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Dung dich
nhoé mat
Levofloxacin

Hop 1 lo 5mL

WARNINGS :

1.If irritation persists

or increases, discontinue the
use and consult physician.

2. Do not touch
the dropper
tip or other

dispensing tip

to any surface since
this may contaminate the
solution.

San xuét boi:
Bharat Parenterals Ltd.

Survey No. 144-A, Jarod Samlaya Road,

\ﬂlage Haripura, Tal- Savii,
— Vadodara - 391 520,
Gu;arat State, An Do
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Barcode

SPECIFICATION

Remark:- Reverse Tucking Unvarnished
(1174

[ S.F. Order No.

| Product || Sanflox || New/Revised || Revised |
l Dimension ] l 30 x 30 x 76 mm ] I Reason For change I ] text I
| Substarte || ITC Safire Graphic Board || Colour Scheme || CMYK j
| Specification || UV varnish, 320 GSM || Pantone Shades | |- |
| Country I ] Vietnam | L Item Code l l - l

|
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64 mm

SPECIFICATION
Product sanflox eye drop New/Revised Revised
Dimension 64 x18 mm Reason For change || Text Matter
Substarte 75 GSM, Chromo, Sticker Lbll Colour Scheme K, Sp. blue, sp. blue, sp pink 20%
Specification UV coating, Roll form Pantone Shades -
Country Vietnam Item Code -
Remark:- S.F. Order No. -
Thanh phin : g Visa No. (S6 Bk): VN-19357-15
Levofloxacin hemihydrate R Thubc ke don S mL Mfg. Lic. No.: G/28/925
trong duong voi Batch No.
Levofloxacin .................. 0.5 % wiv (s616SX)"
Aqueous base ................... vira dii Mfa. Date
E Benzalkonium s A N F LOX ( Ngg.ay §X)°
E chloride solution BP ..... 0.02 % viv Exp. Date . EN
(Chét bao quan) (Han ding )’ DAl ‘DlH -
o0 Bédo quan noi khé mat & nhiét d6 dudi San xuét béi: TAl THAN
-~ 300C, "gz‘h 12:““- Dung dich nho Bharat Parenterals Ltd. " HA NOI
”ulln ﬁwy“ em. o mét Levofloxacin Survey No. 144-A, Jarod Samlaya Road, :
Boc ky hudng dung trrdc khi ding. Khéng dworc tigm Village: Haripura, Tal- Savli,
Chi dinh, cach dung, chéng 5 ok, e Wiy Dist. — Vadodara - 391 520,
gm”ﬁbm xem to huéng dan si dyng [FOR EXTERNAL USE ONLY] Gujarat State, An D
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Rx
SANFLOX

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC

Thuéc nay chi ding theo don thuéc

Doc ky huéng dan sir dung trude khi ding.

Pé xa tam tay tré em.

Théng bdo cho bdc sy cdc tac dung khéng mong muon gap phai khi sir dung thudc.

Thanh phén cdng thirc thube

Thanh phan hoat chat: Levofloxacin hemihydrate tuong duong véi levofloxacin ....... 0,5% w/v
Thanh phcfn td dugc: Benzalkonium chloride solution BP, disodium edetate, sodium chloride,
borax powder, boric acid, polysorbate 80, sodium hydroxide, glycerin, nuéc cit pha tiém.

Dang bao ché: Dung dich nho mit.
M3 ta hinh thirc: Dung dich trong sudt, khéng mau.

Chi dinh

Vi khuén dwgc chi dinh

Cac chung vi khuin nhay cam cua Staphylococcus sp., Streptococcus sp., Streptococcus
pneumoniae, Enterococcus sp., Micrococcus sp., Moraxella sp., Corynebacerium sp., Klebsiella
sp., Enterobacter sp., Serratia sp., Proteus sp., Morganella morganii, Haemophilus influenzae,
Haemophilus argyptius [truc khuan Koch-Weeks], Pseudomonas sp., Pseudomonas aeruginosa,
Stenotrophomonas (Xanthomonas) maltophilia, Acinetobacter sp., va Propionibacterium acnes.
Chi dinh

Céc nhiém khuan sau ddy gdy boi cac vi khuén nhay cam vdi levofloxacin: Viém bd mi, viém tui
1€, leo (chép), viém két mac, viém sun mi, viém giac mac (ké ca loét giac mac), va dung lam
khéng sinh du phong sir dung trudc va sau phau thut mit.

