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Rx
Prescription drug

LEVO JP

EYE DROPS 0.5%

Levofloxacin ophthalmic

solution JP 0.5%

SENJU

Broad-spectrum antibacterial
ophthalmic solution

Composition:

Each botile of § mL ophthalmic

solution contains:
Levofloxacin hydrate JP
......... .25 mg (0.5%)

Indications, dosage

and administration,
contraindications,
precautions and other
information: Please see the
package insert.

Specification: JP

Storage condition:
Store below 30°C.

Once opening, keep the
bottle in the outer box to
protect from light,

Not use more than 30 days
after opening

Expiry date is the last day of
the expiry month (see EXP.),

Keep out of the reach of
children,

Read the package insert
carefully before use.

SENJU
Dung djch nhé mat
khéng khudn phd rong

LEVO JP
EYE DROPS 0.5%

Rx
Thube ké don
Thudc nhé mét

Dung dich nhd mét
levofloxacin JP 0,5%

Thanh phin:

M&ilo 5 mL dung dich thubc
nhd mét ¢d chira:
Levofloxacin hydrate JP
......... .25 mg (0.6%)

Chi djnh, lidu ding va
céch diing, chéng chi djnh,
thén trong va céc théng
tin khac: Xin xem huéng
dn st dyng trong hdp.

Tiéu chuln chit lvgng: JP

Didu kign bio quin:
Bao quan duti 30°C.

Sau khl mé, gitr lo thubc
trong vé hop bén ngoal d
trdnh énh sang.

Khéng dung quéa 30 ngay
sau khi m& nép lo

Han dung 1a ngay cuéi
cung cda thang hét han
(xem EXP.).

D& xa thm tay tré em.
Poc k§ huémg din siv
dyng trwrée khi diing.
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SENJU

Rx Thubc ndy chi ding theo don thuéc
Dung dich nhé mat khdang khuan pho rong

LEVO JP EYE DROPS 0.5%
(Dung dich nhd mit levofloxacin JP 0,5%)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC

(1) Pé xa tim tay tré em

(2) Poc kj huéng dén sir dung trudc khi diing

3) Thong bdo ngay cho bdc sy hodc dwoc sy nhitng phén ting co hai gdp phdi khi sir dung
thuoc.

THANH PHAN CONG THUC THUOC

M&i lo 5 mL dung dich nhoé mét c6 chira:

Thémh phan hoat chat: Levofloxacin hydrate JP..............cccceeevvennn... 25 mg (0,5%).
Thémh phan td dwoe: Natri chlorid, hydrochloric acid, natri hydroxyd va nude tinh khiét.

DANG BAO CHE

Dung dich nho mit

M5 ta: Dung dich trong sudt, mau vang nhat dn vang
pH: 6,2 - 6,8

CHi PINH

Vi khuin dwec chi dinh

Cac ching vi khudn nhay cam cta Staphylococcus sp., Streptococcus sp., Streptococcus
pneumoniae, Enterococcus sp., Micrococcus sp., Moraxella sp., Corynebacterium sp., Klebsiella
sp., Enterobacter sp., Serratia sp., Proteus sp., Morganella morganii, Haemophilus influenzae,
Haemophilus aegyptius [truc khuin Koch-Weeks], Pseudomonas sp., Pseudomonas aeruginosa,
Stenotrophomonas (Xanthomonas) maltophilia, Acinetobacter sp., va Propionibacterium acnes.

Chi dinh

Céc nhiém khudn sau ddy gdy boi céc vi khudn nhay cam véi levofloxacin: Viém bd mi, viém tdi
18, leo (chip), viém két mac, viém sun mi, viém gidc mac (ké ca loét giac mac), va ding 1am khang
sinh du phong st dung trude va sau phiu thudt mét.

Levofloxacin 5 mg/mL dugc chi dinh & ngudi 16n, tré em tir 1 tudi trd 1én dén 12 tudi va thanh
thiéu nién tir 12 dén 18 tudi.

