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_— ALY Composition: P DIRECTION FOR USE
— Rx_Prescription Drug Ofloxacin USP 0.3 wiv Rx Prescription Drug Turn the cap anti-clockwise to break
Benzalkonium : ! the seal. y
Chloride solution USP 0.02% wiv Remove the cap, dispense drops
(As Preservative) . with gentle pressure.
Sterile Aqueous Base g.s. Replace the cap after every use.
FOR EXTERNAL USE ONLY Dosage: As directed by the
Eye Drops NOT FOR INJECTION Eye Drops Physician. A
Rx Thuédc bén theo don SPK: Indications / Dosage & Administration /
Dung dich nhé mét OFREAL Side Effects / Contra-indications:
- Ofloxacin 0.3 wiv Refer to the package insert for details.
\ Ofloxacin Ophthalmic | Dung dich Benzalkonium clorid 0.02% wiv Ofloxacin Ophthalmic i
Solution USP 0.3% wiv | Dung dich base vo khudn vira di 1,0 mi Solution USP 0.3% wiv
Quy céch déng géi: Hop 1 1o (5ml) Carefully read the accompanying
Buong dung: Nhd mét instructions before use
Bao quén noi khé mét, dudi 30°C. Keep out of the reach of children
Trénh anh sang. i Wil :
Dsi xa_tém tay tré em. Doc ky huéng 1. If irritation persists or increase,
dan st dung trréc khi d‘","g- discontinue the use and consult
Chi dinh, chdng chi dinh, liéu dung, physician.
cach dang va céc thong t‘gékhé? de 2. Do not touch the nozzle tip or
nghi xem trong t& hudng dan st other dispensing tip to any surface
dung thudc. . 1 since this may contaminate the
il S6 16 SX, NSX, HD: Xem “Batch No”, § mL | solution.
“Mfg.date","Exp.date” trén bao bi. 3. Use the solution within one month
San xuét béi: of opening the vial.
M/s Health Biotech Ltd. Manufactured by:
Near _quam Hotel, Nalagarh Road, a M/s Health Biotech Ltd.
_ Baddi, Distt. Solan (H.P.), An Bo. teaan Near Dream Hotel, Nalagarh Road,
~—~—_ Nhap khau béi: Baddi, Distt. Solan (H.P.), India.
\
\ Mfg.Lic.No.:
\ Visa No.
\ \\ Batch No. :
Mfg. Date : dd/mmlyy
Exp. Date : dd/mm/lyy
/
, Composition: Rx Prescription Drug DIRECTION FOR USE BT
Ofioxacin USP 0.3 wiv DT - Turn the cap anti-clockwise L
£ Benzalkonium OFRE AL to break the seal.
£ Chioride solution USP 0.02% wiv Eye Drops Remove the cap, dispense INDIA
= (As Preservative) drops with gentle pressure. » ]
% | Sterile Aqueous Base gs. Ofloxacin Ophthalmic Batch No.: ;SV?
€ | Dosage: As directed by the  Solution USP 0.3% wiv Mfg. Date: dd/mm/yy N *
\ Q| Physician. Exp. Date: dd/mmlyy
\ : Manufactured by:
ol Store in a cool & dry place, M/s Health Biotech Ltd.
_ below 30°C. Protect from light. u 2 Near Dream Hotel, Nalagarh
' FOR EXTERNAL USE ONLY VISION Road, Baddi, Distt. Solan
'NOT FOR INJECTION Sausse y :

(H.P.), India.
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Rx Thubc bin theo don
Doc kj hwéng déin sir dung trwdc khi ding.
Néu cin thém thong tin, xin héi y kién thiy thuédc.

OFREAL
THANH PHAN
M3i ml chira:
(0)310) ;1611 1 H 0,3% w/v

T4 dwge: Dung dich benzalkonium clorid, dung dich base v6 khuan.