Liéu dung va cich diung

Thudc nhé miit

Thong thuong, cho ca ngudi 16m va tré em, mdi 1an nhod vao mét 1 giot, 3 lan/ngay.
Liéu lugng c6 thé duoc diéu chinh theo tridu chimg cta bénh nhan.

Thoi gian diéu trj tiy thudc vao loai nhidm khuin va déap ing cia bénh nhan.
Cdch dung:

- Nhé miit.

Chéng chi dinh

Khong dung dung dich nhé mit Sanflox cho nhitng bénh nhén sau day:

Bénh nhan c6 tién st qua man véi céc thanh phéan cua thude, ofloxacin hodc véi bét ky khang
sinh nao thuc nhém quinolone.
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Canh bso va than trong khi ding thudc

- D& tranh su xuit hién vi khuin khang thudc, can khang dinh tinh nhay cam cua vi khuan va
didu tri v6i thube ndy nén giéi han & thoi gian i thidu cin dé tidu diét sy nhiém khuén.

- Hiéu qua cua thudc nay véi Staphylococcus aureus dé khang methicillin (MRSA) chua duge
chimg minh. Vi vay, nén ding ngay thubc khac c6 hiéu luc khang MRSA cho nhimg bénh nhan
duong tinh v6i nhi®m khudn do MRSA va khong thdy bit ky su cai thién triéu ching nao khi
diing thudc nay.

- Khi ding: Huéng d4n bénh nhan cin than khéng cham truc tiép dau lo thudc vao mit dé tranh
nhiém ban thude.

Canh bdo ta duoc:

- Thubc nay c6 chira 0,5 mg benzalkonium chloride trong mdi lo twong dwong véi 0,1 mg/mL.
Benzalkonium chloride c6 thé bi kinh 4p trong hip thu va 1am thay dbi mau kinh 4p trong. Bénh
nhan nén thao kinh ap trong trudc khi sir dung thudc nay va mang kinh trd lai 15 phut sau khi
nhé thude. Benzalkonium chloride ciing c6 thé gy kich ung mét, dic biét khi bénh nhan bi kho
mét hay c6 bt thuong vé gidc mac. Khi mit ciia bénh nhén ¢6 cam giac bat thuomg, kim chich
hodc dau sau khi nho thude, hay théng béo cho bac si.

Tir dit liéu han ché c6 sén, khong c6 su khac biét vé hd so tac dung khong mong mudn & tré em
so v&i ngudi 16n. Tuy nhién, néi chung, mét & tré em phan tng manh hon v6i mot kich thich
nhét dinh so v&i mét nguoi 16m. Kich img ¢6 thé anh hudng dén vide tuan tha didu tri & tré em.
Benzalkonium chloride da duge bdo cdo la gy kich img mat, cac triéu ching kho mét va c6 thé
anh hudng dén mang nudc mét va bé mit giac mac. Than trong khi dung cho bénh nhan khé mét
va bénh nhan c6 thé bi tén thuong giac mac. Bénh nhén can duoc theo doi trong trudong hop s
dung kéo dai.

- Acid boric, borax powder: Khong ding cho tré em dudi 2 tubi bai vi thude nay c6 chira bor va
c6 thé gay hai dén kha ning sinh san cta tré sau nay.

Sir dung thudc cho phu nir ¢é thai va cho con ba

Chi dung thubc nay cho phu nir ¢6 thai hogdc c6 kha ning c6 thai néu loi ich diéu tri mong doi
hon hin nguy co c6 thé xay ra do dung thude. [D6 an toan cua thudce nay trong thai ky chua duogc
thiét lap].

