- CHE PHAM NHO MAT KHANG KHUAN HOAT PHO RONG -
Rx Dung dich nhé mat Cravit®1.5%
<Levofloxacin hydrat> §§ﬁtﬂn

Pé xa tdm tay tré em

Poc ky hwréng dan sir dung trweéee khi ding

Thuéc nay chi ding theo don thudc

[THANH PHAN]

Thanh phan hoat chat: Méi lo 5 mL chira 75 mg levofloxacin hydrat.

Thanh phan ta dwec: Glycerin dam dac, acid hydrocloric long, natri hydroxyd va nudc tinh khiét.
[DANG BAO CHE]

Dung dich nhé mét Cravit 1.5% la dung dich than nwoc vd khudn, trong, mau vang nhat dén vang.
San pham co pH 6,1-8,9 va ap lyc thdm thau 1,0-1,1.

[CHI DINH]

Didu tri cac nhiém khuén do céc vi khuan nhay cam: viém b& mi, viém tui 18, chap, viém két mac,
viém sun mi, viém giac mac (k& ca loét giac mac), va dung lam khang sinh dy phong st¥ dung truéc
va sau khi phau thuat mat.

[LIEU DUNG VA CACH DUNG]

Thudc nhé mat

Ngurdi I6n: théng thirérng, mdi lan nhé 1 giot vao mat, 3 1an/ngay. Liéu lwong cé thé duoc didu chinh
theo triéu chirng ctia bénh nhan.

Xt ly thudc sau khi stk dung

Khéng co6 yéu cau dac biét vé xi ly thudc sau khi str dung.

[CHONG CHi BINH]

Dung dich nhé mat Cravit 1.5% chéng chi dinh & nhipng bénh nhan sau:

Bénh nhan cd tién s qua méan cam véi bat ky thanh phan nao cla thubc, ofloxacin hay bét ky khéang
sinh guinolon nao.

[CANH BAO VA THAN TRONG KHI DUNG THUOC]

- Dé tranh sy xuét hién cla vi khuan khang thuéc, can khang dinh tinh nhay cadm ctia vi khuén véi
thubc va didu tri voi thube nay phai gidi han & thoi gian téi thiéu can dé tidu diét sy nhiém khuén.
- Hiéu qua cla thubc nay véi Staphylococcus aureus dé khang methicillin (MRSA) chua dwoc
chirng minh. Vi vay, nén dung ngay thudc khac co hiéu lic chéng MRSA cho nhitrng bé&nh nhan
duong tinh véi nhiém khudn do MRSA va khéng cho théy cai thién triéu chieng khi dung thudc nay.
- Khi diing: Chi ddn bé&nh nhan cén than khéng cham dau lo thubc truc tiép vao mat dé tranh nhiém
ban thubc.

[SU DUNG THUOC CHO PHU NF CO THAI VA CHO CON BU]

- Chi diing thubc nay cho phu ni c6 thai hodc cé kha nang cé thai néu loi ich didu tri mong dgi hon
han nguy co cé thé xay ra do dung thudc. [P6 an toan cla thudc nay trong thai ky chua dugc thiét
lap.]

- Chuwa co théng tin vé doc tinh cda thudc nay trén thai nhi.

- Levofloxacin dwoc bai tiét vao sira me. Tuy nhién, & liéu diéu tri thudc dwoc dy doan khéng anh
hwéng dén tré ba me. Chi diing thubc nay cho phu ni cho con bl néu lgi ich didu tri dw tinh hon
han nguy co c6 thé xay ra vdi tré bi me.

[SU* DUNG THUOC TRONG NHI KHOA]

- Tinh an toan clia thudc nay cho tré sinh thiéu can, tré so sinh, nhii nhi va tré em chwa dwoc thiét
lap. (Khéng c6 kinh nghiém |am sang véi tré sinh thidu can, tré so sinh hodc nhi nhi. Chi ¢6 it kinh
nghiém lam sang vai tré em.)

- Khéng khuyén céo dung thudc nay cho tré em.

[ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC]

Nhu v&i bét ky didu tri tai mat nao, néu xay ra nhin mé thoang qua hodc béat thwdng & mét sau khi
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Levofloxacin hydrat co hoat tinh khang khuén manh hoat phd réng in vitro chéng lai cac vi khuén gay
nhiém khuan mat k& ca cac vi khudn gram dwong, vi khudn gram am va vi khuan ky khi.
<Vi khuén dwerc chi dinh>
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 [trec khudn Koch-Weeks],
Pseudomonas sp., Pseudomonas aeruginosa, Stenotrophomonas (Xanthomonas) maltophilia,
Acinetobacter sp., vé Propionibacterium acnes.

