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Moxifloxan Moxifloxan
5 mg/ml

eye drops, solution

Moxifloxacin
- - . Biio quan: Bio quan noi kho. tré
M OXIfloxan Mox‘floxa n Chi dinh, Cich ding - lien ding, anh sang. nhiét 46 khéng quéa 30°C

Cl_J.éug chi dinh va cic thong tin Khac: Han dun
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eye drops, solution eye drops, solution o
R ) i Dé xa tam tay mi em
Monxifloxacin Moxifloxacin Doc kF hiedng ddn st dyng triede ki diing

Thanh phin hoat chat:
- Moxifloxacin hydroclorid 25 mg/Sml.
eye drops, solution Thikmi philn th s
Acid boric. Natri clorid, Natri hydroxid 10%,
Acid hydrocloric 10%, Nuoc cat pha tiém. Co 56 ding ky:
g ty TNHH Nhin Sinh
So r au Cat 7. phuong 14
quin Tan Binh, thanh pho Ho Chi Minh
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Hueéng dan sir dung thuéc

CONG TY

fenton wHEw ) oxifloxan S mg/mL eye drops, solution

oxifloxacin hydrochloride 25mg/5ml)

o 7, hong bdo cho bdc st nhwng tdc dung khong mong muon gap phai khi sie
dung thuéc.
e Thuoc nay chi dung theo don cua bdc si.

THANH PHAN

Thanh phan hoat chat: Moxifloxacin hydroclorid 25 mg/5ml.

Thanh phén ta duge: Acid boric, Natri clorid, Natri hydroxid 10 %, Acid hydrocloric
10%, Nudc cat pha tiém.

DANG BAO CHE
Dung dich nho mat

CHI PINH
Diéu tri tai chd dbi voi viem két mac ¢6 mi do vi khudn gay ra bai ching nhay cam
véi moxifloxacin.

CACH DUNG, LIEU DUNG
DPuong dung:
Chi sir dung nho mat. Khoéng dung cho tiém, dung dich khong duge tiém dudi két mac
hodic dua truc tiép vao tién phong clia mit.
Liéu dang:

- Nguwoilon (bao gom nguoi gia trén 65 tudi):
Nhé vao mat 01 giot/ lan, ngay nhé 03 lan ( sang, chiéu, t6i). Nhiém trung thudng
duoc cai thién trong thoi gian 5 ngay va nén tiép tuc diéu tri thém 2-3 ngay.
Néu triéu chimg nhiém tring khong cai thién trong vong 5 ngay sau khi bat dau diéu
tri, chdn doan hoic diéu tri nén xem xét lai.

- Bénh nhi
Khong can didu chinh liéu Iugng.

- Bénh nhén bi suy gan va suy thin
Khéng can diéu chinh liéu luong.
Cach dung:
Pé bao vé dau giot va dung dich khéi bi 6 nhiém, mi mit, viing 1an cén hodc cac bé
mat khac khong duoc tlép xtc véi ddu giot.
bé ngan khong cho thudc hip thu qua niém mac miii, dic biét & tré so sinh hogc tré
em, Ong dan miii phai dugc giir chat trong vong 2 dén 3 pht bing cac ngén tay sau
khi ding thude.
Néu dang sir dung nhidu hon mot thu6c nhan khoa, cac thudc phai duoc str dung cach
nhau it nhit 5 phit. Thudéc m& mét nén dugc ding cudi cung.
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CHONG CHI PINH
Chéng chi dinh dbi v6i cac truong hop man cam voi moxifloxacin, céc chat khac
thudc nhém quinolon hogc bat cir thanh phén nao ciia thude.

CANH BAO VA THAN TRONG KHI DUNG THU()C

Céc phan (g di img v6i moxifloxacin la khong pho bién va céc tac dung phu nghiém
trong 14 rat hiém. Cac ddu hiéu cua di Gmg c6 thé 1a kich ing, ngira, man do. Trong
truong hop nay, can dé nghi bénh nhéan dimg st dung thudc ngay va thong bao cho
can bo y té.

Ciing nhu cac khang sinh khac, sir dung moxifloxacin kéo dai c6 thé dan dén khang
cac ching ndm hodc vi khuén nhay cam, can c¢6 chi dinh khac diéu tri pht hop cho
bénh nhéan.

