L ——
https://trungtamthuoc.com/

HAM

1.ODSAN

Levofloxacin 500 mg

*| pudcp

\% Rx Thubc ban theo don Hop 1 vi x 10 vin nén dai bao phim
N
SCh

] S
ol . == Ingdlication, contra-indication, administration, precautions,
r— . .
O L. = adverse effects and other information: see the package
o M S indert,
= —
- : ,.--.?4 ;S«i Batich No./ 56 L6 SX: N i khdu Manutcturad byl Sin wudl b
: - : ‘ Elandsan
> Zla 1S | Ly T
O | w3 Mig Date/ NSX | Skl o
-t . ' = SN i
™~ ot -t ot Y,
L B - .
——
:". o BISAUGPLI 1% 1BNY
—4§ . XX-XXHX-XX | YE0PEOSELYOTYHO T
'__'_ (= (wepy jaip 183 Ay buep og visauopu| ul o Bay pazuoyiny
e

/ UIDEXO)0AST 0} jusiealinba ajeipAyiluay upexooseT]
: enyo wiyd oeq jep upu ugin IgN

/ Suieuod ja|jdes pajeod Wiy yoeg

: ueyd yueyy juogisodwod

Bw gog uioexojjona "

N¥SAO™M

sje|deo payeoo wiy ol Jo dis | Ajuo uojjdpasaid xy




https://trungtamthuoc.com/

Rx prescription only Rx prescription only

Rx prescription only Rx prescription only Rx prescription only

Lopsan LoDsAN LoDpsaN LODSAN LoDSAN

Levofloxacin 500 mg Levofloxacin 500 mg Levofloxacin 500 mg  Levofloxacin 500 mg  Levofloxacin 500 mq

AR AR AR
HlLandsen HLandsen Elandsen Blandsen EHlLandsen
PT. PERTIWI AGUNG PT. PERTIW1 AGUNG PT. PERTIWI AGUNG PT. PERTIWI AGUNG PT. PERTIWI AGUNG
JI. DDN, Desa Sukadanau, Cibitung, J1. DDN, Desa Sukadanau, Cibitung, JI. DDN, Desa Sukadanau, Cibitung, J1. DDN, Desa Sukadanau, Cibitung, J1. DDN, Desa Sukadanau, Cibitu
Bekasi, Indonesia Bekasi, Indonesia Bekasi, Indonesia Bekasi, Indonesia Bekasi, Indonesia
DKL 0419609409A1 DKL 0419609409A1 DKL 0419609409A1 DKL 0419609409A1 DKL 0419609409A1
Rx prescription only Rx prescription only Rx prescription only Rx prescription only Rx prescription only

LopsaN LopsaN LopsaN Lopsan

Levofloxacin 500 mg  Levofloxacin 500 mg  Levofloxacin 500 m¢

LoDpSAN

Levofloxacin 500 mg Levofloxacin 500 mg

AR AR Ty AR
Blandse Elandsen Blandsen [Blandsen
PT. PERTIWI AGUNG PT. PERTIWI AGUNG PT. PERTTWI AGUNG PT. PERTIWI AGUNG
3"?02050. DDN, Desa Sukadanau, Clbll'l.mg J1. DDN, Desa Sukadanau, Cibitung, JI. DDN, Desa Sukadanau, Cibitu
i, Indonesia Bekasi, Indonesia Bekasi, Indonesia

J1. DDN, Desa Sukadanau, Cibitung,
Bekasi, Indonesia

19 frnici HHEEMPHUHAH =

\* DUTC PHAM | *

ANLLLYZ
e _‘_Y \?\'




https://trungtamthuoc.com/

LODSAN

Vién nén bao phim Levofloxacin 500 mg

Thude nay chi dimg theo don cia bdc s§. Poc k§ hudng dén sir dung trieée khi dimg. Dé xa

tém tay tré em. Théng bdo ngay cho bdc sy hodc dwoc sy nhitng tdc dung khéng mong mudn
2dp phdi khi sir dung thube.

HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Tén thudec: Lodsan

2. Thanh phin: M3i vién nén dai bao phim:

Hoagr chdt: Levofloxacin hemihydrat twong duong voi Levofloxacin 500 mg

Td dwgc: Tinh bdt ngd, low-substituted hydroxypropyl cellulose, tinh bdt natri glycolat,

magnesi stearat, tale, hypromellose, ethylcellulose, polyethylen glycol 6000, titan dioxid, (
FD&C yellow 6 alum lake, dau thdu déu. l

3. Mé ta sin phim:
Vién nén dai bao phim, mau cam, hai mit 161,

4. Quy cdch dong goi:
Hop 1 vi x 10 vién nén dai bao phim.

5. Thudc ding cho bénh gi?

Levofloxacin duoc chi dinh d& didu tri céc trudmg hop nhidm khuédn do cédc vi khudn nhay
cam voi levofloxacin gdy ra sau déy:

- Viém phdi de phai trong cng ddng.

- Nhim khuan & da va phan mém.

