Rx: Thu8c nay chi diing theo don thudc

MOXIEYE

Moxifloxacin (dudi dang Moxifloxacin hydroclorid) 0,5%
Dé xa tam tay tré em
Doc ky huéng dan sir dung truéc khi ding

Thanh phan

Mbi 1 mlcé chia:

Thanh phan hogt chdt:

Moxifloxacin (Dudi dang moxifloxacin hydroclorid).........mmmed 0.5 %

Thanh phdn td duoc: Acid boric, borax, natri clorid, acid hydrochloric, natri hydroxyd, nudc tinh khiét
vira dd 1 ml.

Dang bao ché: Dung dich nhd mét

Mo ta: Dung dich trong, mau vang nhat

pH:6,5-7,0

Chi dinh

Dung dich nhé mat Moxieye dugc sir dung dé tai chd viém két mac do vi khudn cé ma, do cac chiing
vi sinh vat nhay cdm véi moxifloxacin.

Liéu dung va cach dung

- Dung dich nhd m3t Moxieye chi dung dé nhd mat.

- Sir dung & ngudi 16n, ké ca ngudi cao tudi: nho 1 giot vao mét bi viém 3 1an/ngay, dung thudc trong
7 ngay.

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

- Sirdung & tré em: khéng can hiéu chinh liéu. An toan va hiéu qua cta dung dich nhd mat c6 moxi-
floxacin & tré em dudi 1 tudi chua dugc xac dinh.

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

Luu y: dé trénh tap nhiém vao dau lo nhé thudc, khong dugc dé dau nhé thudc tiép xuc véi mi mat,
vung xung quanh mat hodc bat ctr vat nao. Déng chit lo thudc sau khi dung.

Tuan tha huéng dan ctia bac sivé liéu lugng, s6 1an dung va thai gian dung thudc. Khéng tu y ngiing
strdung thuéc ma khéng tham van y kién béc si. Khéng st dung thudc da qué han. Quan sat dung dich
thuéc nhé mét cén than trudc khi dung.

Chéng chi dinh

Ban khéng dugc st dung dung dich nhé mat Moxieye néu ban bj di ting véi bat ci thanh phan nao
clia thudc, ¢ tién sir qua man véi moxifloxacin, cac quinolon khéc.

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

Canh bao va than trong khi dung thuéc

& nhiing bénh nhan sir dung quinolon toan than, da c6 béo cdo vé cac phan ting qua man (phan vé)
nghiém trong va déi khi gay tir vong, mét sé trudng hgp xdy ra sau liéu dau tién. Mét s6 phan dng di
kém vdi truy tim mach, mat y thic, pht mach (bao gém phu thanh quan, hong hodc mat), tdc nghén
duong tha, khé the, may day va ngua.

Néu xay ra phan (g di (ing véi moxifloxacin hydroclorid, hay ngiing st dung san phdm. Phan ting qua
man cap tinh nghiém trong vdi moxifloxacin hodc bat ky thanh phan nao khac ctia sadn phdm c6 thé
cén cdp cliu ngay lap tdc. Nén xtr ly dudng dan khi va oxy khi c¢é chi dinh 1am sang.

Ciing nhu cac thudc chdng nhiém trung khac, viéc sit dung kéo dai c6 thé dan dén su phat trién qua
muic cla céac sinh vat khéng nhay cam, bao gém ca nam. Néu xay ra bdi nhiém, ngung st dung va
diéu tri thay thé.

Viém va dut gan c6 thé xdy ra khi diéu tri bdng fluoroquinolon toan than bao gém moxifloxacin, dac
biét & nhitng bénh nhén 16n tudi va nhiing ngudi dugc diéu trj déng thdi véi corticosteroid. Sau khi
dung thuéc nhé mét, néng dé moxifloxacin trong huyét tuong thap hon nhiéu so véi khi dung moxi-
floxacin bdng dudng uéng, tuy nhién, nén than trong va nén nguing diéu tri bang moxifloxacin nhé
mat khi ¢ dau hiéu dau tién cta viém gan.

Khéng nén st dung moxifloxacin nhé mét dé diéu tri du phong hodc diéu tri theo kinh nghiém viém
két mac do lau cau, bao gém ca nhiém trung mat do 1au cau, vi ty 1& Neisseria gonorrhoeae khang
fluoroquinolon. Bénh nhan bi nhiém tring mét do Neisseria gonorrhoeae nén dugc diéu tri toan than
thich hop.

Bénh nhan nén dugc khuyén cao khong deo kinh ap trong néu ho 6 cac dau hiéu va triéu ching cta
nhiém tring mat do vi khuan.

Tré em

C6 rat it dir lieu dé thiét lap hiéu qua va tinh an toan clia moxifloxacin nhé mat trong diéu trj viém
két mac & tré so sinh. Do d6, viéc st dung san pham nay dé diéu trj viém két mac & tré so sinh khéng
dugc khuyén khich.

Tré s sinh bi viém mat can dugc diéu tri thich hgp tuy thudc vao tinh trang, vi du nhu diéu tri toan
than trong trudng hgp do Chlamydia mét hét hodc do Neisseria gonorrhoeae.

