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Ofloxacin 0,3%

Hop 1lo x Sml

.. 50 x 18 mm
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Oftoxacin 0,3% Deckj hutting dén sidung truréc khi ding.
00PT727; D rari et
SOWOAM Y ¢ Lm. GMP-WHO Phasg, toh Bl ek .
5[ COPHAN \*
*| DUGC PHAM |*
%
THANH PHAN: +§o COMPOSITION
Ofloxacin 15mg Ofloxacin 15mg
Td dugc vd Sml Excipients q.s S5ml
CHIDINH: INDICATIONS:
Biéu tri cic bénh nhiém tring bén Wﬂwﬁ“ ___m__nz thon adicing Thetopical treatment of external ocular
:mﬁ_m_%mn (nhu ,..__..qw ket mac va gidc P infections (such as conjunctivitis and
ﬁmn_ __.ﬁq_mazﬂm_: %3 o&mm g_.a g keratoconjunctivitis) in adults and
g v I m«m a—,n___m children caused by ofloxacin - sensitive
LIEU DUNG, CACH DUNG, CHONG CHI organisms.
Gm _._Or_ xem n_.on_n to _.z.—nw_._m dan st CONTRAINDICATIONS AND OTHER
dung thudckém theo. INFORMATIONS:
BAO QUAN: Ofloxacin 0.3% Please see in the leaflet.
Nai khd, nhiét do dudi 30°C. STORAGE:
TIEU CHUAN: TCCS, Store in dry place, below 30°C.
R i SPECIFICATION: Manufacturer's.
Dé xa tdm tay tré em.

Boc kj hudng dén sirdung tréic khi dimg.

Sén xudttai:

CONGTY (O PHAN DUOCPHAM GIANGUYEN
Duding YP6, Khu cdng nghiép Yén Phong,
xaDong Phong, huyénYén Phong, tinh Bic Ninh
Phan phii béi:

CONG TY CG PHAN DUGC PHAM TIN PHONG
L& B10/D6, Khu db thi Cdu Gidy, phuting Dich
Vong, quén Cu Gidy, thanh phd Ha Noi

Box 1 bottle x 5ml

SDK/REG.NO:

L6 SK/Lot.No:
NSX/Mfg.Date:
HSD/Exp.Date:




’114’36309 b,;

ftrungtamthuoc.com/

/

https

A

Hudng dan sd dung cho ngudi bénh Rx Thudc ban theo dan

Thudc nhd mat

TIFOXAN

DE XA TAM TAY TRE EM
BOC KY HUONG DAN S DUNG TRUOC kHI DUNG
THONG BAOQ NGAY CHO BAC ST HOAC DUOC 5Y NHUNG TAC DUNG KHONG MONG MUON
GAP PHAI KHI S DUNG THUGC
THUGC NAY CHI DUNG THEQ BON CUA BAC 5V

THANH PHAN, HAM LUONG CUA THUSC:
Méile S mlchia:
Ofioxacin: ..... 15 ma.
(Ta dugc gém: Benzatkonium clorid, acid citric, dinatri hydrophosphat dodecahydrat, natri
id, nugre cdit vira di).
6 TA SAN PHAM: dung dich nha mat.

QUY CACH DONG GOL: Hop 1 ke 5 ml.

THUGC DUNG CHO BENH Gl: Tifoxan duge ding difu tri tai ché d6i véi cac nhidm
khudn bén ngoai mat (viém kétmac, vidm gidc mac) & ngudi Ian va tréem gay ra bd
chiing vi khudn nhay cam vdi ofloxacin.

NEN DUNG THUSC NAY NHU THE NAO VA LIEU LUONG:

Luon theo khuyén co clia bic s, Néu khong chic chan hay hoi lai bac s¢ ho
Cach dung:

+ Nghiéng diu phia sau, mat huéng lén trén,

+ Nhe nhang kéo mi mat duai xudng.

+ Nhd mét hodc hai giot vao mbi mat can diéu tri.

+ Tha mi mé&t va nham mét trong 30 giay.