Anh hwéng cia liéu ding dén sw xuit hién dé khang levofloxacin

Trong cac nghién clru str dung mé hinh mé phdng ndng dd & mé mét in vitro, nhd san pham nay 3
lan/ngay c6 hiéu qua hon san pham cé néng a6 0,5%, trong viéc ngan ngtra sw xuét hién cia ching
Staphylococcus aureus nhay cam véi methicillin nhung khang levofloxacin (HSA201-00027,
levofloxacin ndng do trc ché tdi thidu (MIC): 0,5 ug/mL) va chiing P. aeruginosa khang levofloxacin
(HSA201-00094, levofloxacin MIC: 1 pg/mL). Ca san phdm nay va san pham cé néng dé 0,5% déu
ngan chan sy xuét hién cla chiing Staphylococci khdng cé coagulase nhay cam v&i methicillin
nhuwng khang levofloxacin (HSA201-00039, levofloxacin MIC: 0,25 pg/mL).

[DU'Q'C DONG HOC]

Néng dé trong huyét twong

Nho 1 giot s&n phdm nay vao cd 2 mat clia 8 nguéi tinh nguyén trieding thanh, khde manh 1 lAn/ngay
vao Ngay 1 va 8 lan/ngay tir Ngay 2 dén Ngay 8. Vao Ngay 8, cac ndng db levofloxacin trong huyét
twong dat dinh (24,1 + 6,9 ng/mL) 15-80 phdt sau khi nho lan cudi.

Phan bé & mit dong vat (tho tring)

Nho liéu don 50pL san phdm nay vao mét phai ctia thd. Néng dd levofloxacin trong gidc mac dat
dinh 32,5 pg/g tai thoi diém 15 phut sau khi nhd, sau dé giam dan véi thoi gian ban thai la 86 phut.
Cac ndng db levofloxacin trong cé két mac nhan ciu va két mac mi dat dinh 14,7 ug/g tai thoi didm
15 phut sau khi nho, sau dé gidm nhe nhanh chéng cho t&i 1 gitr sau khi ding thubc. Néng d6
levofloxacin trong thly dich dat dinh 3,1 ug/mL tai théi diém 30 phat sau khi nho, sau do gidm dan
voi thi gian ban thai la 71 phat.

[CAC NGHIEN CUPU LAM SANG]

Hiéu qua theo chén doan

Ti 1& hiéu qué cla san phadm nay theo chan doan trong nghién ctru pha Ill nhan mé thye hién trén
176 bénh nhan bj viém két mac va viém gidc mac do vi khuén dwoc tdng két dudi day.

Ti 18 higu qua (%)
[“hiéu qua” hoac cé danh gia tét hon]
Bénh Iy — =
San pham cé nong d61,5% |  san phim c6 néng dd 0,5%"
(san pham nay)

Viém bo mi # 93,3  (14/15)
Viem tii 18 : 87,5 (28/32)
Chép : 92,5 (37/40)
Viém két mac 100,0 (170/170) 91,6 (196/214)
Viém sun mi y 952 (20/21)
viem két mac (k& ca 1000  (6/6) 938 (30/32)

loét giac mac)

Ghi chu: * Bénh nhan méac nhiéu bénh dwoc tinh mdi bénh 1a mét ca.

Hiéu qua theo vi khudn nhay cam v&i levofloxacin
Ti 1& hiéu qua trén 176 bénh nhan néu trén phan loai theo vi khudn gay bénh duorc liét ké dudi day.

Ti |1& hiéu qua (%)
[“hiéu qua” hodc c6 danh gia tét hon]

et

«___| Streptococcus sp.

100.0 (10/10)

Vi khuén T e g
San pham cé nong 43 1,5% | san pham c6 ndng dé 0,5%"
(san pham nay)
Staphylococcus sp. 1000 (98/98) 91,8  (157/171)

95.8  (23/24) -
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[TUONG TAC THUOC VA TUONG KY]

Twong tac thudc

Chua co dir lieu vé trong tac thube. Khi dung nhiéu hon 1 thuéc nhé mét, phai nhd céch nhau it
nhat 5 phut.

Twong ky

Do khdng c6 cac nghién ciru vé tinh trong ky clia thude, khéng tron 1an thube nay véi cac thube
khac.

[TAC DUNG KHONG MONG MUON]

Tac dung khéng mong muén da dugc bo cao & 7 trong s 238 bénh nhan (2,9%) trong cac nghién
ctru 14m sang & Nhat Ban. Cac tac dung khéng mong muén Ia kich (’ng mét & 3 bénh nhan (1,3%),
loan vj giac & 2 bénh nhan (0,8%), ngira mét & 1 bénh nhan (0,4%), va ndi may day & 1 bénh nhan
(0,4%) (tai thoi diém thubc dwoc phé duyét).

