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R.~Thubc ké don
EYELEVOX OPHTHALMIC SOLUTION

(Dung dich nhé mit Levofloxacin 5 mg/ml)

CAC DAUHIEU LUUY VA KHUYEN CAO KHI DUNG THUOC:

Thuéc nay chi ding theo don thube.

DPoc kj hiwéng dan sir dung trude khi sic dung. Néu cén thém théng tin, xin hoi y kién bdc st

hodic duroc sT.

Xin thng bdo cho bac sT biét cdc tac dung ngoai y xdy ra trong qud trinh sir dung thuée.

Dé thube xa tam fay tré em.

Khéng diing thuéc qud han in trén bao bi. ,
7

THANH PHAN CONG THUC THUOC: focir®
MBbi lo 5 ml ¢6 chira:

Hoat chat: Levofloxacin hydrat............... 25 mg

Td dwgc: Natri clorid, acid hydrochloric, natri hydroxid, nuéce tinh khiét vo khuén.

DANG BAO CHE:

Dung dich nho mit.

MBb ta dang bao ché: Dung dich nho mit trong sudt, mau vang chanh hodc vang séng.

CHI PINH:

Thuoc duoe chi dinh cho diéu tri cac bénh nhiem khuén gy ra béi ching vi khuén nhay cam
bao gdm cac bénh nhlem khuén: viém mi mit, viém tii 1§, viém mang két, viém gidc mac
nhu loét mang stmg, chéng nhiém khudn trude hay sau phau thudt, viém tuyén nhon (viém
tuyen Meibomian).

CACH DUNG, LIEU DUNG:

Thubc ding nho mat. Dung theo sur chi din cua béc s¥.

Nhé 1 giot 1 14n vao bén mét bi viém, 3 1dn/ngay.

CHONG CHI PINH: P
Bénh nhén cé tién sir di tng v&i levofloxacin hydrat va céc quinolone khac, hay di tng »ob
v6i bét ki thanh phan nao cta thude. "
CANH BAO VA THAN TRQONG KHI DUNG THUOC: Qe
Thén trong chung: D
1. Nhim tranh vi khuan khéng thubc, nén tién hanh xéc 1ép do nhay cam cua vi khuan iy
véi thube va bt dau didu tri voi heu thap sau d6 ting dan. o
2. Dung khéng sinh kéo dai cé thé 1am ting ngudng nhay cam ctia vi khuén, do dé e
khong nén dung thude 1au ngay Néu xay ra bi nhi€m, bénh nhan nén ngimg ding =
thudc va chuyén sang diéu tri bing liéu phap khac. P
3. Thudc chi dugc ding dé nho mat ;,ii
4. Tranh cham déu lo vao mi mit hay cac thanh phan khac ctia mit. AT
5. Khong st dung lo thude cho nhidu ngudi 1 lac vi ¢6 thé lam lay nhiém. NG
6. Trénh xa tAm véi cta tré nho. o
7. Bao quan & noi khd réo, mat va tranh 4nh séng. :\'_A_
8. Khoéng nén thay d6i lo dung thubc nhim dam bao chét lugng thudc va tranh ding ii__f_f_
nhém thube.

Sir dung cho tré em: D6 an toan va hiéu qua trén tré dudi 1 tudi chua dwgce nghién ctru. ding

qumolone dudng uong ¢ thé giy ra bénh khép trén dong vat chua trudng thanh. Khong cé

bing chimg cho rang levofloxacin dang nhé mit c6 thé giy bét ky anh hudng ndo 1én cac
khép chiu lye.

Si dung cho bénh nhén cao tudi: Khong c6 khac biét dang ké trong hiéu qua va tinh an



toan ctia thudc trén ngudi gia va ngudi truong thanh.

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

Thoi ky mang thai:

Levofloxacin hydrat lidu cao ¢6 thé anh hudng 1€n bao thai. Tuy nhién, khong c6 nghlen clru
pht hop nao trén phu nit ¢6 thai nén thudc chi dung cho phu nit mang thai khi da can nhic
cén than nguy co va loi ich cha thudc.

