Rx: Thudc nay chi dung theo don thuéc

Moxieye
(Moxifloxacin 0,5%)

DéE xa tam tay tréem
Doc ky huéng dan sit dung trudc khi ding

Thanh phan: M&i 0,4 ml ¢6 chia:

Thanh phén hoat chat:

Moxifloxacin (Dudi dang moxifloxacin hydroclorid) ............ccc...... 2,0 Mg
Thanh phén ta dugc: Acid boric, borax, natri clorid, acid hydrochloric, natri
hydroxyd, nugc tinh khiét.

Dang bao ché: Dung dich nhé mét

M6 ta: Dung dich trong, mau vang nhat

pH:6,5-7,0

Chidinh

Dung dich nhé mét Moxieye dugc sir dung dé diéu tri nhiém khudn & mét
do cac chaing vi sinh vat nhay cam; diéu tri viém loét giac mac; phong
ngua tinh trang viém va nhiém khuén cé thé xay ra sau khi phau thuat
mét.

Liéu dung va cach dung

- Dung dich nhd mat Moxieye chi dung dé nhé mét.

- Strdung & ngudi 16n, ké ca ngudi cao tudi: nhé 1 giot vao mat bj viém 3
lan/ngay, dung thudc trong 7 ngay.

- Tinh trang viém thudng dugc cai thién sau 5 ngay, can tiép tuc diéu tri
trong 2 -3 ngay nifa. Néu tinh trang viém khéng dugc cai thién sau 5 ngay
diéu tri, nén hoiy kién bac si.

- Strdung & tré so sinh va tré em: khéng can hiéu chinh liéu.

- Strdung & ngudi suy gan than: Khéng can hiéu chinh liéu.

Luu y: Dé tranh tap nhiém vao dau 6ng nhé thuéc, khéng dugc dé dau
nhé thudc ti€p xdc véi mi mét, viing xung quanh mét hodc bat cu vat nao.
Dong chat 6ng thudc sau khi dung.

Tuén tha hudng dan cta bac si vé liéu lugng, sé lan dung va thai gian
dung thudc. Khéng tu y ngiing st dung thudc ma khéng tham vén y kién
béc si. Khong sir dung thudc da qua han. Quan sat dung dich thudc nho
mat can than trudc khi dung.

Chéng chidinh

Khéng dugc st dung dung dich nhé mat Moxieye néu bij di ting véi bat ci
thanh phan nao cla thudc, ¢ tién sit qua man véi moxifloxacin, cac
quinolon khac.

Khéng dugc dung dung dich nhd mat Moxieye theo dudng tiém.

Canh béo va than trong khi dung thuéc

Nhu véi cac thude chéng nhiém khudn khac, dung thudc kéo dai co thé
dan dén sy phét trién qua muic cac chliing vi sinh vat khéng nhay cdm, bao
gom c& boi nhiém ndm. Néu boéi nhiém xay ra, can téi gap bac si va ap
dung nhiing bién phap diéu tri thich hgp. Néu ban bi di ting véi cac khang
sinh khac tuong tu nhu moxifloxacin, c6 thé di ung khi dung dung dich
nhoé mét Moxieye. Trong cac trudng hgp nay, can ngung str dung thudc,
t6i gap bac s dé c6 cac bién phap diéu tri thich hop.

Str dung thudc cho phu nir ¢6 thai va cho con bu

Thaoi ky mang thai

Vi khéng cé cac nghién ciiu cé kiém soét va day dt & phu nit mang thai,
dung dich nhé mat moxifloxacin chi nén dung trong thai ky mang thai khi
Igi ich st dung cao hon nguy cd c6 thé xay ra cho bao thai.

Thai ky cho con bu

Moxifloxacin khong dugc xac dinh trong sita me, mac du moxifloxacin
dugc cho la bai tiét qua sita me. Nén than trong khi s dung dung dich
Moxieye trong thoi ky cho con ba.

Anh huéng dén kha nang lai xe va van hanh may méc

Cang giéng nhu khi nhé mét bat cir thudc nao khéc, nhin ma tam thai va
cac r6i loan thi giac c6 thé lam anh hudng dén kha nang lai xe va diéu
khién may méc. Néu bj nhin md sau khi nhé thuéc, phai chd dén khi nhin
r6 lai méi dugc I4i xe va diéu khién may méc.

Tudng tac, tuong ky ctia thudc

Chua ¢6 nghién ctiu vé tuong tac thudc cta dung dich nhd mat chua
moxifloxacin. Cac nghién cdiu invitro cho thdy moxifloxacin khéng kim
ham CYP3A4, CYP2D6, CYP2C9, CYP2C19 hay CYP1A2 vi vay thuSc anh
huéng dén dugc déng hoc clia cac thuéc chuyén hoéa bdi cytochrom
P450.

Tac dung khéng mong mudén ctia thuéc

C6 thé gdp phai viém két mac, gidm thi luc, khé mat, viém gidc mac, kho
chiu @ mét, cuong ty, dau mét, nglta mat, xuat huyét dudi két mac va chay
nuéc mat. Cac phan ung nay xay ra & xap xi 1 - 6% bénh nhan.

