LEQUIN

Rx (LEVOFLOXACIN 0,5%)
THUGC BAN THEO BON DUNG DICH NHO MAT

THANH PHAN: M3i chai 5ml chifa:

+ Hoat chat chinh: Levofloxacin.. ..25mg.

« Té duge: Benzalkonium clorid, natri clorid, acid hydrocloric 1N, nuc cat.

CHI DINH:

« Nhigm khu&n & mat do cac chling vi khudn nhay cdm véi levofloxacin, viém b
mi, viém tai 18, leo, viém k&t mac, viém sun mi, viém giac mac, loét giac mac.

o Dy phong trudc va sau khi phau thuat mét.

CHONG CHi BINH:

« Ngudi ¢ tién sii qua man véi levofloxacin, véi cac quinolon khéc, hodc véi
bat ky thanh phan nao clia thudc.

+ Dong kinh, thigu hut G6PD, tién st bénh & gan co do mot fluoroguinolon.

¢ Tré em nhd hon 18 tudi.

LIEU LUGNG & CACH DUNG:

¢ Liéu thong thudng: 1 giot m&i mét x 3 14n/ngay.

o Liéu dung c6 thé thay déi theo triéu chiing clia bénh.

Luu y khi si dung:

+ Day chdt ndp sau khi dung.

+ Khong cham dAu ndt trong clia chai thudc truc tiép vao mét, dé tranh nhigm
bén thudc.

TAC DUNG KHONG MONG MUON:

+ Dy kién cac tac dung khdng mong mun co thé s& xuat hién trén khoang 10%
bénh nhan. Nhiing tac dung phu nay thudng dugc x&p vao loai nhe hoic trung
binh, thoang qua, va thudng bi han ché trén mét.

o i thudc c6 chita benzalkonium chlorid nén c6 thé gay kich (ng 6 mat.

¢ Cac tac dung khong mong mudn sau dy da dugc xéc dinh chdc chan, hodc
¢6 thé lign quan dén diéu tri da dugc bo céo trong céc thii nghiém Iam sang
va kinh nghiém sau khi luu hanh thudc nhd mat levofloxacin trén thi truting:

— R&i loan hé thdng mién dich:

+ Higm gdp (1/10.000 < ADR < 1/1.000): Céc phan (ing dj (ing ngoai mét,
bao gém ban da.

+ R4t hiém gip (ADR < 1/10.000), chua dugc biét dén (chua dugc danh gia
tir dit ligu co sdn): SBc phan vé.

- Rdi loan hé than kinh:

+ it gap (1/1000 < ADR <1/100): Dau dau.