Thoi ky cho con bu:

Chua c6 dinh luong levofloxacin hydrat trong sita me nhung ciling nhu oﬂoxacm, thube co
ANH HU'O'NG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Cung nhu bét ky thubc nho mét nao ciing déu c6 thé gay ra khé nhin trong choc lat hay lam
can trd tam nhin lam anh hudéng dén kha nang 14i xe va van hanh may méc. Néu mét van kho
nhin, cin doi dén khi mét nhin 13 tré lai méi nén lai xe hay vén hanh may moc. thé thai trix
qua sita nén than trong khi dung thude cho phu nit dang cho con bu.
TUUNGTACTUUNGKYCMATHUOC

Chua c6 nghién ciru veé tuong tac thube cu thé dugc tién hanh dbi véi dung dich nho mat
levofloxacin 5 mg/ml. Do nong do levoﬂoxacm t6i da trong huyét twong sau khi nho mét nho
hon it nhét 1000 l4n so véi dudng ubng, nén cdc tuong tic quan sat thiy & dudmng dung toan
than s& khong co lién quan vé mat 1am sang khi sit dung dung dich nho mit levofloxacin 5
mg/ml

TAC DUNG KHONG MONG MUON:

Khoang 10% bénh nhén c6 phan tmg ngoai y. Phan ung thuong nhe dén trung binh, va
thoang qua, va thudng chi gi6i han & mit.

Céc phan Umg ngozu y sau ddy c6 thé lién quan dén viéc diéu tri dugc béo cdo trong cac thir
nghiém lam sang va khi thudc luu hanh trén thi trudmg:

Hé mién djch

Hlem gép (> 1/10000, < 1/1000): céc phan tmg di ing ngoai mit, bao gom phét ban da.

RAt hiém gap (< 1/10000), khong rd (khong wée tinh dugce tir dit lidu co san): soc phan vé

Heé thén kinh

It gép (> 1/1000, < 1/100): dau diu

Réi logn miit

Hay gép (> 1/100, <1/10): rat mat glam thi lye va gi | mét.

it gip 1/1000, < 1/100): phtt né niém mac nhan cdu va mi mat (chemosis), u nha két mac,
phu mi mat khé chiu & mat, ngira mét, dau mét, xung huyét két mac, nang két mac, kho mit,
d6 mi mit, va chl.mg sg anh sang

Khéng quan sat thiy két tha gidc mac trong céc nghién ciru lam sang.

Ror loan hé hdp, nguc va trung that

ft glip (> 1/1000, < 1/100): viém miii.

Rét hiém gip (< 1/10000), khong rd (khong thé wédce tinh dwoc tir dit liéu ¢6 sén): phu thanh
quan.

Tré em: Tan sb, thé loai va do ning cha cac phan Ung ngoai y & tré em 1a gidng nhu & ngudi
1ém.

QUA LIEU VA CACH XU TRI:

Chua c6 nghién ctru vé anh hudng qué lidu thude nho mit levofloxacin trén ngui.

PAC TINH DUQC LUC HOQC:

Nhém duoe 1y: thudc nhin khoa, khang sinh nhom fluoroquinolon.

Ma ATC: SO1AEQS.

Levofloxacin la ddng phan L-i -isomer cua ofloxacin. Hoat tinh khang khuén ctia ofloxacin chu
yéu do ddng phén L-isomer quyét dinh. Co ché tac dung ca levofloxacin va céc khang sinh
nhém ﬂuorociumolone khéc 12 e ché topoisomerase IV va DNA gyrase cua vi khuén (c& 2
enzym nay deu la céc topoisomerase type H), ching la cdc enzym cén thiét cho qua trinh sao
chép, tai tao, stra chita va tai td hop DNA vi khuén. In vitro, levofloxacin c6 hoat tinh chong
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lai mgt lugng 16n céc vi khuén gram am, gram dwong va thudng diét khuin & nong d6 béng

hodc 16n hon nong do e ché mot chit. Céc fluoroquinolon, bao gbm levofloxacin, c6 co ché

tdc dung va cau tric héa hoc khac vdi cac khéng sinh nhém (beta)-lactam va aminoglycoside

do d6 ching c6 thé tic dung trén ca nhitng vi khuén da khéng véi cac khang sinh nhém nay

va nguoe lai. Vi khudn khang levofloxacin do dot bién in vitro hiém khi xay ra (ti 1& 10 -9

dén 10 -10).