DUQC LUC HQC:
Ofloxacin 12 mot khang sinh téng hop thudc ho quinolon trong nhém fluoroquinolon gidng
nhu cifprofloxacin, nhung ofloxacin khi udng c6 sinh kha dung cao hon (trén 95%).
Ofloxacin ¢6 phd khang khuén rong bao gdm:
Chung nhay cam: Vi khuan wa khi Gram dwong: Bacillus anthracis, Staphylococcus, chu yéu
Acinetobacter baumannii, Branhemella catarrhalis, Borderella pertussis, Camphylobacter,
Citrobacter freundii, Enterobacter cloacae, Escherrichia coli, Haemophilus influenza,
Klebsiella pneumonia, Legionella, Morganella morganii, Neisseria pasteurell@@jteus
mirabilis, Proteus vulgaris, Providencia, Pseudomonas aeroginosa, Salmonella serratia,
Shigella, Vibrio, Yersinia, Vi khuan khic: Mycoplasma hominis.
Chung nhay cam vira: Vi khuan ua khi Gram duong: Corynebacterium, Streptococcus,
Streptococcus pneumonia.
Chung khac: Chlammydiae, Mycoplasma pneumonia, Ureaplasma urealyticum.
Chung khang thudc: Vi khuan ua khi Gram duong: Enterococcus, Listeria monocylogenes,
Nocardia asteroids, Staphylococcus khang methicilin. Vi khuén ky khi: trir Mobiluncus va
Propionibacterium acnes.
Mycobacterium khong dién hinh: In vitro, ofloxacin c6 hoat tinh vira phai d6i v6i mot sb
chung Mycobacterium (Mycobacterium tuberculosis, Mycobacterium fortuittum, kém hon
vGi Mycobacteruyn avium).
Khéng thubc c6 thé phat trién trong qua trinh didu tri thdng qua cic dot bién & céc gen cua
nhidm séc thé cta vi khudn ma héa ADN-gyrase hodc topoisomerase hodc thong qua vén
chuyén thude tich cyc ra khoi té bao. Khang thudc da ting 1én tir khi dua vao sir dung
fluroquinolon, dic biét d6i v&i Pseudomonas va Staphylococcus, Clostridium jejuni
Salmonella, Neisseria gonorrhoeae va S. pneumoniae.
Ofloxacin ¢6 tac dung diét khuin manh. Co ché tac dung chua duoc biét day du. Gibng nhu
cac thubc quinolon khéng khun khac, ofloxacin trc ché ADN-gyrase cua nhiéu vi khuan
Gram 4m va tic ché topoisomerase IV ciia nhiéu vi khuan Gram duong 1a nhiing emzym can
thiét trong qua trinh nhan ddi, phién ma va tu sira ADN cua vi khuén.
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DUQC PONG HQC:
Sau khi tra vao mét, thudc duy tri t6t trong nu6e mét.
Nghién ciru trén ngudi tinh nguyén khde manh, ndng d¢ trung binh trong nude mét do duoc
sau 4 gio' dung ofloxacin lidu dic biét (9,2pg/g) cao hon ndng do tdi thiéu ofloxacin 2ug/ml
dung dé wc ché 90% chung vi khudn trén mét (MIC90) trén in vitro.
Nong d9 ofloxacin trong huyét thanh téi da sau 10 ngay dung liéu cao thuong gip khoang
1000 14n so vé&i nhiing bao céo khi dung lidu co ban va khong thdy c6 tic dung phu toan than
khi diing tai chd.
CHI PINH:
Ofloxacin dugc dung diéu tri tai chd trong cac bénh nhiém tring mit bén ngoai: nhu viém
két mac va viém gidc mac & ngudi 16n va tré em do cac vi khuan nhay cam véi ofloxacin.
CHONG CHI PINH :
Chdng chi dinh véi ngudi cé tién sir qua min véi ofloxacin, cac quinolon khac va/ hodc cac
thanh phan khac c¢6 trong ché phim.
Céc thudc diét khudn fluoroquinolon nhu ciprofloxacin, ofloxacin ¢ thé gdy thoai héa sun
khép & cac khdp chiu luc trén sic vat thuc nghiém. Vi vay khong nén dung cho tré dudi 18
tuéi, ngudi mang thai va cho con bu.
Thiéu hut glucose-6-phosphat-deshydrogenase.
LIEU LUQONG VA CACH DUNG :

