https://trungtamthuoc.com/

1. Intermediate label :
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[Composition] [Lm\éfr‘\h phén] Méi lo(5mL) chua
RX Prescription Drug o m S 26mg RX Thudc bén theo don p::‘;;’xac'" ———
1Bottle / Box [Description] 1Lo /Hép Lo thuéc nhé mét chia dung dich
Aclear to pale yellow transparent DNNK : trong suét, mau vang nhat.
solution. ) [Chi djnh, Liéu lugng va
[Indications, Céch duing,Chdng chi djnh,
Dosage & Administration, - trong, Téc dung phy]
LE n I.nf I u x Contraindications, Precautions, L Xin doc td hudng d&n st dung.
S e BCINTIOX | e cntoomens
Please see the insert paper. b Tiéu chudn nha san xuét
Ophthalimic solution || [Qualty specification] Dung djch nho mat [Béo quén]
: lanufacturer’s standar A o
(Levofloxacin 25mg/5mL) [Sto:age] (Levofloxacin 25mg/5mL) | |Bdo g;jg'" Hong beo b o ko
Store in a tight container N i mé ;
temperature below 30°C, gaann;l::g saukh ndp
protected from light. 5 . ; "
. i Cdc théng tin khac xem trong td
Shelf life after opening : 28 days huéng d4n st dung kém theo.
For more information see the
insert paper. ‘ BE XATAM TAY TRE EM
Visa No.(SPK) | KEEP (_)UT OF REACH OF CHILDREN
Lot No.(S616 SX) : ‘ %{QICKYHUONG DAN SUDUNG TRUGC
' Mig. Date(NSX) - - dd/mmiyyyy . READ INSERT PAPER CAREFULLY
d‘emby Exp. Date(HD)  : ddimmlyyyy ' dEs‘"M““*‘M"" BEFORE USE
. DHP KOREA €O, LTD. | DHP KOREA 0., LTD.
WW 500 6 q;. up Cheongwor-gun,
Crungeheongakdo Repubic ChungeheongbukdoHin

55/902




https://trungtamthuoc.com/

2. Label on the smallest packing unit :

[[Thanh phan] Méi lo(5mL) chia,
Levofloxacin =---======mszreemmev 25mg
[Mé ta]

Lo thuéc nhé mét chia dung dich
trong suét, mau vang nhat.

[Chi djnh, Liéu lugng va Céch ding,
Chéng chi dinh, Thén trong,

Téc dyng phu]

Xin doc t& hudng dén st dung.
[Tiéu chuén chét lugng]

Tiéu chuén nha san xuét

RX Thuék ban theo don

Lecinflox

Dung dich nhd mét
(Levofloxacin 25mg/5mL)

) Sénudt i Hin Qud b

H2 DHPKORE (0, LTD.

[Béo quén]

Béo quan trong bao bi kin, tranh anh
sang, nhiét d6 dudi 30C.

Han dung sau khi md ndp : 28 ngay
Céc thong tin khac xem trong td hudng
dén st dung kém theo.

DE YATAM TAY TREEM ‘
BOCKY HUGNG DAN SU DUNG TRUGC Kl DUNG
Visa No.(SPK)

Lot No.(S616 SX) :

Mfg. Date(NSX) : dd/mm/yyyy
Exp. Date(HD) : dd/mmlyyyy
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To hudng dan sir dung Rx Thuéc ban theo don

Lecinflox Oph

(Levofloxacin 25 mg/5 ml)
Doc kj huéng din siv dung trude khi dung
Néu cin thém thong tin xin héi y kién bdc s7, duwoc sy.
[Thanh phan] MJdi lo (5 ml) chira:
Hoat chdt: LevofloXacin ........cocovevevvevonn., 25,0 mg
Td duoc: Natri chlorid, acid hydrochloric, natri hydroxid, nudc cét pha tiém.

[Dang bao ché] Dung dich nho mat. vy
[Quy cich dong g6i] 1 lo/hop //éé(/
[Chi dinh]

Chi dinh diéu tri trong cac truong hgp sau: viém bd mi, leo, viém tui &, viém két mac, viém
sun mi, viém gidc mac, loét giac mac gdy ra do cac ching vi khuan nhay cam véi
levofloxacin:
+ Vi khuan wva khi Gram duong: cac loai Corynebacterium, Staphylococcus aureus,
Staphylococcus epidermidis, Streptococcus pneumoniae.
+ Vi khuan va khi Gram am: Acinetobacter Iwoffii, Haemophilus influenzae, Serratia
marcescens.
[Liéu lwong va cach dung]
Ngay 1 va 2: Nho 1-2 giot/lan vao mat cach 2 gid, ngay 8 lan.
Tl ngay 3 dén 7: Nho 1-2 giot/lan cach nhau 4 gio, ngay 4 lan.