Chura c6 thong tin vé doc tinh cua thude nay trén thai nhi

Levofloxacin duoc bai tiét vao sita me. Tuy nhién, & liéu diéu tri thudc dugc du doan khong anh
huéng dén tré bu me. Chi dung thude nay cho phu nit cho con bu néu loi ich diéu trj du tinh hon
han nguy co ¢6 thé xay ra véi tré b me.

Anh hwéng cia thudc 1én kha nang lii xe va van hanh may méc

Nhu v6i bat ky diéu tri tai mét nao, néu xdy ra nhin m¢& thoang qua hodc bit thuong & mét sau
khi dung thudce, bénh nhan nén doi cho dén khi nhin rd hodc hét bat thudng truée khi 14i xe hodc
van hanh may moéc.

=gl
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Twong téc, twong Ky cia thude

Twong tic ciia thuéc

Chua c6 dit lidu vé twong tac thudc. Néu bénh nhéan can ding nhiéu hon mét thudc nhé mét, phai
nho cach nhau it nhit 5 phut.

Twong ky ciia thudc

Do khong c6 cac nghién ciru vé tinh twong ky cta thude, khong tron 14n thude nay véi cac thude
khac.

Tac dung khong mong mudn cia thude

Tac dung khong mong mudn dbi v6i thude nay da dugc bao cdo & 8 trong sb 472 bénh nhan
dugc danh gia (1,69%). Cac tac dung khong mong mudn chinh 1a kich tmg méat & 4 bénh nhan
(0,85%), va ngira mét & 3 bénh nhan (0,64%),v.v...

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

Téac dung khong mong muébn ddi voi thude nay di duoc bao cdo & 42 trong sb 6686 bénh nhan
(0,63%). Nhimg tac dung khéng mong mudn chinh 13 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 tng mét & 6 bénh
nhéan (0,09%),v.v...

Tdc dung khéong mong muon cé y nghia lim sang

Séc, phan tmg phan vé (khong rd ti 16 mic): Bénh nhan nén dugc theo ddi cin than vi ¢6 thé xay
ra s6¢c va phan tmg phan vé. Néu quan sat thdy bat ky triéu chimg nao nhu ban do, ban, kho thd,
ha huyét 4p, phii mi mét,. ..., phai ngimg thudc va c6 cac bién phép xit 1y thich hop.

Tdc dung khéong mong muén khdc

Néu quan sat thiy cac tac dung khong mong mudn sau day, nén 4p dung bién phép thich hgp nhu
ngimg dung thude.

Til¢ mic | Khéng rd ti 16 mic Tir 0,1% dén < 5% <0,,1%

Loai

Qu4 man cam Ban - Mé day, viém bo mi
(mi mit  do/phu,
v.v...), viém da mi
miit, nglra

Mt - Kich tng, thuong ton | Viém két mac (sung

gidc mac nhu viém
giac mac lan téa nong

huyét két mac/phi két

mac, v.v...), dau mat

Bdo cdo cdc tic dung khéng mong muon nghi ngo

B4o c4o cac tac dung khong mong mudn nghi ngd sau khi luu hanh thuéc 1a rat quan trong dé
tiép tuc giam sat can bang loi ich/nguy co cua thube. Cén bd y té can bao cdo tit ca phan ung cé
hai vé& Trung tdm qudc gia hogc Trung tm khu vuc vé Thong tin thudc va Theo dai phan ung cé
hai cta thudc.
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Thong bao ngay cho bac sy hoac duogc si khi gap cac tac dung khong mong mudn nhu trén khi sir
dung thudc hodc bao cdo cac phan tmg ¢ hai clia thude vé Trung tdm Thong tin thubc va Theo
déi phan ung cé hai cua thube (ADR) Qubc Gia. Pia chi: 13- 15 Lé Thanh Tong-
Hoan Kiém- Ha Noi. Dién thoai: 024.3.9335.618; Fax: 024.3.9335.642;
Email: di.pvcenter@gmail.com

Théng bdo cho bdc sj nhitng tic dung khéng mong muon gip khi ding thuéc

Qua lidu va cich xir tri
Khong c6 dir lidu vé sir dung thude qua lidu, khong ding qua liéu chi dinh cta thude.
Bénh nhén nén duoc tich cuc theo doi dé c6 bién phap xir tri kip thoi.

