhan dai
thdo dudng.

Phong ngiva nhay cim dnh sang

Nhay cam 4nh séng dd dugc bdo cdo v6i levofloxacin. Bénh nhén khong nén phoi minh véi anh
sang mit troi manh hogc tia UV nhén tao (nhw dén sunray, solarium) néu khéng cén thiét, trong
khi diéu tri va trong 48 gid sau khi ngung diéu trj dé phong ngira nhay cam énh sing.

Bénh nhin dwegce diéu tri bing thubc khdng vitamin K

Do ¢6 thé 1am ting cAc xét nghiém vé dong méau (PT / INR) va / hodic chiy mau & nhitng bénh
nhan duge diéu tri bing levofloxacin két hop véi thube khéng vitamin K (nhu warfarin), cén kiém
tra céc xét nghiém vé dong mau khi dung két hop cac thude nay.

Cic phin teng tim thin

Céc phan tmg tdm thin dd duoc bdo cdo & nhitng bénh nhin ding céc quinolone, bao gbm
levofloxacin. Trong mdt sb rit hiém trudmg hop céc phan tng nay di tién trién thanh c6 suy nghi
tw (& va hanh vi ty gay nguy hiém, d6i khi chi sau mdt liéu don levofloxacin. Trong truomg hop
bénh nhan phat trién cdc phan tig nay, nén ngung ding levofloxacin va 4p dung céc bién phap
thich hop. Cén than trong khi diing levofloxacin cho cac bénh nhén tim thdn hoic cac bénh nhén
¢6 tién st bénh tam thén.

Kéo dai khoing QT

Cin thén trong khi sir dung cac fluoroquinolone, ké ca levofloxacin, & nhimg bénh nhan c6 yéu t6
nguy co di biét vé kéo dai khoang QT nhur:

- Hoi chimg QT dai bim sinh.

- Sir dung ddng thoi véi cac thube duoe biét 1a kéo dai khoang QT (nhur: Thube chdng loan nhip
nhém TA va 111, thubc chéng tram cam ba vong, cic macrolide, céc thudc chéng loan than).

- Mét can bing dién giai khong duge diéu chinh (nhu: ha kali huyét, ha magnesi huyét).

- Bénh tim (nhur: suy tim, nh6i mau co tim, nhip tim chém).

Bénh nhén cao tudi va phy nit ¢6 thé nhay cam hon véi cac thude kéo dai QT. Do dé, cln than
trong khi sir dung céc fluoroquinolone, ké ca levofloxacin, & cac dbi tugng nay.

Bénh I thin kinh ngogi bién

Bénh 1y thin kinh cam gidc ngoai vi va bénh Iy than kinh vén dong ngoai vi di duge béo cdo &
nhitng bénh nhén ding céc fluoroquinolon, bao gdm levofloxacin, ¢é thé nhanh chéng khéi phét.
Cén ngung ding levofloxacin néu bénh nhén ¢6 céc tridu chimg cta bénh 1y than kinh dé ngan
chiin su phat trién cta tinh trang khong phuc hi.

Réi logn gan mit

Céc trudng hop hoai tir gan dén suy gan gdy tir vong d4 duge bao céo véi levofloxacin, chu yéu &
nhitng bénh nhan c¢é bénh tiém &n ning, nhw: nhidm tring huyét. Cin khuyén bénh nhén nén
ngimg didu tri va lién hé véi bac st ctia ho néu cé hinh thanh céc du hidu va triéu ching cia bénh
gan nhu chan an, vang da, nudc tiéu sim mau, ngira ngdy hoiic mém bung.

Dot c(fp ciia chirng nhwoe co

Céc fluoroquinolone, bao gbm levofloxacin, c¢6 tac dung tGic ché than kinh co va ¢6 thé 1am tram
trong thém sy yéu co & bénh nhan bj chimg nhuge co. Céc phan timg bt loi nghiém trong sau tiép
thi, bao gdm tir vong va can hd trg ho hép, c6 lién quan dén viée sir dung fluoroquinolone & nhitng
bénh nhan bi nhuge co. Khong khuyén céo dimg levofloxacin & nhiing bénh nhén ¢6 tién sir bénh
nhuogce co.