Phé khang khuin: Staphylococcus sp., Streptococus sp., Streptococcus pneumonia,
Enterococcus, Micrococcus sp., Corynebacterium, Pseudomonas sp., Xanthomonas
maltophilia, Pseudomonas aeruginosa, Haemophilus sp. (Haemophilus influenza,
Haemophilus aegyptius (Koch-Weeks)), Moraxella (Moraxella lacunata), Serratial sp.,
Klebsiella sp. Proteus sp., Morganella morganii, Acinetobacter sp., Enterobacter,
Propioniacterium acnes.,. (11~
PAC TiNH DUGC DONG HOC: o
Nong 6 levofloxacin trung binh huyét twong 1 gi¢r sau khi diing thuéc thay doi tir 0,86 ng/ml/di
ngdy thir nhit dén 2,05 ng/ml ngay thir 15. Nbng dd trung binh t6i da cao nhit 14 2,25 ng/ml

vao ngdy thir 4 sau 2 ngay dung ché d6 2 gior 1 lidu, 8 lidu 1 ngay. Néng do trung binh t6i da

tang tir 0,94 ng/ml ngay thi nhit dén 2,15 ng/ml ngay thir 15, thap hon 1000 l4n so véi liéu

duong udng. Nong do levofloxacin trung binh trong nudc miét thay di tir 34, 9 dén 221,1

ug/ml trong sudt 60 phut sau khi diing lidu don. Nong dé trung binh trong nude mét 4 — 6 gid
sau khl ding thubc tuong tmg la 17,9 va 6,6 pg/m. Y nghia l4m sang cta ctia nhing ndng 6"
nay van chua dugc biét.

QUY CACH PONG GOI:

Hop 1 1o chira 5 ml.

PIEU KIEN BAO QUAN

Bao quan trong lo thude duge dong kin, tranh 4nh sang, & nhiét do dudi 30°C.
HAN DUNG

36 thang ké tir ngay san xuat

02 thang ké tir khi mé nép lo.

TIEU CHUAN CHAT LUQNG CUA THUOC:

Tiéu chuén co s0.

TEN, BIA cHi co SO SAN XUAT THUOC:

San xudt tai Han Quéc bai:

Samil Pharm. Co., Ltd.

216, Sandan-ro, Danwon-gu, Ansan-si, Gyeonggi-do, Korea.

TL. CYC TRUGNG
KT, TRUGNG PHONG PANG k¥ THUOC
PHO TRUGNG PHONG

Pham Ghi Viin Hank

2580



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic
Sé: 15830e/QLD-BK Ha Ngi, ngay 20thdng 06 ndm 20 24
V/v thay d6i, bd sung dbi vai thube
da du'orc cap GPKLH

Kinh guri: Samil Pharmaceutical Co., Ltd.
Dia chi: 155, Hyoryeong-ro, Seocho-gu, Seoul, Korea

Tra 1oi ho so sb tlep nhan sb 1012/21/TDNN ngay 04/05/2021 va céc tai liéu
lién quan ctia cong ty vé viéc thay d6i, bo sung dbi voi thude da duoc cap gidy ding
ky luu hanh;

Cin cit Thoéng tu sb 08/2022/TT-BYT ngay 05/9/2022 cua B6 Y té quy dinh
viéc dang ky luu hanh thudc, nguyen liéu lam thudc;

Cén ctr Bién ban thim dinh ho so thay ddi/bd sung ctia cong ty, Cuc Quan ly
Dugc ¢6 ¥ kién nhu sau:

Bong y v61 nd1 dung dé nghi thay d6i, bd sung dugc phé duyét kém theo cong
vin nay ddi voi thude Eylevox ophthalmic Solution, sé ding ky VN-22538-20.