Cac tac dung khéng mong muén khac khéng dién ra & mat da dugc bao
cédo &ty lé 1- 4% nhu sét, ho, nhiém khuan, viém tai gilia, viem hau, man
dd va viem mdi.

Théng bdo cho bdc si nhiing tdc dung khéng mong muén gdp phai khi
strdung thuéc

Quia liéu va cach xu tri

Khi dung ngoai, chua cé trudng hgp qué liéu dung dich nhd mat chia

moxifloxacin nao dugc bao céo. Théng tin vé qua liéu clia thudc con han

ché. Khi nhé mat qua liéu dung dich Moxieye c6 thé rifa mat ngay béng
nuéc am dé loai bd thuéc.

Dac tinh duoc luc hoc

Nhém dugc ly: Thuéc tri ky sinh trung, chéng nhiém khuan.

Ma ATC: SOTAE07

Co ché'tdc dung

Co ché tac dung cta moxifloxacin (cting nhu cac khang sinh fluoroquino-
lon khéc) lién quan dén su Uc ché enzym topoisomerase IV va ADN
gyrase. Cac enzym nay can cho su tai tao, sao chép, stra chira va két hgp
lai ADN ctia vi khudn. & céc vi khudn Gram (-), cac fluoroquinolon tac
dung cht yéu vao ADN gyrase hon la topoisomerase IV, con & vi khuan
Gram (+) thi ngugc lai.

Moxifloxacin cé tac dung véi hau hét cac chiing vi khuan sau invitro va
trong cac nhiém khuan trén lam sang:

Vi sinh vat Gram duong hiéu khi

Corynebacterium species*

Microbacterium species

Micrococcus luteus* (bao gém nhimg chiing vi khudn khang lai
erythromycin, gentamicin, tetracyclin va/hodc trimethoprim).
Staphylococcus aureus (bao gém nhiing chlng vi khuan khang lai
methicillin, erythromycin, gentamicin, ofloxacin, tetracyclin va/hoac
trimethoprim)

Staphylococcus epidermidis (bao gém nhiing chiing vi khuan khang lai
methicillin, erythromycin, gentamicin, ofloxacin, tetracyclin va/hoac
trimethoprim)

Staphylococcus haemolyticus (bao gém nhiing chiing vi khuan khang lai
methicillin, erythromycin, gentamicin, ofloxacin, tetracyclin va/hoéc
trimethoprim)

Staphylococcus hominis (bao gém nhiing ching vi khuén khang lai
methicillin, erythromycin, gentamicin, ofloxacin, tetracyclin va/hoac
trimethoprim)

Staphylococcus warneri* (bao gém nhiing chiing vi khudn khéang lai
erythromycin)

Streptococcus pneumoniae (bao gém nhiing ching vi khuan khéng lai
penicillin, erythromycin, tetracyclin va/hodc trimethoprim)
Streptococcus viridans group (bao gém nhiing chiing vi khuan khéang lai
penicillin, erythromycin, tetracyclin va/hodc trimethoprim)

Vi khudn Gram am hiéu khi:

Acinetobacter species*

Haemophilus alconae (bao gém nhiing ching vi khuan khang lai
ampicillin)

Haemophilus influenzae (bao gém nhitng ching vi khudn khang lai
ampicillin)

Haemophilus parainfluenzae*

Klebsiella pneumoniae

Moraxella catarrhalis

Pseudomonas aeruginosa

Cac vi sinh vat khac:

Chlamydia trachomatis

* Hiéu qua trén vi sinh vat nay dugc nghién ctu it hon 10 su nhiém khudn
Diéc tinh dugc dong hoc

Néng do huyét tuong ctia moxifloxacin da dugc do & nhimg ngusi
trugng thanh, cd nam va ni, nhd mét dung dich moxifloxacin 0,5% 3 lan
méi ngay. Gia tri néng d6 dinh C__ trung binh & trang thai can béng (2,7
ng/ml) va mic d6 hap thu hang ngay du tinh AUC (45 ng.h/ml) th&p hon
1600 va 10001an C va AUC thu dugc sau khi udng moxifloxacin véi liéu
diéu tri 400 mg. Thoi gian bén thai huyét tuong ctia moxifloxacin udc
tinh khoang 13 gio.

Quy cach dong goi:

Hop 4 vix 58ng 0,4 ml, hép 10 vix 5 6ng 0,4 ml.

Béo quan: Noi kho rdo, thodng mét, trdnh anh séang, nhiét d6 dudi 30°C.
Han dung: 36 thang ké tir ngay san xuat. 3 ngay sau khi m& nép.

Tiéu chuan chat lugng: Tiéu chudn co sé.

Huéng dén st dung

Tach 6ng ra khoi vi, kiém tra tinh nguyén ven ctia 6ng
trudc khi ma

Van nép r&i 6ng thubc va gill sach dau nép

Gilt ng cang gadn mat cang tét nhung khéng cham
vao mat, bép nhe, nhé tiing giot vao mat

Day nép lai sau khi st dung
Nha san xuat

3 cPCIHN
Cong ty ¢ phan dugc pham CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuong, xa Véan Binh,
huyén Thudng Tin, thanh phé Ha Néi.
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