Roi loan thi e
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Néu thi lwc bj suy giam hodc bj bit ky thc dung ndo trén mét thi phai tw véan bac si nhén khoa ngay
18p tic.

Bpi nhiém

Viéce sir dung levofloxacin, diic biét néu dung kéo dai, c6 thé din dén su phét trién qua mirc clia
c4c vi sinh vat khong nhay cam. Néu xay ra bdi nhidm trong khi diéu tri, cin ap dung cac bién
phép thich hop.

Anh huwéng cic xét nghigm cin lim sang

(3 céc bénh nhan duoc diéu trf bing levofloxacin, viée xdc dinh opiat trong nuéce tiéu c6 thé cho
két qua duong tinh gid. Co thé can phai x4c dinh opiat duong tinh béng cach theo ddi bing cac
phuong phdp chuyén biét hon.

)qol
Levofloxacin ¢6 thé tc ché sy tang trudng cta Mycobacterium tuberculosis, do do, co thé cho két
qua 4m tinh gia trong chin doan vi khuin lao. jg’
190
)
PE

Canh _bdo chung cho khdang sinh nhdm fluoroquinelone l
Céc phan tng c6 hai nghiém trong c6 kha niing khong hdi phuc va gdy tan tat, bao gdm viém gan, S
dtit gan, bénh 1y thn kinh ngoai bién va cac tac dung bit 1gi trén than kinh trung wvong.

Céc khang sinh nhém fluoroquinolone c6 lién quan dén cac phan {mg co6 hai nghiém trong c6 kha
ndng gdy tan tat va khéng phuc hdi trén céc hé co quan khac nhau cia co thé. Cac phan img nay
c6 thé xuét hién ddng thoi trén cliing bénh nhén. Céc phén ing ¢6 hai thudng duge ghi nhén gbm
viém gén, dut gin, dau khép, dau co, bénh ly thin kinh ngoai vi va cic tic dung bét loi trén hé
théng than kinh trung wong (4o giéc, lo 4u, trdm cam, mat ngt, dau dAu nang va 1% 14n). Cac phan
{mg ndy c6 thé xay ra trong vong vai gir dén vai tudn sau khi sir dung thudc. Bénh nhan & bit ky
tudi nao hodc khong c6 yéu tb nguy co tdn tai tir trude déu c6 thé gap nhiing phan (mg c6 hai trén.
Ngimg st dung thude ngay khi c6 déu hidu hoac triéu chimg dau tién ctia bt ky phan tng c6 hai
nghiém trong ndo. Thém vao do, tranh sir dung cdc khéng sinh nhém fluoroquinolone cho cic
bénh nhan da timg giip cdc phan tmg nghiém trong 1idn quan dén fluoroquinolone.

TRUONG HQP CO THAI VA CHO CON BU

Phy nii cé thai

Co6 1At it dit liéu tir viée sir dung levofloxacin & phy nir mang thai. Cac nghién ctru trén dong vat
khong thiy ¢6 cac tac dung c6 hai tryc 1iép hodic gidn tiép vé ddc tinh sinh san. Tuy nhién, do thiéu
dit lidu trén ngudi va do dit lidu thyc nghiém cho thdy nguy co gdy tén thuong do céc
fluoroquinolone @61 v6i syn khép chiu lye ctia sinh véat dang phat trién, khéng nén st dung
levofloxacin cho phu nif ¢6 thai.