- Nhidm khuin dudmg tiét niéu khong phire tap

Do khang sinh fluoroquinolon, trong do ¢o levofloxacin lién quan dén phan tmg cé hai
nghidm trong (xem muc Canh bio va thin trong) va nhiém khudn dudng tiét nidu khong phirc
tap ¢ mét s bénh nhén cé thé tu khoi, chi nén sir dung levofloxacin cho nhitng bénh nhén
khong ¢6 lra chon didu tri khéc thay thé.

- Dot nhifm khuén cdp ctia viém phé quan man tinh ’

Do khang sinh fluoroquinolon, trong d6 c6 levofloxacin li€n quan dén phan tmg co hai
nghiém trong (xem mye Canh bdo va than trong) va dot nhiém khudn cép clia, vigm phé quan
man tinh & mét s6 bénh nhan ¢6 thé tr khoi, chi nén st dung levofloxacin chbyi'\llhfyhg bénh
nhén khdng ¢é lua chon didu trj khac thay thé. W

- Viém xoang cip tinh do vi khuin '

Do khang sinh fluoroquinolon, trong doé ¢é levofloxacin lién quan dén phan ng co hai
nghiém trong {xem muc Canh béao va thén trong) va viém xoang cép tinh do vi khuén & mot
s& bénh nhan co thé tu khoi, chi nén str dung levofloxacin cho nhitng b&énh nhan khong ¢6 lya
chon didu trj khac thay thé.

6. Nén ding thudc nay nhw thé nio va lidu lwrong?
Ngwdi lon ¢6 chire nding thian binh thudng (thanh thai creatinin > 50 ml/phat):

1
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- Viém phéi méc phai trong cdng ddng: ubng 500 mg mdi ngay mot hoiic hai lan trong 7 dén
14 ngay.

- Nhidm khuin da va phin mém: udng 500 mg mdi ngay mét hodc hai 1an trong 7 dén 14
ngay.

- Dot nhidm khuén cip cta viém phé quan man tinh: ubng 500 mg mdi ngay mot 1n trong 7
dén 10 ngay.

- Viém xoang cip tinh do vi khudn: udng 500 mg mdi ngay mot lan trong 10 dén 14 ngay.
Lidu dung trén bénh nhin ngwdi 1én bi suy than (d6 thanh thai creatinin < 50 ml/phut)

- HE 56 thanh thdi creatinin 20 — 49 ml/phir: ding lidu khoi ddu 500mg trong 24 gidy v sau
dé dung lidu duy tri 250mg trong 24 gidy, thoi gian didu trf tir 7 — 10 ngay.

- H¢ 56 thanh thai creatinin 10— 19 ml/phur (bénh nhdn thim phan mdu); ding lidu khoi dau
500mg trong 24 gid va sau d6 dung lidu duy tri 250mg trong 48 gid, thdi gian diéu trl tr 7 —
10 ngay.

Nhirng déi twong diic biét:

- Khéng can chinh lidu déi véi bénh nhén suy chirc ning gan.

- Sir dung cho tré em: Tinh an todn va hidu qua thube khi sit dung cho tré em dudi 18 tudi
chua duge xéc dinh. Cac thude nhom quinolon, bao gdm levofloxacin, gay ra bénh khop va
bénh thodi hda xwong sun & cAc con vat con non cla | 56 loai.

- Str dung cho ngudi gia: Levofloxacin duge bidt 14 bai tiét qua thén va mire d6 nguy hiém
clia cac phan g phy ¢o thé ting 1én & nhitng bénh nhén bi suy chire ning thin. Do cic bénh
nhan 1on tu01 thudmg bi suy giam chuc néng thén, nén thén trong trong viée lya chon lidu
ding va t&t nhit 1a phai theo doi chirc ning thin. Cic théng sd vé duge ddng hoc cua
Levofloxacin & ngudi gid phit hop véi cde thong sb nhan thdy & ngudi khée manh binh
thuong.

Cach dung:

- Vién thude Levofloxacin cén dugc nudt tron, khong nghién nat, véi mot lugng nude vira du.
Thudc ¢6 thé ubng trong blva an holic gitta hai bira &n.

- Nén ding thudc 2 gity trirde hodic sau khi ding thude khang acid (antacid) c¢6 chira Mg, Al
cde sucralfat, thube ¢é chira cc ion kim loai nhu sat (I'e), cac ché phém da vitamin ¢¢ chira
k&m (Zn), thudc tri d4i thao dudng.

7. Khi nao khong nén ding thube nay?

- Trén bénh nhén ting min cam (di tng) v&i levofloxacin, cdc quinolon khéc hoidic véi bét ol
t4 duge nao cia thube.

- Trén bénh nhén dong kinh. n _

- Trén bénh nhén ¢6 tién st dau gan co lidn quan véi viée st dung ﬂuoro&[_@‘ﬁlon/'

) L 8 P4

8. Tac dyng khdng mong mudn:

Thuong gdp: ADR > 1/100

Tiéu hoa: Budn ndn, ia chay.

Gan: Tang enzym gan.

Than kinh: Mat nga, dau dau.

It gdp 1/100 > ADR > 1/1000

Thin kinh: Hoa mét, cang thang, kich dong, lo ling

Tiéu hod: Pau bung, ddy hoi, khé tidu, nén, tdo bon.

Gan: Tang bilirubin huyét.