Thuéc nay chi ding khi cé sw chi dinh ciia bdc sj
[Chéng chi dinh]
Quéa man véi thanh phan cua thude hoac thude nhém quinolon.
[Than trong]
Néu mét nhiém khuan khong co tién trién trong vai ngay hoac tré nén xau hon, hay hoi y
kién bac si trudc khi dung tiép.
Levofloxacin ¢6 thé lam cho mit nhay cam hon véi anh sang thong thuong, nén deo kinh
rdm va tranh 4nh sang truc tiép c6 thé lam giam su kho chiu khi dung.
Khong cham vao choép lo, nén nho truc tiép vao mét dé tranh nhiém ban thude.
[Tac dung phu]
Nhirng tac dung phu thuong xuyén xay ra la: Giam tdm nhin tam thoi, st, cam giac co di
vét & mét, nhic dau, néng mit thoang qua, dau hoac kho chiu & mat, viém hong, so anh sang.
Nhirng tac dung phu nay xuat hién trong khoang 1-3% bénh nhan sir dung thudc.
Nhirng téac dung phu it gip hon: di tng, phti né mi mat, khé mét, ngira mat chiém
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nhan.

Théng bdo ngay cho bdc sy khi gdp phai cdc tic dung khéng mong muén cia thudc.
[Twong tac thude]
Chua c6 nghién clru chinh xdc vé tuong tc cta levofloxacin dudi dang thudc nhoé mét véi
cac thude khac. Tuy nhién, khi dung mot s6 quinolon theo dudng toan than gdy ting nong
do theophyllin huyét tuong, can thiép vao chuyén hoa caffein, ting tac dung cua thudc
chong dong duong ubng warfarin va dan xuét cta né, cé lién quan dén sy tang cao tam thoi
trong huyet twong cua creatinin & bénh nhan udng cyclosporin khi ding dong thoi.
[Str dung thude cho phu nir ¢6 thai va cho con bu]
Chua ¢6 cac nghién ctru an toan khi sir dung thude nho mit levofloxacin cho phu nir ¢6 thai
do do can than trong khi s dung Lecinflox Oph cho ddi tugng nay.
Do thube duoc bai tiét qua sita me, do do can than trong khi str dung Lecinflox Oph cho phu /Z/&

nir cho con bu

[Anh hwong dén kha ning lai xe va vin hanh may méc] ] /
Thudc gdy giam tdm nhin tam thoi va céc tic dung phu khéc ¢ anh huong dén kha nang lai

xe va van hanh may do d6, nén can than khi sir dung hodc khong nén dung khi dang lam céc

cong viéc nay.

[Pac tinh dwge lwe hoc]

Levofloxacin 1a 1 fluoroquinolon khang khuéan tong hop, tc ché téng hop ADN cuia vi

khuan bang tac dong Ién phiic hop gyrase va topoiso-merase IV ADN, levofloxacin ¢6 tinh

diét khuan cao trong cac nghién ctru in-vitro.

Pho tac dung bao gdm nhiéu vi khuan Gram duong va Gram 4m nhu: tu cdu khudn, lién cau

khuan, ké ca phé cau khuan, vi khuan duong rudt, Haemophilus influenzae, vi khuan Gram

am khong Ién men va céc vi khuan khong dién hinh.

Thuong khong c6 dé khang chéo giita levofloxacin va cac loai thuéc khang khuan khac.

Nhiém khuén bénh vién do Pseudomonas aeruginosa can dung liéu phap phdi hop

[Duwge dong hoc|

Nong do levofloxacin trong huyét tuong 1 gio sau dung lidu dau tién trong khoang tir 0,86

ng/ml trong ngay dau tién dén 2,05 ng/ml/ngay thir 15. Nong do levofloxacin cuc dai 1a 2,25

ng/ml duoc do & ngay thir 4 sau 2 ngay dung lidu cach nhau 2 gid trong toan bo 8 liéu/ngay.

Nbng do levofloxacin cuc dai tir 0,94 ng/ml/ngay thir 1 dén 2,15 ng/ml/ngay thi 15 thap

hon 1000 1an nhirng béo cao sau khi dung liu levofloxacin dudng toan than.

Nong do levofloxacin trong nude mat do duge & 30 ngudi tinh nguyén trudng thanh, khoe

manh trong nhitng thoi diém khac nhau la tir 34,9 dén 221,1 pg/ml trong sudt 60 phut sau

dung liéu don.

Levofloxacin dugc phan bd rong rdi trong co thé, tuy nhién thude kho tham vao dich néo tuy.

Ty I¢ gan protein huyét tuong 1a 30 - 40%. Levofloxacin rat it bi chuyén héa trong co S v2
thai trir gan nhu hoan toan qua nudc tiéu & dang con nguyén hoat tinh, chi dudi 5% Aie udletv
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tri dugc tim thay trong nude tiéu dudi dang chat chuyén héa desmethyl va N-oxid, cac chét
chuyén hoa nay co rat it hoat tinh sinh hoc. Thoi gian ban thai cua levofloxacin tur 6 - 8 gio,
kéo dai & nguoi bénh suy than.
[Qua liéu] Chua c6 dir liéu cu thé.
[Bao quan] Trong bao bi kin, tranh éanh sang, nhiét do dudi 30°C.
[Han dung] 36 thang ké tir ngay san xuét. 28 ngay ké tir khi mo nép.
DPE THUOC TRANH XA TAM TAY TRE EM.
Nha san xudt
DHP Korea co.,Itd i
50, Osongsaengmyeong 6-ro, Osong- eup, Cheongwon-gun, Chungcheongbuk-do, W
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