Viém va dirt gan xdy ra ¢ nhitng nguoi dung fluoroquinolon bing miéng va trong tinh
mach. Xay ra dic biét la ¢ nhiing bénh nhan l6n tudi va & nhitng bénh nhan dugc diéu
tri bang corticosteroid. Khuyen cdo bénh nhan ding sir dung moxifloxacin va dén co
s& y té kiém tra néu co bét ky triéu ching dau hodc sung gan.

Truong hop bénh nhén deo kinh ap trong: Pé nghi dimg deo néu ¢o cic d4u hiéu hoic
triéu chimg nhiém trung & mat. Thay thé deo kinh ap trong bang kinh, khong deo lai
kinh ép trong cho t6i1 khi hét cac dau hiéu hoidc triéu chimg nhiém trung va khi ding
st dung moxifloxacin.

Tim hiéu thong tin bénh nhan di va dang s dung céc thudc gin day, ké ca
moxifloxacin.

Theo ddi tinh trang bénh nhén, truomg hgp dung kéo dai co thé gy boi nhiém voi cac
ching vi khuan khéng nhay cam.

Thén trong khi ké don cho tré em dudi mét tudi.

Truong hop bénh nhan phai sir dung thém thudc nho mét khéc trong chi dinh diéu tri,
nén nhic bénh nhan sir dung cich nhau it nhat 5 phit.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Cén khuyén cdo anh huéng cia thube dbi véi phu nit dang mang thai va cho con bi,
ké ca nhitng truong hop nghi ngd hodc ¢6 du dinh mang thai.
Chi dinh ké don khi loi ich sir dung cho ngudi bénh cao hon nhitng nguy co ¢6 thé
xday ra voi bao thai hodc tré dang bu me.

- Thoi ky mang thai :
Chi nén dung trong th&i ky mang thai khi loi ich sir dung cho me cao hon nguy co c6
thé xay ra cho bao thai.

- Thoi ky cho con bi:
Moxifloxacin khong duge xac dinh trong sita me, mac du moxifloxacin dugc cho la
dugc bai tiét qua sita me. Nén than trong khi dung trong thoi ky cho con bi. Nén dirng
cho con bu trong khi diéu tri bing moxifloxacin.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Khi nhé dung dich chira moxifloxacin vao mat, ngay lap tirc tim nhin ¢6 the bi mo. Vi
vély, can khuyén cdo bénh nhan trude khi 14i xe hodc sir dung may moc can doi cho téi
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khi tam nhin rd. Ding cong viéc c6 nguy co nguy hiém cao, dac biét lién quan dén
tam nhin.

TUONG TAC THUOC

Ding mot sb quinolone dudng ngoai da dugc chung minh la lam tang noéng do clia
theophylline trong huyét twong, can tr¢ su chuyén hoa cua caffeine, va tang tac dung
ctia warfarin chong déng duong ubng, va cling ¢6 lién quan dén sy tiang nhe creatinin
trong huyét thanh & nhitng bénh nhén dung dong thoi cic cyclosporin duong ngoai.

TAC DUNG KHONG MONG MUON (ADR)

Khéng ¢6 phan tng phu nghiém trong vé mat hodc cac co quan khac da dugce bao cao
trong cac thir nghi€ém 1dm sang. Cac phan tmg phu thuong gép nhat 1a kich img mit va
dau mét (1% va 2%) v6i mire d6 ning vira phai, ma thuong khong can phai ngung
diéu tri.

Tén suat phan (mg phu dugc phan loai nhur sau:
Rét thuong gap (ADR > 1/10)

Thuong gép (1/100 < ADR <1/10)

it gap (1/1000 < ADR <1/100)

Hiém gap (1/10000 < ADR <1/1000)

RAt hiém (ADR <1/10000)

Chua biét: khong thé wéc tinh tir dit liéu 6 sin.

Trong mdi nhdm tan sudt, cac phan Ung bét loi cta thude duoc liét ké theo thir tu giam
dan.
- Roi loan mau va bach huyét:
Hiém gip: giam hemoglobin.
- Roi loan hé thdng mién dich
Chua biét: phan img qua mén.
- Réi loan hé than kinh
Khéng phd bién: dau dau.
Hiém gap: bénh di cam.
Chua biét: chéng mat
- Roi loan mit
Thuong gép: dau mat, kich tng mat
It gap: viém giac mac dém, kho mat, xung huyét mét, ngira mat, xung huyét két mac,
kho chiu, phit mi mat.

