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Tai liéu thong tin cho cdan by y té

(Dung dich nhd mat moxifloxacin 0.5%)

Tdc dung khdng khudn cia moxifloxacin la do
ur'c ché men topoisomerase Il (DNA gyrase) va men
topoisomerase IV’

Su dé khdng moxifloxacin xay ra trong phong
thi nghiém cé tan sudt tir 10° dén < 107"
& vi khuan Gram duong'’

Tai liéu tham khao: 1. Thong tin ké toa san pham Vigamox

S6 Gidy tiép nhan ho so dang ky tai liéu thong tin thudc ctia Cuc Quan ly dugc - B Y té xxxx/xx/QLD-TT,
ngay ... thang... nam....

S6 gidy phép luu hanh san pham Vigamox ( SDK): VN-15707-12

Ngay .... thang... nam ... in tai liéu.

Tai liéu nay gobm 2 trang

Thong tin chi tiét vé sain phdm xin xem ¢ trang 2

Vigamox

(Dunq dich nhd mat moxifloxacin 0.5%)

VIG002-27-04-2016




Tai li¢u thong tin cho cdn bo y té

DUNG DICH VIGAMOX'

THONG TIN KE TOA:

THANH PHAN: Moxifloxacin hydroclorid 0,5%. DANG BAO CHE: Dung dich nhé mit v6 trung. Dung dich
V0 trung, mau vang hoi xanh, ding truong véi ap sut thAm thiu khoang 290 mOsm/kg. CHI PINH: Diéu tri
viém két mac do vi khudn géy ra bdi cac chiing vi khu&n nhay cam ciia céc vi sinh vat sau day: Vi sinh vat Gram
duong hiéu khi: Corynebacterium species+, Microbacterium species, Micrococcus luteus+ (bao gém cdc chiing
khéng erythromycin, gentamicin, tetracyclin va/hoic trimethoprim), Staphylococcus aureus (bao gém céc chiing b .
khang methicillin, erythromycin, gentamycin, ofloxacin, tetracyclin va/hoic trimethoprim), Staphylococcus (moox '?'g;:m:‘ Zg{:{izlno)”de
epidermidis (bao gom cac ching khang methicillin, erythromycin, gentamycin, ofloxacin, tetracycline va/ ' 0.8% as base
hodc trimethoprim), Staphylococcus haemolyticus (bao gom cac ching khang methicillin, erythromycin, SN tach kb Tk
gentamycin, ofloxacin, tetracycline va/hoic trimethoprim), Staphylococcus hominis (bao goém céc chiung khéng Ry
methicillin, erythromycin, gentamycin, ofloxacin, tetracycline va/hodc trimethoprim), Staphylococcus warneri+ Alcon