Phu nit cho con bui

Chéng chi dinh levofloxacin cho phu nit cho con bu. Chua ¢6 du thong tin vé su bai tiét
levofloxacin trong stta me; tuy nhién céc fluoroquinolone khéc ¢6 bai tiét qua sita me. Do thiéu dir
liéu trén ngudi va do cac dit liéu thuc nghiém cho thdy nguy co giy t6n thuong do céc
fluoroquinolone dbi véi sun khép chiu lue cia sinh vat dang phat trién, khong nén ding
levofloxacin cho phu nit cho con b

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
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Cén than trong khi str dung cho ngudi 14i xe va van hanh may mdc vi thude c6 thé giy chéng mit,
budn ngu, rdi loan thi gic.

TUONG TAC, TUGNG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC
KHAC

Anh huéng ciia cic thude khac trén levofloxacin

Mubi sit, mudi kém, th ube kh ang acid cé chiva magnesi hodc nhom, didanosine;

Su hép thu levofloxacin giam déng k& khi cac mubi sit, hodc cic thubc khang acid cé chira
magnesi hodic nhom, hodc didanosine (chi céc didanosine cong thirc c6 chira cac chit dém c6
nhém hodic magnesi) dugc ding dong thoi voi levofloxacin. Viée sir dung ddng thoi cic
fluoroquinolone véi cic da sinh té ¢6 chita kém s& lam gidm hip thu qua dudng udng. C6 khuyén
céo rang khong nén ding céc ché phdm cé chita cc cation héa tri hai hofic cac héa trj ba nhu
mudi sit, mubi kém hodc céc thudc khang acid c6 chita magnesi hoiic nhdm, hodc didanosine (chi
cac didanosine cdng thirc c6 chira cac chat dém c6 nhom hodic magnesi) 2 gi®r trede hodc sau khi
dung levofloxacin. Cac mudi calci ¢6 rat it tac dung dén sy hdp thu cia levofloxacin.

Sucralfate:

Sinh kha dung cuta levofloxacin giam déng ké khi dung chung v&i sucralfate. Néu bénh nhin cin
ding ca hai sucralfate va levofloxacin, tot nht la diing sucralfate 2 gi&r sau khi ding levofloxacin.
Theophylline, fenbufen hodc cdc thube chéng viem khong steroid khdc:

Khéng phat hién cé twong téc duge ddng hoc clia levofloxacin véi theophylline trong nghién ctru
l1dm sang. Tuy nhién, giam r3 1ét ngudng co giat ndo co thé xay ra khi céc quinolone dugce ding
ddng thoi voi theophylline, cac thudc chéng viém khong steroid hoiic cdc tée nhén khéc 1am gidm
ngudng co giat.

Nong do levofloxacin cao hon khoang 13% khi ¢6 sy hién dién cia fenbufen so véi khi ding mot
minh.

Probenecid va cimetidine:

Probenecid va cimetidine c6 anh hudng c6 ¥ nghia théng ké dbi véi viée thai trr levofloxacin. Sy
thanh thai qua thin ctia levofloxacin bi gidm bdi cimetidine (24%) vé probenecid (34%). Piéu nay
14 do ca hai thudc déu cé khé néng trc ché sur bai tiét ctia levofloxacin qua dng than. Tuy nhién, &
céc lidu thir nghiém trong nghién ctru ndy, su khéc biét vé mit dong hoc co ¥ nghia théng ké
khong lién quan nhiéu dén lim sang.

CAn than trong khi dung chung levofloxacin véi cac thude ¢é anh hudng dén sy bai tiét qua dng
than nhu probenecid va cimetidine, diic biét la & nhitng bénh nhén suy gidm chiic néng thén.
Thong tin lién quan khdac:

Céc nghién cttu duge ly 1dm sang dé cho thdy ring duge dong hoc ctia levofloxacin khong bi anh
huéng dén bat ky mic @6 1dm sang nao khi levofloxacin duge dung cing véi céc logi thude sau:
Calci carbonat, digoxin, glibenclamide, ranitidine.

Anh hwéng ciia levofloxacin dbi véi cic thude khac:

Ciclosporin:

Thoi gian ban thai cta ciclosporin ting 33% khi phdi hop cling véi levofloxacin.