Ngoai ndi dung duoc phé duyét, cac ndi dung khac gilr nguyén nhu hd so ding
ky thude hru tai Cuc Quan 1y Dugc.

Céc ndi dung thay doi, bo sung néu trén dugc thyuc hién ké tir ngay ky cong van
nay. Riéng ndi dung thay dbi, sau 12 thang ké tir ngay ky céng van nay, cong ty
phai thuc hién theo nd1 dung thay d6i da duoc phe duyét.

Cuc Quén ly Duoc thong bao dé cong ty biét va thuc hién ding céc quy dinh vé
dang ky luu hanh thude./.

Noi nhgn: KT. CUC TRUONG
-Nhuteén, PHO CUC TRUONG
- Cyc truong (de b/c); o
- Luu: VT, BKT (NT). 'T::{\ "*--".

SAQY BAN CHINH| /= .,i
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R~ Thube nay chi dimg theo don thubc

EYLEVOX OPHTHALMIC SOLUTION
(Dung dich nhé miit Levofloxacin hydrat 5 mg/ml)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:

Poc kj hudng dan sie dung triede khi sir dung. Néu cdn thém théng tin, xin héi y kién bdc sy
hodc duwoc sy.

Théng bdo ngay cho bdc s§ hodc digc sy nhitng phan tng cd hai gdp phai khi st dung thuéc.
Dé thuéc xa tam tay tré em.

Khéng diing thudc qud han in trén bao bi.

THANH PHAN CONG THUC THUOC:

M&i lo 5 ml c6 chira:

Hoat chét: Levofloxacin hydrat .............. 5 mg/ml

Td dirge: Natri clorid, acid hydrochloric, natri hydroxid, nuéc pha tiém.

DANG BAO CHE:

Dung dich nho mit.

MO ta dang bao ché: Dung dich nho mit trong sudt, mau vang nhat hodc vang chanh.

CHi PINH:

Vi khuén dwogc 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 [truc khudn Koch-Weeks], Pseudomonas sp., Pseudomonas aeruginosa,

Stenotrophomonas (Xanthomonas) maltophilia, Acinetobacter sp., va Propionibacterium

acnes.

Chi dinh

Céc nhidm khuén sau day gdy bdi céc vi khuédn nhay cam véi levofloxacin: Viém by mi, viém

tii 18, leo (chip), viém két mac, viém sun mi, viém gidc mac (k& ca loét gidc mac) do nhiém

khuén nhay cam, va diing lam khéng sinh dy phong sit dung tru6c va sau phéu thuft mét.

CACH DUNG, LIEU DUNG:

Thude nhé mit

Théng thudmg, cho ca ngudi 16n va tré em, mdi 1an nho vao mét 1 giot, 3 lan/ngay.

Liéu lwong c6 thé duoc diéu chinh theo triéu chimg cua bénh nhan.

Thi gian diéu trj ty thudc vao loai nhiém khuan va dép tmg cta bénh nhén.

Xir Iy thude sau khi sir dyn '

Khéng c6 yéu cu dic biét vé xtr 1y thudc sau khi sir dung.

CHONG CHI PINH:

Bénh nhén c6 tién sit man cam voi levofloxacin hydrat va cac quinolone khéc, hay min

cam v&i bit ky thanh phan nao cia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Hiéu qua cua thubc nay ddi véi Staphylococcus aureus dé khang methicillin (MRSA) chua

dugc chimg minh. Vi vy, nén ding ngay thubc khéac c6 hiéu luc khang MRSA manh cho

nhitng bénh nhin duong tinh véi nhidm khuin do MRSA va khong thdy bét ky sy cai thién

tridu chimg nao khi ding thude nay.