LIEU DUNG VA CACH DUNG

Thuéc nhé mit

Thong thudng, cho ca ngudi 16n va tré em, mdi 1an nhé vao mét 1 giot, 3 1an/ngay.

Liéu luong c6 thé duge diéu chinh theo triéu ching ctia bénh nhan.

Thoi gian diéu tri tiy thude vao loai nhiém khuén va dap timg cia bénh nhan.

Levofloxacin 5 mg/mL khong duoc khuyén céo st dung cho tré em dudi 1 tudi do thiéu dit liéu
vé su an toan va hiéu qua. ‘

St dung cho tré em

Liu lwong gidng nhau & ngudi 16n va tré em tir 1 tudi trd 1én.

Su an toan va hidu qua cia levofloxacin 5 mg/mL & tré em tir 1 tudi tré 1én d& dwoc xéc dinh.
Sy an toan va hiéu qua ctia levofloxacin 5 mg/mL & tré em dudi 1 tudi vin chwa dwoc xac dinh.
Khoéng c6 dit liéu c6 san.
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Str dung ¢ nguoi gia
Khong can diéu chinh liu.

Xir Iy thude sau khi sit dung
Khong ¢6 yéu cau dac biét ve xur ly thudc sau khi st dung.

CHONG CHI PINH

Khong dung LEVO JP EYE DROPS 0.5% cho nhiing bénh nhin sau day:

Bénh nhén c6 tién st qud man cam véi cac thanh phin ciia thude, ofloxacin hogc véi bat ky khang
sinh nao thugc nhém quinolon.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- D& tranh su xuét hién vi khuin khang thuoc can khang dinh tinh nhay cam cua vi khudn va diéu
tri v6i thudc nay nén gi6i han & thoi gian tb1 thidu can dé tiéu diét sy nhiém khuén.

- Hiéu qua cia thudc nay dbi voi Staphylococcus aureus dé khang methicillin (MRSA) chua duoc
ching minh. Vi vdy, nén ding ngay thudc khac ¢ hiéu luc khang MRSA cho nhitng bénh nhan
duong tinh véi nhidm khudn do MRSA va khong thiy bat ky su cai thién triéu chiing nao khi ding
thubc nay.

- Khi dung: Hudng din bénh nhén cAn than khéng cham truc tiép dau lo thude vao mét dé tranh
nhiém ban thude.

- Khong duge tiém dung dich nho mit levofloxacin 5 mg/mL vao dudi két mac. Khong duoc nhod
truc tiép dung dich thube vao tién phong clia mit.

- Céc fluoroquinolon toan thén c6 lién quan dén cac phan tmg qua man, ngay ca sau khi dung mot
lidu duy nhét. Néu xay ra phan Gng di ung v6i levofloxacin, hdy ngimg ding thude.

- Ciing nhu c4c thudc khang sinh khac, sir dung kéo dai co thé dan dén tinh trang phat trién qua
muc cta cac vi sinh vét khong nhay cam, bao gbm ca nim. Néu tinh trang nhiém khuan tré nén
xau hon hodc néu khong thay cai thién lam sang trong thoi gian hop ly, hdy ngimg dung thubc va
tién hanh liéu phap thay thé. Bét ctr khi nao phan doan 1am sang yéu cau, bénh nhan nén duge
kidm tra bang sy hd tro cua thiét bi phong dai nhw kinh hién vi sinh hoc dén khe va khi thich hop,
¢6 thé nhuém mau huynh quang.

- Viém gin va dat gin c6 thé xay ra khi dleu tri bang fluoroquinolon toan than bao gdm
levofloxacin, ddc biét & nhiing bénh nhén 16n tudi va nhitng ngudi duge didu tri dong thoi véi
corticosteroid. Do d6, cin than trong va ngimg diéu tri bang dung dich nho mit levofloxacin 5
mg/mL ngay khi c6 dAu hiéu dAu tién cta tinh trang viém gan (xem phin TAC DUNG KHONG
MONG MUON CUA THUOC)

Bénh nhan bi nhiém khuén ving ngoai mét do vi khudn khong nén deo kinh p trong.