— Rdi loan thi gidc:
+ Thudng gap (1/100 < ADR < 1/10): D6 mét, gidm thi lyc va sgi nhdy.
+ [t gap (1/1000 < ADR < 1/100): Mi mét thd rap, phil két mac, phan (ing
nhii k&t mac, phi mi mét, khd chiu 6 mat, nglia mat, dau mat, nang két
mac, khd mdt, dd mi mt, va nhay cdm &nh sang.
— Rdi loan hd hap, 16ng nguc va trung that:
+ 0t gap (1/1000 < ADR < 1/100): Viém mii.
+ Higém gép (ADR < 1/10.000), chua dugc biét dén (chua dugc danh gid tu
dit ligu c6 sén): Phu thanh quan.
Ghi chii: Thong béo cho bac sy nhiing tac dung khong mong mudn gép phai
khi sii dung thudc.
THAN TRONG:
¢ Khong tiém thudc vao mat.
o Cdc phan iing qua man: bénh nhan st dung quinolon c6 tdc dung toan
than, bao gdm levofloxacin, dd ¢6 bao cao v& phan (ng qudé man nghiém
trong va doi khi gy tif vong (phan V&), co thé xay ra ngay sau lidu dau
tign. Mot so phén (ng ¢ kem theo tinh trang truy tim mach, mat y thiic,
phu mach, (bao gém thanh quan, phi mat va hdu), can trg thong khi, kho
thd, ndi mé day va nglia. Ngimg thudc néu xay ra phan dng dj Ging véi
levofloxacin. C6 thé yéu cdu diéu tri cdp cliu ngay néu xay ra phan (ing
qué man cip tinh nghiém trong. Oxy va hd trg ho hdp nén dugc ding
nhu chi dinh Iam sang.
Su phat trién qua mifc ciia vi sinh vat dé khang khi st dung kéo dai:
Nhu céc thudc khdng khudn khéc, sii dung kéo dai c6 thé dan dén su phat
trién qua miic clia vi sinh vat khong nhay cam, bao gdm ndm. Néu c6 boi
nhiém, ngung sir dung va thay thé ligu phép diéu tri khéc. B4t cii khi nao
¢6 chi dinh clia danh gia lam sang, bénh nhan cdn dugc kiém tra voi su
hd trg md rong nhu kinh sinh hién vi,va nhudm huynh quang & nai thich hop.
Tranh mang kinh 4p trong: Khong nén deo kinh &p trong néu co cac dau
higu va trigu chiing clia viém k&t mac do vi khudn.
PHU N MANG THAI:
Chua c6 nghién ciu thich hop va c6 kiém soat ddy di & ngudi mang thai.
Chi duing thudc nay khi lgi ich cho me vugt hdn nguy co cho thai.
PHU NG CHO CON BU:
Nén ngling cho con bl khi diing thudc hodc ddi thudc khac.
LAI XE VA VAN HANH MAY MOC:
Thén trong vi thudc c6 thé lam giam thj lic.
TUGNG TAC THUOC: CAc nghién cliu vé tuong téc thudc cu thé cia thudc nho
mét Levofloxacin chua dugc tign hanh. Tuy nhién, mot s6 quinolon tac dung
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toan than 1am tang ndng do theophyllin trong huyét thanh, anh hutng dén
qué trinh chuyén héa caffein, 1am tang téc dung thudc chdng dong warfarin
duting uéng va céc dén xudt clia nd, va cé lign quan véi viéc ting thodng
qua creatinin trong huyét thanh & bénh nhan dang sii dung dong thoi véi
cyclosporin tdc dung toan than.

DUGC LUC HOC:

+ Levofloxacin Ia mot khang sinh t6ng hgp c6 phd rong thudc nhém fluoroguinolon.

Ciing nhu céc fluroquinolon khac, levofloxacin co tac dung diét khudn do

{ic ch& enzym topoisomerase |I(ADN — gyrase) va/hodc topoisomerase 1V

la nhiing enzym thiét yéu clia vi khudn tham gia xic téc trong qua trinh

sa0 chép, phién ma va tu siia ADN clia vi khudn.

Levofloxacin 12 déng phan L-isome clia ofloxacin, né c tac dung diét khudn

manh gdp 8 — 128 lin so v6i dong phan D — isome va tac dung manh

g4p khodng 2 Ian so véi ofloxacin racemic. Levofloxacin, cling nhu cac
fluoroquinolon khac 1a khéng sinh phé rong, c6 tac dung trén nhidu chiing

vi khudn Gram a4m va Gram duong. Levofloxacin (cling nhu sparfloxacin)

¢6 tac dung trén vi khuin Gram duong va vi khudn ki khi t6t hon so véi

cac fluoroquinolon khac (nhu ciprofloxacin, enoxacin, lomefloxacin, norfloxacin,
ofloxacin), tuy nhién levofloxacin va sparfloxacin lai c6 tdc dung in vitro
trén Pseudomonas aeruginosa y&u hon so vGi ciprofloxacin.

Phé tac dung:

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

— Vi khudn ua khi Gram &m: Enterobacter cloacae, E. coli, H. influenza,
H. parainfluenza, Klebsiella pneumonie, Legionalla pneumophila, moraxella
catarralis, Proteus mirabilis, Pseudomonas aeruginosa.

— Vi khudn khac: Chlamydia pneumoniae, Mycopasma pneumoniae.

- Vi khudn ua khi Gram duong: Bacillus anthracis, Staphylococcus aureus
nhay cam methicilin (meti-S), Staphylococcus coagulase am tinh nhay cam
methicilin, Streptococcus pneumoniae.