Lidu ding:

Nho 1 hoic 2 giot vao mit bi bénh sau mdi 2t4i 4 gid trong 2 ngay dau tién va 413
ngay cho nhiing ngay tiép theo,

Thai glan diéu tri khéng qua 10 ngay.

KHI NAO KHONG NEN DUNG THUOC NAY:
Qua man vai ofloxacin hodc bit ky quinolon nao khac va bat ki thanh phan nao cla
thudc,
TAC DUNG KHONG MONG MUON:

Tde dung khéng mong muén nghigm trong: néu gip mat hay nhiéu cac tac dung khéng
mang mudn sau thi nén difng thuée va bao ngay vai bac sy:

+ Phén dng di tng tai mit {(bao gém ngidta mit vashodc mi mit)

+Viém da do dj ing (bao gém: phét ban, ngta hodc ndi mé day)

+ Phén ting di ting de doa tdi tinh mang (phan Umg phan vé} vai cac dau higu sung tiy
dudi da, suing miéng ludi, ¢ hong gay tac nghén dudng ho hap, thd kho khe, kho nuét,
kho thé, tha gdp.

+ Phéatban cé thé de doa tinh mang (hoi chimng Stevens-Johnson, hoai ttf bidu mé nhiém
déc) vai dau higu khdi phat 13 cic d8m dé hinh bia ban hodc cic vét bong tréc vdi bong
nudc trén da.
Tdec dung khdng mong muén cé thé xdy ra: nénthéng bao cho bac sy néu céc tac dung nay
gay khd khan cho sinh hoat hang ngay hoac kéo dai.

+ Thudng gap {(cé thé gap phai & 1/10 bénh nhan): kich (mg mat, cdm giéc khé chiu &
mat.

+ Chtfa c6 béo cdo: trén mdt (rdi loan thi gidc, chdy nudc mit, viém, dé mat, nhay cAm vdi
&nh séng, cém mit, sung mét, dau mat, khd mét, cay mat), trén co thé (chong mat, budn
nén), trén tim (nhip tim nhanh bat thuéng, nhip tim khéng déu, kéo dil khoang QT).

NEN TRANH DUNG NHUNG THUOGC HOAC THUC PHAM Gl KHI BANG SU DUNG
THUOC NAY:

Théng bio cha bac si hodc dugc sy néu ban dang diing hodc da diing gén day cac thude
khac, bao gém ¢ thude khéng ké don.

Théing bao cho bac sy néu ban dang ding cac loal thude khac co thé énh hudng dén
nhip tim: thuée thude nhém chéng lean nhip (quindin, hydroquindin, disopyramid,
amiodaron, stalel, dofetillid, ibutilid), thude chdng trdm cam 3 ving, khang sinh nhem
macrolid va thudc chéng loan thin.

CAN LAM Gl KHI MOT LAN QUEN KHONG DUNG THUGC:

Néu ban guén dung mdt lieu thuoe, hay dung bé sung cang sdm chng 1ot Tuy nhién, néu
gln vallidu ké tifp, hay bd qua lidu A3 quén va diing lidu ké tidp vio thi didm nhuks
hoach, Khang diing gap doi lidu 43 quy dinh.

CAN BAO QUAN THUGC NAY NHU THE NAO:

Bdo guin nei khs, nhiét di dudi 30°C.

NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:

Kich tmg mat, kho chiu o mat va dic phan Ung tudng W tie dung khong mong mudn.
CAN PHAI LAM GI KHI DUNG THUGC QUA LIEU KHUYEN CAO:

Rira mét bing nudc sach, diing liéu tiép thea nhu binh thuing,

NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Than trong khi ding thudc vdi nhithg bénh nhan nhay cdm vai khing sinh nhem
quinolon,

..r@oo 5772 > ung keo dai cé thé dan tai nhiém khudn mdi, khéng dip dng vél ofioxacin.
&

in co thé lam ting nhay cdm vdl dnh sdng mat trddl, nén tranh tiép xdc truc tiép vdi
T [ sy mat tral trong qué tinh s dyng thudc.
o Vdn 2V mach: can than trong khi st dung ofloxacin néu ban co tién sif hodc ca ngudl
A 7??._ Fank) gia dinh cd tién sir bi hdi chitng kéo dai khodng QT {quan sit teén dign tim
H 5 rdilodh can béng dién gidi trong mau (dac biét |a tinh trang ha kali hodc magie mau),
au i gham, suy tim, dau tim (nhdi mau catim) v khi sif dung thudc & phu nir hode

i tuél hodc ngudi dang dung cic thubc khic co thé lam thay ddi nhip tim.
S ong thei kj mang thai va trong théi gian cho con bi: thdng bao cho bac sy truoc
déu sif dung ofloxacin néu ban dang mang thai hodc cho con bd.

