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Rx-Thubc nay chi ding theo don th ubc

OFLIFE Eye/Ear DROPS X _
(Ofloxacin USP 0,3% w/v) Saf ol
Thude nhé mdt/nhd tai
Doc kjf huéng dén st dung trueée khi dimg
Dé xa tam tay tré em.
THANH PHAN CONG THU'C THUOC
M35i ml dung dich nhé mét/nho tai chua:
Théanh phén hoat chdt: Ofloxacin USP 0,3% w/v
Thanh phc%n 1d diege: Benzalkonium clorid, dinatri edetat AR, natri clorid AR, acid hydrocloric
AR, natri hydroxyd AR, nudc pha ti€ém.
DANG BAO CHE
Dang bao ché: Dung dich nho mat/nho tai
M@ t& san pham: Lo 10 ml chita dung dich mau vang nhat.
CHI PINH
Nhé miit:
Oflife Eye/Ear Drops duoc sir dung dé didu tri nhiém khuén do vi khuin nhay cam voi ofloxacin
gy ra & phin ngoai mit, bao gom:
- Viém két mac.
- Viém gi4c mac, viém két-gidc mac.
- Viém b& mi, viém tui 1€, lgo, u nang mit, loét gidc mac.
- H3 trg didu trj viém ndi nhén do vi khuan.
Ngoai ra, thudc duge dung trong dy phong nhiém khudn mét trong céc trudng hop:
- Tru6c phiu thuét ndi nhan.
- Sau phau thut ndi nhan, sau khi lay di vét ra khoi mét, hodc chan thuong mét.
Nho tai: :
Oflife Eye/Ear Drops duoc str dung & didu tri nhiém khudn tai do vi khuén nhay cam véi
ofloxacin ¢:
- Ngudi 1on va tré em tir 12 tudi tro 1én: diéu tri viém tai ngoai, viém tai gifta man tinh ¢6 mu (co
thiing mang nhi) va du phong sau phau thut tai & ngudi 16n.
- Tré em tir 1 dén 11 tudi: didu tri vidm tai ngoai, viém tai gitta cAp c6 dat dng thong khi mang nhf.
CACH DUNG, LIEU DUNG
Thudc ¢6 thé doc str dung cho ngudi 1om, thanh thiéu nién va tré em tir 1 tudi.
Cach diing: Nho mit va nho tai.
Lié¢u ding:
Nhé mit:
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Nguoi lon III( . mr
Liéu lucmg va thoi gian diéu tri chinh xéc dugce chi dinh béi béc si. Trong hai ng@yb tlsn, Ith(mg
nhé 1-2 giot vao tii két mac, sau 2 dén 4 gid. Trong nhimg ngay tiép theo, nho 1\2 ‘gxgt ilan mot
ngay déu dan. Thoi gian diéu tri khong qui 10 ngay. 5

Tré em tir 1 tudi:

Viée sir dung va liéu lugng do béc si nhén khoa chi dinh, toan b qué trinh didu tri phai dugc thuc
hién duéi su gidm sat ngoai tri cua bac si. Thuong nho 1 giot x 4 1An/ngay, t6i da 7 ngay.

Nhé tai:

Trude khi nho tai, nén lam Am lo thudc bang céch giir lo thude trong 1ong ban tay khoang 1-2 phit
d tranh tinh trang chéng mat ¢6 thé xay ra sau khi nho thuée lanh. Bénh nhén nén ndm nghiéng,
dit tai bi viém & phia trén, sau d6 nho thudc, duy tri tr thé trong 5 phtit ¢é cac giot thude dugc vao
dng tai.

Dé thube d& dang thdm vao tai gifta hon, nén diing ngén tay kéo vanh tai (ndp tai) hudng ra ngoai
khi nho thude.

Ngueoi I6m va tré ti 12 tudi:

Liéu lugng va thoi gian diéu tri chinh x4c dwoc chi dinh béi bac si.

Trong diéu tri viém tai ngoai, thuomg dung 10 giot x 2 14n mot ngay trong 10 ngay.