Tiét niéu, sinh duc: Vidm &m dao, nhiém nAm candida sinh duec.
Da: Ngtra, phat ban

Hiém gdp, ADR < 1/1000

Tim mach: Tang hodc ha huyét ap, loan nhip
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Ti€u hoa: Viém dai trang mang gia, kh6é mi¢ng, viém da day, pht‘l lui

Co xuong-khép: Dau khop, yeu co, dau co, viém tuy xuong, viém gan Achille.
Than kinh: Co giét, gifc mo bét thudng, trdm cam, rbi loan tam than

Di irng: Pht Quinck, choang phan vé, hdi chimg Stevens-Johnson va Lyelle.

9, Nén tranh dung nhimg thudc hodic thye phim gi khi dang si dung thude?

Khéng ¢6 sy tuong tac ¢6 ¥ nghia véi thie an.

Antacid, sucralfat, ion kim loai, multivitamin: Khi str dung déng thori ¢o thé lam giam hé‘lp thu
levofloxacin, cin ubng céc thudc nay céch xa levofloxacin it nhét 2 gid.

Theophylin: Mét sb nghién ctru trén ngudi tinh nguyén khoe manh cho thiy khéng c6 trong
tac. Tuy nhién, do ndng dd frong huyet tuong va AUC theophylin thudng bi tang khi sir dung
dong thoi véi cde quinolon khéc, van cin giam sat chit ché ndng do theophylin va hidu chinh
liéu néu cin khi str dung ddng th&i voi levofloxacin.

Probenecid va cimetidin _

Probenecid va cimetidin ¢6 mot sir anh hudng dang ké 18n nhau vé& s thai trir levofloxacin.
Nong 6 thai trir cua levofloxacin khi ding cling véi cimetidin va probenecid giam lan luot
xudng con 24% va 34%. Néng d6 thai trir giam 14 do probenecid v& cimetidin ¢6 kha nang
ngin chan su bai tiét & éng than levofloxacin. Tuy nhién, & céc thi nghiém trong nghién cttu
ndy, khéng c6 ¥ nghia trén 1am sang.

Thubdc chdng dong khang vitamin K

Thoi gian dong mau (PT/INR) va/hodc chay mau, co thé nghiém trong, di dugc béo cdo &
nhimg bénh nhan duge diéu tri levofloxacin két hop véi thude chéng dong khang vitamin K.
Do d6, ¢in theo ddi that cin than & nhimg bénh nhén dang didu tri bing thubc chéng dong
khang vitamin K.

Thubdc kéo dai khoang QT

Levofolxacin, cling nhu cac fluoroquinolon khéac, nén sir dyng thén trong ¢ nhiimg bénh nhan
sir dung thude kéo dai khodng QT (vi dy thudc chdng loan nhip tim IA va III, thube chéng
trdm cam 3 vong, macrolid, thudc chéng loan than).

Warfarin: Do d& c6 théng bao warfarin ting tdc dung khi dung cung voi levofloxacin, cén
gidm sat cac chi 8§ v& dong méu khi sir dung dong thoi hai thude nay.

Cyclosporin, digoxin: Tuong tac khong ¢6 y nghia 1am sang, do d6 khong can hidu chinh ligu
cac thude ndy khi dung ddng thdi vai levofloxacin.

Céc thude chong viém khong steroid: C6 kha ndng lam tdng nguy co kich thich TKTW va co
giat khi ding ddng thai voi levotloxacin.

Céc thude ha dudmg huyét: Ding ddng thoi véi levofloxacin ¢6 thé 1am tang nguy co rdi loan
dudng huyét, can glam st chat ché.

Levofloxacin 1am giam tac dung cua BCG, mycophenolat, sulfonyluré, vic xin thuong han.

10. Cén lam gl khi m{t Iin quén khéng dung thube?
Bénh nhén nén uong lidu thude da quén ngay khi nh¢ ra. Néu gin t&i thoi glan g 1igh tiép

theo, hdy bd qua Jidu quén ding, va udng lidu tiép theo nhir binh thudng. Khon\gjwng cung
lae 2 lidu.

11, Cin bio quén thude nhw thé nao?
Gift thubce & nhidt do dudi 30°C

12. Nhitng ddu hiéu va tri¢u chirng khi dung thube qua lidu:

Theo céc nghién ctru vé ddc tinh trén dong vt, céc dau hidu quan trong nhét ¢6 thé thiy sau
khi qua lidu levofloxacin ¢dp tinh 12 cdc tridu ching cha hé than kinh trung wong nhu 16 14n, 0
tal, ro1 loan tri gidc va co giat kiéu dong kinh.
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13. CAn ph&i lam gi khi ding thube qua lidu khuyén cdo?

Néu xay ra qué liéu ¢6 ¥ nghia, nén diéu tri triéu chimg. Thim phin mau, bao gdm thim phén
mang bung va CAPD (tham phan mang bung lién tuc luu dong), khéng co hi¢u qua thai tru
levofloxacin khéi co thé. Khong c6 thudc giai ddc dic hiéu. Néu udng qud liéu, co thé xay ra
cac phan tmg ti€u héa nhu budn ndn va &n mon niém mae. Nén ria rudt va ding thude khéng
acid dé bao vé niém mac da day.