Nho tirng giot vao mit.
Déi vai tht ca cac lra tudi: nho 1 - 2 giot vao mét bi bénh mdi 2 — 4 gid trong 2 ng&@} tién
va sau d6 4 1an m3i ngay. Thoi gian diéu tri khong nén vuot qua 10 ngay.

THAN TRONG
Phai dung thén trong d6i voi ngudi bénh dong kinh hodc c6 tién st réi loan than kinh trung
wong. Phai giam liéu ddi v&i bénh nhan bi suy thén.
Phai tranh phoi ning hoic tia cyc tim vi c6 nguy co man cam véi dnh séng.
Phai chu y dén viém gén, dic biét gan Achille & ngudi cao tudi.
Hoat tinh cua ofloxacin dbi voi Mycobacterium tuberculosis c6 thé lam xét nghiém BK tr&
thanh 4m tinh & ngudi bi lao phdi hodc lao xuwong khop.
Ciing nhu cac khang sinh phd rong khac, phai cha y dén viém dai trang do Clostridium
difficile, phai ngung didu tri ofloxacin néu dang dung.

SU DUNG O PHU NU' MANG THAI VA CHO CON BU:
Phu nir mang thai:
Ofloxacin qua nhau thai. Ciing phét hi¢n thay ofloxacin trong nudc bi cia hon mot nira sb
ngudi me mang thai c6 dang thuéc. Chua ¢ nghién ctru ddy du va kiém soat tét & phy nir
mang thai. Tuy vy, vi ofloxacin va cdc fluoroquinolon khéc gay bénh vé khop & suc vét
non, khong nén ding ofloxacin trong thoi ky mang thai. Khong khuyén cdo dung Ofreal &
phu nir mang thai.
Phu nir cho con bi:
Ofloxacin c6 bai tiét vao sita me va c6 kha nang gay hai cho tré so sinh. Cac fluoroquinolon
da duoc biét 1a gy tén thuong vinh vién O sun cua nhirng khop chiu luc va ca nhiéu déu
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hiéu bénh ly khac vé khép & stic vat non. Vi vdy can phai quyét dinh tam thoi ngung cho con
bu hay ngung dung ofloxacin.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khéng c6 nghién ctru vé tac dong 1én kha ning 1ai xe va van hanh may méc.
C6 thé 1am m& tdm nhin thoang qua khi sir dung thuéc nho mét. Vi vay, khong l4i xe va védn
hanh may méc trir khi tim nhin r3 rang.

TUONG TAC THUOC:
Chua c6 nghién ctru vé tuong tac nao dugc thuc hién.
Viéc sir dung c6 hé théng cua mot sb quinolone lam wc ché chuyén héa cua caffein va
theophyllin. Cac nghién ciru vé tuong téc thudc ctia ofloxacin ding toan than da chimg minh
réng sy thai trir caffein va theophylline khong bi anh hudng dang ké bai ofloxacin.
Mic du di c6 bdo céo vé gia ting ty 1 ddc tinh trén hé than kinh trung uong khi str dung cé
hé théng fluoroquinolon cing véi cac thudc chdng viém khong steroid (NSAIDs), nhung van
chua dugc bdo céo véi viéc sir dung chung NSAIDs va ofloxacin.
Gidng nhu cac fluoroquinolon khéc, Ofreal nén dugc sir dung cén than & nhitng bénh nhén
dung thuc kéo dai khoang QT (vi du nhu chéng loan nhip nhém IA va III, thudc chdng tram
cam ba vong, macrolide, thudc chdng loan than).