(bao gém cdc chiing khéng erythromycin), Streptococcus pneumoniae (bao gom cac ching khang penicillin,
erythromycin, tetracyclin va/hodc trimethoprim), Streptococcus viridans (bao gom céc ching khang penicillin, erythromycin, tetracyclin
va/hodc trimethoprim). Vi sinh vat Gram 4m hiéu khi: Acinetobacter species, Haemophilus alconae (bao gém céc chiing khang ampicillin),
Haemophilus influenza (bao gém cac chiing khéng ampicillin), Haemophilus parainfluenzae+, Klebsialla pneumoniae, Moraxella catarrhalis,
Pseudomonas aeruginosa, Céc vi sinh vat khic: Chlamydia trachomatis, + Hiéu qua trén vi sinh vét nay dugc nghién ctu & it hon 10 su
nhiém khudn. Ngoai ra, dung dich nhé mét VIGAMOX duigc st dung trong cic trudng hgp sau: Diéu trj viém loét gidc mac. Duing trudc
va sau mg dé dé phong nhiém tring. LIEU LUONG VA CACH DUNG: Chi dung dé nhé mét. Khong dugc tiém. Khong dugc tiém d
dich nh6 mat VIGAMOX duéi két mac, va ciing khong dugc dua thudc truc ti€p vao tién phong clia mit. Stt dung & ngudi 16n, ké ca ny,
cao tu6i: Nho 1 giot vao mét bi viém 3 lan/ngay, dung thuéc trong 7 ngay.Tinh trang viém thuong dugc céi thién sau 5 ngay, can tiép tuc
diéu tri trong 2-3 ngay nita. Néu tinh trang viém khong dugc cai thién sau 5 ngay diéu tri, nén xem xét lai viéc chdn dodn va/hoic diéu
tri. St dung § tré em: Khong cén hiéu chinh liéu. St dung & ngudi suy gan va suy than: Khong cén hi¢u chinh liéu. Cach ding: D€ tranh
tap nhiém vao dau lo nhé thudc, khong dugc d€ dau nho thuéc tiép xtic véi mi mét, viing xung quanh mét hodc bét c vat nao. CHONG
CHI PINH: Dung dich nhé mét VIGAMOX chéng chi dinh diing cho céc bénh nhan c6 tién sii qué man véi moxifloxacin, cic quinolon
khdc hogc véi bét ky thanh phén nao ctia thu6c. CANH BAO VA THAN TRONG: O ngusi bénh dung quinolon dudng toan than, ké ca
moxifloxacin, da ¢ bdo céo thinh thoang xay ra cic phan ting ting man cam (qud mén) trdm trong gy ti vong, mot vai trudng hop xay
ra ngay liéu khéi déu diéu tri. Ngung dung thudc ngay 1ap tiic va thong bao dén béc sy ngay khi cé ddu hiéu déu tién ctia phan ting néi
man hodc dj ing. Mt s6 phan ting di kem nhu truy tim mach, bt tinh, phinh mach (bao gém phu thanh quan, hau hoic mat), tic nghén
dudng ho hip, kho thé, mé day va ngita. Néu phan ting di ting v6i moxifloxacin xdy ra, can ngung diing thudc. V6i cac phan ting qua mén
cép tinh nghiém trong cdn phai tién hanh diéu tri c4p ctiu ngay l4p tiic. Nén tién hanh kiém soat dudng thé va cung cip oxy tiy theo chi
dinh lim sang. Gi6ng nhu cac thuéc chdng nhiém khudn khac, diing thudc kéo dai cé thé din dén tang sinh qué muic céc vi sinh vat khong
nhay cdm, bao gém ca ndm. Néu xdy ra béi nhiém cin ngung ding thusc va dp dung bién phap diéu tri thay thé. Can khuyén bénh nhan
khong nén deo kinh 4p trong néu c6 d4u hiéu va triéu chiing viém két mac do vi khudn. Viém va dit déy chéng c6 thé xdy ra khi st dung
fluoroquinolon dudng toan than, bao gém ca moxifloxacin, dic biét & nhiing bénh nhén cao tudi va nhiing ngudi dang diéu tri déng thoi
Vi corticosteroid. Do d6, cin ngung diéu tri bang dung dich nhd méit VIGAMOX ngay khi cé déu hi¢u déu tién ctia viém day chéng,
TUONG TAC THUOC: Do sau khi nhé mét thuéc nay, néng d¢ toan than cita moxifloxacin thap nén tuong tic thudc-thuéc hau nhu
khong xdy ra. Kha ning sinh san: Moxifloxacin khong anh hudng dén kha nang sinh san § chudt cong duc va cai khi dung liéu uéng —
dén 500mg/kg/ngay, xap xi 21.700 l4n t6ng liéu nho mit t6i da dung hang ngay dugc khuyén cdo & ngudi. Théi ky mang thai: Thuo.
anh hudng gy quai thai. Phan loai C thuéc diing trong thai ky: Vi khoéng c6 cic nghién ctiu c6 kiém soét va ddy dt & phu nit mang thai,
dung dich VIGAMOX chi nén diing trong thdi ky mang thai khi lgi ich st dung cao hon nguy co c6 thé xy ra cho bao thai. St dung thuéc
trong thdi ky cho con bii: moxifloxacin khéng dugc xéc dinh trong siia me, mac di moxifloxacin dugc cho 12 bai tiét qua sita me. Nén than
trong khi dung dung dich VIGAMOX trong thdi ky cho con ba. TAC DUNG KHONG MONG MUON: Céc tac dung khong mong muén
sau déy da dugc bio cdo trong céc thii nghiém 1am sang: - Réi loan mau va hé bach huyét: Hiém gap: giam hemoglobin. - Réi loan hé than
kinh: Khéng phd bién: dau dau. Hiém: chiing di cam. - R6i loan méit: Phé bién: dau mét, kich ling mat. Khong phd bién: viém gidc mac chim,
kho6 mat, xuat huyét két mac, sung huyét mét, phti né mi mét, déng vay bo mi, khé chiu & mét. Hiém gdp: khuyét bi€u mé gidc mac, réiloan
gidc mac, viém két mac, viém b mi, sung mét, phit két mac, nhin m&, gidm thi luc, méi mat, ban dé mi mét. - R loan ho hép, 16ng nguc
va trung thét: Hiém gdp: kho chiu & mii, dau thanh quan-hau hong, cdm giéc ¢6 di vat (& hong). - Réi loan da day-rut: Khong phé bién:
loan vi gidc. Hiém gdp: non. - Réi loan gan-mit; Hiém gap: tang men chuyén héa amino alanin, ting men chuyén héa gammaglutamyl.
Céc tdc dung khong mong mudn khac dugc x4c dinh tii cac gidm sit sau khi luu hanh: Khéng thé udc tinh tan suit ti nhiing di liéu c6
san. - RGi loan hé mién dich: Qua man. - Réi loan hé than kinh: Chéng mét. - R6i loan mét: Viém loét gidc mac, viém gidc mac, tang tiét
nudc mat, chiing s¢ dnh sang, tiét gi mat. - R6i loan tim: Tim dap nhanh. - R&i loan ho hép, 16ng nguc va trung thit: Buén nén. - Réi
loan da va m6 duéi da: Ban do, ngita, phat ban, may day. SAN XUAT BOT: ALCON LABORATORIES, INC. Fort Worth, Texas 76134,
Myj. NHA PHAN PHOI: CONG TY CO PHAN DUQC LIEU TRUNG UONG 2, 56 24 Nguyén Thi Nghia, Quéan 1,Tp.HCM, Viét Nam.

Rx - Thuoc ban theo don STERILE

VIGAMOX

Théng tin chi tiét xin xem trong to huéng dan sit dung thuéc.
2 £ 8 4
Vui long thong bdo cdc tdc dung khong mong mudn ciia thudc vé van phong dai dié¢n Novartis Pharma Services AG.

!> NOVARTIS Vigamox

(Dung dich nho mat moxifloxacin) 0.5%

Tp.HCM: Lau 10, Toa nha Centec, S 72-74 Nguyén Thi Minh Khai, Q.3. Tel: (08) 3823 9090- Fax: (08) 3823 9595

Ha Ngi: Lau 124, Toa nha Geleximco, 36 Hoang Céu, Q. Dong Da. Tel: (04) 32171255-Fax: (04) 32171256 VIG002-27-04-2016