Trong diéu tri viém tai gifta man tinh ¢6 mu kém thiing mang nhi, lidu khuyén cao 1a 10 giot, 2 14n
mot ngay trong 14 ngay.

Tré tir 1 dén 11 tuoi:

Viée st dung va liéu lugng & tré em phai duoc béc sT chuyén khoa tai miii hong chi dinh va toan

bo qua trinh diéu tri phai duoce thuc hién dudi s giam sat ciia bac sT. Licu khuyén cdo dé diéu tri
viém tai ngoai va viém tai gifta cAp c6 dat éng thong khi mang nhi 1a S giot, 2 14n mét ngdy trong
10 ngay.

CHONG CHI PINH

Chéng chi dinh véi ngudi c6 tién sit qua mn vé6i ofloxacin hodc bt ky ta duge nio cta thude.
Viém két mac man tinh khéng do vi khuan.

Nhiém khudn mit va tai do cac ching khang ofloxacin

CANH BAO VA THAN TRONG KHI DUNG THUOC

Trude khi st dung 1An dAu, nén thyc hién xét nghiém vi sinh (1dy mau tir ti két mac hogc éng tai
ngoai) dé xéc dinh do nhay cam ctia cac ching vi khuén.

Khi sir dung thube nhé mit ¢6 chira ofloxacin, can tranh tiép xtic qua mirc voi dnh sdng mit trov
ho#c tia UV vi ¢6 nguy co nhay ¢dm anh séng.

Trong qua trinh diéu tri bang ofloxacin tai chd cho mit, d3 ghi nhén céc trudng hop loét gidc mac
va két tha gidc mac. Tuy nhién, nguyén nhan cu thé chua dugc xé4c dinh.

Néu xdy ra phan tmg di tng, cAn ngung sir dung thuée ngay lap tirc. Bénh nhén c6 tién sir man
cam voi cdc khang sinh quinolon khéc nén can trong khi sir dung ofloxacin.
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Da ¢6 bdo cdo vé cdc trudong hop qua min nghiém trong hodc tham chi gay tlr vong /fnhur Eham ung .
phén vé) & nhimg bénh nhédn dung quinolon, bao gdm cé ofloxacin. Mot s6 truong f#{f? XAy, 18 ngay
tir lidu ddu tién. Nhitng phan tmg nay bao gdm: Suy tim mach cép tinh, mat y thire, p\hﬁuﬁ:aeﬁ (bao

gbm phii thanh quan héiu hong hodc miit), tic nghén duomg thd, khé thd, mé day va ~

Ofloxacin, cling gidng nhur cac fluoroquinolon khac, cin duoc str dung than trong & b_ rfhém co

nguy co kéo dai khoang QT, vi du: mét cin bang dién giai (ha kali mau, ha magié¢ mau), hoi chimg
QT dai bim sinh, suy tim, tién sit nhdi méu co tim, ding ddng thoi céc thube tic dong dén khodng
QT (nhu thude chéng trAm cam ba vong, macrolid, thudc chéng loan nhip nhém TA va III).

Khi sir dung thudc nhd mét ofloxacin, cin cin nhic nguy co thude di qua mili-hong, didu nay co
thé lam xuét hién va phét trién qua mirc cia vi khuén khéng thude.

Néu tinh trang nhi&m khudn tr& nén trim trong hon hogc khong cai thién trong thai gian hop 1y,
nén ngimg diéu tri bing ofloxacin va chuyén sang liéu phap thay thé khac.

O nhitng bénh nhan dung fluoroquinolon toan thén, bao gdm ofloxacin, @ ghi nhan tinh trang
viém gin va dit gin, dac biét & ngudi 16n tudi va nhimg bénh nhan dong thoi st dyung
corticosteroid. Do do, cin than trong va ngung dung ofloxacin ngay khi xuat hién céc dau higu dau
tién cuia viém gan.

Thube chita benzalkonium chloride, mét chit bao quéan cé thé gay kich tmg mat, céc triéu chimg
khd mét hodc 1am anh hudng dén mang phim nudc mét va bé mit gidc mac. Cén than trong khi sir
dung thudc & bénh nhan bi kho mét hoic ton thuong gidc mac.