Hlem gap: Cac khuyét tat biéu mé gidc mac, rdi loan glac mac, v1em két mac, viém mi
mit, sung mat, phit mang két, md mit, giam thi lye, moi mit, man d6 mi mét.
Chua biét: Viém noi nhén, viém loét giac mac, tray Xugc gidc mac, tang ap luc ndi
nhén, mo duc gidc mac, tham nhlem gidc mac va tram tich, di  ing mat, viém gidc
mac, phu giac mac, s¢ anh sang, rdi loan gidc mac, phit mi mét, ting tiét nuéc mit,
ghén mét, cam giac c6 vit la.

- Réi loan nhip tim
Chua biét: danh tréng nguc

- Réi loan hé hap, 16ng nguc va trung gian
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Hiém gdp: cam giac kho chiu ¢ miii, dau hau hong, cdm giac c6 vit la trong ¢ hong.
Chura biét: kho thd.
- Rai loan tiéu héa
it gap: loan vi giac
Hiém gip: non
Chua biét: budn nén.
- Réi loan mét gan va mat
Rét hiém: tang mirc ALAT, GGT.
- Réi loan mé da va mo dudi da
Chua biét: ban do, phat ban, ngira, ndi may day.

M6 ta cac phan tmg phu:
Céc phén ng qué man nghiém trong va doi khi gay tir vong, mot 50 theo dbi lidu dau
tién da dugc bao cdo ¢ bénh nhan diéu tri quinolone toan than. Mot 56 phan tng lai
kém theo truy tim mach, mét y thirc, phu mach (bao gom ca thanh quan, hau hong
hodc phu mat), nghet thd duong tho, kho tha, nbi may day va ngira.

Su thoat vi & vai, tay, Achilles hodc cac day ching khac doi hoi phai phau thuét hoac
din dén tinh trang tan tit kéo dai da dugc bdo cdo & bénh nhan dung cac
fluoroquinolon toan than. Céc nghién ciru va kinh nghiém sau khi Iuu hanh véi
quinolon toan thin cho thay nguy co thoat vi c6 the ting 1én ¢ nhimg bénh nhan dung
corticosteroid, dic biét 1a nhitng bénh nhén cao tudi va gan dudi 4p luc cao, bao gom
gan Achilles.

Bénh nhi: Dit liéu tir cac nghién ciru 1am sang, bao gdm & tré so sinh cho thay loai va
mirc do nghiém trong ctia cac phan tng phu ¢ tré turong ty nhu & nguoi lon. Trong cac
thir nghiém 1am sang, moxifloxacin cho thdy 13 an toan & bénh nhan nhi, ké ca tré so
sinh. O bénh nhén dudi 18 tudi, hai phan g phu thuong gap nhét 14 kich tng mat va
dau mét, ca hai déu xay ra véi ty 1é méc 1a 0,9%.

QUA LIEU VA CACH XU TRi

Hudng dan bénh nhén trong truong hop nho qua lidu thudc cin rira mit voi nude dm.
Gibng nhu cic chét khang khuan khéc, ding moxifloxacin kéo dai co thé dan dén su
phat trién qua muc cac ching khong nhay cam, ké ca ndm, phai nging thudc va chi
dinh diéu tri bang cac thude khac thich hop.

DUQC LUC HQC

Mai ATC: SO1AEQ7

Co ché tac dung

Moxifloxacin 1a thudc khang sinh thudc nhom Fluoroquinolone hoat phd rong va c6
tac dung trén ca vi khuin Gram duong va Gram am, trong d6 tic dung 1én Gram
duong manh hon. Moxifloxacin ¢6 tac dung diét khudn nhé e ché men topoisomerase
II (ADN gyrase) va topoisomerase IV. Topoisomerase la nhitng men chu yéu kiém
soat vé dinh khu ctia AND, rét can thiét cho viéc tai tao, sao chép, sira chira va tai két
hop ADN cua vi khuén.
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Moxifloxacin ¢é tac dung chéng nhiém khuén va trc ché su phat trién va nhan 1én cua
vi khuan.

Co ché dé khang

Kha nang dé khang voi moxifloxacin, glong nhu céc fluoroquinolon khac, chii yéu
xay ra do sur dot bién gen nhiém sic thé ma hod DNA gyrase va topoisomerase ['V.
Trong vi khuin Gram 4m, c6 thé 1a do su dot bién cua hé théng gen mar (khang da
khang sinh) va gen gnr (khang quinolon). Su dé khang nay ciing lién quan dén biéu
hién vi khudn cua cac protein van chuyén ra va enzym khir hoat tinh. Khéng chéo voi
thudc khang sinh beta-lactam, macrolid va aminoglycosid la xay ra do su khac biét
trong co ché tac dung ctia ching.