S&n pham khéng dugc khuyén céo dé diéu tri Chlamydia trachomatis & bénh nhan dudi 2 tudi vi chua
dugc danh gia & nhitng bénh nhan nay. Bénh nhan trén 2 tuéi bi viém mat hot do Chlamydia nén dugc
diéu tri toan than thich hgp.

Sir dung thuéc cho phu nii ¢6 thai va cho con bu

Thoi ky mang thai

Vi khéng c6 céc nghién ctiu c6 kiém soat va day du & phu ni mang thai, dung dich nhé mét moxi-
floxacin chi nén dung trong thai ky mang thai khi lgi ich st dung cao hon nguy co cé thé xay ra cho
bao thai.

Thoi ky cho con bu

Moxifloxacin khéng dugc xac dinh trong sita me, mac du moxifloxacin dugc cho a bai tiét qua sita me.
Nén than trong khi st dung dung dich Moxieye trong thai ky cho con bu

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

Ciing giéng nhu khi nhd méat bat ctr thudc nao khéc, nhin m& tam thai va cac réi loan thi giac c6 thé
lam anh hudng dén kha ning i xe va diéu khién may méc ctia ban. Néu bj nhin m& sau khi nhé thuéc,
ban phai ch& dén khi nhin rd lai méi dugc 14i xe va diéu khién may méc.

Tuong tac, tuong ky cta thudc

Chua c6 nghién clu vé tuong tac thude ctia dung dich nhé mat chita moxifloxacin. Cac nghién ctu
invitro cho thdy moxifloxacin khéng kim ham CYP3A4, CYP2D6, CYP2C9, CYP2C19 hay CYP1A2 vi vay
thuéc cé it kha ndng dnh hudng dén dugc ddng hoc clia cac thudc chuyén héa bai cytochrom P450.
Tac dung khéng mong muén ctia thudc

Tém tét ho so an toan

Tan suét dugc xac dinh nhu sau: Rat thudng gap (ADR = 1/10), thudng gép (1/100 < ADR < 1/10), it gap
(1/1000 < ADR < 1/100), hi€ém g&p (1/10000 < ADR < 1/1000), rat hiém gap (ADR < 1/10000) va khéng
xé4c dinh (khéng thé udc tinh tir dt liéu cé sén)

Hé co quan Tan suat Tac dung khéng mong
muén

Hé thdng bach huyét va | Hiém gap Hemoglobin gidm

mau
Hé théng mién dich Khong roé Quéa méan
ftgap Pau dau
Hé than kinh — —
Hiém gap Dicdm
Khong ro Chéng mat
Thudng gap Pau mét, ngua mat

ftgap Viém gidc mac dém, kho
mat, xudt huyét két mac,
tang tiét mau & mat, ngua
mat, phu né mi mét, kho
chiu & mét

Khuyét biéu mé giac mac,
r6i loan gidc mac, viém
két mac, viém bd mi, sung
mat, phu két mac, mg
mét, gidm thi luc, néi mé
day, ban dé mi mat

Hiém gap

Khong roé Viém nodi nhan, viém
loét gidc mac, an mon
gidc mac, mai mon gidc
mac, tang nhan ap, duc
gidc mac, tham nhiém
giac mac, lang dong giac
mac, di ing mét, viém
gidc mac, phu giac mac,
sg anh sang, phu mi mat,
tdng chdy nudc mat, tiét
dich mat, cdm giac dj vat
trong mét

Tim mach Khéng rd Panh tréng nguc

Hiém gap Khé chiu & mii, dau hong,
Hé hé hip, 16ng nguc va cdm gidc c6 di vat (c6
trung that hong)

Khong ro Kho the

it gap Réi loan tiéu hoa
Hé tiéu héa - N s

Hiém gap N6n mia

Khéng ro Buén nén
Gan mat Hiém gap Alanine aminotransferase,

Gamma Glutamyl trans-
ferase tang

Da va mé duéi da Khong ro ban dé, phéat ban, ngua,

may day

M5 ta cac tdc dung khéng mong muén

Céc phan ting qua man (phan vé) nghiém trong va déi khi gay ti vong, mét sé phan tng da dugc bao

co sau liéu dau tién & nhig bénh nhan dang diéu trj bang quinolon toan than. Mot s6 phan ung di

kém vdi truy tim mach, mat y thitc, pht mach (bao gém phu thanh quan, hong hodc mat), tdc nghén

duong tha, kho the, may day va ngia.

Céc vét nut cla vai, tay, Achilles, hodc cac gan khac can phai phau thuat diéu tri hodc dan dén tan

tat kéo dai da dugc bao céo & nhiing bénh nhan dung fluoroquinolon toan than. Cac nghién ctu va

kinh nghiém sau khi phan phéi vdi quinolon toan than chi ra réing nguy cad bj dit nay cé thé tang lén

& bénh nhan dung corticosteroid, dc biét la ngudi cao tudi va & cac gan bj ap luc cao, bao gém ca

gan Achilles

Tréem

Trong céc thi nghiém 1am sang, moxifloxacin nhd mat da cho thdy an toan trén bénh nhan tré em.