Khong nén deo kinh ap trong mém trong thdi gian sir dung thudc, vi benzalkonium chloride ¢6 thé
lam ddi mau kinh. Nén thdo kinh &p trong cumg trudc khi nho thube va doi it nhat 15 phut trude
khi deo lai.

Hiéu qua va dd an toan ciia ofloxacin chua dugc xdc dinh & tré so sinh va tré em dudi 1 tudi.
Khong khuyén cdo sir dung thudc cho tré so sinh bj viém két mac do vi khudn Neisseria
gonorrhoeae hodic Chlamydia trachomatis gy ra, vi chua duge danh gia day du.

SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Sir dung cho phu nit c6 thai:

Chua c¢6 day du nghién ciru va kiém soat duoc thuc hién ciia phu nit mang thai. Vi da co bang
chimg cho thiy céc thubc quinolone ding toan thin gy ra bénh ly khop & dong vat chua trudmg
thanh, nén khéng khuyén cdo st dung ofloxacin cho phu nir mang thai.

S dung cho phu nit dang cho con bii:

Ofloxacin va céc fluoroquinolon khac cé thé bai tiét qua stta me va c¢6 kha nang géy hai cho tré ba
me, cn cin nhic giita viée ngimg thude hoic ngimg cho bii dua trén tim quan trong ciia thube dbi
vai ngudi me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua ¢6 nghién ctru cy thé vé anh hudng cia ofloxacin nhé mit dén kha ning l4i xe hodc van hanh
may moc.
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Sau khi nho thudc, c6 thé xay ra hién tuong néng rat mat va mo mét tam thoi. li‘om;tmoﬁghop

nay, bénh nhan nén chd dén khi triéu chimg bién mat hoan toan trude khi lai xétm_ia&%_ﬁ?’ﬁ%ﬁénﬁ

may moc. TPk

TUONG TAC, TUONG KY CUA THUOC T

Twong téc:

St dung mot sb quinolone dudng toan than di cho thdy c6 tac dung irc ché qua trinh thanh thai

chuyén héa ctia caffeine va theophylline. Tuy nhién, cac nghién ctru vé tuong tac thude duoc thyc

hién véi ofloxacin diing dudng toan than di chi ra ring d6 thanh thai chuyén héa cla caffeine va

theophylline khdng bi anh huéng dang ké boi ofloxacin.

Céc truomng hop tang nguy co doc tinh trén hé than kinh trung wong di dugc béo céo khi s dung

ddng thoi fluoroquinolon va thubc chéng viém khong steroid (NSAIDs). Tuy nhién, khdng c6 bang

chimg 13 rang vé su gia ting dgc tinh trén hé than kinh trung wong khi ofloxacin duge sir dung

ddng thoi véi NSAIDs.

Khi ding thudc nay can luu y magie, nhdm, sat va kém lam giam hép thu ofloxacin.

Khi nhé dung dich nhd mat/tai ofloxacin 0,3%, khéng nén ding déng thdi ce loai thude mat va

tai khac.

Twong ky;:

Do khéng ¢6 cic nghién ciru vé tinh twong ky ciia thudc, khong tron 1dn thude nay véi cac thude

khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Nguy co ha duong huyét nghiém trong va anh hwdng lén sicc khde tam thin

Co quan Quan 1y Thubc va Thyc pham Hoa Ky (US.FDA) thong béo can ting cudng cac canh bao

vé nguy co ha duomg huyét nghiém trong va anh hudng bét loi 1én stre khoe tam than trong théng

tin k& don ctia cac khang sinh nhom fluoroquinolon téc dung toan than sir dung theo dudng ubng

hodc tiém truyén. Nong d¢ dudng huyét thip la nguyén nhan dén dén mét sb van dé nghiém trong,

bao gdém ca hén mé, dic biét & nguoi cao tudi va bénh nhan d4i thio dudng dang diéu tri bing

thubc hoic insulin. US.FDA yéu ciu théng tin v& céc téc dung bét loi trén can dugc thé hién néi

bét hon trén nhin thude va ndi dung can nhét quén gitta cac thudc trong nhom. Quyét dinh nay

duoc dua ra sau mdt cudce ra soat gan ddy ctia US.FDA cho thdy c6 mot loat bdo cdo vé ha dudng

huyét de doa tinh mang, trong d6, mét sb truomg hop c6 thém ca téc dung bét 1oi trén tAm than khi

st dung céc khang sinh fluoroquinolon. Trén thé gidi, nguy co ha dudng huyét nghiém trong va

anh hudng strc khoe tam thin cling ¢4 duge Co quan Quan 1y Duge phim Australia (TGA) canh

bao.