{ONG |{T- %e va sir dung mdy mdc: <o thé bi mé mat trong mot thai gian ngdn sau khi ding

ofloxacin, khéng nén l4i xe hodc st dung mdy moc cho tdi khi tim nhin 1o rang.

Tifoxan cé thanh phan benzalkonium clorid ¢o thé gay kich ing mat va duge biét dén
lam a8 mau kinh dp trong mém, chd it nhat 15 pht sau khi sif dung thude trude khi
ding lai kinh ap trong.

KHI NAO CAN THAM VAN BAC SY, DUQC SY:

Khi gap phéi tac dung khéng mong muén khi sir dung thude, khi dung thudc qua liéu
cén tham van bac s hodc dugc sj.

HAN DUNG CUA THUOC: 24 thang tinh tif ngay san xudt, chi ding trong 15 ngay sau khi
md nap lg.

Ngay xem xét sifa doi , cap nhat lai néi dung hudng dan sl dung thudc:

S4n xust tai: CONG TY €6 PHAN DUGC PHAM GIA NGUYEN

Dia chi: Buding YP6, KCN Yén Phong, xa Béng Phong, huyén Yen

Phong, tinh Bic Ninh

S4 dién thoai: 0222.3699285 - S6 fax: 0222.3699286
PHARMA Website: www.gianguyenpharma.com

Phan phéi bai: CONG TY €O PHAN DUGC PHAM TIN PHONG
Bia chi: Lé B10/D6, KBT Ciu Gidy, phudng Dich Vong, quén Cau
Gidy, thanh phé Ha Nai
S8 dién thoal: 024.37481750 - S& fax: 02437481751

.ﬂ_nm Website: www.duoctinphong.com
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TIFOXAN

THANH PHAN: Méi lo 5 ml chira:

Ofloxacin:.....15 mg

Ta duge vifa dd 5 ml.
{Ta duoc gém: Benzalkonium clorid, acid citric, dinatiihydrophosphat dodecahydrat, natri
elorid, nudc edt vita 4}
DANG BAO CHE: dung dich nhd mét.
DUQC LUCHOC:
Nham duogt ly: Thude khing sinh sif dung cho mét.
Ma ATC cla thudic: S0TAED1.
Ofioxacin la khang sinh tdng hop Fluoro 4-quinclon ¢o tac dung chéng lai nhidu vi
khudn Gram am va mét s8 vi khuan Gram duong,
Co ché tdc dung: Ofioxacin khang khuan thong qua su Ut ché ADN- gyrase ciia vi khudn
(ADN- gyrase |a enzym chiu trdch nhiém duy tri cdu tric cOa ADN cla vi khudn).
Ofioxacin khéng bi phan hily bai cac enzym beta-lactamase vi ciing khéng bi bién déi
bédi cdc enzym nhu aminoglycoside adenylases hodc phosphorylases hodc chloram-
phenicol acetyltransferase.

sau ca vi khudn: Bién ddi enzym téng hap ADN, thay déi protein cu tric, thay déi t
tham cia mang t€ bao, hoat hda bam khing thusc hodc théng qua trung gian plasmid
aminoglycosid™-N-acetyltransferase, AAC (6')-lb.

Phé tinh khdng khudn: Oflaxacin ca hoat tinh khang khudn réng, da dudc chimg minh
1 ¢6 hoat tinh chong lai hau hét cac chiing vi khudn gay ra cic bénh nhiém khudn & mit
in vitro va trén lam sang:

Vi khudn Gram am: Acinetobacter calcoaceticus var, anifratum va A. calcoaceticus var.
Iwoffi; Entersbacter Sp. bao gom E. cloacae; Haemophilis Sp, bao qdm H. influsnza va H.
aegyptius; Klebsiella Sp,, bao gém K. p viae; M lla Sp., Morganetla morganii;
Proteus 5p., bao gdm P. Mirabilis; Pseudomonas Sp ., bao gém P, Aeruginosa, P. cepacia, va P
fluoroscens; va Serratia Sp, bao gém 5. marcescens.

