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Doc ky hiréng ddn sir dung trieie khi ding.
Néu cdn thém thong tin, xin hoi y kién fhd:y thuoc.
Chi dimg thude nay theo si ké don cia thay thuéc.

Dé xa tdm tay tré em.

OPTIMOX STERILE EYE DROPS

THANH PHAN:

MJi chai (5 ml) chira:

Moxifloxacin Hydrochloride tuong duong MoxitloXacin.......cccovvvevviininienicnciinnnns 0.5%

Ta dieoc: Dinatri Edetat; Polyvinvl Alcohol; Natri Acetat khan; Acid Acetic; Manitol; Natri

hydroxid/ Acid hydroclorid; Nudc cat pha tiém.

DUQC LUC HOQC:

Moxifloxacin ¢6 phd khang khuan rong rai trén cac vi khuan Gram duong va Gram am.

Moxifloxacin ¢6 tac dung khéng khuin nho Gc ché men topoisomerase 11 (DNA gyrase) va

topoisomerase IV la men rét can thiét cho viéc téi tao, sao chép, sira chira va tai két hop cia vi

khuan. Nho ¢é nhém thé methoxy o vi tri Cacbon sé 8 trong cong thiic phan tir gop phan gia ting

tac dung diét khuan va giam su chon loc céc dot bién gay dé khang thubc ciia vi khuan Gram

duong so v&i cac chat ma cong thic chi ¢o Hydroxy ¢ vi tri Cacbon 56 8.

Co ché tac dung cua quinolon. bao gom moxifloxacin, thi khac véi co ché cua macrolid. beta-

lactam, aminoglycosid. hodc tetracyclin: do do, cac vi khudn dé khang vdi céc thude nay ¢ thé

vin nhay cam véi moxifloxacin va cac quinolon khac. Khong c6 dé khang chéo giita moxitloxacin

va nhirng khang sinh thudc nhém khac.

Ngudi ta thiy c6 dé khang chéo giiia moxifloxacin va cac fluoroquinolon’khéc chéng lai vi khuén

Gram &m. Tuy nhién, vi khuan Gram duong khéng véi cac fluoroquinolone khéc c6 thé van nhay

cam vai moxifloxacin.

Moxifloxacin ¢6 hoat tinh 1én da s6 céc dong vi khudn sau trong ca in vitro va nhiém khuan trén

lam sang: 4

e Vi khuin Gram dwong hiéu khi: Cic loai Corynebacterium, Micrococcus luteus,
Staphylococcus — aureus.  Staphylococcus  epidermidis, ~ Staphylococcus — haemolyticus,
Staphylococcus  hominis,  Staphylococcus warneri, Streptococcus pneumoniae, nhém
Streptococcus viridans.

» Vi khuin Gram aAm hiéu khi: Acinetobacter lwoffii, Haemophilus influenzae, Haemophilus
parainfluenzae.

e Cac chiing vi khuédn khac: Chlamydia trachomatis.

Céc dir ligu trong phong thi nghiém bén dudi da dugc kiém ching, nhung tac dung 1am sang trong

nhiém khuan mét la chua dugc r3. Tinh an toan va hiéu qua cia dung dich OPTIMOX trong diéu

tri cdc nhiém khuan mit do nhitng ching vi khuén nay chua duge thiét lap trong thu nghiém déy

du va co kiém soat.

Nhing chung vi khuan sau day dugc cho 12 nhay cam khi danh gia bang hé théng cho diém

(systemic breakpoints). Tuy nhién, méi lién quan gitia cac dénh gi4 bing hé théng cho diém trong

phong thi nghi€ém véi tac dung trong nhan khoa chua dugc chimg minh. Danh sdch cdc téc nhan

gy bénh sau ddy chi co tinh tham khao trong viéc danh gia hiéu qua diéu tri viém két mac nhiém
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khuén. Trong thir nghiém in vitro Moxifloxacin cho thdy c6 MIC < 2 pg/ml (theo hé thong cho

diém) chdng lai khoang 90% céc chung vi khuan gy bénh sau day.

e Vi khuin Gram duwong hiéu khi: Listeria monocytogenes, Staphylococcus saprophytics,
Streptococcus agalactiae, Streptococcus mitis, Streptococcus pyogenes, Streptococcus nhom
C GvaF.