Nguy co tdc dung bdt loi nghiém trong, gy tan it va khong hoi phuc

Co quan Quén 1y Duge phim Chau Au (EMA) théng béo két thiic cude ra soét vé téc dung bat loi

nghiém trong, gy tan tat va khéng hdi phuc lién quan dén viéc sir dyng khéng sinh quinolon va

fluoroquinolon tac dung toan than theo dudng ubng, tiém truyén hodic dang hit. EMA két luin
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va acid pipemidic do cac khing sinh nay chi dugc phé duyét chi dinh didu trj mot {1 1631 thicht
khuén ma hién khong con sir dung. Vi cac khéng sinh fluoroquinolon, EMA khang\diffﬁ‘wec s
dung ciing nén duge giéi han. Theo d6, khong st dung khang sinh fluoroquinolon trong cac trudng
hop:

» Piu tri nhidm khuén o6 thé cai thién ma khong can diéu tri hodc céc nhiém khuén khong nghiém

ngimg gidy phép luu hanh cac khang sinh quinolon bao gdm cinoxacin, flumequi

trong;

» Didu tri cdc nhiém tring khdng do vi khudn nhu viém tuyén tién liét khong do vi khuén (man
tinh);

» Dy phong tiéu chay khi di du lich hodc nhiém khuén duong niéu dudi téi phét;

« Didu trj cac nhiém khuén tir nhe dén trung binh ning trir khi cdc khéng sinh duge khuyén céo
phd bién khéc khong sir dung duge.

Dic biét luu y tranh str dung cac khang sinh fluoroquinolon & bénh nhén co6 tidn sir gip téc dung
bat loi nghiém trong véi fluoroquinolon hodic quinolon. Péc biét thén trong khi sit dung khang
sinh nay & ngudi cao tudi, bénh nhan c6 bénh than, bénh nhin da ghép tang hodc ngudi dugc diéu
tri bing corticosteroid do céc bénh nhén nay cé nguy co cao bj ton thuong gan. Khuyén cdo cua
Hbi déng Thude sir dung cho ngusi cia EMA (CHMP) da dwoc g dén Uy ban Chau Au va Uy
ban Chau Au di c6 quyét dinh phép 1y cudi cing ép dung trén toan Chéu Au vao thang 3/2019.
Truée do, dé giam thidu nguy co xay ra phan (mg c6 hai nghiém trong ¢6 kha nang khong hdi phyc
va ghy tan tit lién quan dén gan, co, xwong va than kinh trung wong do st dung céc khéang sinh
nhom fluoroquinolon, US.FDA dé théng béo giéi han st dung cac thudc ndy trong diéu tri viém
xoang, viém phé quan va nhiém khuin dudng niéu khdng phic tap.