Péi twong tré em

Céc canh bao va than trong dic biét khi ding thudc 12 gidng nhau & ngudi 16n v tré nho tir 1 tudi
tro 1én.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit c6 thai

Chi ding thudc nay cho phu nit ¢6 thai hogc ¢6 kha nang c6 thai néu loi ich dleu tri mong doi hon
h#n nguy co c6 thé xay ra do ding thudc. [Dd an toan ctia dung dich nhé mit levofloxacin 0,5%
trong thai ky chua dugc thiét 1ap.]

Chua c6 thong tin vé ddc tinh ctia thudc nay trén thai nhi.

Phu nir cho con bu

Levofloxacin duoc bai tiét vao sita me. Tuy nhién, & liéu diéu tri thuoc dugc dy doan khong anh
huong dén tré b me. Chi ding thude nay cho phu nit cho con bu néu loi ich diéu tri du tinh hon
hén nguy co c6 thé - xdy ra voi tré bt me.

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

Taa [t
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Nhu vé6i bat ky diéu tri tai mét ndo, néu xay ra nhin m& thodng qua hodc bét thudng & mét sau khi
dung thuoc, bénh nhan nén doi cho dén khi nhin rd hodc hét bat thudong trude khi lai xe hodc van
hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac thude

Chua c6 dit liéu vé tuong tac thudc. Néu bénh nhén can ding nhiéu hon mét thude nhod mit, phai
nho cach nhau it nhét 5 pht.

Twong ky
Do khong c6 cac nghién ctiru v tinh twong ky cta thude, khong tron 14n thude nay véi cac thube
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Tai thoi diém thude dwoe phé duyét

Tac dung khong mong mudn d6i véi dung dich nhé mit levofloxacin 0,5% d3 duoc béo céo & 8
trong s6 472 bénh nhan dugc danh gia (1,69%). Cac tic dung khéng mong mudn chinh 14 kich tmg
mét & 4 bénh nhan (0,85%), va nglra méit & 3 bénh nhan (0,64%), v.v...

Két qua diéu tra viée sit dung thudc (tai thoi diém hoan tit tdi kiém tra)

Tac dung khéng mong mubn ddi véi dung dich nhé mét levofloxacin 0,5% d& duoc bao céo & 42
trong s6 6686 bénh nhan (0,63%). Nhiing tac dung khong mong mudn chinh 1a ton thuong gidc
mac nhu viém gidc mac lan téa ndng & 12 bénh nhan (0,18%), viém bo mi & 6 bénh nhan (0,09%),
kich ttng mét & 6 bénh nhén (0,09%), v.v...

Tdc dung khéng mong muén cé y nghia lim sang

Soc phan tng phén vé (khong rd ti 16 mic): Bénh nhan nén dugc theo ddi can than vi c6 thé xay
ra sbc va phan tmg dang phan vé. Néu quan sat thiy bat ky tri€u chimg nao, nhu ban do, ban, kho
thd, ha huyét 4p, phtt mi mét, v.v..., phai ngung ding thudc va ¢6 céc bién phap xir tri thich hop.

Tdc dung khong mong muén khdc ) )

Rat thuong gép (= 1/10); thuong gép (= 1/100 dén <1/10); it gap (= 1/1000 dén <1/100); hiem gdp
(> 1/10000 den <1/1000); rat hiem gap (<1/10000); khong rd (khdng thé wac tinh tir dit liéu co
san).

Khoang 10% bénh nhén c6 thé du kién s& gip phai cac tac dung khong mong mubn. Céc tac dung
khéng mong mudn dugc phén loai 1a nhe hodc trung binh, thoang qua va thuong chi gi6i han &
mat.