14. Nhitng diéu cén than trong khi ding thude:

- Céc phan ung ¢6 hai nghiém trong ¢6 kha ning khéng héi phuc va géy tan tét, bao gdm
viém gn, dirt gan, bénh 1y thin kinh ngoai bién va cée tic dung bt loi trén than kinh trung
wong.

- Cac khang sinh nhém fluorequinelon ¢é lién quan dén cdc phan tmg ¢6 hai nghiém trong c6
kha nang gdy tan tit va khong hoi phuc trén cdc hé co quan khée nhau cia co thé. Cac phan
ung nay ¢ thd xuét hién ddng thoi trén cimy bénh nhan. Céc phan tmg cé hai thuong duge
ghi nhén gom viém gén, dut gan, dau khop, dau co, bénh ly thdn kinh ngoai vi va cdc bt loi
trén hé thong than kinh ngoagi vi va cac bdt 1oi trén hé thong thén kinh trung vong (dc gic, lo
au, trim cam, mat ngi, dau dau nang va lu 1an). Céc phén Ung ndy ¢o thé xay ra trong vai gid
dén vai tudn sau khi sir dung thudc. Bénh nhén & bat ky tudi nao hodc khong ¢6 yéu td nguy
co tOn tai tir trude déu ¢6 thé gap nhitng phan tng ¢6 hai trén.

- Ngimg st dung thude ngay khi ¢6 ddu hidu hodc tri¢u ching dau tién ctia bat ky phan img
¢é hai nghiém trong nao. Thém vao do, tranh st dung cac khang sinh nhom fluoroquinolon
cho cac bénh nhan da timg gdp cac phan tng nghiém trong lién quan dén fluoroquinolon,

- Cén duy tri ché d6 ubng nude diy du khi sir dung Levofloxacin, dé tranh viée tao nbng dd
qué cao trong nude tidu,

- Cén than b1 v6i bénh nhén bi suy thin ¢in theo doi [Am sang va thue hién ddy du cic xét
nghiém {rudce va trong khi tr1 11u, vi sy bai tiét levofloxacin cé thé bi suy giam. Néu cin thiét
phai didu chinh lidu ding d6i véi nhitng bénh nhan bi suy chizc ning thin (cé hé sb thanh thai
creatinin < 50 ml/phut).

- Trong sudt thoi gian didu tri, tranh tlep xt¢ truc tiép véi 4nh sdng mat trod hay tia tor ngoai,
vl dd c6 bdo cdo vE vige xay ra mot sb phén vng ¢6 hai (tir vira phai dén nang) do 4nh séng
gdy ra & mot s& bénh nhan (dudi 0,1%). Cin ngung ri liéu néu xay ra tinh trang ddc tinh do
anh sang (thi du phat ban & da).

- Ciing nhur cac thude nhém quinolon khic, cn than khi sir dung levofloxacin & nhitng bénh
nhédn d duge biét trude hay nghi ngdr ¢ r6i loan hé than kinh trung wong ¢6 thé dén dén co
oit / lam ha thip ngudng co giat khi xuét hién c6 cac yéu td nguy hiém (thi du nhu suy chic
néng than).

- Tiéu chay, dac biét 1a tiéu chay ning, dai ddng v/hodc ¢6 mau, trong va sau kh1 dle}l tri
levofioxacin, ¢6 thé 14 triéu chimg ctia viém dai trang gia mac do Cfos;‘mdmm/dzmaie/ Néu
nghi viém dai trang gia mac, phai l8p tirc ngung dung levofloxacin. AN

- Viém gén, han hiru duge nhan thiy véi quinolon, déi khi ¢6 thé din dén dit gan-dac biét la
gén got (gén Achilles). Téc dung kKhong mong mudn nay x&y ra trong vong 48 gio sau khi bit
dau didu tri va ¢6 thé xay ra cd hai bén. Bénh nhén Ion tudi d& bi viém gin hon. Nguy co dirt
gan co thé gia tang khi ding chung véi corticosteroid. Néu nghi viém gan, phai 1ap tirc ngung
diéu tri levofloxacin va phai dé cho gan dang ton thuvong duge nghi ngoi.

- Cling nhu c4c khéng sinh khée, st dung levofloxacin, nhét 13 ding kéo dai, ¢6 thé lam cho
cac vi sinh vat khang thude phat trién. Cn thiét phai dénh gia tinh trang bénh nhan lap lai
nhidu 14n. Néu xay ra bdi nhiém trong khi diéu tri, nén ap dung cée bién phap thich hop.
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- Bénh nhén bj thiéu hoat tinh enzym glucose-6-phosphat dehydrogenase tiém 4n hodc thét su
dé gip phan Gng tan huyét khi diéu tri vai cac thude khdng khuan quinolon. Can xét dén kha
ning nay khi dung levofloxacin.

15. Khi ndo c¢éin tham vén bac sy, dwge si?

Bénh nhén nén thong bdo cho bic s§ nhimg tic dung khéng mong mudn gap phai khi dimg
thude.

Néu cin thém thdng tin xin hdi ¥ kién bac s§ hodc diroc si.