Vi khudn Gram duong: Bacillus Sp ; Corynebacterium Sp.; Micrococeus Sp.; Staphylococcus
Sp., bao gém 5. aureus vi S. epidermidis; Streptococcus Sp., bao gdm S pneumoniae, 5.
viridans va Beta-haemolytic.

DUQC BONG HOC:

Sau khi nhé thudc, ofloxacin dutge luu gidt tét & mang nude mat,

Néng dé ofloxacin trung binh do difoc & mang nude mat sau khi nhd 4 giér (9,2 pg/g) cao
han néng dé ofloxacin t3i thiéu can thiét dé dc ché 90% cac ching vi khudn & mit
(2pg/ml).

Néng dé ofloxacin t8i da trong huyét thanh sau 10 ngay diing thuéc nhé méit thip hen
1000 I&n so vai khi ding ofloxacin diténg udng lidu tiéu chudn va khdng cé phan tng
phu toan than khi diing ofloxacin tai chd.

QUY CACHPONG GOI: Hop 1 lo S ml.

CHi DINH:

Didu tri tai chd d6i voi cac nhidm khudn bén ngoai mdt (viem két mac, viém gidc m
nguedi Ion va tré em gay ra bai cde ching vi khudn nhay cdm vdi ofloxacin.
LIEU DUNG VA CACH DUNG:

=Tt cd cde I tudi: nhd 1 hodc 2 giot vao mit bi bénh sau mai 2 11 4 gid tron
dau tién va sau do 4 lan mai ngay trong nhiing ngay tiép theo.

~Thai gian didu tri khéng qué 10 ngay.

cmfma cnl DINH:

bt ki thanh phan nao cla thude.

THAN TRONG:

Khéng dugc tiém,

An toan va higu qua & tré dudi mét tudi chua duge xic dinh.
Céc phan Ung qua man nghiém trong va ¢6 khi gay tivong (phan vé/phan vé tinh mach)
da duoc bdo cdo ¢ nhitng bénh nhin st dung quinolon dudng toan thin, bao gém
ofloxacin. Mot s6 phdn (ng c6 kém theo tinh trang truy tim mach, hén mé, phi mach
(bao goém phu thanh quén, phis hong hoac phi mat), tAc nghén duang thé, kha thd, ndi
mé day va ngua,

Néu xdy ra phan img di ing vai ofloxacin hay nging ding thudc. Thin trong & bénh
nhan nhay cam véi cdc khidc sinh quinolon khac.

Khi sif dung thude nhé mat chita ofloxacin, nén xem xét kha nang thudc co thé xudng
hong, dan dén su xudt hién va lan réng cda cic ching vi khudn khing thudc, Gidng nhy
céc thude khdng sinh khac, viée st dung kéo dai co thé dan 161 sy phat trién qua muc cia
vi khudn khang nhay cam.

Néu nhiém khudn tro nang hoac tinh trang bénh khong cai thién trong mét khoang thai
gian ¢in ngling s dung va diéu tr lidu phip thay thé.

Roi loan nhip tim: Than trong khi sit dyng cac fluoroquinelon bao gom ofloxacin ¢ nhiing
bénh nhan cd cae yéu to nguy co da bidt lam kéo dai khoang QT nhu:

+ Hai chimg QT dai bam sinh.

+ S dung déng théi cic thudc b thé kéo dai khodng QT (nhu thudc chiing loan nhip

+ Réi loan cin bling dign gidi (nhu ha kali méu, ha magie mau)

+ Bénh tim (suy tim, nhéi mau co tim, nhip tim cham).

Ngudsi cao tudi va phu nir cé thé nhay cém hon vdi thude kéo dai QTc, nén cén thin trong
khi s dyng cac khac sinh nhom quinolon bao gom c ofloxacin.