Thén trong chung:

1. Nhim trénh vi khuan khang thubc, nén tién hanh x4c lap d6 nhay cam ctia vi khuén véi
thubc va bét dAu didu trj véi lidu thdp sau d6 ting dan.
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2 Dung khéng sinh kéo dai c6 thé lam ting ngu'cmg nhay cam cia vi khudn, do d6 khong
nén dung thudc lau ngay. Néu xay ra boi nhiém, bénh nhén nén ngimg ding thude va
chuyen sang diéu tri béng liéu phdp khéc.

Thudc chi duge ding d& nho mét.
Dé tranh nhlem bén lo thuoc: khong dua déu lo thude truc tlep vao mét khi nho thude.

Tréanh cham dau lo vio mi mét hay c4c thanh phén khéc ctia mét.

Khéng sir dung lo thudc cho nhiu ngudi 1 lic vi c6 thé lam Iy nhiém.

Tranh xa tm véi ctia tré nho.

Béo quéin & noi khd rdo, mét va tranh anh sang.

Khong nén thay dbi lo dyung thudc nhim dam bao chit lugng thube va tranh ding nhim
thudc.

9. Khi sir dung két hop céc loai thubc nhé mit khéc nhau, hdy dung cach nhau it nhét 5 phit.
SU DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU:

Thoi ky mang thai:

Chi dung thudc nay cho phu nit ¢6 thai hodc ¢6 kha ning c6 thai néu lgi ich diéu tri mong doi
hon hin nguy co c6 thé xay ra khi ding thudc.

Thoi ky cho con bi:

Cén nhéc 1oi ich ctia viéc ding thude va loi ich ctia viée cho con bii va xem xét tiép tuc diing
thudc hay ngung cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Cung nhu' bét ky thudc nhé mét nao ciling déu co6 thé gay ra khé nhin trong chéc lat hay lam
can tré tam nhin lam &nh hudng dén kha néng 14i xe va van hanh may méc. Néu mét vén khé
nhin, can doi dén khi mét nhin 15 tr& lai m6i nén 14i xe hay van hanh mdy méc.

TUONG TAC, TUONG KY CUA THUOC:

Chua cé nghién ctru vé twong tac thudc cu thé dugc tién hanh dbi v6i dung dich nho mét
levofloxacin hydrat 5 mg/ml

Do khong c6 céc nghién ctru vé tinh twong ky cta thube, khong tron 14n thude nay vdi cac
thudc khac.

TAC DUNG KHONG MONG MUON:

Cac phan ung bét loi sau day cé thé xay ra. Bénh nhén nén dugc theo dbi cin than, va néu
quan sat thiy bat ky ddu hiéu bt thudng ndo, nén thuc hién céc bién phap thich hop nhu
ngung ding thuc.

T dc dung phy ngluem trpng

Séc, séc phan vé (khong 15 tan suat) Néu quan sat thiy cac tncu chu‘ng nhu ban dé, phat ban,
khé6 thd, ha huyét ap, phtt mi mét, v.v., nén ngung ding thudc va thyc hién céc bién phép
thich hop.

Cdc tdc dung khong mong muén khic

Mit:

It hon 1%: kich tmg mét, viém két mac, ngtra mét

Chura 18 tén sudt: Rbi loan giac mac nhu viém gidc mac nong lan toa, dau mét, viém bd mi.
Da:

Chura 13 tan sudt: May day, phat ban, ngira.

QUA LIEU VA CACH XU TRI:

Chua c6 nghién ciu vé anh hudng qua liéu thudc nho mét levofloxacin hydrat trén ngudi.
Khéng c6 dit liéu vé sir dung thudc qué lidu, khdng ding qua liéu chi dinh ctia thude.

PAC TINH DU(JC LUC HOQC:

Nhém duge ly: Cac gidc quan, Nhan khoa, Cac thubc chdng nhiém khudn, Cic
fluoroquinolon, levofloxacin.

Mia ATC: SO1AEO0S.