e Vi khuin Gram am hiéu khi: Acinetobacter baumannii, Acinetobacter calcoaceticus,
Citrobacter freundii, Citrobacter koseri, Enterobacter aerogenes, Enterobacter cloacae,
Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae, Moraxella catarrhalis,
Morganella morganii, Neisseria gonorrhoeae, Proteus mirabilis, Proteus vulgaris,
Pseudomonas stutzeri.

o Vi khuin ky khi: Clostridium perfringens, cdc loai Fusobacterium, cdc lodi Prevotella,
Propionibacterium acnes.

e Ciac vi sinh vat khac: Chlamydia pneumoniae, Legionella pneumophila, Mycobacterium
avium, Mycobacterium marinum, Mycoplasma pneumoniae.

DUQC DONG HOC:

Néng d6 moxifloxacin trong huyét twong do duge & nam va nir khde manh dugc nho mit dung

dich OPTIMOX 3 lan/ngay. Cmax & trang thai 6n dinh (2,7 ng/mL) va AUC hing ngay (45

ng.gio/mL) thip hon 1.600 va 1.000 lan so véi Cmax va AUC duge bao cdo sau khi ding liéu

udng 400 mg moxifloxacin. Thoi gian ban thai moxifloxacin trong huyét tuong udc lugng 1a 13

gio.

CHI DINH: ?/

Dung dich OPTIMOX dugc chi dinh diéu tri viém két mac do cac chang vi khudn nhay cam sau:

e Vi khuin Gram duwong hiéu khi: Cac loai Corynebacterium, Micrococcus luteus,
Staphylococcus — aureus,  Staphylococcus — epidermidis,  Staphylococcus — haemolyticus,
Staphylococcus  hominis, Staphylococcus warneri, Streptococcus pneumoniae, nhém
Streptococcus viridans.

e Vi khuiin Gram am hiéu khi: Acinetobacter Iwoffii, Haemophilus influenzae, Haemophilus
parainfluenzae.

e Cac chiing vi khuin khac: Chlamydia trachomatis.

LIEU DUNG VA CACH DUNG:
Nho mét giot vao mét bi viém 3 lan/ngay, dung trong 7 ngay.
CHONG CHI PINH:

Dung dich OPTIMOX chéng chi dinh cho bénh nhan ¢6 tién sir man cam v&i moxifloxacin hoac

vGi cac quinolon khéc hodc véi bat ky thanh phan nao cia thude.

CANH GIAC PAC BIET VA THAN TRONG KHI SU DUNG:
Luuy
Khong diing dé tiém. -
Dung dich OPTIMOX khong diing dé tiém dudi két mac ciing nhu khéng dung dé tiém truc tiép
vao tién phong.
O nhitng bénh nhén ding quinolone dudng toan than, bao gdm moxifloxacin, phan g qua mén
gdy tir vong da dugc bao cdo khong thuong xuyén, ddi khi xay ra ngay liéu dau tién. Mot sé phan
tmg phu nhu truy tim mach, mét y thire, phi (bao gdm thanh quan, khi quan hodc phi mat), tit
duodng thd, khé tho, may day. ngira. Néu phan tng di rng_vai moxifloxacin xay ra, ngung ding
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thudc. Phan img di (g nang, cép tinh can phai didu tri cdp ctru. Oxy va giif thong khi duong thé
can dugc thuc hién. ;
Thén trong:
Ciing nhu cac khang khudn khac, khi ding kéo dai c6 thé tao ra nhirg chang vi khudn khang
thude, bao gdm ca nam.
Néu bdi nhiém xay ra, ngung thude va chuyén sang diéu tri khac. Khi khdm 1am sang, nén kham
duéi kinh sinh hién vi va nhudém fluorescein khi can.
Bénh nhan khong nén ding kinh sat trong néu c¢6 dau hiéu va trigu ching viém két mac nhiém
khudn.
Sir dung thude trong nhi khoa: Tinh an toan va hiéu qua cua dung dich OPTIMOX & tré em
dudi 1 tudi chua duge xéc dinh.
Khéng c6 bang chimg cho thdy nho mat dung dich OPTIMOX ¢6 bat cir tac dung 1én khép, mic
dAu udng vai thudc quinolone da cho thiy gay bénh ly vé khop & dong vét chua trudng thanh.
Sir dung thude trong 1do khoa: Khong c6 sy khéc biét tong thé nao vé tinh an toan va hiéu qua
da dugc quan sat giira bénh nhan 16n tudi va tré tudi.