Thén trong khi sif dung ofloxacin & nhiing bénh nhan nhay cam véi cdc khing sinh
quinolon khac.

Hién tai chua di dif lidu dé thiét lap an todn va hidu qua cla thudc nhd mit chia
ofloxacin 0,3% trong diéu tr] viém két mac & tré so sinh. Do do, khéng khuyén cao sir
dung thudcnhd miat ofloxacin & tré so sinh bi viém két mac do Neisseria gonorrhoea holdic
Chlamydia trachomatis.

Ngué cao tudi: Hién khang c6 dir lidu so sanh vé liéu diing tai chd ¢ ngudi cao tudi so véi
cic nhom tudi khic.

Ba co bdo cao vé truimg hop thing gidc mac khi didu tri tai chd vdi khdng sinh
fluoroquinclon é& bénh nhan trude d6 da cd bidu hién tén thuang gidc mac hodc loét gide
mae. Trong cde trudmg hop ndy cé nhidu yéu t6 quan trong khéc ¢o lién quan, bao gém
tudi, sif cé mit clia cac vét loét ldn, cac bénh déng thid & midt (nhu khd mat ning), cic
bénh viém he théng (nhw viem khdp dang thap), va viéc s dung ddng thoi céc thudc
khing viém steroid v non-steroid tai chd.

Co ché& dé khdng: Su khing thudc cla fluoroquinolon gém mét trang cac co ché chH
in

nham 1A va ill, thudc chdng trdm cam ba vong, thude macrolide, thuée chéng loan thin).

Tuy nhién, vin ¢n canh gidc vé nguy co thiing gidc mac khi sif dung ché phim nay &
bénh nhan bi t6n thuong gide mac hoac loét gisc mac.

Su xudt hién céc chit ldng dong gidc mac clng duge béo cdo khi diéu tri vai thude nhd
mit ofloxacin. Tuy nhién, méi quan hé nguyén nhin két qui chua duoc thiét lap.

SU dung liéu cao va kéo dai cac khdng sinh flusroquinolon khéc trén déng vat ddn dén
duc thity tinh thé. Tuy nhién, téc dung nay chua dugc bdo cao trén ngudi, vé ciing khéng
dugic ghi nhan sau khi nhé mét val ofloxacin trong 6 thang trong cac nghién clu & déng
vat bao gém ¢ cac nghién cdu trén khi.

Tifoxan ¢& thanh phan benzalkonium clorid ca thé gay kich ing mét va duoc biét dén
tam déi mau kinh ap tréng mém, khiing nén srdung kinh p tréng & nhiing bénh nhan
dang diéu tri nhigm khudn mat.

Nén tranh tiép aic tnic tiép véi dnh ndng mit trol hodc tia UV trong théi gian diéu tri voi
ofloxacin do nguy co xdy ra nhay cdm véi dnh sing.

suU DUNG THUGC CHO PHU NU €O THAI VA CHO CON BU:

Str dung trong thai ky mang thai: chifa cé nghién ciu ddy di v cs déi ching dugc tién
hanh & phu nir ¢6 thai. Do khdng sinh nhdm quinolon da duoc chimg minh gay ra bénh
viem khdp & dong vit chua truéing thanh. Khang nén s dung cho phy ni 6 thai.
Sirdung trong théi gian che con bil:ofloxacin duge bai tiét vao sifa me vi c6 kha ning dnh
huéng téi tré b me. Chi diing thudc niy cho phu ni cho con bi néu loi ich didu tri cao
han nguy co cé thé kiy ra vdi tré bu me.

ANH HUGNG COA THUGC BOI VI NGUS1 LAI XE VA VAN HANH MAY MOC:

Chua co nghién clfu vé dnh huéing ctia thudc d&n kha ndng I3i xe va sit dung may méc.
/Ta'hhién, khi nhd thudic ¢6 thé xdy ra hién Wgng md mét, chong mat, kich ing mat
khéng lai xe hodc van hanh may mac néu tdm nhin khéng rs,

TUONG TAC THUGC:

Chura ¢6 cac nghién cdu vé tuong téc thude déi véi dang thuée nhd mit.

