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- CHE PHAM NHO MAT KHANG KHUAN HOAT PHO RONG -
Rx Thuéc ban theo don

Dung dich nhé mét Cravit®

<Levofloxacin>
$anten
O OGP

Levofloxacin cé tinh khang khu&n manh hoat phé réng chéng lai vi khuén gay nhidm
khuan mét gdm vi khun gram dwong, vi khuan gram &m va vi khudin ky khi.
Levofloxacin 1a dong phan quang hoc (dang 1) cla ofloxacin, co hoat tinh khang
khudn manh gép 2 1&n ofloxacin. =

MO TA]
Tén san pham Cravit®
Hoat chét Levofloxacin hydrat
Ham lwgng/lo 5 mL 25mg
Ta dugc Natri clorid, acid hydrocloric loang, natri
hydroxyd va nwéc tinh khiét
pH 62-68
Ap lc tham thau 1,0-1,1
Mo ta Dung dich nhé mét than nwéc vb khuan, trong,
mau vang nhat
[DANG BAO CHE]
Dung dich nhd mat
[CHI BINH]

<Céc vi khuén duog chi dinh>

Cac ching vi khuan nhay cadm gbm Staphylococcus sp.. Streptococcus sp.,
Streptococcus pneumoniae, Enterococcus sp., Micrococcus sp., Moraxella sp.,
Corynebacterium sp., Klebsiella sp., Enterobacter sp., Serratia sp., Proteus sg.,
Morganella morganii, Haemophilus influenzae, Haemophilus aegyptius [trpe khuan
Koch-Weeks], Pseudomonas sp., Pseudomonas aeruginosa, Stenotrophomonas
pgnrgor;lonas) maltophilia, Acinetobacter sp., va Propionibacterium acnes.

<Chi dinh>

Viém bér mi, viém tai 18, leo (chap), viém két mac, viém sun mi, viém giac mac (k&
ca |loét giac mac) do nhidm khudn nhay cdm, va diing lam khang sinh dy phéng st
dung trudre va sau phau thuat mat,

[CHONG CHI B|NH] )

Chéng chi dinh thude nhé mét Cravit cho nhiing bénh nhan cb tién st qua man cam
véi cac thanh phan cha thudc, ofloxacin hodc bat ki khang sinh nao thudc nhom
quinolon,

[LIEU LUQONG VA CACH DUNG]
Thubc tra mat

Théng thwdng, cho ¢a nguwdi Ién va tré em, méi IAn nho 1 giot, 3 lAn/ngay.
Lidu lrgng cb thé dwgc digu chinh theo triéu chirng cia bénh nhan.

Théi gian didu trj thy thudc vao loai nhidém khudn va dap tng clia bénh nhan

[CANH BAD VA THAN TRONG] )

1) D4 tranh sy xuat hién vi khuéin khang thudc, cin khdng dtl;\h tinh nhay cam cla
vi khuén va diéu tri voi thube nay nén gidi han'dy thoi gian toi thidu cn dé tigu diét
sty nhidm khuln.

2) Hiéu qué cla thudc nay dbi voi Staphylocaccus aureus d& khang methicillin
(MRSA) chwa duoc chirng minh. Vi vay, nén ding ngay thude khac 6 hiéu lyc
khang MRSA cho nhitng bénh nhan dirong tinh véi nhiém khudn do MRSA va
khéng thay bét ky si cal thién triéu chirng nao khi ding thuéc nay.

3) Doc ki hieémg din st dung truére khi ding. Néu cén thém théng tin, xin hoi
y kien bac si.

4) Thuéc nay chi ding theo don clia bac si.

5) Budng ding: Chi ding dé nhd'mat.

6) Dé xa tAm tay tré em.

7) Khi dung: Khong cham tryc tiép dAu Io thubc vao mét d@é tranh nhigm ban thudc.

8) Khi diing nhiéu hon 1 thude nhd mét, phai nhéd cach nhau it nhét 5 phit.

[ANH HU'ONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC]
Chua dugrc biét.

[TUFONG TAC V&I CAC THUOC KHAC VA CAC DANG TIPONG TAC KHAC)
Chuwa co dir liéu.

[SU' DUNG LUC CO THAI, SINH BE HOAC CHO CON BU]

Chi ding thudc nay cho phy ni¥ co thai hodc cb kha nédng cé thai néu Igi ich didu tri
mong doi hon hdn nguy co co thé xdy ra do dung thuéce. [B9 an toan cia thube nay
trong thai ky chua duwgc thiét [4p.)

Levofloxacin dwgc bai tiét vao sira me. Tuy nhién, & lidu didu tri thube duge dir
doan khéng anh hwéng dén tré bl me. Chi ding thuéc nay cho phu nir cho con bl
néu loi ich didu tri dy tinh hon hén nguy cered thé xay ra voi tré bu me.

[TAC DUNG KHONG MONG MUON]

Két qua didu tra viéc str dung thude & Nhét (tai théi diém hoan tét tai kiém tra)
Tac dung khéng mong mubn doi véi thubc nay da dwgc bao cao & 42 trong s6 6.686
bénh nhan (0,63%). Nhitng tac dung khéng mong muén chinh 1a thn thuong gidc
mac nhuw viém giac mac lan téa ndng & 12 bénh nhén (0,18%), viém b& mi & 6
bénh nhan (0,09%), kich (fng mét & 6 bénh nhan (0,09%), v.v...

