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GIAY XACNHAN
NQI DUNG THONG TIN THUOC

Tén Co quan xac nhan: Cuc Quin Iy Duge - B Y té

Xac nhén ndi dung théng tin thude:

STT Tén thudc S6 gidy diing ky luu hanh
1 Dropstar VD-21524-14
2

Pon dé nghi sb: 1152/2017/CV-CPC1HN

Tén co so dé nghi x4c nhan: Cong ty CPDP CPC1 Ha Noi

Dia chi: Cum cong nghiép Ha Binh Phuong, Thuong Tin, Ha Noi
Hinh thirc thong tin thude: Tai liéu théng tin thude

S6 gidy xac nhan: 0445/2017/XNTT/QLD

Ha Néi, ngay JSthang Adnim 2017
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Rx: Thuéc ban theo don Tai liéu thong tin thuéc

Dropstar

Dung dich nhé mat

5 mg levofloxacin/ml 7,5 ml, 8 ml, 10ml
(dugi dang Levofloxacin hemihydrat)
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Ki€m tra tinh

Viem bo mi
Leo

Viém tui lé
Viém két mac
Viém sun mi
Viém giac mac
Loét giac mac
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Rx: Thuéc bén theo don

Thanh phan: M6i ml chira

Levofloxacin hemihydrat tuong duong 5mg levo-
floxacin

Ta dugc: Natri clorid, acid hydroclorid, natri hydrox-
id, nudc cat pha tiém vira da 1 ml

Quy cach déng goi: Hop 1 6ng 5ml; Hop 1 6ng
10ml.

Chi dinh:

Chi dinh diéu tri trong cac trudng hop sau: viém b
mi, leo, viém tui 1é, viéem két mac, viém sun mi, viém
gidc mac, loét gidc mac gay ra do cac chung vi
khudn nhay cdm vdi levofloxacin:

+ Vi khudn wa khi Gram duong: céic loai

Corynebacterium, Staphylococcus aureus,
Staphylococcus  epidermidis, Streptococcus
pneumoniae.

+ Vi khudn ua khi Gram am: Acinetobacter lwoffii,
Haemophilus influenzae, Serratia marcescens.

Liéu lugng va cach dung
Ngay 1 va 2: Nhé 1-2 giot/lan vao mat cach 2 gig,
ngay 8 lan.
T ngay 3 dén 7: Nho 1-2 giot/lan cach nhau 4 gio,
ngay 4 lan.

Thudc nay chi dugc dung theo don clia bac sy.
Chéng chi dinh:
Qua man vdi thanh phan cua thudc hoidc thuéc
nhém quinolon.
Than trong:
- Dung dich Dropstar khéng nén tiém dudi két
mac hoac khong nén dua truc tiép vao tién phong
mat.
- Néu mét nhiém khudn khéng c6 tién trién trong
vai ngay hodc tré nén xau han, hay hoi y kién bac
sT trudc khi dung tiép.
- Levofloxacin c6 thé lam cho mét nhay cdm hon
vdi anh sang théng thudng, nén deo kinh ram va
tranh anh sang truc tiép cé thé 1am gidm su khé
chiu khi dung.
- Khéng cham vao chép éng, nén nho truc tiép vao
mat dé tranh nhiém ban thudc.
Tac dung phu
- Nhirng tac dung phu thudng xuyén xay ra la:
Giam tam nhin tam thai, sét, cam giac cé di vat &

Nha san xuéat:

cPCiHN

Tai liéu théng tin thudc
0\0A08039q

nhuc dau, néng matthioang qua, dau hodac kho chiu
& mat, viém hong, sg anh sang. Nhiing tac dung phu
nay xuat hién trong khoang 1-3 % bénh nhan s
dung thuéc.
- Nhitng tac dung phu it gap hon: di tng, phu né mi
mat, khé mat, nglta mét chiém 1 % bénh nhan.
Théng bdo ngay cho bac sy khi gap phai cact
dung khéng mong muén cua thuéc. -
Tuong tac thudc: !
Chua cé nghién ctu chinh xéc vé tuong tac ctillle
floxacin dudi dang thuéc nhd mat véi cacithi
khac. Tuy nhién, khi dung mét s quinolog<
duong toan than gdy tang néng do theophyllin
huyét tuang, can thiép vao chuyén héa caffein, ting
tac dung cta thuéc chéng déng dudng uéng warfa-
rin va dan xuat cla no, c6 lién quan dén sy tang cao
tam thdi trong huyét tuong cda creatinin & bénh
nhan uéng cyclosporin khi dung déng thai.
St dung thuéc cho phu nir ¢6 thai va cho con bu:
Chua c6 céc nghién ctiu an toan khi sit dung thuéc
nhé mét levofloxacin cho phu nir ¢6 thai do d6 can
than trong khi si dung cho levofloxacin cho d6i
tugng nay.
Do thuéc dugc bai tiét qua sita me, do d6 can than
trong khi sit dung levofloxacin cho phu nif cho con
bu.
Anh hudng dén kha ning lai xe va van hanh may
moc:
Thudc gay gidm tam nhin tam thdi va cac tac dung
phu khac cé anh hudng dén kha nang li xe va van
hanh may do dé, nén can than khi sir dung hodc
khéng nén dung khi dang lam cac cdng viéc nay.
Qua liéu:
Chua c6 dir liéu cu thé.
Bao quan:
Bao quan trong bao bi kin, tranh am, trdnh &dnh sang,
nhiét do dudi 30°C.
Han dung:

24 thang ké tir ngay san xuat. 30 ngay sau khi mg
nap.
S6 dang ky: VD-21524-14

DE THUOC TRANH XA TAM TAY TRE EM.

CONG TY c6 PHAN DUGC PHAM CPC1 Ha Noi
Cum cdng nghiép Ha Binh Phudng, Thudng Tin, Ha N&i
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