16. Han ding cta thude: )
36 thang ké tir ngay san xuvét.

17. Tén, dia chi, biéu tweng (néu ¢6) clia co so san xuft:
PT, PERTIWI AGUNG

JI. DDN, Desa Sukadanau, Cibitung, Bekasi — Indonesia.,

18. Ngay xem x¢ét sira doi, cip nhat lai ndi dung hwéng din si dung thude:
05/07/2017

HUGNG DAN SU DUNG THUOC CHO CANBO Y TE

1. Cac déc tinh dwge hue hoe:

Levofloxacin la mdt khang sinh tbng hop ¢6 phd rong thude nhém quinolon (dan chét
fluoroquinolon). Ciing nhu cac fluoroquinolon khae, levofloxacin co tac dung digt khuén do
trc ché enzym topoisomerase II (DNA-gyrase) vihodc topoisomerase 1V 1a nhitng enzym
thiét yéu ctia vi khudn tham gia xtic tac trong qua trinh sao chép, phién ma va tu sta DNA
clia vi khuén. Levofloxacin 12 ddng phén 5-(-)-isomer cua ofloxacin, n6 ¢o tic dung diét
khudn manh gép 8 ~ 128 14n so v6i ddng phan D-isomer va téc dung manh gip khoang 2 lan
so véi ofloxacin racemic. Levofloxacin, ciing nhu cée fluoroquinolon khac 13 khéang sinh pho
rdng, c6 tac dung trén nhidu ching vi khuan Gram 4m va Gram duong. Levofloxacin (cling
nhu sparfloxacin) ¢6 tac dung trén vi khuén Gram dwong va vi khudn ki khi tét hon so véi
cac fluoroquinolon khde (nhwr ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin),
tuy nhién levofloxacin va sparfloxacin lai ¢6 tac dung in vitro trén Pseudomonas aeruginosa
yéu hon so véi ciprofloxacin.

Phd téc dung:

Vi khuén nhay cam in vitro va nhidm khuan trong 1am sang:

Vi khudn uva khi Gram Am: Enterobacter cloacae, E.coli, H. influenza, H. pargiffluenzde,
Klebsiella prneumonia, Legionalla preumophila, Moraxella catarrhalis, Proteué\Hz’rdﬁilis,
Pseudomonas aeruginosa. Vv

Vi khudn khic: Chlamydia preumonia, Mycopasma preumonia.

Vi khuén wa khi Gram duong: Bacillus anthracis, Staphylococcus coagulase dm tinh nhay
cam methicilin, Strepiococcus pneumoniae.

Vi khuén ki khi: Fusobacterium, Peptostreptococcus, Propionibacterium.

Céc loai vi khuén nhay cam trung gian in vitro:

Vi khudn wa khi Gram duong: Enferococcus faecalis.

Vi khuén ki khi: Bacteroides fragilis, Prevotella.

Céc loai vi khuén khang levofloxacin:

Vi khudn wa khi Gram dwong: Enterococcus faecium, Staphylococcus aureus meti-R,
Staphylococcus coagulase dm tinh meti-R
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Khéng chéo: In vitro, ¢6 khang chéo gitra levofloxacin va céc fluoroquinolon khic. Do co ché
tdc dung, thuong khong cé khang chéo giira lovofloxacin va cac khang sinh khac.

2. Cac dic tinh dwge dgng hoe:

- Hép thu: sau khi udng, levofloxacin duge hép thu nhanh. Sinh kha dung tuyét dbi vao
khoéng 100%. Thiic #n it anh huéng dén sy hép thu levofloxacin.

- Phén bd: Khoang 30-40% levofloxacin gin véi protein huyét thanh. Trang thai ndng @ én

dinh dat dwoe trong vong 3 ngdy. Thude thim nhép t6t vio md xuong, dich ndt phong, va mb
phdi, nhung kém vao dich nio tiy.

- Chuyén hoé: Levofloxacin duge chuyén héa rit thip, hai chét chuyén héa chidm < 5%
fugng duge bai tiét trong nude tidu.

- Thai trir: Levofloxacin dugc thai trir khoi huyét twong tuong ddi cham (T1/2: 6-8 git). Bai
tiét chi yéu qua than (> 85% liéu dung). Khi bi gidm chitc nang thén, si thai trlr va thanh thai
& thin giam di, va thoi gian béan thai tang l&n (v4i d§ thanh thai creatinin trong khodng 20-40
ml/ phut, T1/2 & 27 gid).

3. Chi dinh:

Levofloxacin duge chi dinh dé didu tri cdc trudng hop nhidm khuin do c4c vi khudn nhay
cam véi levofloxacin giy ra sau day:

- Viém phdi méc phai trong cong dong.

- NhiZm khudn & da va phan mem.

- Nhiém khuan dudmg tiét nidu khong phire tap

Do khang sinh fluoroquinolon, trong dé ¢é levofloxacin lién quan dén phan tng c6 hai
nghiém trong (xem muc Cénh bo va than trong) va nhidm khudn duwdng tiét nidu khéng phire
tap & mot 6 bénh nhan co6 thé tu khoi, chi nén si dung levofloxacin cho nhimng bénh nhén
khong co Ira chon didu tri khéc thay thé.