Pac tinh dwgc lwe hoc
Nhom dwgc ly: Cac giac quan, Nhan khoa, Cac thude chéng nhiém khuén, Céc fluoroquinolone,

Levofloxacin.

Ma ATC: S01AE05 Vb 57
Levofloxacin 1a dong phan quang hoc (dang /) cua ofloxacin racemic, c¢6 hoat tinh khang khuan ;if o‘ﬁ‘ DA | D
manh gép 2 1an ofloxacin. ‘\' t_\ TAl TH\
Co ché tic dung =\ L(y \HA '

Co ché tac dung chinh cua levofloxacin hydrate 1a e ché sy tébng hop ADN cuia vi khuin bing \'}‘c | .
cach trc ché hoat dong cia AND gyrase (topoisomerase 1) va topoisomerase IV. Déi véi hoat ;- by “3)
dong e ché ADN gyrase (topoisomerase II) hay topoisomerase IV, hiéu luc tc ché cua thuoczg’a /
phu thudc vao timg loai vi khuén. >
Hoat tinh khang khuin

Levofloxacin hydrate c6 hoat tinh khang khuin manh phd rong chdéng lai cac vi khuén gay nhiém
khuin mét gdbm vi khuén gram duong (Staphylococcus sp. [ké ca S. pneumoniae], Micrococcus

sp., Enterococcus sp., Corynebacterium sp., v.v...), vi khudn gram am (Pseudomonas sp-,
Acinetobacter sp., Enterobacter sp., v.v...), va vi khuan ky khi (Propionibacterium acnes, v.v.. J)

(in vitro).

Tdc dung déi véi nhiém khuén gidc mac trén thuc nghiém

Dung dich nhé mit levofloxacin ¢6 hiéu qua du phong viém giac mac do P. aeruginosa trén thuc
nghiém & tho.

Dac tinh dwgec dong hoc

Nong dj trong mau

O ngudi tinh nguyén truéng thanh, khée manh, nng do levofloxacin trong méau dugce do sau khi
nho tai chd hai giot dung dich nhd mit levofloxacin vao mét 4 1an/ngay trong 2 tuan lién tiép.

Nong d6 levofloxacin tai thdi didm 1 gitr sau khi nho 14n cubi & dudi gidi han phat hién (0,01
pg/mL).

Sw xidm nhép vao nhin cau ¢ djng vat
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(thé c6 sap td, chudt cong co sic t6, cho)

Khi nhé 50pL dung dich nho mét "“C-levofloxacin vao mat tho co sic td, thudc dat dén nong do
t6i da (Cmax) & két mac nhan ciu 1a 1433,8 ng eq./g va & két mac mi mat 1a 1058,8 ng eq./g sau
15 phut. Nong do t6i da & giac mac 1a 6839,5 ng eq./g va & thity dich 1a 842.8 ng eq./g sau 30
phut. Sau d6 ndng d6 thudc giam theo thoi gian. Trong md mét chira melanin, ndng d6 téi da &
mdng mét/thé mi 1a 11514,4 ng eq./g va & biéu mo sic 6 vong mac/hic mac 1a 3269,6 ng eq./g
sau khi nho 2 gid, sau d6 dan dan bién mét.

Khi nhé 1pL dung dich nhé mit '“C-levofloxacin vao mét chudt c6 sic to 3 lan/ngay trong 1
tudn, ndng d6 thude & giac mac dat dén 2270,8 ng eq./g, & thiy dich 1a 2671 ng eq./g va & dich
kinh 14 372,0 ng eq./g sau khi nho 1an cubi 1 gid, sau d6 giam theo thoi gian. Nong do thube &
mdng mét/thé mi dat dén 185047,6 ng eq./g va & biéu mé sic t6 véng mac/hic mac 13 36549,6 ng
eq./g sau khi nho 1 gid, sau d6 dan dan bién mat.