Cic thube khdng vitamin K:

Lam ting céc xét nghiém dong méu (PT / INR) va / hodc chdy méu, ¢ khi ndng, dd dugc béo céo
& nhitg bénh nhén duge didu tri bing levofloxacin két hop véi thube khang vitamin K (nhu:
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warfarin). Do d6, cin theo dai céc xét nghiém dong mau & cdc bénh nhén duge didu tri bang thubc
khéng vitamin K.

Ciic thube di biét la kéo dai khodng QT:

Levofloxacin, cling nhu céc fluoroquinolone khac, phai duoc sir dung thén trong & cdc bénh nhan
dang ding céc thube da biét 1a kéo dai khoang QT (nhw thude chdng loan nhip nhém IA va I1I, cac
thudc chdng trAm cam ba vong, cac macrolide, cac thude chéng loan thin).

Cic thong tin lién quan khdc:

Trong mdt nghién ctru twong tic duge ddng hoc, levofloxacin khéng anh huéng dén duge dong
hoc ciia theophylline (12 mdt co chét tham do ctia CYP1A2), cho thiy levofloxacin khong phai 12
chét trc ché CYP1A2.

Cic dang twong tdac khdc:
Thue phdm: Khéng c6 twong téc trén 1am sang c6 lién quan dén thirc an. Do d6, ¢6 thé ding
levofloxacin khéng can quan tAm dén thic an.

TAC DUNG KHONG MONG MUON
Céc tac dung phu sip xép theo phén loai va tin suft dugc 1iét ké trong bang sau:

LY

. \ . . It gap Hiém gip
han | ]
Pré?illozl?l (>'111:'1‘;‘:]“g{g;°"}; o | GU1000-< & 1/10000 - < TAn sufit chua rd
: = 1/100) 1/1000)

Nhifm Nj]iém I:lfilll bao

2 gom nhiém
khuén ,

candida.

Méu va hé Tang bach cAu 4i | Giambachcdu  |Thiéu mau huyét tan,
bach toan, giam bach | trung tinh, giam  |giam toan thé huyét cau,
huyét cau. tiéu clu. mét bach céu hat.

Hé mién

Phti mach, qua

Soc phan v§.
Soc giong phan ve.

dich man. (c¢6 khi ngay lidu dau
tién).

Chuyén . : L . X

héa vi Ha dL'rcmg huyet., Tang dudng huyct.

dinh Chén &n. dﬁc bl,ét o n‘gu(‘n H("JnA mé do tut dudng

duting dai thao duong, huyét.

Tinh trang 1t 1an

Céac phan tmg tam
than (40 giéc,
hoang tudng doan

R&i loan tAm than véi
hanh vi tur gdy nguy

Tam than | Mét ngu. . 5 X nhén). Tram cam, .2 x =
Lo au, ndéng nay. B A hi€ém bao gomcé y
kich dong, giac : % :
y £ " dinh tu tir hodc tur tir.
mdng bat thudng,
4c mdng.
Bénh 1y than kinh cam
) ) idc ngoai bién.
Hé than DPau dau, chodng | Mo mang. Run. ok | : i g' Gk "
. g £ 5 Co giat, di cam. Bénh ly than kinh van
kinh vang. R&i1 loan vi gidc.

ddng ngoai bién, roi
loan khiru giac bao

-
e
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gbm mét khtru gidc.
Réi loan van dong, 1di
loan ngoai thép, mét vi
gidc, ngét, tang 4p luc
noi so lanh tinh.

Mit

R&i loan thi gidc
nhu md mét.

Mt thi luc thodng qua,
viém mang bd dao.

Tai va mé
dao

Choéng mat.

U tai.

Mit thinh lye.
Giam thinh lyc.

Tim

Nhip tim nhanh,
hdi hop.