Cac tac dung khong mong mudn sau ddy duoc danh gid 1a chic chin, c¢6 thé hodc ¢ kha ning lién
quan dén dicu tri d& dugc bao cao trong cac thir nghiém 14m sang va kinh nghiém sau khi luu hanh
thuoc nhé mat levofloxacin 5 mg/mL.

Hé co quan Tén sudt Téc dung khdng mong mudn
Roi loan hé mién dich Hiém gap Céc phan ung di tng ngoai mat, bao

gbm ban do & da

Rét hiém gip, khong Sbc phan vé

15 (khong thé wdc tinh
tlr dit liéu c6 san)
Réi loan hé than kinh It gip Pau dau
Réi loan mdt Thuong gép Noéng rat mat giam thi lyc va c6 mang
nhay & mit
It gap Bét dinh mi, pht két mac, phan ing Kkét

mac c6 nhd, phu mi mat, khé chiu &
mat, nglra mat, dau mat, xung huyet ket

mac, nang két mac, kho mat, ban dé mi
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mit va ching so 4nh sang
Khong quan sat thay su lang dong giac
mac trong céc nghién ctru 14m sang.

Réi loan hé hd'p, nguc It gip Viém miii
va trung that Rat hiem gép, khong Phu né thanh quan
rd (khdng thé udc tinh

tir dit lidu c6 san)
Pt gan vai, tay, gan Achilles hodc cac gan khac cin phau thuét chita lanh hodc dan dén tan tat
kéo dai da dugc bao cdo & nhitng bénh nhan dung fluoroquinolon toan than. Cac nghién ctru va
kinh nghiém sau khi luu hanh véi quinolon toan than chi ra rdng nguy co dut gan nay c6 thé ting
1én & nhitng bénh nhan diing corticosteroid, ddc biét 13 bénh nhan cao tubi va & nhiing gan chiu ap
lyc cao, bao gdm gan Achilles (xem phdn CANH BAO VA THAN TRONG KHI SU DUNG
THUOC).

Déi twong tré em

Tén suét, loai va mirc dd nghiém trong ciia cac tic dung khong mong mudn & tré em du kién s&
gidng nhu & ngudi 16m.

QUA LIEU VA CACH XU TRi ‘ ’
Khéng c6 dit liéu v sir dung thudc qua li€u, khong dung qua lieu chi dinh cua thude.
Bénh nhéan nén dugc tich cuc theo ddi dé c6 bién phap xr tri kip thoi.

PAC TINH DUQC LUC HQC

Nhém dwge diéu tri: Cic gidc quan, Nhan khoa, Cac thudc chdéng nhim khudn, Céc
fluoroquinolon, Levofloxacin

Ma ATC: SO1AE05

Levofloxacin hydrat 1a d6ng phan quang hoc (dang /) ciia ofloxacin racemic, ¢6 hoat tinh khéng
khuan manh gap 2 1an ofloxacin.

Co ché tic dung

Co ché tac dung chinh ctia levofloxacin hydrat 13 trc ché sy tdng hop ADN cuia vi khudn bang cach
trc ché hoat ddng ciia ADN gyrase (topoisomerase IT) va topoisomerase IV. Déi véi hoat dong tic
ché ADN gyrase (topoisomerase II) hay topoisomerase IV, hiéu luc tic ché cta thudc phu thudc
vao ting loai vi khuan.

Hoat tinh khang khuin

Hoat tinh khding khudn

Levofloxacin hydrat c¢6 hoat tinh khang khudn manh hoat phd rong chéng lai cac vi khudn gay
nhim khuin mit gdm vi khudn gram dwong (Staphylococcus sp., Streptococcus sp. [ké ca S.
pneumoniae], Micrococcus sp., Enterococcus sp., Corynebacterium sp., v.v...), vi khuan gram 4m
(Pseudomonas sp. [ké ca P. aeruginosal, Haemophilus influenzae, Moraxella sp., Serratia sp.,
Klebsiella sp., Proteus sp., Acinetobacter sp., Enterobacter sp., v.v...) va vi khudn ky khi
(Propionibacterium acnes, v.v...) (in vitro).