1) Tac dyng khéng mong muén cé ¥ nghia l1am sang

Séc, phan tng dang phin vé (khéng r5 ti 16 méc): Bénh nhan nén duorc theo dbi
cén than vi co thé xay ra sbc va phan (ng dang phan vé. Néu co bat ky trigu
chirng ndo nhw ban dé, ban, khé thé, ha huyét ap, phit mi mat, v.v..., phai ngung
dung thudc va ca cac bién phap xi¥ tri thich hop.
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2) Tac dung kHéng mong muén k
Néu quan st thay céc tac dung khong mong mudn sau day, nén ap dung bién phap
thich he'p nhw ngung ding thuoe.

I Khéngréti | g 19 abn < 5% <0,1%
16 mic
Qua min |Ban Me day, viem be mi (mi
cam méat do/ phi, v.v...), viem
da mi mét, ngira
Mét = Kich @ng, thuong | Viéem két mac (sung
tbn gidc mac nhwe | huyét k&t mac/ phi két
viém giac mac lan | mac, vv...), dau mét
tda ndng

Thééng bao cho bac si cac tac dung khdng mong mudn gap phai khi sir dung
thuée.

[QUA LIEU]
Chura co dir liéu.

[DUQC LIC HOC]

Levofloxacin la déng phan quang hgc {dang 1y clia ofioxacin, co hoat tinh khang

khuan manh gép 2 lan ofloxacin.

1) Co che tac dung

Co ché tac dung chinh cla levofloxacin hydrat 1a e ché s téng hop DNA cua vi

khu&n bang cach (rc ché hoat déng clia DNA gyrase (topoisomerase II) va

topoisomerase |V. Déi v&i hoat dong (rc ché DNA gyrase (lopoisomerase H) hay

topoisomerase [V, hiéu luc (rc ché cla thude phu thude vao ting loai vi khuan.

2) Hoat tinh khang khuén

1. Hoat tinh khang khuén S
Levofloxacin hydrat ¢6 hoat tinh khang khudn manh hoat phé rong chéng lai
cac vi khuén gay nhiém khudn mét gdm vi khudn gram duong (Staphylococcus
sp., Streptococcus sp. [ké ca S. pneumoniae], Micrococcus sp., Enterococcus
sp., Corynebacterium sp., v.v...), vi khuin gram am (Pseudomonas sp. [ké ca
P. aeruginosa], Haemophilus influenzae, Moraxella sp., Seratia sp.,
Kiebsiella sp., Proteus sp., Acinefobacter sp., Enterobacter sp., v.v...), va vi
khuan ky khi (Propionibacterium acnes, v.v...) (in vitro).
2. Tac dung dbi véi nhiém khuén gidc mac trén thic nghiém

Dung dich nhé mat levofloxacin c6 hiéu qua dy phong viém giac mac do P.
aeruginosa trén thiec nghiém & tho.

[DUQ'C DONG HOC]
1) Nong d¢é trong mau

& ngui tinh nguyén trréng thanh khée manh, néng d6 levofioxacin trong mau
dugc do sau khi nho tai chd hai giot dung dich nhé mat Cravit vao méat 4 lan/ngay
trong 2 tudn. Nong dd levofloxacin 1 gi¢ sau khi nhé 1an cubi & dwéi gidi han phat
hién {D,Dtng’mL). )

2) Tinh tham vao mat & dgng vat ;

Khi nhé 50 pL dung dich nhd mét “C-levofloxacin vao mét thd, thubc dat dén ndng
d6 t6i da (Cmax) & ket mac nhan cdu 1a 1433,8 ng eq./g va & két mac mi la 1058,8
ng eq./g sau 15 phat. Nong do toi da & n%iac mac la 6839,5 ng eq./g va & thiy dich
la 842,8 ng eq./g sau 30 phit. Sau do ngndo thuéc glém theo thai gian. Trong
md mat chira melanin, nong do t6i da & mdng méat/ thé mi la 11514, ngeq./gva &
biéu mé séc té vong mac/ hdc mac I2 3269,6 ng eq./g sau khi nhd 2 gi¢r rdi sau d6
dan dan bién mét, . i _

Khi nhé 1 WL dung dich nhé mét “*C-levofloxacin vao mét chut bj nhiém sic té 3
IAn/ngay trong 1 tulin, néng do thubc &-giaéc mee dat dén 2270,8 ng eq./g, & thiy
dich Ia 267,1 ng eq./g va & dich kinh la 372,0 ng eq./g sau khi nho lan cudi 1 gity
rdi sau do giam theo thoi gian.

Nbéng d6 thudc & mbng mat/ thé mi dat dén 185047,6 ng eq./g va & bidu mé séc td
vééntg mac/ hdc mac la 36549,6 ng eq./g sau khi nhé 1 gi&r :361 sau do dan dan bién
mét.

Khi nhé mét giot dung dich nho mat levofloxacin 0,3% vao méat ctia ché san 4 1an/
ngay trong 2 tuan, néng dé thudc 24 gi& sau khi nhd lan cudi & méng mat/ thé mi
14 39,4 pg/g va & héc mac/ bidu md séc t6 véng mac 12 12,3 pg/g, cho thdy nbng
d6 cao & cac mé mét chira melanin. Mat khac, viéc van chuyén thudc nay dén
vBng mac, ngoai trir bidu mé sac td vong mac thi thap.

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

[BAO QUAN/HAN DUNG]

1) Bao quan dwoi 30°C, tranh anh sang.

2) Ngay hét han duwoc ghi trén nhan v h%? thuéc.
3) Han ding: 36 thang ké tir ngay san xuat.

4) Khéng diing thudc qua han ding.

[QUY CACH PONG GO
Hép 1 lp nhya x 5 mL

San xuét tai:
SANTEN PHARMACEUTICAL CO., LTD.

Van phong: 9-19, Shimoshinjo 3-chome, Higashiyodogawa-ku, ;
Osaka, Nhat e
Nha may Noto: 2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun,

Ishikawa, Nhat 07