Khi nhé mot giot dung dich nhé mit levofloxacin hydrate 0,3% vao mit cta ché san tho 4
lan/ngay trong 2 tuan lién tiép, ndng do thudc 24 gid sau khi nho 1an cudi & méng mét/thé mi 1a
39,4 pg/g va & hic mac/biéu mé sic td vong mac 1a 12,3 pg/g, didu nay cho thiy ndng do thude
cao & cac md méat chira melanin. Mat khéc, viée van chuyén thude nay dén vong mac, ngoai trur
biéu mé sic t6 vong mac 1 it.

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

CAC NGHIEN CUU LAM SANG

Hi€u qua theo bénh ly

Ti 1& hiéu qua ctia dung dich nhé mit Cravit theo bénh ly trong cac nghién ciru so sanh, c6 ddi
chimg, mu ddi, pha II, pha II va trong thir nghiém m& thuc hién trén 323 bénh nhan bi nhiém
khuén phan ngoai mét dwoc tdng két dudi day:

Bénh ly Ti 1¢ hiéu qua * (%)
[“hiéu qua” hodc c¢6 danh gia tot hon]

Viém bd mi 93,3 (14/15)
Viém tui 18 87,5 (28/32)
Leo (chap) 92,5 (37/40)

Viém két mac 91,6 (196/214)

Viém sun mi 95,2 (20/21)

Viém gidc mac (ké ca loét giac mac) 93,8 (30/32)

Ghi chu: *Bénh nhan mac nhiéu bénh duoc tinh mdi bénh 1a mét ca.

Hi¢u qua theo vi khuin nhay cam véi levofloxacin

Ti 1¢ hiéu qua trén 323 bénh nhén néu trén phan loai theo vi khuan nhay cam véi levofloxacin
dugce ligt ké dudi day:

Vi khuén Ti 1¢ hi¢u qua *(%)
[“hiéu qua” hodc c6 danh gia tot hon]

Staphylococcus sp. 91,8 (157/171)

Streptococcus sp.
Streptococcus pneumoniae
Enterococcus sp.

95,8 (23/24)
94,7 (18/19)
87,5 (7/8)
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Micrococcus sp.
Moraxella sp.
Corynebacterium sp.
Klebsiella sp.
Enterobacter sp.

Serratia sp.

Proteus sp.

Morganella morganii
Haemophilus influenzae
Pseudomonas sp.

P. aeruginosa
Stenotrophomonas (Xanthomonas) maltophilia
Acinetobacter sp.
Propionibactenium acnes

100,0 (2/2)
87,5 (12/14)
86,2 (25/29)
85,7 (6/7)
100,0 (4/4)
100,0 (3/3)
75,0 (3/4)
100,0 (4/4)
100,0 (10/10)
100,0 (7/7)
100,0 (5/5)
80,0 (4/5)
94,1 (16/17)
93,0 (40/43)

Ghi chu: "Khi c6 nhiéu vi khuan duge xac dinh & bénh nhan, mdi vi khuan dugc tinh 1a mot ca.
Hiéu qua trong diéu tri dy phong nhiém khuén trwéc va sau phiu thuit mit

Theo két qua danh gia hiéu qua du phong nhiém khuén trude phiu thuit ciia san phdm nay trén
cac bénh nhan trude khi phau thuat mét, ti 16 khong nhiém khudn 1a 70,0% (35/50).

Quy cach déng goi: Hop chira 1 1o SmL.

Bio quén: Bao quan noi khé mét nhiét 6 dudi 30°C, tranh anh sang. A\

Tiéu chuén chét lwong: Nha san xuit.

Han dung: 24 thang ké tir ngdy san xuét.

Chi dung thudc trong vong mot thang sau khi mé nép.

Khong ding thuic qua han swr dung.

Tén, dia chi ciia co sé san xuat thudc
BHARAT PARENTERALS LTD.

Dia chi: Survey No. 144-A, Jarod Samlaya Road, Village: Haripura, Tal- Savli, Dist. — Vadodara

- 391 520, Gujarat State, An Do.