Nguy co diet hodc rdch dong mach chu

US.FDA canh béo ting nguy co dit hodc rach dong mach chi & bénh nhan diéu tri bing khing
sinh fluoroquinolon tac dung toan than sir dung theo dudmng ubng hodc tiém truyén. US FDA da ra
sodt cic bdo cdo bién cb bét loi va 4 nghién ciru quan sat dugc cong bo chi ra nguy co phinh dong
mach chti va tach thanh dong mach chu ting lién quan dén viée sir dung fluoroquinolon. Nguy co
nén bién cb phinh déng mach chi dugc ude tinh dao ddng tir 9 bién ¢6/100.000 ngudi/nam trong
qudn thé chung va dén 300 bién ¢6/100.000 ngudi/nam & qudn thé cé nguy co cao nhit. Pong
mach chit bi rach hay con goi 12 tach thanh dong mach chi, hodic dirt phinh dong mach chu c6 thé
din t6i xudt huyét nghiém trong, tham chi tit vong. Do nhiéu nghién ctiru da chi ra nguy co nguy
co dit va rach thanh dong mach chu ting trén 2 lin & nhitng ngudi st dung fluoroquinolon,
US.FDA xéc dinh vin d& nay cin canh bao cho can bd y té va bénh nhan. Theo d6, khong nén sir
dung céc khang sinh fluoroquinolon & bénh nhén ¢6 nguy co cao gap bién ¢é bat loi trén trir khi
khong c6 bién phap diéu tri thay thé. C4c bénh nhén c6 nguy co cao gip bién ¢é nay bao gbm: tic
nghén ho#c phinh déng mach chi hodc cdc mach mau khac, tang huyét ap. cac rdi loan gen lién
quan dén thay déi mach mau va ngudi cao tudi. US.FDA yéu cdu bd sung canh bio vé nguy co
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trén vao thong tin san pham va hudéng din cho bénh nhan cta tit ca céc khang sinh ﬂ‘.[gr ; qq;nolon’
tac dung toan than. Trén thé gidi, nguy co dit hodc rach dong mach chu ciing da dirge G _qyan ‘)

Quan ly Dugc pham Australia (TGA) va Singapore (HSA) canh béo. "{ ."F N

Céc phan tng nghiém trong khi diing ofloxacin toan than rat hiém gip va hau hét cac trféu chu'ng
déu c6 thé hdi phuc duge. Vi mot lugng nhé ofloxacin duge hép thu vao tuén hoan sau khi sit dung
tai chd, tac dung khong mong mudn toan thén cé thé xay ra

Tén suét tdc dung khong mong mudn theo quy uéc MedDRA: Rét thuong gap (> 1/10); Thuong
gip (>1/100 dén <1/10); it gap (=>1/1000 dén <1/100); Hiém gap (> 1/10.000 dén < 1/1.000); Rét
hiém gip (<1/10.000); Khong xac dinh (khong thé x4c dinh tir dir liéu c6 sin)

R&i loan hé mién dich

Rét hiém gap: phan img qué man (bao gbébm phu mach, khé thé, sbc phan v&, sung hau hong va
sung ludi)

Roi loan hé than kinh

Khang xdc dinh: chéng mat

Réi loan mit

Thudng gip: kich (mg mét, khé chiu & mat

ft gap: ngira/ting nhay cam tai vi tri diing thude

Rét hiém gip: déi véi bénh nhan c6 gide mac bi tdn thuong nghiém trong, dé cé bao cdo rat hiém
v& san vbi mét lién quan dén viée sir dyng thube nhé mét cé chira phosphate.

Khéng xac dinh: viém giac mac, viém két mac, m& mit, so anh sang, cam gidc ¢d vt thé la vao
mit, ting tiét nudce mit, kho mét, dau mit, ngtra mi mét trén, sung huyét mét, qué mén (bao gbm
ngira mat va mi mét), phit ngoai bién (bao gdm phli mt).

Réi loan tai va mé dao

ft giip: Ngta/tang nhay cam tai vi tri ding thudc.

Réi loan nhip tim va chirc niing tim
Khong xac dinh: thay déi nhip tim, kéo dai khoang QT, roi loan nhip thét
Réi loan dwong tiéu héa

Khéng x4c dinh: budn nén
Réi loan da vi md duwéi da
Khong xdc dinh: sung mit, hdi chimg Stevens-Johnson, biéu bi nhiém ddc hoai tir.

Lién quan dén viéc sir dung thude nho mét ¢é chira phosphat, di c¢6 bao céo rét hiém gap vé cac
trudng hop san voi mit & mdt sb bénh nhéan c6 gidc mac bi tén thuong nghidm trong.

Céc tac dung khong mong mudn khac di duge quan sat thiy khi sir dung ofloxacin toan than va
ciing ¢6 thé xay ra khi ding thuée nhoé mit ofloxacin.