Cac tac dung khéng mong muén c¢é y nghia Iam sang

Séc, phan trng phan vé (khong biét ty 1& méc): Vi séc va phan (g phan vé c6 thé xay ra, bénh
nhan nén dwoc theo dbi can than. Néu co bat ky triéu chirng nao nhw ban dd, phat ban, kho thé,
huyét ap ha va phtt mi mat, v.v..., phai ngwng diing thudc va cé cac bién phap x(r tri thich hop.
Cac tac dung khéng mong muén khac

Néu quan sat thdy bat ky tac dung khéng mong mudn nao, phai co bién phap xtr tri thich hgp nhuw
ngung ding thube.

Loai I reie Khéng 1 ti 1&8 mac Tir 0,1% dén< 5%

Qua mén cam Viém b& mi (mi mat &/ phtt mi mét, v.v...), viemda | May day, ngira
mi mat, phat ban

Réi loan gidc mac ké ca viém giac mac lan téa néng
O mét v.v..., viém két mac (sung huyét két mac/ phiné két | Kich trng
mac, v.v...), dau mét, l&ng dong gidc mac

Tac dung khéng Loan vi giac (co vi
mong muédn khac déng, v.v...)

Théng bao ngay cho bac sy hodc dwege sy nhirng phan tbng c6 hai gap phai khi sir dung
thuéc.

[QUA LIEU VA X(F TRI]

Khéng c6 div liéu vé sir dung thudc qua liéu, khong ding qua liéu chi dinh cla thubc.

Bé&nh nhan nén dworc tich cyc theo dbi d& c6 bién phap x tri kip théi.

[DUQC LYC HOC]

Nhém dwere diéu trj: Cac gidc quan, Nhan khoa, Céc thudc chéng nhiém khuén, Céc fluoroquino-
lon, Levofloxacin

Ma ATC: SO1AEQ5

Co ché tac dung

Co ché tac dung chinh cla levofloxacin hydrat 1a trc ché sy tdng hop ADN clia vi khudn bing cach
(rc ché hoat dong clia ADN gyrase (topoisomerase Il) va topoisomerase IV. Mirc d6 higu lyc clia
thudc: trc ché hoat déng ctia ADN gyrase (topoisomerase 1) hay topoisomerase 1V tiy thudc vao
chiing vi khuén.

Hoat tinh khang khuan

Hoat tinh khéng khuan

Levofloxacin hydrat 14 khang sinh fluoroquinolon hoat phé réng chéng lai cac vi khuan gram duwong
va gram am géy nhiém khu&n mét. Levofloxacin hydrat 1a dong phan dang L ctia hén hop racemic
ofloxacin, cé hoat tinh khang sinh manh gép gan 2 1&n ofloxacin.



Streptococcus pneumoniae 100,0 (25/25) 94,7  (18/19)
Enterococcus sp. 100,0 (4/4) 875 (7/8)
Micrococcus sp. - 100,0 (2/2)
Moraxella sp. - 85,7 (12/14)
Corynebacterium sp. 100,0 (79/79) 86,2  (25/29)
Klebsiella sp. 100,0 (2/2) 857 (6/7)
Enterobacter sp. 100,0 (2/2) 100,0 (4/4)
Serratia sp. 100,0 (2/2) 100,0  (3/3)
Proteus sp. 100,0 (2/2) 75,0 (3/4)
Morganella morganii - 100,0 (4/4)
Haemophilus influenzae 1000 (17/17) 100,0  (10/10)
Pseudomonas sp. - 100,0 (7/7)

P. aeruginosa - 100,0 (5/5)
Stenotrophomonas - 80,0 (4/5)
(Xanthomonas) maitophilia

Acinetobacter sp. 1000 (1/1) 94,1 (16/17)
Propionibacterium acnes 100,0 (13/13) 93,0  (40/43)

Ghi chu: * Khi cé nhiéu vi khudn gay bénh dwoc phat hién & bénh nhan, mbi vi khuin duoc tinh 12
mot ca.

Hiéu qua trong diéu trj dw phong nhiém khuin trwérc va sau phiu thuat mét

(dir liéu trén s&n pham cé ndng dd 0,5%)

Theo két qua danh gia hiéu qua dy phong nhiém khuén treéc phdu thuat cia dung dich nhd mét
levofloxacin 0,5% trén cac bénh nhan trwdc khi phau thuat mat, ti 1é khong nhiém khuan 1a 70,0%
(35/50).

[QUY CACH PONG GOI] .
Hap 1105 mL

[BAO QUAN]

Bao quan duwdi 30°C, tranh anh sang

[HAN DUNG]

- 36 thang ké tir ngay san xuat

- Hay bd thubc sau khi mé& mét thang

- Khdng dung san phdm sau ngay hét han ghi trén nhan va hdp thubc

[TIEU CHUAN CHAT LUONG]

Tiéu chuan co s&

[CO SO SAN XUAT]
SANTEN PHARMACEUTICAL CO., LTD.

Nha may Noto: 2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, Nhat Ban
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