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LEVOFOXAXIME

Levofloxacin 0,5%
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THUGC NHO MAT

LEVOFOXAXIME

Levofloxacin 0,5%

Hop 1 lg 10ml
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LEVOFOXAXIME

Levofloxacin 0,5%

THUGE KE BON PRESCRIPTION ONLY
® cNG THUC: ® COMPOSITION /
Levofloxacin....0,5% (ki/it) Levofloxacin-085%
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Poc kj huéng dén sic dung trude khi dimg. Dé xa tam tay tré em.

1. Thanh phén cong thire thude:

Thanh phin hoat chit: Ham lwong
Levofloxacin (dudi dang Levofloxacin hemihydrat) 0,5%
Thanh phén td dwec: Acid boric, natri tetraborat, benzalkonium clorid, Vira da
nude cét pha tiém

2. Dang bao ché: Dung dich thudc nhé mat. Dung dich trong, khong mau hodc nga vang.

3. Chi dinh:

Didu tri cdc nhiém khuén mét nhu viém mi mét viém tai 18, viém mang két, viém gi4c mac,
loét giac mac gy ra boi céc ching vi khuén nhay cam.

4. Cich dung, liéu dung:

Neay thir nhat va thi 2: nho 1 dén 2 giot vao mét bi nhiém khuan cir mdi 2 gitr khi thic.
Khong nhé qua 8 14n trong mot ngay.

Ngay thir 3 dén ngay tha 7: nho 1 dén 2 giot vao mit bi nhiém khuén ¢t mbi 4 git khi thue.
Khong nhd qué 4 1an trong mdt ngay.

5. Chéng chi dinh:

Khong ding cho bénh nhan man cam véi Levofloxacin, cac khang sinh khac thuge nhom
quinolon, hodc man cim véi cac thanh phén ctia thube.

6. Canh bdo va thén trong khi dung thube

Ciing nhu céac thubc khang khuén khéc, st dung 14u ngdy c6 thé gay ra sy phat trién clia cic
chung vi khuin khong nhay cam khac, bao gdm ca nAm. Néu xay ra hién tugng nay, khong
nén sir dung thude va thay thé bing bién phap diu trj khac.

Bénh nhan khong nén deo kinh &p trong néu cé céc déu hiéu va triéu chimg cla viém mang
két.

Do ¢6 chta ta duge Benzalkonium clorid nén thén trong: Thubc 6 thé gay kich tng mét.
Trénh ding thudc khi sir dung kinh 4p trong mém. Néu sir dung kinh 4p trong thi bo kinh
truée khi nho thube va doi 15 phut 1di méi deo trd lai. San phim c6 thé 1am bién dbi mau
cua kinh ép trong.

7. St dung thude cho phu nir c6 thai va cho con bi
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Thoi ky mang thai: Chua c6 nghién ctru thich hop va co kiém soat diy do, & ngudi mang
thai. Chi ding thudc ndy trong thai ky khi l¢i ich cho me vuot hén nguy co cho thai.

Thoi ky cho con ba: Nén dung cho con bu khi ding thude hodc dbi thube khac.

8. Anh hwong ciia thudc 1én kha niing 14i xe, vAn hanh may moéc

Tac dung khong mong mudn clia thubc c6 thé anh huong 1én kha ning van hanh may méc,
13i tau xe, nguoi lam viée trén cao va cac trudng hop khéc. Than trong khi sir dung.

9. Twong tic, twong Ky cia thudce

9.1. Tuong téc

Céc nghién ctu vé tuong tc thubc cu thé voi thube nhé mat Levofloxacin chua dugc tién
hanh.

Nong d6 dinh ctia Levofloxacin trong huyét twong sau khi nhd mét thép hon it nhét 1000 ldn
so véi khi udng, do d6 twong tac thubc khi dung Levofloxacin theo duong toan than khong
c6 ¥ nghia khi dung Levofloxacin nho mit.

Néu sir dung ddng thoi vi céc thube nhé mét khac, nén nho 2 loai cich nhau it nhét khoang
15 phaut.

9.2. Tuong ky

Do khong c6 nghién ctru vé tinh twong ky cta thuc, khong tron 14n thude nay véi cac thube
khac.