Levofloxacin hydrat la ddng phén quang hoc (dang L) ctia ofloxacin racemic, c6 hoat tinh khéng
khuén manh gép 2 lan ofloxacin.
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Co ché tac dung

Co ché tac dung chinh ctia levofloxacin hydrat 13 Grc ché su tong hop DNA ciia vi khuén bing

céch trc ché hoat dong ctia DNA gyrase (topoisomerase ) va topoisomerase IV. D6i véi hoat

dong trc ché DNA gyrase (topoisomerase II) hay topoisomerase IV, higu Iuc trc ché ciia thube
phu thudc vao tirng loai vi khuén.

Hoat tinh khang khuén

Levofloxacin hydrat ¢6 hoat tinh khang khuén manh hoat phé rdng chéng lai cac vi khuén

gay nhiém khuén mét gdm vi khudn gram duong (Staphylococcus sp., Streptococcus sp. [ké

ca S. pneumoniae), Micrococcus sp., Enterococcus sp., Corynebacterium sp., v.v...), vi

khuén gram am (Pseudomonas sp. [ké ca P. aeruginosa), Haemophilus Influenzae, Moraxella

sp., Serratia sp., Klebsiella sp., Proteus sp., Acinetobacter sp., Enterobacter sp.), va vi khuin
ky khi Propionibacterium acnes, v.v... (in vitro).

Téc dung d6i véi nhiém khuén giac mac trén thwe nghiém

Dung dich nhé miét levofloxacin hydrat c¢6 hiéu qua du phong viém gidc mac

do P.aeruginosa trén thuc nghiém & tho.

PAC TINH DUGC PONG HOQC:

Nong dq trong miu

O ngudi tinh nguyén trudng thanh, khoe manh, ndng do levofloxacin trong méu dugc do sau

khi nhé hai giot dung dich nhé mét levofloxacin hydrat vao mét 4 lan/ngay trong 2 tudn lién

tiép. Ndng @5 levofloxacin tai thdi diém 1 gitr sau khi nho 14n cudi & duéi giéi han phat hién

(0,01pg/mL).

Sw x4m nhép vao nhin ciu & dong vit

- Khi nhé 50pL dung dich nhd mit “C-levofloxacin vao mét th c6 séc t6, thudc dat dén
ndng do téi da (Cmax) or két mac nhén céu la 1433,8 ng eq./g va & két mac mi 1a 1058,8
ng eq./g sau 15 phit. Nong do t01 da & gidc mac 1a 6839,5 ng eq. /g va ¢ thuy dich 1a 8428
ng eq./g sau 30 phut. Sau do nong do thuoc giam theo thoi gian. Trong md mﬁt chira
melanin, nong do tbi da & mong mat/ thé mi 1a 115144 ng eq. /g vad bIeu md séc tb vong
mac/ hic mac la 3269,6 ng eq./g sau khi nho 2 gid, sau d6 dan dén bién mat

- Khi nhé lpL dung dich nhd mét "“C-levofloxacin vao mét chudt c6 sic té 3 lan/ngay
trong 1 tudn, ndng d thudc & gidc mac dat dén 2270,8 ng eq. /g & thuy dich 12 267,1 ng
eq. /g va & dich kinh Ia 372 0 ng eq./g sau khi nho lan cudi 1 gid, sau d6 glém theo thén
gian. Nong do thuéc & mbng mit/ thé mi dat dén 185047,6 ng eq./gva g biéu md séc tb
vong mac/ hic mac 14 3654,6 ng eq./g sau khi nhé 1 gid, sau d6 din din bién mét.

- Khi nhé mét giot dung dich nho_ mit levofloxacin hydrat 0,3% vao mét cua cho san 4
Ian/ngay trong 2 tudn lién tlep, nong do thuoc 24 gi¢ sau khi nhé lan cudi & rnong mét/
thé mi 12 39.4 pg/g va & hic mac/ biéu md sic tb vong mac 1a 12.3 pg/g, cho thiy ndng
dd cao & cac md mat chua melanin. Mit khac, viée van chuyén thube nay dén vOng mac,
ngoai trir bidu mé sic t§ vong mac 14 it.