— Vi khudn ky khi: Flusobacterium, peptostreptococcus, propionibacterium.

Céc loai vi khuan nhay cam trung gian in vitro:

— Vi khudn ua khi Gram duong: Enterococcus faecalis.

— Vi khudn ki khi: Bacteroid fragilis, prevotelle.

Vi khudn ua khi Gram duong: Enterococcus faecium, Staphylococcus aureus

meti — R.

Khang chéo: In vitro, c6 khang chéo gidia levofloxacin va céc fluoroquinolon

khac. Do co ché tac dung, thuding khdng co khang chéo gilia levofloxacin

va cac ho khdng sinh khac.

Su dé khang vai levofloxacin in vitro la do dot bign ty phat, hiém khi xay

ra (khodng 10°dén 10™)
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DUGC BONG HOC:
¢ Nong do levofloxacin trong huy8t thanh dugc do trén 15 tinh nguyén vién
1a ngudi trubng thanh khoe manh & cac thdi diém khac nhau trong mot
ligu trinh 15 ngay diéu tri v6i thudc nhd mat levofloxacin. Nong dg trung
binh levofloxacin trong huy8t thanh 1 git sau khi dung thudc dao dong tir
0.86ng/ml 6 ngay thi nhat t6i 1-2,05ng/ml 6 ngay thd 15. Nong do trung
binh t6i da cao nhét 1a 2,25ng/ml do dugc 6 ngay thir 4 sau hai ngay dung
thudc cach 2 gid/lan véi tong lidu 1a 8 lidwngay. Nong do levofloxacin trung
binh t6i da ting tir 0.94ng/ml vao ngay thit nhat dén ngay tha hai, 15ng/ml
vao ngay thii 15, ndng do nay thap hon 1.000 Iin so véi ndng do da dugc
béo cao sau khi udng liéu chudn levofloxacin.

Nong do levofloxacin trong nutc mat do dugc trén 30 tinh nguyén vién

tribng thanh khde manh & thoi diém khéc nhau sau khi nhd mot liéu don

levofloxacin. Nong do levofloxacin trung binh trong nu6c mét dao dong tir

34,9 dén 221,1mg/ml trong khodng thai gian 60 phit sau khi sif dung liéu

don. Néng do trung binh trong nuéc mét do & thoi diém 4 va 6 gio sau

khi diing thudc 1a 17,0 va 6,6 mcg/ ml. Y nghfa 1m sang clia nhiing nong
d6 chua dugc bigt rd.

QUA LIEU - XU TRi: Qu4 liéu thuSc nho mét Levofloxacin 12 rat higm xay ra.
Triéu chiing qué liéu nhu tac dung khong mong mudn. Trudng hop qua liéu
¢4n rira mdt bang nu6c sach, &m. Diéu trj triéu ching.

QUI CACH BONG GOI: Hop 1 chai 5ml.

BAO QUAN: Noi kho, nhiét do khong qué 30°C, tranh anh sang.

HAN DUNG: 24 théng ké tif ngay san xudt (chua m& chai thudc).

Khong qua 15 ngay sau khi mé ndp.
TIEU CHUAN: TCCS
CHU Y: THUOC NAY CHi DUNG THEO BON CUA BAC SY
Khéng st dung thudc néu:

o Dung djch thuét bj bién mau, khéng trong suét.

¢ Chai thudt bi niit, mat nhan.

¢ Phai ngung ding thudc ngay va théng bao cho bac sy khi gdp nhiing
triéu ching di @ng.

¢ Doc ki hudng dan sir dung trudc khi ding. Néu cdn thém théng tin,
xin héi y kién bac sj.

+ DE xa tdm tay tré em.

¢ Khong dung thudc qua han ding ghi trén nhan.
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VIDIPHA
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CONG TY CO PHAN DUGC PHAM T.U VIDIPHA
184/2, L& Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446
San xuat tai chi nhanh

CONG TY CPDP TRUNG UONG VIDIPHA BiNH DUGNG
Khu ph8 Tan Binh, Phuéng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong
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