Thir nghiém do nhay cam

Khong c6 dir lidu dugce ly nao twong quan véi két qua 1am sang cua viéc sir dung
moxifloxacin tai chd. Hé théng danh gia tinh nhay cam va dé khang khang sinh cta
c4c vi khudn Chau Au (EUCAST) da dé xuit cac gidi han dich té sau day (ECOFF mg
/1), xuét phat tir cac dudong phan bd MIC, dé chimg minh tinh nhay cam vdi
moxifloxacin tai chd.

Corynebacterium ND

Staphylococcus aureus 0.25 mg/l

Staphylococcus coag-neg. 0.25 mg/l

Streptococcus pneumoniae 0.5 mg/l

Streptococcus pyogenes 0.5 mg/l

Streptococcus, viridans group 0.5 mg/l .
Enterobacter spp. 0.25 mg/l
Haemophilus influenzae 0.125 mg/l )
Klebsiella spp. 0.25 mg/l
Moraxella catarrhalis 0.25 mg/l 4
Morganella morganii 0.25 mg/l ot
Neisseria gonorrhoeae 0.032 mg/1 <
Pseudomonas aeruginosa 4 mg/]

Serratia marcescens 1 mg/l

Mure do (ti 1& hién hanh) cua sirc dé khang co thé khac nhau vé mat dia ly va thoi gian
v6i cac loai da chon va thong tin cu thé ve dé khang l1a dang mong mudn, dic biét khi
diéu tri nhiém trung nang. Khi can thiét, can sy tu van cia chuyén gia khi mirc o
khang thudc cu thé la nhu vay dé hitu ich cua moxifloxacin trong it nhat mét s6 loai
nhiém tring 13 ¢6 van dé.

Phd khang khuin

Chiing vi Khuén nhay cam

Vi khudn hiéu khi Gram (+): Corynebacterium species incl; Corynebacterium
diphtheriae; Staphylococcus aureus (chung nhay cam v6i methicillin); Streptococcus
pneumoniae; Streptococcus pyogenes, nhom Streptococcus viridans.

Vi khuén hiéu khi Gram (-): Enterobacter cloacae; Haemophilus influenzae;
Klebsiella oxytoca; Moraxella catarrhalis; Serratia marcescens.

Vi khuan ky khi: Proprionibacterium acnes

Vi khudn khong dién hinh: Chlamydia trachomatis

N
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Cic loai ¢6 sire dé khang mic phai cé thé 1a mét van dé

Vi khuan hiéu khi Gram (+): Staphylococcus aureus (khang methicillin);
Staphylococcus, coagulase am tinh (khang methicillin)

Vi khuén hiéu khi Gram (-): Neisseria gonorrhoeae

Vi sinh vat khac: Khong

Sinh vt khang thudc

Vi khuan hiéu khi Gram (-): Pseudomonas aeruginosa

Vi khuan khong dién hinh: Khéng

DUQC PONG HOC

Sau khi nh6 vao mat, moxifloxacin da duoc hap thu vao h¢ tudn hoan. Khi nhé thude
cho ca hai mét trong 4 ngay & didu kién trang thai n dinh, gid tri Cpay lan luot 14 2,7
ng / ml va AUC 41,9 ng.h/ ml. Nhitng gid tri nay thap hon 1600 va 1200 1an so véi
nhirng két qua thu dugc sau khi uong liéu 400 mg moxifloxacin.

Thoi gian ban thai udce tinh trong huyét twong clia moxifloxacin 1a 13 gio.

QUY CACH PONG GOI ,
01 lo nhwra mau trang chira Sml dung dich thuoc/ 01 hdp carton.

PIEU KIEN BAO QUAN
Béo quan noi kho, tranh anh sang, nhiét do khong qua 30°C.

HAN DUNG
36 thang ké tir ngay san Xudt
Chi sir dung trong vong 28 ngay ké tir khi mé nép lo.
o Khéng ding thuéc qud han in trén bao bi san phdm.
o Ngay hét han in trén bao bi san phdm. \

TIEU CHUAN CHAT LUQNG /
Nha san xuét
SAN XUAT BOI L7 e
Balkanpharma- Razgrad*AD! X
68 Aprilsko Vastanie Blvd C\*;-{.:‘
7200 Razgrad, Bulgarlax I zn
Tel (359 84) 660 999 }
Fax (359 84) 634 272
E-mail: bphraz@antibiotic.bg
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