- Dot nhidm khuén ¢dp cia viém phé quan man tinh '

Do khang sinh fluoroquinolon, trong do co levofloxacin lién quan dén phan tng c6 hai
nghiém trong (xem muc Canh bdo va thin trong) va dot nhiém khudn ¢ép cna viém phé quan
man tinh & mdt s& bénh nhan cé thé tu khoi, chi nén st dung levofloxacin cho nhimg bénh
nhan khong ¢6 lra chon diéu tri khac thay thé.

- Viém xoang cép tinh do vi khudn '

Do khang sinh fluoroquinolon, trong dé ¢é levofloxacin lién quan dé€n phan tmg c6 hai
nghiém trong (xem muc Canh bdo va thin trong) va viém xoang cép tinh do vi khudf, & mét
s& bénh nhén ¢6 thé tir khoi, chi nén st dung levofloxacin ¢ho nhimmg bénh nhén kﬁ&:{'g51 c_;f’)’"'lua
chon diéu tri khéc thay thé. v

4, Lidu lwgng va cach dung:

Ngwdi lom ¢6 chire niing thin binh thwdng (thanh thai creatinin > 30 ml/phut):

- Viém phdi mée phai trong cOng ddng: udng 500 mg mdi ngay mdt hojc hai 14n trong 7 dén
14 ngay

- Nhiém khudn da va phén mém: uéng 500 mg mdi ngay mdt hode hai lan trong 7 dén 14
ngay.

- Pot nhifm khufn cip cta viém phé quan man tinh: ubng 500 mg mdi ngay mét 1an trong 7
dén 10 ngay.

- Vigm xoang cp tinh do vi khudn: ubng 500 mg m&i ngdy mét lan trong 10 dén 14 ngay.
Li¢u diing trén bénh nhin ngwdi 16m bi suy thin (d thanh thai creatinin < 50 ml/phut)

6
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- Hé §6 thanh théi creatinin 20 — 49 ml/phit: dimg lidu khéi ddu 500mg trong 24 git va sau
do dung lifu duy tri 250mg trong 24 gid, thoi gian diéu trj tir 7 — 10 ngay.

- H¢ 50 thanh thai creatinin 10 — 19 mi/phit (bénh nhdin thim phdn mdu): ding lidu khoi ddu
500mg trong 24 gi¢r va sau d6 ding lidu duy tri 250mg trong 48 gid, thoi gian didu tri tr 7 —
10 ngay.

Nhirng ddi twong dgc bigt:

- Khéng can chinh lidu di vdi bénh nhén suy chire ning gan.

- Str dung cho tré em: Tinh an toan va higu qua thude khi st dung cho tré em dudi 18 tudi
chua duge xédc dinh. Cac thube nhém quinolon, bao gém levofloxacin, gly ra bénh khép va
bénh thoai héa xurong sun & cic con vét con non cia 1 s loai.

- Sir dung cho ngudi gia: Levofloxacin duoce biét 13 bai tiét qua than va mue do nguy hidm
cla cdc phan tmg phu c6 thé tang 1én & nhitng bénh nhén bi suy chire ning than. Do cic bénh
nhan 16n tudi thudng bi suy giam chic ndng thdn, nén thén trong trong viée lua chon lidu
diing va tdt nhit 14 phai theo ddi chic ning than. Céc thong s6 v& duge dong hoc cla
Levofloxacin & ngudi gia phd hop véi céc théng s§ nhin thdy & ngudi khée manh binh
thudng.

Cach dung:

- Vién thude Levofloxacin cin duge nubt tron, khong nghién nat, voi mdt luwgng nude vira da.
Thude 6 thé udng trong bita an hodc giita hai bira in,

- Nén ding thudc 2 gior trude hoie sau khi dung thudc khang acid (antacid) cé chira Mg, Al,
cac sucralfat, thudc ¢ chira cde ion kim loai nhu sat (Fe), cac ché phém da vitamin co chira
k&m (Zn), thude trj dai thdo dudng.

<P Chong chi dinh

- Trén bénh nhén tang mén cam (di tng) voi levofloxacin, cic quinolon khic hogc véi bt ot
ta duge nao cia thude.

- Trén bénh nhin ddng kinh.

- Trén bénh nhan ¢6 tién sir dau gan co lién quan véi vide str dung fluoroquinolon.

6. Cinh bao diic biét va than trong déc biét khi sir dung:

- Céc phan ung 6 hai nghiém trong c¢é kha nang khong hdi phuc va gy tan tat, bao gdm
viém gan, dit gan, bénh 1y thin kinh ngoai bién va céc tic dung bét loi trén than kinh trung
uong.