Thong bdo ngay cho bdc si hodc dwoc si nhitng phin tng c6 hai gap phai khi sir dung thuéc
hodc bdo cdo cdc phdn iing cé hai ciia thubc vé Trung tim Théng tin thuée va Theo doi phan
ieng c6 hai cia thubc.
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QUA LIEU VA CACH XU LY

Khi sir dung diing cédch: Khong ghi nhén trudéng hop qua lidu.
Néu udng nhédm: Pidu tr triéu chimg va hd .

PAC TINH DUQC LUC HQC

Nhém duoe ly: khang sinh tong hop nhém fluoroquinolon
Ma ATC: SO1AEO1

Co ché tac dung:

Ofloxacin ¢6 phé khéng khuén rong. Ofloxacin irc ché DNA-gyrase, mot enzyme cn thiét cho sy
sa0 chép va phién ma ADN vi khudn, tir d6 ngan chiin sy phat trién va nhan d6i cta vi khuan.
Ofloxacin ¢6 téc dung trén cac vi khun nhu:

Staphylococcus aureus (bao gdm ca ching san xudt penicillinase va mét sé ching khang
methicillin), Streptococcus pneumoniae, Streptococcus faecalis, Streptococcus pyogenes,
Corynebacterium sp., Micrococcus sp., Bacillus sp., céc lodi Enterobacteriaceae (Escherichia
coli, Citrobacter, Enterobacter, Klebsiella, Proteus, Salmonella, Serratia, Shigella...),
Pseudomonas aeruginosa va cac lodi Pseudomonas kKhac, Haemophilus influenzae, Haemophilus
ducreyi, Branhamella catarrhalis, Neisseria gonorrhoeae, Neisseria meningitidis, Acinetobacter
sp., Campylobacter sp., Gardnerella vaginalis, Helicobacter pylori, Brucella.

Ofloxacin ciing c6 hiéu qua d6i véi Chlamydia trachomatis, Chlamydia pneumoniae, Mycoplasma
preumoniae va mot s6 loai mycoplasma khéc.

Céc vi khuan Clostridium, Bacteroides va Peptococcus thudmg khang thude.

Ty 1& khang thubc ctia Pseudomonas aeruginosa dao dong tir 15-20%, va ddi voi Staphylococcus
aureus 13 5-10%.

PAC TINH DUQC PONG HQC

U didm 16n nhit cua ofloxacin 0,3% w/v so véi cac khang sinh ding tai chd khac la kha nang
thdm thau tét vao gidc mac va tién phong mat. Trong sd tit ca cac fluoroquinolon, ofloxacin ¢6
kha ning thim thiu tét nhét vao gidc mac va tién phong mét. Tham chi sau 4 gi ding thude (240
phit), van do duoc ndng d¢ hiéu qua cta thubc trong mang phim nuéc mit. Nong do trung binh
ciia ofloxacin trong mang phim nuée mét do dugce 4 gidr sau khi nhd mat 1a 9,2 pg/e.

Sy hép thu toan than sau khi nho thudc vao ti két mac la it va khong cé ¥ nghia 14m sang. Sau khi
nho 2 giot thude céch nhau 30 phit, ofloxacin trong gidc mac dat nbéng d6 4,4 ng/g sau 4 giov.

Sau khi nho mét giot ofloxacin 0,3% vao tai, ndng do trong huyét thanh thap hon 1000 l4n so véi
sau khi udng. Dé thudc dé dang thdm vao tai gitra hon, khi nho thudc nén ddy vanh tai ra ngoai,
hudng vé phia mit.

QUY CACH PONG GOI

Hop 1 lp x 10 ml

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Piéu kién béo quan: Bao quan & nhiét d6 duéi 30°C, tranh anh sang.
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Han diing: 24 thang ké tir ngay sin Xuét, l
Han diing sau khi ma nip: 1 théng.
Tiéu chufn chit lrong: USP
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Eurolife Healthcare Pvt, Ltd. Unit-1. :
Khasra No.520 Bhagwanpur, Roorkee, Distt. Haridwar, -247667 Uttarakhand, An B9,




