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R.-Thuéc bdn theo don
Thudc tra mét

EYFLOX OPHTHALMIC SOLUTION

(Dung dich nhé mdt Ofloxacin 3 mg/ml)

CANH BAO PAC BIET:

Chi sit dung thuéc nay theo don

DPoc ky hudng dan sit dung truée khi sit dung.

Khoéng ditng thubc dé tiem.

N&éu can thém thong tin, xin héi y kién bdc sy.

Xin thong bdo cho bdc st biét cdc tdc dung ngoai ¥ xdy ra trong qud trinh sit dung thudc.
Dé thuéc ngoai tam vdi ciia tré.

Khong dung thudc da qud han sit dung. /Z

THANH PHAN: —

Mbi ml dung dich nhé mit c¢6 chita:

Hoat chdt: Ofloxacin .............c.c.cou...... 3 mg
Td dugc: Acid boric, natri borat, kali clorid, calci clorid hydrat, natri clorid, acid hydrochloric,
nuée pha tiém. "\F

DUQC LUC HQC :

Ofloxacin 1a thudc khiang khuédn nhém fluroquinolon c¢6 phd khang khuin rong bao gdém
Enterobacteriaceae, Pseudomonas aeruginosa, Haemophilus influenzae, Neisseria spp.,
Staphylococcus pneumoniae va mot vai vi khuan Gram duong khac. o
Ofloxacin ¢6 tic dung manh hon ciprofloxacin ddi v6i Chlamydia trachomatis, Ureplasma //«
urealyticum, Mycoplasma pneumoniae. N6 ciing ¢6 tac dung d6i v6i Mycobacterium leprae va 3
ca doi v6i Mycobacterium tuberculosis va vai Mycobacterium spp. khéc. DA
Ofloxacin ¢6 tac dung diét khuin. Cd ch& tic dung chua dugc biét ddy di, Giong nhu céc ;
thudc quinolon khang khuin khac, Ofloxacin tc ché€ DNA-gyrase 12 enzyme cin thiét trong \
qud trinh nhin doi, gidi ma va sita chita DNA ctia vi khuin.
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Phd khang khudn: Staphylococcus sp., Streptococcus sp., Streptococcus pneumoniae,
Enterococcus, Micrococcus sp., Moraxella (Moraxella lacunata), Bacillus sp., Klebsiella sp.,
Serratial sp., Proteus sp., Morganella morganii, Providencia sp., Haemophillus sp.
(Haemophillus influenza, Haemophillus aegyptius (Kosh-Weeks)), Pseudomonas sp.
Pseudomonas aeruginosa, Xanthomonas maltophilia, Acinetobacter sp., Propionibacterium
acnes.

DUGC PONG HQC :

Néng d6 ofloxacin trong huyét tuong, nudc tiéu va nudc mit duge xdc dinh trén 30 ngudi
phu nit khée manh tai cic thdi diém khédc nhau trong dgt di€u tri 10 ngdy. Nong do huyé&t
tuong trung binh ciia ofloxacin 1a 0,4 ng/mL — 1,9 ng/mL. Néng do dinh ctia ofloxacin ting
tir 1,1 ng/mL & ngay thit nhat dé€n 1,9 ng/mL & ngay thit 11. Nong dd dinh cia ofloxacin
trong huyét twong sau 10 ngay st dung liéu nhé mit thap hon 1000 Ian so véi khi diang theo
dudng udng.

Nong dd ofloxacin trong tuyén 1€ 1a 5,7 — 3,1 mcg/g trong khodng thdi gian 40 phiit sau khi
diing liéu cudi cling vao ngay thit 11. Nong do clia thudc trung binh trong nudc mit xdc dinh
dugc sau khi nhd mit1a 9,2 meg/g.



Néng do ofloxacin trong gidc mac 1a 4,4 mcg/ml duge x4dc dinh 4 gid sau khi nhé 2 giot cach
nhau 30 phut.

CHI PINH:

biéu tri nhiém khu&in mdt do cdc chiing vi khudn nhay cdm nhu viém mi mit, viém tdi 1€,
viém k&t mac, viém tuy&én Meibom, viém gidc mac, k& ca loét gidc mac, du phong trude va
sau phau thudt.

LIEU LUGNG VA CACH DUNG:

Thudc dung nhd mit. Dung theo su chi dAn ctia bac sy.

Nhé 3 giot mdi ngay. Nén diéu chinh liéu tiy theo triéu chitng bénh.

b€ dy phong nhi€m tring tién va hau phiu: nhd 5 1in mdi ngay trong 2 ngdy trude phiu
thuat; sau d6 diéu chinh li€u thich hop tuy theo thdi di€m phiu thudt va cdc triéu chitng sau

phiu thuat. /
CHONG CHI PINH: / %/

Bénh nhin qud man véi ofloxacin, hodc khang sinh nhém quinolon hay bat ctt thanh p‘hfin/

nio cta thudc.