& bénh nhan dudi 18 tudi, hai phan ting c6 hai thudng gap nhét I3 kich ting mét va dau mét, ca hai

déu xay ra véi ty 1& 0,9%.

Dua trén dif liéu tir cac thir nghiém 1am sang lién quan dén bénh nhi, bao gém ca tré sa sinh, loai va

muic d6 nghiém trong clia cac tdc dung khéng mong muén trén tré em tuong tu nhu & ngudi 16n.
Théng bdo cho bdc si nhiing tdc dung khéng mong muén gdp phai khi st dung thuéc

Qua liéu va cach xi tri

Khi duing ngoai, chua c6 trudng hgp qué liéu dung dich nhé mat chita moxifloxacin nao dugc bao céo.

Théng tin vé qué liéu ctia thudc con han ché. Khi nhd mat qué liéu dung dich Moxieye c6 thé rira mat

ngay bang nudc &m dé loai bd thuéc

Dac tinh dugc luc hoc

Nhém dugc ly: Thudc tri ky sinh tring, chéng nhiém khuan.

Ma ATC: SO1AE07

Co'ché'tdc dung

Ca ché tac dung ctia moxifloxacin (ciing nhu cac khang sinh fluoroquinolon khac) lién quan dén su tic

ché enzym topoisomerase IV va ADN gyrase. Cac enzym nay can cho su téi tao, sao chép, stta chita va

két hgp lai ADN ctia vi khuan. G cac vi khudn Gram (-), cac fluoroquinolon tac dung chd yéu vao ADN

gyrase hon la topoisomerase IV, con & vi khuan Gram (+) thi ngugc lai.

Moxifloxacin cé tac dung véi hau hét cac chiing ctia cac vi khudn sau ca in vitro va trong cac nhiém

khuan trén 1am sang:

Vi sinh véat Gram duong hiéu khi

Corynebacterium species*

Microbacterium species

Micrococcus luteus* (bao gém nhiing chling vi khuén khang lai erythromycin, gentamicin, tetracyclin

va/hoac trimethoprim).

Staphylococcus aureus (bao gém nhiing chiing vi khudn khang lai methicillin, erythromycin, gentami-

cin, ofloxacin, tetracyclin va/hoac trimethoprim)

Staphylococcus epidermidis (bao gém nhiing chling vi khuan khéng lai methicillin, erythromycin, gen-

tamicin, ofloxacin, tetracyclin va/hoéc trimethoprim)

Staphylococcus haemolyticus (bao gém nhitng chiing vi khuén khéng lai methicillin, erythromycin,

gentamicin, ofloxacin, tetracyclin va/hoac trimethoprim)

Staphylococcus hominis (bao gém nhiing chiing vi khuén khang lai methicillin, erythromycin, genta-

micin, ofloxacin, tetracyclin va/hoac trimethoprim)

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

Streptococcus pneumoniae (bao gém nhiing chiing vi khuan khang lai penicillin, erythromycin, tetra-

cyclin va/hoédc trimethoprim)

Streptococcus viridans group (bao gém nhiing ching vi khuan khang lai penicillin, erythromycin, tet-

racyclin va/hodc trimethoprim)

Vi khudn Gram am hiéu khi:

Acinetobacter species*

Haemophilus alconae (bao gdm nhiing chiing vi khuan khang lai ampicillin)

Haemophilus influenzae (bao gém nhiing chiing vi khuan khéng lai ampicillin)

Haemophilus parainfluenzae*

Klebsialla pneumoniae

Moraxelia catarrhalis

Pseudomonas aeruginosa

Céc vi sinh vat khac:

Chlamydia trachomatis

* Hiéu qua trén vi sinh vat nay dugc nghién ctu it hon 10 sy nhiém khudn

Pac tinh dugc dong hoc

Néng d6 huyét tuong ctia moxifloxacin da dugc do & nhitng ngudi trudng thanh, ca nam va ni, nho

mat dung dich moxifloxacin 0,5% 3 1an 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) thap hon 1600 va 1000

lan C__ va AUC thu dugc sau khi udng moxifloxacin véi liéu diéu tri 400 mg. Thai gian ban thai huyét

tuong cia moxifloxacin udc tinh khoang 13 gid.

Quy cach déng géi:

Hop 1 lo nhua 2ml; Hop 1 lo nhua 3ml; Hop 1 lo nhua 5 ml; Hop 1 1o 8 ml; Hop 1 lo nhua 10 ml.

Hop 20 6ng 0,4 ml

Bao quan:

Noi kho rao, thodng mat, tranh anh sang, nhiét d6 dusi 30°C.

Han dung:

36 thang ké tir ngay san xuét. 15 ngay sau khi m& nép

Tiéu chuan chat lugng:

Tiéu chuan co s&

Nha san xudt

. . CcPCAuN
Cong ty ¢6 phan Dugc pham CPC1 Ha Noi
Cum céng nghiép Ha Binh Phuong, xa Van Binh, huyén Thudng Tin, thanh phé Ha Noi

T9-14-050525-T02365-C00783

M3t 1 95 x 356 mm

M3t 2 95 x 356 mm

b6 sung quy cach