Ch thich: eq./g: duong lugng/g

CAC NGHIEN CUU LAM SANG

Hiéu qua theo bénh ly

Ty 1€ hi¢u qué cua dung dich nho mit levofloxacin hydrat theo bénh 1y trong c4c nghién ciru

so sénh, cé dbi chung, mu doi, pha II, pha III va trong thir nghiém mé thuc hién trén 323

bénh nhan bi nhiém khuén phin ngoai mit dugc tdng két duai day:

Bénh ly Ty 1€ hiéu qua* (%)
[“hiéu qua” hodc ¢6 ddnh gia tot hon]
Viém bd mi 933 (14/15)
Viém tai 1€ 87,5 (28/32)
Leo (chip) 92,5 (37/40)
Viém két mac 91,6 (196/214)
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(20/21)
(30/32)

Viém sun mi 95,2
Viém gidc mac (ké ca loét giéc mac) 93,8
Ghi chii: * Bénh nhin méc nhiéu bénh duoc tinh mdi bénh 13 mét ca.
Hiéu qua theo vi khufn nhay cam véi levofloxacin
Ty 1é hiéu qua trén 323 bénh nh4n néu trén phén loai theo vi khuén nhay cam véi
levofloxacin dugc liét ké dudi day:

Vi khuan Ty 18 hiéu qua* (%)
[“higu qua” hoiic ¢6 danh gid tot hon]
Staphylococcus sp. 91,8 (157/171)
Streptococcus sp. 95,8 (23/24)
Streptococcus pneumoniae 94,7 (18/19)
Enterococcus sp. 87,5 (7/8)
Micrococcus sp. 100,0 (2/2)
Moraxella sp. 85,7 (12/14)
Corynebacterium sp. 86,2 (25/29)
Klebsiella sp. 85,7 (6/7)
Enterobacter sp. 100,0 (4/4)
Serratia sp. 100,0 (3/3)
Proteus sp. 75,0 (3/4)
Morganella morganii 100,0 (4/4)
Haemophilus influenzae 100,0 (10/10)
Pseudomonas sp. 100,0 (7/7)
P. aeruginosa 100,0 (5/5)
Stenotrophomonas (Xanthomonas) 80,0 (4/5)
maltophilia
Acinetobacter sp. 94,1 (16/17)
Propionibacterium acnes 93,0 (40/43)

Ghi chi: * Khi ¢ nhiéu vi khuén dwoc xac dinh & bénh nhan, méi vi khuan duoc tinh 1a méot
ca.

Hiéu qua trong diu tri du phong nhiém khuén truge va sau phau thudt mit

Theo két qua dénh gia h1eu qua du phong nhiém khuén truéc phau thudt cia san phidm nay
trén c4c bénh nhan trude khi phiu thuét mét, ti 1§ khéng nhidm khuén 1a 70,0% (35/50).

QUY CACH PONG GOI:

Hop 1 lo chira 5 ml.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC.
Piéu kién bio quin:

Béo quan trong lo thudc dugc dong kin, tranh énh séang, & nhiét 6 dudi 30°C.

Han dung:

36 thang ké tir ngdy san xuat

02 thang ké tir khi m& nip lo.

Tiéu chu%n chét lwgng:

Tiéu chuén co sd.

TEN, })IA CHi co SO SAN XUAT THUOC:

Séan xuét tai Han Qubc bai:

Samil Pharm. Co., Ltd.

216, Sandan-ro, Danwon-gu, Ansan-si, Gyeonggi-do, Korea.
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Dphthatmic Salution Bros)

{E evcflaxaiin Byrdrate)
1 Smi &g ;|

‘ Eylevox xonsif3

Ophithalmic Selution :
{Levofloxacin hydrate)
- v |
COMPOSTION

(seiphy uppevayeanT)

UORMOE Mieuute) XOABIAH

(SR pAL ueXOHOAST)
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