- Cac khéng sinh nhém fluoroquinolon ¢6 lién quan dén cac phan ng ¢6 hai nghi€m trong ¢6
kha niing gy tan tit va khong héi phue trén cac hé co quan khéc nhau ctia co thé. Céc phan
ng ndy c6 thé xuét hién dong théi trén ciing bénh nhén. Cac phén ng ¢6 hai thuomg duoc
ghi nhén gom viem gan, dut gan dau khop, dau co, bénh ly than kinh ngoai vi va céc bt lgi
trén hé théng than kinh ngoal vi va cdc bét 1ol trén hé théng thin kinh trung wong (2o giac, lo
au, trAm cam, mét ngt, dau diu ning va lu lan). Cac phan tng nay c6 thé xay ra trcmé\zdl gity
dén vai tudn sau khi sir dung thudc. Bénh nhan & bit k¥ tudi nao hodc khéng c6 yeﬁ h} ngwy
co tdn tai tir trudre ddu 6 the gap nhitng phan @mg ¢o hai trén. s g

- Ngung st dung thube ngay khi ¢6 dau hiéu hodc triéu chimg dau tién clia bat ky phan img
¢6 hai nghiém trong nao. Thém vao do, tranh sir dung cac khang sinh nhom fluoroquinolon
cho céc bénh nhén di timg gdp cdc phéan ung nghiém trong lién quan dén fluoroquinolon.

- Cin duy tri ché 46 uong nude diy dn khi st dung Levofloxacin, @ trdnh viéc tao nong do
qué cao trong nudc tidu.

- Cén thén d6i v6i bénh nhan bi suy thén can theo d6i 1am sang va thyc hign day di cac xet
nghiém trude va trong khi tri ligu, vi sy bai tiét levofloxacin c6 thé bi suy giam., Néu cén thiét
phéi diéu chinh liéu ding d6i véi nhimg bénh nhan bi suy chire ndng than (¢ hé s6 thanh thai
creatinin < 50 ml/phut).
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- Trong sudt thoi glan didu tr, tranh tlep xue true tlep v¢i anh séng mét troi hay tia tr ngoai,
vi dé c6 bdo cdo v€ viée xay ra mot s06 phan tmg c6 hai (tir vira phai dén ning) do 4nh sdng
ghy ra & mot s6 bénh nhan (dudi 0,1%). Can ngung tri 1iéu néu xay ra tinh trang ddc tinh do
anh sang (thi dy phat ban & da).

- Cing nhw cac thudc nhém quinolon khac, cén than khi sir dung levofloxacin & ‘nhitng bénh
nhin di duge biét trude hay nghi ngd ¢ rdi loan hé than kinh trung wong ¢6 thé din dén co
giat / 1am ha thip ngudng co giat khi xudt hién ¢6 cée yéu t6 nguy hiém (thi dy nhu suy chire
nang than).

- Tidu chay, dac biét 14 tiéu chay ning, dai ding va/hosc ¢6 mau, trong va sau khi didu tri
levofloxacin, ¢6 thé 14 triéu chimg ctia viém dai trang gia mac do Clostridium difficile. Néu
nghi viém dai trang gi4 mac, phdi 1ap ti¢ ngung ding levofloxacin.

- Viém géan, han hiru duge nhén thiy voi quinolon, dé1 khi co thé din dén dut gan, ddc biét la
gén got (gén Achilles). Téc dung khong mong mudn nay xay ra trong vong 48 gio sau khi bt
dau diéu trj va c6 thé xay ra ca hai bén. Bénh nhén 16n tudi d& bi viém gin hon. Nguy co din
gén co thé gia ting khi ding chung véi corticosteroid. Néu nghi viém gan, phai 1ap tie ngung
didu tri levofloxacin va phai d& cho gin dang ton thuong duge nghi ngoi.

- Ciing nhur céc khéang sinh khac, st dung levofloxacin, nhét 1a ding kéo dai, ¢é thé lam cho
céc vi sinh vAt khang thudc phat trién. Can thiét phai danh gi4 tinh trang bénh nhéan Ep lai
nhiéu 14n. Néu xay ra boi nhiém trong khi diéu tri, nén dp dung céc bién phdp thich hep.

- Bénh nhén bj thiéu hoat tinh enzym glucose-6- phosphat dehydrogenase tiém 4n hodc thit su

d& gip phan (ng tan huyét khi didu tri véi cae thude khang khudn quinolon. Can xét dén kha
ning nay khi dung levofloxacin.

7. St dung thude cho phu nir ¢6 thai va cho con bii:

Khoéng dung levofloxacin cho phu nft ¢é thai.

Chua do duge ndng dd levofloxacin trong sita me, nhung ¢fin ¢ vao kha ning phin bb vao
stta ciia ofloxacin, ¢6 thé du doan ring levofloxacin ciing dwgce phin bb vao stra me. Vi thude
¢6 nhidu nguy co tén thuong sun khép trén tré nho, khong cho con b khi dung levofloxacin.

8. Anh hudng 18n khA ning Idi xe va viin hinh may méc:
Levofloxacin ¢6 thé gly nhimg tac dung khéng mong mubn nhu U tai, chéng mat, budn ngd

va rdi loan thi gidc, ¢6 thé trd thanh mdt nguy co trong nhitng trudmg hep nhu 14i xe hode van
hanh may.

9. Twong tic thudce:

Khéng ¢é sy twong tac ¢ y nghia voi thire dn.

Antacid, sucralfat, ion kim loai, multivitamin: Khi st dung dﬁmg thevi ¢6 thé 1am gisdm hip thu
levofloxacin, can uong c4c thude nay cach xa levofloxacin it nhat 2 gid.