TAC DUNG KHONG MONG MUON:
Phan mg phu chung:
Phan tng nghiém trong sau khi ding Ofloxacin 1a rat hiém va hau hét cac triéu chimg déu c6
thé bién mét. Vi mot luong nhd ofloxacin dugc hip thu sau khi dung thudc tai chd, cic tac
dung phu dugc bao céo khi str dung cé hé thdng c6 thé xay ra.
Céc loai tAn s6: R4t thuong gap (1 / 10); Thuong gip (>1/100 dén <1/10); it gip (= 00
dén <1/100); Hiém gip (>1/10,000 dén <1 /1.000); R4t hiém (<1/10,000) va khong biét
(khong thé udc tinh tir dit liéu sin co):
Réi loan hé théhg mién dich:

- Khong biét: phan tng qua min bao gdm céc ddu hiéu hogc trigu chimg dj tmg mat
(nhu nglra mét va ngira mit) va phan (mg phan vé (nhu phd mach, kho tha, s6¢c phan
vé, sung hong, phu mét va sung ludi)

Roi loan hé than kinh:
- Khong biét: Chéng mit
Réi logn mdt:

- Thuong gap: Kich ung mit; cam gidc khé chiu

- Khong biét: Viém gidc mac; viém mang ndo; tAm nhin md; so hdi; phi mat; Cam
gidc co di vat trong mét; mong nudc ting 1én; khod mét; dau mét; phinh dong mach
mét; quing quanh mit (bao gdm ca mi mit)

Réi loan nhip tim: : o

- Khong biét: loan nhip that va xo#n dinh (bdo céo chu yéu & bénh nhan c6 céc yéu to
nguy co kéo dai QT); ECG QT kéo dai.

Réi loan tiéu héa:
- Khéng biét: Budn non
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Réi logn mé da va mé duéi da:
- Khong biét: Hoi chiing Stevens-Johnson; hoai tir biéu bi nhiém doc

Thong bdo cho thdy thudc nhitng tic dung khong mong muén gdap phai khi s dung
thuéc.

QUA LIEU VA XU LY:
Qua lidu thudng hay gip & ngudi cao tudi va 1/3 trudng hop 1a do khong diéu chinh lidu cho
phu hop véi chirc nang thén.
Triéu chimg: Hay gip nhét 1 nhimng biéu hién v& than kinh tdm co. Khoang QT c¢6 thé kéo
dai, réi loan tiéu héa (ndn, loét niém mac miéng) c6 thé gip trong 1 vai trudng hop qua lidu
ofloxacin.
Xir ly: Khoéng c6 thude giai doc dic hiéu, diéu tri tridu chimg. Phai theo doi cac biéu hién
than kinh, 1am dién tdm dd dé theo doi khoang QT. Phai theo d&i chirc ning than (creatinin
huyét) dé danh gia kha ning dao thai thudc. Trong nhimg ngay sau, cin khuyén nguoi bénh
tranh bt cac co gan lam viéc qué strc va trd lai hoat dong thé luc dan dan. Tham phan mau,
thim phin mang bung khong gitp ich dé loai bo ofloxacin.

PIEU KIEN BAO QUAN: Noi kho, tranh anh sang, nhiét d6 dudi 30°C ,

Sau khi m& nép, chi nén dung thudc trong vc‘m@@?i{g.

QUY CACH PONG GOI: Hop 1 lo 5ml.

HAN DUNG: 24 thang ké tir ngay san xut.

TIEU CHUAN CHAT LUQNG: Dugc dién My 38.

Sén xudt boi:

M/s HEALTH BIOTECH LIMITED.

Dia chi: Nalagarh Road, Baddi-173205 Disst, Solan (HP) India

TUQ.CUC TRUONG
P.TRUONG PHONG

Pham i Vin Hans
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