10. T4c dung khéng mong mudn:

Cac tac dung khong mong mudn dugc ghi nhén 1a giam thi luc thodng qua, st, dau dau,
néng mét, dau mét, viém hong va s¢ anh sang (chiém 1-3 %). Céc phan tng khac nhur phan
tmg di tng, phit mét, kho mét va ngtra mit (dudi 1%).

“Théng bdo cho bdc s, duoc s7 tac dung khong mong mudn gdp phdi khi st dung thuée hodc
bdo cdo cdc phan ikng co hai cia thuéc vé Trung tam Thong tin thuéc va Theo ddi phan ting ¢
hai ciia thude.”

11. Qua lidu va cdch xir tri

11.1. Quid liéu:

Khong c6 dit lidu v& st dung thudc qua lidu, khong ding qué lidu chi dinh ciia thude.

11.2. Xik tri:

Trudng hop qua liéu can rira mét bang nude sach 4m. Pibu tri triéu ching.

12. Piic tinh dwoe lwe hoc:

Mi ATC: JOIM A12

Nhém duge ly:  Khang sinh nhéom quinolon
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Levofloxacin 13 mdt khang sinh tong hop ¢6 phd rong thudc nhém fluoroquinolon. Ciing nhur
céc fluoroquinolon khéc, levofloxacin c6 tac dung diét khuén do e ché enzym topoisomerase
II (AND-gyrase) va/hodc topoisomerase IV 1a nhiing enzym thiét yéu cua vi khuén tham gia
xtc tac trong qué trinh sao chép, phién ma va tu sira ADN cuia vi khuén. Levofloxacin 1a dong
phén L-isome ctia ofloxacin, n6 c6 tac dung diét khuén manh gép 8 - 128 14n so véi dong phan
D-isome va tac dung manh gép khoang 2 14n so véi ofloxacin racemic. Levofloxacin, cfing nhur
céc fluoroquinolon khac 1a khéng sinh phd rong, c6 tac dung trén nhiu ching vi khudn Gram
am va Gram duong.

Phé tdc dung:

- Vi khuén nhay cam in vitro va nhiém khuén trong 14m sang:

e Vi khudn wa khi Gram Aam: Enterobacter cloacae, E. coli, H. influenza, H.
parainfluenza, Moraxella catarralis, Proteus mirabilis, Pseudomonas aeruginosa.

o Vi khuén khac: Chlamydia pneumoniae, Mycopasma pneumoniae.

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

e Vikhuén ki khi: Fusobacterium, peptostreptococcus, propionibacterium.

- Céc loai vi khudn nhay cam trung gian in vitro:
e Vikhuén wa khi Gram dwong: Enterococcus faecalis.
e Vi khuin ky khi: Bacteroid fragilis, prevotella.

- Céc loai vi khuin khéang levofloxacin:

e Vikhuin va khi Gram duong: Enterococcus faecium, Staphylococcus aureus meti -R,
S(aphylococcus coagulase dm tinh meti-R.

Khdng chéo: In vitro, c6 khang chéo gifta levofloxacin va cac fluoroquinolon khéc. Do co ché
tac dung, thudmg khong c6 khang chéo gitta levofloxacin va céc ho khang sinh
khéc.
13. Pic tinh dwge dong hoc:
Chua c6 sb lidu vé mure dd hﬁp thu toan than cia dung dich thudc nho mit Levofloxacin
14. Quy cach déng goi: Hop 1 lo Sml, hop 1 lo 10 ml kém hudng dan sir dung.
15. Didu kién bao quin, han ding, tiéu chufn chit lwgng ciia thudc:
- Piéu kién bdo quan: Pé noi kho rdo, nhiét do khong qua 30°C, tranh 4nh sang truc tiép.
- Han ding: 36 thang ké tir ngay san xudt. Lo thudc di mé khong dung qua 30 ngay.
- Tiéu chudn chdt lwong: TCCS.
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Dia chi: S6 102, Phd Chi ling, Phuong Nguyén Trdi, TP.Hai Duong, tinh Hai Duong.
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