Theophylin: Mt s6 nghién ciru trén ngudi tinh nguyén khoe manh cho thiy khong EQ tuong
tdc. Tuy nhién, do ndng do trong huyet Jfuong va AUC theophylin thudmg bi tangfk\h r dung
dong thoi voi cde quinolon khac, van can giam sat chdt ch® nong d theophylin va g [/h;rnh
lidu néu cin khi str dung déng thdi véi levofloxacin.

Probenecid va cimetidin

Probenecid va cimetidin ¢d mdt sy dnh huong dang ké 18n nhau vé& sy thai trir levofloxacin.
Nong d6 thai trir ciia levofloxacin khi ding cling v6i cimetidin va probenecid giam lan luot
xubng con 24% va 34%. Nong do thai trir giam 12 do probenecid va cimetidin ¢6 kha niing
ngan chin su bai tiét & dng than levofloxacin, Tuy nhién, & cic thi nghiém trong nghién ctru
nay, khong c6 y nghia trén 1dm sang.

Thube chdng déng khang vitamin K
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Thii gian ddng méu (PT/INR) vi/hodc chay méu, ¢6 thé nghiém trong, dd duge bao cdo &
nhitng bénh nhén duge didu tri levofloxacin két hop véi thude chéng dong khang vitamin K.
Do d6, chn theo d6i thit cln than & nhitng bénh nhin dang diéu tri bﬁng thubc chéng déng
khéng vitamin K,

Thuéce kéo dai khoang QT

Levofolxacin, cling nhu ¢édc fluoroquinolon khéac, nén sir dung thén trong & nhitng bénh nhén
sir dung thude kéo dai khoang QT (vi du thube chéng loan nhip tim IA va I, thudc chéng
trAm cam 3 vong, macrolid, thude chéng loan than).

Warfarin: Do dé ¢6 thong béo warfarin tang tac dyng khi dung cling voi levefloxacin, cén
gidm sat cdc chi sb v& dong méu khi sir dung ddng thoi hai thubc nay.

Cyclosperin, digoxin: Tuong tac khong ¢6 y nghia Jam sang, do do6 khong can higu chinh lidu
céc thube nay khi ding dbng thori véi levofloxacin.,

Céc thube chdng viem khong steroid: C6 kha ning 1am ting nguy co kich thich TKTW va co
gisit khi diing ddng thoi véi levofloxacin,

Céc thube ha dudng huyét: Ding ddng thdi véi levofloxacin b thé lam ting nguy co rdi loan
dudng huyét, cdn giam sat chit ché.

Levofloxacin lam giam tac dung ciia BCG, mycophenolat, sulfonyluré, vic xin thirong han.

10. Téc dung khong mong muén:

Thirong gdp: ADR > 1/100

Tiéu hod: Budn ndn, ia chay.

Gan: Tang enzym gan.

Thin kinh: Mt ngt, dau dau.

Ir gdp 17100 > ADR > 1/1000

Than kinh: Hoa mét, cang théng, kich dong, lo léng

Tiéu hod: Pau bung, dé‘iy hot, kho tiéu, ndn, tdo bdn.

Gan: Ting bilirubin huyét.

Tiét niéu, sinh dyc: Viém 4m dao, nhiém ném candida sinh duc.

Da: Ngtra, phat ban

Hiém gdip, ADR < 1/1000

Tim mach: Tang ho#c ha huyét ap, loan nhip

Tiéu hod: Viém dai trang mang gid, khd miéng, viém da day, phu ludi

Co xuong-khép: Pau khép, véu co, dau co, viém tuy xuong, viém gin Achille.
Thén kinh: Co giét, gifc mo bét thudng, trAm cam, rbi loan tdm thén

Di tmg: Phu Quinck, choang phan v€, héi chirng Stevens-Johnson va Lyelle.

11. Qua litu va cdch X tri;

Theo céc nghién ctru vé dgc tinh trén dong vét, cac déu hidu quan trong nhit cénthé thiy/sau
khi qua lidu levofloxacin cép tinh 13 cac triéu chimg cia he than kinh trung ucfr\]g&nhu iaddn, o
tai, 01 loan tri gidc va co giat kiéu dong kinh. Néu xay ra qua lidu ¢6 ¥ ng‘nm hen didu tri
triéu ching. Thim phén méu, bao gdm thim phan mang bung va CAPD (tham an mang
bung lién tyc luu ddng), khdng cd hi¢u qua thai trir levofloxacin khoi co thé. Khéng ¢ thudce
giai doc dac hiéu. Néu ubng qué lidu, c6 thé xay ra céc phan trng ti€u héa nhu budn nén va dn
mon niém mac. Nén rta rudt va diing thude khéng acid d& bao vé niém mac da day.

12. Diéq ki¢n bio quin:
Giir thude & nhiét do dusi 30°C.

13. Hyn dung: ’
36 thang ké tr ngay san xut.
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14. Tén, dja chi ciia co' s& san xudt:
PT. PERTIWI AGUNG
JI. DDN, Desa Sukadanau, Cibitung, Bekasi — In sia.

(
TUQ.CUC TRUONG
P.TRUONG PHONG
Pham %%ﬂ Yiin Hamk
(
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