KHUYEN CAO VA THAN TRONG:

Thdn trong chung:

1. DE€ tranh hién tugng khang thudc, can xdc dinh d6 nhay cda vi khudn véi thudc.

2. D xdy ra tinh trang gidm d6 nhay cdm clia vi khudn d8i véi thudc khi diing kéo dai,
do d6, khong nén st dung thudc trong thdi gian dai. TrudSng hgp nhiém khuin ning
nén ngirng st dung thudc va chuyén sang bién phdp diéu tri khac hiéu qua hon.

3. Lau sach ddu lo thudc true khi sit dung. Trude khi ding thuéc d€ nhé mit, rita sach
tay. P€ tranh lay nhiém, khéng cham vao nut lo hay dé nut lo cham vao mit hoic
bat ky bé mit nao khdac. Khong deo kinh dp trong khi nhé mit. V6 tring kinh dp
trong theo huéng din ctia nha sdn xudt va héi y ki€n bac si trudc khi ding. Dung
thudc déu din va dd thdi gian d€ tranh tdi phat.

Sut dung cho tré em:

Po an toan va hiéu qui & tré dudi 1 tudi chua dugc nghién citu. Cdc khdng sinh

quinolon, gém ofloxacin di dugc chitng minh giy ra bénh khép trén dong vat chua

trudng thanh khi ding dudng udng, tuy nhién dnh hudng nay khong dugce ching minh khi
ding thudc qua dudng nhé mit. Ngoai ra nghién citu ciing cho thd'y khong c6 bat ki dnh
hudng nao ctia thude nhé mit ofloxacin trén cac khép chiu trong luc.

Khong nén st dung cho tré duéi 1 tudi.

Stz dung cho bénh nhdn cao tudi:

Khong ¢6 su khac biét vé hiéu qua va do an toan cta thudc giita ngudi cao tudi va bénh

nhén tré hon.

TUGNG TAC THUOC:

Su twong tac giita ofloxacin v6i cdc thude khdac da duge ghi nhdn khi diing dudng toan thén.
Tuy nhién, sy hap thu cla ofloxacin theo dudng dung tai chd rit it nén nguy cd tuong tic
thudc rat thap.

Ciing nhu cic fluoroquinolon khdc, cin than trong khi diing ofloxacin & cdc bénh nhan diing
cdc thudc gay kéo dai khodng QT (nhu thuSe chong loan nhip nhém IA va III, thudc chdng
trim cdm ba vong, macrolid, thudc chéng loan thin).

SUDUNG CHO PHU NU CO THAI VA CHO CONBU :

Phu ni# ¢6 thai: Ofloxacin ding theo dudng toan than qua dugc nhau thai va xuat hién trong
nude 6i ctia hon mot nia s6 ngudi me mang thai c6 ding thudc. Pa c6 bdo cdo vé viéc cdc



thudc fluoroquinolon gy ton thuong sun khép & sic vat non theo dudng uéng. Khong cé
nhitng nghién citu diy dd va c6 doi chitng dudc ki€m sodt & nhitng phu nif ¢6 thai ding
Ofloxacin theo dudng nhé midt. Vi vy, cin phdi can nhic 1gi hai that cAn than khi phai diing
thuéc nay trong thdi ky thai nghén néu thay kha ning c6 1gi nhiéu hon nguy co ddi vdi thai.
Phu nit cho con bii: Ofloxacin dudng uéng dudc ti€t vao sita me vdi nong do tuong tw nhu
trong huy&t tuong, vi vay, cin phai cin nhic I1¢i hai that cAn than khi phai ding thuSc nay
cho ba me dang nudi con bii. Nén quyét dinh tam thdi ngung cho bi khi cin phai st dung
thudc.

ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:

St dung than trong khi ldi xe, vin hanh mdy méc hay cac hoat dong cin thi luc rd vi thude
c6 thé tam thdi gy m& mit hodc thi luc khong 6n dinh khi ding thudc. /Zé/
TAC DUNG KHONG MONG MUON /
Ngita mi mit, sung mi mit, viém bd mi, xung huyé&t két mac, dau mit, mi mit dé. Hi€m khi
chodng, phan tng qud man: ngita, ban, may day, mi mit dé hoic sung, xung huy€&t két mac,
néu c6 phai ngung thudc.

St dung thudc kéo dai hodc lip lai nhiéu 1an c6 thé din d&n sy phat trién qud mifc nhitng vi
khudn khong nhay cim bao gom cd ndm.

QUA LIEU:

Nhitng ddu hiéu va triéu chitng 14m sang khi ding qua liéu ofloxacin xuét hién dau rat mit,
ban d4, t¢ phi mit, chdy nuéc mit, ngita va phi mi mit ciing tudng ty nhu nhitng tdc dung
ngoai ¥ quan sat thdy 8 mot s6 bénh nhén.

TIRU CHUAN CHAT LUGNG: USP 37. A
HAN DUNG:

36 thang k€ tir ngay san xuét. 1 thang k€ tir khi md nidp lo.

BAO QUAN:

Bio quén trong lo thudc duge déng kin, & nhiét do khong qué 30°C.

PONG GOLI:

Hop 1 1o 5 ml.

S4n xudt tai Hain Quoc bdi:
SAMIL PHARM. CO., LTD
216, Sandan-ro, Danwon-gu, Ansan-si, Gyeonggi-do, Republic of Korea.
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