Khing sinh nhom quinolon tic ché chuyén héa clia caffein va theophyllin, cic nghién ciu
tuong tac thudc vai oftoxacin toan than da chung minh ring su thanh thal chuyén héa
cla caffein va theophyllin khéng bi &nh hudng dang ké bai ofloxacin.

£ c6 bao cdo vé sy gla tang doc tinh vai hé thin kinh trung Uang clia viéc diing déng
thai quinclon dudng toan than vi cac thude chong viém khéng steroid (NSAIDs), tuy
nhién diéu nay chua dugc bao cao vai vigc sit dung dong thit NSAIDS va oftoxacin toan
than.

Ofloxacin ciing gidng nhu cac fluoroguinolon khéc, nén dugc sir dung than trong &
nhimg bénh nhan ding thuéc kéo dai khoang QT (thudc chéng trdm cam bavéng, thuéc
chéng trim cam nham IA va Il macrolid, thuéc chéng loan thin).

TAC DUNG KHONG MONG MUGN:

Phan iing nghiém trong sau khi diing ofloxacin toan thian |3 rit hiém va hiu hét cic tridu
chiing ¢6 thé khic phuc duge. Do mét lugng nhd ofloxacin ditae hip thu vio co thé sau
khi diing thudc tai ché, c6 thé xdy ra phin ing phu.

Tac dung khdng Bidu hién Tin suit
mong muon theo hé
cd quan
Réi loan hé théng Phan (ng qud min gém cic ddu higu
- | ién dich hodc triéu ching di dng mét (ngda
£77 P? mdt) va ph_-‘&n ing phan vé (phi mach,
/7 kho thé, sac phan ve, sung hong, phi N
G mat va sung luéi). o &
dnkinh | Chéng mat Chuaco bdo | .
R P R
Kich (ing mit, cam gidc khé chju Thudng ap (> 1
14100 é’f’: ,7-?)
1o £ 9
Vieém két mac, viém gidc mac, ma mdt, | Chuac
chiing sg anh sang, phu mat, com mit, | cdol®
ting tiét nude mit, khd mit, dau mat,
xung huyét mdt, phil quanh mat (bao
gom sing bér mi)
Réi loan nhip tim Loan nhip thit va xoin dinh (chl yéu & | Chuaco bio
nhiing bénh nhan ¢ yéu té nguy co | cdol*)
kéo daikhoang QT); khoang QT kéo dai.
Rdi loan tiéu héa Budin ndn Chua o bdo
céol"
Réi loan da va mé Héi chimg Stevens-lohnson; hoai tr | Chuacéd bio
dudi da bigu mé nhidm déc cdol*)
(*}: Khang udc lugng duge tir nhing di liéu da cé.
e
;f‘- Y

QUA LIEU VA CACH XU TRI:
Trong truéng hgp ding qua liéu, cdn thuc hién diéu tg“tneu chuﬂg Ntlﬁ.!uo do
tam dé do c6 nguy co kéo dai khodng QT. { ‘\
BAO QUAN: Noi kho, nhiét dé dudi 30°C. Jiis

HAN DUNG: 24 thang tinh tir ngay san xudt, khing q&é 1 5 ngé\j sau khi rnin%pg | Q
Ngdy xem xét sita déi, cap nhit lgi néi dung hueng d&ud‘dyﬂg El‘r

TIEU CHUAN: TCCS,
PHARMA

1

TiNPHONG

FH oA RMA

San xuat 1ai; CONG TY €O PHAN DUOC PH
Bia chi : Buéing YP6, khu cong nghiép Yén Phong, xa Béng Phong,
huyén Yén Phong, tinh Bic Ninh

$6 dién thoal: 0222.3699285 - S8 fax’lglzge%c TRUON G
Website: www.gianguyenpharma, ol TR I_a\] G PHONG

Phén phéi béi: CONGTY €O PH ﬂr’bu‘cﬂ: FHAM
Bia chi: Lé B10/D6, khu dé thi %
Gidy, thanh phd Ha Noi

Sa dién thoai: 024.37481750 - S8 fax. 02 437481751
Website: www.duoctinphong.com
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