Tdc dung déi véi nhiém khudn gidc mac trén thue nghiém
Dung dich nhé mat levofloxacin ¢é hiéu qua du phong viém giac mac do P. aeruginosa trén thuc
nghiém & tho.

PAC TINH DUQC PONG HOC

Nong dd trong mau

O ngudi tinh nguyén trudng thanh, khoe manh, ndng d6 levofloxacin trong mau dugc do sau khi
nho tai chd hai giot dung dich nhé mit levofloxacin 0,5% vao mét 4 1an/ngay trong 2 tuan lién tiép.
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Nong d6 levofloxacin tai thoi diém 1 gir sau khi nho 14n cudi & dudéi gidi han phat hién (0,01
pg/mL).

Sw xam nhép vao nhin ciu o dong vat |
(tho ¢6 sic td, chudt cdng c6 sic to)

Khi nhé 50 uL dung dich nho mét “C-levofloxacin vao mét tho c6 sic t6, thuéc dat dén ndng do
tbi da (Cmax) & két mac nhan ciu 1a 1433,8 ng eq./g va & két mac mi 12 1058,8 ng eq./g sau 15 phut. .l
Nong d6 i da & gidc mac 1 6839,5 ng eq./g va ¢ thity dich la 842,8 ng eq./g sau 30 phut. Sau d6
nong do thudc giam theo thoi gian. Trong md mét chtra melanin, ndng 6 toi da & mdng mét/thé

mi la 11514,4 ng eq./g va o bidu mé sic tb vong mac/ hic mac 1a 3269,6 ng eq./g sau khi nho 2

gio, sau d6 dan dan bién mat.

Khinho 1 pnL dung dich nho mit “C-levofloxacin vao mt chudt ¢6 sic td 3 lan/ngay trong 1 tuln,

ndng d6 thudc & gidc mac dat dén 2270,8 ng eq./g, & thuy dich 14 267,1 ng eq./g va & dich kinh la

372,0 ng eq. /g sau khi nho 1an cudi 1 gio, sau dé giam theo thoi glan. Nong d6 thube & mdng
mit/thé mi dat dén 185047,6 ng eq./g va o biéu mod séc t§ vong mac/hic mac 1a 36549,6 ng eq./g

sau khi nhé 1 gio, sau d6 dan dan bién mét.

Chu thich: eq./g: duong luong/g.

QUY CACH PONG GOI
Hop 1 1o 5SmL

PIEU KIEN BAO QUAN
Béo quan dudi 30°C ) i
Thén trong khi xir Iy: Sau khi mé, gift lo thudc trong vé hop bén ngoai dé tranh anh séng.

HAN DUNG ,
36 thang ké tir ngay san xuat )
Khong qua 30 ngay sau khi mé nap lo

Han dung (EXP.), ngay SX (MFD.), s§ 16 SX (LOT NO.): xin xem trén bao bi.

TIEU CHUAN CHAT LUQNG
JP

TEN, PIA CHi CUA CO SO SAN XUAT THUOC

Co 56 san xudt va déng goi so cdp:

Wakamoto Pharmaceutical Co., Ltd. Sagami Ohi Factory

378 Kanate Aza Minami, Ohi-Machi Ashigarakami-gun, Kanagawa Prefecture, Japan (Nhat Ban)

Co 56 dong goi thik cdp:
SENJU PHARMACEUTICAL CO., LTD. Fukusaki Plant
767-7, Aza Kazukanounonishi, Saiji, Fukusakicho, Kanzaki-gun, Hyogo-ken, Japan (Nh4t Ban)