Nhip nhanh thit c6 thé
dua dén ngung tim.
Loan nhip thit va xoén
dinh (chi yéu & céc
bénh nhan cé nguy co
kéo dai khoang QT)
Dién tdm dd kéo dai

QT

Mach mau

Tut huyét 4p.

Ho hap,
16ng ngue
va trung
thét

Khé the.

Co that phe quan, viém
moi di ing.

Dudng
tiéu hoa

Tiéu chay, nén,
budn nodn,

Dau byung, kho
tidu, ddy hoi, tdo
bén.

Tiéu ra mau rat hiém
khi ¢6 tri¢u ching viém
rudt bao g?)m Viém dai
frang mang gia.

Gan — mét

Tédng enzym gan
(ALT/AST,
phosphatase
kiém, GGT).

Téng bilirubin
huyéf.

Viang da va tén thuwong
gan bao gdm cic
trudng hop suy gan cip
c6 thé gy tir vong chit
yéu & ngudi ¢6 bénh
tiém 4n ning. Viém
gan.

Da vamd
dudi da

Phét ban, ngita
ngdy, ndi may
day, ting tiét md
héi.

Hoi chimg hoai tir da
nhiém doc. Hoi chimg
Stevens-Johnson. Hong
ban da dang. Phan ting
nhay cam anh sang,
viém mach méu bach
cAu, viém migng.

Co xuong
va mo lién
ket

Dau khop, dau
co.

R6i loan vé gan
bao gdm viém
gan (nhu gan
Achille).

Yéu co ¢6 thé dic
biét quan trong &

Tiéu co van, dat gén
(dut gan Achille), dut
day chang, dirt co.
Viém khép.
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cac bénh nhéan bi
ching nhuge co.

Tiét niéu, Tang creatinin Suy than c¢ip (do
sinh duc huyét. viém than mo kg).

3 . Dau (bao gdm dau
Tdng quat Suy nhuge. Sot. oo g

lung, nguce va ti chi).

THONG BAO NGAY CHO BAC ST HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP
PHAI KHI SUDUNG THUOC

QUA LIEU VA CACH XU TRi:
Céc triéu chimg quéa lidu bao gdém céc bidu hién vé thin kinh trung vong nhu la 14n, chong mit,
mét tinh tdo, co gidt. Ting khoang QT va céc bidu hién & dudng tiéu hoa nhu budn ndn, xoai mon
niém mac dudng tiéu hoa.

Xir tri: Khéng ¢ thube giai ddc dac hiéu, cin loai thude ngay khoi da day, bu dich ddy du cho
nguoi bénh, diéu tri triéu chiimg, ding thude khéng acid dé bao vé niém mac da day, theo doi dién
tam d0 vi thude gay kéo dai khoang QT. Tham tich mau va thAm phan phic mac khéng c6 hi
qua loai levofloxacin ra khéi co thé.

PAC TINH DUQC LUC HOC:

Mi ATC: JOIMA12. Nhém thubc: Khang sinh nhém quinolon (phén nhém fluoroquinolon).
Levofloxacin 12 mdt khéng sinh tdng hop c6 phd rong thude nhém fluoroquinolon. Cling nhur céc
fluoroquinolon khéc, levofloxacin ¢6 tic dung didt khudn do tic ché enzym topoisomerase II
(DNA-gyrase) vd/ hofic topoisomerase TV 14 nhitng enzym thiét yéu ctia vi khudn tham gia xtic tic
trong qud trinh sao chép, phién ma va tu sira DNA ctia vi khudn. Levofloxacin la déng phéan S-
isomer ctia ofloxacin, né ¢6 tac dung diét khuin manh gép 8 -128 lan so véi ddng phan D-isome
va téc dung manh gip khodng 2 1dn so véi ofloxacin racemic. Levofloxacin, cling nhu céc
fluoroquinolon khac 1a khéng sinh phd rong, ¢ tac dung trén nhidu ching vi khuén Gram 4m va
Gram duong. Levofloxacin (cling nhu sparfloxacin) ¢6 tac dung trén vi khudn Gram duong va vi
khuén ky khi t6t hon so véi céc fluoroquinolon khac (nhu ciprofloxacin, enoxacin, lomefloxacin,
norfloxacin, ofloxacin), tuy nhién levofloxacin va sparfloxacin lai ¢6 tac dung invitro trén
Pseudomonas aeruginosa yéu hon so véi ciprofloxacin.