TUONG TAC THUOC:
Tuong tac thude chua duoc nghién ctru v6i dung dich OPTIMOX. Nghién citu In vitro cho thay
moxifloxacin khong e ché CYP3A4, CYP2D6, CYP2C9, CYP2C19 hoic CYPIA2 cho thiy
moxifloxacin khong lam thay d6i dugc dong hoc cac thudc dugc chuyén héa qua cytochrome
P450 isozyme.

PHU NU CO THAI VA CHO CON BU:
Phu nir ¢6 thai: tac dung giy quai thai @/
Phin loai C: Moxifloxacin khong gdy quai thai khi str dung cho chudt mang thai trong subt qua
trinh hinh thanh co quan khi chudt me uéng liéu cao 500 mg/kg/ngay (xép xi 21.700 lan téng lidu
cao nhét nho mét dung hing ngay dugc khuyén cao & ngudi); tuy nhién da quan sat thy lam giam
thé trong bao thai va lam hoi chdm phat trién xuong cua bao thai. Khéng c¢6 bing chiing gdy quai
thai khi dung cho khi Cynomolgus mang thai ding liéu udng cao 100 mg/kg/ngay (xép xi 4.300
lan tong lidu cao nhat nho mét dung hing ngay duoc khuyén cdo & ngudi). Da quan sat thiy c6 sy
tang ti 1€ xay ra tinh trang bao thai nho hon khi dung liéu 100 mg/kg/ngay.
Vi khdng c6 cac nghién ciru duge kiém soat va diy du & phu nit mang thai, dung dich OPTIMOX
chi nén dung trong thoi ky mang thai chi khi lgi ich sir dung vuot hin nguy co cé thé xay ra cho
bao thai.
Phu nir cho con bu: Moxifloxacin khong dugc xac dinh trong stta me, mic ddu Moxifloxacin
dugc cho la bai tiét qua sira me. Than trong khi ding dung dich OPTIMOX khi cho con bi.

TAC PONG TREN KHA NANG LAI XE VA SU DUNG MAY MOC:
Ciing nhu c4c loai thuée nho mit khac, néu mét bi mo thoang qua khi nhé mét. bénh nhan nén che
cho dén khi mét thiy r5 rang trude khi lai xe hay sir dung may moc.

TAC DUNG PHU:
Phan émg phu trén mat dugc bao céo thudng xuyén nhét 1a viém két mac, giam thi luc, khd mit,
viém gidc mac, kho chiu 6 mit, xung huyét mit, dau mat, ngira mit, xudt huyét dudi két mac va
chay nu6c mét. Cac phan tng nay xay ra xap xi 1-6% bénh nhan.
Céc phan tng phu khong dién ra & mét da dugc bao céo o ti 1& 1-4% nhu sbt, ho, nhidm khuén,
viém tai giita, viém hong, man do va viém miii.
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DUNG QUA LIEU:

Xuat hién du hiéu va triéu chimg qua liéu cia OPTIMOX c6 dém viém gidc mac, ban do, ting
chay nuéc mit, phii va nglra mi mit c6 thé twong ur cac phan (ng ¢6 hai trén mdt vai bénh nhan.
Néu qué liéu co thé rira mit bing nudce am.
Téng luong Moxifloxacin trong mdt chai thudc nho mit 1a qua nho dé gay nén qua lidu néu ubng
phai.

TRINH BAY: Hop | chai nhya 5 ml.

BAO QUAN: Bao quan duéi 30°C, tranh anh sang. Dé xa tAm tay tré em.

HAN DUNG: 24 thang ké tir ngay san xuit.

TIEU CHUAN CHAT LUQNG: Nha san xudt.
Khéng ding thudce sau 30 ngay ké tir ngay mé nép lo.

San xuét boi:

ARISTOPHARMA LTD.,

Plot # 21, Road #11, Shampur- Kadamtali I/A.
Dhaka-1204, Bangladesh

ahboob Hassan
l"’("\J*-*Iaamagmg Director)

TUQ. CUC TRUONG
P.TRUONG PHONG
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