Phé tac dung:

Vi khudn nhay cam in vitro va nhiém khuan trong 1am sang:

Vi khuén wa khi Gram am: Enferobacter cloacae, E. coli, H. influenza, H. parainfluenza,
Klebsiella pneumonie, Legionalla pneumophila, Moraxella catarralis, Proteus mirabilis,
Pseudomonas aeruginosa.

Vi khuén khéc: Chlamydia pneumoniae, Mycopasma pneumoniae.

Vi khuén ua khi Gram dwong: Bacillus anthracis, Staphylococcus aureus nhay cam methicilin
(meti -S), Staphylococcus coagulase am tinh nhay cam methicilin, Staphylococcus prneuminiae.

Vi khuén ky khi: Fusobacterium, peptostreptococcus, propionibacterium.

Céc loai vi khizAn nhay cam trung gian in vitro.

Vi khudn wa khi Gram duong: Enterococcus faecalis.

Vi khuén ky khi: Bacteroid fragilis, prevotella.
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Céc loai vi khuén khang levofloxacin: Vi khudn wa khi Gram dwong: Enferococcus Jaecium,
Staphylococcus aureus meti-R, Staphylococcus coagulase am tinh mefi-R.

Khéng chéo: In vitro, cé khang chéo gitta levofloxacin va cac fluoroquinolon khéac. Do co ché téc
dung, thuong

khong c6 khang chéo gitra levofloxacin va cac ho khéng sinh khéc.

DPAC TINH DUQC PONG HOQC:
Hdp thu: Sau khi ubng, levofloxacin dugce hép thu nhanh va gin nhu hoan toan; ndng do dinh
trong huyét tuong thudmg dat duge sau 1 - 2 gid; sinh kha dung tuyét dbi xdp xi 99%. Céc théng
sb duge dong hoc cta levofloxacin sau khi ding dudng tinh mach va dudng udng véi lidu tuong
duong 1a gan nhur nhau, do @6 nén uu tién dudng udng va chi sir dung dudng tiém khi khong ubng
dugc. Thire #n it anh hudng dén hip thu khi udng.

Phdn bé: Levofloxacin duge phan b rong rai tron g co thé, tuy nhién thude khé thim vao dich ndo
tuy. Ty 1& gén protein huyét twong 1a 30-40%.

Chuyén héa: Levofloxacin rét it bi chuyén ho4 trong co thé va thai trir gin nhu hoan toan qua
nuée tidu & dang cdn nguyén hoat tinh, chi duéi 5% lidu didu tri duge tim thay trong nude tiéu
du6i dang chét chuyén hod desmethyl va N-oxid, cdc chdt chuyén hoa nay c6 rét it hoat tinh si N
hoc. N
Thai trir: Thoi glan ban thai cta levofloxacin tir 6 - 8 gid, kéo dai & ngudi bénh suy than. Thuoc
thai trlr qua nuée tidu khoang 87% & dang khong bién dbi va qua phan khoang 12,8%. Thubc
khong loai bo duoc bang thAm phan mau hoic mang bung.

QUI CACH PONG GOI:
Hop 1 vix 10 vién; hop 3 vi x 10 vién; hop S vi x 10 vién; hop 10 vi x 10 vién.

BAO QUAN: Nhiét dd khong qua 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xut.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA.

Pia chi: S6 18, Pudng L& Thi Soc, Ap 2A, Xa Tan Thanh T4y, Huyén Cu Chi, Thanh phd
Hb Chi Minh, Viét Nam.
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